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S6: ,16.x/'9. /QLD-CL 
V/v thu ht\i thulac chira Ranitidine 
có chira tap chat NDMA vu9t 

han cho phep 

Kinh 

Ha Noi, ngay 0,2 

- Soy Y to cac tinh, thanh pho tivc thui5c Trung uang 
- Cac ca nh.4p khAu thuac 

Can dr vao cac quy the dtrac hien hanh &la Viet Nam. 

Can dr thong bao dm Ca quan Khoa hocy t6 Singapore (HSA), Ca quan 
quan l$T duac pham Thuy Si (Swissmedic) , viec  thu hoi cac thuOc chira 
Ranitidine do phat hien chira tap chat N-nitrosodimethylamine (NDMA) có 
nguy ca gay ung thu a ham luting vuot qua nguong cho phep cfia quoc te. 

D6 dam bao an town cho nguai su dung, Cuc Quan 1' Duac yeu 

1. Thu h6i tat ca cac thu6c thanh phAm có ten sau day: 

TT Ten thaw Hot chat, ham 
ltnyng 

Nng bao 
the 

NhA san xuAt 

1 Aciloc 150 
(SDK: VN- 
17188-13) 

Ranitidine (duoi 
clang Ranitidine 
HC1) 150 mg 

Vien nen 
bao phim 

Cadila 
Pharmaceuticals 
Ltd, India 

2 Aciloc 300 
(SDK: VN- 
17848-14) 

Ranitidine (duoi 
dang Ranitidine 
HC1) 300 mg 

Vien nen 
bao phim 

Cadila 
Pharmaceuticals 
Ltd, India 

3 Apo-Ranitidine 
150 mg 
(SDK: VN-3366- 
07) 

Ranitidine (duoi 
dang Ranitidine 
HC1) 150 mg 

Vien nen Apotex Inc., 
Canada 

4 Zantac Tablets 
(SDK: VN- 
10264-10; VN- 
20764-17) 

Ranitidine HCl 
tuang twang 
Ranitidine 150 mg 

Vien nen 
bao phim 

Glaxo Wellcome 
S.A., Spain 

5 Zantac Injection 
(SDK: VN- 
10265-10; VN- 
20516-17) 

Ranitidine HC1 
tuang duang 
Ranitidine 25 
mg/ml 

Dung dich 
tiem 

GlaxoSmithKline 
Manufacturing 
S.p.A., Italy 



TT Ten thaw Hot chat, ham 
luvng 

Nng bao 
the 

Nha san xuat 

Ratylno-150 
(SDK: VN- 
18567-14) 

(Ten tai 
Singapore: Zynol-
150 Tablet 150 
mg) 

Ranitidine 150 mg Vier' nen 
bao phim 

Micro Labs Ltd, 
India 

Hyzan Tablet 150 
mg 

Ranitidine 150 rng Vien nen 
bao phim 

Xepa-Soul 
Pattinson 
(Malaysia) Sdn 
Bhd, Malaysia 

8 Neoceptin R-150 
Tablet 150 mg 

Ranitidine 150 mg Vier). nen 
bao phim 

Beximco 
Pharmaceuticals 
Ltd 

Vesyca film 
coated tablet 
150mg 

Ranitidine 150 mg Vien nen 
bao phim 

Y.S.P. Industries 
(M) Sdn. Bhd,. 
Malaysia 

10 Xanidine Tablet 
150 rng 

Ranitidine 150 mg Vien nen 
bao phim 

Berlin 
Pharmaceutical 
Industry Co Ltd, 
Thailand 

11 Zantac Syrup 150 
m&10 ml 

Ranitidine 150 mg/ 
10 ml 

Si 16 Aspen Bad 
Oldesloe GmbH. 
Germany 
Glaxo Wellcome 
Operations, UK 

2. Yeti cau cac Cong ty nhiap khau thuoc. 

a) Phi hop voi nha phan phi thu6'c thong bao thu ht)i tat ca cac to thu6c 
thanh,  pham neu tren tai cac cot s& ban buon, ban le, sir dung thuo'c va tier' hanh 
thu hoi toan bo cac to thuoc nay. 

b) Giri bao coo thu hoi ve Cvc Quan 1.)"/ Duvc trong vong 01 thang ke 
ngdyl<i; Cong van nay, ho so thu hoi bao gom so lugng nhas.p khau, so luting thu 

cac Wang chirng v'e vi& thgc hien thu hoi tai cac co so.  ban buon, ban le, stir 
dung da mua thuoc theo quy dinh tai Thong tu.  so 11/2018/TT-BYT ngay 
04/5/2018 cua Bo Y to quy dinh ve chat luvng thuoc, nguyen lieu lam thu6c. 

3. 	nghi 	Y to cac tinh, thanh pha: 



a) Thong bao viec thu h6i tai cac co. so• kinh doanh, 	dung thu6c tren 
dia ban. 

b) Cong be; thong tin v* thu 	tat ca cac thuoc thanh pham neu tren 
tren Trang thong tin cien to cUa 

c) Mem tra va giarn sat cac Cong ty nh4p khdu thuoc tren dia ban thcrc 
fOn vi "c thu hoi cac thu6c neu tren. 

Ccic Quan 1y Ducfc thong bao cue cac don vi bik va thge 

Nei nh(m: 
Nhtr tren; 

- Cue twang va Tan Cuemg (c e.  b/c); 
- Cac phong DKT, KDD, Phap chE-Thanh tra Cuc QLD; 

website Cyc QLD; 
Luu: VT, CL (HP). 
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