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chuyén ching tit chi tiéu néi bd @& phu
hgp véi céng tac quan 1y va hach toan ké

toan.

Thu truéng don vi tham gia thdm dinh
ddu tu va don vi téd chitc thu chju trach
nhiém vé nhitng quyét dinh thu, chi, dam
bao tinh trung thuc, khach quan caa s&

liéu chi tiéu va bao cdo quyét toan tai

¢6 hiéu Iuc sau 15 ngay, ké tit ngay ding
Céng bao.

2. Trong qué trinh thuc hién Quy ché
quan ly thu, ndép va sit dung 1é phi thadm
dinh d4u tu c¢6 nhiing ndi dung chua phu
hdp, cac don vi c6 ¥ kién dé duge stta déi
va didu chinh kip thdi ddm b&o theo

‘ding quy dinh cua Nha nudc va yéu cau

chinh. quan ly tai chinh caa Bé.A.

»

Vu Kinh t& Tai chinh ¢é trach nhiém

huéng dan, kiém tra viéc quan ly va su Bo trudng B Xay dung
dung 1é phi thdm dinh dau tu.

NGUYEN HONG QUAN
Chuong IIT |
TO CHUC THUC HIEN

1. Can ci quy dinh tal Quy ché nay, A

Tel: +84-8-3845 6684 _* www.ThuVienPhapLuat.com

Tha trudng cac don vi tham gia tham 5@ , X i ,\
QUYET DINH cua B6 truong BQL

Y t& s6 5092/2003/QP-BYTE
ngay 30/9/2003 vé viéc ban E
hanh mAu gidy phép dang ky
véc xin, sinh pham y t& va.
gidy phép dang ky cong ty
kinh doanh véc xin, sinh pham?
y té.

dinh dau tu va don vi t& chie thu ¢6 trach
nhiém trién khai viéc quan 1y ngudn thu
tir 1& phi thim dinh diu tu va trién khai
chi tiéu ti nguén thu nay theo cac quy

dinh théng nhit trong Quy ché.

Thu trudng don vi tham gia thAm dinh
ddu tu va don vi t8 chitc thu cé trach
nhiém huéng din cac bd phan trong don

vi thuc hién Quy ché nay. BO TRUGNG BO Y TE

Quy ché& nay thay thé Van ban sé
17/BXD-TCKT ngay 03/6/2001 cua Bo

- . Cdn ci Ludt Bdo vé sitc khoe nhdn ddn
Xay dung vé viéc “thyc hién viéc thu 1é

) X " ngay 11/7/1989;
phi tham dinh dau tu tai Théng tu sé

109/2000/TT-BTC ngay 13/11/2000” va  Cdn cw Nghi dinh s6' 49/2003/ND-CP
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cua Chinh phii ngay 15/5/2003 quy dinh

- MAu gidy phép hoat déng ctia cong ty

chitc ndng, nhiém vu, quyén han va c0 nuéc ngoai vé vic xin, sinh phim vy t€ va

cdu té chitc cia Bo Y té

Cdn ci Quyét dinh s6 4351/2003 | QD-
BYT ngay 15/8/2003 cua Bé trudng Bé
Y té¢ quy dinh chitc ndng, nhiém vu, quyén
han va co cdu té chite cia Cuc Y té du
phong va Phong chong HIV /AIDS;

Theo dé nghi cua Cuc truong Cuc Y té&

du phong va Phong chéng HIV/AIDS -
B6 Y te,

QUYET DINH:

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

- Mau gidy phép dang ky luu hanh véc
xin, sinh phdm y t& san xuit tai Viét

Nam.

- MAu gidy phép dang ky luu hanh véc

xin, sinh pham y t& nhap ndi.

# 0 ~* < - . g
nguyén liéu san xudt vic xin, sinh phim

y t& véi Viet Nam.

