- BOYTE ~ CONG HbA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC | DPoc 14p - Tu do - Hanh phiic
S8: JbL /QP-QLD - - Ha N¢i, ngay 04 thdng 0 ndm2013 -
QUYET PINH

Vé viéc ban hanh danh muc 19 thuéc nuéc ngoai
(thudc diéu tri ung thy ding ky l4n diu - s6 dang ky c6 hiéu hyc 02 nim)
dugc cdp s6 dang ky luu hanh tai Viét Nam - Dot 83 |

'CUC TRUGNG CUC QUAN LY DUGC

Duac ngdy 14/6/2005;

hi dinh s6 63/2012/ND CP ngay 31/8;’2012 clia Chinh phit quy
nhi¢m vu, quyén han va co cdu tdchcciaBOYt&,

e Quyét dfnh s6 53/2008/QD-BYT ngay 30/12/2008 cia BO tru'tmg_ -
Sl quy dinh chitc ning, nhiém vy, quyén han v co cdu t§ chic cha
Cuc Quﬁh 1y Dugc thudc BO Y t€ va Quyé't dinh sd 3106/QD-BYT. ngay
_ 29/8/2011 cia B¢ trudng Bo Y 1€ vé viéc sira déi, bd sung Diéu 3 Quyét dinh s6

53/2008/QP-BYT ngay 30/12/2008 clia Bo trudng Bo Y t€ quy dinh chifc ning,

A nhiém vu, quyén han va co cfu t8 chitc chia Cuc Quan 1y Dugc thuoe B Y 1&;
" Can ot Thong t s6 22/2009/IT-BYT ngay 24/11/2009 cta Bo Y t€ quy

dinh viéc diang ky thubc;
.té' _ Can ct 5! kién cha Hoi dﬁng wr vﬁn cdp s6 dang ky luu hanh- thu6c BOY
| Xét dé l_lglu cua Trudng phbng'Dang ky thudc - Cuc Quan 1y Duqc,.

| - QUYET DINH:‘
Diéu 1. Ban ‘hanh kém_theo Quyét dmh ndy danh muc 19 thudc nuéc

ngodi (thudc diéu tq ung thu diing ky 14n d4u - s6 ding ky c6 hiéu lyc 02 nam)
- duge cp s§ dang k¢ Ivu hanh tai Viét Nam - Dot 83,

Diéu 2. Nha sén xuflt va cong ty dang k¥ thuSc c6 trdch nhiém cung cdp

thuéc vio Viét Nam theo diing céc hé so tai lieu da dang ky v6i Bo Y t€. S6 ding
deuGcBoYté'VlétNamcafpphélduqcmlénnhﬁntlmdc S6 ding ky c6 ky
hieu VN2-...-13 c6 gi4 tri 02 nam ké tir ngay k¥ Quyét dinh.

- Piéu 3. Trong qud trinh hru hanh, cong ty ding k¢ thuc, nha sin xust
phai phéi hop véi chc co s& diéu trj dé thyc hién theo ddng cdc quy dinh hién
" hanh vé thu6c ké don va theo doi hiéu luc, do an toan, tic dung khong mong
- mudn cla thudc trén ngudi Viet Nam vi tdng hop, béo céo theo dung quy dinh
hién hanh m&i 06 thang mot 14n vé Cuc Qm’m i Dugc.




- - Téng cuc Hii quan - B Tai chinh;

. "Nu Phep che, Cac Quin Iy Khém, chia béch - BoYté
' ThashtraBO Y&

Piéu 4. Nha san xuét va cong ty diang ky thubc phax chdp hanh ddy dii
phép luat cha nuéc CHXHCN Viét Nam va cdc quy dinh ciia BY Y t€ vé nhap -
khdu thuéc va luu hanh thu6c tai Viet Nam; néu o6 bt cif thay déi gi trong qué
trinh hru hanh thuéc & nuéc s tai vﬁ & Viét Nam thi phai bdo cdo ngay cho Cuc
Quin 1y Dugc - B Y t€ Viét Nam. -

Piéu 5. Quye’t dinh nhy cb hléu luc ké ti't ngay ky ban hanh.

Piéu 6. Gism d6c S5Y € céc tmh thanh phé trre thude trung vong, glém

d6c nha sin xuft V2 cong ty dang k§ 6 thuc tai Dléu 1 chiu trach nhiém thi
“hanh Quye't dinh nhy / '
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BOYTE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Dgc 18p - Ty do - Hynh phic

'DANH MUC 19 THUOC PIEU TR] UNG THU PUQC CAP SO DANG KY
. LUU HANH HIEU LUC 02 NAM - BQT 83

1. Céng ty ding ky: Actavis Internatmnal Ltd (B/c BLB 016 Bulebel Industrial Estate Zeﬂun

ZTN 3000 - Malta)

