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CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic
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QUYET PINH

Vé viéc ban hanh danh muc 16 thuéc nuéc ngoai (thuéc diéu tri ung thu - s6
Axp~ ¢ ¢6 hiéu lirc 01 nam) dugce cap s6 dang ky luu hanh
tai Viét Nam - Dot 78

CUC TRUONG CUC QUAN LY DUGC

Can ct Luat Dugc ngay 14/6/2005;

Cin ci Nghi dinh s& 188/2007/ND-CP ngay 27/12/2007 cta Chinh pha
quy dinh chic nang, nhiém vu, quyén han va co cdu t6 chic ctia Bo Y t€;

Can ct Quyét dinh sd 53/2008/QD-BYT ngay 30/12/2008 cha Bo trudng
Bo Y t& vé viéc quy dinh chiic nang, nhiém vy, quyén han va co ciu td chifc cliia
Cuc Quan ly duge thuoc Bo Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 ctia Bo trudng Bo Y t&€ vé viéc slra déi, bd sung Diéu 3 Quyét dinh s6
53/2008/Qb-BYT ngay 30/12/2008 ciia Bo trudng Bo Y t€ quy dinh chic nang,
nhiém vy, quyén han va co cau té chic clia Cuc Quan 1y dugc thuoc Bo Y &

Can ct Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia Bo Y t€ quy
dinh vi¢c dang ky thudc;

Can cu y kién cta Hoi dong Xét duyét thude - Bo Y t€;

Xét dé nghi cla Trudng phong Dang ky thudc - Cuc Quan 1y dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 16 thudc nuge
ngoai (thudc diéu tri ung thu - s6 ding ky ¢6 hiéu luc 01 nam) dugc cap s dang
k¢ luu hanh tai Viet Nam - Dot 78.

Diéu 2. Cong ty san xuét va cong ty diang ky thubc c6 trach nhiém cung
cép thudc vao Viét Nam theo dung céc hd so tai liéu di dang ky véi Bo Y t€. S
dang ky dugc Bo Y t€ Viét Nam cap phai dugc in 1én nhén thudce. SO dang ky ¢6
ky hiéu VNI-...-12 ¢6 gi4 tri 01 nam ké tr ngay ky Quyét dinh.

Diéu 3. Trong qué trinh luu hanh, nha san xuét phai két hop véi cc co s&
diéu tri d€ theo ddi hiéu luc, do an toan, tic dung khong mong mudn cua thuéc

trén ngudi Viét Nam va téng hop, béo cdo theo diing quy dinh hién hanh moi 06
thang mot 14n vé Cuc Quan ly duoc.



Diéu 4. Quyét dinh nay c6 hiéu Iuc ké tr ngay ky ban hanh.

Diéu 5. Gidm ddc S& Y t€ céc tinh, thanh phé trye thudc trung wong, gidm
doc cong ty san xudt va cong ty diang ky c6 thudc tai Piéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 5;

- BT. Nguyén Thi Kim Tién (dé b/c);

- TT. Cao Minh Quang (dé b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y t&€ - Bo Cong an;

- Cuc Y t€ Giao thong van tai — Bo Giao thong van tai;

- Téng cuc Hai quan — Bo Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phap ché, Vu Y Duge ¢d truyén, Cuc Quén 1y Khdm chita_
bénh - Bo Y t€, Thanh tra B0 Y t&;

- Vién KN thugc TW, Vien KN thusc TP. HCM; ~ s
- Téng Cong ty Dugc VN; - - wmvmg guvL LUHONE
- C4c Cong ty XNK Dugc phdm;

- Céc Bénh vién & Vién c6 giudng bénh truc thudc Bo Y 1€;

- Website clta Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;

- Lwu: VP, KDD, DKT(12).