Piéu 2. Quyét dinh nay c6 hiéu luc sau
15 ngay, ké tit ngay diang Céng bao.
- 4

Piéu 3. Cac Chanh Van phong, Chéanh
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phong va Phong chéng HIV;’AIDS Vu
trudng cac Vu thude Bo Y t&; Cuc trudng
Cuc Quéan ly Duge Viét Nam; Cuc trudng
Cuc An toan vé sinh thuc pham: Tha~

trudng cac don vi truc thudc Bo; Giam

84 * www. ThuVienPhapLuat com

 doc S6 Y té; Giam déc Trung tim Y té du\,

6

phdong céc tinh, thanh phﬁ truc thuoc*
Trung uong chiu trach nhrém thi hanh

Quyét dinh nay./. "3 _,,_'

KT. Bb truéng Bs Y t&
Thit trudng

,

TRAN CHI LIEM
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CONG HOA XA HOI CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIET NAM

BO Y TE
CUC Y TE DU PHONG VA PHONG CHONG HIV/AIDS
MINISTRY OF HEALTH
‘GENERAL DEPARTMENT OF PREVENTIVE MEDICINE
AND HIV/AIDS CONTROL

(QUOC HUY)

GIAY PHEP PANGKY ~°. |
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

N
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Sa: Ha Noi, ngay thang  nam 200
No: Hanoi,

'3

GIAY PHEP PANG KY
LUU HANH VAC XIN, SINH PHAM Y TE SAN xuﬁl'r
TAI VIET NAM

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

CUC TRUONG CUC Y TE DU PHONG VA PHONG CHONG
HIV/AIDS
THE DIRECTOR OF GENERAL DEPARTMENT OF PREVENTIVE
MEDICINE AND HIV/AIDS CONTROL

Tt * Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

awso

- Can ¢ Nghi dinh s6 49/2003/ND-CP ngay 15/5/2003 ctia Chinh pht quy dinh chirc nang
nhiém vy, quyén han va co cdu t8 chic ctia Bo Y 1&:
- Pursuant to Decree No.49/12003/ND-CP dated May 15", 2003 of the Government stipulating the

Junctions, tasks, authority and organizational structure of the Ministry of Health,

- Can cif Quyét dinh s 4012/2003/QD-BYT ngay 30/7/2003 ctia B6 trudng Bo Y &€ ban hinh
Quy ché dang ky vac xin, sinh phdm y t&;
- Pursuant to Decision No.4012/2003/QD-BYT dated July 30", 2003 of the Minister of Health

promulgating regulations on registration of vaccines and medical immuno-hiological products;

- Theo d€ nghi cia Hoi déng Xét duyét dang ky véc xin, sinh phim y 1€ sdn xudt trong nuéc va
nhap khdu clia nude ngoai,
- 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 PINH
DECIDES

Diéu 1:

- Cho phép luu hanh tai Viét Nam vic xin, sinh phdm y t&:
(Tén vac xin, sinh phiim y & - Ham lugng - Trinh bay)
Article 1:

- Circulation in Vietnam is hereby granted to:

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

- Tén via dia chi co s& san xuit:

(Name & Address of Manufacturer)

- Tén va dia chi co s& dang ky:

LI b o

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

(Name & Address of the Registered company)

biéu 2:
- §6 dang ky duge cap:
Article 2:

- Registration No.:

L

Diéu 3:

Cor s& san xudlt va co s& dang ky ¢6 trich nhiém luu hanh tai Viét Nam vac xin, sinh phim y &
dam bdo theo ding ho so di dang ky vdi BO Y (€. Phai in s dang ky duge BO Y 1€ ¢dp 1€n nhan
vac xin, sinh phidm y 1&. Phii ¢6 ban huéng din ding vac xin, sinh phim y €.

Article 3:

The Manufacturer and the Registered company shall be responsible for circulating vaccines and
medical immuno-biologicals in Vietham 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.
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Dic¢u 4:

Cu s& san xudl v co s& dang ky phai chdp hanh ddy di cdc quy dinh cia luat phip va céc quy
dinh clia Bo Y & vé nhap khdu vac xin, sinh phadm y (& va thong tin quang cdo vac xin, sinh phim
y 1&; theo d&i qué trinh luu hanh vic xin, sinh phdm y t€ & Viét Nam, néu phat hién thdy cd bicn
d6i vé chat lugng, tai bién hoac c6 thay d6i vé tic dung, liéu dung khong thich hop thi phéi bio
ngay cho Cuc Y t& dur phdng va Phong chéng HIV/AIDS dé kip thoi xir 1y.

