


Dieu 3. Thu6c Methadon duqc san xu~t chi phvc vv cho cong tac diSu tri 
nghi~n cac ch~t d:;mg thu6c phi~n b~g thu6c Methadon theo dung qui dinh cua 
DS an "San xu~t va Slr dvng thu6c Methadon t~i Vi~t Nam giai do~n 2010-2015" 
da duqc phe duy~t, khong duqc dua ra luu hanh tren thi truemg. 

Dieu 4. Trong qua trinh su dvng thu6c, cong ty sim xu~t, cong ty cung c~p 
va cac ca s& disu tri phai thvc hi~n dung cac quy dinh hi~n hanh vs quan ly 
thu6c gay nghi~n; phai theo doi, t6ng hqp va bao cao hi~u qua diSu tri theo doog 
quy dinh hi~n hanh m6i 06 thang m9t lfui vS Cvc Phong ch6ng HIV I AIDS va 
C1,1c Quan ly duqc - B9 Y tS. 

Di~u 5. Trong qua trinh san xu~t, cong ty san xu~t phai thvc hi~n dung 
cac quy dinh hi~n hanh vs san xu~t, bao quan, phan ph6i thu6c gay nghi~n va 
cac qui dinh vs duqc khac co lien quan. 

Di~u 6. QuySt dinh nay co hi~u Ivc kS tu ngay kY ban hanh. 

Di~u 7. Giam d6c S& Y tS cac tinh, thanh ph6 trvc thu9c trung uong va 
Giam d6c cong ty san xu~t va dang kY co thu6c t~i DiSu 1 chiu trach nhi~m thi 
hanh Quyst dinh nay.!. 

Noi nh(in: 
- Nhu Di~u 7; 

? / . 

eve TRUONG ---
- BT. Nguy~n Thi Kim TiSn (dB b/c); 
- TT. Nguy~n Thanh Long (dB b/c); 
- C1,1c Quan y - B9 Qu6c phOng, C1,1c Y tS - B9 CA; 
- C1,1c Y t~ giao thong v~ tai- B9 GTVT; 
- Tbng C1,1c Hai Quan- B9 Tai Chinh; 
- Bao hiBm xa hoi Vi~t Nam; 
- Van PhOng thuemg tnrc phOng ch6ng rna tUy; 
- B9 Y t~: V1,1 Phap chS; C1,1c Quan ly Kham, chua b~nh; C1,1c 
Phong ch6ng HIV I AIDS; Thanh tra B9; 

Trll'O'ng QuBc Cll'irng 

- Vi~n KN thu6c TV va VKN thu6c TP .HCM; 
- Tbng Cong ty Duqc VN; 
- Oic b~nh vi~n, Vi~n c6 giuemg b~nh tnrc thu9c BYT; 
-Website ctia C1,1c QLD, T~p chi Duqc My phfun- C1,1c QLD; 
- Luu: VP, KDD, GT, DKT (4b). 



BQYTE 

eve QUAN LY DUQe 

CQNG HOA :xA HQI CmJ NGHIA VI$T NAM 

D<)c l~p -Tv do - H~nh phuc 

DANH M1JC 01 THUOC SAN XUAT TRONG NVOC DVQC cAP SO DANG KY HI$U Ll}C 
DEN RET 31112/2015- DQT 146 

Ban hanh kern theo quy6t dinh s6: <13)./QD-QLD, ngay1d...l.i.!2014 

1. eong ty dang ky: Cong ty cA phin dugc Danapha (Die: 253 Dung S'l Thanh Khe, TP. Da 
NJ.ng- Vi?t Nam) 

1.1 Nha san xuit: eong ty cA phin dugc Danapha (Die: 253 Dung S'l Thanh Khe, tp. Da NJ.ng­
Vi?t Nam) 

! Ho~t ch~t chinh - D~ng bao Tu6i Tieu Quy each SBdangk")·l STTI Ten thu6c 
Ham hrQ'Dg ch~ thq chuin dong goi 

1 Methadon Methadon D;mg djch 24 TCCS Chai 100 ml, V2-H12-15 
hydroclorid 1 g/1 00 u6ng thang 1000 ml 
ml 
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