BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6.24/ /QP-QLD Ha Noi, ngay g thang(, ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 13 thuéc nudc ngoai
(thudc diéu tri ung thu diing ky 1an du - s6 dang ky c6 hiéu lyc 02 nam)
duge cip s6 dang ky luu hanh tai Viét Nam - Dot 97

CUC TRUOGNG CUC QUAN LY DUGC

Can cit Luat Duge ngay 06/4/2016;

Can cd Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chic ning, nhiém vu, quyén han va co céu té chic cua Bo Y t€;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia B6 truéng Bo Y
t€ quy dinh chitc ning, nhiém vu, quyén han va co cdu t8 chitc clia Cuc Quan ly
dugc thude Bo Y t€; '

Cin ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha By Y t€ quy
dinh viéc ding ky thudc;

Can ct ¢ ki¢n cha Hol déng tu vén cip gidy déng ky lwu hanh thudc,
nguyén liéu 1am thuoc - BO Y t&;

Xét dé nghi clia Phong Déng ky thusc - Cuc Quan 1y Dugc,

QUYET DINH:

Piéu 1. Ban hinh k&m theo Quyét dinh ndy danh muc 13 thuéc nudc
ngodi (thuéc diéu tri ung thu ding ky 14n ddu - s6 dang ky c6 hi¢u luc 02 nam)
duoc cép s6 dang k¥ luu hanh tai Viét Nam - Dot 97.

Piéu 2. Nha sin xuft va céng ty ding ky thubc ¢6 trach nhiém cung cép
thu6c vao Viet Nam theo ding céc hé so ti liéu d& dang ky véi Bo Y (€. S& ding
ky duge Bo Y t€ Viet Nam cép phéi duge in lén nhin thube. S6 dang ky c6 ky
higu VN2-...-17 ¢6 gif tri 02 nam ké i ngdy ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, céng ty dang ky thubc, nha san xuat
phai phdi hop véi cc co s& didu tri dé thyc hién theo ding céc quy dinh hién
hanh v& thubc k& don va theo ddi an todn hiéu qua, tdc dung khong mong mudn
cta thubc trén ngudi Viét Nam va téng hop, béo céo theo ding quy dinh hién
hanh m&i 06 thang mot 14n vé Cuc Quéan ly Duge.

Pidu 4. Nha sin xuft va céng ty dang ky thu6c phai chép hanh ddy du
phép luat cta nxéc CHXHCN Viét Nam va cdc quy dinh cha B6 Y t€ v& nhéip
Kkh&u thude va luu hanh thuéc tai Viét Nam; néu c6 bét cd thay d6i gi trong quéd



trinh Iwu hanh thu6c & nude sd tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan Iy Duoc - B6 Y t&€ Viét Nam., _

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

Piéu 6. Gidm d6c SO Y t€ cdc tinh, thinh phé truc thuée trung vong, gidm
déc nha san xuft va cong ty ding ky cé thuéc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./. :

Noi nhdn: e, DIRU HANH CE
- Nhu Djéu 6; 7 BY Ny

- B6 trudng Nguyén Thi Kim Tién (d€ b/c); {7 e EN e
- Cyc Quan Y - B6 Quéc phong, Cuc Y t& - B Cong an; /-

- Cuc Y t&€ Giao thong van tai - Bo Giao théng van tai; [
- Téng cuc Hai quan - B TAi chinb;

- Bdo hiém X4 héi Viét Nam;
- Vu Phép ché, Cuc Quan 1§ Khdm, chita bénh - Bo Y (&,
Thanh tra B6 Y t€;

~Vién KN thubc TW, Vién KN thuéc TP. HCM; " Trwong Quéc Cudng
- Tong Céng ty Dugc VN; Thit trwémg By Y té
- Cédc Céng ty XINK Duge pham;

- C4dc Bénh vién & Vién cé giudng bénh truc thudc Bo Y té;
- Website ctia Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).



