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QUYET PINH

Vé viée ban hianh danh muc 23 thudc nude ngoai

(thudc diéu tri ung thu ding ky lin ddu - s6 dang k¥ c6 hiéu lyc 02 nim)
duge cfip s6 dang k¥ luu hanh tai Viét Nam - Dot 91

CUC TRUONG CUC QUAN LY DUQC

Cin cff Luat Duge ngay 14/6/2005;

Cin cif Nghi dinh s8 63/2012/ND-CP ngay 31/8/2012 cha Chinh phi quy
dinh chifc ning, nhiém vy, quyén han vi co cfu t8 chifc cha BS Y t&;

Can cif Quyét dinh s& 3861/QD-BYT ngay 30/9/2013 céia BY truéng Bo Y
t&€ quy dinh chifc niing, nhiém vu, quyén han v co cfu t§ chiic ciia Cuc Quin 1y
duge thude BY Y t

Cén ctt Thong twr s8 44/2014/TT-BYT ngay 25/11/2014 cia BS Y &€ quy
dinh viéc dang ky thudc;
y Can cif ¥ kign ciia Hoi déng tr véin cp s6 dang kf luu hinh thuéc - BS Y

Xét dé nghi cha Truing phdng Déng ky thuéc - Cuc Quén 1§ Duge,
QUYET PINH:

Diéu 1. Ban hinh kim theo Quyét dinh ndy danh muc 23 thufc nudc
ngodi (thudc diéu tri ung thyr ding k¢ 14n ddu - s6 ding k¥ ¢6 hiéu luc 02 nam)
dugc cdp s6 dang ki hru hinh tai Viét Nam - Dot 91,

Diéu 2. Nha sin xuft vi cong ty ding k§ thudc c6 tréch nhiém cung cfp
thudic vio Viét Nam theo diing cdic hé so thi litu d ding ky véi Bo Y t£. 56 ding
ky duge B Y 1€ Viet Nam cfp phdi duge in lén nhin thube. S6 ding kf c6 ky
hig¢u VN2-...-15 cd gid trf 02 nam k& tir ngay kj Quyét dinh.

Diéu 3. Trong quid trinh lwu hanh, céng ty ding ky thudc, nha sin xudt
phai phdi hgp wii cdc co sb diéu tj d€ thirc hién theo diing céc quy dinh hién
hanh vé thufic k& don va theo ddi hiéu luc, dd an todn, tic dung khéng mong
mudn cia thuSc trén ngudi Vit Nam va téng hop, bdo cfio theo diing quy dinh
hién hanh méi 06 thing mot 14n v& Cuc Quén 1§ Duoc,

Diéu 4. Nha sdn xuft vi cong ty ding k¥ thudc phéi chip hanh diy di
ludt cha nude CHXHCN Viét Nam vA cdc quy dinh cha Bo Y t€ vé nhap
thude vi leu hanh thubc tai Viét Nam; nfu o6 bét ¢ thay ddi gi trong qué




trinh luu hanh thu6c 6 nuéc sé tai va & Viét Nam tit phai bao cao ngay cho Cuc

Quéan ly Duogc - BO Y té Viét Nam.

Diéu 5. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Giam doc S¢' Y té cac tinh, thanh pho truc tiiudc trung wong, giam
déc nha san xuat va cong ty dang ky co thudc tai Biéu 1 chiu rach nhiém thi

hanh Quyét dinh nay./.

Noi nhan:

-Nhubiéu 6,

- trwdng Nguyén TTil Kim Tién (d€ b/c);

- Thir trudng L6 Quang Cuong (dé bic);

- Cuc Quan Y - BO Quéc phong, Cuc Y té- Bo Cong |

- Cuc Y t€ Giao thdng van tai - B0 Giao ridng van tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém X& hoi Viét Nam;

- Vu Phap ché, Cuc Quan ly kham, chirabénh - BOY t€,
Thaiih tia Bd Y té; ]

-yién E i thu¢ TW, Vién KN thu6e TP. HCM;

- TGiig Cong ty Dugc WN;

- Cac”ng ty XNK Duoc pham;

- Céac Bénh\aén & Vién cd giuong bénh truc thuc BO Y té;
- Website ctia Cuc QLD, Taip chi Duoc va MP - Oic QLD;
- Luu: VP, KDD, BKT(12)!
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Bo Y TE
CUC QUAN LY DUQC

