CONG BAO/S6 109 + 110/Ngay 22-01-2012 77

BOYTE CONG HOA XA HOQI CHU NGHITA VIET NAM
Doc 1ap - Tw do - Hanh phiic

S6: 47/2011/TT-BYT Ha N¢i, ngay 21 thang 12 néim 2011

THONG TU
Stra déi, bo sung mjt sé didu cia Thong tw s6 17/2001/TT-BYT ngay 01
thang 8 nam 2001 caa B§ Y té huéng din doanh nghiép nuéc ngoai ding ky
hoat déng vé thudc va nguyén liéu lam thude tai Viét Nam va Thong tu s0
10/2003/TT-BYT ngay 16 thang 12 nim 2003 hwéng din cic cong ty nuwde
ngoai ding ky hoat dong vé viic xin, sinh phim y té véi Viét Nam

Cin cir Nghi dinh sb 188/2007/ND-CP ngay 27/12/2007 cia Chinh phu quy
dinh chtic ndng, nhiém vu, quyén han va to chirc bd may Bo Y t&;

B6 Y t& hudng dﬁn doanh nghiép nudc ngodi ding ky hoat dong vé thube va
nguyén liu lam thuoc tai Viét Nam nhur sau:

Diéu 1. Sira d0i, bo sung mét so diéu ciia Théng tw sd 17/2001/TT-BYT
ngay 01/8/2001 hwong dian doanh nghip nwée ngoai ding ky hoat dong vé
thudc va nguyén liéu 1am thudc tai Viét Nam nhwr sau:

1. Stra d6i diém e khoan 1 Diéu 5 nhur sau:

“e) Kinh nghiém trong kinh doanh dugc:

Doanh nghxep phai ¢6 t6i thicu 3 ndm kinh nghiém trong san xudt, kinh doanh
thude, nguyén lidu thude.”

2. Stra d6i khoan 1, khoan 2 va khoan 5 Pidu 6 nhu sau:

“1. Don dang ky doanh nghiép nudc ngoai hoat dong vé thubc tai Viét Nam.
(Phu luc 1, Miu 1).

2. Hd so tom tét hoat dong caa doanh nghiép. (Phy luc 1, Mau 2).

5. Van ban xac nhén cta co quan thué (noi doanh nghiép dang ky hoat dong)
vé hoat dong hodc mirc thué thuc hién vai Nha nude sé tai 12 thang trude thang
ndp hé so ding ky hoat déng.”.

3. Bii bo khoan 6 Diéu 6.

4. Stra d6i Piéu 7 nhu sau:

“Piéu 7. Thu tuc, thim quyén cép gidy phép

Cuc Quéan ly duoc hudng dan, tlep nhin va thdm dinh hd so dang ky doanh
nghiép nudc nudc ngoai hoat déng vé thude va nguyén liéu lam thude tai Viét Nam.

Trong thoi han 30 ngay lam viée ké tir ngay nhén du hd so hop 18, BO Y té xem

xét, cap gidy phép. Truomg hop khong cip, B6 Y té (Cuc Quan ly dugce) thong biao
bang vin ban néu rd 1y do”.
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5. Stra d6i khoan 1, khoan 2 va khoan 4 Diéu 9 nhu sau:

“I. Pon dang ky lai. (Phu lyc 1, Mau 3).

2. B4o cdo tom tit hoat dong cua doanh nghiép trong linh vuc duge vdi cac
doanh nghi¢p Viét Nam (Phy luc 1, Mau 4).”

“4. Vin ban xc nhan cia co quan thué (noi doanh nghi¢p dang ky hoat dong)

vé hoat dong hodic mirc thué thyc hién véi Nha nude so tai 12 thang trudc thang
nop hd so dang ky hoat déng.”

6. Stra d6i Didu 11 nhu sau:
“Piéu 11. Gidy phép ¢o gi trj 05 nim k& tir ngay ky, néu doanh nghiép mudn

tiép tuc hoat dong phai 1am tht tuc ding ky lai trudc khi Gidy phép hét han 03
thang”™.

Didu 2. Sira ddi, bd sung mt s0 diéu ciia Théng tw s 10/2003/TT-BYT
ngay 16/12/2003 hwéng din edc cong ty nwéc ngoai ding ky hoat ddng vé vic
xin, sinh phidm y té véi Viét Nam nhu sau:

1. Stra d@6i khoan 1.1, khoén 1.2 va khoan 1.4 Muc 1 Phan 1T nhu sau:

“1.1. Pon ding ky hoat déng trong linh vire vic xin, smh pham thanh pha.m
béan thanh pham, nguyén liéu san xudt vic xin, sinh phim y té (Phu Iyc 2, Miu 1).

