UBND TINH HA TINH CONG HOA XA HQI CHU NGHIA VIET NAM
SOYTE Doc 14p — Tw do — Hanh phiic
S6: 837 /SYT-NVD

V/v théng bao thu hdi thube vi
pham muc d6 3

Ha Tinh, ngay 13 thang3 nam 2023

Kinh gui:
- UBND cdc huyén, thi xa, thanh phé;
- Cac bénh vién/trung tam Y té c6 giuong bénh trong tinh;
- Cac cong ty, chi nhanh duogc trong tinh;
- Trung tdm Kiém nghiém thudc, my pham, thuc pham.

Can cu vao cac quy dinh vé quéan 1y dugc hién hanh cua Viét Nam ;

Can ctir Cong van sb6 2205/QLD-CL ngay 09/3/2023 ctia Cuc Quan 1y duoc

-B0O Y té vé viéc thong bao thu hdi thude vi pham mirc d 3; S¢' Y té thong béo:

1. Thu héi toan qudc Vién nang cig Locobile-200 (Celecoxib 200mg), S6
GPKLH: VN-21822-19, S6 16: WLD21003E, NSX: 04/02/2021, HD:
03/02/2024 do Céng ty M/s Windlas Biotech Limited (India) san xuat, Cong ty
TNHH Duoc pham A My (373/1/4A Puong Ly Thuong Kiét, Phuong 9, Quan
Tan Binh, Thanh phd Ho Chi Minh) nhap khau.

Ly do: Mau thudc khong dat tiéu chuan chat luong vé chi tiéu Pong déu
khéi lwong (vi pham mirc do 3).

2. Bé dam bao an toan cho ngudi st dung, SO Y té dé nghi

- C4c bénh vién/trung tAm Y té c6 giudng bénh thong béo rong rii cho can
b0, vién chirc cac khoa phong, bo phan biét, kiém tra trong kho thude cua don
vi, thu hoi 16 thude khong dat chat lugng néu trén:

- UBND céc huyén, thi x4, thanh phd thong bao cho cac nha thude, quay
thudc, tu thudc tram Y té xa, phuong, thi trin biét thu hdi 16 thudc khong dat
chét luong néu trén va kiém tra, giam sat cac don vi thuc hién thong bdo nay;

- Céc cong ty, chi nhanh duoc trong tinh: Kiém tra trong kho thudc cua don
vi, d6ng thoi thong bao cho cac quay thudc trong hé théng phan phdi cia minh

thu hoi 16 thubc khong dat chat lugng néu trén;
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- Trung tdm Kiém nghiém thudc, my pham, thuc pham ra soét, ting cudng
ldy mau kiém tra chat lugng, khan truong bao cao truong hop phat hién cac 16

thudc khong dat tiéu chuan chit luong (néu cb);

Céac don vi kinh doanh, str dung thudc néu c6 16 thudc Vién nang cimg
Locobile-200 (Celecoxib 200mg), S6 GPKLH: VN-21822-19, S& 16:
WLD21003E, NSX: 04/02/2021, HD: 03/02/2024 do Coéng ty M/s Windlas
Biotech Limited (India) san xuat, Cong ty TNHH Duoc pham A My (373/1/4A
Puong Ly Thuong Kiét, Phuong 9, Quan Tan Binh, Thanh phd H6 Chi Minh)
nhap khau phai khan truong thu hdi, bao cdo vé Phong Nghiép vu dugc - S6 Y
té (Bao céo thu hdi, hd so thu hdi thuéc khong dat tiéu chuan chat luong theo
quy dinh Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo Y té quy dinh

vé chat luong thude, nguyén liéu 1am thude).

S Y té thong bao dé cac don vi biét./

Noi nhin: KT. GIAM POC
- Nhu trén; AM POC
- Thanh tra S&; )

- Website SYT, muc Thuoc va TTGT;

- Luu: VT, NVD.

Gui van ban giay va dién ta.

Juong Cong Lu
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