BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic
S6:64 / Qb-QLD Ha Noi, ngay g0 thangp 7 ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 18 thuéc nuéc ngoai
(thudc diéu tri ung thu dang ky 14n dau - s6 dang ky c6 hiéu luc 02 nam)
duoc cp s6 dang ky luu hanh tai Viét Nam - Dot 96

CUC TRUGNG CUC QUAN LY DUGC

Cén ctt Luat Dugc ngay 06/4/2016;

Can cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phi quy
dinh chitc nang, nhiém vu, quyén han va co ciu t8 chifc ciia Bo Y 1&;

Cén ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trudng Bo Y
t€ quy dinh chic nang, nhiem vu, quyén han va co céu t6 chic clia Cuc Quan 1y
dugc thuoc Bo Y t&;

Can cit Th(‘)ng tu s6 44/2014/TT-BYT ngay 25/11/2014 cha Bo Y t€ quy
dinh viéc dang ky thudc;

Cén ct y kién clia Hoi dong tu van cap gidy dang ky lwu hanh thudc,
nguyén liu [am thudc - Bo Y t&;

Xét dé nghi clia Phong Dang ky thudc - Cuc Quéan 1y Dugc,
QUYET PINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 18 thuéc nuéc
ngoai (thudc diéu trj ung thu dang ky 1an dau - s§ dang ky c6 hiéu luc 02 nim)
dugc cép s6 dang ky luu hinh tai Vit Nam - Dot 96.

Diéu 2. Nha san xuét va cong ty dang ky thu6c c6 trdch nhiém cung cip
thudc vao Viét Nam theo ding cdc hé so Lai lidu d& déng ky v6i BO Y t€. S6 ding
ky duge Bo Y t€ Viét Nam c&p phai duogc in 1én nhn thudc. S§ dang ky cé ky
higu VN2-...-17 ¢6 gid tri 02 nam ké i ngdy ky Quyst dinh.

Diéu 3. Trong qud trinh luu hanh, cong ty dang ky thude, nhid san xudt
phai phéi hop véi céc co s& didu i dé thue hién theo ding céc quy dinh hién
hanh vé€ thudc ké don va theo déi hicu lyc, d6 an toan, tdc dung khong mong
muén cla thude trén nguoi Viet Nam va tong hop, bdo cdo theo ding quy dinh
hién hanh médi 06 thang mot 14n vé Cuc Quén | y Duoc.

Diéu 4. Nha sén xudt va cong ty déng ky thuSc phai chdp hanh ddy du
phép luat clia nuéc CHXHCN Viét Nam vl cdc quy dinh clia BO Y t€ vé nhap
khau thu6c va luu hanh thuéc tai Viet Nam: néu o6 bat cit thay déi gi trong qué



trinh luu hanh thudc & nude sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B0 Y t€ Viét Nam.
Piéu 5. Quyét dinh ndy cé hiéu lyc ké ti ngay ky ban hanh. |
Diéu 6. Gidm ddc SO Y t&€ cdc tinh, thanh phd tryc thudc trung wong, gidm
d6c nha san xuét vA cong Ly ding ky c6 thude tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

FT. CUC TRUONG
Noi nhdn: P
- Nhu Diéu 6; 5:
- Bo trudng Nguyén Thi Kim Tién (dé b/c); .
- Thit trudng Truong Qudc Cudng (dé b/c); { o

- Cuc Quan Y - Bo Qudc phong, Cuc Y t€ - Bo Cong an;
- Cuc Y t€ Giao thong vén tai - Bo Giao thong van tai;
- Téng cuc Hai quan - B Tai chinh;

Sz, o)
- Bao hiém X4 hoi Viét Nam; ke
- Vu Phép ché&, Cuc Quén 1y Khdm, chita bénh - B Y té, BHA CUC TRUGNG
Thanh tra B Y t&; ) T
- Vien KN thusc TW, Vién KN thuSc TP. HCM; o v in SGatl Do /
- Téng Céng ty Dugc VN; = (/ 0

- C4c Cong ty XNK Dugc phim;

- C4c Bénh vién & Vién c6 giudng bénh truc thuoc Bo Y t&;
- Website ctia Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Luu: VP, KDD, DKT(10).



