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CIRCULAR
ON REGISTRATION OF DRUGS
Pursuant to the Law on Pharmacy No. 34/2005/QH11 dated June 14, 2005;
Pursuant to the Government's Decree No. 63/2012/ND-CP dated August 31, 2012 defining the functions, tasks, powers and organizational structure of the Ministry of Health;
At the request of the Director of the Drug Administration of Vietnam and the Director of Department of Medical Equipment and Health Works,
The Minister of Health promulgates a Circular on registration of drugs.
Chapter I
GENERAL PROVISIONS
Article 1. Scope
This Circular provides for the registration of drugs for human use permitted for sale in Vietnam.
Article 2. Interpretation of terms 
For the purposes of this Circular, these terms below shall be construed as follows:
1. Modern drug means a drug containing active ingredients whose composition, formula and purity have been identified.
2. New active ingredient means an active ingredient contained in the drug which is registered for permission for sale (hereinafter referred to as registered) in Vietnam for the first time.
3. Generic drug means a finished drug, usually intended to be interchangeable with an innovator product, which is manufactured without a franchise agreement from the innovator company and sold after the expiry date of the patent or other exclusive rights. 
4. Drug manufactured under a franchise agreement means a drug of a Vietnamese or foreign drug manufacturer bearing a drug registration number in Vietnam or overseas which is manufactured under a franchise agreement between the aforesaid manufacturer and another manufacturer in Vietnam eligible for drug manufacturing.
5. Brand name of drug means the name of a drug other than its generic name or international nonproprietary name.
6. ASEAN common technical dossier (ACTD) means a set of documents providing guidance on drug registration application to meet common technical requirements of the Association of Southeast Asian Nations (ASEAN) as mentioned in Appendix No. I of The ASEAN common technical dossier and technical requirements issued together with this Circular.
7. Major variation means a variation which directly and greatly affects quality, safety and efficacy of a drug, as mentioned in the Appendix II on Major variations, minor variations, and other variations related to drugs bearing drug registration numbers (hereinafter referred to as registered drug) issued together with this Circular.
8. Minor variation means a variation which hardly or slightly affects quality, safety and efficacy of a drug, as mentioned in the Appendix II on major variations, minor variations, and other variations related to registered drugs issued together with this Circular.
9. Other variation means a variation other than major variation or minor variation, as mentioned in the Appendix II on Major variations, minor variations, and other variations related to registered drugs issued together with this Circular.
10. Applicant means a drug establishment applying for a Certificate of free sale, or submitting documents on updated or variations of registered drugs.
11. Drug manufacturer means an establishment engaged in at least one stage of manufacture or quality inspection to produce finished drugs 
Article 3. Requirements, rights and obligations of the applicants
1. An applicant must satisfy the following requirements:
a) Obtain a Certificate of eligibility for drug trading in Vietnam if it is a Vietnamese drug-trading establishment.
b) Obtain for License for drug manufacturing and/or trading granted by the foreign competent agency and License for representative office establishment in Vietnam if it is a foreign drug-trading establishment. In case the foreign drug-trading establishment does not obtain any License for representative office establishment, it shall authorize a Vietnamese drug-trading establishment to apply for drug registration.
2. An applicant has rights to:
a) Receive guidance on drug registration and access information about their registered drugs;
b) Apply for revocation of their drug registration numbers using the Form No. 01/TT issued together with this Circular;
c) Lodge complaints about administrative decisions on the issuance of drug registration numbers issued by the competent agency as prescribed in law on complaints.
3. An applicant has obligations to:
a) Ensure the quality, safety and efficacy of drugs and ensure the drugs are sold as prescribed in the drug registration application;
b) Provide sufficient and accurate data, reports and information about drugs during the period in which the application for drug registration is submitted or processed, the drugs are permitted for sale, or at the request of the competent agency;
c) Provide information about quality, safety and efficacy of drugs if it is has not stated in the application which is submitted or processed; information about variations of registered drugs in comparison with the initial application during the validity period of drug registration numbers, including variations other than the variations required to be registered as mentioned in the Appendix II issued together with this Circular;
d) Send a notification to the Drug Administration of Vietnam or the Department of Medical Equipment and Health Works (regarding in vitro diagnostics products – hereinafter referred to as IVD products) and concerned competent agency if the Certificate of free sale whose unexpired drug registration number in Vietnam is revoked in any country in the world and the reason for the revocation of the certificate must be clarified within 07 working days;
dd) Cooperate with drug importers and manufacturers in recalling from the market the drugs which do not satisfy requirements pertaining to quality, safety and efficacy at the request of the competent agency or when so detected by the applicants or drug manufacturers; then send a report on recall results and propose solutions;
e) Every December 15, send a report on registered drugs to the Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products); provide explanation for cases in which the registered drugs may not been manufactured (for domestic drugs) or imported (for foreign drugs) using the form No.2/TT issued together with this Circular.
g) Archive sufficient application and provide application for competent agencies upon request;
h) Cooperate and facilitate the inspection carried out at the manufacturer’s facility at the request of the Drug Administration of Vietnam or the Department of Medical Equipment and Health Works (regarding IVD products);
i) Replace another applicant related to the registered drugs as prescribed in Appendix II issued together with this Circular within 01 month, from the date on which the former applicant shuts down themselves or as required by the competent agency.
k) Cooperate with the drug manufacturer in studies or provision of additional information about the registered drugs if there is some doubt or evidence about the safety of the drug when they are sold at the request of the competent agency.
Article 4. Requirements, rights and obligations of drug manufacturers
1. Every drug manufacturer must satisfy the following requirements:
a) The domestic drug manufacturer must obtain a Certificate of eligibility for drug trading and a Certificate of Good manufacturing practices (GMP) under the roadmap of the Ministry of Health or a Certificate of eligibility for drug trading if the drug manufacturer must be undergone assessment of manufacturing conditions before receiving the Certificate of eligibility for drug trading as prescribed in Clause 8 Article 1 of Decree No. 89/2012/ND-CP dated October 24, 2012 of the Government on amendments to the Government's Decree No. 79/2006/ND-CP dated August 09th 2006 on the guidance of the Law on Pharmacy.
b) The foreign drug manufacturer must satisfy at least “Good Manufacturing Practices” (GMP) requirements as recommended by the World Health Organization (GMP-WHO). In case the GMP certificate or the Certificate of pharmaceutical products (CPP) does not specify that the manufacturer satisfies GMP-WHO requirements, the drug establishment shall provide evidence that it satisfies the GMP requirements which are equivalent to GMP-WHO requirements. With respect to IVD products, the drug manufacturer must satisfy GMP requirements or ISO standards or obtain other equivalent certificates. In case there is some doubt about the manufacturing conditions or quality of the drug, the Drug administration of Vietnam or the Department of Medical Equipment and Health Works (regarding IVD products) shall carry out the inspection at the manufacturer’s facility before or after the drug registration number is granted.
c) The drug must be manufactured at the manufacturer’s facility obtaining the manufacturing license granted by the competent agency, it may not be manufactured at another facility that borrows the license.
2. A drug manufacturer has rights to:
a) Receive guidance on drug registration and access information about the registered drugs in Vietnam;
b) Apply for the revocation of the drug registration numbers without the consent of the applicant in case the drug which is in doubt about the quality, safety and efficacy causes negative effects on the users using the Form No. 01/TT issued together with this Circular;
c) Lodge complaints about administrative decisions on the issuance of drug registration numbers issued by the competent agency as prescribed in law on complaints.
d) Request to replace another applicant related to registered drugs in case the former applicant fails to comply with regulations in Point I Clause 3 Article 3 of this Circular. 
3. The drug manufacturer has obligations to:
a) Ensure the quality, safety and efficacy of drugs as mentioned in the registration application approved by the Ministry of Health;
b) Cooperate with the drug importer and applicant in recalling from the market the drugs which do not satisfy requirements pertaining to quality, safety and efficacy at the request of the competent agency or when so detected by the applicant or drug manufacturer; then send a report on recall results and propose solutions;
c) Cooperate with the applicant in the implementation of regulations of Point dd, h and k Clause 3 Article 3 of this Circular.
d) Prepare equipment and working conditions serving the inspection manufacturer’s facility at the request of the Drug Administration of Vietnam or the Department of Medical Equipment and Health Works (regarding IVD products);
Article 5. Requirements applied to franchisors and franchisees of franchise for drug manufacturing and drug manufacturing under outsourcing agreements
1. With regard to modern drugs, vaccines, antibody-containing sera, and biologicals, the franchisor and the franchisee must satisfy at least GMP-WHO requirements; with regard to IVD products: the franchisor and the franchisee must satisfy GMP requirements or ISO standards or other equivalent standards.
2. With regard to oriental medicines, herbal medicines and medicinal materials:
a) The foreign franchisor must satisfy at least GMP-WHO requirements. The domestic franchisor shall follow the roadmap for GMP application of the Ministry of Health;
b) The franchisee shall follow the roadmap for GMP application of the Ministry of Health;
3. The drug manufactured under outsourcing agreements shall comply with regulations as prescribed in the Circular No. 23/2013/TT-BYT dated August 13, 2013 of the Minister of Health on guidance on drug manufacturing under outsourcing agreements
Article 6. Requirements pertaining to drug test reports in the registration application
1. With regard to modern drugs, biologicals, oriental medicines or herbal medicines:
a) The drug manufacturer satisfying GMP requirements shall verify the requirements and test the drug itself and include its drug test report in the registration application to be submitted;
b) In case the domestic drug manufacturer has not satisfied GMP requirements, the applicant shall have the standards appraised and submit the drug test report issued by a drug-testing establishment of the state in central governments or an enterprise providing drug-testing service which is entitled to grant the Certificate of eligibility for drug trading.
2. With regard to vaccines, antibody-containing sera, or IVD products
a) The applicant for registration of vaccines or antibody-containing sera shall have the standards appraised and submit the drug test report granted by the National Institute for Control of Vaccines and Biologicals.
b) If the applicant for registration of IVD products satisfies GMP requirements or other equivalent requirements, it may include its drug test report in the registration application to be submitted; If the drug manufacturer has not satisfied GMP requirements or ISO standards or other equivalent standards, it shall have the standards appraised and submit the drug test report granted by the National Institute for Control of Vaccines and Biologicals.
3. When the drug registration application is verified, the applicants shall have drug testing methods and standards appraised again at the drug-testing facilities appointed by the Ministry of Health applied to cases as specified in Appendix III issued herewith 
Article 7. Requirements pertaining to the drug safety and efficacy
1. If a new drug is registered for permission for sale in Vietnam, it must undergo clinical trials as prescribed in the Circular No. 03/2012/TT-BYT dated February 2, 2012 of the Minister of Health on guidance on clinical drug trials.
2. With regard to the initially registered drug under evaluation of its safety and efficacy when it is sold, the applicant and the health facility using this drug must include a report on the safety and efficacy of the drug in the registration application as follows:
a) The applicant shall cooperate with the drug manufacturer (if the applicant is not a drug manufacturer) in reporting the safety and efficacy of the drug using the form No. 03A/TT issued herewith and send it to the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products), and archive the relevant documents on the safety and efficacy of the drug.
b) The health facility uses the drug under evaluation of its safety and efficacy shall send a report on the uses of drug using the form No. 03B/TT issued herewith and send it to the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products); and archive the relevant reports on use of the drug serving the inspection and evaluation of safety and efficacy of the drug.
Article 8. Requirements pertaining to bioavailability and bioequivalence of drugs
The report on figures of bioavailability and bioequivalence of the registered drug shall comply with the Circular No. 08/2010/TT-BYT dated April 26, 2010 of the Minister of Health on reports on figures of bioavailability and bioequivalence in drug registration.
Article 9. Forms of drug registration
Modern drugs, biologicals, vaccines, antibody-containing sera, in-vitro diagnosis, oriental medicines, herbal medicines and medicinal materials shall be registered as follows:
1. Initial registration shall apply to the following drugs:
a) The drug has been not granted drug registration number in Vietnam;
b) The drug has been granted drug registration number in Vietnam and it is still unexpired but there is variation as prescribed in Appendix II issued herewith or the number expires and the initial registration for the drug is required;
c) The drug has been granted drug registration number in Vietnam but it fails to apply for re-registration or registration renewal by the deadline as prescribed in Clause 2 Article 12 of this Circular when the registration number expires.
2. The re-registration shall apply to the registered drug whose registration number expires and it does not satisfy requirements for registration renewal as prescribed in Clause 3 of this Article.
3. Registration renewal shall apply to the initially registered drug or the re-registered drug whose registration number expires and it satisfy the following requirements:
a) With regard to pharmaceutical drugs, oriental medicines, herbal medicines and medicinal materials:
- Their registration numbers are valid for 5 years after applying for initial registration or re-registration and they are sold on the market afterwards.
- The application for initial registration or re-registration shall use the form ACTD or ICH-CTD and ASEAN common technical dossier relating to modern drugs or regulations in the Circular No. 22/2009/TT-BYT dated September 24, 2009 of the Minister of Health on registration of oriental medicines, herbal medicines and medicinal materials (if the application for initial registration is submitted after May 24, 2010 or the application for re-registration is submitted after January 1, 2012).
- They are not subject to cases as prescribed in Article 32 or Article 33 of this Circular.
- There is not any recommendation given by the WHO or the Vietnamese or foreign pharmacy authority about their effectiveness during the period in which the registration renewal is applied.
- There is not any variation on the day on which the application for registration renewal is submitted and during the period in which the application for registration renewal is verified.
b) With regard to vaccines, biologicals, antibody-containing sera and IVD products:
- Their drug registration numbers are valid for 5 years after applying for initial registration or re-registration and they are sold on the market afterwards;
- The application for initial registration or re-registration shall comply with regulations in the Circular No. 22/2009/TT-BYT dated September 24, 2009 of the Minister of Health on registration of drugs (if the application for initial registration is submitted after May 24, 2010 or the application for re-registration is submitted after January 1, 2012).
- They are not subject to cases as prescribed in Article 32 or Article 33 of this Circular;
- There is not any recommendation given by the WHO or the Vietnamese or foreign pharmacy authority about their effectiveness during the period in which the registration renewal application is submitted.
- There is not any variation on the day on which the application for registration renewal is submitted and during the period in which the application for registration renewal is verified.
c) A drug may be considered granting more than one renewal if it satisfy the requirements as prescribed in Point a or Point b of this Clause.
4. Variation shall be registered when the registered drugs have variations during the valid period of their registration numbers as mentioned in Appendix No. II issued herewith.
When there is any variation of registered drug at the request of the Advisory council on drug registration numbers, the applicant shall cooperate with the drug manufacturer in making amendments as mentioned in guidance of the competent agency and take responsibility for the variation without having to submit an application for registration of variations.
Article 10. Drug naming
1. The Ministry of Health encourages applicants to use international nonproprietary names (INN) for drugs.
2. In case a drug is not given an INN, the applicant may use brand names for drugs: The brand name of a drug must follow the rules below:
a) Do not exaggerate the effectiveness of the drug;
b) Do not untruthfully reflect the effectiveness and pharmacological effects of the drug;
c) Do not breach customs and traditions of Vietnam;
d) Do not cause conflicts over protected intellectual property objects of other individuals or organizations;
dd) Do not use names identical or similar for the names of registered drugs of other applicants.
e) Do not use the names identical for the name of the drug having different active ingredients.
g) Do not use different names for the same drug with the same formulation, the same manufacturing process of the same manufacturer.
Article 11. Languages, forms of application, drug samples and fees
1. Languages used in a registration application:
a) The application for domestic drug registration must be written in Vietnamese;
b) The application for foreign drug registration must be written in Vietnamese or English. For application in English, the information stated in the Patient information leaflets (PILs) and the Summary of Product Characteristics must be translated into Vietnamese.
2. The application for drug registration must be produced on A4 paper and securely bound. The application must be arranged in the order of its contents and separated between different parts. Separated parts must be numbered for easy reference; each part is certified by the applicant or the drug manufacturer on its first page.
3. Each drug must have a separate registration application, except the drug containing all the elements below which may be registered in the same application:
a) Name of the drug;
b) Dosage form;
c) Formula for a unit of dosage (for single-dose drugs) or the same concentration and content (for multiple-dose drugs);
d) The manufacturer.
4. Common requirements pertaining to required documents in the application for initial registration, re-registration, registration renewal, or other variation registration:
a) 01 original of documents prescribed in Clause 1 and Clause 2 Article 16 of this Circular relating to modern drugs, vaccines, antibody-containing sera, or biologicals (excluding IVD products), Clause 1 and Clause 2 Article 21 of this Circular relating to IVD products and Clause 1 and Clause 2 Article 25 of this Circular relating to herbal medicines, oriental medicines and medicinal materials;
b) 02 copies of documents including application form for drug registration and finished drug product standards; with regard to vaccines, antibody-containing sera, bioligicals (excluding IVD products), both above documents and 01 copies of the original shall be submitted:
c) Drug label: 02 sets of drug labels. These drug labels shall be attached to A4 paper, borne the stamp of the applicant or the drug manufacturer overlapping onto the adjoining pages. When applying for re-registration, the drug labels are not required to return if there is not any changes in the labels in comparison with the initial registration;
d) Drug information: 01 Patient information leaflet which is equivalent to each type of drug prescribed in the Circular No. 04/2008/TT-BYT dated May 12, 2008 of the Minister of Health on guidance on drug labeling, and bearing the stamp if the applicant or the drug manufacturer. When applying for re-registration, the drug information is not required to return if there is not any changes in the labels in comparison with the initial registration;
dd) Drug samples, drug materials:
- 01 packaging unit equivalent for each registered packaging method;
- Mass of materials which is enough for 03 times of testing
- With regard to vaccines, antibody-containing sera, the applicant shall send the samples stored at the National Institute for Control of Vaccines and Biologicals.
5. Application for variation registration: 01 original of sufficient documents depending on the major variation registration or minor variation registration prescribed in Clause 5 and Clause 6 of this Circular relating to modern drugs, vaccines, antibody-containing sera, biologicals, or Clause 3 and 5 of this Circular relating to IVD products, and Clause 3 and Clause 4 Article 25 of this Circular relating oriental medicines, herbal medicines, or medicinal materials is required.
6. Legal documents:
a) The Certificate of pharmaceutical products (CPP), License for drug trading issued by the foreign competent agency, GMP Certificate, License for representative office establishment in Vietnam or other equivalent certificates relating to IVD products which is permitted in any form of originals, copies, or Vietnamese translation from foreign language must satisfy specific requirements pertaining to each type of certification as prescribed in Point b, c or d of this Clause and the regulations below:
- Submitting the original: The original must bear the signature, full name and title of the signer and the certified stamp of the competent agency of the home country in charge of granting certification; and must be consularly legalized at the Vietnamese diplomatic missions under the law on consular legalization, unless legal documents are granted by competent agencies of the countries that have concluded Mutual legal assistance treaty with Vietnam.
- Submitting the copies: The copies are lawfully authenticated by a Vietnamese competent agency as prescribed in Vietnamese law on authentication of copies according to originals or copies issued from master register. The originals shall be presented where necessary.
- Submitting Vietnamese translations from foreign language: the Vietnamese translations must be notarized as prescribed (notarization means the signature of the translator is notarized by the local notary, diplomatic mission, consular office or another authorized foreign agency (the translator is required to commit to translate accurately from the original as prescribed) and submit it together with the original or the copy of the certification as prescribed.
- The validity period of the licenses or certificates: The validity period must be stated in the certificates or licenses and they are still valid on the date on which they are verified; an official dispatch on granting extension of this certificate is not accepted. If the valid period is not stated in that certificate, only those granted within 24 months from the date of issue may be accepted.
b) Certificate of pharmaceutical products (CPP) must both comply with Point a of this Clause and satisfy the requirements below:
- It is issued by the pharmacy authority (on the WHO list at http://www.who.int) using the WHO form applicable to the Certification scheme on the pharmaceutical products moving in international commerce.
- Certify that drugs are permitted for sale in the country of origin. In case the drugs are not permitted for sale in the country of origin, or the drugs are permitted for sale but they are not actually sold in the country of origin, the applicant must provide the CPP which certifies that drugs are permitted for sale in one of following countries: British, France, Germany, Australia, Canada or countries in the areas of the International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH).
c) License for drug trading issued by the foreign competent agency, it must comply with regulations in the first, second and third bullets in Point a of this Clause and contain:
- Name and address of the foreign competent agency.
- Name and address of the drug-trading establishment. .
- Scope.
- The validity period of the Certificate, which minimum remaining period is 24 months from the day on which it is verified. In case the validity period is not regulated, the foreign drug-trading establishment must provide the certificate certified that it still operates in the pharmacy field by the competent agency; only the certificate granted within 24 months from the date of issue is accepted.
d) GMP-WHO certificates, ISO certificates or equivalent certificates must be granted by competent agencies of countries of origin, which certify the names and addresses of manufacturers.
dd) Certificate of eligibility for drug trading of the applicant, a certified true copy or a copy certified by the enterprise (if the applicant is not a drug manufacturer) is accepted.
e) Certificates, protection titles and transfer contracts for ownership of industrial property objects in drug registration application (if any), granted or certified by industrial property authorities, must certified true copies bearing stamps of applicants.
7. Other administrative dossiers:
a) An application form must be signed by the director of the applicant or authorized representative of the applicant and borne the stamp (if any) of the applicant, a signature stamp is not accepted.
b) A Power of attorney using the form No. 05/TT issued herewith, which is required when another person is authorized by the applicant to:
- Act as the applicant using the form No.5A issued herewith.
- Sign the drug registration application when the applicant authorizes the representative office of the applicant in Vietnam using the form No. 5B issued herewith;
- Use the name of drug to register a trademark when the owner of the trademark is not the applicant using the form No.5C issued herewith.
Each application must be enclosed with an original copy or a certified true copy of the letter of attorney issued by the applicant or the applicant’s representative office in Vietnam.
c) A certified true copy of franchise agreement pertaining to the drug manufacturing under franchise agreements.
8. Drug label and drug information:
The content of the drug label and drug information shall comply with the Circular No. 04/2008/TT-BYT dated May 12, 2008 of the Minister of Health on guidance on drug labeling.
9. Fees for drug registration:
The applicant must pay fees for drug registration and sale, verification and observation of GMP requirements applying to the drug manufacturer as prescribed in law on fees and charges.
Article 12. Validity of the drug registration number and deadline for application for re-registration or registration renewal
1. The maximum validity period of the drug registration number is 05 years, from the day on which the Decision on issuance or renewal of drug registration number is made. If the Advisory council for drug registration number of the Ministry of Health request to keep evaluating safety and efficacy of the drug, the maximum validity period of the drug registration number is 03 years, from the day on which the Decision on issuance of the drug registration number is made.
2. Deadline for application for re-registration or registration renewal:
a) Within 06 months before the expiry date of the drug registration number, the applicant may apply for the registration renewal. The Drug administration of Vietnam shall send a notification which provide explanation for the application which does not satisfy requirements for registration renewal as prescribed in Clause 2 Article 9 of this Circular, the applicant may apply for re-registration as prescribed and the application shall be verified right after it is submitted.
b) Within 12 months proceeding and 06 months succeeding the expiry date of the drug registration numbers, the applicant may apply for the re-registration. If the applicant has applied for the re-registration, it may not apply for registration renewal.
Chapter II
INTELLECTUAL PROPERTY RIGHTS TO REGISTERED DRUGS
Article 13. General rules
1. The applicant shall take responsibility for intellectual property pertaining to its registered drugs.
2. The applicant establishes intellectual property rights or looks up related intellectual property objects before applying for drug registration in Vietnam.
3. In case there is any dispute about intellectual property when the application is processed, the objector to the issuance of drug registration number subject to dispute must provide the conclusion of the intellectual property authority or intellectual property enforcement body on infringement of intellectual property rights. The Ministry of Health shall not issue drug registration numbers to the drugs which are subject to infringement of intellectual property rights of other individuals or organizations according to good basis.
4. In case there is any dispute about intellectual property rights after the drug registration number is issued, the Ministry of Health shall decide to revoke the registration number or suspend the sale of the drug as prescribed in Clause 6 Article 23 or Clause 2 Article 33 of this Circular at the request of holder of intellectual property rights or a third-party beneficiary and pursuant to the judicial decision or final conclusion of the intellectual property authority or the intellectual property enforcement body on infringement of intellectual property rights.
Article 14. Patents on registered drugs
1. Regarding a drug containing active ingredients which are under the period of intellectual property protection, the applicant may provide related legal documents on condition of protection and intellectual property rights (patent) on registered drugs (if any).
2. Within 02 years before the expiry date of the period of patent protection, the applicant may submit the application for registration of generic drug together with documents proving that drug protection period will expire soon and clarify the request in the application using the form No.6A/TT issued herewith.
Article 15. Data security applied to registration application
The applicant wishes to secure data on application for new drug as prescribed in regulations on data securities applied to registration application as prescribed in the Circular No. 05/2010/TT-BYT dated March 1, 2010 of the Minister of Health on guidance on pilot data securities pertaining to drug registration must clarify the request in the application using form No. 6A/TT issued herewith.
Chapter III
APPLICATION FOR DRUG REGISTRATION
Section 1. APPLICATION FOR REGISTRATION OF MODERN DRUGS, VACCINES, ANTIBODY-CONTAINING SERA, OR BIOLOGICALS 
Article 16. Required documents
1. An application for initial registration of new modern drugs, vaccines, antibody-containing sera, or biologicals includes:
a) Part I. An administrative dossier and drug information;
b) Part II. A quality report;
c) Part III. A pre-clinical report;
d) Part IV. A clinical report;
2. An application for initial registration of generic drugs (only apply to modern drugs), includes:
a) Part I. An administrative dossier and drug information;
b) Part II. A quality report;
3. An application for re-registration includes:
a) Part I. An administrative dossier and drug information;
