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Abbreviation
Abbreviation Description
ACTD ASEAN Common Technical Document
ADR Adverse Drug Reaction
AE Adverse Event
API Active Pharmaceutical Ingredient
ASEAN Association of South-East Asian Nations
ASTT Administration of Science, Technology and Training
AVG ASEAN Variation Guideline
B.E. Buddha Era
BA Bioavailability
BE Bioequivalence
BLA Biologics License Application
BP British Pharmacopoeia
BPOM Badan Pengawas Obat dan Makanan (Indonesian national agency of drug and food control)
BSE Bridging Study Evaluation (Taiwan)
CDE Center for Drug Evaluation
CDFS Council on Drug and Food Sanitation(Japan)
CDRR Center for Drug Regulation and Research (Philippines)
CDSCO Central Drugs Standard Control Organization (India)
CECA Comprehensive Economic Cooperation Agreement (Singapore
CEP Certification of suitability to the monographs of the European Pharmacopoeia
CFDA China Food and Drug Administration
CFDI Center for Food and Drug Inspection
ChP Chinese Pharmacopoeia
CIOMS-I Suspect Adverse Reaction Report Form (CIOMS Form I)
CIRB Centralised Institutional Review Board (Taiwan
CMC Chemistry, Manufacturing and Control
CMO Contract Manufacturing Organization
CoA/COA/CA Certificate Of Analysis
CoI Co-principal Investigator
CPO Contract Pharmaceutical Organization.
CPP Certificate of Pharmaceutical Product
CRC Clinical Research Centre
CREC Central Research Ethics Committee (Thailand
CRF Case Report Form
CRM Clinical Research Materials Notification
CRO Contract Research Organization
CSR Clinical Study Report
CT Clinical Trial
CTA Clinical Trial Application
CTA Clinical Trial Authorization
CTA Clinical Trial Approval
CTC Clinical Trial Certificate
CTD Common Technical Document
CTIL Clinical Trial Import License Malaysia
CTN Clinical Trial Notification
CTRI Clinical Trials Registry- India
CTX Clinical Trial Exemption
CUHK Chinese University of Hong Kong
CV Curriculum Vitae
DAL Drug Administlation Law
DAV The Drug Administration Department of Vietnam
DCA Drug Control Authority (Malaysia
DCGI Drugs Controller General India
DLP Data Lock Point
DMF Drug Master File
DMP Data Management Plan
DNA Deoxyribonucleic Acid
DOH Department of Health
DP Drug Product
DRGD Drug Registration Guidance Document  (Malaysia
DRR Drug Registlation Regulations (China)
DS Drug Substance
EC Ethical/Ethics Committee
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Abbreviation Description
EC-MOPH Ethics Committee - Ministry of Public Health
EFTA European Free Trade Association
EMEA/EMA European Medicines Agency
EP European Pharmacopoeia
EPW Empowered Procurement Wing (India)
ERB/ERC Ethical Review Board/Committee (Philippines)
ETP Economic Transformation Program Malaysia
EU European Union
FDA Food and Drug Administration (U.S.)
FDC Fixed Dose Combination
FERCIT Forum for Ethical Review Committees in Thailand
FIH First in Human
FIM First in Man
FSC Free Sale Certificate
FtoF/F2F/FTF Face to Face
FY Fiscal Year
GCP Good Clinical Practice
GDA Generic Drug Application
GDP Good Distribution Practice
GLP Good Laboratory Practice
GMP Good Manufacturing Practice
GQCE Generic Quality Consistency Evaluation  (China)
GS1 Global Standard One
GTIN Global Trade Item Number
HA Health Authorities
HGRAC Human Genetic Resource Administration of China
HIV Human Immunodeficiency Virus
HKD Hong Kong Dollar
HKU University of Hong Kong
HSA Health Sciences Authority (Singapore)
IB Investigator's Brochure
IBD International Birthday
ICF Informed Consent Form

ICH The International Conference on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use

ICH E17 ICH E17 Guideline (Multi-Regional Clinical Trials

ICH E2A ICH E2A Clinical safety data management: (definitions and standards for expedited reporting )

ICH E2B (R2) Maintenance of the ICH Guideline on Clinical Safety Data Management: Data Elements for
Transmission of Individual Case Safety Reports

ICH E2B (R3) ICH guideline E2B (R3) on electronic transmission of individual case safety reports (ICSRs) -
ICH E5 ICH E (Efficacy) 5 Guideline (Ethnic Factors in the Acceptability of  Foreign Clinical Data)
ICH E6 ICH E (Efficacy) 6 Guideline (Good Clinical Practice)
ICH M3 Non-clinical safety studies for the conduct of human clinical trials for pharmaceuticals
ICH M4 M4 Organization of the Common Technical Document for the Registration of Pharmaceuticals
ICH Q12 Technical and Regulatory Considerations for Pharmaceutical Product Lifecycle Management
ICSR Individual Case Safety Report (Philippines)
IDR Indonesia Rupiah
IEC Independent Ethics Committee
IL Import License
IMCT International Multi-Center Clinical Trial
IMP Investigational Medical Product
IMPD Investigational Medicinal Product Dossier
IND Investigational New Drug
IP Indian Pharmacopoeia
IRB Institutional Review Board
JP Japanese Pharmacopoeia
KACRC Korean Association of Clinical Research Coordinator
KGMP Korea Good Manufacturing Practice
KOL Key Opinion Leader
KOMNAS The Indonesian Human Rights National Commission (Komnas HAM)
KoNECT The Korea National Enterprise for Clinical Trials
KRW Korea Won
LOA Letter of Authorization
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Abbreviation Description
LTO License to Operate
MAA Marketing Authorization Applicant
MAH Marketing Authorization Holder
MAV Major Variation Application
MedDRA Medical Dictionary for Regulatory Activities
MF Master File (Japan)
MFDS Ministry of Food & Drug Safety (Korea)
MFR Manufacturer
MHLW Ministry of Health, Labour and Welfare (Japan)
MHRA Medicines and Healthcare Products Regulatory Agency
MIDR Million Indonesia Rupiah
MIIT Ministry of Industry and Information Technology (China)
MOH Ministry of Health of the People's Republic of China
MOH or MoH Ministry of Health (Malaysia) (Vietnam)
MOPH Ministry of Public Health (Thailand
MOST Ministry of Science and technology (China)
MRCT Multi-Regional Clinical Trials
MREC Medical Research & Ethics Committee (Malaysia)
MTA Material TransferAagreement
NADFC National Agency for Drug and Food Control (Indonesia)
NATCM National Administration of Traditional Chinese Medicine China)
NBE New Biological Entity
NCE New Chemical Entity
NCO New Combination
ND New Delivery system
NDA New Drug Application
NDOS New Dosage form of Approved New Drug
NF National Formulary
NHC National Health Commission (China)
NI New Indication
NIBIO National Institute of Biomedical Innovation, Health and Nutrition (Japan)
NIFDC National Institutes for Food and Drug Control (China)
NME New Molecular Entity
NMPA National Medical Producyts Adoministration (China)
NMRR National Medical Research Register (Malaysia
NOC No Objection Certificate
NPRA National Pharmaceutical Regulatory Agency (Malaysia)
NR New Route of administration
NS New Strength of Approved New Drug
NSAE Non Serious Adverse Event
ODD Orphan Drug Designation (Taiwan)
OECD Organisation for Economic Cooperation and Development
OTC Over-The-Counter
PBRER Periodic Benefit Risk Evaluation Report
PD Pharmacodynamics
PHREB Philippine Health Research Ethics Board
PI Principal Investigator
PI Package Insert
PIC Pharmaceutical Inspection Convention
PIC/S or PIC/s Pharmaceutical Inspection Co-operation Scheme
PK Pharmacokinetics
PMD Act Pharmaceuticals, Medical Devices and Other Therapeutic Products Act Japan)
PMDA Pharmaceuticals and Medical Devices Agency (Japan)
PMF Plant Master File
PMS Post-Marketing Surveillance/Study
PRC People's Republic of China
PRH Product Registration Holders (Malaysia)
PSM Pre-submission Meeting (Malaysia)
PSUR Periodic Safety Update Report
PvPI Pharmacovigilance Program of India
QC Qquality Control
QOS Quality Overall Summary
QP Qualified Person
R&D Research and Development
RA Regulation & Approval RA-EWG
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Abbreviation Description
RCT Randomized Controlled Trial
r-DNA recombinant DNA
REMS Risk Evaluation and Mitigation Strategy
RMB renminbi = CNY (CHINESE YUAN)
RMP Risk Management Plan
RTF Refuse-To-File (Taiwan)
S&E Safety & Efficacy
SADR Serious Adverse Drug Reaction
SAE Serious Adverse Event
SAKIGAKE “Breakthrough Therapy”-type priority review system (Japan)
SAP Statistical Analysis Plan
SAR Serious Advance Reaction
SAR Statistical Analysis Report
SAS Special Access Scheme
SEC Subject Expert Committee
SMF Site Master File
SMP Safety Monitoring Program (Thailand)
SMPC/SmPC Summary Product Characteristics
sNDA supplemental New Drug Application
SOP Standard Operating Procedure
SRA Stringent Regulatory Authorities
STM Specification & Test Method
SUSAR Suspected Unexpected Serious Adverse Reaction
TB Tuberculosis
TFDA Taiwan Food and Drug Administration
TGA Therapeutic Goods Administration (Australia
Thai-FDA Thailand Food and Drug Administration
TOC Table of Contents
TOX Toxicology
TPI Taiwan Package Insert
US United States
USFDA US Food and Drug Administration
USP United States Pharmacopoeia
VN Vietnam
WD Working Day
WHO World Health Organization
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Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 

EXECUTIVE SUMMARY 2020 

China RDPAC/PhIRDA · To regulate the communication and exchange between applicant and Center for Drug Evaluation of NMPA, Regulations on Communication and Exchange for Drug R&D and Technical Review and Approval (NMPA No.74 [2018]) were released on September 30th, 2018 by NMPA.
These regulations are applicable for drug registration. (See details in page 6 of the table)
· To encourage innovation, accelerate new drug R&D, meet the needs of public drug demand and implement R&D primary responsibility of the applicant, the Announcement on Adjusting Review and Approval Procedures for Drug Clinical Trial (NMPA No. 50 [2018]) was released by
NMPA on July 27th, 2018. This announcement is applicable for clinical trial protocol application. (See details in page 6 of the table)
· To adjust the range of application of imported drug registration administration, including MRCT clinical trial application in China, clinical trial registration and marketing application of innovative chemical and biological drugs, the
government released the Decision on Issued Concerning on Adjusting the Registration of Imported Drugs on June 20th , 2017. (See details in page 12 of the table)
· To guide the service of re-registration application of imported drugs, Guideline for Imported Drugs Re-registration and Approval Service were released on December 1st, 2016. The guideline is applicable for application and transact of re-registration of imported drugs. (See details in
page 12 of the table)
· To strengthen the administration on drug registration, accelerate the R&D and marketing process of innovative and generic drugs with clinical value to meet the urgent medical needs and solve the contradictory problems on backlog of drug registration applications, the former
CFDA released Opinions on Encouraging Priority Review and Approval for Innovative Drugs on December 28th, 2018. The opinions are applicable for the registration of drugs with obvious clinical value and advantages. (See details in page 21 of the table)
· To raise the physicians and publics’ attention to rare diseases, create terminal demand, and promote the application and popularization of gene sequencing on rare disease screening from top to bottom. China's First List of Rare Diseases was issued by NHC, MOST, MIIT, NMPA
and NATCM on May 22nd, 2018. (See details in page 22 of the table)
· To strengthen the drug administration, ensure drug quality, secure the safety of drug using and legitimate rights of public, protect and promote public health, the revised Drug Administration Law of PRC was adopted and implemented on December 1st, 2019. The law is applicable
for all R&D, manufacture, sales, utilization, supervision and administration activities in China. (See details in page 24 of the table)
· To establish a scientific, strict drug administration system and implement the Drug Administration Law of the People's Republic of China effectively, the government solicit public opinions on Provisions for Drug Registration (Draft for Comment), Provisions for Supervision of Drug
Manufacture (Revised Draft for Comment), Provisions for Supervision of Drug Distribution (Draft for Comment). (See details in page 24 of the table)
· To strengthen the administration of non-clinical study quality management practices certification, the NMPA released Regulation on the certification of GLP for Non-Clinical Laboratory Studies (Draft for Comment) on November 21st, 2018, the regulation is
applicable for China’s GLP Certification Administration. (See details in page 24 of the table)
· To further clarify the associate review, approval and supervision of APIs, pharmaceutical excipients, packaging materials and containers with pharmaceutical preparations. Announcement on Improvement of Associated Evaluation and Approval of Drug (NMPA No. 56 [2019]) was
released on August 15th, 2019. The announcement is applicable by applicants or Marketing Authorization Holder (MAH). (See details in page 35 of the table)
· To regulate drug insert sheets and labels in accordance with the Drug Administration Law of PRC, the former CFDA released Provisions for Drug Insert Sheets and Labels (CFDA No. 24) on March 15th, 2006, the provisions are applicable for all drugs approved and marketing in
China. (See details in page 36 of the table)
· To guide and standardize the research and management of the change of approved chemical and biological medicine, NMPA issued 3 draft guidelines, including Guideline for Post-approval Changes Study of Chemical Drug Products, Guideline for Post-approval Changes Study of
Biological Drug Products, and Guideline for Post-approval Changes to Clinical Trial of Drugs on November 8th, 2019 for public comments. (See details in page 41 of the table)
· As showed in the table of the RA report, to promote the technical standard of harmonization with ICH, the guidelines of M4, E5 (R1), E2E, E2A, and E2B (R3) were adopted by NMPA.
· To promote the technical standard of harmonization with ICH, the guidelines of E1, E2F, E3, E3 Q&As (R1), E4, E5(R1), E5 Q&As (R1), E17, E7, E7 Q&As E8, E9, E10, E11(R1), E12A, E15, E16, S1A, S1B, S1C(R2), S3A , S3A Q&As, S3B , S4, S6(R1), S7A,
S7B, S8, S9, S9 Q&As, S10 were adopted and implemented in stages by NMPA.

  http://www.nmpa.gov.cn/WS04/CL2138/360014.html 
  http://www.nmpa.gov.cn/WS04/CL2138/360015.html 

Note: After the cut-off date of PMRE ver. 2020, Drug Registration Regulation / Provisions for Drug Registration (Decree of the State Administration for Market Regulation No. 27) was issued on March 30th. It will be effective from July 1st 2020. 
http://gkml.samr.gov.cn/nsjg/fgs/202003/t20200330_313670.html 

Hong 
Kong HKAPI In 2019, the drug registration timeline has been improved and now only 5 months processing time is needed as Hong Kong is a secondary review system, approve drug registration with 2 CPPs. 

India OPPI No change from 2019 version 

Indonesia IPMG  To support investment in Indonesia for drug sector, BPOM made several transformation through BPOM Regulation No.15 year 2019 as amendment to Regulation of Head BPOM No 24 . These are including simplification program for drug registration process, eg. enhancement of 
electronic drug registration, deletion of mechanism approvable letter, determine reference countries for reliance pathway, reducing reference countries from 3 (three) countries to 1 (one) countries and also acceleration on drug registration by shortening drug registration timeline, etc. 
(See details in below tables). 

Japan JPMA The amendment of the Pharmaceuticals, Medical Devices and Other Therapeutic Products Act (the PMD Act) was enacted in December 2019, and will be gradually implemented from FY2020. 
The main changes are the legislation of the conditional early approval system and the SAKIGAKE designation system, which were in operation, and the legislation of the access system for special-use drugs. In addition, due to legal clarification of the sponsor's responsibilities regarding 
the treatment of unapproved drugs used in clinical trials, changes will be made in clinical trial procedures such as the clinical trial notification and reporting of adverse drug reactions. The timing of enforcement is not yet determined. 

Korea KPBMA/KRPIA · In order to reinforce safety management of imported drugs, the registration system of overseas manufacturing site of imported drugs was implemented (December 12, 2019). Accordingly, the target and procedures for registration, change registration and change notification were
established, and other matters necessary for its implementation (procedures and methods for access, inspection, and suspension of imports, etc.) were prepared.
· Improve the deficiencies in the operation of the existing system. (enforced Dec. 30, 2019)
e.g.

- Regarding the data requirements for IND, Non-clinical study data from non-OECD countries should be recognized if the results of the inspection from OECD member countries meet the GLP criteria.
- Establish the inspection basis for overseas non-clinical trialing institutions for the quality assurance of submitted materials, etc.

Malaysia PhAMA The National Pharmaceutical Regulatory Agency (NPRA) restructured their organization on 2nd December 2019. 
Guidance notes for Pre-submission Meeting (PSM) is being finalized to provide regulatory advice (with regards to quality, safety and efficacy aspects) to applicants prior to the submission of an application to register a product. 
The “Guidelines on Facilitated Registration Pathway: Abbreviated and Verification review” was made effective for applications submitted from 01 April 2019 for NCEs and Biologics. 
The NPRA had initiated publication on the NPRA website of the Approved label and Package Insert (PI) for all approved products containing scheduled poison as part of the efforts to improve transparency. 

Philippines PHAP · Not much has changed with in the regulatory policies of FDA. In May 2019, a new guideline was issued for Clinical Trials (FDA Circular No. 2012-007-A), streamlining the process of application.
· The requirement to do Phase IV Clinical Trials in lieu of PSURs is still in place, where applicants are required to submit Phase IV Clinical Trial Protocol together with the NDA submission. Discussions have begun between the FDA and the industry to amend this policy, but so far no
formal policy amendment has been issued.

Singapore SAPI In 2019 Singapore HSA enhanced the regulatory process and implemented several initiatives in areas such as post-approval changes by implementing a new “Do and Tell” option for a list of specified post-approval minor variations which allows companies the flexibility to make 
specified administrative changes without prior-approval, re-categorization of post-approval variations, revision of site-specific stability data requirement involving primary packagers, turnaround screening time of 50-day turnaround time was published and e-labelling guideline was 
published 

Taiwan IRPMA No major updates are provided. 

Thailand PReMA The key updates on Thailand regulatory environment in 2019 is the new Drug Act (No. 6) B.E. 2562 published in the Government Gazette on April 16, 2019. The key changes are: 
·New Drug Registration must provide “Documents that show the number of patent or petty patent application which went through the publication process according to patent law” (Section 9).
·The certificate of drug formula registration shall be valid for seven years from the date it was issued and need renewal. (Section 11).
·New section added on procedure, regulations and conditions of drug research (Section 8) and the penalty fee (Section 12).
·All fees in Drug Act 1967 has been replaced (Section 14).

Vietnam PG · Circular 32/2018/TT-BYT, coming into effect since 1 September 2019, guiding drug registration have removed the 5-year of existing authorization in other markets, enabling drugs, vaccines, and biologics to register in Vietnam as soon as they are approved by stringent regulatory
authorities, and introduced changes to optimize the process for drug registration. This is a major improvement in accelerating patient access to high quality, innovative pharmaceuticals.
· With the efforts to ensure quality and traceability of all medicines circulating in Vietnam, additional specific information, which are not in line with global practice, for content of Certificate of Pharmaceutical Products for Marketing Authorization in Vietnam has been introduced in
Circular 32. This is an administrative challenge that requires continued dialogue and discussion between health authorities and Vietnam Ministry of Health to ensure the harmonization with international practice, and identify optimal measures that enhance quality management.
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Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 

Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

IND/CTA 

Requirements to be the 
IND/CTA applicant 

Sponsor (Companies) or regulatory 
agency (CRO) or institute 

CRO or doctors 
who can follow 
standards of 
GCP. 

Sponsor companies, 
CROs and doctors 
who can follow 
standards of GCP. 

CRO, 
Companies and 
doctors who can 
follow standards 
of GCP. 

GCP applies to 
clinical trials 
conducted by 
companies and 
investigators. 
CROs are able to 
submit the Clinical 
Trial Notification 
(CTN) if they serve 
as the in-country 
caretaker. 

Companies, CRO and 
doctors who can follow 
standards of GCP, can 
be IND holders. 

An investigator, or an 
authorised person 
from a locally 
registered 
pharmaceutical 
company/ sponsor/ 
Contract Research 
Organisation (CRO) 
with a permanent 
address in Malaysia 
can make the 
application. 
[Malaysian Guideline 
for Application of 
Clinical Trial Import 
Licence (CTIL) and 
Clinical Trial 
Exemption (CTX) 
§4.1]

FDA-licensed 
Sponsors and 
Contract Research 
Organizations 
(CROs) 

A license to operate 
(LTO) is required for 
a CRO and its 
Sponsor, prior to the 
conduct of clinical 
trial. 
(Administrative Order 
No. 2014-0034 and 
FDA Circular No. 
2015-003) 

Yes, CRO is possible, 
however the sponsor 
should be a locally 
registered business 
entity registered with 
the Accounting and 
Corporate Regulatory 
Authority (ACRA) in 
Singapore. 

The applicant is the 
pharmaceutical license 
owner or local legal entity 
with sponsor’s delegation in 
Taiwan. CRO can be an 
applicant if the company also 
has been registered as a 
pharmaceutical company in 
Taiwan. 

Drug 
manufacturing/import 
license holder or 
government 
(applicant can be 
sponsor or CRO) 

Sponsor companies, 
CROs and doctors 
who can follow GCP 
standards 

CPO or CRO 

Clinical trial consultation 
system 

If consultation system 
exists, input “yes” and 
describe the details 
such as consultation 
timing or procedures.  

Yes. 
Applicants can apply for communication 
and exchange on innovative drugs, 
improved new drugs, biosimilar drugs, 
complex generic drugs and GQCE 
products during R&D process and 
registration applications. 

For detailed requirements, may refer to 
Communication and Exchange of Drug 
R&D and Technical Evaluation 
Procedure (No.74 of 2018) and NMPA 
Announcement of China National Drug 
Administration on Adjusting Review and 
Approval Procedures for Drug Clinical 
Trial (No. 50 of 2018), of which article 
1&2 is specific for clinical trial. 

No Non-formal 
consultation is 
possible. 
Pre-screening of the 
application is done 
at DCGI (Drug 
Controller General 
of India)/CDSCO 
(Central Drugs 
Standard Control 
Organization office) 
before accepting our 
application. 
1. IND- For phase 1
trials of NCEs
application is
referred to IND
committee 
scheduled to meet
every quarter. For
molecule discovered
outside India FIM
studies are not
permitted.
2. Other IND
application -The
application is
referred to Subject
Expert Committee
(SEC) for review.
Post review, the
Sponsor/CRO is
invited to a face to
face meeting with
SEC where they
need to present &
defend the proposal.

Yes 
The consultation 
with Head of 
evaluator & 
Assistant 
Director by email 
and appointment 
before 
discussed. 

Yes 
Various clinical trial 
consultations are 
offered by PMDA 
on new drugs and 
biological products 
(e.g., pre-PhI/ Pre-
PhIIa/Pre-
PhIIb/End of PhII 
study, Pre-
application, Quality, 
Safety, etc.). 

Yes 
Pre-IND/CTA 
consultations are offered 
by IND/CTA applicants 
throughout medical 
product development 
phases of chemical and 
biological products. 
The primary review 
opinions will be returned 
or face-to-face meeting 
instead of the review 
opinion can be will be 
held within 20 days after 
pre-IND consultation 
requests. The IND/CTA 
applicants can also 
request the face-to-face 
meeting. 
The final review opinions 
will be returned within 30 
working days after 
application by MFDS if 
there isn’t any argument. 

NPRA is finalizing 
guidance notes for 
Pre-submission 
Meeting (PSM). The 
main objective of 
PSM is to provide 
regulatory advice 
(with regards to 
quality, safety and 
efficacy aspects) to 
applicants prior to the 
submission of an 
application to register 
a product. 

Yes 
Consultation is done 
through official 
letters.  

Currently, there is no 
provision for face-to-
face consultation with 
FDA. 

No, but company can 
always write in to HSA 
to request for a 
meeting. 

Yes 
Regulation consultation 
service is available for all 
phases of product 
development.  
In 2018 the reasonable 
consultation fee will be 
charged to the applicant and 
the consultation result would 
be recognized as formal 
record during NDA review. 
For more detailed 
information, please refer to 
the following website. 
http://www.cde.org.tw/eng/co
nsultation_services/assistanc
e_explain?id=14 

Yes 
Can consult at FDA 
(Such as direct 
contact, telephone) 

No 
There is no official 
consultation in place 
however, sponsor 
can send letter to 
Administration of 
Science Technology 
and Training under 
Ministry of Health in 
order to request 
consultation. 
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Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 

Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

IND/CTA 

Flow of clinical trial 
notification, IND 
application and 
IRB permission 

-Communication
and exchange
meeting is
mandatory before
1st IND
submission,
except some
special conditions
which listed in the
guidance of No. 50
of 2018.
-No mandatory
requirement to
complete IRB
review prior IND
submission
-IRB review should
have been
completed before
clinical trial
started.
-When IND
submission 
accepted by CDE,
if no comments
from CDE after 60
WD, clinical trial
can be started.

Parallel 
submission to 
Department 
of Health and 
Ethics 
Committee. 
Both 
approvals 
needed. 

Clinical trial on 
new drug shall 
be initiated 
after 
authorization 
by CDSCO 
(NOC: No 
Objection 
Certificate from 
DCGI) and 
approval of 
respective EC. 
In case of 
parallel 
applications, 
CDCSO will 
grant 
conditional 
approval and 
note that the 
trial should 
only start after 
EC approval 

Refer to BPOM 
regulation No. 
21 Year 2015 
about 
Procedure of 
Clinical Trial 
Approval, 
annex II and 
annex III 

A clinical trial is 
conducted based 
on the 
notification, and 
not based on an 
application. 
Contracts with 
clinical sites 
should be signed 
after 30 days 
from the date of 
clinical trial 
notification (14 
days from the 
second trial 
onwards). 

IRB approval is 
required before 
or after MFDS 
approval. In 
addition, parallel 
application is 
allowed. 
Clinical trials can 
be initiated after 
both of MFDS 
and IRB 
approvals. 

A CTIL from the Drug 
Control Authority 
(DCA) authorising the 
licensee to import a 
product for purposes 
of clinical trials is 
required.  
All the clinical trials 
that require CTIL/ 
CTX must be 
registered with NMRR 
(National Medical 
Research Register). 
NPRA will only accept 
favorable opinion/ 
approval issued by 
EC that is registered 
with the DCA. 
[Malaysia Guideline 
for Application of CTIL 
and CTX §5.1] 

In May 2019, FDA issued a streamlined 
process in obtaining approval for Clinical 
trials. 

In the new process, FDA reviews for 
completeness, forwards it to outside 
technical reviewers, then decides based 
on the reviewers’ recommendations. 
Ethical review approval from the 
institution’s ethics committee is no longer 
a prerequisite for FDA application, and 
may be done in parallel with FDA review. 

(FDA Circular No. 2012-007-A) 

Under the Health Products Act and its 
subsidiary legislation, the Health Products 
(Clinical Trials) Regulations, and require either 
Clinical Trial Authorization (CTA) or acceptance 
of Clinical Trial Notification (CTN) prior to 
initiation of the clinical trial. There are three 
clinical trial submission routes (CTC, CTA and 
CTN) 

Clinical trials of therapeutic products (e.g. 
pharmaceutical drugs and biologics) require 
Clinical Trial Authorization (CTA) or acceptance 
of Clinical Trial Notification (CTN) before the trial 
can be initiated or conducted. Such clinical trials 
must be conducted in compliance with the 
Health Products (Clinical Trials) Regulations 
and the ICH E6 Good Clinical Practice 
guidelines. 

Clinical trials of medicinal products (e.g. cell, 
tissue and gene therapy products or 
complementary health products) require a 
Clinical Trial Certificate (CTC) before the trial 
can be initiated or conducted. Such clinical trials 
must be conducted in compliance with the 
Medicines (Clinical Trials) Regulations and ICH 
E6 Good Clinical Practice guidelines. 

For clinical trials that require Clinical Trial 
Authorization (CTA) or a Clinical Trial Certificate 
(CTC), the clinical trial application may be 
submitted concurrently to HSA and the relevant 
IRB. 

For clinical trials that require Clinical Trial 
Notification (CTN) to HSA, the submission 
should be made only after having received IRB 
approval for the clinical trial. 

IRB submission in 
parallel with TFDA's 
review of an IND 
application and c-IRB 
(jointed IRB review) 
system has been 
adopted since 2013. 

Same. Only 
minor changes 
as defined in 
Notification of 
Thai FDA Re: 
Regulations on 
Import or Order 
the drug into 
the Kingdom 
for Clinical 
Research on 
31 May 2018 

Submission fee 
applied: rate as 
of 24 Dec 2018 
Initial review 
fee: 1,000 THB 
Expert review 
fee: 4,000 THB 
Consultant fee: 
2,000 THB 

In short: Clinical trial notification, 
then Hospital IRB permission, 
IND application and MOH IRB 
approval. 

Clinical trial should be submitted 
to Site level first. After receiving 
IRB/EC approval at site level 
(For some Hospitals under 
Department of Health, the 
hospital should get approval 
from MOH and People’s 
Committee before submit to HA), 
we can continue submission to 
health authority (HA). The CT 
can be initiated after getting HA, 
in this case the Ministry of 
Health, approval. Import License 
(IL) in only obtained after having 
HA approval. 

Time required for 
clinical trial 
notification, IND 
application and 
IRB permission 
obtainment 

Official timeline 
(working days) if it 
is announced. 

Implied permission 
system for clinical 
trial:  
-If no comments
from CDE since
IND submission
accepted in
60WDs, clinical
trial can be
started.
-If any queries
from CDE,
response should
be submitted
within 5WDs. Or
else, If IND
submission was
hold another round
of 60WDs is
needed.

120 calendar 
days. 

IND review: 6-8 
months 
EC review: 2-4 
months 
As per actual 
experience 

Timeline for 
evaluation is 
20 working 
days for 
protocol & 
amendment of 
clinical trial 
after NADFC 
stated the 
protocol & 
amendment 
complete 

The “after 30 
days from the 
first clinical trial 
notification” rule 
applies for drugs 
containing new 
active 
ingredients, new 
ethical 
combination 
drugs and drugs 
with a new 
administrative 
route. 
Clinical trials can 
be started 14-
days after the 
clinical trial 
notification from 
the second trial 
onwards (for the 
same product). 

IND application 
official timeline 
30 working days 
Queries can be 
given by MFDS 
up to 2 times. In 
case of query 
given, it would 
take 2-3 months 
or more. 

IND approval by 
MFDS and IRB 
review can be 
got in parallel. 

Based on 
individual 
application (level 
of document), 
the requirements 
of query, 
expected period 
and additional 
document can 
vary. 

Official Timeline for 
CTIL/CTX: 
Main product 
categories: 45 
working days 
For Others: 30 
working days 
[Malaysia Guideline 
for Application of CTIL 
and CTX §5.2] 
The IRB/IEC should 
review a proposed 
clinical trial within a 
reasonable time. 
[Malaysian 
GCP§3.1.2] 
IRB/IEC approval: 
Complete submission 
without queries can 
be approved within 4 
to 8 weeks. Generally, 
MREC approval takes 
50 working days. 
[http://www.crc.gov.m
y/general-clinical-trial/ 
Item 15] 

According to the FDA: 
Application process – not more than 15 
days 
Review – not more than 45 days 
Decision – not more than 15 days 
However, there are instances where 
actual processing timelines including 
queue time is between 100 to 200 days. 

The timing will depend on which of the three 
clinical trial submission routes (CTC, CTA and 
CTN). 
Clinical Trial Certificate (CTC) and Clinical Trial 
Authorisation (CTA): 30 working days. Note: 60 
working days for cell and tissue products 
Clinical Trial Notification (CTN): 5 working days. 
Clinical Research Materials Notification (CRM): 
Immediate 

For the case of standard 
IND application, the 
review timeline is 45 
calendar days after 
submission.  
For the protocol with 
same protocol number is 
submitted in A10 
countries 
simultaneously, 
accelerate review(Fast 
track system is not 
applicable for First in 
Human Study) is 
available and the review 
timeline is15 calendar 
days. IRB review 
timeline depends on 
each IRB review meeting 
frequency.   
The approval time may 
take around 1-4 months. 

Trial product 
import license 
official timeline: 
Chemical - 20 
WD 
Biological - 60 
WD 

Amendment - 
20 WD 

IRB: (each 
study site or 
EC of MOPH) 
- Institute EC
2-3 months
- Central EC
CREC 5-6
months
EC-MOPH 7-8
months.

Registering a clinical trial: 
-5 working days for ASTT to
verify legality of application
-60 days for applicant to respond
if needed to further complete 
application  
-5 working days after receipt of
eligible application, for ASTT to 
grant written approval  
Approving a clinical trial: 
-5 working days for ASTT to
verify legality of application 
-60 days for applicant to respond
if needed to further complete 
application  
-25 days after receipt of eligible
application, ASTT to meet with
National Biomedical Ethics
Committee and a record on
clinical trial outline assessment
shall be made
-5 working days after receipt of
record by National Biomedical 
Ethics Committee, ASTT 
submits complete application to 
MOH Minister for approval (if 
clinical trial needs correcting, 
applicant has 90 days) 
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Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

IND/CTA 
application 
materials 

Application form  
If application form is 
needed, input “Yes” 
and describe 
country specific 
requirements (if any) 
and its language 

Yes (in Chinese) Application 
form for 
Certificate for 
Clinical Trial. 

Yes (Form 44, in 
English) 

Yes 
There is a checklist 
requirement 
Refer to BPOM 
regulation No.21 Year 
2015 about Procedure 
of Clinical Trial 
Approval, annex I 

Yes 
Clinical 
trial 
notification 
form (in 
Japanese) 

Yes 
IND application can be made 
through nedrug web site. 
The format of Application form 
should be written in Korean. 

Yes 
Application form must be filled in English or 
Bahasa Melayu. (The documentation/ 
requirements details are provided in the 
Malaysian Guideline for Application of CTIL 
and CTX.) 

Yes 
Form is available 
in the FDA 
website. 
It is in English. 

Application for 
Clinical Trial 
Authorisation, 
Clinical Trial 
Notification or 
Clinical Trial 
Certificate to HSA 
through PRISM. 

Yes 
The official format of application 
is in Chinese. The applicant can 
write in by English. 

Yes 
Local form (in 
Thai) 

Yes, in Vietnamese 

A statement 
regarding the 
reason why the 
sponsoring of the 
proposed clinical 
trial is scientifically 
justified 

Yes (in Chinese) Not required Yes (in English) Yes 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval Using 
Indonesian or English 
language 

Yes (in 
Japanese) 

Yes (in Korean) Yes (in English or Bahasa Melayu) Yes 
in English 

No Yes 
The official letter to indicate the 
sponsoring of proposed clinical 
trial is needed. 

Yes 
Cover letter 
(have template in 
Thai) 

No 

Protocol 
If protocol 
submission is 
needed, input “Yes” 
and describe its 
language 

Yes (in Chinese) 
Protocol or draft 
protocol is needed for 
new drug Phase I IND 
submission. 

Yes, in English Yes (in English) Yes 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval Using 
Indonesian or English 
language 

Yes (in 
Japanese) 

Yes 
The protocol must be written in 
Korean. 
The protocol written in English, 
however, is acceptable in case of 
phase 1 study. 

Yes (in English or Bahasa Melayu) Yes 
in English 

Yes, in English Yes 
Either Chinese or English 
version is acceptable. The 
Chinese synopsis is requested. 

Yes 
See detail in 
guideline, can be 
in Thai or English 

Yes 
Protocol is 
mandatory in VNM 
and ENG. MOH EC 
members refer to 
ENG version to 
verify information. 

IB 
f IB is needed in the 
CTA/IND 
application, input 
“Yes” and describe 
its language 

Yes (in Chinese) Yes (in 
English) 
For Phase IV 
trials, HK 
registered pack 
insert can be 
used. 

Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval 

Yes (in 
Japanese) 

Yes. (in Korean) 
In case of foreign language, 
Korean document should be 
attached to the original document. 

Yes (in English or Bahasa Melayu) Yes 
in English 

Yes, in English Yes 
Either Chinese or English 
version is acceptable. 

Yes 
See detail in 
guideline (for 
unregistered drug 
in Thailand) 

Yes 
In Vietnamese; 
Or in English 
accompanied by a 
summary in 
Vietnamese 

CRF (sample) 
if CRF template 
(blank form) is 
needed in CTA/IND 
application, input 
“Yes” and describe 
its language 

No Yes (in 
English) 

Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval 

Yes (in 
Japanese) 

No 
CRF template is not necessary for 
MFDS IND approval. 

Yes (in English or Bahasa Melayu) Yes 
in English 

Yes, in English Yes 
Either Chinese or English 
version is acceptable. 

No 
No requirement 

Yes 
In Vietnamese or in 
English 

Informed Consent 
Form (ICF) 
If sample of 
Informed  
Consent Form is 
needed in the 
CTA/IND 
application, input 
“Yes” and describe 
its language 

Yes (in Chinese) Either in both 
English and 
Chinese, or in 
Chinese only. 

Yes- ENGLISH to 
be submitted to 
DCGI. ICF in local 
regional/vernacular 
languages has to 
be submitted to EC 
for approval. ICF 
must be in a 
language that is 
non-technical and 
understandable by 
the study subject. 
Some EC insist for 
back translation 
and translation 
certificate(s) as 
well. 

Yes, (in Indonesian or 
English) 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval 

Yes (in 
Japanese) 

Yes. 
ICF template must be written in 
Korean. 
For foreign subjects, ICF 
templates written in foreign 
languages can be used. 

Yes (in English or Bahasa Melayu) Yes 
in English and 
Filipino; IC in 
regional/vernacular 
language required 
as applicable 

Yes, in English Yes 
ICF should be in Chinese and 
there is a template for CIRB.  
TFDA announced on 3-Nov-
2018 that TFDA authorizes 35 
IRBs for ICF amendment review 
and approval of drug clinical trial 
from 2018/11/6 to 2020/12/31. 
Thus, the ICF amendment is no 
need to submit TFDA for 
approval for these 35 IRBs. 

Yes 
Yes, in Thai 

Yes, in Vietnamese 
and English (both 
are mandatory) 

Investigator's CV No English CV of 
PI. 

Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM 
regulation No. 21 Year 
2015 about Procedure 
of Clinical Trial 
Approval 

No No 
Information of investigational 
sites, investigators is required. 
But, CV itself is not necessary. 

Yes (in English or Bahasa Melayu) Yes 
in English 

CV of PI, in English Yes 
For both PI and Co-I, either 
Chinese or English version is 
acceptable. 
TFDA regulated necessary 
training hours needed for GCP 
and ethical then qualified to 
conduct clinical trial. 

No 
No requirement 

Yes, in Vietnamese 
or English 
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Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

IND/CTA 
application 
materials 

Overall requirement 
on content 
if “list of content” or 
“check list” form is 
needed in the 
application, input 
“Yes” 

Yes (in Chinese) 
Adopt to ICH M4 
Module1 

No Yes 
Refer to BPOM 
regulation No. 21 
Year 2015 about 
Procedure of 
Clinical Trial 
Approval  
Using 
Indonesian or 
English language 

No No 
List of content or 
checklist form is 
not required. 

Yes (in English or 
Bahasa Melayu) 

No No Yes 
The check list form for required 
documents is provided in Chinese. 

No 
No requirement 

No 
Application for approval for clinical trial consists of: 
a) Application form
b) Documents containing information about the drug for
clinical trial:
- Drug trial documents: composition, manufacturing
process, quality standard and drug test report (in the case 
of a modern drug, herbal drug or traditional drug, it is 
required to have a drug test report of the state-owned 
drug-testing facility that complies with GLP or provider of 
drug/medicinal ingredient testing services that complies 
with GLP within its scope of operation or of the 
manufacture that complies with GMP; in the case of a 
vaccine, it is required to have a quality test report of the 
National Institute for Control of Vaccine and Biologicals or 
Certification of analysis in the case of a batch of vaccines 
and biologicals); 
- Documents about pre-clinical trial of the drug that needs
to be tested: reports on pharmacological effects, toxicity,
safety, proposed dose, administration route and directions
for use;
- Documents about the clinical trial in previous phases (if
the trial facility applies for permission for clinical trial in the
next phases and the drug is not exempt from clinical trial in
previous phases).
c) Legal documents about the drug for clinical trial:
- A copy of the written approval for registration of the
clinical trial granted by the Administration of Science
Technology and Training, the Ministry of Health.
- A certified true copy or a copy bearing the seal of the trial
facility, produced together with the original for comparison 
of the application fom for permission for phase 4 clinical 
trial submitted by the competent pharmacy authority if the 
drug is requested to undergo phase 4 clinical trial; 
- Package insert of the drug licensed for free sale if the
drug is requested to undergo phase 4 clinical trial;
- A certified true copy or a copy bearing the seal of the trial
facility, produced together with the original for comparison
of the trial facility’s certificate of eligibility for pharmacy
business;
- A confirmation of participation provided by the trial
centers if a multicenter trial is conducted in Vietnam;
- A certified true copy or a copy bearing the seal of the trial
facility, produced together with the original for comparison
of the written approval for participation in the trial granted
by the People’s Committee of the province or central-
affiliated city if a field trial is conducted;
- A clinical trial agreement between the
organization/individual that has the drug for clinical trial
and the provider of clinical trial services; between the
organization/individual that has the drug for clinical trial
and the trial assistance organization (if any).
d) A clinical trial outline and its description:
- A description of the clinical trial outline
- A Case Report Form (CRF);
dd) Principal investigator’s academic résumé and copy of
the certificate of completion of GCP training course which
is issued by the Ministry of Health or GCP training
institution;
e) Participant information sheet and volunteer letter
g) A record on scientific and ethical assessment prepared
by the internal Biomedical Ethics Committee;
h) Label of the drug
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IND/CTA 
application 
materials 

Non-clinical 
summary 
if non-clinical 
reports are 
needed in the 
IND/CTA, input 
“Yes”  

Yes (in Chinese) No Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval  
Using Indonesian or 
English language 

No 
Non-clinical information 
is included in the IB. 

Yes. (in Korean) 
In case of foreign 
language, Korean 
document should be 
attached to the 
original document. 

Yes 
Non-clinical 
information is 
required in the 
Investigator's 
brochure, in 
English or 
Bahasa Malaysia 

Yes 
in English 

No No 
No separate 
document is 
required. Referred 
to IB. 

No 
including in 
IB 

No 
Not applicable (often 
included in IB) 
If provided, 
Vietnamese/English 

Non-clinical 
report 

Yes (in Chinese) No Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval  
Using Indonesian or 
English language 

Yes 
In the case of First-in-
Human, submit the final 
non-clinical reports of 
the studies on which the 
IB was prepared. 
Language is in English 
or Japanese. 

No 
If necessary, full 
report (English or 
Korean) can be 
requested by MFDS. 

No Yes 
in English 

No No 
No separate 
document is 
required. Referred 
to IB. 

No 
including in 
IB 

No 
Not applicable (often 
included in IB) 
If provided, Vietnamese/ 
English 

Clinical 
summary 
If clinical 
summary is 
needed, input 
“Yes” and 
describe its 
language 

Yes (in Chinese), if there was any clinical data. Not required Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval  
Using Indonesian or 
English language 

No 
Clinical information is 
included in the IB. 

Yes. (in Korean) 
In case of foreign 
language, Korean 
document should be 
attached to the 
original document. 

Yes (in English 
or Bahasa 
Melayu) 

Yes 
in English 

No No 
No separate 
document is 
required. Referred 
to IB. 

No 
including in 
IB 

No 
NA 
If provided, Vietnamese/ 
English 

Clinical summary is often 
included in Protocol and 
IB. 

Clinical report Yes (in Chinese) 
If there was any previous clinical date, or conduct 
clinical trial in other countries or the products has been 
marketed, the applicant should provide the whole 
clinical trial date, including the original and Chinese 
translation materials. 

After being approved to conduct clinical trials of drugs, 
the applicant shall submit regularly updated reports on 
safety during the period of clinical research to CDE. 

Not required Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval  
Using Indonesian or 
English language 

No No 
Clinical full report 
(English or Korean) 
can be requested by 
MFDS. 

No Yes 
in English 

No (for HSA, 
every 6 
monthly, status 
report of the 
trial to be 
submitted; for 
IRB usually 
annually) 

Yes 
Either Chinese or 
English version are 
acceptable. 

No 
including in 
IB 

No 
NA. it is often included in 
IB 

CMC summary Yes (in Chinese) Not required Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval 

No Yes. (in Korean) 
In case of foreign 
language, Korean 
document should be 
attached to the 
original document. 

Yes (in English 
or Bahasa 
Melayu) 

Yes 
in English 

No No 
However CMC data 
is required either in 
English or Chinese. 

Yes 
See detail in 
guideline (for 
NCE) 

Yes (IMPD, CoA, SmPC, 
label…) 
English/Vietnam 

CMC report Yes (in Chinese) Not required Yes (in English) Yes, (in Indonesian or 
English) 
Refer to BPOM regulation 
No. 21 Year 2015 about 
Procedure of Clinical Trial 
Approval 

No Yes. (in Korean) 
In case of foreign 
language, Korean 
document should be 
attached to the 
original document. 

Yes (in English 
or Bahasa 
Melayu) 

Yes 
in English 

No Yes 
CMC data is 
required either in 
English or Chinese. 

Yes 
See detail in 
guideline (for 
NCE) 

Same as CMC summary 

GMP certificate 
of the 
investigational 
drug  

For IND of IMCT which import drug isn’t marketed 
abroad, GMP certificate is not required, GMP 
statement is acceptable. 
For CTA of 5.1 category of import drug, CPP and GMP 
statement is required. 
For IND of China standalone study, GMP certificate is 
required 

Yes Yes Yes 
Necessary 

No Yes 
GMP certificate is 
necessary. 
If GMP certificate is 
not acquired or 
available, QP 
declaration letter 
should be submitted 
instead of GMP 
certificate. 

Yes (in English 
or Bahasa 
Melayu) 

Yes 
in English 

No (HSA 
application, to 
provide GMP 
certificate of the 
Drug Product 
site of 
Investigation 
drug, during 
CTC 
application) 

GMP certificate of 
the investigational 
drug is NOT 
mandatory. 

Yes 
Necessary 

Yes 
Necessary 

Sample of the 
investigational 
drug (for IND 
review) 
if the sample of 
the 
investigational 
drug is needed 
in the IND/CTA 
application, 
input “Yes” 

Not mandatory requirement, depends on if CDE has 
further requirements of sample testing 

Sample not 
required, but a 
sample 
certificate of 
analysis of the 
drug is 
required. 

Samples of reference standards and finished 
product (equivalent of 50 clinical doses or more, if 
requested by the Authority), with testing 
Protocol/s, full impurity profile and release 
specifications. DCGI normally asks the applicant 
to submit the samples of the drug product along 
with reference standard to the government 
laboratory (Central Drug Testing Laboratory or 
Indian Pharmacopoeia commission Laboratory). 
The Applicant needs to submit the samples in the 
quantity sufficient for three fold analysis 

No 
Product Information of 
investigational drug, CoA 
of investigational drug, 
Summary Batch protocol 
(Three consecutive batch)  
only for Vaccine, Lot 
release only special for 
vaccine. 

No No 
The sample of 
investigational 
product is not 
required. 

No 
Sample NOT 
required, but a 
sample 
certificate of the 
analysis of the 
drug is required. 

No No No 
Sample NOT 
required. 

No 
Not required 

No. 
Minimal required is label 
mockup. Dossier still can 
be submitted without 
pictures. 

10



Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 

Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

NDA 

Requirement for 
MAH, applicant for 
import drugs 

According to new issued Drug 
Administration Law, 
-Drug Marketing Authorization Holder
(MAH) refers to enterprises or R&D
institutions which hold a drug approval
license.
-Where the MAH is an overseas
enterprise, the enterprise legal person 
within the territory of the People’s 
Republic of China shall be designated to 
fulfill the obligations of the MAH and 
assume the joint liability of the MAH 
together. 

The local 
subsidiary 
can be the 
MAH, while 
foreign 
company 
cannot be the 
MAH. 

Multi- National 
company and domestic 
pharmaceutical 
company having 
manufacturing license 
can register  
Imported drug that will 
be registered as NDA 
in Indonesia is 
prioritized for national 
health program, new 
active substance and 
drug which can’t be 
produced locally 

Only the marketing 
authorization 
applicant (MAA) / 
holder (MAH) of 
pharmaceutical 
products may 
submit an NDA. 

To strengthen the safety 
management of imported 
drugs, overseas 
manufacturing site registry 
will be implemented and 
local inspections will be 
carried out. The results of 
which will lead to the 
suspension, etc. of import of 
the drugs concerned. 

The MAH must be a locally 
incorporated company, 
corporate or legal entity in 
Korea. 

The Product 
Registration 
Holder (PRH) must 
be a locally 
incorporated 
company, 
corporate or legal 
entity, with 
permanent 
address and 
registered with 
Companies 
Commission of 
Malaysia (with the 
scope of business 
related to the 
health/ 
pharmaceutical 
product). 

[DRGD §3.1] 

FDA-licensed Drug 
Manufacturers, 
Traders, 
Distributors 

Under Republic Act 
No. 3720, as 
amended, any 
establishment that 
intends to import, 
distribute, sell or 
offer for sale any 
imported drug 
product must first 
secure a License to 
Operate (LTO) as 
Drug Importer. The 
requirements for 
securing an LTO is 
provided under 
Administrative 
Order No. 2016-
0003. 

MAH holder must 
be a Company 
which is based 
and registered in 
Singapore. 

Required The local 
subsidiary can 
be the MAH and 
a foreign 
company cannot 
be the MAH. 
(Drug Act, B.E. 
2510 Section 14) 

The following entities may 
register drugs/medicinal 
ingredients: 

a) Any establishment
manufacturing,
wholesaling, exporting,
importing drugs/medicinal
ingredients in Vietnam;

b) Any foreign
establishment having a
license for manufacturing,
wholesaling, exporting, or
importing drugs/medicinal
ingredients in local
country and having a
representative office in
Vietnam.

Acceptance of CTD 
format 

ICH CTD format is mandatory for NDA 
application of chemical drug cat.1 and 5.1 
and therapeutic biological products 
category 1 and preventive biological 
products category 1 since Feb. 1st 2018 

Not specified. 
CTD can be 
accepted. 

ICH-CTD is acceptable. However, it is 
not indicated in document issued by 
HA. 
Currently applications need to be 
submitted through online SUGAM 
portal and CTD sections can be 
uploaded as per the checklist. 

ACTD (article 27 Drug 
Registration Guideline 
No. 24 year 2017) 

In practical, Both ICH-
CTD format and 
ASEAN CTD format 
are acceptable by 
BPOM. 

ICH-CTD format For new drugs and drugs 
requiring data submission 
and drugs requiring 
pharmaceutical equivalence 
testing (except for orphan 
drugs, high pressure gas for 
medical use, 
radiopharmaceuticals, 
export-only 
pharmaceuticals, and other 
products that are not directly 
applied to humans) among 
prescription drugs, shall be 
prepared in CTD format. For 
items beyond items stated 
above, the CTD format may 
be used, if the drug 
manufacturer so chooses. 

The online product 
registration 
application is 
based on the 
ASEAN CTD 
format.  
ICH format 
accepted with 
some reformatting 
for uploading into 
the online system 
which is structured 
in ACTD format 
(presently no 
change of 
title/numbering 
required) 

FDA accepts NDAs 
following ASEAN 
and ICH CTD 
format,  

(Administrative 
Order No. 2013-
0021) 

ACTD or ICH-
CTD 

All new drug 
applications 
including generic 
application should 
be submitted in 
ICH CTD format 
after 1-July-2014. 
(no change 
comparing current 
regulation). 

Effective from 1 
Jan 2016 (with 6 
months grace 
period), the 
application for 
NCE and New 
Biologics/ 
Vaccine for 
human use have 
to be in eCTD 
format. 

Others can be 
submitted via 
eCTD or hard 
copy and either 
CTD or ACTD 
format. 

ACTD and ICH-CTD 
format 
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NDA 

Category of NDA For Chemical New Drugs 
-New Drug Application
(NDA) 
-Supplemental New Drug
Application (sNDA)
For Generic Drugs
-Generic Drug Application

For new indication of 
imported drugs marketed 
abroad, the registration 
category is 5.1 (NDA) 
instead of supplementary 
application. 

For new indication of the 
drugs marketed in China, 
the registration category 
is 2.4 (NDA) instead of 
supplementary 
application. 
For biological products 
registration category still 
refer to No. 28 2007. 

Three 
categories:  
1. New
Chemical
Entity (NCE)
2. Generic
(i.e. drug
substance
already
registered at
Department
of Health
(DOH)
3. Biosimilar

New Drug: 
1) New Chemical Entity
(NCE),
2) Modified or new claims
namely, new indications,
dosage, dosage form
(including sustained
release dosage form) and
route of administration
3) Fixed Dose
Combination (FDC) 
(See 122E of the Drugs 
and Cosmetics 
Rule,1945) 

Note: all vaccines and 
Recombinant DNA (r-
DNA) derived drugs shall 
be new drugs unless 
certified otherwise by the 
Licensing Authority. 
A ‘New Drugs’ continues 
to be considered a new 
drug for a period of 4 
years from the date of 
first approval in India. 

Article 5 ,Drug 
registration 
Guideline No.24 
year 2017: 

New Registration 
consist of : 

a. Category 1:
New Drug and
Biological Product
registration
including
Biosimilar
Product.
b. Category 2:
branded generic / 
generic product. 
c. Category 3:
Registration of 
other dosage form 
with special 
technology, 
example 
transdermal 
patch, implant and 
beads. 

For New 
Drugs: New 
Drug 
Application 
(NDA) and 
supplemental 
New Drug 
Application 
(sNDA), 
Generic drug 
application. 

<Chemical> 
(1) New Drug

1) New chemical structure (NCE)
2) Combination drug including NCE
3) The radiopharmaceuticals that fall under 1)

and 2)

(2) Data requiring drug (Drug for supplementary
data submission)

1) Drug with new salt, isomer or ester, etc.
2) Drug with a new indication

3) New dosage drug
- Increase/Decrease amount of API
- New combination drug

4) Drug with a new administration route
5) Drug with a new dosage and administration
6) Enzyme, yeast, microorganism derivated

drug with new origins
7) Drug with a new formulation (same route of

administration) 

(3) Generics

<Biologics> 
(1) Drug containing new molecular entities

1) DNA recombinant drug and Cell culture drug
2) Biologics

- Vaccine, antitoxins
- Blood products
- Biologics other than above (therapeutic

antigens, botulinum products, etc.). 
(2) Data requiring drug(Drug for supplementary
data submission)

1) Biologics : strains and manufacturing
methods are different from authorized  biologics

2) Recombinant DNA products: hosts, vectors,
or methods to obtain DNA is different from
authorized biologics

3) Cell culture derived products: same cell line,
but different cell culture or purification methods
from authorized biologics

4) Cell culture derived product: cell line is
different from authorized biologics

5) When final bulk is the same, but the site for
manufacture is different

6) New dosage forms with the same route of
administration

7) Biosimilar product(recombinant DNA)
8) Total plasma and component preparations
9) Others not separately classified

(3) Cell therapy products

(4) Gene therapy products

1) New Drug Products
a) New NCE
b) Hybrid NCE

2) Biologics
3) Generics
4) Health Supplements
5) Natural Products

[DRGD §5.1.1] 

New drugs include: 
 new chemical entities - 

those not previously 
authorized for 
marketing for any 
pharmaceutical use in 
the country, including 
those 

With a new
indication
With a new mode of
administration
in a new dosage
form
a new fixed-dose
formulation
new dosage
follow-on biologicals

 Generic Prescription 
Drugs 

 Biologics 
 Traditional 

Medicines 
 Herbal Drugs 
 OTC Drugs 
 Household 

Remedies 
 Medical Gases 
 Veterinary Drugs 
 Stem Cell Products 

NDA-1 for the 
first strength 
NCE and 
biological entity. 
NDA-2 for new 
combination, 
new dosage 
form, new route 
of 
administration 
or new 
indication of 
registered 
chemical and 
biological 
entities.  
NDA-3 for 
subsequent 
strengths of a 
new drug 
product.   
GDA-1 for the 
first strength of 
a generic 
chemical 
product.   
GDA-2 for 
subsequent 
strengths of the 
generic 
chemical 
product. 

New Drug I: 
(1) New
chemical entity
(2) New
therapeutic 
area 
(3) New
combination 
(4) New
administration 
route   
New Drug 2 
(1) New dosage
form 
(2) New usage
dose 
(3) New unit
dose 

1) Chemical drugs
1.1) New Drugs (NCE, NI,
NCO, ND, NR, NDOS, NS)
1.2) New Generic (NG)
1.3) Generic (G)
2) Biological Products

*NCE = New Chemical Entity,
NI = New Indication,
NCO = New Combination,
ND = New Delivery system,
NR = New Route of
administration,
NDOS = New Dosage form of
Approved New Drug,
NS = New Strength of
Approved New Drug

Change category of biological 
to be: 
1. New biologic or stand alone
2. Biosimilar
3. Vaccine
4. Blood Product

1.New drug: drugs
containing new
pharmaceutical
substances, medicinal
materials, which for the
first time are used for
drug manufacture in
Vietnam; drugs
involving a new
combination of
pharmaceutical
substances that have
been marketed or
medicinal materials
that have been already
used in drug
manufacture in
Vietnam.
2.Extension Visa
3.Variation,
supplementation
4.Generic
5.Biosimilar
6.Vaccines

Acc.to Law No 
105/2016/QH13 and 
Decree 54/2017 and 
Decree 155/2018 
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Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 
Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 

RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

NDA 

Requirement of CPP Yes 
For new Cat. 1 
and 2 import 
chemical drug and 
innovative 
therapeutic 
biological product 
(not marketed in 
china and 
overseas), CPP is 
not requested in 
the whole process 
of NDA. 
For new Cat.5.1 
CPP should be 
submitted at the 
submission of CTA 
and NDA. 
Both CPP granted 
by manufacturing 
country or 
marketing country 
are acceptable. 
For biological 
products 
registration 
category still refer 
to No. 28 2007. 

To be 
submitted at 
the time of 
application 
No. of CPP 
required: 
NCE: 2 ICH 
countries 
(including 
source country) 
Generic: 1 
(source country 
only) 
Biosimilar: 2 
country 
approval from 
the 5 
referenced 
countries. 

CPP or Free sale 
certificate (FSC) 
issued by 
country of origin 
is required at 
NDA. The CPP 
and FSC should 
be notarized and 
apostilled or 
legalized. 

Yes. 
Copy of CPP for 
pre-registration 
and registration is 
accepted since 
currently NDA 
registration is 
performed by 
online electronic 
registration.  

Annex, Drug 
Registration 
Guideline No. 15 
year 2019 

One CPP could be 
utilized as 
supporting docs 
for Path 120 WD 
(reliance) and 300 
WD.  

For Path 120 WD 
(reliance), BPOM 
refer to reference 
countries : EU, 
US, Australia, 
Canada, England 
& Japan. 
Applicant can 
choose 1 country 
as reference. 

Several 
requirements are 
necessary, eg. 
unredacted 
assessment report 
from reference 
countries, same 
quality document 
with reference 
country, etc. 

No Imported new drugs: CPP 
submission is mandatory 
(Issuance date of CPP 
should be less than 2 years 
based on the submission 
date) 

Others except imported 
new drugs. 
For pharmaceuticals except 
new drugs that are 
manufactured at sites that 
were not assessed as 
qualified for the KGMP by 
the Minister of the MFDS, 
certificate of manufacture 
that describes the name 
and location of 
manufacturer, etc. and 
which those that prove they 
are appropriately 
manufactured in the county 
of manufacturing of the 
relevant items. 
Drugs listed in the 
compendiums of the US, 
Japan, UK, Germany, 
France, Italia, Swiss and 
Canada: CPP can be 
replaced by specific 
documents both signed by 
a person in charge of drug 
manufacturer and 
authenticated by competent 
authority. 
Timing: Before approval 
Number: One original 
document or legalized 
(apostilled) copy  
Source: Manufacturing 
country/Marketing country 
(For the manufacturing 
country, the GMP 
certificate can replace the 
CPP.) 

Yes 
The CPP should be 
submitted at the time of 
registration application. 
CPP is only required for 
imported product. 
CPP from the 
competent authority in 
the country of origin (or 
GMP Certification/ 
Manufacturing License 
for the manufacturer 
from the relevant 
competent authority, 
together with CPP from 
the country of the 
product owner; or CPP 
from country of release, 
if CPP from the country 
of the product owner is 
not available.) 

Yes 
1 CPP is 
required to be 
submitted from 
the source or 
any reference 
country. Must 
indicate that it is 
registered and 
freely sold in that 
country 

No 
Submission of 
CPP is not 
compulsory as 
a form of proof 
of approval. 
The proof of 
approval must 
come in the 
form of an 
official 
approval letter 
or equivalent 
document (e.g. 
CPP) issued by 
the National 
Medicine 
Regulatory 
Authority which 
certifies the 
registration 
status of the 
product (not 
provincial/ 
territory/ or 
state 
agencies). 
CPPs that 
indicate that 
the product is 
not licensed in 
the exporting 
country 
(including the 
scenario where 
the product is 
licensed “solely 
for export 
only”) are not 
acceptable 
proof of 
approval. 

Yes 
CPP(s) are required 
before drug license 
collection. The detail is 
as the same as 2019. 
Amendments this year 
of “Regulations for 
Registration of 
Medicinal Products” for 
CPP legalization 
exemption.  

CPP is required at 
the timing of 
submission.  
1 CPP from 
manufacturing 
country (with 
marketed status). 
The product detail 
has to be 
supplemented to 
the CPP i.e. 
manufacturing sites 
for all steps to be 
supplied for 
Thailand i.e. DP 
manufacturer, 
primary and 
secondary 
packager and batch 
releaser. The full 
composition is also 
needed to be 
presented on the 
CPP. 

Yes 
New drugs & imported biologics: 
- 1 CPP issued by the manufacturing country; AND
- 1 CPP issued by one of the SRA – Stringent Regulatory

Authorities containing language certifying that the drug is licensed
for marketing and is actually marketed

New imported vaccines 
- 1 CPP issued by the manufacturing country; AND
- 1 CPP issued by one of the reference regulatory authorities

containing language certifying that the vaccine is licensed for
marketing and is actually marketed

Requirements for CPP: 
a) CPP must bear the signature, name of the signing person, issue
date and the seal of the CPP issuing authority;
b) CPP must be issued by the national-level competent pharmaceutical
regulatory authority. 
Where the CPP is issued by a pharmaceutical regulatory authority but 
not a national-level one: The registrant must provide legal papers 
proving that this issuing agency is the competent authority for the 
purpose and that the national-level pharmaceutical regulatory authority 
of such country does not issue CPP as a matter of law of the country. 
c) The signature, the name of the signing person and the seal of the
CPP-issuing authority must be authenticated by the competent 
authority; Where this authenticating verbiage is not in English 
language, a Vietnamese or English notarized translation must be 
provided; 
d) The content of CPP must cover all the information required in Form
7/TT enclosed with this Circular and the following information: 
- Formulation of the drug, of which the name, composition,

concentration, strength of each of the active ingredients,
medicinal materials, excipients are indicated; with regard to soft
capsule, hard capsule dosage forms information about the
formulation composition of the capsule shell must also be
provided;

- Specifications of finished product, of pharmaceutical substances,
of medicinal materials, name, address of manufacturer of
pharmaceutical substances, medicinal materials;

- Where a drug the manufacture of which involves several different
manufacturing establishments, the name, the address, the role
each performs, must be clearly indicated on CPP;

- Where a CPP does not contain information about manufacturer’s
GMP conformity status, the registrant must submit in addition the
GMP certificate of all manufacturing establishments [involved], in
conformance with the requirements of clause 1, 2, 3 of this Article;

- Annexes to the CPP (if any) must be certified by the CPP issuing
authority.

Reference regulatory authority: 
- Reference regulatory authorities include: European medicines

agency (EMA), US, Japan, France, Germany, Sweden, the UK,
Switzerland, Australia, Canada, Belgium, Austria, Ireland,
Denmark and the Netherland [’s regulatory authorities].

- The SRA – Stringent Regulatory Authorities are pharmaceutical
regulatory authorities which are classified by World Health
Organization (WHO) as belonging to the SRA list, comprising:

a) Member of the ICH before 23 October 2015, comprising: US
Food and Drug Administration (FDA), the pharmaceutical
regulatory authorities of member countries of European
Commission (EC), the UK Medicines and Healthcare products
Regulatory Agency (MHRA) Japan Pharmaceuticals and
Medical Devices Agency ((PMDA)
b) Observer members of ICH before 23 Oct 2015, comprising
pharmaceutical regulatory authorities of European Free Trade
Association (EFTA) and Swiss regulatory authority (Swiss
medic), and Canada Health Ministry (Health Canada).

c) Regulatory authority associated with an ICH member through a
legally-binding, mutual recognition agreement before 23 Oct 2015,
comprising Australia, Iceland, Liechtenstein and Norway.
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Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

NDA 

Acceptance of 
foreign clinical trial 
data. 
(Can approval be 
obtained by utilizing 
foreign clinical trial 
data?) 

Yes 
-For innovative drugs, clinical trial
data obtained overseas of
simultaneous development in China
and overseas is acceptable.
-For generic drugs, integrated BE
study data obtained overseas can be
used for registration application in
China.

Data should incudes 
bioavailability/BE study, PK/PD 
study, safety and efficiency data in 
accordance with ICH E5, should 
meet ICH GCP and China 
registration requirement. 

Acceptance includes, 
1) Completely acceptable
2) Partial acceptable: Supplemental
trial required after communication
with CDE.
-For serious diseases, rare diseases
and pediatric diseases lacking of
effective treatment, if the data can be
partially accepted after evaluation,
post-marketing study for efficiency
and safety is required.
3) Not acceptable.

The overseas 
clinical trial 
data is 
acceptable. 
Bridging data 
are not 
required. 

Clinical data in 
Indian population 
is required 
except few 
lifesaving 
therapeutic 
categories 
/orphan drugs 
which is at the 
discretion of the 
regulatory 
agency.  
Current scenario, 
Indian 
Regulatory 
Agency 
(DCGI/CDSCO) 
is insisting local 
clinical trial data 
for every new 
drug and it is 
mandatory. 

Yes 
Overseas clinical trial 
data is acceptable, as 
long as it is aligned with 
ICH and/or WHO 
guideline. 

Local regulatory trials is 
required for TB program 
and drug for family 
planning program 

Yes 
The data from 
overseas 
clinical trial is 
accepted in 
accordance with 
ICH E5. The 
drugs approved 
using a bridging 
strategy or 
global clinical 
trial data have 
increased. 
However, the 
Japanese PK 
data is 
indispensable. 

Only for New Drugs, bridging 
data is needed additionally. 

Of the new drugs 3) OTC 
drugs with sufficient 
experiential use in Korea and 
overseas, they will be 
reviewed by the individual 
drug. 

Yes 
Overseas clinical trial 
data is acceptable, as 
long as it is aligned with 
ICH and/or WHO 
guidance, and accepted 
by the major reference 
countries. 

Yes 
There is no 
requirement for 
local clinical trial 
data (Phases I-
III) for 
registration. 

Yes 
Overseas 
clinical trial 
data is 
acceptable. 

Yes. 
BSE is mandatory for NDA and BLA 
such as gene-engineering drugs, 
vaccines, new molecular of plasma 
preparations and allergenic 
preparations. 

Yes Yes
The clinical trials on drugs, 
the clinical data included in 
clinical documents must be 
in line with guidelines of 
ICH, Vietnam Ministry of 
Health or other 
organizations recognized 
by Vietnam 
If clinical trials are 
conducted before above-
mentioned regulations on 
drug development become 
available, the data from 
such trials shall be 
acceptable for the purpose 
of dossier evaluation. 

(Registration Circular 
32/2018/TT-BYT, coming 
into effect on 1 September 
2019) 
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Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

NDA 

Application fees Registration fee 
for category 1 
and 2: 
NDA: 432,000 
RMB (local 
drug) 
593,900RMB 
(import drug) 

Registration fee 
for category 5: 
NDA: 
502,000RMB 
(import drug) 

Application 
fee: HKD 
1100 
License fee: 
HKD 1370 
Renewal fee 
(every 5 
years): HKD 
575 

Vide GSR1193(E) dated 
December 12, 2018, the fee 
structure has been revised. 
Current application fees is as 
below 
Application fees. 
NDA: INR 250,000 (include 
MAA fee) 
Import License: INR 10,000 and 
at the rate of INR 1000/- for 
additional drug. 
Registration Certificate (for 
import drug): 10,000 USD for 
one manufacturing site or its 
equivalent in Indian currency 
and 5,000 USD for one drug or 
its equivalent in Indian 
currency. An additional fee at 
the rate of one thousand US 
dollars for each additional drug. 
Duplicate Registration 
certificate: 1,800 USD shall be 
paid for a duplicate copy of the 
Registration  
Certificate, if the original is 
defaced, damaged or lost.     
Inspection Fee: The applicant 
shall be liable for the payment 
of a fee of twenty five thousand 
US dollars for expenditure as 
may be required for inspection 
or visit of the manufacturing 
premises or drugs, by the 
licensing authority
Test License: The fee of import 
licenses for test and analysis of 
a drug has been kept INR 5,000 
for a single drug and at the rate 
of INR 300/- for each additional 
drug 

Annex, President 
Regulation No. 32 year 
2017 on type & tariff for 
drug registration: 

Application fee:  
Pre-Registration: 1 Million 
IDR (MIDR) 
Registration fee for: 
Category 1: new product & 
Biological Product: 30 
MIDR, new indication: 20 
MIDR

Category 2: Branded 
generic product 7.5 MIDR, 
copy product with BA/BE 
data: 12.5 MIDR, generic 
product 1 IDR 

Category 3: other product: 
7.5 MIDR 

On site Inspection IDR 50 
Mio (excluding 
transportation & 
accommodation of 
inspector) 

The application fee 
was revised on Apr. 
1, 2019. Application 
fees for drugs 
containing new 
active ingredients 
(in case of non-
orphan drug) are: 
To Government: 
533,800 yen 
To PMDA: 
for review: 
28,545,700 yen 
for paper-based 
compliance 
inspection: 
8,096,400 yen 
for GCP inspection: 
domestic 3,361,200 
yen, and overseas 
3,717,600 yen 
+travel expenses
for GMP inspection:
domestic 875,000
yen, and overseas
1,104,200 yen +
travel expenses.

Application fee was increased on 30th, 
November, 2016(Based on mail 
application. For electronic application, 
10% discount) 
<STM review + S&E review + GMP 
review> 
(1) New drugs (including biologics): KRW
6,828,150
(2) Orphan drugs: KRW 3,755,850( Fee
can be discounted to KRW 1,877,920 
when clinical study report is attached 
after conducting clinical trial according to 
the Pharmaceutical Affairs Act) 
(3) Others: KRW 2,218,650
* There can be discount when review is
excluded
Cf. Generics (BE, CMC, GMP review
included) : KRW 1,707,300
For GMP/GCP inspection (around
7,500,000KRW/person
(overseas)) : This one is the travel
expense for inspectors, so if GMP
inspection would be waived, no more fee
is needed.

GMP inspection fee will be decided 
based on location, period, and number of 
inspectors. 

Fees are 
required and 
details are 
given in the 
DRGD 
Appendix 1: 
Fees. These 
are according 
to product 
categories, 
number of 
active 
ingredients, 
types of 
applications 
etc. 

New drug application for NCEs is 
PhP40,000.00 plus Php 500.00 for 
brand name clearance 

New drug application for other 
categories depend on existence of 
brand names: 
 Branded: PhP15,000.00 plus 

Php 500.00 for brand name 
clearance 

 Unbranded: PhP10,000.00 

Registering a product – 
NDA & GDA 
a) Screening (Payable upon
submission)
(i) Abridged/Verification
evaluation route (NDA & 
GDA) $565 
(ii) Full evaluation route
(NDA) $2,830 
b) Evaluation (Payable upon
acceptance) 
(i) NDA Abridged evaluation
route 
- NDA-1 & NDA-2 $11,200
- NDA-3 $5,665
(ii) NDA Verification
evaluation route
- NDA-1 & NDA-2 $16,700
- NDA-3 $5,665
(iii) NDA-1,2,and 3: Full
evaluation route $82,700
(iv) GDA Abridged
evaluation route 
- GDA-1 $3,965
- GDA-2 $2,265
(v) GDA Verification
evaluation route
- GDA-1 $10,200
- GDA-2 $5,150
(vi) GDA Verification
evaluation route (CECA
Scheme)
- GDA-1 $10,200
- GDA-2 $5,150
C) Annual retention fee (per
registered product)
- NDA & GDA $309

HSA website: 
https://www.hsa.gov.sg/ther
apeutic-products/fees 

Application 
fees (”Fee-
Charging 
Standards for 
the 
Registration of 
Western 
Medicines and 
Medical 
Devices”) 

Effective 4 Aug, 
2017, new fee is 
applied to all 
types of 
applications 
except 
A)a new drug
that is
researched,
developed and
manufactured
locally for
national security
as notification of
the Minister of
Public Health
B)an orphan
drug that has
items in
accordance with
the Notification
of the Food and
Drug
Administration
C)a drug
registered and
needs revision
as the Ministry of
Public Health or
the Food and
Drug
Administration
stipulates
regarding quality
and safety
problems

NDA: 250 USD 

Other requirements N/A 
Risk 
Management 
Plan should be 
submitted for 
innovative drugs 
NDA. 

Application for Import License is 
required after marketing 
approval and Registration 
Certificate. 

Specific country 
requirement on product 
labeling on product 
package, example: font 
type and size of the generic 
name, retail price, symbol 
of prescription drug, the 
name of importer.    
Site Master File, 
Established Inspection 
Report within 2 years, GMP 
certificate and 
Manufacturing License are 
requested for non 
registered overseas 
factories at submission.  
Inspection may be 
conducted against 
overseas factories if 
necessary 

For the NDA of a New Drug, 
i) Safety & Efficacy
ii) Quality (including Specification and
Test Method)
iii) GMP
iv) DMF reviews are mandatory
For new drugs, stem cell therapeutics
and orphan drugs, Risk Management
Plan is mandatory.
RMP is required for new composition of
effective ingredient, only change on
contents, new administration route and
new indication.
- Drugs for which the Minister of the
MFDS deems it necessary to submit risk 
management plans due to occurrence of 
serious side effects following marketing 
(e.g. valproic acid, isotretinoin, 
alitretinoin-contained drugs, etc.), Risk 
Management Plans shall be submitted.  
- Drugs for which applicants deem it
necessary to submit RMP, RMP shall be 
submitted. 

Other 
requirements 
are as noted in 
the DRGD. 

