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CONG HOA XA HOI CHU NGHIA VIET NAM

Doc lap - Tu do - Hanh phuc

So: 22/2005/QD-BYT

Ha Néi, ngay 29 thang 8 nam 2005

QUYET DINH

Vé viéc ban hanh miu gidy phép ding ky vic xin, sinh phim

y t&€ va giay phép dang ky cong ty kinh doanh vic xin,
sinh pham y t&

BO TRUONG BO Y TE

Can ctt Luat bao vé sic khoe nhan dan
ngay 11/7/1989;

Can ct Nghi dinh s6 49/2003/ND-CP
cua Chinh phu ngay 15/5/2003 quy dinh
chdc ndng, nhiém vu, quyén han va co
cau té chic ctia Bd Y té:

Can ci Quyét dinh s6 20/2005/QD-BYT
ngay 26/7/2005 cua Bo trudng Bo Y té&
quy dinh chic nang, nhiém vu, quyén
han va cd cdu t8 chitc cia Cuc Y t& du
phong Viét Nam;

Theo dé nghi cua Cuc truéng Cuc Y t&
du phong Viét Nam,

QUYET PINH:

Diéu 1. Nay ban hanh kém theo Quyét
dinh nay:

7= www. ThuVienPhapLuat.com

1. Mau gidy phép dang ky luu héh
vAc xin, sinh phidm y t& san xuit tai Vié
Nam. 5
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2. Mau gify phép dang ky luu hanh v

e
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xin, sinh pham y t& nhap néi.

ft

3. Mau gidy phép hoat déng cta cong
ty nudc ngoai vé vic xin, sinh pham y t%
va nguyén liéu san xuit vic xin, sinh
pham y t& véi Viét Nam.

Diéu 2. Quyét dinh nay c6 hiéu luc sau
15 ngay, ké tit ngay dang Cong bao.

Bai bé Quyét dinh s6 5092/2003/
QD-BYT ngay 30/9/2003 vé viéc ban
hanh mau gidy phép dang ky véc xin,
sinh phdm y té& va gidy phép diang ky
cong ty kinh doanh vic xin, sinh pham y
té.

Piéu 3. Cac Ong, Ba: Chanh Van phong,
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Chanh Thanh tra, Cuc truong Cuc Y té chiu trach nhiém thi hanh Quyét din
du phong Viét Nam, Vu trudng cac Vu nay./.
thuoe Bo Y té; Cuc truong Cuc Quan ly
Duge Viét Nam; Cuc truéng Cuc An

: KT. B0 TRUONG
toan vé sinh thuc pham; Thu trudng cac i

. e v x THU TRUONG
don vi truc thudéc B; Giam doc So Y té;
Giam do6c Trung tAm Y té du phong céac
tinh, thanh phd truc thuéc Trung uong Trinh Quan Huin



CONG HOA XA HOT CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIET NAM

BOYTE
CUC Y TE DU PHONG VIET NAM
MINISTRY OF HEALTH
VIETNAM ADMINISTRATION OF
PREVENTIVE MEDICINE

(QUOC HUY)

GIAY PHEP DANG KY
LUU HANH VAC XIN, SINH PHAM Y TE SAN XUAT
TAI VIET NAM

REGISTRATION LICENCE
FOR CIRCULATION OF LOCALLY PRODUCED VACCINES
AND MEDICAL IMMUNO-BIOLOGICALS

S6: Ha N¢i, ngay thing ndm
No: Hanoi,

GIAY PHEP DANG KY
LUU HANH VAC XIN, SINH PHAM Y TE SAN XUAT
TAI VIET NAM

REGISTRATION LICENCE |
FOR CIRCULATION OF LOCALLY PRODUCED VACCINES AND
MEDICAL IMMUNO-BIOLOGICALS

|

CUC TRUONG CUC Y TE DU PHONG VIET NAM !