b) Part II. A quality report: If the application for initial registration is submitted according to the ASEAN common technical dossier (ACTD) or using the form of International Conference on Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) and satisfy the ACTD requirements, only the standard and method of finished product testing is required when applying for re-registration;
4. An application for registration renewal includes:
a) Part I. An administrative dossier and drug information;
b) Part II. Other documents include: 
- A copy of Official Dispatches of Drug administration of Vietnam or Department of Medical Equipment and Health Works on permission for variations, copy of documents about the variations not subject to permission;
- A copy of standards and methods finished drug products pertaining to drugs not meeting requirements of the pharmacopoeia;
- Documentary evidence for exported drugs in Vietnam regarding foreign drugs. Documentary evidence for drugs manufactured and distributed in Vietnam regarding domestic drugs.
5. An application for major variation registration:
a) Part I. An administrative dossier and drug information;
b) Part II. A quality report;
d) Part IV. A clinical report;
The major variations and required equivalent application shall follow guidance of Appendix II of this Circular.
6. An application for minor variation registration:
a) Part I. An administrative dossier and drug information;
b) Part II. A quality report;
The minor variation and required equivalent application shall follow guidance of Appendix II issued herewith.
7. An application for other variation registration: the required application prescribed in Clause 1 of this Article.
8. Application prescribed in Clause 1, 2 , 3, 4 and Clause 5 of this Article shall comply with regulations below:
a) Apply regulations in Appendix I issued herewith, including:
- ASEAN common technical dossier (ACTD);
- Guidance on research on stability;
- Guidance on assessment of manufacturing process;
- Guidance on assessment of analysis method;
- Guidance on research on bioavailability and bioequivalence;
b) Follow the forms of ACTD. In case the new modern drugs, vaccines, antibody-containing sera, biologicals may not be arranged according to ACTD or ICH-CTD.
9. Regarding to processed drugs, request required documents as prescribed in the Circular No.23/2013/TT-BYT dated August 13, 2013 of the Minister of Health on guidance on processed drugs.
Article 17. Administrative dossiers and drug information 
An administrative dossier and drug information includes: 
1. Table of contents;
2. A report on safety and efficacy of drugs after putting into market using the form No.03/TT issued herewith regarding drugs required to evaluate their safety and efficacy when applying for initial registration.
3. A summary of Product using the form No.04/TT issued herewith;
4. A Power of attorney (if any) using form No.05/TT issued herewith;
5. An application form using the form No.06/TT issued herewith;
6. A cover using the form No.07/TT issued herewith;
7. A report on drugs relating to application for re-registration using form No.08/TT issued herewith;
8. A summary of history of drug registration relating to application for registration renewal using the form No.09/TT issued herewith;
9. A Certificate of eligibility for drug trading relating to Vietnamese drug-trading establishment and it is submitted once pertaining to all the drugs within the validity period of the Certificate.
10. A License for drug trading issued by the foreign competent agency regarding the foreign applicant and it is submitted once to all application for drug registration within the validity period of the Certificate.
11. A CPP using the form No.01/ACTD issued herewith pertaining to foreign drugs.
12. A GMP certificate of the foreign drug manufacturer if the CPP certification does not certify the GMP requirements. In case there are many manufacturers involving in the drug manufacturing process, the applicant submits the GMP certificates of all applicants involving in the finished drug manufacturing process.
13. A drug label, only a copy of the approved drug label is required pertaining to application for registration renewal;
14. Drug information Patient information leaflets prescribed in the Circular on guidance on drug labeling, only the copy of the application for registration renewal is required;
15. A Summary of Product Characteristics pertaining to modern drugs, vaccines, antibody-containing sera and biologicals using the form No.02/ACTD issued herewith (the application for registration renewal is not required);
16. A franchise agreement on drug manufacturing. Outsourcing agreement on drug manufacturing.
17. Certificates, protection titles and transfer contracts for ownership of industrial property objects (if any).
18. Other legal documents (if any).
19. A GMP certificate of manufacturer of primary package as prescribed in the Circular No.14/2012/TT-BYT dated August 31, 2012 of the Minister of Health on GMP for pharmaceutical package or equivalent certificate of manufacturing conditions of the manufacture of primary package. 
Article 18. Quality reports
1. A quality report shall comply with Part II – ACTD and include the documents below
a) Table of contents;
b) A summary of overview of quality;
c) Content and figures;
d) Reference materials;
e) General documents of the drug manufacturer using the form No.10/TT issued herewith. In case a drug is manufactured through multiple stages, the general documents are documents of all manufacturer involving in the drug manufacturing before it is put on the market 
2. The quality report in the application for registration of drug manufacturing under franchise agreement shall include sufficient content as prescribed in Clause 1 of this Article. The content and figures of the quality report:
a) Content and figures related to drug manufactured before it is under franchise agreement provided by the franchisor:
- Active ingredients (S): General information (S1); Characteristics (S3) and active ingredient inspection (S4), excluding result of quality inspection of batches of active ingredients which are used for manufacture of lots of finished drug products at the franchisees’ facility for registration of drugs manufactured under franchise agreement; 
- Finished drug products (P): Description and ingredient (P1); pharmacological development (P2); manufacture, excluding P3.4. Assessment and/or evaluation process; excipient inspection (P4); finished product inspection (P5), excluding analysis of lots (P5.4); packaging system (P7).
b) Content and figures related to drug manufactured under franchise agreement provided by the franchisor:
- Active ingredient (S): Manufacture (S2); Titrant or reference materials (S5); Packaging system (S6) and Stability (S7);
- Finished product (P): Assessment and/or evaluation process (P3.4); Analysis of lots (P5.4); Titrant or reference materials (P6); Stability (S8) and Interchangeability (P9).
c) In case the drugs manufactured under franchise agreement are different from drugs manufactured before it is under franchise agreement in terms of content and figures provided in the application as prescribed in Point a Clause 2 of this Article: The franchisee must declare sufficient variation in the application form using the form No.6D issued herewith and relevant documents prescribed in Appendix II pertaining to equivalent variation.
Article 19. Pre-clinical reports;
A pre-clinical report shall comply with guidance in Part III-ACTD and include the documents below:
1. Table of contents;
2. Overview of pre-clinical studies;
3. A summary of pre-clinical studies ;
4. A pre-clinical study report;
5. References.
Article 20. Clinical reports;
A clinical report shall comply with Part IV-ACTD and include the documents below:
1. Table of contents;
2. Overview of clinical reports;
3. A summary of clinical reports;
4. A list of clinical studies;
5. A clinical study report;
6. References.
Section 2. APPLICATION FOR REGISTRATION OF IVD PRODUCTS 
Article 21. Required application
1. An application for initial registration of IVD products, including semi-finished drug products, consists of:
a) Part I. Administrative dossiers:
b) Part II. Quality reports;
c) Part III. Reports on effective diagnosis, the semi-finished drug products are not subject to this regulation;
2. An application for re-registration includes:
a) Part I. Administrative dossiers:
b) Part II. Quality reports;
3. An application for variation registration includes:
a) An application form;
b) The documents related to the variations: submit the documents in accordance with Section A-Appendix IV issued herewith.
4. An application for registration renewal includes:
a) Part I. Administrative dossiers:
b) Part II. Other application includes: 
- A copy of Official Dispatch of Drug administration of Vietnam or Department of Medical Equipment and Health Works on permission for the variation when the drug is sold, copies of document about the variations not subject to permission ;
- A copy of the quality report prescribed in Section A - Appendix IV issued herewith.
- Documentary evidence for IVD products imported in Vietnam regarding foreign drugs. Documentary evidence for IVD products manufactured and distributed in Vietnam regarding domestic drugs.
5. An application for other variation registration shall be submitted similarly to the application for initial registration as prescribed in Section B – Appendix IV issued herewith.
Article 22. Administrative dossiers and drug information;
An administrative dossier includes:
1. Table of contents;
2. A report on the safety and efficacy of drug after it is sold using the form No.3/TT issued herewith pertaining to the drug subject to assessment of drug safety and efficacy when its drug registration number is initially granted.
3. A summary of product using the form No.04/TT issued herewith;
4. A Power of attorney (if any) using the form No.05/TT issued herewith;
5. An application form using the form No.06/TT issued herewith;
6. A cover using the form No.07/TT issued herewith;
7. Reports on the sale of drugs applied to the application for re-registration using the form No.08/TT issued herewith;
8. A summary of drug registration history pertaining to the application for registration renewal using the form No.09/TT issued herewith;
9. A drug label (only the copy of the application for registration renewal is required);
10. A License for trading in vaccines, biologicals which is granted to the foreign establishments registering vaccines, biologicals or a Certificate of eligibility for trading in vaccines, biologicals which is granted to the Vietnamese establishments registering vaccines or biologicals the foreign competent agency 
11. A License for free sale in the country of origin pertaining to foreign drugs, the semi-finished drug products is not subject to this regulation.
12. A GMP-WHO certificate, ISO certificate or an equivalent certificate which is granted to the drug manufacturer by the competent agency.
13. A Certificate of intellectual property, business contracts, or other documents (if any).
The application shall comply with Section A – Appendix IV issued herewith .
Article 23. Quality reports
A quality report includes: 
1. Table of contents;
2. Active ingredients;
3. Finished drug products;
4. Stability.
The application shall comply with Section A – Appendix IV issued herewith .
Section 24. Reports on assessment of efficacy of IVD product 
A report on assessment of IVD product efficacy includes: 
1. Table of contents;
2. Study reports;
The application shall comply with Section A – Appendix IV issued herewith .
Section 3. APPLICATION FOR REGISTRATION OF HERBAL MEDICINES, ORIENTAL MEDICINES AND MEDICINAL MATERIALS
Article 25. Required application
1. An application for re-registration includes:
a) An administrative dossier and drug information;
b) A quality report;
c) A report on safety and efficacy applied to new drugs and materials used for manufacture of new drugs.
2. An application for re-registration includes:
a) An administrative dossier and drug information;
b) A quality report;
3. An application for major variations: the documents on major variations and required document shall comply with Part I - Section C – Appendix II issued herewith.
4. An application for minor variations: the documents on minor variations and required relevant document shall comply with Part II - Section C – Appendix II issued herewith.
5. An application for registration renewal includes:
a) Section I. An administrative dossier and drug information;
b) Part II. Other documents include: 
- A copy of Official Dispatch of Drug administration of Vietnam or Department of Medical Equipment and Health Works on permission for variation when the drug is sold, copies of documents about the variations not subject to permission;
- A copy of standards and method of testing of finished products pertaining to drugs not meeting requirements of the pharmacopoeia;
- Documentary evidence for exported drugs in Vietnam regarding foreign drugs. Documentary evidence for drugs manufactured and distributed in Vietnam regarding domestic drugs.
6. An application for other variations registration: required application prescribed in Clause 1 of this Article.
Article 26. Administrative dossiers and drug information
The administrative report and drug information shall comply with Article 17 of this Circular.
Article 27. Quality reports
1. Manufacturing process:
a) Materials:
- Regarding herbal medicines and oriental medicines: there are not any requirements pertaining to manufacturing process applying to excipients and materials in pharmacopoeia, drug materials manufactured by another manufacturer. Other cases are required to describe sufficiently and specifically the material manufacturing process.
- Regarding drug materials: describe sufficiently and specifically the material manufacturing process.
b) Finished drug products:
- A formula for smallest packaging unit: names of materials including major components and excipients; content or concentration of each material; standards applying to materials; quantity of each ingredient must be specified if the drug is derived from bone glue;
- A formula for one manufacturing lot or batch: names of materials including major components and excipients; mass and volume of each material;
- A diagram of manufacturing process includes all stages in the manufacturing process;
- A description of manufacturing process: describe sufficiently and specifically every stage in the manufacturing process;
- A list of equipment or tools: name of equipment, parameter, and use purposes;
- Control of manufacturing process: describe sufficiently and specifically criteria of the inspection of manufacturing process.
2. Quality standards and testing methods.
a) Regarding the materials stated in the pharmacopoeia, the name of pharmacopoeia and publishing year must be specifically written; regarding the material not stated in the pharmacopoeia, the criteria and testing methods must be specifically described.
b) Finished drug products;
- Formula for smallest packaging unit: names of materials including major components and excipients; content or concentration of each material; standards applying to materials; quantity of each ingredient must be specified if the drug is derived from bone glue;
- Finished drug product standards: Describe sufficiently and specifically criteria and testing methods of the finished drug products.
c) Packaging standards: Describe sufficiently and specifically criteria and testing methods.
d) The drug testing report shall comply with Article 6 of this Circular.
dd) Documents on stability studies include: 
- Draft of stability study includes: 
- Figures for stability study include: 
- Conclusion on stability study includes: 
Article 28. Reports on safety and efficacy
Reports on safety and efficacy of new drugs shall comply with regulation on clinical testing of the Ministry of Health, including: 
1. Reports on toxicology.
2. Reports on clinical studies, the application for material registration is not subject to this regulation.
Chapter IV
PROCEDURES FOR DRUG REGISTRATION AND COMPETENCY IN ISSUANCE, SUSPENSION OF ISSUANCE OR REVOCATION OF DRUG REGISTRATION NUMBERS 
Article 29. Procedures for receipt and verification of the application for drug registration 
1. The Drug Administration of Vietnam shall:
a) Receive application for tax registration sent directly or by post regarding the cases below:
- The application for initial registration, re-registration, registration renewal, excluding the application for IVD product registration and application for registration of topical administration drugs manufactured domestically prescribed in Appendix V issued herewith.
- The application for major, minor, or other variation during the validity period of the drug registration number relating to registered drugs, excluding application for IVD product registration.
b) Verify the application for initial registration and re-registration, then send it to the Advisory council for drug registration number of the Ministry of Health; or verify the application for registration renewal, then request the Minister of Health to approve the list of drugs applying for renewal, these application must be sent directly or by post.
c) Verify and give response to the application for major, minor or other variation registration pertaining to registered drugs whose drug registration numbers are still valid which is sent directly or by post.
2. The Department of Medical Equipment and Health Works shall:
a) Receive the application for initial registration, re-registration, registration renewal of IVD products sent directly or by post; and application for minor, major, or other variation registration applying IVD products whose drug registration numbers are still valid; 
b) Verify the application for initial registration and re-registration of IVD products, then send it to the Advisory council for drug registration number of the Ministry of Health; 
c) Verify the application for registration renewal of IVD products, then send it to the Minister of Health for approval;
d) Verify and give response to the application for major, minor or other variation registration of IVD products whose drug registration numbers are still unexpired.
3. Services of Health of central-affiliated cities and provinces where the drug manufacturers are located shall:
a) Receive the application for initial registration, re-registration, or registration renewal of topical administration drugs manufactured domestically which is sent directly or by post as prescribed in Appendix V issued herewith;
b) Verify the application received as prescribed in Point a of this Clause, then send a official dispatch enclosed with the approved list of drugs to the Drug Administration of Vietnam in order to issue drug registration numbers.
Article 30. Competency in issuance of drug registration numbers
1. The Minister of Health shall authorize the Director of the Drug Administration of Vietnam to sign the Decision on issuance of list of drugs entitled to obtain drug registration numbers in the cases below:
a) The application for drug registration received and verified by the Drug Administration of Vietnam as prescribed in Point b Clause 1 Article 29 of this Circular;
b) The application for drug registration received and verified by the Service of Health as prescribed in Clause 3 Article 29 of this Circular;
2. The Minister of Health shall authorize to Director of Department of Medical Equipment and Health Works to sign the Decision on issuance of list of IVD products entitled to obtain drug registration numbers as prescribed in Clause 2 Article 29 of this Circular.
Article 31. Deadline for issuance or response to application for major, minor, other variation registration 
1. The Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products) shall consider issuing drug registration numbers within 06 months regarding the application for initial registration, re-registration and within 03 months regarding application for registration renewal from the day on which the satisfactory application is received . In case the application is rejected, the Ministry of Health shall provide explanation in writing.
2. Within 03 months from the day on which the satisfactory application is received, the Service of Health shall verify and send a Official dispatch enclosed the list of drugs applying for drug registration numbers with regard to application received by the Service of Health as prescribed in Clause 3 Article 29 of this Circular to the Drug Administration of Vietnam for issuance; if the application is rejected, the Service of Health shall provide explanation in writing. 
3. From the day on which the satisfactory application is received, the Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products) shall respond to the application for major or minor variation registration with the deadline as follows:
a) 90 days for registration of 02 or more major or minor variations that need approving; 60 days for registration of 01 minor variation that need approving.
b) Within 20 days regarding application for minor variation not subject to permission, if there is not any request of the competent agency.
4. Regarding the application for other variation registration, the application shall comply with regulation similarly to the application for initial registration and deadline for response prescribed in Clause 1 and Clause 2 of this Article.
5. The Drug Administration of Vietnam or Department of Medical Equipment and Health Works (regarding IVD products) shall consider issuing drug registration numbers or responding in writing before the deadline as prescribed in Clause 1 and Clause 3 of this Article at the request of the applicant in the Application form using the form No.06/TT issued herewith in the cases below:
a) The drugs serving the special treatment in the List of scarce drugs issued by the Minister of Health;
b) The drugs serving the treatment in the state of emergency, natural disaster, or epidemic;
c) Domestical drugs manufactured on the new assembly line meeting GMP requirements within 18 months, from the day on which the GMP certificate is issued.
d) The vaccines passed the pre-evaluation conducted by WHO and issued the drug registration number through the reduced process formulated and issued by the Drug Administration of Vietnam.
Article 32. Revocation of drug registration numbers
Within the validity period of the drug registration numbers, the Ministry of Health shall consider deciding to withdraw the drug registration number of the registered drug (including IVD products) if:
1. The drug is manufactured in contravention of application for registration approved by the Ministry of Health.
2. The drug has 02 manufacturing lots not meeting quality standards or the drug committing violations against quality standards 01 time but the drug quality authority conclude that violation is serious.
3. The drug manufacturer or applicant applies for revocation of drug registration numbers in Vietnam.
4. The drug whose drug registration number is withdrawn in the home country.
5. The drug contains active ingredients which are unsafe for users as recommended by WHO or Vietnamese or foreign competent agency.
6. The drug infringes intellectual property rights according to a conclusion of the competent agency.
7. The applicant is not replaced as prescribed in Point I Clause 3 Article 3 or Point d Clause 2 Article 4 of this Circular after 02 months, from the day on which the applicant shuts down itself or by the competent agency.
Article 33. Suspension of receipt of new application for drug registration and suspension of issuance of drug registration numbers
The Ministry of Health shall suspend the receipt of new application for drug registration and suspend the issuance of drug registration numbers (including IVD products) if:
1. The applicant or drug manufacturer has at least 02 lots of drugs not meeting quality standards before being sold or suspended from sale within 01 year.
2. The applicant or drug manufacturer having the drug whose drug registration number is revoked as prescribed in Clause 1 Article 32 of this Circular; or one of cases in Clause 4, Clause 5 or Clause 6 Article 32 of this Circular but it fails to notify the Ministry of Health.
3. The applicant or drug manufacturer forges or intentionally modifies legal documents of competent agencies; or uses fake seals or forges signatures and/or seals of applicants, drug manufacturers and related establishments in the application;
4. The applicant or drug manufacturer provides documents, data, or information relating to technical dossier including reports on quality standards, manufacturing methods, stability without depending on the studies, experiment, or actual manufacture of the at the manufacturer’s facility or at the applicant’s facility; 
5. The applicant or drug manufacturer provides documents, data, or information about the effect, safety and efficacy of the drug without any proved materials or scientific evidence;
6. The applicant or drug manufacturer submits the sample of the registered drug not studied or manufactured themselves which is stated in the application for manufacturing registration.
7. The applicant fails to update the drug information at the request of the Drug Administration of Vietnam as prescribed in Clause 4 Article 9 of this Circular.
Article 34. Competency in decision, notification and deadline for revocation of drug registration numbers, suspension of receipt of application and suspension of issuance of drug registration numbers
1. The Minister of Health shall authorize the Director of the Drug Administration of Vietnam to decide to revoke drug registration numbers, suspend the receipt of application, suspend the issuance of drug registration numbers and the Director of Department of Medical Equipment and Health Works to decide to revoke drug registration numbers, suspend the receipt of application, and suspend the issuance of drug registration numbers applying to IVD products nationwide.
2. The Service of Health of central-affiliated city or province or other health authorities shall notify the decision of the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works regarding IVD products) on revocation or suspension of receipt of application and suspension of issuance of drug registration number in the province.
3. The maximum period in which the receipt of new application or the issuance of drug registration numbers is suspended is 02 years regarding cases prescribed in Clause 1, Clause 2 and Clause 3 Article 33 of this Circular, from the day on which the Decision on revocation of drug registration number or suspension of the second drug sale or the decision issued by the competent agency as prescribed in Clause 3 Article 33 of this Circular is issued.
4. The maximum period in which the receipt of new application or the issuance of drug registration numbers is suspended regarding cases prescribed in Clause 4, Clause 5 and Clause 6 Article 33 of this Circular is 01 year, from the day on which the final notification on violations against the above regulations committed by the applicant is issued.
5. The maximum period in which the receipt of new application or the issuance of drug registration numbers is suspended regarding cases prescribed in Clause 7 Article 33 of this Circular is 06 months, from the day on which the final notification on violations against the above regulations committed by the applicant is issued.
Chapter V
ORGANIZATION AND OPERATION OF ASSESSMENT EXPERTS AND ADVISORY COUNCIL FOR DRUG REGISTRATION NUMBERS
Article 35. Organization and operation of Advisory council for drug registration numbers
1. The Ministry of Health shall set up the Advisory council for drug registration numbers (including IVD products).
2. The Advisory council for drug registration numbers shall advise the Minister of Health about the issuance of drug registration numbers in Vietnam; policies on harmonization of registration of drugs with local countries and countries in the world; policies on manufacture, import and sale of drug in Vietnam including the drug used on the Vietnamese to assess the safety and efficacy of the drug where necessary.
3. The Advisory council for drug registration numbers operates following rule below: the advice of the Advisory council for drug registration numbers must ensure legal and scientific basis and it is stated in the Minutes of the meetings of the advisory council of drug registration numbers. The Advisory council for drug registration numbers shall take responsibility to the Minister of Health for advice on drug registration. 
4. The Drug Administration of Vietnam shall cooperate with Department of Medical Equipment and Health Works in advising the Minister of Health against issuance of regulations of organization and operation of the Advisory council for drug registration numbers, cooperation mechanism between the Advisory council for drug registration numbers and assessment expert group in the process of issuance of drug registration numbers.
Article 36. Organization and operation of experts and expert groups of assessment of application for drug registration
1. The Ministry of Health shall authorize the Drug Administration of Vietnam or Department of Medical Equipment and Health Works to establish expert groups of assessment of application for drug registration (hereinafter referred to as assessment expert group).
2. The assessment expert group shall advise to Drug administration of Vietnam against assessment of application for drug registration, request to issue, supplement or not issue drug registration numbers.
3. The assessment expert group operates following rule below: the advice of the Advisory council for drug registration numbers must ensure legal and scientific basis and it is stated in the Record of assessment of application for drug registration. The assessment experts shall take responsibility to the Director of the Drug Administration of Vietnam, the Director of Department of Medical Equipment and Health Works (regarding IVD products) for advice against the assessment of application for drug registration.
4. The Drug Administration of Vietnam or the Department of Medical Equipment and Health Works shall formulate and promulgate regulations on selection criteria, organization and operation of expert groups of assessment of application for drug registration; conclude contracts annually with assessment experts; assess and collect the assessment results, then send it to the Advisory council; provide training course to the assessment experts; evaluate professional qualification and adherence to regulations in order to supplement appropriate experts.
Chapter VI
IMPLEMENTATION
Article 37. Effect
1. This Circular shall come into force from January 15, 2015.
2. The major, minor, other variation applying to the registered drugs prescribed in Appendix II issued herewith shall be applied from April 1, 2015.
3. The Circular No.22/2009/TT-BYT dated November 24, 2009 of the Minister of Health on drug registration, the Article 6 of the Circular No.45/2011/TT-BYT dated December 21, 2011 of the Minister of Health on amendments to the Decision No.1570/2000/QD-BYT dated May 22, 2000 of the Minister of Health on implementation of GMP requirements for drug testing; the Decision No.2701/2001/QD-BYT dated June 29, 2001 of the Minister of Health on implementation of GMP requirements for drug storation; the Decision No.06/2004/TT-BYT dated May 28, 2004 on guidance on drug processing; the Decision No. 3886/2004/QD-BYT dated November 13, 2004 of the Ministry of Health on implementation of GMP requirements for drug manufacturing recommended by WHO; the Circular No.13/2009/TT-BYT dated September 1, 2009 of the Ministry of Health on drug advertisement; the Circular No.22/2009/TT-BYT dated November 24, 2009 of the Ministry of Health on drug registration; the Circular No. 47/2010/TT-BYT dated December 29, 2010 on importation and exportation of drugs and packages in physical contact with medicinal products shall be annulled from the effective date of this Circular. 
Article 38. Transitional provisions
1. The application for registration submitted before the effective date of this Circular shall be processed and granted as prescribed in the Circular No. 22/2009/TT-BYT dated November 24, 2009 of the Ministry of Health on drug registration.
2. The foreign applicant may use the License for operating in drugs or medicinal materials in Vietnam which is granted before the effective date of this Circular to apply for drug registration until the Certificate expires.
Article 39. Reference provisions
In case legislative documents and regulations in this Circular is amended or replaced, they shall apply to new legislative documents.
Article 40. Implementation
1. The Drug Administration of Vietnam or Department of Medical Equipment and Health Works within their competence of roadmap of ASEAN harmonization in drug registration shall:
a) Provide guidance and implementation of this Circular.
b) Update, edit and issue the ACTD, technical requirements and guidance on registration of ASEAN 
c) Update the list of drugs granted drug registration numbers periodically by the Ministry of Health and other registration information about drugs on website of the Drug Administration of Vietnam or website of the Ministry of Health about IVD products.
d) Formulate and implement SOPs, QM, and reduced process of verification and issuance of drug registration numbers certified by WHO;
2. Services of Health of central-affiliated cities and provinces shall inspect the implementation of this Circular applied to pharmacy enterprises within their competence.
3. The Ministry of Health affiliated units, Vinapharm, other drug-trading establishments, foreign enterprises obtaining operation license in the pharmacy field shall implement this Circular.
Difficulties that arise during the implementation of this Circular should be reported to the Ministry of Health (the Drug Administration of Vietnam and the Department of Medical Equipment and Health Works regarding IVD products) for consideration./.
 