 Reference Standard Sample (at 
least 300 mg; subject to FDA 
advise when to submit) 

 Compliance to foreign GMP 
requirements (before submitting 
NDA, applicants must first 
secure a Certificate of GMP 
Compliance from FDA for each 
foreign manufacturing site 
involved in the final product 
under Administrative Order No. 
2013-0022 and FDA Circular 
No. 2014-016) 

 Local generic labeling 
requirements under 
Administrative Order No. 2016-
0008 

Registration sample/s mocked-up 
in the proposed commercial and 
sample labeling presentations, 
including the corresponding 
Certificate of Analysis (subject to 
FDA advise when to submit) 

For GDA, the reference 
product must be the 
registered product with 
Singapore HSA 
Batch numbering system is 
required for registration of 
generics and branded 
innovators 
Singapore-Specific Annex is 
required for submission of 
risk management plan in 
support of NDA, GDA and 
MAV applications. 

Site master file*, 
Labeling, 
Package Insert, 
COA for Drug 
Substance and 
Drug Product, 
Trademark. 

Registration 
certificate for 
trademark in 
Vietnam is 
required if there is 
® symbol on 
labeling 

*: Decree 
54/2017/ND-CP 
requires 
Evaluation on 
following good 
manufacturing 
practice (GMP) of 
MFR. 
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NDA application 
materials 

CMC summary Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes, in 
English 

Yes (in Indonesian or English as in 
part II Quality) 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex VII 

Yes 
Only 
Japanese as 
M2.3 in CTD 

Yes 
M2 in CTD: Korean 
Tables, etc. may be 
written in English. 

Yes (Part 2 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part II 
in English 

Yes (in 
English) 

Yes (In 
English as 
M2.3 in CTD) 

Yes 
In addition to ACTD on Quality Part 
II (or ICH CTD Module 2.3), the 
Certificate of Analysis for Finished 
product (3 batches), API (for at least 
2 batches from API manufacturer 
and DP manufacturer). 

Yes 
QOS of DS, DP 
Vietnamese or English 

CMC report/body of 
data 

Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes (English 
is acceptable 
as M3 in 
CTD) 

Yes (in Indonesian or English as in 
part II Quality) 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex VII 

Yes 
English is 
acceptable 
as M3 in CTD 

Yes 
M3 in CTD: English 
is acceptable, but 
spec. and test 
methods for DP and 
DS with non-
pharmacopeia spec. 
should be prepared 
in Korean in 
Application package. 

Yes (Part 2 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part II 
in English 

Yes (in 
English) 

Yes (In 
English as 
M3 in CTD) 

Yes 
In addition to ACTD on Quality Part 
II (or ICH CTD Module 2.3), the 
Certificate of Analysis for Finished 
product (3 batches), API (for at least 
2 batches from API manufacturer 
and DP manufacturer). 

Yes 
Vietnamese or English 
- Drug substance (S): General Information (S1); Manufacture (S2);
Characterization (S3) and Control of Drug Substance (S4), Reference
Standards or Materials (S5); Container Closure System (S6) and Stability (S7);
- Drug product (P): Description and Composition (P1); Pharmaceutical
Development (P2); Manufacture (P3); Control of Excipients (P4); Control of 
Finished Product (P5); Container Closure System (P7).  
Reference Standards or Materials (P6); Stability (P8) and Product 
Interchangeability Equivalence evidence (P9). 

Non-clinical 
summary 

Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes, in 
English 

Yes (in Indonesian or English as in 
part III Non Clinical Data) 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex VIII 

Yes 
Only 
Japanese as 
M2.4, M2.6 in 
CTD 

Yes 
M2 in CTD: Korean 
Tables, etc. may be 
written in English. 

Yes (Part 3 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part III 
in English 

Only for full 
dossier, in 
English 

Yes (In 
English as 
M2 in CTD) 

Yes 
ACTD on Non-Clinic Part III or ICH 
CTD Module 2 

Yes 
Vietnamese or English 

The non-clinical document shall be prepared in conformance with the 
guidelines of ACTD - Part III or Module 4-ICH-CTD. 

Non-clinical report Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes, (English 
is acceptable 
as M4 in 
CTD) 

Yes (in Indonesian or English as in 
part III Non Clinical Data) 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex VIII 

Yes 
English is 
acceptable 
as M4 in CTD 

Yes 
M4 in CTD: English 
is acceptable 

Yes (Part 3 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part III 
in English 

Only for full 
dossier, in 
English 

Yes (In 
English as 
M4 in CTD) 

Yes 
ACTD on Non-Clinic Part III or ICH 
CTD Module 4 

Yes (optional) 
Vietnamese or English. 
Letter 72/QLD-DK dated Jan 5, 2018 and ACTD guidelines on Non-Clinical 
data mention that Non-clinical summary is enough. Non-clinical report is only 
required when VN authority wants to double check the summary. In that case, 
the content of Non-clinical report includes: 
1. Pharmacology
1.1 Primary Pharmacodynamics
1.2 Secondary Pharmacodynamics
1.3 Safety Pharmacology
1.4 Pharmacodynamics Drug Interactions
2. Pharmacokinetic
2.1 Analytical Methods and Validation Reports
2.2 Absorption
2.3 Distribution
2.4 Metabolism
2.5 Excretion
2.6 Pharmacokinetic Drug Interactions
2.7 Other Pharmacokinetic Studies
3. Toxicology
3.1 Single dose toxicity
3.2 Repeat dose toxicity
3.3 Genotoxicity
3.4 Carcinogenicity
3.5 Reproductive and Development Toxicity
3.6 Local Tolerance
3.7 Other Toxicity Studies

Clinical summary Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes, in 
English 

Yes (in Indonesian or English as in 
part IV Clinical Data) 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex IX 

Yes 
Only 
Japanese as 
M2.5, M2.7 in 
CTD 

Yes 
M2 in CTD: Korean 
Tables, etc. may be 
written in English. 

Yes (Part 4 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part IV 
in English 

Yes (in 
English) 

Yes. (In 
English as 
M2 in CTD) 

Yes 
ACTD on Clinic Part IV or ICH CTD 
Module 2 

Yes 
The clinical document shall be prepared in conformance with Letter 72/QLD-
DK 

Clinical report Yes (in Chinese) For 
NCE/Biosimil
ar only 
(document in 
English). 

Yes, (English 
is acceptable 
as M5 in 
CTD) 

Yes (in Indonesian or English as in 
part IV Clinical Data). Indonesia 
required full clinical study report 
Refer to regulation BPOM No.24 
Year 2017 regarding the Criteria 
and Procedure of Drug 
Registration, annex IX 

Yes 
English is 
acceptable 
as M5 in CTD 

Yes 
M5 in CTD: English 
is acceptable 

Yes (Part 4 in 
ACTD) - in 
English or 
Bahasa 
Malaysia 

Yes 
ACTD Part IV 
in English 

Yes (in 
English) 

Yes. (In 
English as 
M5 in CTD) 

Yes 
ACTD on Clinic Part IV or ICH CTD 
Module 5 

Yes (optional) 
Vietnamese or English 
Letter 72/QLD-DK dated Jan 5, 2018 and ACTD guidelines on Clinical data 
mention that Clinical summary is enough. Clinical report is only required when 
VN authority wants to double check the summary. In that case, the content of 
Clinical report includes:1 Reports of Biopharmaceutic Studies 
2 Reports of Studies Pertinent to Pharmacokinetics using Human Biomaterials 
3 Reports of Human Pharmacokinetic (PK) Studies 
4 Reports of Human Pharmacodynamics (PD) Studies 
5 Reports of Clinical Efficacy and Safety Studies 
6 Reports of Post-marketing Experience 
7 Case Reports Forms and Individual Patient Listing 
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NDA application 
materials 

Other required 
documents 

CTD Part I (Module 1) 
in Chinese 
Regional requirements of 
CMC such as 
chromatography, batch 
record, draft version of 
manufacturing and testing 
specification etc. 
Module 5 appendix 
(SAP,SAR, DMP,DMR, 
clinical site summary 
report) 

All documents in English. 
General requirements: 
1.An authorization letter from the overseas
manufacturer for the applicant;
2.Soft copy of the business registration
certificate; 
3.Soft copy and certified true copy of the
manufacturer’s license; 
4.Methods, standards and conditions of the
manufacture of the pharmaceutical product, 
manufacturing and quality control facilities, 
technical personnel, etc.; 
5.Soft copy and certified true copy of GMP
certificate which meets PIC/S GMP standards; 
6.Soft copy and original or certified true copy of
CPP from the country of origin; 
7.One set of prototype sales pack for each
pack size, complying with the labelling 
requirements; 
For NCE or biological entity: 
8.Soft copy and original or certified true copies
of CPP from 2 or more of the “acceptable”
countries;
9. Expert evaluation reports on the safety,
efficacy and quality of the product. CV of the 
expert and the expert’s signature on the 
corresponding reports are required; 
10. EU-RMP and or FDA REMS. Information
on whether any of the risk management plan
activities and mitigation strategies will be
implemented in HK;
11. Proposed package insert of the product.
Where the package insert is in the form of a 
patient information leaflet, a prescribing 
information leaflet for healthcare professionals 
for use in HK should also be submitted. 
The following document(s) to support the 
proposed indication(s), dosage, route of 
administration and other contents of the 
package insert (if any); 
12.A copy of reputable reference;
13.Documentary evidence showing that the
package insert has been approved by one of
the listed countries;
14. Master formula (Batch formula not
accepted) - Non-proprietary names of 
ingredients, colour Index number or E-number 
for all colourants used should be provided;  
15. Finished product specifications;
16. Method of analysis
17. COA of a representative batch
18. Stability data
19. Bioequivalence data for anti-epileptic drugs
The BE studies should be conducted in
accordance with World Health Organization
guidance on the “Multisource (generic)
pharmaceutical products: guidelines on
registration requirements to establish
interchangeability” or other international
guideline.
20. Safety documents for ingredients with
animal origins

About Biosimilar guideline, please refer 
“Guidance Notes for Registration of Biosimilar 
Products” (2019/Dec) 

AS described in 
Schedule Y of the 
Drugs and Cosmetics 
Rules 1945 
1.1 Comprehensive 
table of contents 
(Modules 1 to 5) 
1.2 Administrative 
information 
1.2.1 Application in 
Form 44 and Treasury 
Challan (fee) 
1.2.2 Legal and 
statutory documents 
1.2.3 Coordinates 
related to the 
application 
1.2.4 General 
information on drug 
product 
1.2.5 Summary protocol 
of batch production and 
control 
1.2.6 List of countries 
where MA or import 
permission for the said 
drug product is pending 
and the date of 
pendency. 
1.2.7 List of countries 
where the drug product 
has been licensed and 
summary of approval 
conditions. 
1.2.8 List of countries 
where the drug product 
is patented 
1.2.9 Domestic price of 
the drug followed in the 
countries of origin in 
INR 
1.2.10 A brief profile of 
the manufacturer’s 
research activity 
1.2.11 A brief profile of 
the manufacturer’s 
business activity in 
domestic as well as 
global market.   
1.2.12 Information 
about the expert(s)/ 
Information regarding 
involvement of experts, 
if any 
1.2.13 Environmental 
risk assessment 
1.2.14 Samples of drug 
product 

See regulation 
BPOM No.24 
regarding the 
Criteria and 
Procedure of Drug 
Registration 
See regulation 
BPOM No. 15 year 
2019 on 
amendment to 
regulation of Head 
BPOM no.24 year 
2017. 

CTD M1 and M2 are 
acceptable only in 
Japanese. 
CTD M1: 
1.1 Table of Contents 
1.2 Approval 
application (copy) 
1.3 Various 
certificates 
1.4 Patent 
information  
1.5 Data concerning 
the origin or 
background of 
development 
1.6 Information on 
the use of the drug in 
foreign countries 
1.7 List of similar 
products from the 
same therapeutic 
category with similar 
efficacy 
1.8 Package insert 
1.9 Documents 
pertaining to the non-
proprietary name of 
the drug 
1.10 Summary of 
data pertaining to the 
designation as a toxic 
drug, etc. 
1.11 Master plan for 
post-marketing 
surveillance 
1.12 List of attached 
data 
1.13 Other data 

Module 1 
1.1 Table of contents 
of Module 1 
1.2 Application form 
or approval 
application(Copy) 
1.3 Signature of the 
person in charge of 
preparation of CTD, 
His/Her 
information(career)  
1.4 Certificate of 
translator  
1.5 Information on 
the use of the applied 
drug in foreign 
countries  
1.6 Information on 
comparison with 
other similar products 
available in the 
Korean market and 
properties of the 
applied drug 
1.7 Various 
documents related to 
Regulations on 
Safety of 
Pharmaceuticals 
Article 4 (1) 
 1.7.1 
Bioequivalence test 
data/ Dissolution test 
data 
 1.7.2 CPP 
 1.7.3 GMP data 
 1.7.4 DMF data 
1.8 A contract(In 
case any process 
during 
manufacturing, QC 
test would be 
outsourced) 
1.9 LTOC 
1.10 Package 
insert(draft) 
1.11 Other data 

In English or 
Bahasa Malaysia:   
ACTD Part I: 
Administrative Data 
& Product 
Information  
Section A: Product 
Particulars  
Section B: Product 
Formula  
Section C: 
Particulars Of 
Packing  
Section D: Label 
(Mockup) For 
Immediate 
Container, Outer 
Carton And 
Proposed Package 
Insert 
Other admin doc: 
CPP, LOA, CA, 
GMP CE 

Aside from the 
abovementioned 
country-specific 
requirements, the 
documentary 
requirements of 
FDA are aligned 
with the ACTD 
requirements. 

Module 1 (or 
ACTD Part ) 
documents e.g., 
Letter of 
authorizations 
Declaration 
Artwork of 
packaging 
material 
GMP certificate 
Patent 
declaration 
Reference 
country/product 
approval and 
approved 
package insert, if 
applicable 

New NDA RTF 
checklist was 
announced on 20-
Aug-2019 due to 
patent linkage 
officially announced 
by TFDA on the 
same date. 

E-Submission
for NCE and
new biologics /
Vaccine for
human use.

CoPP, GMP, Label 
mockup,  
Manufacturing profile 
including Plant Master File 
following Decree 
54/2017/ND-CP 

Vietnamese or English 

- For Site master file:
Decree 54/2017/ND-CP
requires Evaluation on
following good
manufacturing practice
(GMP) of MFR.
- For filing dossiers:
besides instruction in Cir. 
44, letter 72/QLD-DK 
dated Jan 5, 2018 
regulates as follows:  
-Each part should be filed
certainly in one or some 
files and arranged 
according to the following 
order: 

+ Part I, Part II
+ Part III, Part IV
+ BE/BA report
+ Evaluation on following

GMP of MFR.
- BA/BE report: should
include 01 extra package 
insert.  
- Part III, Part IV: should
be submitted 01 copy of 
package insert, SmPC, 
and both soft copy (in 
USB) and hard copy with 
same content. Data in soft 
copy should be written as 
searchable PDF. Dossier 
code, dossier type, 
product name, applicant 
name should be written on 
package of USB 
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NDA 
Approval review 

Review organization 
(names of “review 
organization”, 
“decision 
organization”, 
“advice committee” 
etc) 

Review: 
CDE (Center for Drug 
Evaluation) 
Decision: 
NMPA (Notional Medical 
Products Administration)  
Inspection: 
CFDI of NMPA(Center for Food 
and Drug Inspection)  
Registration Testing: 
NIFDC (National Institutes for 
Food and Drug Control ) 

Review: Drug 
Office, DOH 
Approval: 
Pharmacy and 
Poisons Board 

NDA approval 
organization in 
CDSCO consists the 
following members 
and committee. 
1.CDSCO staff
review
2.Subject expert
committee review.
3.Technical
committee review. 
4.APEX committee
review 
Based on the 
recommendations of 
above, DCGI will 
approve the NDA. 

BPOM regulation No. 15 
year 2019 on Amendment to 
regulation of Head BPOM 
No. 24 year 2017 article 45 
and article 49 

1. Committee of Safety-
Efficacy
Evaluation with the task of
evaluating the
safety and efficacy aspect to
be
discussed in the periodic
meeting of
National Committee/
KOMNAS.
2. Committee of Quality
Evaluation with
the task of evaluating the
quality aspect.
3. Committee of Product
Information
Labeling Evaluation with the
task of
evaluating in the aspects of
Product
Information and Labeling.”

Review 
PMDA 
(Pharmaceutical 
and Medical Device 
Agency) 
Decision 
MHLW (Ministry of 
Health, Labor and 
Welfare) 
Advice 
CDFS (Council on 
Drug and Food 
Sanitation) 

Review 
NIFDS, Regional Office of MFDS (generic drugs) 

GMP review 
MFDS Pharmaceutical Quality 

Reception, Pre-review, approval and approval 
overall management 
MFDS Approval generalization Team (Since 
2019) 

Separate Pre Review (on application) 
NIFDS Drug Review Management Division 

Review:  
National 
Pharmaceutical 
Regulatory 
Agency (NPRA) 

Advice: NPRA's 
Review Committee 

Decision: DCA 
(Drug Control 
Authority) 

Review and 
Decision 
The Center for 
Drug Regulation 
and Research 
(CDRR) of the 
Food and Drug 
Administration 
(FDA) 

Advice 
The FDA may hire 
external 
consultants for 
data requiring 
specific expertise 
(e.g. clinical and 
non-clinical data, 
abortifacient 
properties, etc) 

HSA (Panel of 
internal and 
external 
reviewers.) 

Review center is 
composed of TFDA 
and CDE. Drug 
Advisory 
Committee 
provides 
consultation during 
the review and 
further endorses 
the CDE review if 
there are special 
issues. Decision 
organization is 
TFDA. 

Review 
Thai FDA 

Decision 
Thai FDA 

Advice 
Drug 
Committee  

Drug 
Administration of 
Vietnam (under 
the Ministry of 
Health); expert 
from Institutions 
national wide. 

Decision 
organization, 
Advice 
committee:  
Drug Committee 
with members 
include Ministry of 
Health, KOLs 
from Universities 
and Institutions. 

Number of 
reviewers 

All staffs: about 800 
<2020 personnel plan> 
CDE: 1600 in total 

Undisclosed No detailed/updated 
information available 

No information on amount of 
reviewer in regulation for 
each section committee. 

All staff: 936 
Review Dept.: 561 
Safety Dept.: 224 
(as of Apr. 1, 2019) 

MFDS 
Chemical Administration 
- Approval generalization Team: 44(Overall
Approval management)
- Fusion Technology Policy Team: 10
- Pharmaceutical Policy Division: 33
- Pharmaceutical Management Division: 19
- Narcotics Policy Division: 12
- Narcotics Management Division: 14
- Pharmaceutical Quality Division: 20(GMP
review)
- Clinical Trials Management Division: 22
- Pharmaceutical Approval and Patent
Management Division: 8
- Pharmaceutical Safety Evaluation Division:
18(Related to PMS, safety data)

Bio Administration 
- Biopharmaceutical Policy Division: 17
- Biopharmaceutical Quality Management
Division: 17

NiFDS 
Drug Evaluation Department(Clinical, non-
clinical, CMC review) 
- Drug Review Management Division: 23
- Pharmaceutical Standardization Division: 21
- Cardiovascular and Neurology Products
Division: 21
- Oncology and Antimicrobial Products Division:
35
- Gastroenterology and Metabolism Products
Division: 18
- Bioequivalence Evaluation Division: 17

Biopharmaceuticals and Herbal Medicine 
Evaluation Department 
- Bio Review Management Division: 9
- Biologics Division: 19
- Recombinant Protein Products Division: 13
- Cell and Gene Therapy Products Division: 11

Effective from 2nd 
Dec 2019, NPRA 
has been 
restructured into 4 
Centres, i.e. 
1.Regulatory
Coordination &
Strategic Planning
2.Product &
Cosmetic
Evaluation
3.Compliance &
Quality Control
4.Administration
Reviewers are
mainly in Centre 2;
and also Centre 3
for evaluation of
Analytical data.

As of December 
2019, The CDRR 
has around 100 
employees, half of 
which are 
technical 
evaluators for 
registration. 

unknown CDE is responsible 
for drug registration 
review and 
consultation 
service, there are 
around 270 staffs 
including non-
reviewers. Among 
these manpower, 
about 220 staffs 
are responsible for 
drug review, 
including Clinical, 
Non-clinical, CMC, 
PK/PD, Phar,/Tox 
and statistical. 

2 external 
reviewers for 
each section of 
Clinical, Non-
clinical and 
CMC. 

5 Groups, with 3 
experts/reviewers 
in each Group 
(Administration, 
quality control, 
pharmaceutical, 
pharmacology, 
clinical) 
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NDA 
Approval review 

Review process/flow Review framework 
is disclosed. See 
http://www.cde.org.c
n/personal.jsp 

Undisclosed 1.DCGI accept
the application in
Form 44 and then
following steps
are followed.
2.CDSCO staff
review 
Subject expert 
committee review. 
3.Technical
committee review. 
4.APEX
committee review 
5.Based on the
recommendations 
of above, DCGI 
will approve the 
NDA 

Pre-registration review document until complete documents --> Payment of pre-registration fees--
>submit pre-registration --> Evaluation--> Approval Pre-Registration

Registration review document --> Payment of registration fees --> Submit registration documents --
> Clock start of registration review /Evaluation  Approved Registration Number
Currently all registration process are performed in e-reg (New Aero system).

Master data registration is necessary to be completed for API, all excipients, API manufacturer , 
excipients manufacturer & drug product manufacturer prior apply in electronic registration system. 

According to BPOM regulation No. 15 Year 2019, Approvable letter was removed. 
Approvable letter would be issued only for drug that has not yet produced in commercial scale. 

Note: * Only NCE/Biological Product New Additional Indication and Posology - Non-Clinical & Clinical 
were evaluated through Committee of Safety-Efficacy evaluation and National Committee then 
continue with Committee of Quality Evaluation, and Committee of Product Information. 
*Others (Generic & variation) were evaluated with Committee of Quality Evaluation, and Committee
of Product Information.

Disclosed Disclosed. 
See DRGD 
Section B- 8. 
Flow of 
Registration 
Process 
(Figure 4): 

RTF (refuse to file) 
notification will be 
issued on Day 42 
when a new drug 
application (NDA) 
or biologics license 
application (BLA) is 
deemed incomplete 
by the TFDA, the 
agency can decide 
not to review the 
application since 
20-Aug 2019.

New RTF checklist 
(Refuse to File) for 
NCE and Biological 
products (including 
Biosimilar) became 
effective since 20-
Aug 2019. 

Review 
process should 
take roughly 
20% time 
reduction from 
previous 
system.  
However, FDA 
has not yet 
issued official 
public manual 
of the new 
process at the 
time of report. 

1. Upon
receiving dossier
submission,
Drug
Administration of
Vietnam (under
Ministry of
Health) will
review and
conclude
2. Drug
Committee to 
review. Different 
parts will be 
independently 
evaluated by 
different experts. 
3. Official
announcement
by Ministry of
Health

Review time Official timeline of 
BLA/NDA of import 
drug for review in 
DRR 2007: 150 
working days. 
Special review: 120 
working days 

NCE: 5-7 
months 
Generic: 9-12 
months 

New drugs 
manufactured in 
India: 12 months 

New drugs 
imported to India: 
1.NDA: 12
months
2.Form-41: 6-9
months
3.Form-10: 2
months 

Refer to BPOM regulation No. 15 Year 2019, 

Timeline of pre-registration 40 working days after completed documents for category 1,2,3. 

Timeline of registration export-only drugs: 7 working days 

Timeline of renewal registration: 8 hour (unwritten regulation) 

Timeline of minor variation registration: 40 working days 

Timeline of first registration of new drug developed by Industry that perform investment in 
Indonesia: 50 working days 

Timeline of first registration of first generic drug that perform investment in Indonesia and variation 
registration of new drug and biological product related quality that has been approved in (at least) 
1 reference country: 75 working days 

Timeline of registration 100 working days: 

a. New Drug & Biological Product that are indicated for the treatment of serious life-threatening
human or infection disease
b. New Drug & Biological Product are indicated for treatment of serious and rare diseases (Orphan
drug),  
c. New drug, biological product, generic drug and branded generic drug for public health program
d. New drug & Biological product by Pharmaceutical industry that perform investment in Indonesia

e. New drug & Biological product which development by Pharmaceutical industry / research
institution in Indonesia through at least 1 clinical trial in Indonesia

f. New generic drug that has same formula, source of materials, drug specification, quality,
packaging specification, production process, production facility as those the approved branded
generic drug

g. Registration of major variation with new indication/posology for the drug as referred to point a to
e.
h. Registration of major variation in respect of quality and product information.

Timeline of registration 120 working days for a New Drug, Biological Product, major variation (new 
indication/ posology which has been approved in at least 1 (one) countries with known good 
evaluation 

Timeline of registration 150 working days for New Registration of Generic and Branded Generic 
drug not covered by the evaluation procedure provided in registration 100 working days. 

Timeline of registration of 300 working days after completed documents for a New Drug, Biological 
Product, major variation (new indication /posology) not covered by the evaluation procedures 
provided in registration 100 and 120 working days. 

Review time 
change (80 
percentile 
value) 
Priority review: 
8.6 months 
(FY2018) 
Standard 
review: 11.9 
months 
(FY2018) 

120 days (If 
there is no more 
query from the 
MFDS) 

See DRGD 
Section 8.4.4 
Timeline For 
Product 
Registration  
Eg: NCE/NBE: 
245 working 
days; 
Generics: 210 
working days, 
etc. 

The committed 
turnaround 
time for NDA is 
254 calendar 
days. However, 
current 
applications 
are processed 
in 2-4 years. 

Note that FDA 
is now working 
with the Anti-
Red Tape 
Authority on 
the review and 
revision of the 
processing 
timelines vis-à-
vis alignment 
with the Ease 
of Doing 
Business Act. 
Meanwhile, 
processing 
timelines 
remain 
unpredictable. 

Reference to 
GUIDANCE 
ON 
THERAPEUTI
C PRODUCT 
REGISTRATIO
N IN 
SINGAPORE 
January 2019, 
TPB-GN-005-
005  

 TARGET 
PROCESSING 
TIMELINES. 
APPENDIX 5 
TARGET 
PROCESSING 
TIMELINES 

Screening: 50 
working days 
Evaluation: 
Full dossier: 
270 working 
days 
Abridged: 180 
working days 
Verification: 60 
working days 

NCE NDA & BLA 
standard review: 
360 days 
Priority review: 240 
days 
Abbreviated review: 
180 days/120 days 

For the non-NCE 
NDA with efficacy & 
safety clinical data, 
the review timeline 
in TFDA/CDE is 
300 days. For the 
non-NCE NDA 
without efficacy & 
safety clinical data, 
the review timeline 
in TFDA/CDE is 
200 days. 

Timeframe for 
approval of 
new drug 
(NCE) and 
biologics is 220 
working days*; 
Vaccine 280 
working days*; 
* Referred to
FDA
notification on
May 2018
Biosimilar: 230
working days;
Generic: 135
working days

within 12 months 
under normal 
scheme 
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NDA 
Approval review 

Priority review 
system 

Yes 
For detailed requirements of 
priority review, may refer to 
CFDA Doc.(2017) No.126, 
CFDA's Comments on 
Encouraging Priority Review 
and Approval for Innovator 
Drugs  

Updated version of this 
document was issued by 
CDE on Nov.8 2019 for 
public comments currently. 

Usually no; 
except the 
following 
situations, 
1. official request
from Hospital
Authority upon
urgent situation.
2. there is a local
unmet medical 
need of the 
product for 
communicable 
diseases or 
matters of public 
health importance 
(e.g. vaccine of 
recent epidemic 
outbreak) 

There is no formal 
priority review 
system. 
Depends on 
therapeutic area 
and unmet 
requirement. 

Reliance system 
with 120 working 
days  
Refer to BPOM 
regulation No. 15 
Year 2019. 

A priority review 
system exists. 
Orphan drugs 
receive priority 
review 
automatically. 
New drugs not 
designated as 
orphan drugs that 
target other serious 
diseases, and are 
likely to contribute to 
the improvement of 
quality of healthcare 
may be designated 
as “non-orphan 
priority review 
product” based on 
overall evaluation of 
the seriousness of 
the target disease 
and medical 
usefulness of the 
drug. 
Designation is 
assigned based on 
the opinion of 
external experts if 
an application is 
submitted with an 
application for 
marketing approval. 

Early conditional 
approval system 
became effective on 
Oct. 20,2017. 
Trial of SAKIGAKE 
(Japanese 
“Breakthrough 
Therapy”-type 
priority review 
system) was started 
from 2015. 
Legislation of “Early 
Conditional 
Approval System”, 
SAKIGAKE 
designation and 
‘Early access for 
special-use drugs’ 
were enacted in Dec 
2019. 

The priority review 
system exists in 
regulation but a 
specific guidance is 
under preparation. 
1) Drugs which target
for life-threatening or
serious diseases such
as AIDS, cancers etc.
2) Drugs of which is
deemed necessary 
because treatment is 
not possible with 
existing therapies due 
to resistance or other 
reasons 
3) Other drugs such as
anti-cancer agents, 
orphan drug, DNA chip 
etc.: recognized by 
MFDS minister for 
patients or industrial 
development    
4) Orphan drugs for
unmet medical needs
5) Drugs for which
prevention or treatment 
effects against the 
prevalence of 
biological terrorism-
induced infectious 
diseases and other 
infectious diseases 
may be expected.  
6) Drugs used to treat
or prevent serious 
diseases or those that 
are life-threatening or 
terminal and incurable 
diseases, and have 
markedly improved 
their safety or efficacy 
compared to existing 
drugs or treatment 
options 

Yes 
Priority Review 
Conditions, 
Product 
categories and 
Timelines as 
given in DRGD 
8.4.2 Priority 
Review 

Yes 
1. Products to be

manufactured
exclusively for export

2. New drug products
considered to be a
major therapeutic
advance

3. First five products of
newly-licensed
establishments

4. Products for
government projects

5. Imported pre-qualified
vaccines. 

Applicant must make a 
request for priority 
review, to be approved 
by FDA. When granted, 
there is no explicit 
mention of reduction in 
processing timelines. 

(CDRR Memorandum 
No. 0003, s. 2013) 

Priority review 
system or 
pathway is only 
applicable to 
product submitted 
via Abridged 
Evaluation (with 1 
reference country 
approval); and 
meets the pre-
defined criteria in 
the guide (unmet 
medical need, 
etc.). Grant of 
priority review is 
on case-by-case 
basis, at 
discretion of the 
Agency during 
Screening. 
Applicant will be 
notified at the 
point of 
acceptance of 
application, if 
request is 
granted. 

Yes 
To improve the 
new drug 
accessibility to 
public and 
accelerate the 
new drug review 
and efficient 
utilize the review 
resource, TFDA 
announced or 
amend the 
several 
designations for 
sponsor utilization 
since Nov 2019 
which include: 
1. Designation

Request of
Medications
for Pediatric
Population or
the Minority
Patients with
Serious
Diseases

2. Streamlined
review
designation

3. Priority review
designation 

4. Accelerated
Approval

5. Breakthrough
Designation

Reference: 
https://www.fda.g
ov.tw/TC/siteListC
ontent.aspx?sid=
2984&id=32228 

Yes 
Priority Review: 
for product in 
need e.g. anti-
HIV, anti- cancer 
or product in need 
as per endorsed 
from Thai FDA. 
Abridged 
Evaluation (not all 
are priority 
reviews): effective 
from 1 Oct 2015 
by referring to the 
approval & 
evaluation from 
one of the 
reference 
agencies i.e. US 
FDA, EMA 
(Centralized 
system), MHRA, 
Swiss Medic, 
TGA, Health 
Canada, PMDA. 
The full 
assessment 
report including 
all response to 
LoQ are required 
for Thai FDA 
consideration 
whether the 
application can 
be reviewed 
under this route. 

Yes 
Cases eligible for dossier evaluation under fast track 
evaluation scheme 
1. Drugs on the list of orphan drugs issued by the
Minister of Health.
2. Drugs to support emergency requirements in national
defense, security, prevention and combatting epidemics, 
mitigating consequences of natural disasters, calamities. 
3. Drugs produced domestically on new GMP-
conforming manufacturing lines or on upgraded GMP-
EU, GMP-PIC/S conforming or equivalent manufacturing 
lines within 18 months from the GMP certification date; 
4. Vaccines that are prequalified by World Health
Organization, vaccines used in national expanded 
immunization programs; 
5. Special therapeutic drugs with special dosage form to
which there are no more than 02 (two) similar drugs (of 
the same active ingredients, the same dosage form, the 
same strength, same concentration) with a certificate of 
marketing registration still valid at the time of dossier 
submission, comprising: 
a) Drugs for cancer treatment;
b) New generation of antivirals;
c) New generation of antimicrobials;
d) Drugs for the treatment of dengue fever, tuberculosis,
malaria.
6. Drugs produced domestically, comprising:
a) Drugs produced under contract manufacturing or
technology transfer arrangements being drugs for cancer
treatment, vaccines, biologics, new generation of
antivirals, new generation of antimicrobials.
b) Medicinal material drugs that are outcomes of
satisfactory evaluated national, ministerial-level or 
provincial-level scientific and technology research grant, 
that are manufactured entirely from WHO-GACP 
domestically cultivated and harvested medicinal material 
sources. 
c) New drugs produced domestically on which a clinical
trial in Vietnam has been completed; 
7. New drugs (for cancer treatment, new generation 
antivirals, new generation antimicrobials), biologics; 
8. Brand name drugs produced under contract
manufacturing or technology transfer arrangements in
Vietnam.

Cases eligible for dossier evaluation under simplified 
evaluation scheme 
Drug registration dossiers shall be evaluated under 
simplified evaluation scheme when simultaneously 
satisfying the following conditions: 
1. Drugs manufactured at facilities that are periodically
assessed by Drug Administration for GMP conformity.
2. Drugs on the List of non-prescription drugs.
3. Drugs that are not of modified release dosage form
4. Drugs that are not for use directly on the eyes.
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NDA 
Approval review 

Orphan drug system Yes 
First “List of Orphan 
Drug” was issued by 
NHC/MOST/MIIT/NMP
A/NATCM on May of 
2018, including 121 
rare diseases. The list 
will be updated at least 
every 2 years in 
principle.  

There is no specific 
orphan drug review 
pathway but priority 
review pathway or 
special pathway. 
-Priority review
pathway: Please refer
to previous article
“Priority review
system”.
-Special pathway: For
new drugs that have
been approved in
US/EU/JP in recent 10
years, may apply for
special pathway as
imported new drug in
urgent clinical needs. If
included in the
designated list, review
and approval of orphan
drugs will be
completed within 3
months.

No The orphan drug 
system does not 
exist. But 
accepts US/EU 
orphan drug 
approval. 
There is a 
proposal for 
providing for 
quick/expeditious 
review process 
for approval of 
an orphan drug 
after clinical 
development in 
India. 

Drugs for rare 
disease will be 
evaluated within 
100 working days. 
No regulation 
establishing 

Yes 
An orphan drug system exists. 

Designation criteria 
Number of patients 
-Less than 50,000 in Japan
Medical need
-There are no appropriate
alternative drugs or treatment
methods.
-The efficacy and safety are
expected to be outstanding and 
significantly greater than those 
of the existing drugs. 
Possibility of development 
-There is a theoretical ground for
using the drug for the target
disease and the development
plan is acceptable.

Incentives 
(1) Subsidy payment (The total
budget for financial year 2013
was 860 million yen.)
(2) Guidance and consultation
on research and development
activities (MHLW, PMDA,
NIBIO). PMDA provides a
priority consultation system.
(3) Preferential tax treatment
(4) Priority review
(5) Extension of re-examination
period
The re-examination period for
the drugs will be extended up to
10 years.

The orphan drug system exists. 
Designation criteria  
-Prevalence is less than 20,000 in
Korea
-Drugs to treat diseases for which
appropriate therapy and drugs
have not been developed
or have been significantly improved
in terms of safety and/or efficacy,
compared to existing alternative
drugs
- Products which do not meet the
criteria above can be designated
as an orphan drug if it is
acknowledged that the limited
supply of product would cause any
serious harm to the concerned
population or the MFDS minister
recognizes it.

Also there is orphan drug on the 
development stage (for non-clinical 
trial phases, occasions where 
evidence is available for the 
possibility of the drug to advance to 
clinical trials are included) in Korea 

Yes 
As described in 
DRGD section 
5.1.5 
Registration of 
Orphan. 
(Management 
of Orphan 
Drugs including 
criteria for 
designation is 
pending 
finalization of 
the “Malaysian 
Guideline for 
the 
Management 
of 
Orphan Drugs” 
and the List of 
Malaysian 
Rare 
Diseases.) 

The Philippines 
has already 
passed its 
Orphan Drug 
Law, where 
FDA shall: 
Prioritize the 
registration of 
orphan drugs 
Facilitate the 
issuance of 
Compassionate 
Special Permit 
for the restricted 
use of orphan 
drugs 

We are yet to 
see the 
implementation 
of this law. 

No orphan 
drug 
designation 
available 

Yes 
2015.9.23 
Orphan Drug 
Designation 
procedure was 
issued by TFDA, 
all ODD should 
submit technical 
documents 
according to 
application form, 
and need to 
provide Orphan 
Drug safety 
efficacy tracking 
protocol execute 
after approval 
with periodical 
report to TFDA 
for review until 
NDA approval. 
Also provide 
Orphan Drug 
NDA registration 
schedule to 
TFDA. 

No 
Even there is an 
orphan drug 
regulation in 
Thailand but the 
intention of this 
regulation is for 
the drug in need 
for rare & serious 
disease, low 
usage with no 
alternatives and 
face a problem 
of shortage 
nationwide. The 
drug has to be 
proposed by 
prescriber's 
association and 
be considered 
for enlisting in 
the list 
considered by 
Thai FDA 
Subcommittee. 
The regulatory 
requirement for 
generic drug is 
applied for 
orphan drug 
registration with 
the incentive of 
exemption of 
registration fee 

Yes 

The Ministry of Health already issued Circular 
26/2019/TT-BYT on Orphan drug list, with following 
criteria: 
1. A drug is considered to be included in the orphan
drug list for prevention, diagnosis and treatment of a
rare disease when it meets any of the following
requirements:
a) The drug is for or prevention, diagnosis and
treatment of a rare disease as stipulated by Minister of
Health;
b) The drugs is indicated and classified as an orphan
drug by one of the reference medical authorities.
2. A drug is considered to be included in the list of
drugs not readily available is one for which in the
Vietnam market there are no readily available other
drugs that can substitute it, or one with documents
proving significant quality, safety and efficacy benefits
over other substitutable drugs in the local and
international markets and falls under any of the
following cases:
a) A drug for prevention, diagnosis and treatment of
diseases with low prevalence rate in a population at
any point in time not exceeding 0.05% of the
population and which is any of the following: a genetic,
congenital, cancer, autoimmune, communicable,
tropical infectious, or any other disease as decided by
Minister of Health upon advice by the Professional
Board formed by Minister of Health;
b) Any vaccine, drug for diagnosis or prevention with
estimated usage not exceeding 8,000 cases every
year in Vietnam;
c) A radioactive drug; a marker;
d) A drug for which business activities do not generate
sufficient profit to cover investment and marketing of
the same in Vietnam market.

approval matters Approval number 
Marketing License 

Holder and its address 
Manufacturer and its 

address 
Non-proprietary 

Name 
Brand name in 

Chinese if applicable 
Active ingredients 

and Contents or 
Nature 

Dosage form 
Dosage strength 
Packaging size 
Shelf life 
Specification & test 

methods for chemical 
product; Manufacturing 
and testing 
specification for 
biologics 

labeling and artwork 
packaging insert 

Approval date and 
valid date 

Current 
Certificate of 
Drug/ product 
registration form, 
the following 
information is 
described. 

 Company 
name/address 

 Name of 
Drug/product 

 Expiry date of 
the certificate 

Generic Name 
Manufacturing 

Method 
Dosage and 

Administration 
Indications  
Storage 

Methods and 
Expiration Date 

Specifications 
and Test Method 

Name of the 
Manufacturing 
Site used to 
Manufacture the 
Product 

Refer to BPOM 
regulation No 24 
year 2017 article 
27, 28 & 29 : 

All submitted 
information in the 
electronic 
registration system 
are binding and 
subject to approval 
by the authority. 
Those are 
followings: 
1.Information as
master data
2.Administrative
Documents 
3.Quality
Documents 
4.Non-Clinical
Documents 
5.Clinical
Documents 
6.Product
Information & 
Labelling 

Non-proprietary Name 
Brand name 
Ingredients and Contents or 

Nature 
Manufacturing Method 
Dosage and Administration 
Indications  
Storage Methods and 

Expiration Date 
Specifications and Test Method 
Name of the Manufacturing 

Site used to Manufacture the 
Product, Address, 
License/Accreditation Category, 
etc. 

1. Product name
2. Classification number and
classification (prescription drug or
OTC)
3. Drug substance and quantity
4. Appearance
5. Manufacturing method
(Locations of a manufacturing site
of active ingredient and all
manufacturing processes shall be
described)
6. Efficacy/effectiveness
7. Administration/dosage
8. Cautions for use
9. Packaging unit
10. Storage method and using
(validity) period
11. Specification and test method
12. Manufacturer who has the
certificate of
manufacturing/distribution item
license
(declaration), outsourcing
manufacturer/distributor, contract
manufacturer, and
importer (including manufacturer)
13. Condition for license

Product category: 
License/Declaration, New Drug/ 
Orphan drug, etc. 

All registration 
particulars. 
(Re: DRGD) 

Brand Name 
Labels 
Priority Review 
FDA GMP 
Clearance 

Non-
proprietary 
Name 

Brand name 
Ingredients 

and Contents 
or Nature 

Manufacturing 
Method 

Dosage and 
Administration 

Indications  
Storage 

Methods and 
Expiration Date 

Specifications 
and Test 
Method 

Name of the 
Manufacturing 
Site used to 
Manufacture 
the Product, 
Address,  
License/Accred
itation 
Category 

Forensic 
status of drug 

TFDA will issue 
approval letter 
with draft TPI 
after complete 
NDA review. 
TFDA will issue 
notification letter 
after TPI 
finalized within 
15-30 days after
approval letter
issued.
Applicants can
prepare printed
TPI and
packaging 
material samples
to collect the
drug license after
receiving
License 
Collection
Notification
within 3 months.
Drug product can
be 
manufactured/im
ported after
License 
collected.

Any changes 
require variation 
submission and 
approval is 
required. 

MA covers the following information, 
Brand name 
Active substance and Contents 
Dosage form 
Package size 
Specification 
Shelf-life 
Name & address of applicant  
Name & address of manufacturer 
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NDA 
Approval review 

Other information 
concerning approval 
review 

Revised Drug Administration 
Law (DAL) of China has been 
published by NPC on Aug. 26th 
and formally enforced on Dec. 
1st. 
Draft revised Drug Registration 
Regulation (DRR) was issued on 
Sep. 30th and Oct. 15th and 
under revision currently after 
soliciting public comments. 

N/A None NCE should provide API 
Drug Master File or Internal 
Monograph as required in 
Part II Quality of Drug 
Substance or CEP of API 
with attachment & GMP 
Certificate of API's 
manufacturer. Approval of 
SMF should also be 
considered to get approval 
of registration number. 

There is separate review 
team and processing 
timelines for New Drug 
Applications of Biological 
products. 

Patent Linkage 
TFDA announced that 
newly added one 
column as “data 
exclusivity for new 
addition” according to 
Article 40-3 of 
Pharmaceutical Affairs 
Act was implemented in 
TFDA license system; 
so this information can 
be searched in TFDA 
license system since 
Sep 16, 2019. 
The Implementation 
Rules of Patent Linkage 
of Drugs” was 
announced on 1-July-
2019.; the effective date 
is Aug 20th, 2019 after 
announced. 

NDA 
Pre-approval 
inspection 

GCP inspection Not mandatory. 
After the centralized acceptance 
since Dec.1st 2017, CDE entrust 
CFDI to conduct GCP on-site 
inspection during NDA review 
per CDE review needs. 
It is applicable for both domestic 
drug and import drug. 

Not required DCGI may conduct 
GCP on-site 
inspection. DCGI 
will issue 
instructions to the 
CDSCO 
officers/Inspectors 
to conduct the 
inspection 
identifying the 
clinical trial site/ 
facilities to be 
inspected. 
CDSCO issued 
'GUIDANCE ON 
CLINICAL TRIAL 
INSPECTION' in 
Nov. 2010. 

GCP inspection for local 
clinical study in Indonesia. 
GCP inspection for import 
product is not required. 

The GCP on-site inspection 
is executed by PMDA for 2 
or 4 medical institutions 
and applicants. 

GCP on-site inspection to sites, 
company and CROs according to 
MFDS's plan (Pre-approval 
inspection for pivotal studies in 
Korea, Regular inspection). 

Yes for local clinical 
studies. 
Details given in the 
Malaysian 
Guideline for Good 
Clinical Practice 
(GCP) Inspection. 

GCP inspection for local 
clinical studies (if ever 
conducted) is not routinely 
done, but may be done by 
FDA 

CT in Singapore 
Pre-marketing approval 
application inspections 
are usually done 
announced and apply to 
completed clinical trials. 
Criteria during GCP 
Inspections:  
(i)Protocol
(ii)Medicines (Clinical
Trials) Regulations
(iii)SG-GCP, adapted
from ICH E6 on GCP 
(iv)SOPs for conducting
clinical trials 

(GUIDANCE ON GCP 
COMPLIANCE 
INSPECTION 
FRAMEWORK GN-
CTB-3-001A-001 (2 
May 2017) page 7) 

TFDA issued 
announcement about 
GCP inspection process 
on 22-Jan-2020, and it 
will be implemented one 
year later. 
https://www.fda.gov.tw/
TC/newsContent.aspx?
cid=3&id=25880. 

No requirement N/A. 
Applicable for 
local clinical 
trials only. 

 When local 
clinical trial is 
conducted, 
GCP 
inspection is 
carried out. 
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NDA 
Pre-approval 
inspection 

GMP inspection 1) For local drugs, pre-
approval on-site inspection
will be conducted based on
the review needs before
approval.
2) For import drugs, usually
site inspection combined
with GMP system
inspection after license
approval based on risk and
some special cause

For 
manufacturer 
with PIC/S 
GMP: 
Document 
inspection only, 
CPP/GMP 
certificate from 
source country 
accepted. 

For 
manufacturer 
without PIC/S 
GMP: 
DOH would 
conduct PIC/S 
inspection to 
the facilities 
before its 
product would 
be considered 
for registration 
in HK. 

GMP inspection of 
Indian 
manufacturing units 
will be arranged 
before granting the 
manufacturing 
license and periodic 
review of the 
manufacturing unit. 
The Licensing 
authority or by any 
other persons to 
whom powers have 
been delegated in 
this behalf by the 
licensing authority of 
India may inspect 
the manufacturing 
premises of 
manufacturing units 
outside India on 
need basis. 

Regulation of NADFC 
No. 7 year 2019: 

For imported product: 
Based on evaluation of 
Site Master File, if 
necessary desk 
inspection and GMP 
inspection site will be 
request by NAFDC. 
GMP Inspection Report 
from PIC/S country will 
be evaluated and can be 
considered for waiving 
on inspection 

GMP compliance 
inspections are 
mandatory 
requirements 
prior to seeking 
marketing 
approval. 
Application for 
GMP compliance 
inspections for 
all manufacturing 
sites listed in the 
application for 
marketing 
approval must be 
submitted to the 
GMP compliance 
inspection 
authority (PMDA 
or respective 
Prefectures) by 
each 
manufacturing 
site 

GMP inspection 
can be done for 
manufacturing 
sites of drug 
product and drug 
substance.  
Basically MFDS 
conduct on-site 
inspection (from 
2009). 
For chemical 
products, some 
waiver period for 
on-site 
inspection would 
be allowed (5 
years for non-
sterile products, 
3 years for sterile 
products). 
For non-sterile 
products, 
inspections may 
be exempted if 
an inspection 
report prepared 
by a PIC/s 
member was 
submitted 
Even in case of 
on-site 
inspection 
waiver, GMP 
documents 
should be 
submitted 

On-site inspection (both 
local and oversea) 
required unless 
exempted.  
(Details given in 
Guidance Document 
Foreign GMP 
Inspection) 

Before 
submitting an 
NDA, applicants 
must first secure 
a foreign GMP 
certificate from 
FDA for each 
manufacturer 
involved in the 
final product. 
This is obtained 
either through 
desktop review 
(if PIC/S-GMP 
certified), or 
through on-site 
inspection (for 
non-PIC/S) 

For locally 
manufactured 
product, GMP 
certificate is 
issued through 
actual inspection 

Documentary evidence must be 
provided to certify that the 
manufacturer(s) complies with 
current applicable GMP 
standards. Applicants must 
submit a GMP certificate issued 
by a drug regulatory agency for 
all drug product manufacturing 
sites including, but not limited to, 
bulk product manufacturers, 
primary packagers and 
secondary packagers. 

If the drug product is 
manufactured by a new 
overseas drug product 
manufacturing site not 
previously registered with HSA 
before 1st April 2004, a GMP 
Conformity Assessment will be 
conducted by HSA. Thus, when 
applicable, applicants must also 
submit the application form to 
request for GMP Evidence 
Evaluation or for an Overseas 
GMP Audit with the required 
documents as stipulated in the 
Guidance Notes on GMP 
Conformity Assessment of an 
Overseas Manufacturer. 

TFDA website for 
PMF for reference: 
https://www.fda.gov.
tw/TC/siteListConte
nt.aspx?sid=301&id
=417 

Require GMP 
clearance for all 
manufacturing 
flow in P3 except 
Quality testing 
site. Site 
inspection might 
be required in 
case submitted 
document is 
insufficient. 

- Normally, GMP certificate from source country
is accepted. But according to Decree 54, (Article
96, clause 3), Inspection can be conducted in
cases of:

a) MFR has registration dossiers of drug product,
drug substance which is modified, or suspected
of untrue information, data.
b) MFR has drug product which is concluded as
level 1 of quality violation by MOH. 
c) MFR has submitted a dossier of requesting
manufacture condition evaluation, but the dossier 
is concluded as not matching requirement of 
GMP by MOH. 

- Mutual recognition, acceptance of inspection,
outcomes from pharmaceutical regulatory
authorities with regard GMP compliance shall be
applicable to:
a) Manufacturers of countries on the MOH-
issued list of countries with which Vietnam has 
international mutual recognition treaty regarding 
GMP inspection outcomes, ICH countries and 
Australia, except for the cases stipulated in 
clause 3 (above). 

b) Manufacturers belonging to ICH member
countries, Australia and that are inspected and
assessed as in conformity with Good
manufacturing practice by US Food and Drug
Administration, USFDA, European Union
member countries, European Medicines Agency
(EMA), Australia (Therapeutic Goods
Administration, TGA), Japan (Pharmaceuticals
and Medical Devices Agency, PMDA) or Canada
(Health Canada), except for the cases stipulated
under clause 3 of this Article (above).

Other inspections The revised China GLP 
(draft) was issued for public 
comments on Nov.21st 
2018. 

GLP inspection 
and PV 
inspection are 
not required. 

GLP audit shall be 
the part of GMP 
audit. 

In the GMP inspection 
site, the Laboratory is 
inspected by NAFDC. 
The Laboratory 
inspected following GLP 
requirements. 

Paper-based 
compliance 
inspections” are 
executed by 
PMDA to confirm 
whether the data 
attached to the 
NDA application 
accurately 
reflects the 
results of clinical 
trials, and other 
studies, and 
whether those 
were conducted 
in accordance 
with GCP, GLP 
and reliability 
standards. 

Laboratory 
should get the 
GLP certification  
GLP inspection 
will be conducted 
by MFDS if 
necessary and 
valid GLP 
certification may 
be issued. 

Laboratory should get 
the GLP certification if 
applicable, and GLP 
inspection will be 
conducted if necessary. 

On-site 
inspection is 
conducted for all 
local 
establishments 
following 
appropriate 
standards. 

None Business 
undertakings 
engaged in 
wholesaling, 
importing and 
exporting 
pharmaceuticals, 
shall meet the 
standard of Western 
Pharmaceuticals 
Good Distribution 
Practice (GDP) 
Regulations, and 
shall obtain the 
western 
pharmaceuticals 
distribution license 
upon the inspection 
and approval from 
the central 
competent health 
authority. 

No requirement 
for GLP 
inspection 
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Clinical 
trials 

Necessary 
procedures to start 
clinical trials  

IRB approval isn’t 
mandatorily 
required by CDE 
before IND 
submission but 
should before 
starting the 
clinical trial. 

IND 
permission/IRB 
approval => 
HGRAC approval 
=> start clinical 
trial 

a. IRB approval

b. If study
medication is
required to be
imported, then
application of
clinical trial
certificate (CTC)
at Drug Office,
Department of
Health is
required.

Clinical trial on 
new drug shall 
be initiated after 
authorization by 
CDSCO and 
approval of 
respective EC. 
In case of 
parallel 
applications, 
CDCSO will 
grant conditional 
approval and 
note that the trial 
should start after 
EC approval. 
Trials should 
also be 
registered with 
CTRI (Clinical 
Trial Registry of 
India; Indian 
Registry) before 
screening 
patients. 

After receiving 
Clinical Trial 
Approval Letter 
from NAFDC, the 
Clinical Study can 
be started. 
Refer to BPOM 
regulation No. 21 
Year 2015 about 
Procedure of 
Clinical Trial 
Approval 

Notice of claimed 
investigational 
new drug 
exemption to 
PMDA. 
Contracts with 
clinical sites 
should be signed 
after 30 days from 
the date of clinical 
trial notification 
(or 14 days from 
the start of the 
second trial). 

Regulatory approval: 
MFDS IND approval is 
required. 

Import investigational 
drug; It is necessary to be 
approved by MFDS in 
order to initiate the clinical 
trials. 

IRB approval is required at 
each investigational site. 

CTIL/CTX application => 
NPRA => DCA  
Application => MREC  

DCA & MREC approvals => 
start of clinical trial 

1.Secure a
License to
Operate (LTO)
for CRO and/or
Sponsor
2.Secure
Clinical Trial
Approval and
Import License
(from FDA)
3.In parallel
secure IRB/EC
from institution

Reference to: 
Guidance on 
Determination of 
Whether a 
Clinical Trial 
Requires a 
Clinical Trial 
Authorisation 
(CTA), Clinical 
Trial Notification 
(CTN) or Clinical 
Trial Certificate 
(CTC), 2 May 
2017 
(GN-CTB-2-
001A-002) 

Guidance on 
Regulatory 
Requirements for 
New Applications 
and Subsequent 
Submissions, 2 
May 2017(GN-
CTB-2-003A-
002) 

1.TFDA approval
and Import permit
of IMP
2.IRB approval
(IND in TFDA and 
IRB can be 
submitted 
parallel) 
3.CTA signed
with site 
4.1st payment 
done to medical 
institution 
IMP shipment to 
site 

Submission to EC and FDA 
can be done in parallel 
1. We have to submit the EC
approval letter within 15 days
after the approval letter of last
site is available
2. When we submit the EC
approval letter, if there is any
change to documents we
submit earlier (i.e. submit SIIC
v.1 in IL package but EC
approval shows SIIC v.2), we
need to submit the revised
documents (SIIC v.2) together
with EC approval letter.
3. We can start the trial when
we receive both EC approval
and IL.
4. IL will be valid for 4 years
from the date of TFDA’s
signature on NYM. If product
importation period is more
than 4 years, we need to
apply for new IL but can refer
to document in previous
package.

Procedures for registering a clinical trial 

1. The owner of the drug for clinical trial shall
submit an application for permission for clinical
trial to the Administration of Science Technology
and Training, the Ministry of Health, whether
directly or by post.

2. The Administration of Science Technology and
Training, the Ministry of Health shall verify legality
of the application within 05 working days from the
receipt of the application. If the application is not
satisfactory, the applicant shall be instructed in
writing to complete the application until it is
satisfactory.

3. The applicant shall cooperate with the
Administration of Science Technology and
Training, the Ministry of Health in completing the
application within 60 days from the date on which
it is instructed in writing. After the aforementioned
deadline, the application will be rejected.

4. Within 05 working days from the receipt of the
satisfactory application, the Director of the
Administration of Science Technology and
Training, the Ministry of Health shall grant a
written approval for clinical trial according to the
Form No. 13 in the Appendix III hereof. If the
application is rejected, it is required to respond
and provide explanation in writing.

Required data/ 
documents/ 
brochures to start 
clinical trials 

Are there any local 
requirements of 
specific data other 
than ICH-M3 or S6, 
for initiation of 
clinical trials? 

No 
All the toxicity 
data is included in 
the IB. 

For additional 
requirements 
per individual 
scenarios, 
please refer to 
Appendix I of 
the guidelines 
(Guidance 
Notes on the 
Application for 
Certificate for 
Clinical 
Trial/Medicinal 
Test version 
Feb 2019), p.8-
10. 

List of necessary 
Tox data is 
shown in 
APPENDIX III of 
Schedule Y, the 
Drug and 
Cosmetics Rules 
1945. 

Clinical Trial 
Documents 
consist of: UK-1 
Form, Protocol, 
Investigator's 
Brochure, 
Informed 
Consent, 
Documents of trial 
drugs, Summary 
Protocol of Batch 
Production (for 
Vaccine and 
biological 
products). 
Refer to BPOM 
regulation No. 21 
Year 2015 about 
Procedure of 
Clinical Trial 
Approval 

No. 
Generally 
necessary data 
and or documents 
are followed as 
per ICH 
requirements. In 
some instances, 
additional 
reproductive 
toxicity tests are 
requested prior to 
clinical trials. 

There is no additional 
requirement other than 
ICH-M3 

Yes 
CTIL/CTX Application: 
The necessary data / 
documents are covered in 
the latest edition of the 
Malaysian Guideline for 
Application of CTIL and CTX. 
Regulatory submissions are 
made in parallel with IRB 
submissions. 

IRB/IEC Application: 
Details of documents 
required for submission are 
available, eg for The Medical 
Research and Ethics 
Committee (MREC),  
the relevant information is 
available under the User 
Manual/Documents section 
in NMRR website (https:// 
www.nmrr.gov.my). 

FDA follows 
ICH Safety and 
Efficacy 
Guidelines as 
its requirements 

The sponsor 
should submit 
the supporting 
documents 
(listed in Table 1) 
to HSA for CTA, 
CTN and CTC 
applications. 

Yes 
Investigator 
Brochure is 
required for 
clinical trial 
approval. 

ICH E6 An application for permission for clinical trial 
consists of: 

a) An application form
b) Documents containing information about the
drug (general information about the drug for
clinical trial: name, ingredients, indications,
physical and chemical properties, dosage form
and other relevant information); pre-clinical trial
documents; documents about the clinical trial in
previous phases), prepared in Vietnamese or
English language and accompanied by a
summary made in Vietnamese language.
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Clinical 
trials 

Required data/ 
documents/ 
brochures to start 
clinical trials 

Are there any local 
requirements of 
documents/brochure
s outside IND/CTA 
dossier? 

Yes 
-CRF & ICF
-Contract with site
-IRB approval
-Human genetic
resource approval
-Some sites
require insurance
certificate for the
clinical trial
-IMP Certificate of
Analysis (Some
sites require GMP
certificate), and
PI's CV are
required.

For additional 
requirements 
per individual 
scenarios, 
please refer to 
Appendix I of 
the guidelines 
(Guidance 
Notes on the 
Application for 
Certificate for 
Clinical 
Trial/Medicinal 
Test version 
Feb 2019), p.8-
10. 

As per 
Schedule Y. 
Registration of 
clinical trial is 
mandatory in 
the CTRI prior 
to initiation of 
the trial. 

Informed 
Consent to the 
patient 
Refer to BPOM 
regulation No. 
21 Year 2015 
about 
Procedure of 
Clinical Trial 
Approval 

Yes 
Explanatory 
materials and 
consent form 
used for 
obtaining 
informed 
consent 

GMP certificate 
is necessary. 
If GMP certificate 
is not acquired or 
available, QP 
declaration letter 
and GMP 
dossier should 
be submitted 
instead of GMP 
certificate. 

Insurance 
certificate may 
be required in 
the individual 
investigational 
sites. 

Yes 
The Malaysian Guideline for 
Application of CTIL and CTX 
covers all the main 
requirements including 
Informed Consent Form. 
Other key guidelines for 
conducting clinical trials in 
Malaysia are: 
Malaysian Guideline for 
Good Clinical Practice 
Malaysian Guideline for 
Safety Reporting of 
Investigational Products 
Guidelines for Good Clinical 
Practice (GCP) Inspection 
Malaysian Guideline for 
Bioequivalence Inspection 

As per FDA 
Circular No. 
2012-007, 
Application for 
clinical trial 
approval 
requires the 
submission of a 
dossier 
containing the 
following parts: 

Part A: Clinical 
Trial Protocol 

Pharmaceutical 
Data 

Investigator’s 
Brochure 

Other documents 
such as clinical 
trial 
agreements/cont
racts are not part 
of the dossier 

Yes 
Informed 

Consent Form 
Principal 

Investigator’s 
CV 

List of 
overseas sites 
(if applicable) 

GMP 
certificates 

COA for study 
batches of 
investigational 
product 

Yes 
For bio-sample 
needed to send 
out overseas, 
the statement 
from central lab 
and the export 
permit are 
required. 

For the case 
authorized to 
CRO, the 
authorization 
letter from 
sponsor is 
required. 

Material 
Transfer 
Agreement 

Yes 
a) An application form
b) Documents containing information about the drug for clinical trial:
- Drug trial documents: composition, manufacturing process, quality standard and drug test report
(in the case of a modern drug, herbal drug or traditional drug, it is required to have a drug test
report of the state-owned drug-testing facility that complies with GLP or provider of drug/medicinal
ingredient testing services that complies with GLP within its scope of operation or of the
manufacture that complies with GMP; in the case of a vaccine, it is required to have a quality test
report of the National Institute for Control of Vaccine and Biologicals or Certification of analysis in
the case of a batch of vaccines and biologicals);
- Documents about pre-clinical trial of the drug that needs to be tested: reports on pharmacological
effects, toxicity, safety, proposed dose, administration route and directions for use;
- Documents about the clinical trial in previous phases (if the trial facility applies for permission for
clinical trial in the next phases and the drug is not exempt from clinical trial in previous phases).
c) Legal documents about the drug for clinical trial:
- A copy of the written approval for registration of the clinical trial granted by the Administration of
Science Technology and Training, the Ministry of Health.
- A certified true copy or a copy bearing the seal of the trial facility, produced together with the
original for comparison of the application form for permission for phase 4 clinical trial submitted by 
the competent pharmacy authority if the drug is requested to undergo phase 4 clinical trial; 
- Package insert of the drug licensed for free sale if the drug is requested to undergo phase 4
clinical trial;
- A certified true copy or a copy bearing the seal of the trial facility, produced together with the
original for comparison of the trial facility’s certificate of eligibility for pharmacy business;
- A confirmation of participation provided by the trial centers if a multicenter trial is conducted in
Vietnam;
- A certified true copy or a copy bearing the seal of the trial facility, produced together with the
original for comparison of the written approval for participation in the trial granted by the People’s
Committee of the province or central-affiliated city if a field trial is conducted;
- A clinical trial agreement between the organization/individual that has the drug for clinical trial and
the provider of clinical trial services; between the organization/individual that has the drug for
clinical trial and the trial assistance organization (if any).
d) A clinical trial outline and its description:
- A description of the clinical trial outline (Form No. 08 in the Appendix III hereof);
- A Case Report Form (CRF);
dd) Principal investigator’s academic résumé and copy of the certificate of completion of GCP
training course which is issued by the Ministry of Health or GCP training institution;
e) Participant information sheet and volunteer letter (Form No. 09 in the Appendix III hereof);
g) A record on scientific and ethical assessment prepared by the internal Biomedical Ethics
Committee;
h) Label of the drug prescribed in the Circular No. 01/2018/TT-BYT dated January 18, 2018 of the
Minister of Health.

Required data/ 
documents/ 
brochures to start 
clinical trials 

Document 
Language and 
acceptability of 
English documents 

In Chinese Documents in 
English. 
Patient 
information and 
patients 
consent form in 
both English 
and Chinese or 
in Chinese 
only. 

English (all 
documents) 
ICF: necessary 
to translated 
into local 
language to 
particular area. 

Indonesian or 
English 

In principle, all 
documents 
must be in 
Japanese 
language. 

Protocol and 
consent form 
should be 
translated into 
Korean. 
However, the 
protocol written 
in English is 
acceptable in 
case of phase 1 
study. 
Other documents 
or plans written 
in English can be 
acceptable. 

Documents in English or 
Bahasa Melayu. 

English. For 
those intended 
for study 
subjects, English 
and/or 
vernacular 
language 

English Only protocol 
synopsis and 
documents to 
subjects should 
be in Chinese. 

Thai and/or 
English 

Vietnamese or English language 
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Clinical 
trials 

Acceptability of 
overseas clinical 
data, and 
requirements of 
additional local 
clinical studies for 
domestic NDA 
application when 
foreign data is to be 
used. 

Are there any 
conditional 
requirements to 
accept foreign data, 
for example proof of 
the similarity in 
PK/PD? 

Yes 
Overseas clinical trial data should meet 
ICH GCP and 
support the evaluation of efficacy and 
safety of target indications 

If no ethnic sensitivity factors that 
influence the efficacy and safety based on 
PK/PD study, overseas clinical trial can be 
accepted. 

Yes (for NCE 
products). 
Not required for 
generic products. 

Subject to the above, Foreign Clinical data 
can be a supportive document, however 
Indian data (Phase III) is mandatory. 

Yes 
Acceptable, if the 
clinical data 
following GCP 
and the result 
based on 
evaluation of 
safety and 
efficacy is good. 

Yes 
Acceptable if the 
similarity in 
PK/PD is 
indicated. 

Yes 
Foreign clinical 
data are 
acceptable if the 
similarity in 
PK/PD is 
indicated. 

No Yes
Acceptable if the 
similarity in 
PK/PD is 
indicated. 

Yes Yes
The following 
drug items are 
subject to a 
bridging study 
assessment: 
1. New chemical
entities (NCE); or
2. Genetically
engineered
drugs, vaccines,
plasma 
derivatives of
new molecular
entities, and
allergen extracts
of new molecular
entities

Yes Yes,
If the clinical trials on drugs, the clinical 
data included in clinical documents must 
be in line with guidelines of ICH, Vietnam 
Ministry of Health or other organizations 
recognized by Vietnam (including 
guidelines of international organizations 
of which Vietnam is a member, 
guidelines of the reference regulatory 
authorities). 
If the clinical trials are conducted before 
above-mentioned regulations on drug 
development become available, the data 
from such trials shall be acceptable for 
the purpose of dossier evaluation. 
Clinical data (except for biologics similar 
to reference biologics and vaccines 
similar to the vaccines already licensed 
for marketing in Vietnam) shall cover 
information adequate for the analysis, the 
explanation of Asian ethnic factors on the 
safety and efficacy of the drug to allow 
extrapolation of the clinical data on Asian 
population according to the guidelines 
stipulated above or there must be data of 
bridging studies according to ICH-E5 for 
the extrapolation of clinical data on Asian 
population 

Acceptability of 
overseas clinical 
data, and 
requirements of 
additional local 
clinical studies for 
domestic NDA 
application when 
foreign data is to be 
used. 

Please comment 
whether there are 
any requirements of 
local clinical study 
data for NDA 
application and local 
clinical study is 
necessary or not, 
especially for 
necessity of PK / 
healthy sbj. data  
and/or patient data 
in the country. 

Chinese PK data is required by CDE to 
support China NDA/BLA, which can be 
generated prior or in parallel with phase 3 
depending on the situation. 

Usually China joins global/regional MRCT, 
which indicates the consistency in drug 
response (i.e. efficacy and safety) 
between Chinese and overall population. 

If conditional approval is agreed by CDE, 
limited Chinese data can be used to 
support NDA/BLA and post-marketing 
commitment is required. 

Not necessary. Necessary 
waiver for clinical trial in Indian population 
for approval of new drugs, which have 
already approved outside India can be 
considered only in cases of national 
emergency, extreme urgency, epidemic 
and for orphan drugs for rare diseases 
and drugs indicated for 
conditions/diseases for which there is no 
therapy (Office order dated 03.07.2014) 
Further, as per the provisos to Rule 
122A(2) & Rule 122B(3) of the Drugs & 
Cosmetics Rules, 1945, the requirement 
of submitting the results of local clinical 
trials may not be necessary if the drug is 
of such a nature that the licensing 
authority may, in public interest decide to 
grant such permission on the basis of data 
available from other countries. Further, 
the submission of requirements relating to 
animal toxicology data may also be 
modified or relaxed under the DCR in 
case of new drugs approved and 
marketed for several years in other 
countries and adequate published 
evidence regarding the safety of the drug 
is available. 

Generally, 
Indonesian 
patient's data 
requested which 
indicates 
similarity in drug 
response (i.e. 
Efficacy and 
safety) with 
foreign data for 
drug which is 
used for family 
planning 
programme and 
other drugs 
based on 
request from 
Authorized body, 
for example 
public health 
programme for 
TB, etc 

In principle, PK 
in healthy 
Japanese sbj 
and P2b data in 
Japanese 
patients are 
requested.  

Foreign data is 
acceptable. 
In principle, 
similarity in 
PK/PD between 
Korean and 
foreign data 
should be 
indicated. 
If there isn’t, 
bridging study is 
requested by 
MFDS for 
bridging data in 
Korean. 

Not necessary Local clinical 
trials for NDA 
approval of 
imported 
products are not 
mandatory. 

However, there 
is a requirement 
to conduct local 
Phase IV Clinical 
trials, in lieu of 
submitting 
PSURs. The 
protocol for the 
Phase IV trial is 
submitted 
together with the 
NDA Dossier. 
(FDA Circular 
No. 2018-012) 

Not necessary NCE has to 
submit Bridging 
Study Evaluation 
package before 
or 
simultaneously 
with NDA. If BSE 
successfully 
waived and at 
least 2 of 10R 
countries has 
approved (2 
CPP), foreign 
data package 
can be accepted 
and no need to 
perform 
domestic study. 
If a bridging 
study is required, 
local PK or 
clinical data is 
required. 

Not necessary Not necessary 
If the clinical trials are conducted before 
above-mentioned regulations on drug 
development become available, the data 
from such trials shall be acceptable for 
the purpose of dossier evaluation. 

Clinical data (except for biologics similar 
to reference biologics and vaccines 
similar to the vaccines already licensed 
for marketing in Vietnam) shall cover 
information adequate for the analysis, the 
explanation of Asian ethnic factors on the 
safety and efficacy of the drug to allow 
extrapolation of the clinical data on Asian 
population according to the guidelines 
stipulated above or there must be data of 
bridging studies according to ICH-E5 for 
the extrapolation of clinical data on Asian 
population 
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Clinical 
trials 

Acceptability of 
overseas clinical 
data, and 
requirements of 
additional local 
clinical studies for 
domestic NDA 
application when 
foreign data is to be 
used. 

When requirement 
of the local subject 
data exists, please 
specify the required 
number (or rate) of 
local subjects in the 
pivotal clinical 
studies for NDA 
approval 

In general, sample size 
needs to discuss with CDE 
at pre-IND communication. 

The total subjects’ number 
depends on the trial design 
and the needs of statistics, 
of which Chinese subject 
number should meet the 
consistency evaluation with 
overall population in drug 
response. 

CDE may have requirement 
on the fixed percentage 
(e.g. more than 15%) of 
Chinese subjects in overall 
population, considering 
different disease prevalence 
and overall development 
plan. 

Not specified. P-I: 1-2 centers. At least 2 patients.
P-II: 3-4 centers. At least 10-12
patients at each dose level.
P-III:
a. The drug already
approved/marketed in other
countries: at least 100 patients
distributed over 3-4 centres.
b. The drug is a new drug
substance discovered in India and
not marketed in any other country:
at least 500 patients distributed over
10-15 centres.
(According to draft guideline on 
Clinical trials and New Drug 
Approval 2011 - 2012)    
Currently DCGI asks for 200 
patients or more for Phase III 
studies for the drug 
approved/marketed in other 
countries depending on the 
prevalence of disease and 
therapeutics area.  
(According to draft guideline on 
Biosimilars ) There is a provision to 
consider 100 patients for Phase III 
and 200 patients for Phase IV trials 
or a combination of 300 patients for 
both Phase III + Phase IV trials 
combined. 

Local clinical 
trial is needed 
for new drugs 
for family 
planning 
programme, TB 
drugs, and 
others drug 
based on 
request from 
Authorized 
body. 

Not specified. 
Evidence of 
consistency in 
drug responses 
among 
Japanese and 
foreign patients 
in multi-regional 
clinical trials 
based on ICH 
E17 is 
requested. 

Not specified. 
Authority often 
requests 
statistically 
meaningful 
number of patients 
to be included 
even in the local 
study. 

N/A There is no required number of local 
subjects in clinical trials for NDA 
approval. 

N/A. But in the HSA 
CTC application, 
applicant has to 
declare expected 
number of subjects 
to be enrolled from 
each site. 

It is request to show the 
consistency in drug response 
between Asia population and 
Caucasians in multi-national 
clinical trials. For this purpose, at 
least 15-20% of all subjects is 
hopefully to be Asian population. 
As for NDA approval, it was 
divided to two situation. 
Non-CPP: Early clinical 
development in Taiwan, Ph 1+ 
Ph 3 or Ph 2+ Ph 3.Taiwan 
patient No. for Ph1 study : 10, 
for Ph 2 study: 20, for Ph3 
study: 80.    
One-CPP: One of Ph 1, Ph2 or 
Ph3 study in Taiwan. Taiwan 
patient No. for Ph1 study : 10, 
for Ph 2 study: 20 or 10%, for 
Ph3 study: 80 or 10%, or 
Multinational Ph3 study: total 
sample size 200 then Taiwan 
No. 30 or 5%, total sample size 

200 then Taiwan No. 10. 

Not necessary N/A 

Environment for 
conducting clinical 
trials 

Practical number of 
clinical centers or 
sites in the country. 
Please comment if 
there is any license 
system for clinical 
study site. 

According to revised China 
DAL (Article 19), drug 
clinical trial institutions shall 
be subject to record 
administration; detailed 
measures shall be 
formulated by the drug 
administrative department of 
the State Council jointly with 
the competent health 
administrative department of 
the State Council. 

Practicable no. 
of clinical study 
sites not 
specified; 
No license 
system for 
clinical study 
sites; however, 
the clinical study 
sites are usually 
university or 
government 
hospitals. 

More than 1000 sites It is around 50 
clinical center. 

Clinical trial can 
be initiated in 
many study 
sites.  
No license 
system for 
clinical study 
site. 

All investigational 
sites must be 
certified by MFDS, 
there are 196 sites 
(JAN 2020) 

Since 
25OCT2018, all 
samples in clinical 
trials should be 
tested in certified 
labs by MFDS. 

The ICR (Institute of Clinical 
Research) functions as the 
clinical research arm of the MoH. 
It has 33 branches located at 
major MOH hospitals (Hospital 
CRC) and National Cancer 
Institute. 

Clinical trial can be initiated in any 
study site so long that a Philippine 
Health Research Ethics Board 
(PHREB)-accredited ethics 
committee exist in the site (or on-
going accreditation). 

There are 13 public 
hospitals and 16 
private hospitals 
which can conduct 
clinical trials. 

