BOY .2 CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Dgc 1ap — Tw do — Hanh phuc
Sé:.44394../QLD-CL
V/v: dinh chi luu hanh thubc Ha N¢gi, ng&y% thang j nam 2012

khong dat tiéu chuan chét luong

Kinh guri:
- SoYté c4c tinh, thanh pho truc thuoc Trung uong;
- Cong ty cb phan dugc phim Ha Tay.

- Cén ¢t vao céc qui ché dugc hién hanh ctia Viét Nam;
- Can cr cong Van ctia Vién Kiém nghiém thudc Tp. H6 Chi Minh:

+ Coéng van sb 175/VKNT -KHTH ngay 15/8/2012 cha Vién kiém nghlem
thudc Tp HA Chi Mink oiri kém ph1eu kiém nghiém sb 0173/VKN-KT2012 ngay

15/8/201 w nang Omepro (Omeprazole Capsules [.P. 20mg); L6 SX:
MC1 -0 8y o 07/2011; HD: 06/2013; SDK: VN-3379-07 do Cong ty
Maiden Pharmacev*’ :als L1m1ted India sén xuat Cong ty Cb phan dugce pham Ha
T4y nhap k- *#=-- =% do Trung tdm kiém nghlem Dugc phim - M§ phdm tinh
Hau Giang be tdy so 131, Thi tran Céy Ducmg, huyén Phung H1ep,
tinh Hau G: 10ng dat ti€u chuan chat lwgng vé chi tiéu do hoa tan va
tinh chét.

+ Cong van s6 177/VKNT- KHTH ngay 15/8/2012 cua Vién kiém nghlem
thudc Tp. Ho Chi Minh gtri kem phiéu kiém nghiém s 0171/VKN-KT2012 ngay
15/8/2012 vé thubc vién nang Omepro (Omeprazole Capsules I.P. 20mg); L6 SX:
MC11-041; Ngay SX: 08/2011; HD: 07/2013; SDK: VN-3379-07 do Cong ty
Maiden Pharmaceutlcals L1m1ted India san xuat Cong ty cd phan dugc pham Ha
Tay1 &p khau Mau thuoc do Trung tam klem nghi¢ém Dugc phim - M§ phim tinh
Hiu Giang l4y tai Qudy thudc tiy sb 182 (Sb 266, Ap Vinh Phu, x4 Vinh Tuorng,
huyén Vi Thuy, tinh Héu Giang). Thubc khéng dat tiéu chudn chét luong vé chi
ti€u d6 hoa tan va t1nh chét.

+ Cdng vin s 186/VKNT-KHTH ngay 28/8/2012 cha Vién kiém nghlem
thude Tp. Ho Chi Minh guri kéem phiéu kiém nghiém sé 0421/VKN-KT2012 ngay
28/8/2012 vé thubc vién nang Omepro (Omeprazole Capsules I.P. 20mg); L6 SX:
MC11-028; Ngay SX: 07/2011; HD: 06/2013; SDK: VN- 3379 07 do Cong ty
Maiden Pharmaceutlcals lelted India san xuat Cong ty cb phan duogc pham Ha
Tay nhap khau M4u thude do Trung tam k1em nghiém Duoc pham - M§ phim tinh
Hau Giang 14y tai Nha thudc Thi€n Nhén (S6 16, Lé Hong Phong, Phucmg 4, Tp.
Vi Thanh, tinh Hau Giang). Thudc khéng dat tiéu chudn chét lugng vé chi tiéu do
hoa tan, tinh chit va dinh lwong.

Cuc Quan ly dugc thong bao:

1. Dinh chi lvu hanh toan quéc mat hang thudc vién nang Omepro (Omeprazole
Capsules LP. 20mg) SDK: VN-3379-07 do Cong ty Maiden Pharmaceuticals
Limited - Indla san Xult; Cong ty ¢b phan dugc phim Ha Tay nhap khiu.

2. Cbong ty cb phéan dugc pham Ha Tay phdi hop véi nha san xuét, phai:

+ Gu1 thong bao thu h01 t01 nhung noi phan pho1 st dung mat hang thuoc vién
1 ; i} 1 ;7777 VN 7
Maiden rharmaceuticals Limited - Ind1a san xut; Cong ty c6 phan dugc pham Ha
T4y nhap khau va thu hdi toan bd mit hang thudc néi trén.



+ Guri bdo cdo thu h01 hé so thu héi thudc khong dat tidu chudn chat hrgng
theo quy dinh tai Thong tu sO 09/2010/TT-BYT ngay 28/4/2010 cua Bo Y té hudng
dan viéc quan ly chat lugng thube vé Cuc Quén ly duge trude ngay 05/10/2012.

3. S& Y té cic tinh, thanh phé truc thudc Trung uong, Y té cac nganh thong bao
cho céc co s& kinh doanh su dung thubc thu hdi mat hang thubce khong dat chét
luong néu trén, kiém tra va gidm sat cic don vi thuc hién thong bao nay; xu ly
nhung don vi vi pham theo quy dinh hién hanh; bo cdo vé& Cuc Quan ly dugc va
cac co quan churec ndng ¢6 lién quan.

4. S Y té Tp. HA Nogi, So Y té tinh Hau Giang kiém tra, x{r 1y cac don vi vi pham
theo quy dinh hién hanh./.

Noi nhn: KT CUC TRUONG
- Nhu trén; s .

- Thanh tra B§ Y t& (d phéi hop); WWONG
- VKN thube TW, VKN thubc Tp. HCM;

- Cuc Quan Y - B4 Quéc phong; /

- CucY t¢-Bd Cong an;

- Cuc Y t¢ GTVT- BoGTVT;
- Qudy thudc ty s6 131 -Thij trAn Cay Dwong, huyén
Phung Hlep, tinh Hau Glang (dé thuc hién);
- Quay thubc tay sb 182 - $6266, Ap Vinh Pha, Vinh Hl‘lllg
Tudng, huyén Vi Thiy, tinh Hau Giang (dé thyc hién); )
- Nha thudc Thién Nhan - S8 16, Lé Hong Phong, Phuong
4, Tp. Vi Thanh, tinh Hau Giang (Dé thuc hién);
- Phong DKT, Phong QL Kinh doanh dugc, Phong QL
" TTQC Thube - Cuc QLD;
- Website Cuc QLD; Tap chi Dugc - MP;
- Luu: VT, CL (03 ban).