BO Y TE

CONG HOA XA HOI CHUNGHIA VIET NAM
CUC QUAN LY DUQC

Pic ldp - Tw do - Hanh phic

DANH MUC 18 THUOC NUGC NGOAI D‘IEU TRI UNG THU PANG KY LAN BPAU
PUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - BJT 96.

Ban hanh kém theo quyét dinh s6: 64.../QD-QLD, ngay.J./ 0./ Lad 1~

1. Cong ty dang ky: Cong ty Cb phéin Thwong mai Y dwge Sao D6 (D/c: S6 14 16 39, Phuong
Mai Dijch, Qudn Cau Gidy, Ha Ngi - Viét Nam)

1.1 Nha sén xuit: Nippon Kayaku Co., Ltd. (B/c: 239, Iwahanamachi, Takasaki-shi, Gunma

370-1208 - Japan)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu| Quy cach K an w3
SET. e Ham lwong ché tho |chuén| déng goi o-dangky
1 |[Bleocin Bleomycin Bot dong 24 INSX |Hop 01 lo VN2-540-17
hydroclorid 15mg ; |khd dé pha |thang
tiém
2. Cong ty ding ky: Cong ty TNHH DP Hié¢p Thudn Thanh (B/c: Phong 104-43 Tdp thé cong ty
co _khz’ Ha Ngi, Phwong Thwong Dinh, Qudn Thanh Xudn - Ha Ngi. - Viét Nam)
2.1 Nha san xuét: Vipharm S.A. (P/c: ul. A. i F. Radziwillow 9, 05-850 Ozarow Mazowiecki -
Poland)
R £ Hoat chit chinh - | Dang bao Tudi| Tisu| Quy cich PP
L1 Len thude Ham lugng ché tho |chuén| déng géi So.dang ky
2 |Atrozol Anastrozole Img  |Vién nén bao| 24 [NSX |Hop 1lo28 VN2-541-17
o phim __ [thing vien

3. Céng ty ding ky: Cong ty TNHH Dugc phim Lién Hop (D/c: 480C Nguyén Thi Thép,

Phwong Tdn Quy, Qudn 7, TP.HCM - Viét Nam)

3.1 Nha san xuit: Synthon Hispania, SL (D/c: Pol. Ind. Les Salines. Carrer Castello, 1 08830,
Sant Boi de Llobregat, Barcelona - Tdy Ban Nha) '

R £ Hoat chit chinh - | Dang bao Tudi| Tisu| Quy céch Sé as ,

STT I Ham lwgng ché tho |chudn| déng géi 0 ding ky

3 lAsstrozol Anastrozol Img Vién nén bao| 36 INSX |Hop2vix 14 VN2-542-17
______ phim thang vién

4. Cong ty déng ky: Cong ty TNHH Dugc phidm Quang Anh (P/c: 834 Hoa Hung, phudng 2,
qudn 10, Tp. H6 Chi Minh - Viét Nam)
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4.1 Nha san xudt: Jeil Pharmaceutical Co., Ltd. (D/c: 7 Cheongganggachang-ro,

- Baegam-myeon, Cheoin-gu, Yongin-si, Gyeonggi-do - Korea)

' o] 5 Hogat chit chinh - [ Dang bao |Tudi| Tisu | Quycach | cxue .. |
STT TEn'thuinie Ham lwong ché the |chudn| doéng géi Soding L
4 Rofiptil Tablet Imatinib (dudi dang |Vién nén bao| 36 [NSX Hop6vix 10 VN2-543-17
Imatinib mesylat)  |phim thang vién '
ar jo0mg :

5. Céng ty diing ky: Cong ty TNHH Kién Vigt

Tp. Ho Chi Minh - Vigt Nam)

5.1 Nha san xuét: M/s Getwell Pharmaceuticals (D/c: 474, Udyog Vihar, Phase V,

Gurgaon-122016, Haryana - India)

