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Ha N9i, ngay .) 0 thang J ndm 2015s6: 11}/CYT-NVYD&TTBYT
V/v nit s6 dang ky luu hanh thuoc ra
khoi danh muc cac thu6c diroc dp

s6 dang ky tai Viet Nam

Kinh giri:
--'Cac B~nh vien, Phong kham da khoa GTVT;- -
- Cac Trung tam y tS chuyen nganh GTVT.

Ngay 1119/2015, Cue Quan Iy duoc - B9 Y tS co Quyet dinh s6 524/QD­
QLD vS viec rut s6 dang ky 06 thu6e do Cong ty TNHH Sanofi-Aventis Viet
Narn dang ky ra khoi Danh muc cac thu6e duoc e~p s6 dang ky hru hanh tai Viet
Nam (co Danh muc kern theo). Ly do: HE,sa dang ky thuoc co tieu chuan khong
dung voi tieu chuan eh~t hrong thu6e biet duoc g6e cua nha sang ehS va thuoc
khong dap ling yeu e~u cong b6 thuoc biet diroc g6c thea quy dinh cua B9 Y tS.
N9i dung cu thS cua QuySt dinh duQ'c dang tai tren Website eua C\lCY tS Giao
thong v~n tai http://cueytegiaothong.mt.gov.vn; ehuyen m\lc Chi d~o va hu6ng
d~n nghi~p V\ly tS.

C\lCY tS GTVT thong bao dS cac dan vi biSt va thgc hi~n./.~_:

No'i nhljn:
- Nhu tren;
- Luu: VT, NVYD&TTBYT.
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QUYETDINH
I v~vi~c rut sA dang ky hru hanh thudc ra kho

cac thudc dUQ'ccip s8 dang ky t~i Vi~tvlr7
~ CVC TRUONG CVC QuAN LY DUC}C

Can cir Luat DUQ'engay 14 thang 6 nam 2005;
Can cir Nghi dinh s6 63/20121ND-CP ngay 3118/2012 ella Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co eAut6 chirc ella B9 Y tS;
Can cir Quyet dinh s6 38611QD-BYT ngay 30/9/2013 cua B9 tnrong BQY tS

quy dinh chirc nang, nhiem vu, quyen han va co eAut6 chirc cua Cue Quan ly DUQ'e
thuoc B9 Y ts;

Can ell Thong tu s6 09/2010/TT-BYT ngay 28/4/2010 ella BQ Y tS huang
d~n viec quan ly chat hrong thuoc;

Can cir Thong tu s6 44/20 14/TT-BYT ngay 25/1112014 cua B9 Y tS quy dinh
viec dang ky thuoc;

Can cir Quyet dinh s6 2962/QD-BYT ngay 22/08/2012 cua B9 tnrong B9 Y
tS v@viec ban hanh Quy dinh tarn thai v@eac tai li~u can eung cAp dB eong b6 cac
danh m\lc thu6c bi~t duQ'c g6c, th1l6c tuang duang di@utri vai thu6c bi~t duQ'cg6c,
thu6e co tai li~u chUng minh tuang duang sinh hQCva QUYStdinh s6 1545/QD­
BYT ngay 08/05/2013 cua B9 truang B9 Y tS v@vi~c sua d6i, b6 sung QuySt dinh
s6 2962/QD-BYT ngay 22/08/2012 clla B9 Y tS v@vi~c ban hanh Quy dinh t~m
thai v@cac tai li~u cAn cung cAp dS cong b6 cac danh m\lC thu6c bi~t duQ'c g6c,
thu6c tuang duang di@utri vai thu6c bi~t duQ'c g6c, thu6c co tai li~u chUng minh
tuang duang sinh hQc; .

Can cu bien ban kiSm tra ella Dom kiSm tra thea QuySt dinh s6 375/QD­
QLD ngay 081712015 clla C\lCtruang C\lCQuan ly DuQ'c v@vi~c th\Ic hi~n cac quy
dinh clla phap lu~t v@dang ky thu6c, kinh doanh thu6c sau khi duQ'c cAps6 dang ky
luu hanh l~p t~i Cong ty TNHH Sanofi-Aventis Vi~t Nam ngay 26/8/2015;

Xet d@nghi ella TruOng phong Thanh tra duQ'c, my phfun, TruOng phong
Quan ly chAt luQ'llgthu6c va Truang phong Dang ky thu6c - C\lCQuan ly DuQ'c,

QUYETDINH:

Di~u 1. Rut s6 dang ky clla cac thu6c do Cong ty TNHH Sanofi-Aventis Vi~t
Nam dang ky ra kh6i Danh m\lc cac thu6c duQ'c cAp s6 dang ky lUll hanh t~i Vi~t
Nam (Danh m\lc ban hanh kern theo).

