Ky bai: SG Y té

Email: soyte@hatinh.gov.vn

Co quan: Tinh Ha Tinh

Thai gian ky: 15.05.2019
Xacthyc & Bao mit  11:03:03 +07:00

UBND TINH HA TINH
SOY TE
S6: 953/SYT-NVD

V/v dinh chi luu hanh thude khong
dat tiéu chuan chat luong

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc l1ap — Tw do — Hanh phic

Ha Tinh, ngay 15 thang 5 nam 2019

Kinh gui:
- Cac don vi kham chira bénh; ’
- UBND cac huyén, thi xa, thanh pho; ,
- Trung tam Y te/Y té du phong cac huyén, thi xa, thanh pho;
- Cac Cong ty dugc trong tinh.

Can cir Cong vin sé 6346/QLD-CL ngay 26 thang 4 nam 2019 cta Cuc Quan
ly dugc - BO Y té vé viéc dinh chi luu hanh thudc khong dat tiéu chuan chét luong,

Pé d¢am bao an toan cho ngudi sir dung, S&' Y té thong béo:

DPinh chi luu hanh thuéc Vién nén bao phim Cetirizine tablets 10mg
(Cetirizine 10mg), SPBK: VN-19406-15 do Cong ty Windlas Biotech Private
Limited (India) san xuat, Cong ty c6 phan dugc pham Trung wong Codupha nhap
khau d6i véi cac 16 thude sau

S6 16 WCH7005E WCH7006E WCH7007E WCH7008E
NSX 25/8/2017 25/8/2017 25/8/2017 25/8/2017
HD 24/8/2020 24/8/2020 24/8/2020 24/8/2020

Ly do: Thudc khong dat tiéu chuan chit luong vé chi tiéu Do hoa tan (16
WCH7007E), chi tiéu dinh luong (cac 16 WCH7007E, WCH7008E). Pong thoi
cong ty Windlas Biotech Private Limited (India) dé nghi thu hoi toan bo cac 16
thudc gan nhiat di nhap khau vao Viét Nam (bao gom cac 16: WCH7005E,
WCH7006E, WCH7007E, WCH7008E).

Nhan dugc théng bao nay, S¢ dé nghi:

- Cac don vi kham chira bénh thong bao rong rai cho can bg, vién chuc, cac
khoa phong, bd phan biét, kiém tra trong kho thudc cua don vi, thu hdi cac 16 thude
Vién nén bao phim Cetirizine tablets 10mg (Cetirizine 10mg) néu trén;

- Trung tdm Y té du phong cac huyén, thi x4, thanh phd thong bao cho cac
Tram y té x4, phuong, thi tran trén dia ban biét thu hdi cac 16 thue Vién nén bao
phim Cetirizine tablets 10mg néu trén;

- UBND cac huyén, thi xa, thanh phé chi dao Phong Y té thong bao cho céc
nha thudc tu nhan va céc co s¢ hanh nghé y tu nhan trén dia ban biét thu hoi cac 16



thudc Vién nén bao phim Cetirizine tablets 10mg néu trén; kiém tra va gidm sat cac
don vi thuc hi¢n thong bao nay;

- Cac Cong ty duoc thong bao cho cac chi nhanh, quiy thudc, dai 1y trong hé
thong phan phéi ciia minh va kiém tra trong kho thudc ciia don vi, thu hdi céc 16
thudc Vién nén bao phim Cetirizine tablets 10mg néu trén;

- Cac don vi kinh doanh, st dung thudc néu c6 cac 16 thude Vién nén bao
phim Cetirizine tablets 10mg néu trén phai khan truong thu hdi, bao cdo vé Phong
Nghiép vu duge - S6 Y té trude ngay 10/6/2019 (Bao cio thu hoi, hd so thu hdi
thudc khong dat tiéu chudn chat lugng theo quy dinh Thong tu s6 11/2018/TT-BYT
ngay 04/5/2018 ciia Bo Y té quy dinh vé chat lugng thudc, nguyén lidu lam
thudc)./.

Noi nhin: KT. GIAM POC
- Nhu trén; PHO GIAM DOC
- Trung tam KN Thuéc, MP,TP; (Pi ky)

- Website SYT, muc Thuoc va TTGT;

- Luu: VT, NVD.

GUi van ban giay va dién ta.

Tran Xuan Dang
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