BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUANLY DUQC Poc lap - Ty do - Hanh phiic
S5- )f jcP /Qb-QLD Ha Néi, ngay Ve j thciug//f ndm 2011
QUYET PINH

v& viec cong b6 12 tén thudc nudic ngoai (thudc diéu tri ung thu - s¢ ding ky ¢6
hiéu Iyc 01 nam) duge phép Ivu hanh tai Viét Nam - Dot 75

CUC TRUGNG CUC QUAN LY DUGC

Cén ¢t Luat Dugce ngdy 14/6/2005;

Can cd Nghi dinh s& 188/2007/ND-CP ngay 27/12/2007 cia Chinh pha
quy dinh chifc ning, nhiém vu, quyén han v co cfu 14 chiic clia By Y i€

Can cif Quyét dinh 36 53/2008/QB-BYT ngay 30/12/2008 cia B trudng
Bo Y t&€ vé viéc quy dinh chic nang, nhiém vu, quyén han va co cfu t6 chitc cla
Cuyc Quan 1y duge thude Bo Y (&

Céin cif Théng twr s6 22/2009/TT-BYT ngay 24/11/2009 cha BY Y 1€ quy
dinh viéc dang kv thudc;

Can cif ¥ ki¢n clia Hoi déng Xét duyét thudc - Bo Y t&;
Xét dé nghi cia Trudng phong Pang k¢ thude - Cuc Quén 1y duoc,

QUYET PINH:

Piéu [: C4p sd ding ky cho 12 thudic nuéc ngoii (thudc didu tri ung thw -
s& dang ky <6 hiéu luc 01 ndm) duge phép luu hanh tai Viét Nam (danh muc
kém theo) - Dot 75.

Bicu 2: Cong ty sin xuft vi cong ty ding kv thudc c¢d trich nhiém cung
cdp thudic vao Viét Nam theo ding cic hé so 1ai liéu da dang kv v&i Bo Y t&. S6
dang k¥ dugec BO Y & Viét Nam cffp phai dugc in 1én nhan thude, $6 dang k¥ ¢6
k¢ hiéu VN1-...-11 co gi4 tri 01 ndm k€ 1l ngay k¢ Quyét dinh.

Piéu 3: Trong qud trinh lwu hanh, nha sin xuat phai két hop véi cdc cu sO
didu tri dé theo ddi higu luc, do an toin, tic dung khéng mong mudn cla thudc
trén ngudi Viét Nam va téng hop, béo cdo theo ding quy dinh hién hanh méi 06
thdng mét idn vé Cuc Quan 1¢ duge.

biéu 4: Quyét dinh nay cé hi¢u lyc ké tir ngay k¥ ban hanh.



Piéu 5. Gidm d6c SG Y t€ céc tinh, thanh phd trire thudce trung wong, gidm
dée cong ty san xudt va cong ty dang ky c6 thude tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay /.

Neinhgn: - w=-GUC TRUONG
- PGS, TS. Nguyén Thi Kim Tién - BT (dé b/c); 2 ;
- 'TS. Cao Minh Quang - TT (dé bfc); e

- Vy Padp ché, Vu Y Duge ¢6 truyén, Cuc Quin 1y Kham chitaff ™/ £ /.» -
bénh - B4 Y t€, Thanh tra B6 Y 1€}

- Vién KN thude TW, Vién KN thuée TP. HOM; ;

- Tong Cong ty Duge VN; e

- Cac 80 Y t€ tinh, thanh phd truc thude TW,

- Cyc Quan Y - B5 Qudce Phodng, Cuc Y t&€ - Bd Cong An, s
- Cuc Y t& Giao théng van tai; ' X N

- Bo hiém X2 hoi V?@t Nam; Truong Quéc Cuong
- Cic Bénh vién va Vién cé giudng bénh truc thude B6 Y 1&

- Website cha Cuc QLD, Tap chi Duoc vi M¥ phim-Cuc QLD;

- Céc don vi ¢6 thudc duge luu hanh tal Diéu 1;

- Luu: VP, BKT.
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BO Y TE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
B lip - Ty do - Hanh phie