DANH MUC 23 THUOC DIEU TR] UNG THU DANG KY LAN PAU
PUOC CAP SO BANG KY Luu HANH HIEU Luc 02 NAM - DOT 91

Ban hanh kém tieo quyét dinh so:-5~/QD-QLD, ngay06J<i(1JAQAE5'
1. Congty dang ky: Cong ty co phan Dugc pham Duy Tan (B/c: 22 HO Biéu Chanh, Q. Phu
Nhuan, TP. H6 ChiMinh - Viét Nam)
1.1Nha san xuat: Pharmachemie B.v. (B/c: Swensweg 5, 2031 GA Haarlem - The Netherlands)

Hoat chitchinh - Dangbao Tubi Tiéu  Quy cach

STT Ten thudc Ham lwong ché tho chuan  dong goi S0 dang ky
1 Vincristine Sulphate Vincristin sulphat 1 Dung dich 24 NSX Hoép 1lo 1ml VN2-374-15
Pharmachemie Img/ml  mg/ml thudc tiém  thang

2. Congty dang 1~: Coéngty TNHH Duwoc pham Tam Dan (B/c: 1333 dvong 31B, Khuphd An
Pha An Qianh, Phuong An Phd, Quan 2, TP. H6 ChiMinh - ViétNam)

2.1Nha san xudt: Oncotec Pharma Produktion GmbH (B/c: Am Pharmapark 06861
Dessau-Rosslau - Germany)

Hoat chatchinh - Dangbao Tudi Tiéu  Quy cach

& 0 X . S6 da y
sil Ten thudc Ham luvung ché tho chudn  dong goi 0 dang ky
2 Norameg Oxaliplatin 100 mg BOt dong 36 NSX Hoépllo VN2-375-15
kho dé pha thang
dung dich
truyén
3 Norameg Oxaliplatin 50 mg  B0ot dong 36 NSX Hopllo VN2-376-15
kho dé pha thang
dung dich
truyén

3. Congty dang ky: Céngty TNHH Duoc pham Bach Viét (B/c: sO 146, ngd 230 Binh Cong
Thuong, p. Dinh Cdng, Q. Hoang Mai, Ha Ni - ViétNam)

3.1Nha s&n xuéat; Oncotec Pharma Produktion GmbH (B/c: Am Pharmapark 06861
Dessau-RosRlau - Germany)

Hoat chét chinh -  Dang bao Tubi Tiéu Quy céach S6 dang ky

STT Tén thude Ham luong ché tho chuan  déng goi



4 Gemcitabine Medac (CS Gemcitabine (duéi  Bot dong 36 NSX Hopllo VN2-377-15'

dong goi: Medac dang Gemcitabine  khd pha thang
Gesellschaft fur hydrochloride) dune dich
klinische 1500mg truyén tinh
spezialpraparate mach

mbH-D/c: Theaterstrasse
6-22880 Wedel,
Germany)

3.2 Nha san xuat: Venus Remedies Limited (B/c: Hill Top Industrial Estate, Jharrnajari EPIP,
Phase-I (ext), Bhatoli Kalan, Baddi, Dist. Solan (HP) - India)

Hoatchatchinh- Dangbao Tubi Tiéu  Quycach

STT Tén thudc N x . 0 da Y

Ham luong ché tho chudn  déng goi S0 dang ky

5 Cytomib Bortezomib 3,5mg  Bot dong 24 NSX Hopllo VN2-378-15
kho pha tiém thang

4. Cong ty dang ky: Céng ty TNHH MTYV Vimepharco (b/c: sO 1, Nguyén Huy Tuéng, Thanh
Xuan, HaNai - ViétNam)

4.1 Nha san xuat: United Biotech (P) Limited (B/c: Bagbania, Baddi-Nalagarh Road,
District-Soian (HP) - India)

Hoat chatchinh-  Dangbao Tudi Tiéu  Quy cach

STT Tén thudc ) x . 0 da Y

u Ham luong ché tho chudn  déng goi S0 dang ky

6 Thalide 100 Thalidomid I00Omg  Vién nang 24 USP Hop3vix 10  VN2-379-15
clng thang 36 vién

7 Thalide 50 Thalidomid 50mg  Vién nang 24 USP Hop3vix 10 VN2-380-15
cing thang 36 vién

5. Cong ty dang ky; Emcure Pharmaceuticals Ltd. (B/c: Plot No. P-2, IT-BTPark, Phase-II,
M.1.D.C., Hinjwadi, Pune 411057 - India)

