BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc Iap - Tu do - Hanh phiic
s6: 415 /QP-QLD Ha Noi, ngay &b thdang 9 ndam 2015
QUYET PINH

Vé viéc ban hanh danh muc 15 thuéc nuée ngoai
(thudc diéu tri ung thu diang ky 1an ddu - s6 dang Ky ¢6 hiéu huc 02 nam)
dugc cap s0 ding k¥ Iru hanh tai Viét Nam - Dot 90

CUC TRUGNG CUC QUANLY DUGC
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Cin o Luat Dugc ngay 14/6/2005;
Cin ct.Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phii quy
dinh chifc nang, nhiém vy, quyén han va co c4u té chic cha Bo Y t€;
| Can ct Quyét dinh s6 3861/QD-BYT ngiy 30/9/2013 ciia Bo trudng Bo Y
t€ quy dinh chifc ning, nhiém vy, quyén han v co céu t6 chifc ca Cuc Quén 1y
i‘adu'(gfc thuéc Bo Y t&;

: % Can cif Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 chia BO Y t€ quy
dinh viéc dang ky thudc;
Cin ¢ ¥ kién cia Hoi dong tu vén cédp s6 ding ky luu hanh thudc - Bo Y

s

te; _
Xét d€ nghj ctia Trudng phong Ping k¥ thudc - Cyc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 15 thudc nudc
ngodi (thudc diéu tri ung thu ding ky 14n ddu - s6 dang k¥ ¢4 hiéu lyc 02 niam)
dugc cdp s6 dang k¥ Iuu hanh tai Viét Nam - Dgt 90.

DPiéu 2. Nha sdn xuit va cong ty dang ky thudc c6 trach nhiém cung cdp
thudc vao Viét Nam theo ding cdc ho so tai liéu da dang ky v6i Bo Y t€, S6 ding
ky dugc BO Y t€ Viét Nam cdp phai dugc in 1én nhan thudc. S6 dang ky ¢6 k¥
hiéu VN2-...-15 c6 gi4 tri 02 nam ké tir ngay k¥ Quyét dinh.

Piéu 3. Trong qu4 trinh luu hanh, céng ty ding k¥ thudc, nha san xust
phéi phéi hop véi cdc co s& diéu tri dé thuc hién theo diing cic quy dinh hién
hanh vé thudc ké don va theo do6i hiéu luc, do an toan, tic dung khong mong
mudn cla thudc trén ngudi Viét Nam va téng hgp, bdo cdo theo ding quy dinh
hién hanh méi 06 thing mét 1an vé Cuc Quan 1§ Dugc.

Piéu 4. Nhi san xudt va cong ty ding ky thudc phai chdp hanh ddy du
phép luat cla nuéc CHXHCN Viét Nam va cdc quy dinh cia B Y t€ vé nhap
khéu thudc va luu hanh thudc tai Viét Nam; néu c6 bét cit thay déi gi trong quéd




Al

trinh Iwu hanh thu6c & nudc s& tai va & Viét Nam thi phai bdo céo ngay cho Cuc
Quén 1y Duge - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh nay c6 hidu luc ké tir ngay k¥ ban hanh.

Piéu 6. Gidm d6c S§ Y t& cdc tinh, thanh phé truc thude trung uong, giam

d6c nha sin xu4t va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Noi nhén:

- Nhu Diéu 6;

- B trudng Nguyén Thi Kim Tién (d€ b/c);
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- Cuc Y t& Giao thong vn tii - B3 Giao théng van | B
- Téng cuc Hai quan - B6 Tai chinh;
- Bio hiém X4 hoi Viet Nam; (2
- Vu Ph4p ché&, Cuc Quan 1y Khém, chita bénh - BoY €,
Thanh tra B¢ Y t&;

- Vien KN thu6c TW, Vién KN thudc TP. HCM; Truong Quée Cudng
- Téng Cong ty Duoc VN;

- Cic Congty XNK Duge pham

- Cdc Bénh vién & Vién c6 giudng bénh trirc thude Bo Y t€;

- Website ciia Cuc QLD, Tap chf Dugc va MP - Cyc QLD; A

- Lunu: VP, KDD, PKT(12). | | !
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CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc ldp - Ty do - Hanh phiic