1.2. Tiéu sir cong ty (Phu luc 2, Méu 2).”

“I 4 Van ban xac nhan ciia co quan thué (noi doanh nghiép dang ky hoat
dong) vé hoat dong hoic muc thué thuc hién v6i Nha nudce s6 tai 12 thang trude
thang ndp hd so ding ky hoat @ong.”

2. Stra dbi doan cudi Muc 1 Phén I nhu sau:

“Hb so dang ky nép 01 bod bang tiéng Anh hodc tiéng Viét ¢ chimg thuc ddi
v&i céc van ban néu tai diém 1.3 cia khoan nay”

3. Stra dbi khoan 2.1,2.3 va 2.4 Muc 2 Phén [ nhur sau:
“2.1 Bon dang ky lai (Phy luc 2 M3u 3).”

2.3 Van ban xdc nhdn caa co quan thué (noi doanh nghiép dang ky hoat déng)
vé hoat dong hodc muc thué thyuc hién v6i Nha nuéce so tai 12 thang lién tuc trude
thang ndp hé so dang ky hoat dong, kém ban dich céng chirng.”

“2.4. Bao cao hoat déng (Phu luc 2, Mau 4).”

4. Stra d6i doan cudi khoan 2.4 Muc 2 Phén II nhu sau:

“H6 so ddng ky ndp 01 bd bing tiéng Anh hoic tiéng Viét c6 chitng thue dbi
vO1 cac van ban néu tai myc 2.2 ciia khoan nay.”

5. Sira d6i khoan 3 Muc II Phén II nhur sau:

“Trong thoi han 30 ngay ké ttr khi nhan duoc ho so hop 18, B6 Y té xem xét cap
Gidy phép. Truéng hop khong cip, phai thong bao bing vin ban va néu 18 ly do”.
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6. Stra @61 khoan 4 Muc II Phan II nhu sau:

“Gidy phép c6 gia tri 05 nam ké tir ngay ky, néu doanh nghi¢p mudn tiép tuc
hoat dong phai lam thi tuc diing ky lai trude khi Gidy phép hét han 03 thang”.

Piéu 3. Hiéu luc thi hanh

Théng tir nay ¢6 hidu hye thi hanh ké tir ngay 05 thang 02 nam 2012.

Bai bo diém e khoan 1 Piéu 5, khoan 1, khoan 2 va khoan 5 Diéu 6, khoan 6
Diéu 6, Piéu 7, khoan 1, khoan 2 va khoan 4 Didu 9, Piéu 11 Thong tu s6
17/2001/TT-BYT ngay 01/8/2001 huéng din doanh nghiép nudc ngoai dang ky
hoat dong vé thude va nguyen liéu lam thudc tai Viét Nam; khoan 1.1, khoan 1.2
va khoan 1.4 Muc 1 Phén II, doan cubi Muc 1 Phén I, khoan 2.1, 2.3 va 2.4 Muc 2
Phin |, doan cudi khoan 2.4 Muc 2 Phén 11, khoan 3 Muc II Phan II, khoan 4 Muc
T Phén 11 Thong tr s6 10/2003/TT-BYT ngay 16/12/2003 hudng din céc cong ty
nuréc ngoai ding ky hoat ddng vé vic xin, sinh pham y & véi Viét Nam.

Trong qua trinh thyc hién, néu ¢ kho khan vudng mic, dé nghi cac don vi
phan anh kip thoi vé Cuc Quan ly duge - B6 Y te d€ nghién clru stra doi, bd sung
cho phu hop./.

KT. BO TRUONG
THU TRUONG

Cao Minh Quang
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Phu luc 1
Miu sé 1

PON DANG KY DOANH NGHIEP NU 'OC NGOAI HOAT PONG VE
THUOC VA NGUYEN LIEU LAM THUOC TAI VIET NAM
Application for licence of foreign companies for operations in medicinal
products in Vietnam

(PANG KY MOI)
(for new applicant)

Kinh gtri: B6 Y té nudc Cong hoa xi hoi chi nghia Viét Nam
Cuc Quan ly duoc
The Ministry of Health of the Socialist Republic of Vietnam
(Drug Administration of Vietnam)

Tén doanh nghiép:

Name of company:

DPia chi/Address:

bién thoai/Telephone:

Fax:

Ching t6i 1am don nay xin dang ky doanh nghi¢p v6i B Y té nudc CHXHCN

Viét Nam dé hoat dong ve thuoc nguyén liéu 1am thubc tai Viét Nam. Néu dugc
phép chiing tdi cam két chdp hanh nghiém chinh cac quy dinh cta phéap luft Vigt
Nam, quy ché duge va quy dinh cia By Y té, chiu sy thanh kiém tra ctia co quan
quan 1y ¢ thdm quyén cta Viét Nam.

