BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1dp - Tu do - Hanh phiic

$é: 40493./QLD-CL Hé Ngi, ngay M. thang .£.. ndm 2014
V/v dinh chi luu hanh

thubc khong dat tiéu chuén chét luong

Noinhdn:

Kinh giri: ) _
- S& Y té céc tinh, thanh pho trye thuge Trung vong;
- Cong ty TNHH MTV Dugc phdm Trung wong 2.

- Cén cir c4c quy dinh v& quén 1y diroc hién hanh cla Viét Nam.

- Cin cir cong van sb 159/VKNT-KHTH &é ngay 15/5/2014 cia Vién Kiém
nghiém thuéc thanh phé Hb Chi Minh giri kém phiéu kiém nghiém sé 0011/VKN-
KT2014 ngay 15/5/2014 vé thudc vién nén bao phim INTAS - LEVO (Levofloxacin
500mg); S6 16: TT13078; HD:11/2015; SPK: VN-8763-09, do Cong ty Intas
Pharmaceutical Ltd, India san xuft. MAu thubc do Vién kiém nghiém thudc thanh phd
Hb Chi Minh 14y tai cong ty TNHH MTV Dugc phdm Trung uong 2, sb 334 T6 Hién
Thanh, phudmg 14, quin 10, thanh phd H3 Chi Minh. Thubc khéng dat tiéu chuén chit
lugng vé chi tiéu d$ hoa tan.

Cuc Quén ly Dugc thong bao:

I. Dinh chi lvu hanh trén todn quéc thudc vién nén bao phim INTAS-LEVO
(Levofloxacin 500mg), S6 16: TT13078, HD:11/2015, SPK: VN-8763-09. do Cdng ty
Intas Pharmaceutical Ltd, India san xuit, Cong ty sin TNHH MTV Dugc phim trung
vong 2 nhép khiu. )

2. Céng ty TNHH MTV Dugc phim trung wong 2 phdi hep véi nha cung cap phai:

+ Giri thong béo thu hdi t6i nhimg noi phan phéi, sit dung thudc vién nén bao
phim INTAS-LEVO (Levofloxacin 500mg), S6 16: TT13078, HD:11/2015, SDK: VN-
8763-09, do Cong ty Intas Pharmaceutical Ltd, India sin xuét va tién hanh thu hoi toan
bs 16 thude khong dat tidu chuén chét lwgng néu trén.

+ Giri bao céo thu hdi, hd so thu hdi thudc khong dat tidu chuin chét luong
theo quy dinh Théng tr sé 09/2010/TT-BYT ngay 28/4/2010 cia B4 Y té hudng dén
vi¢c quan ly chét lrgng thube }ré Cuc Quén ly Dugc trude ngay 17/07/2014.

3. 8& Y té cdc tinh, thanh phd tryc thudc Trung vong, Y té cac nganh théng béo cho
cic co sO kinh doanh, sir dung thuéc thu hdi 16 thudc khong dat tiéu chuin chét luong
néu trén; kiém tra va gidm sat cic don vi thuc hién thong bao nay; xtr Iy nhimg don vi
vi pham theo quy dinh hién hanh; bdo cdo vé Cuc Quan Iv Dugc va cic co quan chirc
nang c6 lién quan.

4. S& Y té Tp.Hd Chi Minh kiém tra, xir Iy cac don vi vi pham theo quy dinh hién
hanh./.

Nhur trén; .

VKN thuéc TW, VKN thuée Tp.HCM;

Cuc Quin y - B Qudc phong;

Cuc Y té - B3 Cong an;

Cuc Y€ GTVT -B3 GTVT; .
Céng iy TNHH MTV Dugc phim Trung wong 2 (dé thyc
hi¢n);

Cic phéng: DKT, QLKDD, T.Tra Dugc & My phém,
QLTT-QC Thudc, Website Cyuc QLD, Tap chi Dugc & My
pham - Cuc QLD;

Lwu: VT, CL.

awSoft = Tel: +84-5-3930 3279 = www. ThuVienPhapLuat.vn



