BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPoc lap - Tu do - Hanh phiic
S6: 36 /QD-QLD Ha N¢i, ngay ¢ thdng 3 ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 07 thudc nu6c ngoai
(thuéc diéu tri ung thu dang ky 14n dau - s6 ding ky c6 hiéu luc 02 nam)
duoc cdp s6 dang ky hru hanh tai Viét Nam - Dot 85

CUC TRUGNG CUC QUAN LY DUGC

Can cif Luat Dugc ngay 14/6/2005;

Cin cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 clia Chinh phii quy
dinh chic nang, nhiém vu, quyén han va co céu t8 chiic ctia B Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngdy 30/9/2013 clia B6 trudng Bo Y
t€ quy dinh chitc nang, nhiém vu, quyén han va cg céu té chic clia Cuc Quan 1y
Dugc thudc BO Y t€;

Can ctt Thong tr s6 22/2009/TT-BYT ngay 24/11/2009 cla Bo Y t€ quy
dinh viéc dang ky thuéc;

Cin ¢t ¥ kién ca Hoi d6ng tu van cép s6 ding ky luu hanh thuée - BO Y
té;

Xét dé nghi cia Trudng phong Dang ky thude - Cuc Quan 1y Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 07 thuéc nudc
ngoai (thudc diéu tri ung thu ding ky 14n déu - s6 ding ky c6 hiéu luc 02 nam)
dugce cép s6 dang ky lvu hanh tai Viét Nam - Dot 85.

Piéu 2. Nha san xudt va cong ty ding ky thudc c6 trach nhiém cung cip
thu6c vao Viét Nam theo ding céc hé so tai liéu da dang ky v6i BO Y t€. S6 diang
ky duoc B6 Y t€ Viét Nam cdp phai dugc in 1én nhan thube. S§ dang ky c6 ky
hiéu VN2-...-14 c6 gié tri 02 nam k€ tir ngay ky Quyét dinh.

Piéu 3. Trong qud trinh lwu hanh, cong ty dang ky thudc, nha san xuét
phéi phéi hop véi cdc co sé diéu tri d€ thuc hién theo diing cdc quy dinh hi¢n
hanh vé thu6c ké don va theo d6i hi¢u luc, dO an toan, tdic dung khong mong
muén cba thudc trén ngudi Viét Nam. Cong ty dang k¥ ¢6 tréch nhiém tdng hop
cic bdo céo clia cdc don vi trén vé Cuc Quan Iy Duge theo ding quy dinh hién
hanh méi 06 thang mot 14n.

Piéu 4. Nha san xudt va cong ty dang ky thuSc phai chép hanh ddy du
phép luat ctia nu6c CHXHCN Viét Nam va céc quy dinh cia Bo Y t€ vé nhép



khdu thu6c va Iuu hanh thusc tai Viét Nam; néu c6 bat cit thay doi gi trong qu4
trinh Tvu hanh thudc & nuse s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1§ Dugc - B6 Y t€ Viét Nam.

Diéu 5. Quyét dinh nay ¢6 hieu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm d6c S5 Y 1€ c4c tinh, thanh phé truc thude trung vong, gidm
déc nha san xudt va cong ty dang ky c6 thuSc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

U ]
—— CUC TRUGNG
- Nhu Biéu 6;

- B trudng Nguyén Thi Kim Tién (d€ bfc);

- Cuc Quan Y - B4 Quéc phong, Cuc Y £ - B¢ Cong an;
- Cuc Y t& Giao théng v4n tii - B9 Giao théng van tii;

- Téng cye Hai quan - Bo Tai chinh;

- Bio hiém Xa hoi Viét Nam;

~ Vu Phép ché, Cuc Quan 1¥ Khdm, chita benh - Bo Y t&,
Thanh tra B Y 1€;

- Vien KN thuéc TW, Vien KN thudc TP. HCM; e
- Téng Cong ty Duoc VN. Truong Quéc Cudng
- Céc Cong ty XNK Duge phim;

- C4c Bénh vién & Vién c6 giudmg bénh trye thude Bo Y &

- Website chia Cuc QLD, Tap chi Duge va MP - Cuc QLD:

- Luu: VP, KDD, PKT(10).



