BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic

sé: 22 % QLb - L Ha Néi, ngay AF thing 3 nam 2013
V/v dinh chi luu hanh thudc
khong dat tiéu chuéan chét lugng

Kinh giri: - S& Y té Tp. H6 Chi Minh ;
- Coéng ty TNHH moét thanh vién dugc pham Trung uong I1.

- Can clr vao cac qu1 ché duge hién hanh cua Viét Nam;

- Can cir cong van so 36/VKNT- KHTH dé ngay 20;’02/2013 cuia Vién kiém
nghiém thuc Tp. Ho Chi Minh vé viéc kiém tra chét hrong thubc Tenovir gm kém
Phiéu kiém nghiém sé 0003/VKN-KT2013 dé ngay 20/02/2013 vé thudc vién nén
bao phim Tenovir (Tenovir as Disoproxil Fumarate), L6 SX: 61201, HD:
09.10.2014, GPNK: IOZSSXQLD- ngay 11/07/2012 do Codng ty Navegal
Laboratories Pakistan san xuat, Céng ty TNHH mét thanh vién duoc pham Trung
wong II nhap khau. Mau thuoc do Vién kiém nghiém thudc Tp. Hé Chi Minh lay
tai Cong ty TNHH dugc pham Tuong Nghi, 102/C6 Lé Van The, P.9, quan Go
Vap, Tp. Ho Chi Minh. Thubc khong dat tiéu chuin chét luong vé chi tiéu Tinh
chéat va Khdi luong trung binh vién.

Cuc Quan ly Dugc thong bao:

Pinh chi luu hanh thudc vién nén bao phim Tenovir (Tenovir as Disoproxil
Fumarate) Lo SX: 61201, HD: 09.10.2014, GPNK: 10258/QLD-KD ngay
11/07/2012, do Cong ty Navegal Laboratories Paklstan san xuat, Cong ty TNHH
maot thanh wen dugc pham Trung uong II nhap khau.

2. Cong ty TNHH mt thanh vién dugc phim Trung uong II phéi hop véi nha cung
cap phai:

+ Gui théng bao thu hoi téi nhimg noi phéan phéi, st dung thude vién
nén bao phim Tenovir (Tenovir as Disoproxil Fumarate), L6 SX: 61201, HD:
09.10.2014. GPNK: 10258/QLD-KD ngay 11/07/2012, do Cong ty Navegal
[Laboratories Pakistan san xuat, Cong ty TNHH mot thanh vieén dugc pham Trung
wong 11 nhap khau va thu hoi toan b 16 thude khong dat tiéu chuan chat luong néu

tren.
+ Gui bao cao thu hoi, hd so thu hoi thude khong dat tiéu chuan chat 1u0rng
theo Ihong tu 6 09/2010/TT-BYT nga\« 28/4/2010 cua B Y té hudng dan viéc
quan ly chat luong thude vé Cuc Quan 1y Dugc trude ngay 13/04/2013.

3.S0Y té Tp. Ho Chi Minh kiém tra, xu ly cac don vi vi pham theo qui dinh hién
hanh.

KT. CUC TRUONG
TRUONG

Noit nhan:

- Nhur tren:

VKN thuoe TW. VKN thuoe Tp. HCM;

Cong ty INHH duoc pham Tuong Nghi, 102/C6
L¢ Van Tho. P.9. quan Goé Vap. Tp. Ho Chi Minh
(dé thurc EaL-;nJ
- Phong PC&HN, phong KD1), Website. TC DMP -
Cuc QLD:
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