All medical centers or teaching 
hospitals and specialized hospital 
are qualified to conduct clinical 
trials in Taiwan. It’s around 128 
centers/teaching hospitals 

21 officially 
recognized sites 
(IRB/EC sites) 

Practicable 
no. of clinical 
study sites not 
specified; 
No license 
system for 
clinical study 
sites; 
however, the 
clinical study 
sites are 
usually 
university or 
State 
hospitals. 

Environment for 
conducting clinical 
trials 

Installation of IRB 
system for clinical 
trials.  
Is there National 
IRB? 

Regional Ethnic Committee 
will be established, to guide 
the EC review work in the 
sites and entrusted by sites 
who don’t have the EC to 
conduct the EC review 
work. 

Yes. 
An IRB for each 
cluster of 
hospitals. 

Independent Ethical Committee 
(IEC) & Institutional Ethics 
Committee 
No National IRB 
All EC needs to be registered at 
CDSCO (Indian Regulatory 
Authority) and there is periodic 
renewal of registration (e.g. every 
three years) 

There is 
National IRB 
system. 

Institutional IRB. IRB should be 
installed in each 
investigational 
site. 

There is no 
national IRB. 

No 
But a Central Ethics Committee, 
called the Medical Research and 
Ethics Committee (MREC), 
reviews and approves all clinical 
trials to be conducted at all MOH 
hospitals as well as institutions 
without a Local Ethics 
Committee. 

Ethics committee of a clinical trial 
site should be accredited by 
PHREB. 

Singapore has 2 
clusters of public 
hospitals. 1 cluster 
is under NHG 
DSRB (National 
Healthcare Group 
Domain-Specific 
Review Board) and 
the other cluster is 
under SingHealth 
CIRB (Centralised 
Institutional Review 
Board). For private 
hospitals, they have 
their own IRB/EC 

C-IRB (jointed IRB review)
system led by the TFDA has
been adopted since 2013.
Systems to reduce review
periods and to prevent the
duplication of inquiries and
inconsistencies between IRBs
have been adopted. Deliberations
are carried out in turn by the 7
major facilities. After c-IRB, the
sponsor can receive abbreviated
review by each IRB using the
results of the c-IRB.

Increasing 
number of IRB 
that adopt 
National IRB 
submission. 
Previously, it 
can submit 
directly to local 
IRB. 

Yes 
There are EC 
both at the 
Site and on 
the health 
authority level 
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Clinical 
trials 

Environment for 
conducting clinical 
trials 

How is the actual 
subject enrollment 
situation? 
Are there any 
supportive system 
for patient 
enrollment, such as 
clinical trial 
network? 

There is intensely 
competitive 
between different 
clinical trials for 
subject 
enrollment. 
Some regional 
clinical trial 
networks are 
established 
spontaneously by 
researchers. 

The government’s policy is 
to recommend the 
implementation of clinical 
trials regardless of the 
phases from the perspective 
of industrial development. 
There are 2 major clinical 
research centers under the 
umbrellas of 2 large medical 
universities, and they are 
participating in more than 
1,000 multinational clinical 
trials. 

The Phase 1 Clinical Trial 
Centre of CUHK and the 
Phase 1 Clinical Trial 
Centre of HKU started 
operations in December 
2013 and the 1st quarter of 
2014, respectively. 

Data from clinical trials 
implemented in accordance 
with CFDA standards is 
accepted by the CFDA at 
trial implementing facilities 
certified by the CFDA 
(Prince of Wales Hospital, 
Queen Mary Hospital, the 
Hong Kong Eye Hospital 
and Hong Kong Sanatorium 
and Hospital’s oncology 
department). 

Clinical trials can be 
carried out upon approval 
by the Drug Controller 
General of India (DCGI). 
In 2013, the government 
decided to demand 
stricter requirements for 
conducting the clinical 
trials due to ethical 
problems, etc., the 
number of clinical trials 
decreased significantly 
with the proclamation of 
new regulations. 

Unknown While the 
environment of 
clinical trial is 
improving, the 
number of the 
patients enrolled 
per institute still 
remains low, and, 
therefore, the 
relatively high 
clinical trial cost in 
Japan is 
noteworthy. 
Clinical trial 
networks have 
been established 
to improve patient 
enrollment. 
However, except 
for the pediatric or 
rare disease 
areas, the general 
engagement and 
utility of such 
networks are 
minimal. 

It depends on 
the situations of 
target diseases 
or 
investigational 
sites. 
In general, the 
subjects are 
recruited in 
good manner. 

Patient enrollment can be 
enhanced further. 
Clinical Research Malaysia 
supports clinical research in 
Malaysia. 

Clinical trials in the country must 
be conducted following ICH GCP 
guidelines. 

HSA has set up an 
Innovation Office in 
April 2018 to 
provide a conducive 
regulatory 
environment that 
supports the 
development of the 
biomedical sector, 
by providing 
scientific and 
regulatory advice 
for early stage 
clinical 
development of 
innovative 
therapeutic 
products intended 
for product 
registration in 
Singapore. 

There are 14 
TCTC.  
Th enrolment per 
site varied by PI 
and site. There are 
less referral 
among the study 
and non-study 
sites 

In most cases, 
participations in 
multinational 
clinical trials are 
from Phase3. 
Inter-facility 
clinical trial 
network has 
been 
established 

Participations in multinational clinical 
trials are possible. 
 Local regulations are referring to the 
guidelines of ICH, Vietnam Ministry of 
Health or other organizations 
recognized by Vietnam 
(Source: Article 24 Circular 
29/2018/TT-BYT) 

Environment for 
conducting clinical 
trials 

Prevalence of GCP 
in clinical centers 

GCP is observed 
in all clinical sites. 

Yes Yes. GCP is observed in 
all clinical sites. 

GCP is observed 
in all clinical 
studies 

GCP is observed 
in all clinical sites. 

GCP is 
mandatory 
Authority often 
conduct an 
inspection of 
site to verify 
compliance to 
GCP 

GCP is observed in all 
clinical study sites. (GCP is 
required 100% clinical site 
in Malaysia). 
Authority conducts site 
inspections to verify 
compliance to GCP. 

GCP is observed in all clinical 
sites. Part of the licensing 
requirements for CROs and 
Sponsors is compliance to GCP. 
This is verified during inspection. 

Likewise, inspection of sites 
during clinical trials is conducted 
to verify compliance to GCP. 

GCP is observed in 
all clinical studies 

GCP 
implementation in 
all clinical trials is 
mandatory since 
1997. 
TFDA has officially 
become the 
Regulatory 
Member of ICH on 
June, 2018. 

A must Regulated entities of GCP principles 

1 Every trial facility shall conduct the 
clinical trial according to the approved 
clinical trial outline and GCP 
guidelines. 
2. DAV shall inspect the site and
classify GCP compliance of the local
trial facility. MoH shall publish on its
portal the GCP-certified trial facilities
(Source: Article 7& 11; Circular
29/2018/TT-BYT)

Environment for 
conducting clinical 
trials 

Number of 
investigators who 
will conduct or 
participate in the 
clinical studies. 

Uncountable 
number of 
physicians in 
China. 

Yes Large pool of trained 
Investigators in diverse 
therapy areas. 

Investigator must 
have GCP 
training before 
the trial and 
understand the 
protocol 
comprehensively 
in order to 
conduct the trial 
in accordance to 
GCP. No 
requirement 
investigator have 
been trained in 
US/EC 

Large number of 
physicians in 
Japan 

Uncountable, 
lots of 
investigators in 
Korea. 
Mandatory 
educational 
systems exist in 
Korea. 

More than 9000 medical 
professionals certified with 
Good Clinical Practice 
(GCP) 

Under Part A of the CTA dossier, 
companies are required to submit 
the Resumes of the principal and 
all other investigators involved in 
the clinical trial. 

No info No data for the 
number of 
investigators.  
The physician who 
is working on 
qualified clinical 
site would be able 
to 
conduct/participate 
in the clinical 
studies. However, 
all investigator 
should meet 
TFDA’s 
qualification, 
including required 
GCP & Ethical 
training etc. 

No information 
(Beware of 
USFDA 
blacklist) 

All investigators must possess 
appropriate qualifications, training, 
and experience. All investigators 
involved in the trial must have had 
formal training in good clinical 
practices (GCPs), and submit proof 
that a GCPs course has been 
completed. 
Principal investigator’s academic 
résumé and copy of the certificate of 
completion of GCP training course 
which is issued by the Ministry of 
Health or GCP training institution 
shall be submitted in the application 
for permission for clinical trial. 
(Source: Article 19.2.dd. of Circular 
29/2018/TT-BYT) 
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Clinical 
trials 

Investigational drug 

Condition of 
customs procedure. 

As IND approval 
system changed to 
implied permission 
system, clinical trial 
notice letter is issued 
by CDE instead of 
CTA approval letter, 
which can be used 
for Customs 
procedures and 
clearance. 

Application of 
Import License 
based on the 
approved CTC. 

Permission to 
import of 
investigational 
product shall be 
obtained by 
applying for a test 
license. The 
application should 
be made in Form 
12. 

Sponsor request to 
import unregistered 
product was to 
NAFDC. Approval 
letter for Importation 
from NAFDC is used 
for release product 
in the customs. 

After receiving IND approval from 
the Ministry of Food and Drug 
Safety, a standard customs 
clearance report should be 
completed and approved by the 
Korea Pharmaceutical Traders 
Association. 

Clinical trial import 
license and proper 
clearance required. 

For the 
importation of 
each 
investigational 
drug product and 
ancillary 
materials, an 
import permit is 
required. This is 
issued by FDA 
together with the 
clinical trial 
approval. 
(FDA Circular 
No. 2012-007) 

Reference to 
Guidance on Clinical 
Research Materials, 2 
May 2017 

The import permit is 
issued by TFDA and 
Customs will allow 
investigational product 
import into Taiwan 
within the quantity on 
the import permit. 

Condition of customs 
procedure - import 
license, CoA, Air waybill, 
invoice, License Per 
Invoice, National Single 
Window 

MOH’s DAV is responsible for 
authorizing the import and 
export of drugs in Vietnam. 
According to these sources, IPs 
for use in clinical trials are 
categorized as finished drugs 
without registration numbers. 
Once the MOH approves the 
clinical trial dossier, an import 
permit application must be 
submitted to the MOH’s DAV 
for approval of the IP in the 
quantity specified in the clinical 
protocol. The import permit is 
valid for one (1) year. 
(Source: Article 94.1 of 
Pharmaceutical Law#105) 

Investigational drug 

Requirements of 
Investigational drug 
labeling and its 
language. 

Yes (in Chinese) 

Requirements 
include: 
1) Indicate “only used
for clinical trial”.
2) For investigational
drugs used in IMCT, 
sponsor name, trial 
number, kit number, 
dosage and 
administration, only 
used for clinical trial, 
dosage form, 
administration way, 
strength, batch 
number, storage 
condition, expiry date 
etc. need to be 
indicated in the label. 

IP name: 
Strength, 
dosage, storage 
condition, 
manufacturer 
- English or
English and
Chinese

 "For Clinical 
Studies only” 
 Name or a code 
number of the 
study 
 Name and 
contact numbers 
of the investigator 
 Name of the 
institution 
 Subject’s 
identification code 

In Indonesia 
language for clinical 
trial in Indonesia. 
In Clinical trial 
Multicenter / country 
English language is 
acceptable. 

Yes,  
Investigational 
drug label written 
by Japanese is 
needed 

Yes. 
Korean investigational drug label 
is required and detailed contents 
are followed; 

1. “For clinical trial only”
2. The name of investigational
drugs or identification marking (in
case of blind design, both study
drug and comparator should be
indicated in the IP label), if
necessary, formulation,
administration route, quantity,
assay of active ingredient or
potency can be included in the
label.
3. The lot number or code number
4. Name, address and telephone
number of business/person who
received the IND approval
5. The expiry period
6. The storage condition
7. "Keep out of reach of children"
except when the product is for use
in trials where the product is not
taken home by subjects.
8. Reference code (clinical trial
can be identified)
9. Subject identification number,
treatment number, visit number.
10. Name of Investigator (if
necessary)
11. directions for use (reference
may be made to a leaflet or other
explanatory document intended
for the trial subject or person
administering the product)

Yes 
The labelling 
requirements should be 
in accordance to 
Malaysian Guideline for 
Application of CTIL & 
CTX, Appendix E 
(Labelling 
Requirements). 
Language in Bahasa 
Melayu or English. 

Yes 
In English. 
Note that 
importation of 
investigational 
drug product 
requires an 
import permit. 

Reference to Guidance 
on Labelling of 
Therapeutic Products 
and Medicinal Products 
Used in Clinical Trials, 
31 Jan 2018, GN-CTB-2-
003D-003 

https://www.hsa.gov.sg/c
ontent/dam/HSA/HPRG/
Clinical_Trials/Guidance/
HSA_CTB_Guidance_La
belling_MP_TP_31Jan2
018.pdf
Please see page 10. 

In English 

Yes 
Label has to be 
prepared in traditional 
Chinese under PIC/S 
GMP regulation. 

Yes 
Require product name or 
random number/subject 
no., dosage, amount, 
manufacturer, expiry date 
and the content of 'this 
product is used for clinical 
trial only' in Thai.  

Comprehensive list. 
(1) Non-proprietary name
or drug code including
strengths of active
substance(s)
(2) Study number and/or
study title
(3) Batch number
(4) In case of self-
administration drug, e.g.
home medication, etc.,
Thai or English instruction
on how to use drug,
which is understandable
by subjects, should be
provided
(5) Name and address of
the sponsor
(6) Expiry date or retest
date.
(7) Storage condition
(8) Indicate the sentence
“for trial use only” in Thai

Yes 
IP must be clearly labeled with 
the wording: “Products used for 
clinical trials. Use for other 
purposes is prohibited.” A 
sample IP with the label in the 
smallest packed unit must also 
be included in the clinical trial 
dossier. 
Label of the drug shall be 
according to the Labelling 
Circular No. 01/2018/TT-BYT 
(Source: Article 19.2.h. 
Circular 29/2018/TT-BYT) 
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Clinical 
trials 

Investigational drug 

Acceptability of the 
use of domestically 
unapproved drug as 
comparator. 

Yes 
For biologics, branded 
biologics that marketed abroad 
and IND approved 
domestically are acceptable to 
be one-time imported and 
used as comparator. 

Not specified. Not 
allowed/accepted 

We can’t use 
domestically 
unapproved drug 
as comparator. 
Comparator can 
be imported 
using special 
access scheme 
(SAS) path 

Use of domestically 
unapproved drugs 
as a comparison in 
some cases may 
be permitted, 
especially in multi-
regional clinical 
trials (MRCT). 
However, the 
Authority often 
requests complex 
procedures to 
report SAE etc. 
Simplification of 
operating 
procedures is now 
under discussion 
for the use of 
domestically 
unapproved drugs 
in the MRCT. 

It is possible to 
use if the 
unapproved drug 
is the 
international 
standard drug. It 
is recommended 
to have a 
Consultation with 
the MFDS in 
advance. 

Yes 
Details given in Malaysian Guideline for 
Application of Clinical Trial Import Licence 
and Clinical Trial Exemption. 

Yes 
the guideline 
does not define 
restrictions on 
the comparator 
drugs. For 
instance, the 
issued List of 
Comparator/ 
Reference 
Drug Products 
for BA/BE 
studies include 
unregistered 
drugs. 

The unapproved 
drug can be used 
as a comparator as 
long as its protocol 
and CTC/CTA/CTN 
have been 
approved. 

Guidelines: GN-
CTB-2-001C-001 
https://www.hsa.go
v.sg/content/dam/H
SA/HPRG/Clinical_
Trials/Guidance/HS
A_CTB_Guidance_
CRM_2May2017.p
df 

Yes 
It is possible to use 
as IMP 

No 
Not accept. 

Yes 
For use as reference 
standards/comparator drug in 
bioequivalence studies; if it is a new 
drug, it shall be used exclusively for the 
study according to the already 
approved protocol under clause 1 
Article 100 of Pharmaceutical law. 
(Source: Article 73.1.b of Decree54) 

Availability of the 
support from multi-
national CRO 

Yes 
Multi-national CRO is available 
in China, such as Quintiles, 
ICON, Covance, ICN, PPD, 
PRA, RPS etc. 

Yes (domestic 
and multi-
national 
companies). 

Multi-national 
CROs like 
Quintiles, 
Parexel, PPD, 
ICON etc. are 
available. Indian 
origin 
multinational 
CROs are also 
available. 

Multi-national 
CRO is available 
in Indonesian 

Yes 
Multi-regional CRO 
is available in 
Japan 

Yes 
Multi-national 
CRO is available 
and local CROs 
are also available 
to support the 
clinical trials. 

Yes 
International CROs include: 
 Quintiles 
 PAREXEL 
 INC (formerly MDS) 
 Covance 
 Pharmanet 
 PPDi 
 The George Institute for International 
Health 
 Novotech 
Locally incorporated CROs include Info 
Kinetics Sdn Bhd 

Yes 
Multi-national 
CROs are 
present in the 
country. 

Yes 
Available 

Yes 
There are around 
34 CRO in Taiwan 
and over 12 multi-
national CRO 
established branch 
office in Taiwan. 
There are less local 
CROs in Taiwan. 

Yes 
There are many 
international CRO in 
Thailand. 

Yes 

Export of biological 
sample derived from 
subjects 

According to the regulation, if 
export biological samples, 
getting the permission from 
IRB, HGRAC’s approval is 
required as per based on 
“Human Genetic Resource 
Interim Management 
Measures” 

In practice, need to have 
sufficient rationale to get 
HGRAC’s approval to export 
biological sample. 

It is possible to 
export biological 
samples. 

It is possible to 
export biological 
samples with 
proper approval 
and justification. 

There are 
restrictions on 
the export of 
biological 
samples from 
subjects (No. 
657/MenKes/Per
/VIII/2009).  

Application for 
the export of 
biological 
samples must be 
made to the 
Ministry of 
Health. 

Yes 
It is possible to 
export biological 
samples, if it is 
included in the 
signed informed 
consent document. 

Yes 
It is possible to 
export biological 
samples, if it is 
included in the 
signed informed 
consent 
document. 

Yes 
It is possible to export biological samples. 

Yes 
It is possible to 
export 
biological 
samples. 

Yes 
It is possible to 
export biological 
samples if the 
importing country’s 
conditions are met.  
Meeting the 
conditions of the 
importing country is 
the responsibility of 
the applicant. 

Yes 
It is possible (okay) 
to export biological 
samples and 
required to apply 
for export permit 

Yes 
It is possible to export 
MTA may be required 
by IRB. 

Yes 
It is possible to export. 

30



Data sheets from Each Economy on the areas of IND/CTA, NDA, Clinical Trials, Manufacturing, and Post approval April 08, 2020 

Item Contents China Hong Kong India Indonesia Japan Korea Malaysia Philippines Singapore Taiwan Thailand Vietnam 
RDPAC/PhIRDA HKAPI OPPI IPMG JPMA KPBMA/KRPIA PhAMA PHAP SAPI IRPMA PReMA PG 

Clinical 
trials 

Adverse reaction 
reporting during 
clinical trial 

Adopt to ICH E2A, E2B(R3) 

-SUSAR occurred during the
clinical trial in China and outside
of China should be reported to
CDE.
-For fatal or life-threatening
SUSAR, sponsor needs to report
to CDE within 7 days after initial
receiving SUSAR; for non-fatal or
life-threatening SUSAR, sponsor
can report to CDE within 15 days
after initial receiving SUSAR.
-If Chinese translation can’t be
prepared well, sponsor can submit
the English report to CDE firstly,
then Chinese report can be
submitted in the next 15 days.

Serious and 
unexpected adverse 
events 
- Fatal/life threatening:
no later than 7 calendar
days; submit report in 8
additional calendar
days
- Others: 15 calendar
days

NSAE and serious 
expected adverse 
events: 
- Brief summary at the
end of trial

New Gazette GSR889(E) was 
published on 12 Dec. 2014. 
The rules of free medical 
management and financial 
compensation on 122DAB(30 
Jan 2013) was amended. 
Any report of serious adverse 
event of death occurring in 
clinical trial, after due analysis 
shall be forwarded by the 
Sponsor to Chairman of the 
Ethics Committee and 
Chairman of the Expert 
Committee constituted by the 
Licensing Authority as defined 
under rule 21(b) under 
Appendix XII with a copy of 
the report to the Licensing
Authority and the head of the 
institution where the trial has 
been conducted within 14 
calendar days of occurrence 
of the serious adverse event. 
While current provisions 
require payment of 
compensation in cases of 
injury or death of a subject 
occurring in a clinical trial due 
to the failure of an 
investigational product to 
provide the intended 
therapeutic effect, the 
notification changed this 
clause with adding 
supplementary item. It is 
effective from 12 Jun. 2015. 

Additional information: 
Sponsor should report 
serious adverse event 
in clinical trial which 
have life threatening 
within 7 working days 
start from the first time 
known the event, and 
following 8 working 
days to complete the 
report. 

Cases of death by 
unknown, adverse 
events have to be 
reported to PMDA 
within 7 days. 
Cases of death by 
known adverse 
event and unknown 
serious adverse 
event have to be 
reported within 15 
days. 

Serious and 
unexpected 
adverse events 
- Fatal/life
threatening: no
later than 7
calendar days;
submit report in 8
additional
calendar days
- Others: 15
calendar days 

Death or possibly 
leading to death 
SAEs within 7 
days, other SAEs 
within 15 days. 

Serious and 
unexpected 
adverse events 
- Fatal/life
threatening: no
later than 7
calendar days;
submit report in
8 additional
calendar days
- Others: 15
calendar days 
For expected 
ADRs, 
reporting is 
part of the 
regular 
progress 
report. 
(FDA Circular 
No. 2012-007) 

Fatal or life-
threatening 
unexpected ADRs: 
within 7 calendar 
days. 
All other serious 
unexpected ADRs: 
within 15 calendar 
days. 

(See EXPEDITED 
SAFETY 
REPORTING 
REQUIREMENTS 
FOR 
THERAPEUTIC 
PRODUCTS AND 
MEDICINAL 
PRODUCTS USED 
IN CLINICAL 
TRIALS) 

https://www.hsa.go
v.sg/docs/default-
source/clinical-
trials/hsa_ctb_guid
ance_expedited_sa
fety_reporting_2ma
y2017.pdf 

SUSAR: report to 
Authority within 7 
days for death and 
life threatening 
case, within 15 
days for other 
cause. It is same 
as international 
rule. 

To FDA: Only Local 
SUSAR, death or life-
threatening related to 
study product within 7 
days, other local 
SUSAR within 15 days 
(from sponsor 
awareness) 

To site IRB/EC: Death 
or life-threatening within 
7 days, other SAE 
within 15 days 
(FERCIT) 

Acc.to Decision 62/QD-K2DT dated 
June 2, 2017: 
CRO, and other relevant organization, 
person have responsibility to report 
AEs/ SAEs: 
a) AE/SAE occurred in VN territory:
- For death or life-threatening SAE:
urgently reported within 7 working days
when having SAE information.
- Other SAE: within 15 working days
when having SAE information. 
- In case of additional information on
medical happening of SAE, or
happening of patients with SAE, or
change of relationship between SAE
and investigational product: within 15
working days since the day having
additional information.
b) AE/SAE occurred outside VN
territory (VN is one of countries in multi-
national CT): All SAEs which makes
trial protocol change, or make trial
pause in one country member should
be reported to Administration of
Science Technology and Training-
MOH, EC of MOH, National center of
ADR and drug information as CIOMS
form or appendix 1 of the Decision 62.
- Timeline of report: not more than 15
working days since the day having
decision on trial protocol change, or
trial pause.

GCP site inspection Yes 
Clinical trial inspection was 
conducted based on the review 
needs. 
There are local institutes have 
been inspected by FDA already. 

Accredited to the sites 
by separate parties. 

Yes Yes 
NAFDC will do GCP 
site inspection during 
clinical trial 

Yes 
After NDA, PMDA 
inspects the 
applicant and 2-4 
medical institutions 
based on GCP. 

Yes, by the 
MFDS 

Yes Yes 
The authority 
inspects the 
applicant and 
medical 
institutions 
based on GCP, 
but is rarely 
conducted. 

Yes 
Will be conducted 
by the HSA Clinical 
Trial Branch, on 
locally conducted 
clinical trials. 

Yes 
TFDA request GCP 
on site inspection 
for TW NDA 
registration 
purpose studies 
after CSR is 
submitted.  
For oversea GCP 
inspection, TFDA 
and industries are 
still under 
discussion. 

Yes Yes 
GCP inspection is limited to domestic 
clinical site only. 
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Manu 
-facturing

Acceptance test for 
Import drug 

Specifications and test 
methods are set 
according to Chinese 
Pharmacopeia and 
product own specification 

Based on the 
approved 
particulars. 

Specifications 
and test 
methods are to 
be set 
according to 
registered 
specifications. 
Official in 
pharmacopeia 
or in-house 
specifications 
with validation 
data are 
available. 

Specification and 
test methods are 
following 
Indonesian 
Pharmacopeia, 
USP/NF, BP, 
EP, JP. 

Specifications 
and test 
methods are to 
be set 
according to 
JP. 

Specification and 
test methods are 
usually set in 
accordance with 
official 
compendium or 
registered in-
house 
specifications. 

Both compendial 
and non-
compendial 
specifications 
are accepted. 

Specifications and test 
methods are set according to 
pharmacopeia, or by 
companies supported with 
appropriate validation 
documents 

To be tested 
according to 
approved 
specifications 
& test methods 

There is no need to have acceptance 
test in Taiwan except for vaccine, and 
plasma produced products. TFDA will 
provide certification seal after TFDA 
acceptance test. TFDA will issue 
product releasing certificates and 
provide i serial sealing label on the 
individual products. 

Both compendial 
and non-
compendial method 
are acceptable 

Yes.  
With regard to vaccines, antibody containing sera, blood 
derivatives and plasma from human: The registrant must 
collect samples for quality control testing at the National 
institute for control of vaccines and biologics.  
The registrant must submit Test certificate, test standard 
and method, certified by the National institute for control 
of vaccines and biologics as part of the registration 
dossier 

Pharmacopeia All import drugs and 
domestic drugs should 
follow ChP2015. 

BP, USP, EP 
and JP. 
In-house 
specification 
for NCE is also 
accepted by 
DOH. 

If a DP/DS is 
official in the 
Indian 
Pharmacopeia(
IP) than must 
conform to IP if 
not official in IP 
than 
BP/USP/EU 
Pharmacopeia 
standards are 
to be followed 

Standard 
Pharmacopeia: 
Indonesian 
Pharmacopeia  
Other accepted 
Pharmacopeia: 
USP/NF, BP, 
EP, JP 

JP (Japanese 
Pharmacopeia) 

Standard: KP 
Accepted: JP, Ph. 
Eur (EP), USP 
(NF), BP, 
Deutshces 
Arzneibuch, 
Pharmaacipee 
Francaise 

The main 
pharmacopeia 
references are 
BP and USP. 
Others are JP 
and EP 

The FDA recognizes  
USP-NF, official 
Homeopathic 
Pharmacopoeia of the United 
States, Philippine 
Pharmacopoeia, 
official Philippine National 
Drug Formulary (PNDF), BP, 
EP, JP, Indian 
Pharmacopoeia, and any 
national compendium or any 
supplement to any of them 

Pharmacopeia
s accepted by 
HSA are Ph. 
Eur., USP, BP, 
and JP 

USP/NF, EP, JP, BP and ChP. are all 
acceptable. 

Standard 
Pharmacopoeia: 
USP 39/ NF 34 and 
supplements, BP 
2016 volume 1-5, 
the fifth edition of 
IP and 
supplements, the 
eighth edition of EP 
and supplements 
plus updated 
revision, JP 17th 
edition*, and Thai-
pharmacopoeia II 
volume I part 1 and 
supplements.  
In addition, the 
updated version of 
standard 
pharmacopoeia as 
announced is 
accepted. 
* effective in
February 2020

Standard:  Vietnam Pharmacopoeia 
Reference (USP/NF, JP, EP, BP, USP, Ph.Eur.) 
 Pharmacy business establishments and drug preparing 
facilities can apply Vietnam’s pharmacopeia or one of the 
following reference pharmacopeias: European, British, 
United States, International, and Japanese; 
(Source: Article 4 
Circular #11/2018/TT-BYT) 

GMP system 

What is current 
GMP requirements? 

-Chinese GMP 2010
version (MOH order 79)
-According to revised
China DAL, there will be 
no GMP certificating and 
relevant requirements will 
be included in the 
qualification of drug 
manufacturing license. 

PIC/S has 
been adopted 
for local 
manufacturer 
and overseas 
manufacturer. 

Indian GMP as 
outlined in 
Schedule M of 
DRUGS AND 
COSMETICS 
RULES, 1945. 
Then, these 
regulations and 
guidelines 
(Schedule M) 
were revised in 
order to be 
based on 
WHO-GMP in 
2003. 

PIC/S GMP & 
WHO GMP 
requirements 

Japan has 
been a 
member of 
PIC/S GMP 
since July 
2014. 

As South Korea 
joined to PIC/S 
membership in 
July, 2014, MFDS 
has been prepared 
a provision to 
harmonise the 
Korea Good 
Manufacturing 
Practice (KGMP) 
of Pharmaceutical 
Drugs with PIC/s 
guidelines and 
issued, MFDS 
Notification No. 
2015-35 in June, 
2015. The 
validation 
of GMP certificate 
is for 3 years from 
the completion of 
GMP inspection. 

PIC/S PIC/S GMP 
(Administrative Order No. 
2012-0008) 

PIC/S GMP 
requirements 

Amendments of PIC/S GMP for 
Medicinal Products (Part 1) on May 
13th. Please refer to TFDA 
website.( https://www.fda.gov.tw/TC/l
awContent.aspx?cid=68&scid=180&id
=3155 ) 

Thai FDA is PIC/s 
country member 
effective from 1 
Aug 2016. 

Local manufacturers follow WHO-GMP, or EU GMP 
standards issued by SRA countries in order to be granted 
certificate of eligibility for drug manufacturing. 
(Source: Article 3 
Circular #35/2018/TT-BYT,) 

For foreign manufacturers having drugs registered for 
marketing in Vietnam: must submit GMP from origin 
country. 
Mutual recognition, acceptance of inspection, audit 
outcomes from pharmaceutical regulatory authorities with 
regard GMP compliance shall be applicable to: 
a) Manufacturers of countries on the MOH-issued list of
countries with which Vietnam has international mutual
recognition treaty regarding GMP inspection outcomes,
ICH countries and Australia.
b) Manufacturers belonging to ICH member countries,
Australia and that are inspected and assessed as in
conformity with GMP by USFDA, EMA, Australia TGA,
Japan PMDA or Canada.
(Source: Article 96; Decree #54)
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Manu 
-facturing

GMP system 

Please describe 
GMP evaluation 
process by the 
authorities. 

1) For local drugs,
GMP system
inspection will be
conducted
combined with
pre-approval on-
site inspection
according to the
draft
Administration of
Drug Registration
(for public
comments now).

2) For import
drugs, GMP
inspection
conducted after
license approval,
usually combined
with on-site
inspection except
some special
cases.

For overseas 
manufacturer, 
inspection is usually 
not required if the 
manufacturer 
complies with the 
Pharmaceutical 
Inspection Co-
operation Scheme 
(PIC/S) GMP 
standards. 

For local 
manufacturer or 
manufacturer without 
PIC/S GMP 
certification, an 
inspection by 
pharmacist inspector 
will be conducted at 
the company's 
premises within 2 
weeks from the 
submission of a new 
application. The 
application will be 
considered by the 
committee. If 
approved, a license 
valid for 1 year will be 
granted. 

GMP inspection 
will be arranged 
before granting 
the 
manufacturing 
license and 
periodically 
The Licensing 
authority or by 
any other 
persons to whom 
powers have 
been delegated 
in this behalf by 
the licensing 
authority of India 
may inspect the 
manufacturing 
premises of 
manufacturing 
units outside 
India on need 
basis. 

Additional information  
BPOM Regulation No. 7 year 
2019 on the assessment on 
GMP compliance of imported 
drug manufacturing facilities. 

The manufacturer which is 
first time register export 
product to Indonesia should 
provide SITE MASTER FILE 
(SMF) for GMP evaluation. 
After evaluation of SMF, the 
NADFC will approve to 
continue registration process 
of NDA orrequest a desktop 
inspection or request site 
inspection. Before inspection,
the manufacturer should 
provide Pre-inspection 
document for preparation of 
the site inspection.  After 
inspection, the NADFC will 
issue approved or reject to 
continue registration NDA. 
The inspection report from 
other Authorized Health 
Authority can be consider for 
Waive of Inspection to the 
Manufacturer. 

GMP compliance 
is a pre-requisite 
for obtaining 
Product Marketing 
Approval in Japan 
(see Pre-approval 
inspection, GMP). 
GMP inspection of 
a licensed 
manufacturer is 
performed every 
five years either as 
an on-site 
inspection or by 
inspecting the 
documents. 

Pre-approval GMP review: 
1) documents (Minimum
requirements) -based
2) Site inspection.
In case MFDS visits the same
site within 5 years for another
products and submitting PIC/S
country’s inspection report
(contents should be detail
enough to fulfill MFDS
requirement), on-site
inspection could be waived. (In
case of sterile product (DS &
DP), waiter within 3 years, In
case of biologics, exemption
period is maximum 2 years.)
Even though MFDS does not
visit the site, documents for
GMP review should be
submitted.
In case a major change for
sterile products manufacturing
site happens such as
reconstruction, extend a
building, HVAC change, etc.,
despite of the same site, pre-
approval GMP review is
required
3) Supplementary request after
site inspection 

Manufacturers are 
subject to GMP 
conformity 
assessments through 
acceptable GMP 
evidence or GMP 
inspection. 

As explained above, GMP 
clearance is obtained either 
through desktop review (if 
PIC/S-GMP certified 
manufacturer), or through 
on-site inspection (for non-
PIC/S) 

For locally manufactured 
company, GMP certificate 
is issued through actual 
inspection. 

Domestic 
manufacturers in 
Singapore are 
subjected to 
licensing and 
periodic GMP 
audits by HSA. 
All new overseas 
manufacturers will 
be subjected to a 
GMP Conformity 
Assessment by 
HSA. 

Refer to GUIDE-20 
GMP Conformity 
Assessment of an 
Overseas 
Manufacturer (Last 
update Dec 2018) 

https://www.hsa.g
ov.sg/docs/default-
source/hprg/therap
eutic-
products/guide-
conformity-
assessment/guide-
mqa-020.pdf 

The PMF checklist “new 
formats” has been 
implemented since Jan 
1st, 2019. Please refer to 
TFDA website. 
(https://www.fda.gov.tw/
TC/siteListContent.aspx
?sid=301&id=417&chk=
9e77d38c-4b40-4e38-
839f-
d035268b9653&param=
pn%3d1%26sid%3d301) 

Updated dosage form 
classification in GMP 
was announced on 8-
Aug-2018. 

https://www.fda.gov.tw/T
C/lawContent.aspx?cid=
68&scid=180&pn=3&id=
2975 

GMP accreditation was 
replaced by GMP clearance. 
The application require for all 
product application and sites 
presented in P3 
On-site inspection will be 
required for non-PICs site. 

GMP evaluation process 
1.Authority announces decision
to set up evaluation team at
manufacturing site
2.Manufacturing establishment
presents summary of
organization, personnel and
activities applying for GMP
3.Evaluation team conducts
GMP assessment at the 
production facility. In cases 
where an establishment 
performs one or several stages 
of the production process, the 
evaluation content shall cover 
only the requirements 
corresponding to one or several 
production stages performed by 
the establishment; 
4.Evaluation team meeting with
manufacturing establishment to 
inform about any pending items 
5.Evaluation team prepare and
sign the evaluation form, to also 
be signed by manufacturing 
establishment  
6.Complete the Evaluation
Report: 

(Source: Article 7, Circular 
35/2018/TT-BYT) 

GMP system 

Please describe 
frequency/number of 
on-site inspections 
to 
domestic/overseas 
manufacturers by 
the authorities. 

Since Nov. 2019, 
CFDI newly 
established a 
column on its 
website to notice 
the list of drug 
registration 
applications 
received from 
CDE, to which 
CDE required 
research on-site 
inspections and 
manufacturing on-
site inspections, 
till now 2 batches 
including 53 
applications. 

Since the 
manufacture license 
valid for only 1 year, 
inspection will be 
made at least on 
annual basis for the 
concerned 
manufacturers. 

Annually. 
For overseas, 
CDSCO started 
inspection of 
Pharmaceutical 
firms for import 
registration of 
drugs. 

BPOM do not disclose total 
amount of inspection in a 
year. 

Referring to the BPOM 
Regulation No. 7 year 2019 
article 13: 

point 2 mentioned amounts 
of BPOM inspector at least 
2 person and maximum 4 
person each section 

Point 3. Mention that 
inspection conducted 
maximum 3 days for non 
steril products and 4 days 
for steril products. 

Point 4. Applicant’s QA 
person shall accompany 
during inspection. 

Number of on-site 
GMP inspections 
of overseas 
manufacturers in 
FY 2018 was 265. 

In principle, 3 years of 
inspection frequency for 
domestic manufacturing sites, 
however this may be 
shortened due to RMP; and 
three years for sterile products 
and five years for non-sterile 
products of inspection 
frequency at overseas 
manufacturing sites. 

MFDS doesn’t publicize the 
number of inspections for 
internal reasons. 
Instead, they make open the 
total number of manufacturers 
complying with KGMP. 

As of 2018, there are a total of 
389 companies including 
250(finished drugs), and 
139(drug substances). 

Number of GMP 
Inspections in 2018 
was 440. 

For local manufacturers, 
inspection is required prior 
to opening, with follow-up 
inspection within the 
validity of the issued 
license (three years). 

For foreign manufacturers, 
inspection is mandatory for 
non-PIC/S certified 
manufacturers. Follow-up 
inspection may be 
conducted but is not 
mandatory for renewal of 
GMP certificate. 
(Administrative Order No. 
2013-0022 and FDA 
Circular No. 2014-016) 

No data Overseas inspection in 
2019 for reference: 31 
inspection cases. 
The on-site inspections 
already arranged for 
2020 (as of Oct 31st 
2019): 26 inspection 
cases. 
Reference: 
https://www.fda.gov.tw/T
C/siteListContent.aspx?s
id=301&id=418 

- Domestic:
Non-sterile drug: every 3
years
Sterile drug: every 1-2 year
- Overseas: if needed

FDA's plan on inspection: 
(Note: The FDA is working on 
the update of this regulation, 
but not come out yet at time 
of report) 
 Routine Inspections ~ 60-70 
plants/year  
 Special inspection in special 
case 
 And there will be Follow up 
Inspection which they are 
setting on criteria (may be 
from Risk Assessment) 

GMP periodic inspection every 
3 years, ad-hoc inspection 
based on risk-assessment 
(Source: Article 9, Circular 
35/2018/TT-BYT) 
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Manu 
-facturing

DMF system 

Please describe 
DMF system (or 
plan for 
introduction). 
Is DMF mandatory 
or optional?  

Mandatory for NDA. 
According to NMPA Announcement on 
Relevant Issues of Further Improving the 
Bundling Review and Approval and 
Supervision Work (No.56 2019) and CFDA 
Announcement on Adjusting the Review and 
Approval Matters of the API, Excipients and 
Packaging Materials (No.146, 2017), CDE 
established a registration platform for 
API/excipients/packaging materials to support 
bundling review and approval with DP.  
The platform registration is mandatorily 
implemented before DP application submitted, 
besides special reasons. In these cases, DP 
applicant may provide research dossier of 
APIs/excipients/packaging materials when 
submitting the DP registration application, 
instead of the platform registration. 

Not specified. No DMF system 
exists. 
(Note: CMC part 
of application 
dossier is called 
DMF, but it does 
not mean DMF 
system as in 
other countries.) 
API DMF as per 
ICH CTD is also 
acceptable. 

DMF (open & 
closed part) of 
API are 
needed as 
mandatory for 
generic and 
NCE API. 

The 
submission of 
Master File 
(MF) is 
optional. 
Drug 
substance, 
Intermediate, 
New excipient, 
Packaging 
material etc. 
are 
components of 
the MF. 

NCE and API for generics should be 
submitted DMF since 2002. 
But all APIs should be registered by 
2015, but not completed yet. (Every 
year, MFDS announced the list of APIs 
which should be registered.) 
- orphan drugs, DNA recombinant
products, cell culture products,
biologics, cell therapies, gene
therapies, radiopharmaceuticals,
export-only drugs, pharmacologically
inactive ingredients (excipients,
additives, etc.) are excluded.

crude drugs whose pharmacological 
active ingredient, etc. is not identified 

Only drug substance (API) is subject 
of DMF. 

API for newly registered sterile 
injection should be submitted DMF 
since 2017. 
- Ingredients that fall under the drug
shortage prevention drugs
classification, and drug substances
aimed at providing nutrients (e.g.
glucose, amino acids, fatty acids,
vitamins, minerals, etc.) are excluded.

A DMF is required for API 
registration, and may be replaced 
by a CEP or full details of Part II 
S ACTD. 

With the 
adoption of 
the ASEAN 
CTD, 
maintenance 
of DMF is 
mandatory 
but not 
required for 
submission. 

DMF is optional, If a Drug Master 
File is submitted, then a separate 
declaration letter issued by the 
applicant must also be provided to 
state that the DMF submitted to 
HSA is identical to that submitted to 
the chosen reference drug 
regulatory agency. 

Appendix 11’ (GUIDELINE ON 
DRUG MASTER FILE (DMF)) 
describes the DMF process and 
documentary requirements for DMF 
submission (Last update 15 Jan 
2019) 

https://www.hsa.gov.sg/docs/default
-source/hprg-tpb/drug-master-
file/appendix-11_guideline-on-drug-
master-file.pdf 

Drug substance DMF is 
mandatory for NDA 
approval. 
DMF dossier can be 
reviewed during NDA 
review process or 
applied as a separated 
application. 
DMF is required for 
replacing or alternative 
sites of drug substance. 

Only SMF is 
required for 
GMP 
clearance. 

N/A 

DMF system 

Annual or periodical 
update reporting 
required?  

Yes 
Annual report should be submitted through 
CDE Applicant’s Window within the first 
quarter of each year. Variation issues should 
be included in the annual report. 

Not specified. N/A N/A No annual 
updated 
system. Partial 
change 
application or 
notification is 
required for 
changes. 
ICH Q12 is 
under 
consideration. 

Yes 
Annual report should be submitted by 
Jan. 31 every year if the relevant 
changes are applicable for the subject 
of annual report 

No 
(Changes are to be submitted as 
post-approval variation 
applications.) 
Assessment of an API will also 
be performed for a registered 
product prior to a product renewal 
application, which is required 
every 5 years presently. 

Only when 
required. 

Yes 
DMF holders and applicants are 
responsible for maintaining and 
updating the DMF. When a DMF 
has been updated, the table of 
summary of changes and the DMF 
Submission Form must be provided 
together with the updated sections 
of the DMF. If there are changes to 
the DMF that will result in a post-
approval variation to the drug 
product, product registrants must 
file a post-approval variation (see 
Chapter F Post-Approval Process). 

Appendix 11: GUIDELINE ON 
DRUG MASTER FILE (DMF) 

There is no annual 
update reporting in 
Taiwan. However, DMF 
approval is valid for 5 
years and combined 
with NDA drug license. 
Once the change 
including major or minor 
change, it should be 
filed to TFDA, the detail 
post-approval major/ 
minor change 
classification, please 
refer to appendix 12 of 
“Drug Review and 
Registration Guidance.” 

No 
Not required 

No 
N/A for imported 
products. 
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Manu 
-facturing

Contents of 
packaging label and 
language 

The required 
contents are 
described in 
CFDA order 24, 
Regulation on 
Drug Insert 
Sheet and Label. 
The contents 
should be written 
in Chinese 

English or 
English and 
Chinese, 
requirements 
described in 
Guidelines on 
the Labeling 
of 
Pharmaceutic
al Products. 

The required 
contents are 
described in 
rule 96 & 
Schedule D2 
of the Drug 
and Cosmetic 
Rules 1945. 
PI and 
packaging 
labels should 
be written in 
English. 

Annex X and 
XI , Drug 
Registration 
Guideline No. 
24 year 2019 
on minimum 
information 
that must be 
stated in the 
product 
information 
and 
packaging 
materials. 

The required 
contents are 
described in 
Article 50 of 
the PMD Act. 
The contents 
should be in 
Japanese 
language. 

For 
pharmaceutical 
products 
including 
prescription 
only, OTC 
drugs and 
quasi-drugs, 
the labelling is 
the 
summarized 
indication of 
efficacy and 
safety that 
must be 
exactly same 
to the 
registered/appr
oved 
product 
information by 
the Korean 
Health 
Authority. This 
is presented 
through three 
types of 
labelling 
like the 
following: 
• Package
leaflet
• Container
• Carton (outer
package)
The required
information
including
product name,
lot number,
dosage form,
name and
address of
manufacturer
or importer,
etc. is defined
in Articles 56,
57, 58, 59, 60
and 65 of the
PAA and
Articles
69, 70, 71, 74,
75, 76 and 77
of the
Regulation on
Safety of
Pharmaceutical
Drugs etc.

Details given 
in the DRGD. 
The labeling 
for 
pharmaceutic
al products 
are in English 
or Bahasa 
Malaysia. 
Some 
labelling 
statements 
are 
mandatory in 
Bahasa 
Malaysia. 

The required 
contents are 
described in 
Guidelines on 
the Labelling of 
Pharmaceutical 
Products. 
The contents 
should be 
written in 
English and/or 
Filipino. 
(Administrative 
Order No. 
2016-0008) 

Refer to: 
GUIDANCE 
ON 
THERAPEUT
IC 
PRODUCT 
REGISTRATI
ON IN 
SINGAPORE 
APPENDIX 7 
Points to 
Consider for 
Singapore 
Labelling, 1 
Nov 2016. 
The product 
labels, PI 
and/or PIL 
must be in 
English. If 
non-English 
text is 
included in 
the labelling, 
applicants 
must provide 
an official 
statement to 
declare that 
the non-
English text 
is complete, 
accurate and 
unbiased 
information 
and is 
consistent 
with the 
English text. 
Information 
provided in 
the labels 
should be 
consistent 
with the 
information 
submitted in 
the 
application 
dossier. Any 
discrepancies 
should be 
highlighted 
and brought 
to HSA’s 
attention 

The 
requirement 
is described 
in Article 20 
of 
“Regulations 
for 
Registration 
of Medicinal 
Products.” 
The contents 
of outer box 
should be 
both in 
English and 
Chinese. 
Chinese 
packaging 
insert is 
mandatory 
while English 
PI is optional. 
Any local 
redressing 
activities 
need CMO 
registration to 
the drug 
license and 
showed CMO 
information in 
the package 
insert. 

Follow 
ASEAN 
labeling 
requirements  
Thai 
language 
required for 
- category of
drug
-expiration
date
-special
warning
package 
leaflet in
Thai.

Vietnamese.  
New Circular on Labelling no. 01/2018/TT-BYT issued by the Ministry of Health on 18 January 2018. 
Outer package labels (article 7) 
For drugs, drug raw materials:   
1.1 The outer packaging label of a drug must show the following contents:  
a) Drug name;
b) Dosage form;
c) Composition, strength, weight or concentration of pharmaceutical substances, medicinal materials in the drug formulation;
d) Packaging specification;
) Indications, method of administration, contraindications;

e) Number of certificate of marketing registration or number of import license (if applicable);
g) Lot number, manufacturing date, expiry date, quality specification, storage conditions;
h) Warnings and precautions;
i) Name, address of manufacturer;
k) Name, address of importer (in the case of imported drugs);
l) Origin of the drug.
2. The outer packaging label of a drug raw material (including medicinal materials, traditional medicinal semi-finished medicinal
materials, semi-finished drugs) must show the following contents:
a) Name of the drug raw material;
b) Weight or volume of the drug raw material in the smallest package unit;
c) Quality specification of the drug raw material;
d) Number of certificate of marketing registration or number of import license (if applicable);
) Lot number, manufacturing date, expiry date, storage conditions of the drug raw material;

e) Name, address of manufacturer;
g) Name, address of importer (in the case of imported drug raw materials);
l) Origin of the drug raw material.
3. Labels of controlled drug raw materials (including semi-finished drugs):
Apart from the contents stipulated under clause 2 of this Article, raw materials being pharmaceuticals, medicinal material or semi-
finished drugs containing pharmaceutical substances, medicinal materials belonging to the List of narcotic, psychotropic substances,
drug precursors, hazardous drug raw materials, hazardous medicinal materials, radioactive drug raw materials, must have outer
packaging printed with the wording "Narcotic raw materials", "Psychotropic raw materials", "Drug precursor raw materials", "
Hazardous raw materials", "Hazardous medicinal materials "," Radioactive materials" respectively.
The wording "Narcotic raw materials", "Psychotropic raw materials", "Drug precursor raw materials", " Hazardous raw materials",
"Hazardous medicinal materials ","Radioactive materials" must be printed in Bold in a textbox and on the label’s facesheet bearing the
name of the drug raw materials.
4. Where the contents stipulated in clause 1 of this Article cannot be fitted into the outer packaging label, the contents stipulated in

s: indications, contraindications and other information: see
enclosed package insert".
Secondary packaging labels (article 8)
1. The secondary packaging label must show at a minimum the following contents:
a) Name of the drug;
b) Lot number;
c) Expiry date.
2. In cases where the secondary packaging is made of a transparent material that allows for information on the primary packaging 
label to be seen through, such secondary packaging does not have to be printed with the contents stipulated in clause 1 of this Article.
Primary packaging labels of drugs, drug raw materials (article 9)
1. Labels of drug primary packaging must show all the following mandatory contents:
a) Drug name;
b) The quantitative composition, strength, concentration or volume of pharmaceutical substances, medicinal materials in the drug 
formulation;
c) Lot number;
d) Expiry date;
) Name of manufacturer.

2. Labels of primary packaging of drug raw materials
With regard to drug raw materials that have an outer packaging showing all the contents stipulated in clause 2 and clause 3 Article,
unless they are removed from the outer packaging for retailing, labelling on the drug primary packaging shall not be required.
3. With regard to drugs, drug raw materials having no outer packaging, the contents stipulated for outer packaging labels under Article
7 of this Circular must be printed in full on the primary packaging.
Format of supplementary labeling (article 10)
1. Supplementary labels must show all the mandatory contents in Vietnamese language that are not yet available or still missing from
the original label in accordance with the provisions of Article 7 of this Circular.
2. Where the size of supplementary labels is to small to fit all the mandatory contents stipulated under clause 1 of this Article, some of
such contents shall be presented as follows:
a) Indications, method of administration, contraindications and other information: see enclosed package insert;
b) Cross reference of manufacturing date, expiry date, lot number that are presented on the original label;
c) Number of certificate of marketing registration or number of import license: may be left blank but number of certificate of marketing
registration or import license (if applicable) must be filled in before placing the drug on the market.
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Manu-
facturing 

Bar code on 
packaging materials 

According revised 
China DAL 
(Article 12), the 
State establishes 
and improves 
upon a drug 
traceability 
system. 

Not required for 
product 
registration. 

For product 
registration, no 
concern. 
For supply to 
government hospital: 
GTIN barcode is 
required 
Barcode requirements 
using GS1 
identification 
standards has been 
implemented. 
(Reference: The 
Office Memorandum 
No: Z-16025/02/08-
EPW dated 6th May 
2011 by MoHFW). For 
local Indian market, it 
is still not made 
mandatory. 

New Regulation 
2D Barcode 
Perka BPOM 
33/2018 which 
published on 
Dec 7, 2018. 
There are grace 
period 5 years 
for identification 
and grace period 
7 years for 
authentication.  
The grace period 
for both primary 
and secondary 
packaging. 
The regulation 
for drug, food, 
herbal medicine, 
cosmetic & 
health 
supplement. 

Yes 
Bar Code 
display 
including 
information 
such as 
expiration 
date, serial 
number or 
serial number 
and product 
code. 

MOHW Notification No. 2013-63 was issued to build the base of distributional information of 
domestically manufactured or imported pharmaceuticals by determining identification with 
barcodes/RFID tag. Except several products, all pharmaceutical drugs including the imported 
products must adhere a barcode since 2009. There are three codes of GS1 system, which 
can be used on the barcode. And, serial number is included in the information that barcode 
contains since 2015. 

No 
Bar code is 
optional. 

Following FDA 
Circular No. 
2016-011, the 
requirement for 
barcode is 
voluntary 

No 
No regulatory 
requirement on 
bar code. It is an 
internal company 
logistics 
requirement. 

The 
implementation 
temporarily 
suspended for 
prescribed 
drugs 
OTC products 
should be 
printed QR 
code in the 
outer box by 
Dec 31st 2019. 

No 
No regulatory 
requirement for Bar code 
But some hospitals 
require barcode 

Yes 
The label of the 
drug’s, the drug’s 
raw material 
outer packaging 
must be printed 
with a bar code 
or a QR (quick 
response) code 
or a Data Matrix 
Code (DMC): 

Post 
approval 

Renewal system of 
approved license 

Renewal is 
required every 5 
years, and should 
be submitted by 
MAH within 6 
months before 
expiration date of 
approval license. 

Renewal 
required every 5 
years. 

Renewal system has 
been implemented for 
the followings. 
1) Import license
(Every 3 years.
Renewal application
should be made three
months before the
expiry of the existing
license.)
2) Registration
certificate (Every 3 
years. Renewal 
application should be 
made nine months 
before the expiry of 
the existing license.) 
3) Manufacturing
license (Every 5
years. The license will
be expired if the
renewal applications
not made within six
months of its expiry)
Marketing
Authorization is one
time issue, no renewal
required.

Renewal 
required every 5 
years 

Not renewal, 
but a re-
examination 
system is 
adopted. 
Drug 
monitoring is 
required for 8 
years for NCE 
drug, 4-6 
years for new 
indication/ 
administration 
route and 10 
years for 
orphan drug. 

Below documents should be submitted: 

1. Data concerning safety management collected during the Effective Period and action plan
a. Data pertaining to the expedited report defined in Article 9 of the Regulation on Safety
Information Control of Medicinal Products, etc.
b. Data pertaining to the periodic data defined in Article 10 of the Regulation on Safety
Information Control of Medicinal Products, etc.   
c. If reporting history pursuant to the above paragraphs a, b is not available, SOP data shall
be submitted. 
2. Data concerning the state of use in foreign countries and the safety-related measures
a. Data defined in Article 5.1.7 of the Regulation on Pharmaceuticals Approval, Notification
and Review collected during the "Effective Period" (but, data defined in Article 6.1.7 of the

Regulation on Biological Drug Approval, Notification and Review in the case of
biological drugs, etc., and data defined in Article 6.1.7 of the Regulation on Herbal(oriental)
Medicine Product Approval, Notification and Review in the case of herbal drug products
(crude drug products)
3. Quality management data collected during the "Effective Period"
a. Data falling under „7.3 Product Quality Review” s tated in „Attached Table 1.Good
Manufacturing Practices(GMP) for pharmaceuticals under Article 48 of the Enforcement
Regulation”
b. A copy of the effective Certificate of Compliance for each pharmaceutical issued under the
provision of Article 48.2 of the Enforcement Regulation (for imported drugs, a copy of the
effective manufacturing certificate issued by the production country's government or public
institution)
4. Matters pertaining to labeling
a. Effective container · packaging and attached documents at the time of Renewal
Application under Articles 56 to 58 of the Act
b. Data pertaining to the labeling change history stated in Subparagraph 12 of Attached
Table 1 set forth in the Enforcement Regulation
5. Data pertaining to actual result of manufacture · import during the Effective Period
a. Data of manufacture · import results by year under Article 38.2 of the Act
b. Supportive data to confirm the exceptional conditions, for pharmaceuticals falling under
Article 21 of the Enforcement Regulation or Article 3.4 of this Regulation
6. Effective certificate of approval or notification of pharmaceutical manufacturing, marketing
and import

Renewal 
required every 5 
years. 
Renewal needs 
to be submitted 
6 months prior 
to registration 
expiry. 

Renewal 
required every 5 
years. 

Reference to 
“RETENTION OF 
THERAPEUTIC 
PRODUCT ON 
THE PRODUCT 
REGISTER 
TPB-GN-002-
001”. 

All registered 
therapeutic 
products will 
remain on the 
Register, unless: 
a) The
registration is
suspended or
cancelled by
HSA, or
b) The
registration is
cancelled by the
registrant, or
c) The registrant
has failed to
make a payment
for an annual
retention fee
within 60 calendar
days after the
retention fee due
date.

Renewal 
required for 
approved 
license every 5 
years. 
On-line 
renewal 
procedure (e-
submission) is 
mandatory 
from 1st Jul 
2020. 

There are 3 kinds of 
license in Thailand which 
are Manufacturing 
license, Import license 
and Sale license, all of 
which require annual 
renewal. 
Based on new Thai Drug 
Act 2019, the certificate 
of drug formula 
registration shall be valid 
for seven years from the 
date it was issued. The 
certificate of drug formula 
registration holder who 
wishes to apply for 
renewal of the certificate 
of drug formula 
registration shall submit 
an application to the 
licensing authority before 
the expiry date of the 
certificate of drug formula 
registration.  
The drug classified as 
narcotics and 
psychotropics shall 
subject to renewal every 
5 years. 
Product license will be 
automatically withdrawn if 
no production/importation 
every 2 consecutive 
years. 

MA validity is 
from 3-5 years (3 
years: NCE 1st 
time registered in 
VN; 5 years: 
generics and 
extensions).   
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Post 
approval 

Post marketing 
surveillance or 
safety monitoring 
program 

Yes 
Annual PSUR 
submission is 
mandatory until the 
first renewal date, 
and it becomes 
every 5 years after 
the first renewal 
date.  
Mandatory special 
monitoring is 
performed over 
drugs within the new 
drug monitoring 
period as well as 
drugs imported for 
the first time within 5 
years. The 
monitoring results 
shall be 
summarized, 
analyzed, evaluated 
and reported as 
required. 

In addition, safety 
annual report is 
requested by 
NMPA. 

For NCE only. 
PSUR has to 
be submitted 
every 6-
monthly for the 
first 2 years of 
product 
registration 
approval, and 
annually in the 
following 3 
years. 

PSUR submission 
is mandatory for a 
period of four 
years.  
For new drug, 
every 6 months 
for the first 2 
years, and 
annually for 
another 2 years. 
May be extended 
by the authority in 
the interest of 
public health. 
(Reference: 
Schedule Y of the 
Drugs and 
Cosmetics Rules 
amended in 2005) 
PSURs due for a 
period must be 
submitted within 
30 calendar days 
of the last day of 
the reporting 
period. 
For conditional 
approval, there is 
a case where 
Phase IV clinical 
trial imposed. 

Indonesia PV 
Guideline 2011 
article 3 & annex 
1 

PSUR submission 
is required only 
for NCE and 
certain product if 
it is required by 
HA.     
There is an 
obligation to 
report all Adverse 
Events 
(unexpected/expe
cted, serious/ non 
serious in 
Indonesia or 
foreign countries) 
to NADFC 
PSUR need to be 
submitted every 6 
months for the 
initial 2 years, and 
every years for 3 
years later 

Yes 
According to the 
ICH E2C(R2) 
guidelines, 
PSUR has been 
changed to 
PBRER. 
PBRER 
submission is 
mandatory 
every 6 months 
in the first two 
years and 
annually after 
two years. 
Use-result 
survey data 
should be 
included in the 
submission. 

< Expedited reporting of safety information> 
A. Those who received item licensure, when a foreign
government adopted measures equivalent to marketing
suspension or recall, or significant information subject to
reporting directed by the Minister of the MFDS became
available, shall report to the Minister of the MFDS within
15 days from the day they became aware of these
developments.
B. They shall report to the head of the Korea Institute of
Drug Safety and Risk Management (KDSRM) within 15 
days from the day they became aware of the serious 
adverse drug reactions (occasions where they became 
aware of the serious adverse drug reactions occurred 
overseas are also included). 
C. Expedited reporting of safety information pursuant to
B above shall be done through the home page of the 
KDSRM or by post with relevant electronic data 
attached. 
D. Safety information other than the expedited reporting
made pursuant to above A and B, shall be reported 
within 1 month following the end of every quarter through 
the home page of the KDSRM, or by post with relevant 
electronic data attached. However, if reporting cannot be 
made in time for unavoidable reasons, scheduled 
reporting dates and detailed reasons for delay shall be 
submitted to the head of the KDSRM.  

<Regular updated reporting of safety information> 
A. Those who received item licensure for drugs with risk
management plans (RMP) prepared, signal analyses, 
etc. for collected safety information, or benefit/risk 
assessment results shall be reported regularly to the 
Minister of the MFDS. 
B. Every six months for two years following drug
approval, and every year for three years after that, and
for the duration assigned by the Minister of the MFDS in
line with item properties, safety evaluation shall be
carried out, and evaluation results shall be reported
within two months after the duration concerned is over.

Yes 
PSUR/PBRER is 
mandatory for 
NME: every 6 
months in the 
first 2 years, and 
annually for the 
subsequent 3 
years. 
Other safety 
monitoring 
programs may 
be requested if 
deemed 
necessary. 

There is a 
requirement to 
conduct local 
Phase IV Clinical 
trials, in lieu of 
submitting 
PSURs. The 
protocol for the 
Phase IV trial is 
submitted 
together with the 
NDA Dossier. 

(FDA Circular No. 
2018-012 and 
FDA Circular No. 
2013-004) 

This is still subject 
to discussion with 
the submitted 
industry position. 

Yes 
Reference to: 
GUIDANCE FOR INDUSTRY 
POST-MARKETING VIGILANCE 
REQUIREMENTS FOR 
THERAPEUTIC PRODUCTS, 1 Nov 
2016 

This guidance addresses the types 
of documents to be submitted at the 
point of application for product 
registration, and during the post-
marketing phase of the therapeutic 
products (e.g. during variation 
application review or when new 
significant safety issues are 
identified). Include the following: 
 Records of adverse effects; 
 Serious adverse reaction (SAR) 

reporting;  
 Risk management plans (RMPs); 
 Periodic benefit-risk evaluation 

reports (PBRERs); 
 Updates on actions taken by other 

regulatory authority or company in 
response to safety issues. 

Yes 
Pharmacovigilance 
period is first 5 years for 
NCE drugs. PSUR 
should be submitted 
every 6 months in the 
first 2 years and 
annually for the rest 3 
years. 
PSUR/PBRER 
submission period can 
be adjusted based on 
global international 
birthday (IBD) and its 
data lock point (DLP) 
within 3 months of drug 
license collection. 

Yes 
Active 
pharmacovigilance for 
early approval drugs for 
example clinical phase 
II registration, SMP will 
be classified by risk 
level of drugs. 
Monitoring period 
depends on risk level 
(as FDA announcement 
on 28 Apr 2017). 

Yes 
Requirements 
regarding the safety 
[and] efficacy 
surveillance and 
evaluation reports 
1. Pharmaceutical
business
establishments,
medical service
establishments shall
monitor, supervise,
collect, synthetize,
evaluate information
and send reports to
the competent
authority of cases of
post vaccination
adverse reactions,
drug adverse
reactions.
2. The drug registrant
shall report on the 
safety [and] efficacy 
evaluation of drugs: 
a) To DI&ADR
National Centre every 
6 months throughout 
the marketing 
registration’s validity 
period for 
synthetizing, 
evaluation and 
reporting to Drug 
Administration; 
b) To Drug
Administration upon
submission of
application dossiers
for extension of
marketing registration
certificate;
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Post 
approval 

Risk Management 
Plan (RMP) 

-Adopt to ICH E2E for
the NDA submitted after
Feb. 12th 2020 and the
NDA approved after
May. 12th 2020.
-For the initial NDA or
BLA of oncology drug in
China, RMP should be
submitted to CDE
together with NDA/BLA.
When NDA/BLA
approved, MAH should
strictly implement the
pharmacovigilance plan
and risk minimization
measures specified in
the RMP.
-RMP is required the
dynamic review and
update, which initial
review will be 2 years
after drug launching.
When 5-year renewal of
license, MAH also
needs to report the
implementation status
of RMP.

One of the 
mandatory 
requirements for 
NCE registration. 

N/A at present Draft RMP under 
preparation 

RMP document is 
mandated for 
NDA as CTD 
M1.11. 

For improved management and control for known or potential 
risk of post-approved drug product, a 
risk management plan (RMP) was introduced from 01-Jul-
2015. 
New drugs, stem cell therapeutics, orphan drugs and drugs 
for which the Minister of the MFDS deems it necessary to 
submit risk management plans due to occurrence of serious 
side effects following marketing (e.g. valproic acid, 
isotretinoin, alitretinoin-contained drugs, etc.), drugs requiring 
re-evaluation as they are different from the already-approved 
drugs (for new composition of effective ingredient, only 
change on contents, new administration route and new 
indication), and drugs for which applicants deem it necessary 
to submit RMP 
RMP shall be prepared with the following items included: 
1. Safety-focused review items
A. Summary of safety data from non-clinical studies
B. Summary of safety data from clinical studies
1) Limitations of safety data on humans
2) Patient population for which safety was not reviewed at the
time of application for item licensure
3) Adverse reactions and adverse events that occurred after
use of relevant drugs
A) Defined risk requiring follow-up assessment
B) Potential risk requiring follow-up assessment
4) Defined interactions and potential interactions related to
relevant drugs
5) Epidemiological analysis results for indications and
adverse events of relevant drugs
6) Common actions of similar effective groups with the same
pharmacological mechanism
C. Summary of important safety review items requiring follow-
up assessment
2. Efficacy-focused review items
3. Pharmaceutical surveillance plans
A. General drug surveillance activities
B. Measures to address important safety/efficacy review
items requiring follow-up assessment
C. Important audit schedule and summary of measures to be
completed
D. Post-marketing surveillance plans, including Items B and
C (drug use surveillance results, therapeutic use clinical
trials, etc.)
4. Risk mitigation measures
A. Manuals for patients
B. Elements to ensure safe use
1) Education for patients who use relevant drugs
2) Education for doctors who diagnose and prescribe relevant
drugs and pharmacists who dispense and provide
medications and instructions
3) Secure control systems to make safe use relevant drugs
C. Instructions for experts such as doctors, pharmacists, etc.
D. Packaging inserts (drafts)
C. Instructions for experts such as doctors, pharmacists, etc.
D. Packaging inserts (drafts)
5. Drug surveillance methods

RMP document may be 
required for New Drug 
Products/ Biologics, as 
noted in DRGD. 

RMP is required 
for submission 
of NDAs. 
There's no local 
format of RMP, 
but FDA 
recommends 
compliance to 
EU format. 

Reference to 
“APPENDIX 16 
GUIDELINE ON THE 
SUBMISSION OF 
RISK MANAGEMENT 
PLAN DOCUMENTS”, 
1 Nov 2016. 

All NDA-1 and 
biosimilar product 
applications must 
have an 
accompanying RMP 
submitted. For other 
application types such 
as NDA-2 or 3, major 
variation application 
(MAV) or generic drug 
application (GDA), 
RMP documents may 
be requested by HSA 
on a case-by-case 
basis: 
 For NDA-2, the 

request for RMPs may 
be in response to a 
new safety concern 
arising from a new 
route of 
administration; 
 For MAV, the 

request may arise as 
a result of a new 
safety concern 
associated with a new 
indication that may 
require additional PV 
activities and/or RMAs 
 For GDA, a RMP 

may be required if the 
innovator or reference 
product has safety 
concerns that have 
been identified to 
require additional 
local PV activities 
and/or RMAs. 

The necessary of local RMP 
will be decided by TFDA 
during the NDA review. RMP 
protocol will be discussed 
and finalized between TFDA 
and NDA applicants. 

On 20 Apr 
2018, the Thai 
FDA announce 
a guideline on 
RMP for 
biological 
product list 
announced by 
FDA for NDA. 

Not a mandatory 
requirement.  
The request could 
be given following 
the decision of 
Advisory Council for 
the Grant of Drug 
Registration 
License. Risk 
management plan 
for a drug 
should include the 
following 
information: 
- Overview of drugs
- Safety information
-Pharmacovigilance
Plan
- Plan of Post-
marketing studies
- Risk minimization
activities
- Summary of the
plan
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Post 
approva 

Adverse drug 
reaction (ADR) 
reporting after 
marketing 

MAHs are required in this Announcement to submit the 
annual summary report of adverse drug reaction 
monitoring of the last year prior to March 31 each year. 
The writing requirements for the annual report will be 
published on the website of the National Center for 
ADR Monitoring of China. 

Serious adverse 
drug reactions 
have to be 
reported as soon 
as possible and 
not later than 15 
calendar days 
from date of first 
receipt 

Serious 
unexpected 
adverse 
reactions:  
must be reported 
to the licensing 
authority (DCGI) 
within 15 
calendar days of 
initial receipt of 
the information 
by the applicant. 
Serious and 
Non-serious 
adverse 
reactions need to 
be report to PvPI 
(Pharmacovigila
nce program of 
India) within 15 
days and 30 
calendar days 
respectively.  
Other: to be 
reported in 
PSUR 

Indonesia PV Guideline 
year 2011, article 3 and 
annex 1 

Reporting is mandated for 
ADR observed in post-
marketing products. 
1. AE Spontaneous serious
unexpected in Indonesia,
as soon as possible, not
more than 15 calendar
days.
2. AE spontaneous non-
serious unexpected in 
Indonesia, report every 6 
months. 
3. AE Spontaneous serious
expected in Indonesia, as 
soon as possible, not more 
than 15 calendar days. 
4. AE spontaneous serious
unexpected in foreign
countries, as soon as
possible, not more than 15
calendar days

Reporting is 
mandated for 
ADR observed in 
the post-
marketing 
products including 
PMS. Reporting 
period of Serious 
ADR is within 15 
days (or 30 days 
for expected 
ADR). 

Reporting is 
mandated for ADR 
observed in post-
marketing 
products including 
PMS. 
SAE: within 15 
days from reported 
day 
NSAE: within next 
year Feb from 
reported day 

Reporting is mandated for 
ADR observed for marketed 
products. 
PRHs are required to 
monitor and report any 
product safety issues that 
arise locally or 
internationally to the NPRA. 

The timeline for ADR 
reporting differs by reporter 
category. 
(Malaysian 
Pharmacovigilance 
Guidelines 2nd Edition 
2016) 

Reporting is 
mandated for 
ADR observed 
in post-
marketing 
products 
including PMS. 
Reporting 
period of 
Serious 
ADR/AE, ICSR 
is within 5 days 
and serious one 
must be 
reported 
promptly. 

Reference to 
“GUIDANCE FOR 
INDUSTRY 
POST-MARKETING 
VIGILANCE 
REQUIREMENTS 
FOR 
THERAPEUTIC 
PRODUCTS, 1 Nov 
2016. 

Upon becoming 
aware of any SARs, 
the company must 
report the event to the 
Vigilance and 
Compliance Branch 
as soon as possible 
within 15 calendar 
days. The regulatory 
reporting time clock 
starts as soon as any 
personnel of the 
company is aware of 
the SAR. 

Reporting is mandated for 
ADR observed in the post-
marketing products. 
For medical care institutions 
and pharmacies: 
1. Severe ADR cases

cause death or life-
threatening, the
timeline of reporting
and forwarding to
license holders is 7
days. The required
documents should be
submitted within 15
days.

2. other SADRs except of
death and life-
threatening, the 
timeline is 15 days 

For license holders, the 
report in accordance with 
regulations shall be 
submitted within 15 days 
once knowing the SADRs. 

Follow 
Guidance for 
Industry Post-
marketing 
Safety 
Reporting 
Requirements 
for Human Drug 
and Biological 
Products 
Including 
Vaccines 

Follow Ministry of 
Health guidance for 
ADR report. 

- Patient information
(Initials, gender,
age/date of birth,
weight)
- Details of AE*
Date of onset/latency, 
concise description of 
AE (e.g. type of rash), 
severity  
Suspected health 
products 
Brand name or active 
ingredient(s), dosage 
form, strength, 
manufacturer, batch 
number, 
- Administration route
- Concomitant health
product
- Anamnesis
- Reporter’s details
Name, profession,
place of practice,
contact no., email
address
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Post 
approval 

Variation guideline Yes 
NMPA (Former 
CFDA) issued  
Technical Guideline 
for Post-approval 
Changes to 
Manufacturing 
Process on Chemical 
Drugs on Aug. 29th, 
2017. (No.140 of 
2017) 

NMPA issued 3 draft 
Technical Guidelines, 
including Post-
approval Changes to 
CMC on both 
chemical drug 
products and 
biological products, 
and Post-approval 
Changes to Clinical 
Trial of Drugs on 
Nov. 8th 2019 for 
public comments. 

Please refer to 
the Guidance 
Notes on 
Change of 
Registered 
Particulars of a 
Registered 
Pharmaceutical 
Product/Substan
ce, issued by the 
Drug Office, 
Department of 
Health of Hong 
Kong. 

Chemical products:  
In case major change, 
approval is needed within 
30 days by submission of 
variation application. For 
minor change, it should be 
notified to the authorities 
within 30 days.  
(See Drugs and Cosmetics 
Rules, 1945) 

Biological products: 
LEVEL I - Supplements 
(Major Quality Changes); 
LEVEL II - Notifiable 
Changes (Moderate Quality 
Changes) 
LEVEL III - Annual 
Notification (Minor Quality 
Changes)  
(See Guidance for Industry: 
Post approval changes in 
Biologic Products – Quality, 
Safety and Efficacy 
Documents) 

Regulation of the Head of 
National Agency of Drug 
and Food Control No 24, 
year 2017 (Annex XVI): 
Criteria and Procedure of 
Drug Registration, 
1.Major Variation
2.Minor Variation
3.Minor Notification Do and
Tell

Yes 
Partial change 
application should 
be submitted for 
approval of 
changes. For minor 
changes, the 
notification system 
can be applied. 
Scope and 
handling of these 
changes are 
stipulated in the 
PMD Act and 
several notices. 

Pharmaceutical Affairs 
Act, Several notices 
and Guidelines exist. 
One of the several 
Guidelines is 
“Regulation on 
Pharmaceuticals 
Approval, Notification 
and Review”. 

Yes 
Malaysian Variation Guideline for 
Pharmaceutical Products; 
Malaysian Variation Guideline for 
Biologics 

Three guidelines exist for 
post-approval changes: 
1.FDA Circular No. 2014-
008
2.FDA Circular No. 2014-
008-A
3.FDA Circular No. 2016-
017

Requirements and process 
is similar to ASEAN 
Variation Guidelines, with 
additional country-specific 
changes and requirements. 

Note that the “Revised 
Guidelines for Minor 
Variations and Notifications 
for Pharmaceutical 
Products” is drafted in Jun 
2019. 

Yes 
Reference to 
“GUIDANCE ON 
THERAPEUTIC 
PRODUCT 
REGISTRATION IN 
SINGAPORE 
TPB-GN-005-005”; 
Chapter F Post-
Approval Process. 

Yes 
In Pharmaceutical Affairs Act 
and “Regulations for 
Registration of Medicinal 
Products”, there are some 
regulation taken as guideline. 

