BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUGC Poc lap - Ty do - Hanh phic
ss. Y6 /op-QLD Ha Ni, ngay QGthang(08 nim 2015
QUYET PINH

Vé viéc ban hanh danh muc 16 thudc nuéc ngoai
(thudc diéu tri ung thu ding ky lan ddu - s6 dang ky c6 hiéu lyc 02 nam)
duoc cdp s6 dang ky luu hanh tai Viét Nam - Dot 89

CUC TRUGNG CUC QUAN LY DUGC

Can c Luat Duoc ngay 14/6/2005;

Can o Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh phii quy
dinh chiic ning, nhiém vy, quyén han va co cdu t8 chifc cia BO Y t€;

Can o Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia BO trubng B6 Y
t€ quy dinh chitc ning, nhiém vu, quyén han va co c4u td chic clia Cyc Quén 1¥
dugc thudc Bo Y t€;

Cin c Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cta Bo Y € quy
dinh viéc dang ky thudc;

Cin cit ¥ kign ctia Hoi déng tu van c4p s6 ding ky lwu hanh thuée - Bo Y
t&;

Xét dé nghi chia Trudng phong Piang ky thuéc - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 16 thuéc nudc
ngoai (thudc diéu tri ung thu dang k¥ 14n ddu - s6 ding ky c6 hiéu lyc 02 nam)
duoc cdp s6 dang ky luu hanh tai Viét Nam - Dot 89.

Piéu 2. Nha san xuft va cong ty dang ky thudc c6 trach nhiém cung cp
thudc vao Viét Nam theo ding cédc hé so tai liéu da dang ky v6i BO Y t€. S6 dang
k¢ dugc BO Y t& Viét Nam cép phédi duoc in 1én nhan thudc. S6 dang ky c6 ky
hiéu VN2-...-15 c6 gi4 tri 02 nam ké tix ngay ky Quyét dinh.

Piéu 3. Trong qui trinh lvu hanh, c6ng ty dang ky thudc, nha sin xuat
phéi ph6i hgp véi céc co s diéu tri dé thuc hién theo diing cdc quy dinh hién
hanh vé thu6c ké don va theo dbi hiéu luc, d¢ an toan, tdc dung khong mong
muén clia thudc trén ngudi Viet Nam va t8ng hop, béo cdo theo diing quy dinh
hién hanh méi 06 thdng mot 14n vé Cuc Quén 1y Dugc.

Pidu 4. Nha san xudt va cong ty ding ky thudc phai chdp hanh ddy d
phép luat clia nu6c CHXHCN Viét Nam va céc quy dinh clia Bo Y t€ vé nhép
khdu thuéc va luu hanh thudc tai Viét Nam; néu c6 bat cit thay déi gi trong qud
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trinh hru hanh thu6c & nuc s& tai va & Viet Nam thi phai bdo céo ngay cho Cuc
Quan 1§ Dugc - B6 Y t€ Viét Nam.

Piéu 5. Quyét dinh ndy c6 hiéu luc ké tir ngdy k¢ ban hanh.

Diéu 6. Gidm d6c S& Y t& c4c tinh, thanh phé truc thudc trung wong, giim
déc nha san xudt va cong ty diang ky c6 thu6c tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 6;

- B trudmg Nguyén Thi Kim Tién (€ b/c); .
- Cyc Quan Y - B Quéc phong, Cuc Y t& - B Cong gh® - 47

- Cuc Y t& Giao thong vin tdi - B Giao thong van tii = o
- Téng cuc Hai quan - B Tai chinh;
- Bio hiém X4 hoi Viét Nam; -
- Vu Phép ché, Cuc Quan 1y Kham, chita bénh - Bo Y t€,
Thanh tra BY Y t&; .
- Vién KN thu6c TW, Vien KN thuée TP, HCM;

- C4c Cong ty XNK Dugce phdm;

- Céc Benh vién & Vién c6 giudng bénh tryc thudc BO Y t&;

- Website ciia Cyc QLD, Tap chi Duge va MP - Cuc QLD;

- Luu: VP, KDD, PKT(10).
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CYC QUAN LY DUQC

BOYTE

DANH MUC 16 THUOC PIEU TR] UNG THU PUQC CAP SO PANG KY
HIEU LUC 02

Ban hanh kém theo quyét dinh sé:

