BO GIAO THONG VAN TAI
CUCYTE

8é: Hb/CYT-NVYD&TBYT
V/v dinh chi luu hanh thubc khéng dat tiéu chuin

chét lugng

CONG HOA XA HQI CHU NGHIA VIET NAM
DPoc lap - Tw do - Hanh phic

Ha Ngi, ngay X{) thang Cﬂ ném 2015

DANH MUC THUOC BQ Y TE PINH CHi LUU HANH VA THU HOI TOAN QUOC

Kinhgi: - Cac Bénh vién, Phong kham da khoa GTVT;

- Céc Trung tam Y té chuyén nganh GTVT.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lip — Tu do — Hanh phic
Sb: A064%.../QLD-CL , Ha Néi, ngay46 thangé ndm 2015
V/v: dinh chi luu hinh m3t hing thuc
khong dat tiéu chufn chét luong CUC Y_TE GIAO THONG VAN Ta

CONEC VAN DEN

Kinh gii: 213 -08- 2015
- SaYté cac tinh, thanh pho truc thudc Trungyong; /;0/? _______ !
- Cbng ty cb phén dugc phim Ha Tay.

A/ Ve - Cin clr vao cac qui ché duge hién hanh cia Viét Nam;
W - Cin ¢ cong vin cia Vién Kiém nghiém thude Tp. H6 Chi Minh:
Céng vin sé 328/VKNTTW-KH ngay 05/6/2015 clia Vién kiém nghiém
thuée Trung wong giri kém cac phiéu kiém nghiém vé thubc PANTOPEP-DOL

(Pantoprazole 40mg); SDK: VN-12241-11 do Céng ty Zim Laboratories Ltd.,
India san xuét, Cong ty cb phan dugc phim Ha T4y nhap khau:

+ PKN s 45Gt36 ngdy 03/06/2015 16 s FK76F404; Ngay SX:
07/06/2014; HD: 06/06/2017; 16 thudc 14y tai Cong ty cb phin Sao Mai (Km 4-
duong Hung Vuong, Tp. Thai Binh, tinh Thai Binh);

+ PKN s6 45L255 ngay 05/6/2015 16 s FK76F401; Ngiy SX:
07/06/2014; HD: 06/06/2017; 16 thudc 14y tai Céng ty Cb phin dugc — VTYT
Ngoc Khanh (Quay 312A, Tang 3, Hapu Medicenter, s6 1 Nguyén Huy Tudng,
Thanh Xuan, Ha N6i);

+ PKN s6 451253 ngdy 05/6/2015 16 sb FK76F402; Ngiy SX:
- 07/06/2014; HD: 06/06/2017; 16 thudc 14y tai Cong ty TNHH Hoang Huong
(Quiy 204, Téng 2, Hapu Medicenter, s6 1 Nguyén Huy Tudng, Thanh Xun,
Ha Noi).
Céc 16 thudc trén khong dat tidu chuin chit luong v& chi tiéu d6 hoa tan.
Cuc Quan ly dugc thong bao:

1. Pinh chi lwvu hanh trén toan quéc mit hang thuéc PANTOPEP-DOL
(Pantoprazole 40mg); SDK: VN-12241-11 do Cong ty Zim Laboratories Ltd.,
India san xuét, Céng ty cé phan dugc phim Ha T4y nhap khiu.

2. Cong ty cb phén dugc phim Ha Tay phdi hop véi nha cung cip va phan phéi,
phai:

+ Trong thoi gian 05 ngay guri thong béo thu hdi téi cac co s& ban budn,
ban 1é, st dung thudc PANTOPEP-DOL (Pantoprazole 40mg); SPK: VN-



12241-11 do Céng ty Zim Laboratories Ltd., India san xuét va thu héi toan bd
mat hang thudc khong dat tiéu chuin chit luong néu trén.

+ Gri béo cdo thu hdi v& Cuc Quén Iy Duge trudc ngdy 15/7/2015, hd so
thu hdi bao gdm s6 lwong nhap khiu, ngdy nhap khiu, sb lwong thu hdi, cic
bing chimg v& viéc thuc hién thu hdi tai cic co s& ban budn, ban 1&, sir dung da
mua thudc theo quy dinh tai Thong tir s6 09/2010/TT-BYT ngay 28/4/2010 ciia
B4 Y té hudng din viée quan 1y chét luong thube.

3. S& Y té c4c tinh, thanh phé truc thudc Trung wong, Y té cic nganh théng béo
cho céc co s& kinh doanh, sir dung thudc thu héi thudc khéng dat chit luong néu
trén, kiém tra va gidm sét cdc don vi thuc hién thong bdo nay; xir Iy nhitng don
vi vi pham theo quy dinh hién hanh; bdo cdo v& Cuc Quan ly dugc va cac co
quan chirc nang ¢6 lién quan.

4. S& Y té Tp. Ha Noi, S& Y té tinh Thai Binh kiém tra, xir I cdc don vi vi
pham theo quy dinh hién hanh./.

Mot nkin: KT. CUC TRUONG

- U trén;

- VKN thuéc TW, VKN thubc Tp. HCM;

- Cuc Quén Y - B3 quéc phong;

- CucY té - B4 Cong an;

- Cuc Y t¢ GTVT-B§ GTVT;

- Cbng ty Cong ty cb phin Sao Mai (Km 4- dubn§
Hung Vuong, Tp. Thai Binh, tinh Théi Binh) (d€
thuc hién);

- Congty Cb phén dugc — VTYT Ngoc Khanh (Quay
312A, Téng 3, Hapu Medicenter, s6 1 Nguyén Huy
Tudng, Thanh Xuan, Ha Noi) (dé thyc hién);

- Congty TNHH Hoang Huong (Quéy 204, Ting 2,
Hapu Medicenter, s6 1 Nguyén Huy Tudng, Thanh
Xuan, Ha Nbi) (dé thyc hién);

- Phong DKT, Phong QL Kinh doanh dugc, Phong QL
TTQC Thuoc Phong Thanh tra Dugc & My phém -
Cuc QLD;

- Website Cuc QLD; Tap chi Dugc - MP;

- Lwu: VT, CL(NL).