DANH MUC 15 THUOC PIEU TR] UNG THU PANG KY LAN DAU
DUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - DGT 90

Ban hanh kém theo quyét dinh sé: 233/QD-QLD, ngay L. 5./.000f i

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

1.1 Nha san xuit: Celgene International Sarl (B/c: Route de Perreux 1, CH-2017 Boudry -

Switzerland)

.y Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach A oax 1

STT Tén thuoe ~Ham lwgng ché tho |chudn| déng géi 50 ding ky

1 |Revlimid Lenalidomide 10mg | Vién nang 24 INSX [Hop3vix7 VN2-337-15
o jcimg thing| _ vién | ____ __

2 |Revlimid Lenalidomide 25mg | Vién nang 24 INSX |Hop3vix7 VN2-338-15
oL jetmg  [thangl  fvien | I

3 |Revlimid Lenalidomide Smg [Vién nang 24 [NSX [Hop3vix7 VN2-339-15

cing thang vién

2. Cong ty diang ky: Actavis International Ltd (D/c: BLB 016 Bulebel Industrial Estate, Zejtum

ZTN 3000 - Malta)

2.1 Nha sin xuit: S.C. Sindan-Pharma S.R.L. (B/c: 11th Ion Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Rumani)

A o X Hoat chit chinh - | Dang bao |Tudi| Titu Quy cich £ ax ,
STT Tén thuoc Ham lugng ché the |chuin d()z’g o6 So ding ky
4 [Firotex Topotecan (dudi Bot pha 36 INSX |Hopl lo 4mg VN2-340-15
dang Topotecan dung dich  [thang
hydrochloride) 4mg |dam dic dé
pha dung
dich truyén

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

3.1 Nha san xuét: Chong Kun Dang Pharmaceutical Corp. (D/c.' 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831 - Korea)
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A £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ,
STT Tén thude Ham legng ché tho |chudn| dong géi 36 ding ky
5 [|CKDCalutami tab. Bicalutamid 150mg |Vién nén bac| 36 |[NSX |Hop2vix 14 VN2-341-15
150mg phim thiang vién
4. Cong ty diang ky: Céng ty C6 phin Dugc phim Duy Tan (D/c: 22 H6 Biéu Chdnh, Q. Phii
Nhugn, TP. H6 Chi Minh - Viét Nam)
4.1 Nha sin xuét: Pharmachemie B.V. (D/e: Swensweg 5, 2031 GA Haarlem - The Netherlands)
A £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy cach £ax 1.
STT Tén thuoe Him luwong ché tho |chudn| déng goi 56 dang ky
6 [(Gemcitabine PCH 2000 {Gemcitabin (duéi  |B4t dong 24 INSX [Hopllo VN2-342-15
mg dang gemcitabin khé Pha tiém |thdng '
HCI) 2¢ truyén

5. Céng ty ding ky: Cong ty TNHH Dugc phim va Ho4 chit Nam Linh (B/c: 22/6 duong 56
15, khu phé 3, P. Tan Kiéng, Q. 7, TP. H6 Chi Minh - Viét Nam)

5.1 Nha sin xuét: Zydus Hospira Oncology Private Limited (P/c: Phamez-Special Economic
Zone Plot No.3 Sarkhej Bavia Highway NH No.84, Village: Matoda, Taluk Sanand 382213 - India)

n £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ax .
STT Tén thude Ham lwgng ché tho {chudn| dong géi S6 ding ky .
7 |DBL Gemcitabine Gemcitabin (duéi  |Dung dich 24 INSX ([Hép1lo5,3mlj VN2-343-15
200mg dang Gemcitabin  |dim dic thang
hydroclorid) diing dé pha
200mg/5,3ml tiém truyén
tinh mach

6. Cong ty ding ky: Coéng ty TNAH MTV Vimepharco (B/c: S6 1, Nguyén Huy Tucng, Thanh
Xudn, Ha Négi - Viét Nam)

6.1 Nha san xuit: Belmedpreiaaraty RUE (D/c: 220007, Minsk, 30 Fabritsius Street - Belarus)

s Hoat chit chinh - | Dang bao |Tudi| Tisu | Quy cach 5 dine I

STT Tén thuoe Ham leong ché tho [chuén| déng géi S0 dang ky

8 |Methotrexate-Belmed |Methotrexat 50mg |Bot dong 24 [NSX |Hép 5 éng VN2-344-15
kho pha tiém|thang