	 
 
	PP.MINISTER
DEPUTY MINISTER




Pham Le Tuan


 
APPENDIX III
RE-APPRAISAL OF DRUG TESTING STANDARDS AND METHODS
(Issued together with the Circular No. 44 / 2014 /TT-BYT dated November 25, 2014)
1. The figures of method appraisal cannot prove the feasibility of analytical method.

2. The figures of method appraisal cannot prove the specificity of the analytical methods (such as qualitative analysis, quantitative analysis, purity analysis, impurity purity analysis, etc.) applying to one active ingredient which is not affected by other active ingredients as well as excipients in the same formula.

3. New methods or new techniques used for quality assessment of a dosage form not applied in Vietnam.

4. New methods or new techniques used for an active ingredients not applied in the actual testing in Vietnam.

 
APPENDIX IV
APPLICATION FOR IN VITRO DIAGNOSTIC PRODUCTS
(INCLUDING SEMI-COMMERCIAL PRODUCTS)
(Issued together with the Circular No. 44 / 2014 /TT-BYT dated November 25, 2014)
A. For application for initial registration, re-registration, registration renewal and variation registration 
1. Administrative and/or legal dossier:
	Item
	Requirements
	Initial registration
	Re-registration
	Registration renewal
	Variation registration

	1.1 - Cover
	 
	+
	+
	+
	-

	1.2 – Index
	 
	+
	+
	+
	-

	1.3 – Application form
	- Using form

- Comply with Article 11 of this Circular 
	+
	+
	+
	+

	1.4 – Drug label (including instruction for use)
	- Comply with the Circular on guidelines for drug labeling.

- Comply with Article 11 of this Circular. 
	+
	+
	+ (only copies are required)
	*

	1.5 - Letter of attorney (regarding authorization)
	- Comply with Article 11 of this Circular. 
	*
	*
	*
	*

	1.6 – Applicant: Certificate of eligibility for trading in vaccines, biologicals 
	- Comply with Article 11 of this Circular 
	+
	+
	+
	*

	1.7 – Manufacturer: GMP-WHO certificate, ISO certificate or an equivalent certificate granted to the drug manufacturer by the competent agency 
	- Comply with Article 11 of this Circular.

- Domestically produced drugs comply with regulations of the Ministry of Health 
	+
	+
	+
	*

	1.8 - License for free sale in the country of origin issued by the competent agency (not applying to semi-commercial products)
	- Comply with Article 11 of this Circular. 

- Only imported products are required
	+
	+
	+
	*

	1.9 - Certificate of intellectual property, business contracts, or other documents (if any)
	- Comply with Article 11 of this Circular 

 
	*
	*
	*
	*


2. Dossier on quality:
	Item
	Requirements
	New registration
	Re-registration
	Registration renewal
	Variation registration

	2.1 Index
	 
	+
	+
	-
	-

	2.2 – Content:
	 
	+
	+
	-
	*

	2.2.1 - Active ingredients
	 
	+
	+
	-
	*

	2.2.1.1 – General information, input materials and raw materials 

 
	- Brand names and/or INN of active ingredients 

- Structural formula, molecular formula and relevant molecular mass (if any).

- Description and characteristics of the active ingredient.

- Drug testing report of manufacturer.

- Storage condition
	 

 

 

 

 

+
	 

 

 

 

 

+
	 

 

 

 

 

-
	 

 

 

 

 

*

	2.2.1.2 – Quality inspection of the active ingredients.
	- Description of analysis standards and process.
	 

+
	 

+
	 

-
	 

*

	2.2.2 – Commercial products 
	 
	+
	+
	-
	*

	2.2.2.1 – Description and formula of commercial products
	 
	 

+
	 

+
	 

-
	 

*

	2.2.2 – Production of commercial products 
	- Manufacturer 

- Formula of lots

- Diagram of the production phases

- Description of manufacturing process 

- Control of the important steps and intermediate steps

- Evaluation and assessment of process
	 

 

 

 

+
	 

 

 

 

+
	 

 

 

 

-
	 

 

 

 

*

	2.2.2.3 – Control of commercial products 
	- Standards

- Analysis process.

- Drug testing reports (prescribed in Article 6 of this Circular)
	 

+

 
	 

+

 
	 

+ (only copies of analysis standards and process are required)

 
	 

*

	2.2.2.4 – System of covers / packaging
	- Standards for direct and indirect packaging: evaluation criteria and methods
	 

+
	 

+
	 

-
	 

*

	2.2.3 - Stability
	Draft of study, results and conclusion
	 

+
	 

+
	 

-
	 

*


3. Dossier on effective diagnosis:
	Item
	Requirements
	New registration
	Re-registration
	Registration renewal
	Variation registration

	3.1 – Index (not applying to semi-commercial products)
	 
	+
	-
	-
	*

	3.2 – Study reports (not applying to semi-commercial products)
	 
	+
	-
	-
	*

	
	3.2.1 - * (if any) 
	+
	-
	-
	*

	
	3.2.2 - Accuracy
	+
	-
	-
	*

	
	3.2.3 – Specificity – specificity analysis
	+
	-
	-
	*

	
	3.2.4 - Repeatability

 
	+
	-
	-
	*

	
	3.2.5 - Sensitivity (not applying to diagnostic reagents *…)
	 

+
	 

-
	 

-
	 

*


Notes: -“+”: required

 - “-“: not required. 

 - “*”: depending on cases.

 - Variation registration: only documents related to the variation are required.

B. Other variation required application for initial registration 
1. Variation in active ingredients: ingredients, concentration, content;

2. Change in manufacturer/ Packaging facility (from a manufacturer to another manufacturer);

3. Variation in dosage form.

 
APPENDIX V
LIST OF DOMESTICALLY PRODUCED DRUGS APPLYING FOR REGISTRATION IN SERVICES OF HEALTH
(Issued together with the Circular No. 44/2014/TT-BYT dated November 25, 2014)
	No.
	Drug

	1
	Normal topical cream: Ethanol, ASA solution, tincture of iodine, BSI tincture, DEP solution/fat, hydrogen peroxide, mercurochrome, methylene blue solution. 

	2
	Dry powder for retail: Glucose, permanganate

	3
	Cutaneous hygiene drugs (gynecological wash), dental hygiene (mouthwash)


Application for drug registration shall include:
1. Application form (Form 06/TT)

2. Summary of drug characteristics (Form 02/ACTD)

3. Expected label for sale

4. Instruction for use prescribed in the Circular on drug labeling

5. Quality standards and testing methods

6. Drug testing report

7. Manufacturing process

8. Dossier on stability study

 
FORM 1/TT:      APPLICATION FORM FOR REVOCATION OF DRUG REGISTRATION NUMBER 
	To:
	The Ministry of Health,
No. 138 A Giang Vo, Hanoi.


 
	 Manufacturer’s name
Address

Phone number

Fax
	 Applicant’s name
Address

Phone number

Fax
	Name of representative office of applicant registering foreign drugs in Vietnam or headquarter of applicant registering domestic drugs (if it differs from applicant’s address) 

Address

Phone number

Fax


Hereby request the Ministry of Health to revoke the drug registration number below:

 

	 Drug name:
	Content, concentration 
	Shelf life 

	Issue date of drug registration number 
	Drug registration number 
	Expiry date of drug registration number 

	Packing
	Dosage form 
	Routes of administration: 


 

Formula of a smallest package:

	Ingredients
	Content


* Reasons for revocation of drug registration number: Detailed reasons and enclosed documents (if any)

* We hereby commit ourselves to comply with regulations on revocation of drug registration numbers and take full legal responsibility for our commitment.

 
	 
	[Date]………………….

Applicant
 (Signature, full name and seal)


 
FORM 2/TT:      ANNUAL REPORT ON MANUFACTURE/SALE OF REGISTERED DRUG
FORM 2A: DOMESTIC DRUG
(Applicant for domestic drug registration shall use this form from the issue date to the expiry date of drug registration number).
ANNUAL REPORT ON DRUG MANUFACTURE
REPORTING YEAR: 200…
Applicant’s name:
	No.
	Drug name
	Manufacturer
	Registered number
	Issue date
	Status

	
	
	
	
	
	Manufactured
	Not manufactured

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 


Address:
* If the drug is granted registration number but it has not/is not manufactured, the applicant must provide explanation in writing.

We hereby declare that the above statements are truthful and we shall take full responsibility for our declaration./.

 

	 
	[Date]………………….

Director of applicant 
(Signature, full name and seal)


 
FORM 2B: FOREIGN DRUG
(Applicant for foreign drug registration shall use this form from the issue date to the expiry date of drug registration number).
ANNUAL REPORT ON DRUG IMPORT
REPORTING YEAR: 200…
Applicant’s name:
	No.
	Drug name
	Manufacturer
	Registered number
	Issue date
	Status

	
	
	
	
	
	Imported
	Not imported

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 
	 


Address:
* If the drug is granted registration number but it has not/is not imported, the applicant must provide explanation in writing.

We hereby declare that the above statements are truthful and we shall take full responsibility for our declaration./.

 

	 
	[Date]………………….

Director of applicant 
(Signature, full name and seal)


 

FORM 3A/TT:    REPORT ON DRUG SAFETY AND EFFICACY
(Apply to drugs subject to reports on safety and efficacy)
To: The Ministry of Health (The Drug Administration of Vietnam)

To comply with regulations on drugs subject to reports on safety and efficacy when they are sold and they are re-registered, [applicant's name]............sends a report on the use of the drug as follows: 

1. Applicant’s name                         Manufacturer’s name          

     Address:                                                  Address:

2. Drug name: 

3. Dosage form: 

4. Formula, ingredients:

5. Registered number            Issue date:                    Expiry date:

6. A summary of report on adverse drug reactions sent to National Centers of Drug Information and Adverse Drug Reactions Monitoring after the drug has been sold on Vietnam market (enclosed with copies of reports using forms of National Centre of Drug Information and Adverse Drug Reactions Monitoring)
7. A summary of report on drug use at health facilities nationwide (enclosed with reports certified by every health facility using form No. 3B) including:

- Information about health facilities using the drug (their names and addresses):

- Total number of used drugs:

- Total number of patients using the drug:

- Drug use duration: 

8. A summary of update on the safety and efficacy of the drug when it is sold (updates approved by the Drug Administration of Vietnam; updates used for notification; or updates prescribed in Official Dispatches of the Drug Administration of Vietnam (if any).

9. A summary of clinical study reports carried out in Vietnam (if any). 

10. * Assessment of drug benefits and the drug-related risks when it is sold; recommendations (if any).

We hereby declare that the above statements are truthful. We shall take full responsibility for our declaration./.

 

	 
	[Date]………………….

Director of applicant or
Head of representative in Vietnam
(Signature, full name and seal)


 

Notes: (*): apply to re-registration

 
FORM 3B/TT:    REPORT ON USE OF DRUG
(Apply to drugs required reports on safety and efficacy)
	Health facility’s name
--------
	SOCIALIST REPUBLIC OF VIETNAM 
Independence - Freedom – Happiness
---------------

	No…………
	[Date]………………………..


 
To: The Ministry of Health (the Drug Administration of Vietnam)

To comply with regulations on drugs subject to reports on safety and efficacy when they are re-registered, [health facility's name]............sends a report on the drug use as follows: 

1. Drug name
2. Drug registration number 
3. Dosage form 
4. Active ingredients, content/concentration
5. Total number of used drugs
6. Total number of patients using the drug
7. Drug use duration: 
8. Evaluation of safety and efficacy of used drug (enclosed figures)
9. Adverse drug reactions: ADR symptoms, number of cases, results of ADR treatment (enclosed figures)
10. Suggestion (whether to keep using the drug at the health facility).
We hereby declare that the above statements are truthful and we shall take full responsibility for our declaration./.
 

	 
	Director/ Deputy director
Health facility
(Signature, full name and seal)


 

FORM 4/TT:      SUMMARY OF PRODUCT
FORM 4A – INITIAL REGISTRATION 
SUMMARY OF PRODUCT
	Drug name
	Generic name:

	Dosage form:
	Content/concentration:

	Applicant’s name:
Address:

Phone number:

Fax:
	Manufacturer’s name (franchisor's name and franchisee's name regarding the drug manufactured under franchise agreement):

Address:

Phone number:

Fax:

	Name of representative office of applicant registering foreign drugs in Vietnam or headquarter of applicant for domestic drugs (if it differs from the applicant’s address) 

Address:

Phone number:

Fax
	Packaging facility (if any):
Address:

Phone number:

Fax:

	Storage condition
	Shelf life:
	Prescription drug:

	Classification of drug:
-      Addictive drug                                            □

Commercial combined drug                            □
containing addictive active ingredients  

-      Psychotropic drug.                                     □

Commercial combined drug                            □
containing psychotropic active ingredients 

-      Precursors                                                □

Commercial combined drug                            □
containing precursors 

-      ATC code:                                                 □
	Rules of administration: 
	Standard (***): 


 
Formula (of a smallest divided dose or a smallest package)

Ingredients:     

	Active ingredients (*)
	Content:
	Manufacturer 

(name, address)
	Standard (***)

	 
	 
	 
	 

	 
	 

	Excipients (****):
	Content:
	Manufacturer

(name, address)
	Standard (***)

	 
	 
	 
	 


Packaging
Drug applied for priority consideration: □ registered as prescribed in Clause 5 Article 31 of the Circular on guidance on drug registration (detailed reasons).  

Drug whose dossier on bioequivalence is submitted              □

Drug whose dossier on clinic is submitted                              □

Drug whose dossier on data security is submitted                  □

Notes
*: Correct names of active ingredients (salts/ esters/other derivatives thereof). 
(**) If the dose is calculated according to the active radical (base radical, etc.), the content of active ingredients converted into active radicals must be specified.    
***: If pharmacopoeia is used as standard, its version must be specified. 
****: If the active ingredient is used in the form of semi-commercial products formulated alongside excipients, it is required to specify all exipients in the formula of the semi-commercial products containing that active ingredient.
 