For the e-submission system 
(EXPRESS) online application 
for "drug product registration 
process, license renewal, 
withdrawal and the post-
market administration variation 
are mandatory to submit by the 
system from 1st Jul 2020 and 
related detail announced by 
TFDA is on the following 
website: 
https://www.fda.gov.tw/TC/site
Content.aspx?sid=9922  

Yes 
As per ASEAN 
Variation Guideline 
(AVG). 

Yes. As ASEAN 
harmonization.  
But some Vietnam-
specific items are 
modified or added. 

Post marketing 
clinical trial as 
approval 
requirement 

Yes 
In the case of 
“conditional-
approval”, post-
marketing clinical 
trials may be 
requested. 

Not required. It shall be based on the 
condition mentioned in New 
drug approved. Generally, 
all drugs approved for first 
time in India are requested 
to conduct post-marketing 
surveillance/trial. 

No conditional approval in 
Indonesia. We need to 
submit completed report for 
NDA submission 

Yes 
The Authority may 
request post-
marketing clinical 
trials as an 
approval 
requirement if 
further assessment 
of efficacy and/or 
safety is deemed 
appropriate by the 
Authority. These 
requested trial 
plans are included 
as a part of the 
Risk Management 
Plan (RMP). 

No 
MFDS request post-
marketing surveillance 
data as an approval 
requirement. If 
products such as 
orphan drugs, etc. 
have been 
conditionally approved, 
a phase 3 clinical trial 
is required as an 
approval requirement. 

No 
Post marketing clinical trial is not a 
standard approval requirement 
currently. 

There is a requirement to 
conduct local Phase IV 
Clinical trials, in lieu of 
submitting PSURs. The 
protocol for the Phase IV 
trial is submitted together 
with the NDA Dossier. 

(FDA Circular No. 2018-
012 and FDA Circular No. 
2013-004) 
The FDA may also request 
for any other additional 
studies before approval. 

No requirement Yes Yes 
Active 
pharmacovigilance 
for early approval 
drugs for example 
clinical phase II 
registration, SMP 
will be classified by 
risk level of drugs. 
Monitoring period 
will be between 1-2 
years depends on 
risk level 

No. But Phase 4 
can be requested 
by Advisory Council 
on issuance of 
marketing 
registration 
certificate for Drugs 
that have been 
licensed for 
marketing but still 
require further 
safety [and] 
efficacy 
assessment 
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Alice Chee Shi Hao Lim 

PHAP  Pharmaceutical and Healthcare Association of the Philippines 
Teodoro Padilla  Richard Simon Binos  Emeline Bautista 

PhIRDA  China Pharmaceutical Innovation and Research Development Association 
Xiaoti Lu Yuanlin Yang 

PReMA  Pharmaceutical Research & Manufacturers Association 
Pitchapon Noonbhakdi 

RDPAC  China Association of Enterprise with Foreign Investment R&D-based 
Pharmaceutical Association Committee 
Sara Wang Zhu Bo   Wu Tong 

SAPI  Singapore Association of Pharmaceutical Industries 
Christina Teo Regulatory Affairs Committee & Public Policy Committee 

PG  Pharma Group (Vietnam)  
RA-EWG                       Regulations and Approvals Expert Working Group 
 
 
 

With many thanks from PMRE Task Force: 
 
PMRE Publication Team 

Tomoyuki Otsuka (TF Lead) 
Regulatory Affairs: Osamu Inagaki (Sub-Lead), Kazuhiro Kaneko, Jun Hirao, Naoko Matsui 
Market Environment: Megumi Yoneyama (Sub-Lead), Hirokazu Matsukami, Hayato Deki 
Secretariat: Kazuharu Matsuoka, Erina Yamada 

 
PMRE Review Team 
 China：Nishiyama・Horie・Sato・Kuwahara（ME),  Kobayashi・Liu (RA) 

 Korea：Kim（ME), Okeya・Iwamoto（RA) /Taiwan：Kagawa（ME), Kiriyama（RA) 

 Thailand：Horio（ME), Yoneyama（RA) /Indonesia：Hayashi(ME）, Sakai（RA) 

 Malaysia：Tashiro（ME） Kawai（RA) /Vietnam: Hosokawa（ME), Higashiyama（RA） 

 Philippines：Chiba (ME), Hanazawa (RA) /India：Kuwahara (ME), Goto (RA) 

 Singapore：Hori（ME）, Katsukawa（RA) /Hong Kong：Matsukami（ME), Horio（RA) 
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Annex 1    Korea 



Foreign Clinical data 
Bridging data on Koreans 

1) Orphan drugs
2) Drugs for treating Aids, cancer or

life- threatening disease
3) Diagnostic reagents
4) Drugs that do not effect systemically

but locally
5) Drugs that have demonstrated no

ethnic differences
6) Other drugs recognized by

commissioner of KFDA

Exempt bridging data 

1) When the confirmatory study data for safety & efficacy
generated from Koreans living in Korea are available

2) Not show apparent differences between Koreans and other
ethnic groups: there should be no extrinsic factors between
Korea and other regions 

3) Given the characteristics of a drug developed from other
ethnic groups, when Koreans show similar reactions and
when it has been substantiated that the drugs previously 
approved in Korea under its  same drug group did not show 
differences between Korean and other regions in terms of 
safety and efficacy and dosage, dose regimen, and etc. 

Exempt bridging study 

When a bridging study is necessary to 
determine the application of foreign 
clinical data into Korea 

Determine the type of a bridging study to 
be needed (next slide) 

Bridging Data 

Conduct bridging study 

Exempt bridging data 

Completed Assessment of Foreign Clinical Data and Etc. 

When necessary, conduct a bridging study 
for safety 



BADAN PENGAWAS OBAT DAN MAKANAN 

REPUBLIK INDONESIA 

PERATURAN KEPALA BADAN PENGAWAS OBAT DAN MAKANAN 

REPUBLIK INDONESIA 

Menimbang 

NOMOR 24 TAHUN 2017 

TENT ANG 

KRITERIA DAN TATA LAKSANA REGISTRASI OBAT 

DENGAN RAHMAT TUHAN YANG MAHA ESA 

KEPALA BADAN PENGAWAS OBAT DAN MAKANAN 

REPUBLIK INDONESIA, 

a. bahwa untuk melindungi masy訂akat dari peredaran o bat

yang tid品王memenuhi persyaratan khasiat, ke出nanan,

dan mutu perlu dilakukan registrasi obat sebelum

died訂kan;

b. bahwa ketentuan kriteria dan tata laksana registrasi obat

sebagaimana telah diatur dal町n Peraturan Kepala Badan

Pengawas Obat dan M叫王町1an Nomor

HK.03.1.23.10.11.08481 Tahun 2011 tentang Kriteria

dan Tata L討王sana Registrasi Obat sebagaimana telah

beberapa kali diubah terakhir deng出1 Peraturan Kepala

Badan Pengawas Obat dan Makanan Nomor 17 Tahun

2016 tentang Perubahan Kedua atas Peraturan Kepala

Badan Pengawas Obat dan Makanan Nomor

HK.03.1.23.10.11.08481 Tahun 2011 tentang Kriteria

dan Tata Laksana Registrasi Obat perlu disesuaikan

dengan perkembangan ilmu pengetahuan dan teknologi

terkini;

Annex 2    Indonesia











































































































































































































































































































































































































































































































































Annex  3     Thailand

Number of reviewers New Generic (NG) Generic (G)
NCE NI NCO ND NR NDOS NS NB BF B

CMC 2 - 2 2 2 2 2 2 2 2 2 2
Clinical 2 2 2 2 2 2 2 1
Non-clinical 2 2* 1* 1* 1* -

2 2(BA/BE) -
1* 
1(labelling,efficacy&safety)1(labelling,efficacy&safety

) 2 1 1(labelling,efficacy&safety)

* If applicable

NCE = New Chemical 
Entity,

NI = New Indication, 
NCO = New 
Combination,

ND = New Delivery 
system,

NR = New Route of 
administration, NDOS 

= New Dosage form of 

Approved New Drug,

NS = New Strength of 
Approved New Drug 
NB = New Biological 
drug

BF = New Generic of 
Biological drug

New Drugs Biologics



Application Review Process 

Inquiries and questions by the PMDA 
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masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト
Annex 4 Japan

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト

masuko
タイプライターテキスト
( Source: Jiho. Drug Approval Licensing Procedures in Japan 2010. Tokyo. Jiho, Inc, 2011; P. 489. )



GUIDANCE ON THERAPEUTIC PRODUCT REGISTRATION IN SINGAPORE APRIL 2018 

HEALTH SCIENCES AUTHORITY – HEALTH PRODUCTS REGULATION GROUP     Page 19 of 169 

CHAPTER B REGISTRATION PROCESS 

A company seeking to market a therapeutic product in Singapore must obtain 

marketing approval from HSA through making an application for product 

registration. The registration process involves a series of steps, as shown in Figure 

1.  

PRE-SUBMISSION 

PREPARATION 

APPLICATION 

SUBMISSION 

APPLICATION 

SCREENING 

APPLICATION 

EVALUATION 

REGULATORY 

DECISION 

POST-APPROVAL 

CHANGES 

NON-ACCEPTANCE / 

WITHDRAWAL 

ACCEPTANCE 

APPROVAL 

NON-APPROVAL / 

WITHDRAWAL 

Figure 1 Registration Process for a Therapeutic Product 

Annex 5  Singapore
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THE GOVERNMENT 

OF VIETNAM 
_______ 

No: 54/2017/NĐ-CP 

THE SOCIALIST REPUBLIC OF VIETNAM 

Independence - Freedom - Happiness 
______________________________________

Hanoi, 08 May 2017 

DECREE 

Detailing a number of articles and measures for implementation of Law on Pharmaceutical 

________ 

Pursuant to the Law on Organization of the Government dated 19 June 2015; 

Pursuant to the Law on Pharmacy dated 06 April 2016; 

Pursuant to the request of the Minister of Health; 

The Government issued the Decree detailing some articles and measures for implementation of 

the Law on Pharmaceutical. 

Chapter I 

GENERAL PROVISIONS 

Article 1. Scope of regulation and subjects of application 

1. This Decree provides for Certificate of pharmacy practice; pharmaceutical business operations;

drug exportation, drug importation; marketing registration of medicinal materials, excipients, capsule

shells; the assessment of drug manufacturing establishments located in foreign countries; powers,

format, formalities pertaining to the recall of drug raw materials; handling measures for recalled drug

raw materials; dossiers, procedures, formalities and competence in the issuance of confirmation for

drug information, drug advertisement and drug price regulatory measures.

2. This Decree shall apply to national and foreign agencies, organizations, individuals engaging in

pharmaceutical related operations in Vietnam.

Article 2. Definition of terms 

In this Decree the below terms shall be construed as follows: 

1. Drug information is the collection, provision of drug-related information covering indications,

contraindications, dosage, administration routes, adverse drug reactions, and other information

pertaining to drug quality, safety and efficacy, disseminated by establishments responsible for drug

information with the aim of meeting the information requirements of pharmaceutical regulatory

authorities, organizations, individuals practicing medicine, pharmacy or users of drugs.

2. Drug introduction workshops are introductory sessions on drugs or drug related scientific symposia

intended for healthcare practitioners.

3. Semi-finished drug is a product that has undergone one, several or the all operations in the

processing, manufacturing process except the final packaging operation.

4. Drug’s import price is the customs value of an imported drug as stated in the customs value

declaration form at Vietnam port of entry after customs clearance.

5. Total cost price of a domestically produced drug is the total of the direct cost of raw materials,

consumables , tooling, equipment, energy plus (+) direct labour cost plus (+) direct cost of machine

depreciation  plus (+) production overhead cost  plus (+) financing cost (if any)  plus (+) selling cost

plus (+) management cost  minus (-) cost allocated to by-products (if any).

6. Drug’s wholesale price is the selling price at which a drug is sold by pharmaceutical businesses to

one another or its selling price chargeable by a business establishment to medical service

establishments.

7. Drug’s intended wholesale price is the price declared by the drug’s importer, manufacturer or

contract giver (in the case of contract manufacturing drugs) to the competent state authority.

8. Drug’s retail price is the price at which a drug is sold directly to buyers at retail establishments.

9. Retail mark-up is the monetary differential between the prices at which a retail establishment sells

and buys a drug.

10. Retail mark-up level is the percentage (%) ratio between the retail mark up and purchase price of a

drug a incurred by the retail establishment.

Annex 6      Vietnam
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Chapter II 

CERTIFICATE OF PHARMACY PRACTICE 

Section I 

DOSSIERS, FORMALITIES FOR THE ISSUANCE, REISSUANCE, CONTENT-

MODIFICATION AND WITHDRAWAL OF CERTIFICATE OF PHARMACY PRACTICE 

 

Article 3. Details regarding application dossiers for the issuance of Certificate of pharmacy 

practice 

1. Dossiers applying for Certificate of pharmacy practice issuance shall be prepared in accordance 

with the provisions of Article 24 of Pharmaceutical law and shall cover the following: 

a) Application for Certificate of pharmacy practice,  using Form no. 2 in Appendix I of this Decree, 

02 4cmx6cm portrait photographs of the applicant taken in front of a white background, not older than 

6 months to the date of dossier submission; 

b) Authenticated duplicate copy of professional diploma. Diplomas granted by foreign training 

institutions must be accompanied by an authenticated duplicate copy of the equivalency certificate 

issued by the competent authority as required in clause 2 Article 18 of this Decree; 

c) Original or authenticated copy of Medical certificate issued by a medical service establishment in 

accordance with the Law on medical examination and treatment; 

d) Original or authenticated copy of Certification of length of practice experience conforming to Form 

no. 3 Appendix I of this Decree. Where the applicant practiced at several establishments, the practice 

experience length shall be the cumulative total of all practice periods at all such establishments but a 

separate Certification for each of such establishments must be provided. 

đ) When an application for Certificate of pharmacy practice is made for several different operating 

areas requiring different lengths of practice experience, at different host establishments, the dossier 

must contain Certifications confirming the length of practice experience and competency areas from 

one or several establishments meeting the requirements of each of the respective operating areas, job 

positions applied for. Where the various operating areas applied for require the same length of 

practice experience and host establishment only one such Certification of practice experience length 

shall suffice. 

e) Original or authenticated copy of Certification of exam results issued by the exam administering 

establishment referred to in point c clause 1 Article 28 of this Decree must be submitted for exam-

based Certificate of pharmacy practice; 

g) Foreign nationals, Vietnamese nationals permanently residing abroad applying for Certificate of 

pharmacy practice through dossier examination route shall submit documentation demonstrating the 

attainment of language proficiency as stipulated under clause 2 Article 14 of Pharmaceutical law.  

2. Documents that are issued by the foreign competent authorities must be consular legalized in 

accordance with the regulations on consular legalization. These documents must be accompanied by a 

Vietnamese translated version, notarized in accordance with applicable regulations. 

 3. The documents required in this Article shall be submitted in 01 set. 

 

Article 4. Details regarding dossiers applying for reissuance of Certificate of pharmacy practice 

1. Application dossiers for reissuance of Certificate of pharmacy practice shall be prepared in 

accordance with the provisions of Article 25 of Pharmaceutical law and shall cover the following: 

a) Application for reissuance of Certificate of pharmacy in conformance with Form no. 4 in Appendix 

I of this Decree, enclosed with 02  4cmx6cm portrait photographs of  the applicant taken in front of a 

white background, not older than 6 months to the date of dossier submission; 

b) Duplicate copy of the previously issued Certificate of pharmacy practice, in the case such 

Certificate was lost.  

2. The documents required in this Article shall be submitted in 01 set. 

 

Article 5. Details regarding dossiers applying for content modification of Certificate of 

pharmacy practice 
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1. Dossiers requesting content modification of certificate of pharmacy practice shall be prepared in 

accordance with the provisions of Article 26 of Pharmaceutical law and shall cover the following: 

a) Application for content-modification of Certificate of pharmacy practice in conformance with Form 

no. 5 in Appendix I of this Decree, 02  4cmx6cm portrait photographs of  the applicant taken in front 

of a white background, not older than 6 months to the date of dossier submission; 

b) With respect to changes in personal information of the pharmacy practitioner, one of the following 

documents substantiating the changes under review shall be required: identification card, passport, 

residence registration booklet, citizenship card or certification papers pertinent to the changes under 

review issued by the competent authority according to applicable legislation. 

c) With respect to changes in scope of professional practice, the following documents substantiating 

the changes under review shall be required: corresponding professional diploma and certification of 

length of practice experience at suitable pharmaceutical establishments. 

2. The documents stipulated in point b, point c of this clause must be submitted in original or 

authenticated duplicate copy. 

3. Documents that are issued by the foreign competent authorities must be consular legalized in 

accordance with the regulations on consular legalization. These documents must be accompanied by a 

Vietnamese translated version, notarized in accordance with applicable regulations. 

4. The dossiers as required in this Article shall be submitted in 01 set.  

 

Article 6. Details regarding the issuance, re-issuance, content-modification, of Certificate of 

pharmacy practice 
1. Applicants shall submit application dossiers for the issuance, reissuance, modification of Certificate 

of pharmacy practice in person or by post to: 

a) Ministry of Health in the case of issuance, reissuance, modification of certificate of pharmacy 

practice through licensure exam route; 

b) Health Department of provinces, centrally affiliated cities in the case of issuance, reissuance, 

modification of Certificate of pharmacy practice through dossier examination. 

2. Upon receipt of an application dossier, the dossier receiving authority shall issue the applicant a 

Dossier receipt using Form no. 6 in Appendix I of this Decree.  

3. Where there is no request for follow up supplementation, revision, the dossier receiving authority 

shall be responsible to: 

a) Issue Certificate of pharmacy practice within 20 days from the date recorded in the Dossier;  If the 

application is refused, there shall be written response issued with refusal reasons clearly stated; 

b) Issue a certificate of pharmacy practice within 05 days from the date recorded on the Dossier 

receipt with respect to cases of Certificate being withdrawn under the provisions of clause 3 Article 

28 of Pharmaceutical law. If the application is refused there shall be a written response with refusal 

reasons clearly stated; 

c) Reissue, modify the content of, certificate of pharmacy practice within 10 days, from the date 

recorded on the Dossier receipt. If the application is refused, there shall be a written response with 

refusal reasons clearly stated.; 

4. If there is a follow up request for dossier revision, supplementation, the dossier receiving authority 

shall issue to the applicant a written notice to the effect within the time limits of: 

a) 10 working days, from the date recorded on the Dossier receipt in the case of application for 

certificate issuance; 

b) 05 working days from the date recorded on the Dossier receipt in the case of application for 

certificate issuance, modification. 

5. Upon receipt of the follow up submission the dossier receiving authority shall issue to the applicant 

a Receipt of follow up submission using Form no. 01 in Appendix I of this Decree  

a) If the follow up submission does not correctly address the requirements the certificate issuing 

authority shall notify the concerned applicant for the latter to complete the dossier according to the 

provision of clause 4 of this Article.  

b) If there is no further follow up request the dossier receiving authority shall proceed according to the 

provision of clause 3 of this Article. 
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6. The applicant must respond to the follow up request within 60 days from notification date. Past this 

timeline or 12 months from the date of initial dossier submission if the applicant fails to respond or 

the dossier still fails to meet the eligibility requirements the application dossier shall become void.  

7. Within 05 working days from the date of Certificate issuance, reissuance, modification, the dossier 

receiving authority shall update the following information on its web portal 

a) Name and address of Certificate holder; 

b) Certificate number; 

c) Professional practice areas; 

8. Certificate of pharmacy practice shall be made in 02 copies, one of which to be issued to the 

applicant; one for retention at the Certificate issuing authority office. 

9. Applicants for certificate reissuance or modification shall surrender the previously issued 

Certificate upon being issued with a new one. 

In the case of Certificate loss, the applicant must submit an Application for reissuance using Form no, 

04 Appendix I of this Decree. 

10. Form template for Certificate of pharmacy practice: 

a) Form no. 6 Appendix I of this Decree shall be applicable for Certificate of pharmacy practice 

issued through dossier examination route; 

b) Form no. 7 Appendix I of this Decree shall be applicable for Certificate of pharmacy practice 

issued through licensure exam route. 

11. The Minister of Health shall provide for the organization and operation of Advisory council for 

issuance of certificate of pharmacy practice. 

12. Applicants for Certificate to be reissued under the provision of clause 8 Article 24 of 

Pharmaceutical law shall be exempt of fee paying. 

 

Article 7. Formalities for withdrawal of Certificate of pharmacy practice 

1. Withdrawal of certificate of pharmacy practice of cases stipulated under clause 1,4, 5, 6, 7, 8, 9, 10 

and 11 Article 28 of Pharmaceutical law: 

Within 05 working days from receipt of the conclusions of audits, inspections of which a 

recommendation is made for the withdrawal of a Certificate or the discovery of cases stipulated under 

clause 1, 4, 5, 6, 7, 8, 9, 10 and 11 Article 28 of Pharmaceutical law, the Certificate issuing authority 

shall withdraw the concerned Certificate under its jurisdiction; otherwise it shall respond in writing to 

the recommending authority and state the reasons of non withdrawal  

2. Withdrawal of certificate of pharmacy practice of cases stipulated under clause 2, clause 3 Article 

28 of Pharmaceutical law: 

Within 05 working days from the point an error on a certificate of pharmacy practice is discovered or 

the point of a withdrawal request or a request regarding an error being found from the certificate 

holder, the certificate issuing authority shall withdraw the concerned Certificate under its jurisdiction; 

otherwise it shall respond in writing to the concerned organization or individual and state the reasons 

of non withdrawal. 

3. Responsibilities of the Certificate issuing, withdrawing authority: 

a) Issue Certificate withdrawal decision; 

b) Publish the withdrawal decision on its web portal, and send the decision to Ministry of Health and 

Health Departments nationwide; 

c) Update its website with information pertinent to the Certificate withdrawal. 

d) Within 05 (five) working days from the date of receipt of Certificate withdrawal decision from the 

Certificate issuing authority, Ministry of Health and Health Departments nationwide shall be 

responsible to publish such decision on their web portal.  

 

Section 2 

TRAINING, REFRESHER TRAINING ON PHARMACY PROFESSIONAL KNOWLEDGE 

 

Article 8. Syllabus, curriculum, format, method, duration of training, refresher training on 

pharmacy professional knowledge 
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Establishments offering training, refresher training on pharmacy professional knowledge shall 

develop a training curriculum covering the following key contents: 

1. Training contents: 

 a) Professional knowledge;  

 b) Pharmaceutical legislation and management knowledge; 

 c) Skills and techniques in pharmacy practice; 

 2. Formats, methods for practical skill teaching-learning, outcome assessment of practical 

skill participants suitable for each respective module, target participant, training level.   

3. Duration of training, refresher training on pharmacy professional knowledge: 

a) Professional knowledge: a minimum of 6 hours for university level participants; a minimum of 4 

hours for college, technical college, elementary levels and holders of other diplomas, certificates, 

certifications; 

b) Pharmaceutical legislation and management: a minimum of 6 hours;  

c) Skills and techniques in pharmacy practice: a minimum of 6 hours; 

 

Article 9. Requirements of establishments offering training, refresher training on pharmacy 

professional knowledge for practitioners 

1. Establishments offering training, refresher training on pharmacy professional knowledge must 

satisfy the following requirements: 

a) Belonging to one of the following categories of organizations: institutional educational/ vocational 

training establishments offering medicine, pharmacy programs;  educational institutions offering 

field-of-study codes in health science discipline; research institutions having mandate to provide 

medicine pharmacy training; establishments providing training for healthcare human resources; 

pharmaceutical trade associations;  

b) Having in place curricula for pharmacy training, refresher training in accordance with the 

provisions of Article 8 of this Decree. 

c) Having physical facilities and equipment to support the training programs’ requirements. 

d) Staffed with facilitators, lecturers for the delivery of training, refresher training courses (hereafter 

referred to as facilitators) satisfying the following requirements:  

- Facilitators of pharmaceutical knowledge modules must possess one of the qualifications set out 

under Article 17 and 18 of this Decree at a level of attainment not lower that held by class 

participants’ and at least 02 years of experience in the subject they are to facilitate. 

- Facilitators of pharmaceutical legislation and management must have at least 02 years of practice 

experience at a pharmaceutical regulatory, inspection agency or in the teaching of pharmaceutical 

management at an intermediate or higher level training establishment; 

- Facilitators of practical skills, techniques must have at least 03 years of suitable experience in the 

practical areas they facilitate. 

2. Establishments offering training, refresher training of pharmaceutical professional knowledge- that 

do not directly deliver the training, refresher modules on technical skills must have contractual 

arrangements with a suitable good practice compliant establishment for the delivery of such training, 

refresher training. 

 

Article 10. Application dossier for designation, modification of designation of establishments 

offering training, refresher training of pharmaceutical professional knowledge 

1. An application dossier for the designation of establishments offering training, refresher training of 

pharmaceutical professional knowledge shall comprise: 

a) Application for designation conforming to Form no. 08 in Appendix I of this Decree. 

b) Training curriculum covering the contents specified under Article 8 of this Decree. The curriculum 

document must be stamped with a suspending seal on the cover page and one impression of the seal 

across the margins of all pages if containing more than one page; 

c) Tabular list of physical facilities to demonstrate the establishment’ capability to provide the 

training, refresher training it register in the application for designation form stipulated under clause 1 

of this Article.  The tabular list must be stamped with  a suspending seal on the cover page and one 

impression of the seal across the margins of all pages if containing more than one page; 
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 d) List of facilitators of pharmaceutical training, refresher training of the establishment conforming to 

Form no. 09 in Appendix I of this Decree, accompanied by the scientist resume and professional 

qualification of each individual facilitator. 

đ) Authenticated duplicate copy of the contract the establishment enters to with the establishment with 

which it is to jointly deliver practical skills, techniques with regard to the cases referred to under 

clause 2 Article 9 of this Decree. 

2. Application dossier for designation modification in the cases of changes except the cases referred to 

in point d clause 1 of this Article shall comprise: 

a) Application for designation modification conforming to Form no. 10 in Appendix I of this Decree; 

b) Duplicate copy of documentation pertaining to the changes, stamped with a certifying seal on the 

first page of the document or an impression of the seal across the margins of all pages if containing 

more than one page. 

3. For changes in the list of facilitators referred to in point d clause 1 of this Article, the establishment 

must provide notification using Form no. 11 in Appendix I of this Decree. 

4. Application dossier must be submitted in one set enclosed with the electronic version of all 

constituting documents. 

 

Article 11. Procedures, formalities for designation, modification of designation of establishments 

offering training, refresher training on pharmacy professional knowledge 

1. Establishments applying for designation, modification of designation of establishment offering 

training, refresher training on pharmacy professional knowledge (hereafter abbreviated as training, 

refresher training establishment) shall submit in person or by post 01 set of application dossier in 

accordance with the requirements of Article 10 of this Decree to Health Department of the locality 

where their office is located.  

2. Upon receipt of an application dossier for designation, modification of designation of a training, 

refresher training establishment (hereafter abbreviated as designation dossier of training, refreshing 

training establishment), Health Department shall issue a Dossier receipt using Form no. 01 in 

Appendix I of this Decree.  

3. If there is no follow up request for dossier supplementation, revision, Health Department shall be 

responsible to: 

a) In the case of applications for designation, announce on its web portal the establishment eligible for 

offering training, refresher training on pharmacy professional knowledge within 30 days from the date 

recorded on Dossier receipt; 

b) In the case of applications for modification of one of the information regarding the designation 

announced made earlier, announce the modified status declaration of the establishment offering 

training, refresher training within 10 working days from the date recorded on Dossier receipt; 

4. If there is a follow up request for dossier revision, supplementation, Health Department shall issue 

the concerned establishment a written notification to the effect  within the time limits of: 

a) 15 working days from the date recorded on Dossier receipt in the case of applications for 

designation; 

b) 05 working days from the date recorded on Dossier receipt in the case of applications for 

modification of designation; 

5. Upon receipt of the follow up submission, Health Department shall issue a Dossier receipt using 

Form no. 01 in Appendix I of this Decree. 

a) If the follow up submission does not satisfy the requirements , Health Department shall provide 

written notification to the effect in accordance with the provision of clause 4 of this Article; 

b) If there is no further follow up request, Health Department shall announce the designation, 

modification of designation in accordance with the provision of clause 4 of this Article. 

6. Within 06 months from the notification date of the follow up request of Health Department, the 

concerned establishment must respond with the required follow up submission. Past this timeline or 

past 12 months from the date of the initial dossier submission, If the dossier still fails to satisfy the 

legibility requirements it shall become void.  
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7. Application for designation from establishments for which the previous designation was cancelled 

under the provision of clause 3 Article 12 of this Decree shall only be accepted by Department of 

Health after 12 months from the cancellation date  

8. Health Department shall be responsible to announce the designation of training, refresher training 

establishment on its web portal covering the following information: 

a) Name, address of the training, refresher training establishment; 

b) Areas of pharmacy professional knowledge the establishment is to provide; 

 

Article 12. Cancellation of designation of establishments offering training, refresher training on 

pharmacy professional knowledge 

a) Termination of pharmaceutical knowledge training, refresher training operations; 

b) Failure to meet one of the requirements of establishments offering training, refresher training as set 

out under Article 9 of this Decree. 

c) Falsification of documentation constituting the designation application dossier; 

d). Not operating for a consecutive 12 month period without notifying Health Department of the 

locality where the establishment’s office is located. 

 

Article 13. Procedures, formalities for cancellation, modification of designation of 

establishments offering training, refresher training on pharmacy professional knowledge 

1. Within 05 working days from receipt of an audit, inspection conclusion or a conclusion of the 

competent authority recommending the cancellation, modification of a designation involving the cases 

stipulated under Article 12 of this Decree, the concerned Health Department shall cancel, modify the 

designation of the establishment under its jurisdiction; if cancelation is not made it must respond in 

writing to the recommending authority and state clearly the reasons  

2. Within 05 working days from the date a cancellation, modification decision is made, the decision 

issuing Health Department shall be responsible to: 

a) Publish the decision to cancel, modify the designation of the concerned training, refresher training 

establishment on its web portal and send it to Ministry of Health and Health Departments nationwide; 

b) Update information regarding the cancellation, modification of the designation of the concerned 

training, refresher training  establishment on its web portal. 

3. Within 05 working date, from the receipt of the cancellation, modification decision, Ministry of 

Health and  Health Departments shall be responsible to publish it on their web portal. 

 

Article 14. Responsibilities of establishments offering training, refresher training on pharmacy 

professional knowledge 

1. Establishments shall only proceed to deliver training, refresher courses after the designation has 

been announced on Health Department’s web portal and shall delivery the training in accordance with 

the announced curriculum. 

2. Assess learning outcomes and award certificates of completion of training, refresher training 

programs using Form no. 12 in Appendix I of this Decree. 

3. Report annually to Health Department of the locality where its office is located the list of 

participants who have completed the training, refresher training program on professional knowledge 

using Form no. 13 in Appendix I of this Decree. 

4. Inform Health Department in writing of establishments suspending or resuming its operations. 

 

Article 15. Responsibilities of pharmaceutical regulatory authorities 

1.Ministry of Health shall be responsible to: 

a) Inspect, supervise establishments offering training, refresher training in pharmaceutical knowledge 

stipulated under Article 9 of this Decree. 

2. Request Health Departments for periodic reports, adhoc reports on the regulating of establishments 

offering  

2. Health Departments shall be responsible to: 

a) Inspect, supervise and coordinate with establishments in the locality stipulated under Article 9 of 

this Decree in the delivery of training, refresher training of pharmaceutical knowledge; 
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b) Update on its web portal the lists of participants completing the training, refresher  courses at 

training establishment in the locality; 

c) Publish on its web portal the operating status of establishments delivering training, refresher 

training in pharmaceutical knowledge in the locality. 

Article 16. Cost of providing training, refresher courses on pharmacy professional knowledge 

Participants of training, refresher training courses on pharmaceutical knowledge shall pay for the cost 

of the courses attended in accordance with applicable legislation. 

 

Section 3 

DETERMINATION OF PROFESSIONAL QUALIFICATIONS, 

JOB POSITIONS FOR ISSUANCE OF CERTICATE OF PHARMACY PRACTICE 

 

Article 17. Professional qualifications and job positions eligible for certificate of pharmacy 

practice  

1.  Bachelor degree in pharmacy shall mean university level degrees in pharmacy awarded by national 

education institutions that clearly state the title “Pharmacist”, “University level pharmacist” or 

“Advanced level pharmacist”. 

 2. Bachelor degree in general medicine shall mean university level degrees in general 

medicine awarded by national education institutions that clearly state the title “Medical doctor” or 

“General physician”. 

 3. Bachelor degree in traditional medicine or bachelor degree in pharmacognosy shall mean 

university level degrees in traditional medicine or pharmacognosy awarded by national education 

institutions. 

 4. Bachelor degree in biology shall mean university level degrees in biology awarded by 

national education institutions. 

 5. Bachelor degree in chemistry shall mean university level degrees in chemistry awarded by 

national education institutions. 

 6. Associate degree in pharmacy shall mean college level diplomas in pharmacy awarded by 

national education institutions. 

 7. College diploma in pharmacy shall mean technical college level diplomas in  pharmacy 

awarded by national education institutions that clearly state the title “Intermediate level pharmacist” 

or “technical  college level pharmacist” . 

 8. Associate degree, college diploma in medicine shall mean college level diplomas, technical 

school level diplomas in medicine awarded by national education institutions. 

 9. College diploma in traditional medicine or pharmacognosy shall mean technical school 

level diplomas in traditional medicine or pharmacognosy awarded by national education institutions. 

10. Elementary diploma, certificate in pharmacy shall mean certificates, certifications that clearly 

state the position of “Pharmacist assistant” or “Elementary pharmacist”. 

Article 18. Determination of practice scope allowed for indeterminate diplomas, job positions 

1. With respect to diplomas, certificates awarded by national training institutions the job position 

stated on does not fall into any of the categories set out under clause 1, 2, 7 and 10 Article 17 of this 

Decree, the determination of practice scope they confer shall be decided upon by the competent 

authority for certificate issuance based on consultative opinions of Advisory council for issuance of 

pharmacy practice certificate. 

 2. Diplomas, certificates awarded by foreign training institutions must be recognized by 

Ministry of Training and Education . The determination of practice scope allowed for diplomas, 

certificates awarded by foreign training institutions shall be undertaken in accordance with the 

provision of clause 1 of this Article.  

Section 4 

PHARMACY PRACTICE EXPERIENCE 

Article 19. Internship hosting establishments 

1. Internship hosting establishments shall be those stipulated under clause 2 Article 12 of 

Pharmaceutical law, covering: pharmaceutical businesses, pharmacy department of medical service 

establishments, pharmacy training institutions, pharmaceutical research institution, drug, drug raw 
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material testing establishments, pharmaceutical regulatory agencies or representative offices of 

foreign traders operating in pharmaceuticals in Vietnam (hereafter referred to as pharmaceutical 

establishments); medical service establishments suitable to the intern-practitioner’s professional 

competency. 

2. Suitable internship hosting establishment shall be those stipulated under clause 1 of this Article that 

operate in areas commensurate with the professional competency areas sought by the intern-

practitioner as set out under Article 20 of this Decree. 

3. The internship hosting establishments shall certify the length of practice experience for the intern-

practitioner using Form no.03 in Appendix I of this Decree and be responsible for the content they 

certify. 

4. For drug retailers: 

a) Apart from complying with the provision of clause 3 of this Article, prior to providing 

preceptorship to the intern practitioners, the head of the host establishment must send the list of 

practitioners registering for internship at their site using Form no 14 in Appendix I of this Decree to 

Health Department of the locality where it has office, covering: Name, address of the host 

establishment; full name of practitioners registering for internship; content of the internship program; 

internship start date; assigned preceptor; 

b) Within 05 (five) working days from receipt of the list of practitioners registering for internship, 

Health Department shall be responsible for publishing on its web portal the contents set out in point a 

of this clause. 

Article 20. Contents of internship program 

1. For the position of pharmacist in charge of manufacturers of drugs, pharmaceutical substances, 

excipients, capsule shells: 

a) The pharmacist in charge of drug manufacturing establishments, except the cases referred to 

in point c of this clause, must have practice experience in one of the following competency areas: 

drug formulation, drug testing, drug research and development; pharmaceutical regulatory function at 

a pharmaceutical regulatory agency; 

b) The pharmacist in charge of establishments manufacturing drug raw materials that are 

pharmaceutical substances, excipients, capsule shells must have practice experience in one of the 

following competency areas: drug manufacture; drug testing; research and development of drugs, drug 

raw materials; production of drug raw materials, chemicals; pharmaceutical regulatory function at a 

pharmaceutical regulatory agency; 

c) The pharmacist in charge of establishments manufacturing vaccines, biologicals and raw 

materials for vaccines, biologicals must have practice experience in one of the following competency 

areas: manufacture of vaccines, biologicals, quality control testing of vaccines, biologicals, product 

research and development of vaccines, biologicals; pharmaceutical regulatory function at a 

pharmaceutical regulatory agency; 

d) The pharmacist in charge of establishments manufacturing traditional drugs must have 

practice experience in one of the following competency areas: manufacture, processing of traditional 

drugs, quality control testing of traditional drugs, product research and development in the production 

of traditional drugs, regulatory function over pharmacy, pharmacognosy at a pharmaceutical 

regulatory agency. 

2. For the position of quality assurance in charge of establishments manufacturing drugs, 

pharmaceutical substances, excipients, capsule shells: 

a) The quality assurance in charge of establishments manufacturing drugs, except the cases 

referred to in point c of this clause, must have practice experience in one of the following competency 

areas: manufacture, testing, quality assurance, product research and development in drug manufacture 

or drug testing establishment; 

b) The quality assurance in charge of establishments manufacturing drug raw materials being 

pharmaceutical substances, excipients, capsule shells must have practice experience in one of the 

following competency areas: manufacture, testing, quality assurance, product research and 

development at manufacturing establishments of drugs drug raw materials. 

c) The quality assurance in charge of establishments manufacturing vaccines, biologicals and 

raw materials for vaccines, biologicals must have practice experience in one of the following 
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competency areas: manufacture, testing, quality assurance, product research and development at 

manufacturing or testing establishment of vaccines, biologicals. 

3. For the position of pharmacist in charge and quality assurance in charge of establishments 

manufacturing medicinal materials 

a) The pharmacist in charge, the quality assurance in charge of establishments manufacturing 

medicinal materials must have practice experience in one of the following competency areas: 

manufacture, formulation, processing  of medicinal material drugs, traditional drugs, medicinal 

materials, testing of drugs, drug raw materials, in process quality assurance, of drugs, drug raw 

materials, formulation, processing traditional drugs; regulatory functions in pharmaceuticals, 

traditional medicine and pharmacognosy at a pharmaceutical regulatory agency; 

b) The pharmacist in charge, the quality assurance in charge of household businesses, cooperatives 

manufacturing medicinal materials must have practice experience in on the of following competency 

areas: manufacture of drug raw materials, drug testing, in process quality assurance, research study of 

medicinal materials, traditional medicine; formulation, processing traditional drugs; regulatory 

functions in pharmaceuticals, traditional medicine and pharmacognosy at a pharmaceutical regulatory 

agency. 

4. For the position of pharmacist in charge of establishments wholesaling drugs, drug raw materials 

a) The pharmacist in charge of establishments wholesaling drugs except the cases referred to in point 

c of this clause must have practice experience in one of the following competency areas: wholesaling 

drugs , drug raw materials, regulatory function at a pharmaceutical regulatory agency; 

b) The pharmacist in charge of establishments wholesaling drug raw materials must have practice 

experience in one of the following competency areas: manufacture of drug raw materials, chemical 

manufacture, testing of drugs, drug raw materials, research study in chemistry technology, 

pharmaceutical technology; drug wholesale, drug importation; storage of drugs, drug raw materials; 

regulatory functions in pharmaceuticals, traditional medicine and pharmacognosy at a pharmaceutical 

regulatory agency. 

c) The pharmacist in charge of establishments wholesaling vaccines, biologicals must have practice 

experience in one of the following competency areas: manufacture; wholesale; storage; quality control 

testing of, vaccines, biologicals; research in vaccines, biologicals; regulatory function at a 

pharmaceutical regulatory agency . 

d) The pharmacist in charge of establishments wholesaling medicinal materials, traditional drugs must 

have practice experience in one of the following competency areas: wholesaling, providing storage 

service of drugs, medicinal materials; manufacture of drugs, medicinal materials, testing of drugs, 

drug raw materials, traditional drugs; research in medicinal materials, traditional medicine; regulatory 

function at a pharmaceutical regulatory agency. 

5. For the position of pharmacist in charge of establishments exporting, importing drugs, drug raw 

materials 

a) The pharmacist in charge of establishments exporting, importing drugs, drug raw materials, except 

the cases referred to in point b and  c of this clause, must have practice experience in one of the 

following competency areas: drug wholesale; drug export import; drug manufacture; testing of drugs, 

drug raw materials; good practices in drug storage; regulatory functions pertinent to drug marketing, 

export, import, wholesale of drugs, drug raw materials; regulatory function at a pharmaceutical 

regulatory agency. 

b) The pharmacist in charge of establishments exporting, importing vaccines, biologicals must have 

practice experience in one of the following competency areas: manufacture; wholesale; commercial 

storage service; testing of vaccines, biologicals; research in vaccines, biologicals; managerial 

functions pertinent to vaccines, biologicals; usage of vaccines, biologicals; regulatory function at a 

pharmaceutical regulatory agency. 

c) The pharmacist in charge of establishments exporting, importing medicinal materials, traditional 

drugs must have practice experience in one of the following competency areas: wholesale of drugs, 

drug raw materials; storage of drugs, drug raw materials; manufacture of drugs, drug raw materials; 

testing of drugs, drug raw materials, traditional drugs, research in medicinal materials, traditional 

medicine; regulatory functions in pharmaceuticals or traditional medicine and pharmacognosy at a 

pharmaceutical regulatory agency. 



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

6. For the position of pharmacist in charge of drug retailers 

a) The pharmacist in charge of drugstores, drug counters, commune health clinics’ drug cabinets  must 

have practice experience in one of the following competency areas: drug wholesale, drug retail; drug 

export import; clinical pharmacy, drug supply in medical service establishments; drug manufacture; 

testing of drugs, drug raw materials; pharmaceutical research; drug storage; drug distribution; 

regulatory functions at a pharmaceutical regulatory agency. 

b) The pharmacist in charge of establishments specializing in the retail of medicinal materials, 

medicinal material drugs, traditional drugs, except the cases referred to in point c clause 2 Article 13 

of Pharmaceutical law, must have practice experience in one of the competency areas relating to 

manufacture, research, trading, delivery of medical services using traditional medicine or regulatory 

function in pharmaceuticals, traditional medicine and pharmacognosy at a pharmaceutical regulatory 

agency. 

7. For the position of pharmacist in charge of drug, drug raw material testing service providers 

a) The pharmacist in charge of drug, drug raw material testing service providers, except the cases 

referred to in point b of this clause, must have practice experience in one of the following competency 

areas: testing of drugs, drug raw materials, research study pertinent to the manufacture, testing, 

analysis of drugs, drug raw materials; regulatory function at a pharmaceutical regulatory agency; 

b) The pharmacist in charge of vaccine, biological testing service providers must have practice 

experience in one of the following competency areas: drug testing, drug raw material testing; quality 

control testing of vaccines biologicals; research study pertinent to the manufacture, testing of 

vaccines, biologicals; drug storage covering vaccines, biologicals in scope; regulatory function at a 

pharmaceutical regulatory agency. 

8. The pharmacist in charge of providers of clinical trial service, bioequivalence study on drugs must 

have practice experience in one of the following competency areas: bioequivalence study on drugs, 

clinical trial on drugs; testing of drugs, drug raw materials; pharmacologic study, clinical pharmacy; 

regulatory function in pharmaceuticals or traditional medicine and pharmacognosy at a 

pharmaceutical; regulatory agency. 

9. For the position of clinical pharmacist in charge of medical service establishments 

a) The clinical pharmacist in charge of medical service establishments must have practice experience 

in one of the following competency areas: drug bioequivalence study; clinical trial on drugs; research 

in pharmacology, clinical pharmacy, pharmacovigilance at a drug information centre and surveillance 

of drug adverse reactions; 

b) The clinical pharmacist in charge of traditional medicine medical service establishments must have 

practice experience in one of the following competency areas: clinical trial on drugs; research in 

pharmacology, clinical pharmacy; pharmacovigilance at a drug information centre and surveillance of 

adverse reactions of traditional drugs. 

10. Pharmacist in charge of providers of drug, drug raw material storage service  

a) The pharmacist in charge of providers of drug, drug raw material storage service must have practice 

experience in one of the following competency areas: drug storage; regulatory function in 

pharmaceuticals, traditional medicine and pharmacognosy at a pharmaceutical regulatory agency; 

b) The pharmacist in charge of providers of vaccine, biological storage service must have practice 

experience in one of the following competency areas: drug storage service covering vaccines, 

biologicals in scope; manufacture of vaccines, biologicals; quality control testing of vaccines, 

biologicals; regulatory function at a pharmaceutical regulatory agency. 

Article 21. Length of practice experience required of holders of post graduate specialty 

qualifications 

1. Holders of post graduate specialty qualification holders shall be those who hold of one of the 

following degrees: 

a) Master degree in pharmacy, traditional medicine and pharmacognosy, chemistry, biology (hereafter 

referred to as master) 

b) Doctorate degrees in pharmacy, traditional medicine and pharmacognosy, chemistry, biology 

(hereafter referred to as doctorate); 

c) Specialization I or specialization II under post graduate specialization track decreed by the Minister 

of Health. 
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2. Length of practice experience required of holders of post graduate specialty qualifications shall be 

commensurate with the respective practice areas as follows: 

a) Length of practice experience required of holders of post graduate qualifications in pharmaceutical 

formulation, pharmaceutical engineering, drug testing shall be reduced with regard to the positions of 

pharmacist in charge, quality assurance in charge of drug, drug raw material manufacturer, pharmacist 

in charge of providers of drug, drug raw material testing service, specifically by: 

- 06 months for holders of master degrees or specialization I 

- 01 year for holders of doctorate degrees or specialization II  

b) Length of practice experience required of holders of post graduate qualifications in pharmacology, 

clinical pharmacy shall be reduced with regard to the positions of pharmacist in charge of providers of 

services of drug bioequivalence study, clinical trial on drugs, drug retailers, clinical pharmacist in 

charge of medical service establishments, specifically by: 

- 06 months for holders of a Master degree or specialization I 

- 01 year for holders of a Doctorate degree or specialization II 

c) Length of practice experience required of holders of post graduate qualifications in medicinal 

materials, traditional medicine and pharmacognosy shall be reduced with regard to the positions of 

pharmacist in charge of businesses specializing in medicinal materials, traditional drugs, clinical 

pharmacist in charge establishments providing medical services in traditional medicine, specifically 

by: 

- 06 months for holders of a Master degree or specialization I; 

- 01 year for holders of a Doctorate degree or specialization II. 

d) Length of practice experience required of holders of post graduate qualifications in infection, 

microbiology, preventive health, shall be reduced with regard to the positions of pharmacist in charge 

of wholesalers, providers of storage services for vaccines, biological products, specifically by: 

- 06 months for holders of a Master degree or specialization I; 

- 01 year for holders of a Doctorate degree or specialization II. 

đ) Length of practice experience of holders of post graduate qualifications in pharmaco-economics or 

pharmaceutical regulatory affairs shall be reduced with regard to the positions of pharmacist in charge 

of drug wholesalers, chemo pharmaceutical retailers (except commune health clinics’ drug cabinets), 

providers of drug storage services, specifically by: 

- 06 months for holders of a Master degree or specialization I; 

- 01 year for holders of a Doctorate degree or specialization II.  

e) Length of practice experience of persons holding post graduate specialty qualifications in 

pharmaco-economics or pharmaceutical regulatory affairs shall be reduced for the positions of 

pharmacist in charge of retailers of medicinal material drugs, traditional drugs, commune health 

clinics’ drug cabinets, specifically by: 

- 03 months for holders of a Master degree or specialization I; 

- 06 months for holders of a Doctorate degree or specialization II. 

 

Section 5 

LICENSURE EXAM FOR PHARMACY PRACTICE 

Article 22. Exam format, content, syllabus 

1. Exam format: group exams held at the test administration site or online exams. 

2. Exam contents, covering: 

a) General knowledge for pharmacy practitioners; 

b) Professional knowledge  commensurate with the respective job positions requiring certificate of 

pharmacy practice as stipulated under Article 11 of Pharmaceutical law. 

3. The Minister of Health shall specify the exam protocol, content, test databank, pass-fail score scale 

for the issuance of Certificate of pharmacy practice. 

Article 23. Requirements of establishments administering licensure exams for Certificate of 

pharmacy practice 

1. Establishments administering licensure exams for Certificate of pharmacy practice shall be 

universities of pharmacy, traditional medicine and pharmacognosy specialization. 
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2. They must have a proposal for exam administration conforming to Form no.15 in Appendix I of 

this Decree  

Article 24. Dossier for designation of exam administration establishment for Certificate of 

pharmacy practice 

1. An application dossier for designation of exam administration establishment for Certificate of 

pharmacy practice shall comprise: 

a) Application for designation conforming to Form no.16 in Appendix I of this Decree. 

b) Proposal to administer Certificate of pharmacy practice licensure exams in accordance with the 

provision of clause 2 Article 23 of this Decree; 

c) Certified duplicate copy of the Decision for formation or Operating license of the establishment. 

2. Dossier for modification of designation the case of establishments undergoing changes in names, 

addresses: 

a) Request for designation modification conforming to Form no. 17 in Appendix I of this Decree. 

b) Authenticated duplicate copy of papers demonstrating the changes in the establishment’s name, 

address, issued by the competent authority; 

3. Dossier for modification of designation in the case of establishments undergoing changes in the 

scope of the exams they administer: 

a) Request for designation modification conforming to Form no. 17 in Appendix I of this Decree. 

b) Proposal to administer Certificate of pharmacy practice licensure exams in accordance with the 

provision of clause 2 Article 23 of this Decree;  

Article 25. Formalities for designation, designation modification of establishments 

administering certificate of pharmacy practice licensure exams 

1. Establishments requesting for designation, modification of designation of establishment 

administering licensure exams for certificate of pharmacy practice (hereafter abbreviated as 

designated exam administration establishment) shall submit in person or by post 01 set of application 

dossier in accordance with the requirements of Article 24 of this Decree to Health Ministry. 

2. Upon receipt of an application dossier for designation, designation modification of exam 

administering establishment (hereafter abbreviated as designation dossier of exam administering 

establishment), Ministry of Health shall issue a Dossier receipt using Form no. 1 in Appendix I of this 

Decree. 

3. If there is no follow up request for dossier supplementation, revision, Ministry of Health shall be 

responsible to: 

a) Announce on its web portal the designation or modification of designation within 30 days from the 

date recorded on Dossier receipt in the case of application for designation or modifying scope of 

exams to be administered. If the application is refused, there must be a written response stating the 

reasons of the refusal; 

b) Modify the designation within 10 working days from the date recorded on Dossier receipt in the 

case of applications for modification of name and address of the exam administering establishment,.  

If the application is refused there must be a written response stating the reasons of the refusal; 

4. If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue 

written notification to the effect to the concerned establishment within the time limits of: 

 a) 15 working days from the date recorded on Dossier receipt in the case of status declaration 

applications; 

b) 05 working days from the date recorded on Dossier receipt in the case of modification of the exam 

administering’s name, address. 

5. Upon receipt of the follow up submission, Ministry of Health shall issue the concerned 

establishment a Dossier receipt using Form no 01 in Appendix I of this Decree.  

a) If the follow up submission does not satisfy the request, Ministry of Health shall issue a written 

notification to the effect in accordance with the provision of clause 4 of this Article. 

b) If there is no request for further follow up revision, supplementation, Ministry of Health shall 

announce the designation, modification of designation of establishment administering licensure exam 

for Certificate of pharmacy practice in accordance with the provision of clause 3 of this Article. 

6. The concerned establishment must respond within 60 days from the date Ministry of Health issues 

the written follow up request. Past this time limit if the establishment does not respond with a follow 
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up submission or past 12 months from the initial dossier submission if the dossier still does not satisfy 

the requirements, it shall become void.  

7. In the case of a designation of an establishment is cancelled according to the provision of clause 3 

Article 26 of this Decree, Ministry of Health shall only accept new application for designation of the 

same establishment after 12 months from the cancellation date. 

8. Ministry of Health shall be responsible to make announcement about the designation of 

establishments administering certificate of pharmacy practice licensure exams on its web portal 

covering the following information: 

a) Name, address of the exam administering establishment; 

b) Scope of the exams to be administered; 

Article 26. Cancellation, modification of designation of establishments administering licensure 

exams for Certificate of pharmacy practice 

1. The exam administering establishment terminates its operations. 

2. The establishment fails to satisfy one of the requirements set out under Article 23 of this Decree. 

3. Falsification of documentation constituting the application dossier for designation, designation 

modification. 

Article 27. Procedures, formalities for cancellation, modification of designation of 

establishments administering licensure exams for Certificate of pharmacy practice 

1. Within 05 working days from receipt of an audit, inspection conclusion or a conclusion of the 

competent authority recommending the cancellation, modifying a designation of an exam 

administering establishment involving the cases stipulated under Article 26 of this Decree, Ministry of 

Health shall cancel, modify the designation of the concerned establishment; if cancelation, 

modification is not made it must respond in writing to the recommending authority and state clearly 

the reasons  

2. Within 05 working days from the date a cancellation, modification decision is issued, Ministry of 

Health shall be responsible to: 

a) Publish the decision to cancel, modify the designation of the concerned exam administering 

establishment on its web portal and at the same time send it to Health Departments nationwide; 

b) Update information regarding the cancellation, modification of the designation of the concerned 

establishment on its web portal. 

3. Within 05 working date, from the receipt of the cancellation, modification decision, from Ministry 

of Health, Health Departments shall be responsible to publish it on their web portal. 

Article 28. Administering licensure exams for Certificate of pharmacy practice 

1. Establishments shall only administer licensure exams for Certificate of pharmacy practice after 

being designated by Ministry of Health on its web portal as eligible to do so and shall ensure the 

exams they administer satisfy the following requirements: 

a) Consistent with the proposal announced by Ministry of Health; 

b) In adherence with the exam protocol issued by Ministry of Health. 

2. Returning exam results to candidates in the form of result confirmation certificate using Form no. 

18 in Appendix I of this Decree and notify Ministry of Health of the list of candidates passing the 

licensure exams for Certificate of pharmacy practice issuance within 05 working days for the exam 

completion date.  

3. Where there is no establishments designated as qualified, Ministry of Health shall be responsible to 

nominate establishments that meet the eligibility criteria of Article 23 of this Decree to conduct 

licensure exams for Certificate of pharmacy practice. 

Article 29. Prioritization in pharmacy practice for holders of Certificate of pharmacy practice 

obtained through licensure exams 

Holders of Certificate of pharmacy practice obtained through a licensure exam shall be given priority 

in recruitment and selection, employment in public healthcare establishments, including  

 1. Given priority in employment consideration based on a Good grade exam result and the attainment 

of a Good grade graduate or post graduate qualification. 

2. Exemption from probation period after being hired. 

3. Given priority in screening process for admission to training, education, capacity strengthening 

domestic and overseas programs. 
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Article 30. Exam costs 

1. Candidates sitting the licensure exams for Certificate of pharmacy practice shall pay for the cost of 

the exam in accordance with applicable legislation. 

 

CHAPTER III 

CONDUCTING PHARMACEUTICAL BUSINESS 

Section 1 

CERTIFICATE OF SATISFACTION OF CONDITIONS FOR CONDUCTING 

PHARMACEUTICAL BUSINESS 

 

Article 31. Eligibility conditions for conducting business in traditional drugs 

1. Manufacturers of traditional drugs for countrywide marketing must satisfy the provisions of 

point a, c and de clause 2 Article 69 of Pharmaceutical law. 

2. Importers of traditional drugs must have a location, storage facilities, equipment, transport 

vehicles, quality management system, technical documents and human resources in conformity with 

Good storage practice for traditional drugs. The pharmacist in charge of exporters, importers of 

traditional drugs must conform to the provision of clause 3 Article 17 of Pharmaceutical law. 

3. Providers of storage service for traditional drugs must have a location, storage facilities, 

equipment, transport vehicles, quality management system, technical documents and human resources 

in conformity with Good storage practice for traditional drugs. The pharmacist in charge of providers 

of traditional drug storage service must conform to the provision of clause 1 Article 22 of 

Pharmaceutical law. 

4. Wholesalers of traditional drugs must have a location, storage facilities, equipment, transport 

vehicles, quality management system, technical documents and human resources in conformity with 

Good distribution practice for traditional drugs. The pharmacist in charge of traditional drug 

wholesalers must conform to the provision of clause 3  Article 16 of Pharmaceutical law. 

5. Conditions required of establishments specializing in the retail of medicinal materials, 

medicinal material drugs, traditional drugs: 

a) Staffed with a pharmacist in charge of retailers of medicinal materials, medicinal material 

drugs, traditional drugs conforming to the provision of clause 4 Article 18 of Pharmaceutical law; 

b) Have a fixed, separate place; solidly constructed; suitably large for the business scale; located 

in a high, dry, well ventilated, safe, away from polluting sources, equipped with fire prevention and 

fighting measures; 

c) Have a storage area and equipment  suitable for the storage conditions stated on drugs’ 

labelling. 

Medicinal material drugs, traditional drugs must be stored separately from medicinal materials, 

traditional medicinals. 

Toxic medicinal materials must be displayed for sales (of any) and stored in a dedicated area; if 

displayed for sales and stored in the same area with other medicinal materials, they must be kept 

separated and clearly marked “toxic medicinal materials” so as to avoid mix-up. 

Prescription medicinal material drugs, prescription traditional drugs must be displayed for sales (if 

any) and stored in a dedicated area; if displayed and stored in the same area with non-prescription 

drugs, they must be kept separate and clearly marked “prescription drugs” so as to avoid mix-up. 

Establishments specializing in the retail of medicinal material drugs, traditional drugs or the medicinal 

materials shall only require a storage area suitable for the storage of the respective drugs, either 

medicinal material drugs, traditional drugs or medicinal materials, traditional medicinals;  

d) Tooling, packaging materials in direct contact with medicinal material drugs, traditional 

drugs, medicinal materials must be in such a way as not impacting the ensure the drug products’ 

quality.  

đ) There must be in place a system of documenting or appropriate measures for the retention of 

information regarding the export import movement, traceability of drugs; 

b) Storage equipment, transport vehicles, storage condition monitoring devices must be fitted, located, 

designed used and maintained to suit the purpose of use, ensuring proper storage conditions and 
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operations. Where there are cold warehouses, there must be  a backup generator and systems for 

monitoring, alerting of storage conditions; 

c)  There must be transport vehicles for the transportation  of drugs that ensure storage conditions, 

security, safety requirements of the business establishment; 

d) There must be in place systems for quality management, documentation, guidelines, procedures 

encompassing all operations to be carried out, ensuring effective control of receiving, issuing 

operations, traceability and tracking of the drug distribution, circulation process.  

đ) Storage warehouses, ancillary systems, equipment and processes must be evaluated, validated. 

e) The person retailing medicinal materials, medicinal material drugs, traditional drugs must be in 

possession on of the qualifications set out in point a, c, e, g, i or l clause 1 Article 13 of 

Pharmaceutical law. 

With regard to toxic medicinal materials, prescription medicinal material drugs, prescription 

traditional drugs, the person retailing the drugs and counselling buyers must be the retailer’s 

pharmacist in charge. 

g) Where a retailer also trades in other goods as legally allowed, these goods must be displayed for 

sales, advertised in a separate area and not to influence the medicinal materials, medical material 

drugs, traditional drugs. 

Article 32. Application dossiers for issuance, re-issuance, modification of Certificate of 

satisfaction of conditions for pharmaceutical business  

Application dossiers the issuance, re-issuance, modification of Certificate of satisfaction of conditions 

for pharmaceutical business shall be prepared in accordance with the provision of Article 38 of 

Pharmaceutical law, specifically as follows: 

1. Application for the issuance, re-issuance, modification of Certificate of satisfaction of conditions 

for pharmaceutical business conforming to Form no.19, 20 and 21 respectively in Appendix I of this 

Decree. 

2. The technical documents referred to in point b clause 1 and point b clause 2 Article 38 of 

Pharmaceutical law shall comprise Certificate of satisfaction of conditions for pharmaceutical 

business or Certificate of good practice of the place of business (as applicable) and the following 

technical document: 

a) For manufacturers of drugs, drug raw materials: Documents regarding drug manufacturing sites, 

buildings and premises, laboratories, warehouses for drugs, drug raw materials, auxiliary systems, 

equipment and machines for manufacturing, testing, storage of drugs, quality management system, 

documents on the technical specialization and human resources conforming to the principles of Good 

manufacturing practice for drugs, drug raw materials.  

Establishments applying for a Certificate of satisfaction of conditions for pharmaceutical business 

with as business scope the manufacture of drugs including the selling of drugs, drug raw materials 

they manufacture to retailers, medical service establishments, must in addition be in possession of 

documents on the technical specialization and staffed with human resources conforming to the 

principles of Good distribution practice for drugs, drug raw materials; 

b) For exporters, importers of drugs, drug raw materials, providers of storage service of drugs, drug 

raw materials: Documents regarding sites, warehouses for drugs, drug raw materials, storage 

equipment, transport vehicles, quality management system, documents on the technical specialization 

and human resources conforming to the principles of Good storage practice for drugs, drug raw 

materials.  

Establishments applying for a Certificate of satisfaction of conditions for pharmaceutical business 

with as business scope the manufacture of drugs including the selling of drugs, drug raw materials 

they import to drug retailers, medical service establishments, must in addition be in possession of 

documents on the technical specialization and staffed with human resources conforming to the 

principles of Good distribution practice for drugs, drug raw materials; 

c) For wholesalers of drugs, drug raw materials: Documents  regarding sites, warehouses for drugs, 

drug raw materials, storage equipment, transport vehicles, quality management system, documents on 

the technical specialization and human resources conforming to the principles of Good distribution 

practice for drugs, drug raw materials.  



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

d) For retailers of drugs, drug raw materials: Documents regarding sites, storage areas, storage 

equipment, documents on the technical specialization and human resources conforming to the 

principles of Good pharmacy practice for drugs;  

For establishments specializing in the retail of medicinal materials, medicinal material drugs, 

traditional drugs: Documents demonstrating compliance with the provision of clause 5 Article 31 of 

this Article according to the Minister of Health’s stipulations; 

đ) For providers of testing services for drugs, drug raw materials: Documents regarding sites, 

chemistry, microbiology or biology laboratories, auxiliary systems, test equipment , chemicals, 

reagents, quality management system, documents on the technical specialization and human resources 

conforming to the principles of Good laboratory practice for quality control of drugs;  

e) For establishments providing services of clinical trial on drugs: Documents regarding sites, clinical 

trial rooms, laboratories, biochemical test equipment , quality management system, documents on the 

technical specialization and human resources conforming to the principles of Good clinical practice 

for trials on drugs. 

g) For establishments providing services of drug bioequivalence study: Documents regarding sites, 

bio fluid analytical laboratories, bio fluid analytical equipment, accommodation and monitoring areas 

for study subjects to support bioequivalence studies, quality management system, documents on the 

technical specialization and human resources meeting Good laboratory practice with regard to the bio 

fluid analysis phase and Good clinical practice for trials on drugs with regard to the clinical study 

phase.  

Where the bioequivalence study service provider establishment contracts out, or has a joint agreement 

in place with, a Good-clinical-practice-compliant clinical trial service provider, for the conduct of the 

clinical study phase of the drug bioequivalence study, the technical documentation required shall not 

have to include documents regarding sites, bio fluid analytical laboratories, bio fluid analytical 

equipment, accommodation and monitoring areas for study subjects in support of bioequivalence 

studies, quality management system, documents on the technical specialization and human resources 

conforming to the principles of Good clinical practice of clinical trials on drugs. 

3. The documents set out under clause 2 of this Article must be stamped with the 

establishment’s seal on its cover page and one impression of the seal across the margins of the 

remainder pages of the technical document. Where the establishment has no seal, the documents must 

bear the signature of its legal representative. 

Article 33. Procedures for the issuance of Certificate of satisfaction of conditions for 

pharmaceutical business 

1. Establishments applying for Certificate of satisfaction of conditions for pharmaceutical business 

shall submit an application dossier either in person or by post to: 

a) Ministry of Health in the case of applications for Certificate of satisfaction of conditions for 

pharmaceutical business categorized under point a, b, c, e, g and h clause 2 Article 32 of 

Pharmaceutical law; 

2. Upon receipt of an application dossier the dossier receiving authority shall issue to the applicant 

establishment a Dosser receipt using Form no. 01 in Appendix I of this Decree.  

3. If there is no follow up request for dossier revision, supplementation, the certificate issuing 

authority shall: 

a) Issue a Certificate of satisfaction of conditions for pharmaceutical business within 30 days from the 

date recorded on Dossier receipt in the cases of establishments where the physical technical facilities 

and human resources have been verified, assessed as conforming to the respective Good practice 

without the need for an onsite assessment of the establishments’ faculties; 

b) Conduct an onsite assessment of the establishment’s facilities within 20 days from the date 

recorded on Dossier receipt; 

4. Where there is a follow up request for dossier revision, supplementation, within 10 working days 

from the date recorded on Dossier receipt, the dossier receiving authority shall issue a written 

notification to the effect to the applicant establishment specifying the documents, contents requiring 

revision, supplementation;  

5. Upon receipt of the follow up submission, the dossier receiving authority shall issue to the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix I of this Decree.  
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a) If the follow up submission fails to address the requirements, the dossier receiving authority shall 

issue a written notification to the effect to the applicant authority in accordance with the provision of 

clause 4 of this Article.  

b) If there is no further request for revision, supplementation in regard to the follow up submission, 

the dossier receiving authority shall proceed according to the provision of clause 3 of this Article. 

6. After completion of the onsite assessment of the establishment’s facilities, the certificate issuing 

authority shall be responsible to: 

a) Issue a certificate of satisfaction of conditions for pharmaceutical business within 10 working days 

from the completion of the onsite assessment to the cases requiring no remedial, corrective actions; 

b) Issue a written notification regarding items requiring remediation, correction within 05 working 

days from the completion of the onsite assessment to the cases requiring remedial, corrective actions. 

7. Within 20 days from the receipt of a written response and documents demonstrating the completion 

of corrective, remedial actions from the applicant establishment, the certificate issuing authority shall 

issue a Certificate of satisfaction of conditions for pharmaceutical business or a refusal letter stating 

the reasons of the refusal. 

8. Within 06 months from the notification date of the certificate issuing authority requesting follow up 

revision, supplementation, the applicant establishment must respond to the request. Past this time limit 

if the establishment fails to respond with follow up submission or past 12 months from the initial 

dossier submission if the supplemented dossier does not meet the requirements it shall become void. 

9. Within 05 working days from the date of certificate issuance, the certificate issuing authority shall 

be responsible to publicize, update on its web portal the following information: 

a) Name, address of the holder establishment of the certificate of satisfaction of conditions for 

pharmaceutical business that was issued; 

b) Full name of the pharmacist in charge of the establishment, number of his/her certificate of 

pharmacy practice; 

c) Number of the certificate of satisfaction of conditions for pharmaceutical business; 

10. For the cases of certificate of satisfaction of conditions for pharmaceutical business that are issued 

under the provisions of point b and point c clause 1 Article 36 of Pharmaceutical law, the applicant 

establishment must surrender the old certificate upon being issued a new one, except in the case it was 

lost. 

11. Certificate of satisfaction of conditions for pharmaceutical business shall be prepared in 02 copies 

using Form no. 22 in Appendix I of this Decree: 01 copy to be issued to the applicant establishment, 

01 for file retention  at the Certificate issuing authority’s office. 

12. Establishments that have been assessed as in conformity with Good practice shall be issued a 

Good practice certificate by the authority issuing the Certificate for satisfaction of conditions for 

pharmaceutical business if they do request for one. 

Article 34. Procedures for the reissuance, modification of Certificate of satisfaction of conditions 

for pharmaceutical business 

1. Establishments applying for reissuance, modification of Certificate of satisfaction of conditions for 

pharmaceutical business shall submit an application dossier either in person or by post to: 

a) Ministry of Health in the case of applications for reissuance, modification of Certificate of 

satisfaction of conditions for pharmaceutical business  categorized in point a, b, e, e, g and h clause 2 

Article 32 of Pharmaceutical law. 

b) Health Department where the applicant establishment has office in the case of applications for 

reissuance, modification of certificate of satisfaction of conditions for pharmaceutical business 

categorized in point d and đ clause 2 Article 32 of Pharmaceutical law. 

2. Upon receipt of the dossier, the dossier receiving authority shall issue to the applicant establishment 

a Dossier receipt using Form no. 01 in Appendix I of this Decree. 

3. If there is no follow request for dossier revision, supplementation, the Certificate reissuing, 

modifying authority shall be responsible to: 

a) Reissue, modify Certificate of satisfaction of conditions for pharmaceutical business within 20 days 

from the date recorded on the Dossier receipt to the cases stipulated in point a, clause 2 and clause 3 

Article 36 of Pharmaceutical law; 
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b) Reissue, modify Certificate of satisfaction of conditions for pharmaceutical business within 07 

working days from the date recorded on the Dossier receipt to the cases stipulated in point b, clause 2 

Article 36 of Pharmaceutical law. 

4. If there is a follow up request for dossier revision, supplementation, the dossier receiving authority 

shall issue a written notification to the effect to the applicant establishment within 05 working days 

from the date recorded on the Dossier receipt. 

5. Upon receipt of the follow up submission, the dossier receiving authority shall issue to the 

applicant establishment a Dossier receipt using Form no  01 in Appendix I of this Decree. 

a) If the follow up submission fails address the requirements, the dossier receiving authority shall 

issue a written notification to the effect to the applicant establishment in accordance with the 

provision of clause 4 of this Article; 

b) If there is no [further] follow up request, the dossier receiving authority shall reissue, modify 

Certificate of satisfaction of conditions for pharmaceutical business in accordance with the provision 

of clause 3 of this Article. 

8. Within 06 months from the notification date of the certificate issuing authority requesting follow up 

revision, supplementation, the applicant establishment must respond to the request. Past this time limit 

if the establishment fails to respond with follow up submission or past 12 months from the initial 

dossier submission if the supplemented dossier does not meet the requirements it shall become void. 

9. Within 05 working days from the date of certificate reissuance, modification, the dossier receiving 

authority shall publicize, update on its web portal the following information: 

a) Name, address of the holder establishment of the certificate of satisfaction of conditions for 

pharmaceutical business that was reissued, modified; 

b) Full name of the pharmacist in charge of the establishment, number of his/her certificate of 

pharmacy practice; 

c) Number of the certificate of satisfaction of conditions for pharmaceutical business; 

8. The applicant establishment must surrender the old certificate upon being issued a new one, except 

in the case it was lost. 

9. Certificate of satisfaction of conditions for pharmaceutical business shall be prepared in 02 copies 

using Form no. 22 in Appendix I of this Decree: 01 copy to be issued to the applicant establishment, 

01 for file retention at the Certificate issuing authority’s office. 

 

Article 35. Formalities for the withdrawal of Certificate of satisfaction of conditions for 

pharmaceutical business 

1. Within 05 working days from the date of receipt of a conclusion of an audit, inspection 

recommending the withdrawal of a Certificate of satisfaction of conditions for pharmaceutical 

business or discovery of cases categorized under Article 40 of Pharmaceutical law, the Certificate 

issuing authority shall be responsible to withdraw the concerned Certificate in its jurisdiction; if the 

withdrawal is not effectuated, it must notify the withdrawal recommending authority in writing and 

provide the reasons. 

2. Within 05 working days from the date the withdrawal decision is issued, the decision issuing 

authority shall be responsible to: 

a) Publish the Certificate withdrawal decision on its web portal and send such decision to Ministry of 

Health and Health Departments nationwide; 

b) Update information regarding the Certificate withdrawal on its web portal. 

3. Within 05 working days from the date of receipt of the withdrawal decision, Ministry of Health and 

Health Departments shall be responsible to publish the decision on their web portal. 

Section 2 

GEOGRAPHIC AREAS, OPERATING SCOPE OF RETAILERS OPERATING AS 

DRUG COUNTERS, DRUG CABINETS 

 

Article 36. Geographic areas covered by drug counters, commune clinics’ drug cabinets  

1. Geographic area covered by drug counters: 

a) Commune, township; 
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b) Geographic areas newly upgraded from commune, township to ward, if not yet covered by a drug 

counter to serve 2,000 residents shall be allowed to have additional drug counters set up and which 

are allowed to operate for not longer than 03 years from the date the areas are upgraded to ward level; 

c) Drug counters not in the geographic areas referred to in point a of this clause that are in possession 

of a Certificate of satisfaction of conditions for pharmaceutical business issued before the effective 

date of this Decree shall be allowed to continue operating until the expiry of the Certificate. Drugs 

counters holding Certificate of satisfaction of conditions for pharmaceutical business that does not 

specify a validity term shall be allowed to continue operating for not longer than 03 years counting 

from the effective date of this Decree. 

2. Geographic area covered by drug cabinets: 

a) Commune’s health clinics; 

b) Township’s health clinics in ethnic minority areas, mountainous areas, island, areas of extreme 

economic-social hardship. 
 

Article 37. Operating scope of drug counters, drug cabinets of commune clinics  

1. Operating scope of drug counters shall be in compliance with the provision of point b clause 1 

Article 48 of Pharmaceutical law; 

2. Operating scope of drug cabinets of commune health clinics shall be in compliance with the 

provision of point b clause 1 Article 49 of Pharmaceutical law.  

 

Section 3 

OPERATING AMBULATORY RETAIL OF DRUGS 

Article 38. Conditions required for operating ambulatory retail of drugs 

 1. Establishments eligible to operate ambulatory retail of drugs shall include: 

a) Drug manufacturer; 

b) Drug wholesaler; 

c) Drug retailer. 

d) Healthcare establishments affiliated to people’s armed force engaging in drug supply 

operations in ethnic minority areas, mountainous areas, island, areas of extreme economic-social 

hardship. 

2. The person retailing drugs ambulatorily must be an employee of the establishments referred 

to in clause 1 of this Article and be in possession of one of the qualifications stipulated in point a, b, c, 

e, g, h, i and k clause 1 Article 13 of Pharmaceutical law. 

3. Drugs for sale through an ambulatory retail operation must have at least 06 months of shelf 

life remaining and stored in facilities, equipment to ensure they are kept sanitary and protected from 

rain, run exposure. 

4. At the drug ambulatory retail outlet there must be a sign clearly indicating the name, 

address of the establishment operating the ambulatory retail operations, full name of the retailing 

person, operating geographic areas. 

