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CUC QUAN LY DUQC DPoc lap - Tu do - Hanh phiic
s6. 244 /Qb-QLD | Ha Noi, ngay A© thdng AD ndm 2012
QUYET PINH

Vé viéc ban hanh danh muc 27 thuéc nu6c ngoai (thuée diéu tri ung thar - 56
dang ky c6 hiéu luc 01 nam) dugc cap s6 dang ky luu hanh
tai Viét Nam - Dot 79

CUC TRUGNG CUC QUAN LY DUGC

Ca L ngay 14/6/2005;

7 Car 1l _ . ___. s6 188/2007/ND-CP ngay 27/12/2007 cia Chinh pha
quy dinh ct : nang, nhiém vu, quyén han v co cdu té chifc cia B Y t&;

Car -t Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 cha BO trudng
B0 Y t&€ vé viéc ¢y dinh chifc ning, nhiém vu, quyén han va co cfu t8 chic cta
Cuc Quan 1y dugc thudéc BO Y t€ va Quyét dinh s6 3106/QD-BYT ngay
29/8/2011 ctia B trudng Bo Y t€ vé viéc sira d6i, b6 sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cua B6 truong B6 Y t€ quy dinh chic nang,
nhiém vu, quyén han va co cfu t8 chitc cia Cuc Quan 1y Dugc thudéc Bo Y t€;

Can cit Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cia Bo Y t€ quy
dinh vige ding ky thudc;

Cin ¢ ¥ kién ciia Hoi d6ng Xét duyét thue - BO Y té;

Xét dé nghi clia Trudng phong Dang ky thuéc - Cuc Quan ly Dugc,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 27 thu6c nuéc
ngoai (thudc diéu tri ung thi - s6 dang ky c6 hiéu luc 01 nim) duge cdp s6 diang
ky Iwu hanh tai Viét Nam - Dot 79.

Diéu 2. Nha san xuit va céong ty diang ky thubc c6 trach nhiém cung cap
thu6c vao Viét Nam theo ding céc hd so tai liéu di dang ky v6i BO Y t€, S6 dang
ky duoc Bo Y t€ Viét Nam cép phai dugc in 1én nhin thube. S6 dang ky cé ky
hiéu VNI1-...-12 c6 gi4 tri 01 nam k€ tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, cong ty ding ky thuSc, nha sin xuit
phéi ph6i hgp véi cic co s& diéu tri d€ thuc hién theo ding céc quy dinh hién
hanh vé thu6c ké don va theo d6i hiéu luc, d6 an toan, tic dung khéng mong
muén ctia thu6c trén ngudi Viet Nam va téng hop, b4o cdo theo diing quy dinh
hién hanh méi 06 thang m6t 14n vé Cuc Quan 1y Dugc.



Piéu 4. Nha sdn xuit va cong ty ding ky thu6c phai chdp hanh ddy da
phép luat ctia nuéc CHXHCN Viét Nam va cic quy dinh cua Bo Y t€ vé nhap
kh4u thu6c va hru hanh thu6c tai Viét Nam; néu cé bét cif thay d6i gi trong qué
trinh luu hanh thuéc & nude sé tai va & Viét Nam th1 phai bao cdo ngay cho Cuc

Quan 1y Duge - B Y t€ Viét Nam.

Diéu 5. Quyét dinh ndy c6 hiéu luc ké tir ngdy ky ban hanh.

Diéu 6. Gidm d6c SO Y t€ céc tinh, thanh phd truc thudc trung uong, gidm
d6c nha san xuét va céng ty diang k¥ cé thuéc tai Diéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhén:

- Nhu Diéu 6;

- BT. Nguyén Thi Kim Tién (d€ b/c);

- TT. Cao Minh Quang (dé b/c);

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

- Cuc Y t€ Giao thong van tai - B4 Giao théng van tai;

- Téng cuc Hai quan - B9 Tai chinh;

- Bao hiém X3 hoéi Viét Nam;

- Vu Phdp ché, Vu Y Dugc ¢6 truyén, Cuc Quan ly Khim chi¥:
bénh - B6 Y t&, Thanh tra BO Y t€;

- Vién KN thuéc TW, Vién KN thusc TP. HCM;

- Téng Cong ty Dugc VN;

- C4c Cong ty XNK Dugc phim;

- Céc Bénh vién & Vién c6 giudng bénh tryc thuoc BO Y t€;

- Website ctia Cuc QLD, Tap chi Dugc & M§ phdm-Cuc QLD;
- Lwu: VP, KDD, PKT(10).

