
BQYTE 
Cl)C QUAN LY DUQC 

SO: l1) /QD-QLD 

CQNG HOA XA HQI CHU NGHIA V~T NAM 
D(lc l~p - Tl,l do - H1;1nh phiic 

-Ha N¢i, ngay .2h thtzng 7 niim 2015 

QUYETDlNH 
V e Vi~C ban biinh danh IDl,IC 15 thnoc nU6'c ngoai 

(thuoc dieu tr! ung thu dang ky Ian dau- so dang ky co hi~u ll,lc 02 nam) 
dugc c~p so dang ky Iuu hanh t1;1i Vi~t Nam - Dgt 90 

CT}C TRU'ONG CT}C QUAN LY DU'OC 

cari' cu Lu~t Duqc ngay 14/6/2005; 

Can cu,Nghi dpm so 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phil quy 
dinh chuc nang, nhi¢m V\1. quy~n hi,Ul va ca cilu t6 chUc cua B¢ Y t€; 

Can cu Quy€t dpm so 3861/QD-BYT ngay 30/9/2013 cua B¢ trui'mg B¢ Y 
t€ quy dinh cMc nang, nhi¢m V\1. quyen hi,Ul va ca c1lu t6 cMc cua Cq.c Quiin ly 

.i\ duqc thu(>c B¢ Y t€; 

"i Can cu Th6ng tu so 44/2014/TT-BYT ngay 25/11/2014 cua B¢ Y t€ quy 
ppm vi¢c dang ky thuoc; 

Can cu y ki€n cua H(>i d6ng tu vifu cilp so dang ky luu hanb thuoc - B¢ Y 
t€; 

Xet d~ nghi cua Tnti'mg phong Dang ky thuoc - Cq.c Quiin ly Dugc, 

Dieu 1. Ban hanb kern theo Quy€t dinh nay danh mvc 15 thuoc nucrc 
ngohl (thuoc di~u tq ung thu dang ky hill dttu - so dang ky c6 hi¢u ll;rc 02 niim) 
dugc c1lp so dang ky luu hanh t~i Vi¢t Nam - Dgt 90. 

Dieu 2. Nha san xuilt va c6ng ty dang ky thuoc c6 tn1ch nhi¢m cung cilp 
thuoc vao Vi¢t Nam theo dt1ng cac M sa thlli¢u da dang kY vm B¢ Y t€. S6 dang 
ky dugc B¢ Y t€ Vi¢t Nam cilp phiii duqc in len nhan thuoc. S6 dang kY c6 ky 
hi¢u VN2-... -15 c6 gia tq 02 nam ke tl1 ngay ky Quy€t dpm. 

Dieu 3. Trong qua trlnh luu hanh, c6ng ty dang ky thuoc, nha siin xu1lt 
phiii ph6i hqp vm cac ca sa di~u tq de thvc hi¢n theo dung cac quy dinh hi¢n 
hanb v~ thuoc ke dan va theo doi hi¢u ll,lc, d¢ an toan, tac dl,lilg kh6ng mong 
muon cua thuoc tren nguoi Vi¢t Nam va tOng hqp, bao cao theo dt1ng quy dinh 
hi¢n hanh m6i 06 thang m(>t hill v~ Cq.c Quan ly Duqc. 

:meu 4. Nha siin xuat va c6ng ty dang ky thuoc phiii chap hanh dtty du 
phap lu~t cua nucrc CHXHCN Vi¢t Nam va cac quy dpm cua B¢ Y t€ v~ nh~p 
kh~u thuoc va luu hanh thuoc t~i Vi¢t Nam; neu c6 bat cu thay d6i g'i trong qua 



tr'inh hru hanh thu6c b nuac sb t~ va b Vi~t Nam th'i phm bi:io cao ngay cho Q,lc 
Quem ly Dugc - B(> Y te Vi~t Nam. 

l>ieu 5. Quyet dinh nay c6 hi~u lJ!c k~ ti:r ngay ky ban hanh. 

l>ieu 6. Giam d6c Sb Y te cac tinh, thanh ph6 tn,rc thu¢c trung ucmg, giam 
d6c nha san xulft va cong ty dang ky c6 thu6c t~ Di~u 1 chiu trach nhi~m thi 
hanh Quyet dinh nay./. 