5.1Nha san xuat; Emcure Pharmaceuticals Ltd. (B/c: Emcure House, T-184. M.1.D.C., Bhosari,
Pune 411 026, Maharashur-a State - India)

Hoat chat chinh - s0 Tudi Tie : 5 dAng k¢
oat chét chin Dang bao Tiéu  Quy cach S6 dang ky

STT 6 0 . x - .
Tén thude Ham luong ché tho chudn  dong goi
8 Imtus 100mg/5ml Irinotecan Dung dich 24 NSX Hop 1lo5ml VN2-381-15
hydroclorid dam dac dé  thang
20mg/ml pha dung
dich tiém

truyén



9  Imtus-40mg/2ml Irinotecan Dung dich 24 NSX Hop llo2ml VN2-382-15
hydroclorid dam dac dé tiiang
20mg/ml pha dung
dich tiém
truyén
6. Congty dang ky: Ferring Pharmaceuticals Ltd. (B/c: Units 1-12, 25/F, No | Hung To Road
Ngau Tau Kok, Kowloon, - Hongkong)
6.1Nha sdn xudt: Rentschler Biotechnologie GmbH (B/c: Erwin-rentschler -Str. 21 d-8847i
faupheim - Germany)
. . Hoat chét chinh - Dang bao Tudi Tiéu  Quy cach X e
STT Tén thude Ham lwong C?l'é tho chudn  dong goi S0 dang ky
10 Firmagon (Co s¢ dong  degarelix (dudi dang bot phadung 36 NSX HOp2lobdt+  VN2-383-15
g6i: Peuing Internationa;ldegarelix acetate) ~ dichtiém  thang 2 bormtiém
Center SA, dia chi: 120mg dudi da dong san 3ml
Chemin de la dung méi + 2
Vergognausaz 50, 1162 pit-tbng + 2 bd
Saint-Prex, Switzerland:; phan tiép ndi lo
NSX lo dung moi: b6t + 2 kim
Ferring GmbH; dia chi: tiém
Wittland 11,24103 Kiel,
Germany
11 Firmagon (DPdng géi so  degarelix (dudi dang botphadung 36 NSX HOp 1lobdt+  VN2-384-15
cap; Rentschler degarelix acetat) dichtiém  thang 1bom tiém
Biotechnologie GmbH;  80mg dudi da dong san 4,2ml
dia chi: Envin-rentschler dung méi + 1
-Sr. 21 d-88471 pit-tdng +1 bd
laupheim, Germany; phan tiep n6i lo
DBong géi thir cap: bot +1 lam
Peuing International tiém
Center SA, dia chi:
Chemin de la
Vergognausaz 50,1162
Saint:Ere;M.,,gaitzeilgn4.-
7. Congty dang ky: GlaxoSmithKline Pte., Ltd. (B/c: 150 Beach Road, # 21-00 Gateway West,
Singapore 189720 - Singapore)
7.1Nha san xuat: GlaxoSmithKline Manufacturing SpA (D/c: Strada Provinciale Asolana 90,
43056 San Polo di Torrile Parma - Italy)
\ . Hoat chit chinh - Dangbao Tudi Tiéu  Quy cach Xoax Lo
STT Tén thuoc Ham luwug c%é tho chuin  dong goi S0 dang ky
12 Hycamtin Img Topotecan (dudi B6t pha 36 NSX Hopllo VN2-385-15



dang Topotecan dung dich  thang

HCI) Img truyen tdtri
mach
13 Hycamtin 4mg Topotecan (dudi Bot pha 36 NSX HOpllohodc5 VN2-386-15
dang Topotecan dung dich  thang lo
HCI) 4mg truyen tdiih '
mach

8. Cong ty dang ky; Glenmark Pharmaceuticals Ltd. (B/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

8.1Nha san xuat; Glenmark Generics S.A (B/c: Calle 9 Ing Meyer Oks No593-Parque Industrial
Pilar, Provincia de Buenos Aires - Argentina)