This is to apply for registration of our company with the Vietnam Ministry of

Health to conduct our business operations in medicinal products in Vietnam. If
being approved for registration, we commit ourselves to fully observing the
Vietham laws and stipulations, to comply with the technical and professional
regulations of the Ministry of Health, and readily subject to the inspection and
audit made by competent authorities of Vietnam.

Ngady.... thang.... nam
(Date)
Giam doc doanh nghiép
(Director)
(KY ghi rd ho tén va déng dau)
(Signature, Full name and stamp)
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Miu s6 2
TIEU SU DOANH NGHIEP
COMPANY PROFILE
1. Tén doanh nghiép/Name of company:
2. Qudc tich doanh nghiép/Nationality:

3. Dia chi/dAddress:

4. Dién thoai/Telephone: Fax: E-mail:
5. Loat hinh doanh nghiép/Type of company:
- Doanh nghiép buén ban/Trading company []

- Doanh nghiép san xufit/Mamgfacmring company []
- Linh vuc dwgc phép san xuit, budn ban tai nu6c s¢ tai/Licensed scope of
business in the country of origin:
Manufacture/San xudt  Budn ban/Trade

Duoc/Pharmaceuticals: ] ]
- Nguyén liéu/starting materials

- Thanh phdm/finished products [ ] [ ]
- Thanh pham thudc ¢6 ngudn g thao dugc | ] L]
Hoéa chit Chemicals: [ ] []

Céc linh vyc san xuat kinh doanh khéc: (néu c0) Other businesses (if any):
6. Nam thanh [ap/Year of establishment:

7. Noi thanh 1ap/Place of establishment:

8. Vén didu 18/duthorized capital:

9. Vén hoat dong/Capital of operarions:
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10. S& tai khoan/Account number  tai ngin hang/Bank tel fax
11. Sé gidy phép License No.............. ngay hét han giay phép/Date of expiry:

12. Tén, dia chi ctia co quan c¢6 thim quyén nudc s& tai cp phép Name,
address of licensing authority in the country of origin:

13. Doanh thu vé dugc cia 3 nam gan nhit Turnover in pharmaceuticals in
last three years:

14. Tong sé nhan vién cta doanh nghiép Total number of staff:
15. Téng sb nhan vién vé dugc Total number of pharmaceutical staff:

16. Giam dbc doanh nghiép Director of company:
- Ho tén Full name:
- Trinh d6 chuyén mén Professional qualification:

17. Nguoi duge iy nhiém hop phép chiu trach nhiém vé hoat dong clia doanh
nghiép tai Viét Nam: (n€u cd) The person legally authorized to be responsible for
the company’s operations in Vietnam, if any

Ho tén, chirc danh Full name, positions:

Trinh d§ chuyén mon Professional qualification:

Chit ky Signature:

Thoi han dugce iy nhiém Term of authorization:

Téi xin dam bao nhimg ndi dung trén la ding su that, néu khong dang t6i xin
hoan toan chiu trach nhi¢m.

We pledge that the above provided information is true and correct to the best
of my knowledge and we will be fully responsible for any information found
incorrect and untrue

Ngay.... thang.... ndm......
(Date)
Giam dbc doanh nghiép
(Director)
(Ky ghi rd ho tén va déng diu)
(Signature, Full name and stamp)
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Mau s6 3
PON PANG KY DOANH NGHIEP N UOC NGOAI HOAT DONG VE
THUOC VA NGUYEN LIEU LAM THUOC TAI VIET NAM
APPLICATION FOR REGISTRATION OF F OREIGN COMPANIES FOR
OPERATIONS IN PHARMACEUTICALS
(Pang ky lai)
(for renewal of licence)

Kinh giri: B Y té nude Cong hda x4 hdi chi nghia Viét Nam
To: The Ministry of Health of the Socialist Republic of Vietnam
(Drug Administration of Vietnam)

Doanh nghiép/Company:

Dia chi/Address:

Dién thoai/Telephone:

Fax:

E-Mail:

Pi dugc Bo Y té nudc Cong hoa xa hoi chu nghia Viét Nam cép gidy phép doanh
nghiép nude ngoai hoat dong vé thude va nguyén liéu 1am thude tai Viét Nam.

was licensed by the Ministry of Health of S.R.Vietnam for its operations in
pharmaceuticals in Vietnam.