Truang Quoc Cu<mg 

--------- -- ---
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DANH MT}C 15 THUOC DIEU TRJ UNG THV DANG KY LANDAU 
DlJQC cAP s6 DANG KY LlJU HANH HI$U U/C 02 NAM- DQT 90 

Ban hanh kern theo quyet dinh s6: o!.-.1§./QD-QLD, ngay cZG.!.S::.!.D2o.f ( 

1. Cong ty dang ky: A. Menarini Singapore Pte. Ltd (Die: 30 Pasir Panjang Road, # 08-32 
Mapletree Business City, (117440)- Singapore) 

1.1 Nha san xu§t: Celgene International Sari (Die: Route de Perreux 1, CH-2017 Boudry
Switzerland) 

Ten thuac Ho:.tt chit chinh - D:.tng bao TuAi Tieu Quycach sa dang kY 
Ham hrQllg ch~ thq chuin dong goi 

Revlimid Lenalidomide 1 Omg Vien nang 24 NSX H9p 3 vi x 7 VN2-337-15 
vi en -- . -- --·· --·-- ·--- -·-· ·- ·---· -- -- --·· ------------- ·-·-- c(mg_ --· !h!_n~ --- ---------------·-· 

2 Revlimid Lenalidomide 25mg Vien nang 24 NSX H9p 3 vi x 7 VN2-338-15 
thang vi en .. ..• --- ··--· --- -- - ·-- ----- -------------- Clmj\ ______ ---= ---· --------------··---
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Revlimid Lenalidomide 5mg Vien nang 24 NSX Hi}p 3 vi X 7 VNZ-339-15 
c(mg thang vi en 

2. Cong ty dang kY: Actavis International Ltd (Dic: BLB 016 Bulebel Industrial Estate, Zejtum 
ZTN 3000 -Malta) 

2.1 Nha san xu§t: S.C. Sindan-Pharma S.R.L. (Die: lith Ion Mihalache blvd., Sector 1, Zip code 
011171, Bucharest- Rumani) 

. ' Hol}t chit chinh - Dl}ng bao Tu8i Tieu Quycach sa dang kY Ten thuoc Ham ltrQllg ch~ thq chuin dong goi 

Firotex Topotecan (du6i B9tpha 36 NSX H9p llQ 4mg VNZ-340-15 
d11ng Topotecan dung djch thing 
hydrochloride) 4mg d~m d(lc dS 

pha dung 
djch truyBn 

3. Cong ty dang ky: Chong Kun Dang Pharmaceutical Corp. (Die: Chungjeongno3 (sam)-ga, 8 
Chungjeong-ro, Seodaeum-gu, Seoul- Korea) 

3.1 Nha san xu§t: Chong Kun Dang Pharmaceutical Corp. (Die: 797-48 Manghyang-ro, 
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831- Korea) 

Trang 1 
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Ten thuac 
Ho~t chat chinh - D~ng bao Tuiii Tieu Quy each sa dang ky 

Ham hrqng ch~ thQ chuftn dong goi 

CKDCalutami tab. Bicalutamid 150mg Viennen baa 36 NSX H9p 2 vi x 14 VN2-341-15 
150mg phim thang vi en 

4. Cong ty dang kY: Cong ty cB phfin Dtrqc phiim Duy Tan (Die: 22 H6 Biiu Chcinh, Q. Phu 
Nhwj.n, TP. H6 Chi Minh - Vi¢t Narn) 

4.1 Nhit siin xu:it: Pharmachemie B.V. (Die: Swensweg 5, 2031 GA Haarlern- The Netherlands) 

Ten thuac 
Ho~t chat chinh - D~ng bao Tuiii Tieu Quycach sa dang kY 

Ham hrqng ch~ thQ chuftn dong goi 

Gemcitabine PCH 2000 Gemcitabin ( du6i B9tdong 24 NSX H9p ll9 VN2-342-15 
mg d(lng gemcitabin kho pha tiem thang 

HCI) 2g truyen 

5. Cong ty dang kY: Cong ty TNHH DtrQ'c phiim va Ho:i ch:it Nam Linh (Die: 22/6 tlu<'rng s6 
15, khu ph6 3, P. Tan KiJng, Q. 7, TP. HJ Chi Minh - Vi¢t Nam) 

5.1 Nha siin xu:it: Zydus Hospira Oncology Private Limited (Die: Pharnez-Special Economic 
Zone Plot No.3 Sarkhej Bavla Highway NH No.BA, Village: Matoda, Taluk Sanand 382213- India) 

Ten thuac 
Ho~t chat chinh - D~ng baa Tuiii Tieu Quycach sa dang ky. 

Ham hrqng ch~ thQ chuftn dong goi 

DBL Gemcitabine Gemcitabin ( du6i Dungdich 24 NSX H9p I !9 5,3ml VN2-343-15 
200mg d(lng Gemcitabin d~md~c thang 

hydroclorid) dung dB pha 
200mg/5,3ml tiem truySn 

tinh m(lch 

6. Cong ty dang ky: Cong ty TNHH MTV Vimepharco (Die: S6 1, Nguyln Huy Tu<'rng, Thanh 
Xuan, Ha N9i- Vi¢t Narn) 

6.1 Nhit siin xu:it: Belmedpreparaty RUE (Die: 220007, Minsk, 30 Fabritsius Street- Belarus) 

Ten thuac 
Ho~t chat chinh - D:).ng bao Tuiii Tieu Quycach sa dang kY 

Ham hrqng ch~ thQ chuftn dong goi 

Methotrexate-Belmed Methotrexat 50mg B9tdong 24 NSX H9p5 Bng VN2-344-15 
kho pha tiem thang 