5. An establishment shall only be allowed to operate the ambulatory retail operation after 

obtaining a Receipt of its letter giving notification of the drug ambulatory operation from Health 

Department and shall be responsible for management the information pertaining to the operation. The 

establishment shall operate at the exact geographic area it notified and sell the drugs belonging t the 

List published by Health Department.  
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Article 39. List of drugs and geographic areas for ambulatory retail 

1. The List of drugs for ambulatory retail covers the drugs meeting the following criteria: 

 a) Drugs belonging to the List of non-prescription drugs; 

 b) Drugs that only require to be stored in normal conditions; 

 c) Drugs meeting the ordinary demand of local residents. 

2. Based on the criteria specified under clause 1 of this Article, , the Director of Health Department 

shall approve and publicize the list of drugs, geographic areas, allowed for ambulatory retail in the 

jurisdiction. 

  

Article 40.  Formalities for announcing drug ambulatory retail operations 

1. Prior to conducting the ambulatory retail of drugs, the establishment operating drug ambulatory 

retail must notify in writing Health Department at the locality where it intends to operate using Form 

no. 23 in Appendix I of this Decree. 

2. Upon receipt of the notification letter from the establishment operating drug ambulatory retail, 

Health Department shall issue the establishment a Receipt of the notification using Form no. 01 in 

Appendix I of this Decree. 

3. Within 05 (five) working days from the date recorded on the Receipt of the notification letter the 

drug ambulatory retail, Health Department shall be responsible to publicly announce the information 

regarding the establishment operating ambulatory retail of drugs on its web portal and inform the 

district’s Health Service for the latter’s inspection, supervision. 

Section 4 

SECURITY MEASURES TO PREVENT DIVERSION OF CONTROLLED DRUGS, DRUG 

RAW MATERIALS, LICENSING PROCEDURES, FORMALITIES FOR CONDUCTING 

BUSINESS IN DRUGS ON THE LIST OF CONTROLLED DRUGS RESTRICTED RETAIL 

DRUGS 

Article 41. List of radioactive substances for the use in healthcare sector and the promulgation 

of the list of drugs, pharmaceutical substances on the list of substances banned from use in 

certain sectors, fields 

1. The list of radioactive substances for the use in healthcare sector is promulgated in Appendix IV of 

this Decree. 

2. Promulgation of the list of drugs, pharmaceutical substances on the list of substances banned from 

use in certain sectors, fields: 

a) Ministries, ministerial level agencies shall be responsible to send to Ministry of Health the list of 

substances to be banned from use in the sectors, fields under their regulatory purview when the list is 

promulgated or amended, supplemented;  

b) Upon receipt of the notification from ministries, ministerial level agencies, the Health Minister 

shall be responsible to take appropriate regulatory actions and basing on the risk of abuse, misuse of 

drugs, drug raw materials, Ministry of Health shall promulgate the list of drugs, drugs, pharmaceutical 

substances on the list of substances banned from use in certain sectors, fields. 

Article 42. Conditions required for conducting business in controlled drugs 

1. Establishments conducting business in controlled drugs must fulfil the following conditions: 

a) Meeting in full the respective conditions stipulated under Article 33 of Pharmaceutical law 

commensurate with the specific conditions of the business establishment; 



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

b) Meeting the specific requirements in security measures stipulated under Article 43, 44, 45, 46, 47 

and 48 of this Decree. 

c) In the case of business operations involving radioactive drugs, apart from fulfilling the 

requirements in point a and b of this clause, the establishment must also comply to the provisions of 

the Law on nuclear energy and relevant legal normative documents. 

2. Where there is no business establishments operating in controlled drugs in the locality, Health 

Department shall nominate a wholesaler in the province that fulfils the conditions set out under clause 

1 of this Decree to operate in controlled drugs with a view to ensuring an adequate supply of such 

drugs to meet patients’ demand. 

3. Ministry of Health, Health Departments shall conduct 03 monthly or unannounced inspections, 

assessment of conformity with requirements in security measures stipulated under Section 4 Chapter 

III of this Decree of establishments operating in controlled drugs according to the provisions of the 

Minister of Health or the International treaty to which Vietnam is a party. 

Article 43. Physical facility requirements of business establishments operating in controlled 

drugs 

1. For manufacturers of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being 

narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug precursors: 

a) There must be a dedicated warehouse or separate storage area meeting good storage practice for 

drugs, drug raw materials for the storage of narcotic drugs, psychotropic drugs, precursor drugs, drug 

raw materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, 

drug precursors. The warehouse or storage area must have strong walls and ceiling constructed of 

robust materials, with secured doors and locks; 

b) There must be a camera system for the monitoring of each operation in the drug manufacturing and 

storage processes; 

c) There must be a record based system of management and monitoring in accordance with the 

Minister of Health’s stipulations; 

d) There must be a software monitoring system to support the management of the processes of 

issuing, receiving, stocking of narcotic drugs, psychotropic drugs, precursor drugs and the processes 

of issuing, receiving, stocking, using of raw materials being narcotic pharmaceutical substances, 

psychotropic pharmaceutical substances, drug precursors.  

2. For manufacturers of combination drugs containing narcotic pharmaceutical substances, 

combination drugs containing psychotropic drugs, combination drugs containing drug precursors: 

a)  There must be a dedicated warehouse or separate storage area meeting good storage practice for 

drugs, drug raw materials for the storage of drug raw materials being narcotic pharmaceutical 

substances, psychotropic pharmaceutical substances, precursors. The warehouse or storage area must 

have strong walls and ceiling constructed of robust materials, with secured doors and locks; 

b) There must be a separate storage area for the storage of combination drugs containing narcotic 

pharmaceutical substances, combination drugs containing psychotropic pharmaceutical substances, 

combination drugs containing precursors; 

c) There must be a camera system for the monitoring of each operation in the processes of drug 

manufacturing and storage; 

d) There must be a record based system of management and monitoring in accordance with the 

Minister of Health’s stipulations  

đ) There must be a software monitoring system to support the management of the processes of 

issuing, receiving, stocking, usage of drug raw materials being narcotic pharmaceutical substances, 

psychotropic pharmaceutical substances, drug precursors; the processes of issuing, receiving, stocking 
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of combination drugs containing narcotic pharmaceutical substances, combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing drug precursors. 

3. For manufacturers of radioactive drugs:  

a) There must be a dedicated warehouse or storage area meeting the principles of good storage 

practice for drugs, drug raw materials the storage of radioactive drugs; 

b) The manufacturer must be in possession of a Permit for radioactive work suitable with its operating 

scope; 

c) There must be a software monitoring system supporting the management of the processes of 

issuing, receiving, stocking of radioactive drugs; 

d) There must be a record based system of management and monitoring in accordance with the 

Minister of Health’s stipulations. 

đ) The manufacturing areas, storage areas must be fitted with a camera system. 

4. For exporters, importers of , providers of storage service for, narcotic drugs, psychotropic drugs, 

precursor drugs, drug raw materials being narcotic pharmaceutical substances, psychotropic 

pharmaceutical substances, drug precursors: 

a) There must be a dedicated warehouse meeting the principle of Good storage practice for drugs, 

drug raw materials for the storage of narcotic drugs, psychotropic drugs, drug raw materials being 

narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug precursors. The 

warehouse for these drugs must be physically segregated from the warehouses for other drugs and 

have strong walls and ceiling constructed of robust materials; fitted with secure doors and locks. 

b) The warehouse for drugs, drug raw materials must be fitted with a camera system; 

c) There must be a record based system of management and monitoring in accordance with the Minister of 

Health’s stipulations; 

d) There must be a software monitoring system for the management of the processes of issuing, receiving, 

stocking, of narcotic drugs, psychotropic drugs, and drug raw materials being narcotic pharmaceutical 

substances, psychotropic pharmaceutical substances, drug precursors. 

5. For exporters, importers, wholesalers, providers of storage service, of combination drugs containing 

narcotic pharmaceutical substances, combination drugs containing psychotropic substances, 

combination drugs containing precursors: 

a) There must be a dedicated warehouse or separate storage area meeting the principle of Good 

storage practice for drugs, drug raw materials for the storage of combination drugs containing narcotic 

pharmaceutical substances, combination drugs containing psychotropic pharmaceutical substances, 

combination drugs containing precursors. The warehouse must have strong walls and ceiling 

constructed of solid materials, fitted with secure doors and locks; 

b) There must be a record based system of management and monitoring in accordance with the 

Minister of Health’s stipulations. 

c) There must be a software monitoring system to support the management of the processes of issuing, 

receiving, stocking combination drugs containing narcotic pharmaceutical substances, combination 

drugs containing psychotropic pharmaceutical substances, combination drugs containing precursors. 

6. Exporters, importers, wholesalers of radioactive drugs must have a software monitoring system for 

the tracking and management of the processes of issuing, receiving, stocking of radioactive drugs and 

a record based system of management and monitoring in accordance with the Minister of Health’s 

stipulations. 

7. For wholesalers of narcotic drugs, psychotropic drugs, precursor drugs: 

a) There must be a dedicated warehouse or a separate storage area meeting the principle of good 

storage practice for drugs, drug raw materials for the storage of narcotic drugs, psychotropic drugs, 
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precursor drugs. The warehouse must have strong walls and ceiling constructed with solid materials, 

fitted with secure doors and locks; 

b) Storage areas must be fitted with a camera system; 

c) There must be a record based system of management, monitoring in accordance with the Minister 

of Health’s stipulations; 

d) There must be a software monitoring system for the management of the processes of issuing, 

receiving, stocking, of narcotic drugs, psychotropic drugs, precursor drugs.  

8. For retailers of narcotic drugs, psychotropic drugs, precursor drugs: 

a) There must be a dedicated warehouse or a separate storage area for the storage of narcotic drugs, 

psychotropic drugs, precursor drugs. The warehouse must be fitted with secure doors and locks. If 

there is no dedicated storage area, narcotic drugs, psychotropic drugs, precursor drugs must be stored 

in a separate cupboard or drawer, securely locked; 

b) There must be a record based system of management, monitoring in accordance with the Minister 

of Health’s stipulations; 

9. Retailers of combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors must 

have in place a software application or record based system for the monitoring in accordance with the 

Minister of Health’s stipulations  

10. For retailers of radioactive drugs:  

a) There must be a dedicated area for the storage of radioactive drugs; 

b) The retailer must be in possession of a Permit for radioactive work commensurate with its 

operating scope; 

c) There must be a record based system of management, monitoring in accordance with the Minister 

of Health’s stipulations; 

d) There must be a software monitoring system for the management of the processes of issuing, 

receiving, stocking, of radioactive drugs. 

11. For providers of clinical trial service, providers of bioequivalence study service, providers of 

testing service, providers of storage service, for radioactive drugs:  

a) There must be a dedicated warehouse or separate storage area meeting the principles of Good 

storage practice for drugs, drug raw materials for the storage of radioactive drugs;  

b) The establishment must be in possession of a Permit for radioactive work commensurate with its 

operating scope; 

c) There must be a software monitoring system for the management of the processes of issuing, 

receiving, stocking, of radioactive drugs; 

d) There must be a record based system of management, monitoring in accordance with the Minister 

of Health’s stipulations; 

đ)  The establishment providing storage service of radioactive drugs must have it facility fitted with  a 

camera system. 

12. Providers of clinical trial service, equivalence study service, testing service, of controlled drugs, 

except for the cases referred to in clause 11 of this Article,  must store narcotic drugs, psychotropic 

drugs, precursor drugs, drug raw materials being narcotic pharmaceutical substances, psychotropic 

pharmaceutical substances, drug precursors, combination drugs containing narcotic pharmaceutical 

substances combination drugs containing psychotropic substances, combination drugs containing 

precursors, in a separate securely locked area. If there is no separate area for the purpose, they must be 

stored in a separate cupboard, separate drawer with secure locks. 
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13. Business establishments operating in toxic drugs, toxic drug raw materials, drugs and 

pharmaceutical substances belonging to the list of substances banned from use in certain sectors, 

fields must have a software monitoring system or record based system for the management of the 

processes of issuing, receiving, stocking of drugs in accordance with the Minister of Health’s 

stipulations. 

 

Article 44. Human resource requirements of business establishments operating in controlled 

drugs 

1. For manufacturers of narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances drug 

precursors: 

a) The warehouse manager of narcotic drugs, raw materials being narcotic pharmaceutical 

substances must be in possession of a bachelor or higher level degree in pharmacy, have at least 02 

years of professional practice experience at a pharmaceutical business establishment; 

b) The warehouse manager of psychotropic drugs, precursor drugs, drug raw materials being 

psychotropic pharmaceutical substances, drug precursors  must be in possession of a secondary or 

higher level diploma in pharmacy, have at least 02 years of professional practice experience at a 

pharmaceutical business establishment; 

c) The person in charge of record keeping, reporting must be in possession of a secondary or 

higher level diploma in in pharmacy. 

2. For manufacturers of combination drugs containing narcotic pharmaceutical substances, 

combination drugs containing psychotropic pharmaceutical substances, combination drugs containing 

precursors: 

a) The warehouse manager of drug raw materials being narcotic pharmaceutical substances 

must be in possession of a bachelor or higher level degree in pharmacy, have at least 02 years of 

professional practice experience at a pharmaceutical business establishment; 

b) The warehouse manager of  drug raw materials being psychotropic pharmaceutical 

substance, drug precursors  must be in possession of a secondary or higher level diploma in pharmacy, 

have at least 02 years of professional practice experience at a pharmaceutical business establishment; 

c) The person in charge of record keeping, reporting must be in possession of a secondary or 

higher level diploma in in pharmacy; 

3. For manufacturers of radioactive drugs  

a) The warehouse manager of drugs must be in possession of a secondary or higher level 

diploma in pharmacy or a bachelor or higher level degree in radioactive chemistry, radiation medicine 

or nuclear medicine; 

b) The person in charge of record keeping, reporting must be in possession of a secondary or 

higher level diploma in pharmacy or a technical school or higher level diploma in the disciplines of 

radioactive chemistry, analytical chemistry, radioactive chemo pharmacy, nuclear physics; 

c) The person in charge of supervising the processes of research, manufacture, analysis, 

testing must be in possession of a bachelor degree in radioactive chemistry, bachelor degree in 

radiation medicine or nuclear medicine or a bachelor or higher level degree in pharmacy; 

 

4. For exporters, importers of narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug 

precursors: 

a) The warehouse manager of narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug 

precursors must be in possession of a bachelor or higher level degree in pharmacy, have at least 02 

years of professional practice experience at a pharmaceutical business establishments; 
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b) The person in charge of record keeping, reporting on drugs and drug raw materials must be 

in possession of a secondary or higher level diploma in pharmacy; 

   5. For exporters, importers of radioactive drugs: The person in charge of record keeping, 

reporting must be in possession of a secondary or higher level diploma in pharmacy or a technical 

school or higher level diploma in the disciplines of radioactive chemistry, analytical chemistry, 

radioactive chemo pharmacy, nuclear physics. 

 

6. For wholesalers of narcotic drugs, psychotropic drugs, precursor drugs:  

a) The warehouse manager of narcotic drugs must be in possession of a bachelor or higher 

level degree in pharmacy, have at least 02 years of professional practice experience at a 

pharmaceutical business establishment; 

b) The warehouse manager of psychotropic drugs, precursor drugs must be in possession of a 

secondary or higher level diploma in pharmacy, have at least 02 years of professional practical 

experience at a pharmaceutical business establishment; 

c) The person in charge of record keeping, reporting on drugs and drug raw materials must be 

in possession of a secondary or higher level diploma in pharmacy; 

7. For wholesalers of radioactive drugs: The person in charge of record keeping, reporting 

must be in possession of a secondary or higher level diploma in pharmacy or a technical school or 

higher level diploma in the disciplines of radioactive chemistry, analytical chemistry, radioactive 

chemo pharmacy, nuclear physics;  

 

8. Establishments retailing narcotic drugs, psychoactive drugs, precursor drugs 

a) The person in charge of retailing narcotic drugs must possess a bachelor degree in 

pharmacy; 

b) The person in charge of retailing psychotropic drugs, precursor drugs must be in possession 

of a secondary or higher level diploma in pharmacy; 

  

9. For retailers of radioactive drugs: The person in charge of retailing, record keeping, 

reporting must be in possession of a secondary or higher level diploma in pharmacy. 

 

10. For providers of storage services of narcotic drugs, psychotropic drugs, precursor drugs, 

drug raw materials being narcotic pharmaceutical substances, psychotropic pharmaceutical 

substances, drug precursors:  

The warehouse inventory manager of narcotic drugs, psychotropic drugs, precursor drugs, 

drug raw materials being narcotic pharmaceutical substances, psychotropic pharmaceutical 

substances, drug precursors must be in possession of a bachelor or higher level degree in pharmacy, 

have at least 02 years of professional practice experience at a pharmaceutical business establishment. 

  For providers of clinical trial service, drug bioequivalence study service, testing service on 

narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being narcotic pharmaceutical 

substances, psychotropic pharmaceutical substances, drug precursors: The person in charge of 

monitoring, managing narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being 

narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug precursors, must 

be in possession of a secondary or higher level diploma in pharmacy. 

12. For providers of clinical trial service, drug bioequivalence study service, drug testing 

service, storage service for radioactive drugs: 

a) The warehouse manager of drugs must be in possession of a secondary or higher level 

diploma in pharmacy or bachelor degree in radioactive chemistry, bachelor or higher level degree in 

the specialty of radiation medicine or nuclear medicine; 
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b) The person in charge of record keeping, reporting must be in possession of a secondary or 

higher level diploma in pharmacy or a technical school or higher level diploma in the disciplines of 

radioactive chemistry, analytical chemistry, radioactive chemo pharmacy, nuclear physics; 

c) The person in charge of supervising the processes of research, manufacture, analysis, 

testing must be in possession of a bachelor degree in radioactive chemistry, bachelor or higher level 

degree in radiation medicine or nuclear medicine or a bachelor or higher level degree in pharmacy. 

Article 45. Provisions on the delivery, receipt, transport of business establishments operating in 

controlled drugs 

 1. The person delivering, receiving controlled drugs, controlled drug raw materials must be in 

possession of a technical school or higher level diploma; the person delivering and receiving 

radioactive drugs must in addition hold a certificate of radiation safety in accordance with Ministry of 

Science and Technology’s regulations. 

 2. The person transporting narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials that are narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug 

precursors while being on duty must have with him the task assignment letter from the head of the 

establishment, valid personal identification papers, sales invoices or warehouse issue slips. Where 

radioactive drugs are transported, such person must also bring with him the radiation safety 

certificate.  

 3. The delivery and receipt of narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substance, drug 

precursors must be documented by a handover minutes conforming to Form no. 1 Appendix II of this 

Decree.   

4. Drug raw materials that are narcotic pharmaceutical substances, psychotropic 

pharmaceutical substances, drug precursors, narcotic drugs, psychotropic drugs, precursor drugs must 

be securely protected during transit to prevent diversion; transport of radioactive drugs must be 

undertaken in adherence to safety guidelines for the transport for radioactive materials issued by the 

Minister of Science and Technology. 

5. Establishments participating in the delivery, receiving process must be in possession of a 

permit for radiation work with the transport of radioactive sources as permitted scope of work in 

accordance with Ministry of Science and Technology’s regulations.   

 

Article 46. Provisions on the trading controlled drugs  

1. With regard to drug raw materials being narcotic substances, psychotropic substances, drug 

precursors: 

a) Manufacturers shall only be allowed to import raw materials for their own drug 

manufacture operations; 

b) Exporters shall only be allowed to sell imported raw materials to manufacturers of narcotic 

drugs, psychotropic drugs, precursor drugs, combination drugs containing narcotic pharmaceutical 

substances and combination drugs containing psychotropic pharmaceutical substances, combination 

drugs containing  precursors; medical service establishments, research, testing establishments, 

compulsory addiction rehabilitation institutions, institutions for opiate addition treatment by 

alternative drugs, medicine-pharmacy training institutions nationwide; drugstores for drug per-

prescription compounding; 

c) Manufacturers that purchase drug raw materials for their production wishing to sell the 

unused stock of such raw materials to manufacturers, importers qualified for operating in controlled 

drugs must obtain a written permission to the effect by Ministry of Health. 

2. With regard to narcotic drugs, psychotropic drugs, precursor drugs, combination drugs 

containing precursors: 
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a) Manufacturers shall only be allowed to sell the drugs they manufactured to manufacturers 

that are in possession of a certificate of satisfaction of conditions for pharmaceutical business with as 

operating scope the exportation, importation and wholesale of drugs, medical service establishments, 

research, testing establishments, compulsory addiction rehabilitation institutions, institutions for 

opiate addiction treatment by alternative drugs, medicine-pharmacy training institutions nationwide, 

to select 01 wholesaler for each 01 province geographic area to exclusively sell all the products they 

manufacture to;  

b) Importers shall only be allowed to sell the drugs they import to medical service 

establishments, research, testing establishments, compulsory addiction rehabilitation institutions, 

institutions for opiate addiction treatment by alternative drugs, medicine-pharmacy training 

institutions nationwide, to select 01 wholesaler for each 01 province geographic area to exclusively 

sell all the products they import to; 

c) Establishments that are in possession of a certificate of satisfaction of conditions for 

pharmaceutical business with as operating scope the exportation, importation of drugs and wholesale 

of precursor drugs, shall only shell drugs to other establishments that are in possession of a certificate 

of satisfaction of conditions for pharmaceutical business with as operating scope the exportation, 

importation and wholesale of drugs, medical service establishments, research, testing establishments, 

compulsory addiction rehabilitation institutions, institutions for opiate addiction treatment by 

alternative drugs, medicine-pharmacy training institutions nationwide; drugstores in the province 

where they have office, to select  01 wholesaler for each 01 province geographic area to exclusively 

sell all the products they trade to; 

d) Wholesalers shall only be allowed to sell the drugs to medical service establishments, 

research, testing establishments, compulsory addiction rehabilitation institutions, institutions for 

opiate addition treatment by alternative drugs, medicine-pharmacy training institutions and drugstores 

at the in the province they have office. 

đ) Medical service establishments, research, testing establishments, compulsory addiction 

rehabilitation institutions, institutions for opiate addiction treatment by alternative drugs shall be 

allowed to purchase drugs from the establishments referred to in point a, b, c and d of this clause 

according to the results of the drug tendering they conducted.  

3.  Combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, radioactive drugs, toxic drugs, toxic drug raw 

materials, drugs and pharmaceutical substances belonging to the list of drugs, pharmaceutical 

substances of the list of substances banned from use in certain sectors, fields, shall be allowed for 

trading in accordance with the provisions of Chapter IV of Pharmaceutical law.  

 

Article 47. Provisions on reporting regime of business establishments operating in 

controlled drugs 

1. Export, import reporting: 

a) Within 10 days from the exporting, importing date, the establishment must prepare  reports 

on the export, import of narcotic drugs, psychotropic drugs, precursor drugs, narcotic pharmaceutical 

substances, psychotropic pharmaceutical substances, drug precursors, using Form no. 02 and 03 in 

Appendix II of this Decree and send them to Ministry of Health and Ministry of Public Security; 

b) Within 10 days from the exporting, importing date, the establishment must prepare reports 

on the export, import of radioactive drugs using Form no. 04 and 05 in Appendix II o this Decree and 

send them to Ministry of Health;  

c) On an annual basis, by the 15th January of the following year, the establishment must 

prepare reports on the export, import of combination drugs containing narcotic pharmaceutical 

substances, combination drugs containing psychotropic pharmaceutical substances, combination drugs 
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containing precursors, radioactive drugs, using Form no. 06, 07 and 08 in Appendix II of this Decree 

and send them to Ministry of Health; 

2. On an annual basis by the 15th July and by the 15th January, manufacturers, exporters, 

importers shall prepare a 06 monthly report and an annual report for the respective periods on the 

export, import, inventory, usage of narcotic drugs, psychotropic drugs, precursor drugs, drug raw 

materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug 

precursors, using Form no. 09 and 10 in Appendix II of this Decree and send them to Ministry of 

Health. 

3. On an annual basis by the 15th July and by the 15 January, manufacturers, exporters, 

importers shall prepare a 06 month report and an annual report for the respective periods  on the 

export, import, inventory of radioactive drugs, combination drugs containing narcotic pharmaceutical 

substances, combination drugs containing psychotropic substances, combination drugs containing 

precursors using Form no. 11 and Form no. 12 in Appendix II of this Decree and send them to 

Ministry of Health. 

4. On an annual basis by the 15th July and by the 15 January, wholesalers, retailers shall 

prepare a report on the export, import, inventory of radioactive drugs, combination drugs containing 

narcotic pharmaceutical substances, combination drugs containing psychotropic substances, 

combination drugs containing precursors, using Form no. 11, 12, 13 in Appendix II of this Decree and 

send them to Health Department at the locality where they have office. 

5. On an annual basis by the 15th January, manufacturers, export-importers shall prepare 

reports on the issues, receipts, inventory, usage of drugs, pharmaceutical substances on the list of 

drugs, pharmaceutical substances of the list of substances banned from use in certain sectors, fields 

and send them to Ministry of Health. Wholesalers shall prepare reports on the issues, receipts, 

inventory of drugs, pharmaceutical substances on the list of drugs, pharmaceutical substances of the 

list of substances banned from use in certain fields, sectors, and send them to the relevant Health 

Department. The report shall be prepared using Form no. 09 in Appendix II of this Decree. 

6. Within 48 hours upon discovering errors, diversions of radioactive drugs, narcotic drugs, 

psychotropic drugs, precursor drugs and drug raw materials being narcotic pharmaceutical substances, 

psychotropic pharmaceutical substances, drug precursors, manufacturers, exporter, importers, 

providers of drug storage service, providers of drug clinical trial service, providers of drug 

bioequivalence study service, provider of drug testing service, shall prepare a report to the effect and 

send it to Ministry of Health; wholesalers, retailers shall prepare a report to the effect and send it to 

the relevant Health Department. The report shall be prepared using Form no. 14 in Appendix II of this 

Decree. 

7. On an annual basis by the 15th of January, Health Departments shall report to Ministry of 

Health the list of wholesalers of narcotic drugs psychotropic drugs, precursor drugs, combination 

drugs containing precursors in the locality using Form no, 15 in Appendix II of this Decree. 

 

Article 48. Destruction of controlled drugs 

1. Establishments requesting for the destruction of narcotic drugs, psychotropic drugs, 

precursor drugs, drug raw materials being narcotic pharmaceutical substances, psychotropic 

pharmaceutical substances, precursor drugs shall prepare a letter to the effect specifying the name of 

the drug, drug raw material, strength or concentration quantity, reason of the destruction, destruction 

method. 

2. The formalities for authorizing the destruction of narcotic drugs, psychotropic drugs, drug 

raw materials being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, 

drug precursors shall be undertaken as follows: 

a) The establishment]concerned, in the case of manufacturers, exporters, importers,  shall 

submit the letter requesting for the destruction either in person or by post to Ministry of Health or to 
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Health Department where it has office, in the case of pharmaceutical business establishments other 

than the aforementioned; 

b) Upon receipt of the request letter, the receiving authority shall issue the establishment a 

Dossier receipt using Form no. 01 in Appendix I of this Decree; 

c) If there is no follow up request for revision, supplementation, the receiving authority shall 

issue the establishment a letter authorizing the destruction within 30 days from the date recorded on 

the Dossier receipt; 

d) If there is a follow up request for revision, supplementation, the receiving authority shall 

issue a written notification to the effect to the establishment within 30 days from the date recorded on 

the Dossier receipt; 

đ) Upon receipt of the follow up submission, the receiving authority shall issue the 

establishment a Receipt of follow up submission using Form no. 01 in Appendix I of this Decree.  If 

there is no further follow up request, the receiving authority shall issue a letter authorizing the 

destruction in accordance with the provision of point c of this clause.  If the follow up submission 

does not meet the requirements, the receiving authority shall issue a written notification to the effect 

to the establishment I accordance with the provision of point d of this clause. 

3. The destruction of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials 

being narcotic pharmaceutical substances, psychotropic pharmaceutical substances, drug precursors 

shall only be carried out after an authorizing letter has been obtained from Ministry of Health or 

Health Department of the locality where the establishment has office. 

4. The destruction of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials 

being narcotic pharmaceutical substances, psychotropic pharmaceutical substances drug precursors 

shall be carried out as follows: 

a) The head of the establishment shall set up a drug destruction committee. The committee 

shall compose of at least 03 representatives, of whom 01 is the pharmacist in charge of the 

establishment. The drug destruction committee shall be tasked with executing the destruction, 

deciding on destruction method, supervising the drug destruction of the establishment; 

b) The destruction of drugs and drug raw materials must be witnessed by representative f of 

Health Department in the locality and recorded in a minutes, using Form no. 16 in Appendix II of this 

Decree. 

c) Within 10 days after completion of the destruction of drugs and drug raw materials, the 

establishment must send a drug destruction report using Form no. 17 in Appendix II of this Decree, 

with the destruction minutes enclosed, to Ministry of Health or Health Department. 

5. Radioactive drugs, radioactive substances, primary packaging components that are no 

longer usable must be temporary preserved and stored before being destroyed in accordance with 

legislation on nuclear energy.  

6. Radioactive waste originating from radioactive drugs must be managed in accordance with 

legislation on nuclear energy. 

7. Overrun products, defective products containing narcotic, psychotropic pharmaceutical 

substances and drug precursors left over from production processes; combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing narcotic substances, 

combination drugs containing drug precursors; packaging materials that have been in contact with 

narcotic drugs, psychotropic drugs, precursor drugs, narcotic pharmaceutical substances, psychotropic 

substances and drug precursors no longer in use, toxic drugs, toxic drug raw materials, drugs and 

pharmaceutical substances in the list of drugs, pharmaceutical substances on the list of substances 

banned from use in certain sectors, fields, at trading establishments, must be gathered and destroyed 

of in accordance with the provision of point a clause 4 of this Article and records of the destruction 

must be retained at the establishment. 
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Article 49. Application dossier for license to conduct business in controlled drugs 

Establishments applying for license to operate in controlled drugs, in addition to the 

documents required under Article 32 of this Decree, must submit the following: 

1. Document to demonstrate that the establishment fulfil the security requirements, to prevent 

diversion of controlled drugs, conforming to Form no. 18 in Appendix II of this Decree, prepared in 

A4 paper in Vietnamese language. 

2. Original copy or an authenticated duplicate copy of Permit for radiation work issued by the 

competent authority shall also be required. 

3. For retailers that are drugstores engaging in per-prescription compounding, the list of drugs 

to be compounded and the compounding procedures shall also be required. 

4. The documents required in this Article shall be submitted in 01 set. 

 

Article 50. Procedures, formalities for the issuance of certificate of satisfaction of conditions for 

pharmaceutical business to establishments operating in narcotic drugs, psychotropic drugs, 

precursor drugs, drug raw materials containing narcotic pharmaceutical substances, 

psychotropic pharmaceutical substances, drug precursors, radioactive drugs; establishments 

manufacturing combination drugs containing narcotic pharmaceutical substances, combination 

drugs containing psychotropic pharmaceutical substances, combination drugs containing 

precursors: 

1. Applicant establishments shall submit an application dossier for Certificate of satisfaction of 

conditions for pharmaceutical business in person or by post to: 

a) Ministry of Health in the case of drug manufacture, exportation, importation, storage service, 

clinical trial service, bioequivalence study service, drug testing service; 

b) Health Department where the establishment is located in the case of wholesale, retail of controlled 

drugs; 

2. Upon receipt of an application dossier, the receiving authority shall issue to the applicant 

establishment a Dossier receipt using Form no. 01 in Appendix I of this Decree. 

3. If there is no follow up request for dossier revision, supplementation, the receiving 

authority shall present the case to the Advisory council for their consideration within 15 days from the 

date recorded on Dossier receipt. 

4. If there is a follow up request, the receiving authority shall send the applicant establishment 

a written notification to the effect within 20 days from the date recorded on Dossier receipt, 

specifying the documents, contents requiring revision, supplementation. 

5. Upon receipt of the follow up submission, the receiving authority shall issue the applicant 

establishment a Dossier receipt using Form no. 01 in Appendix I of this Decree. 

a) If the follow up submission does not meet the requirements, the receiving authority shall 

issue the applicant establishment a written notification to the effect in accordance with the provision 

of clause 4 of this Article; 

b) If there is no further follow up request, the receiving authority shall proceed in accordance 

with the provision of clause 3 of this Article. 

6. The receiving authority shall evaluate the dossier taking into account the Advisory 

council’s opinions.  

a) If there is no follow up request for dossier revision, supplementation, the receiving 

authority shall conduct an on site team assessment at the establishment’s facility within 60 days from 

the date recorded on Dossier receipt; 

b) If there is a follow up request for dossier revision, supplementation, the receiving authority 

shall issue the applicant establishment a written notification to the effect in accordance with clause 4 

of this Article. 
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7. After completion of the on site assessment and taking into account the Advisory council’s 

opinions, the dossier receiving authority shall be responsible to: 

a) Issue Certificate of satisfaction of conditions for pharmaceutical business within 20 days 

from the completion date of the on site assessment where there is no request for remedial, corrective 

actions; 

b) Issue a written notification regarding the areas requiring remedial, corrective actions within 

15 working days  from the completion date of the on site assessment where there is a request for 

remedial, corrective actions; 

c) Within 06 months from the date the dossier receiving authority issues the written 

notification, if the applicant establishment still fails to complete the requested remedial, corrective 

actions, the dossier that was submitted shall become void. 

8. Within 20 days from the date of receipt of the letter and supporting documents from the 

applicant establishment demonstrating that the remedial, corrective actions have been completed, the 

receiving authority shall issue a certificate of satisfaction of conditions for pharmaceutical business or 

an explanation as to why it has not been issued. 

9. Within 06 months from the date the receiving authority issue the written notification for 

follow up revision, supplementation, the applicant establishment must respond accordingly.   Past this 

timeline, if the establishment fails to respond or after 12 months from the date of the initial dossier 

submission, if the dossier still does not meet the requirements it shall become void. 

10. Within 05 working days from the date the Certificate of satisfaction of conditions for 

pharmaceutical business is issued, the dossier receiving authority shall announce, update on its web 

portal the following information: 

a) Name, address of the Certificate holder; 

b) Full name of the pharmacist in charge, Number of his/her Certificate of pharmacy practice; 

c) Number of Certificate of satisfaction of conditions for pharmaceutical business; 

d) Operating scope of the establishment holding the Certificate. 

11. The competent authority shall only conduct a on site assessment on the areas not yet 

verified, assessed for conformity with good practice. 

 

Article 51. Procedures, formalities for the issuance of Certificate of satisfaction of 

conditions for pharmaceutical business for business establishments operating in combination 

drugs containing narcotic pharmaceutical substances, combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing precursors (except the 

manufacturing establishments referred to under Article 50 of this Article); establishments 

trading in toxic drugs, toxic drug raw materials; drugs, drug raw materials on the list of drugs, 

pharmaceutical substances of the list of substances banned from use in certain sectors, fields 

1. Applicant establishments shall submit an application dossier for Certificate of satisfaction 

of conditions for pharmaceutical business in person or by post to: 

a) Ministry of Health in the case of drug manufacture, exportation, importation, storage 

service, clinical trial service, bioequivalence study service, drug testing service; 

b) Health Department where the establishment is located in the case of wholesale, retail 

of controlled drugs; 

2. Upon receipt of an application dossier, the receiving authority shall issue to the applicant 

establishment a Dossier receipt using Form no. 01 in Appendix I of this Decree. 

3. If there is no follow up request for dossier revision, supplementation, the certificate issuing 

authority shall: 

a) Issue a Certificate of satisfaction of conditions for pharmaceutical business with the trading 

in controlled drugs added to the operating scope within 30 days from the date recorded on Dossier 
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receipt in the case of establishments already holding a certificate of satisfaction of conditions for 

pharmaceutical business and meeting the respective good practice; 

b) Conduct an onsite assessment within 30 days from the date recorded on Dossier receipt in 

the case of establishments applying for the first time for Certificate of satisfaction of conditions for 

pharmaceutical business or establishments already holding such a certificate but not in compliance the 

respective good practice. 

4. If there is a follow up request, the receiving authority shall send the applicant establishment 

a written notification to the effect within 30 days from the date recorded on Dossier receipt, 

specifying the documents, contents requiring revision, supplementation. 

 5. Upon receipt of the follow up submission, the receiving authority shall issue the applicant 

establishment a Dossier receipt using Form no. 01 in Appendix I of this Decree. 

a) If the follow up submission does not meet the requirements, the receiving authority shall 

issue the applicant establishment a written notification to the effect in accordance with the provision 

of clause 4 of this Article; 

b) If there is no further follow up request, the receiving authority shall proceed in accordance 

with the provision of clause 3 of this Article. 

6. After completion of the on site assessment the dossier receiving authority shall be 

responsible to: 

a) Issue Certificate of satisfaction of conditions for pharmaceutical business within 20 days 

from the completion date of the on site assessment where there is no request for remedial, corrective 

actions; 

b) Issue a written notification regarding the areas requiring remedial, corrective actions within 

15 working days  from the completion date of the on site assessment where there is a request for 

remedial, corrective actions. 

7. Within 20 days from the date of receipt of the letter and supporting documents from the 

applicant establishment demonstrating that the remedial, corrective actions have been completed, the 

receiving authority shall issue a certificate of satisfaction of conditions for pharmaceutical business or 

an explanation as to why it has not been issued. 

8. Within 06 months from the date the receiving authority issue the written notification for 

follow up revision, supplementation, the applicant establishment must respond accordingly.   Past this 

timeline, if the establishment fails to respond or after 12 months from the date of the initial dossier 

submission, if the dossier still does not meet the requirements it shall become void. 

9. Within 05 working days from the date the Certificate of satisfaction of conditions for 

pharmaceutical business is issued, the dossier receiving authority shall announce, update on its web 

portal the following information: 

a) Name, address of the Certificate holder; 

b) Full name of the pharmacist in charge, Number of his/her Certificate of pharmacy practice; 

c) Number of Certificate of satisfaction of conditions for pharmaceutical business; 

d) Operating scope of the establishment holding the Certificate. 

 

 

Article 52. Advisory council for the issuance of business license for narcotic drugs, psychotropic 

drugs, precursor drugs, drug raw materials being narcotic, psychotropic pharmaceutical 

substances and drug precursors, radioactive drugs  

1. Composition of Advisory council at Ministry of Health 

The Minister of Health shall set up an Advisory council composing of at least 05 members to provide 

advice on business licensing for the aforementioned drugs, made up of: 
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a) Ministry of Health’s representative as Chair of the council; 

b) Ministry of Public security with respect to business licensing for drug raw materials containing 

narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being narcotic, psychotropic 

pharmaceutical substances, drug precursors, narcotic drugs, psychotropic drugs, drug precursors; 

c) Ministry of Science and Technology’s representative with respect to business licensing for 

radioactive drugs; 

d) Representative of organizations, individuals (as necessary). 

2. Composition of Advisory council at Health Departments 

The Director of Health Department shall set up an Advisory council composing of at least 03 

members to provide advice on business licensing for the aforementioned drugs, made up of: 

a) Health Department’s representative as Chair of the council; 

b) Representative of organizations, individuals (as necessary). 

3. The Minister of Health shall provide for the organizational structure and operations of Advisory 

councils. 

Article 53. Application dossier for the purchase of narcotic drugs, psychotropic drugs, 

precursor drugs, drug raw materials being narcotic, psychotropic pharmaceutical substances 

and drug precursors; application dossier for the on selling of drug raw materials being narcotic, 

psychotropic pharmaceutical substances and drug precursors 

1. An application dossier for the purchase of narcotic drugs, psychotropic drugs, precursor drugs shall 

comprise the following documents:  

a) 03 copies of purchase order of narcotic drugs, psychotropic drugs, precursor drugs using Form no, 

19 in Appendix II of this Decree; 

b) Report on the trading status of narcotic drugs, psychotropic drugs, precursor drugs conforming to 

Form no. 20 Appendix II of this Decree; 

c) Letter explaining the reason for the purchase when the proposed purchase quantity exceeds 150% 

of the quality previously consumed. 

2. An application dossier for the purchase of drug raw materials being narcotic, psychotropic 

pharmaceutical substances and drug precursors shall comprise the following documents:  

a) 03 (three) copies of purchase order of drug raw materials being narcotic, psychotropic 

pharmaceutical substances, drug precursors conforming to Form no. 19 in Appendix II of this Decree; 

b) Report on the trading status of drug raw materials conforming to Form no. 10 in Appendix II of this 

Decree; 

c) Report on the trading status of the drug raw materials being narcotic, psychotropic pharmaceutical 

substances, drug precursors conforming to Form no. 20 in Appendix II of this Decree; 

d) Production plan involving the raw materials subject of the purchase application; 

đ) Letter explaining the reason for the purchase when the proposed purchase quantity exceeds 150% 

of the quality previously consumed. 
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3. Application dossier for the on selling of drug raw materials being narcotic, psychotropic 

pharmaceutical substances and drug precursors shall comprise the following documents:  

a) Application for the on selling of drug raw materials being narcotic, psychotropic pharmaceutical 

substances, drug precursors of the on selling establishment, conforming to Form no. 21 in Appendix II 

of this Decree; 

b) 03 copies of on selling orders drug raw materials being narcotic, psychotropic pharmaceutical 

substances, drug precursors, conforming to Form no. 19 in Appendix II of this Decree; 

c) Report of the trading of the drugs, report on the usage of the drug raw materials, conforming to 

Form no. 10, Form no. 20 in Appendix II of this Decree. 

4. The documents required under clause 1, 2, 3 of this Article shall be submitted in 01 set. 

Article 54. Procedures, formalities for the licensing of the purchase of narcotic drugs, 

psychotropic drugs, drug raw materials being narcotic drugs, psychotropic drugs and drug 

precursors; the on selling of drug raw materials being narcotic, psychotropic pharmaceutical 

substances and drug precursors 

1. Establishments proposing to purchase drugs, drug raw materials or to on sell drug raw materials 

shall submit an application dossier either in person or by post to: 

a) Ministry of Health in the case of manufacturing establishments; establishments holding a 

Certificate of satisfaction of conditions for both the exporting, importing of drugs ad the wholesale of 

drugs; medical service establishments, research, testing establishments, compulsory addiction 

rehabilitation institutions, institutions for opiate addition treatment by alternative drugs, medicine-

pharmacy training institutions  purchasing drug raw materials for research, testing purposes; 

b) Health Department where the establishment is based in the case of research, testing establishments, 

medicine-pharmacy training institutions, drug wholesalers, drug retailers, compulsory addiction 

rehabilitation institutions, institutions for opiate addition treatment by alternative drugs (with regard to 

the drugs not requiring tendering). 

2. The dossier receiving authority shall issue to the applicant establishment a Dossier receipt for the 

application dossier for the purchase, on selling of narcotic drugs, psychotropic drugs, precursor drugs, 

drug raw materials being narcotic, psychotropic pharmaceutical substances and drug precursors using 

Form no. 01 in Appendix I of this Decree. 

3. If there is no follow up request for dossier revision, supplementation, the receiving authority shall 

sign off the purchase order, approving it or issue a letter authorizing the on selling, within 30 days 

from the date recorded on Dossier receipt. 

4. If there is a follow up request for dossier revision, supplementation, the receiving authority shall 

issue to the applicant establishment a written notification to the effect within 30 days from the date 

recorded on Dossier receipt, specifying the documents, contents requiring revision, supplementation. 

5. Upson receipt of the follow up submission, the receiving authority shall issue the applicant 

establishment a Dossier receipt for the follow up submission using Form no. 01 in Appendix I of this 

Decree. 

a) If the follow up submission does not meet the requirements, the receiving authority shall issue to 

the applicant establishment a written notification to the effect in accordance with the provision of 

clause 4 of this Article. 
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b) If there is no further follow up request for dossier revision, supplementation, the receiving authority 

shall sign off the purchase order, approving the purchase of issue a letter authorizing the on selling in 

accordance with the provision of clause 3 of this Article.  

6. Within 06 months from the date the receiving authority issue the written notification the applicant 

establishment must respond with dossier revision, supplementation as requested.  Past this timeline if 

the establishment fails to respond or if the follow up submission fails to meet the requirements after 

12 months from the initial dossier submission, such dossier shall become void. 

Article 55. Dossier, procedures for licensing the retail of drugs on the List of restricted retail 

drugs  

1. For establishment not yet in possession of a Certificate of satisfaction of pharmaceutical business 

covering drug retail in operating scope: 

a) An application dossier comprising the following documents: Application for retailing drugs on the 

List of restricted retail drugs conforming to Form no. 22 in Appendix II of this Decree; 

b) Licensing formalities, time limit shall be in conformance with the provisions of Article 33 of tis 

Decree. 

2. For establishments already in possession of a Certificate of satisfaction of conditions for 

pharmaceutical business covering drug retail in operating scope: 

a) An application dossier comprising the following documents: Application for retailing drugs on the 

List of restricted retail drugs conforming to Form no. 23 in Appendix II of this Decree; 

b) Licensing formalities, timelines:  

- Retail establishment shall submit an application dossier either in person or by post to Health 

Department where they have office; 

- Upon receipt of the dossier, Health Department shall issue the establishment a Dossier receipt using 

Form no. 01 in Appendix I of this Decree; 

- If there is no follow up request for dossier revision, supplementation, Health Department shall issue 

a letter authorizing the establishment to retail drugs on the List of restricted retail drugs within 07 

working days from the date recorded on Dossier receipt; 

- If there is a follow up request for dossier revision, supplementation, within 05 working days from 

the date recorded on Dossier receipt, Health Department shall issue to the establishment  a written 

notification to the effect; 

- Upon receipt of the follow up submission, Health Department shall issue to the establishment a 

Dossier receipt of the follow up submission using Form no. 01 in Appendix I of this Decree. If the 

follow up submission fails to meet the requirements, Health Department shall issue to the 

establishment a written notification to the effect within 05 working days from the date recorded on 

Dossier receipt.  If there is no further follow up request, Health Department shall within 07 working 

days from the date recorded on Dossier receipt;  

- Within 06 months from the date Health Department issue the written notification for follow up 

revision, supplementation, the establishment must respond with the required follow up submission. 

Past this timeline, if the establishment fails to respond or after 12 months from the initial dossier 

submission, if the follow up submission still fails to satisfy the requirements, the submitted dossier 

shall become void. 
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3. Within 05 working days from the licensing date, Health Department shall be responsible for 

publicizing on its website the information on the retail establishment and the list of drugs licensed for 

retail at its retail outlet. 

Article 56. Responsibilities of the competent authority  with regard to the compliance with 

reporting requirements by business establishments operating in controlled drugs 

1. With respect to business establishments operating in controlled drugs shall do not comply with the 

reporting requirements set out under Article 47 of this Decree, the competent authority shall issue an 

official letter suspending the acceptance, evaluation of all of their application dossiers for the 

purchase of domestic drugs, drug raw materials, the importation of drugs, drug raw materials. 

2. The dossier evaluation shall only be resumed after the business establishment has fully complied 

with the reporting requirements. 

Chapter IV 

EXPORTATION, IMPORTATION OF DRUGS, DRUG RAW MATERIALS 

Section 1 

EXPORTATION OF CONTROLLED DRUGS, MEDICINAL MATERIALS ON THE LIST 

OF CONTROLLED MEDICINAL MATERIALS OF PRECIOUS, RARE, ENDEMIC 

SPECIES, BREEDS 

 Article 57. Criteria, dossier for exportation of narcotic drugs, psychotropic drugs, precursor 

drugs, combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors, 

drug raw materials being narcotic drugs, psychotropic drugs, drug precursors 

1. A drug shall only be licensed for exportation when meeting one of the following criteria: 

a) Produced in Vietnam, licensed for marketing in Vietnam and be the subject of an import license 

issued by the competent authority of the importing country; 

b) Produced in a foreign country, licensed for marketing in Vietnam and be the subject of an import 

license issued by the competent authority of the importing country. 

2. A drug raw material shall only be licensed for exportation when meeting one of the following 

criteria: 

a) Produced in Vietnam, licensed for marketing in Vietnam or not yet licensed for marketing in 

Vietnam, be the subject of an import license issued by the competent authority of the importing 

country; 

b) Produced in a foreign country, licensed for marketing in Vietnam and be the subject of an import 

license issued by the competent authority of the importing country. 

3. Application dossier for export license:  

a)  01 original copy of Export order conforming to Form no. 01 or 02 in Appendix III of this Decree; 

b) Report on the quantity, origin of the drug, drug raw material, conforming to Form no. 03 in 

Appendix III of this Decree; 

c) Original copy of the still-valid import license of the drug, drug raw material, issued by the 

competent authority of the importing country.  If the Import license is not in Vietnamese or English 

language, it must be accompanied by a Vietnamese or English notarized translated version.  The 
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import license must be consular legalized in accordance with legislation of consular legalization, 

unless exemption for it is provided for in applicable laws. 

4. The documents required under this Article shall be submitted in 01 set. 

Article 58. Criteria, dossier for exportation of radioactive drugs, drugs, pharmaceutical 

substances on the list of drugs, pharmaceutical substances belonging to the list of substances 

banned from use in certain sectors, fields, toxic drugs, toxic drug raw materials 

1. A drug, drug raw material shall only be licensed for exportation when meeting one of the following 

criteria: 

a) Produced in Vietnam, licensed for marketing in Vietnam or not yet licensed for marketing in 

Vietnam;  

b) Produced in a foreign country, licensed for marketing in Vietnam. 

2. Application dossier for export license:  

a) 03 original copies of export order conforming to Form no. 04 or 05 in Appendix III of this Decree; 

b) Report on the quantity, origin of the drug, drug raw material conforming to Form no. 03 in 

Appendix III of this Decree, except for toxic drugs, toxic drug raw materials, radioactive drugs; 

c) Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs.  If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

 3. The documents required in this Article shall be submitted in 01 set. 

Article 59. Criteria, dossier for exportation of medicinal materials on the list of controlled, 

precious, rare, endemic species, breeds 

1. A medicinal material on the list of controlled, precious, rare, endemic species, breeds shall only be 

licensed for exportation when it is not exploited from natural sources and not belonging to the 

Minister of Health’s published List of medicinal materials banned from exportation.  Non commercial 

exportation of medicinal materials shall be carried out in accordance with biodiversity legislation. 

2. Application dossier for export license: 

a) 03 original copies of export order conforming to Form no. 06 in Appendix III of this Decree; 

b) Duplicate copy of certificate of satisfaction of conditions for pharmaceutical business, 

authenticated or certified by the exporter’s seal.  If a duplicate copy certified by the exporter is 

submitted the original copy of it must be presented for validation at the point of dossier submission; 

c) Duplicate copy of the certification from the commune level People’s committee regarding the 

cultivation source of the medicinal material, authenticated or certified by the exporter’s seal. If a 

duplicate copy certified by the exporter’s seal is submitted the original copy of it must be presented 

for validation at the point dossier submission;  

d) Authenticated duplicate copy or a duplicated copy certified by the exporter’s seal of the purchasing 

contract for the medicinal material.  If a duplicate copy certified by the exporter’s seal is submitted 

the original copy of it must be presented for validation at the point of dossier submission;  

đ) The documents required in point c and d of this clause shall not be required of non-commercial 

exportation of medicinal materials. 
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 3. The documents required under this Article shall be submitted in 01 (one) set. 

Article 60. Provisions for export licensing of controlled drugs for non commercial purpose 

1. A controlled drug must be already licensed for marketing in Vietnam and fall into one of the 

following categories for it to be licensed for non commercial exportation: 

a) Be part of personal belongings of an organization, individual exiting the country,  brought out 

under airway bills or as accompanied luggage for their own therapeutic use and not a controlled drug 

raw material; 

b) Exported for aid, humanitarian assistance; 

c) Left over from the stock that was licensed for importation in support of humanitarian medical 

services. 

2. A drug must be licensed for exportation before it can be exported, unless it is of the category 

referred to in point a clause 1 of this Article and of a quantity not exceeding:  

a) a 07 day course in the case of narcotic drug at dosage given in the accompanied prescription;  

b) a 10 day course in the case of psychotropic, precursor drugs, at dosage given in the accompanied 

prescription;  

c) a 30 day course in the case of combination drugs containing narcotic pharmaceutical substances, 

combination drugs containing psychotropic substances, combination drugs containing precursors, 

toxic drugs, drugs on the list of drugs, substances banned from use in certain fields, sectors, at dosage 

given in the accompanied prescription. 

3. Application dossier for export license for the drugs categorized in point a clause 1 of this Article: 

a) Application for exportation conforming to Form no. 07 in Appendix III of this Decree; 

b) Authenticated duplicate copy or a duplicate copy bearing the applicant’s signature or duplicate 

copy bearing the applicant organization’s seal of the drug prescription, outpatient medical booklet. 

These documents must show the following information: name, age of patient; drug ‘name; strength or 

concentration and volume; quantity (or number of medication days); dosage; physician’s full name, 

signature; address of the hospital, office where the physician practices’ 

If the duplicate copy bearing the applicant’s signature or duplicate copy bearing the applicant 

organization’s seal is submitted the original copy must be presented for validation at the point of 

dossier submission; 

c) Duplicate copy of one of the following documents:  Identity card, citizenship card or passport of 

the individual concerned, authenticated or bearing the signature of the applicant. 

If a duplicate copy bearing the applicant’s signature is submitted, the original copy of the document 

must be presented for validation at the point of dossier submission; 

d) The documents required in point b, c of this clause, if not in Vietnamese or English language, must 

be accompanied by a Vietnamese or English notarized translated version. 

4. Application dossier for export license for the drugs categorized in point b clause 1 of this Article: 

a) Official letter in Vietnamese or English language applying for export license from the exporter; 

b) 03 copies of Export order conforming to Form no. 01 or 04 in Appendix III of this Decree; 
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c) Original copy or authenticated duplicate copy of the letter authorizing the use of the drug for aid, 

humanitarian assistance purpose, issued by the competent authority of the importing country;  

d) Original copy of the still-valid Import license issued by the competent authority of the importing 

country in the case of narcotic drugs, psychotropic drugs, precursor drugs, combination drugs 

containing narcotic pharmaceutical substances, combination drugs containing psychotropic 

pharmaceutical substances, combination drugs containing precursors;  

đ) The documents required in point c and d of this clause if not in Vietnamese or English language 

must be accompanied by a notarized Vietnamese or English translated version.  The documents must 

be consular legalized in accordance with legislation on consular legalization, except when there is an 

exemption provided for under applicable laws. 

5. Application document for exportation for the drugs categorized in point c clause 1 of this Article: 

a) Official letter in Vietnamese or English language applying for export license from the exporter; 

b) 03 copies of Export order conforming to Form no. 01 or 04 in Appendix III of this Decree; 

c) Report on the quantity of the drug that has been consumed for humanitarian medical services, 

conforming to Form no. 08 in Appendix III of this Decree. 

6. The documents required under clause 3, 4, 5 of this Article shall be submitted in 01 set. 

Article 61. Criteria, dossier for exportation of controlled drugs to be used as display at 

exhibitions, trade fairs 

1. Narcotic drugs, psychotropic drugs, precursor drugs, combination drugs containing narcotic 

pharmaceutical substances, combination drugs containing psychotropic pharmaceutical substances, 

combination drugs containing precursors shall only be licensed for exportation if meeting one of the 

following criteria: 

a) Produced in Vietnam, already or not yet licensed for marketing in Vietnam, be the subject of an 

import license issued by the competent authority of the importing country; 

b) Produced in a foreign country, already licensed for marketing in Vietnam and be the subject of an 

import license issued by the competent authority of the importing country. 

2. Application dossier for export license of narcotic drugs, psychotropic drugs, precursor drugs, 

combination drugs containing narcotic pharmaceutical substances, combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing precursors:  

a)  01 original copy of Export license conforming to Form no. 01 or 02 in Appendix III of this Decree; 

b) Original copy of the still-valid import license for the drug, drug raw material, issued by the 

competent authority of the importing country.  The Import license, if not in Vietnamese or English 

language, must be accompanied by a Vietnamese or English notarized translated version. The import 

license must be consular legalized in accordance with legislation on consular legalization, unless an 

exemption for it is provided for under applicable laws;  

c) The documents required under this clause shall be submitted in 01 set. 

3. The exportation of radioactive drugs, toxic drugs, toxic drug raw materials, drugs, pharmaceutical 

substances on the list of drugs, drug raw materials of the list of substances banned from use in certain 

fields, sectors, to be used as display at exhibitions, trade fairs, shall be carried out in accordance with 

legislation on temporary exportation/re-importation of goods. 
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Article 62. Criteria, dossier for exportation of controlled drugs for the purposes of clinical trial, 

bioequivalence study, bioavailability assessment, as samples for testing, scientific research,  for 

drug registration 

1. Narcotic drugs, psychotropic drugs, precursor drugs, combination drugs containing narcotic 

pharmaceutical substances, combination drugs containing psychotropic pharmaceutical substances, 

combination drugs containing precursors shall only be licensed for exportation if meeting one of the 

following criteria: 

a) Produced in Vietnam, already or not yet licensed for marketing in Vietnam, be the subject of an 

import license issued by the competent authority of the importing country; 

b) Produced in a foreign country, already licensed for marketing in Vietnam and be the subject of an 

import license issued by the competent authority of the importing country. 

2. Application dossier for export license of narcotic drugs, psychotropic drugs, precursor drugs, 

combination drugs containing narcotic pharmaceutical substances, combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing precursors:  

a)  01 original copy of Export license conforming to Form no. 01 or 02 in Appendix III of this Decree; 

b) Original copy of the still-valid import license for the drug, drug raw material, issued by the 

competent authority of the importing country.  The Import license, if not in Vietnamese or English 

language, must be accompanied by a Vietnamese or English notarized translated version. The import 

license must be consular legalized in accordance with legislation on consular legalization, unless an 

exemption for it is provided for under applicable laws;  

c) Original copy of the letter certifying that the purpose of the importation, the quantity imported for 

the drug using establishment, is for clinical trial, bioequivalence study, bioavailability assessment, as 

samples for testing, scientific research,  for drug registration at the importing country.  The letter if 

not in Vietnamese or English language must be accompanied by a Vietnamese or English notarized 

translated version; 

d) The documents required under this clause shall be submitted in 01 set.  

3. Radioactive drugs, toxic drugs, toxic drug raw materials, drugs, pharmaceutical substances on he 

list of drugs, pharmaceutical substances of the list of substances banned from use in certain fields, 

sectors, shall only be licensed for exportation if meeting one of the following criteria: 

a) Produced in Vietnam: already or not yet licensed for marketing in Vietnam;  

b) Produced in a foreign country: already licensed for marketing in Vietnam. 

4. Application dossier for export licensing of radioactive drugs, toxic drugs, toxic drug raw materials, 

drugs, pharmaceutical substances on he list of drugs, pharmaceutical substances of the list of 

substances banned from use in certain fields, sectors: 

a) 01 original copy of Export license conforming to Form no. 04 or 05 in Appendix III of this Decree; 

b) Original copy of the letter certifying that the purpose of the importation, the quantity imported for 

the drug using establishment, is for clinical trial, bioequivalence study, bioavailability assessment, as 

samples for testing, scientific research, for drug registration at the importing country.  The letter if not 

in Vietnamese or English language must be accompanied by a Vietnamese or English notarized 

translated version. 

Article 63. Formalities and time limits for export licensing of controlled drugs, controlled 

medicinal materials of precious, rare, endemic species, breeds 



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

1. Formalities and time limits for export licensing of controlled drugs,  controlled medicinal materials 

of precious, rare, endemic species, breeds, shall be in conformance with the provisions of Article 57, 

58, 59, point b, c clause 1 Article 60, clause 1 Article 61 and Article 62 of this Decree: 

a) Establishments applying for export licensing shall submit an application dossier in person or by 

post to Ministry of Health; 

b) Upon receipt of the dossier, Ministry of Health shall issue the applicant establishment a Dossier 

receipt using Form no. 01 in Appendix I of this Decree; 

c) If there is no follow up request for dossier revision, supplementation, Ministry of Health shall issue 

an export license within 10 working days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue 

the establishment a written notification to the effect within 07 working days from the date recorded on 

Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue the establishment a 

Dossier receipt for it, using Form no. 01 in Appendix I of this Decree.  If the follow up submission 

does not satisfy the requirements Ministry of Health shall issue the establishment a written 

notification to the effect in accordance with the provision of point d of this clause.   If there is no 

further follow up request for revision, supplementation, Ministry of Health shall issue an export 

license in accordance with the provision of point c of this clause;  

e) Within 06 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 12 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

2. Formalities and time limits for export licensing for the drugs categorized under point a clause 1 

Article 60 of this Decree: 

a) Organizations, individuals applying for export license shall submit an application dossier either in 

person or by post to the Health Department at the same locality of the port of entry when they enter 

the country or at the locality where the patient is living, temporarily residing legally or where the 

organization is based; 

b) Upon receipt of the dossier, Health Department shall issue to the applicant organization, individual 

a Dossier receipt using Form no.  01 in Appendix I of this Decree; 

c) If there is no follow up request for dossier revision, supplementation, Health Department shall issue 

an export license within 07 working days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Health Department shall issue 

the applicant organization, individual, a written notification to the effect within 05 working days from 

the date recorded on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue the establishment a 

Dossier receipt for it, using Form no. 01 in Appendix  I of this Decree.  If the follow up submission 

does not satisfy the requirements Ministry of Health shall issue the establishment a written 

notification to the effect in accordance with the provision of point d of this clause.   If there is no 

further follow up request for revision, supplementation, Ministry of Health shall issue an export 

license in accordance with the provision of point c of this clause;  

e) Within 03 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 
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the establishment fails to respond or past 04 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

3. Within 20 days from the date the export license is issued, Ministry of Health shall be responsible 

for publicizing on its web portal the information pertinent to the medicinal material that was licensed 

for exportation belonging to the List of controlled, precious, rare, endemic species breeds. 

4. Export licenses, official letters authorizing the exportation shall be prepared using Form no. 09, 10, 

11, 12 or 13 in Appendix III of this Decree. 

Article 64. Regulating the exportation of drugs, drug raw materials 

1. An export license for narcotic drugs, psychotropic drugs, precursor drugs, combination drugs 

containing narcotic pharmaceutical substances, combination drugs containing psychotropic 

pharmaceutical substances, combination drugs containing precursors, shall be issued for each 

consignment; the quantity of drugs, drug raw materials licensed for exportation shall not exceed the 

quantity stated on the Import license issued by the competent authority of the importing country.  

2. An export license for medicinal materials on the List of controlled, precious, rare, endemic species, 

breeds shall be issued for each export consignment. 

3. Narcotic drugs, psychotropic drugs, precursor drugs, radioactive drugs, combination drugs 

containing narcotic pharmaceutical substances, combination drugs containing psychotropic 

pharmaceutical substances, combination drugs containing precursors, drug raw materials being 

narcotic, psychotropic pharmaceutical substances, drug precursors, medicinal materials on the List of 

controlled, precious, rare, endemic species, breeds shall only be exported through international ports 

of entry, except for the drugs categorized in point a clause 1 Article 60 of this Decree. 

4. Manufacturers of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being 

narcotic, psychotropic pharmaceutical substances, drug precursors, shall be allowed to export the 

drugs, drug raw materials they themselves manufacture. 

5. Exporters, importers of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials 

being narcotic, psychotropic pharmaceutical substances, drug precursors shall be allowed to export 

drugs, drug raw materials they themselves trade. 

6. Individuals, organizations applying for non commercial exportation of controlled drugs under the 

provision of point a clause 1 Article 60 of this Decree shall be responsible for the origin, quality, 

safety, effectiveness of the drugs to be exported and to fulfill the requirements of the importing 

country.  

7. Exporters of narcotic drugs, psychotropic drugs, precursor drugs, drug raw materials being narcotic, 

psychotropic pharmaceutical substances, drug precursors, combination drugs containing narcotic 

pharmaceutical substances, combination drugs containing psychotropic pharmaceutical substances, 

combination drugs containing precursors, for displaying at exhibitions, trade fairs, shall be responsible 

for reimporting them in their entirety at completion of such exhibitions, trade fairs. 

8. With regard to the drugs allowed to be exported without a Ministry of Health-issued export license 

stipulated under clause 5 Article 60 of Pharmaceutical law, but for which the exporter wishes to 

obtain an Export license: 

a) Application dossier for export license shall comprise 03 original copy of Export order conforming 

to Form no. 14 in Appendix  III of this Decree and a duplicate copy of the exporter’s Certificate of 

satisfaction of conditions for pharmaceutical business, authenticated or certified by the exporter’s 

seal; 
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b) Formalities for export license shall be undertaken in accordance with the provision of clause 1               

Article 63 of this Decree. 

 

Section 2 

IMPORTATION OF DRUGS NOT YET LICENSED FOR MARKETING IN VIETNAM 

 

Article 65. Criteria, application dossier for import license of drugs containing pharmaceutical 

substances not yet licensed for marketing in Vietnam, drugs containing medicinal materials 

used for the first time in Vietnam 

1. The drugs shall only be licensed for importation when fulfilling the following criteria:  

a) Being licensed for marketing in one of the following countries: Manufacturing country, reference 

country among the International council for harmonization of technical requirements for 

pharmaceutical for human use (ICH) member countries or Australia; 

b) For the treatment of life threatening diseases, social diseases, dangerous and newly emerging 

epidemic diseases as declared by the Minister of Health; 

c) Drugs for which the clinical data on safety, effectiveness according to the Minister of Health’s 

requirements for registration is adequately available. For vaccines, the results of a clinical trial 

conducted in Vietnam in conformance with the Minister of Health’s stipulations shall also be 

required;  

2. Application dossier for import license:  

a) 3 original copies of import order conforming to Form no. 7, 8, 9 or 10 in Appendix III of this 

Decree; 

b) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

c) Duplicate copy of the manufacturer’s quality specification and test method for the drug, certified by 

the importer’s seal; 

d) 01 set of original copy of specimen labels and package insert of the drug in actual use in the 

country issuing the certificate of pharmaceutical product, except when they are already attached to 

Certificate of pharmaceutical product; 

đ) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importing establishment’s seal; 

e) Clinical data on safety and effectiveness in accordance with the Minister of Health’s requirements 

for drug registration. For vaccines, the results of a clinical trial conducted in Vietnam in conformance 

with the Minister of Health’s stipulations shall also be required;  

g) Report on trading results with regard to the import drugs being narcotic drugs, psychotropic drugs, 

precursor drugs, combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors, drugs 

on to the List of drugs, pharmaceutical substances belonging to the List of substances banned from 

use in certain sectors, fields, conforming the Form no. 18 in Appendix III of this Decree; 

h) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs where the manufacture of such 

drugs involves several establishments; 

i) Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs. If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

 3. The documents required in this Article shall be submitted in 01 set. 

 

 

Article 66. Criteria, application dossier for import license of drugs containing pharmaceutical 

substances already licensed for marketing in Vietnam but [the supply of such drugs] not yet 

adequately meeting therapeutic demand and drugs containing pharmaceutical substances  

already used for drug manufacture in Vietnam but [the supply of] such drugs not yet 

adequately meeting therapeutic demands 

1. The drugs shall only be allowed for importation when fulfilling the following criteria: 
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a) Belonging to the List issued by the Minister of Health of drugs [the supply of which] not yet 

adequately meeting therapeutic demand; 

b) Being licensed for marketing in one of the following countries: Manufacturing country, a reference 

country among ICH member countries or Australia. 

2. Application dossier for import license: 

a) 3 original copies of import order conforming to Form no. 15, 16 or 17 in Appendix III of this 

Decree; 

b) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

c) Quality document in conformance with the Minister of Health’s stipulations regarding the adoption 

of ASEAN common technical dossier (ACTD) in drug registration; 

d) 01 set of original copy of specimen label and package insert of the drug in actual use in the country 

issuing the Certificate of pharmaceutical product, except when they are already attached to Certificate 

of pharmaceutical product; 

đ) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importer’s seal; 

e) Clinical document in the case of drugs required clinical document submission according the 

Minister of Health’s stipulations regarding the adoption of ACTD in drug registration; 

g) With regard to traditional drugs involving a new combination of medicinal materials already used 

for drug manufacture in Vietnam, there must be a full clinical dossier demonstrating safety and 

effectiveness as required under Article 89 of Pharmaceutical law and documentation proving that the 

drugs are processed, prepared or assembled according to traditional medicine theories. 

h) Report on trading results with regard to the import drugs being narcotic drugs, psychotropic drugs, 

precursor drugs, combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors, drugs 

on to the List of drugs, pharmaceutical substances belonging to the List of substances banned from 

use in certain sectors, fields, conforming the Form no. 18 in Appendix III of this Decree; 

i) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs where the manufacture of such 

drugs involves several establishments; 

k) Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs. If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

3. The documents required in this Article shall be submitted in 01 set. 

 

Article 67. Criteria, application dossier for import license of drugs to support emergency 

requirements in national defence, security, prevention and combating epidemics, mitigation of 

consequences of natural disasters, calamities 

1. The drugs shall only be licensed for importation if they are already licensed for marketing in at 

least one country and falling into one of the following categories: 

a) Drugs that are requested for importation by Ministry of Defence for emergency response to national 

defence requirements;  

b) Drugs that are requested for importation by Ministry of Public Security for emergency response to 

security requirements;  

c) Drugs that are approved for importation for emergency response to epidemics prevention and 

combatting, mitigation of consequences of natural disasters, calamities. 

2. Application for import license: 

a) 03 original  of import order conforming to Form no. 15, 16 or 17 in Appendix III of this Decree; 

b) Original or authenticated duplicate copy of Certificate of pharmaceutical product or certification by 

the exporting country’s competent authority that the drug has been licensed for marketing in at least 

one country; 

c) Original or duplicate copy, certified by the competent authority’s seal, of the letter requesting or 

approving the importation from the respective competent authority in accordance with the provision 

of point a, b or c clause 1 of this Article, reflecting the following: Active ingredient in the case of 

chemo pharmaceutical drugs or name of medicinal materials in the case of medicinal material drugs 
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and traditional drugs, dosage form, concentration of strength of pharmaceutical substances in the case 

of chemo pharmaceutical drugs or quantity of medicinal materials in the case of medicinal material 

drugs and traditional drugs, package form, manufacturer, manufacturing country of the drug. 

3. The documents required in this Article shall be submitted in 01 set. 

 

Article 68. Criteria, application dossier for import license of drugs supporting special 

therapeutic requirements  

1. The drugs shall only be licensed for importation when fulfilling one of the following criteria:  

a) Having superior therapeutic effectiveness relative to the drugs being marketed in Vietnam or for 

which there is no substitutable drugs; already licensed for marketing in the manufacturing country or a 

reference country among ICH member countries or Australia, of which clinical data demonstrating 

safety, effectiveness according to the Minister of Health’s stipulations are adequately available and 

being recommended for use by the Advisory council for marketing registration certificate of drugs, 

drug raw materials. 

b) Drugs for use in medical emergency service, as antidote, which do not contain the same active 

ingredients and are not of the same route of administration with those currently available on the 

market. 

c) Vaccine for use in certain special cases at limited quantity decided upon by the Minister of Health 

on the basis of availability of data demonstrating the vaccine’s quality, effectiveness, safety. 

2. Application dossier for import license of the drugs stipulated in point a clause 1 of this Article: 

a) 03 original copies of import order conforming to Form no. 15, 16 or 17 in Appendix III of this 

Decree; 

b) Clinical data on safety and effectiveness in accordance with the Minister of Health’s requirements 

for drug registration. For vaccines, the results of a clinical trial conducted in Vietnam in conformance 

with the Minister of Health’s stipulations shall also be required; 

c) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

d) Duplicate copy of the manufacturer’s quality specification and test method for the drug, certified 

by the importer’s seal; 

đ) 01 set of original specimen of labels and package insert of the drug in actual use in the country 

issuing the certificate of pharmaceutical product, except when they are already attached to Certificate 

of pharmaceutical product; 

e) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importer’s seal; 

g) Drug trading report with regard to the drugs to be imported being narcotic drugs, psychotropic 

drugs, precursor drugs, combination drugs containing narcotic pharmaceutical substances, 

combination drugs containing psychotropic pharmaceutical substances, combination drugs containing 

precursors, drugs containing pharmaceutical substances on the list of substances banned from use in 

certain sectors, fields, conforming the Form no. 18 in Appendix III of this Decree; 

h) Report on trading results with regard to the import drugs being narcotic drugs, psychotropic drugs, 

precursor drugs, combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors, drugs 

on to the List of drugs, pharmaceutical substances belonging to the List of substances banned from 

use in certain sectors, fields, conforming the Form no. 18 in Appendix III of this Decree; 

i) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs where the manufacture of such 

drugs involves several establishments; 

k) Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs. If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

3. Application dossier for import license of the drugs stipulated in point b, c clause 1 of this Article 

a) 03 original copies of import order conforming to Form no. 15, 16 or 17 in Appendix III of this 

Decree; 

b) Documents demonstrating the quality, safety, effectiveness of the vaccines to be imported; 
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c) Original copy of the letter signed off by the medical service establishment’s head, stamped with the 

establishment’s seal, providing the rationale for the import licensing request, projected number of 

patients in need of the drugs; respective quantity in demand and an undertaking to assume 

responsibility for any possible issues arising from the use of the drugs to be imported; the letter must 

be accompanied by the original or a duplicate copy certified by the medical service establishment’s 

seal;  Minutes of the meeting of the Formulary and therapeutics council regarding the necessity to 

import the drugs. This Minutes shall be not be required of immunization service establishments 

having no Formulary and therapeutics council; 

d) The list of drugs requested for importation by the medical service establishment conforming to 

Form no. 19, 20 or 21 in Appendix III of this Decree;  

đ) Report of the medical service establishment covering the following information: Quantity of the 

drugs that have been used, therapeutic effectiveness (except for vaccines), safety of the drugs 

conforming to Form no. 22 in Appendix III of this Decree; 

e) Original copy of the written undertaking by the foreign manufacturer assuring the quality safety, 

effectiveness the vaccines, biologicals it supplies to Vietnam, conforming to Form no. 23 in Appendix 

III of this Decree; 

g) Duplicate copy certified by the importer’s seal of the Power of attorney or Seller permit or 

Certification of partnership. The content of the document shall be in conformance with the provision 

of point đ clause 15 Article 91 of this Decree. 

If unable to provide the documents, the importer must submit an explanatory letter for the Minister of 

Health’s consideration. 

4. The documents required in clause 2, 3 of this Article shall be submitted in 01 set. 

 

Article 69. Criteria, application dossier for import license of orphan drugs  

1. The drugs shall only be allowed for importation when fulfilling the following criteria: 

a) Belonging to the List of orphan drugs; 

b) Already licensed for marketing in at least one country. 

2. Application dossier for import license: 

a) 3 original copies of import order conforming to Form no. 7, 8, 9 or 10 in Appendix III of this 

Decree; 

b) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

c) Duplicate copy of the manufacturer’s quality specification and test method for the drug, certified by 

the importer’s seal; 

d) 01 set of original copy of specimen label and package insert of the drug in actual use in the country 

issuing the certificate of pharmaceutical product, except when they are already attached to Certificate 

of pharmaceutical product; 

đ) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importing establishment’s seal; 

e) Report on trading results with regard to the import drugs being narcotic drugs, psychotropic drugs, 

precursor drugs, combination drugs containing narcotic pharmaceutical substances, combination drugs 

containing psychotropic pharmaceutical substances, combination drugs containing precursors, drugs 

on to the List of drugs, pharmaceutical substances belonging to the List of substances banned from 

use in certain sectors, fields, conforming the Form no. 18 in Appendix III of this Decree; 

g) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs if the manufacture of such drugs 

involves several establishments; unless the Certificate of pharmaceutical product already certifies 

good manufacturing practice conformity for all establishments involved; 

h) Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs. If a duplicate copy certified 

by the establishment’s seal is submitted the original copy must be presented for validation. 