BO Y TE CONG HOA XA HOQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic

DANH MUC 16 THUOC NUGC NGOAI PIEU TRI UNG THU BUGC CAP SO DANGKY
LUU HANH HIEU LUC 01 NAM - BOT 78

Ban hanh kém theo quyét dinh s6: /&S......./QD-QLD, ngay oldec...). o] 2012

" ; Hoat chét Dang thube| . ;. Tiéy Quy cach Sé diing kv
STT Tén thuoe chinh ham lhegng Tudi the chuan| doéng gobi o fang &y
1. CONG TY PANGKY
Ascent Pharmahealth Limited
151-153 Clarendon Street,
South Melbourne, Victoria 3205
- Australia
1.1 Nha san xuit
Douglas Pharmaceuticals Ltd.
P O Box 45027, Auckiand - New
Zealand
1{DP-Anastrozole Anastrozole Vién nén 36 thang|NSX (Hop2vix | VNI1-655-12
bao phim - 15 vién
I I N D e
2. CONGTY DANGK™"
AstraZeneca Singapore Pte.,
Ltd.
8 Wilkie Road, #06-01 Wilkie
Edge, 228095 - Singapore
2.1 Nha san xuit
Intas Pharmaceuticals Ltd.
Matoda 382 210, Dist. Ahmedabad
- India
2|Maxtecine Epirubicin Dung dich |24 thang|NSX |Hop 1 lo VN1-657-12
Hydrochloride tiém‘ hoac Sml
truyén -
2mg/ml
3] Maxtecine Epirubicin Dung dich |24 thang|NSX |Hop ! lo VNI1-656-12
Hydrochloride |tiém hodc 25ml
truyen -
2mg/ml )
B A T T T T T ] I R e - —
3.CONGTY DPANGKY
Céng ty C6 phan Dwgc phim
Duy Tan
22 H6 Biéu Chanh, Q. Phii
Nhudn, TP. H6 Chi Minh - Viét
Nam
3.1 Nha san xuit
Pharmachemie BV
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. ; Hoat chiat  |Dang thudc|_. ;. Tiéu | Qu £ as ,
STT Tén thuoe ohinh ham lrgng Tuoi tho chunl ¢ So6 dang ky
The Netherlands
4|Epirubicin - Teva 2mg/ml Epirubicin Dung dich |24 thang|NSX |Hop 1 lo VNI1-660-12
Hydrochloride |[tiém truyén 25ml
- 2mg/ml
3.2 Nha sin xuét
Teva Pharmaceutical Industries
Ltd.
64 Hashikma Street, Kfar Sava
44102 - Israel
5]Teva-Bilucamide 50mg Bilucamide Viénnén |36 thang|NSX |Hop 4 vix 7| VNI1-661-12
bao phim - vién
S0mg
3.3 Nha sin xuit
Teva Pharmaceutical Works
Private Limited Company
Tancsics Mihaly ut 82, H-2100
Godollo - Hungary
6]Docetaxel Teva Docetaxel Dung dich’ 18 thang|NSX {Hop 1 1o VN1-662-12
d4m ddc dé 2,88ml & 1
pha tiém lo dung méi
truyén - 5,12ml
80mg/lo
4.CONGTYPANGKY| (| | + |
Céng ty C6 phin Dugc phim
Duy Tan
72/17 Tran Quéc Todn, Q. 3,
TP. Hb6 Chi Minh - Viét Nam
4.1 Nha sin xuét
Lemery, S.A. de C.V.
Martires de Rio Blanco No 54,
Col. Huichapan, Xochimilco, C.P.
16030, Mexico, D.F. - Mexico
7|Irinotecan Teva Irinotecan dung dich |24 thang{NSX [hop1lo2 | VNI-659-12
Hydrochloride |dam dic ml
trihydrate pha tiém -
20mg/ml
8|Irinotecan Teva Irinotecan dung dich |24 thangiNSX thop1lo2 | VN1-658-12
Hydrochloride |[dam dic ml
trihydrate pha tiém -
20mg/ml
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5.CONGTY DANGKY
Céng ty c¢b phin Dugce phim
Minh Ky
Trang 2