*Ly do:
- Hi) sa dang ky thu6e co tieu chu~n chAt lUQ'ngkhong dung vai tieu chu~n

chAtIUQ'llgthu6c bi~t dUQ'eg6e ella nha sang ehS.



- Thu6c khong dap ling yeu c~u cong b6 thuoc biet diroc g6c theo quy dinh
cua Bo YtS.

Di~u 2. Giao Vien KiSm nghiem thuoc trung irong, Vien KiSm nghiem thuoc
thanh ph6 HB Chi Minh ph6i hQ'Pvoi Cong ty TNHH Sanofi-Aventis Vi~t Nam dS
tiSn hanh l~y mau, kiSm nghiern cac thuoc trong Danh muc ban hanh kern theo
QuYSt"dinh nay theo quy dinh tai khoan 5 DiSu 5 Thong tu s6 09/2010/TT-BYT
ngay 28/4/2010 cua Be;>Y tS huang dan viec quan ly ch~t hrong thu6c va bao cao
kSt qua kiem tra ch~t hrong thu6c vS C\lC Quan ly Dtroc - B9 Y tS truce ngay
30/10/2015.

Di~u 3. Tam ngimg kinh doanh cac thuoc neu tren cho kSt luan cua C\lC
Quan ly Diroc.

Di~u 4. Quyet dinh nay co hieu hrc kS tir ngay ky ban hanh.
Di~u 5. Giam d6c So Y tS cac tinh, thanh ph6 trvc thue;>cTrung uang, Giam

d6c cac dan vi kinh doanh thu6c, Giam d6c co sa dang ky vaJho~c san xu~t cac
thu6c neu ~i DiSu 1,2,3 chiu trach nhi~m thi hanh QuySt dinh nay.

Noi nhlin:
- Nhu Di~u 5;
- BT. Nguy€n Thj Kim Ti~n (d€ b/c);
- Cac D/c Thu truOng ( d€ b/c);
- Vi~n KN thudc TW, Vi~n KN thudc TP. HCM (d€ t/h);
- C\lCQu§n Y - BQQudc phOng, C\lCY t~ - BQ Cong an;
- C\lCY t~ Giao thong v~n !Ai- BQGiao thong v~ !Ai;
- T6ng C\lCHai quan - BQHi chinh, Bao hi€m Xa hQiVi~t
- V\l Philp ch~, C\lCQulin Iy Y, DUQ"cc6 truy~n, C\lCQulin ly
chfta b~nh, Thanh tra BQY t~;
- T6ng Cong ty DUQ"cVi~t Nam, Hi~p hQi SXKD DUQ"c,Cac Cong ty
XNK DUQ"cphfun;
- Cac B~nh vi~n & Vi~n c6 giuemg b~nh tn,rc thuQc BQY t~;
- Website C\lCQLD, T~p chi DUQ"c& M9 phfun-C1,ICQLD;
- BQph~ mQt cua - C\lCQLD;
- LUll: VP, QLKDD, QLCLT, TIrD-MP, DKT.

TrU'O'og Quae CU'(rog
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DANH MVC cAc THUOC BJ RUT SO DANG KY DO CONG TY TNHH SANOFI -
AVENTIS VI~T NAM "DUNGTEN DANG KY

(Ban hanh kern theo Quyet dinh sa 502Cf-IQD-QLD ngaYA1 thang 9 nam 2015)

1. Cong ty dang ky: Cong ty TNHH Sanofi-Aventis Vi~t Narn (ale: s6 123
Nguyln Khoai qudn 4 Tp.H6 Chi Minh).

1.1. Nha san xuat: Cong ty TNHH Sanofi-Aventis Vi~t Narn (ale: s6123 Nguyhl
Khoai qudn 4 Tp.H6 Chi Minh).

STT Ten thuAc Ho,t chit Dang bao ch~ sAdangkj

1 No-spa Drotaverin hydroclorid Vien nen VD-12043-10
40mg

2 Telfast BD Fexofenadine HCL 60mg Vien nen bao VD-19727-13phim

3 Telfast HD Fexofenadine HCL Vien nen bao VD-19728-13
180mg phim

4 Amaryl Glimepirid Img Vien nen VD-22045-14

5 Amaryl Glimepirid 2mg Vien nen VD-22046-14

6 Amaryl Glimepirid 4mg Vien nen VD-22047-14

Truong Quac Cuong