Article 4:

The Manufacturer and Registered company must strictly comply with the laws of the SR. 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 g E
of their vaccines and medical immuno-biologicals in the Vietnam market and report immediately
to the General Department of Preventive Medicine and Hﬂf’fAIQS' Control any case of accident.
or change in quality or effects or inappropriateness in the dosage of those vaccines and medical

immuno-biologicals for timely actions.

biéu 5: =
Gidy phép ¢6 gid tri S nam ké tit ngdy ky.
Ba théng trudc khi hét han, n€u mudn tiép tuc dang ky thi lam lai thi tyc theo cdc quy dinh hjé
hanh. Gidy phép nay dugc lam thanh hai ban: Cuc Y t&€ du phong va Phong chong HIV/AIDS giir
mot ban va co s¢ dang ky git mot ban. -

Article 5

* Tel: +84—8 3845 6684 * “W.ThuﬂenPhapLuat

oft

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 .f'egu!minm%
three months prior to its expiry date.

This licence is made in two copies: one shall be kept by the General Department of Preventive

Medicine and HIVIAIDS Control and the other by the Registered Company.

CUC TRUGNG CUC Y TE DU PHONG
VA PHONG CHONG HIV/AIDS
DIRECTOR OF GENERAL DEPARTMENT
OF PREVENTIVE MEDICINE AND HIV/AIDS CONTROL
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CONG HOA XA HOI CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIET NAM

BO Y TE
CUC Y TE DU PHONG VA PHONG CHONG HIV/AIDS
MINISTRY OF HEALTH
GENERAL DEPARTMENT OF PREVENTIVE MEDICINE
AND HIV/AIDS CONTROL

(QUOC HUY)

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

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

REGISTRATION LICENCE
FOR CIRCULATION OF IMPORTED VACCINES AND
MEDICAL IMMUNO-BIOLOGICALS
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So: Ha Noi. ngay thang  nam 200
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 VA PHONG CHONG
HIV/AIDS
THE DIRECTOR OF GENERAL DEPARTMENT OF PREVENTIVE
MEDICINE AND HIV/AIDS CONTROL

- Can cir Nghi dinh s6 49/2003/ND-CP ngdy 15/5/2003 clia Chinh phli quy dinh chic nang,
nhi¢m vu, quyén han va co cdu 16 chitc cha B Y (€;
- Pursuant to Decree No.49/2003/ND-CP dated May 15", 2003 of the Government stipulating the

functions, tasks, authority and organizational structure of the Ministry of Health;

- Can cir Quyét dinh s6 4012/2003/QD-BYT ngay 30/7/2003 ciia B6 trudmg Bo Y (& ban hanh
Quy ché€ dang ky vac xin, sinh phim y t&;
- Pursuant to the Decision No.4012/2003/QD-BYT dated July 300, 2003 of the Minister of Health

promulgating regulations on registration of vaccines and medical immuno-biological products;

- Theo dé nghi cha Hoi dng Xét duyét dang ky vac xin, sinh phdm y (€ sin xudl trong nudc va
nhép khau clia nuée ngoai,
- At the proposal of the Council for approving the registration of vaccines and medical immuno-

biologicals produced in and imported into Vietnam,

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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QUYET PINH
DECIDES

Dicu 1:

- Cho phép luu hanh tai Viét Nam vac xin, sinh phdm y 16
(Tén vac xin, sinh phdm y t& - Ham lugng - Trinh bay)
Article 1:

- Circulation in Vietnam is hereby granted to:

(Name, cohtent and presentation of vaccine and/or medical immuno-biologicalx)

- Tén va dia chi co s¢ sdn xudt:

(Name & Address of Manufacturer)

- Tén va dia chi co sa ding ky:

(Name & Address of the Registered company)

biéu 2:
- 86 dang ky duge cdp:
Article 2:

- Registration No.:

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com

Dieu 3:

Nha san xudl va dang ky ¢6 trach nhiém luu hanh tai Viét Nam vac xin, sinh phdm y & dam hao
theo ding ho so di dang ky véi Bo Y (€ Viét Nam. Phai in s6 dang ky duoc Bo Y (& Viét Nam
cdp lén nhin vac xin, sinh phim y t€. Phéi ¢6 ban hudng din diing véc xin, sinh phdm y 1& bing
ti€ng 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.
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biéu 4:

