~ BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc ldp - Tw do - Hanh phiic

Sb MJQLD—CL Ha N¢i, ngay f I, thdngj ndam 2011
V/v dinh chi Ivu hanh thude
khong dat tiéu chudn chét hegng

Kinh giri: - S& Y t€ céc tinh, thanh phé truc thude Trung wong;
- Cong ty TNHH mét thanh vién duge phdm Trung wong 2.

Cén clr c4c qui dmh vé quan ly duoc hién hanh coa Viét Nam;

Caznclr c¢Ong vin s§ 192/VKNTTW-KH 48 ngay 14/03/2011 cha Vién Kiém
ugh1em thubc TW, kém theo phiéu kiém nghiém sé 41L 203 dé ng&y 11/03/2011 vé
thudc vién nén SEACHFOL-Z (Pantoprazole tablet 40mg), 16 san xuéat: OT 0710003,
ngdy san xuét: 12/07/2010, han ding: 11/07/2013, sb ding ky: VN-2664-07, do Cong ty
Overseas Laboratories Pvt., Ltd. - India san xuit, Cong ty TNHH m{t thanh vién duqc
phim Trung wong 2 nhap ‘khiu. Miu thubc duge lay tai  Céng ty TNHH dugc pham
Binh Trang - Quéy 11, C9, 148 Giang V8, Ha Noi. Thude khong dat tiéu chuén chat
Iwong vé chi tiéu 46 hoa tan.

Cuc Quén ly duge théng bao

1. Pinh chi luu hanh trén toan quéc thudc vién nén SEACHFOL-Z (Pantoprazole tablet
40mg), 16 san xuét: OT 0710003, ngay san xuit: 12/07/2010, han ding: 11/07/2013, s
ding ky: VN-2664-07, do Cong ty Overseas Laboratories Pvt., Ltd. - India sin xuét,
Cong ty Brawn Laboratories Ltd. - India ding ky; Céng ty TNHH mét thénh vién duge
phém Trung wong 2 nhép khiu.

2. Cong ty TNHH mét thanh vién duge phim Trung uong 2, phdi hop véi nha cung cép,
phai:

+ Giri théng bdo thu hdi t6iv nhitng noi phan phdi, sir dung thube vién nén
SEACHFOL-Z (Pantoprazole tablét 40mg), 16 san xuét: OT 0710003, ngay san xuét:
12/07/2010, han dung: 11/07/2013, so dang ky: VN-2664-07, do Céng ty Overseas
Laboratories Pwt., Ltd. - India san xuét va thu hdi toan bd 16 thubc khéng dat tiéu chuin
chét lugng néu trén.

+ Gui béo céo thu hoi, ho so thu hdi thuc khéng dat tiéu chuén chét lmmg theo
quy dinh tai Théng tur s6 09/2010/’IT -BYT ngay 28/4/2010 ctia B6 Y t& huéng dén viéc
quan Iy chét lugng thube v& Cuc Quan ly duge trirde ngay 28/4/2011.

3. 8¢ Y té céc tinh, thanh phé truc thude Trung uong, Y té cc nganh thdng béo cho céc
co s& kinh doanh, sir dung thude thu'hdi 16 thudc vién nén SEACHFOL-Z (Pantoprazole
Tablet 40mg) khong dat tiéu chuén chit luong néu trén, kiém tra va giam sét cac don vi
thuc hign théng béo ndy; xir ly nhimg don vi vi pham theo quy dinh hién hanh; bao cdo
vé Cyc Quén ly dugc va cac co quan chirc ning c6 lién quan

Nt KT.CUC TRUONG
- Thanh tra BY Y té (dé phéi hop);
- VKN thuéc TW, VKN thuc Tp. HCM;
- Cuc Quin y-B6 Qubc phong;
- Cyc Y t&-B$ Cong an;
- Cyc Y t& GTVT-B6 Giao thong Van tai;
- Céng ty TNHH dp Binh Trang;
~Phong DKT, QLKD Duge, QLTT-QCT-MP;
- Website Cuc QLD, Tap chi duge va my phﬁm;
- Luu: VT, CL (02 ban).
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