Sé gidy phép dugc cép lan dau: Ngay cap:

No. of the licensed first granted: Date of issuance:
Sé gidy phép dang con hiéu lye: Ngay hét han:
No. of the existing licence: Date of expiry:

Chuang t6i 1am don dang ky véi BO Y t& Viét Nam xin cip lai gidy phép doanh
nghiép nudc hoat dong v€ thude va nguyen liéu 1am thude tai Viét Nam. Chiing t6i
xin cam két chap hanh nghiém tic cac quy ché chuyén mén va cac quy dinh cua
Phap ludt Viét Nam.

We would like to apply for renewal of the licence for our operations in
medicinal field in Vietnam. We commit ourselves to fully observing the technical
and professional regulations, as well as stipulations and legislation of Vietnam.

Tran trong ¢cdm on!

With sincere thanks.

Ngay.... thang....
(Date)
Giam doc doanh nghiép
(D;recror)
(Ky ghi rd ho tén va déng dau)
(Signature, Full name and stamp)
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MaAu sb 4

BAO CAO HOAT PONG
REPORT ON ACTIVITIES IN MEDICINAL PRODUCTS IN VIETNAM
(Trong 05 nim)
(in 05 years)

Kinh giti: Bo Y té nudc Cong hoa x4 hoi chi nghia Viét Nam
To: The Mimnistry of Health of the Socialist Republic of Vietnam
(Drug Administration of Vietnam)

Tén doanh nghiép/Name of company:

Dia chi/dddress:

Dién thoai/Telephone: Fax: Email:
Noi dung bao cao/Content of report:

1. Van phong dai dién/Representative office in Vietnam:

- Gidy phép m& VPDD sb: Ngay cép:
License for opening representative office No.: Date of issuance:
- Dia chi/Address:

- Phu trach VPDD/Chief of representative office:

2. Co6 quan hé kinh doanh v61 céc cong ty Viét Nam nhu sau/Having
relationships with the following Vietnamese companies:

3. Bdo céo vé& doanh sb/Report on turnover:

Year | Year 2...
Tong doanh thu s6 tién thude da ban vao
Vi¢t Nam (tinh theo cic hgp dong - quy
doi ra don vi USD)
Total turnover of pharmaceutical supplies
to Vietnam (on contracts, by USD)
Phan tich/Break-down:
a) Nguyén liéu/Starting materials
Nguyén liéu Pon vi S6 lwong Doanh sb
Name of raw materials Unit Quantity Turnover
Nam
Year
Téng so/Total:
Nam
Year

Tong so/Total
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b) Thanh pham/Finished products:

) Hoat chét (Pdi
Tén S6 dang ky | véi thube chua Pon | . )
Thubc | Registratio co SDK e SO lwgng | Doanh s6
Name of | n number Active Un-i ; Quantity | Turnover

drugs (if any) ingredients (for
non-registered)

Nam/
Year
Téong 86
Total
Nam/
Year
Tf‘)ng s6
Total

4. B4o céo vé cAc 14n vi pham quy ché, s6 16 thudc vi pham chat luong da bén
vao Viét Nam, két qua xir 1y/Reports on violations to Vietnamese regulations,

numbers of batches found substandard that have been supplied to Vietnam, results
of settlement:

Chang t6i cam doan nhitng ndi dung bao cdo trén la ding, néu sai ching toi
xin hoan toan chju trach nhiém.

We pledge that the above information is true and correct the best of our

knowledge and will take full responsibility for any information later found untrue
or incorrect

Ngay..... thang..... ndm.......
(Date)
Giam doc doanh nghi¢p
(Director)
(K¥ ghi rd ho tén va déng dau)
(Signature, Full name and stamp)
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Phu luc 2

Mau sé 1
PON XIN CAP GIAY PHEP HOAT BONG VE VAC XIN, SINH PHAM VA
NGUYEN LIEU SAN XUAT VAC XIN, SINH PHAM VOI VIET NAM
APPLICATION FOR GRANTING PERMIT OF BUSINESS OPERATION ON