CuC TRUéNd
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DANH MUC 27 THUOC NUGQ NGOAI DIEU TR] UNG THU PUGQC CAP SO PANGKY
LUU HANH HIEU LUC 01 NAM - BGT 79

Ban hanh kém theo quyét dinh sé: ... L. 4.4.../QD-QLD, ngay ...4¢.../.. 4./ 2012

R A Hoat chit |Dang thude [ Tudi| Tieu Quy cich £ ,
STT Tén thuoc chinh | ham lwgng | the | chudn| domggsi | -0 J3n€KY
1. CONG TY PANGKY
Actavis International Ltd
BLB (016 Bulebel Industrial
Estate, Zejtun ZTN 3000 -
Malta
1.1 Nha sén xuét
Actavis Italy S.p.A.-Nerviano .
Plant
Viale Pasteur 10, Nerviano, Milan,
120014 - Italy
1{Sindoxplatin 100mg Oxaliplatin bot dong 48 INSX [Hop1lo VN1-711-12
kho pha thang 100mg
dung dich
tiém-100mg
2|Sindoxplatin 50mg Oxaliplatin bot dong 48 INSX [Hopllo VN1-712-12
kho pha  [thing 50mg
dung dich
tiém-50mg
- — ] — o —— v — — — :_ —_—— ——’- ———————— r— ————— —_——— — e — ]
2. CONG TY DANGKY
Céng ty cb phan BT Viét Nam
1B Trung Liét, O. Péng Pa, Ha
N¢i - Viét Nam :
2.1 Nha sin xuit
Haupt Pharma Munster GmbH
Schleebruggenkampn 15, D-
48159 Munster - Germany
3| Anastrozol Azevedos Anastrozole Vién nén 48 INSX [Hop2vix VN1-715-12
bao phim- [thdng 14 vién
Img
——— —— ——— S St —— — — — —_——t———t — —— — — ] —————_——
3. CONGTY PANGKY
Cong ty Cé phin BT Viét
Nam
S6 1B Trung Liét, Q. Pdng Pa,
Ha Néi - Viét Nam
3.1 Nha sin xuét
Eurofarma Laboratorios Ltda.

Trang 1




Coéng ty cb phin Dwrge phim
Minh Ky
863, L6 C, Cu xd Lac Long
Quén, P.5, .11, TP. H6 Chi
Minh - Viét Nam

5.1 Nha sin xuit
Vianex S.A

16km. Marathonos Ave., 153 51
Pallini Attiki - Greece

R p Hoat chit |Dang thuéc|Tudi| Titu | Quy cach K ax 1
STT Tén thuoe chinh ham lwgng | tho | chuén dong goi S0 ding ky
Avenida Vereador Jose Diniz, No.
3465 - Campo Belo, Sao Paulo -
SP - Brasil
4} Gemcitabine Hydrochloride Gemcitabine ~ |Bot dong 24 INSX |Hop 1o VN1-713-12
Hydrochloride |kho pha  [théng|
tiém- 1g
Gemcitabin
e
5| Gemcitabine Hydrochloride Gemcitabine  |Bot déng 24 INSX [Hopllo VNI1-714-12
200mg hydrochloride  |khd pha  [thang 10ml
- tiém truyén
tinh mach-
200mg
Gemcitabin
e
I ] S N A R
4. CONG TY DANGKY
Céng ty C6 phan Dwrge phim
Duy Tén
22 Hb Biéu Chénh, Q. Phi
Nhugn, TP. Ho Chi Minh - Viét
Nam .
4.1 Nha sin xuit
Laboratorios IMA S.A.L.C.
Palpa 2870, Ciudad Autonoma de
Buenos Aires - Argentina
6|Paclirich (Déng géi bai: Paclitaxel Dungdich | 24 {NSX [|Hop 1lo5Sml| VNI-716-12
Laboratorios Richmond S.A.C.LF, dam dac thang
dia chi: Elcano No 4938, Ciudad pha tiém-
\utonoma de Buenos Aires, 30mg/5ml
Argentina)
71 Paclirich (Péng géi bdi: Paclitaxel Dungdich | 24 [NSX |Hopllo VN1-717-12
Laboratorios Richmond S.A.C.LF, dim djc  [thang 17ml
dia chi: Elcano No 4938, Ciudad pha tiém-
Autonoma de Buenos Aires, 100mg/
Argentina) 17ml
I ————— —_———t—— ANt —_ .
5.CONG TY DANG KY

