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CljCYTE

se. .:r1GICYT-NVYD&TBYT
VIv dinh chi hru hanh thuoc khong dat tieu chuan

ch~t IUQ11g

CONG HoA xA HOI CHU NGHIA VlJ;tTNAM
DQcI~p - TV do - Hanh phtic

Ha N9i, ngay ~ thang.~ nam 2015

DANH MljC 'rnuoc BO Y TE DiNH CHi LUiJ HANH vA THU HOI ToAN ouoc
Kinh giri : - Cac Benh vien, Phong kham da khoa GTVT;

- Cac Trung HimY t~ chuyen nganh GTVT.

Ten thu8c
Nha san xu§t, S8 Cong van Gfri baoTT ND-HL S8 dang ky Ly do thu hBi cao thu hBiDang bao ch~ Nh~p kh§u C1}CQLD

trurrc ngay

- Cong ty Zim Laboratories Ltd.,
Thu6c khong dat tieuPANTOPEP-DOL India san xuat, SDK: 10644/Q LD-CL1

(Pantoprazole 40mg) - Cong ty c6 ph§n diroc pham Ha VN-12241-11 16/6/2015 chufin chftt lugng v~ 15/7/2015
chi tieu d9 hoa tanTay nhap khau.

Noi nhijn:
- Nhir tren;
- LUll VT, NVYD&TTBYT.
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BOYTE
CVC QUAN LY Dt1QC
SB: .,f~ ... ./QLD-CL

VIv: dinh chi hru hanh m~t hang thudc
khong dat tieu chuan chAt hrong

CQNG BOA xlH(H cau NGHiA VI$T NAM
DQcl,p - TV do - H,nh phuc

Ha N9i, ngay.A6 thdngo ndm 2015

cue Y TE GIAO ThONG VAN TA
. C{)1"~Jr:'IT.;N nkN

Kinh giri:
- Sa Y t~ cac tinh, thanh phB tnrc thuoc T

- Cong ty cd ph§n diroc phfun Ha Tay,

- Can cu vao cac qui ch~ diroc hien hanh cua Vi~t Nam;
- Can cir cong van cua Vi~n Ki8m nghiem thuBc Tp. H6 Chi Minh:

2 ~ -09- 2015

S;~~g;.rlM. .

Cong van s8 328NKNTTW-KH ngay 05/6/2015 cua Vi~n kiem nghiem
thuec Trung uong giri kern cac phieu kiem nghiem vS thu8c PANTOPEP-DOL
(Pantoprazo1e 40mg); SDK: VN-12241-11 do Cong ty Zim Laboratories Ltd.,
India san xu~t, Cong ty c6 ph§n duoc pham Ha Tay nh~p khdu:

+ PKN 86 45Gt36 ngay 03/06/2015 10 sB FK76F404; Ngay SX:
07/06/2014; lID: 06/06/2017; 10 thuoc l~y tai Cong ty cB pharr Sao Mai (Km 4-
duong Himg Vuong, Tp. Thai Binh, tinh Thai Binh);

+ PKN s8 45L255 ngay 05/6/2015 10 sB FK76F401; Ngay SX:
07/06/2014; lID: 06/06/2017; 10 thu6c l~y tai Cong ty CB phan diroc - VTYT
Ngoc Khanh (QuAy 312A, Tang 3, Hapu Medicenter, 86 1 NguyBn Huy Tuang,
Thanh XU3n, Ha NQi);

+ PKN s6 45L253 ngay 05/6/2015 10 s6 FK76F402; Ngay SX:
07/06/2014; HD: 06/06/2017; 10 thu6c lay ~i Cong ty TNHH Hoang Huang
(QuAy 204, TAng 2, Hapu Medicenter, s6 1 Nguy8n Huy Tuang, Thanh Xuarr,
HaNQi).

Cac 10thuBc tren khong d~t tieu chudn chat IU.Q'11gvS chi tieu dQhoa tan.

C\lCQufm ly dugc thong bao:

1. Dinh chi luu hanh tren toan quBc m~t hang thu6c PANTOPEP-DOL
(pantoprazole 40mg); SDK: VN-12241-11 do Cong ty Zim Laboratories Ltd.,
India san xu~t, Cong ty c6 ph§n dugc phfun Ha Tay nhijp khdu.

2. Cong ty c6 phAn dugc phfun Ha Tay phBi hgp vm nha cung c~p va pharr phBi,
phai:

+ Trong thm gian 05 ngay gui thong bao thu h6i tm cac co sa ban buon,
ban ie, su d\lllg thu6c PANTOPEP-DOL (pantoprazoie 40mg); SDK: VN-



12241-11 do Cong ty Zim Laboratories Ltd., India san xuat va thu h6i tom bQ
m~t hang thuBc khong dat tieu chuan chat IUQ'Ilgneu tren,

+ Giri bao cao thu h6i vS C\lC Quan Iy Diroc truce ngay 15/7/2015, h6 sa
thu h6i bao gBm sB IUQ'Ilgnhep kh~u, ngay nhap kh~u, sB IUQ'Ilgthu h6i, cac
bfuIg clnrng vS viec thuc hien thu hBi tai cac co sa ban buon, ban le, su dung da
mua thuoc theo quy dinh tai Thong tu sB 09/2010/TT-BYT ngay 28/4/2010 cua
BQY tS huang d§n viec quan ly ch~t hrong thuoc.

3. Sa Y tS cac tinh, thanh phB true thuoc Trung uong, Y tS cac nganh thong bao
cho cac co sa kinh doanh, su dung thuBc thu hBi thuBc khong dat chat hrong neu
tren, kiSm tra va giam sat cac dan vi thuc hien thong bao nay; xu ly nhfrng dan
vi vi pham theo quy dinh hien hanh; bao cao vS C\lC Quan ly duQ'cva cac ca
quan chilc nang co lien quan.

4. Sa Y tS Tp. Ha N9i, Sa Y tS tinh Thai Binh kiSm tra, xu ly cac dan vi vi
ph~ theo quy dinh hi~n hanh./.

NlIi nhlj.n:
- Nhutren;
- VKNthu6c TW, VKNthu6c Tp. HCM;
- CVCQuan Y - Bo qu6c phOng;
- Cvc Y t@ - Bo Cong an;
- CVCY t@ GTVT- Bo GTVT;
- Cong ty Cong ty c6 phfut SaoMai (Km 4- c.tuOn¥
HUngVuong, Tp. Thai Binh, tinh Thai Binh) (de
th\IChi~n);

- Cong ty,C6 phfut duQ'c- VTYT N¥QcKhanp (QuAy
312A, Tang 3, Hapu Medicenter, so 1Nguyen Huy
TUOng,Thanh Xuan, HitNoi) (d~ th\lc hi~n);

- Cong ty TNHH Hoang Huong (QuAy204, Tfutg2,
Hapu Medicenter, s6 1NguySnHuy TUOng,Thanh
Xuan, HitNoi) (d~ th\Ic hi~n);

- Phong DKT, Phong QL Kinh doanh duQ'c,PhOngQL
TTQC Thu6c, Phong Thanh tra DuQ'c&My phfun -
Cvc QLD;

- Website Cvc QLD; T~p chi DuQ'c- MP;
- Luu: VT, CL(NL).
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