VACCINES, BIOLOGICALS AND MATERIALS FOR PRODUCTION OF
VACCINES AND BIOLOGICALS WITH VIETNAM

(Pang ky mai)
(New Registration)
Kinh giri: Bo Y t& nuwdc Cong hoa xi hoi chii nghia Viét Nam
Cuc Quan ly dugce
To: The Ministry of Health of the Socialist Republic of Vietnam

Drug Administration of Vietnam

Tén doanh nghiép/Name of the Enterprise:

Dia chi/Address:

Dién thoai/Telephone:

Fax/Facsimile:

Hinh thirc hoat déng vé véc xin, sinh phim xin ding ky

/Forms of business operation on vaccines, biologicals to be registered

Xuiat khau [] Nhép khau [_] San xuat [ |

Export Import Manufacture

Ching ti 1am don nay xin dang ky doanh ngh1ep voi B Y té nuéec CHXHCN
Vit Nam dé hoat dong vé vic xin, sinh phim va nguyén ligu sén xudt vic xin, sinh
pham véi Viét Nam. Néu duoc phep, t61 cam két chap hanh nghiém chinh céc quy

dinh cua phap luat Viét Nam, quy dinh cta B Y t€, chiu sy thanh kiém tra cia co
quan quan ly ¢6 thim quyen cua Viét Nam,

We hereby apply for registration of business operation with the Ministry of
Health of the Socialist Republic of Vietnam on vaccines, biologicals and materials
Jor production of vaccines, biologicals with Vietnam. Should we be granted, we
commit to strictly observe Vietnam law provisions, stipulations of the Ministry of
Health and be accountable for the monitoring and inspection of relevant managing
agencies of Vietnam.

Ngay.... thang.... ndm.....
(Date)
Giam dbc doanh nghiép
(Director)
(Ky ghi rd ho tén va dong diu)
(Signature, Full name and stamp)
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MAu sb 2
TIEU SU DOANH NGHIEP
COMPANY PROFILE
1. Tén doanh nghiép/Name of the Enterprise Quéc tich/Nationality
2. Pia chi/Address:
- Pién thoai/Telephone
Fax/Facsimile

3. Linh vyc duogc phép san xuét, budn ban tai nudc sd tai/Licensed Areas for
production and frading in Contry of Origin

San xuét Budn ban
- Vic xin/Vaccines [] ]
- Sinh phanvBiologicals [] []
- Nguyén liéu san xuat vac xin, sinh pham [] (]

Materials for production of vaccines and biologicals

- Céc linh vuc khic (néu c6)/Other areas (if applicable)

4. Nam thanh 18p/Year of Establishment

5. Vén phép dinh/Legal capital

6. S6 tai khoan/Account number tai ngdn hang/Bank

7. Sb Gidy phép do nudc s6 tai cap/License number issued by the authorities of
Contry of Origin

ngay hét han Gidy phép/Expiry date:

8.8. Tén, dia chi cia co quan c6 thim quyén nudc sé tai cap phép/Name,
Address of the authority granting permit in home country

9. Doanh thu 3 nim gén day vé vic xin, sinh phdm y té/Sales in recent 3 years
on vaccines, medscal biologicals

10. Tong s6 nhan vién cua doanh nghiép/Total number of staff of the enterprise

11. Téng sb nhén vién vé vic xin, sinh phim y t&/Total number of staff
responsible for vaccines, medical b:olog:clas

12. Giam d6c doanh nghiép/Director of the enterprise

- Ho tén/Name in full

- Trinh d¢ chuyén mén/Qualifications

T61 xin ddm bao nhitng ndi dung trén 1a ding sy that, néu khong ding, téi xin
chiu hoan toan trach nhiém,

We declare that the above mentioned information is true, we are accountable
for false information.

Ngay.... thang.... nam......
(Date)
Giam doc doanh nghiép
(Dlrecror)
(Ky ghi rd ho tén va déng dau)
(Signature, Full name and stamp)
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Mau s 3

DON DANG KY DOANH NGHIEP NUOC NGOAI HOAT PONG VE
VAC XIN, SINH PHAM VA NGUYEN LIEU SAN XUAT VAC XIN,
SINH PHAM VOI VIET NAM
APPLICATION FOR GRANTING PERMIT OF BUSINESS OPERATION ON
VACCINES, BIOLOGICALS AND MATERIALS FOR PRODUCTION OF
VACCINES AND BIOLOGICALS WITH VIETNAM
(Pang ky la1)

(Re-registration)

Kinh giri: B4 Y té nuéc Cong hoa x4 hai chii nghia Viét Nam
Cuc Quan ly duoc

To: The Ministry of Health of the Socialist Republic of Vietnam
Drug Administration of Vietnam

Tén doanh nghiép/Name of the Enterprise:.