(D/c: 437/2 Lé Pikc Tho, Phuong 16, 0. Go Vép,

; 5 £ Hoat chét chinh -| Dang bao |Tudi| Tiéu Quy cach 4 Lt A
L Fom g Ham hrgng ché | tho [chufn| déng géi # fia'_’g ky
5 ' |Tipakwell-260mg/43.4ml | Paclitaxel Dungdich | 24 [USP36/Hép 1 lo VN2-544-17
260mg/43,4ml |dam dic d& [thang 43,4ml
pha dich
truyén

6. Cong ty diing ky: Céng ty TNHH MTV Vimepharco

V3, Quén Ba Dinh, Thanh phé Ha Ngi - Viét Nam)
~ 6.1 Nha sén xuit: Belmedpreparaty RUE (D/c: 220007, Minsk, 30 Fabritsius Street - Belarus)

(D/e: O 56 6 tdng 5, Toa nha D2 Gidng

: . £ Hoat chit chinh - | Dang bao [Tudi| Tiéu Quy cach ol :
STT Ten thute Ham lwgng ché tho |chuén| déng goi ik
6  [Paclitaxel-Belmed Paclitaxel Dung dich 24 INSX |Hopllo - VN2-545-17
100mg/16,7ml dam dic & |thang 16,7ml
pha dich
truyén tinh
mach

- 6.2 Nha san xuft: United Biotech (P) Lim
- District-Solan (HP) - India)

ited (D/c: Bagbania, Baddi-Nalagarh Road,

Re
" £ Hoat chit chinh - Dang bao |Tudi Tiéu Quy cach £ o %
Lt TLen thrgtc Ham lwgng ché tho |chuin| doéng goi 50 diing ky
7 . [Doxutec 10 Doxorubicin Dung dich 24 [USP |Hop 1 lo 5ml VN2-546-17
: hydrochlorid tiém thang|37
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Doxutec 50

10mg/5ml
Doxorubicin
hydrochlorid
50mg/25ml

Dung dich
tiém

24

thang

USP
37

Hop 1 1o

VN2-547-17

7. Cong ty ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (D/c: 123 Nguyén Khodi, Qudn 4,
Thawmh phé H6 Chi Minh - Viét Nam)

7.1 Nha sén xuit: Remedica Ltd. (B/c: P.O. Box 1706 Abarnon Street Industrial Estate Lomassol

- Cyprus)
d £ Hoat chit chinh - | Dang bao |Tudi| Tieu | Quy céch Sé i .
STY Ten thugs Ham lwong ché tho |chudn| do6ng géi O'difing oy
9 |Capezen 150mg Capecitabine 150mg | Vién nén bao| 24 [NSX [Hop 6 vix 10 VN2-548-17
phim  [thing)  [vien |

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

8.1 Nha san xuét: Eli Lilly & Company (B/c: Indianapolis, In 46285 - USA)

Cu— Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich il
-l Len thude Ham lugng ché | tho [chudn| aonggsi | S°dinely
10 |Gemzar Gemcitabin (dudi  |Bot dong 36 INSX |[Hop1lo VN2-549-17
dang Gemcitabin  |khd pha thang
HCI) 1000mg dung dich
tiém truyén

9. Cﬁng ty ding ky: GlaxoSmithKline Pte., Ltd. (D/c: 150 Beach Road, # 21-00 Gateway West,
Szngapore 189720 - Singapore)

9.1 Nha san xuét: Glaxo Operations UK Ltd. (trading as Glaxo Wellcome Operatlons) (D/c:
Priory Street, Ware, Hertfordshire, SG12 ODJ - UK)

n £ Hoat chét chinh - | Dang bao |Tudi| Tisu | Quy cich e ,
et Ten timde Ham lwgng ché tho |chudn| dong géi S0 dfing e
11 [Votrient 400mg (Co s& |Pazopanib (dudi Vién nén bao| 24 [NSX |Hop1 1930 VN2-550-17
dong goi:  Glaxo . dang Pazopanib phim thang vién
Wellcome, S.A.; d/c: hydrochloride)

Avenida Extremadura, 3
Aranda de Duero,
Burgos 09400, Spain)

,|400mg

10. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)
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10.1 Nha sdn xﬁét: Glenmark Generics S.A (B/c: Calle 9 Ing Meyer Oks No593-Parque