-----------------------···--··~- .. ~-------
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7. Cong ty dang k)': Eli Lilly Asia, Inc-Thailand Branch (Die: 87/2 9th Floor, CRC Tower, All 
Season Place, Wireless Road, Lumpini, Phatumwan, Bangkok 10330 Thailand- Thailand) 

7.1 Nhit san xuit: Eli Lilly & Company (Die: Indianapolis, In 46285- USA) 

Ten thn6c 
Ho!).t chllt chinh - D!).ng biw TuBi Tieu Quycach s6 dang Icy 

Ham hrgng ch~ thQ chulln . dong goi 

Alimta Pemetrexed ( du&i B9t dong 24 NSX H(lp 119 VN2-345-15 
d!!ng pemetrexed kho pha thang 
dinatri heptahydrate) dung dich 
IOOmg tiem truySn 

8. Cong ty dang k)': Hetero Labs Limited (Die: 7-2 A2, Hetero Corporate, Industrial Estates, 
Sanathnagar, Hyderabad Andhra Pradesh-AP- India) 

8.1 Nhit san xullt: Hetero Labs Limited (Die: Unit-VL Sy. No. 410, 411, APIIC Formulation SEZ, 
Polepally Village, Jadcherla Mandai, Mahaboognagar District, Andhra Pradesh -India) 

Ten thu6c 
Ho!).t chllt chinh - D!).ng bilo TuBi Tieu Quycach s6 dang Icy 

Ham hrgng ch~ thq chuiin dong goi 

Bicamed 150 Bicalutamide (D;:mg Vien nen bao 24 NSX H(lp 3 vi x 10 VN2-346-15 
vi en 

---- -·· --· -·-- ..... ~ --- ---- --- ··-··- ·----· I:I 1)_ !~0_!11g - - - - ~im ____ !han~ --·- ----------- ---------· 
II 
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Bicamed 50 Bicalutamide CD!!ng Vien nen bao 24 NSX H(lp3vix 10 VN2-347-15 .. 
HI) 50mg phim thang vi en ;<.~ 

9. Cong ty dang k)': Hex!ll AG (fJ!c: Industriestrasse 25 D-083607 Holzkirchen- Germany) 

9.1 Nha san xullt: Salutas Pharma .GmbH (Die: Otto-von-Guericke-Allee 1, D-39179 Bar/eben
Germany) 

Ten thu6c 
Ho!).t chllt chinh - D!).ng bilo TuBi Tieu Quycach s6 dang Icy 

Ham hrgng ch~ thQ chuiin dong goi 

Bicalutamide FCT Bicalutamid 150mg Vien nen bao 24 NSX H(lp4vix14 VN2-348-15 
150mg p~iiTI thang vi en 

.... .... --- .. ... .. .. --- .. - ---- -···-·--· --- ----- -- - - ..... -- --- -- - ------ . ------· ---
Bicalutamide FCT 50mg Bicalutamid 50mg Vien nen bao 24 NSX H(lp4vix14 VN2-349-15 

phim thang vi en 

10. Cong ty dang k)': Natco Pharma Ltd. (Die: Natco House, Road No 2, Banjata Hills 
Hyderabad 500 033- India) 

10.1 Nhit san xuit: Natco Pharma Ltd. (Die: Plot No.19, Pharmacity Selaqui, Dehradun-248197, 
Uttarakhand - India) 

------- --- --------
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Ten thuBc 
Ho:J,t ch§t chinh- D:J,ng bao Tufii Tieu Quycach s6 dang kY 

Ham ID'Qllg ch~ thQ chul'in dong goi 

Bortenat 2mg Bortezomib 2mg B(>tdong 24 NSX H(>p 11Q VN2-350-15 
kho pha tiem thang 
tinh m:J,ch 

11. Cong ty dling Icy: PT. Kalbe Farma Tbk. (Die: Kawasan '!ndustri Delta Silicon Jl. MH. 
Thamrin Blok A3-I, Lippo Cikarang, Bekasi -Indonesia) 

11.1 Nba san xu§t: Samyang Biopharmaceuticals Corporation (Die: 79, Sinildong-ro, 
Daedeok-gu, Daejeon - Korea) 

STT Ten thu6c 
Ho:J,t ch§t chinh -

Ham ID'Qllg 
D:J,ng bao Tufii Tieu 

ch~ thQ chuiin 
Quycach 
dong goi 

sa dang kY 

15 PaxusPM Paclitaxel 1 OOmg B9t dong 24 NSX H(>p 119 VN2-351-15 
kho pha tiem thang 

Tmong Quae Cubng 

Trang 4 
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