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Vietnam’s Policy for Importation of Covid-19 Vaccines in
Emergency Use

Amid the growing Covid-19 cases from the fourth outbreak in the country, the Government of Vietnam
is taking measures to speed up the vaccine rollout for its population. The Government has approved
the establishment of a Covid-19 vaccine fund, which will receive, manage, and use voluntary financial
and vaccine donations and assistance from domestic and foreign organisations and individuals, for
COVID-19 vaccine procurement and import, research and production in Vietham, and distribution of
vaccines for the people. One of Vietham’s goals for prevention of the spread of Covid-19 is to have
75 per cent of its population vaccinated by the end of this year, which would require about 150 million
doses of vaccines, as told by Health Minister Nguyen Thanh Long. This would cost more than US$1
billion, and the fund is in place to mobilize the resources for that goal.

Towards that goal, the Government encourages all localities and businesses to seek proper vaccine
resources and negotiate with vaccine manufacturers for the purpose of importation into Vietnam. This
article will look at the rules and policies for importation and distribution of Covid-19 vaccines in
Vietnam.

Under the Law on Pharmacy No. 105/2016/QH13 dated 6 April 2016 as amended by Law No.
28/2018/QH14 dated 15 June 2018 (the “Pharmacy Law”) and its guiding regulations, only certain
companies that are duly licensed with the business lines of pharmacy importation and/or trading, and
have valid certificates of eligibility for pharmacy business can import vaccines into Vietham. To obtain
a certificate of eligibility for pharmacy business, a company must have the premises, drug storage,
storage equipment, transportation means, quality control system, technical documents and qualified
personnel that meet the GPS requirements as specified in Article 33.1(b) of the Pharmacy Law,
Decree No. 54/2017/ND-CP dated 8 May 2017 (as amended by Decree No. 155/2018/ND-CP dated
12 November 2018) (“Decree 547), and Circular No. 36/2018/TT-BYT dated 22 November 2018
regulating good storage practices (GSP) of drugs and drug materials.
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As published by the Ministry of Health (MOH) recently, 36 companies have been licensed and are
eligible to import and trade vaccines in Vietnam. Localities and businesses who have been
approached with supply resources must cooperate with the MOH or one of these licensed companies
for the purpose of importation of vaccines. Those foreign invested enterprises (FIEs) which have
been granted the importation rights in their IRCs (Investment Registration Certificate) can act as the
importers of the vaccines for wholesale to authorized Viethamese companies, but such FIEs shall not
be permitted to distribute vaccines as regulated in Circular No. 34/2013/TT-BCT dated 24 December
2013 of the Ministry of Industry and Trade publicizing roadmaps for goods trading and goods trading
directly related activities of foreign invested enterprises in Vietnam.

Per Article 60 of the Pharmacy Law, vaccine with a valid marketing authorization granted by the MOH
can be imported with a volume to satisfy the demand by eligible companies without an importation
permit. Commonly, it takes from six to twelve months to obtain a marketing authorization for a
vaccine. However, the MOH has announced that according to warnings from the World Health
Organization (WHO), a clinical trial which is one of the requirements for imported vaccines, will not be
required, but will be based only on an application dossier which process may take about 48 hours.
That means the entire time for the procedure for granting a marketing authorization for Covid-19
vaccines will be drastically shortened. In addition, the MOH is considering on an urgent basis the
issuance of a new circular on registration of Covid-19 vaccines under summary procedure for
response to the emergency pandemic situation, which will facilitate localities and businesses in
importation of vaccines into Vietnam.

Also in accordance with Article 60 of the Pharmacy Law, in certain cases, including the existing
emergency demand for prevention and elimination of epidemics, vaccines which have not yet been
granted marketing authorization by the MOH can be imported into Vietnam with relevant importation
permits granted on a case by case basis by the MOH. These permits have the duration of one year
from the issuance date and are limited to stated volumes of vaccines to be imported.

In response to the current situation of Covid-19 pandemic, the MOH will base on Article 60 of the
Pharmacy Law and Article 67 of Decree 54 to consider and grant conditional approvals of certain
vaccines for the emergency use. Accordingly, the ministry will examine and grant importation permits
within about five (5) working days for those vaccines already approved by the WHO, or within about
ten (10) working days for those vaccines which have not yet been approved by the WHO but have
been approved in other countries, upon receipt of all valid application dossiers. Till date, the MOH has
approved for importation of three Covid-19 vaccines for the emergency use: AstraZeneca, Sputnik V
and COVID-19 (Vero Cell), Inactivated.

With the expedite approval process and the active support the Government, along with the
mobilization of resources and donations from the business community and the public for the Covid-19
vaccine fund, it is hoped that the target of importing 150 million doses of vaccines into Vietnam this
year will be possible.
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About Indochine Counsel

Established in October 2006, Indochine Counsel is one of the leading business law firms in Vietnam.
The firm provides professional legal services for corporate clients making investments and doing
business in Vietnam. The legal practitioners at Indochine Counsel are well qualified and possess
substantial experience from both international law firms and domestic law firms. The firm boasts more
than 45 legal professionals working at the main office in Ho Chi Minh City and a branch office in
Hanoi.

Indochine Counsel’s objective is to provide quality legal services and add value to clients through
effective customized legal solutions that work specifically for the client. The firm represents local,
regional and international clients in a broad range of matters including transactional work and cross-
border transactions. The firm’s clients are diverse, ranging from multinational corporations, foreign
investors, banks and financial institutions, securities firms, funds and asset management companies,
international organizations, law firms to private companies, SMEs and start-up firms in Vietham.

Indochine Counsel advises clients in the following areas:

= Inward Investment = Taxation

= Corporate & Commercial = |Intellectual Property
= Mergers & Acquisitions = Technology & Media
=  Securities & Capital Markets = Mining & Energy

= Banking & Finance » International Trade

= Property & Construction = Dispute Resolution

A full list of partners, associates and other professionals is available on our website. |
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Dang The Duc
Managing Partner
duc.dang@indochinecounsel.com

Nguyen Thi Hong Anh
Partner, Head of IP&T Practice Group
anh.nguyen@indochinecounsel.com

Le Nguyen Huy Thuy

l:f : Partner
“ thuy.le@indochinecounsel.com

Le Van Duong
Partner, Head of Hanoi Office
duong.le@indochinecounsel.com

ke Phan Anh Vu
&/f Partner
vu.phan@indochinecounsel.com

Steven Jacob
Foreign Associate
steven.jacob@indochinecounsel.com

Greater China Desk
= Pham Thi Thanh Lan Ly Nghia Dzung | &3

‘ Partner “ Associate
k‘ lan.pham@indochinecounsel.com dung.ly@indochinecounsel.com

Ho Chi Minh City Hanoi

Unit 305, 3rd Floor, Centec Tower Unit 705, 7th Floor, CMC Tower
72-74 Nguyen Thi Minh Khai, District 3 Duy Tan Street, Cau Giay District
Ho Chi Minh City, Vietham Hanoi, Vietham

T +84 28 3823 9640 T +84 24 3795 5261

F +84 28 3823 9641 F +84 24 3795 5262

E info@indochinecounsel.com E hanoi@indochinecounsel.com

www.indochinecounsel.com

This Special Alert is designed to provide our clients and contacts with general information of the relevant topic for
reference only, without the assumption of a duty of care by Indochine Counsel. The information provided is not

intended to be nor should it be relied upon as a substitute for legal or other professional advice.

© 2021 Indochine Counsel. All Rights Reserved.

Indochine Counsel | Special Alert | June 2021 Page 4



