BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic
ss: 436 /QD-QLD | Ha Noi, ngay QS thing ¥ ndm 2013
QUYET PINH

Vé viéc ban hanh danh muc 25 thuéc nuéc ngoai
(thudc diéu tri ung thur dang ky 14n dau - s6 dang ky ¢6 hiéu lwc 02 nim)
duoc cdp s6 dang ky luu hanh tai Viét Nam - Dot 82

CUC TRUOGNG CUC QUAN LY DUGC

Can ci Luat Dugc ngay 14/6/2005;

Cin ot Nighi dinh s6 63/2012/ND-CP ngay 31/8/2012 cia Chinh phii quy
dinh chic ning; nhiém vu, quyén han va co ciu t8 chiic clia BO Y t&;

Cén cit Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cta Bo trudng
B0 Y t&€ vé viéc quy dinh chifc ning, nhiém vu, quyén han va co cfu té chic cia
Cuc Quan l¥ Dugc thugc B Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 clia Bo trudng B6 Y t&€ vé viéc sita d6i, bé sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cta BY trudng Bé Y t€ quy dinh chic nang,
nhiém vu, quyén han va co cfu t§ chitc ctia Cuc Quén ly Dugc thudc Bo Y €,

Can cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cha Bo Y t€ quy
dinh viéc dang ky thudc;

Cin cit ¥ kién cia Hoi déng tr van cdp s6 dang k¢ luvu hanh thuée - Bo Y
té;

Xét dé€ nghi ctia Trudng phong Pang k¥ thusc - Cuc Quan 1y Duoc,
QUYET DINH:

Piéu 1. Ban hanh k&m theo Quyét dinh ndy danh muc 25 thu6c nuéc
ngoai (thudc diéu tri ung thu ding ky 1dn dau - s6 dang k¥ ¢6 hiéu luc 02 nam)
dugc cip s6 dang ky hwu hanh tai Viet Nam - Dot 82.

Piéu 2. Nha san xudt va cong ty ding ky thudc c6 trdch nhiém cung cép
thudc vao Viét Nam theo diing c4c hd so tai liéu da ding ky véi Bo Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cdp phai duge in Ién nhan thudce. S6 dang ky c6 ky
hiéu VN2-...-13 ¢6 gia tri 02 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh Ivu hanh, céng ty ding ky thudc, nha san xuit
phai phéi hop véi céc co s§ diéu tri d€ thuc hién theo diing cic quy dinh hién
hanh vé thu6c ké don va theo ddi hiéu luc, dd an toan, tic dung khéng mong
muén clia thudc trén ngudi Viét Nam va tong hgp, béo cdo theo diing quy dinh
hién hanh méi 06 thang mot 1an vé Cuc Quan 1y Dugc.



Diéu 4 Nha san xuflt va cong ty dang ky thudc phai chdp hanh ddy da
phép luat cigd nuéc CHXHCN Viét Nam va cic quy dinh clia B6 Y t€ vé& nhap
khdu thu6c vd Ivu hanh thudc tai Viét Nam; n€u c6 b4t cit thay ddi gi trong qua
trinh lvu hank thubc & nudce s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugg - BO Y t€ Viét Nam.

Diéu 5| Quyét dinh nay c6 hiéu huc ké tir ngly k¥ ban hanh.

Piéu 6{ Gidm d6c SO Y t€ cic tinh, thanh phd tryc thudc trung uong, gidm

déc nha san Xxuét va cong ty dang kj’r c6 thubc tai Diéu 1 chiju trich nhiém thi
hanh Quyét dinh nay./.

Noi nhén:

- Nhu Piéu 6;

B0 trudng Nguyén Thi Kim Tién (dé b/c);

- Cuc Quén Y - H6 Qudc phdng, Cuc Y t&€ - B Cong an;

- Cyc Y t€ Giao thong vén ti - BO Giao thong van tai;

- Téng cuo Hai - B4 Tai chinh;

- Bdo hiém X4 h¢i Viet Nam;

- Vu Phép ch&, Cuic Quan 1y Khém, chﬂ'abénh B Y t€,

Thanh tra BO Y t§; " .
- Vién KN thude , Vién KN thu6ce TP. HCM;

- Téng Cong ty Dhuoe VN: oM Tru'(mg Quoc Cuimg
- Céic Cong ty Dugc phim;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t€;
- Website cta QLD, Tap chi Dugc va MP - Cyc QLD;
- Lwnx: VP, KDD/PKT(10).




