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l>ieu 4. Nha san xuat va ctmg ty dang kY thuoc phru chap hanh dAy du 
phap lu~t cua nuac CHXHCN Vi~t Nam va cac quy dinh cua B¢ Y t€ v~ nh~p 
khAu thuoc va luu hanh thuoc t~ Vi~t Nam; n€u co bat cu thay d6i gi trong qua 
trinh luu hanh thuoc b nu6c sb t~ va b Vi~t Nam thi phru bao cao ngay cho (\lc 
Quan ly Duqc- B¢ Y te Vi~t Nam. 

l>ieu 5. Quyet dinh nay c6 hi~u Ivc ke nr ngay kY ban hanh. 

Truong Quoc Cu<mg 
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BC)YTE 
eve QUAN LY DU<}C 

CQNG HOA xA H(>I CmJ NGHiA VI$T NAM 

Dqc l~p - Tv do - H~nh phuc 

DANH MlJC 07 THUOC c6 HO~T CHAT LANDAU, D~G BAO CHELAN DAU DANG KY 
TAl VI$T NAM DVQC cAP SO DANG KY LUU HANH ~U LlfC 2 NAM- DQT 86 

STT 

1 

STT 

2 

Ban hanh kern theo quy€t dinh s6: ~~./QD-QLD, ngay {f:.J.it.!.l.P.lCf 

1. Cong ty diing ky: Cong ty TNHH Binh Vi~t Due (Die: 62136 Truong Cong Dinh, P. 14, Q. 
Tan Binh, TP. HJ Chi Minh - Vi¢t Nam) 

1.1 Nha san xuit: Hameln Pharmaceutical GmbH (Die: Langes Feld 13, 31789 Hameln -
Germany) 

Ten thuac 
Ho~t ch~t chinh - D~ng bao Tu8i Tieu Quycach sa dang kY 

Ham hrqng ch~ thQ chuin dong goi · .. ; 

Alfentan:il-hameln_ Alfentanil ( duai Dung,ciich 2_4 NSX mp 1oAng.2 VN2-24_6-14 
0,5mg/ml d~mg Alfentanil thu6c thang ml 

hydrochlorid) tiernltiem 
lmg/2ml truy€n 

2. Cong ty dang kj: DKSH Vietnam Co., Ltd. (Die: SJ 23 Dc;li 19 D9e Lt/.p, khu eong nghi¢p Vi¢t 
Nam -Singapore, Thut/.n An, tinh Binh Duong- Vi¢t Nam) 

2.1 Nha san xuit: Taiho Pharmaceutical Co., Ltd (Die: 1-27 Kandanishiki-eho, Chiyoda-ku, 
Tokyo -Japan) 

Ten thuac 
Ho~t ch~t chinh - D~ng bao Tu8i Tieu Quycach 

sa tUng kY 
Ham ltrQ'Dg cbS thQ chuin dong goi 

TS-One capsule 20 Tegafur 20mg; Vien nang 24 NSX H<}p 4 vi x 14 VN2-247-14 
Gimeracil 5,8mg; c(mg thang vien nang 
Oteracil kali 19,6mg 

--- --··· ·--- - -- --- - - -- ---· -- -··-- ---·- - - - --- - --- --- - -- -r-- - --- - ------ -------
3 TS-One capsule 25 Tegafur 25mg; Vien nang 24 NSX HQp 4 vi x 14 VN2-248-14 

Gimeracil7,25mg; ctmg thang vien nang 
Oteracil kali 24,5mg 

-·· ........ , ___ . ··-·· . .. ... . . .. ·-····- -- ·-· .. .. .. -···- ... . . 

3. Cong ty dang kj: Meiji Seika Pharma Co., Ltd. (Die: 4-16 Kyobashi 2-ehome, Chuo-Ku, 
Tokyo 104-8002 - Japan) 

3.1 Nha san xuit: Meiji Seika Pharma Co., Ltd.- nha may Odawara (Die: 1056, Kamonomiya, 
Odawara-shi, Kanagawa - Japan) 
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STT Ten thufic 
Ho~t chftt chinh - D~ng bao Tu6i Tieu Quy each Sa <Hing kY 

Ham hrQ'Ilg ch~ thQ chuin dong g6i 

4 Meiact Fine Granules Cefditoren ( du&i c6mpha 18 NSX H9p chua 240 VN2-249-14 
d~g Cefditoren h6n dich thang g6i X 0,3g , 
Pivoxil) 30mg A uong 

f- -- ·------------ - ------ ·----- 1-- - - - - ---- - - -- -- --- --- ··-··· - ···-· 

5 Meiact Fine Granules Cefditoren ( du&i C6mpha 18 NSX H9p 120 g6i X VN2-250-14 
d~g Cefditoren h6n dich thang 0,5g 
Pivoxil) 50mg u6ng 

4. Cong ty dang Icy-: Merck Sharp & Dohme (Asia) Ltd. (Die: 271F., Caroline Centre, Lee 
Gardens Two 28 Yun Ping Road, Causeway Bay- Hong Kong) 

4.1 Nba san xuit: Laboratoires Merck Sharp & Dohme Chibret (Die: Route de Marsat; RIOM 
63963, Clermont Ferrand Cedex 9- France) 

STT Tenthu6c 
Ho~t chftt chinh - D~ng bao Tu6i Tieu Quy each sa dangkf 

HamhrQ'ng eh~ thQ chub dongg6i 

6 Cancidas Caspofungin 50mg B9tpha 24 NSX H9p llQ b9t . VN2-251-14 
dung dich 
tiem truySn 

thang 

tinh m~ch 
-------- - --- - - - -- - - ---- - - - ·- -- -· ···-· .... 

7 Cancidas Caspofungin 70mg B()tpha 24 NSX H9p llQ b9t VN2-252-14 
dung dich 
tiem truySn 

thang 

tinh m~ch 

Truong Quae Crr<mg 
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