DANH MUC 12 THUOC UNG THU BPUGC CAP SO BANG KY LUU HANH

HIEU LUC 61 NAM - BOT 75

- Ban hinh kém theo quyét dinh sé: ,724...../QLD-DK, ngay ..c5 ... 4.4 ..;2011
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1. CONGTY PANG KY
Cong ty TNHH Duge phim
Nhit Anh : 3
19-C12B duong Hoa Lan, P. 2,
Q. Phit Nhudn, TP, HG6 Chi
Minh - Viét Nam
1.1 Nha sén xuft
Remedica L.td,
Limassol Industriol Estaie P.C).
Box 31706 3308 Limassol - Cyprus
1|Arezol Anastrozole Vién nén 36 thang{NSX [Hép 2 vix | VNI1-364-11
bao phin - 14 vién
lmg
2|Novofen Tamoxifen Viénnén- [60thang[BP |Hop3vix [ VNI1-565-11
20mg 10 vién
2. CONG TY PANG KY
F.Hoffmann-La Roche Ltd.
Grenzacherstrasse 124, CH-
4070 Basel - Switzerland
2.1 Nha sin xuit
Roche Diagnostics GmbH
Sandhafer Strasse 116 68305
Marnheim - Germany ,
3| Mabthera (déng goi: F. Hoffmann- [Rituximab Dung dich |30 thédng{Nha [Hop2lo VNI-366-11
La Roche Ltd, dia chi: Wurmisweg dam dic dé sén .'
CH-4303 Kaiseraught, Thuy S¥) truyen tinh Xuét
mach -
100mg/10m
[ I3
4 Mabthera (dong géi: F. Hoffmann- |Rituxiriiab Dung dich |30 thdng|Nha {Hop | lo VN1-367-11
La Roche Ltd, dia chi: Wurmisweg dam dédc de 4sdn
CH-4303 Kaiseraught, Thuy 5%) truyen tinh xuat
mach -
500mg/50m
I
3. CONG TY PANG KY

[Fresenius Kabi Oncology I.td.
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Tén thudc chinh ham krong Tudi tho chuin| dong gbi 80 dang ky .
|3, Factory Road, Adj.
Safdarjung Hospital, Ring Road,
New Delhi- 110029 - India
3.1 Nha san xu#t
Fresenius Kabi Oncology Ltd
Village Kishanpura, P.O. Guru
Majra, Tehsil-Nalagarh, Distt.
Solan (H.P.) 174101 - India
Femizet Img Anastrozole Viénnén - |36 thang|NSX |Hép2 vix | VNI-568-11
lmg ' 14 vién
4.CONG TY PANGKY
Hetero Drugs Ltd.
7-2 A2, Hetero Corporale,
Industrial Estates, Sanathnagar,
Hyderabad Andhra Pradesh-AP
- India
4.1 Nha sin xuét
M/s. Hetero Drugs Limited
22-110, IDA Jeedimetla,
Hyderabad-500 035 - India
Bicamide-50 Bicalutamide |Viénnén |24 thangiNSX |Hop 10 vix | VNI-369-11
bao phim - 10 vién
50mg
5. CONG TY DANGKY
Kolon I Networks Corporation
533-2 Gasan-dong,
Geumcheon- gu, Seoul - Korea
5.1 Nha san xudt
Yuhan Corporation
807-1 Yangcheong-Ri, Ochang- .
eup, Cheongwan-gun, Chunghuk - !
;Korea :
Yuhanoxaliplatin Injection 100mg |Oxaliplatin Bot ddng |36 thang[NSX Hép 1lo VN1-570-11
khé d¢ pha
tiém -
_ 250mg
Yuhanoxaliplatin Injection 50mg | Oxaliplatin Bjt dong |36 thangNSX [Hop 1lg VYNI1-571-11
khé d€ pha
tiém - S0mg
6.CONG TY DANGKY
Korea United Pharm. Inc.
154-8 Nonkyun-dong
Kangnam-gu, Seoul - Korea
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6.1 Nha san xuit o
Korea United Pharm. Inc.
404-10, Nojang-Ri, Jeondong-
Myeon, Yeongi-kun, Chungram -
Korea
9|Tazet 10 Tamoxifen Viénnén {36thang|USP |Hoép3 vix
citrate bao phim - 31 10 vién
10mg
Tamoxifen
10(Tazet 20 Tamoxifen Viénnén {36thang{USP |Hgp3 vix
ciirate bao phim - 31 10 vién
20mg '
Tamoxifen
7.CONG TY PANG KY
Merck KGaA
Frankfurter Strasse, 250 64293,
Darmstadi - Germany
7.1 Nha sin xuft
Merck KGaA
Frankfurter Strasse, 250 64293,
Darmstadt - Germany
11|Erbitux Cetuximab Dung dich 36 thing[NSX |Hép 1 lg
tiém truyén 20ml
- Smg/m]
8. CONG TY PANGKY
Pharmaceutical Production
Company Hasco-Lek S.A.
Zmigrodzka Street 242F, 5]-131
Wroclaw - Poland
8.1 Nha sin xuit
Quality Pharma S.A
Villegas 1320/1510, San Justo,
Pcia. De Buenos Aires - Argentina
12|Enzastar Pemetrexed Botdong |24 thang{NSX [Hop 1 lp bgt
khd pha d6ng kho
tiém - pha ti€ém
300mg i 500mg

86 ding ky

VN1-572-11

VNI-573-11

VYN1-574-11

VN1-575-11
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