BOY TE

CUC QUAN LY DUGQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc1ip - Ty do - Hanh phic

DANH MUC 13 THUOC NUGC NGOAI PIEU TRI UNG THU DANG KY LAN DAU
PUGC CAP SO DANG KY LUU HANH HIEU LUC 02 NAM - BOT 97

Ban hanh kém thco quyét dinh sb:5244.JQP-QLD, ngay & 1.b.).. 21 F

1. Cong ty ding ky: Cong ty TNHH Dich vy Thuong mai Duge phﬁm Chanh Dic (P/e: 41 Le
Trung Nghia, Phudng 12, Quén Tan Binh, TP. Ho Chi Minh - Viet Nam)

1.1 Nha san xuit: Actavis [taly SPA (B/c: Viale Pasteur 10, Nerviano, Milan, 1-20014 - ltaly)

; Hoat chAt chinh - | Dangbdo |Tudl| Tizu | Quy cdeh £ ax .
“&n thud : ' » So ding ky
STT Tén thude Ham lugng ché tho | chuin déng géi 0 oAl 1
1 |Epiulex M3i 25ml dung dich |Dung dich 36 [NSX |[Hop | lox 25 VN2-575-17
chtra: Epirubicin tiém thang ml
hiydroclorid 50mg
2 |Bpiulex M3 Sl dung dieh |Dung dich | 36 NSX_ [Hop | lox Sml| VN2-576-17
chira: Epirubicin tiém thang
hydroclorid 10mg )

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

S6 ding ky

. y Hoat chat chinh - | Dang bao Tubi Tiéu Quy cach
STT Tén thute Ham lugng ché tho |chudn| déng goi
3 |Taxel-CSC 20mg/0,5m! |Docetaxel Dung dich 24 [NSX |Hop 1 vichia l
20mg/0,5ml dém déc thang lo dung dich 1
truyén tinh lo dung méi
mach

VN2-577-17

2. Cong ty ding ky: Céng ty TNHH DKSH Viét Nam (D/c: 86 23 Pai 15 Djc Lap, khu céng
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)

2.1 Nha san xuat: NangKuang Pharmaceutical Co., Ltd. (B/c: No. 1001, Zhongshan Rd., Xinhua
Dist., Tainan City - Taiwan)

£ Hoat chit chinl - | Dang bao Tudi| Tiéu | Quy cach £ ax ;
8 : B . S6 dang Kk
STT Tén thude Ham lugng ché tho | chudn|  déng géi B
4 |Isotera Injection Docetaxel (dudi Dung dich 24 [NSX [Hép I lo Iml VN2-578-17
Concentrate 20mg/ml  [dang Docetaxel dam ddc dé  |thang

Trang 1




trihydrat) 20mg/ml

pha tiém
truyén tinh
mach

3. Cong ty diing ky: Céng ty TNHH Duwgc pham Viét Phap (B/e: Tang 20, toa nha ICON 4,
2434 Dé La Thanh, phuong Lang Thuong, Quin Pong Pa, Ha Noi - Viél Nam)

3.1 Nha san xuét: Sia Pharmidea (P/c. Rupnicu iela 4, Olaine, LV-2114 - Latvia)

. 4 Hoat chAt chinh - | Dangbao |Tudi| Tiéu | Quy c4ch & as .
: : ang Ik
STT Tén thuoe Ham lwgng ché tho |chuin déng gbi 0 datg &y
S |Bortezomib Pharmidea (Bortezomib (dudi Thude bot 36 [NSX |Hopllo VN2-579-17
dang Bortezomib  [d6ng khd thang
mannitol boronic | pha dung
ester) 3,5mg dich tiém

4. Cong ty ding ky: Cong ty TNHH Mot thanh vién Vimepharco (P/c: O s6 6 tang 5, Toa nha
D2 Giang Vé, Qudn Ba Dinh, Thanh phé Ha Ngi - Viét Nam)

4.1 Nha san xuit: Belmedpreparaty RUL (D/c; 220007, Minsk, 30 Fabritsius Street - Belarus)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S ding L
: : o ding ky
STT Tén thude Ham lugng ché tho | chun déng gbi : 8
Cytarabine-Belmed Cytarabin Dung dich 24 |NSX |Hop Sbngx$ VN2-580-17

o - |100mg/5ml tiém  jthangl  ml o

5. Céng ty diang ky: Denis Chem Lab limited (P/c: Block-457 Village-Chhatral, Tal-Kalol; City:
Chhatral, Dist: Gandhinagar - India)

5.1 Nha san xuit: United Biotech (P) Limited (B/c: Bugbania, Baddi-Nalagarh Road,
District-Solan (HP) - India)

At clinh - y d0 | Tudil| Tia ' ¢4 £ 4 ,
STT Tén thube Hoat‘chat chinh D(.\ng){b'no Tle}l Ql/l) C‘I(I:l-) Sé ding Ly
Ham luegng cheé tho |chuan dong goi
Bortal 3.5 Bortezomib 3,5mg |Bot déng 24 INSX |Hop!lo VIN2-581-17
kho pha tiém|thang

