
UBND TiNH THANH HOA 
SO Y TE 

so: 2726 /SYT-QLD 
V/v dinh chi kw hanh va kiem tra 

giam sat thuoc khong dat 
tieu chuan chat lugng 

CONG HOA X 'A HOI CHU NGHIA VIET NAM 
Hoc 14- Tty do- Hanh philc 

Thanh 1-16a, ngity of thcing/10nam 2019 

Kinh giri: Cac cg sa kinh doanh, sir dung thu6c trong tinh. 

Can cir cac quy dinh ve quart 1)"7 dugc hien hanh ciia Viet Nam; 

Can cir Cong van s6 16811/QLD-CL ngay 02/10/2019, Cong van se 16912/QLD- 
CL ngdy 03/10/2019 cila Cue Quan 1yT Dugc ,B6 Y t6, 	viec dinh chi luu hanh thu6c 
khong dat tieu chuan chat luong dei 	cac thuOc sau: 

- Thu6c vien nen bao phim Desratel (Desloratadin 5mg), SDK: VD-28452-17, LO 
SX: 190157, HD: 19/02/2022 do Cong ty co phan dugc pham Dat Vi Phu san xuat. Thu& 
khong dat tieu chuan chat lugng ye chi tieu Dinh lugng (vi pham mirc de 2). 

- Thu6c vien nen dai bao phim Cetirizin (Cetirizine 2HCL 10mg), SDK: VD-19303-
13, Le SX: 002171, HD: 14/4/2020 do Cong ty co phan dugc pham 3/2 san xuat. Thu& 
khong dal tieu chuan chat lugng ye chi tieu De hem tan (vi pham mirc de 3). 

De dam bao quyen led cho ngtrei sir dung thuoc, Si Y to thong bao: 

1. Dinh chi lull hanh va thu hei tren toan tinh cac 10 thu6c 

- Thu6c vien nen bao phim Desratel (Desloratadin 5mg), SDK: VD-28452-17, Lo 
SX: 190157, HD: 19/02/2022 do Cong ty co phan dugc pham Dat Vi Phu san xuat. 

- Thu6c vien nen dai bao phim Cetirizin (Cetirizine 2HC1 10mg), SDK: VD-19303-
13, Lo SX: 002171, HD: 14/4/2020 do Cong ty co phan dugc pham 3/2 san xuat. 

, 2. Cac co' ser kinh doanh, sir dung thu6c tren toan tinh khan twang thu hei cac to 
thu6c bi dinh chi ltru hanh neu tren (neu co) va tra lai cho co.  se( cung Ung, bao cao ket qua 
ye Sa Y to (phong Quan 1y Dugc) truOc ngay 17/10/2019. 

3. Giao Trung tam kiem nghiem Thanh Hoa true tier, kiem tra, giam sat yiec thu hei 
cac 16 thuoc neu tren, bao cao ket qua ye Se Y to (phong Quan 1)"/ Dirge) truac ngay 
31/10/2019. 

4. Pheng Quan 13'T Dugc, cac ph6ng ban chirc nang ciia Sa Y te, phong Y to huyen, 
thi, thanh pile co trach nhiem kiem tra, giam sat yiec thirc hien thong bao nay; sau dot thu 
hei tren, xir 17 nhang don vi, ca nhan can vi pham theo quy dinh hien hanh./. 

No'i nhiln: 
- Nhu tren; 
- TTKN Thanh I-16a; 
- Phong Y to cac huyen, thi, Tp; 
- Luu: VT, QLD.A_____ 

KT. GIAM DOC 



Y'TE 
CVC  QUAN 1;i7  DUVC 

So: 	/QLD-CL 
V/v Ulu hoi thuac chna Ranitidine 
co china tap chat NDMA virgt gioi 

han cho phep 

LONG IIOA XA 1101 C110 NGIIIA V1k,i NAi`,1 
Doe 141) - Tu do - Vault pink 

Ha Noz, ligay 	 2019 

Kinh 
- Si Y to cac tinh, thanh pho true thuec Trung uong 
- Cac ca se( n1-4 khau thuOc 

Can ct \fa° cac quy the chive hien hanh cua Viet Nam. 

Can cir thong bao cita Ca quan Khoa hoc y t.6 Singapore (HSA), Ca quan 
quan 	dtrov pham Thu Si (Swissmedic) ve viec thu hoi cac thuoc club 
Ranitidine do phat hien chira tap chat N-nitrosodimethylamine (NDMA) co 
nguy ca gay ung thua ham Itrong vuot qua ngtOng cho pile]) dm citt6c te. 