Industrial Pilar, Provincia de Buenos Aires - Argentina)

' R £ Hoat chét chinh - | Dang bao |Tudi Tiéu Quy céch O LI
dik Tendrios Ham lwgng ché the |chufn|  déng goi S0 diing ky
12. |Gemhope Gemcitabin (dudi  |Bot dong 24 |USP |Hop1lo VN2-551-17
dang Gemcitabin  |khd pha tiém [théng[38 o
: B HCI)200mg

11. Cong ty diing ky: Laboratorios Recalcine S.A. (B/c: Avenida Pedro de Valdivia 295,‘
7500524 Providencia, Santiago - Chile) '

11.1 Nha san xuét: Laboratorio Internacional Argentino S.A (D/c: Calle No. 8 esquina No. 7

Localidad Parque, Industrial Pilar, Pilar, Buenos Aires - Argentina)

x o Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cach g
L e thuoc' Ham lwgng ché tho |chuén|  déng géi = dang ky
13 |Fada Carboplatino Carboplatin 150mg |Bot dong 24 INSX |Hop1lo VN2-552-17

: khd pha tiém|thing

.12, Cong ty dﬁng ky: Pfizer (Thailand) Ltd. (D/c: Floor 36, 37, United Center Building, 323

Silom Road, Silom, Bangrak, Bangkok 10500 - Thailand)

12.1 Nha sin xuét: Zydus Hospira Oncology Private Limited (Zhopl) (D/c:'Phamez-Special

Economic Zone, Plot No.3, Sarkkhej Bavla Highway, (N.H.No.84), Matoda, Aluka-Sanand, District
Ahmedabad-382213, Gujarat - India)

] o P Hoat chit chinh - Dang bao Tudi| Tiéu Quy céach & d" D
I emiiidoe Ham lwgng ché tho |chudn|  déng géi 0 dang ky
14 |Oxaliplatin Hospira ~ |Oxaliplatin Dung dich 18 [NSX |Hop11p40ml | VN2-553-17
1200mg/40ml 200mg/40ml dam dic pha |thing
: tiém truyén
tinh mach

. 13. Cong ty dﬁng ky: PT Kalbe Farma Tbk (B/c: Kawasan Industri Delta Silicon JI M.H,
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

13.1 Nha sin xuit: Eriochem S.A. (D/c: Ruta 12, Km 452 (3107) Colonia Avellaneda,
Departamento Parana, Entre Rios - Argentina)

STT Tén thudc

Hoat chit chinh -
Ham lwgng

Tudi
tho

Dang bao
ché

Tiéu
R
chuan

Quy cach
déng goi

S6 diing ky
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15 |Doxekal 20mg Docetaxel Dung dich 24 [NSX |Hop1lo0,5ml | VN2-554-17
20mg/0,5ml dam dic dé thang + 1 lo dung moi
pha dung 1,5ml
dich tiém
truyén tinh
mach
16 [Doxekal 80mg  |Docetaxel | Dungdich | 24 [NSX [Hop1lo2ml+ | VN2-555-17
80mg/2ml ddm dic dé |thang 1 lo dung mai
pha dung 6ml
dich tiém
truyén tinh
mach
14. Cong ty ding ky: Stada Arzneimittel AG (D/c: Stadastr., 2-18, D-61118 Bad Vilbel -
Germany)
14.1 Nha san xuit: Haupt Pharma Munster GmbH (P/c: Schleebruggenkampn 15 48159
Munster - Germany)
e Hoat chit chinh - | Dangbao |Tudi| Titu | Quyecich | ggqu00 1o
ks Fenthiage Ham lwong ché | tho [chudn| déng g6i i
17 |Anastrozole Stada Img |Anastrozol 1mg Vién nén bao| 48 [NSX [Hop2vix14 VN2-556-17
phim thang vién hodc hdp 3
2 R vi x 10 vién
18 |Letrozole Stada 2.5mg |Letrozole 2,5mg Vién nén bao| 36 |NSX |Hop3vix10 VN2-557-17
phim théng vién

Trang 5

y
§
4

PHO

T CYUCTRUONG

9
[

CUC TRUONG

f/zg,mgé% Gat Yol