FORM 4B – Re-registration
SUMMARY OF PRODUCT
	Drug name
	Generic name:

	Dosage form:
	Content/concentration:

	Applicant’s name:
Address:

Phone number:

Fax:
	Manufacturer’s name (franchisor's name and franchisee's name regarding the drug manufactured under franchise agreement):
Address:

Phone number:

Fax:

	 Name of representative office of applicant registering foreign drugs in Vietnam (if any) or headquarter of applicant registering domestic drugs (if it differs from applicant’s address)
Address:

Phone number:

Fax
	Packaging facility (if any):

Address:

Phone number:

Fax:

	Storage condition
	Shelf life:
	Prescription drug:

	Issue date of registered number 
	Registered number: 
	Expiry date of registered number:

	Classification of drug:
-      Addictive drug                                            □

Commercial combined drug                            □
Containing addictive active ingredient  

-      Psychotropic drug.                                     □

Commercial combined drug                            □
containing psychotropic active ingredients 

-      Precursors                                                □

Commercial combined drug                            □
containing precursors 

-      ATC code:                                                 □
	Routes of administration: 
	Standard (***) 


 
Formula (of a smallest divided dose or a smallest package)
Ingredients:     

	Active ingredients (*)
	Content:
	Manufacturer 

(name, address)
	Standard (***)

	 
	 
	 
	 

	 
	 

	   Excipients (****):
	Content:
	Manufacturer 

(name, address)
	Standard (***)

	 
	 
	 
	 


Packaging
Drug applied for priority consideration: □ registered as prescribed in Clause 5 Article 31 of the Circular on guidance on drug registration (detailed reasons).  

Drug whose dossier on bioequivalence is submitted   □

Drug whose dossier on clinic is submitted                               □
Notes
*: Correct names of active ingredients (salts/ esters/other derivatives thereof). 
**: If the dose is calculated according to the active radical (base radical, etc.), the content of active ingredients converted into active radicals must be specified.    
***: If pharmacopoeia is used as standard, its version must be specified.  
****: If the active ingredient is used in the form of semi-commercial products formulated alongside excipients, it is required to specify all exipients in the formula of the semi-commercial products containing that active ingredient.  
 
FORM 4C – Registration renewal of drug manufactured under franchise agreement
SUMMARY OF PRODUCT
 
	Drug name
	Generic name:

	Dosage form:
	Content/concentration:


 

	Applicant’s name:
Address:

Phone number:

Fax:
	Manufacturer’s name (franchisor's name and franchisee's name regarding the drug manufactured under franchise agreement):
Address:

Phone number:

Fax: 

	Name of representative office of applicant registering foreign drugs in Vietnam (if any) or headquarter of applicant registering domestic drugs (if it differs from applicant’s address)
Address:

Phone number:

Fax:
	Packaging facility (if any):

Address:

Phone number:

Fax:

	Storage condition
	Shelf life:
	Prescription drug:

	Issue date of registered number: 
	Registered number: 
	Expiry date of registered number:

	1st renewal 
	 
	1st expiry date : 

	2nd  renewal 
	 
	2nd expiry date :

	Classification of drug:
-      Addictive drug                                            □

Commercial combined drug                            □
containing addictive active ingredient  

-      Psychotropic drug.                                     □

Commercial combined drug                            □
containing psychotropic active ingredients 

-      Precursors                                                □

Commercial combined drug                            □
containing precursors

-      ATC code:                                                 □
	Routes of administration: 
	Standard (***) 


 
Formula (of a smallest divided dose or a smallest package)
Ingredients:     

	Active ingredients (*)
	Content:
	Manufacturer 

(name, address)
	Standard (***)

	 
	 
	 
	 

	 
	 

	Excipients (****):
	Content:
	Manufacturer

(name, address)
	Standard (***)

	 
	 
	 
	 


 
Packaging
Drug applied for priority consideration: □ registered as prescribed in Clause 5 Article 31 of the Circular on guidance on drug registration (detailed reasons).  

Drug whose dossier on bioequivalence is submitted   □

Drug whose dossier on clinic is submitted                               □

 

Notes
*: Correct names of active ingredients (salts/ esters/other derivatives thereof). 
**: If the dose is calculated according to the active radical (base radical, etc.), the content of active ingredients converted into active radicals must be specified.    
***: If pharmacopoeia is used as standard, its version must be specified.  
****: If the active ingredient is used in the form of semi-commercial products formulated alongside excipients, it is required to specify all exipients in the formula of the semi-commercial products containing that active ingredient.  
 
FORM 5/TT:      LETTER OF ATTORNEY
FORM 5A – Authorization to register

FORM 5B -  Authorization to sign the application for drug registration

FORM 5C - Authorization to use registered drug name

FORM 5A
AUTHORIZATION TO REGISTER 
Title of company (name, address of the principal)

LETTER OF ATTORNEY
We, the undersigned, _________________________________________

                                    (Name and address of the product’s owner)

Hereby appoint ______________________________________________

                                    (Name and address of registering facility )

To register following product in our name:

                                    Product’s name:

                                    Dosage form, content:

In the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works regarding in vitro diagnostics products) in Vietnam. 

[Company’s name]…………- the attorney-in-fact – shall be the owner of drug registration number and take responsibility before the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works regarding in vitro diagnostics products) for all matters related to this product in Vietnam.

 
	Director or legal representative of the principal
(Signature, full name and seal)

[Date]…………………………..
	Director or legal representative of the attorney-in-fact
(Signature, full name and seal)

[Date]…………………………..


 
FORM 5B
AUTHORIZATION TO SIGN THE APPLICATION FOR DRUG REGISTRATION
Title of company (name, address of the principal)

LETTER OF ATTORNEY
We, the undersigned, __________________________________________________

                                    (Name and address of product’s owner/ registering facility)

Hereby appoint Mr./Ms…………

Head of our representative office at……………, Vietnam to sign and affix the 'representative office’ seal on the product dossier on our behalf:

                                    Product's name:

                                    Dosage form, content:

In the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works regarding in vitro diagnostics products) in Vietnam. 

Validity of the letter of attorney: 

The attorney-in-fact, the undersigned, shall take responsibility before the Ministry of Health (the Drug Administration of Vietnam or Department of Medical Equipment and Health Works regarding in vitro diagnostics products) for all matters related to this product in Vietnam.

 

	Director or legal representative of the principal
Signature and seal

[Date]............................
	Head of representative office of the attorney-in-fact
Signature and seal

[Date]............................


 

FORM 5C
AUTHORIZATION TO USE REGISTERED DRUG NAME
(If the owner of the drug name is not the drug registering facility).

Title of company (name and address of company)

LETTER OF ATTORNEY
We, the undersigned, ________________________________________

(Name and address of owner of registered drug name - the principal)

Hereby application: __________________________________________

(Name and address of  the attorney-in-fact)

Scope of authority:  

Validity of the letter of attorney: this authority shall be valid from…to…

We hereby declare that [attorney in fact]……………….shall use the registered drug name without any infringement of intellectual property rights of a third person. We shall take full responsibility for our declaration in case of any disputes.

 

	Director or lawful representative of the principal
Signature and seal

[Date]………………………….
	Director or lawful representative of the attorney in fact
Signature and seal ____________

[Date]………………………….


 

FORM 06/TT:    APPLICATION FOR DRUG REGISTRATION
FORM 6A INITIAL REGISTRATION
A. Information about applicant and manufacturer 
1. Applicant (the owner of Certificate of free sale-CFS)
Applicant’s name

1.2. Address:                                                                 Website (if any)
1.3. Phone number:                                                        Fax:

       E-mail:  

1.4. Name and address of representative office and contact person in Vietnam:

Name:                                                               

Home phone:                                                     Mobile phone:

Address:

2. Manufacturer (*)
2.1. Manufacturer’s name

2.2. Address:                                                                 Website (if any)

2.3. Phone number:                                                        Fax:

       E-mail:  

(*) = Last manufacturer takes responsibility for consignment
a. Other manufacturers:

	Name and address
	Task (**)

	 
	 

	 
	 


(**) = " processing of semi-commercial products”, “packaging”, “granulation”, “production of crude dosage forms”, “contract of study organization”, franchise,…
B. Details of product
1. Product’s name, dosage form and content
1.1. Brand name:

1.2. Dosage form:

1.3. Active ingredient, content

2. Description:
2.1. Description of dosage form:
2.2. Description of packaging:
2.3. Classification.
	Prescription drug
	 
	 
	Nonprescription drug 
	 

	Psychotropic drug 
	 
	 
	Commercial combined drug containing psychotropic active ingredients
	 

	Additive drug 
	 
	 
	Commercial combined drug containing additive active ingredient
	 

	Precursor
	 
	 
	Commercial combined drug containing precursors
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standard:
2.5. Shelf life:
2.6. Storage condition:
3. Generic name and formula (including content of active ingredients and excipients) of a smallest divided dose or a smallest package
	No.
	International Nonproprietary Names (INN)
	Content
	Active ingredient/ Exipient
	Manufacturer (name, address)
	Standard (*)

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: If pharmacopoeia is used as standard, its version must be specified.
C. Technical documents
1. Part II: ACTD - Quality
2. Part III: ACTD – Safety (Pre-clinic) 
3. Part IV: ACTD – Efficacy (Clinic)
Notes: The documents (Part II and/or III and/or IV) shall be submitted according to classification of products or product groups.

D. Special request for registered drug
1. Drug having confidential data. □

Request the Drug Administration of Vietnam to ensure the confidentiality of the data enclosed with the application for drug registration below: 

□          Toxicity test data                       (Document No…..)

□          Data on clinical drug trials           (Document No…..)

We hereby declare that the above data comply with regulations on confidential data requirements as prescribed in law and we shall perform demonstration obligation at the request of the competent agencies. 

2. Drug registered as prescribed in Article 14 of                            □

    the Circular on drug registration 

    (registered by the expiration date of the patent).                                    □

3. Drug registered as prescribed in Clause 5 Article 31 of  

    the Circular on drug registration 

    (request for priority consideration, detailed explanation).  

DD. Enclosed documents on intellectual property  
E. Enclosed legal documents of applicant/manufacturer
G. Declaration of applicant
We hereby declare that:

1. All documents in this application are checked, signed and borne seal and those are lawful and truthful. We shall take full legal responsibility if there is any false and misleading information 
2. The drug is manufactured in conformity with this application.
3. We shall notify and request for permit as prescribed if there is any change in the application regarding to registered drug.
4. We shall take full responsibility for the intellectual property issues related to the drug.
 

	 
	[Date]………………….

Director of applicant
(Signature, full name and seal)


 

FORM 6B VARIATION REGISTRATION
A. INFORMATION ABOUT APPLICANT AND MANUFACTURER  
1. Applicant (the owner of CFS)
Applicant’s name

1.2. Address:                                                                 Website (if any)

1.3. Phone number:                                                        Fax:

       E-mail:  

1.4. Representative office and contact person in Vietnam:

Name:                                                               

Home phone:                                                     Mobile phone:

Address:

2. Manufacturer (*)
2.1. Manufacturer’s name

2.2. Address:                                                                 Website (if any)

2.3. Phone number:                                                        Fax:

       E-mail:  

(*) = Last manufacturer takes responsibility for consignment
2.4. Other manufacturers:

	Name and address
	Task (**)

	 
	 

	 
	 


(**) = " processing of semi-commercial products”, “packaging”, “granulation”, “production of crude dosage forms”, “contract of study organization”, franchise,…

B. DETAILS OF PRODUCT
1. Product’s name, dosage form and content
1.1. Brand name:
1.2. Dosage form:
1.3. Active ingredient, content
1.4. Registered number              issue date                         expiry date

2. Description:
2.1. Description of dosage form:
2.2. Description of packaging:
2.3. Classification.
	Prescription drug
	 
	 
	Nonprescription drug 
	 

	Psychotropic drug 
	 
	 
	Commercial combined drug containing psychotropic active ingredient
	 

	Additive drug 
	 
	 
	Commercial combined drug containing additive active ingredient
	 

	Precursor
	 
	 
	Commercial combined drug containing precursors
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standard:
2.5. Shelf life:
2.6. Storage condition:
3. Generic name and content of active ingredients and excipients
	No.
	International Nonproprietary Names (INN)
	Content
	Active ingredient/ Excipient
	Manufacturer (name, address)
	Standard (*)

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: If pharmacopoeia is used as standard, its version must be specified.
C. MAJOR VARIATION/ MINOR VARIATION AND VARIATION (enclosed with reasons for variation)
D. ENCLOSED TECHNICAL DOCUMENTS
DD. DECLARATION
We hereby declare that all documents in this application are checked, signed and borne seal and those are lawful and truthful. We shall take full legal responsibility if there is any false and misleading information.

 

	 
	[Date]............................

Director of applicant
(Signature, full name and seal)


 
FORM 6C: RE-REGISTRATION
A. Information about applicant and manufacturer 
1. Applicant (the owner of CFS)
1.1. Applicant's name

1.2. Address:                                                    Website (if any) 
1.3. Phone number:                                              Fax:

       Email:  

1.4. Representative office or contact person in Vietnam:

Name:                                                               

Home phone:                                          Mobile phone:

Address:

2. Manufacturer (*)
2.1. Manufacturer’s name

2.2. Address:                          Website (if any) 

2.3. Phone number:                       Fax:

       Email:  

(*) = Last manufacturer takes responsibility for consignment
2.4. Other manufacturers:

	Name and address
	 Task (**)

	 
	 

	 
	 


(**) = "processing of semi-commercial products”, “packaging”, “granulation”, “production of crude dosage forms”, “contract of study organization”, franchise,…
B. Details of product:
1. Product’s name, dosage form and content
1.1. Brand name:
1.2. Dosage form:
1.3. Active ingredient, content:
1.4. Old registered number                   issue date:                      expiry date:

2. Description:
2.1. Description of dosage form:
2.2. Decryption of packaging
2.3. Classification:
	Prescription drug
	 
	 
	Nonprescription drug 
	 

	Psychotropic drug 
	 
	 
	Commercial combined drug containing psychotropic drug
	 

	Addictive drug 
	 
	 
	Commercial combined drug containing additive drug
	 

	Precursor
	 
	 
	Commercial combined drug containing precursor
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standards: 
2.5. Shelf life:
2.6. Storage condition:
3. Generic and content of active ingredients and excipients
*:If pharmacopoeia is used as standard, its version must be specified.
	TT
	INN
	Content
	Active ingredients/ excipients
	Manufacturer (name and address)
	Standards (*)

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


C. Technical documents 
Part II: Quality - ACTD 

Notes: The documents of Part II shall be submitted according to classification of products or product groups.

D. Drug applied for priority consideration : registered as prescribed in Clause 5 Article 31 of the Circular on guidance on drug registration (detailed reasons).  

DD. Documents on intellectual property 
E. Enclosed legal documents of applicant and/or manufacturer
G. DECLARATION
We hereby declare that: 

All documents in this application are checked, signed and borne seal and those are lawful and truthful. We shall take full legal responsibility if there is any false and misleading information.

- The drug is manufactured in conformity with this application.

- We shall notify and request for permit as prescribed if there is any change in the application regarding to registered drug.

We shall take full responsibility for the intellectual property issues related to the drug.

 

	 
	[Date]………………………..

Director of applicant
(Signature, full name and seal)


 
FORM 6D: REGISTRATION RENEWAL
A. INFORMATION ABOUT APPLICANT AND MANUFACTURER 
1. Applicant (the owner of CFS)
Applicant’s name

1.2. Address:                                                           Website (if any) 
1.3. Phone number:                                                Fax:

       Email:  

1.4. Representative office or contact person in Vietnam:

Name:                                                               

Home phone:                                              Mobile phone:

Address:

2. Manufacturer (*)
2.1. Manufacturer’s name

2.2. Address:                              Website (if any) 

2.3. Phone number:                        Fax:

       Email:  

(*) = Last manufacturer takes responsibility for consignment
2.4. Other manufacturers:

	Name and address
	 Task (**)

	 
	 

	 
	 


(**) = “ processing of semi-commercial products”, “packaging”, “granulation”, “production of crude dosage forms”, “contract of study organization”, franchise,…<
B. DETAILS OF PRODUCT
1. Product’s name, dosage form and content
1.1. Brand name:
1.2. Dosage form:
1.3. Active ingredients, content:
1.4. Registered number:                  issue date:                           expiry date:

2. Description of product
2.1. Description of dosage form:
2.2. Description of packaging:
2.3. Classification:
	Prescription drug
	 
	 
	Nonprescription drug 

	Psychotropic drug 
	 
	 
	Commercial combined drug containing psychotropic active ingredients

	Additive drug
	 
	 
	Commercial combined drug containing additive active ingredients

	Precursor
	 
	 
	Commercial combined drug containing precursors

	ATC code:
	 
	 
	 


2.4. Quality standards: 
2.5. Shelf life:
2.6. Storage condition:
3. Generic name and content of active ingredients and excipients
	No.
	INN
	Content
	Active ingredients/ excipients
	Manufacturer (name and address)
	Standards (*):

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: if pharmacopoeia is used as standard, its version must be specified. 
4. Report on number of imported or manufactured consignments
C. ENCLOSED DOCUMENTS (to prove that the drug meet all requirements for registration renewal)
D. ENCLOSED LEGAL DOCUMENTS OF APPLICANT AND/OR MANUFACTURER
DD. DECLARATION
We hereby declare that:

- The drug has been sold on the market.

- When the drug is sold, there is not any violations against regulations on registration and sale of the drug and other regulations of law.

- All documents in this application are verified and those are truthful. Enclosed documents are the same with those submitted at the Drug Administration of Vietnam. We shall take full legal responsibility if there is any false and misleading information.

- We shall take full responsibility for the intellectual property issues related to the drug.

 

	 
	[Date]………………………..

Director of applicant
(Signature, full name and seal)


 
FORM 6DD: REGISTRATION OF DRUG MANUFACTURED UNDER FRANCHISE AGREEMENT 
A. Information about applicant, franchisor and franchisee 
1. Applicant (the owner of CFS)
Applicant’s name

1.2. Address:                              Website (if any) 

1.3. Phone number:                        Fax:

       Email:  

1.4. Representative office or contact person in Vietnam:

Name:                                                               

Home phone:                       Mobile phone:

Address:

2. Franchisor:
2.1 Franchisor’s name:

2.2. Address:                              Website (if any) 

2.3. Phone number:                        Fax:

       Email:  

3. Franchisee (manufacturer) (*)
3.1 Franchisee’s name:

3.2. Address:                              Website (if any) 

3.3. Phone number:                        Fax:

       Email:  

B. Details of product 
1. Product’s name, dosage form and content
Brand name:

1.2. Dosage form:

1.3. Active ingredients, content:

2. Description of product:
Description of dosage form:

2.2. Description of packaging:

2.3. Classification:

	Prescription drug
	 
	 
	Nonprescription drug
	 

	Psychotropic drug
	 
	 
	Commercial combined drug containing psychotropic ingredients
	 

	Additive drug
	 
	 
	Commercial combined drug containing additive active ingredients
	 

	Precursor
	 
	 
	Commercial combined drug containing precursors
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standards: 

2.5. Shelf life:

2.6. Storage condition:

3. Generic name and content of active ingredients and excipients of a smallest divided dose or a smallest package
	No.
	INN
	Content
	Active ingredients/ excipients
	Manufacturer (name and address)
	Standards (*):

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: if pharmacopoeia is used as standard, its version must be specified. 
C. Technical documents 
1. Part II: ACTD - Quality
2. Part III: ACTD – Safety (Pre clinic) 
3. Part IV: ACTD – Efficacy (Clinic)
Notes: The documents (Part II and/or III and/or IV) shall be submitted according to classification of products or product groups.

D. Variation between drug manufactured at the franchisee premises and drug manufactured before franchising (excluding change in manufacturer) 
	No.
	Variation
	 Before variation (in brief)
	After variation (in brief)
	Enclosed technical documents 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


DD. Special requests regarding registered drugs
1. Drug having confidential data. □

Request the Drug Administration of Vietnam to ensure the confidentiality of the data enclosed with the application for drug registration below: 

Toxicity test data                                  (Document No…..)

Data on clinical drug trials                               (Document No…..) 

We hereby declare that the above data comply with regulations on confidential data requirements as prescribed in law and we shall perform demonstration obligation at the request of the competent agencies. 

2. Drug registered as prescribed in Article 14 of                                        □

    the Circular on drug registration 

    (registered by the expiration date of the patent). 

3. Drug registered as prescribed in Clause 5                                             □

Article 31 of the Circular on drug registration. 

    (request for priority consideration, detailed explanation).  

E. Enclosed documents on intellectual property 
G. Enclosed legal documents of applicant and/or manufacturer
H. Declaration
We hereby declare that:

1. All documents in this application are checked, signed and borne seal and those are lawful and truthful. We shall take full legal responsibility if there is any false and misleading information.

2. The drug is manufactured in conformity with this application.

3. We shall notify and request for permit as prescribed if there is any change in the application regarding to registered drug.

4. We shall take full responsibility for the intellectual property issues related to the drug.

 

	 
	 
	[Date]………………………..

	Director of franchisor
(Signature, full name 
and seal)
	Director of franchisee
(manufacturer)
(Signature, full name 
and seal)
	Director of applicant
(Signature, full name 
and seal)


 
FORM 6E: RE-REGISTRATION OF DRUG MANUFACTURED UNDER FRANCHISE AGREEMENT 
A. Information about applicant, franchisor and franchisee 
1. Applicant (the owner of CFS)
Applicant’s name

1.2. Address:                              Website (if any) 

1.3. Phone number:                        Fax:

       Email:  

1.4. Representative office or contact person in Vietnam:

Name:                                                               

Home phone:                       Mobile phone:

Address:

2. Franchisor:
2.1 Franchisor’s name:

2.2. Address:                              Website (if any) 

2.3. Phone number:                        Fax:

       Email:  

3. Franchisee (manufacturer) (*)
3.1 Franchisee’s name:

3.2. Address:                              Website (if any) 

3.3. Phone number:                        Fax:

       Email:  

B. Details of product 
1. Product’s name, dosage form and content
Brand name:

1.2. Dosage form:

1.3. Active ingredients, content:

1.4. Registered number:         issue date:              expiry date:

2. Description of product
2.1. Description of dosage form:

2.2. Description of packaging:

2.3. Classification:

	Prescription drug
	 
	 
	Nonprescription drug 
	 

	Psychotropic drug  
	 
	 
	Commercial combined drug containing psychotropic ingredients
	 

	Additive drug 
	 
	 
	Commercial combined drug containing additive active ingredients
	 

	Precursor
	 
	 
	Commercial combined drug containing precursors
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standards: 

2.5. Shelf life:

2.6. Storage condition:

3. Generic name and content of active ingredients and excipients of a smallest divided dose or a smallest package}
	No.
	INN
	Content
	Active ingredients/ excipients
	Manufacturer (name and address)
	Standards (*):

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: if pharmacopoeia is used as standard, its version must be specified.
C. Technical documents 
1. Part II: ACTD - Quality
2. Part III: ACTD – Safety (Pre clinic) 
3. Part IV: ACTD – Efficacy (Clinic)
Notes: The documents (Part II and/or III and/or IV) shall be submitted according to classification of products or product groups.