THE DIRECTOR GENERAL OF VIET NAM ADMINISTRATION |
OF PREVENTIVE MEDICINE

- Can cit Nghi dinh s& 49/2003/ND-CP ngiy 15/5/2003 cia Chinh ;
phtl quy dinh chitc ning, nhiém vu, quyén han va cd céu t6 chite cta !
BoY te; :

- Pursuant to Decree No.49/2003/ND-CP dated May 15, 2003 of ;
the Government stipulating the functions, tasks, authority and
oganizational structure of the Ministry of Health;

- Cin cit Quyét dinh s§ 4012/2003/QD-BYT ngay 30/7/2003 clia Bo
tridng B§ Y t& ban hanh Quy ché diing ky véc xin, sinh phim y t&;

- Pursuant to Decision No.4012/2003/QD-BYT dated July 30", 2003
of the Minister of Health promulgating regulations on registration of

|
t
' ;

vaccines and medical immuno-biological products; | '

- Theo dé nghi ca Hoi déng Xét duyét diing kj véc xin, sinh phim y '
t€ san xué trong nude va nhap khau cha nude ngoai;

- At the proposal of the Council for approving the registration of
vaccines and medical immuno-biologicals produced in and imported ! L

into Vietnam;
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QUYET DINH
DECIDES

Diéu 1:

- Cho phép Iuu hanh tai Viét Nam véc xin, sinh phim y té:

(Tén véc xin, sinh phéim y t& - Him lugng - Trinh bay)

Article I:

- Circulation in Vietnam is hereby granted to:

(Name, content and presentation of vaccine and/or medical immuno-

biologicals)

- Tén va dia chi co s0 san xuat:
(Name & Address of Manufacturer)

-Tén va dia chi cd s6 dang ky:
(Name & Address of the Registered company)

Diéu 2:

- S0 ding ky dude cip:
Article 2:

- Registration No.:

Diéu 3:

- Co 50 sdn xudt va co s ding ky c6 trach nhiém luu hanh tai Viét
Nam vdc xin, sinh pham y t€ dam bao theo ding ho sd da ding ky véi
Bo Y t€. Phai in sb diing ky dude Bd Y t€ céip lén nhan véc xin, sinh
pham y t&, Phai ¢ ban hudng dén ding vic xin, sinh phim y té.
Article 3:

- The Manufacturer and the Registered company shall be responsible
for circulating vaccines and medical immuno-biologicals in Vietnam
in accordance with the document registered at the Ministry of Health.
The registration number issued by Minitry of Health must be printed
on the product label. The instruction in Vietnamese on utilisation of the
vaccines and medical immuno-biologicals must be enclosed therewith.

Diéu 4:

Co 50 san xudt va co sd ddng ky phdi chdp hanh ddy di cde quy dink
ctia ludt phdp va cdc quy dinh ciia B3 Y t&'vé nhdp khdu vc xin, sinh
phdm y té v thong tin qudng cdo vdc xin, sinh phém y té; theo ddi qud
trink luu hanh vc xin, sinh pham y t&' 0 Viét Nam, néu phat hién
théy 6 bién doi vé chat limg, tai bién hode ¢6 thay déi vé tic dung,
liéu ding khong thich hap thi phai bdo ngay cho Cuc Y & du phong
Viét Nam dé kip thiti xi2 .

Article 4:

The Manufacturer and Registered company must strictly comply
with the laws of the S.R. of Vietnam and Regulations of the Minister
of Health on importation, information and advertisement of vaccines
and medical immuno-biologicals. They must follow-up the circulation
of thelr vaccines and medical immuno-biologicals in the Vietnam
market and report immediately to Vietnam Administration of
Preventive Medicine any case of accident, or change in quality or effect
or inappropriateness in dosage of those vaccines and medical immuno-
biologicals for timely actions.

Diéu 5:

Gisly phép ¢o gid tri 5 nam ké tit ngay ky.

Ba thdng trudc khi hét han, néu mudn tiép tuc ddng ky thi lam lai
thit tuc theo cdc quy dinh hién hanh. Gidy phép nay duge lam thanh
hai ban: Cuc Y t¢' du phong Viét Nam gii2 mét ban va co sd ding ky
git mét ban.

Article 5:

This licence is valid for 5 years from the date of signing.

Request for renewing this licence must be submitted in accordance with
the applicable regulations three months prior to its expiry date.

This licence is made in two copies: one shall be kept by Vietnam
Administration of Preventive Medicine and the other by the Registered
Company.

