
BO GIAO THONG VAN TAI
CVCYTE

S6: b~K ICYT-NVYD&TTBYT
VIv dinh chi hru hanh thuoc SaviSinus

SDK VD-12935-10

CONG HOA xA HOI cmr NGHiAVI:f:TNAM
DQclip - TI, do - H~nh phtic

Ha N9i, ngay .12-thang 08 nam 2016

Kinh giri: - Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam Y tS chuyen nganh GTVT.

Ngay 02/8/2016, C\lC Quan ly Diroc - BQ Y tS co ~ong van s6
14669/QLD-CL v~ viec dinh chi luu hanh 26 10 thuoc SaviSinus
(Pseudoephedrin HCl 60mg) SDK VD-12935-10 do Cong ty c6 phan duoc
pham Savi san xuat. Ly do: Thuoc san xu~t khong dung h6 sa dang Icy thuoc da
duoc BQY tS phe duyet (Chi nit tai noi dung C6ng van s6 14669/QLD-CL).

C\lCY tS GTVT thong bao dS cac don vi biSt va thuc hien.', ~~

Noi nhiin:
- Nlnr tr~n (Qua website C\lC Y t~ GTVT);
- LUll:VT, NVYD & TTBYT.

Vii Van Tri~n



BOYTE
CVC QuAN LY DU'QC
S6: 1t6€3 IQLD-CL

VIv dinh chi hruhanh thuoc
SaviSinus SDKVD-12935-10

CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc lip - TV do - H~nh phuc

Ha N9i, ngayOL thdng q nam 2016

Kinh giri:
- So' Y tS th!mh ph6 H6 Ch~Minh;
- Cong ty co phan diroc pham Savio

o ? -08:- 2016

cue Y TE' GIAO THONG VA~J T.I\. rr.._ "I (> ;1,; 1\,.1n~~N

S6': ... .Lv.( ........

,.
- Can cir vao cac qui che duoc hien hanh cua Vi~t Nam.

- Can ell Cong van s6 103/TTrB-P3 ngay 14/7/2016 cua Thanh tra BQ dS
nghi dinh chi hru hanh, thu h6i thuoc SaviSinus, SDK VD-12935-10 do Cong ty
c6 phan diroc pham Savi san xu~t. Thuoc san xu~t khong dung h6 sa dang ky
thuoc da:diroc BQY tS phe duyet (theo KSt luan thanh tra s6 2711KL-TTrB ngay
17112/2015 cua Chanh Thanh tra BQ vS viec thirc hien quy dinh cua phap lu~t
trong san xu~t, nhap khau, kinh doanh thuoc tai Cong ty TNHH mot thanh vien
diroc pham trung irong 1).

C\lCQuan ly Diroc thong bao:

1. Dinh chi hru hanh 26 16 thuoc SaviSinus (Pseudoephedrin HC1 60mg,
Tripo1idin 2,5mg), SDK VD-12935-10 (da hSt hieu hrc SDK kS til ngay
26/10/2015), tu6i thQ: 36 thang do Cong ty c6 ph§.nduQ'cphAmSavi sfmxu~t; C\l
thS:

STT So 10 Ngay san xuat

1. 1304815 18/4/2013
2. 1304817 22/4/2013
3. 1304818 22/4/2013
4. 1304819 23/4/2013
5. 1304820 23/4/2013
6. 1304821 24/4/2013
7. 1304822 24/4/2013
8. 1304823 25/4/2013
9. 1304824 25/4/2013
10. 1305831 07/5/2013
11. 1306884 07/6/2013
12. 1306885 07/6/2013
13. 1306886 07/6/2013
14. 1306887 08/6/2013



15. 1306888 08/6/2013
16. 1306889 08/6/2013
17. 1306890 08/6/2013
18. 1306891 09/6/2013
19. 1306892 09/6/2013
20. 1306893 09/6/2013
21. 1307981 22/7/2013
22. 1307982 22/7/2013
23. 1307983 22/7/2013
24. 1307984 22/7/2013
25. 1309124 13/9/2013
26. 1309125 13/9/2013

2. Cong ty c6 phan diroc pham Savi ph6i hop voi cac don vi xu~t nhap kh~u,
phan phdi thuoc, phai:

+ Trong thai gian 05 ngay, gui thong bao thu h6i toi cac co sa ban buon, ban
le, sir dung 26 10 thuoc SaviSinus (Pseudoephedrin HCl 60mg, Tripolidin
2,5mg)~ SDK VD-12935-10 neu tren do Cong ty c6 phan diroc pham Savi san
xu~t va tiSn hanh thu h6i toan bQ cac 10thuoc san xu~t khong dung h6 sa dang
ky thuoc da duoc BQY tS phe duyet,

+ Giri bao cao thu h6i ve C\lCQuan ly Diroc, Thanh tra BQY tS tnroc ngay
30/8/2016, h6 sa thu h6i bao g6m s6 hrong san xuat, s6 hrong ban, ngay san xu~t,
han dung, s6 hrong thu h6i chi tiSt thea tirng 10,cac bang chirng ve viec thuc hien
thu h6i thea quy dinh tai Thong tu s6 09/2010/TT-BYT ngay 28/04/2010 cua BQ
Y tS huang d~n viec quan ly ch~t lugng thu6c.

3. Sa Y tS thanh ph6 H6 Chi Minh ki@mtra va giam sat don vi th\lChi~n thong
bao nay, xu ly cac don vi vi ph~m thea quy dinh hi~n hanh, bao cao ve C\lCQuan
ly DuQ'Cva cac ca quaD.chuc nang c61ien quan.

C\lCQuan ly Dugc thong bao d@cac don vi biSt va th\lc hi~n .I.

Noi nh(in:
- Nhutren;
- CT Truong Qu6c CUOng (d€ b/c);
- Thanh tra Be) (dS p/h);
- VKN thu6c TD, VKN thu6c Tp. HCM;
- C\lCQuan Y - Be) qu6c phOng ;
- C\lCY t~ - Be) Cong an; "r
- C\lCY te GTVT - Be) GTVT;
- Cac phong DKT, QLKDD, Thanh tra DuQ'c-MP, QLTT-QCT,
Website - C\lCQLD;

- LUll: VT, CL(XH).


