BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC DPoc lap - Tw do - Hanh phic

sél96dtiqrp-cL Ha Noi, ngay €. thing M. nam 2013
V/v dinh chi luu hanh
thube khong dat tiéu chudn chét lugng
Kinh gtri:
- S& Y té cac tinh, thanh phd truc thudc Trung wong
- Congty Cb phén Dugc VTYT Pik Lik.

- Can ctr cac quy dinh ve quan ly dugc hién hanh cta Viét Nam.

- Can clr cong van sb 1039/VKNTTW-KH ngay 05/11/2013 cua Vién K1em
nghiém thude Trung wong giri kém Phiéu kiém nghiém sé 43Gt62 ngay 04/11/2013 vé:
thuéc Bot pha hdn dich ubng Penfixil 100 (Cefpodoxime 100mg), S6 16: 139313002,
NSX: 08/01/2013, HD: 07/01/2015, SDK: VN-11393-10, do Céng ty Penta Labs Pvt.
Ltd., India san xuét, Céng ty Co phan Dugc VTYT Dik Lk nhap khiu. MAu thube do
Trung tdm Kiém nghiém Ha Noéi liy tai Nha thubc Nguyen Thi Tiu, 33 Van Huong,
phuong Hang Bot, quan Pébng Pa, thanh phd Ha Noi. Thudc khong dat tiéu chuén chat
luong veé chi tiéu dinh lugng.

Cuc Quan ly dugc théng béo:

1. Pinh chi luu hanh trén toan qudc thubc Bot pha hdn dich udng Penfixil 100
(Cefpodoxime 100mg), L6 sb: 139313002, NSX: 08/01/2013, HD: 07/01/2015, SPK:

VN-11393-10, do Cdng ty Penta Labs Pvt. Ltd., India san xuét, Céng ty C6 phan Dugc
VTYT Pék Lik nhap khau.
2. Cong ty Cb phan Dugc VTYT Pik Lik phdi hop v6i nha cung cip, phai:

+ Guri thong bao thu hdi t6i nhitng noi phan phél str dung thubc Bot pha hén
dich udng Penfixil 100 (Cefpodoxime 100mg), Ld s6: 139313002, NSX: 08/01/2013,
HD: 07/01/2015, SDK: VN-11393-10, do Céng ty Penta Labs Pvt. Ltd., India san Xudt
va tién hanh thu hdi toan bd 16 thubc khong dat ti€u chuén chét lugng néu trén.

+ Gtri bdo céo thu hdi, hd so thu hdi thubc khong dat tiéu chudn chét lugng
theo quy dinh Théng tu s6 09/2010/TT-BYT ngay 28/4/2010 cua By Y té hudng dan
viéc quan ly chat lugng thudc vé Cuc Quan ly dugce trude ngay 27/12/2013.

3. 8¢ Y té cac tinh, thanh ph tryc thuge Trung wong, Y té cac nganh thong bao cho
cac co s¢ kinh doanh, st dung thude thu hoi 16 thudc khoéng dat ti€u chuan chét lugng
néu trén; kiém tra va giam sét cac don vi thl_.l’f: hién thong bao nay; xur ly nhitng don vi
vi pham theo quy dinh hi¢n hanh; bdo cédo vé Cuc Quan ly dugc va céc co quan chirc
ndng co6 lién quan.

4.Sd Y té tinh Pik Lik, S& Y té thanh phd Ha Noi kiém tra, xir Iy cac don vi vi pham
theo quy dinh hién hanh./.
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