CUC TRUONG CUC Y TE DU PHONG VIET NAM
DIRECTOR GENERAL OF VIETNAM ADMINISTRATION
OF PREVENTIVE MEDICINE
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CONG HOA XA HOI CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIET NAM

BOYTE
CUC Y TE DU PHONG VIET NAM
MINISTRY OF HEALTH
VIETNAM ADMINISTRATION OF
PREVENTIVE MEDICINE

(QUOC HUY)

GIAY PHEP DANG KY
LUU HANH VAC XIN, SINH PHAM Y TE NHAP NQI

REGISTRATION LICENCE

FOR CIRCULATION OF IMPORTED VACCINES AND
MEDICAL IMMUNO-BIOLOGICALS

So: Ha Néi, ngay thdng  ndm
No: Hanoi,
GIAY PHEP DANG KY

LUU HANH VAC XIN, SINH PHAM Y TE NHAP NOI

REGISTRATION LICENCE
FOR CIRCULATION OF IMPORTED VACCINES
AND MEDICAL IMMUNO-BIOLOGICALS

CUC TRUONG CUC Y TE DU PHONG VIET NAM
THE DIRECTOR GENERAL OF VIETNAM ADMINISTRATION
OF PREVENTIVE MEDICINE

- Cain cit Nghi dinh so 49/2003/ND-CP ngdy 15/5/2003 caa Chinh
pht Quy dinh chitc ndng, nhiém vu, quyén han va o cdu to chitc cla
By Y té;

- Pursuant to Decree No.49/2003/ND-CP dated May 15" 2003 of |

the Government stipulating the functions, tasks, authority and
oganizational structure of the Ministry of Health;

- Can cit Quyét dinh s 4012/2003/QD-BYT ngay 30/7/2003 cua Bj
trutdng Bo Y t& ban hanh Quy ché dang ky véc xin, sinh pham y t&;

- Pursuant to the Decision No.4012/2003/QD-BYT dated July 30",
2003 of the Minister of Health promulgating regulations on regis-
tration of vaccines and medical immuno-biological products;

- Theo dé nghi cha Hoi dong Xét duyét dang ky véc xin, sinh pham y
& san xudt trong nue va nhap khau cla nude ngoat;

- At the proposal of the Council for approving the registration of
vaccines and medical immuno-biologicals produced in and imported
into Vietnam;
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QUYET DINH
DECIDES

Diéu 1:

- Cho phép luu hanh tai Viét Nam véc xin, sinh pham y té:

(Tén vic xin, sinh pham y t& - Ham lutdng - Trinh bay).

Article I:

- Circulation in Vietnam is hereby granted to:

(Name, content and presentation of vaccine and /or medical immuno-
biologicals)

- Tén va dia chi ¢ s0 san xuat;
(Name & Address of Manufacturer).

- Tén v dia chi cd sd ding ky:
(Name & Address of the Registered company).

Diéu 2:

- 86 diing ky dugc cap:
Article 2:

- Registration No.:

Diéu 3:

Nha san xuit va dang ky c6 trich nhiém luu hanh tai Viét Nam vic
xin, sinh pham y té dam bao theo diing ho sd da dang ky véi Bo Y t&
Vigt Nam. Phai in s0 dang ky duge By Y té Viét Nam c4p lén nhan vac
xin, sinh pham y t€. Phai ¢6 ban hudng dan dung véc xin, sinh phdm y
t6 bang tiéng Viét Nam.

Article 3:

The Manufacturer and the Registered company shall be responsible for
importing into Vietnam vaccines and medical immuno-biologicals in
accordance with the document registered at the Ministry of Health of
Vietnam. The registration number issued by the Minitry of Health
must be printed on the product label. The instruction in Vietnamese on
utilisation of the vaccines and medical immuno-biologicals must be
enclosed therewith.