1. Céng ty diing ky: Céng ty C8 phdn Dwgc phdm Duy Tén (D/c: 22 H6 Biéu Chénk, . Phi
Nhugn, TP. H6 Chi Minh - Viét Nam)

1.1 Nha san xufit: Pharmachemie B.V. (B/c: Swensweg 5, 2031 GA Haarlem - The Netherlands

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

-DOT 89
./QD-QLD, ngay /.02 406

.ThuVienPhapLuat.vil

. L
Hoat chit chinh - | Dgng bao Tudi| Titu | Quy céch , 3
L Tén thude Ham luwgng ché tho |chudn| déng goi S0 diing h}ﬁ
1 |Gemcitabine PCH 1000 |Gemcitabin (du6i |Bétdéng | 24 [NSX [Hop1lo VN2317-15;
mg dang gemcitabin kho pha tiémi(thén O?
o — | T .. . S S R N— L 3
2 |Gemcitabine PCH200 |Gemcitabin (duéi |Botdong | 24 [NSX [Hopllo VN2-318-1%,
mg dang gemcitabin  |kho Pha tiém|thén, G
HCI) 200mg truyén gl =
——
1.2 Nha sin xuét: Thymoorgan Pharmazie GmbH (D/c: Schiffgraben 23,38690 Vienenburg - =
Germany) <
z
i Hoat chét chinh - | Dangbio |Tudi| Ticu | Quyesch | . =l
SLT) Tt Ham lrgmg ché | tho |chudn| dénggsi | - SHEN
3 |Ifosfamide 1000 Stada |Ifosfamid 40mg/m] [Dung djch 18 INSX |[HOp11925ml | VN2-319-15
tru thén
2. Cong ty diing ky: Cong ty TNHH Binh Viét Dirc (D/c: 62/36 Truong Céng Dinh, P. 14, Q.
Tén Binh, TP. Hé Chi Minh - Viét Nam)
2.1 Nha sin xufit: Actavis Italy S.p.A. (D/c: Nerviano Plant, Viale Pasteur 10, 20014 Nerviano
(Milan) - Italy)
Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cach
L Tén thude Ham hrgmg ché tho |chudn| d6ng géi S8 diing ky
4 |[Gemcitabine Onkovis  |Gemcitabin (duéi |Bot déng 36 [NSX [Hoépllo VN2-320-15
1000mg dang Gemcitabin  |khd dé pha |[th4n
[hydroclorid) dung dich
1000mg truyén tinh
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2 g

L1 I _|mach | [
2.2 Nha sdn xuéit: Oncotec Pharma Produktion GmbH (D/c: Am Pharmapark 06861
Dessau-Rosslau - Germany) e
=
=
Hogt chit chinh - | Dgng bao |Tudi| Tieu | Quy céch £ .
sl Tén thube Ham legng ché tho |chufin|  d6ng goi oo e Xy
5 [Paclitaxel Onkovis 6  |Paclitaxel 6mg/ml [Dungdich | 24 [NSX |[Hép1lo VN2-321-15
mg/ml dim dic  |théng] 16,7ml
ding truyén
tinh mach
sau pha
lofing
3. Céng ty diing ky: Céng ty TNHH Dwgc phdm Viét Lam (D/c: T6 16 Lam Du, Phuomg Bé Dé, f:
Q. Long Bién, Ha Ngi - Viét Nam) 4,
3.1 Nha sin xuéit: Biolyse Pharma Corporation (D/c: 59 Welland Vale Road, St. Catharines, ?;
Ontario, L2S 3Y2 - Canada) it
1Ir
==}
-
Hogt chit chinh - | Dang bao |Tudi| Tieu | Quy céch £ ,
SIT Tén thube Ham hryng ché tho |chuin| d6ng gbi S0diing by 2
6 [Pactitaxel for Injection ~[Paclitaxel 6mg/ml [Dungdich | 36 NSX [Hop 101p Sml | Vn2- 322-15 %
tiém thang &=
4. Céng ty ding ky: C6ng ty TNHH Héa dwgc hop téc (D/c: Ldu 4, s6 261-263 Phan Xich Long, E

P.2, Q. Phii Nhudn, Tp HCM - Viét Nam)
4.1 Nha sin xuéit: Genepharm S.A. (D/c: 18th Km Marathon Av.- 15351, Pallini - Greece)

Hogt chét chinh - | Dang bao |Tudi| Tieu | Quy céch
STE Tén thube Ham lwong ché tho |chudn| déng géi S8 ding ky
7 |Doxotiz 50mg/25ml Doxorubicin Dung djch 24 INSX [Hépllo VN2-323-15
hydrochlorid tiém tinh 50mg/25ml
2mg/ml mach

5. Cong ty diing ky: Fresenius Kabi Deutschland GmbH. (D/c: D-61346 Bad Homburg v.d.H. -

Germany)

