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se. 3.:J£/CYT-NVYD&TTBYT
VIv dp s6 dang ky san xu~t gia cong
trong mroc cho 01 thuoc duoc phep hru

hanh tai Viet Nam

CONGHoA xA HOI CHUNGHiA VIET NAM. . .
DQc l£.!p- Tl! do - H~nh phuc

Ha N9i, ngay )5 thang 5 ndm 2015

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

Ngay 25/4/2015, Cue Quan ly duoc - BQ Y tS co Quyet dinh s6 218/QD­
QLD vS viec cap s6 dang ky san xu~t gia cong trong mroc cho 01 thuoc duoc
phep hru hanh tai Viet Nam. NQi dung cu thS cua Quyet dinh duoc dang tai tren
Website cua Cue Y tS Giao thong van tai http://cucytegiaothong.mt.gov.vn;
chuyen muc Chi dao va huang dfrnnghiep vu y t~.

Cue Y tS GTVT thong bao dS cac don vi diroc biSt.l. Ji"~

Noi I1h~l1:
- Nlnr tren (Qua website O,lC Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.
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BOYTE
eve QUA.N LY mroc
S6 fit IQD-QLD

eQNG HoA xA HQI cnu NGHiA VI~T NAM
DQcl~p - T1}'do - H~nh phuc

Ha N9i, ngay {?- thdng ~ ndm 2015

QUYETDJNH
Ve viec cap s6 dang ky san xuat gia cong trong mrod iChor!}! thoc!e,~r~G~, ~~i

duoc phep luu hanh tai Viet Nam ; co~c \'/\"'.J DF:"..' I. ..! I

i 11 -05- 2015 i
? ?, \ ,eve TRUONG eve QUAN LY DU<}<P I

Can cir Luat Duoc ngay 14 thang 6 nam 2005; Lso . ,_:_:_d,~2__,',.:__'_j
Can cir Nghi dinh s6 631f0121ND-CP J}gar 3118/2012 cua Chinh phu quy

dinh chirc nang, nhiem vu, quyen han va co cau to chirc cua B9 Y te;
Can cir Quyet dinh s6 38611QD-!3YTngay 30/9~201? cua B9 tnrong B9 Y tS

quy dinh clnrc nang, nhiem vu, quyen han va co cau to chirc cua Cue Quan ly
Dircc thuoc B9 Y te;

Can cir Thong tu s6 44/2014/TT-BYT ngay 25/1112014 cua B9 Y tS quy dinh
viec dang ky thu6c;

Can cir Thong tu s9 23/20 13/TT-BYT ngay 23/8/2013 cua B9 Y tS huong d~n
heat dong gia cong thuoc;

Xet dSnghi clla Tru6ng phong Dang kY thu6c - C\lCQwm ly Duqc,
QUYET DJNH:

Di~u 1.,BaIJhanh kern thea QuySt dinh nay danh m\lC01 thu6c san xu~t gia
cong duqc cap so dang kY luu hanh t~i Vi~tNam.

Di~u 2. Cong tY, s~n xu~t va con&ty dang kY 90 thu6c luu hanh phai in s6
dang kY duqc B9 Y ~ecap len nhan thu9c va phaj chap hanh dung cac quy dinh co
lien quan t6i sal}xuat va luu hanp thuoc. Cac so dang kY co kY hi~u GC...-14 co
gia tri 05 nam ke til ngay kY Quyet dinh. ,

Dieu 3. Cham dill hi¢u ]qc so dapg ky clla thu6c Paracetamol Winthrop,
SDK: VD-11360-10 t~i Quyet dinh so 93/QD-QLD ngay 15/4/2010 clla C\lC
truang C\lCQuan IyDuqc.

Dieu 4. Quyet dinh nay co hi¢u Iqc k~ tit ngay ky ban hanh.
Dieu 5. Giam doc sa Y te cac tinh, thanh pho tfl!c thu9c trung uong va giam

doc don vi co thuoc t~i di~u 1 chiu trach nhi¢m thi hailh Quyet dinh nay. /
/

Nqi nh{in:
- NhuDi~u 5;
- BT. Nguy~n Thi Kim Ti~n (d~ b/c); "\
- Cvc Qu~n y - Be>Qu6c phong, Cvc Y t~ - Be>CA; * . '~' (
- Cvc Y te giaa thong v~n tai- Be>GTVT; ~
- T6ng c;vc Rai Quan- Be>Tai Chinh; • (' Sz·~:_.,--", ._.If
- Baa hiem xa ?e>iVi~t Nam; ., 'V-," " '; ......_.:;:;''~~,,_J./~_----:-
- VI,!Plulp che, C\lC QUal~ ly Y DuQ'c co tr~yen, Cvc ~lljlY: ..-=~:'
Kham, chua b~nh - Be>Y te; Thanh tra Be>Y te; ~~ ,
- Vi~n KN thu6c TV' va VKN thu6c TP.RCM; TrU'ong Quoc elf{mg
- T6ng Cong ty DuQ'c VN;
- Cac b~nh vi~n, Vi~n co giuemg b~nh tf\l'c thue>cBYT;
- Website cua Cvc QLD, T~p chi DuQ'cMy phAm - Cvc QLD;
- Luu: VP, KDD, DKT (2b).



BOYTE
cue QUAN LY DliQC

CONG HOA xA HOI cnu NGHlA VIeT NAM
DQcl~p - TV do - Hanh phuc

DANH M1,JC01 THUOC DVOC cAP SO DANG KY HIeU Ll!C 05 NAM
Ban hanh kern thea quyet dinh sf>:loilQD-QLD, ngaylt.l.t..I ....te«

1.Cdng ty dang ky: Cong ty TNHH Sanofi-Aventis Vi~t Nam (Die: 123 Nguysn Khoai, qudn 4,
TP.H6 Chi Minh - n« Nam)

1.1Nha san xu§t: Cong ty cA ph§n Duec ph§m Sanofi-Synthelabo Vi~t Nam (Dlc: 1516C
Dang Van Bi-Thu Ditc-Tp H6 Chi Minh - n« Nam)

1 Paracetamol Winthrop

Ten thufic Hoat chat chinh -
Ham luong

Dang bao Tu8i Tieu
ch~ thQ chuAn

60 TCCS H<)p10 vi x 10
thang vien

Quy cach
dong goi

sfi dang kYSTT

Paracetamol 500mg Vien nen GC-236-15
/

Trang 1