7. Céng ty ding ky: Eli Lilly Asia, Inc-Thailand Branch (D/c: 87/2 9th Floor, CRC Tower, All
Season Place, Wireless Road, Lumpini, Phatumwan, Bangkok 10330 Thailand - Thailand)

7.1 Nha san xuit: Eli Lilly & Company (P/c: Indianapolis, In 46285 - USA)

n £ Hoat chét chinh - | Dang bao |[Tudi| Tidu | Quy cach £
: ] . Sé d
el CERMINOE Ham hrong ché | tho |chudn| déng goi 0 dang ky
9 |Alimta Pemetrexed (dudi |Bot dong 24 INSX [Hopllo VN2-345-15
dang pemetrexed  |kho pha thang
dinatri heptahydrate)|dung dich
100mg ti€m truyén

8. Cong ty dang ky: Hetero Labs Limited (D/c: 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)

8.1 Nha san xuit: Hetero Labs Limited (B/c: Unit-VI, Sy. No. 410, 411, APIIC Formulation SEZ,
Polepally Village, Jadcherla Mandal, Mahaboognagar District, Andhra Pradesh - India)

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch £ ax .
STT Teén thude Ham lwong ché tho [chuén| dong goi 50 dng ky
10 |Bicamed 150 Bicalutamide (Dang | Vién nén bao] 24 INSX [Hép3vix 10 VN2-346-15
e BD1S0mg  phim _ théngl  fvien |
11 |Bicamed 50 _ |Bicalutamide (Dang Vién nén bao| 24 (NSX [Hop3vix10. | VN2-347-15
% [H1) 50mg phim théng vién

9. Cong ty diang ky: Hexal AG (D/c: Industriestrasse 25 D-083607 Holzkirchen - Germany)

9.1 Nha san xuit: Salutas Pharma GmbH (D/c: Otto-von-Guericke-Allee 1, D-39179 Barleben -

Germany)
& Hoat chit chinh - | Dang bao |[Tudi] Titu | Quy cach e
STT Tén thube Ham lwgng ché tho [chudn| déng gbi S0 dang ky
12 |Bicalutamide FCT Bicalutamid 150mg |Vién nén bao| 24 |[NSX (Hop4vix 14 VN2-348-15
o omg o f . [phim _ Jthéngl _ pién 1 .
13 |Bicalutamide FCT 50mg |Bicalutamid 50mg |Vién nénbao] 24 [NSX [Hop4vix 14 VN2-349-15
phim thang vién

10. Cong ty ding ky: Natco Pharma Ltd. (D/c: Natco House, Road No 2, Banjata Hills
Hyderabad 500 033 - India)

10.1 Nha san xuét: Natco Pharma Ltd. (P/c: Plot No.19, Pharmacity Selaqui, Dehradun-248197,

Uttarakhand - India)
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Ay Hoat chét chinh - | Dang bao |Tudi| Tien | Quycich | g5 4o (o
STT Tén thude Ham luong ché | tho (chuin| dong géi 0 dang ky
14 |Bortenat 2mg Bortezomib 2mg Bét déng 24 INSX |Hop1lo VN2-350-15
khd pha tiém|thing
tinh mach

11. Céng ty ding ky: PT. Kalbe Farma Tbk. (D/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

11.1 Nha sin xuét: Samyang Biopharmaceuticals Corporation (B/c: 79, Sinildong-ro,
Daedeok-gu, Daejeon - Korea)

£ Hoat chit chinh - | Dangbao |Tudi| Tigu Quy cach Sédx .

ry [y . d
STT Tén thude Ham lwong ché tho |chuén| dong goi 0 dng ky
15 |Paxus PM Paclitaxel 100mg  |Bot dong 24 INSX [Hoépllo VN2-351-15

khé pha tiém [théng

Truong Quic Cudng
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