n % Hoat chat |Dang thudc| . ;. Tidu | Quy cich |gx .00\
STT 1én thude chinh ham lwgng Tudi the chuan| ddéng goi ° L
S6 3, L6 C, Cuxé Lac Long
Qudn, P.5, Q.11, TP. H6 Chi
Minh - Viét Nam
5.1 Nha san xuit
Vianex S.A
16km. Marathonos Ave., 153 51
Pallini Attiki - Greece
9|Pataxel Paclitaxel dung dich |24 thang|NSX |Lo VN1-663-12
dam dac 30mg/5ml;
pha tiém - lo
16mg/ml 100mg/16,7
ml; lo
300mg/50ml
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6. CONG TY BANGKY
Céng ty Qé phén Tap doan
Dwgc pham & Thwong mai
Sohaco
86 5 Ldng Ha, Ba Dinh, Ha Nji
- Viét Nam
6.1 Nha san xuét
Boryung Pharmaceutical Co.,
Ltd.
1122-3, Singil-dong, Danwon-ku,
Ansan-si, Kyungki-do 425120 -
Korea
10{A.D. Mycin inj. 10mg/5ml Doxorubicine | Thubc tiém |24 thang|USP |Hép 1 lo VNI1-664-12
Hydrochloride |-2mg/ml 10mg/5ml
11{A.D. Mycin inj. 10mg/5ml Doxorubicine | Thudc tiém |24 thang|USP |Hop 1 lo VNI1-665-12
- Hydrochloride N 2ing/ml SOmgLZZmi o
7.CONG TY PANGKY
Céng ty C6 phin Thwong mai
Y dwgc Sao Do
S6 14 16 39, Mai Dich, Cdu
Giay, Ha Noi - Viét Nam
7.1 Nha sin xuit
Farmaceutica Paraguay S.A
Waldino Ramon Lovera F/Del
Carmen Y Don Bosco Fernando de
la Mora - Paraguay
12|Doxopeg Doxorubicin Héndich |18 thang|NSX Hop 1 lo VN1-666-12
Hydrochloride |[tiém - hon dich
Doxorubici 10ml
n HCI
2,0mg/ml
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Tén thudc

wvng 1y wu phé‘ln 1 DUYC viet
Nam
P1414, CT5- DN 3, Khu dé thi
My Dinh 2, Twr Liéem, Ha Ngi -
Viet Nam

8.1 Nha sin xuit
Yangtze River Pharmaceutical
{Group) Co., Ltd.

No.1, South Yangtze River Road,
Taizhou, Jiangsu, China - China

Kingxol

9. CONG TY PANGKY

Cong ty TNHH DP va Hoa
chat Nam Linh

22/6 duomg 15, P. Tdn Kiéng,

Nam

9.1 Nha san xuit
Zydus Hospira Oncology Private
Limited (Zhopl)

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

Hospira Docetaxel injection
20mg/2ml

10. CONG TY PANGKY
Laboratorios Liconsa, S.A.
Gran Via Carlos 111, 98, 08028,
Barcelona - Spain

10.1 Nha san xuét
Douglas Pharmaceuticals Ltd.

Corner Te Pai Place and Central
Park Drive, Lincoln, Auckland -
New Zealand

DP-Anastrozole

Qudn 7, TP. H6 Chi Minh - Viét |

Hoat chit
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Dang thudc
ham lwor -

Tudi tho

Paclitaxel

docetaxel

Anastrozole

thudc tiém -
30mg

dung dich
dam dic
dung dé pha
tiém truyén
- 20mg/2ml

Vién nén
bao phim -
Img
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———
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chuan

USP
31
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NSX
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d’ i

S6 ding ky

hdp to chira
20 hdp nho
Sml

Hop 1 lo
2ml

Hop 2 vix
15 vién

VNI1-667-12

VNI1-668-12

VNI1-669-12
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11. CONG TY PANG KY
PT Actavis Indonesia
Jalan Raya Bogor Km. 28
Jakarta 13710 - Indonesia
11.1 Nha sin xuit
S.C.Sindan-Pharma SRL
11th Ion Mihalache blvd., Sector 1,
Zip code 011171, Bucharest -
Romania
16{Sintopozid Etoposide Dung dich, 36 thang{NSX [Hop 1 bng | VN1-670-12
dam dic dé Sml
pha dich
truyén -
20mg/ml
- ] _ i SN S —
o
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