Nha san xudt va dang ky phai chdp hinh ddy di luat phap cia nude Cong hoa xd hor chi nghia
Viét Nam va cic quy dinh cta B Y t&€ vé nhap khdu vic xin, sinh pham y t& va thong tin quang
cdo vac xin, sinh pham y 1& theo d&i qua trinh luu hianh vic xin, sinh phim y (& & Viét Nam, néu
phat hién thdy ¢6 bién d6i vé chél lugng, tai bign hoac ¢é thay d6i vé tac dung, liéu ding khong
thich hgp thi phai bido ngay cho Cuc Y t&€ du phong va Phong chdng HIV/AIDS dé kip thon xu ly.
Article 4:

The Manufacturer and Registered company must strictly comply with the laws of the SR. 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 theiis
vaccines and medical immuno-biologicals in the Vietnam market and report immediatelv to .fh(%
General Department of Preventive Medicine and HIVIAIDS Control any case of accident, rr%
change in quality or effects or inappropriateness in the dosage of those vaccines and med:m?i'

immuno-biologicals for timely actions.

Diéu 5:

Gidy phép c6 gia tri 5 nam ké tir ngay ky. _
Ba thang trude khi hét han, n€u mu6n 1iép tuc dang ky thi 1am lai thi tuc theo cic quy dinh h:f.
hanh. Gidy phép nay duge lam thanh hai ban: Cuc Y t€ du phong va Phong chang HIV/AIDS giu
mot ban va nha dang ky gitr mot ban.

Article §:

* Tel: +8=h8 3%45 6684 * ‘W\'ifw.ThuW

oft

This licence is valid for S 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. 5
This licence is made in two copies: one shall be kept by the General Department of Preventive

Medicine and HIVIAIDS Control and the other by the Registered Company.

CUC TRUGNG CUC Y TE DU PHONG
VA PHONG CHONG HIV/AIDS
DIRECTOR OF GENERAL DEPARTMENT
OF PREVENTIVE MEDICINE AND HIV/AIDS CONTROL
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CONG HOA XA HOI CHU NGHIA VIET NAM
THE SOCIALIST REPUBLIC OF VIETNAM

BO YTE
CUC Y TE DU PHONG VA PHONG CHONG HIV/AIDS
MINISTRY OF HEALTH
GENERAL DEPARTMENT OF PREVENTIVE MEDICINE
' AND HIV/AIDS CONTROL

(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

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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So Ha Noi, ngay thiang  ndm 200
No: Hanoi,
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 IMMUNO-
BIOLOGICALS IN VIETNAM

BO TRUONG BO Y TE
THE MINISTER OF HEALTH

- Can ¢ Quyct dinh s6 113/CT ngay 9/5/1989 cita Chil tich HOi déng BO trudng (nay la Thi
twdng Chinh phu) vé& viée quan |y théng nhat xudl, nhip khdu thude va nguyén licu lam thude
chira cho ngudri bénh;

- Pursuant 1o Decision No.113/CT dated May 9", 1989 of the Chairman of the Council of Ministers
(now the Prime Minister) on uniform management of importlexport of drugs and raw materials

for making drugs for patient;

- Cin cif Nghi dinh s6 49/2003/ND-CP ngay 15/5/2003 cta Chinh phi Quy dinh chifc nang, nhiém
vy, quyén han va co cdu 16 chic cta B Y (&
- Pursuant to Decree No.49/2003/ND-CP dated May 15", 2003 of the Government stipulating

the functions, rasks, anthority ane organizational structure of the Ministry of Health;

- Theo d¢ nghi cta HOi déng Xét duy¢t doanh nghigp nude ngoai kinh doanh vic xin, sinh phim
y t& v&i Viét Nam,
- At the proposal of the Council for licensing foreign enterprises to conduct operations in vaccines

and medical immuno-biologicals in Vietnam,

awSoft = Tel: +84-58-3845 6684 * www. ThuVienPhapLuat.com
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QUYET DINH
DECIDES

»

Dicu 1: Cho PhEP CONE LY oot

..............................................................................................................................
..........................................................
................................................................................