D. Special requests regarding registered drug
Drug registered as prescribed in Clause 5 Article 31 -                                □

the Circular on drug registration. 

    (request for priority consideration, detailed explanation).  

DD. Enclosed documents on intellectual property 
E. Enclosed legal documents of applicant and/or manufacturer
D. Declaration
We hereby declare that:

1. All documents in this application are checked, signed and borne seal and those are lawful and truthful. We shall take full legal responsibility if there is any false and misleading information.

2. The drug is manufactured in conformity with this application.

3. We shall notify and request for permit as prescribed if there is any change in the application regarding to registered drug.

4. We shall take full responsibility for the intellectual property issues related to the drug.

 

	 
	 
	[Date]………………………..

	Director of franchisor
(Signature, full name 
and seal)
	Director of franchisee
(manufacturer)
(Signature, full name 
and seal)
	Director of applicant
(Signature, full name 
and seal)


 
FORM 6G: REGISTRATION RENEWAL OF DRUG MANUFACTURED UNDER FRANCHISE AGREEMENT 
A. INFORMATION ABOUT APPLICANT, FRANCHISOR AND FRANCHISEE 
1. Applicant (the owner of CFS)
1.1. Applicant’s name

1.2. Address:                              Website (if any) 

1.3. Phone number:                        Fax:

       Email:  

1.4. Representative office or contact person in Vietnam:

Name:                                                               

Home phone:                       Mobile phone:

Address:

2. Franchisor:
2.1 Franchisor’s name:

2.2. Address:                              Website (if any) 

2.3. Phone number:                        Fax:

       Email:  

3. Franchisee (manufacturer) (*)
3.1 Franchisee’s name:

3.2. Address:                              Website (if any) 

3.3. Phone number:                        Fax:

       Email:  

B. DETAILS OF PRODUCT 
1. Product’s name, dosage form and content
Brand name:

1.2. Dosage form:

1.3. Active ingredients, content:

1.4. Registered number:     issue date:       expiry date:

2. Description of product
2.1. Description of dosage form:

2.2. Description of packaging:

2.3. Classification:

	Prescription drug
	 
	 
	Nonprescription drug 
	 

	Psychotropic drug  
	 
	 
	Commercial combined drug containing psychotropic ingredients
	 

	Additive drug 
	 
	 
	Commercial combined drug containing additive active ingredients
	 

	Precursor
	 
	 
	Commercial combined drug containing precursors
	 

	ATC code:
	 
	 
	 
	 


2.4. Quality standards: 

2.5. Shelf life:

2.6. Storage condition:

1. Generic name and content of active ingredients and excipients of a smallest divided dose or a smallest package
	No.
	INN
	Content
	Active ingredients/ excipients
	Manufacturer (name and address)
	Standards (*): 

	1
	 
	 
	 
	 
	 

	2
	 
	 
	 
	 
	 


*: if pharmacopoeia is used as standard, its version must be specified.
2. Report on number of imported or manufactured consignments
C. ENCLOSED DOCUMENTS (to prove that the drug meet all requirements for registration renewal)
D. ENCLOSED LEGAL DOCUMENTS OF APPLICANT AND/OR MANUFACTURER
DD. DECLARATION
We hereby declare that:

- The drug has been sold on the market.

- When the drug is sold, there is not any violations against regulations on registration and sale of the drug and other regulations of law.

- All documents in this application are verified and those are lawful and truthful. Enclosed documents are the same with the documents submitted at the Drug Administration of Vietnam. We shall take full legal responsibility if there is any false and misleading information.

- We shall take full responsibility for the intellectual property issues related to the drug.

 

	 
	 
	[Date]………………………..

	Director of franchisor
(Signature, full name 
and seal)
	Director of franchisee
(manufacturer)
(Signature, full name 
and seal)
	Director of applicant
(Signature, full name 
and seal)


 

FORM NO. 07/TT:         COVER
APPLICATION FOR DRUG REGISTRATION 
Name and address of applicant:

Name and address of manufacturer:

Drug name – Concentration, content.

Dosage form:

Type of registered drug: pharmaceutical/vaccine, serum containing antibodies/bio-medical/traditional medicines/ herbal medicines/medicinal materials. 

Type of registration: initial registration/ re-registration/ registration renewal/major variation registration/ minor variation registration.

 

FORM 08/TT:    REPORT ON SALE OF DRUG
 (From issue date of initial registered number to date of re-registration) 
1. Applicant’s name:                            Manufacturer’s name:

Address:                                                      Address:

2. Name of registered drug:

3. Dosage form:

4. Formula:

5. Registered number:                                       date of initial issue:       

6. The drug is sold on the market:

Yes      □                          No    □

7. Violations against quality standards: 

Yes      □                          No    □

If yes:
- Number of violations:

- Type of violations:

8. Violations against regulations on drug registration and sale.

Yes      □                          No    □

If yes:
- Number of times committing violations:

- Type of violations:

9. Variation when the registered number stay unexpired as mentioned in the application:

Yes      □                          No    □

If there is any variation, enclose a copy of permission with the application.
10. Variation in case of re-registration (the registered number expires) as mentioned in the application:

Yes      □                          No    □

If there is any variation, it must be specified.
We hereby declare that there is not any variation in comparison with the approved application excluding variation as mentioned in the Section 8 of the aforesaid report on sale of drug.

 

	 
	[Date]………………………..

Director of applicant
(Signature, full name and seal)


 

FORM 09/TT:    SUMMARY OF DRUG REGISTRATION HISTORY
(Apply to drugs applied for registration renewal)
	Drug name
	Generic name

	Dosage form
	Active ingredients, concentration, content


Applicant’s name
Address:

Manufacturer’s name
Address:

Name of packaging facility (if any): 
Address:

1. Information about drug registration
	Drug registration
	Number of Decisions and issue date and renewal date
	Expiry date

	Initial registration    
	 
	 

	Re-registration (if any)
	 
	 

	1st registration renewal  
	 
	 

	n registration renewal 
	 
	 


 
2. Variation during the sale of drug
	Process of variation
	Variation

	Official Dispatch no. and date of permit for variation or date of notification of variation if only notification is required.
	 

	 
	 


 
FORM 10/TT:    GENERAL INFORMATION OF MANUFACTURER
1. Manufacturer’s name:

2. Office:

Address:

Phone number:                                            Website:

Fax:                                                              Email:

3. Plant:

Address: 

Phone number:

Fax:                               Email:

4. Permitted business lines in the home country:

5. Types of dosage forms permitted to manufacture and granted GMP:

6. Groups of manufactured products:

7. Countries to which the plant's products are exported:

8. List of products permitted to manufacture in home country:

9. Foundation year:

10. Certificate of eligibility to manufacture No.:                             Expiry date:

11. Licensing authority of home country:

Address:

Phone number:                                              Fax:

12. Number of employees of plant:

13.  Number of employees specialized in chemistry:

14. Director of applicant:

Name:

Qualification:

Phone number:

Fax:                               Email:

Signature:

15. Employee in charge of quality assurance/quality inspection:

Name:

Qualification:

Phone number:

Fax:                               Email:

Signature:

I hereby declare that the above statements are truthful. I shall take full responsibility for my declaration.

 

	 
	[Date]……………………………..

Director of manufacturer
(Signature, full name and seal)
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APPENDIX II

MAJOR VARIATION, MINOR VARIATION, OTHER VARIATION

APPLICABLE TO REGISTERED PHARMACEUTICAL PRODUCTS

 (Enclosed with Circular No. 44/2014/TT-BYT dated November 25, 2014)

A. PHARMACEUTICAL PRODUCTS

ASEAN Variation Guideline for registered Pharmaceutical Products includes:

3781. INTRODUCTION



3782. SCOPE OF THIS GUIDELINE



3783. OTHER



3794. ABBREVIATIONS



3805. MAJOR VARIATION (MaV)



380MaV - 1



380Change and/or additional indication/dosing regimen/patient population/inclusion of clinical information extending the usage of the product



380MaV - 2



380Change in content of product indication and/or label



381MaV - 3



381Change and/or addition of alternative manufacturer/site of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available)



381MaV - 4



381Replacement of manufacturing site:



381a) bulk semi-finished products;



381b) finished products.



382MaV-5



382Replacement of primary packaging establishment



383MaV-6



383Change in specifications of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP)) and/or finished drug product in the following cases:



384MaV-7



384Change of batch size of sterile finished drug product



384MaV-8



384Change of batch size of non-sterile finished drug product



385MaV-9



385Major change in the manufacturing process of finished drug product



386MaV-10



386Qualitative or quantitative change of excipent



387MaV-11



387Quantitative change in coating weight of tablets or weight and/or size of capsule shell for modified release oral dosage form



388MaV-12



388Change in primary packaging material for sterile product, applicable to the following cases:



388MaV-13



388Change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for sterile solid and liquid drug product



389MaV-14



389Inclusion or replacement of the solvent/diluents for the drug product



390MaV-15



390Extension of useful-life of finished drug product:



390MaV-16



390Change of storage conditions of the finished product (lowering from the approved storage condition):



3926. MINOR VARIATION (PRIOR APPROVAL)



392MiV-PA1



392Change of finished product’s name



392MiV-PA2



392Change in content of product indication and/or label, including:



393MiV-PA3



393Replacement of the company or party responsible for batch relsease



393MiV-PA4



393Change and/or addition of alternative manufacturer/site of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is available)



394MiV-PA5



394Change of batch size of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available)



394MiV-PA6



394Change of in-process controls applied during the manufacture of the drug substance (including the tightening and addition of new in-process test and where the European Pharmacopoeial Certificate of Suitability (CEP) is not available)



395MiV-PA7



395Change in manufacturing process of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available)



396MiV-PA8



396Change in quality standards of drug substance



397MiV-PA9



397Change of the analysis procedure in quality standards of non-compendial drug substance



397MiV-PA10



397Change of useful-life or re-test period for drug substance



397MiV-PA11



397Change in storage condition for drug substance



398MiV-PA12



398Revision of the European Pharmacopoeial Certificate of Suitability (CEP) of drug substance



398MiV-PA13



398Change of batch size of non-sterile finished drug product



399MiV-PA14



399Reduction or removal of overages



400MiV–PA15



400Qualitative and/or quantitative change of excipent



401MiV–PA16



401Quantitative change in coating weight of tablets or weight and/or size of capsule shell for immediate release solid oral dosage forms



402MiV-PA17



402Change of the colouring/flavouring agent of the product (addition, deletion ore replacement of colourant(s)/flavor(s))



403MiV-PA18



403Deletion of the solvent/diluents for drug product



403MiV-PA19



403Change in in-process controls applied during the manufacture of the drug products, including tightening and addition of new in-process test)



404MiV-PA20



404Minor change in the manufacturing process for non-sterile finished products



405MiV-PA23



405Change in source of empty hard capsule in the following cases:



405a) Change of source of material for production of empty hard capsule;



405b) Change of manufacturer of empty hard capsule.



405MiV-PA24



405Change of release and shelf-life quality standards of the drug product, applicable to the following cases:



406MiV-PA25



406Change of imprints, bossing or other markings on tablets or printing on capsules including addition or change of inks used for product marking



407MiV-PA26



407Change of dimensions and/or shape of tablets, capsules, suppositories or pessaries without change in qualitative and quantitative composition and mean mass:



408MiV-PA27



408Change in the analysis procedure in quality criteria of drug product (including the repalcement or addition to the analysis procedure)



408MiV-PA28



409MiV-PA30



409Change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for non-sterile drug product.



409MiV-PA31



409Change of secondary packaging (outer carton) size for drug product



410MiV-PA32



410Change in any part of the (primary) packaging material not in contact with the finished product formulation such as color of flip-off caps, color code rings on ampoules, change of needle shield (different plastic used)



410MiV-PA33



410Addition or replacement of measuring device for liquid oral dosage forms and other dosage form



411MiV-PA34



411Reduction of useful-life of finished drug product:



411MiV-PA35



411Change of storage conditions of the finished product (increasing from the current approved storage condition)



412MiV-PA36



412(Asean: MiV-N1)



412Change of marketing authorization holder



412MiV-PA37



412(Asean: MiV- N3)



412Change of name of manufacturer due to the change of ownership of manufacturer



413MiV-PA38



413(Asean: MiV- N4)



413Change of name/address (like postal code, street name) of the commercial drug manufacturer



413MiV-PA39



413(Asean: MiV- N5)



413Change of name/address (like postal code, street name) of the company or manufacturer responsible for batch release



4147. MINOR VARIATION (NOTIFICATION)



414(MiV-N1)



414(Asean: MiV-PA21)



414Change of quality standards of an excipent in the following cases:



414MiV-N2



414Change of product owner



415(MiV-N3)



415(Asean:MiV-PA22)



415Change of analysis procedure for an excipients, including the replacement of an approved analysis procedure with a new analysis procedure.



415(MiV-N6)



415Change of name and/or address (like postal code, street name) of the drug substance manufacturer



415(MiV-N7)



415Withdrawal/deletion of alternative drug substance manufacturer



416(MiV-N8)



416Renewal of the European Pharmacopoeial Certificate of Suitability (CEP)



416(MiV-N9)



416Change in release and sheld-life quality standards of finished drug product and/or drug substance and/or excipients following the updates in the pharmacopoeia.



417(MiV-N10)



417Deletion of packaging specifications for a finished product



4188. OTHER VARIATION



4199. GLOSSARY



41910. REFERENCES






ASEAN VARIATION GUIDELINE FOR REGISTERED PHARMACEUTICAL PRODUCTS

1. INTRODUCTION

Throughout the life of a commercial pharmaceutical product, the marketing authorization holder and the manufacturer responsible for putting the product on market shall take into account the technical and scientific progress as well as make any amendments that are necessary to enable the pharmaceutical products to be manufactured and controlled by means of generally accepted scientific methods. Such amendments must be approved by the management authority.

This guidance is intended to provide requirements for application for change and/or addition to a registered pharmaceutical product. Variation applications are classified into major variation, minor variation (prior approval) and minor variation (notification). This guideline will be updated periodically as required.

2. SCOPE OF THIS GUIDELINE

This Guideline applies to registered pharmaceutical products.

3. OTHER

3.1. In this Guideline:

3.1.1. Referenced pharmacopoeia includes: Vietnamese pharmacopoeia, British pharmacopoeia (BP), United State pharmacopoeia (USP), European pharmacopoeia (EP), International pharmacopoeia (IP), and Japanese pharmacopoeia (JP).

3.1.2. Quality standards (concerning drug substances/excipients/finished products) are construed as including quality criteria and the corresponding quality levels enclosed with analyzing procedures for testing.

3.1.3. A semi-finished bulk product means pharmaceutical product that is in the last manufacturing stage before primary packaging.

3.1.4. Stability data, data on appraisal of analysis procedure, appraisal of manufacturing process, bioavailability/bioequivalence studies of drugs and the like are carried out according to current ASEAN technical guidance enclosed with the Circular on drug registration.

3.1.5. The comparison of solubility is carried out and assess according to regulations in SUPAC-IR guidelines and SUPAC-Mr. guidelines of USFDA.

Any variation that is not specified in this guideline shall be considered and decided by Drug administration of Vietnam. The following documents may be referred to: 


i. European Medicine Agency Variation Guideline in terms of IA minor variation, IB minor variation and II major variation,  


ii. SUPAC-IR: USFDA Guideline on increase of production scale and other variation in registered Immediate release solid oral forms: documents to be submitted in terms of chemistry, manufacture and control; In vitro dissolution testing and bioequivalence study.  


iii. SUPAC-MR: USFDA Guideline on increase of production scale and other variation in registered Modified release solid oral forms: documents to be submitted in terms of chemistry, manufacture and control; In vitro dissolution testing and In vivo bioequivalence study.  


iv. WHO Guidance on variations to a prequalified product dossier.

3.3. Documents to be submitted specified in this Guidance shall be enclosed with the application using the form prescribed in the Circular on drug registration. Provisions in the commitment (if any) may be included in the application and verified as request. 


3.4. Apart from documents to be submitted specified in this Guideline, Drug administration of Vietnam may request addition of information if necessary. 


4. ABBREVIATIONS 


MaV

= Major Variation

MiV-N 
= Minor Variation (Notification)

MiV-PA 
= Minor Variation (Prior Approval)

SUPAC 
= Guidance of United State Food and Drug Administration on Scale-up and Post Approval Changes

TSE              =   Transmissible Spongiform Encephalopathy

BSE       =  Bovine Spongiform Encephalopathie               


5. MAJOR VARIATION (MaV)

		Major Variation (MaV)



		MaV - 1

		Change and/or additional indication/dosing regimen/patient population/inclusion of clinical information extending the usage of the product 



		Conditions to be fulfilled (C)

		1. Change of indication and/or label as a subsequent change due to the change of revision of Summary of Product Characteristics (SmPC) or equivalent document (like USPI)



		Documents to be submitted (D)

		1. Approved indication and/or label.

2. New indication and/or label. Comparative tabulated format of the changes of the indication and/or label.

3. Justification for the changes. 


4. References and/or Reports of clinical experts (if any).

5. Package Insert (PI)/SmPC/Patient Information Leaflet (PIL) approved by a regulatory body of the home country or a reference country approving the change or a Official Dispatch of a regulatory body of the home country or a reference country approving the amendments (applicable to foreign products)

6. Clinical documents as prescribed in ASEAN Common Technical Dossier (ACTD) part IV.

7. Clinical trial reports of new indication/administration according to regulations in Circular No. 03/2012/TT-BYT dated 02/02/2012 by the Ministry of Health. 






		MaV - 2

		Change in content of product indication and/or label  






		Conditions to be fulfilled (C)

		1. The change is not a minor variation and not within the scope if MaV-1.

2. As a subsequent change due to the change of revision of Summary of Product Characteristics (SmPC) or equivalent document (like USPI).





		Documents to be submitted (D)

		1. Approved indication and/or label.

2. New indication and/or label. Comparative tabulated format of the changes of the indication and/or label.

3. Justification for the changes. 


4. References and/or supporting clinical documents. 


5. PI/SmPC/ PIL approved by a regulatory body of the home country or the reference country approving the amendments (applicable to foreign products)



		MaV - 3

		Change and/or addition of alternative manufacturer/site of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available)





		Conditions to be fulfilled (C)

		1. Specifications of drug substances remain unchanged.

2. Regarding change and/or addition of alternative manufacturer/site of drug substance where the European Pharmacopoeial Certificate of Suitability (CEP) is available, please refer to MiV-PA4.





		Documents to be submitted (D)

		1. Any of the following documents: a) Complete ACTD section S1 - S7; b) Both the open and closed part of the Drug Master File (closed part may be provided directly by manufacturer enclosed with the Letter of Access for Drug Administration of Vietnam); c) Equivalent audit document or certificate from a reference country specified in the Circular on drug registration. 


2. Comparative tabulated format of the currently registered and revised drug substance manufacture process (in case of change)

3. Batch analysis data (in a comparative tabular format) for at least 02 pilot batches of the drug substance from the new and approved manufacturing sites. 


4. A letter of commitment from commercial drug manufacturer to conduct stability studies of the finished drug product manufactured with the drug substance from the new manufacturing site in long-lasting condition and accelerated aging condition, and a report if any results fall outside shelf-life specifications with proposed actions.  








		MaV - 4

		Replacement of manufacturing site:

a) bulk semi-finished products;

b) finished products. 



		Conditions to be fulfilled (C)

		1. Not applicable to changes related to a manufacturer responsible for batch release or a site where only batch release takes place.

2. Bulk finished/semi-finished product manufacturer remain unchanged.

3. New manufacturing site must satisfy the GMP according to the dosage form. Regarding drugs manufactured in Vietnam, the new manufacturing site must obtain the Certificate of eligibility for medicine trading.

4. Regarding the replacement of the company or party responsible for batch release, please refer to MiV-PA3.

5. If there are changes to the manufacturing process, MaV-9 is also applicable.



		Documents to be submitted (D)

		1. Regarding drugs manufactured outside of Vietnam: the CPP or the Certificate of GMP proving that the new site is appropriated for the dosage form. 


2. Comparative batch analysis data of drug product of at least 02 production batches (or 01 production batch and 02 pilot batches) of bulk finished/semi-finished products from the new site and 03 last batches of bulk finished/semi-finished products from the approved site. Batch analysis data on the next 02 production batches of the bulk finished/semi-finished products at the new site should be available upon request. During the analysis of batches, any batch not satisfying quality standards shall be reported with proposed actions.

3. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

4. Plan and/or report on appraisal of the manufacturing process of bulk finished/semi-finished product at new site. 


5. Regarding solid oral dosage forms: comparative dissolution profile data of bulk finished/semi-finished products manufactured in the current and new manufacturing site. 


6. Approved product formula of the finished drug.

7. Release and shelf-life specifications of drug product. 


8. Approved specifications of drug substance.

9. Holding time studies testing of bulk semi-finished product during the storage and transportation between the semi-finished production site and primary packager.

10.  Regarding bulk semi-finished production under a contract, a letter of appointment and letter of acceptance for the new site to manufacture the semi-finished products and stating the stage of manufacturing process to be performed at such manufacturing site.



		MaV-5                                                                                                                                                                                                                                                                                                                                                                

		Replacement of primary packaging establishment 






		Conditions to be fulfilled (C)

		1. No other changes except for the addition or replacement of primary packaging establishment.

2. New packaging site must satisfy the GMP according to regulations and according to the dosage form. Regarding drugs packaged in Vietnam, the new packaging site must obtain the Certificate of eligibility for medicine trading.