Diéu 4:

Nha san xudt va ding ky phai chap hanh ddy d luat phép ctia nuéc
CHXHCN Vigt Nam va céc quy dinh cia Bo Y té vé nhap khéu véc
xin, sinh pham y té va thing tin quang céo vic xin, sinh phém y té:
theo déi qua trinh luu hanh véc xin, sinh pham y t& § Viét Nam, néu
phat hién thay co bién d6i vé chat luong, tai bién hodc c6 thay doi vé
téc dung, libu ding khong thich hgp thi phai béo ngay cho Cuc Y té
dy phong Viét Nam dé kip thoi x{i 1y,

Article 4

The Manufacturer and Registered company must strictly comply with
the laws of the S.R. of Vietnam and Regulations of the Minister of
Health on importation, information and advertisement of vaccines and
medical immuno-biologicals. They must follow-up the circulation of
their vaccines and medical immuno-biologicals in the Vietnam market
and report immediately to Vietnam Administration of Preventive
Medicine any case of accident, or change in quality or effects or
inappropriateness in - dosage of those vaccines and medical immuno-
biologicals for timely actions.

Diéu 5:

Gidy phép co gia tri 5 nam ké tit ngay ky.

Ba thang trudc khi hét han, néu muén tiép tuc déng ki thi lam lai
thu tuc theo cic quy dinh hién hanh. Gidy phép nay duge lam thanh
hai ban: Cuc Y t€ dy phong Viét Nam gidt mdt ban va nha dang ky
gitt mdt ban.

Article 5

This licence is valid for 5 years from the date of signing.

Request for renewing this licence must be submitted in accordance with
the applicable regulations three months prior to its expiry date.
This licence is made in two copies: one shall be kept by Vietnam

Administration of Preventive Medicine and the other by the
Registered Company.

CUC TRUONG CUC Y TE DU PHONG VIET NAM
DIRECTOR GENERAL OF VIETNAM ADMINISTRATION

OF PREVENTIVE MEDICINE
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CONG HOA XA HOI CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIETNAM

BOYTE
MINISTRY OF HEALTH

(QUOC HUY)

GIAY PHEP
HOAT DONG CUA CONG TY NUGC NGOAI VE VAC XIN, SINH
PHAM Y TE VA NGUYEN LIEU SAN XUAT VAC XIN,
SINH PHAM Y TE VOI VIET NAM

REGISTRATION LICENCE
FOR OPERATION BY FOREIGN COMPANIES IN VACCINES,
IMMUNO-BIOLOGICALS AND RAW MATERIALS FOR

PRODUCTION OF VACCINES AND MEDICAL
IMMUNO-BIOLOGICALS IN VIETNAM

So: Ha Noi, ngay thdng ném
No: Hanoi,
GIAY PHEP

HOATDONG CUA CONG TY NUGC NGOAI Vi VAC XIN, SINH
PHAM Y TE VA NGUYEN LIEU SAN XUAT VAC XIN, SINH
PHAM Y TE VOI VIET NAM

REGISTRATION LICENCE
FOR OPERATION BY FOREIGN COMPANIES IN VACCINES,
IMMUNO-BIOLOGICALS AND RAW MATERIALS FOR
PRODUCTION OF VACCINES AND IMMUNO-BIOLOGICALS IN
VIETNAM

B0 TRUGNG BO Y TE
THE MINISTER OF HEALTH

- Can. ctf Quyét dinh s6 113/CT ngay 09/5/1989 cia Ch tich Hoi
dong Bé tritomg (nay la Thii tudng Chinh phtt) vé viée qudn ly thong
nhdt sudt, nhap khdu thudc va nguyén ligu lam thude chita cho
ngudi bénh;

- Pursuant to Decision No.113/CT dated May 9*, 1989 of the |

Chairman of the Council of Minister (now the Prime Minister) on
uniform management of import [export of drugs and raw materials
for making drugs for patient;

- Can ci Nghi dinh s6'49/2003/ND-CP ngay 15/5/2003 cua Chink
phi Quy dinh chile ndng, nhigm vy, quyén han va cd cdu o chitc clia
Bo Y té;

- Pursuant to Decree No.49/2003/ND-CP dated May 15", 2003 of
the Government stipulating the functions, tasks, authority and
oganizational structure of the Ministry of Health;

- Theo dé nghi cia Hoi dong Xét duyét doanh nghiép nudc ngoai
kinh doanh véc xin, sinh phim y té véi Viét Nam;

