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kh~u thu6c va hru hanh thu6c t~i Vi¢t N am; neu c6 bat cu thay d6i gl trong qua 
trlnh luu hanh thu6c b nuoc sb t~i va b Vi¢t Nam thl phai bao cao ngay cho ~c 
Qm\n ly Duqc- B9 Y te Vi¢t Nam. 

Dieu 5. Quyet dinh nay c6 hi¢u lqc ke tir ngay ky ban hanh. 

Dieu 6. Giam d6c Sb Y te cac tinh, thanh ph6 tfl!c thu¢c trung uong, giam 
d6c nha slm xuat va cong ty dang ky c6 thu6c t~i Di6u 1 chiu trach nhi¢m thi 
hanh Quyet dinh nay./. 

Noi nhtjn: 
- NhuDi~u 6; 
- B¢ truOn.g Nguyen Thi Kim Tien (d~ b/c); 
- Ct,lc QuAn Y - B¢ Qu6c phong, Ct,lc Y te- B¢ COng an; 
- Ct,lc Y te Giao thOng v~n tai - B¢ Giao thOng v~n tai; 
- T6ng cvc Hcli quan - B¢ Tai chinh; 
- Bao hi~rn Xa hOi Vi~t Narn; 
- Vv PMp che, Ct,lc Quan ly KMrn, chua ~nh- B¢ Y te, 
Thanh tra B¢ Y te; 
- Vi~n KN thu6c 'IW, Vi~n KN thu6c TP. HCM; 
- T6ng COng ty Duqc VN; Truong Quoc Cubng 
- Oic COng ty XNK Duqc phirn; 
- Oic ~nh vi~n & Vi~n c6 giuang ~nh tn,rc thu¢c B¢ Y te; 
-Website cua Ct,lc QLD, T~p chi Duqc vaMP- Ct,lc QLD; 
- Luu: VP, KDD, DKT(lO). 
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B()YTE 

eve QUAN LY nuoe 
C()NG HOA xA HOI CHU NGHIA Vll~T NAM 

f>()c l~p- Tv do - H~nh phuc 

STT 

1 

STT 

2 

STT 

3 

DANH MUC 07 THUOC DIEU TR1 UNG THV DVOC cAP SO DANG KY 
. LVU HANH HIEU.Ll)'C 02 NAM- DQT 85 

B an h~mh kern theo quy~t dinh s6: JJb.IQD-QLD, ngayO.Cf:.! . ._d.l ... ..t..M-IC( 

1. e ong ty dang ky: APC Pharmaceuticals & Chemical Ltd. (Die: Suite 2102, 21/F Wing on 
centre, 111 Connaught Road, Central- Hong Kong) 

1.1 Nha san xu§t: Thymoorgan Pharmazie GmbH (Die: Schiffgraben 23-38690 Vienenburg­
Germany) 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuBi Tieu Quy each s6 dang kY 

Ham IU'C;rng ch~ thQ chuAn dong goi 

Santabin (Dong goi: Gemcitabin (du6i B9t pha tiem 36 NSX H9p ll9 VN2-216-14 
PNG Gero lymatos SA d~ng Gemcitabin thang 
(Plant B') 4 Asklipiou, hydroclorid) 1 g 
Kryoneri Attiki, 14568, 
Hi L~p) 

-··· ............ ------ ----- - .. - -······· .. ---- ..... ·----·-- --- --·· ... -······· .... ------· 

2. Cong ty dang ky : Cadila Healthcare Ltd. (Die: Zydus Tower. Satellite Cross Road, 
Ahmedabad 380 015- India) 

2.1 Nha san xu§t : Cadila Healthcare Ltd. (Die: Kundaim Industrial Estate, panda, Goa-403 401 
-India) 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuBi Tieu Quy each s6 dang kY 

Ham IU'C;rng ch~ thQ chuAn dong goi 

Femistra Tablets Anastrozole 1mg Vien nen bao 24 NSX H9p 10 vi x 10 VN2-217-14 
phim thang vi en 