		Documents to be submitted (D)

		1. Regarding drugs packaged outside of Vietnam: the CPP or the Certificate of GMP proving that the new site is appropriated for primarily packaging the dosage form. 


2. Regarding packaging under a contract, a letter of appointment and a letter of acceptance for the new site to carry out the primary packaging of product and stating the stage of packaging to be performed by the packaging establishment. 


3. Regarding sterile product, a plan and/or report on the appraisal of primary packaging of finished product at new site. 


4. Stability data of the finished product after the change and a report in case there is a result not satisfying the shelf-life quality standards (with proposed actions).

5. Holding time studies testing of bulk semi-finished product during the storage and transportation between the semi-finished production site and new primary packager.





		MaV-6

		Change in specifications of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP)) and/or finished drug product in the following cases: 


a) Specification limits are widened; 


b) Quality criteria and limits are deleted. 






		Conditions to be fulfilled (C)

		1. Test procedures remain the same or changes in the test procedure are minor.  


2. Not applicable to drug substances/finished drug products whose approved specifications are specifications according to reference pharmacopoeia. 

3. Refer to MiV-PA12 if this change resulted in the revision of CEP.

4. The change should not be the result of unexpected event arising during manufacture or because of stability concerns. 



		Documents to be submitted (D)

		(a) Specification limits are widened

1. Justification for change substantiated with scientific data.  


2. A comparative tabulated format of the new and approved specification of drug substance/finished drug product with changes highlighted.  


3. New specification of drug substance/finished drug product. 


4. Batch analysis data of the drug substance/finished drug product for all quality criteria in new quality standards of 02 pilot batches/production batches. 


5. Stability data of drug substance/finished drug product according to new quality standards (applicable to drug substance) and new quality standards of sale (applicable to finished drug products) and a report if any results is unconformable with quality standards (with proposed actions).

(b) Quality criteria and quality limits are deleted

1. Documents in D1 - D4.

2. Certificate of analysis of the drug substance/finished drug product according to new quality standards (applicable to drug substances) and new quality standards of sale (applicable to finished drug products). 





		MaV-7

		Change of batch size of sterile finished drug product  






		Conditions to be fulfilled (C)

		1. The change does not affect the consistency of the manufacturing process. 


2. The release and shelf-life specifications of drug product remain unchanged  


3. The product formula remains unchanged.





		Documents to be submitted (D)

		1. The plan on appraisal of manufacturing process and/or the report on the manufacturing process of at least 03 batches appropriated to the new batch size. 


2. A comparative tabulated format of the approved batch and the new batch. 


3. Batch analysis data (in a comparative tabulated format) of at least 02 production batches of the finished drug products before and after the change. 


4. The approved release and shelf-life quality standards of finished drug product. 


5. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).







		MaV-8

		Change of batch size of non-sterile finished drug product  






		Conditions to be fulfilled (C)

		1. Applicable to the change of batches whose size is 10 times larger than the approved size. Regarding change of batches whose size is up to 10 times larger than the approved size, please refer to the MiV-PA13.

2. The change does not affect the consistency of the manufacturing process. 


3. The release and shelf-life specifications of drug product remain unchanged  



		Documents to be submitted (D)

		1. The plan on appraisal of the process and/or the report on the appraisal of the manufacturing process of at least 03 batches appropriated to the new batch size. 


2. A comparative tabulated format of the approved batch and the new batch. 


3. Batch analysis data (in a comparative tabulated format) of at least 01 production batch of finished drug product after the change and 01 production batch of finished drug product before the change enclosed with the commitment letter of the commercial drug manufacturer and the marketing authorization holder undertaking to submit batch data on the next full production batch.

4. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

5. The approved release and shelf-life quality standards of finished drug product. 


6. Regarding solid oral dosage forms: comparative dissolution profile data of at least 01 production batch between finished drug products before and after the change. 



		MaV-9

		Major change in the manufacturing process of finished drug product 






		Conditions to be fulfilled (C)

		1. The same manufacturing site. If there is change in manufacturing site, MaV-4 is also applicable.

2. The change does not cause a negative impact on the quality, safety and efficacy of the drug product. 


3. Regarding minor change in the manufacturing process for non-sterile finished products, please refer to MiV-PA20.



		Documents to be submitted (D)

		1. The description of the new manufacturing process and the technical justification for the change.  


2. The plan on appraisal of manufacturing process and/or the report on the new manufacturing process. 


3. The approved release and shelf-life quality standards of finished drug product. Or, alternatively, the proposed release and shelf-life quality standards of the finished drug product proving that drugs from the new manufacturing process are identical or better in terms of quality, safety and efficacy.  


4. Comparative batch analysis data of at least 01 production batch of the finished drug products before and after the change.  


5. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

6. Regarding solid oral dosage forms: comparative dissolution profile data of finished drug products before and after the change.  


7. The justification for not submitting a bioequivalence study of the finished product after the change (applicable to drugs that are certified having bioequivalence proof)



		

		



		MaV-10

		Qualitative or quantitative change of excipients 


a) For immediate release oral dosage forms (as prescribed in levels 2 and 3 Part III (Components and Composition, SUPAC-IR guideline);

b) For modified release oral dosage forms;

c) For other dosage forms such as sterile preparations.





		Conditions to be fulfilled (C)

		1. Quality criteria and the corresponding quality levels in the approved quality standards of the finished products remain unchanged, excluding the updating of information about new product description (in case of change in form of drug).

2. The dissolution profile of the finished product before the change according to the SUPAC-IP or SUPAC-MR is compared to that after the change. 


3. An excipient is replaced with a comparable excipient of the same functional characteristics.  


4. Regarding other qualitative or quantitative changes of excipients for immediate release oral dosage form and other non-critical dosage form, please refer to MiV-PA15.





		Documents to be submitted (D)

		1. The justification for the change given by appropriate development of pharmaceutics. 


2. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

3. Regarding solid oral dosage forms: comparative dissolution profile data of at least 01 representative pilot/production batch between finished drug products before and after the change. 


4. The justification for not submitting a bioequivalence study of the finished product after the change (applicable to drugs that are certified having bioequivalence proof)

5. The comparative tabulated format of the current and revised product formula with calculated changes highlighted in which changes of excipient are stated in percentage out of the total target dosage form weight.

6. The release quality standards and the quality standards of sale of finished products after the change, in which changes in new specifications have been updated (in case of change in form of drug). 


7. Batch analysis data (in a comparative tabulated format) of at least 02 production batches (or 01 production batch and 02 pilot batches) of the finished drug products before and after the change. 


8. Quality standards of new excipients (in case an excipients not included in the approved formulation is added ). 


9. Regarding excipients made of ruminant source: the TSE-free certificate or the BSE-free certificate issued by a competent veterinary authority. 


10. New production batch formula. 


11. The appraisal plan and/or the appraisal report of the manufacturing process of finished products after the change in at least 03 production batches.

12. ACTD section P3.1 to P3.4 after updating according to the new formula.

13. Suitable justification enclosed with experimental data  proving that the change in such formula does not affect the results of analysis process in the approved release and shelf-life quality standards of finished products. If the change in such formula leads to the change of analysis process in the approved release and shelf-life quality standards of finished products, please refer to MiV-PA27.





		MaV-11

		Quantitative change in coating weight of tablets or weight and/or size of capsule shell for modified release oral dosage form





		Conditions to be fulfilled (C)

		1. The dissolution profile of the finished product before and after the change according to the SUPAC-Mr. 


2. Quality criteria and the corresponding quality levels in the approved release and shelf-life quality standards of the finished products remain unchanged, excluding the updating of information about new product description (in case of change in form of drug).

3. Regarding quantitative change in coating weight of tablets or weight and/or size of capsule shell for modified release oral  dosage forms, please refer to MiV-PA16.





		Documents to be submitted (D)

		1. The comparative dissolution profile data of at least 01 pilot/production batch of the finished products before and after the change. 


2. Justification for not submitting a new bioequivalence study of the finished product after the change (applicable to drug products certificated having the bioequivalence proof).

3. Release and shelf-life quality standards of finished product after the change, including the updating of information about new product description (in case of change in form of drug). 


4. A commitment of the commercial drug manufacturer and the marketing authorization holder that the change does not interfere with the analyzing process in the approved release and shelf-life quality standards of the finished product. 


5. Formula for 01 dose and approved and revised batch manufacturing formula. 


6. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

7. ACTD section P3.1 to P3.4 after updating according to the new formula.





		MaV-12

		Change in primary packaging material for sterile product, applicable to the following cases:

a) Change in qualitative and quantitative composition and/or

b) Change in type of container and/or

c) Inclusion of primary packaging material.





		Conditions to be fulfilled (C)

		1. The release and shelf-life specifications of drug product remain unchanged  


2. Regarding change in the primary packaging material for non-sterile finished product, please refer to MiV-PA28.



		Documents to be submitted (D)

		1. The appraisal plan and/or appraisal report of manufacturing process and the sterilization process appropriate to the new primary packaging material in the production of finished product.

2. Stability data of the finished product in the new primary packaging material and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

3. Proof that no interaction between the content and the new primary packaging material occurs. 


4. The comparative tabulated format of quality standards between the new and the approved primary packaging.

5. Appropriate scientific data proving the conformance of the new primary packaging (comparative data on permeability of the new primary packaging and the approved primary packaging, e.g. moisture, O2, CO2)

6. Revised ACTD Sections P3 and P7.  


7. The approved and new drafts of the package labeling (in case of change). 



		MaV-13

		Change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for sterile solid and liquid drug product





		Conditions to be fulfilled (C)

		1. The approved release and shelf-life quality standards are not affected, except pack size /fill volume specification. 


2. The new pack size/fill is consistent with the dosage regimen and useful life approved on the package insert. 


3. The packaging material remains unchanged.

4. Regarding the change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for non-sterile drug product, please refer to MiV-PA30.





		Documents to be submitted (D)

		1. Justification that the new pack size/fill is consistent with the dosage regimen and useful life approved on the package insert. 


2. Data of the manufacturing process, closure and sterilization system.

3. Stability data of the finished product in the new primary packaging and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

4. The approved and new drafts of the package labeling (in case of change). 






		MaV-14

		Inclusion or replacement of the solvent/diluents for the drug product



		Conditions to be fulfilled (C)

		1. Such change does not result in any change in the dosage form, dosage regimen, indication, method of administration of the product. 


2. For the deletion of the solvent/diluent, please refer to MiV-PA18.

3. For change of useful-life and/or storage condition of the drug product after first opening and/or after dilution/reconstitution, please also refer to MaV-15/MiV-PA34 and/or MaV-16/MiV-Pa35 to provide document suitable for each change.





		Documents to be submitted (D)

		1. ACTD Section P, applicable to new solvent/diluent and ACTD Section S, applicable to the new pharmacological substances in the solvent/diluents if they are not included in the formulation of the approved solvent/diluents. The quality standards of the new solvent (if any).  


2. Documentary evidence to certify the manufacturing site of new diluents/solvents complies with the GMP standards (if such new solvents/diluents are manufactured at the new manufacturer/manufacturing site).

3. The approved and new drafts of the package labeling (in case of change). 








		MaV-15

		Extension of useful-life of finished drug product:

a) When packaging in primary material according to the approved packaging specification and/or 


b) After first opening and/or

c) After dilution/reconstitution 





		Conditions to be fulfilled (C)

		1. For (a) & (b) – The studies must show the conformance to the approved shelf-life quality standards of the finished product. 


2. For (c) – The studies must show the conformance to the approved shelf-life quality standards of the finished product that is reconstituted.

3. For reduction of useful-life of the finished product, please refer to MiP-PA34. 



		Documents to be submitted (D)

		1. Data about the long-lasting stability of the finished product in accordance with the new useful-life of at least 02 batches (pilot batches or production batches), enclosed with the corresponding microorganism test results in the following cases:  


a) When packaging in primary material according to the approved packaging specification and/or 


b) After first opening and/or 


c) After dilution/reconstitution 

2. A technical description of reasons for the change.





		MaV-16

		Change of storage conditions of the finished product (lowering from the approved storage condition):  


a) When packaging in primary material according to the approved packaging specification and/or 


b) After first opening and/or

c) After dilution/reconstitution 





		Conditions to be fulfilled (C)

		1. For (a) & (b) – The studies must show the conformance to the approved shelf-life quality standards of the finished product. 


2. For (c) – The studies must show the conformance to the approved shelf-life quality standards of the finished product that is reconstituted. 


3. For change of storage condition of the finished product (increasing from the approved storage condition), please refer to MiV-PA35.





		Documents to be submitted (D)

		1. Data about the long-lasting stability of the finished product in new storage condition accordance with the new useful-life of at least 02 batches (pilot batches or production batches), enclosed with the corresponding microorganism test results in the following cases:  


a) When packaging in primary material according to the approved packaging specification and/or 


b) After first opening and/or 


c) After dilution/reconstitution 

2. A technical description of reasons for the change.







6. MINOR VARIATION (PRIOR APPROVAL)

		Minor variation (MiV-PA) prior approval



		MiV-PA1

		Change of finished product’s name





		Conditions to be fulfilled (C)

		1. There is no change to the product (formulation, quality standards, material resources and manufacturing process…) except for the finished product's name. 


2. The new name is conformable to regulations on drug’s name specified in Circular on drug registration.





		Documents to be submitted (D)

		1. The Certificate of Pharmaceutical Product (CPP) containing new drug's name, applicable to drugs produced outside of Vietnam. 


2. The trademark certificate, applicable to new drug name. If the drug name is changed due to the intellectual property infringement of label of a product, the marketing authorization holder shall provide a writing of an authority competent in intellectual property for verifying the violation. 






		MiV-PA2

		Change in content of product indication and/or label, including:   


a) Change of the layout/artwork without altering meaning;

b) Addition/deletion/replacement of pictures, diagrams, bar code, logos and/or texts; 


c) Addition/strengthening of warning, precautions, contraindication and/or adverse events/effects to the approved product’s indication; 

d) Tightening of product’s target population;

e) Deletion of indication.





		Conditions to be fulfilled (C)

		1. The change is not a MaV and does not contain advertisement contents. Regarding major change in product labeling, please refer to MaV-1 and MaV-2. 






		Documents to be submitted (D)

		1. Approved indication and/or label.

2. New indication and/or label. Comparative tabulated format of the changes of the indication and/or label.

3. Justification for the changes. 


4. Reference to support the change (if any). 








		MiV-PA3

		Replacement of the company or party responsible for batch release





		Conditions to be fulfilled (C)

		1. Only applicable for batch release establishments. 


2. Method transfer from a laboratory/batch release establishment to a new laboratory/batch release establishment. 


3. The commercial drug manufacturer remains unchanged.





		Documents to be submitted (D)

		1. Legal documents proving that the new site is appropriately authorized to be responsible for batch release such as the GMP certificate or the GLP certificate or the CPP which cover the GMP certificate or the GLP certificate for the new site. 

2. Approved analysis appraisal data of the new release site or the document of transfer of approved analysis procedure from the approved release site to the new one.



		MiV-PA4

		Change and/or addition of alternative manufacturer/site of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is available) 






		Conditions to be fulfilled (C)

		1. Specifications of drug substances remain unchanged. 


2. For change and/or addition of alternative manufacturer/site of drug substance where the CEP is not available, please refer to MaV-3.





		Documents to be submitted (D)

		1. A valid European Pharmacopoeial Certificate of Suitability (CEP) for the drug substance of latest version with all annexes issued by the European Directorate for the Quality of medicine (EDQM). 


2. Batch analysis data (in a comparative tabular format) for at least 02 pilot batches of the drug substance from the new and approved manufacturing sites. 


3. If the re-test period is not stated in the CEP, long-lasting and accelerated stability data up to the new re-test period on 02 pilot batches of the drug substance manufactured at the request of the manufacturing site should be provided.   


4. A letter of commitment from commercial drug manufacturer to conduct stability studies of the finished drug product manufactured with the drug substance from the new manufacturing site in long-lasting condition and accelerated aging condition, and a report if any results fall outside shelf-life specifications with proposed action.







		MiV-PA5

		Change of batch size of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available) 



		Conditions to be fulfilled (C)

		1. The change does not affect the consistency of the manufacturing process.

2. Specifications of drug substances remain unchanged. 






		Documents to be submitted (D)

		1. Batch analysis data (in a comparative tabulated format) according to the approved drug substance quality standards of at least 01 production batch or 01 pilot batch of both the new and the approved batch sizes. Analysis data on the next 02 full production batches should be available to submit on request. During the analysis of batches, any batch not satisfying quality standards shall be reported with proposed actions. 


2. A commitment of the drug substance manufacturer that quality standards of the drug substance have not changed and the stability of the drug substance manufacturing process has not been affected. 


3. Updated ACTD section S. 






		MiV-PA6

		Change of in-process controls applied during the manufacture of the drug substance (including the tightening and addition of new in-process test and where the European Pharmacopoeial Certificate of Suitability (CEP) is not available) 



		Conditions to be fulfilled (C)

		1. In-process limits are tightened or new control criteria are added. 


2. The change is not a consequence of any commitment from commitment to review the quality standards of the previous assessment. 


3. The change does not result from unexpected events arising during the manufacture like unidentified new impurity, change in total impurity limits, etc. 


4. Analysis procedures of the new control criteria are not relevant to a new unconformable technique or a basic technique that is used in a new way.





		Documents to be submitted (D)

		1. A description of the analytical method and a summary of data on analytical method of all new analytical methods. 


2. A comparative tabulated format of the in-process control with relevant changes highlighted. 


3. Comparative batch analysis data of 02 production batches of drug substance for all quality criteria in quality standards. 



		MiV-PA7

		Change in manufacturing process of drug substance (where the European Pharmacopoeial Certificate of Suitability (CEP) is not available) 






		Conditions to be fulfilled (C)

		1. No adverse change in qualitative and/or qualitative and/or quantitative impurity profile which would require further qualifications in safety studies.

2. The stability remains unchanged.

3. The drug substance synthetic route remains unchanged (for example, intermediates remain unchanged).

4. Manufacturing process of drug substance does not use any materials derived from human/animal for which an assessment of viral safety is required.

5. Physicochemical characteristics and other relevant properties of drug substance remain unchanged.



		Documents to be submitted (D)

		1. Drug Master File (DMF) or the updated document of the drug substance according to ACTD or equivalent document provided from any of reference countries specified in the Circular on drug registration. 


2. A comparative tabulated format of the approved and new manufacturing process with changes highlighted. 


3. A certificate of analysis for 02 batches of drug substance from new manufacturing process. 


4. A comparative tabulated format of at least 02 batches (pilot or production ones) of the finished products manufactured with the drug substance according to the new and approved manufacturing process.  


5. A letter of declaration from the drug substance manufacturer stating that no new impurities have been introduced at or above the accepted threshold for qualification of impurities or that there is no increase in the levels of impurities, which require further safety studies.  


6. A letter of declaration from the drug substance manufacturer stating that the approved specifications of the drug substance have not changed or if there is any change in the specifications (for example, tightening), a comparative tabulated format of the new and approved specifications should be provided.   


7. A letter of commitment from commercial drug manufacturer that the stability studies of the finished drug product manufactured with the drug substance from the new manufacturing process have been started and will be finalized, and a report if any results fall outside shelf-life specifications with proposed action. 


8. For sterile drug substance, a report on appraisal of new manufacturing process of drug substance should be provided. 


9. If there is any change in quality standards of drug substance, S4-S5 should be provided according to ACTD applicable to drug substance manufactured from new manufacturing process.



		MiV-PA8

		Change in quality standards of drug substance

a) Specification limits are tightened

b) Quality criteria and limits are added.





		Conditions to be fulfilled (C)

		1. This is only applicable for cases where approved quality standards of drug substances are non-compendial and generic drug substance without the European Pharmacopoeial Certificate of Suitability (CEP).

2. For (b) – applicable to non-compendial method only. 


3. Refer to MiV-PA12 if this change resulted in the revision of CEP.

4. Fr widening of limits of quality criteria and/or deletion of quality criteria of drug substances, please refer to MaV-6.

5. The change should not be the result of unexpected events arising during the manufacturing process or because of stability concerns. 


6. The analysis procedures of quality criteria in the approved quality standards of the drug substance remain unchanged or have minor change (not subject to re-appraisal of the analysis procedure).  






		Documents to be submitted (D)

		a) Specification limits are tightened: 


1. A comparative tabulated format of quality criteria and the corresponding quality level before and after the change of drug substance, with the changes highlighted.

2. A comparative tabulated format of batch analysis data according to new quality standards of the drug substance for 02 batches (pilot or production ones). 


3. A technical justification for the change.

b) Quality criteria and limits are added: 


           In addition to the above documents, 

A description of the new analytical method and a summary of data on appraisal of new analysis method. 





		MiV-PA9

		Change of the analysis procedure in quality standards of non-compendial drug substance 





		Conditions to be fulfilled (C)

		1. Results of new analysis procedure show the new analysis procedure to be at least equivalent to the approved procedure. 


2. Refer to MiV-PA12 if this change resulted in the revision of CEP.





		Documents to be submitted (D)

		1. A description of the analytical methodology, a summary of appraisal data of the new analysis procedure and comparative analytical results between the new analysis procedure and the approved one.  


2. New quality standards of drug substance in which changes in analysis procedure have been updated.



		MiV-PA10

		Change of useful-life or re-test period for drug substance 



		Conditions to be fulfilled (C)

		1. The stability studies must show the compliance with the approved quality standards of the drug substance

2. No change in storage condition. 


3. Refer to MiV-PA12 if this change resulted in the revision of CEP.





		Documents to be submitted (D)

		1. Stability data of the drug substance on at least 02 batches (pilot or production ones) according to the new expiry or the re-test period for new quality of the drug substance. 


2. Approved specifications of drug substance. 






		MiV-PA11

		Change in storage condition for drug substance



		Conditions to be fulfilled (C)

		1. The stability studies must show the compliance with the approved quality standards of the drug substance.  


2. No change in useful-life/retest period for quality of drug substance. 


4. Refer to MiV-PA12 if this change resulted in the revision of CEP.





		Documents to be submitted (D)

		1. Approved specifications of drug substance.

2. Stability data of the drug substance on at least 02 batches (pilot or production ones) according to the expiry or re-test period for the approved quality of the drug substance.