CUC QUAN LY DUQC

BOYTE

CONG HOA XA HOQI CHU NGHIA VIET NAM
Pgc lap - Ty do - Hanh phuc

DANH MUC 25 THUOC PIEU TR] UNG THU BUGC CAP SO DANG KY

LUU HANH HIEU LUC 02 NAM - DQT 82

Ban hanh kém theo quyét dinh sé: £86./QD-QLD, ngay .02/ F..1. 2043

1. Cong ty dang ky: Actavis International Ltd (D/c: BLB (016 Bulebel Industrial Estate, Zejtun

ZTN 3000 - Malta)

1.1 Nha san xuit: Actavis Italy S.p.A.-Nerviano Plant (P/c: Viale Pasteur, 10 20014 Nerviano

(M]) - Italy).
. Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach
SEE Tén thube Ham lugng ché tho |chudn| déng géi 56 dang ky
1 |Gitrabin lg Gemgcitabine Bt pha 36 INSX [Hopliglg VN2-66-13
1000mg dung dich  |thing
___________________ e fdemuyén |G
2 [Gitrabin 200mg Gemcitabine 200mg |B§t pha 36 (NSX [Hopllo VN2-67-13
dung dich  |théng 200mg
tiém truyén

1.2 Nha sn xuét: S.C.Sindan-Pharma SRL (D/c: 11th Ion Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Romania) '

Tudi

Hogt chit chinh - | Dang bao Tiéu | Quy cach
STT Tén thube Ham lwgng ché the |chuén| d6ng géi 86 ding kf
3 {Vinorelsin 10mg/Iml  |Vinoreilbine base |Dung dich 24 {IEP |Hop1 éng VN2-68-13
I(duéi dang tiém truyén {thing]
Vinorelbine tartrate)
10mg/1ml

2, Cong ty dang ky: APC Pharmaceuticals & Chemical Ltd. (D/c: Suite 2102, 21/F Wing on
centre, 111 Connaught Road, Central - Hong Kong)

2.1 Nha sin xudt: Thymoorgan Pharmazie GmbH (B/c: Schiffgraben 23-38690 Vienenburg -

Germany)
A
- £ Hoat chéit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ .
STT Tén thude Ham lrgng ch& the |chudn| déng goi S0 dang ky
4 |Epibra Epirubicin Dung dijch 36 INSX |Hop 1 lo Sml VN2-69-13
hydrochloride tiém truyén |thang
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[10mg/5ml
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3. Cong ty ding
Tén Binh, Tp HC

3.1 Nha sén xudf
Milano - Italy)

y: Céng ty CP dugc phim Pha No (P/c: 396-398 Cdch Mang thdng tdm, Q.
11 - Viét Nam)

: Actavis Italy S.p.A.-Nerviano Plant (D/c: Viale Pasteur, 10 20014 Nerviano,

" £ Hoat chit chinh - | Dang bao |Tudil Tieu | Quy cich Ko 0y
STT Tén thuoc Ham lrgng ché tho |chudn| déng goi So déing ky
5 |Oxaliplatino Actavis Oxaliplatin 50mg  [B6t dong 36 [NSX |[Hopllo VN2-70-13
kho dé pha théng
tiém truyén
4, Cong ty ding ky: Céng ty TNHH DP Bich Viét (D/c: S6 146 ngd 230 Dijnh Cong Thugng, P.
Dinh Céng, Q. Hadng Mai, Ha N§i - Viét Nam)
4.1 Nha sén xuét S.C. Sindan-Pharma s.R.L. (D/c: 11th Ion Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Rumani)
. Hoat chét chinh - | Dang bao |Tubi| Tiéu | Quycach % .
§TT Tén thuée Ham lurgng ché tho | chufin dong goi S dasglky
.6 |Oncodocel 20mg/0|5ml [Docetaxel Dungdich | 24 [NSX |Hép1lo0,5ml [ VN2-71-13
' 20mg/0,5ml dam d3c &€ Jthang + 1 1 dung mdi
pha dung 1,83mi
dich truyén
tinh mach
7 |oncodocel 80mg/2il  [Docetaxel [Dung dich” | 24 [NSX [Hop 1lo2ml+| VN2-72-13
_ 80mg/2m| |dam dac 48 |thang 1 lo dung moi
] pha dung 6,5ml
' |dich truyén
tinh mach
5. Cong ty ding Ky: Cong ty TNHH DP Viét phap (B/c: 11B phé Hoa Béng. P. Yén Hoa, Q. Céu
Gidy, TP. Ha N¢gi 1 Viét nam)
5.1 Nha san xuit{ Roxane Laboratories Inc. (P/c: Columbus, Ohio 43216 - USA)
. £ Hoat chat chinh . Dang bao [Tudi| Tiéu | Quy cich £ e :
STT Tén thuoc Ham lrgng ché tho |chuin| @ ong goi So ddng ky
| .
8 |Anastrozole Tabletg Anastrozole 1mg Vién nén bao| 24 [NSX |[Lo 30 vién VN2-73-13
L phim thang

