BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
Sé;/{// X4 /QLD-CL Ha Ngi, ngdy 44 thdng 6 ndim 2018
V/v dinh chi lvu hanh thudc

khong dat tiéu chuén chit lugng

Kinh guri: , ]
- S¢'Y t€ cac tinh, thanh pho tryc thude Trung wong;
- Cong ty c0 phan Dugc pham Vinh Phtec.

- Cin ctr vao céc qui ché duge hién hanh cia Viét Nam.

- Can clr ¢dng vin sb 400/VKNTTW-KH ngay 12/6/2018 ciia Vién Kiém
nghiém thudc Trung wong gii kém phiéu kiém nghiém s§ 481295 ngay
12/06/2018 vé& thudc bdt dong khé pha tiém Vintrypsine (Alpha chymotrypsin
5000 don vi USP), SBK: VD 25833 16, S 16 Io byt dong kho: 030118, NSX:
04/01/2018, HD: 04/01/2021; S6 16 lo dung mdi: 010118, NSX: 02/01/2018,
HD: 02/01/2022 do Céng ty cb phin Dugc phdm Vinh Phéc san xuit. Mau
thuéc do Vién Kiém nghiém thubc Trung wong lay tai Céng ty ¢ phan Dugc
phdm Vinh Phiic - chi nhénh Ha Ndi (qudy 412, ting 4, Trung tdm phéan phéi
Dugc phdm va Trang thiét bi y t& Hapu Medicenter, s6 1 Nguyén Huy Tudng,
Thanh Xuén, Ha N§i. Thudc khong dat tiéu chudn chét lugng vé chi tiéu ndi doc
t6 vi khuén déi véi lo dung méi.

Cuc Quan ly Dugc thong béo:

1. Pinh chi lvu hanh todn qubc thudc bt déng khd pha tiém Vintrypsine
(Alpha chymotrypsin 5000 don vi USP), SDK: VD-25833-16, S 16 lo bt dong
kho: 030118, NSX: 04/01/2018, HD: 04/01/2021; S5 16 lo dung méi: 010118,
NSX: 02/01/2018, HD: 02/01/2022 do Céng ty c¢b phin Dugc phim Vinh Phiic
san xuét.

2. Céng ty ¢b phan Dugc phdm Vinh Phic phbi hop véi nha phan phdi
thudc, phai:

+ Trong thoi han 48h ké tir ngay ky cong vin niy, giri thong bao thu hdi t6i
cac co sO ban budn, bén 1é, st dung thuéc bot dong khd pha tiém Vintrypsine
(Alpha chymotrypsin 5000 don vi USP), SPK: VD-25833-16, S5 16 lo bot déng
kho: 030118, NSX: 04/01/2018, HD: 04/01/2021; S5 16 lo dung méi: 010118,
NSX: 02/01/2018, HD: 02/01/2022 va tién hanh thu hdi toan bd 16 thubc khong
dat tiéu chudn chét lugng néu trén.

+ Giri bdo cdo thu hdi v& Cuc Quan Iy Dugc trong thdi han 18 ngay ké tir
ngay ky cong vin nay, hd so thu hdi bao gém s6 lugng san xuét, sé lugng phén



phdi, ngay san xuét, s_é lwong thu hdi, céc bing chimg vé viéc thuc hién thu hdi
tai cac co s& ban budn, ban 18, sir dung d& mua thudc theo quy hién hanh.

3. 86 Y 18 céc tinh thauh phd true thude Trung woug, Y 8 cde nganh thong
bao cho céc co s& kinh doanh, st dung thudc thu hdi 16 thude khoéng dat chét
lwong néu trén, kiém tra va giam st cic don vi thuc hién théng bdo nay; xtr ly
nhimg don vi vi pham theo quy dinh hién hanh; béo c4o vé Cuc Quan ly Duoc
va cac co quan chirc nang cé lién quan.

4. S& Y té Tp. Ha Noi, S& Y té tinh Vinh Phuc kiém tra va gidm sat Cong ty
cb phan Dugc phé"xm Vinh Phiic thye hién viée thu hdi va xir ly thudc bj thu hoi
theo quy dinh.

Cuc Quan ly Dugc théng bao dé cac don vi biét va thuc hién ./.
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SO Y TE PONG THAP SAO Y BAN CHINH
S6: 214/SY-SYT Dong Thdp, ngay 25 thdng 6 nam 2018
Aéoz r;hén_-'mr s TL. GIAM POC
- Céc don vi tryc thudc; { X >
=l et _— CHANH VAN PHONG

- BV Théi Hoa, Tam Tri, Quang Purc;
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