5.1 Nha sin xuét: Fresenius Kabi Oncology Ltd (D/c: 19 HPSIDC, Industrial Area, Baddi, Dist.
Solan (H.P.)-173205 - !ndiq)
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Hogt chit chinh - | Dgngbao |Tudi| Tieu | Quy cich
STT Tén thube o — obé the |chudn|  déng gol S6 d%ng ky
8 |Oxitan 100mg/ 50ml  [Oxaliplatin 2mg/m! [Dungdich | 24 [NSX [H¢p1lo50ml | Vn2-324-1%
tiém truyén |théng]| =
- g s el e ok o N N S 3
9 |Oxitan 50mg/ 25ml |Oxaliplatin 2mg/ml {Dung dijch 24 INSX [Hop1lo25ml | VN2-325-1%
tiém truyén [thén =
tinh mach l gj %
| =
6. Cong ty diing ky: Hana Pharm. Co., Ltd. (B/c: 301, Bando B/D, 946-18, Doguk-Donzg, Z
Kangnam-Ku, Seoul - Korea) t
6.1 Nha sin xuét: Reyon Pharmaceutical Co., Ltd (P/c: 27-27 Hanchun-ri, Duksan-myun, E
Jinchun-gun, Chungbuk - Korea) i
2
=
Hogt chit chinh - | Dang bao |Tudi| Titu | Quy céch S dine kK&
SET Tén thude Ham lwgng ché th |chuén| déng goi i {;q
10 |Amicod inj. 1g Gemcitabin (duéi  |Botdéng | 24 [USP [Hop1lo VN2-326-16b |
dang Gemcitabin  |khd pha tiém|thdng|32 3
hydroclorid) 1 g i
=
7. Cong ty ding ky: Janssen Cilag Ltd. (B/c: 106 Moo4 Lad Krabang Industrial Estate =
Chalongkrung Rd., Kwaeng Lamplatew, Khet lad, Krabang, Bangkok 10520. - Thailand) #
7.1 Nha sin xuéit: BSP Pharmaceuticals S.r.l. (sdn xudt va d6ng gbi s cip) Dle: Via Appia ﬁg
65, 561, 04013 Latina - Italy)
Z
P Hogt chilt chinh - | Dang bao |Tudi| Titu | Quy céch p -
- Teathnse Ham hrgng ché tho [chudn| d6ng goi S0 Sing )
11 [Velcade (co s& déng gbi |Bortezomib Img  (Bét pha tiém| 36 [NSX |Hép 1 lo VN2-327-15
thr cip va xuét xuong: tinh mach  [thén
Janssen Pharmaceutica
N.V, dja chi:
Turnhoutseweg 30,
B-2340 Beerse,
lBelgium)

8. Cong ty diing ky: Kolon Global Corp (D/c: 1-23, Byeoryang-dong, Gwacheon-si, Gyeonggi-do

- Korea)

8.1 Nha sin xufit: Yuhan Corporation (D/c: 219, Yeongudanji-ro, Ochang-eup, Cheongwon-gun,
Chungcheongbuk-do - Korea)
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STT

Tén thudc

Hogt chit chinh -
Ham lryng

Tudi
tho

Tién
chuéin

Quy céch
déng goi

S8 d3ng ky

12

13

Yumexate Injection
500mg/20ml

Yumexate Injection
50mg/2ml

Methotrexat

500mg/20ml

36
|than,

36
théng|

bng tiy

USP
33

USP
33

Hép 10 lp 2 ml

Hop 10 IoZml

]
w
]
-]
|
W
VI

“VN2-329-15

Lh

9. Cong ty diing ky: Korea U;lited Pi;arm. Ime. (D/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul -

* Tel: +84-843930 3279 * WWW., ThuVienPhapLuat. m

Korea)
9.1 Nha san xuiit: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si
Korea)
E
Hogt chit chinh - | Dgng bao Tudi| Titu Quy céch
53 Tén thube Ham lugng ché thg |chufin| déng goi §6 dng ks
14 |Allipem 100 mg Pemetrexed (dudi  |BGt déng 24 INSX |hgp1le VN2-330-15"%
dang pemetrexed  |kh6 pha tiémrthéng] -
dinatri 2,5 hydrate)
100 mg
9.2 Nha sin xuéit: Korea United Pharm. Inc. (D/c: 153 Budong-Ri, Seo-Myeon, Yeongi-kun,
Chungnam - Korea)
Hogt chét chinh - | Dang bao |Tudi| Tieu | Quy céch
STY Tén thube Ham lugng b | wigloeln] Stages | H0ngk
15 |Cycram Cyclophosphamide |B§t pha tiém| 36 |[USP29{Hop 1 1o VN2-331-15
lg |

10. Cong ty diing ky: Kwan Star Co., Ltd. (D/c: 2]1F-1, No. 268, Sec. 1, Wen Hwa Road, Banciao
Dist., New Taipei city 220 - Taiwan)
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10.1 Nha sin xuét: United Biotech (P) Limited (D/c: Bagbania, Baddi-Nalagarh Road,
Distriet-Solan (HP) - India)

Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cdch Y
STT Tén thube FiAm krong ché tho [chudn| dong goi S6 ding ky+
16 |Fosfidex Paclitaxel 30mg/Sml|Dung dich 24 |USP |Hgp 1 lg Sml VN2-332-1
dam djc @& [théng|32
pha dung
dich truyén
tinh mach
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