 3. The documents required in this Article shall be submitted in 01 set. 

 

Article 70. Criteria, application dossier for import license of drugs of the same trade name, 

pharmaceutical ingredient composition, strength or concentration, dosage form with an 
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originator  drug already licensed for marketing in Vietnam, that are manufactured by the same 

manufacturer with the originator drug or a delegated manufacturer, priced lower than the 

originator drug being marketed in Vietnam 

1. The drugs shall only be allowed for importation when fulfilling the following criteria: 

a) Meeting the provisions of point đ Clause 2 Article 60 of Pharmaceutical law; 

b) The drugs’ intended wholesale price is at least 20% lower than the bid winning price of the 

originator drug that was licensed for marketing in Vietnam; 

c) Being licensed for marketing in and exported to Vietnam from the manufacturing country, or a 

reference country among ICH member countries or Australia; 

d) Not being radioactive drugs, vaccines or biologicals. 

2. Application dossier for import license: 

a) 03 original copies of import license conforming to Form no. 15, 16 or 17 inn Appendix III of this 

Decree; 

b) Undertaking by the importing establishment pertaining to quality integrity of the drug and 

notification of the drug’s intended selling price; 

c) Documentation proving the drug is legally marketed in the manufacturing country or a reference 

country; 

d) 01 set of original copy of specimen label and package insert of the drug as it is being marketed in 

the exporting country, certified by the importer’s seal 

đ) 02 sets of supplementary label and package insert in Vietnamese language, certified by the 

importer’s seal. The content of the Vietnamese language package insert must be consistent with that 

approved by Ministry of Health for the originator drug already licensed for marketing in Vietnam. 

3. The documents required in this Article shall be submitted in 01 set. 

 

Article 71. Criteria, application dossier for import license of drugs to support State health 

programs 

1. The drugs shall only be licensed for importation when fulfilling the following criteria: 

a) Being approved by the competent authority as drugs for the service of State health programs; 

b) Being licensed for marketing in one of the following countries: Manufacturing country, a reference 

country among ICH member countries or Australia. 

2. Application dossier for import license: 

a) 3 original copies of import order conforming to Form no. 15, 16 or 17 in Appendix III of this 

Decree; 

b) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

c) Quality document in conformance with the Minister of Health’s stipulations regarding the adoption 

of ASEAN common technical dossier (ACTD) in drug registration; 

d) Clinical document in the case of drugs required clinical document submission according the 

Minister of Health’s stipulations regarding the adoption of ACTD in drug registration; 

đ) 01 set of original copy of specimen labels and package insert of the drug in actual use in the 

country issuing the Certificate of pharmaceutical product, except when they are already attached to 

Certificate of pharmaceutical product; 

e) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importer’s seal; 

g) Original or authenticated duplicate copy of the competent authority’s letter approving the use of the 

drug in State health programs; 

h) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs where the manufacture of such 

drugs involves several establishments; 

i). Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

3. The documents required in this Article shall be submitted in 01 set. 
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Article 72. Criteria, application dossiers for import license of donated, humanitarian assistance 

drugs 

1.  The drugs shall only be licensed for importation when simultaneously fulfilling the following 

criteria:  

a) Being licensed for marketing in the manufacturing country or a reference country amongst ICH 

member countries or Australia; 

b) Responding to the actual needs of the assistance recipient entities; 

c) Not being radioactive drugs, vaccines or biologicals. 

2. Application dossier for import license: 

a) Official letter from the importer requesting import license accompanied by the List of donated, 

humanitarian assistance drugs conforming to Form no. 24, 25 or 26 in Appendix III of this Decree; 

b) Original copy of the letter of the entity receiving the donation, humanitarian assistance, specifying 

the quantity of each type of drugs to be received and undertaking to use the drugs for the right 

purpose, on the right target beneficiaries; 

c) Original copy or authenticated duplicate copy of the competent regulatory authority approving the 

use of the drugs for State health programs with regard to foreign assistance drugs to be used in 

programs, projects; 

d) Original or authenticated duplicate copy of Certificate of pharmaceutical product; 

đ) Quality document in conformance with the Minister of Health’s stipulations regarding the adoption 

of ASEAN common technical dossier (ACTD) in drug registration; 

e) Clinical document in the case of drugs required clinical document submission according the 

Minister of Health’s stipulations regarding the adoption of ACTD in drug registration; 

g) 01 set of original copy of specimen labels and package insert of the drug in actual use in the 

country issuing the Certificate of pharmaceutical product, except when they are already attached to 

Certificate of pharmaceutical product; 

h) 02 sets of mock-up label intended to be used for marketing the product in Vietnam, enclosed with 

the Vietnamese language package insert, certified by the importer’s seal; 

i) Original or authenticated duplicate copy of Certificate of good manufacturing practice of all 

establishments participating to the manufacture of the import drugs where the manufacture of such 

drugs involves several establishments; 

k). Authenticated duplicate copy or duplicate copy certified by the exporter’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs If a duplicate copy certified 

by the importer’s seal is submitted the original copy must be presented for validation. 

3. The documents required in this Article shall be submitted in 01 set. 

 

Article 73. Criteria, application dossier for import license of drugs to be used in clinical trials, 

bioequivalence studies, bioavailability assessments, as samples for testing, research study  
1. The drugs shall only be licensed for importation if falling into one of the following categories: 

a) For use in clinical trials in Vietnam under protocols already approved by the Minister of Health 

according to the provision of clause 1 Article 94 of Pharmaceutical law; 

b) For use in bioequivalence studies in Vietnam under protocols already approved by the Minister of 

Health according to the provision of clause 1 Article 100 of Pharmaceutical law;  

b) For use as reference standards in bioequivalence studies; if the reference standard is a new drug, it 

shall be used exclusively for the study according to the already approved protocol under clause 1 

Article 100 of Pharmaceutical law;  

c) For use in testing, validation at drug manufacturing establishments or drug testing, validating 

establishments; 

d) For use in tests, assays at testing, quality control establishments 

đ) For use in scientific research studies other than the purposes outlined in point a, b and c of this 

clause. 

2. Application dossier for import license: 

a) 03 original copies of import order conforming to Form no. 15, 16 and 17 in Appendix III of this 

Decree; 
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b) Original or authenticated duplicate copy of approval letter from the relevant competent authority or 

organization in the case of drugs stipulated in point a, b and đ clause 1 of this Article; 

c) Original or authenticated duplicate copy of the approved protocol for bioequivalence study 

according to Article 100 of Pharmaceutical law with regard to new drugs referred to in point c clause 

1 of this Article; 

d) Explanatory document certified by the exporter’s seal regarding the importation purpose, quantity 

and undertaking to use the drug for the intended purpose; 

đ) Document from the importing establishment explaining the importation purpose, quantity and 

undertaking to use them for the intended purpose; 

e) Authenticated duplicate copy or duplicate copy certified by the importer’s seal of Permit for 

radiation work of the exporter in the case of exporting radioactive drugs.  If a duplicate copy certified 

the establishment’s seal is submitted the original copy must be presented for validation. 

3. The documents required in this Article shall be submitted in 01 set. 

 

Article 74. Criteria, application dossier for import license of drugs to be used as displays at 

exhibition, trade fairs  

1. Application dossiers for import license of combination drugs containing narcotic substances, 

combination drugs containing psychotropic substances, combination drugs containing precursors for 

displaying at exhibitions, trade fairs relating to medicine, pharmacy, medical equipment shall 

comprise: 

a) 01 original copy of Import order conforming to Form no. 16 in Appendix III of this Decree; 

b) Undertaking by the importer regarding the re-exportation of the drugs in its entirety at completion 

of the exhibition, trade fair. 

2. The documents required in clause 1 of this Article shall be submitted in 01 set. 

3. Drugs that do not fall into the categories listed in clause 1 of this Article shall only be imported 

when simultaneously meeting the following criteria: 

a) Used as displays at exhibitions, trade fairs relating to medicine, pharmacy, medical equipment; 

b) Not being narcotic drugs, psychotropic drugs, precursor drugs, radioactive drugs. 

4. The importation of drugs for display at exhibitions, trade fairs must be carried out in compliance 

with provisions of the laws regarding temporary importation, re-exportation of goods. 

 

Article 75. Criteria, application dossier for import license of drugs of non-commercial purpose 

under point I clause 2 Article 60 of Pharmaceutical law 

1. The drugs shall be licensed for non-commercial importation if falling into one of the following 

categories: 

a) Being part of travelers’ personal luggage brought in under airway bills or as accompanied luggage 

for their own therapeutic use. 

a) Not being narcotic drugs, psychotropic drugs, precursors and being part of inbound belongings of 

foreign diplomatic missions, international organizations in Vietnam or Vietnam diplomatic missions, 

organizations  in foreign countries and the individuals working at these missions, organizations or 

organizations introduced by Vietnam diplomatic representative agencies; Vietnam diplomatic 

missions to foreign countries. 

2. An import license must be obtained for the drugs stipulated in Clause 1 of this Article, except the 

following cases: 

a) The quantity of drugs to be imported does not exceed that required for a 07 day course in the case 

of narcotics and for a 10 day course in the case of psychotropic, precursor drugs, at dosage given the 

accompanied prescription; 

b) The drugs to be imported shall not be narcotic drugs, psychotropic drugs, precursor drugs, of a total 

import value of  not more than 200 (two hundred)  USD (USS Dollars) (calculated using the going 

interbank exchange rate at customs clearance point) at each import time and not to be imported more 

than 03 times a year for each organization, individual. 

With regard to the drugs that are to be used for the treatment of patients suffering from diseases on the 

List of life threatening diseases stipulated in Decree no. 134/2016/NĐ-CP dated 01 September 2016 

of the Government detailing some articles and implementation measures for the Law on export import 



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

tax, the total customs value allowable shall be not more than 10,000,000 (ten million) đồng per import 

time and not more than 04 import times per year per person.  

3. Application dossier for import license: 

a) Application for drug importation conforming to Form no. 27 in Appendix III of this Decree; 

b) Undertaking by the individual, organization to assume responsibility with regard to the original and 

quality of the drug to be imported; 

c) Authenticated duplicate copy or a duplicate copy bearing the applicant’s signature or duplicate 

copy bearing the applicant organization’s seal of the drug prescription, outpatient medical booklet. 

These documents must show the following information: name, age of patient; drug ‘name; strength or 

concentration and volume; quantity (or number of medication days); dosage; physician’s full name, 

signature; address of the hospital, office where the physician practices’ 

If the duplicate copy bearing the applicant’s signature or duplicate copy bearing the applicant 

organization’s seal is submitted the original copy must be presented for validation at the point of 

dossier submission. 

For the drugs stipulated in point b clause 1 of this Article, the documents listed in this point shall not 

be required 

d) Authenticated duplicate copy or a duplicate copy bearing the applicant’s signature of one of the 

following documents: Identification card, citizenship card or passport of the applicant if the importer 

is an individual. 

If the duplicate copy bearing the applicant’s signature or duplicate copy bearing the applicant 

organization’s seal is submitted the original copy must be presented for validation at the point of 

dossier submission 

4. The documents required in this Article shall be submitted in 01 set. 

 

Article 76. Documentation requirements for import license application dossier 

1. With regard to the drugs to be imported under the provisions of Article 65, 66, 69, 71, 72 and point 

a clause 1 Article 68 of this Decree, a separate import order must be prepared for each individual 

drug, except when they have in common the following elements: 

a) Drug name; 

b) Dosage form and route of administration; 

c) Concentration or strength of pharmaceutical substances in the case of drugs of liquid and semi solid 

form; 

d) Quality specification; 

đ) Shelf life; 

e) Name and address of manufacturer. 

2. The documents constituting the dossier if not in Vietnamese or English language must be 

accompanied by a notarized Vietnamese or English translated version. 

3. The following documents must be consular legalized in accordance with legislation on consular 

legalization, except when there is an exemption provided for under applicable laws: 

a) Certificate of pharmaceutical product; 

b) Document proving that the drug is legally marketed in the manufacturing country or a reference 

country; 

c) Certificate of good manufacturing practice for pharmaceutical products; 

d) Label and package insert of the drug in actual circulation at the country issuing the Certificate of 

pharmaceutical product. 

4. Requirements specific to Certificate of pharmaceutical product, except in the case of drugs 

imported to respond to emergencies in national defense, public security, fighting against epidemics, 

mitigating natural disasters, calamities stipulated under Article 67 of this Decree: 

a) Meeting the requirements of clause 2, 3 and 6 of this Article; 

b) Bearing the signature, name, position of the signing person; date of issuance and seal of the 

competent authority for the issuance of Certificate of pharmaceutical product of the exporting 

country; 

c) The signature, name, position of the signing person and the seal of the competent authority for the 

issuance of Certificate of pharmaceutical product of the issuing country must be certified by a 
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diplomatic representative  mission, consular agency or other agencies delegated to perform consular 

function for the issuing country; 

d) Certificate of pharmaceutical product used in the consular notarization must be the original copy; 

đ) There must be a certification that the drug is licensed and marketed in the country issuing the 

Certificate of pharmaceutical product; 

e) For drugs the manufacture of which involves participation from several different manufacturing 

establishment the Certificate of pharmaceutical product must state the name, address, role of each 

individual establishment; 

g) The Certificate must be in conformance with World Health Organization’s model form in use under 

the Certification scheme on the quality of pharmaceutical products moving in international commerce  

5. Requirements regarding the certification of specimens of label and package insert of the drugs as 

they are in actual circulation in the country issuing the Certificate of pharmaceutical product; except 

for the drugs having the same trade name, active ingredient composition, strength or concentration, 

dosage form with those of a brand name licensed for marketing in Vietnam, being manufactured by 

the same manufacturer of the originator drug or a delegated manufacturer, priced lower than the 

imported brand name being marketed in Vietnam stipulated under Article 70 of this Decree: 

a) Meeting the provision of clause 3 of this Article; 

b) Specimen of label and package insert bearing the seal of the state competent authority issuing the 

Certificate of pharmaceutical product of the issuing country; 

c) The specimen of label and package insert used in the consular notarization but be the original copy. 

6) Legal documents constituting the dossier must be still valid at the point of dossier submission as 

recorded on the Dossier receipt. 

 

Article 77. Formalities and time limits for import licensing for drugs not yet licensed for 

marketing in Vietnam 

1. Import licensing for drugs categorized under Article 65, 66, 69, 71, 72 and point a clause 1 Article 

63 of this Decree: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Health; 

b) Upon receipt of an application dossier for import license, Ministry of Health shall issue the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix III of this Decree; 

c) If there is no follow up request for dossier revision, supplementation, Ministry of Health shall issue 

an import license on the basis of dossier evaluation, consultation of the Advisory council for 

certificate of marketing registration of drugs, drug raw materials, within 60 days from the date 

recorded on Dossier receipt to the cases not requiring clinical data, documents proving similarity with 

a reference biological or within 90 days from the date recorded on Dossier receipt to the cases that do 

require these data or documents; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue 

to the applicant establishment a written notification to the effect within 60 days from the date 

recorded on Dossier receipt in the cases not requiring clinical data, documents proving similarity to a 

reference biological or within 90 days from the date recorded on Dossier receipt in the cases requiring 

these data or documents; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is no 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of point c of this clause; 

e) Within 06 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 12 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

g) With respect to the drugs to be imported for use in humanitarian medical services already approved 

by the competent authority but for which the documents set out in point c, d, đ, e, g or i clause 2 
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Article 72 of this Decree are not available for submission but such drugs are necessary for therapeutic 

purpose, the Minister of Health shall consider and make decision on the basis of consultation with the 

Advisory council on the issuance of certificate of marketing registration of drugs. 

2. Import licensing for the drugs to be imported under the provisions of Article 67 of this Decree: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Heath; 

b) Upon receipt of an application dossier for import license, Ministry of Health shall issue the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix III of this Decree; 

c) If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

import license within 03 working days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 03 working days from the date 

recorded on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is not 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of point c of this clause; 

e) If the applicant establishment is unable to provide the documents required in point b clause 2 

Article 67 of this Decree but the drug subject of the import application is necessary for disease 

prevention and treatment demand, the Minister of Health shall consider, make decision on the basis of 

the undertakings from relevant Ministries  

3. Import licensing for the drugs to be imported under the provisions of Article 70, 73 clause 1 Article 

74 and point b, c clause 1 Article 68 this Decree: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Heath; 

b) Upon receipt of an application dossier for import license, Ministry of Health shall issue the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix III of this Decree; 

c) If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

import license within 15 days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 15 days from the date recorded 

on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is not 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of point c of this clause; 

e) Within 06 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 12 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

4. Import licensing for the drugs to be imported under the provisions of Article 75 of this Decree: 

a) Organizations, individuals applying for import license shall submit an application dossier in person 

or by post to the local Health Department at the locality where the port of entry through which they 

undertake immigration formalities is located or where the patient is living or legally temporarily 

residing or where the organization has office; 

b) Upon receipt of an application dossier for import license, Health Department shall issue the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix III of this Decree; 

c) If there is no follow request for dossier revision, supplementation, Health Department shall issue an 

import license within 07 working days from the date recorded on Dossier receipt; 
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d) If there is a follow up request for dossier revision, supplementation, Health Department shall issue 

a written notification to the effect to the applicant establishment within 07 working days from the date 

recorded on Dossier receipt; 

đ) Upon receipt of the follow up submission, Health Department shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Health Department shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is not 

[further] follow up request, Health Department shall issue an import license in accordance with the 

provision of point c of this clause; 

e) Within 03 months from the date Health Department issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 14 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

5) Within 10 working days from the issuance date import licenses under the provisions of Article 65, 

66, 67, 68, 69 of this Decree, Ministry of Health shall be responsible to publicize relevant information 

on its web portal in accordance with the provision of clause 6 Article 60 of Pharmaceutical law. 

6. Ministry of Health shall be responsible for publicizing on its web portal information pertinent to the 

drugs to be used in medical emergency service, as antidote and vaccines to be used in certain special 

cases at limited quantity that were licensed for importation under the provision of point b, c clause 1 

Article 68 of this Decree covering information on the importer, manufacturer, the quantity of drugs 

licensed for importation, drug name, dosage form, route of administration, concentration or strength 

of pharmaceutical substances, import license number, issuance date, medical services and 

immunization service establishment requiring the drugs. 

7. Import license, official letter licensing the importation shall be prepared using Form no. 28, 29, 30, 

31 or 32 in Appendix III of this Decree. 

 

Article 78. Regulating the importation of drugs not yet licensed for marketing in Vietnam  
1. Drugs containing pharmaceutical substances for which a Certificate of marketing registration gas 

not been granted, drugs containing medicinal materials used for the first time in Vietnam, orphan 

drugs licensed for importation under the provision of Article 65 and Article 69 of this Decree shall 

only be supplied to medical service establishments. 

2. The Minister of Health shall determine whether a drug meets the criteria in point a clause 1 Article 

68 of this Decree or not on the basis of the request of medical service establishments and advice of the 

Advisory council on the issuance of certificate of marketing registration for drugs, drug raw materials   

3. Regarding the drugs for use in for medical emergency service, as antidote and vaccines for use in 

certain special cases at limited quantity that are licensed for importation under point b, c, clause 1 

Article 68 of this Decree: 

a) The drugs shall be supplied exclusively to medical service establishments, immunization service 

establishments requesting for importation of such drugs. Such medical service establishments, 

immunization service establishments shall be responsible for informing users, patients or patients’ 

family that the drugs are licensed for importation but legal and technical documentation on them are 

not available. The drugs shall only be administered after a consent from the users, patients or patients’ 

family is obtained. 

b) Importers of, establishments using the drugs stipulated in point a of this clause shall be allowed to 

sell or transfer such drugs to other medical service establishments, immunization service 

establishments. The establishments receiving the transfer of such drugs must have available the 

documents stipulated in point c, d clause 3 Article 68 of this Decree and shall be responsible to uphold 

the provisions of point a of this clause. 

4) Before being placed on the market, the lot of drug having the same trade name, active ingredient 

composition, strength or concentration, dosage form with those of an originator  drug already licensed 

for marketing in Vietnam, that are produced by the same manufacturer or a delegated manufacturer, at 

a price lower that of the originator drug being marketed in Vietnam, which was imported under the 

provision of Article 70 of this Decree, must be quality tested by a drug, drug raw material testing 
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agency of the state against the same quality specification of the originator drug that was licensed for 

marketing in Vietnam. 

5. Drugs that are licensed for importation for the use in State health programs, for the use of clinical 

trial, research studies, testing assaying must be used for the intended purpose, on the correct target 

recipients. 

6. Controlled drugs that are licensed for marketing to support humanitarian medical services, if not 

used up must be re-exported by the establishment in accordance with the provision of clause 5 Article 

60 of this Decree, not to be used for other purposes. 

7. Drugs that are licensed for importation for displaying at exhibitions, trade fairs relating to 

medicine, pharmacy, medical equipment under the provision of Article 74 of this Decree must be re-

exported in its entirety at completion of such exhibition, trade fair and not to be used, marketed in 

Vietnam. 

8. Individuals, organizations applying for noncommercial importation of drugs under the provision of 

Article 75 of this Decree shall be responsible for the origin and quality of the drugs imported. 

 

Section 3 

IMPORTATION OF CONTROLLED DRUGS ALREADY LICENSED FOR MARKETING 

IN VIETNAM, CONTROLLED DRUG RAW MATERIALS 

 

Article 79. Application dossier for import license of controlled drugs already licensed for 

marketing in Vietnam 

Application dossiers for import license for narcotic drugs, psychotropic drugs, precursor drugs, 

combination drugs containing narcotic pharmaceutical substances, combination drugs containing 

psychotropic pharmaceutical substances, combination drugs containing precursors, radioactive drugs, 

toxic drugs, drugs on the List of drugs, pharmaceutical substances belonging to the List of substances 

banned from use in certain sectors, fields, subject of a still valid Certificate of marketing registration, 

shall comprise the following documents:  

1. 01 original copy of Import order conforming to Form no. 33 or 34 in Appendix III of this Decree; 

2. Report on the trading results of the imported drugs conforming to Form no. 18 in Appendix III of 

this Decree; except for toxic drugs 

3. Duplicate copy of Permit for radiation work of the exporter, certified by the exporter’s seal in the 

case of importing radioactive drugs. If a duplicate copy certified the exporter’s seal is submitted the 

original copy must be presented at the point of dossier submission for validation. 

4. The documents specified in this Article shall be submitted in 01 set. 

 Article 80. Application dossier, provisions for import licensing of controlled drug raw materials 

1. Application dossier for import license of controlled drug raw materials:  

a) 01 original copy of Import order conforming to Form no. 35 or 36 in Appendix III of this Decree; 

b) Duplicate copy of the manufacturer’s quality specification and test method, certified by the 

importer’s seal; 

c) Duplicate copy of Manufacturer’s license of the drug raw material’s manufacturer issued by the 

competent authority of the foreign country. The Manufacturer’s license must be consular legalized in 

accordance with legislation on consular legalization, except where an exemption is provided for under 

applicable legislation; 

d) Report on the usage of the drug raw material conforming to For no, 37 in Appendix III of this 

Decree, except for importation of toxic raw materials for drug manufacture, report on the trading 

results of drug raw materials conforming to Form no. 38 in Appendix III of this Decree, except toxic 

raw materials for drug manufacture; 
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đ) Production plan, usage plan of the raw material subject of the import licensing application and 

trading plan for the finished products produced from the raw material subject of the import licensing 

application, except for importation of toxic raw materials for drug manufacture; 

e) The documents set out in point b and c of this clause shall not be required of raw materials 

imported for testing, research studies; drug raw materials already licensed for marketing in Vietnam 

or belonging to the List of pharmaceutical substances, excipients semi-finished products for the 

manufacture, according to registration dossier, of drugs already licensed for marketing in Vietnam;  

g) Original copy of letter from the exporter providing the reasons of the import licensing application, 

the quantity of the raw material to be imported and undertaking to use them for the intended purpose 

in the case of importing drug raw materials for testing, research studies; 

h) Importation of controlled drug raw materials not yet licensed for marketing in Vietnam or not 

belonging to the List of pharmaceutical substances, excipients, semi-finished products for the 

manufacture, according to registration dossier, of drugs already licensed for marketing in Vietnam for 

compounding per prescription at drugstores, medical service establishments for disease prevention 

and combatting, shall require in addition a request letter from the compounding establishment 

conforming to Form no. 39 in Appendix III of this Decree. 

2. The documents required in point b, c clause 1 of this Article if not in Vietnamese or English 

language must be accompanied by a notarized Vietnamese or English translated version. 

3. The documents required under clause 1, 2 of this Article shall be submitted in 01 set. 

4. Drug raw materials that are narcotic pharmaceutical substances, psychotropic pharmaceutical 

substances, drug precursors shall not be licensed for importation for the purpose of exhibition, trade 

fair displaying. 

5. Importation of toxic drug raw materials, pharmaceutical substances on the List of drugs, 

pharmaceutical substances banned from use in certain sectors, fields, for display at exhibitions, trade 

fairs shall be handled in accordance with the provision of Article 83 of this Decree. 

  

Article 81. Formalities, time limits for import licensing of controlled drugs subject of a still valid 

certificate of registration for marketing in Vietnam and controlled drug raw materials 

1. Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Health. 

2. Upon receipt of an application dossier for import license, Ministry of Health shall issue the 

applicant establishment a Dossier receipt using Form no. 01 in Appendix III of this Decree; 

3. If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

import license within 15 days from the date recorded on Dossier receipt; 

4. If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 15 days from the date recorded 

on Dossier receipt; 

5. Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of clause 4 of this Article. If there is no 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of clause 3 of this Article; 

6. Within 06 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 12 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 
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7) Import licenses, official letters approving the importation of drugs, drug raw materials shall be 

prepared using Form no, 28, 29, 30, 40 or 44 in Appendix III of this Decree. 

 

 

Section 4 

IMPORTATION OF DRUG RAW MATERIALS NOT YET LICENSED FOR MARKETING 

IN VIETNAM OTHER THAN CONTROLLED DRUG RAW MATERIALS; IMPORATION 

OF REFERENCE STANDARDS, EXCIPIENTS, CAPSULE SHELLS, PRIMARY 

PACKAGING COMPONENTS 

Article 82. Criteria, application dossier for import license of pharmaceutical substances, 

medicinal materials, semi-finished drugs, semi-finished medicinal materials to be used as 

samples for drug testing, drug research studies 

1. Pharmaceutical substances, medicinal materials, semi-finished drugs, semi-finished products for 

drug manufacture in the form of glue, granule, powder, extract, essential oil, resin, gum, gel (hereafter 

referred to as semi-finished medicinal materials) not yet licensed for marketing in Vietnam shall be 

licensed for importation when falling into one of the following categories: 

a) For the use in testing, research at drug manufacturing establishments or drug testing, drug research 

establishments; 

b) For the use in scientific research studies approved by the competent authority. 

2. Application dossier for import license shall comprise the following documents: 

a) 03 original copy of Import order conforming to Form no. 36 or 41 in Appendix III of this Decree; 

b) Letter from the importer justifying the purpose of use and quantity required of the drug raw 

materials and undertaking to use them for the intended purpose. 

c) Original or duplicate copy of the approval letter from the competent authority in the cases 

stipulated in point b clause 1 of this Article. 

3. The documents required in this Article shall be submitted in 01 set. 

Article 83. Provisions for the importation of pharmaceutical substances, semi-finished drugs, 

medicinal materials, semi-finished medicinal materials for display at exhibitions, trade fairs  

1. Drug raw materials shall only be licensed for importation for display at exhibitions, trade fairs that 

are related to medicine, pharmacy, medical equipment. 

2. The importation of drug raw materials for display at medicine, pharmaceutical related exhibitions, 

trade fairs shall be carried out in compliance with legislation on temporary importation – re-

exportation. 

3. The drug raw materials that are licensed for importation under the provision of this Article shall not 

be marketed in Vietnam and must be re-exported in their entirety at the completion of the exhibition, 

trade fair. 

Article 84. Application dossier for import license of pharmaceutical substances, semi-finished 

drugs, semi-finished medicinal materials for the manufacture of export-bound drugs 

1. Application dossier shall comprise the following documents: 

a) 03 original copies of Import order conforming to Form no. 36 or 41 in Appendix III of this Decree; 

b) Duplicate copy of the manufacturer’s quality specification and test method for the raw material, 

certified by the importer’s seal. If these documents are not in Vietnamese or English language they 

must be accompanied by a Vietnamese or English translated version; 

c) Written undertaking that the drug raw material is to be used for the intended purpose and the 

finished drugs made of which are exclusively for exportation, not to be marketed in Vietnam. 

2. The documents required in this Article shall be submitted in 01 set. 

Article 85. Criteria, application dossier for import license of pharmaceutical substances, semi-

finished drugs, medicinal materials, semi-finished medicinal materials for the manufacture of 

drugs in support of requirements in national defense, security, epidemics prevention and 

combating, mitigating consequences of natural disasters, calamities 

1. Drug raw materials shall be licensed for importation for the manufacture of drugs that fall into the 

following categories: 

a) Drugs for the service of national defense requirements;  
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b) Drugs for the service of public security requirements;  

c) Drugs for the service of prevention and combatting epidemic diseases, mitigation of national 

disasters, calamities including per prescription preparations at drugstores, medical service 

establishments. The import medicinal materials for per prescription preparations at drugstores, 

medical service establishments shall be imported in compliance with the provision of Article 87 of 

this Decree. 

2. Application dossier shall comprise the following documents:  

a) 03 original copies of Import order conforming to Form no. 36 or 41 in Appendix III of this Decree; 

b) With regard to drug raw materials to be imported for the manufacture of drugs in support of 

national defense, public security requirements, the dossier must include the original copy of the 

requesting letter from Ministry of National Defense, Ministry of Public Security respectively. The 

letter must cover at a minimum the following information: Drug name, manufacturer name, active 

ingredient, concentration or strength, dosage form, package form, route of administration, indications; 

c) With regard to the drug raw materials to be imported for the manufacture of drugs in support of 

prevention and combatting epidemic diseases, mitigation of national disasters, calamities, the dossier 

must include the original copy of the letter approving the List of drugs from Ministry of Health. The 

letter must cover at a minimum the following information: Drug name, manufacturer name, active 

ingredient, concentration or strength, dosage form, package form, route of administration, indications; 

d) With regard to the drug raw materials to be imported for per prescription preparations at drug 

stores, for drug production, preparation at medical service establishments, the dossier must include a 

request letter from these establishments, conforming to Form no. 42 in Appendix III of this Decree. 

đ) Written undertaking from the importer and the establishments using the drug raw material 

regarding the importation and use of such materials for the correct intended purpose. 

e) Duplicate copy of manufacturer’s quality specification and test method for the drug raw material, 

certified by the importer’s seal. 

g) Authenticated duplicate copy of Manufacturer license of the drug raw materials’ manufacturer 

issued by the foreign competent authority. The Manufacturer license must be consular legalized in 

accordance with legislation on consular notarization, unless exemption is provided for according to 

applicable laws. 

h) If the documents set out in point e and g of this clause are not in Vietnamese and English language 

they must be accompanied by a notarized Vietnamese or English translated version. 

3. The documents required in this Article shall be submitted in 01 set. 

Article 86. Application dossier for import license of excipients, capsule shells, primary 

packaging components, reference standards 

1. Application dossier for import license shall comprise the following documents: 

a) 03 original copies of Import order conforming to Form no. 43 in Appendix III of this Decree; 

b) Duplicate copy of manufacturer’s quality specification and test method for the excipient, capsule 

shell, primary packaging components, certified by the importer’s seal. If the documents are not in 

Vietnamese or English language, they must be accompanied by a Vietnamese or English translated 

version. 

2. The documents required in this Article shall be submitted in 01 set. 

 

Article 87. Application dossier for import license of medicinal materials other than those 

stipulated under Article 82, 83, 84 and 85 of this Decree 

1. Application dossiers shall comprise the following documents: 

a) 03 original copies of import order conforming to Form no. 41 in Appendix III of this Decree; 

b) Quality specification of the medicinal material consistent with respective national standards in 

Vietnam pharmacopoeia or a Ministry of Health’s recognized foreign pharmacopeia. 

If there is no national standards for the medicinal material in Vietnam pharmacopoeia or a Ministry of 

Health’s recognized foreign pharmacopoeia, the applicant establishment must submit the quality 



                                                                                                                                                                                 
 

This is an internal Pharma Group document and the translation is intended solely for reference purposes.  

specialization it developed for the material including test method, which has been validated by a State 

owned drug, drug raw material testing establishment; 

a) Authenticated duplicate copy of License for formation of representative office the foreign 

supplier of the medicinal material or Certificate of business operation in drugs and drug raw materials 

of the foreign enterprise in Vietnam with in scope of operation the trading of medicinal materials, 

semi processed, processed medicinal materials; 

b) Authenticated duplicate copy of Business License with medicinal material exportation in 

scope of operation issued by the competent authority of the exporting country to the foreign supplier 

supplying the medicinal material to Vietnam. 

đ) Authenticated duplicate copy of Certificate of good manufacturing practice covering the 

manufacture of medicinal materials for the manufacturing facility issued by the competent authority 

of the exporting country. 

e) Duplicate copy certified by the importer power of attorney from the manufacturer to the foreign 

supplier unless the manufacturer and the supplier are the same entity. Power of attorney shall be 

prepared in accordance with point đ clause 15 Article 91 of Decree. 

2. The documents required in this Article shall be submitted in 01 set. 

 

Article 88. Procedures and time limits for import licensing of drug raw materials not yet 

licensed for marketing in Vietnam except for controlled drugs; primary packaging components, 

reference standards 

1. Formalities and time limits for import licensing of drug raw materials, primary packaging 

components, reference standards set out under Article 82, 84, 86 and 87 of this Decree: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Health; 

b) Upon receipt of an application dossier, Ministry of Health shall issue the applicant establishment a 

Dossier receipt using Form no. 01. in Appendix I of this Decree; 

c) If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

import license within 15 days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 15 days from the date recorded 

on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is no 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of point c of this clause; 

e) Within 06 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 12 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

2. With regard to the importation of pharmaceutical substances, semi-finished medicinal materials 

categorized under Article 85 of this Decree: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Health; 

b) Upon receipt of an application dossier, Ministry of Health shall issue the applicant establishment a 

Dossier receipt using Form no. 01. in Appendix I of this Decree; 
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c) If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

import license within 03 working days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 03 working days from the date 

recorded on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is no 

[further] follow up request, Ministry of Health shall issue an import license in accordance with the 

provision of point c of this clause; 

3. Import licenses, official letters approving the importation of drug raw materials shall be prepared 

using Form no, 44 or 45 n Appendix III of this Decree. 

Section 5 

PROVISIONS FOR EXPORTATION, IMPORTATION OF DRUGS, DRUG RAW 

MATERIALS 

 

Article 89. Validity terms of import license, export license of drugs, drug raw materials 

1. Export license of drugs, drug raw materials shall have the following validity terms: 

a) A maximum of 01 year for drugs, drug raw materials that are licensed for exportation under the 

provisions of  Article 57, 59, 60, 62 and clause 1 Article 61 of this Decree. 

b) A maximum of 02 years for the drugs, drug raw materials that are licensed for exportation under 

the provisions of Article 58 clause 8 Article 64 of this Decree. 

2. Import license, official letter approving the importation of drugs, drug raw materials shall have the 

following validity terms: 

a) A maximum of 01 year for Import licenses, official letters approving the importation of drugs; 

b) A maximum of 01 year and valid for 01 single importation for Import licenses of narcotic drugs, 

psychotropic drugs, precursor drugs, drug raw materials being narcotic drugs, psychotropic drugs, 

drug precursors; 

c) A maximum of 02 years for Import licenses, official letters approving the importation of drug raw 

materials, other than those referred to in point b of this clause. 

3. Validity term of Import license, official letter approving importation must be clearly indicated in such 

licenses, official letters. 

Article 90. Provisions on the remaining shelf life of imported drugs, drug raw materials at the 

point of customs clearance 

1. Chemo pharmaceutical drugs, medicinal materials drugs, traditional drugs, drug raw materials 

imported to Vietnam, other than the drugs, drug raw materials referred to under clause 3 of this 

Article, must have at the point of customs clearance at least a remaining shelf life as follows 

a) 18 months in the case of drugs, drug raw materials of more than 24 month total shelf life; 

b) ½ of the total shelf life in the case of drugs, drug raw materials of 24 month or shorter total shelf life; 

2. Vaccines, biologicals imported to Vietnam, other than those referred to under clause 3 of this Article, 

must have at least a ½ shelf life remaining at the point of customs clearance. 

3. Drugs, drug raw materials imported under the provisions of Article 67, 73, 74, 75, 82, 83, 84, 85, 86 and 

point b clause 1 Article 68 of this Decree must have a remaining shelf life at the point of customs 

clearance. 
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4. The import licensing of drugs, drugs raw materials that have a remaining shelf life at the point of 

customs clearance shorter that that regulated under clause 1 or clause 2 of this Article but are necessary to 

support demands in production, disease prevention and treatment shall be decided upon by the Minister of 

Health. 

5. Application dossier for import license of the drugs, drug raw materials referred to under clause 4 of this 

Article shall comprise the following documents: 

a) Application from the exporter, covering the following information: Name of the drug/drug raw material, 

remaining shelf life at the point of customs clearance, the reason of such drug, drug raw material having a 

remaining shelf life shorter than that regulated under clause 1 or 2 of this Article; 

b) Documentation demonstrating the lot of drug/drug raw material have a remaining shelf life at the point 

of customs clearance shorter than that regulated under clause 1 or clause 2 of this Article. 

6. Procedures, formalities for import licensing of the drugs, drug raw materials referred to under clause 4 

of this Article: 

a) Establishments applying for import license shall submit an application dossier in person or by post 

to Ministry of Health; 

b) Upon receipt of an application dossier, Ministry of Health shall issue the applicant establishment a 

Dossier receipt using Form no. 01. in Appendix I of this Decree; 

c) If there is no follow request for dossier revision, supplementation, Ministry of Health shall issue an 

official letter approving the importation within 15 days from the date recorded on Dossier receipt; 

d) If there is a follow up request for dossier revision, supplementation, Ministry of Health shall issue a 

written notification to the effect to the applicant establishment within 15 days from the date recorded 

on Dossier receipt; 

đ) Upon receipt of the follow up submission, Ministry of Health shall issue a Receipt of follow up 

submission using Form no. 01 in Appendix I of this Decree. If the follow up submission fails to 

address the requirements, Ministry of Health shall issue a written notification to the effect to the 

applicant establishment in accordance with the provision of point d of this clause. If there is no 

[further] follow up request, Ministry of Health shall issue an official letter approving the importation 

in accordance with the provision of point c of this clause; 

e) Within 03 months from the date Ministry of Health issues the follow up notification, the applicant 

establishment must respond with dossier revision, supplementation accordingly. Past this time limit if 

the establishment fails to respond or past 04 months from the initial dossier submission if the 

supplemented dossier does not meet the requirements the submitted dossier shall become void. 

 

Article 91. Provisions for the importation of drugs, drug raw materials 

1. The drug raw materials that are pharmaceutical substances, excipients, semi-finished drugs except 

semi-finished raw materials for the manufacture in accordance with registration dossier of drugs that 

have been granted a Certificate of registration for marketing in Vietnam which are published by the 

Minister of Health in Form 46 Appendix III of this Decree within 15 days, from the date of issuance 

[or] renewal of Certificate of registration for marketing in Vietnam.  The drug raw materials that are 

pharmaceutical substances, excipients, semi-finished drugs belonging to the List [of those] allowed 

for importation without import licensing, except for controlled drug raw materials. 

2. The List of drugs, drug raw materials that are banned from importation, banned from production 

according the provision of Appendix V of this Decree.  

3. The drug raw materials for which a Certificate of registration for marketing in Vietnam has been 

granted including medicinal materials, semi-finished medicinal materials, excipients, capsule shell, 

semi-finished drugs, other than semi-finished controlled drugs, that are allowed for importation 

without import licensing.  
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4. Medical, pharmaceutical training institutions, drug research establishments, drug testing 

establishments shall be allowed to import drugs, drug raw materials and reference standards for their 

own training, research, testing activities.  

5. Representative offices in Vietnam of manufacturers, drug registrants, establishments holding 

marketing authorization of the drugs subject of clinical trials, bioavailability assessments, 

bioequivalence studies; establishments contracted for the service of clinical trial, bioavailability 

assessment, bioequivalence study shall be allowed to import drugs, drug raw materials and reference 

standards for the service of clinical trials, bioavailability assessments, bioequivalence studies.  

6. Traders shall be allowed to import primary packaging components. 

7. Drugs, drug raw materials shall only be imported through international ports of entry, except for the 

drugs that are licensed for noncommercial importation under the provision of Article 75 of this 

Decree. 

8. The Minister of Health shall make decision on the quantity of drugs, drug raw materials licensed 

for importation according to the following:  

a) Quantity licensed for importation of drugs containing pharmaceutical substances not yet licensed 

for marketing in Vietnam, drugs containing medicinal materials used for the first time in Vietnam 

according to the provision of Article 65 of this Decree, based on the scale, developments of life 

threatening  diseases, social diseases, dangerous and emerging diseases; 

b) Quantity licensed for importation of drugs containing pharmaceutical substances already licensed 

for marketing in Vietnam but [the supply of which] has not yet adequately met therapeutic demand, 

drugs containing medicinal materials already used for drug manufacture in Vietnam but the supply of 

drugs made of which has not yet adequately met therapeutic demand, drugs in support of special 

therapeutic needs stipulated under Article 66, 68 of this Decree, based on the actual therapeutic 

demand of medical service establishments; 

c) Quantity licensed for importation of drugs for responses to emergency demand in national defense, 

public security, prevention and combatting epidemics, mitigation of natural disasters, calamities 

according to the provisions of Article 67 of this Decree, based on the actual demand for these 

respective purposes; 

d) Quantity licensed for importation of orphan drugs according to the provisions of Article 69 of this 

Decree, based on importers’ demand for their business operations; 

đ) Quantity licensed for importation of drugs that the same trade name, active ingredient composition, 

concentration or strength, dosage form with those of an originator drug already licensed for marketing 

in Vietnam, that are manufactured by the same manufacturer or a delegated manufacturer, at a price 

lower than that of the originator drug being marketed in Vietnam according to the provisions of 

Article 70 of this, based on the capacity to achieve price stabilization objectives.; 

e) Quantity licensed for importation in support of State health programs according to the provision of 

Article 71 of this Decree, based on the actual demand of State health programs.; 

g) Quantity licensed for importation of donated, humanitarian assistance drugs according to the 

provisions of Article 72 of this Decree, based on the actual demand of the entities receiving the 

assistance; 

h) Quantity licensed for importation of drugs for the use in clinical trials, bioequivalence studies, 

bioavailability assessments, as samples for drug testing , scientific studies according to  the provisions 

of Article 73 of this Decree, based on the approved study protocols or the actual demand for testing, 

studying of the concerned establishments; 

i) Quantity licensed for importation of drugs for noncommercial purpose according to the provisions 

of Article 75 of this Decree, based on the actual medication demand of organizations, individuals; 

k) Quantity licensed for importation of controlled drugs according to the provisions of Article 79, 80 

of this Decree, based on the establishments’ demand for their business operations; 

l) Quantity licensed for importation of reference standards, primary packaging components, drug raw 

materials not yet licensed for marketing in Vietnam according to the provisions of Article 82, 84, 85, 

86 and 87 of this Decree, based on the actual demand in raw materials for the establishments’ 

manufacturing, trading operations, except for controlled drug raw materials. 

9. Formalities regarding chemical declaration shall not be required for the drug raw materials, 

reference standards that are imported under the provisions of Pharmaceutical law and this Decree. 
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10. Establishments that have importation right but not are allowed to exercise the right to distribute 

drugs, drug raw materials shall not be allowed to perform activities directly related to the distribution 

of drugs, drug raw materials in Vietnam, except for the drugs, drug raw materials they themselves 

manufacture in Vietnam, covering: 

a) Selling drugs, drug raw materials, delivery of drugs, drug raw materials to medical service 

establishments, retailers, individuals, organizations that are not wholesalers of drugs, drug raw 

materials; 

b) Receiving purchase orders, accepting to settle payments for drugs, drug raw materials for medical 

service establishments, retailers, individuals, organizations that are not wholesalers of drugs, drug raw 

materials.; 

c) Transporting, providing storage service of drugs, drug raw materials; 

d) Determining, imposing selling price of drugs, drug raw materials that are distributed by other 

pharmaceutical business establishments; 

đ) Making decisions on distribution strategies, trading policies of drugs, drug raw materials that are 

distributed by other pharmaceutical business establishments; 

e) Developing supply plans of drugs, drug raw materials for medical service establishments in 

Vietnam; 

g) Providing financial assistance under any forms to organizations, individuals who purchase drugs 

directly from them with the aim of manipulating the distribution of imported drugs, drug raw 

materials; 

h) Perform other acts relating to the distribution of drugs according to the provisions of the laws. 

11. Wholesalers purchasing drugs, drug raw materials imported by the importers that are not allowed 

to exercise the right to distribute drugs, drug raw materials in Vietnam must have operational capacity 

and capability to directly carry out the distribution of drugs, drug raw materials to medical service 

establishments and pharmaceutical business establishments without being subjected to the imposition, 

control or regulation over the activities set out under clause 10 of this Article by the establishments 

that are not allowed to exercise thee right to distribute drugs, drug raw materials in Vietnam. 

12. The establishments having importation right but not allowed to exercise the right to distribute 

drugs, drug raw materials in Vietnam shall be responsible for notifying Ministry of Health in writing 

the wholesalers that perform the distribution of their drugs, drug raw materials imported to Vietnam 

prior to selling or discontinuing the sale of drugs to those wholesalers. 

Within 03 working days, from the date of receipt of the notification from the establishment (counting 

from the time recorded on the incoming correspondence stamp), Ministry of Health shall be 

responsible for publishing on its web portal the information on the wholesalers that purchase drugs for 

their own distribution from establishments having importation right but not allowed to exercise the 

right to distribute drugs, drug raw materials in Vietnam. 

13. The importation of medicinal materials that are specimen of species on the List of ‘endangered, 

precious , rare , prioritized for protection’, for the use as testing samples, drug studies must be carried 

out in accordance with biodiversity legislation.  

14. Provisions for Certificate of Test of an imported drug lot, lot of drug raw material: 

a) Certificate of Test must be in Vietnamese or English language. A Certificate that is not in 

Vietnamese or English language must be accompanied by a notarized Vietnamese or English translate 

version; 

b) Where the manufacture of a drug lot, lot of drug raw material involves 02 or more establishments, 

such imported drug lot, lot of drug raw materials must be accompanied by a certificate of test from the 

final manufacturing or packaging establishment or from the establishment responsible for batch 

release.; 

c) Certificate of test must cover the following information: Administrative information (name, address 

of manufacturer, Certificate number, name and signature of the person in charge, date of issuance of 

Certificate) and information on the sample of the drug, drug raw material (product name, lot number, 

shelf life, applicable quality specification, quality criteria, quality requirements, test results, 

conclusion on the quality of the product lot). 
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15. Suppliers of drugs, drug raw materials shall be a foreign establishment that enters into a sales 

contract with an importer. Suppliers of drugs, pharmaceutical substances shall be one of the following 

entities: 

a) Manufacturer of the imported drug, pharmaceutical substances;  

b) Establishment owning the product or holding the  marketing authorization of the imported drug, 

pharmaceutical substance as recorded on the Certificate of pharmaceutical product with regard to the 

drugs that are licensed for marketing in Vietnam according to the provision of Pharmaceutical law or 

those not yet licensed for marketing in Vietnam; 

c) Foreign establishment acting as registrant of the drug, drug raw material for which a Certificate of 

registration for marketing in Vietnam has been granted and is still valid at the point of customs 

clearance but not the establishment referred to in point a, b of this clause;  

d) Establishment that has been granted a Business license of foreign enterprise in drugs and drug raw 

materials, business license of foreign enterprise in vaccines, biologicals and raw materials for the 

manufacture of vaccines, biologicals in Vietnam; 

đ) A supplier that is the entity referred to in point c or d or this clause must be authorized in writing 

by the entity referred to in point a or b of this clause the right to supply the drug to Vietnam.  

The power of attorney shall include a delegation of authority or seller permit or certification of 

partnership. The power of attorney must be written in Vietnamese of English language and cover at a 

minimum the following information: Name, address of the authorizing establishment, scope of 

authorization covering the supply of drug, drug raw material to Vietnam, validity term of the 

authorization or seller permit; obligations of the parties in quality assurance, origin of the drug, drug 

raw material supplied to Vietnam, certifying signature of the parties;  

e) Suppliers of the drugs that are imported under the provisions of Article 67, 73 and clause 1 Article 

74 of this Decree shall not have to comply with the provision of this clause. 

g) Suppliers of the drugs that are imported under the provisions of Article 70 of this Decree shall not 

have to comply with the provision of point đ of this clause.  

16. Suppliers of imported excipients, capsule shell, primary packaging components, reference 

standards shall not have to comply with the provision of clause 15 of this Article. 

17. An import license of a drug shall be withdrawn in the following situations: 

a) The imported drug is recalled for a level 1 violation according to the provision of point a clause 2 

Article 63 of Pharmaceutical law;  

b) The imported drug is subject to marketing authorization revocation by the competent authority of 

the manufacturing country, a reference country of among ICH member counties or Australia; 

c) The imported drug is concluded by the competent authority as subject of an approved registration 

dossier containing falsified documentation; 

d) The imported drug is not manufactured at the address indicated on the approved application dossier 

for its import license; 

đ) The imported drug contains pharmaceutical substances, imported medicinal materials that are 

subject of a warning by World Health Organization or the competent authority of Vietnam or the 

country of origin’s as not safe, effective for users; 

e) The manufacturer, exporter of the drug, drug raw material requests for its import license to be 

withdrawn; 

g) Upon recall notification by the foreign pharmaceutical regulatory authority of the imported drug 

lot. 

18. An import license of a drug raw material shall be withdrawn in the following situations: 

a) The drug raw material is recalled under the provisions of point a, b, đ or e clause 2 Article 62 of 

Pharmaceutical law; 

b) The imported pharmaceutical substance, medicinal material is the subject of a warning by World 

Health Organization or the competent authority of Vietnam or of the country of origin’s as not safe, 

effective for users. 

19. Ceasing to accept application dossiers for import license of drugs, drug raw materials for a period 

of 01 to 02 years; ceasing to issue import license for drugs, drug raw materials for a period of 01 to 02 

years shall be applicable in the following cases: 

a) Violating cases stipulated under point a, c, d clause 17 of this Decree; 
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b) Within a 12 month period there are more than 02 lots of imported drugs subject to mandatory recall 

for level 2 violation according to the provision of point b clause 2 Article 63 of Pharmaceutical law or 

03 lots of imported drugs found violating quality standards; 

c) Information provided in application dossier for import license is not based on research evidence or 

empirical evidence of the manufacturer; 

d) Failure to update information pertaining to effectiveness, safety of the imported drug on its label, 

package insert while it is being marketed in Vietnam in accordance with Ministry of Health’s 

requirements. 

20. Suspending a manufacturer of drugs, drug raw materials from the importation of all drugs, drug 

raw materials shall be applicable when such manufacturer commits one of the following acts: 

a) Serious degree violation of the principle of good manufacturing practice according to the Minister 

of Health’s stipulations; 

b) Within a 12 month period there are more than 02 lots of drugs, drug raw materials found to be at 

level 1 violation according to the provision of point a clause 2 Article 63 of Pharmaceutical law in 

relation to quality of drugs, drug raw materials; 

c) Within a 12 month period there are more than 03 lots of drugs, drug raw materials found to be at 

level 2 violation according to the provision of point b clause 2 Article 63 of Pharmaceutical law or 

more than 04 lots of drugs, drug raw materials  found violating quality standards 

;d) The importation suspension period shall be from 01 to 02 years with regard to the cases stipulated 

in point a, b of this clause and from 06 months to 01 years with regard to the cases stipulated in point 

c of this clause. 

21. Provisions for the reporting of exportation, importation of drugs, drug raw materials, except for 

controlled drugs: 

a) Within 10 days, from the importation date of vaccines that already licensed for marketing in 

Vietnam, drugs that are not yet licensed for marketing in Vietnam, importers shall send a report on 

each import consignment to Ministry of Health and the National institute for control of vaccines and 

biologicals in the case of vaccines, using Form no. 47 or 48 in Appendix III of this Decree. 

b) By the 15th of July and by the 15th of January every year, importers shall send to Ministry of Health 

a 6 monthly report and annual report respectively on the export import status of drugs, drug raw 

materials using Form no. 49 or 50 n Appendix III of this Decree. 

 

Article 92. Pharmaceutical-specific documentation to be presented and submitted by 

pharmaceutical business establishments, organizations, individuals at customs clearance for 

exporting, importing of drugs, drug raw materials 

Apart from the documentation to be submitted, presented as according to Customs legislation, 

pharmaceutical business establishments, organizations, individuals shall present and submit the 

following documents at customs clearance for exporting, importing drugs, drug raw materials: 

1. Customs clearance for exporting drugs, drug raw materials: 

a) Presentation of the original copy or an authenticated duplicate copy and submission of a 

duplicate copy, certified by the exporter’s seal, of the exporter’s Certificate of satisfaction of 

conditions for pharmaceutical business where the exporter is a pharmaceutical business establishment; 

b) Submission of a duplicate copy of the export license certified by the exporter’s seal and 

presentation of the original copy or an authenticated duplicate copy of it for validation purpose when 

exporting medicinal materials belonging to the List of controlled precious, rare, endemic species, 

breeds of medicinal material, controlled drugs; 

c) Submission of an authenticated duplicate copy of drug prescription, outpatient medical 

booklet or a duplicate copy certified by the seal of the organization applying for the export licensing 

and presenting the original for validation purpose in the case of controlled drugs forming part of 

personal belongings of outbound organizations, individual travelers, brought out under airway bills, 

accompanied luggage of outbound organizations, individual travelers for their own medication; at 
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export quantity not exceeding a 07 day course in the case of narcotic drugs; a10 day course in the case 

of psychotropic drugs, precursor drugs; a 30 day course in the case of combination drugs containing 

narcotic pharmaceutical substances, combination drugs containing psychotropic pharmaceutical 

substances, combination drugs containing precursors, toxic drugs, drugs on the list of drugs, 

pharmaceutical substances banned from use in certain sectors, fields, at dosage given in the 

accompanied prescription. 

2. Customs clearance for importing drugs, drug raw materials already licensed for marketing in 

Vietnam, drug raw materials belonging to the list of pharmaceutical substances excipients, semi-

finished products for the manufacture, according to registration dossier, of drugs already licensed for 

marketing in Vietnam, except medicinal materials: 

a) Presentation of the original or an authenticated duplicate copy, and submission of a duplicate 

copy certified by the importer’s seal, of Certificate of satisfaction of conditions for pharmaceutical 

business where the importer is a pharmaceutical business establishment; 

b) Submission of a duplicate copy certified by the importer’s seal of the import license and 

presentation of the original copy or an authenticated duplicate copy of it for validation in the case of 

importing drugs. 

c) Submission of the original copy or a duplicate copy of Certificate of Test for each of the lot of 

drugs, drug raw materials imported, certified by the importer’s seal, if a duplicate copy is submitted the 

original must be presented for validation at customs clearance; 

d) Submission of a duplicate copy certified the importer’s seal the Power of attorney or seller’s permit 

or certification of partnership according the provision of point đ clause 15 Article 91 of this Decree, except 

for the importation of excipients, capsule shells; 

đ) In the case of importation of the drugs, drug raw materials specified in point đ clause 1 Article 59 of 

Pharmaceutical law, the importer must present the bill of lading of the lots of drug, drug raw material 

demonstrating that they are exported from the sending port of the exporting country before the expiry date of 

the certificate of marketing registration. 

3. Customs clearance for importing medicinal materials, semi-finished medicinal materials 

already licensed or not yet licensed for marketing in Vietnam: 

a) Submission of an duplicate copy certified by the importer’s  seal of, and presentation of the original 

copy or an authenticated duplicate copy for validation purpose of Certificate of satisfaction of 

conditions for pharmaceutical business where the importer is a pharmaceutical business 

establishment.; 

b) For medicinal materials, semi-finished medicinal materials already licensed for marketing in 

Vietnam, submission of a duplicate copy of Certificate of marketing registration certified by the 

importer’s seal and presentation of the original or an authenticated duplicate copy for validation; 

c) For medicinal materials, semi-finished medicinal materials not yet licensed for marketing in 

Vietnam, submission of a duplicate copy of the import license of the medicinal material certified by 

the importer’s seal and presentation of the original or an authenticated duplicate copy for validation; 

d) Duplicate copy certified by the importer’s seal of the Power of attorney from the manufacturer of 

the medicinal material, semi-finished medicinal material to the foreign supplier, except when the 

manufacturer and the supplier are the same entity. The power of attorney shall be prepared in 

accordance with the provision of point đ clause 15 Article 91 of this Decree; 

đ) Submission of the original copy or a duplicate copy of the manufacturer’s Certificate of Test for 

each of the lots of medicinal material, semi-finished medicinal materials imported, certified by the 

importer’s seal, if a duplicate copy is submitted the original must be presented for validation at 

customs clearance; 
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e) In the case of importation of the medicinal materials, semi-finished medicinal materials specified in 

point đ clause 1 Article 59 of Pharmaceutical law, the importer must present the bill of lading of the 

lots of medicinal materials, semi-finished medicinal material demonstrating that they are exported 

from the sending port of the exporting country before the certificate of marketing registration; 

g) The documents required in point b, d đ and e of this clause shall not be required in the case 

medicinal materials, semi-finished medicinal materials imported under the provisions of Article 82 

and Article 83 of this Decree. 

4. Customs clearance for importing of drugs, drug raw materials not yet licensed for marketing in 

Vietnam, except medicinal materials: 

a) Presentation of the original copy or an authenticated duplicate copy of, and submission of a 

duplicate copy certified by the importer’s seal, of Certificate of satisfaction of conditions for 

pharmaceutical business where the importer is a pharmaceutical business establishment; 

b) Submission of a duplicate copy certified by the importer’s seal of the import license of the drug, 

drug raw material and presentation of the original copy or an authenticated duplicate copy of it for 

validation  

b) Submission of the original copy or a duplicate copy certified by the importer’s seal of the 

Certificate of Test for each of the lots of drug, drug raw materials imported in the case of importation 

of drugs, drug raw materials under the provisions of Article 65, 55, 59, 71,72, 79, 80, 84, 85, 86 and 

point a, c clause 1 Article 68 of this Decree; if a duplicate copy is submitted, the original copy must 

be presented for validation at customs clearance; 

d) Submission of drug prescription, outpatient medical booklet, authenticated or signed off by the 

incoming traveler or a duplicate copy certified by the importing organization’s seal for the 

importation of the following drug quantity: 

Not exceeding the quantity required for a 07 day course of medication in the case of narcotic 

drugs or a 10 day course in the case of psychotropic drugs, precursor drugs at dosage given in the 

accompanied prescription; 

Drugs that are not narcotic drug, psychotropic drugs, precursor drugs, of total customs value 

not exceeding US$200 (two hundred) (calculated using interbank exchange rate at the point of 

customs clearance) for each time of importation and to be imported not more than 03 times in a year 

for 01 organization, 01 individual. Where the drugs are to be used on patients suffering from diseases 

on the List of life threatening diseases regulated in Decree no. 134/2016/NĐ-CP dated 01 September 

2016 of the Government detailing a number of articles and implementation measures for the Law on 

export import tax, the drugs to be imported shall be of a total customs value of not more than 

10,000,000 (ten million) đồng per time of importation and to be imported not more than 04 times in a 

year for 01 organization, 01 individual. 

If a duplicate copy signed off by the incoming traveler or a duplicate copy certified by the 

importing organization’s seal of the drug prescription, outpatient medical booklet is submitted, such 

organization, individual must present the original copy of these documents for validation purpose at 

customs clearance. 

đ) Submission of a duplicate copy certified by the importer’s seal of the Power of attorney or 

Seller’s permit of certification of partnership required under point đ clause 15 Article 91 of this 

Decree, except for the drugs imported under the provisions of Article 67, 70, 73 clause 1 Article 71 of 

this Decree, primary packaging components, reference standards, drug raw materials licensed for 

importation under the provisions of Article 82, 83, 86 of this Decree, controlled drug raw materials 

imported for testing, research studies. 

CHAPTER V 
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REGISTRATION FOR MARKETING OF MEDICINAL MATERIALS, EXCIPIENTS, 

CAPSULE SHELLS AND CONFORMITY ASSESSMENT OF MANUFACTURING 

FACILITIES IN FOREIGN COUNTRIES 

Section 1 

MARKETING REGISTRATION FOR MEDICINAL MATERIALS, EXCIPIENTS, 

CAPSULE SHELLS 

 

Article 93. Subjects of applicability and requirements in marketing registration of medicinal 

materials, excipients, capsule shells 

1. Medicinal materials shall be required to be registered prior to being marketing in Vietnam if falling 

into one of the following categories: 

a) Medicinal materials on the List of toxic medicinal materials; 

b) Medicinal materials to be used for the first time in Vietnam; 

c) Potentially confusing, counterfeiting vulnerable medicinal materials; 

d) Medicinal materials containing pharmaceutical substances the quality of which are easily 

compromised during manufacturing, processing, and circulation processes; 

đ) Medicinal belonging to the List of medicinal materials of domestically cultivated, harvested 

medicinal materials meeting requirements regarding therapeutics and supply capability, reasonably 

priced; 

e) Semi finished medicinal materials, except when these products are manufactured in house for the 

production of finished drug products; 

The Minister of Health shall issue a specific the list of medicinal materials subject to marketing 

registration. 

2. The medicinal materials that do not belong to the categories stipulated in clause 1 of this Article 

must have their specification published in accordance with the provisions of clause 2 Article 68 of 

Pharmaceutical law. Establishments wishing to undertake marketing registration [for them] shall do so 

in accordance with the provisions of Section 1 Chapter V of this Decree. 

3. Excipients for drug manufacture for which a manufacturer’s specification was formulated but not 

applied or the specification for which does not exist in Vietnam pharmacopoeia, national standards 

and specifications for drugs, or for which a foreign pharmacopoeia was not applied in Vietnam 

according to the Minister of Health’s stipulations, shall require marketing registration, with the 

exception of excipients used for the manufacture of drugs that are the subject of a still valid certificate 

of registration for marketing in Vietnam. Establishments wishing to undertake marketing registration 

[for them] shall do so in accordance with the provisions of Chapter V of this Decree. 

4. Capsules for drug manufacture must be registered except the capsule shells that are used for the 

manufacture of drugs that are the subject of a still valid certificate of registration for marketing in 

Vietnam. Establishments wishing to undertake marketing registration [for them] shall do so in 

accordance with the provisions of Chapter V of this Decree. 

5. Establishments eligible to act as registrant for medicinal material, excipients, capsule shells shall 

comprise: 

a) The establishments stipulated in clause 3 Article 54 of Pharmaceutical law; 

b) The establishments stipulated in point c clause 1 Article 35 of Pharmacy law shall be eligible to act 

as registrant for medicinal materials.  
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6. Registration format, rights and responsibilities of establishments registering medicinal materials, 

excipients, capsule shells shall in conformance with the provisions of Article 55, 57 of Pharmaceutical 

law. 

 

Article 94. Competence, dossiers, formalities, time limits for the issuance, renewal, modification, 

supplementation, withdrawal of certificate of marketing registration for medicinal materials, 

excipients, capsule shells 

Competence, dossiers, time limits for the issuance, renewal, modification, supplementation, 

withdrawal of certificate of marketing registration for medicinal materials, excipients, capsule shells 

shall be in conformance with the provisions of Article 56, 58 of Pharmaceutical law, except for 

issuance time limits and the following requirements: 

1. With regard to establishments cultivating, harvesting medicinal materials not in possession of 

a Certificate of satisfaction of conditions for pharmaceutical business, an authenticated duplicate copy 

of Certificate of business registration must be submitted along with the dossier for marketing 

registration for medicinal materials. 

2. The time limit for issuance of a certificate of marketing registration for medicinal materials, 

excipients, capsule shells shall be no longer than 06 months from the date of receipt of a complete 

dossier. 

 

Section 2 

CONFORMITY ASSESSMENT FOR GOOD MANUFACTURING PRACTICE OF DRUG, 

DRUG RAW MATERIAL MANUFACTURING FACILITIES IN FOREIGN COUNTRIES 

FOR MARKETING REGISTRATION IN VIETNAM 

 

Article 95. Cases requiring filing for conformity assessment of manufacturing facility upon 

registering for drug marketing in Vietnam 

1. With regard to the drugs, drug raw materials not yet licensed for marketing in Vietnam, the 

registrant establishment, upon dossier submission for marketing registration of foreign drugs, drug 

raw materials must submit an application dossier for an assessment of conformity with Good 

manufacturing practice of the manufacturing facility in the following cases: 

a) Foreign manufacturers that for the first time have a drug registered for marketing in 

Vietnam; 

b) Drugs that are manufactured on manufacturing lines not yet assessed by Ministry of 

Health; 

c) Drug raw materials that are pharmaceutical substances for the first time registered for 

marketing in Vietnam; 

d) Foreign manufacturers that for the first time have a medicinal material registered for 

marketing in Vietnam. 

2. With regard to the drugs, drug raw materials for which a certificate of marketing 

registration is issued before the effective date of this Decree but the manufacturing facility where such 

drugs, drug raw materials are produced has not been assessed for conformity by Ministry of Health, 

the registrant establishment must submit an application dossier for Good manufacturing practice 

assessment in the following cases: 

a) Upon submission of an application for renewing certificate of marketing registration under 

the provisions of clause 4 Article 55 of Pharmaceutical law; 

b) Upon submission of an application for a new certificate of marketing registration resulting 

from a change in location of the manufacturing facility under provision of point b clause 2 Article 55 

of Pharmaceutical law. 
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3. Where the manufacture of a drug involves several discrete operations carried out at 

different manufacturing facilities, the registrant establishment must submit application dossiers for 

conformity assessment of all such participating facilities. 

 

Article 96. Assessment formats 

1. Examination of documentary evidence pertinent to manufacturing conditions shall be 

applicable to manufactures not falling into the categories stipulated in clause 2 and point b clause 3 of 

this Article. 

2. Mutual recognition, acceptance of inspection, audit outcomes from pharmaceutical 

regulatory authorities with regard Good manufacturing practice compliance shall be applicable to  

a) Manufacturers of countries on the Ministry of Health-issued list of countries with which 

Vietnam has international mutual recognition treaty regarding Good manufacturing practice 

inspection outcomes, ICH countries and Australia, except for the cases stipulated in clause 3 of this 

Article.  

b) Manufacturers belonging to ICH member countries, Australia and that are inspected and 

assessed as in conformity with Good manufacturing practice by US Food and Drug Administration, 

USFDA, European Union member countries, European Medicines Agency (EMA), Australia 

(Therapeutic Goods Administration, TGA), Japan (Pharmaceuticals and Medical Devices Agency, 

PMDA) or Canada (Health Canada), except for the cases stipulated under clause 3 of this Article.  

 

3. Onsite inspection of manufacturing facility shall be applicable to the following cases:  

a) Manufacturers of which registration dossiers of drugs, drug raw materials show signs of 

being altered or are suspect as regards the integrity of information, data provided therein; 

b) Manufacturers of drugs that are concluded by Ministry of Health as to be in level 1 -

violation of quality standards; 

c) Manufactures filing for conformity assessment of manufacturing conditions that are 

concluded by Ministry of Health as having insufficient evidence to prove their conformity with Good 

manufacturing practice. 

 

Article 97. Contents of conformity assessment for good manufacturing practice of 

foreign manufacturing facilities 

1. Documentary basis for conformity assessment: 

a) Standards of Good manufacturing practice for drugs, drug raw materials according to the 

Minister of Health’s stipulations; 

b) Applicable regulations on registration, quality management for drugs, drug raw materials. 

2. Content of assessment under the format of examination of documentary evidence pertinent 

to manufacturing conditions:  

a) The legality of good manufacturing certificate or inspection report of good manufacturing 

practice; 

b) The appropriateness of certification scope  recorded on Good manufacturing certificate or 

inspection report on good manufacturing practice or Manufacturer’s license with regard to the dosage 

form of the registered drug, drug raw material; 

c) The appropriateness of premises’ conditions covering facility lay out, manufacturing lines, 

construction materials, manufacturing environment conditions, designed flow of personnel, raw 

materials, semi-finished products, finished products, manufacturing, testing, storage equipment for 

drugs, drug raw materials; 

d) The instituting and functioning of the manufacturing facility’s quality management system; 

đ) Assessments of pharmaceutical regulatory authority of the home country and other 

countries, deficiencies found and remedial and prevention actions by the manufacturer. 
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3. Content of assessment under the form of mutual recognition of outcomes of Good 

manufacturing practice inspections, audits carried out by foreign pharmaceutical regulatory 

authorities: 

a) The legality of Good manufacturing practice or inspection report on Good manufacturing 

practice; 

b) The appropriateness in terms of certification scope recorded in Certificate of good 

manufacturing practice or inspection report on Good manufacturing practice or Manufacturer’s 

license with regard to the dosage form of the registered drug, drug raw material. 

4. Content of assessment under the format of on-site inspection of manufacturing facility: 

a) The legality of Certificate of good manufacturing practice or inspection report on Good 

manufacturing practice; 

b) Conditions of premises covering plant lay out, manufacturing lines, construction materials, 

manufacturing environment conditions, designed flow for personnel, raw materials, semi-finished 

products, finished products, manufacturing, testing, storage equipment for drugs, drug raw materials; 

c) Operational process of the manufacturing lines of the drug, drug raw material; 

d) The instituting and functioning of the manufacturing facility’s quality management system; 

đ) Actual status regarding the adoption, attainment of Good manufacturing practice across the 

entire operations of drug manufacturing, testing, storage at the facility.   

 

Article 98. Application dossier for conformity assessment of Good manufacturing 

practice  

 

1. With regard to manufacturers of drugs, drug raw materials being pharmaceutical substances 

of the category stipulated in clause 2 Article 96 of this Decree, the application dossier for conformity 

assessment shall comprise the following documents: 

a) Certificate of good manufacturing practice or Inspection report of Good manufacturing 

practice conformity or Manufacturer’s license covering information pertinent to the dosage form of 

the drug, drug raw material, issued by the competent authority of the  foreign country; 

b) Master file of the manufacturing facility conforming to guidelines on site master file of the 

European Union (EU) or International pharmaceutical convention scheme (PIC/S) or World Health 

Organization. 

2. For manufacturers of drugs, drug raw materials that are pharmaceutical substances 

categorized under clause 1 and 3 Article 96 of this Decree, the application dossier for conformity 

assessment shall comprise: 

a) Certificate of good manufacturing practice or Good manufacturing practice inspection report 

or Manufacturer’s license covering information on the dosage form of the drug, drug raw material, 

issued by the competent authority of the foreign country; Certificate of good manufacturing practice 

or Good manufacturing practice inspection report issued by the pharmaceutical regulatory authority of 

a member country of European Union or Pharmaceutical inspection cooperation scheme (PIC/S), if 

applicable; 

b) Site master file on the manufacturing facility conforming to the guidelines of European 

Union (EU) or the Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-

operation Scheme (PIC/S) or the World Health Organization (WHO). 

b) List of Good manufacturing practice inspections performed by the pharmaceutical 

regulatory authority of the establishment’s home country or other countries within 3 years up to the 

date of dossier submission and Report on the latest Good manufacturing practice inspection which has 

as inspection scope the registered drugs or dosage forms of  the registered drugs; 
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d) List of the drugs along with dosage forms, drug raw materials that have been supplied or 

are intended to be supplied to Vietnam; 

đ) Batch release process for the drugs, drug raw materials intended to be registered for 

marketing in Vietnam; 

e) Reports on periodic quality reviews with regard to the registered drugs, drug raw materials 

being of sterilized form. 

3. With respect to manufacturers of raw materials that are excipients, capsule shells, the 

application dossier for conformity assessment of manufacturing facility shall comprise: 

 a) Certificate of good manufacturing practice or inspection report on Good manufacturing 

practice or Manufacturer’s license containing adequate information on the raw materials produced 

issued by the foreign country’s competent authority with regard to the excipients, capsule shells; 

b) Quality Manual of the establishment in conformance with the ISO standards (ISO/TR 10013: 

2001 or updated edition) or Master file of the manufacturing facility conforming to guidelines on site 

master file of the European Union (EU) or International pharmaceutical convention scheme (PIC/S) or 

World Health Organization; 

c) Only the document set out in point a of this clause shall be required of manufacturers of drug 

raw materials that are excipients, capsule shells categorized under clause 2 Article 96 of this Decree 

shall be required.4. For manufacturers of drug raw materials that are medicinal materials, the 

application dossier for conformity assessment shall comprise of: 

a) Certificate of good manufacturing practice or Good manufacturing practice inspection report; 

d) Quality Manual of the establishment in conformance with the ISO standards (ISO/TR 10013: 2001 or 

updated edition) or Master file of the manufacturing facility conforming to guidelines on site master file of the 

European Union (EU) or International pharmaceutical convention scheme (PIC/S) or World Health 

Organization; 

c) List of medicinal materials that have been supplied or intended to be supplied to Vietnam; 

c)  Documentation, information pertaining to the cultivation, exploitation areas  of the medicinal 

materials already supplied or intended to be supplied to Vietnam; 

đ) Manufacturers of drug raw materials that are medicinal materials belonging to the cases 

stipulated under clause 2 Article 96 of this Decree shall only be required to submit the document 

specified in point a, c and d of this clause. 

 

5. Requirements for dossiers requesting for good manufacturing practice conformity 

assessment of a manufacturing facility: 

a) A dossier requesting for conformity assessment of manufacturing facility shall be prepared 

in 01 copy in English or Vietnamese language, of which all constituting documents must be printed 

legibly, assembled following the order prescribed in clause 1, 2, 3 and 4 of this Article; there must be 

a divider tab between sections, a cover page and an index of documents. 

b) Certificate of good manufacturing practice, inspection report on good manufacturing 

practice shall follow the provisions of clause 1, 2, 3 and 4 of this Article, Manufacturer’s license 

stipulated in clause 1, 2 and 3 of this Article shall be submitted in original copy or authenticated 

duplicate copy and must be still valid at the point of submission. Documents that do not specify a 

validity term must be issued or published within the 03 years up to the point of submission.   

