BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap — Tw do — Hanh phiic
s&§l22 35 /QLD - cL Ha N, ngay)fthing Jniim 2015
V/v: dinh chi luu hanh thudc

khong dat tiéu chuan chét luong
Kinh gui:
- S¢ Y té Tp. Ha Noi;
o by - S& Y té Tp. H5 Chi Minh;
- Cong ty TNHH MTV Duoc pham Trung vong 2.

~——

- Can cu vao cac qui ché dugc hién hanh cta Viét Nam;

- Can ci cong van s6 389/VKNTTW-KH ngay 23/6/2015 cia Vién
Kiém nghiém thudc Trung uong guri kém phiéu kiém nghiém sb 45L 291 ngay
23/6/2015 vé thudc vién nén Fecimfort 200 (Cefixime tablets USP 200mg),
SPK: VN-8038-09, s6 16: VN9120, NSX: 17/03/2014, HD: 16/3/2016 do Cong
ty Elegant Drugs Pvt. Ltd., India san xuét; Céng ty TNHH MTV Dugc pham
Trung wong 2 nhép khau. Mau thude duoc lay tai Cong ty ¢ phan DTA Viét

Nam, Quiy 314, tang 3, Hapu Medicenter, so 1 Nguyen ‘Huy Tudng, Quan
Thanh Xuan, Tp. Ha Noi. Thudc khong dat tiéu chuan chat luong vé chi tiéu
dinh luong.

Cuc Quan ly dugc thong bao:

1. Pinh chi luu hanh thubc vién nén Fecimfort 200 (Cefixime tablets USP
200mg), SPK: VN-8038-09, s 16: VN9120, NSX: 17/03/2014, HD: 16/3/2016
do Coéng ty Elegant Drugs Pvt. Ltd., India san xuét; Céng ty TNHH MTV
Duoc pham Trung wong 2 nhép khiu.

2. Cong ty TNHH MTV Dugc pham Trung wong 2 phdi hop véi nha cung
cap phai:

+ Trong thoi gian 05 ngay guri théng bao thu hdi téi cac co s& ban budn,
bén 18, sir dung thudc vién nén Fecimfort 200 (Cefixime tablets USP 200mg),
SPK: VN-8038-09, s6 16: VN9120, NSX: 17/03/2014, HD: 16/3/2016 do Cong
ty Elegant Drugs Pvt. Ltd., India san Xudt; Cong ty TNHH MTV Dugc phém
Trung wong 2 nhap khéu va tién hanh thu hdi toan bd 16 thudc khong dat tiéu
chudn chét luong néu trén.

+ Gui bao céo thu héi vé Cuc Quan ly Duogc trude ngay 01/8/2015, hd so
thu hdi bao gom sé lugng nhép khéu, ngay nhap khau, s6 luong thu hoi, cac
bang ching vé viéc thuc hién thu héi tai céc co s ban bubn, ban le, sir dung
thuéc d3 mua thudc theo quy dinh tai Théng tu sb 09/2010/TT-BYT ngay
28/4/2010 ctia Bo Y té hudng dn viée quan ly chit luong thude.

3.S86 Y té Tp. Ha Noi, S6 Y té Tp. H6 Chi Minh théng bao cho céc co s&
kinh doanh, st dung thubc thu hdi 16 thubc khong dat chét luong néu trén,




kiém tra va giam sat cac don vi thuc hién thong bao nay; xu ly nhitng don vi vi
pham theo quy dinh hién hanh; bao cdo vé Cuc Quan ly Dugc va cac co quan
chure nang cé lién quan./.

Noi nhan:

- Nhu trén;

- VKN thuéc TW, VKN thubc Tp. HCM;

- Céc phong: DKT, QLKD Duoc, Thanh tra Dugc MP, Tap chi
Dugc MP; Website - Cuc QLD;/

- Cong ty cb phan DTA Viét Nam, Qudy 314, ting 3, Hapu
Medicenter, sé 1 Nguyén Huy Tudng, Q. Thanh Xuan, Tp. Ha
Nbi (dé thuc hién);

- Luu: VT, CL (TA).