Trang 2
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STT Tén thude
_ il 1000mg/y....
91Gemnil 200mg/vial

6. CONG TY PANG KY

Cong ty Cb phin Tap doan
Dugc phim & Thwong mai
Sohaco

S6 5 Ldng Ha, Ba Pinh, Ha Nji
- Viét Nam

6.1 Nha sin xuit
Boryung Pharmaceutical Co.,
Ltd.

1122-3, Singil-dong, Danwon-ku,
Ansan-si, Kyungki-do 425120 -
Korea

BR-cis 10mg/10ml; 50mg/50ml

7. CONG TY PANGKY
Cong ty TNHH Hoa Dwgc
Hop Tac

Tdng 6, 456 Phan Xich long,
phuong 2, qudn Phit Nhudn, TP,
HCM - Viét nam

7.1 Nha sin xuit
Genepharm S.A.

18th Km Athens - Marathon Ave,
15344 - Greece ’

Megaflazin

7.2 Nha sin xuit
Mustafa Nevzat Ilac Sanayii A.S.

Hoat chit |Dang thuéc |Tudi| Tieu | Quy cach S& di ,
chinh  |ham lwong | the | chuin| dong goi 0 dang ky
uemenaoine HCl bt dong 24 INSX [Hép1lo A v
kho d€ pha {théng
dung dich
|tiém truyén-
1000mg
gemcitabine
Gemcitabine HC] bot dong 24 INSX |Hop1lo VN1-719-12
kho dé pha [thing
dung dich -
tiém truyén-
200mg
gemcitabine
—————————————— -——~-J-——-—‘—~~———~————— -——————
Cilastatin Dung dich | 24 |BP Hop 10 1o VN1-720-12
tiém- thang 10ml; hép 10
Img/ml lo 50ml
________ SO N N R S
Carboplatin dung dich 24 INSX {Hopllo VN1-721-12
tiém- thang 150mg/15ml
10mg/ml

Trang 3



. £ Hoat chit |Dang thuéc |Tubi| Tiéu | Quy cich £ da -
STT " thube chinh ham lugng | tho | chudn| déng goi 56 ding ky
Sanayi Cad. No:66,
Cobancesme-Yenibosna Istanbul -
Turkey
12|Esolat 20mg Docetaxel dungdich | 24 |NSX [Hopllo VN1-722-12
tiém-20mg |thang thuoc + 1 1o
dung méi
13{Esolat 80mg Docetaxel dungdich | 24 |NSX [Hépllo VN1-723-12
tiém-80mg |théng thude + 1 lo
dung moéi
-—-———J ————— T T ;— _—_—, ———————————— ﬂ—————‘—-————l ———————————————
8. LG T P™ANGKY
F.Hoffmann-La Roche Ltd.
Grenzacherstrasse 124,
CH-4070 Basel - Switzerland
8.1 Nha sin xuit
Roche S.p.A
Via Morelli 2 - 20090, Segrate,
Milano - Italy
14|Tarceva Erlotinib Vién nén 48 INSX [Hop3vix VN1-724-12
bao phim- [thang 10 vién
150mg
15|Tarceva (Péng gbi: F. Erlotinib Vién nén 36 |NSX [Hop3vix VN1-725-12
Hoffmann-La Roche Ltd., dja chi: bao phim- (thing 10 vién
CH-4303 Kaiseraugst, Thuy s¥) 150mg
IR U —_ 4 SO —
9. CONG TY PANGKY
Fresenius Kabi Oncology
3, Factory Road, Adj.
Safdarjung Hospital, New
Delhi- 110029 - India
9.1 Nha sin xuat
Tresenius Kabi Oncology Ltd
Village Kishanpura, P.O. Guru
Majra, Tehsil-Nalagarh, Distt.
solan (H.P.) 174101 - India
16|Gemita 1g Gemcitabine Bot dong 24 [USP [Hopllo VNI1-726-12
khé pha thang
dung dich
tiém truyén
tinh mach-
lg

Trang 4




STT

18

19

20

Tén thuée

. Gemilta PRVVITES

10. CONG TY PANG KY

Fresenius Kabi Oncology
B-310, Som Datt Chambers-1,
Bhikaji Cama Place, New
Delhi-110066 - India