		MiV-PA12

		Revision of the European Pharmacopoeial Certificate of Suitability (CEP) of drug substance 






		Conditions to be fulfilled (C)

		None.





		Documents to be submitted (D)

		1. A valid European Pharmacopoeial Certificate of Suitability (CEP) for the drug substance of latest version with all annexes issued by the European Directorate for the Quality of medicine (EDQM).  


2. Results of batch analysis from the drug substance demonstrating the compliance with the corresponding Ph. Eur monograph and including additional quality criteria/levels specified on the CEP (if any). 


3. Data to address any parameter not included on the CEP issued by the drug substance manufacturer as a stability data (S7) if a re-test period is not stated on the CEP) and physicochemical characteristics like particle size, polymorphism, etc. of the drug substance (if any).

4. If this change is due to the change of quality standards of drug substance, a declaration from the commercial drug manufacturer that the relevant stability studies of the drug manufactured from drug substance satisfying the new drug substance quality standards should be provided; with a report if any results does not satisfying the approved quality standards of sale of the finished drug (with proposed actions). 


5. In case the approved quality standards of the drug substance are not conformable to the EP (because the finished-product manufacturer fails to apply quality standards according to the EP to test the quality of drug substance before using in manufacture), if there is change in quality standards of drug substance, sections S4-S5 according to ACTD are required.



		MiV-PA13

		Change of batch size of non-sterile finished drug product 



		Conditions to be fulfilled (C)

		1. Applicable to change of batch size up to 10 times compared to the new batch size. 


2. The change does not affect the consistency of the manufacturing process. 


3. The approved release and shelf-life specifications of drug product remain unchanged. 


4. For change of batch size for sterile, please refer to MaV-7; for change of batch size more than 10 times compared to the registered batch size for non-sterile, please refer to MaV-8.





		Documents to be submitted (D)

		1. The plan on appraisal of manufacturing process and/or the report on the manufacturing process of at least 03 batches appropriated to the new batch size. 


2. A comparative tabulated format of the current batch and the new batch. 


3. Batch analysis data (in a comparative tabulated format) of at least 01 production batch of finished drug product before and after the change enclosed with the commitment letter of the commercial drug manufacturer undertaking to submit batch data on the next production batch. 


4. Stability data of the finished product after the change and a report in case there is a result not satisfying the approved quality standards of sale (with proposed actions).

5. The approved release and shelf-life quality standards of finished drug product.

6. ACTD section P3.1 to P3.4 after updating according to the current formula. 





		MiV-PA14

		Reduction or removal of overages



		Conditions to be fulfilled (C)

		1. Applicable for change of overages of drug substance only.  


2. The approved release and shelf-life specifications of drug product remain unchanged. 






		Documents to be submitted (D)

		1. Justification for the change. 


2. A comparative tabulated format of currently approved and proposed batch manufacturing formula. 


3. A certificate of analysis for 02 batches of finished product from new manufacturing formula.

4. Stability data of the finished product from the new manufacturing formula and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).







		MiV–PA15

		Qualitative and/or quantitative change of excipients 


a) For immediate release oral dosage forms (as prescribed in levels 1 Part III (Components and Composition, SUPAC-IR guideline);

b) For other non-critical dosage forms like oral liquid, external preparation. 






		Conditions to be fulfilled (C)

		1. Quality criteria and the corresponding quality levels in the approved release and shelf-life quality standards of the finished products remain unchanged, excluding the updating of information about new product description (in case of change in form of drug).

2. Regarding solid oral dosage forms: comparative dissolution profile data of finished drug products before and after the change according to the SUPAC-IR.

3. An excipient is replaced with a comparable excipient of the same functional characteristics.  


4. For qualitative or quantitative changes of excipients for immediate release oral dosage forms (according to levels 2 and 3 part III – the SUPAC) and modified release oral dosage forms and other critical dosage forms, please refer to MaV-10. 






		Documents to be submitted (D)

		1. The justification for the change given by appropriate development of pharmaceutics. 


2. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

3. Regarding solid oral dosage forms: comparative dissolution profile data of at least 01 representative pilot/production batch between finished drug products before and after the change. 


4. Justification for not submitting a new bioequivalence study of the finished product after the change (applicable to drug products certificated having the bioequivalence proof).

5. The comparative tabulated format of the approved and new product formulation with changes highlighted, in which changes of excipient are stated in percentage out of the total target dosage form weight.

6. The release quality standards and the quality standards of sale of finished products after the change, in which changes in new specifications have been updated (in case of change in form of drug). 


7. Batch analysis data (in a comparative tabulated format) of at least 02 production batches (or 01 production batch and 02 pilot batches) of the finished drug products before and after the change.

8. Quality standards of current excipients (in case an excipient not included in the approved formulation is added). 


9. Regarding excipients made of ruminant source: the TSE-free certificate or the BSE-free certificate issued by a competent veterinary authority. 


10. New production batch formula. 


11. The appraisal plan and/or the appraisal report of the manufacturing process at least 03 production batches manufactured using the new formula.

12. Revised ACTD section P3.1 to P3.4.

13.  A suitable justification enclosed with experimental data proving that the change in such formula does not affect the results of analysis process in the approved release and shelf-life quality standards of finished products. If the change in such formula leads to the change of analysis process in the approved release and shelf-life quality standards of finished products, please refer to MiV-PA27.





		MiV–PA16

		Quantitative change in coating weight of tablets or weight and/or size of capsule shell for immediate release solid oral dosage forms





		Conditions to be fulfilled (C)

		1. Regarding solid oral dosage forms: comparative dissolution profile data of finished drug products before and after the change according to the SUPAC-IR. 


2. Quality criteria and the corresponding quality levels in the approved release and shelf-life quality standards of the finished products remain unchanged, excluding the updating of information about new product description (in case of change in form of drug).

3. For quantitative change in coating weight of tablets or weight and/or size of capsule shell for modified release solid oral dosage forms, please refer to MaV-11.





		Documents to be submitted (D)

		1. Comparative dissolution profile data of at least 01 batch (pilot or production one) between the finished drugs before and after the change.

2. Justification for not submitting a new bioequivalence study of the finished product after the change (applicable to drug products certificated having the bioequivalence proof).

3. The release quality standards and the quality standards of sale of finished products after the change, in which changes in new specifications have been updated (in case of change in form of drug). 


4. A commitment of the commercial drug manufacturer and the marketing authorization holder that the change does not interfere with the analyzing process in the approved release and shelf-life quality standards of the finished product.

5. A comparative tabulated format of the formulation of 01 dosage and batch manufacturing formula of finished drugs before and after the change. 


6. Regarding the change of coating weight of tablets: Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions). Regarding the change of weight and/or size of capsule shell: a commitment of the commercial drug manufacturer that the stability studies of finished drugs after the change have been started and will be finalized.   


7. Revised ACTD Sections P3.1 and P3.4. 







		MiV-PA17

		Change of the coloring/flavoring agent of the product (addition, deletion ore replacement of colorant(s)/flavor(s)) 






		Conditions to be fulfilled (C)

		1. Same functional characteristics. The change must not cause change dissolution profile for finished product of solid oral dosage forms. 


2. The proposed coloring/flavoring agents must not have been rejected for pharmaceutical use.

3. Quality criteria and the corresponding quality levels in the approved release and shelf-life quality standards of the finished products remain unchanged, excluding the updating of information about new colorant(s)/flavor(s). 






		Documents to be submitted (D)

		1. A comparative table of information related to qualitative and quantitative of the new colorant(s)/flavor(s) and the current ones.  


2. Revised product formulation and batch manufacturing formula. 


3. Quality criteria and the corresponding quality levels in the approved release and shelf-life quality standards of the finished products after change, updated with the description of new color(s)/flavor(s). 


4. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

5. Regarding excipients made of ruminant source: the TSE-free certificate or the BSE-free certificate issued by a competent veterinary authority. 


6.   A suitable justification enclosed with experimental data proving that the change in such formula does not affect the results of analysis process in the approved release and shelf-life quality standards of finished products. If the change in such formula leads to the change of analysis process in the approved quality standards of finished products, please refer to MiV-PA27.

7. Revised ACTD Sections P3.1 to P3.4. 

 



		MiV-PA18

		Deletion of the solvent/diluents for drug product 



		Conditions to be fulfilled (C)

		1. Such change does not result in any change in the dosage form, dosage regimen, indication, method of administration of the product. 






		Documents to be submitted (D)

		1. Justification for the deletion of the solvent/diluents, including a statement regarding alternative means to obtain the solvent/diluents.







		MiV-PA19

		Change in in-process controls applied during the manufacture of the drug products, including tightening and addition of new in-process test)





		Conditions to be fulfilled (C)

		1. The approved release and shelf-life specifications of drug product remain unchanged. 


2. The change is not a consequence of any commitment from commitment to review the quality standards of the previous assessment. 


3. The change does not result from unexpected events arising during the manufacture like new unqualified impurity, change in total impurity limits, etc.  


4. Any new analysis procedure of the new control criteria is not relevant to a new unconformable technique or a basic technique that is used in a new way.





		Documents to be submitted (D)

		1. A description of the analytical method and a summary of data on analytical method of all new analytical methods (if any).

2. Revised in-process specifications together with justification and relevant process appraisal data. 


3. Comparative batch analysis data of at least 02 production batches (pilot or production ones) of the finished drug products before and after the change.

4. A comparative tabulated format of the manufacturing process before and after the change. 








		MiV-PA20

		Minor change in the manufacturing process for non-sterile finished products





		Conditions to be fulfilled (C)

		1. The same manufacturing site. 


2. The overall manufacturing principle remains the same. 


3. The change does not cause a negative impact on the quality, safety and efficacy of the finished drug product. 


4. The approved release and shelf-life specifications of drug product remain unchanged. 


5. Regarding solid oral dosage forms: comparative dissolution profile data of finished drug products before and after the change according to the SUPAC-IR and SUPAC-MR. 


6. For major change in the manufacturing process of finished drug product, please refer to MaV-9.





		Documents to be submitted (D)

		1. The description of the new manufacturing process and the technical justification for the change. 


2. For solid and suspension products: an appraisal plan and/or an appraisal report of the manufacturing process. 


3. Regarding solid oral dosage forms: comparative dissolution profile data if at least 01 production batch between finished drug products before and after the change.  


4. The approved release and shelf-life quality standards of finished drug product. 


5. Justification for not submitting a new bioequivalence study of the finished product after the change (applicable to drug products certificated having the bioequivalence proof).

6. Batch analysis data (in a comparative tabulated format) of at least 01 production batch of finished drug product before and after the change; batch analysis data of next 02 full production batches should be made available upon request.  


7. A letter of commitment from the commercial product manufacturer and the marketing authorization holder that the stability studies of the finished drug product after the change have been started and will be finalized, and a report if any results fall outside shelf-life specifications with proposed action.

8. A comparative tabulated format of the new and approved manufacturing process with changes highlighted. 





		MiV-PA23

		Change in source of empty hard capsule in the following cases: 


a) Change of source of material for production of empty hard capsule; 


b) Change of manufacturer of empty hard capsule.



		Conditions to be fulfilled (C)

		1. From TSE-risk material to vegetable-sourced or synthetic empty capsules or vice versa. 


2. No change in the formulation and manufacturing process of finished drug product. 


3. Not applicable to change from hard capsule to soft gel. 


4. The approved excipient and finished product release and shelf-life quality standards remain unchanged. 






		Documents to be submitted (D)

		1. Comparative dissolution profile data of 01 representative batch (pilot or production one) between the finished drugs before and after the change. 


2. Composition and quality standards of the new empty hard capsule.  


3. A certificate of analysis of the new empty hard capsule.

4. Stability data of the finished product after the change and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

5. Regarding empty hard capsule made of ruminant source: the TSE-free certificate or the BSE-free certificate issued by a competent veterinary authority. 


6. A commitment of the manufacturer that material for production of is purely of vegetable, animal or synthetic origin. 


7.  Data proving that the new capsule does not affect the results of analysis process in the approved drug product quality analysis procedure (if such quality criterion is included in the quality standards).





		MiV-PA24

		Change of release and shelf-life quality standards of the drug product, applicable to the following cases:

a) Quality criteria limits are tightened: 


b) Quality criteria and levels are added.





		Conditions to be fulfilled (C)

		1. Applicable to finished drug products whose approved quality standards are not in accordance with any reference pharmacopoeia. 


2. The change should not be the result of unexpected events arising during the manufacturing process or because of stability concerns. 


3. The test procedures remain the same or changes in the test procedure are minor and not subject to re-appraisal. 


4. If there are changes to the manufacturing process, MiV-PA27 is also applicable.

5. For widening of quality criteria limits or deletion of quality criteria and quality levels, please refer to MaV-6.



		Documents to be submitted (D)

		a) Quality criteria limits are tightened: 


1. Comparative tabulated format of the release and shelf-life quality standards before and after the change of the drug product with changes highlighted. 


2. Comparative batch analysis data of at least 02 production batches of drug product for all quality criteria in quality standards. 


3. Technical justification for the change. 


b) Quality criteria and levels are added: 


 In addition to the above documents: 


4. Description of any new quality criteria of drug product and appraisal data of analysis process of such quality criteria (applicable to non-compendial method). 


5. Stability data of the finished product after the change and a report in case there is a result not satisfying the new quality standards of sale (with proposed actions).





		MiV-PA25

		Change of imprints, bossing or other markings on tablets or printing on capsules including addition or change of inks used for product marking 



		Conditions to be fulfilled (C)

		a) All of the following changes, excluding score/break-line 


1. New markings do not cause confusion with other registered products. 


2. Any ink proposed must not be on the list of banned substances and must comply with pharmaceutical legislation or of food grade.  


3. The approved release and shelf-life quality standards of drug product remain unchanged, except for appearance. 


b) Change of score/break-line

 In addition to the above conditions:  


4. Score/break-line is not meant for cosmetic purpose. 


5. Applicable to addition or removal of score/break-line.





		Documents to be submitted (D)

		a) All of the following changes, excluding score/break-line 


1. Details and specifications of the new  inks. 


2. The Certificate of analysis of ink/printing material (of pharmaceutical grade and of food grade).

3. A detailed drawing or written description of the imprint/bossing/markings before and after the change. 


4. The revised release and shelf-life quality standards of drug product.

b) Change of score/break-line: 


In addition to the above relevant documents: 


5. Justification for the change (ex. change in dosage regimen). 


6. The certificate of analysis of 02 batches (pilot or production ones) of the finished product after the change. 


7. Data on test of content uniformity of the subdivided parts of the tablets at release should be submitted (in case of addition of the score/break-line).





		MiV-PA26

		Change of dimensions and/or shape of tablets, capsules, suppositories or pessaries without change in qualitative and quantitative composition and mean mass: 


a) Immediate release solid oral dosage forms, soppositories and pessaries; 


b) Other than immediate release solid oral dosage forms, soppositories and pessaries;





		Conditions to be fulfilled (C)

		1. The comparative dissolution profile data of finished drug products before and after the change according to the SUPAC-IR and SUPAC-MR. 


2. The approved release and shelf-life quality standards of drug product remain unchanged, except for dimension and/or shape.





		Documents to be submitted (D)

		(a) Immediate release solid oral dosage forms, suppositories and pessaries; 


1. A detailed drawing or written description of shape/dimension of drug product before and after the change. 


2. The revised release and shelf-life quality standards of drug product. 


3. Comparative dissolution data on at least 01 batch )pilot or production one) of finished drug before and after the change.

4. Data on test of content uniformity of the subdivided parts of the tablets at release as conformed to compedial requirement should be submitted (only applicable to finished product with score/break-line).  


(b) Other than immediate release solid oral dosage forms, suppositories and pessaries; 


      In addition to the above relevant documents: 


5. Justification for not submitting a new bioequivalence study of the finished drug after the change (applicable to drugs certificated having bioequivalence proof).





		MiV-PA27

		Change in the analysis procedure in quality criteria of drug product (including the replacement or addition to the analysis procedure) 






		Conditions to be fulfilled (C)

		1. Quality criteria and levels in the approved quality standards of drug product are not adversely affected excluding the tightening impact. 


2. Results of appraisal of the analysis procedure show the new analysis procedure to be at least equivalent to the approved procedure. 


3. The change should not be the result of unexpected events arising during the manufacturing process or because of stability concerns.



		Documents to be submitted (D)

		1. Description of new analysis procedure. 


2. Appraisal/inspection data of the new analysis procedure and comparative analytical results between the current analysis procedure and the approved one.

3. The certificate of testing of 02 production batches of finished drugs that are tested according to the revised drug quality standards. 


4. Justification for the change. 


5. Comparative tabulated format of the release and shelf-life quality standards before and after the change of the drug product.





		MiV-PA28

		Change in the primary packaging material for non-sterile finished product: 


a) Change in qualitative and quantitative composition of packaging material; 


b) Change in type of container and packaging material.



		Conditions to be fulfilled (C)

		1. The approved release and shelf-life specifications of drug product remain unchanged. 


2. Regarding change in the primary packaging material for sterile finished product, please refer to MaV-12.



		Documents to be submitted (D)

		1. Justification for the change of primary packaging material and appropriate scientific studies on the new packaging. 


2. Regarding semi-solid and liquid dosage form, proof must be provided that no interaction between the content and the new packaging material occurs (ex. no migration of components of the proposed material into the content and no loss of components of the product into the packaging occur). 


3. The comparative tabulated format of quality standards between the new and the approved primary packaging material.

4. Stability data of the finished product in the new primary packaging material and a report in case there is a result not satisfying the quality standards of sale (with proposed actions).

5. The approved and new drafts of the package labeling (in case of change).





		MiV-PA30

		Change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for non-sterile drug product.



		Conditions to be fulfilled (C)

		1. The approved release and shelf-life specifications of drug product remain unchanged. 


2. The current pack size/fill is consistent with the dosage regiment and useful life approved on the package insert. 


3. For change or addition to the pack size/fill volume and/or change of shape or dimension of container or closure for sterile solid and liquid drug product, please refer to MaV-13.

4. The packaging material remains unchanged.





		Documents to be submitted (D)

		1. Justification for the change of pack size. 


2. The approved and new drafts of the package labeling (in case of change).

3. A letter of commitment from the commercial drug manufacturer and the marketing authorization holder that the stability studies of the finished drug product in the new primary packaging have been started and will be finalized, and a report if any results fall outside shelf-life specifications with proposed action.





		MiV-PA31

		Change of secondary packaging (outer carton) size for drug product





		Conditions to be fulfilled (C)

		1. The pack sizes accommodate the dosing regimen approved in the package insert.





		Documents to be submitted (D)

		1. The approved package inserts.

2. The approved and new drafts of the package labeling (in case of change).

3. The justification that the change of the secondary packaging is suitable for the dosing regimen approved in the package insert.



		MiV-PA32

		Change in any part of the (primary) packaging material not in contact with the finished product formulation such as color of flip-off caps, color code rings on ampoules, change of needle shield (different plastic used)    






		Conditions to be fulfilled (C)

		1. The change does not concern a part of the packaging material which affects the delivery, use, safety or the stability of the drug.





		Documents to be submitted (D)

		1. Documents related to the change (presented in the ACTD format).

2. Comparative table of the changed contents.

3. The approved and new drafts of the package labeling (in case of change).



		MiV-PA33

		Addition or replacement of measuring device for liquid oral dosage forms and other dosage form 






		Conditions to be fulfilled (C)

		1. The size and, if necessary, the accuracy of the new measuring device must be compatible with the approved dosage regimen of the finished product. 


2. The new device is compatible with the finished product. 






		Documents to be submitted (D)

		1. A description of the new measuring device (including a drawing, if any) 


2. Information about the materials used for manufacture of measuring devices. Materials used in the manufacture of a measuring device must comply with the quality standards in the reference pharmacopoeia (if the standards for such materials are specified in the pharmacopoeia).  


3. A description of the compliance of the size and accuracy of the new measuring device to the approved dosage regimen of the finished drug. 








		MiV-PA34

		Reduction of useful-life of finished drug product: 


a) Packaged in primary material according to the approved packaging specification and/or 


b) After first opening and/or

c) After dilution/reconstitution





		Conditions to be fulfilled (C)

		1. For (a) & (b) – The studies must show the conformance to the approved shelf-life quality standards of the finished product.

2. For (c) – The studies must show the conformance to the approved shelf-life quality standards of the finished product that is reconstituted.

3. For extension of useful-life of the finished product, please refer to MiP-PA15.





		Documents to be submitted (D)

		1. Data about the long-lasting stability of the finished product in accordance with the new useful-life of at least 02 batches (pilot batches or production batches), enclosed with the corresponding microorganism test results in the following cases:

a) Packaged in primary material according to the approved packaging specification and/or 


b) After first opening and/or 


c) After dilution/reconstitution

2. The justification for the change of useful-life of drug. 








		MiV-PA35

		Change of storage conditions of the finished product (increasing from the current approved storage condition) 


a) Packaged in primary material according to the approved packaging specification and/or 


b) After first opening and/or

c) After dilution/reconstitution





		Conditions to be fulfilled (C)

		1. For (a) & (b) – The studies must show the conformance to the approved shelf-life quality standards of the finished product.

2. For (c) – The studies must show the conformance to the approved shelf-life quality standards of the finished product that is reconstituted.

3. For change of storage conditions (lowering from the current approved storage condition), please refer to MaV-16. 






		Documents to be submitted (D)

		1. Data about the long-lasting stability of the finished product in new storage condition in a period appropriate to the approved useful-life of at least 02 batches (pilot batches or production batches), enclosed with the corresponding microorganism test results in the following cases:

a) Packaged in primary material according to the approved packaging specification and/or

b) After first opening and/or

c) After dilution/reconstitution 


2. Technical justification for the change.







		MiV-PA36

(Asean: MiV-N1)

		Change of marketing authorization holder 



		Conditions to be fulfilled (C)

		1. Change in name/address of the marketing authorization holder or change of marketing authorization holder. 






		Documents to be submitted (D)

		1. The certificate of eligibility for trading containing the new name/address or name/address of the new marketing authorization holder (applicable to Vietnamese marketing authorization holder). 


