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CUC QUAN LY DUQC Poc ldp - Tw do - Hanh phiic
S6: 43474 /QLD-CL Ha Noi, ngay 4y thing 3 nam 2018
V/v bao cédo viée sir dung nguyén liéu

Valsartan do Cong ty Zhejiang Huahai
Pharmaceutical — Trung Qudc san xuat

Kinh guri:
- Co s¢ dang ky thudc;
- Co so san xuat thuoc;
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Co quan quéan ly dugc phdm Chau Au (EMA), Co quan quan ly duge Canada
va mot s6 co quan quan ly duge khac dd co théng bao thu hdi céc thude chia
Valsartan dugc san xuét tir nguyén liéu Valsartan do Cong ty Zhejiang Huahai
Pharmaceutical — Trung Qudc san xuét. Nguyén lidu nay dugc phat hién chira tap
chat N-nitrosodimethylamine (NDMA) c6 nguy co gay ung thu.

Can ctr vao cac quy ché dugce hién hanh cua Viét Nam, dé dam bao an toan
cho nguoi str dung, Cuc Quan ly Dugc yéu cau:

1. Céc co so ding ky thude phdi hop véi co sé san xuét (co tén trong danh
muc kém theo Cong vin nay) bao céo khan vé ngudn gdc cta nguyén liéu Valsartan
sir dung trong san xuat cac thudc c¢6 chira Valsartan luu hanh tai Viét Nam, cu thé:
tén nha san xuét nguyén liéu, dia chi, tiéu chudn chét lugng.

2. Co s& nhap khau thude, nguyén liéu lam thude:

a) Bdo cdo tinh hinh nhap khau, phan phdi nguyén liéu Valsartan do Cong ty
Zhejiang Huahai Pharmaceutical — Trung Qudc san xuét (danh sach céac co s san
xuat da mua, sé luong, thoi gian)

b) Ding viéc nhap khau, cung cép thude da duoc san xudt tir nguyén li¢u
Valsartan cua Cong ty Zhejiang Huahai Pharmaceutical luu hanh trén thi truong.

3. Ban scan bao cdo gui vé Cuc Quén ly Dugc theo hom thu dién tu
quanlychatluongthuoc.qld@moh.gov.vn, hoac b?:-'mg van ban theo dia chi 138 A
Giang Vo, Ba Dinh, Ha N¢i trudc 16h ngay 11/7/2018 dé lam can ctr xem xét, X
ly tiép theo.

Sau thoi han néu trén, néu co sé khong cé bdo cdo xac dinh ro nguon gbe
nguyén liéu valsartan st dung, Cuc Quan ly Duoc s& xem xét, xir Iy cac thude chira
Valsartan ctia co sé nhu thude c6 chira nguyén liéu Valsartan do Cong ty Zhejiang
Huahai Pharmaceutical — Trung Qudc san xuét.

4. Co s& san xuét thube ngimg ngay viée sir dung nguyén liéu Valsartan ctia
Cong ty Zhejiang Huahai Pharmaceutical — Trung Qudc dé san xuét thudc thanh



phadm va ngimg cung cap thudc di dugc san xuat tir nguyén liéu Valsartan ctia Cong
ty Zhejiang Huahai Pharmaceutical luu hanh trén thi truong.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.

Noi nhin: KT. CUC TRUONG
FEARAR : : O-CUC TRUONG
- Cuc truong Vi Tuan Cuong (dé b/c); P

- Céc phong DKT, website Cuc QLD;
- Luwu: VT, CL (XH).




DANH SACH CAC CONG TY PiNH KEM CONG VAN SO 1212 /QLD-CL

STT | Tén cong ty Dia chi san xuit
1 | Congty Cophan BV | Ap 2, Xa Tan Thanh Tay-Huyén Cu Chi-Thanh
Pharma phé H6 Chi Minh
2 | Céngty ¢6 phan dugc | Pudng N1, cum cong nghiép Pha Thanh - Vinh

Apimed

Tl}anh, x4 Vinh Thanh, huyén Nhon Trach, tinh
Dong Nai

3 | Cong ty ¢6 phan Duge | S6 930 C2, Pudong C, KCN Cat Lai - Cum II, P.
pham 3/2 Thanh M§¥ Loi, Q2, TP. H5 Chi Minh

4 | Céngty c6 phan duoc | KCN Nhon Trach, huyén Nhon Trach, tinh Pong
phdm Ampharco U.S.A | Nai

5 | Congty c6 phan dugc | S6 150 dudng 14 thang 9, phuong 5, TP. Vinh
pham Ctru Long Long, tinh Vinh Long

6 | Congty Co phan Dugc | L6 M7A, Puong D17, KCN My Phudc 1,
pham Pat Vi Phu phudng Thdi Hoa, thi xd Bén Cat, tinh Binh

Duong

7 | Cong ty co phan dugc | 35 Pai 16 Ty do, KCN Viét Nam - Singapore,
phiam Glomed tinh Binh Duong

8 | Congty c6 phan dugc | S4 04, duong 30/4, Phuong 1, Tp. Cao Lanh,
pham Imexpharm Tinh Pdng Thap

9 | Céngty co phan dugec | L6 N8, duong N5, KCN Hoa Xa, xa My X4, TP
pham Minh Dan Nam Dinh, tinh Nam Dinh

10 | Cong ty cb phan Duge | Sé 27, duong 3A, Khu cong nghiép Bién Hoa 2,
pham OPV Pdéng Nai

