BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc lip — Tw do — Hanh phic
Sé: o 1§-44/QLD-CL Ha Ngi, ngay 3¢ thing Jg nim 2013

V/v: dinh chi liru hanh thubc
khéng dat tidu chuin chit luong
Kinh guri:
- S& Y té cac tinh, thanh pho trire thuge Trung wong;
- Cong ty C6 phan XNK Y té Tp. Hé Chi Minh (Yteco).
(181 Nguyén Dinh Chiéu, Phicomg 6, Quin 3, Tp. Hoé Chi Minh)

- Can cir vao céc qui che duge hién hanh cua Viét Nam.

- Can cir cong van sb6 396/VKNT- KHTH dé ngay llr’12f2013 clia Vién kiém nghiém
thubc Tp. Hd Chi Minh gm kém phidu kiém nghigm sb 0743/VKN-KT2013 ngay
11/12/2013 v& thude Vién nén Orinase (Glimepiride Tablet 3mg). S6 16: GE64, HD:
28/09/2014, SDK: VN-12395-11 do Cong ty CCL Pharmaceuticals (Pvt) Ltd. - Pakistan san
xuét, Cong ty o) phan XNK'Y té Tp. H6 Chi Minh (Yteco) nhdp khﬁu, mau thude dugce liy
tai C8 phin XNK Y té Tp. Hé Chi Minh. Thuéc khéng dat tigu chuin chit lugng vé chi tiéu
d4 hoa tan v tap chit lién quan,

Cuc Quan ly Dugc théng bdo:
1. Dinh chi luu hanh todn quéc thudc Vién nén Orinase (Glimepiride Tablet 3mg), S 1
GE64, HD: 28/09/2014. SDK: VN-12395-11 do Céng ty CCL Pharmaceuticals (Pvt) Ltd. -
Pakistan san xuét, Cong ty Cd phﬁn XNK Y té Tp. H6 Chi Minh nhap khéu.

2. Cong ty C8 phiin XNK Y € Tp. Hd Chi Minh phéi hgp véi nha cung cdp phai:

+ Gui théng bdo thu héi téi nhitng noi phin phéi, str dung thudc Vién nén Orinase
(Glimepiride Tablet 3mg), S6 16: GE64, HD: 28/09/2014, SDK: VN-12395-11 do Cong ty
CCL Pharmaceuticals (Pvt) Ltd, - Pakistan san xuit va thu hbi toan by 16 thudc khong dat
tiéu chuin chét lugng néu trén.

+ Giri bdo cdo thu hdi, hd so thu hdi thubc khéng dat tiéu chuan chét luc;mg theo quy dinh
tai Thong tu so 09/2010/TT-BYT ngay 28/4/2010 chta B Y té hudéng din viéc quan Iy chét
lugng thude vé Cuc Quan 1y Duge trudce ngay 26/01/2014.

3. S& Y té c4c tinh, thanh pho tric thuge Trung uong, Y té cdc nganh thong bao cho cac
co s& kinh doanh, sir dung thude thu héi 16 thudc khdng dat chét luqmg néu trén, kiém tra va
giam sat cac don vi thyc hién thong bdo nay; xur Iy nhitng don vj vi pham theo quy dinh hi¢n
hanh; bdo c4o vé& Cuc Quan ly dugc va cdc co quan chirc ndng ¢6 lién quan.

4. S& Y té Tp. Hd Chi Minh kiém tra, xr ly cdc don vi vi pham theo quy dinh hi¢n hanh.

Noi nhan: KT, CUC TRUONG

- Nhur trén; 1 ¢

- VKN thuée TW, VKN thudec Tp. HCM;

- Cuc Quan Y - B9 Quéc phong;

- Cuc Y té - B Cong An;

- Cuc Yté GTVT-BO GTVT;

- Phong QLKD Duge, Phong DKT, Phong TTra Dugc - MP,
Phong QL Gia thuée, Phéng QLTT-QC thudc - Cyc Quan ly
duge;

- Website Cuc QLD; Tap chi Dugc - MP;

- Luwu: VT, CL (02 ban).
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