Hoat chatchinh -  Dangbao Tudi Tiéu Quy céch

STT & 0 , 0 da Y
Tén thuoe Ham liromg ché tho chudn  déng goi S0 dang ky
14 Pemehope 100 Pemelrexed (dudi  BOt dong 24 NSX Hop 1llo 16ml  VN2-387-15
dang pemetrexed kho pha thang
dinatri) 100mg dung dich
tiém truyén
15 Pemehope 500 Pemeirexed (dwdi Bt dong 24 NSX HoOp 1l030ml  VN2-388-15

dang pemetrexed  kho pha tiiang
dinatri) 500mg dung dich
tiém truyén

9. Cong ty dang ky; Hexal AG (B/c; Industriestrasse 25, D-83607 Hokkirchen - Germany)

9.1Nha san xuat: Hetero Labs Ltd (Unit-VI) (B/c: APIIC Formulation SEZ, S. No. 410&411,
Polepaily Village, Jadcherla (Mandal), Mahaboob Nagar (District) Pin-509301, Andhra Pradesh

India)
. . Hoat chat chinh - Dangbao Tubi Tieu  Quy cach 2 ax Lo
STT Ten thude Ham luwong ché tho chudn  dong goi S0 dang ky
16 Sandoz Capecitabin Capécitabin 150mg Viénnénbao 24 NSX HOp 6vix 10 VN2-389-15
150mg phim thang vién
17 Sandoz Capecitabin Capecitabin 500mg Viénnénbao 24 NSX HOp 12vix 10 VN2-390-15
500mg phim tridng vién

10.Cong ty dang ky: Korea United Pharm. Inc. (B/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul
- Korea)

10.1 Nha san xudt: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)



STT Tén thudc Hoat chat chinh - Dang bao Tu0i Tiéu Quy céch S6 dang ky

Ham lwvong ché tho chudn  doéng goi
18 Xeltabine Capecitabin 500mg Viénnénbao 24 USP HOp 12vix 10  VN2-391-15
phim tridng 35 vién

11. Congty dang ky: Naprod Ltfe Sciences Pvt. Ltd. (B/c: 304, Town Centre, Andheri kurla
Road, Andheri (E), Mumbai, Maharastra, 400059 - India)

11.1 Nha s&n xuét: Naprod Life Sciences Pvt. Ltd. (B/c: G-i7/1, MIDC, Tarapur, Industrial
Area, Boisar, Dut.Thane-401506 - India)

Hoat chatchinh - Dangbao Tudi Tiéu Quy cach
Ham luwng ché tho chudn  dong goi

19 Abingem-Igm Gemcitabine (du¢i  Bot dong 24 USP Hop llo VN2-392-15

dang Gemcitabine  kho pha tiém thang 36

hydrochloride) Ig

20 Naprodox 10 Doxorubicin BOt dong 24 NSX Hop llo VN2-393-15
hydrochloride IOmg kho pha tiém thang

STT Tén thubc S6 dang ky

21 Pexate 500 Pemefrexed (du¢i  BOt dong 24 NSX Hop1llo VN2-394-15
dang pemetrexed  khd pha tiém thang
dinatri) 500mg

12. Congty dang ky: PT Kalbe Farma Tbk (B/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin BlokA3-1, Lippo Cikarang, Bekasi - Indonesia)

12.1 Nha san xuét: Eriochem S.A. (B/c: Ruta 12, Km 452 (3107) Colonia Avellaneda,
Departamento Parana, Entre Rios - Argentina)

Hoatchdtchinh- Dangbao Tubi Tidu  Quy cach
Ham luong ché tho chudn  déng goi

22 Oxaplat 50mg Oxaliplatin 50mg  Bot dong 24 NSX Hopllo VN2-395-15
kho pha tiém Giang

STT Tén thuéc S6 dang ky

12.2Nha sdn xudt: Samyang Biopharmaceuticals Corporation (B/c: 79, Sinildong-ro,
Daedeok-gu, Daejeon - Korea)

Hoat chdtchinh - Dangbao Tubi Tieu  Quy cach
Ham luong ché tho chudn  dong goi
23 Paxus PM PacUtaxel (cong thirc B6t dong 24 NSX Hopllo VN2-396-15

Polymeric micelle  kh phatiém diang
clia Paclitaxel) 30mg

S11 Tén thudc S6 dang ky

CUC TRU/