- At the proposal of the Council for licensing foreign enterprises to
conduct operations in vaccines and medical immuno-biolog cals in
Vietnam;.
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QUYET DINH
DECIDES
Diéu 1: Cho phép Cong £7: ..o sesensssss
P
N
N —
TR0 i SR

déng ky hop phap nhép khau vic xin, sinh phdm y t& va nguyén litu
san xust vic xin, sinh pham y t& thong qua hop déng véi céc doanh
nghiép Viét Nam duge phép kinh doanh xuéit nhap khdu véc xin, sinh
phim y t€.

to be legally registered for the importation of vaccines, medical immuno-
biologicals and raw materials for making vaccines and medical
immuno-biologicals for human use under contracts with Vietnamese

enterprises authorized to conduct import-export of vaccines and
medical immuno-biologicals.

S0 dAng ky: ....cccorrsrne

Licence number: ..o,

Diéu 2: Cong ty c nhiing trach nhiém sau:

1. Chip hanh phap luat Viét Nam va céic quy dinh quén 1y vic xin,
sinh pham y t& va nguyén ligu sin xuét vic xin, sinh phdm y t& ctia Bo
Y t8 Viét Nam.

2. Hoat dong kinh doanh theo ding dudng 161 quét gia vé vic xin,
sinh phdm y t& ctia Viét Nam va bdo dam loi ich sitc khée nhan dén
Viét Nam. ‘

|

Article 2: The company has the following responsibilities: ‘
1. Complying with the laws and regulations of Vietnam and with {
regulations on management of vaccines and medical immuno-

biologicals of the Ministry of Health of Vietnam.

2. Conducting its business operations in compliance Vietnamese
national policy for vaccines, medical immuno-biologicals and ensuring
the benefit of health of the Vietnamese people.

3. Thong bao cho Cuc Y t& du phong Viét Nam trude 30 ngay
trong cAc trudng hop sau:

- Thay d6i tén, dia diém

- Thay doi giam d6c, nguoi chiu trich nhiém sin xudt, kinh
doanh vé véc xin, sinh phim y t€ va nguyén liéu san xuit vic xin,
sinh phém y té.

- Tach, sap nhép va hodc chim diit hoat dong cua cing ty.

3. Informing Vietnam Administration of Preventive Medicine 30
days in advance in the following cases:

- Change in the name or address of the Company

- Change of Director or person responsible for production and

business of wvaccine and/or medical immuno-biologicals and raw
materials for production thereof.

- Separation, merger or termination of the Company's operations.

4. Gui bao céo hang niim vé hoat ding kinh doanh tai Viét Nam
trong Jinh wic véc xin, sinh pham y t& va nguyén liéu san xuat vac
xin, sinh phim y t€ cho Cuc Y t& dy phong Viét Nam tir 25/12 dén
31ne.
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4. Submitting annual report to Vietnam Administration of Preventive
Medicine on its business activities in Vietnam in the field of vaccines,
medical immuno-biologicals and raw materials for production thereof
This report should reach the General Department of Preventive
Medicine and HIV/AIDS Control between December 25% and 31°.

Diéu 3; Cong ty phai chiu trach nhiém trude phap luat Viet Nam vé
nhing hanh vi vi pham cua minh tai Viét Nam.

Article 3: The company shall be liable to Vietnamese laws for any
violation committed within the Vietnamese territory.

Diéu 4: Gidy phép nay cb gi4 tri hai nam ké tit ngay ky. Ba thing
trude khi hét han néu mugn tiép tue hoat dong kinh doanh tai Viét
Nam thi cong ty phai lam th tue di lai gidy phép.

Gifly phép ndy dude lam thanh hai ban: Cuc Y & du phong Viét
Nam giit mdt ban vi nha déng ky gii mot ban.

Article 4: This licence is valid for two years from the date of signing. If

the Company wishes to continue its business operations in Vietnam, it | .

has to carry out formalities required to renew this licence three months
prior to its expiry date.

This licence is made in two copies: one shall be kept by Vietnam
Adminis-tration of Preventive Medicine and the other by the Registered
Company.

KT. BO TRUGNG BO Y T8
THU TRUONG
FOR THE MINISTER OF HEALTH
VICE MINISTER

¥

ove DNOD

awSoft = Tel: +84-8 3845 6684 = www. ThuVienPhapl uat.com

0% -6 - 31 - 91 25