11 | Céngty c6 phan Dugc | L6 7, dudng s6 2, KCN. Tan Tao, P. Tan Tao A,

| phim Phuong Péng Q. Binh Tén, TP. H6 Chi Minh

12 | Cong ty c6 phan duge | L6 Z01-02-03a KCN/KCX Téan Thuan, P. Tan
pham SAVI Thuan Péng, Q7, Tp. H6 Chi Minh
(SAVIPHARM)

13 | Cong ty c6 phan duge | L6 27 Khu cong nghiép Quang Minh, thi tran

| | pham Trung uong 2 Quang Minh, huyén Mé Linh, Tp. Ha Noi

14 | Cong ty ¢o phan Hoa 192 Phé Pic Giang, quan Long Bién, Ha Noi
dugc Viét Nam

15 | Cong ty cb phan 166 - 170 Nguyén Hué, Tuy Hoa, Phti Yén
Pymepharco

16 | Congty cd phan SPM | L6 51- Puong s6 2- KCN Tan Tao- P. Tan Tao

A, Q. Binh Tan- TP. HCM

17 | Cong ty co phan xuat | 66-Qudc 16 30-P. My Phu-TP. Cao Lanh-Tinh
nhap khiu y té DPong Thap
Domesco
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18 | Cong ty Lién doanh 6A3-qudc 16 60, phuong Phu Tan, TP. Bén Tre,
Meyer - BPC. tinh Bén Tre
19 | Cong ty lién doanh S6 40, Pai 16 Tu do, KCN Viét Nam - Singapore,
TNHH Stada Viét Nam | Thuan An, Binh Duong
20 | Cong ty Roussel Viét SX tai: 01, Puong 03 VSIP-Thuén An-Binh
Nam. Du’cmg-VIet Nam
21 | Coéng ty TNHH duogc L6 M7A-CN, Puong D17, KCN My Phuoc tinh
pham Pat Vi Phu Binh Duong
22 | Cong ty TNHH Duogc S6 13, dudng 9A, KCN. Bién Hoa II, TP. Bién
pham Shinpoong Hoa, Pong Nai
Daewoo
23 | Congty TNHH Hasan- | Pudng s6 2 - Khu Cong nghiép Pong An -
Dermapharm Phudng Binh Hoa - Thi x4 Thudn An - Tinh Binh
Duong
24 | Céng ty TNHH United | S6 16 VSIP II, dudng sb 7, KCN VSIP II, Khu
International Pharma lien hop Cong nghiép-Dich vu-Dé thi Binh
Duong, phuong Hoa Phu, Tp. Thu Dau Mot, tinh
Binh Duong
25 | Congty cb phan duoc | Puong Vil Trong Phung, Khém Thanh An, P.

pham Agimexpharm

My Théi, TP. Long Xuyén, Tinh An Giang




DANH SACH CAC CONG TY PiNH KEM CONG VAN SO /2/.74 /QLD-CL

STT | Cong ty dang ky Pia chi DK Nha san xuat DPia chi SX
1 Amtec Healthcare 204, Dattasai Complex, RTC X Atoz No. 12 Balaji Nagar Ambattur,
Pvt., Ltd. Roads, Hyderabad 500020, India Pharmaceuticals Chennai - 600 053, India
Pvt. Ltd.
2 Brawn Laboratories | Delhi Stock Exchange Building Brawn 13, New Indi. Township,
Ltd 4/4B Asaf Ali Road, New Delhi Laboratories Ltd | Faridabad 12 1001, Haryana,
110002, India India.
3 Cadila Healthcare Zydus Tower. Satellite Cross Road, | Cadila Healthcare | Kundaim Industrial Estate,
Ltd. Ahmedabad 380 015, India Ltd. ponda, Goa-403 401, India
4 Cong ty co phan DP | 396-398 Céch mang Thang 8, Q. Laboratorios Avda. Barcelona, 69 08970 Sant
Pha no Tén Binh, TP. H6 Chi Minh Lesvi, S.L. Joan Despi (Barcelona), Spain
5 Cong ty gé phf’in 303/16 Tan Son Nhi, P.‘Tﬁn Son Genome Plot No. 16/1, Phase IV,
Dugc pham Trang Nhi, Q. Tan Pha, TP. H6 Chi Minh | Pharmaceutical Industrial Estate Hattar, Pakistan
Minh (Pvt) Ltd
6 Cong ty ¢ phan 51 Khuéng Viét, Phuong Phi Vintanova Pharma | IV/292 B, Velakkode, Mundur,
Huynh Tan Trung. Quan Tan Phu, Tp. Ho Chi | Pvt Ltd Thrissur-680 541, Kerala, India
Minh
T Cong ty TNHH DP 11B phé Hoa B;"?mg. P. Yén Hoa, Q. | Balkanpharma - 3, Samokovsko shosse Str.,
Viét phap Cau Giay, TP. Ha N¢i Dupnitsa AD Dupnitsa 2600, Bulgaria
8 Cong ty TNHH Dugc | 1333 duong 31B, Khu phé An Phii | Balkanpharma - 3, Samokovsko shosse Str.,
Tam Pan An Khanh, Phuong An Phi, Quan | Dupnitsa AD Dupnitsa 2600, Bulgaria
2, TP. Ho6 Chi Minh
9 Cong ty TNHHTM | 119, Puong s6 41, Phuong Tan Drug International | 252, Tonggi industrial area,
DP Dong Phuong Quy, Quan 7, Tp. H6 Chi Minh Limited Tonggi, Gazipur, Bangladesh
10 Céng ty TNHH TM | T6 16, phudng Dinh Céng, Q. Drug International | 252, Tongi Industrial Area,
va DP Ha An Hoang Mai, TP. Ha N(}i Limited Tongi, Gazipur, Bangladesh
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