De dam bao an toan cho ngtayi sir dyng, Cyc Quan 1y DUVC yeti cau: 

1. Thu hoi tat ca cac thuOc thanh pham có ten sau day: 

TT Ten thuoc Hot chttt, him 
ltrcin g 

Ding bilo 
the 

NW, sin mail 

1 Aciloc 150 

(SDK: VN- 
17188-13) 

Ranitidine (du6i 
clang Ranitidine 
HC1) 150 mg 

Vien .nen - 
bao phim 

Cadila 
Pharmaceuticals 
Ltd, India 

2 Aciloc 300 :- 

(SDK: VN- 
17848-14) ' 

Ranitidihe (dui 
clang Ranitidine 
HC1) 300 mg 

Vien nen 
bao phim 

Cadila 
Pharmaceuticals 
Ltd, India 

3 Apo-Ranitidine 
150 mg 

(SDK: VN-3366- 
07) 

Ranitidine (duoi 
ding Ranitidine 
HC1) 150 mg 

Vien nen Apotex Inc., 
Canada 

4 Zantac Tablets 

(SDK: VN- 
10264-10; VN- 
20764-17) 

Ranitidine HC1 
tuang duang 
Ranitidine 150 mg 

Vien nen 
bao phim 

Glaxo Wellcome 
S.A., Spain 

5 Zantac Injection 
(SDK: VN- 
10265-1.0; VN- 
20516-17) 

Ranitidine HCl 
tuang duang 
Ranitidine 25 
mg/ml 

Dung Bich 
tiem 

GlaxoSmithKlitie 
Manufacturing 
S.p.A., Italy 



TT Ten filmic Hoqt elifit, him 
luvng 

Dm Win 
c.“ 

Nhil On 	k 1 :i t - 

6 Ratylno-150 
(SDK: VN- 
18567-14) 
(Ten tai 
Singapore: Zynol-
150 Tablet 150 
mg) 

Ranitidine 150 mg Vien nen 
bao phim 

Micro Labs; Ltd, 
India 

7 Hyzan Tablet 150 
mg 

Ranitidine 150 mg Vien nen 
bao plum 

Xepa-Soul 
Pattinson 
(Malaysia) Sdn 
Bhd, Malaysia 

8 Neoceptin R-150 
Tablet 150 mg 

Ranitidine 150 mg Vien nen 
bao phitn 

Beximco 
Phannaccuticals 
Ltd 

9 Vesyca film 
coated tablet 
150mg 	' 

Ranitidine 150 mg Viet). nen 
bao phim 

Y.S.P. industries 
(M) Sdn. i3hd,. 
Malaysia 

10 Xanidine Tablet 
150 mg 

Ranitidine 150 mg Via nen 
bao phim 

Berlin 
Pharmaceutical 
Industry Co Ltd, 
Thailand 

11 Zantac Syrup 150 
mg/10 ml .  

Ranitidine 150 mg/ 
10 ml 

• 

Si re Aspen Bad 
Okiesloc Gmbll, 
Germany 
Glaxo 'Wellcome 
Operations, UK 

2. Yeu cAu cac Cong ty nhap khAu thuOc: 

a) Pled hap \Teri nha plan phOi thuec thong bao thu bed tat ca cac to thuec 
thanh, pham neu tren ten cac ca se ban buen, ban le, sn dung iliac va Gen hash
thu hoi toan be cac 10 thuoc nay. 

b) Gui bao cao thu hoi ve Cue Quan ly Duac trong \tong,  01 thang ke to 
ngaykS'i COng van nay, he sa thu hoi bao gem so luting nhap khau, se ltrang thu 
lei, cac bang chUng ve viec thuc hien thu hoi tai cac co sa ban ban, ban IC, sn 
dung da mua thuoc theo quy dinh tai Thong ttr so 11/2018/TT-13V1: ngay 
04/5/2018 cila BO Y to quy dinh ve chat luting thttec, nguyen lieu lam thu6c, 

3. De nghi Sa Y to cac tinh, thanh 



a) Th'Ong bao viec thu h6i toi cac co 	kinh doanh, sir dung thuOc trC71 
dia ban. 

b) Cong bO thong tin viec thu hOi tat ca cac thuo'c thanh pliant neu tren 
tren Trang thong tin dien tir cita SO. 

c) Kiem,tra va giam sat cac Cong ty nhap khau thu6c tren dia ban thu.c 
hen viec thu hoi cac thuoc neu tren. 

Cue Quan 1)'7 Ducic thong bao de. cac don vi Wet va thkrc 

Noi nhOn: 
- Nhtr tren; 
- Ct,ic trireyng VIA Tuan Ctarng 	b/c); 
- Cac pliong DKT, KDD, Phap ch6-Thanh tra - Cue QLD; 

website Cktc QLD; 
- Lim: VT, CL (HP). 

KT. C11C TRU'ONG 
P116 CVC TWONG 
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