 

Article 99. Procedures, formalities, competence in receiving dossiers and conducting 

conformity assessment of manufacturing facilities 
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1. Ministry of Health shall receive application dossiers for, and conduct Good manufacturing 

practice conformity assessment of, foreign manufacturing facilities; prepare assessment reports and 

provide notification of assessment results according to the following timelines: 

a) 30 days from the date of receipt of a complete dossier in the case of mutual recognition; 

mutual acceptance of inspection, audit outcomes of good manufacturing practice from pharmaceutical 

regulatory authorities  

b) 60 days from the date of receipt of a complete dossier in the case of documentary 

examination;  

c) 90 days from the date of receipt of a complete dossier as regards the cases referred to in point 

b clause 3 Article 96 of this Decree or from the notification date of results of dossier evaluation for 

certificate of marketing registration or results of conformity assessment for good manufacturing 

practice and plan for onsite assessment as regards the cases referred to in point a and c clause 3 

Article 96 of this Decree. 

2. In the event that the manufacturer requests to change the scheduled plan for on site 

assessment, the timelines stipulated in point c clause 3 of this Article shall be counted from date of 

receipt of the manufacturer’s request letter.  

 

3. In the event that certificate of good manufacturing practice or manufacturer’s license 

expires at the point of dossier examination, inspection report on good manufacturing practice 

conformity dated more than 03 years since inspection date or the Site master file on the manufacturing 

facility does not contain adequate information according to requirements, Ministry of Health shall 

issue a written notification requesting the manufacturer to submit supplementation;  

a) The registrant shall submit the follow supplementation within a maximum of 90 days with 

regard to the Site master file for manufacturing facility; 06 months with regard to Certificate of good 

manufacturing practice or manufacturer’s license of inspection report on Good manufacturing 

practice;  

b) Within 30 days from the date of receipt of the dossier supplementation, Ministry of Health 

shall provide notification of the assessment results. 

4. Within 10 working days from the date the assessment results become available, Ministry of 

Health shall publicize on its web portal the List of manufacturing facilities that are recognized, 

assessed. 

 

Article 100. Responsibilities of foreign registrants, foreign manufacturers of drugs, drug 

raw materials in the inspection, assessment for good practice conformity of foreign 

manufacturing facilities and cases warranting suspension from accepting submission of 

application dossiers for issuance, renewal of certificate of marketing registration for drugs, 

drug raw materials of registrants, manufacturers 

 

1. Responsibilities of registrants of drugs, drug raw materials in relation to the inspection, 

assessment of good manufacturing practice conformity: 

a) Submission of dossier for conformity assessment of the drug, drug raw material 

manufacturing facility according to applicable requirements; 

b) Responsible for the completeness, accuracy of the dossier requesting good manufacturing practice 

conformity assessment; providing supplementary supporting documents at Ministry of Health’s 

request.  

c) Coordinating with the manufacturer of the drug, drug raw material in complying with 

Ministry of Health’s requirements pertaining to the inspection, conformity assessment of the 

manufacturing facility. 
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d) Keeping Ministry of Health updated on the good manufacturing practice conformity status 

of the manufacturing facility of the drug, drug raw material. In the case the manufacturer has its 

manufacturer’s license revoked or does not conform to good manufacturing practice at the foreign 

country, the registrant must notify Ministry of Health within 15 days from the notification of the 

respective competent authority; 

đ) Responsible to cover the cost incurred for the onsite assessment of the manufacturing 

facility in accordance with applicable legislation. 

2. Ceasing to accept application dossiers for the issuance, renewal of certificate of marketing 

registration of drugs, drug raw materials when a registrant, a manufacturer of drugs, drug raw 

materials commits one of the following violative acts: 

a) Having its certificate of marketing registration of the drug, drug raw material withdrawn 

under the provisions of point a, b, d, đ clause 1 Article 58 of Pharmaceutical law; 

b) Manufacturing drugs using raw materials of unknown sources, origins, expired drug raw 

materials;  

c) Having 02 or more lots of drug, drug raw material not meeting quality specification at level 

2 or have 03 or more lots of drug, drug raw material not meeting quality specification within 01  year 

according to the competent authority’s conclusion; 

d) Providing information pertinent to the technical dossier that are not research based or 

actual manufacturing reality of the manufacturing facility; 

 

đ) Failure to notify Ministry of Health within 15 days from the date of notification from the 

foreign country’s competent regulatory authority about the revocation of its manufacturer’s license or 

non-conformity with good manufacturing practice for drugs, drug raw materials;  

e) Changing, altering a drug’s shelf life, except for the cases stipulated under clause 3 Article 

61 of Pharmaceutical law; 

g) Failure to notify Ministry of Health within 15 days from the date of notification form the 

foreign country’s competent regulatory authority that the drug, drug raw material it registered is 

recalled or has its marketing authorization revoked in any country in the world; 

h) Failure to update information on labels, package insert or summary of product 

characteristics of a drug according to Ministry of Health’s requirements as it is being marketed in 

Vietnam. 

3. The suspension period during which the submission of application dossiers for the 

issuance, renewal of certificate of marketing registration for drugs, drug raw materials is declined, 

counting from the notification date of the competent authority regarding the violative act, shall be as 

follows: 

a) From 03 to 05 years as regards the cases stipulated under point d clause 1 Article 58 or 

Pharmaceutical law; 

b) From 01 to 02  years as regards the cases stipulated under point a, đ clause 1 Article 58 of 

Pharmaceutical law and point b, c, d, đ, e clause 2 of this Article; 

c) From 06 months to 01 year as regards the cases stipulated under point b clause 1 Article 58 

of Pharmaceutical law and point g, h clause 2 of this Article. 

4. Application dossiers for certificate of marketing registration for drugs, drug raw materials 

from violating establishments referred to under point a, b, c, d, đ, e clause 2 of this Article that are 

submitted before the date of corrective actions being imposed shall become void. Past the suspension 

period specified under clause 3 of this Article, an establishment wishing to register drugs, drug raw 

materials must submit application dossiers in accordance with the provisions of Pharmaceutical law. 

 

Chapter VI 

COMPETENCE, FORMAT, FORMALITIES FOR RECALLS OF DRUG RAW 

MATERIALS, HANDLING MEASURES OF RECALLED DRUG RAW MATERIALS 
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Article 101. Formalities, scope for the recall of drug raw materials  

1. Recall format: 

a) Mandatory recalls are recalls effectuated according to the decision of the state competent 

authority; 

 b). Voluntary recalls are recall effectuated at the initiative of a registrant, manufacturer, 

importer, exporter of drugs, drug raw materials. 

2. Scope of recall: 

a) Drug raw materials shall be recalled in full from establishments trading, using such raw 

materials, except for the cases referred to in point b of this clause; 

b) In the case of raw materials not meeting to quality specification as a result of errors during 

storage, transport, distribution or raw materials used for incorrect purposes, the recall shall only be 

effectuated on the impacted raw material portion from the concerned establishments; 

c) The scope of the recall must be stated clearly in the competent authority’s recall decision or 

the notice of voluntary recall notice of the registrant, manufacturer, importer of the drug, drug raw 

material.  

Article 102.  Competence and formalities for recalls of drug raw materials 

1. Competence in issuing recall decisions 

a) Ministry of Health shall make judgement on a drug raw material warranting recall and 

issue a recall decision for the violative drug raw material in the case of mandatory recalls.  

b) Domestic manufacturers, importers of drug raw materials shall draw the conclusion if a 

drug raw material should be recalled and issue a recall decision for it in the case of voluntary recalls.  

2. Procedures for drug raw material recalls 

a) Within 48 hours from the point a conclusion is made for the recall of a violative raw 

material, Ministry of Health shall issue the recall decision, or the establishment referred to in point b 

clause 1 of this Article shall issue the recall decision and report the recall to Ministry of Health. The 

recall decision shall be sent to domestic manufacturers, importers of raw materials, Health 

Departments and published on Ministry of Health’s web portal in the case of mandatory recall.  

b) Within 5 working days from the date of receipt of the recall decision, the domestic 

manufacturers, importers of drug raw materials must communicate information relating to the drug 

raw material to be recalled to the manufacturers, trading establishments that purchased the such raw 

material; they must at the same time conduct the recall, receive the recalled drug raw materials 

returned from manufacturers, trading establishments. 

c) The recall of drug raw materials shall be completed within 30 days from the date the recall 

decision is issued. 

d) Within 10 days from completion of the recall, the establishment responsible for the recall 

must send Ministry of Health a report on the recall outcomes, accompanied by a duplicate copy of the 

recall dossier of the drug raw material, certified by the establishment’s seal. The recall dossier shall 

comprise documents reflecting the quantity of the raw materials that was produced, imported, 

recalled, manufacturing period, import date, list of establishments that purchased the raw material, 

evidences on the recall being effectuated at establishments trading, using the raw material; 

đ) Ministry of Health shall review the recall outcomes, conduct an evaluation of the 

effectiveness of the recall or enforce a coercive recall in the event that the domestic drug raw material 

manufacturers, importers are unable to perform the recall according to the provisions of point b or 

point c of this clause. 

 

Article 103. Responsibilities for recalls of drug raw materials 

1. Responsibilities of domestic manufacturers, importers regarding the drug raw material 

subject of a recall: 
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a) Making judgement on a drug raw material warranting recall and issuing the decision to 

recall the drug raw material in the case of voluntary recalls;  

b) Discontinuing the business operations involving the drug raw material subject to recall; 

c) Taking the lead in, coordinating with relevant organizations, individuals in announcing 

information regarding the drug raw materials subject to recall and execute the recall, receive the 

recalled drug raw material; 

d) Handling of recalled drug raw materials; 

d) Paying the costs associated with the recall (including coercive recall cases), handling the 

recalled drug raw material, paying damages in accordance with applicable legislation;  

đ) Reporting to Ministry of Health on the recall of the drug raw material and its outcome. 

2. Responsibilities of distributors regarding the drug raw material subject to recall  

a) Discontinuing the trading, distribution of the drug raw material subject to recall;  

b) Notifying and carrying out the recall, receive the recalled drug raw material returned by 

manufacturers of, establishments using, the raw materials;  

c) Returning the recalled drug raw material to its suppliers; 

d) Paying the costs associated with the recall (including coercive recall cases), handling the 

recalled drug raw material and pay damages in accordance with applicable legislation if found at fault. 

3. Responsibilities of manufacturers using the drug raw material subject to recall 

a) Discontinuing the use of drug raw material subject to recall; 

b) Returning the recalled drug raw material to its suppliers. 

4. Ministry of Health shall be responsible for the following: 

a) Drawing the conclusion regarding a drug raw material warranting recall and issuing the 

decision to recall the drug raw material in the case of mandatory recalls; 

b) Reviewing recall reports, recall outcomes and giving feedback opinion on the action 

proposals from manufactures, trading establishments for the handling, remedial, recycling of the 

recalled raw material; 

c) Inspecting, supervising the deployment and execution of recalls of drugs, drug raw 

materials; take actions against violating establishments according the applicable legislation; 

d) Direct Health Departments in the inspection, supervision of the deployment and execution 

of recalls of drug raw materials, handling violating establishments in the jurisdiction; 

đ) Deciding on the coercive enforcement of recalls where domestic manufacturers, importers 

of drug raw materials do not execute the recalls as required; 

e) Publicizing on its web portal information pertinent to the recalled drug raw material in the 

case it is subject to being destroyed. 

5. Health Department shall have the following responsibilities: 

a) Communicating to manufacturers, trading establishments in the jurisdiction information 

pertinent to recalls of drug raw materials; 

b) Inspecting, supervising the deployment and execution of recalls of drug raw materials, 

handle violating establishments in the jurisdiction; 

c) Reporting to Ministry of Health on cases of manufacturers, trading establishments found not 

carrying out or not fully carrying the recall of drug raw materials. 

 

Article 104. Handling of recalled drugs raw materials  

1. Drug raw materials that are recalled medicinal materials, pharmaceutical substances shall 

be subject to destruction in the following cases: 
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a) The recalled drug raw materials are raw materials produced not for the purpose of human 

use but are labelled as such; 

b) The recalled drug raw materials are raw materials for which the certificate of marketing 

registration was issued based on a falsified documentation;  

c) The recalled drug raw materials are raw materials of unknown sources, origins; 

d) Pharmaceutical materials that are produced, presented or labelled with the intent to fake a 

manufacturer, manufacturing country, country of origin; 

đ) Counterfeit medicinal materials; 

e) Medicinal materials that are marketed without a certificate of marketing registration 

certificate or a published quality specification according to applicable regulations. 

g) The recalled drug raw materials are component raw materials of a drug subject of a World 

Health Organization’s warning as not safe, effective for users. 

2. Recalled drug raw materials shall be allowed to be corrected and reused in the following 

cases: 

a) Drug raw materials that are recalled for non-conformance with labelling requirements for 

drugs, drug raw materials according to the provisions of Article 61 of Pharmaceutical law or other 

applicable legislations; 

b) Drugs raw materials that are recalled as a result of them being produced at a site different 

from that recorded in the registration dossier but by the same manufacturer at another site that has 

been licensed for manufacturing by the competent authority. 

3. Recalled drug raw materials, except raw materials being narcotic, psychotropic substances, 

drug precursors, that are not of the categories stipulated in clause 1 and 2 of this Article shall be 

allowed for recycling if they are domestically produced or re-exported if they are imported materials 

or repurposed in accordance with the provisions of clause 4 of this Article. 

Recalled drug raw materials that are stipulated in this clause if not recycled, re-exported or 

repurposed must be destroyed. 

4. Formalities for correction, recycling, re-exportation, repurposing of drug raw materials: 

a) Establishments owning the recalled drug raw materials wishing to repurpose, correct, 

recycle or re-export such materials must prepare and send to Ministry of Health a proposal letter 

enclosed with a plan for repurposing or of corrective measures or recycling procedures;  

b) The correction, recycling, re-exportation of drug raw materials shall only be carried out 

after a written consent from Ministry of Heath has been obtained;  

c) Within 03 months from receipt of the establishment's proposal letter, Ministry of Health 

shall issue a written response. 

With regard to imported raw materials to be re-exported, Ministry of Health shall notify the 

competent regulatory authority of the receiving country for their information and regulatory 

coordination. 

5. Formalities for drug raw material destruction: 

a) The head of the establishment owning the raw materials requiring destruction shall issue a 

decision to set up a Council for drug raw material destruction. The Council shall compose of at least 

03 (three) persons, of whom one must be the head and one the pharmacist in charge of the 

establishment; 

b) The destruction of drug raw materials shall be carried out in such a way as to ensure long 

term health for humans and animals and prevent environmental pollution in accordance with 

environmental legislation; 

c) The establishments trading in the violative drug raw materials shall be responsible for the 

cost of destruction of such drug raw materials; 
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d) The destruction of controlled drug raw materials shall be carried out in accordance with the 

provisions of Article 48 of this Decree.  

 

CHAPTER VII 

DOSSIERS, PROCEDURES, FORMALITIES AND COMPETENCE IN THE 

CONFIRMATION OF CONTENT OF DRUG INFORMATION, DRUG ADVERTISEMENT 

Article 105. Formats of drug information dissemination 

Drug information for healthcare practitioners shall be disseminated under the following formats: 

1. Drug information disseminated through "Drug introducers". 

2. Publication of drug information materials. 

3. Drug introducing workshops. 

Article 106. Establishments acting as applicant in application dossiers for confirmation of drug 

information content  

1. Establishments eligible to act as applicant in dossiers for content confirmation of drug information 

shall comprise: 

a) The establishment that registers the drug in Vietnam; 

b) The delegated representative office in Vietnam of the very foreign establishment that 

registers the drug in Vietnam, that is delegated by the latter the task of applying for confirmation of 

drug information content; 

c) The pharmaceutical business establishment of Vietnam that is delegated the task by the 

establishment referred to in point a clause 1 of this Article; 

d) Drug importers of Vietnam shall be allowed to disseminate drug information under the 

format stipulated in clause 3 Article 105 of this Decree only on the drugs not yet licensed for 

marketing which they themselves imported. 

2. The registrant of the drug, even when delegating the task of applying for confirmation of drug 

information content to the establishment referred to in point b or c clause 1 of this Article, the drug 

importer of Vietnam acting as applicant in the application dossier, shall be responsible for the content 

of the drug information . 

Article 107. Issuance, reissuance of confirmation certificate of drug information content and 

modification of drug information for which a confirmation certificate has been issued  

1. Confirmation certificate of drug information content shall be issued to the following cases: 

a) Drug information contents that are subject of a confirmation application for the first time; 

b) Drug information contents for which a confirmation certificate has been issued but have undergone 

changes in registrant; drug name, composition, strength, concentration, dosage form, indication, 

contraindication, dosage, route of administration, use of the drug on special target patients, drug alert 

and safety related information 

2. Certificate of confirmation of drug information content shall be reissued on those that were 

previously confirmed according to the provisions of this Decree and in the following situations: 

a) Confirmation certificate of drug information content was lost, damaged; 

b) Information recorded in the confirmation certificate of drug information content is erroneous due to 

the fault of the issuing authority 
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3. Modification of drug information content for which a Confirmation certificate has been issued shall 

be applicable in the cases of changes in content other than those specified in point b clause 1 of this 

Article. 

Article 108. Application dossier for confirmation certificate of drug information content 

1. An application dossier for confirmation certificate of drug information content under the format 

stipulated under clause 2 Article 105 of this Decree shall comprise the following documents 

a) Letter requesting for confirmation of drug information content conforming to Form no. 01 in 

Appendix VII of this Decree 

b) Mockup of drug information content; 

c) Specimen of current label and package inserts of the drug, approved by Ministry of Health; 

d) Reference materials related to the drug information content for which confirmation is being sought 

(if any); 

đ) Certificate of marketing registration of the drug; 

e) License for formation of representative office in Vietnam of foreign enterprise in the case a foreign 

establishment applying for confirmation of drug information content; or certificate of satisfaction of 

conditions for pharmaceutical business in the case a pharmaceutical business establishment of 

Vietnam applying; 

g) Power of attorney, whereby the registrant of the drug delegates to another establishment the task of 

applying for confirmation of drug information content in the case of delegation of authority.  

2. An application dossier for confirmation certificate of drug information content under the formats 

stipulated under clause 3 Article 105 of this Decree shall comprise the following documents:  

a) Letter requesting for confirmation of drug information content conforming to Form 02 in Appendix 

VI of this Decree; 

b) Drug information content; 

c) Specimen of current label and package insert of the drug, approved by Ministry of Health; 

d) Reference materials related to the drug information content for which confirmation is being sought 

(if any); 

đ) Certificate of marketing registration or import license of the drug; 

e) License for formation of representative office in Vietnam of foreign enterprise in the case a foreign 

establishment applying for confirmation of drug information content; or certificate of satisfaction of 

conditions for pharmaceutical business in the case a pharmaceutical business establishment of 

Vietnam applying. 

g) Power of attorney, whereby the registrant of the drug delegates the task of applying for 

confirmation of drug information to another establishment in the case of delegation of authority; 

h) Agenda of drug introducing workshop. 

Article 109. Application dossier for reissuance of confirmation certificate of drug 

information content 

1. Application for reissuance of Confirmation certificate of drug information content 

conforming to Form no. 03 in Appendix VI of this Decree. 

2. Mockup of the drug information or content of the drug information subject of the 

application for Certificate reissuance. 
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3. Certification that the drug content was incorrectly written due to an error of the certificate 

issuing authority with regard to the case stipulated in point b clause 2 Article 017 of this Decree. 

 

Article 110. Application dossier for modification of drug information content of which a 

Confirmation certificate has been issued 

1. Application dossier for modification of drug information content of which a 

Confirmation certificate has been issued conforming to Form no. 04 in Appendix VI of this Decree, 

calling out the contents requiring modification, reasons of the modification request. 

2. Documentation substantiating the changes leading to the modification request. 

Article 111. Requirements of documents constituting the dossier for the issuance, 

reissuance of confirmation certificate of drug information content , modification of drug 

information content for which a confirmation certificate has been issued 

1. The documents stipulated in point c and đ clause 1; point c and đ clause 2 Article 108 of 

this Decree shall be submitted in duplicate copy. 

2. The documents stipulated in point d and e clause 1 and point d and e clause 2 Article 108 

and clause 2 Article 110 of 7 of this Decree shall be submitted in duplicate copy certified by the 

applicant establishment if issued by Ministry of Health, in authenticated duplicate copy if not issued 

by Ministry of Health. 

3. The documents stipulated in point g clause 1 and point g clause 2 Article 108 of this Decree 

shall be submitted in original or authenticated duplicate copy. 

4. The documents stipulated in clause 3 Article 109 of this Decree shall be submitted in 

original copy. 

5. The documents stipulated in point b clause 1, point b clause 2 Article 108 and clause 2 

Article 109 of this Decree shall be submitted in original and in 02 copies each. 

6. An application dossier for issuance, reissuance of Confirmation certificate of drug 

information content shall be prepared as follows: 

a) 01 mockup in the case of the dossier stipulated in clause 1 Article 108 of this Decree or 01 

content of drug information in the case of the dossier stipulated in clause 2 Article 108 of this Decree 

for a drug; 

b). 01 mockup in the case of the dossier stipulated in clause 1 Article 108 of this Decree or 01 

content of drug information in the case of the dossier stipulated in clause 2 Article 108 of this Decree 

for 02 or more drugs of the same active ingredient and route of administration by the same 

manufacturer but of different strength or dosage form. 

7. The documents shall be printed on A4 sized paper. All constituting documents of the 

dossier must be stamped across the margins with one impression of the seal of the establishment 

requesting for content confirmation.  

  

Article 112. Requirements of presentation format of drug information  

1. Drug information content must satisfy the following requirements: 

a) Containing the drug information stipulated in point a clause 5 Article 76 of Pharmaceutical 

law and shall not contain information, images not directly related to the drug or the use of the drug 

and similar information, images stipulated in Article 126 of this Decree; 

b) Drug information content must have its supporting references clearly footnoted, citations 

from supporting literatures must be annotated as such. Citations must convey the information 

correctly, without inferences or redactions, additions intending to create misunderstanding as to the 

drugs’ safety, effectiveness. 

c) Drug information must be presented in Vietnamese language, except when the information 

cannot be translated or would be devoid of meaning if translated into Vietnamese language.  
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d) The font used in drug advertisement content should be clear, legible but should not be 

smaller than 12 font type of Vntime or Times New Roman on A4 sized paper. 

2. Drug information content must have the wording “Drug information materials” printed on 

top of every page.  Materials composing of multiple pages must be consecutively numbered, the top 

page must indicate clearly where to find detailed information on the product (specific page number) 

and printed: Number of Confirmation certificate of drug information content Ministry of Health 

XNTT/XX/QLD-TT, date ... month ... year... 

 3. In the case of drug information being disseminated by means of drug introducing 

workshops, the content of drug information shall also indicate the name, academic title of presenters 

who are holder of professional qualifications in medicine or pharmacy suitable with the type of drugs 

to be introduced. 

 

Article 113. Formalities for the issuance of confirmation certificate of drug information 

content 

1. Establishments applying for content confirmation of drug information shall submit a 

request dossier to the competent authority in accordance with Article 116 of this Decree.  

2. Within 15 days from the date of receipt of a complete dossier, the dossier receiving 

authority shall issue a Confirmation certificate using Form no. 05 or 06 in Appendix VII of this 

Decree. In case of refusal, the dossier receiving authority shall respond in writing and provide the 

reasons of the refusal.  

3. Where there is a follow up request for dossier revision, supplementation, within 15 days 

from the date of receipt of a complete dossier, the dossier receiving authority shall issue a written 

notification requesting the establishment to revise, supplement the contents in accordance with the 

following: 

a) The written notification shall specify the documents, contents requiring revision, 

supplementation; 

b) Within 15 days from the date of receipt of the follow up submission addressing the 

requirements, the dossier receiving authority shall issue a Confirmation certificate using Form no. 05 

or 06 enclosed in Appendix VI of this Decree, otherwise it shall issue a non-issuance notification 

stating the reasons; 

c) Within 90 days from the date the dossier receiving authority issue the written notification 

for dossier revision, supplementation, the establishment shall submit the revised, supplemented 

dossier as required. Past this timeline [if the establishment fails to respond] the dossier that was 

submitted shall become void.  

 

4. During the pendency of dossier processing, the dossier receiving authority may suspend the 

confirmation and issue a written notification of the suspension reasons if it discovers that the 

information about the drug safety and effectiveness in the package insert is not yet appropriate, not yet 

updated to reflect the competent regulatory authority’s requirements or the drug specific professional 

materials, guidelines that are issued, recognized by Ministry of Health. The confirmation suspension 

period shall last until the establishment resubmit the updated, revised drug information so as to ensure 

safety for drug users. 

5. At least 03 days prior to proceeding with drug information dissemination under the formats 

stipulated in clause 03 Article 105 of this Decree, the establishment holder of confirmation certificate 

for drug information content shall send a letter to the Health Department where the workshop is to 

take place informing them of the event format, location and time, accompanied by a duplicate copy of 

the Confirmation certificate.  

If there are changes in the venue, time of the workshop relative to that recorded on the 

confirmation certificate, the establishment shall inform the local Health Department of such changes 

at least 01 (one) working day in advance. 
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6. Temporary cessation of accepting new dossiers and from processing dossiers already 

submitted by establishments applying for confirmation of drug information including establishments 

that are delegated to apply for it referred to in point b, c clause 1 Article 106 of this Decree when they 

commit one of the following violative acts: 

a) Altering, falsifying legal documents of competent regulatory authorities constituting the 

application dossier for confirmation of content of drug information, drug advertisement; 

b) Dissemination of drug information, drug advertisement before obtaining a confirmation by the 

competent authority or disseminating drug information, drug advertisement that deviates from the contents 

that were confirmed; 

c) Using certifications not yet confirmed by Ministry of Health, using material interests, misusing 

the reputation of organizations, individuals, symbols, images, positions, prestige, correspondences, 

testimonials for drug information, drug advertising purpose; 

d) Using the results of clinical trials, pre-clinical trials, test results, results of bioequivalence 

studies not yet recognized by Ministry of Health for drug information, drug advertising purpose; 

đ) Drug information, drug advertisements undergoing changes in content requiring the issuance 

of a confirmation certificate referred to in point b clause 1 Article 107 or point b clause 1 Article 120 

of this Decree. 

7. The suspension period during which the submission of application dossiers for confirmation 

of drug information, drug advertisement is declined, counting from the date the notification of the 

competent authority regarding the violative act is issued, shall be as follows:  

a) From 01 to 02 years for the cases stipulated in point a clause 6 of this Article; 

b) From 06 to 12 months for the cases stipulated in point b, c or d clause 6 of this Article; 

c) From 03 to 06 months for the cases stipulated in point đ clause 6 of this Article. 

 

Article 114. Formalities for the reissuance of confirmation certificate of drug 

information content 

1. Establishments applying for reissuance of confirmation certificate of drug information 

content shall submit an application dossier to the competent authority in accordance with Article 115 

of this Decree.  

2. Within 10 working days from the date of receipt of a complete dossier, the dossier 

receiving authority shall reissue a Confirmation certificate using Form no. 05 or 06 enclosed in 

Appendix VI of this Decree. 

 

Article 115. Formalities for the modification of drug information content for which a 

confirmation certificate has been issued 

1. Establishments applying for modification of drug information content for which a 

confirmation certificate has been issued shall submit an application dossier to the competent authority 

in accordance with Article 116 of this. 

2. Within 07 working days from the date of receipt of the written request, if the dossier 

receiving authority does not respond in writing, the establishment shall proceed with the modification. 

If the modification request is refused, the dossier receiving authority shall respond in writing and 

provide the reasons of the refusal. 

 

Article 116. Competence for the issuance, reissuance of confirmation certificate of drug 

information content and modification of drug information content for which a confirmation 

certificate has been issued 
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1. Ministry of Health shall issue, reissue Confirmation certificates of drug information content 

and modify the drug information content for which a Confirmation certificate has been issued with 

regard to the format stipulated in clause 2 Article 105 of this Decree. 

2. Health Departments shall issue, reissue Confirmation certificates of drug information 

content and modify the drug information content for which a confirmation certificate has been issued 

with regard to the formats stipulated in clause 1 and 3 Article 105 of this Decree.  

 

Article 117. Validity term of Confirmation certificate of drug information content 

1. Confirmation certificate of drug information content shall be valid nationwide. 

2. Confirmation certificate of drug advertisement content shall not specify a validity term 

and shall cease to be valid in the following cases: 

 a) The Certificate of marketing registration, import license of a drug is withdrawn; 

b) Changes in information resulting in the need for the issuance of a Confirmation certificate 

of drug information under the provision of point b clause 1 Article 107 of this Decree. 

 

Section 2 

CONFIRMATION OF DRUG ADVERTISEMENTCONTENT 

 

Article 118. Media for drug advertising media  

Drugs shall be advertised to the public on media according the provision of Article 17 of the 

Law on advertising. 

 

Article 119. Establishments acting as applicant in application dossiers for confirmation 

of drug advertisement content 

1. Establishments eligible to act as applicant in dossiers for confirmation of drug 

advertisement content shall comprise: 

a) The registrant of the drug in Vietnam; 

b) The representative office in Vietnam of the foreign establishment registering the drug in 

Vietnam and which is delegated by the latter; 

c) The pharmaceutical business establishment of Vietnam that is delegated by the 

establishment referred to in point a clause 1 of this Article; 

2. The drug registrants, including cases where the application for confirmation is delegated to 

establishments referred to in point b, c clause 1 of this Article shall be responsible for the content of 

drug advertisement disseminated. 

 

Article 120.  Issuance, reissuance of confirmation certificate of drug advertisement 

content and modification of drug advertisement content for which a confirmation certificate has 

been issued  

1. Confirmation certificate of drug advertisement shall be issued in the following cases: 

a) Drug advertisement contents that are requested for confirmation for the first time; 

b) Drug information contents for which a confirmation certificate has been issued but have 

undergone changes in the certificate of marketing registration, import license or the registrant of the 

the drug; drug name, composition, strength, concentration, dosage form, indication, contraindication, 

dosage, route of administration, use of the drug on special target patients, drug alert and safety related 

information; 

2. Confirmation certificate for drug advertisement content shall be reissued in the following 

cases: 
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a) Confirmation certificate of drug advertisement content was lost, damaged; 

b) Information on the Confirmation certificate of drug advertisement content is erroneously 

recorded due to the fault of the issuing authority. 

3. Modification of drug advertisement content for which a Confirmation certificate has been 

already issued shall be effected for the cases undergoing changes other than those stipulated in point b 

clause 1 of this Article. 

 

Article 121. Application dossier for confirmation certificate of drug advertisement 

content 

1. An Application dossier for Confirmation certificate of drug advertisement content, except 

for advertisement under the format of workshops, conferences, drug introducing events, shall 

comprise the following documents: 

a) Application for content confirmation of drug advertisement conforming to Form no. 01 in 

Appendix VI of this Decree; 

b) Mockup of the drug advertisement subject of the confirmation application; audio recording, 

visual recording of the advertisement to be placed on audio, visual press or electronic devices, display 

screens and other advertisement media according to the laws on audio, dynamic advertising.  

c) Specimen of drug’s current label and package insert approved by Ministry of Health; 

d) Reference materials relevant to the drug advertisement content (if any); 

đ) Certificate of marketing registration of the drug; 

e) License for formation of representative office of foreign enterprise in Vietnam in the case 

of foreign establishments applying for confirmation of drug advertisement or Certificate of 

satisfaction of conditions for pharmaceutical business in the case of pharmaceutical business 

establishment applying for it; 

g) Power of attorney from the drug registrant to the establishment applying for content 

confirmation of drug advertisement in the case of delegation. 

 

2. An application dossier for confirmation certificate of drug advertisement under the format of 

workshop, conference, event shall comprise the following documents:  

a) Application for confirmation of drug advertisement content conforming to Form no. 02 In 

Appendix VI of this Decree; 

b) Content of drug advertisement; 

c) Specimen of drug’s label and package insert approved by Ministry of Health; 

d) Drug related materials to be presented at the drug introducing workshop, conference, event 

(if applicable); 

đ) Certificate of marketing registration of the drug; 

e) License for formation of representative office of foreign enterprise in Vietnam in the case of 

foreign establishments applying for confirmation of drug advertisement or Certificate of satisfaction 

of conditions for pharmaceutical business in the case of pharmaceutical business establishment 

applying for it; 

g) Power of attorney from the drug registrant to the establishment applying for content 

confirmation of drug advertisement in the case of delegation. 

h) Proposed agenda for the drug introducing workshop, conference, event. 

 

Article 122 Application dossier for reissuance of confirmation certificate of drug 

advertisement content 

1. Application for reissuance of confirmation certificate of drug advertisement conforming to 

Form no. 03 in Appendix VII of this Decree. 

2. Mockup of the drug advertisement, audio, visual recording of the advertisement or the 

content of the advertisement subject of the application for confirmation certificate reissuance. 
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3. The Confirmation certificate that is erroneously recorded due to the fault of the issuing 

authority in the case referred to in point b clause 2 Article 120 of this Decree. 

 

Article 123. Application dossier for modification of drug advertisement content for 

which a confirmation certificate has been issued 

1. Application for modification of the drug advertisement for which a Confirmation certificate 

has been issued conforming to Form no. 04 in Appendix VI of this Decree calling out the contents to 

be modified, reasons of the modification; 

2. Documentation supporting the modification of the drug advertisement content. 

 

Article 124. Requirements of application dossier for issuance, reissuance, of 

confirmation certificate, for modification of drug advertisement content 

1. The documents stipulated in point c and đ clause 1, point c and đ clause 2 Article 121 of 

this Decree shall be submitted in duplicate copy. 

2. The documents stipulated in point e clause 1, point e clause 2 Article 121 and clause 2 

Article 123 of this Decree shall be submitted in duplicate copy if issued by Ministry of Health and in 

authenticated duplicate copy if not issued by Ministry of Health. 

3. The documents stipulated in point g clause 1, point g clause 2 Article 121 of this Decree 

shall be submitted in original copy or authenticated duplicate copy. 

4. The documents stipulated under clause 3 Article 122 of this Decree shall be submitted in 

original copy. 

5. The documents stipulated in point b clause 1, point b clause 2 Article 121 and clause 2 

Article 122 of this Decree shall be submitted in original copy and in 02 copies. 

6. An application dossier for the issuance, reissuance of Confirmation certificate of a drug 

advertising content shall be prepared in accordance with the following: 

a) 01 mockup of or the audio recording, visual recording of the drug advertisement in the case 

of application dossiers referred to under clause 1 Article 121 of this Decree of 01 drug advertisement 

content in the case of application dossiers referred to under clause 2 Article 121 of this Decree of for a 

drug; 

b) 01 mock up or audio recording, visual recording of the drug advertisement in the case of 

application dossiers referred to under clause 1 Article 11 of this Decree or 01 drug advertisement 

content in the case of applications dossiers referred to under clause 2 Article 121 of this Decree for 

two or more drugs of the same active ingredients, administration route by the same manufacturer but 

of different strength or dosage form.  

7. The documents shall be printed on A4 sized paper.  For large sized, outdoors 

advertisement, A3 sized paper may be used with the reduction scale factor indicated. All component 

documents of the dossier must be stamped across the margins with one impression of the seal of the 

applicant establishment. If the mockup of the advertisement object is made out in special dimension, a 

description on A3 sized paper shall be included in the dossier, covering the following mandatory 

contents: 

a) Spatial structure; 

b) Numbering and measurement of each dimension; 

c) Reduction scale factor. 

 

Article 125. Requirements of drug advertisement content 

 

1. The content of drug advertisement must be consistent with the following documents: 

a) Specimen of the drug label and package insert approved by Ministry of Health; 

b) The drug monograph written in Vietnam National Formulary; 
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c) Professional materials, guidelines related to the drug issued or recognized by Ministry of 

Health. 

2. Drug advertisement content must cover the following mandatory information:  

a) Drug name; 

b) Composition of pharmaceutical substances or medicinal materials recorded in the approved 

package insert.  Vietnamese name must be used for medicinal materials, if Vietnamese name does not 

exist, Latin name must be used. 

 c) Indications; 

d) Route of administration; 

đ) Dosage; 

e) Contraindications and/or warnings for specific populations (pregnant women, nursing 

mothers, children, elderly patients, patients with chronic conditions). 

g) Precautions and things to avoid, to pay attention to in the course of medication; 

h) Side effects and adverse reactions; 

i) Manufacturer’s name and address 

k) Warning "Read the instructions for use carefully before use"; 

l) The bottom of the first page of the advertisement content must be printed with: Number of 

Confirmation certificate of the advertisement content of Ministry of Health: …./XNQC, date ... month 

... year.  

m) With regard to advertisement content composed of multiple pages, the document must be 

page numbered, with indication of the number of pages it contains and at which page to find detailed 

information of the product; 

n) Information about the drugs must have its supporting references clearly footnoted, citations 

from supporting literatures must be annotated as such. Citations must convey the information 

correctly, without inferences or redaction aiming to create misunderstandings as to the drugs’ safety, 

effectiveness. 

3. Advertisement contents for audio, visual press: must cover all the information set out 

in point a, b, c, e, i and k Clause 2 of this Article of which the content in point a, b, c, e and k 

must be distinctly and amply pronounced. If a drug contains more than 03 active ingredients, the 

name of each active ingredient or the common name of groups of vitamin, mineral, medicinal 

material should be read out. 

 

4. Advertisement contents on electronic newspapers, webpages, electronic devices and 

advertising display screens and other advertising media shall be in compliance with legislation on 

advertising:  

a) Content of audio enhanced advertisement: advertisement content must be presented in 

the same way as with audio news, visual news specified in clause 3 of this Article; 

b) Content of non-audio advertisement: must cover all the information specified in in 

Clause 2 of this Article; 

If the advertisement content cover several pages or storyboard frames, the pages or 

frames must be projected consecutively, with in-between pauses sufficiently long for viewers to 

read all the information presented; the page, frame displaying the product information must be 

still-standing, non-dynamic, for viewers to digest the product information. The script must be 

descriptive of how each of the content page is displayed in the case of multiple page 

advertisement. 

Advertising in this form requires the advertisement content to be exclusively about one 

product, not to be cross advertising several products concurrently so as to prevent misunderstanding. 

5. Content of outdoors advertisement shall only be displayed on onside of the media and shall 

cover the information set out in point a, b, i, k and l clause 2 of this Article. If the advertisement 

presents information related to the uses, activity, indications of the drug it must as well include all the 

information listed under clause 2 of this Article. 

6. The utterances, wordings in drug advertisement content shall be in compliance with the 

provisions of Article 18 of Advertisement law. 
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 7. The font size used in drug advertisement content should be clear, easy to read, easy to see 

under normal conditions and should not be smaller than 12 font size of Vntime or Times New Roman 

font type on A4 sized paper. 

 8. The advertisement script must be descriptive of the graphic, narrative, wording, music 

portions. 

9. Drug advertisement content must contain exclusively drug related information, non-related 

information should not be included. 

 

Article 126. Information, images prohibited from use in drug advertisement content 

1. The information, images specified in Article 8 of Advertisement law. 

2. Contents that are misleading in terms of composition, action, indication, origin of the drug. 

3. Contents suggesting the interpretation that: this drug is number one; this drug is better than 

all other drugs; using this drugs is the best solution; using this drug does not require a physician’s 

opinion; this drug is completely innocuous; the drug does not have any contraindications; the drug 

does not cause any undesirable effects; the drug does not cause any harmful effects. 

4. Phrasings, words, images implying excessive inferences as to create misunderstanding as to 

the drug’s action, indication, efficacy or over claiming the drug’s action, indication, efficacy relative 

to those that were actually approved. 

5. Stating the discrete action of the drug’s components severally so as to over claim the drug’s 

use or to confound the separate action of the drug’s individual ingredients with that of the drug in its 

entirety. 

6. Words, group of words such as “radical cure”, “eliminate”, “specialized in the cure of”, 

“leading”, “premier league”, “first ever”, “choice”, “high quality”, “100% guaranteed”, “safe”, “rid 

of”, “cut away”, “stop in its track”, “immediately alleviate”, “promptly alleviate”, “alleviate on the 

spot”, “immediately relieved”, “completely relieved”, “peace of mind”, “not to worry”, “no worries”, 

recommended for use, hotline, telephone for consultation and words,, group of words denoting similar 

meaning. 

7. Indications not allowed to be included in drug advertisement content: 

a) Indications for tuberculosis, leprosy; 

b) Indications for sexually transmitted diseases; 

c) Indications for insomnia; 

d) Indications of aphrodisiac nature; 

đ) Indications for cancer, tumor conditions;  

e) Treatment for opioid withdrawal  

g) Indications for diabetes or similar metabolic disorders; 

h) Indications for virus causing hepatitis, newly emerging dangerous diseases. 

 

8. Test results of drugs, drug raw materials. 

9. Results of pre-clinical studies; 

10. Results of clinical trials or bioequivalence studies not yet recognized by Ministry of 

Health; 

11. Using title, position, reputation, correspondences, and testimonials from 

organizations, individuals for drug promotion, advertising purposes; 

12. Misusing the drugs’ origin, raw materials for drug information dissemination, advertising 

purposes;  

13. Images, name, logos of healthcare professionals; 

14. Images of animals, plants belonging to the list of protected endangered, precious, rare 

animals; 

15. Phrasings, words of anecdotal, word-of-mouth nature recommending the use of the drug. 

16. Use of patients’ images to describe pathologic conditions or the drug’s action that is not 

appropriate with the materials relevant to the drug and the professional guidelines issued or 

recognized by Ministry of Health. 
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Article 127. Procedures, formalities for issuance, reissuance of confirmation certificate 

of drug advertisement content, modification of drug advertisement content for which a 

confirmation certificate has been issued  

1. Establishments applying for the issuance, reissuance of Confirmation certificate of 

drug advertisement content, modification of drug advertisement content for which a Confirmation 

certificate has been issued shall submit an application dossier to Ministry of Health. 

2. Procedures, formalities for the issuance of confirmation certificate of drug 

advertisement content, modification of advertisement content for which a confirmation certificate has 

been issued shall be undertaken along the same line with the provisions of Article 113, 114 and 115 of 

this Decree. 

Article 128. Competence in the issuance, reissuance of confirmation certificate of drug 

advertisement content, modification of drug advertisement content for which a confirmation 

certificate has been issued  

Ministry of Health shall issue, reissue certificates of confirmation for advertisement content, 

modify drug advertisement contents for which a confirmation certificate has been issued. 

Article 129.  Validity of confirmation certificate of drug advertisement content 

1. Confirmation certificate of drug advertisement content shall not specify its validity term 

and shall lapse in the following cases: 

a) Certificate of registration for marketing in Vietnam of the drug expires; 

b) Certificate of registration for marketing of the drug is withdrawn; 

c) Changes in information resulting in the need for the issuance of a Confirmation certificate 

of drug advertisement under the provision of point b clause 1 Article 120 of this Decree; 

d) The drug is subject to a warning by the pharmaceutical state authority regarding its 

restricted use or use under supervision of a medical practitioner; 

đ) The drug contains active ingredients or medicinal materials that are removed from the 

Ministry of Health-issued list of non-prescription drugs. 

2. When the Certificate of registration for marketing in Vietnam of a drug is renewed, the 

confirmation certificate of the drug advertisement content shall be automatically extended to match 

the extended validity term of Certificate of registration for marketing in Vietnam. 

 

Chapter VIII 

DRUG PRICE REGULATORY MEASURES 

 

Section 1 

DRUG PRICE DECLARATION, REDECLARATION 

 

 

Article 130. Dossiers declaring, redeclaring drug prices 

1. Drug price declaration dossier: 

a) Price declaration table of foreign drugs imported to Vietnam conforming to Form. 01 in Appendix 

VII of this Decree. 

b) Price declaration table of domestically produced drugs conforming to Form no. 02 in Appendix VII 

of this Decree. 

2. Drug price redeclaration dossiers: 

a) Drug price redeclaration table of foreign drugs imported to Vietnam conforming to Form no. 03 in 

Appendix VII of this Decree. 
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b) Drug price redeclaration table of domestically produced drugs conforming to Form no. 04 in 

Appendix VII of this Decree 

3. Dossiers for drug price declaration in the case of change of Certificate of marketing registration 

shall be prepared in accordance with the provisions in Clause 1 of this Article.  

 4. Dossiers requesting for supplementation, changes in information on a drug, the price of which have 

been declared, redeclared but have since undergone changes in information that are published but the 

price of which remains unchanged (except the cases referred to under clause 3 of this Article) shall be 

prepared as follows: 

a) Letter requesting for modification, supplementation of information of drugs the prices of which 

have been declared and/or redeclared conforming to Form no. 05 in Appendix VII of this Decree; 

b) Duplicate copy of the letter approved by the regulatory authority regarding the drug information 

content to be modified; 

5. The dossier shall be made in 02 sets: 01 set to be sent to Ministry of Health or the People’s 

Committee of provinces/centrally-affiliated cities in the case of price redeclaration for domestically 

produced drugs, the other set to be retained at the establishment premises. 

6. Drug price shall be declared/ redeclared in Vietnamese currency inclusive of value added tax and 

shall be calculated on the smallest package unit.  For import price, the declaration, redeclaration must 

be supported by information on the exchange rate at which the foreign currency is converted into 

Vietnam Đong at the point of declaration.  The foreign currency exchange rate applicable shall be the 

one the drug trading businesses actually use in bank transactions either in loan repayment or currency 

purchase, where the drug trading business has yet to settle with the bank, the selling rate at the point 

of price calculation of the commercial bank where the loan was secured or the currency purchased 

shall be used. 

Article 131. Procedures, formalities, competence for receiving dossiers for drug price 

declaration/redeclaration, modification, supplementation of information on the drugs of which 

the price has been declared/redeclared and for reviewing, publicizing declared, redeclared drug 

prices 

1. For foreign drugs imported to Vietnam: 

a) Drug importers shall undertake to declare: the intended wholesale price, intended retail price of a 

drug (where there is a need to declare the retail price) prior to placing the first lot of the drug it 

imported on Vietnam market. Unless there are adjustments to be made in the intended wholesale 

price, retail price the importer previously declared, price declaration shall not be required on the 

subsequent import consignments of the drug; 

b) Drug importing establishments shall undertake to redeclare a drug’s intended wholesale price, retail 

price where there is a need to adjust the intended whole sale price, the intended retail price upwards 

relative to those last declared/redeclared by the establishment itself, that are publicized on Ministry of 

Health’s web portal; 

c) Where there is a change in Certificate of marketing registration, and prior to placing the first lot of 

a drug on Vietnam market, the establishment shall submit a price declaration dossier for such drug. 

d) In the course of business operation, if an exporter wishes to adjust downwards the intended 

wholesale price, intended retail price of a drug which it previously declared, redeclared, it shall 

proceed to redeclaring the reduced intended wholesale price, intended retail price accordingly. 

2. For domestically produced drugs: 

a) Manufacturers or contract givers (in the case of contract manufactured drugs) of a drug shall 

undertake to declare: the intended wholesale price, intended retail price of a drug (where there is a 

need to declare the retail price) of a drug before place the first lot of the drug on Vietnam market. 
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Unless there are adjustments to be made in the intended wholesale price, retail price they previously 

declared, price declaration shall not be required on the subsequent lots of drug produced; 

b) Manufacturers or contract givers (in the case of contract manufactured drugs) of a drug shall 

undertake to redeclare the intended wholesale price, intended retail price when there is a need to 

adjust upwards the intended wholesale price, intended retail price publicized on Ministry of Health’s 

web portal that they previously declared; 

c) Where there is a change in Certificate of marketing registration, and prior to placing the first lot of 

a drug on Vietnam market, the establishment shall submit a price declaration dossier for such; 

d) In the course of business operation, if a manufacturer or a contract giver (in the case of contract 

manufactured drugs) of a drug wishes to adjust downwards the intended wholesale price, intended 

retail price it previously declared, redeclared, it shall proceed to redeclaring the reduced intended 

wholesale price, intended retail price accordingly. 

3. Competence for receiving dossiers declaring, redeclaring drug prices: 

a) Ministry of Health shall arrange to receive and review dossiers declaring, redeclaring prices of 

foreign drugs imported to Vietnam, dossiers declaring prices of domestically produced drugs, dossiers 

requesting supplementation, modification of information of drugs of which the prices have been 

declared, redeclared; 

b) People’s Committee of provinces, centrally affiliated cities shall arrange to receive and review 

dossiers redeclaring prices of domestically produced drugs from establishments having manufacturing 

facilities located in the respective provinces, cities. 

 

Article 132. Responsibilities of drug price regulatory authorities in the implementation of drug 

price declaration, re-declaration regulations 

1. In the course of drug price inspection, control, if a published declared, redeclared price point is 

found not reasonable at the time of the inspection, a written notification shall be issued by the 

competent authority referred to under Clause 3 Article 131 of this Decree to the declarant 

establishment requesting it to review the price point that was declared, redeclared and providing the 

reasons for such request.  

2. If, in the course of inspection, the drug price regulatory authority over drug price and competent 

persons find a drug business establishment to be in violation of drug price regulations, they shall 

handle the case themselves, refer the case to the competent authority for corrective actions according 

relevant legislation in the following situations: 

a) Not declaring, not redeclaring drug prices; incomplete declaration of drug prices according to 

applicable regulations; 

b) Not reviewing and adjusting the declared price after receiving written notification to the effect from 

the drug price regulatory authority; 

c) Selling drugs at a price higher than the still effective declared, redeclared price. 

3.  With regard to pharmaceutical business establishments that commit more than 02 violations or 

have more than 02 violative products within a period of 01 year, the drug price regulatory authority 

shall consider and impose the following sanctions: 

a) Ceasing to accept their submission of application dossiers for confirmation of drug information, 

drug advertisement content; 

b) Ceasing to accept their submission of application dossier for importation of drugs that are not yet 

licensed for marketing in Vietnam; 

c) Ceasing to accept their submission of application dossiers for the issuance, renewal of certificate of 

marketing registration of drugs, drug raw materials 
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4. The suspension period during which submission of application dossiers is not accepted as stipulated 

in Clause 3 of this Article shall be from 03 to 12 months starting from the day the notification letter of 

violative conducts is issued by the competent authority.  

Article 133. Responsibilities of business establishments in the implementation of price 

declaration, redeclaration requirements  

1. Pharmaceutical business establishments shall be responsible for complying with the 

provisions on drug price declaration, redeclaration and other provisions regarding the management of 

drug price of this Decree and pertinent legal normative documents;  they shall be responsible before 

the laws regarding the drug price they declare, redeclare and the accuracy of the data, reports, 

information they provide. 

2. Pharmaceutical business establishments shall not sell a drug before its declared, redeclared 

prices are publicized on Ministry of Health’s web portal, which were declared either by the 

manufacturer, or the manufacturing contract giver, exporter of such drug. 

3. Pharmaceutical business establishments shall not wholesale, retail a drug at a price higher 

than the price it declared, redeclared for such drugs that is publicized on Ministry of Health’s web 

portal. 

4. In the case the competent regulatory authority issues a written notification to the declarant 

establishment requesting for the review of the price point it has declared, redeclared, which was 

publicized  on Ministry of Health’s web portal, within 60 days from the date of such notification, the 

declarant establishment must respond in writing, enclosing pertinent documents to justify the 

rationality of the price point it has declared, redeclared or adjust the price downward to a reasonable 

level. Past this time limit, if the establishment fails to respond, the declared, redeclared price point 

that was publicized shall cease to be valid and removed from Ministry of Health’s web portal. 

  

 Article 134. Principles for reviewing, publicizing declared, redeclared drug prices 

1. The review, determination of the rationality of declared, redeclared drug prices shall be based on 

the following factors: 

a) Prevailing price of similar drugs of the same technical grouping in the domestic market or the price 

of the drug in other countries’ market where there are no similar drugs in the domestic market. 

If a declarant establishment proposed a declared price for a drug that is higher than the prevailing 

price level of similar drugs of the same technical criteria group in the domestic market or average 

price of the drug in other countries, the competent authority shall consider and review the declared 

price against the supporting documentation provided by the declarant establishment to substantiate the 

drug’s therapeutic effectiveness, compare cost and benefit of the drug, demonstrate the manufacturing 

technology and techniques involved, illustrate the cost structure of the drug, using Form no. 09 and 10 

in Appendix VII of this Decree, and other documents justifying the rationality of the declared price of 

the drug. 

b) Price movement of input factors such as raw materials, consumables, exchange rates, wage and 

some other related costs in the case of price upward adjustment. The competent authority shall 

consider and review the declared price against the supporting documentation provided by the 

declarant establishment regarding the price movement of input factors such as raw materials, 

consumables, exchange rates, labor costs, other associated costs to justify the rationale and the rate of 

the adjustment, ensuring that the price increase rate is not be higher than the impact rate resulted from 

such price movement of input factors. 

c) Import price, total cost price of the drug. 

d) Market demand and supply relationship, competitive capabilities, quality factors of the drug, 

bioequivalence-proven drugs other factors influencing the price of the drug and the assurance of drug 

supply sources.  
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2. A declared drug price that is fair and publicized on Ministry of Health’s web portal when fulfilling 

the following principles: 

a) Not higher than the price that was declared for the same drug product or a drug product of different 

trade name but of the same active ingredient, concentration, strength, dosage form from the same 

manufacturing establishment that was publicized on Ministry of Health’s web portal.  

b) Not higher than the highest price that was declared within the most recent 03 years for a drug of the 

same active ingredient, concentration, strength, dosage form and of the same technical criteria group, 

that was publicized on Ministry of Health’s web portal, taking into account the price appreciation 

announced by General Office of Statistics which is calculated from the point the price of the drug 

having the highest price was declared, redeclared. 

c) In the case of a drug having no comparator the same active ingredient, concentration strength, 

dosage form available in Vietnam market, the declared import price, wholesale price for the drug shall 

not be higher than the average import price, average wholesale price of such drug as it is imported to 

and marketed in ASEAN countries. 

d) The declared import price of foreign drugs imported to Vietnam must match the import price of the 

drugs recorded on the customs declaration form at the point of declaration. 

3.  Redeclared drug prices that are adjusted upwards shall be publicized if satisfying the requirements 

of point b and point d clause 1 of this Article. In case a redeclared drug price is adjusted downwards, 

due consideration shall be taken and announcement made on Ministry of Health’s web portal.  

4. If a declared, redeclared drug price that is found not yet reasonable and not yet publicized on 

Ministry of Health’s web portal and the declarant, redeclarant establishment provides a written 

justification for it, the price review and publication shall be carried out based on the following 

principles: 

a) If the declarant, redeclarant establishment responds with price adjustment to a level in line with the 

provisions of clause 2 of this Article, such adjusted price shall be publicized on Ministry of Health’s 

web portal. 

b) If the declarant, redeclarant establishment responds with justifications and declares, redeclares a 

price point that is still not in line with the provisions of clause 2 of this Article, the redeclared price 

shall be considered and reviewed against the supporting documentation provided by the declarant 

establishment referred to in clause 1 of this Article and if found reasonable shall be publicized on 

Ministry of Health’ web portal. 

5. Drug price regulatory authority shall form an expert panel on drug prices to review the justification 

of dossiers declaring/ redeclaring drug prices.  

6. The Minister of Health shall set up a Cross functional council on drug price composing of 

representatives of Ministry of Health, Ministry of Finance, Vietnam Social Insurance and relevant 

entities for the latter to provide Minister of Health with consultative inputs on reviewing drug prices 

and making decision on the rationality of declared, redeclared drug prices in the cases of:  

a) The declared drugs having a concentration, strength that is different from those of the drugs already 

publicized on Ministry of Health’s web portal; 

b) Drugs that have a dosage form different from that of the drugs which were publicized on Ministry 

of Health’s web portal and have a price point higher than the highest price of a drug of the same active 

ingredients, concentration, strength and of the same technical criteria that was publicized on Ministry 

of Health’s in the most recent 03 years; 

c) New drugs; 

d) Drugs belonging to the List of drugs subject to price negotiation, originator drugs, drugs produced 

on EU-GMP or PIC/S-GMP-compliant manufacturing lines of manufacturers belonging to ICH 

member countries or Australia, drugs produced on WHO-GMP-compliant manufacturing lines 
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certified by Ministry of Health, and licensed for marketing by the competent authority of ICH 

member countries or Australia, that are subject of a redeclared price increase of the following rates: 

- More than 10% for a drug of which the price of the smallest package unit ranges from 5,000 

(five thousand) đồng to 100,000 (one hundred thousand) đồng. 

- More than 7% for a drug of which the price of the smallest package unit ranges from 100,000 

(one hundred thousand) đồng to 1,000,000 (one million) đồng. 

- More than 5% for a drug of which the price of the smallest package unit is more than 

1,000,000 (one million) đồng. 

7. The Minister of Health shall provide for the specifics of the organizational structure and operation 

of the Cross-functional council on drug price. 

Article 135. Drug price posting 

1. Responsibilities for drug price posting:  

a) Drug wholesalers shall undertake to post the wholesale price of each type of drugs at the place of 

transaction or the drug selling place of the drug wholesalers.  

b) Drug retailers shall undertake to post the retail price of each of the drug type of drugs sold at their 

retail outlets.  

c) Drug wholesalers, drug retailers shall not sell drugs at a price higher than the one they have posted. 

2. Requirements of drug price posting: 

a) The posting of wholesale price shall be performed by way of public announcement on a board, in 

paper or other suitable means and shall ensure visibility, identification by customers, competent state 

authorities.  

b) The posting of drug retail price shall be performed by way printing, writing down, or sticking the 

retail price on the packaging containing the drugs or the drugs’ outer packaging; or announcing the 

prices on a board, in paper or other suitable means and shall facilitate visibility, identification by 

customers, competent authorities, and that the mandatory content of drug’s drug labels are not 

obscured from view. 

c) The currency used for price posting shall be Vietnam Đồng. 

d) The posted price shall cover taxes, fees and charges (if any) associated with the drugs. 

 

Article 136. Provisions for retail mark-ups of retailers operating on the premises of 

medical service establishments 

1. The retail price of a drug at a drug retail outlet shall comprise the drug purchase price 

recorded on its invoice and the retail mark-up calculated as retail mark-up level multiplied by 

purchase price, specifically:  

Retail price = Purchase price + Retail mark-up level (%) × Purchase price 

2. Retailers operating on the premises of medical service establishments shall only purchase 

drugs that are the bid winning ones of the same medical service establishment and the drugs that are 

announced as bid winning ones on Ministry of Health’s web portal within 12 months up to the point 

of purchase at the following purchase prices: 

a) For the drugs that are on the List of bid winning drugs of the medical service establishment 

itself, the purchase price of a drug incurred by a drug retailer shall not be higher than the bid winning 

price of such drug at the time. 

b) For the drugs that are not on the List of bid winning drugs of the medical service 

establishment itself, the purchase price of a drug shall not be higher the bid winning price of such 

drug that was publicized on Ministry of Health’s web portal within 12 months up to the point of 

purchase.  
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3. The retail mark-up levels of drug retailers operating on the premises of medical service 

establishments shall not be higher than the following retail mark-up levels: 

a) For the drugs of which the purchase price of the smallest package unit is less than or equal 

to 1.000 (one thousand) đồng, the maximum retail mark-up level is 15%. 

b) For the drugs of which the purchase price of the smallest package unit ranges from more 

than 1.000 (one thousand) đồng to 5.000 (five thousand) Đồng, the maximum retail mark-up is 10%. 

c) For the drugs of which the purchase price of the smallest package unit ranges from more 

than 5.000 (five thousand) đồng to 100.000 (one hundred thousand) Đồng, the maximum retail mark-

up is 7%. 

d) For the drugs of which the purchase price of the smallest package unit ranges from more 

than 100.000 (one hundred thousand) đồng to 1.000.000 (one million) Đồng, the maximum retail 

mark-up is 5%. 

đ) For the drugs of which the purchase price of the smallest package unit is more than 

1.000.000 (one million) đồng, the maximum retail mark-up is 2%. 

4. The smallest package unit as the basis for retail mark-up calculation shall be defined as 

follows: 

a) For tablet dosage form, the smallest package unit is tablet; 

b) For liquid dosage form, the smallest package units are ampoule, bottle, vial, bag, syringe, 

drug-prefilled injection pump; 

c) For dosage form of powder for injection, the smallest package units are ampoule, bottle, 

vial, bag, syringe, drug-prefilled injection pump; 

d) For dosage forms of powder, granule for oral solution, the smallest package units are 

sachet, bottle, vial, bag; 

đ) For dosage forms of cream, ointment, gel for topical application, the smallest package units 

are tube, vial; 

e) For dosage form of plaster, the smallest package unit is patch; 

g) For dosage forms of pharmaceutical spray or pharmaceutical aerosol, the smallest package 

units are spray can, spray bottle or drug container for aerosol machine; 

h) For pharmaceutical kit dosage form, the smallest package unit is kit. 

 

Section 3 

DRUG TENDERING, DRUG PRICE NEGOTIATION AND DRUG PRICE STABILIZATION 

MEASURES 

Article 137. Drug tendering  

1. The tendering for drugs that are funded by the state budget, health insurance fund, revenue from the 

service delivery of medical services and other lawful revenue streams of public healthcare 

establishments shall be undertaken in compliance with the provisions of tendering legislation and the 

principles set out under clause 4 Article 7, clause 6 Article 107 of Pharmaceutical law. 

2. The criteria for the determination of a fair price as a basis to promulgate the List of medicinal 

materials cultivated and harvested domestically meeting therapeutic and supply requirements at 

reasonable prices include:  

a) Bid winning price, actual selling price in the domestic and imported medicinal materials markets; 

b) Priority shall be given to medicinal materials with relevant technical criteria: those cultivated and 

harvested domestically  in ways compliant with good cultivation and harvesting practices; 

domestically produced medicinal materials produced at establishments meeting good manufacturing 

practices for traditional and medicinal material drugs; and domestic medicinal materials of which the 

active ingredients and strength or concentration have been clearly identified.  

3. The Minister of Health shall provide specific guidelines for the tendering of the drugs stipulated in 

clause 1 and 2 of this Article, announce a list of originators, and set out the specifics for the purchase 

of originators that are not on the List of drugs, medicinal materials subject to price negotiation 
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stipulated under Article 138 of this Decree, through appropriate supplier selection methods in line 

with the tendering legislation. 

Article 138.List of drugs, drug raw materials subject to procurement through price negotiation 

method 

The Minister of Health shall issue the List of drugs, drug raw materials subject to procurement 

through price negotiation method according to the provisions of clause 6 Article 107 of 

Pharmaceutical law based on recommendations of the Drug Tendering National Advisory Board. 

Article 139. Drug price stabilization  

 

Situations warranting drug price stabilization, drug price stabilization measures and the competence, 

responsibilities in the implementation and execution of such measures shall be in compliance with the 

provisions of the Law on Price and relevant documents guiding its implementation. 

Chapter IX 

IMPLEMENTATION PROVISIONS 

 

Article 140. Implementation roadmap for Certificate of pharmacy practice 

1. By no later than 01 January 2019, the pharmacist in charge, the person in charge of quality 

assurance of manufacturers of pharmaceutical substances, except for sterile pharmaceutical substances 

must be in possession of a Certificate of pharmacy practice. By no later than 01 January 2021, the 

pharmacist in charge, the person in charge of quality assurance of manufacturers of excipients, 

capsule shells, establishments manufacturing, processing medicinal materials, traditional medicinals 

must be in possession of a Certificate of pharmacy practice. 

2. By no later than 01 July 2018, the person in charge of quality assurance of manufactures of 

chemo pharmaceutical drugs, medicinal material drugs, traditional drugs, except manufacturers of 

traditional medicinals, vaccines and biologicals, must be in possession of a Certificate of pharmacy 

practice. 

3. By no later than 01 January 2021, the clinical pharmacist in charge of hospital referred to in 

clause 3 Article 116 of Pharmaceutical law must be in possession of a Certificate of pharmacy 

practice. 

4. As from the effective date of this Decree, the pharmacist in charge of pharmaceutical 

business establishments, the person in charge of quality assurance of manufacturers of drugs, drug 

raw materials must be in possession of a Certificate of pharmacy practice, except for the cases 

referred to under clause 1 and 2 of this Article. 

5. The pharmacist in charge of pharmaceutical business establishments, owners of drug 

retailers, of which a Certificate of satisfaction of conditions for pharmaceutical business was issued 

under Pharmaceutical law no. 34/2005/QH11 shall continue to assume the position of pharmacist in 

charge of such establishments. 

 

Article 141. Implementation roadmap for Good practice adoption by pharmaceutical 

business establishments 

1. As from the effective date of this Decree, manufacturers of chemo pharmaceutical drugs, 

medicinal material drugs, vaccines biologicals, importers, exporters, wholesalers, retailers that are 

drug store, drug counter, providers of testing service, providers of storage service, providers of 

bioequivalence study service, providers of drug clinical trial service, manufacturers of drug raw 

materials that are sterile pharmaceutical substances, shall comply with the Good practice respective to 

their specific type of operation, except for the cases stipulated under clause 2 and 5 of this Article. 

2. By no later than 01 January 2019, manufacturers of drug raw materials that are 

pharmaceutical substances, except the raw materials that are sterile pharmaceutical substances 

referred to under clause 1 of this Article, must comply to good manufacturing practice. 
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3. As from the effective date of this Decree, retailers that are drug cabinets applying for 

Certificate of satisfaction of conditions for pharmaceutical business must be in compliance with good 

pharmacy practice respective to their specific type of operation. 

 By no later than 01 July 2019, drug retailers that are drug cabinet that are granted a 

Certificate of satisfaction of conditions for pharmaceutical business before the effective date of this 

Decree must be in compliance with good pharmacy practice respective to their specific type of 

operation.  Prior to this cutoff date, these drug retailers must maintain the conditions strictly in 

accordance with those based on which the Certificate was issued. 

4. As from the effective date of this Decree, manufacturers of traditional drugs applying for 

Certificate of satisfaction of conditions for pharmaceutical business must be in compliance with good 

manufacturing practice for traditional drugs, except for manufacturers of traditional medicinals.  

By no later than 01 July 2019, manufacturers of oriental drugs that are granted a Certificate of 

satisfaction of conditions for pharmaceutical business before the effective date of this Decree must be 

in compliance with good manufacturing practice for traditional drugs. Prior to this cutoff date, such 

establishments must maintain the conditions strictly in accordance with those based on which the 

Certificate was issued. 

5. By no later than 01 January 2021, manufacturers of excipients, capsule shells, 

establishments manufacturing, processing medicinal materials, traditional medicinals must be in 

compliance with the  respective good manufacturing practice for drugs, drug raw materials. 

 

Article 142. Implementation road map for good practice adoption by establishments 

operating in pharmaceuticals for noncommercial purposes  

1. As from the effective date of this Decree, establishments that have been operating in 

pharmaceuticals for noncommercial purposes, referred to in point a clause 1 Article 35 of 

Pharmaceutical law, that are not yet fully compliant with good practice shall only be allowed to 

operate within the scope commensurate with their level of compliance with the respective good 

practice and must be in full compliance with the respective good practice according to the 

implementation roadmap set out as follows: 

a) By no later than 01 July 2019, establishments storing, stockpiling, supplying vaccines must 

be in full compliance with the respective good practice commensurate with their operating scope; 

b) By no later than 01 January 2021, establishments operating in pharmaceuticals for 

noncommercial purposes, except for the cases stipulated in point a of this clause must be in full 

compliance with the respective good practice commensurate with their operating scope. 

2. As from the effective date of this Decree, establishments operating in pharmaceuticals for 

noncommercial purposes referred to in point a clause 1 Article 35 of Pharmaceutical law that initiates 

their pharmaceutical operations or has pharmaceutical operations added to their operating scope of the 

for the very first time must be in compliance with the respective good practice commensurate with the 

specific type of operation. 

Article 143. Transitional provisions 

1. Administrative dossiers required under the provisions of Pharmaceutical law No. 34/2005/QH11, 

related guiding documents and not relevant to the provisions of clause 2 Article 115 of 

Pharmaceutical law no. 105/2016/QH13 that are submitted before the effective date of this Decree 

shall be governed the provisions of Pharmaceutical law no. 34/2005/QH11 and related guiding 

documents, unless the concerned establishments wish to follow the provisions of Pharmaceutical law 

no. 105/2016/QH13 

2. By no later than the 1st of July 2018, on submission of applications for renewal of Certificate of 

marketing registration for imported drugs, establishments acting as registrant must submit application 

dossier for assessment of GMP conformity of the manufacturing facility concerned.  

3. Import and export licenses for drugs and raw drug materials, drug and raw drug material import 

and/or export orders issued according to provisions of the Pharmaceutical Law No. 34/2005/QH11 
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and relevant documents guiding its implementation shall continue to be effective until such licenses 

expire.  

For the drugs and raw drug materials which are governed by this clause and imported/exported 

into/out of Vietnam where customs clearance is completed before 1 January 2018, such customs 

clearance dossiers shall be handled in accordance with the provisions of Pharmaceutical law 

34/2005/QH11 and related guiding documents, or in accordance with the provisions of this Decree 

from the day it becomes effective.  

4. For the drugs and raw drug materials for which a Certificate of marketing registration was granted 

or which were announced before the effective date of this Decree and which are imported to Vietnam 

with customs clearance completed before 1 January 2018, such customs clearance dossiers shall be 

handled in accordance with the provisions of Pharmaceutical law 34/2005/QH11 and related guiding 

documents, or in accordance with the provisions of this Decree from the day it becomes effective. 

5. Drugs business establishments operating in controlled drugs shall comply with the following 

provisions:  

a) Business establishments operating in controlled drugs that are those stipulated in point a and b 

clause 26 Article 2 of the Pharmaceutical Law shall be allowed to continue operations until 30 June 

2018 inclusive. Past this timeline, business establishments wishing to continue operations shall secure 

a Certificate of satisfaction of conditions for pharmaceutical business covering the trading of 

controlled drugs in its operating scope in line with its actual operational activities according to the 

provisions of Section 4 Chapter III of this Decree. 

b) Business establishment operating in controlled drugs that are those stipulated in point c, d, clause 

26 Article 2 of Pharmaceutical law shall be allowed to continue operations until the expiry date as 

recorded on the Certificate of satisfaction of conditions for pharmaceutical business or the expiry date 

of Certificate of good practice in the case where the former Certificate does not specify an expiry 

date. Past this timeline, business establishments wishing to continue operations shall secure a 

Certificate of satisfaction of conditions for pharmaceutical business covering the trading of controlled 

drugs in its operating scope in line with its actual operational activities according to the provisions of 

Section 4 Chapter III of this Decree.  

6. By no later than 1st July 2018, establishments retailing the drugs belonging to the List of restricted 

retail drugs must comply with the provisions of clause 2, Article 55 of this Decree.  

7. By no later than 1st March 2018, a Certificate of marketing registration must be obtained for a 

medicinal material or its specification must be publicized in accordance with the provision of clause 1 

and 2, Article 93 of this Decree before it can be marketed in Vietnam.  

8. By no later than 1st January 2019, before being marketed in Vietnam a Certificate of marketing 

registration must be obtained for a capsule shell in accordance with the provision of clause 4, Article 

93 of this Decree. By no later than 1st January 2021, before being marketed in Vietnam a Certificate of 

marketing registration must be obtained for an excipient in accordance with the provision of clause 3, 

Article 93 of this Decree.. 

9. By no later than 1st January 2018, drug retailers operating on the premises of medical service 

establishments must comply with the provisions of Article 136 of this Decree. 

10. Receipt of drug information content, Confirmation certificate of drug advertisement content that 

are issued before the effective date of this Decree shall continue to be effective until their expiry date.  

11. Establishments that have been granted a Business license for foreign enterprise in drugs and drug 

raw materials in Vietnam, Business license for foreign enterprise in vaccines biologicals and raw 

materials for the manufacture of vaccines, biologicals in Vietnam which expires after 31 December 

2016 shall be allowed to continue supplying drugs to Vietnam until the effective date of this Decree 

and supplying drug raw materials until 01 January 2018. 
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12. As from 01 January 2021, drug raw materials that are excipients used for the manufacture, 

according to registration dossier, of drugs for which a Certificate of registration in Vietnam has been 

granted, shall be allowed for importation according to the List published by the Minister of Health 

without having to undergo import licensing.  

Article 144. Entry into force 

1. This Decree takes effect from 1st July 2017. 

2. The following documents shall be repealed: 

a) The provisions on drug advertisement under Article 3, Decree 181/2013/NĐ-CP dated 14 

November 2013 by the Government providing for implementation details of some articles of the Law 

on Advertisement; 

b) Decree 79/2006/NĐ-CP dated 9 August 2006 by the Government providing for implementation 

details of some articles of the Pharmaceutical law; 

c) Decree 89/2012/NĐ-CP dated 24 October 2012 by the Government amending and supplementing 

some articles of Decree 79/2006/NĐ-CP dated 9 August 2006 by the Government providing for 

implementation details of some articles of the Pharmaceutical law; 

d) Decree 102/2016/NĐ-CP dated 1 July 2016 by the Government providing for drug business 

conditions.  

3. In case any legal normative document or regulation referenced to in this Decree undergoes any 

change, supplementation or replacement, the new legal normative documents shall apply.  

Article 145. Execution responsibilities 

1. The Minister of Health shall be responsible for providing guidance for, and organize for the 

execution of this Decree. 

2. Chairs of People’s committees of provinces, central affiliated cities shall delegate to the 

local Health Departments the task of receiving, reviewing price redeclaration dossiers of domestically 

produced drugs from establishments having their manufacturing facilities located in the locality. 

3. The online licensing publication, registration, application shall be implemented in 

accordance with the Minister of Health’s specified roadmap. 

4. Ministers, Heads of ministerial level agencies, Heads of Government-affiliated agencies, 

Chairs of People’s Committees of provinces, centrally-affiliated cities shall be responsible for the 

implementation of this Decree./. 

 

PRIME MINISTER 

 

                                                                                                         (Signed) 

 

 

Nguyen Xuan Phuc 



Central Drugs Standards Control Organization 
Directorate General of Health Services 

Ministry of Health & Family Welfare 
 (Office of DCGI) 

FDA Bhavan, Kotla Road, 
New Delhi-110002. 

Dated:   26th March, 2016 

NOTICE 

The Guidelines on Similar Biologics: Regulatory Requirements for 

Marketing Authorization in India, 2012 are in the process of revision.  The 

proposed revised Guidelines on Similar Biologics 2016 are uploaded for 

suggestions/ comments of the stakeholders. 

All the stakeholders are requested to submit their suggestions or 

comments to the Office of Drugs Controller General (India) by 30th April, 

2016 through e-mail (dci@nic.in) or fax (no.011-23236973) or by post to 

the address as under: 

Central Drugs Standards Control Organization HQ, 
Office of DCG (I),  
FDA Bhavan, 
Kotla Road, New Delhi – 110002 

Office of Drugs Controller General (India) 

http://cdsco.nic.in/writereaddata/Proposed%20Guidelines%20for%20Similar%20Biologic%202016.pdf
http://cdsco.nic.in/writereaddata/Proposed%20Guidelines%20for%20Similar%20Biologic%202016.pdf
mailto:dci@nic.in
kobayn2n
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MINISTRY OF HEALTH SOCIALIST REPUBLIC OF VIETNAM 

   Independence – Freedom - Happiness 

No. 01/2018/TT-BYT    Hanoi, 18 January 2018 

CIRCULAR 

Regulating  the labeling of drugs, drug raw materials and package inserts 

Pursuant to Pharmaceutical Law No. 105/2016 / QH13 of 6 Apr 2016; 

Pursuant to the Government's Decree No. 54/2017 / ND-CP of  8 May 2017, detailing a number 

of articles and  implementation measures of the Pharmaceutical  Law; 

Pursuant to the Government's Decree No. 43/2017 / ND-CP of 14 Apr 2017 on goods labeling; 

Pursuant to the Government's Decree No.75/2017 / ND-CP of 20 Jun 2017 defining the functions, 

tasks, powers and organizational structure of the Ministry of Health; 

At the proposal of the Director of the Drug Administration of Vietnam,The Minister of Health 

hereby issues the Circular on the labeling of drugs, drug raw materials and package inserts. 