BOYTE
CUC QUAN LY DUGQC

DANH MUC 07 THUOC PIEU TRI UNG THU BUGC CAP SO DANG KY

Ban hanh kém theo quyét dinh s6: £35./QD-QLD, ngay (4.1 /.. L6

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phiic

LUU HANH HIEU LUC 02 NAM - DOT 85

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

1.1 Nha san xuit: Thymoorgan Pharmazie GmbH (D/c: Schiffgraben 23-38690 Vienenburg -

Germany)
‘ Hoat chit chinh - | Dang bao |Tubi] Tigu | Quy cich £ e v
» : % d
SLY Tén thube Ham lrgng ché tho [chuin| dong géi sl L
1 |Santabin (Péng géi: Gemcitabin (dudi  |{B6t phatiém| 36 [NSX [Hépllo VN2-216-14
PNG Gerolymatos SA  |dang Gemcitabin thang
(Plant B") 4 Asklipiou, |hvdroclorid) 1g

Kryoneri Attiki, 14568,
Hi Lap)

2. Cong ty dang ky: Cadila Healthcare Ltd. (P/c: Zydus Tower, Satellite Cross Road,
Ahmedabad 380 015 - India)

2.1 Nha sin xuat: Cadila Healthcare Ltd. (D/ec: Kundaim Industrial Estate, ponda, Goa-403 401

- India)
: £ Hoat chit chinh - | Dang bao [Tubi| Tieu | Quy cich 6 dine kv
G G s d
STT Temhuge Ham lrgng ché | tho [chudn| donggei | o oone R
2 [|Femistra Tablets Anastrozole 1mg Viénnén bao] 24 INSX |HOp 10vix 10 | VN2-217-14
phim théng vién

3. Cong ty ding ky: Cong ty C6 phan Dugc phim Duy Tén (B/c: 22 HS Biéu Chdnh, Q. Phii
Nhudn, TP. H6 Chi Mink - Viét Nam)

3.1 Nha sin xuit: Laboratorios IMA S.A.LC. (D/c: Palpa 2862, of the City of Buenos Aires -

Argentina)
. P Hoat chét chinh - | Dang bao |Tudi| Tiéw [ Quy cich § o ;
STT Lt Ham hrong ché tho |chuin| dong goi 50 dang ky
3 |[Belipexade (Co s& dong !Pemetrexed (dudi  [Bot déng 24 [NSX [Hoép1lo VN2-218-14
g6i: Laboratorios dang pemetrexed  |khd dé pha [théng
Richmond S.A.C.LF,, |dinatri tiém truyén

Trangi1




d/c: Elcanc 4938, of the jhemipentahydrat)
City of Buenos Aires,  [500mg
Argentina)

4. Céong ty ding ky: Céng ty Cb phin Tip doan Dwgc phim & Thuong mai Sohaco (P/c: 565
Ldang Ha, Ba Dinh, Ha Ngi - Viét Nam)

4.1 Nha san xuét: Boryung Pharmaceutical Co., Ltd. (D/c: 1122-3, Singil-dong, Danwon-ku,
Ansan-si, Kyungki-do 425120 - Korea)

5 P Tioat chét chinh - | Dang bao Tudi| Titu | Quy céch - )

STT Tenthuts Ham hrong ~ ché tho |chudn| déng géi Sodanghy

4 |Xalipla inj 100mg -|Oxaliplatin 100mg {Bot dong 36 INSX |Héptlle VN2-219-14
kh& pha tiém|thing

5. Cong ty ding ky: Cong ty TNHH Duwgc phim Bach Viét (B/c: S6 146, ngs 230 Dinh Céng
Thugng, P. Dinh Céng, Q. Hoang Mai, Ha Néi - Viét Nam)

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

. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich g i
L Lo thye Ham lrong ché | tho |chudn| donggsi | - Ore K
5 |Gemcitabine Medac Gemcitabine (duéi  |B§t dong 36 INSX [Hépllo VN2-220-14
dang gemcitabine  |kho pha thang
hydrochloride) dung dich
1000mg truyen tinh
mach

6. Cong ty ding ky: Hexal AG (B/c: Industriestrasse 25, 83607 Holzkirchen - Germany)

6.1 Nha san xuit: Salutas Pharma GmbH (P/c. Otto-von-Guericke-Allee 1, D-39179 Barleben -

Germany)
o £ Hoat chét chink - | Dang bao Tudi| Tiéu Quy cach S& dane ke
aEL Tew thuse Ham hrgng ché tho |chudn| déng goi SEANE R
6 [Anozeol Anastrozole Img  |Vién nén bao| 60 [NSX (Hop2vix i4 VN2-221-14
phim thang vién

7. Cong ty ding ky: Korea United Pharm. Inc. (B/c: 154-8 Nonhyun-dong, Kangnam-gu, Seoul -
Korea)

Trang 2




7.1 Nha sian xuit: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si -
Korea)
- Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch i ]
3 5 2~ S6 ax
STL Tén thuoe Ham luwong ché | tho |chuin| déng goi 0 ding ky
7 |Thubc tiém Unitrexates |Methotrexat Dungdich | 36 [BP  |H6p10lox VN2-222-14
' 50mg/2ml tiém thang|2012 |2ml /

Trang 3

Trrong Quédc Cuimg
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