- 1.1 Nha sén mﬁt' S.C. Sindan-Pharma S.R.L. (D/c 11th Ion Mzhalache bivd,, Sector I, Zzp code
. 011171, Bucharest - Rumani)

- Hogt chit chinh - | Dgng bao | Tudi -'Tiéu Quy cich :
ST Téa thube Ham hrgng ché | the |chudn| dénggei | SO dAneky _
1 [Episindan 10mg Epirubicin - Bot d6ng 48 [NSX [Hop1lo10mg | VN2-119-13
S hydrochloride 10mg [khé 4& pha |thén : .
WP S S-S LI I S R | i ]
2 |Episindan 50mg Epir_ubicin Botdéng | 48 [NSX [Hop1lo50mg | VN2-120-13
- |hydrochloride 50mg [khé dé pha |thing
N I 1| B 8m L
3 |Lezra2,5mg Letrozole 2,5mg Vién nén bao] 36 |[NSX [Hop3vix 10 VN2- 121 13
- phim thing| vién '

2.Cong ty ding ky: cang ty C8 phin Duge phﬁm Duy Tén (B/c 22 Hé Biéu Chén, Q. Phii
Nhuan, TP. H6 Chi Minh - Viét Nam)

2.1 Nha sén xuﬁt' Lemery, S.A. de C.V. (B/c: Martires de Rza Blanco No 34, Col. Hmchapan,
Xochimilco, C.P. 16030, Mexico, D.F. - Mexico)

. e Hogt chiit chinh - D§ng bao |Tudi| Tieu Quy ciich !
=T Ten.. thube Ham lugng ché the |chufin| = dong gbi S6 ding ky
4 [Irinotecan Teva Irinotecan Dung djch 24 INSX |hfp 11p 5 ml VN2-122-13
|hydroclorid trihydrat{ddm dic pha |théng ' '
4 [ Omgmi témtuyen | | o _ | e o
5 - {Irinotecan Teva Trinotecan Dung dich 24 INSX hﬁp Tlo2ml VN2-123-13
: ~ fhydroclorid trihydrat}d§m dic gha thing _
20mg/ml - [tiém truy ;

© 3.Congty ding ky: Céng ty TNHH Héa dugc hQ’p thc (D/c Ldu 3, 60 Nguyén Vein Thi, Phu-ang
Da Kao, 0.1, Tp HCM - Viét Nam)
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3.1 Nha sén xuit: Mnstafa Nevzat Tlac Sanayii A. S (D/c Sanayi Cad. No:66,
Cobancesme-l’embosna Istanbul - Turkey)

| ' ‘Hogt chit chinh - | Dang bao |Tudi] Titu | Quy céch .
BLE Tén thude ‘Hanlrgng | ché | tho [chudin|  déng goi Sbdang ky
6 |[Tehymen IV injection |Irinotecan |Dungdich | 24 INSX |Lo 100mg/5ml - VN2-125-13
- _|100mg/5ml [hydroclorid trihydrat|tiém truyén [thingl | - |
IOOmgI_SmI 1

- Q. Phi Nhuﬁn Tp HCM - Viét Nam) -
4.1 Nha sén xuit' Genepharm S.A. (D/c 18th Km Marathonos Ave., 1535 1,-Pallini, Attiki -

4, C6ng ty tling ky: C6ng ty TNHII Héa duge hqrp tic (D/c -Ldu 6, s6 456 Phan Xich Long, P.2,

Greece)
STT : Té;l thube Hogt chit chinh - D_gng bao |Tubi| Tieu Quy cich sé‘di.n ky |
| " Ham lryng ché | the |chudn| dénggsi e
7 |Doxotiz 10mg/5ml . |Doxorubicin ~  [Dungdich. | 24 INSX [Hop1lp VN2-124-13
y Co hydrochloride tiém \théng| 10mg/5ml |
10mg/Sml

5.Céng ty ding ky: Cong ty TNHH Sanofi-Aventis Viét Nam (D/c 123 Nguyen Khom Quqn 4,
- Thanh phé Hé Chi Minh - Viét Nam)

5.1 Nha sin xuﬁt Sanofi-Aventis Deutschland GmbH (D/c aningstrasse 50, D-65926
Frankﬁtrt am Main - Germany)

b "'"

| 5 Hogt chit chinh - | Deng bib" Tubi| Titu | Quycich | Sb S|
[Sry o e thuéc _ Ham hrgng ~ché tho fchufin| dénggéi | ng ky
8 |Eloxatin Oxaliplatin. Dung djch 24 INSX |Hop1lp20ml | VN2-126-13
‘ 100mg/20ml dam &ic pha |thing]
dung dich '
| tiém truyén
9 Eloxatm | Oxaliplatin Dungdjch | 24 |NSX [Hép 1 lo 10ml VN2 127-13 !
50mg/10m! ddm dic pha |théngl
|dungdjch |-
_ tiém truyén

5.2 Nha sin xuit' Sanofi-Aventis Deutschland GmbH (D/c Indusmepark Hoechst 65926
F?'ankﬁ:rt am Main Allemagne --Germany)

: 'Trangz




' . Hoat chét chinh - | Dgng bao |Tudi| Tieu | Quycich | .«

SEL Tén thube ilhm krgmg gcgé tho |chulin| déng géi Sp déng ky
10 [Taxotere Docetaxel Dung dich 24 INSX [Hop1llox1Iml| VN2-128-13
' 20mg/1ml dam diic 4 |thang .