Chapter I 

GENERAL PROVISIONS 

Article 1. Scope of regulation 

1. This Circular provides for the contents, the  labeling of drugs, raw materials and the package

inserts of drugs in market circulation; the revising of drug shelf life for reasons of national

defense,  security, preventing and combatting epidemics, mitigation of natural

disasters'consequences.

2. The following drugs, drug raw materials  are not in scope of regulation of this Circular:

a) Drugs, drug raw materials for export having no registration certificate for marketing in

Vietnam;

b) Drugs imported for non-commercial purposes as stipulated under clause 1 Article 75 of the

Government's Decree No. 54/2017/ND-CP of 8 May 2017, detailing a number of articles and

implementation measures of the Pharmaceutical Law (hereinafter referred to as Decree No.

54/2017/ND-CP);

c) Drugs imported  to meet urgent requirements in national defense, security, preventing and

combating epidemics, mitagation of natural disasters' consequences as stipulated under clause 1

Article 67 of Decree No. 54/2017/ND-CP.

Article 2. Interpretation of terms 

In this Circular, the terms below are construed as follows: 

1. Commercial packaging of drugs meansthe enclosure containing the drug and package insert

that are marketed together with the drug; commercial packaging of drugs covers primary

packaging, outer packaging or intermediate packaging (if any).

2. Secondary packaging means an enclosure wrapping one or several drug units covering the

primary packaging and placed inside an outer packaging.

3. Lot number means a sign in alphabetical and/or numerical characters or a combination of both

to identify a lot of drugs, drug raw materials and to allow for the traceability of the entire origin of

a lot of drugs, drug raw materials including all steps in the manufacturing process, quality control

and marketing operations of such lot of drugs, drugs raw materials.

3. Original label of drugs, drug raw materials means the label that is initially presented by the

manufacturer, affixed on the commercial packaging of the drug, drug raw material.

Annex 8    Vietnam
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Article 3. Location of the label of drugs, drug raw materials  and package insert 

 

1.  The location of a drug, drug raw material labeling shall follow the provisions of Article 4 of 

the Government's Decree No. 43/2017/ND-CP of 14 Apr 2017 on the goods labeling (hereinafter 

referred to as Decree No.43/2017/ND-CP). 

2.  The package insert shall be an integral part of the drug labeling and contained inside the outer 

packaging of a drug.  In cases of drugs that do not have an outer packaging, the package insert 

must be printed on or affixed to the drug primary packaging. 

 

Article 4. Size of labels, size of letters and numbers on labels, colors of letters, symbols and 

images on labels, presentation language of labels and package insert 

 

1.  The label size, the size of letters and numbers, color of letters, symbols and images on the 

label of drugs, drug raw materials and package insert shall comply with the provisions of Article 5 

(except for the contents specified in point b, clause 2 of Article 5 and Article 6 of Decree No. 

43/2017/ND-CP. 

2.  The mandatory contents  of drug, drug raw material labels and package inserts must be  in 

Vietnamese language, except for a number of contents permitted to be presented in other 

languages of Latin origin as stipulated under clause 4 Article 7 of Decree No. 43/2017/ND-CP. 

 

Article 5. Adding supplementary labels, supplementing, replacing package inserts in  in 

Vietnam 

 

1.  With regard to drugs, drug raw materials imported to Vietnam the label of which has not 

covered all the contents of the label that was appoved by Health Ministry, the importer shall have 

to add  supplementary label to ensure consistency with the Ministry of Health's approved label 

before placing the drugs on the market and the original label must be retained intact. 

 

2. The following cases are allowed  for customs clearance in order to add  or replace  package 

inserts with a Vietnamese language version in Vietnam: 

a)    Imported drugs already licensed for marketing in Vietnam the commercial packaging of 

which already includes a Vietnamese package insert but the content of which has not been 

updated in accordance with Ministry of Health's requirements, except for the cases of drugs not 

requiring package inserts stipuated in points a, b, c and d clause 1, Article 13 of this Circular; 

b) Imported drugs not yet licensed for marketing in Vietnam the commercial packaging of which 

does not include a Vietnamese package insert,  except for the cases of drugs not requiring 

package inserts stipuated in points a, b, c and d clause 1, Article 13 of this Circular; 

 

3.  Principles, places to carry out the adding of supplementary labels, supplementation or 

replacement of package inserts in Vietnam: 

After customs clearance, the imported drugs, drug raw materials stipulated under clause 1 and 

clause 2 of this Article must be have a supplementary label added, the package insert must be 

supplemented or replaced with a Vietnamese version  according to the following principles:  

a) The adding of supplementary labels must be carried out at a Good storage practice for drugs, 

drug raw materials (GSP)-compliant storage facility of the very same importer importing the 

drugs, drug raw materials; 

b) The supplementation or replacement of package inserts with a Vietnamese version shall be 

carried out at a secondary packaging facility of a Good  manufacturing practice for drugs 

(GMP)-compliant establishment according to the scope of the Certificate of satisfaction of 

conditions for pharmaceutical business; 
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c) The process of  supplementary label adding, replacing or supplementing package inserts with  

Vietnamese versions should not impact the quality of the drugs, drug raw materials. 

 

4.   With regard to the  supplementation or replacement of package inserts stipulated in point b 

clause 3 of this Article, the secondary packaging facility carrying out the supplementation, 

replacement must fully comply with Good manufacturing practices' principles and starndards and 

report [the work] to Ministry of Health for pharmaceutical regulatory, inspection, auditing 

purposes, specifically: 

 a) The report must be submitted within one (1) month from the date of completion of the 

package insert supplemation or replacement  in Vietnam; 

 b) The report shall cover the following information: name of the importer; drug name; the 

number of import license;  lot number; date of manufacture; expiry date;  quantity of drugs to 

which package inserts are supplemented or replaced. 

 

5.  The organizations responsible for drug labeling  shall be responsible for providing 

supervision, coordinating with the entity carrying out the supplementary label adding, the package 

insert supplementing or replacing and be responsible for the quality of the drugs, drug raw 

materials throughout the process. 

 

Article 6. Responsibility for the labeling of drugs, drug raw materials and package inserts 

1. The organization responsible for labeling drugs, drug raw materials, including supplementary 

labels, package inserts must ensure the integrity, clarity, accurary of the labeling to reflect the true 

nature of the drugs, drug raw materials. 

 

2. For domestically manufactured drugs and raw materials: 

a) The manufacturer, the registrant of drugs, drug raw materials shall be responsible for the 

labeling, package inserts of the drugs, drug raw materials it manufactures, registers for 

marketing; 

b) Medical service establishments allowed to process, prepare and weigh (assemble)  traditional 

drugs according to the provisions of clause and clause 2, Article 70 of  Pharmaceutical Law; 

to produce, compound drugs according to the provisions of clauses 2 and clause 3, Article 85 

of  Pharmaceutical Law, shall be responsible for labeling drugs they manufacture, prepare, 

assemble, produce, coumpound; 

c) Drugstores providing extemporaneous prepraration according to the provisions in point b 

clause 1 Article 47 of  Pharmaceutical Law shall be responsible for labeling the drugs they 

coumpound. 

 

3.  For imported drugs, imported drug raw materials: 

a)  Drug importers, drug registrants shall be responsible for the labeling, package inserts of the 

drugs for which a  marketing registration certificate has been issued that they import; 

b)  Importers, registrants of drug raw materials shall be responsible for the labeling of the drug 

raw materials they import; 

c)  Importers shall be responsible for drug labeling, package inserts of the drugs not yet having a 

certificate of marketing registration that they import. 

 

4.  With respect to the drugs that are divided, repacked  into smaller package units during 

wholesaling, retailing: the business establishment performing the repacking shall be responsible 

for the supplementary labeling in accordance with the provisions of clause 2 and clause 3 Article 

7 of this Circular. 
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Chapter II 

CONTENT OF DRUG LABELS, PACKAGE INSERTS 

 

Section I 

MANDATORY CONTENT OF DRUG LABELS 

 

Article 7. Labels on outer packaging of drugs, drug raw materials 

1. The outer packaging label of a drug must show the following contents:  

a) Drug name; 

b) Dosage form; 

c) Composition, strength, weight or concentration of pharmaceutical substances, 

medicinal materials in the drug formulation; 

d) Packaging specification; 

đ)  Indications, method of administration, contraindications; 

e)  Number of certificate of marketing registration or number of import license (if 

applicable); 

g)  Lot number, manufacturing date, expiry date, quality specification, storage 

conditions; 

h)  Warnings and precautions; 

i)  Name, address of manufacturer;  

k)  Name, address of importer (in the case o imported drugs); 

l)  Origin of the drug. 

 

2.  The outer packaging label of a drug raw material (including medicinal materials, traditional 

medicinals, semi finished medicinal materials, semi finished drugs) must show the following 

contents: 

a) Name of the drug raw material; 

b)  Weight or volume of the drug raw material in the smallest package unit; 

c)    Quality specification of the drug raw material; 

d)  Number of certificate of marketing registration or number of import license (if 

applicable); 

đ)  Lot number, manufacturing date, expiry date, storage conditions of the drug raw 

material; 

e)  Name, address of manufacturer;  

g)  Name, address of importer (in the case of imported drug raw materials); 

l)  Origin of the drug raw material. 

 

3.  Labels of controlled drug raw materials  (including semi finished drugs): 

Apart from the contents stipulated under clause 2 of this Article, raw materials being 

pharmaceuticals, medicinal material or semi finished drugs containing pharmaceutical substances, 

medicinal materials belonging to the List of narcotic, psychotropic substances, drug precursors, 

hazardous drug raw materials, hazardous medicinal materials, radioactive drug raw materials, 

must have outer packaging printed with the wording "Narcotic raw materials", "Psychotropic raw 

materials", "Drug precursor raw materials", " Hazardous raw materials", "Hazardous medicinal 

materials "," Radioactive materials" respectively. 

The wording "Narcotic raw materials", "Psychotropic raw materials", "Drug precursor raw 

materials", " Hazardous raw materials", "Hazardous medicinal materials ","Radioactive materials" 

must be printed in Bold in a textbox and on the label’s facesheet bearing the name of the drug raw 

materials.  
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4.  Where the contents stipulated in clause 1 of this Article cannot be fitted into the outer 

packaging label, the contents stipulated in point đ clause 1 of this Article may be summarily 

presented as follows: indications, contraindications and other information: see enclosed package 

insert". 

 

Article 8. Secondary packaging labels 

1.  The secondary packaging label must show  at a minimum the following contents: 

a)  Name of the drug; 

b)  Lot number; 

c)  Expiry date. 

 

2.  In cases where the secondary packaging is made of a transparent material that allows for 

information on the primary packaging label to be seen through, such secondary packaging does 

not have to be printed with the contents stipulated in clause 1 of this Article. 

 

Article 9. Primary packaging labels of drugs, drug raw materials 

1.  Labels of drug primary packaging must show all the following mandatory contents: 

a)  Drug name; 

b)  The quantitative composition, strength, concentration or volume of pharmaceutical 

substances, medicinal materials in the drug formulation; 

c)  Lot number; 

d)  Expiry date; 

đ) Name of manufacturer. 

 

2.  Labels of primary packaging of drug raw materials 

With regard to drug raw materials that have an outer packaging showing all the contents 

stipulated in clause 2 and clause 3 Article, unless  they are  removed from the outer packaging for 

retailing, labelling on the drug primary packaging shall not be required. 

 

3.  With regard to drugs, drug raw materials having no outer packaging, the contents stipulated 

for outer packaging labels under Article 7 of this Circular must be printed in full on the primary 

packaging. 

 

Article 10. Format of supplementary labeling 

1.  Supplementary labels must show all the mandatory contents in Vietnamese language that  are 

not yet available or still missing from the original label in accordance with the provisions of 

Article 7 of this Circular. 

2.  Where the size of supplementary labels is to small to fit all the mandatory contents stipulated 

under clause 1 of this Article, some of such contents shall be presented as follows: 

a)  Indications, method of administration, contraindications and other information: see enclosed 

package insert; 

b)  Cross reference of manufacturing date, expiry date, lot number that are presented on the 

original label; 

c)  Number of certificate of marketing registration or number of import license: may be left blank 

but number of certificate of marketing registration or import license (if applicable) must be filled 

in before placing the drug on the market. 

 

Article 11. Drug labeling in some other cases 

1.  Traditional drugs that are processed, prepared and weighed (assembled) according to the 

provisions of clause 1 and clause 2 Article 70 of Pharmaceutical law and drugs manufactured, 

prepared  according to the provisions of clause 2 and 3, Article 85 of Pharmaceutical law  must be 
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labeled with the following mandatory contents, except for the cases stipulated in clause 3 of this 

Article: 

a) The outer packaging label of traditional drugs, drug preparations must show the 

following contents: 

- The contents stipulated in points a, b, c, d, đ, g and h clause 1 Article 7 of this Circular; 

- Name, address of the medical service establishment manufacturing, preparing processing, 

formulating weighing (assembling) drugs. 

b) The primary packaging label of traditional drugs must dispaly the following mandatory 

contents: 

- The contents stipulated in points a, b, c and d clause 1 Article 9 of this Circular; 

- Name of the medical service establishment manufacturing, preparing processing, formulating 

weighing (assembling) drugs. 

c) With regard to traditional drugs, drug preparations that do not have an outer packaging, 

the contents required for outer packaging stipulated in point a clause 1 of this Article must be 

printed on the primary packaging. 

2.  Extemporaneously compounded drugs sold at drugstores according to the provision of point b 

clause 1 Article 47 of Pharmaceutical law must have an outer packaging label or primary 

packaging label showing the following mandatory contents: 

a)  Drug name, dosage form; 

b)  Active ingredient, strength or concentration; 

c)  Compounding date, expiry date, storage conditions; 

d)  Name, address of the compounding drugstore; 

đ)  Name of the patient subject of the prescription; 

e)  Cautions with regard to drugs belonging to the list of controlled drugs. 

 

3.  Traditional drugs that are are weighed, assembled per prescription according to the provisions 

clause 1 Article 70 of Pharmaceutical law are not required to be labeled under this Circular but 

must have an outer packaging bearing the patient's full name and age to avoid mix up when 

dispensing. 

 

4.  Drugs without a certificate of registration for marketing in Vietnam for which an import 

license is issued for the purposes of bioequivalence studies, bioavailability testing, registration 

sample, test samples, scientific research, displays at exhibitions, trade fairs, are not required to be 

labeled with the mandatory contents stipulated under Article 7 and  Article 8 of this Circular, but 

the original label must be retained intact and must have a supplementary label added as per the 

followings: 

 a) Drugs used for bioequivalence studies, bioavailability testing, test samples, scientific 

research studies must be printed with  "Drugs for research  purposes"; 

 b) Drugs used as sample in drug registration must be printed with "Sample for drug 

registration"; 

 c) Drugs used for displays at exhibitions and trade fairs must be printed with "Drug sample 

for display". 

 

5.  Drug raw materials without a certificate of registration in Vietnam for which an import 

license is issued for purposes of drug registration, test sample, sample for research studies, 

displays at exhibitions, trade fairs under the provisions of clause 3, Article 60 of Pharmaceutical 

law are not required to be labeled with the mandatory contents stipulated under  Article 7 and 

Article 8 of this Circular but the original label must be kept intact. 

 

6. Drug raw materials  being pharmaceutical substances, excipients and semi-finished drugs not 

yet licensed for marketing in Vietnam that are imported for the manufacture of  drugs already 
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licensed for marketing in Vietnam according the registration dossier must have a supplementary 

label showing the contents stipulated under clause 2 and clause 3 Article 7 of this Circular (except 

importer's  name and address).  If these mandatory contents are already presented on the original 

label in other Latin based languages, no supplementary labeling is required. 

 

7.  Drugs imported under the provisions of point b clause 1 Article 68 of Decree No. 

54/2017/ND-CP are not required to have Vietnamese language labels according to the provisions 

of this Circular but the original label must be retained intact. 

 

Section II 

CONTENT OF PACKAGE INSERTS 

 

Article 12. Content of package inserts 

The drug package insert shall cover the following contents: 

1. Drug name 

2. Cautions and instructions 

3. Composition of formulation 

4. Dosage form 

5. Indications 

6. Administration, dosage 

7. Contraindications 

8. Warnings and precautions 

9. Use in pregnant and breastfeeding women 

10. Effects of drugs on ability to drive, operate machinery 

11. Drug interaction, drug incompability 

12. Unwanted side effects 

13. Overdosage and management 

14. Pharmacodynamic properties (not required for non prescription drugs, medicinal material 

drugs, traditional drugs) 

15. Pharmacokinetic properties (not required for non prescription drugs, medicinal material drugs, 

traditional drugs) 

16. Packaging specification 

17. Storage conditions, shelf life, quality specification 

18. Manufacturer's name and address 

 

Article 13. General requirements of package inserts 

1.  Drugs circulated on the market, drugs manufactured, prepared, processed at medical service 

establishments as stipulated under clause 1 Article 11 of this Circular must have a Viettnamese 

language package insert, except the following cases: 

a) Drugs manufactured, processed, formulated per recipes, prescriptions according to the 

provisions of clause 1 Article 70 and clause 2 Article 85 of Pharmaceutical law for the use and 

direct retail per prescriptions at the same medical service establishment; 

b) Drugs compounded to prescriptions and retailed at drugstores according to the 

provision of point b clause 1  Article 47 of the Pharmaceutical law; 

c) Drugs without a certificate of registration for marketing in Vietnam that are licensed 

for importation for purposes of  bioequivalence studies, bioavailability testing, as sample for drug 

registration, test samples, for scientific research, displays  at exhibitions, trade fairs; 

d) Drugs imported  according to the provisions of point b clause 1 Article 68 of Decree 

No.54/2017/ND-CP; 

đ) Non prescription drugs with labels showing  all package insert contents stipulated 

under Article 12 of this Circular. 
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2.  The original foreign language package insert of the drugs stipulated in point d clause 1 of this 

Article must be retained intact. 

3.  Drugs having the same name, active ingredients, medicinal materials, dosage form, route of 

administration, indications and manufacturer but come in multiple different volumes, strengths, 

concentrations or quantities, with different packing forms and which are all licensed for marketing 

shall be allowed to share one same package insert.  Where the contents differ among different 

strengths, concentration, such differences must be specified for each of the respective strengths, 

concentrations, volumes, packaging forms. 

4.  Within each outer packaging of a drug there must be at least one Vietnamese language-

package insert enclosed.  If the drug does not have an outer packaging, there must be at least one 

package insert for every primary packaging unit. 

 

Chapter III 

LABELING FORMAT AND PACKAGE INSERTS 

 

Article 14. Format for presenting  names of drugs, drug raw materials 

1. The name of a drug, drug material must be prominently placed, clearly legible and of the 

largest type size relative to other mandatory contents of the label and package insert. 

 

2.  The name of a drug, drug raw material shall be printed in Roman alphabet and may be 

additionally presented in numerals, roman numerals or certain other Greek alphabet (such as 

alpha, beta). 

 

3.  The name of a drug shall be presented under trade name or international non proprietary 

name. Traditional drugs belonging to the list of Ministry of Health-recognized drugs may be 

presented under trade name or the name of the traditional remedy recognized by Ministry of 

Health, except for traditional medicinals.  Trade names of drugs must follow the following 

principles: 

a) Not of advertising character; 

b) Not causing confusions regarding the composition, origin of the drug.  If a drug 

contains several pharmaceutical substances, medicinal materials, the name of individual 

components shall not be used to name the drug; 

c) Not misleading or excessively characterizing as regards the drug's action, effectiveness, 

indications; 

d) Not in contravention with Vietnam's fine customs and traditions; 

đ)Not causing conflicts with protected intellectual property rights  of other individuals, 

organizations; 

e) Not duplicative of or similar to the names of drugs already granted a certificate of 

marketing registration of other registrants; 

g) Not to name drugs of different active ingredients by the same name; 

h) Not to name drugs by different names if they share all of the following elements: active 

ingredient, medicinal material, dosage form, route of administration, concentration, strength and 

manufacturer.  This provision shall not apply to contract manufactured drugs that are 

manufactured in compliance with the Minister of Health's stipulations regarding drug contract 

manufacturing; 

i) With regard to drugs of the same name, same manufacturer, same dosage form, same 

active ingredients but come in multiple strengths, concentratons, the drugs' name may be printed 

in conjunction with the respective strength, concentration  for ease of identification and 

distinguishing the differences. 
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4.  The name of drug raw materials (other than medicinal materials, semi finished drugs) shall be 

presented in accordance with the provisions of clause 2 Article 16 of this Circular. 

5.  Traditional drugs shall be named after the medicinal material's name as stipulated in clause 3 

Article 16 of this Circular, with the group words "traditional drugs" preceding the medicinal 

material’s Vietnamese name. 

6.  The name of medicinal materials shall be presented in accordance with the provisions of 

clause 3 Article 16 of this Circular. 

7.  The name of semi finished  medicinal materials shall be presented in accordance with the 

provisions of clause 4 and clause 5 Article 16 of this Circular. 

8.  The name of semi finished drugs (other than semi finished medicinal materials) shall be 

presented in accordance with the provisions of clause 6 Article 16 of this Circular. 

 

Article 15. Cautions and instructions 

1.  Cautions and instructions must be printed on the drug label, package insert, covering 

a) The statements "Keep out of reach of children", "Read instructions carefully before use"; 

b) For prescription drugs: 

- On the outer packaging label: the "Rx" symbol must be marked on the upper left corner 

of the drug name and the wording "prescription drug"; 

-On the package insert: the  "Rx" symbol must be marked on the upper left corner of the 

drug name; with the wording "Prescription only drug" 

c) For controlled drugs  or other drugs: 

- Radioactive drugs must be marked with the wording "RADIOACTIVE DRUGS” 

in bolded capital letters; 

- Drugs belonging to  the list of hazardous drugs according to Ministry of Health's 

classiication: must be marked with  "HAZARDOUS DRUGS" in bolded capital letters; 

- Drugs to support state health programs: marked with  "Program drugs, not for sale"; 

- Donation drugs, drugs for humanitarian assitance: marked with "Donation drugs, not for 

sale"; 

- Drugs for clinical trials: The label must display the statement "Drugs for clinical trials. 

Use for other purposes prohibited"; 

- For biosimilars: the statement "name of the biosimilar" is a  biologic similar to the 

reference biologic  "name of the reference biologic" must be printed. 

d) Other cautions and instructions for specific types of drugs are as follows: 

- Injectable drugs: The label of the injectable or infusion drugs must show in full or in 

abbreviated form the specific route of administration e.g. intramuscular injection (imi), 

subcutaneous injection (sq), intravenous injection (ivj),  intravenous infusion (ivi) or other specific 

injection routes; 

- Eye drop, eye ointment: The wording "eye drops" or "eye ointment" must be printed.  

Nose drops must be printed with "nose drops"; ear drops printed with "ear drops"; 

- Drugs for external application must be printed with "For external application"; Drugs 

packed in ampoules for oral administration must be printed with "Not for injection"; 

- Drugs requiring shaking well before use (e.g. suspension drugs, powder drugs, multidose 

granules for suspension reconstitution or dosage forms prone to precipitation, sedimentation or 

layering after reconstitution) must be marked with "Shake well before use". 

 

2.  Format for presenting of cautions and instructions: 

a) The instruction statements, caution signs must be clearly printed  on the outer 

packaging labels or supplementary labels and the package insert. The content printed  must be 

easily recognizable under normal viewing conditions; 

b) For package inserts: The cautions and instructions specified in point a, b and c clause 1 

of this Article, except for the Rx, must be printed immediately under the drug name; 
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c) If a drug warrants multiple cautions, all such cautions must be fully presented. 

 

Article 16. Formulation  of drugs and semi finished drugs 

1.  General provisions: 

a) The outer package labels of drugs, semi finished drugs: 

- The name and strength, weight or concentration of each component of pharmaceutical 

substances, medicinal materias in the formulation of a smallest unit dose or package unit of the 

drug, semi finished drug must be presented in full; 

- For vaccines: The active ingredient composition of each unit dose must be indicated; 

- For biologics: The strength of biologics should be expressed in terms of units of weight, 

units of biological activity or international units per biologic; 

- For traditional drugs, medicinal material drugs, semi finished traditional drugs, semi 

finished medicinal material drugs: Each medicinal material component should be presented in its 

Vietnamese name, scientific name presentation is not mandatory; 

- Presentation of composition, strength, weigth, volume or concentration of excipient 

components is not mandatory; 

- In particular for traditional drugs belonging to Ministry of Health's List of state secrets 

and intergenerational family drugs, omission on the product's commercial packaging label of 

certain medicinal material components, and their respective strength, weight, volume in the 

formulation is allowed.  In this case, the statement "Formulation of the drug is state secret" or 

"Formulation of the drug is intergenerational family secret" must be printed on the product's outer 

packaging label. 

 

b) Primary packaging labels of drugs, semi finished drugs: 

- Drugs, semi finished drugs in the form of single pharmaceutical substance, single 

medicinal material component or combination of 03 (three) or fewer pharmaceutical substances, 

medicinal materials: the composition of the drug, semi finished drug must be presented in full in 

accordance with the provision of point a of this Clause; 

- Drugs, semi finished drugs being a combination of more than 03 (three) pharmaceutical 

substances, medicinal materials: presentation of the full composition is not required.  If the 

composition is presented the presentation must follow the provision of point a of this clause. 

- If the drug is in  liquid form, the volume on the drug label must be expressed per  

smallest package unit. 

 

c) Package inserts: 

- The name and strength, weight or concentration of each component of pharmaceutical 

substance, medicinal material in the formulation by the smallest unit dose or package unit with the 

wording "Pharmaceutical substance composition" or "Active ingredient composition" preceding 

the name of the pharmaceutical substances, medicinal materials must be presented; 

- The excipient components of the formulation with the wording "Excipient composition:" 

preceding the name of the excipients must be presented.  It is not mandatory to list the excipient 

components already evaporated or dissipated during the manufaturing process nor the weight, 

volume, strength or concentration of each excipient component; 

- For vaccines:  The active ingredient composition per smallest unit dose must be 

specified; 

- For biologics: The strength of biologics should be expressed in units of weight,units of 

biological activity units or international units per biologic; 

- For traditional drugs, medicinal material drugs: Each medicinal material shall be 

presented in its Vietnamese name, immediately followed in parentheses by its scientific name 

printed in italics; 
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- In particular for traditional drugs belonging to Ministry of Health's List of state secrets 

and intergenerational family drugs, omission  of certain medicinal material components, and their 

respective strength, weight, volume in the formulation is allowed.  In this case, the statement 

"Formulation of the drug is state secret" or "Formulation of the drug is intergenerational family 

secret" must be printed in the place of formulation. 

 

2.  Format for presenting medicinal material names, excipient names: 

a) The name of the pharmaceutical substances, excipients shall be presented according to 

their international non proprietary name or scientific name; 

b) The name of pharmaceutical substances, excipients does not require translation into 

Vietnamese. 

  

3.    Format for presenting names of medicinal materials, traditional medicinals: 

a) Vietnamese name: 

- The name of medicinal materials, traditional medicinals shall be presented according to 

the Vietnamese naming convention of Vietnam pharmacopoiea or as listed on the Ministry of 

Health's list of drugs, drug raw materials; 

- If the medicinal material's Vietnamese name is not featured in Vietnam pharmacopoeia 

or nor in the Ministry of Health's published list of drugs, drug raw materials: use the Vietnamese 

names in the book " Medicinal plants and medicinals of Vietnam" authoored by Do Tat Loi; the 

book "1000 Medicinal plants and animals" by the Institute of Medicinal Materials; In this case, 

the name to be used must be approved by the Minister of Health upon advice from the Ministry of 

Heath's consultative committee for certificate of marketing registration. 

- Where the name of an imported medicinal material cannot be translated into 

Vietnamese, the name used in the exporting country should be used, along with the scientific 

name of the medicinal material; 

- Where different parts of a medicinal material, traditional medicinal are used in the 

manufacture of different drugs, the specific part used or the name of such specific part must be 

indicated. E.g., lotus seed centers, meadowsweet, honeysuckle. 

 

b) Scientific name (Latin name): 

- The scienfitic name of the medicinal material, traditional medicinal from Vietnam 

pharmacopoeia, the Minister of Health’s list of medicinal materials, traditional medicinals shall be 

used, printed in italics; 

- If the scientific name of the medicinal material, traditional medicinal is not featured in 

Vietnam pharmacopoeia or Ministrer of Health’s lists the respective name from foreign 

pharmacopoeias should be used. 

 

4.  Format for presenting medicinal material extracts, extract  types and formulation: 

a) Presentation of medicinal material extracts: 

- Name, type of the extract and composition, concentration, strength or weight of 

medicinal material components must be fully presented; 

- Trade name of the extract may be used if available, and the name of each medicinal 

component of the extract should also be presented in accordance with the provision of clause 3 of 

this Article; 

- If the extract does not have a trade name, the word “extract” (in the case of single 

medicinal material component extract) or “medicinal material mixture extract” (in the case of 

multiple component extracts) should be printed before the components’ names. 

 

b) Format for presenting types of extract: 
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- Extract types must be specified according to the 3 types: liquid extract, solid extract or 

dry extract according with Vietnam pharmacopoeia; 

- If the types of extract is not specified, the moisture content must be indicated along with 

the name of the medicinal material extract name or the proportion of extract relative to the starting 

medicinal material quantity. 

 

c) Format for presenting formulation of extracts: 

- If there are quantitative criteria for the potency of the medicinal material or mixture of 

medicinal materials indicated in the respective monograph of Vietnam pharmacopoeia monograph 

or Ministry of Health’s recognized foreign pharmacopoeias, the medicinal material extract should 

be presented along with its potency in % terms of the quantitated drug substance or individual 

substances of the mixure; 

-  If there are no quantitative criteria for the potency of the medicinal material or mixture 

of medicinal materials indicated in the respective monograph of Vietnam pharmacopoeia or 

Ministry of Heath’s recognized pharmacopoeias, the medicinal material extract should be 

presented along with the respective starting medicinal material weight or the proportion of the 

extract relative to the starting medicinal materials (of drug manufacture standards); 

- When a solvent is used to extract medicinal materials for production of extracts, unless 

the solvent is ethanol, water or a combination of ethanol and water, the name of the extracting 

solvent must be included along with the medicinal extract’s name. 

 

5.  Format for presenting names of medicinal materials (other than medicinal material extracts) 

in drug formulation: 

a) Name of semi finished medicinal material and composition, concentration, strength or 

weight of each medicinal material component of the semini finished product must be fully 

presented; 

 

b) Format for presenting names of semi finished medicinal materials: 

- Trade name of the semi finished product should be used if available and the name of 

each medicinal component of the semi finished medicinal material shall also be presented in 

accordance with the provision of clause 3 of this Article; 

- If the semi finished medicinal material does not have a trade name, the medicinal 

material’s name must be presented according to the provisions of clause 2 of this Article (in the 

case of single component semi finished medicinal material or “medicinal material mixture” (in the 

case of multiple component semi finished medicinal material), and the type of the semi finished 

medicinal material (e.g.: powder, granule)specified before the name of the medicinal material or 

before the wording “medicinal material mixture”. 

 

c) Format for presenting names of semi finished medicinal materials: 

- If there are quantitative criteria for the potency of the medicinal material or mixture of 

medicinal materials indicated in the respective monograph of Vietnam pharmacopoeia monograph 

or Ministry of Health’s recognized foreign pharmacopoeias, the medicinal material extract should 

be presented along with its potency in % terms of the quantitative drug substance or individual 

substances of the mixure; 

-  If there are no quantitative criteria for the potency of the medicinal material or mixture 

of medicinal materials indicated in the respective monograph of Vietnam pharmacopoeia or 

Ministry of Heath’s recognized pharmacopoeias, the semi finished medicinal material should be 

presented along with the respective starting medicinal material weight or the proportion of the 

semi finished medicinal material relative to the starting medicinal materials (of drug manufacture 

standards); 
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6.  Format for presenting names of semi finished drugs (other than semi finished medicinal 

material) in drug formulation: 

 

a) Name of semi finished drugs and composition, concentration, strength or weight of 

pharmaceutical substance components must be fully presented; 

 

b) Format for presenting names of semi finished drugs: 

- Trade name of semi finished product should be used if available and the name of each 

pharmaceutical substance component of the semi finished product specified in accordance with 

the provision of clause 2 of this Article; 

- If the semi finished drug does not have a trade name, the pharmaceutical substance’s 

name must be presented according to the provisions of clause 2 of this Article (in the case of 

single pharmaceutical sustance semi finished product) or as “pharmaceutical substance mixture” 

(in the case of multiple pharmaceutical substance semi finished product), and the type of semi 

finished drug product specified (e.g.: powder, granule) before the pharmaceutical substance’s 

name or before the wording “pharmaceutical substance mixture”. 

 

c) Format for presenting formulation of semi finished drugs: follow the provisions 

regarding semi finished drugs in clause 1 of this Article. 

 

7.  Units of strength, concentration, weight, volume: 

The strength, concentration, weight, volume should be expressed in terms of units of 

strength, units of concentration, units of weigtht, units of volume, units of activity or other 

common units, as follows 

a) Unit of weight: gram (abbreviated as g), miligram (abbreviated as mg), microgam 

(abbreviated as μg or mcg) or kilogram (abbreviated as kg).  If the weight is less than 1 mg it 

should be expressed in decimal number (e.g.: 0,25mg); 

b) Unit of volume: mililíter (abbreviated as ml), microlíter (abbreviated as μl or mcl), or 

liter (abbreviated as l or L).  If the volume of the drug is smaller than 1 ml it should expressed in 

decimal numbers (e.g.: 0,5ml); 

c) Other measuring units: 

- Units of activity may be used according to international convention for certain special 

pharmaceutical substances; 

- Measuring units internationalized and commonly used in healthcare sector such as IU 

and other units of activity according to international convention for certain special pharmaceutical 

substances and when translated in to Vietamese may cause confusion should be kept as originally 

presented, not required to be translated into Vietnamese. 

d) If a pharmaceutical substance used in the formulation is in a form different from the 

form used for dosage calculation, the substance’s strength, concentration, weight must be 

converted into dosage units of the outer package label and package insert.  Pharmaceutical 

substance forms in use include base form, salt form, hydrated form or others. 

 

Article 17. Dosage forms 

1.  Dosage forms shall be specified as: tablet, pill, hard capsule, injection solution, powder for 

solution for injection, suppository (placement position indicated), powder, granule or other dosage 

forms according to Viettnam pharmacopoeia or other commonly used International 

pharmacopoeias.  

2.  Package insert, in addition to the contents stipulated in clause 1 of this Article, must also 

include the following: 

a) Description of the drug appearance in terms of color, size, volume, physical  shape or 

(any) other particulars; 
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b) Scored tablet must be indicated whether it is intended to be breakable by half or not; 

c) Information about pH and osmolarity (if applicable) must be indicated. 

 

Article 18. Indications 

The indications of a drug must be consistent with its uses, dosage form, route of administration. 

Information regarding indications  must be clear, specific and contain the following: 

1.  Use of the drug:  the uses of the drug, such as treatment, treatment adjuvant, prophylaxy 

(prevention), symptom reduction must be specified. 

2.  Intended users (if any): indications or indication limits on specific patient groups; which can 

be categorized by age groups or age ranges or specific age limits. 

3.  Additional conditions for safe, effective use of the drug (if any). 

E.g., concomitant administration of other drugs or therapeutic methods to improve treatment 

effectiveness and reduce undesirable effects of a drug. 

 

Article 19. Dosage and administration 

1.  Dosage: 

a) Dosage must be specified for each route of administration or/and each indication. 

- The timing and time intervals between uses in a day, method of administration to 

optimize effectiveness  (e.g., taken with a lot of water, taken before meals) should be specified; 

- The recommended total minimum dose, the total maximum dose, limits on duration of 

use (if applicable) should be indicated. 

b) Dosage and administration for adults, for children (if applicable) should be specified. 

Dosage for children should be indicated by age groups or by bodyweight; 

c) Cases requiring of special patient groups requiring dose adjustment (if applicable) such 

as children, elderly people, patients with kidney failure, patients with liver failure or other cases 

should be indicated . 

 

2.  Administration: 

a) Route of administration, administration timing and method of administration to 

optimize effectiveness must be indicated: 

- For injectable drugs, instructions on how to prepare, reconstitute the drug for injection 

and how to inject: intramuscular injection, intravenous injection, intravenous infusion, 

subcutaneous injection, deep subcutaneous or deep intramuscular injection and other  ways; speed 

of injection or infusion  should be specified (as necessary); 

- Usage instructions for special patient groups requiring precautions referred to in point d 

clause 1 of Article 15 of this Circular must be provided; 

- For concoctions: instructions on how the drug should be used, taken (water used in, 

tools for, concoction, concoction method, tincture preparation method, temperature and time 

duration required), what to avoid and other precautions while taking the drug. 

b) For prescription drugs: 

Apart from the provisions of point a clause 2 of this Article, the following information on 

administration in children, special patient groups and other precautions (as neccessary) must be 

provided: 

- Dosage must be specified by age groups. Dosing should be by bodyweight or body 

surface area (mg/kg or mg/m2) or by  corresponding dose intervals. For the drugs that can be used 

in children for the same indications with adults, dosage and admistration method must be 

specified. 

 - With regard to drugs that do not come  in dosage forms intended for children, 

manufacturer’s recommendations on ways to make the drug suitable for the consumption of 

children from a certain age must be provided; 
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- With regard to drugs that do not have indications intended for children of one or all age 

groups, dosage and administration method of the drug must be presented using one of the 

following wording: 

+ Safety and effectiveness of the drug on children of certain age (by months or years), or 

other relevant patient groups ) e.g., by sex, body weight) have not been established; 

+ It is not recommended to use the drug in children of certain age (by months or years), or 

other relevant patient groups (e.g., sex, body weight) due to issues of safety and effectiveness of 

the drug; 

+ The drug should not be used for certain indications in children of certain age (by 

months or years) (or other relevant patient groups, e.g. by sex, body weight). 

- Cases requiring precautions regarding dosage and administration (if applicable): 

+ When discontinuing the use of the drug, missing a dose, taking the drug  with food and 

water, resuming the use of the drug after a treatment course; 

+ Adjusting dosage when using with other coadministered drugs, adjusting dosage to suit 

patients' conditions (dose adjusting based on clinical signs and symptoms and/or test results of 

renal function, liver function); 

+ Preventive measures against specific adverse events (e.g., taking antiemetic medication 

prior to the use of cancer treatment drugs), non serious  adverse reactions that are common with 

initial doses; 

+ Special recommendations for healthcare personnel or patients regarding the handling 

and administration of the drug (if applicable), information on other delivery methods, especially 

the gastrointestinal intubation (subject to information availability) for parenteral drugs,  

information on the rate of drug injection or infusion should be clearly stated. 

 

3.  Special handling precautions before and after use 

Additional instructions should be provided for drugs requiring handling before and after 

use, namely: 

a) Handling before use (if applicable): 

- Specify how to prepare the drug before use (reconstitution or dilution); 

- Describe protective measures for persons preparing the drug; 

- Specify the external appearance of the drug before reconstitution or dilution, 

characteristics of the drug after reconstitution in the case of drugs requiing reconstitution before 

use. 

b) Handling after use (if applicable): 

- Precautions regarding the disposal of the drug after use in special cases such as 

cytotoxic drugs, preparations containing living organisms and other specifically regulated cases; 

- If there are special instructions or handling precautions required of healthcare personnel, 

the statement "No special handling precautions required after use" should be added. 

 

Article 20. Contraindications 

1.  For drugs with contraindications cases in which the drug cannot be used must  be specified.  

2.  With regard to drugs that are contraindicated in children, the children’s age ranges (by months 

or years) or other relevant patient groups  (e.g. by sex, body weight)  must be specified for  each 

of the contraindications. 

 

Article 21. Warnings and precautions  

1.  Preventive steps, precautions for use, special recommendations for use in children, patients 

with chronic conditions must be indicated (subject to information availability). 

 

2.  Situations warranting precautions: 
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a) Test results or clinical conditions of patients that require evaluation before 

administering the drug, measures necessary to reduce risk of adverse reactions during use; 

b) Serious adverse events that warrant warnings to healthcare personnel; 

c) Measures for prevention and early detection of symptoms of serious adverse reactions; 

d) Risks associated with starting or stopping treatment; 

đ) Patients with predisposing risks of adverse reactions to the drug class (often serious 

and commonly occuring reactions); 

e) Clinical signs, symptoms or tests requiring monitoring during treatment.  Interference 

with laboratory tests by use of the drug.; 

g) Warnings and precautions for children patients regarding safety associated with 

prolonged duration of use (e.g., impacts on the child’s development, neuropsychological , sexual 

development and others); 

h) Warnings regarding known adverse effects associated with excipients or residual 

substances in the drug.  Warning statements relating to excipients must be provided under this 

section or under the section on warnings and precautions for use of the drug; 

i) Warnings regarding the ethanol component in the drug formulation; 

k) Hazards associated with potential errors during use of the drug. 

 

3.  Biosimilars: 

Warnings regarding the risks involved in the replacement, substitution between reference 

biologics and biosimilars during treatment. 

 

Article 22. Use in pregnant and breastfeeding  women 

1.  Use of the drug in pregnant women: 

a) Information on the risks associated with the use of the drug in pregnant women should 

be included.  If there is not enough information on the effects of the drug on pregnant women, the 

statement "There is no data  on use in pregnant women, the drug should only be used if the 

benefits clearly outweigh any possible risks." must be included. 

b) Recommendations for use in pregnant women should include the use in women who 

are likely to become pregnant or are using contraception, at different stages of pregnancy; 

c) Additional information on the effects of the drug on the fetus, covering main possible 

impacts on the fetus.  If there is no information on fetal toxicity, it must be clearly stated; 

d) Recommendations for monitoring the fetus and neonate if the mother is using the drug 

during pregnancy (subject to information availability). 

 

2.  Use of the drug in breastfeeding women: 

Description of specific scenarios such as stopping or continuing breastfeeding, stopping or 

continuing treatment (subject to information availability) should be provided. 

 

Article 23. Effects on ability to drive, operate machinery 

1.  The effects of the drug on the ability to drive, operate machinery should be described using 

one of the following wordings: no effect or negligible effects, mild effects, moderate effects, 

severe effects. 

If there is no evidence of drug effect on the ability to drive or operate machinery, the statement 

"There is no evidence of drug effects on the ability to drive or operate machinery." must be added. 

2. Additional  important information (if any) such as time the effects are expected to abate  and 

absorptivity of the drug with continuing use should be provided. 

 

Article 24. Drug interaction, drug incompability  

1.  Drug Interactions: 
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a) Information on interactions of drugs with other drugs and other types of interaction 

(e.g., alcohol, food, feed) that may affect the therapeutic action and effectiveness of the drug 

should be provided, such as: 

- Drug interactions of clinically significance based on pharmacodynamic and 

pharmacokinetic studies on the drug; 

- Consequences of drug interactions: clinical manifestations (if any), effects of drug 

interactions on drug concentration level in blood, pharmacokinetic parameters of active 

ingredients or active metabolites, effects of drug interactions on test results. Indicate how to 

handle the consequences of the interactions; 

- Description of the mechanism of interaction if it is known.  If there are no studies on 

drug interactions, it should be noted in this section; 

- Other serious drug interactions such as drug adsorption into packaging, infusion kit. 

 

b) For medicinal material drugs, traditional drugs, incompability of use (if any) must be 

clearly stated. e.g.,  avoid raw cold good when taking drug of heat preserving properties; If the 

drug is of cold reducing properties, avoid spicy stimulating food. 

 

2.  Drug compability: 

a) Information on chemical and physical compatibility of the drug with other drugs when 

mixed or concomitantly administered, especially with reconstituted or diluted drugs prior to 

intravenous administration should be provided.  

b) If there is no information on drug compatibility the statement: "Because there are no 

studies on drug compability, do not mix this drug with other drugs." should be added. 

 

Article 25. Unwanted side effects 

1.  Information on discontinuation of use, possible adverse reactions warranting reporting to 

physicians, pharmacist or to Center for Drug Information and Monitoring of drug adverse 

reactions should be provided. 

 

2.  Apart from the contents stipulated in clause 1 of this Article, information on adverse reactions 

according to prescribed summary table of adverse reactions (if any) must be added: 

a) Summary of adverse reactions by frequency: Very common (ADR ≥ 1/10), common 

(1/100 ≤ ADR <1/10), rare (1/1000 ≤ ADR <1/100), rare (1/1000 ≤ ADR <1/10000) and very rare 

(ADR <1/10000); 

For medicinal material drugs, traditional drugs: listing possible adverse reactions should suffice, 

characterizing by frequency not required. 

b) For pediatric patients, description must be specified for age-related characteristics and 

extent of adverse responses on pediatric population (if any); clinically significant differences 

between adults and children (or specific age groups) in regard to drug safety (if any). If the 

information has been mentioned elsewhere in the package insert, a cross reference should be 

made; 

c) Any clinically significant differences (frequency of response, severity, recovery, and 

need for follow-up) in special populations (eg, the elderly , patients with liver failure, kidney 

failure, patients with other conditions should be clearly stated. 

 

3.  If there is no reporting or no evidence of adverse adverse reactions, the statement "No adverse 

reactions has been reported" and "Notify doctor immediately or pharmacist's immediately of 

adverse reactions occurred during use." should be added. 

 

Article 26. Overdosage and management 

1.  Overdosage: 
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a) Description of symptoms and manifestations of overdose: specific symptoms and signs 

of acute poisoning,  disability causing potential  (if any); 

b) If there is no information on overdose of the drug the statement "There is no data on 

overdose of the drug, do not exceed the dosing indicated of the drug" should be added. 

 

2.  Management: 

a) Specific steps or ways to manage odversage, including monitoring, using agonist, 

antagonist drugs, detoxification,acceleration of drug elimination from the body. If there is no or 

not sufficient information, the statement  "Actively monitor for timely response" should be added; 

b)  Information specific to special patient groups such as the elderly people, pregnant and 

breastfeeding women, children, people with liver impairment, kidney impairment, patients with 

comorbid chronic diseases (if available) should be provided. 

 

Artile 27. Pharmacology, clinical information 

1. Pharmacodynamics : covering the following: 

a) pharmacological group and ATC code; 

b)Description of mechanism of action for each of the approved indications; 

 

2.   Pharmacokinetics: covering the following 

 a) pharmacokinetic properties (absorption, distribution, metabolism, elimination and 

others) for each of the recommended dosage, concentration and dosage form of the drug; 

b) Description of differences across elements (e.g., age, gender, weight, smoking status, 

patients with liver impairment, kidney impairment) affecting pharmacokinetic parameters. If such 

effects are clinically significant, they must be clearly presented in quantifiable parameters; 

c) The correlation between dosage, concentration, pharmacodynamics parameters 

(including primary and secondary assessment criteria) and characteristics of patient population 

under study; 

d) For pediatric patients: a summary of results from pharmacokinetic research in children 

of different age groups and in comparison with adults (if applicable). Dosage forms used in 

pharmacokinetic studies in children, uncertainties due to limitations of restricted use in pediatric 

patients should be noted. 

 

3.  Data from clinical trials, non-clinical trials (if applicable): 

a) Summary of key findings from major clinical trials that support the approved 

indications of the drug (if applicable), including at least the following: 

- Description of the main characteristics of the sample; 

- Main evaluation criteria; 

- Additional evaluation criteria (if any); 

- Findings of the trials in relation to main criteria. 

b) Information related to non-clinical trials (if applicable). 

 

Article 28. Smallest packaging unit, packaging specification 

1.  The smallest packaging unit is normally specified as follows: 

a) For  dosage form being tablet, the smallest unit is the tablet. In small packages, the 

smallest packaging unit is a package, bottle, vial or bag; 

b) For liquid dosage forms, the smallest packaging units  are ampoule, bottle, vials, 

syringe and pre-filled syringe; 

c) For dosage forms being powder for solution for injection, the smallest packaging units  

are ampoule, bottle, vial, syringe and pre-filled syringe; 

d) For dosage forms being powder, granule for oral solution, the smallest packaging units 

are sachet, vial, bag; 
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đ) For dosage forms  being cream, ointment, gel for external use, the smallest packaging 

units are tube, vial, bag; 

e) For dosage forms being patch, the smallest packaging unit is patch; 

g) For dosage forms being sprays or aerosols, the smallest packaging units are spray can, 

spray bottle, spray canister, unit dose spray or container for aerosol dispensers; 

h) For dosage form being combination kit the smallest packaging unit is  kit; 

i) For dosage forms being formulation for concoction, the smallest packaging units are 

bag,  package or  box; 

k) For medicine materials, the smallest packaging units are bag, pack, package, carton, 

box, bottle, jar. 

 

2.  Format for presenting packaging specification: 

a) Packing specifications should be presented using natural numbers to indicate quantity, 

weight, volume of the drug contained in the commercial packaging; 

b) If a commercial packaging encloses multiple packaging units the quantity of each 

packaging unit and the total quantity enclosed must be indicated; 

c) Other components accompanying the drug, such as needles, syringes, measuring 

spoons, measuring cups, aerosol devices and other supporting devices (if any) included in the 

commercial packaging must be specified.  

 

3.  With regard to drugs belonging to the list of controlled drugs, in particular narcotics, 

psychotropics, drugs containing drug precursors, the outer packaging must not enclose  than 100 

smallest packaging units. 

 

Article 29. Lot number manufacturing date, expiry date 

1.  Lot number: 

Lot number should be printed in full as “Lot number” or worded in abbreviated form as follows: 

“So lo SX”, “LSX” or “SLSX” along with lot number code.  Information content and construction 

of lot number identifier is for the manufacturer to decide on.  

 

2. Manufacturing date, expiry date (or use by date): 

a) Manufacturing date, expiry date (or use by date) shall be written in full as 

“Manufacturing date”, “Expiry date or Use by date” or in abbreviated form in capital letters as 

“NSX” (“Mfg Date”), “HD or HSD” (“Exp. Date or  UBD”) , followed by  the date the drug is 

manufactured, and its expiry date. 

b) Manufacturing date, expiry date should be written in order of day, month, and year of 

the calendar year with each value represented in 2 characters, and only the year value may be 

represented in 4 characters. 

The numeric characters indicating the date, month, year of a date in time should be 

printed on the same line and  separated by a slash "/" date/month/year)", a period "." 

(date.month.year),  a  hyphen "-"  (date-month-year), a space (day month year), or contiguously; 

c) If the  outer packaging encloses ampoules, solvent vials or other components 

accompanying the drug, the outer packaging label must be presented as follows: 

- If manufacturing date, the expiry date of all the components is the same, the same one 

manufacturing date, expiry date should be printed on the outer packaging label; 

- If the components having different manufacturing dates, different expiry dates, either 

the expiry date of the nearest expiring component or the expiry dates of each of the respective 

components of the kit should be printed on the outer packaging label. 

 

3.  Format for presenting manufacturing date, expiry date (or use by date), lot number:: 
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a) Where manufacturing date, expiry date, lot number are printed in a foreign language on 

the original label: 

- The following information must be printed on the supplementary label: manufacturing 

(NSX), expiry date (HD/HSD), lot number (LSX/SLSX) see original label for manufacturing 

date, expiry date, lot number in foreign language. 

E.g., NSX, HD, SLSX see "Mfg Date", "Exp Date", "Lot.No." printed on packaging. 

- If expiry date is printed by "month/year" on primary packaging label, in full by 

"date/month/year" on the outer packaging label, the date printed on the outer packaging label 

should be  counted as expiry date; 

Expiry dates are printed by “month/year” on both the primary packaging label and outer 

packaging label but manufacturing date is printed as follows: 

+ If manufacturing date is printed in full by “date/month/year” on the original label, the 

expiry date printed on supplementary label should be counted basing on the manufacturing date of 

the original label; 

+ If manufacturing date is printed by “month/year” on the original label, the expiration 

date should be counted as the last date of the expiring month, and the statement “expiry date is the 

last date of the expiring month” must be printed on the supplementary label. 

 

b) If the size of the primary packaging label does not allow for fitting lot number, expiry 

date and corresponding symbols of "So lo SX" and "HD" according to the provisions of clause 1 

clause 2 of this Article a sequence of numeric characters depicting lot number, manufacturing 

date, expiry date may be printed on the primary packaging label but the information must be 

presented in full on the outer packaging label as required. 

 

c) Format for presenting shelf life on package inserts: 

- Shelf life in terms of time interval from manufacturing date should be specified; 

- Shelf life after first opening the primary packaging for multidose types of drug such as 

eye drop or nose drop, ear drop, ointment, gel for multiple uses and oral multidose liquid form 

drugs or bottled tablets, large containers (if any); 

- Shelf life after preparation for use in the case of powder, granule requiring dilution into 

solution or suspension before use such as powder, granule for suspension or solution for injection 

or oral consumption. 

 

Article 30. Changing expiry dates printed on drug label for reasons of  national defense, 

security, epidemic prevention and combatting, mitigation of consequences of natural 

disasters, calamities 

Due to reasons of national defense, security, prevention and combating epidemics, mitigation of 

consequences of natural disasters, calamities, the Minister of Health shall decide on changing 

expiry dates printed on drug labels and regulate the presentation of expiry date on a case by case 

basis subject to the drug's quality, weighing benefits and risks or the serious shortage in domestic 

supply. 

 

Article 31. Format for presenting storage conditions for drugs, drug raw materials, quality 

specifications 

1.  Labels of drugs, drug raw materials, package inserts: 

Storage conditions in terms of temperature (in Celsius unit abbreviated as °C and a specific 

number) should be indicated. Humidity, lighting or other special conditions in storage or in transit 

(if applicable) to ensure quality integrity should be noted.  

2.  Package inserts should include storage conditions for the cases stipulated in item 2 and 3 

point c clause 3 Article 29 of this Circular. 

3.  Format for presenting quality specifications: 
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Quality specification of the drug, drug raw materials must be presented on the outer packaging 

label and package insert, specifically as follows: 

a) For the drugs, drug raw materials following quality specifications of Vietnam pharmacopoeia 

or Ministry of Health’s recognized foreign pharmacopoeias: quality specification should be 

presented by pharmacopoeial name in full in Vietnamese or by Vietnamese abbreviated name of 

Vietnam pharmacopoeia or in English abbreviated name of foreign pharmacopoeia.  Edition or 

publishing year of the pharmacopoeia is not required to be included; 

b) For the drugs, drug raw materials following manufacturer’s quality specifications, the wording 

“Manufacturer’s specification” or , in abbreviated form “TCCS” should be printed. 

 

Article 32.  Number of certificate of marketing registration, number of import license 

1.  Number of certificate of registration for marketing in Vietnam 

The wording “Number of certificate of registration for marketing:” or, in abbreviated form 

“SĐK:” should be printed, followed by a blank space upon submission of marketing registration 

dossier. Before the drug being placed on the market, the certificate identifier number granted by 

Ministry of Health must be added. 

2.  Number of import license:  

The wording “Number of import license:” or, in abbreviated form, “GPNK:” should be printed on 

the label, followed by a blank space upon submission of application dossier for import license. 

Before the drug being placed on the market, the import license number granted by Ministry of 

Health for drugs, drug raw materials not yet licensed for marketing in Vietnam, must be added. 

 

Article 33. Name, address of manufacturing, compounding, processing, importing 

establishments and other establishment relevant to the drug (if applicable) 

1.  General provisions on format for presenting names, addresses of manufacturers, importers on 

labels, package inserts: 

a)  Outer packaging label of drugs, drug raw materials:  

- For domestically manufactured drugs: print in full the role, name, address of 

manufacturer; 

- For domestically manufactured or imported drug raw materials: print in full the name 

and address of manufacturer; 

- For imported drugs: print in full role, name and address of manufacturer; name and 

address of importer. 

b) Primary packaging label: Manufacturer name may be presented under full legal name 

or trade name provided it is identifiable.  

If there are several establishments involved in the manufacture of a drug, either of the 

following two formats may be used: 

- List all establishments participating in the manufacture of the finished drug product; 

- Print the name of the establishment responsible for batch release. 

c) With regard to traditional drugs stipulated under clause 1 and clause 2 Article 70 of 

Pharmaceutical law and labeling of drugs manufactured, compounded at medical service 

establishments stipulated under clause 2 and clause 3 Article 85 of Pharmaceutical law: 

- Outer packaging labels: print in full name and address of the medical service 

establishment processing, formulating, compounding, manufacturing the drug; 

- Primary packaging labels: print full legal name or trade name of the medical service 

establishment. 

d) Labels of drugs compounded and sold per prescription at drugstores stipulated under 

point b clause 1 Article 47 of Pharmaceutical law: print in full name and address of the drugstore 

compounding the drug; 
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đ) Package inserts: print in full role, name address of manufacturing establishments 

involved.  For imported drugs the manufacturing country’s name must be translated into 

Vietnamese, unless it has no meaning when translated or cannot be translated; 

e) Apart from manufacturing establishments, importers, role, name, address of other 

establishments relevant to the drug may also be added on the label and package insert (such as 

registrant, distributor, trademark owner company, product owner and others). 

 

2.  Format for presenting roles of establishments relevant to the drug in front of the 

establishment’s name, specifically: 

a) For manufacturing establishments:  

- If there is only one establishment participating in manufacturing the drug: the role 

should be indicated as “Manufacturer”:”. 

- If there are several establishments participating in manufacturing process: the role of 

each establishment should be indicated, such as: “Semi finished product manufacturing 

establishment” “Primary packaging establishment”; “Batch release responsible establishment”; 

- The name of manufacturing establishments of the drug, drug raw material presented 

should be the name recorded in Certificate of satisfaction of conditions for pharmaceutical 

business issued by the competent authority relevant to the business operations they perform. 

b) For importers: the role should be indicated as “Importing enterprise”; 

c) For other establishments: the role “Distributor”, “Product’s owner”, “Trademark’s 

owner” and other roles relevant to the drug (if applicable) should be indicated). 

 

3.  Format for presenting name and address of manufacturing establishments: 

a) With regard to drugs the manufacture of which involved the participation of different 

manufacturing establishments, the name of all such establishments along with the address of the 

respective manufacturing sites should be presented according to the prescribed format. The names 

of participating manufacturing establishments must be of the same type size and printed on the 

same face sheet (same plane) of the label; 

b) For contract manufactured drugs:  Print “Manufactured at: (name, address of the 

contract receiving party) under contract with: (name, address of the contract giving party)”. The 

names and addresses of the contract receiving party and the contract giving party must be of the 

same type size and printed on the same face sheet (same plane) of the label; 

c) Drugs contract under technology transfer agreements: Print “Manufactured at: (name, 

address of the technology transferee party) under technology transferred from: (name, address of 

the technology transferring party)”. The names and addresses of the technology transferer party 

and the technology transferee party must be of the same type size and printed on the same face 

sheet (same plane) of the label. 

 

4.  Format for presenting name and address of importer: one of the following formats should be 

followed: 

a) Print in full “Importing enterprise: name, address of the importer of the drug, drug raw 

material” on the label; 

b) Print in abbreviated form “DNNK: full name, address of the importer”. 

The wording “Importing enterprise:” or “DNNK:” should be printed followed by a blank 

space which must be filled in with importer’s full name and address before the drug being placed 

on the market. 

 

5.  Format for presenting name, address: 

a) Format for present establishments’ name: 
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- Name of domestic establishments: print the name as recorded in Certificate of 

satisfaction of conditions for pharmaceutical business, Certificate of business registration or 

Certificate of investment, issued by the competent authority; 

For medical service establishments in particular: print the name as recorded on the 

establishment’s Operating license in accordance with the Law on medical examination and 

treatment. 

- Name of foreign establishments: print the name as recorded in Certificate of 

pharmaceutical product or Certificate of good manufacturing practice for pharmaceutical 

products, issued by the competent authority of the respective foreign country or as recorded on 

other pertinent certificates. 

b) Format for presenting establishments’ address: 

- Address of domestic manufacturing establishments: The domestic manufacturing 

establishment’s address printed should be the address of the place of business recorded in the 

relevant Certificate of satisfaction of conditions for pharmaceutical business, in addition, the 

address of the enterprise’s head office may also be included; 

- Address of manufacturing establishment: Print the number, street (village, hamlet), 

commune (ward, township), district (urban district, provincial town,  city), province (centrally 

affiliated city);; 

For the address of medical service establishments in particular: print the address of the 

drug manufacturing site of the medical service establishment as recorded on its Operating license 

in accordance with the Law on medical examination and treatment.  

- With regard to imported drugs: 

The manufacturer’s address printed should be the address of the manufacturing site as 

recorded in Certificate of pharmaceutical product or Certificate of good manufacturing practice 

issued by the competent authority of the exporting country. 

c) Name, address, logo (if any) of organizations, individuals relevant to the drug referred 

to in this clause that are printed on the label or package insert must be of a type size not larger 

than that of the manufacturing establishments’ name, address or logo unless the former can 

demonstrate that they are the product’s owner; 

d) If the importer’s name, address, logo are printed on the label, they should not be of a 

type size larger than those of the manufacturing establishments; 

đ) . If the manufacturing establishment of a drug is a member or an affiliate of an 

organization such as a corporation, general corporation, group, association and other 

organizations, the establishment shall be allowed to print on the drug’s label the name or the name 

and address, trademark, brand of such organization if the latter so permits  

E.g., a drug manufactured at a company’s branch facility in address A, affiliated to 

company B, the label may be printed with “Company B, Branch, manufactured at address A”. 

 

Article 34. Origin of drugs, drug raw materials 

1. Determining the origin of drugs, drug raw materials: 

a) The origin of a drug, drug raw material shall be determined in accordance of the 

provisions of Commercial law, its guiding documents regarding origins of goods and related legal 

normative documents; 

b) Organizations, individuals responsible for the labeling of drugs stipulated under Article 

6 of this Circular shall themselves determine and record the origin of their drugs, drug raw 

materials but must ensure the integrity, accuracy, conformity with legislative provisions on 

origins of goods or Treaties to which Vietnam is a signatory, of the determination. 

 

2.  Format for presenting the origin of imported drugs, drug raw materials: 

The origin of drugs , drug raw materials shall be printed on the outer packaging as follows: 
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a) Print the group words “origin:” ,“manufactured in:” or “manufactured by:” along with 

the name of the country or territory where the drug, drug raw material is manufactured; 

The name of the manufacturing country or territory should not be printed in abbreviated 

form. 

b) If the origin of a drug, drug raw material is the same with the manufacturing country or 

territory,  only the manufacturing country’s name is required to be printed, in Vietnamese or in 

English if it has no meaning when translated into Vietnamese or cannot be translated; 

c) If the origin of a drug, drug raw material is different from the manufacturing country or 

territory, information on the origin must be presented in full in accordance with the provision of 

point a clause 2 of this Article. 

 

3.  With regard to drugs, drug raw materials manufactured in Vietnam for domestic circulation 

on which the manufacturing site’s address has been printed, it is not required to print  the origin of 

such drugs, drug materials on the label. 

 

Article 35. Other contents to be presented on drug labels 

1.  Apart from the mandatory contents stipulated in this Circular, additional contents may be 

added to samples of label and package insert of drug registration dossiers, import license 

application dossiers for drugs having no marketing registration certificate or the labels of drugs 

categorized under clause 1 and clause 2 Article 11 of this Circular, provided that the provisions of 

clause 3 of this Article are complied with. 

 

2.  Apart from the mandatory contents stipulated in this Circular, before placing a drug on the 

market, organizations, individuals responsible for the drug shall be allowed to add to the label, 

package insert contents other than those approved by the competent authority  without having to 

inform or obtain approval from the latter provided they are in compliance with the provisions of 

clause 3 of this Article, but the establishment responsible for labeling must take responsibility for 

the accuracy of the additional information printed, covering: 

 a)  Adding or revising anti counterfeiting stamps and contents of product security, anti 

counterfeiting nature on the drug’s label for the purpose of combatting counterfeiting or product 

authentication;  

 b) Changing the format, color of package insert; changing the size of outer packaging label or 

primary packaging label of the drug, drug raw material; 

 c) Adding or revising telephone number, region code, webpage address, email address of 

establishments relevant to the drug; of the trademark’s owner establishment; 

 d) Adding or revising the symbol ® after the drug name, company logo; changing the logo of 

a company relevant to the drug; 

 đ) Changing the location of printing number of certificate of marketing registration or number 

of import license, location of affixing supplementary labels, location of printing lot number, 

expiry date, manufacturing date on the label; 

 e) Contents in other languages translated from Vietnamese text that was approved by Ministry 

of Health in the drug registration dossier or import license application dossiers for drug having no 

marketing registration certificate. 

 

36.  Other contents to be presented on drug labels: 

a) Additional contents presented should not be in contravention of the laws, not of 

advertising character and be truthful, accurate, reflecting the true nature and uses of the drug, not 

overcasting , not distorting the mandatory contents on the label and must ensure the integrity of 

the mandatory contents as approved by Ministry of Health’s competent agencies; 

 

b) The following information, images shall not be used: 
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- Information, images prohibited from use in advertising stipulated under Article 8 of 

Advertising law; 

- Contents stipulated in clause 2, 3, 4, 5, 6, 10, 11, 12, 13, 14, 15 and 16 Article 126 

Decree no 54/2017/NĐ-CP; 

- Contents, images stipulated under clause 2 Article 18 Decree 43/2017/NĐ-CP. 

- Information, images to the effect that a biosimilar is bioequivalent or clinical equivalent 

to a reference biologic. 

 

c) The contents in other languages referred to in point e clause 2 of this Article must 

match and be as complete as the Vietnamese version from which they are translated.  The size of 

the alphabetic characters, numeric characters printed in other languages should not overcast, not 

larger than, the Vietnamese ones; 

 

d) The labels, package inserts of drugs, drug raw materials manufactured for exportation 

shall be allowed to be printed in other languages according to the sales and purchase contract with 

the importing country but the contents of such labels, package inserts must not distort information 

on and the nature of the drugs, drug raw materials. 

 

Chapter IV 

IMPLEMENTATION PROISIONS 

 

Article 36. Entry into force 

1.  This Circular shall take effect from 01 June 2018.  

2.  Circular no 06/2016/TT-BYT dated 08 Mar 2016 of the Minister of Health regulating drug 

labeling shall be repealed on the date this Circular takes effect, except for the provisions 

regulating the labeling of invitro diagnostic biologics, which shall remain in force until there is 

another legal normative document replacing it. 

 

Article 37. Transitional provisions 

1.  Drugs, drug raw materials for which a certificate of marketing registration or import license 

was issued before the effective date of this Circular shall be treated as follows: 

 a) Allowed to continue to be marketed, using the samples of labels, package inserts approved 

by Ministry of Health, until expiry date of the lots of drugs,  drug raw materials that were 

manufactured or imported within the validity period of Certificate of marketing license or import 

license issued before the effective date of this Circular, except for the cases referred to in point b 

clause 1 of this Circular.  

 b) With regard to the drugs, drug raw materials belonging to the List of hazardous drugs and 

hazardous drug raw materials promulgated under  the Minister of Health’s Circular no 

06/2017/TT-BYT of  03 May 2017; the drugs belonging to the Minister of Health’s List of non 

prescription drugs promulgated under Circular no 23/2014/TT-BYT of 30 Jun 2014, but not 

belonging to the List of non prescription drugs promulgated under the Minister of Health’s 

Circular no 07/2017/TT-BYT of 03 May 05 2017, the registrants, the importers must sort the 

drugs, drug raw materials out, update, supplement [labeling] information resulted from the sorting 

as follows: 

- Drugs, drug raw materials manufactured before the effective date of this Circular: the provision 

of point a clause 1 of this Article shall apply; 

- Drugs, drug raw materials manufactured from the date this Circular takes effect:  the 

establishments must themselves update information on the labels and package inserts of the drugs, 

drug raw materials resulting from the sorting , in accordance with the provisions of this Circular 

before placing them on the market,  within 12 months from the effective date of this Circular 

without having to inform Ministry of Health, unless they wish to proceed with formalities for 
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registration of changes, supplementations to the existing Certificate of marketing registration of 

the drugs pertaining to package inserts  according to the provisions of Ministry of Health’s 

Circular regulating the registration of drugs, drug raw materials. 

 

 2.  Drug registration dossiers or import license application dossiers for drugs having no 

certificate of marketing registration that were submitted to Ministry of Health’s competent 

authorities before the effective date of this Circular pending the issuance of the respective 

certificate or license, other than those categorized under clause 3 of this Article, shall be treated as 

follows: 

a) The registrants, the importers of the drugs shall be allowed to submit dossier 

supplementations to Ministry of Health requesting to update information on labels and package 

inserts according to the provisions of this Circular in order for the updated dossiers to be 

evaluated and certificates of marketing registration or import licenses be issued accordingly; 

b) If the registrants, the importers do not submit dossier supplementations according to 

the provision of point a of this clause, Ministry of Health shall evaluate the labels’ and package 

inserts’ contents according to the provisions of the Minister of Health’s Circular no 06/2016/TT-

BYT of 08 Mar 2016 regulating drug labeling, except for the cases referred to in point b clause 1 

of this Article; 

 Within 06 (six months) from the date a certificate of marketing registration is issued, the 

establishments responsible for drug labeling shall be responsible for updating the contents of 

labels, package inserts in accordance with the provisions of this Circular by way of registering 

changes, supplementations to the existing Certificate  of marketing registration according the 

provisions of Ministry of Health’s Circular regulating the registration of drugs, drug raw 

materials, except for the cases referred to in point b clause 3 Article 6 of Circular no 07/2017/TT-

BYT. 

 

3.   Registration  dossiers of drugs, drug raw materials that were submitted before the effective 

date of this Circular to Ministry of Health’s competent authorities under the form of registration 

of changes , supplementations to  Certificate of marketing registration pertaining to label samples, 

package insert samples previously submitted but have not been approved must be  supplemented 

with [revised] samples of labels, package inserts according to the provisions of this Circular. 

 

Article 38. Publicizing contents of package inserts 

1.  Drug Administration shall be responsible for reviewing,  updating and publicizing on its web 

page package inserts of drugs already licensed for marketing belonging to the Minister of Health’s 

issued list of originators, reference biologics  to serve as references for drug manufacturers, drug 

registrants  in their preparation of registration dossiers for similar generics, biosimilars. 

 

2.  If there are changes or supplementations made to a package insert of a drug belonging to the 

List of originators, reference biologics in the course of marketing,  the updated version must be 

announced and published on Drug Administration’s web page within 45 days from the date the 

official letter approving the changes, supplementations is issued. 

 

3.  Drug registrants, drug manufacturers shall be responsible for keeping package inserts of 

generics, biosimilars updated in line with contents of those of the respective originators, reference 

biologics of the List of originators, reference biologics, published on Drug Administration’s web 

page as per the following: 

 a) Package inserts of generics, biosimilars must be consistent with those of the respective 

drugs on the List of originators, reference biologics of the same concentration, strength, active 

ingredient, dosage form, route of administration,  except for the information that are inherently 

different (such as shelf life, excipient composition, quality specification, bioavailability 
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parameters, pharmacodynamics data, unwanted side effects, clinical trials’ results).  Information 

regarding unwanted side effects in package inserts of generics, biosimilars should not be fewer 

than that of the respective originators, reference biologics, except for the side effects of 

originators, reference biologics that are attributed to excipient components not present in the 

formulation of the  generics, biosimilars; 

 b) Within 12 months from the date Drug Administration announces and publishes the package 

insert of an originator, reference biologic on its web page according to the provision of clause 1, 

clause 2 of this Article, manufacturers, importers of generics, biosimilars shall be responsible to 

themselves update the label, package insert of the relevant generic, biosimilar to render them 

consistent, with regard to the information referred to under clause 2 of this Article, with the 

published package insert without having to inform Ministry of Health, unless otherwise requested 

by Ministry of Health. 

 

Article 39. Provisions on references 

Where the legal normative documents referred to in this Circular are revised, supplemented or 

replaced, the updated version of the documents shall prevail. 

 

Article 40. Execution responsibility 

Drug Administration, Administration of Traditional medicine and units under Ministry of Health, 

Health Departments of provinces, central-affiliated cities, Vietnam Pharmaceutical Corporation - 

JSC , domestic and foreign manufacturers, registrants, importers, exporters of drugs, drug raw 

materials, medical service establishments and establishments providing extemporaneous 

compounding shall be responsible for the implementation of this Circular. 

 

Organizations, individuals involved should promptly report to Ministry of Health (Drug 

Administration, Traditional medicine Administration) any issues encountered during the course of 

implementation for the latter’s consideration, resolution./. 

 

        PP. THE MINISTER 

        VICE MINISTER 

 
Recipients: 

- Gov’s Office (Officla Gazettem Gov web portal); 

- The Minister of Health;      (signed) 

- MoH Vice Ministers; 

- Ministries: Justice (Legal document control Dpt);     Truong Quoc Cuong 
Science and Technology (Legal Dpt); Trade and Industry;  

Finance (General Dpt of Customs); Public Security (Health Adm),   

National Defense (Military Health Adm); Transporti (Health Adm); 

- Health Dpts of provinces, central affiliated cities; 

- MoH’s affiated Divisions, Adinistration, General Dpts,  

Ministry Office, Inspectorate; 

- Vietnam pharmaceutical business associations;  

Vietnam Pharmaceutical  Corporation- JSC; 

- Drug manufacturers, registrants of Vietnam; 

- MoH’s web portal; 

- File: VT, PC, QLD (12b).  

 

 

  



[emblem] 

The Announcement of Food and Drug Administration 

Title: Guidance for Market Authorization Holders on Post-Marketing Safety Reporting for 

Human Drugs, Narcotics, and Medicinal Neuropsychotropic Substances 

In order to provide the single direction and standard as well as the definite working 

procedure of post-marketing adverse events reporting and monitoring related to health products to 

Market Authorization Holders consequence to their compliance and optimizing the 

pharmacovigilance effectiveness, therefore Food and Drug Administration of Thailand has been 

issued the announcement entitled “Guidance for Market Authorization Holders on Post-Marketing 

Safety Reporting for Human Drugs, Narcotics, and Medicinal Neuropsychotropic Substances” as 

detail enclosed. 

Hence, this will be effective from now on. 

The announcement on 18 December 2015 

[signature] 

(Mr. Boonchai Somboonsook) 

General Secretary of Food and Drug Administration 

Annex 9    Thailand
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Title 

Guidance for Market Authorization Holders on 

Post-Marketing Safety Reporting for 

Human Drugs, Narcotics, and Medicinal Neuropsychotropic Substances 

Dated 18 December 2015 
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