BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Tw do - Hanh phiic
S6: 671/QP-QLD Ha Néi, ngay 17 thang 12 nam 2015
QUYET PINH

VE VIEC BAN HANH DANH MUC 12 THUOC NUGC NGOAI (THUOC PIEU TRI UNG
THU PANG KY LAN PAU - SO PANG KY CO HIEU LUC 02 NAM) BUQC CAP SO
DANG KY LUU HANH TAI VIET NAM - BOT 92

CUC TRUONG CUC QUAN LY DUQC
Can cir Ludt Duoc ngay 14/6/2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh phi quy dinh chirc
nang, nhiém vu, quyén han va co cau to chiec cua Bo Y té;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B¢ trudng B Y té quy dinh
chirc nang, nhiém vu, quyén han va co cau té churc cua Cuc Quan ly duoc thugc Bo Y te;

~ Can cir Thong tu 6 44/2014/TT-BYT ngay 25/11/2014 ciia Bé Y té quy dinh viéc dang ky
thuoc;

Can cit y kién cia Hoi dong tw van cap sé dang ky luu hanh thuéc - Bo Y té;
Xét dé nghi cua Trirong phong Pang ky thuéc - Cuc Qudn 1y Duorc,
QUYET DPINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 12 tl}uéq nudc ngoai (thude diéu tri
ung thu dang ky lan dau - s6 dang ky c6 hi¢u luc 02 ndm) dugc cap s6 dang ky luu hanh tai Viét
Nam - bot 92.

Piéu 2. Nha san xuat va cong ty dang ky thude c6 trach nhiém cung cap thudc vao Viét
Nam theo dung cac hd so tai liéu da ding ky véi Bo Y té. S6 dang ky duge Bo Y té Viét Nam
cap phai duoc in 1én nhan thube. S ding ky c6 ky hidu VN2-...-15 ¢6 gid tri 02 nam ké tir ngdy
ky Quyét dinh.

Piéu 3. Trong qua trinh Iuu hanh, cong ty dang ky thudc, nha san xuat phai phdi hop véi
cac co so diéu tri dé thuc hién theo dlng cac quy dinh hién hanh vé thudc ké don va theo doi
hi¢u lyc, d6 an toan, tac dung khong mong muon cua thudc trén nguoi Viét Nam va tong hop,
bao céo theo dlng quy dinh hién hanh mdi 06 thang mét 1an vé Cuc Quan 1y Duoc.



Pidu 4. Nha san xuat va cong ty diang ky thudc phai chip hanh dy du phap luat cia nudc
CHXHCN Viét Nam va cac quy dinh cia Bo Y té vé nhap khau thudc va luu hanh thudc tai Viét
Nam; néu c6 bét cir thay ddi gi trong qua trinh lwu hanh thude ¢ nudc so tai va & Viét Nam thi
phai bao cdo ngay cho Cuc Quan 1y Duoc - B6 Y té Viét Nam.

Piéu 5. Quyét dinh nay co hiéu luc ké tir ngay ky ban hanh.

Pidu 6. Giam dbc so Y té cac tinh, thanh ph tryc thudc trung wong, giam doc nha san
xuat va cong ty dang ky c6 thudc tai Dicéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu biéu 6;

- Bo truong Nguyén Thi Kim Tién (dé b/c);

- Thtr trusng L& Quang Cudng (dé b/c);

- Cuc Quén Y - B§ Qudc phong, Cuc Y té - Bo Cong an; X .
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai; Truwong Quoc Cuwong
- Tong cuc Hai quan - B9 Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan Iy Kham, chita bénh - B Y té, Thanh

traBO Y té;

- Vién KN thudc TW, Vién KN thudc TP. HCM;

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Dugc phim;

- Cac Bénh vién & Vién c6 givong bénh truc thuoc Bo Y té;

- Website cua Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

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



DANH MUC

12 THUOC PIEU TRI UNG THU PANG KY LAN DAU DUOC CAP SO PANG KY LUU
HANH HIEU LUC 02 NAM - BOT 92
Ban hdanh kem theo quyét dinh so: 671/0D-QLD, ngay 17/12/2015

1. Céng ty diing ky: Cong ty Co phan Dugc Pai Nam (D/c: 2704 Ly Thuong Kiét,
Phwong 14, Qudn 10, Thanh pho Ho Chi Minh - Viét Nam)
1.1. Nha san xuét: Laboratorio Tuteur S.A.C.L.F.I.A (P/c: Av. Juan de Garay 842/48
(C1153ABT) - Ciudad Autonoma de Buenos Aires - Argentina