~|pha dung ‘
dich truyén
tinh mach
11 - |Taxotere Docetaxel Dungdich | 24 |NSX Hép 1lox 4ml | VN2-129-13
80mg/4ml d4m dic dé |thing ' -

pha dung

dich truyén

tinh mach

6. Cong ty diing ky: Daewoong Pharmaceutlcal Co., Ltd. (B/c 223-23 Sangdaewong—Dong,
‘ Choongwong—Ku Sungnam City, Kyunggi-Do - Korea)

6.1 Nha san xudt: Reyon Pharmaceutical Co., Ltd (D/c: 27-27 Hanchun—rz Duksan-myun
' Jmchun-gun Chungbuk - Korea) ‘

0 CE Hogt chét chinh - | Dgng bao |Tubil Tieu | Quycdeh R

kL ‘Tén th_uﬁe : Ham hrgng ~ché | the |chudn déng gbi 88 ding_ky

12 |Oxallon 50 |Oxaliplatin 50mg  |Botdéng | 36 [NSX [Hoép1lo ' VN2-130-13
: - | khd pha tiémjthdng|

7. Cong ty ding ky: Intas Pharmaceutlcais Litd. (D/c 2nd Floor Chinubhai Centre Off- Nehru
" Bridge, Ashram Road hmedabad 380 009 - India)

Pivannaceuticals Ltd. (D/c: Plot Numbers 457 & 438, Sarkhej-Bavla

7.1 Nha sin xujef :
Highway, Matdda, $8nand, dabad Gujarat In-382210 - Indta)
R, ﬂw eﬂét chink - | Dgngbao [Tudi| Titu | Quy céch »
'STT .Tén thn&%‘%ﬁ ‘,.,. w»&mm lugmg ché tho |chuéa dong gbi Sé_dﬁng_ky
13 Intanasl * [Anastrozole 1mg Viénnén baol 24 |NSX |Hép2vix14 | VN2-131-13 -
SR D S E phim | thingl _ fvién |
14 Jo-Plat 100 Oxaliplatin Smg/ml |Dungdich | 24 [NSX [Hop11p20ml | VN2-132-13
el PR RN tiém _  Jthéngl | | . _
15 |O-Plat 50 |Oxaliplatin Smg/ml |Dungdich | 24 INSX' [Hop 110 10ml | VN2- 133- 13
4 e tiém ' fthéng ) )
16 |Zolotem-140 Temozolomide Viénnang | 24 INSX [Hop1le5 vnén VN2-134-13
e |M40mg Gmg  Jhang | ___
17 |Zolotem-5 Temozolomide Smg |Viénnang | 24 [NSX [Hop 1 lo 5 vién| VN2-135-13
- - |cimg thang '
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8 Cong ty diing ky: Kwan Star Co., Ltd. (Dre: 21F—] No. 268, Sec 1, Wen Hwa Road, Banczao
" Dist., New Taipei city 220 - Taiwan) .

8.1 Nha sén xuét: United Biotech (P) Limited (D/c Bagbama Baddi-Nalagarh Road,
- District-Solan (HP) - Indta)

_ ' . Hoat chit chinh - Dang bdo Tudi| Tiéu Quy cich .| . |
STT - Tea tl;u&; “Ham lrong _ché tho |chufin| . d6ng gbi S6 diing ky
18 |Blomidex-1000 Gemgcitabine B{t dong 24 |[USP [Hop1lo 'VN2-136-13
' 1000mg khé pha tiém théng 32 ' '
9. Cﬁngty dﬁngkj Pharmaumty Co., Ltd (B/c 69-5 Taepyeongno 2-Ga, Jung-Gu Seoul -
Korea) _
9.1 Nha san xudt: Reyon Pharmaceutlcal Co., Ltd (D/c 69—10 Hansam-ro, Duksan—myun
Jmchun-gun Chungbuk Korea) _
| Hogt chit chink - | Dangbao [Tudl| Titu | Quyefich | ot gx
Wt .Tén thude - Ham lwgng ché ~the rclmﬁn aéng gbi -Sé ding ky :
19 |Amicod inj. 200mg _ |Gemeitabine (dudi |Botdong. | 24 |USP  [Hop 11l VN2-137-13
N B ~ |dang Gemcitabine _[khé pha tiém|théng{32 '
hydrochlonde) : -
200mg '
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