10.1 Nha sin xuét
Fresenius Kabi Oncology Ltd
Village Kishanpura, P.O. Guru
Majra, Tehsil-Nalagarh, Distt.
Solan (H.P.) 174101 - India

Irinotel 100mg/5ml

Irinotel 40mg/2ml

11. CONG TY PANGKY
Invida (Singapore) Private
Limited
79 Science Park Drive # 05-01
Cintech IV Singapore (118264)
- Singapore

11.1 Nha sin xuit
Eli Lilly & Company
Indianapolis, In 46285 - USA

Gemzar

11.2 Nha sin xuit
Lilly France

2 rue du Colonel Lilly, 67640
Fegersheim - France

Hoat chit |Dang thuéc|Tudi| T
chinh ham lrgng | the | ch

Gemcitabine Bot dong 24 |\USr

kho pha thang

dung dich

tiém truyén

tinh mach-

200mg
- ———— - —— ———
Irinotecan * |Dung dich | 24 [NSX
hydrochloride  [tiém truyén- |thang

20mg/ml
Irinotecan Dungdich | 24 [NSX
hydrochloride  |tiém truyén- |thang) -

~ |20mg/ml

Gemcitabine B§t dong 36 |NSX
Hydrochloride |kho pha thang

dung dich

tiém truyén-

200mg

Gemcitabin

e

44— ]

+—t————— +

Quy cich
dong goi

Hop 1lo

Hop 1 lo Sml

Hop 1 lo 2ml

Hop 1 1o

S6 dang ky

viINLIT/ L1 4

VN1-728-12

VNI1-729-12

VNI1-730-12

Trang §



STT

22

23

24

25

Quy cach

. £ Hoat chit |{Dang thudc | Tudi| Tiéu £ ax ,
Tén thuoc chinh ham hrong | tho | chuidn| déng géi S0 dang ky
Allmia Pemetrexed Bat dong 24 INSX [Hopllo VNI1-731-12
disodium kho pha thang
heptahydrate dung dich
tiém truyén-
500mg
Pemetrexed
————— A ——__—_._:__——_I [ ——_“——-‘—’_—-1-——‘—1-—__—-— - T T T
12. CONG TY PANGKY
PT Actavis Indonesia
Jalan Raya Bogor Km. 28
Jakarta 13710 - Indonesia
12.1 Nha sdn xuit
S.C.Sindan-Pharma SRL
'1th Ion Mihalache blvd., Sector
1, Zip code 011171, Bucharest -
Romania
Fludalym 25mg/ml Fludarabin Bot dong 48 INSX (Hop1llo,5 | VNI1-732-12
phosphate kho pha thang lo x 50mg
dung dich
truyén-
50mg
Sindroxocin 10mg Doxorubicin Bot pha 48 INSX [HoOp1lo VN1-733-12
dung dich [thdng 10mg
truyén-
10mg/5ml
Tadocel 20mg/0.5ml Docetaxel Dungdich | 24 |NSX |Hoplo+1 VN1-734-12
dam dac dé |thang lo dung méi
pha dich 1,5ml
truyén-
20mg/0,5ml
Tadocel 80mg/2ml Docetaxel Dungdich | 24 [NSX |Hopllo+1| VNI-735-12
dam dac dé |thang lo dung mdi
pha dich 6ml
truyén-
80mg/2ml
____________________ [Pomezml |

13. CONG TY DANG V¥
Sun Pharmaceutical
Industries Ltd.

Acme Plaza, Andheri - Kurla
Rd., Andheri (E) Mumbai -
India

13.1 Nha s3n xuiat

Sun Pharmaceutical Industries
Ltd.

Halol-Baroda Highway, Haloi-389
350, Dist. Panchmahal, Gujarat -
India

Trang 6



STT - .n thubc

-

_ingemtaz 1g

27{Sungemtaz 200mg

Hoat chit
chinh

—_— ————

Gemcitabine
Hydrochloride

Gemcitabine
Hydrochloride

Dang thudc | Tudi
ham lugng | tho
Bot dong 36
kho dé pha |thang
tiém-1g
Gemcitabin

e

Bot dong 36
kho dé pha |théng
tiém-200mg
Gemcitabin

e

Trano 7

Tiéu | Quy cach £ ax ,
chuin| donggei | S0 dangly
USP |Hop1llo VNI1-736-12
USP [H¢p llo VN1-737-12

I R .
G
wong