Dia chi/Address:

Dién thoai/Telephone:

Fax/Facsimile:

Hinh thirc hoat dong vé vic xin, sinh phdm xin ding ky/Forms of business
operation on vaccines, biologicals to be registered.

Xuat khau [ ] Nhap khau [ | San xuat [_]

Export Import Manufacture

Pi duge Bo Y té nude Cong hoa xa hi chu nghia Viét Nam cip Gidy phép
doanh nghiép nuéc ngoai hoat dong vé vic xin, sinh pham va nguyén liéu san xuit
vic Xin, sinh pham vl Viét Nam

Has been granted with License for foreign enterprises’ business operation on
vaccines, biologicals, and materials for production of vaccines and biologicals
with Vietnam by The Ministry of Health of the Socialist Republic of Vietnam.

Sé gidy phép dwogc cip 1an dau: Ngay cap:

No. of the licensed first granted: Date of issuance:
S6 gidy phép dang con hiéu luc: Ngay hét han:
No. of the existing licence: Date of expiry:

Chuing t61 1am don déng ky v6i BO Y té Viét Nam xin cép lai Gidy phép doanh
nghlep nudc ngoal hoat déng vé& vic xin, sinh pham va nguyén lidu san xuét vic
xin, sinh phdm véi Viét Nam. Ching t6i cam két chép hanh nghiém chinh cac quy
dinh cia phap luat Viét Nam, quy dinh cia By Y té, chiu su thanh kiém tra cia co
quan quan 1y ¢6 thdm quyén ctia Viét Nam.
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We hereby apply for registration with the Ministry of Health of Vietnam for re-
granting License for foreign enterprises’ business operation on vaccines,
biologicals and materials for production of vaccines and biologicals with Vietnam.
We commit to strictly observe Vietnam law provisions, stipulations of the Ministry

of Health and be accountable for the monitoring and inspection of relevant managing
agencies of Vietnam.

Ngay... thang... ndm... (Date)
Giam doc doanh nghiép (Director)
(Ky ghi rd ho tén va dong dau) (Signature, Full name and stamp)
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Mau s6 4
BAO CAO HOAT DONG VE VAC XIN, SINH PHAM VA NGUYEN LIEU
SAN XUAT VAC XIN, SINH PHAM VOI VIET NAM
BUSINESS OPERATION REPORT ON VACCINES, BIOLOGICALS
AND MATERIALS FOR PRODUCTION OF VACCINES,
BIOLOGICALS WITH VIETNAM

(Trong 2 nam)
(In 2 years)
Kinh giti: Bd Y té nuée Cong hoa xa hoi chi nghia Viét Nam
Cuc Quan 1y duoc
To: The Ministry of Health of the Socialist Republic of Vietnam

Drug Administration of Vietnam

Tén doanh nghiép/Name of company:

Pia chi/dddress:

Dién thoai/Telephone: Fax: Email:
No1 dung bao cdo/Content of report:

1. Van phong dai dlen/Represenfatwe office in Vietnam:

- Gidy phép md VPDD sb: Ngay cép:
License for opening representative office No.: Date of issuance:
- Dia chi/Address:

- Phu trdach VPDD/Chief of representative office:

2, C6 quan hé kinh doanh véi cac cong ty Viét Nam nhu sau/Having
relationships with the following Vietnamese companies:

3. B4o c4o vé doanh s6/Report on turnover (in USD):

Nam/Year....... Niam/Year.........

Viac xin/Vaccines

Nguyén li€éu/Materials

4. Hoat dong trong céac linh vuc khac/Activities in other areas:

5. Béo céo vé céc lan vi pham quy ché, sb 16 thubc vi pham chét luong d3 ban
vao Viét Nam, két qua x@t ly/Reports on violations to Vietnamese regulations,
numbers of batches found substandard that have been supplied to Vietnam, results
of settlement:

Chung t6i cam doan nhitng ndi dung bao céo trén la ding, néu sai chung t6i
xin hoan toan chiu trach nhiém.

We pledge that the above information is true and correct the best of our knowledge
and will take full responsibility for any informa:z‘on later found untrue or incorrect

Ngay . thang.... nam..... (Date)
Giam déc doanh nghlep (Dxrector)
(Ky ghi ré ho tén va déng déu) (Signature, Full name and stamp)



