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UBND T1NH B1NH DINH 
SO Y TE 

: A 647 /SYT-NVD 
V/v Dinh chi luu hanh, thu hoi  
thuoc san xuat tin nguyen lieu 

Valsartan do C6ng ty Zhejiang 
Huahai Pharmaceutical, 

Trung Quoc san xuat 

CQNG H6A XA HOI CHU NGHIA 'VItT NAM 
Doc 14p - Tir do - Hanh phtic 

Binh Dinh, ngay,fu thing 7 nam 2018 

Kinh giri: 
- Cac dun vi true thu8c; 
- Cac doanh nghiep ban buon thuoc; 
- Ph6ng Y to huyen, thi xa, thanh ph6. 

Thuc hien Cong van Him the so 13125/QLD-CL ngay 10/7/2018 dm 
Cuc Quan 13'T Dugc ve viec thu h6i thuOc san xuat tir nguyen lieu Valsartan do 
COng ty Zhejiang Huahai Pharmaceutical, Trung Qu& san xuat (Sau day goi tat 
la C8ng van 13125). 

, 	Theo,  do, Cuc Quail 1)% Dugc da dinh chi luu hanh va thu 	ten toan 
quoc cac thuoc chira Valsartan dugc san xuat tix nguyen lieu Valsartan do Cong 
ty Zhejiang Huahai Pharmaceutical — Trung QuOsc san xuat, nguyen lieu nay 
duoc phat hien china tap,  chat N-nitrosodimethylamine (NDMA) c6 nguy ca gay 
ung thu (Danh muc thuoc clinh chi lu'u hanh va thu hot theo ban chup COng van 
13125 clinh kem). 

Sey Y to yeu cau cac dun vi truc,thu& thong bao d6n cac be? phan thuOc 
quyen; cac doanh nghiep ban buon thuoc thOng bao cho cac ca s& ban le true 
thuOc; Phong Y to huyen, thi xd, thanh pho thong bao den cac ca so hanh nghe y 
dirge to nhan tren dia ban de thu hoi thuoc bi dinh chi luu hanh (neu c6 sir dung, 
kinh doanh) tra lai nui cung Ung, dam bao thuOc neu tren khong con luu th6ng 
tren thi trueyng trong pham vi toan tinh; bao cao ket qua thuc hien ve 	Y te. 

Thanh tra SU' Y to va PhOng Nghiep vu Dugc chin trach nhiem kiem tra, 
giam sat viec trien khai thuc hien ciia eac dun vi, ca kinh doanh thuOc va xir 
ly vi pham theo quy dinh hien hanh./* 

KHAN 



BO YTE  
CVC  QUAN DOC 

SO: 13 jcp5 /QLD-CL 
V/v thu hoi thuoc san xuat tun  

nguyen lieu Valsartan do Cong ty 
Zhejiang Huahai Pharmaceutical — 

Trung Quoc san xuat 

CQNG HOA XA HQI CHU NGH1A VIFT NAM 
Eqic lap - Tty do - Hanh phfic 

Ha. Noi, ngay1  (hang 1- nam 2018 

Kinh 
0C 	- Son Y to the tinh,,thanh ph6 	thuOc Trung trong 

- Cac co so san xuat, kinh doanh thaw 

Can cir vao cac quy the dugc hien hanh cfia Viet Nam. 
Can cir thong bao: dia Ca quan quan ly) dugc pham Chau Au (EMA), Ca 

quan quan 1y dugc Canada va mot so co quan quan ly dugc khac ye viec thu he 
cac thuoc chira Valsartan dugc san xuat tir nguyen lieu Valsartan do COI-1g ty 
Zhejiang Huahai.Pharmaceutical — Trung Quoc san xuat. Nguyen lieu nay dugc 
ghat hien chira tap chat N-nitrosodimethylamine (NDMA) co nguy co gay ung 
thu. 

.• 
-De dam bao an toan cho nguZli sir dung, Cuc Quan 1Sr Dugc thong bao: 

1. Dinh chi Itru hanh tat ca cac thu6c thanh pham dirge san xuat tir nguyen 
lieu Valsartan do Cong ty Zhejiang Huahai Pharmaceutical — Trung Qu6c san xuat 
theo danh muc dinh kern. 