6. Cong ty diing
Thuwong, P. Dinh

Trang 2

: Céng ty TNHH Dugc phim Bich Viét (D/c: S6 146, ngs 230 Dinh Céng
ong, 0. Hoang Mai, Ha Ngi - Vigt Nam)



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

" Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy céch .
Sl Tén thube Ham hrgng ché the |chudn| déng gbi S0 ding ky
9 |Oxaliplatin Medac (Co  |Oxaliplatin 150mg |Bgt dong 48 |EP |[Hopllo VN2-75-13
s& dong goi: Medac khé pha thang
|Gesellschaft fur truyén tinh
Klinische mach
Spezialpraparate mbH,
d/c: Theaterstrasse 6,
22880 Wedel, Germany)
10 |Oxaliplatin Medac {Co |Oxaliplatin 100mg |B¢t dong 48 |EP |Hop1lg VN2-74-13
s& d6ng goi: Medac kh6 pha théng|
Gesellschaft fur truygn tinh
Klinische mach
Spezialpraparate mbH,
d/c: Theaterstrasse 6,
22880 Wedel, Germany)
I1 |Oxaliplatin Medac (Co |Oxaliplatin 50mg  |Bot dong 43 |[EP |Hop1lg VN2-76-13
s& déng goi: Medac khé pha hthéng
Gesellschaft fur tl'uy{n tinh
Klinische mach
Spezialpraparate mbH,
&/c: Theaterstrasse 6,
22880 Wedel, Germany)

7. Cong ty ding ky: Cong ty TNHH Durgc phﬁm Lién Hop (D/c: 480C Nguyén Thi Thép,
Phuong Tan Quy, Qudn 7, TP.HCM - Viét Nam)

7.1 Nha san xuit: S.C.Sindan-Pharma SRL (D/c: 11th Ion Mihalache bivd., Sector 1, Zip code
011171, Bucharest - Romania)

Hoat chét chinh - | Dang bao Tubi| Tiéu Quy cich
STT|  Ténthube Ham lwgng ché | the [chuin| domggsi | SO Oie N
12 |Aspaxel Paclitaxel 30mg/5ml|Dung djch 36 INSX |[Hop1le30mg | VN2-77-13
dam dac dé |thang (5ml) hozic
pha dung 100mg (16,7ml)|
dich truyén
tinh mach
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8. Céng ty ding k§: Cong ty TNHH Kién Viét (D/c: 437/2 Lé Dirc Tho, Phuomg 16, Q. Go Vdp,

Tp. H6 Chi Minh
8.1 Nha sin xui

+ Viét Nam)
: M/s Getwell Pharmaceuticals (D/c: 474, Udyog Vihar, Phase V,

Gurgaon-122016, Haryana - India)