6. Cong ty ding ky: F. Hoffmann-La Roche Ltd. (P/c: Grenzacherstrasse 124, CH-4070 Basel -

Switzerland)

6.1 Nha san xudt: Roche S.p.A (P/c: Via Morelli 2 - 20090, Segrate, Milano - Italy)

Ti

‘ang 2




. £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy céch S8 ding k
STT Tén thude Ham lugng ché tho |chuén|  doéng gbi gy
8 |Tarceva Erlotinib (duéi dang | Vién nén bao| 48 [NSX |Hop 3 vix 10 VN2-582-17
Erlotinib HCI) phim thang vién
o 100mg B I

7. Cong ty dang ky:

Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang,
7.1 Nha san xuét: TTY Biopharm Company Limited Chungli Factory (B/c: 838, Chung

Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069 - Taiwan)

Janssen - Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate
Bangleok 10520. - Thailand)

Hwa

VN2-583-17

R X Hoat chéit chinh - | Dang bao Tudi| Tiéu Quy cach Sb ding ky
STT Tén thude Ham lwong ché thg |chuin déng gbi e
9 |Caelyx (DPong géi thtr  |Doxorubicin HCI Hén dich 20 [NSX |H6p 1lo 10ml
cép va xudt xudng; 20mg/ 10rul dam dic pha |thdng

Janssen Pharmaceutical
N.V,; b/c:
Turnhoutseweg 30,
B-2340 Beerse,

dich truyén
tinh mach

Belgium)

8. Cong ty d¥ing ky: Korea United Pharm. Inc. (D/c: 154-8 Nonhyun-Dong, Kangnam-Ku, Seoul

- Korea)
8.1 Nha san xuit: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si -
Korea)
. . £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch S8 ding I
0 N Vi ‘Y
STT Ten thude HAm lugng ché tho |chuén|  déng gbi &%
10 |Kupunistin Cisplatin Dung dich 36 [BP201|Hop 1 1o SOml | VIN2-584-17
_ [SOmg/sOmi_ Jtiém |théngl6
8.2 Nha san xuit: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil, Jeondong-myeon,
Sejong-si - Korea)
4 ; \ T As ia . |
STT Tén thube Hoat‘chatchmh— nggzbao udi T]e;.l Qt}ly cac/lla Sh ding Iy
Ham lrong ché tho |chuin dong goi
1) |Unitib Imatinib (dudi dang [Vién nén bao| 24 INSX [Hop3vix 10 | VN2:585-17

Tmatinib mesylat)
400mg

phim

thang

vién

Trang 3




9. Cong ty ding ky: Laboratorios Bago S.A (D/c: Ber nardo de Irigoyen No 248 Buenos Aires -

Argentina)

9.1 Nha san xuit: Laboratorios IMA S.A.LC. (D/e.: Palpa 2862, Cinudad Autdnoma de Buenos

Aires - Argentina)

[ : Y
. . Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch Sé dine K
0 0 . ‘!
STT Tén thuoe Ham lugng ché tho | chuin déng goi g
12 |Panataxel 150mg (Co s¢ M3i 25ml dung dich [Dung dich 24 |USP37\Hop 1 1o 25 ml | VN2-586-17
déng goi va xuét xwrdng: |chta: Paclitaxel dam déc pha |thang
Bioprofarma S.A, B/c: {150mg tiém
Terrada 1270, Ciudad
Auténoma de Buenos
Aires Argentina)
10. Cong ty diing ky: Sun Pharmaceutical Industries Ltd. (B/c: Acme Plaza, Andheri - Kurla
Road., Andheri (East) Mumbai 400 059 - India)
10.1 Nha san xudt: Sun Pharmaceutical Industries Ltd. (D/c: Halol-Baroda Highway,
Halol-389 350, Dist. Panchmahal, Gujarat State - India)
N £ Hoat chit chinh- | Dang bao Tubi| Tigu Quy cach S8 diane kv
STT Tén thude Ham lwgng ché tho |chuin|  déng géi B
13 |Anabrez Anastrozol lmg Vién nén bao, 36 NSX |Hop2vix 14 VN2-587-17
phim théng vién

Trang 4

o Truong Qubc Cudng
Thit trudng B§ Y té