3. Cong ty dang ky: eong ty CB phin DtrQ'C phfim Duy Tan (Die: 22 HJ Bidu Chanh, Q. Phu 
Nhucjn, TP. HJ Chi Minh- Vi~t Nam) 

3.1 Nha san xu§t: Laboratorios IMA S.A.I.e. (Die: Palpa 2862, ofthe City of Buenos Aires­
Argentina) 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuAi Tieu Quy each s6 dang kY 

Ham IU'C;rng ch~ thQ chuAn dong goi 

Belipexade (Ca sa dong Pemetrexed ( du&i B9t dong 24 NSX H9p 1 l9 VN2-218-14 
goi: Laboratories d~ng pemetrexed kho de p~a thang 
Richmond S.A.C.I. F. , dinatri tiem truyen 
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STT 

4 

STT 
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STT 

6 

U/1,,, LJI,;c:lliU "t7-'0 , Ul liiC ucwlpt:man yuraL) 
City of Buenos Aires, 500mg 
Argentina) 

4. Cong ty dang ky: Cong ty Cfi phin T~p doim Dll'Q'C phim & Thll'ong m~i Sohaco (Die: S6 5 
Limg Hc;z, Ba Dinh, Ha N(Ji- Vi?t Nam) 

4.1 Nha san xu~t: Boryung Pharmaceutical Co., Ltd. (Die: 1122-3, Singil-dong, Danwon-ku, 
Ansan-si, Kyungki-do 425120- Korea) 

Ten thu6c 
Ho~t chftt chinh - D~ng bfw Tubi Tieu Quy each 

s6 dang kY 
Ham IU'Q'Ilg ch~ thQ chuin dong goi 

Xalipla inj 1 OOmg Oxaliplatin 1 OOmg B9t dong 36 NSX H9p 119 VN2-219-14 
kho pha tiem thang 

5. Cong ty dang ky: Cong ty TNHH Dll'Q'C phim Bach Vi~t (Die: S6 146, ngo 230 Dinh C6ng 
Thu(Yng, P. Dinh C6ng, Q. Hoang Mai, Ha N(Ji- Vi?t Nam) 

5.1 Nha san xu~t: Oncotec Pharma Produktion GmbH (Die: Am Pharmapark 06861 
Dessau-Rosslau- Germany) 

Ten thu6c 
Ho~t chit chinh - D~ng bao Tubi Tieu Quy each s6 dang ky 

Ham IU'Q'Ilg ch~ thQ chuin dong goi 

Gemcitabine Medac Gemcitabine ( du&i B9t dong 36 NSX H9p ll9 VN2-220-14 
d<itng gemcitabine kho pha thang 
hydrochloride) dun~ djch 
1000mg truyen tinh 

ffilitCh 
.. ···-·- ... ... .... -···· - .. ·-· ·······-. -··. - ····· -· 

6. Cong ty dang ky: Hexal AG (Die: Jndustriestrasse 25, 83607 Holzkirchen - Germany) 

6.1 Nha san xu~t: Salutas Pharma GmbH (Die: Otto-von-Guericke-Allee 1, D-391 79 Barleben­
Germany) 

Ten thu6c 
Ho~t chit chinh - D~ng bao Tubi Tieu Quy each s6 dang ky 

Ham lll'<;rng ch~ thQ chuin dong goi 

Anozeol Anastrozole lmg Vien nen bao 60 NSX H9p 2 vi x 14 VN2-221 -14 
phim thang vi en 

7. Cong ty dang ky: Korea United Pharm. Inc. (Die: 154-8 Nonhyun-dong, Kangnam-gu, Seoul­
Korea) 

Trang 2 
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STT 

7 

7.1 Nha san xuit: Korea United Pharm. Inc. (Die: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si­
Korea) 

Ten thuBc 
Ho~t chAt chinh - D~ng bao TuBi Tieu Quy each sa dang kY 

Ham hrQ1lg ch~ thQ chuAn dong goi 

Thu6c tiem Unitrexates Methotrexat Dung djch 36 BP HQp 10 lQ x VN2-222-14 
50mg/2ml tiem thang 2012 2ml 

Truong QuBc Cu01lg 
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