.........................................................................................................................................

BARE v s S i 65 SR R SR A s e S R
dang ky hop phdp nhap khdu vic xin, sinh phdm y 1& vd nguyén li¢u san xudt vac xin, sinh phim
y 1& thong qua hop déng véi cdc doanh nghiép Viét Nam duge phép kinh doanh xudt nhap khiu
vac xin, sinh phim y t&.

v

to be legally registered for the improtation of vaccines, medical immuno-biologicals and e

3845 6684 * www.ThuVienPhapLuat.com

materials for making vaccines and medical immuno-biologicals for human wse under contraely

s . 0 |
with Vietnamese enterprises authorized to conduct import-export of vaccines and medical =
==
- - - +
immuno-biologicals. B
<
+*
SO AANE KY: <. ocioinnimsaissnssivinios :.‘g
Licence number: ................... =
~

Diéu 2: Cong ty 6 nhing trach nhiém sau:

-

1. Chap hanh phép luat Viét Nam va cdc quy dinh quan ly vac xin, sinh phim y (& va nguycen
liéu san xudl vic xin, sinh phim y 1€ ctia BO Y &€ Viét Nam.
2. Hoat dong kinh doanh theo diing dudng 16i qudc gia vé vic xin, sinh phim y (& clia Viét

Nam va bao dam lgi ich sitc khde nhan dan 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 Vietnan.
2. Conducting its business operations in compliance with Vietnamese national policy for
vaccines, medical immuno-biologicals and ensuring the benefit of health of the Vielnamese

people.
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e ch6ng HIV/AIDS trude 30 ngay trong cac truing

L=

3. Thong bdo cho Cuc Y 1€ du phong va Phon
hop sau:
- Thay d6i t&én, dia dié¢m -
- Thay déi gidm d6c, ngudi chiu trach nhiém san xudl, Kinh doanh v& vac xin, sinh pham y &
vi nguyén lidu san xudt vac xin, sinh phim y (€.
- Téch, séip nhap va hoac chdm ddt hoat dong cta cong ty.
3. Informing the General Department of Preventive Medicine and HIVIAIDS Contiol 30 davs 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 vaccine andior
medical immuno-biologicals and raw materials for production thereof.
- Separation, merger or termination of the Company's operations.
4. Gui bdo céo hang nam vé hoat dong kinh doanh tai Viét Nam wong linh vire vac xin. sinh
phim y t&€ vd nguyén liu sin xudl véc xin, sinh phim y & cho Cuc Y 1& dy phong va Phong
ch6ng HIV/AIDS tir 25/12 dén 31/12. '
4. Submitting annual report to the General Department of Preventive Medicine and HIVIAIDS
Control on its business activities in Vietnam in the field of vaccines, medical r'rmmmuA!:fr;r‘r;gi{{?f.\'
and raw materials for production thereof. This report should reach the General D{fpru'rmm%;f
Preventive Medicine and HIVIAIDS Control between December 25" and 31" .

Piéu 3: Cong ty phai chiu trach nhiém trude phép luat Viet Nam vé nhimg hanh vi vi pham cla

—

minh tai Viét Nam.

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

* Tel: +84-8-3845 6684 * www.ThuVienPhapLuat.com

Vietnamese territory.

awSoft

Picu 4: Gifly phép ndy ¢6 gid tri hai nam k& tir ngdy ky. Ba thang trude khi h&t han néu muon U
tuc hoat dong kinh doanh tai Viét Nam thi cong Ly phai lam thu tuc doi lai giay phép.

Gidy phép ndy duge lam thanh hai ban: Cuc Y 1& dy phong vd Phong chong HIV/AIDS i mol
ban va nha dang ky git mot ban.

Article 4: This licence is valid for two years from the date of signing. If the Company wishes 1o
continue its business operations in Vietnam, it has to carry ont formalities required to renew this
licence three months prior to its expiry date.

This licence is made in two copies: one shall he kept by the General Department of Preveniive

Medicine and HIVIAIDS Control and the other by the Registered Company.

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