2. Yeu ciu cac COng ty dang ky thu6c, san xuat thu6c, Cong ty nhap khau: 

a) Phi hop \Jai nha phan ph6i thu.6c thong bar) thu h6i tat ea cac 10 thu6c 
thanh pham trong cong thdc san xuat c6 chira nguyen ,lieu Valsartan do Cong ty 
Zhejiang Huahai Pharmaceutical — Trung Quoc san xuat theo danh inyc kern theo 
tOi cac co' se ban buon, ban le, sir dung thu6c va tion hanh thu hoi toan bO cac 16 
thuoc nay. 

b) Ngirng ngay viec sir dung nguyen lieu Valsartan cira Cong ty Zhejiang 
Huahai Pharmaceutical — Trung Qu6c de san xuat thuoc thanh pham. Thvc hien 
danh gig nha cung cap, kiem tra, nghien ciru sir dung nguyen lieu Valsartan cua 
nha san xuat mai dam bac) yeu cau chat luting, an toan cho ngueri sir dung va thvc 
hien thii tuc thay doi ho sa (tang ky thu6c theo thing quy dinh cua phap luat. 

c) Giri bao cao thu h6i ve Cue Quan ly Dugc trong vOng 01 thing ke tin  
ngay ky Cong van nay, hO sa thu hoi bao gam s6 ltrang xuat xtrang, s6 lurong thu 
h6i, cac bang chirng ve viec thine hien thu h6i tai cac ca sa ban buon, ban le, sir 
clynQ da mua thu6c theo quy dinh tai Thong to so 1 1/201 8/TT-BYT nwly 
04/5/2018 ctlia BO Y to quy dinh ve chit lugng thaw, nguyen lieu lam thuOc. 



3. De nghi SO'r Y to cac tinh, thanh phO: 

a) Thong bar) viec thu hOi taxi cac ca sei kinh doanh, sir dung thuo'c troll dia 

ban. 

b) Cong be) thong tin viec thu hoi to tat ca cac thuoc thanh pham (RAN san 
xuAt fix nguyen lieu Valsartan do Ging ty Zhejiang 1-luahai Pharmaceutical - 
Trung Queic san xuat tren Trang thong tin dien -Ur cua 

c) Kie'm tra va giam sat cac Cong ty san xuit, kinh doanh tren dia ban thirc 
hien viec thu hoi cac to thuoc neu tren, xir ty cac dan vi vi phalli thee quy dinh. 

Cuc Quail IS,  Duov thong bdo de cac don vi biet va thkrc hien./. 

CVC TRISONG 
C TRUUNG - Nhtr tren; 

- Cue mu*.  ng Vu TuAn CIRrng (d6 b/c); 
- Cae phong DKT, KDD, Thanh tra DMP, TTQCT - 

Cue QLD; website Cuc QLD; 
- Urn: VT, CL (XH). 
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1 Valsartan 80 	' VD-27843-17 19/09/2022 
Cong ty co phan 
ductc phAm CCru Long 

Valsartan USP 38 
Zhejiang Huahai 
Pharmaceutical Co. 
Ltd 

Chuannan Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

2 
Tolzartan 
Plus 

VD-27098-17 22/6/2022 
Cling ty CPDP Trung 
tro ng 2  

Valsartan 
Zhejiang Huahai 
Pharmaceutical Co. 
Ltd 

Chuannan Duqiao, 
 

Linhai, Zhejiang, 
317016, China 

China 

3 Opevalsart 40 VD-20792-14 12/6/2019 
n 

d
C

li6
g
n
c
gpt!.hTa,mF6 p

OPV 
Valsartan 

34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

4 Vasartim 80 VD-20802-14 12/6/2019 
Cong ty co phan 
ducyc pham OPV 

Valsartan 
U SP 
34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

5 
VasartimPlus 
160:25 

VD-12907-10 30/5/2017 
Ong ty co phan 
duge pham OPV 

V alsartan 
USP 
31/ NF26  

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Xunqiao, Linhai 
Zhejiang 317024, 
China. 

China 

6 Vasartim 40 VD-20461-14 4/3/2019 

, 

Cong ty di Olin 
duos pham OPV 

Valsartan 
USP 
34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

7 Halotan 160 VD-20785-14 12/6/2019 
COng ty co phan 
&rot philm OPV 

Valsartan 
USP 
34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

8 Halotan 40 VD-20786-14 12/6/2019 
co phan Cong ty c 

ducyc phArn OPV  
Valsartan 

USP  
,
. 
34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 



9 	I lalotan 80 VD-20787-14 12/6/2019 
Cong ty co phan 
duov phalli OPV 

Valsartan 
13.SP 
34/NF29 

Zhejiang Huai-KU 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao. 
Linhai, Zhejiang, 
317016, China 