Hoat chét chinh - Dang bao Tudi| Titu Quy cach
STT Tén thude Ham lrong ché | tho chudn| donggei | SO %EnEN
13 [Tipakwell-100mg/l 7m1 [Paclitaxel USP Dungdich | 24 [USP |Hop1llo17ml | VN2-78-13
6mg/ml dim dic d¢ [thang
pha dich
truyén tinh
mach
14 |Tipakwell-260mg/#3.4m |Paclitaxel USP |Dungdich | 24 |USP |Hépllo VN2-79-13
o 6mg/ml dam dic & |thang 43,4ml|
' |pha dich
 |truyén tinh
mach
15 |Tipakwell-30mg/5jnl  |Paclitaxel USP |Dungdich | 24 [USP |Hop 1lo5ml | VN2-80-13
r‘ 30mg/5ml d4m dac thang
pha dich
truyén tinh
; mach
16 [Xorunwell 20mg/!Pml  |Doxorubicin Dung dlzzh 24 INSX |Hgp1lo 10ml VN2-81-13
hydrochloride tiém thang
2mg/ml
9. Céng ty ding ky: Fresenius Kabi Deutschland GmbH (B/c: D-61346 Bad Homburg v.d.H. -
Germany)
9.1 Nha sin xuitt Fresenius Kabi Oncology Ltd (P/c: Village Kishanpura, P.O. Guru Majra,
Tehsil-Nalagarh, Distt. Solan (H.P.) 1 74191 - India)
" Hoat chit chinh - Dang bao Tudi| Tigu | Quy cach d
STT Tén thude Ham lugng ché tho |chudn| déng géi 86 ding ky
17 (Oxitan 100mg/20ml  [Oxaliplatin Smg/m! [Dung dich | 24 [NSX [Hop 1lo20ml | VN2-82-13
. tiém truyén Wthéng
I A R R _|tinh mach | I Y
18 |Oxitan 50mg/10m] Oxaliplatin Smg/ml’ [Dung dich | 24 [NSX |Hop1lo 10ml | VN2-83-13
i. |tiém truyén [théng]
¢ [tinh mach

10. Cong ty dénglkj': Intas Pharmaceuticals Ltd. (D/c: 2nd Floor, Chinubhai Centre, Off. Nehru

Bridge, Ashram R

ad, Ahmedabad - 380 009 - India)
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10.1 Nha sin xuit: Intas Pharmaceuticals Ltd. (B/c: Maroda 382 210, Dist. Ahmedabad - India)

Hoat chét chinh - | Dangbao [Tudil Titu | Quy céch
L) Tén thude Ham lugng ché tho |chudn| déng géi 86 dang ky
19 [intacape 150 Capecitabine 150mg |Vién nén baoj 24 |[USP |Hop 1 vix 10 VN2-84-13
e ] phim _ _ [thing| _ jvién ]
20 |Zolotem 180 Temozolomide Viénnang | 24 [NSX {Hop1lo5vién| VN2-85-13
_____________ . |\80mg,  |ecltincimgjthangl | _ __}
21 |Zolotem 20 Tpggozb} ide Viénnang | 24 [NSX |Hop1iloSvién; VN2-86-13
20mig! gelatin cimg |thang
11. Céng ty déng ky: _Phar‘maﬁnity Co., Ltd (D/c: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Seoul -
Korea}
11.1 Nha sin xuét: Kuhnil Pharm. Co., Ltd. (P/c: 297-5, Gunseo-ri, Jiksan-eup, Seobuk-ku,
Cheonan-si, Chungnam - Korea)
Hoat chit chinh - | Dang bao |Tudi| Tiéw | Quy cich £ .
L Tén thube Ham hrgng ché | tho |chudn| acnggei | -°9aneky
22 |Atitein Inj. 100mg Oxaliplatin 100mg |B§t dong 36 INSX |Hopllo VN2-87-13
khé pha tiém{thing
12. Céong ty ding ky: PT Kalbe Farma Tbk (D/c: Kawasan Industri Deita Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)
12.1 Nha san xuit: Pei Li Pharmaceutical Ind. Co., Ltd. (B/c: 11, 6th Road, Industrial Dist,
Taichung - Taiwan)
n Hoat chiit chinh - | Dang bao Tudi| Tieu | Quy cach xno Iy
SEE Tén thude Ham lrgmg ché the |chudn| d6ng goi S6 dang ky
23 [Vnastrole Anastrozole Img Vién nén bao| 24 |NSX |Hop3vix 10 VN2-88-13
phim thang| vién
13. Céng ty ding ky: Stada Arzneimittel AG (D/c: Stadastr., 2-18, D-61118 Bad Vilbel -
Germany)
13.1 Nha san xuit: Haupt Pharma Munster GmbH (D/c: Schleebruggenkampn 15 48159
Munster - Germany)
Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich
Pt Tén thude Ham lwgng ché th |chudn| déng goi $6 dang ky

Trang 3




1

Anastrozole Stada 1ng |Anastrozole Img  [Viénnénbao; 48 |NSX |Hop2vix 14 VN2-89-13
phim thang vién hodic hop 3
SR DR (N SR N S T 5.3 O
i 35 |Letrozole Stada 2.5mhg  {Letrozole 2,5mg Vién nén baoj 36 [NSX |Hop3vix 10 VN2-90-13
i “{phim than vién -

Trwong Quéc Cirdng

Trang 6
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