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Dh~u 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh day du 
phap lu~t cua nuoc CHXHCN Vi¢t Nam va cac quy dinh cua B¢ Y te v~ nh~p 
kh~u thuoc va luu hanh thuoc t~i Vi¢t Nam; neu c6 bat eli thay d6i gl trong qua 
trlnh luu hanh thuoc b nuoc so t~i va b Vi¢t Nam thl phai bao cao ngay cho Cl;lc 
Quan ly Duqc- B<? Y teVi¢t Nam. 

Dit~u 5. Quyet dinh nay c6 hi¢u lgc kti tu ngay ky ban hanh. 

Dh~u 6. Giam doc Sb Y te cac tinh, thanh pho tfl!c thu()c trung uong, giam 
doc nha san xuat va cong ty dang ky c6 thuoc t~i Di~u 1 chiu trach nhi¢m thi 
hanh Quyet dinh nay./. 

Truong Quoc Cubng 
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BQYTE 

Cl)C QUAN L Y DUQC 

CQNG HOA xA HQI CHU NGHiA VI$T NAM 

Dqc l~p - T\f do - H~nh phuc 

DANH Ml)C 04 THUOC c6 HO~T CHAT LANDAU, D~NG BAO CHELAN DAU DANG KY 
T ~I VI$T NAM DVQC CAP SO DANG KY LVU HANH HI$U LtjC 02 NAM - DOT 85 

STT 

1 

STT 

2 

3 

Ban hanh kern theo quy~t dinh s6: J.3.l::!QD-QLD, ngayO!,f-. .1 . .3./ ... :Jr.ly 

1. Cong ty dang ky: Fresenius Kabi Deutschland GmbH. (fJ/c: D-61346 Bad Homburg v.d.H. -
Germany) 

1.1 Nha san xufit: Fresenius Kabi Austria GmbH. (fJ/c: Hafnerstrasse 36, AT-8055, Graz
Austria) 

Ten thu6c 
Ho~t ch§t chinh - D~ng bao TuAi Tieu Quy each s6 dang ky 

Ham IU'(;m g ch~ thQ chuAn dong goi 

Dipeptiven L-alanyl-L-glutamin Dung djch 24 NSX H9p 10 lQ X VN2-223-14 
e20% d~m d~c J?ha thang 50ml; h9p 10 lQ 

tiem truyen x lOOm! 
tinh mc;tch 

- ·· 

2. Cong ty dang ky: Novartis Pharma Services AG (fJ/c: Lichtstrasse 35, 4056 Basel
Switzerland) 

2.1 Nha san xufit: LTS Lohmann Therapie-Systeme AG (fJ/c: Lohmannstrasse 2, 56626 
Andernach - Germany) 

Ten thu6c 
Ho~t ch§t chinh - D~ng bao TuAi Tieu Quy each s6 dang ky 

Ham hrQ'ng ch~ thQ chufin dong goi 

Exelon Patch (Co sa Rivastigmine Mi€ngdan 24 NSX H9p 30 mi€ng VN2-225-14 
dong goi thu dp: 9mg/5cm2 hfip thu qua thang dan 
Novartis Pharma Stein da 
AG, d/c: 
Schaffhauserstrasse, 
4332 Stein, Switzerland) 

-·- ·- _, .. ,_ ---- ----··- ----- ···--· ---- ---- --- --- - ---·· --·- --- -- - - -------- - ------· ----- ------ ---· ......... -·- --- -·---- ---- .. •..•.... ······- --·-··· 

Exelon Patch (Co sa Rivastigmine Mi€ng dan 24 NSX H9p 30 mi€ng VN2-224-14 
dong goi thu dp: 18mg/10cm2 hfip thu qua thang dan 
Novartis Pharma Stein da 
AG, d/c: 
Schaffhauserstrasse, 
4332 Stein, Switzerland) 

·-· 
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"'·Long ry aang Ky: Pt1zer (Thailand) Ltd. (Die: Floor 36, 37, 38 and 42 United Center Building, 
323 Silom Road, Silom, Bangrak, Bangkok 10500- Thailand) 

3.1 Nha san xuit: Wyeth Lederle S.r.l. (Die: Via Franco Gorgone Z. I. , 95100 Catania (CT) 
Italy) 

STT Ten thu6c 

4 Tygacil 

Ho~t chAt chinh -
Ham hrQ11g 

Tigecyclin 50mg/IQ 

D~ng bao TuAi T ieu 
ch~ thQ chuin 

Quy each 
dong goi 

B9t dong 24 NSX H9p 10 !9 
kho pha tiem thang 

Trang 2 

s6 dang ky 

VN2-226-14 
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