China 

10 
Ocedio 
80/11  i ,..,. 

VD-29339-18 22/02/2023' 
Cong ty co Phan Hem 
duoc Viet Nam 

Valsartan USP 38 
Zhejiang Ruahai 
pharmaceutical co. 
ltd 

Chuannan, Duqiao, 
Linhai, Zhejiang 
317016, China 

China 

11 
Doraval 80 
mg 

VD-25424-16 05-09-2021 
COng ty Co phan 
X 	nhap khau Y to II& 
DOMESCO 

Valsartan 
USP38/3 
9 

ZHEJIANG 
HUAHAI 
PHARMACEUTI 
CAL CO., LTD 

Chuannan, Duqiao, 
Linhai Zhejiang 
317016 China 

China 

12 
Doraval plus 
160mg/25mg 

VD-26463-17 06-02-2022 
Cong ty Co phan 
Xuat nhap khau Y 
to DOMESCO 

Valsartan 

• 
USP 
36-69 

ZHEJIANG 
HUAHAI 
PHARMACEUTIC 
AL CO., LTD 

Chuannan, Duqiao, 
Linhai Zhejiang 
317016 
China 

China 

13 
oraval plus
80mg/12.5mg 

VD-26464-17 06-02-2022 
tyC6 phan Cong t 

Xuat nhap khau Y 
to DOMESCO 

Valsartan 
USP 
36-69 

ZHEJIANG 
HUAHAI 
PHARMACEUTIC 
AL CO., LTD 

Chuannan, Duqiao,
Linhai Zhejiang 
317016 
China 

China 

14 Opevalsart 80 VD-24249-16 23-3-2021 
COng ty co phan 
throe Pham OPV 

Valsartan 
USP 
34/NF31 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd 

Chuannan, Duqiao, 
Linhai, Zhejiang 
317016 

China 

15 Vasartim 160 VD-21684-14 19-09-2019 
COng ty co phan 
dime pham OPV 

Valsartan 
USP 
34/NF29 

Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016, China 

China 

16 Pyvasart 160 VD-23853-15 17-12-2020 
' 

PYMEPHARCO 
Phan Cong Ty Co' Pha 

Valsartan EP 7.0 
Zhejiang Huahai 
Pharmaceutical Co., 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016 

China 

17 Pyvasart 40 VD-23854-15 17-12-2020 
Cong Ty CO Phan 
PYMEPHARCO 

Valsartan EP 7.0 
Zhejiang Iluahai 
Pharmaceutical Co., 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016 

China. 

18 Pvvasart 80 VD-23222-15 09-09-2020 
Coni2"cv CO Phan 

— 
PYMEPlIARCO 

Valartan EP 7.0 
Zhejiang Huahai 
Pharmaceutical Co., 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016 

China 



19 
Valsartan 
STADA 160 
mg 

VD-25030-16 15-07-2021 
Corm tyl-Nfill Lien 
Doanh Si ADA- 
Via NAM 

Valsartan EP R.0 

ZI IEJIANC1 
HUAH.A1 
PHARMACEHTICA 
L Co., Ltd. China 

XUNQUIAO, 
L1NHAI, 
ZHENANG 317024, 
 China 

China 

20 
Valsartan 
Stada 
40 mg 

VD-26570-17 06-02-2022 
Chi nhanh Cong ty 
TNHH LD Stada 
Viet Nam. 

Valsartan EP 8.0 
Zhejiang, Huahai 
Pharmaceutical 
Co., Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016 

China 

21 
Valsartan 
Stada 
80 mg 

VD-26571-17 06-02-2022 
Chi nhanh C8ng ty 
TNHH LD Stada 
Viet Nam 

Valsartan EP 8.0 
Zhejiang Huahai 
Pharmaceutical 
Co., Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016 

China 

22 
Pyvasart HC'! - 
80/12.5 

VD-27316-17 22/06/2022 
Cong Ty Co Phan 
PYMEPHARCO 

Valsartan EP 8.0 
Zhejiang Huahai 
Pharmaceutical Co., 
Ltd 

Coastal Industrial 
Zone, Duqiao, 
Linhai, Zhejiang, 
317016 

China 

23 
Valsartan 
STADA 80 
mg 

VD-14016-11 12/10/2016 
Cong ty TNHH Lien 
Doanh STADA- 
VII77 NAM 

Valsartan EP 8.0 
Zhejiang Huahai 
Pharmaceutical Co, 
Ltd. 

Chuannan, Duqiao, 
Linhai, Zhejiang, 
317016. 

China 
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