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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: VIET NAM
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
1. Drug Administration of Vietnam - Ministry of Health
No. 138A, Giang Vo, Ba Dinh, Hanoi
Telephone: (+84 24) 37366483
Fax: (+84 24) 38234758
Email: dangkythuoc.qld@moh.gov.vn
2. Administration of Science Technology and Training –Ministry of Health
Address: No. 138B Giang Vo – Ba Dinh – Hanoi
Phone: (+84 24) 33846688
Fax: (+84 24) 32373236
Email: cuck2dt@moh.gov.vn

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], 3.2 [ ], 7.2 [ ], Other: 

	4.
	Products covered (HS codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Drugs

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Circular amending and supplementing a number of articles of Circular No. 07/2022/TT-BYT of the Minister of Health prescribing medicinal products subject to bioequivalence studies and requirements for bioequivalence study reports in applications for marketing authorization of medicinal products in Viet Nam; (4 page(s), in Vietnamese)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2026/TBT/VNM/26_05402_00_x.pdf

	6.
	Description of content: This draft Circular amends Clause 3 of Article 14 and Clause 2 of Article 15 of Circular No. 07/2022/TT-BYT. It sets the deadline for publication of medicinal products with documentation demonstrating bioequivalence at 1 November 2026 (1 November 2028 for products containing active ingredients no. 13–26 of Appendix I to Circular No. 07/2022/TT-BYT or in enteric-coated dosage forms.
Article 1. Amendments and supplements to a number of articles of Circular No. 07/2022/TT-BYT dated 5 September 2022 of the Minister of Health prescribing medicinal products subject to bioequivalence studies and requirements for bioequivalence study reports in applications for marketing authorization of medicinal products in Viet Nam
1. Clause 3 of Article 14 is amended and supplemented as follows:
3. For medicinal products that have been granted marketing authorization and contain active ingredients or are in dosage forms subject to bioequivalence testing in accordance with this Circular:
a) By no later than 1 November 2026, medicinal products must be published as products with documentation demonstrating bioequivalence, except for medicinal products containing active ingredients listed from item 13 to item 26 of Appendix I issued together with this Circular, or medicinal products in enteric-coated dosage forms, for which the publication deadline is no later than 1 November 2028.
If a medicinal product has not been published by the prescribed deadline, the release of batches for circulation in Viet Nam and the importation of the medicinal product into Viet Nam shall be subject to Point b of this Clause.
The order and procedures for publication shall comply with the Circular governing the marketing authorization of medicinal products and medicinal ingredients;
b) By the deadline prescribed in Point a of this Clause, for medicinal products that have not been published:
- Where the publication dossier has not been validly received by the competent authority, the manufacturer shall not release the batch of the medicinal product for circulation in Viet Nam; the registration holder shall not place that batch on the market in Viet Nam and shall not import into Viet Nam any medicinal product that has not yet been shipped from the port of departure in the exporting country, until the dossier has been validly received.
- Where the publication dossier has been validly received by the competent authority, the manufacturer may continue to release the batch of the medicinal product for circulation in Viet Nam; the registration holder may continue to place that batch on the market in Viet Nam and continue to import the medicinal product into Viet Nam during the assessment period. If a written conclusion that the dossier does not meet the requirements or a written decision returning the dossier is issued, the manufacturer shall not release the batch of the medicinal product for circulation in Viet Nam; the registration holder shall not place that batch on the market in Viet Nam and shall not import into Viet Nam any medicinal product that has not yet been shipped from the port of departure in the exporting country, from the date of issuance of the written document until the medicinal product has been published.
The valid receipt of the dossier does not replace the obligation to have the medicinal product published in accordance with Point a of this Clause.
c) Domestically manufactured medicinal products whose batches were released for circulation in Viet Nam before the date on which further batch releases are prohibited under Point b of this Clause may continue to circulate until their expiry dates. Imported medicinal products that were shipped from the port of departure in the exporting country before the date on which further importation is prohibited under Point b of this Clause may continue to be imported and circulated until their expiry dates."
2. Clause 2 of Article 15 is amended as follows:
2. For medicinal products for which marketing authorization applications were submitted before the obligation to submit bioequivalence study reports arises under Clause 1 or Clause 2 of Article 14 of this Circular, the submission of supplementary bioequivalence study reports shall not be required before the marketing authorization is granted.
After marketing authorization has been granted, the registration holder shall comply with Clause 3 of Article 14 of this Circular. Where the date on which marketing authorization is granted falls before the publication deadline prescribed in Point a of Clause 3 of Article 14, the publication deadline shall be the deadline prescribed in Point a of Clause 3 of Article 14 of this Circular. Where the date on which marketing authorization is granted falls on or after the publication deadline prescribed in Point a of Clause 3 of Article 14, the release of batches for circulation in Viet Nam and the importation of medicinal products into Viet Nam shall, from the date of grant, be subject to Points b and c of Clause 3 of Article 14 of this Circular.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of human health or safety

	8.
	Relevant documents: 
The Law on Pharmacy dated 6 April 2016;
The Law amending and supplementing a number of articles of the Law on Pharmacy No. 44/2024/QH15 dated 21 November 2024;
Decree No. 163/2025/ND-CP dated 26 June 2025 of the Government detailing a number of articles and measures for the implementation of the Law on Pharmacy; Decree No. 313/2026/ND-CP dated 8 August 2026 of the Government defining the functions, tasks, powers and organizational structure of the Ministry of Health.
Circular No. 07/2022/TT-BYT dated 5 September 2022 of the Minister of Health prescribing medicinal products subject to bioequivalence studies and requirements for bioequivalence study reports in applications for marketing authorization of medicinal products in Viet Nam
Relevant notifications:
· G/TBT/N/VNM/203

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 15 November 2026 (30 days from notification)
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Drug Administration of Vietnam - Ministry of Health
No. 138A, Giang Vo, Ba Dinh, Hanoi City
Phone: (84-24) 37366483
Fax: (84-24) 38234758
Email: cqldvn@moh.gov.vn
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