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QUYETDJNH 
V}. •A " b~ 07 h ~ ., ~t , (th ~ _,..}. t . th ~ AW e VI~c cong o t uoc san xua trong ntrO'c uoc u1eu r! ung tr- so uang 

kY co hi~u ll}'C 01 nam) dtrQ'C phep hru hanh t~i Vi~t Nam- Dqt135 

eve TRUONG eve QUAN LY DlfQe 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 

Can cu Nghi djnh sB 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu quy 
djnh chuc nang, nhi~m VI), quySn h?n va C(J cAu t6 chuc cua B9 y t~; 

Can cu Quy~t djnh sB 53/2008/QD-BYT ngay 30/12/2008 cua B9 tru6ng B<) 
y t~ vS vi~c quy dinh chuc nang, nhi~m VI), quySn h?n va C(J cAu t6 chuc cua Cvc 
Qmin ly Duqc thu<)c B9 Y t~ va Quy~t djnh sB 3106/QD-BYT ngay 29/8/2011 cua 
B9 tru6ng B9 Y t~ vS vi~c sua dBi, b6 sung DiSu 3 Quy~t djnh s6 53/2008/QD­
BYT ngay 30/12/2008 cua B9 tru6ng B9 Y t~ quy djnh chuc nang, nhi~m V\1, 
quySn h?n va C(J cAu t6 ehuc cua Cvc Quan ly Duqc thu<)c B9 y t~; 

Can cu Thong tu sB 22/2009/TT-BYT ngay 24/1112009 cua B9 tru6ng B9 Y 
t~ Qui dinh vi~c dang ky thuBc; 

Can cu y ki~n cua H9i d6ng xet duy~t thuBc B9 Y t~; 

Xet dS nghi cua Tru6ng phong Dang kY thuBc - Cvc Quan ly Duqc; 

QUYETDlNH 

Di~u 1: cAp s6 dang ky cho 07 thuBc san xuAt trong nu&c ( thuBc diSu tri ung 
thu- s6 dang ky c6 hi~u lvc 01 nam) duqc phep luu hanh t?i Vi~t Nam- Dqt 135: 

eong ty dang ky va san xuit: Cong ty CB ph§n Duqc ph~m Bidiphar 1. 
D" h"' 498 N ~ Th'' H TP Q . Nh fnh B'nh D'nh 1a c 1: 1guyen ai QC, U1 an, 1 1 l 

ST'f. Ten thuBc, ham Qui each dong Tieu H~n sa dang kY ltrO'ng goi 
;:. 

dung chuan 
BDF-FDACell 50 H<)p 1 l9 thuoc USP30 18th QLDB-334-12 

(Fludarabin tiem dong kho + 1 
1 phosphat 50mg) 6ng dung moi 2ml, 

thuBc tiem tinh 
ID?Ch. 

Bocartin 15 0 H9p 1 l9 thuoc TCCS 18th QLDB-335- 12 
2 (Carboplatin 150mg) tiem truySn tlnh 

ID?Ch 15ml 
Bocartin 150 H<)p 1 l9 thuoc TCCS 24th QLDB-336-12 

(Carboplatin 150mg) tiem dong kho + 1 
' 3 ong dung moi 

. 15ml, thu6c tiem 
tinh m~ch 
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Bocartin 450 H()p 1 lQ thuoc TCCS 18th QLDB-337-12 
' 4 (Carboplatin 450mg) tiem truyen tinh 

m<;tch 45ml 
Bocartin 50 H()p 1 lQ thuoc TCCS 18th QLDB-338-12 

5 (Carboplatin 50mg) tiem truySn tinh 
m~ch 5ml 

Bocartin 50 H()p 1 lQ thuoc TCCS 24th QLDB-339-12 
(Carboplatin 50mg) tiem dong kho + 1 , 

6 ong dung moi 5ml, 
thuBc tiem tinh 

m~ch 
Canpaxel 1 00 H()p 1 lQ thuoc USP32 24th QLDB-340-12 

7 (Paclitaxel 1 OOmg) tiem tinh m~ch 
16,7ml 

l>i~u 2: Cac don vi c6 thu6c dugc luu hanh phai in s6 dang kY dugc B() Y tS 
cAp len nhan thu6c va phai chAp hanh dting cac quy cbs co lien quan dsn san xuAt 
va luu hanh thuBc. s6 dang ky co ky hi~u QLDB-... -12 co gia tri 1 nam kS tu ngay 
ky quySt djnh. 

Dieu 3: Trong qua trinh luu hanh thu6c, nha san xuAt phai kSt hgp v6i cac 
ca sa diSu tri dS theo doi hi~u lvc, d() an toan, tac dl;lng khong mong mu6n cua 
thuBc tren nguai Vi~t Nam va tBng hgp, bao cao theo dung quy djnh hi~n hanh m6i 
06 thang m()t lk vS C1,1c Quan ly dugc. 

Di~u 4. Quyst dinh nay co hi~u lvc kS tu ngay ky ban hanh. 

l>i~u 5. Giam dBc S& y tS cac tinh, thanh phB trvc thu()c trung uong va giam 
dBc don vi c6 thuBc t~i DiSu 1 chiu trach nhi~m thi hanh quySt djnh nay./. 

Nui nhQ.n: 
- Nhu Di~u 5; 

- BT. Nguy8n Thi Kim Ti~n (d8 b/c); 
- TT. Cao Minh Quang (d8 b/c); 
- C1,1c Quan y - BQ Qu6c phOng, C1,1c Y t~ - BQ CA; 
- C1,1c Y t~ giao thong v~n tii- BQ GTVT; 
- TBng C1,1c Hcii Quan- BQ Tai Chinh; 
- Bao hi8m xa hQi Vi~t Nam; 
- V\1 Phap ch~, V\1 Y duqc c6 truy~n, C1,1c Quan ly Kham, chua 
b~nh - BQ Y t~; Thanh tra BQ Y t~; · 
- Vien KN thu6c TU va VKN thu6c TP.HCM; 
- T B~g Cong ty Duqc VN; · 

~ . 
Truong Quoc Ctrimg 

- Cac b~nh vi~n, Vi~n c6 giuemg b~nh tnrc thu{lc BYT; 
-Website ctia C1,1c QLD, T~p chi Duqc My phfun- C1,1c QLD; 
- Lllll: VP, KDD, DKT (2b). 
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