UBND TINH QUANG NINH CONG HOA XA HQI CHU NGHIA VIET NAM
SOY TE Poc lap — Tw do — Hanh phic

sé 783/SYT-NVD Qudang Ninh, ngay 27 thang 02 nam 2023

V/v théng béo thu hdi thude
vi pham murc 36 3

Kinh gui: ,
- UBND cac huyén, thi xa, thanh pho;
- Cac co so kinh doanh, sir dung thuoc trén dia ban tinh.

Ngay 26/02/2024, Cyuc Quan ly Dugc — Bo Y té ¢ van ban s6 598/QLD-
CL vé viéc thdng béo thu hoi thudc vi pham mic do 3, trong d6 thong tin 16
thuéc Vién nang cang Fluconazole (Fluconazole 150mg), S6 GPKLH: VN-
16474-13, Sb 16: KE22638, NSX: 10/10/2022, HSD: 09/10/2025 dugc xac dinh
la vi pham chat luong (mitc d6 3) (c6 cong vin kém theo). S Y té& Quang Ninh
thdng béo:

1. Thu hdi trén dia ban tinh ddi véi thudc Vién nang ciing Fluconazole
(Fluconazole 150mg), S6 GDKLH: VN-16474-13, Sb 16: KE22638, NSX:
10/10/2022, HSD: 09/10/2025 do Céng ty Kausikh Therapeutics (P) Ltd. (India)
san xuat, Céng ty c¢6 phan dugc pham Ha Tay nhap khau.

2. Cac co s& kinh doanh, sir dung thudc trén dia ban tinh t chuc kiém tra
ngay, kip thoi phat hién thuc théng bao thu hdi néu trén, tra vé noi cung cap
(néu co) va giri bao cao thu hoi thude vé So Y té (phong Nghiép vu Dugce) trudce
ngay 20/3/2024. H so thu hoi bao gom so luong da mua, s6 luong da ban hoac
dua vao sir dung, s6 luong thu hdi kém cac bang chiing vé viéc thuc hién thu hoi
thudc theo dung quy dinh tai Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 va
Thong tu s 03/2020/TT-BYT ngay 22/01/2020 cua Bo Y té quy dinh vé chat
lugng thude, nguyén liéu 1am thudce.

3. Bé nghi Uy ban nhan dan huyén, thi x&, thanh phé trong tinh chi dao
phong Y té thong bao cho cac co so kinh doanh, st dung thubc trén dia ban,
Kiém tra, giam sat cac co so thuc hién théng bao nay va tong hop bao cao két
qua vé S Y té (phong Nghiép vu Duoc) theo quy dinh./.

Noi nhgn: KT. GIAM bOC
- Nhu trén; \ A "t A
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- TT Kiém soat bénh tat tinh;
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