2. The License for production and trade in pharmaceutical products issued by a competent foreign authority and the License for establishment of Representative office in Vietnam with the new name/address or name/address of the new marketing authorization holder (applicable to foreign marketing authorization holder). 






		MiV-PA37

(Asean: MiV- N3)

		Change of name of manufacturer due to the change of ownership of manufacturer  



		Conditions to be fulfilled (C)

		1. The manufacturing site remains unchanged. 


2. No other changes except for the change of ownership of manufacturer. 






		Documents to be submitted (D)

		1. The GMP certificate or the CPP with the new name of the manufacturer or the certificate of the change of ownership of manufacturer issued by a pharmaceutical product management authority.

2. An official letter of the old manufacturer stating the transfer of ownership to the new manufacturer. 






		MiV-PA38

(Asean: MiV- N4)

		Change of name/address (like postal code, street name) of the commercial drug manufacturer 



		Conditions to be fulfilled (C)

		1. The manufacturing site remains unchanged.

2. Not applicable to the case in which involves change in the ownership of the manufacturer. For change in ownership of the manufacturer, please refer to MiV-PA37.

3. No other changes except for the change of the name and/or address of a manufacturer of the drug product.



		Documents to be submitted (D)

		1. The GMP certificate or the CPP with the new name and/or address of the manufacturer.

2. A certificate of a competent authority of the change of name and/or change in the writing of address of the manufacturer when the location of the manufacturing site remains unchanged, applicable to drugs produced outside of Vietnam.

3. Certificate of eligibility for medicine trading of the manufacturer with new name and/or address, applicable to drugs produced in Vietnam.





		MiV-PA39

(Asean: MiV- N5)

		Change of name/address (like postal code, street name) of the company or manufacturer responsible for batch release 



		Conditions to be fulfilled (C)

		1. The drug manufacturer remains unchanged. 


2. Not applicable to the case in which involves change in the ownership of the manufacturer. For change in ownership of the manufacturer, please refer to MiV-PA37.

3. The batch release site remains unchanged.



		Documents to be submitted (D)

		1. The GMP certificate or the CPP with new name and/or address of the manufacturer/company responsible for batch release and the certificate of competent authority about the change of name and/or change of the writing of address when location of manufacturer/company responsible for batch release remains unchanged, applicable to drugs produced outside of Vietnam.

2. Certificate of eligibility for medicine trading of the new manufacturer/company responsible for batch release, applicable to drugs produced in Vietnam.







7. MINOR VARIATION (NOTIFICATION)

		Minor Variation (MiV-N)





		(MiV-N1)


 (Asean: MiV-PA21)

		Change of quality standards of excipients in the following cases:  


a) Quality criteria limits are tightened:

b) New quality criteria and levels are added.





		Conditions to be fulfilled (C)

		1. Applicable to approved non-compendial excipients. For approved compendial excipients, please refer to MiV-N9.  


2. The approved release and shelf-life specifications of drug product remain unchanged. 


3. The change should not be the result of unexpected events arising during the manufacturing process or because of stability concerns. 



		Documents to be submitted (D)

		1. A comparative tabulated format of the quality standards of the excipient before and after the change with changes highlighted. 


2. The description of new analysis procedure (in case of addition of new quality criteria). 





		MiV-N2

		Change of product owner





		Conditions to be fulfilled (C)

		1. The marketing authorization holder remains the same.

2. The manufacturing site remains the same. 



		Documents to be submitted (D)

		1. A declaration letter of the old product owner stating the transfer of ownership to the new owner. 


2. An official letter of the new product owner declaring the change and authorizing the local license holder to be responsible for the product license.  


3. An official letter from the new product owner authorizing the manufacturer to continue the drug manufacture and an official letter of the manufacturer stating the responsibility for manufacturing and ensuring the efficacy, quality and safety of drug products (in case the new product owner is not the drug manufacturer).





		(MiV-N3)


 (Asean:MiV-PA22)

		Change of analysis procedure for excipients, including the replacement of an approved analysis procedure with a new analysis procedure. 



		Conditions to be fulfilled (C)

		1. Appropriate appraisal data of the new analysis procedure have been performed. 


2. Results of new analysis procedure show the new analysis procedure to be at least equivalent to the approved procedure. 


3. There have been no changes of the total impurity limits. 


4. Only applicable to quality criteria that have been approved in the quality standards.

5. No new unqualified impurities are detected.

6. Applicable to approved non-compendial excipients.



		Documents to be submitted (D)

		1. The description of the new analysis procedure enclosed with a comparative table between the new analysis procedure and the approved one.

2. For quantitative analysis procedure (of drug substance and impurities): comparative appraisal results proving that the new and the approved analysis procedure are equivalent. 








		(MiV-N6)

		Change of name and/or address (like postal code, street name) of the drug substance manufacturer  






		Conditions to be fulfilled (C)

		1. The manufacturing site remains the same. 


2. No other changes except for the change of the name and/or address of the manufacturer of the drug substance.





		Documents to be submitted (D)

		1. Updated information of the drug substance manufacturer. 


2. Evidence (if any)





		(MiV-N7)

		Withdrawal/deletion of alternative drug substance manufacturer





		Conditions to be fulfilled (C)

		1. The alternative manufacturer is registered. 



		Documents to be submitted (D)

		1. An official containing explanation for the withdrawal/deletion enclosed with evidence (if any).





		(MiV-N8)

		Renewal of the European Pharmacopoeial Certificate of Suitability (CEP)





		Conditions to be fulfilled (C)

		1. Only applicable if the renewal of the CEP does not involve any variation.





		Documents to be submitted (D)

		1. A valid European Pharmacopoeial Certificate of Suitability (CEP) for the drug substance, latest version, with all annexes issued by EDQM.





		(MiV-N9)

		Change in release and shield-life quality standards of finished drug product and/or drug substance and/or excipients following the updates in the pharmacopoeia. 






		Conditions to be fulfilled (C)

		1. Applicable to finished drug products/drug substances/excipients whose approved quality standards are not in accordance with any reference pharmacopoeia. 


2. The change is made according to the corresponding monograph that has been updated in the new edition of the pharmacopoeia. 



		Documents to be submitted (D)

		1. A comparative tabulation of the quality standards of finished products/drug substances/excipients between the approved version of the pharmacopoeia and the proposed one.

2. Comparative batch analysis data of at least 02 production batches of finished products/drug substances/excipients for all quality criteria in quality standards according to the proposed version of the pharmacopoeia. 


3. A photocopy of the corresponding monograph in the proposed pharmacopoeia. 

4. Appraisal data of the manufacturing process according to the new quality standards.

5. Regarding quality standards of finished product: if there is a change/addition related to the analysis procedure in the proposed version in comparison with the approved version of the pharmacopoeia, appraisal data of the conformance of the use of new analysis procedure for the quality inspection of finished drug according to the proposed version should be provided.



		(MiV-N10)

		Deletion of packaging specifications for a finished product 






		Conditions to be fulfilled (C)

		1. The remaining packaging specifications accommodate the approved dosage regimen.

2. For change in packaging specifications of sterile and non-sterile primary packaging, please refer to MaV-13 and MiV-PA30. For change in the specifications of secondary packaging, please refer to MiV-PA31.



		Documents to be submitted (D)

		1. The justification for deletion of packaging specifications.

2. The approved and new drafts of the package labeling (in case of change).





8. OTHER VARIATION

		No.

		Variation content

		Requirements on documents 



		1

		Change of drug substance.

		Documents as prescribed for the initial registration



		2

		Change of content of drug substance in 01 dose (applicable to drugs divided into doses) or in 01 unit measurement of volume or weight (applicable to drugs that are not divided into doses). 

		Documents as prescribed for the initial registration



		3

		Change of manufacturer/packaging establishment (from 1 manufacturer/establishment to another one) 

		Documents as prescribed for the initial registration



		4

		Addition of packaging establishments.

		Documents as prescribed for the initial registration



		5

		Change of dosage forms.

		Documents as prescribed for the initial registration





9. GLOSSARY

       Refer to ACTD/ACTR Glossary 
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B. VACCINE, SERUM CONTAINING ANTIBODY, MEDICAL BIOLOGICS EXCLUDING IN VITRO DIAGNOSIS BIOLOGICS

MAJOR VARIATION 


		No.

		Variation contents

		Conditions

		Requirements for documents 



		1

		Content/concentration of effective drug substances.

		Applicable to dosage forms that are not divided into doses

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products 


+ Information about product

+ Drafts of label

- Part III & IV: Relevant information





		2

		Administration

		Dosage form remains unchanged

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP or the FSC) – applicable to foreign drug products 


+ Information about product

+ Drafts of label

- Part II (Quality): Relevant information

- Part III & IV: Relevant information





		3

		Change of dosage regimen

		

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products 


+ Information about product

+ Drafts of label

- Part III & IV: Relevant information



		4

		Prescription

		Other contents remain unchanged

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products

+ Information about product

+ Drafts of label

- Part III & IV: Relevant information





MINOR VARIATION 


Minor variation (prior approval):

		No.

		Variation contents

		Conditions

		Requirements for documents



		1

		Change in name and/or address of marketing authorization holder

		The marketing authorization holder remains the same

		Part I (administration):

- Application paper (using forms)

- Licenses related to the change (1) the Certificate of a competent authority of the change in name and/or address of the marketing authorization holder (2) an official dispatch of the Ministry of Health on permission for the change in name/address of the marketing authorization holder.





		2

		Change of marketing authorization holder (from one marketing authorization holder to another one)



		Other contents remain unchanged

		Part I (administration):

- An application paper (using forms) bearing the signature and seal of the transferor to the transferee.

- Legal entity related licenses of the new marketing authorization holder.





		3

		Change in name and/or writing of the address of the manufacturer/packaging establishment 

		- The manufacturing site remains the same

- Other contents remain unchanged 


- The manufacturer is within the ownership of another legal entity (according to law provisions).

		Part I (administration):

- Application paper (using forms)

- The GMP certificate

- The Certificate of eligibility for carrying out manufacture (applicable to traditional medicine drugs manufactured in Vietnam).

- Certificates of competent authorities granting permission for the change.



		4

		Change of manufacturing site/packaging establishment

		-The manufacturer remains the same

- The new manufacturing site is located in the same country with the current one.

		Part I (administration):

- Application paper (using forms)

- Licenses (the CPP or the GMP).

- The Certificate of eligibility for carrying out manufacture (applicable to traditional medicine drugs manufactured in Vietnam).

Part II (quality)



		5

		Change of batch release establishments

		

		Part I (administration):

- Application paper (using forms)

 Part II (Quality): related change



		6

		Change in name of drug products

		

		Part I (administration):

- Application paper (using forms)

- The Certificate of Pharmaceutical product (CPP)  with a new name in a country having drug manufacturer (applicable to imported drug products)

- The Certificate of registration of label of the new proprietary name 



		7

		Variation of excipients (including the change in proportion of excipients).

		- Quality of the finished drug product remains unchanged.



		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		8

		Change in description of characteristics of the finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		9

		Change of reference materials for testing of finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		10

		Change in closed system of primary and secondary packaging

		- Quality is better and more stable

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		11

		Change of stability/useful-life of finished products:



		

		*Increase of useful-life

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study





		

		*Decrease of useful-life

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study

- Reports on quantity of drugs that are on sale

- A commitment of recalling of drugs with useful-life longer than the new one





		12

		Change in storage conditions of the finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study



		13

		Change in manufacturing process of finished products

		- More innovative than the current one

		Part I (administration):

- Application paper (using forms)

Part II (Quality): Relevant documents





		14

		Change in standards and/or methods of testing of finished products (including the appraisal of analysis method)

		- Tightening



		Part I (administration):

- Application paper (using forms)

Part II (Quality): Relevant documents





		15

		Variation in packaging specifications

		

		Part I (administration):

- An application paper

- The currently approved label + the new label

Part II (Quality): Including (1) packaging quality (if there is any change of packaging and its quality) (2) Document of supervision of stability of new packaging specifications (if there is change in primary packaging). 



		16

		Change in format/design of packaging and/or label

		Innovating with the label contents remain unchanged

		Part I (administration):

- An application paper

- The currently approved label + the new label

Part II (Quality): Relevant documents



		17

		Variation of origin of materials.

		Quality remain unaffected (there must be documents proving the standards of materials remain unchanged; the formulation remains unchanged) 

		Part I (administration):

- An application paper

- Part II (Quality): Relevant documents



		18

		Change of stability/useful-life of materials

		Quality of the finished drug product is not decreased.

		Part I (administration):

-An application paper

Part II (quality) 


-Changes that are relevant and according to the guidance on stability study



		19

		Variation of contents about safety and/or efficiency (Excluding major variation)

		

		Part I (administration):

- An application paper

- The label

- Information about product

- The package insert containing indication or Summary of Product Characteristics (SmPC) or Patient Information Leaflet (PIL).

- Specification of variation.

- Proof of the change





		20

		Change of reference materials for testing of materials

		

		Part I (administration):

- An application paper

Part II (quality) 


- Relevant changes



		21

		Change in storage conditions of materials

		

		Part I (administration):

- An application paper

Part II (quality) 


- Changes that are relevant and according to the guidance on stability study



		22

		Change in manufacturing process of materials

		

		Part I (administration):

- An application paper

Part II (quality) 


- Relevant changes



		23

		Change in standards and/or methods of testing of materials

		- Quality of the finished drug products remains unchanged.

- Improve the quality of finished products

		Part I (administration):

- An application paper

Part II (quality) 


- Relevant changes







2- Minor variation (notification) 


		No.

		Variation contents

		Conditions

		Requirements for documents



		1

		Change in description of characteristics of materials

		Nature of the materials remains unchanged

		Part I (administration):

-Notification

Part II (quality) 


- Relevant changes





		2

		Addition or deletion of information on the label, including the indication paper

		Contents not related to professional specifications of drug (logo, addition of distributing companies, etc.)

		Part I (administration):

- Notification

- The currently approved label + the new label

- Details of changes on the label

- Relevant legal papers



		3

		Change of packaging suppliers (replacement, addition or deletion)

		- Quality and stability of drugs remain unchanged

		Part I (administration):

-Notification





		4

		Replacement of drug measurement devices (for example, replacement of spoon with beaker)

		

		Part I (administration):

-Notification







III- OTHER VARIATION

		No.

		Variation contents

		Conditions

		Requirements for documents



		1

		Change of active ingredients

		

		Documents as prescribed for the initial registration



		2

		Content/concentration of effective drug substances.

		Applicable to dosage forms that are divided into doses

		Documents as prescribed for the initial registration



		3

		Change of manufacturer/packaging establishment (from 1 manufacturer/establishment to another one) 

		

		Documents as prescribed for the initial registration



		4

		Addition of packaging establishments.

		

		Documents as prescribed for the initial registration



		5

		Change of dosage forms.

		

		Documents as prescribed for the initial registration





HERBAL MEDICINES, TRADITIONAL MEDICINES, MATERIALS FOR PROCESSING MEDICINES

MAJOR VARIATION 


		No.

		Variation contents

		Conditions

		Requirements for documents 



		1

		Content/concentration of effective drug substances.

		Applicable to dosage forms that are not divided into doses

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products 


+ Information about product

+ Drafts of labeling

- Part III & IV: Relevant information



		2

		Administration

		Dosage form remains unchanged

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP or the FSC) – applicable to foreign drug products 


+ Information about product

+ Drafts of labeling

- Part II (Quality): Relevant information

- Part III & IV: Relevant information



		3

		Change of dosage regimen

		

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products 


+ Information about product

+ Drafts of labeling

- Part III & IV: Relevant information



		4

		Prescription

		Other contents remain unchanged

		- Part I (administration):

+ Application paper (using forms)

+ Licenses (the CPP, the FSC or Official Dispatch of permission issued by a competent authority of the home country) – applicable to foreign drug products

+ Information about product

+ Drafts of labeling

- Part III & IV: Relevant information





II. MINOR VARIATION 

1- Minor variation (prior approval):

		No.

		Variation contents

		Conditions

		Requirements on documents 



		1

		Change in name and/or address of marketing authorization holder 

		The marketing authorization holder remains the same

		Part I (administration):

- Application paper (using forms)

- Licenses related to the change (1) the Certificate of a competent authority of the change in name and/or address of the marketing authorization holder (2) an official dispatch of the Ministry of Health on permission for the change in name/address of the marketing authorization holder.



		2

		Change of marketing authorization holder (from one marketing authorization holder to another one)



		Other contents remain unchanged

		Part I (administration):

- An application paper (using forms) bearing the signature and seal of the transferor to the transferee.

- Legal entity related licenses of the new marketing authorization holder.



		3

		Change in name and/or writing of the address of the manufacturer/packaging establishment 

		- The manufacturing site remains the same

- Other contents remain unchanged 


- The manufacturer is within the ownership of another legal entity (according to law provisions).

		Part I (administration):

- Application paper (using forms)

- The GMP certificate

- The Certificate of eligibility for carrying out manufacture (applicable to traditional medicine drugs manufactured in Vietnam).

- Certificates of competent authorities granting permission for the change.



		4

		Change of manufacturing site/packaging establishment

		-The manufacturer remains the same

- The new manufacturing site is located in the same country with the current one.

		Part I (administration):

- Application paper (using forms)

- Licenses (the CPP or the GMP).

- The Certificate of eligibility for carrying out manufacture (applicable to traditional medicine drugs manufactured in Vietnam).

 Part II (quality)





		5

		Variation of excipients (including the change in proportion of excipients).

		- Quality of the finished drug product remains unchanged.

		Part I (administration):

- Application paper (using forms)

Part II (quality): May be proved with bioequivalence results.





		6

		Change of batch release establishments

		

		Part I (administration):

- Application paper (using forms)

 Part II (Quality): related change



		7

		Change in name of drug products

		

		Part I (administration):

- Application paper (using forms)

- The Certificate of Pharmaceutical product (CPP) with a new name in a country having drug manufacturer (applicable to imported drug products)

- The Certificate of registration of label of the new proprietary name 



		8

		Change in description of characteristics of the finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		9

		Change of reference materials for testing of finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		10

		Change in closed system of primary and secondary packaging

		- Better quality

- More stable

		Part I (administration):

- Application paper (using forms)

Part II (Quality): related change



		11

		Change of stability/useful-life of finished products



		

		*Increase of useful-life

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study





		

		*Decrease of useful-life

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study

- Reports on quantity of drugs that are on sale

- A commitment of recalling of drugs with useful-life longer than the new one





		12

		Change on storage conditions of the finished products

		

		Part I (administration):

- Application paper (using forms)

Part II (Quality): changes that are relevant and according to the guidance on stability study



		13

		Change in manufacturing process of finished products

		- More innovative than the current one

		Part I (administration):

- Application paper (using forms)

Part II (Quality): Relevant documents





		14

		Change in standards and/or methods of testing of finished products (including the appraisal of analysis method)

		- Tightening



		Part I (administration):

- Application paper (using forms)

Part II (Quality): Relevant documents





		15

		Variation in packaging specifications

		

		Part I (administration):

- An application paper

- The currently approved label + the new label

Part II (Quality): Including (1) packaging quality (if there is any change of packaging and its quality) (2) Document of supervision of stability of new packaging specifications (if there is change in primary packaging). 






		16

		Change in format/design of packaging and/or label

		Innovating with the label contents remain unchanged

		Part I (administration):

- An application paper

- The currently approved label + the new label

Part II (Quality): Relevant documents





2. Minor variation (notification) 


		No.

		Variation contents

		Conditions

		Requirements on documents 



		1

		Variation of origin of materials.

		Quality remain unaffected (there must be documents proving the  standards of materials remain unchanged; the formulation remains unchanged). Applicable to registration of pharmaceutical drug product; 

		Notification



		2

		Addition or deletion of information on the label, including the indication paper

		Contents not related to professional specifications of drug (logo, addition of distributing companies, etc.)

		Part I (administration):

- Notification

- The currently approved label + the new label

- Details of changes on the label

- Relevant legal papers



		3

		Variation of contents about safety and/or efficiency (Excluding major variation)

		Increasing safety, suitability and efficacy

		Part I (administration):

- Notification

- The label

- Information about product

- Indication paper

- Specification of variation.



		4

		Change in description of characteristics of materials

		

		Part I (administration):

-Notification

Part II (quality) 


- Relevant changes



		5

		Change of reference materials for testing of materials

		

		Part I (administration):

- Notification

Part II (quality) 


- Relevant changes



		6

		Change of stability/useful-life of materials

		Quality of the finished drug product remains unaffected.

		Part I (administration):

-Notification

Part II (quality) 


-Changes that are relevant and according to the guidance on stability study



		7

		Change in storage conditions of materials

		

		Part I (administration):

- Notification

Part II (quality) 


- Changes that are relevant and according to the guidance on stability study





		8

		Change in manufacturing process of materials, applicable to pharmaceutical finished product only



		- More innovative than the current one

- Quality and stability of materials remain unchanged

		Part I (administration):

- Notification

Part II (quality) 


- Relevant changes



		9

		Change of packaging suppliers (replacement, addition or deletion)

		- Quality and stability of drugs remain unchanged

		Part I (administration):

-Notification





		10

		Change in standards and/or methods of testing of materials 

		- Quality of the finished drug product remains unchanged.

- Improve the quality of finished products



		Part I (administration):

- Notification

Part II (quality) 


- Relevant changes





		11

		Replacement of drug measurement devices (for example, replacement of spoon with beaker)

		

		Part I (administration):

-Notification







       III. OTHER VARIATION

		No.

		Variation contents

		Requirements on documents 



		1

		Change of active ingredients

		Documents as prescribed for the initial registration



		2

		Change of content of drug substance in 01 dose (applicable to drugs used in doses) or in 01 unit measurement of volume or weight (applicable to drugs that are not used in doses). 

		Documents as prescribed for the initial registration



		3

		Change of manufacturer/packaging establishment (from 1 manufacturer/establishment to another one) 

		Documents as prescribed for the initial registration



		4

		Addition of packaging establishments.

		Documents as prescribed for the initial registration



		5

		Change of dosage forms.

		Documents as prescribed for the initial registration
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