A £ Hoat chét chinh -|Dang bao| Tuéi | Tiéu | Quy cach | .z .. ,
STT|  Tén thuoc Ham luwgng ché tho |chuin| déng goi 50 dang ky
1 |Olixatin 100mg (Oxaliplatin 100mg(Bot dong 36 [NSX [Hop I 1o 1g{VN2-425-15
khé pha | thang
tiém
2 [Olixatin 50mg [Oxaliplatin 50mg [Boétdong | 36 [NSX [Hop 1 1o 1g{VN2-426-15
kh6 pha | thang
tiém

2. Cong ty dang ky: Cong ty TNHH Binh Viét Dirc (D/c: 62/36 Truong Cong Dinh, P.
14, Q. Tan Binh, TP. Ho Chi Minh - Viét Nam)

2.1. Nha san xuit: Lindopharm GmbH (P/c: Neustrasse 82, 40721 Hilden - Germany)

STT

Tén thube

Hoat chit chinh -
Ham luwgng

Dang bao
ché

Tudi
tho

Tiéu
chuan

Quy céach
dong goi

S6 ding ky

Carboplatin
Onkovis 10
mg/ml solution
for infusion
(xudt xudng:
Medac
Gesellschaft fur
Klinische
Spezialpraparate
m.b.H- Dia chi:
Theaterstrabe 6,
22880 Wedel,

Germany)

Carboplatin 10
mg/ml

Dung dich
tiém
truyén

24
thang

NSX

Hop 1 lo
15ml

VN2-427-15

3. Cong ty ding ky: Cong ty TNHH MTV Vimepharco (b/c: O s6 6 tang 5, Toa nha
D2 Giang Vo, Qudn Ba Pinh, Thanh pho Ha Ngi - Viét Nam)
3.1. Nha san xuit: United Biotech (P) Limited (P/c: Bagbania, Baddi-Nalagarh Road,
District-Solan (HP) - India)




A £ Hoat chit chinh [Dang bao| Tuéi | Tiéu | Quy céch |« .. ,
STT| Tén thuoe - Ham lwgng ché tho |chuén| déng géi S0 ding ky
4 [Oncofluor 250 |Fluorouracil Dung 24 [USP 35[Hop 05 VN2-428-15
250mg/5ml dich tiém, | thang ong X 5ml
truyen
tinh mach
5 |Oncofluor 500 |Fluorouracil Dung 24 [USP 35Hop 05 VN2-429-15
500mg/10mi dich tiém, | thang ong X 10ml
truyen
tinh mach

4. Cong ty dang ky: Emcure Pharmaceuticals Ltd. (B/c. Emcure House, T-184,

M.1.D.C., Bhosari, Pune 411 026, - India)

4.1. Nha san xuat: Emcure Pharmaceuticals Ltd. (P/c: Plot No. P-2, Phase-Il, ITBT

park MIDC, Hinjwadi, Pune-411057, Maharashtra state - India)

A £ Hoat chit chinh -[Dang bao| Tudi | Tiéu | Quy cach | . .. ,
STT|  Tén thude Ham luwgng ché tho |chuin| déng goi 50 ding ky
6 |Citafine 1g Gemcitabin (dudi [Bot dong | 24 [USP38 Hop 1 1o |VN2-430-15
dang Gemcitabin [kho pha | thang
hydrochlorid) 1g [tiém
7 |Oxaliplatin Oxaliplatin Dung dich| 24 |USP38 [Hop 110 |VN2-431-15
Injection USP  [50mg/10ml dam diac | thang 10ml
50mg/10ml pha dich
truyén
tinh mach

5. Cong ty dang ky: Fresenius Kabi Deutschland GmbH (D/c: D-61346 Bad Homburg

v.d.H. - Germany)

5.1. Nha san xuét: Fresenius Kabi Oncology Ltd (P/c: Village Kishanpura, P.O. Guru
Majra, Tehsil-Nalagarh, Distt Solan (H.P.) 174101 - India)

o £ Hoat chét chinh -|Dang bao| Tudi | Tiéu | Quy céch | .z .. ,
STT|  Tén thube Ham lugng ché tho |[chuan| dong go6i S0 dang ky
8 |GemitaRTU  |Gemcitabin (dudi [Dung dichj 36 |NSX [Hop 1lo [VN2-432-15
19/26,3ml dang gemcitabin [truyén thang 26,3ml
HCI) 38mg/ml  |tinh mach
9 |Gemita RTU Gemcitabin (duoi Dung dich| 36 [NSX |[Hopllo |VN2-433-15
200mg/5,26ml  |dang gemcitabin [truyén thang 5,26ml
HCI) 38mg/ml  [tinh mach




6. Cong ty ding ky: Natco Pharma Ltd. (P/c: Natco House Road No 2 Banjata Hills
Hyderabad 500003 - India)

6.1. Nha san xuét: Natco Pharma Ltd. (P/c: Kothur, Mahaboobnagar district (Andhra
Pradesh) - India)

STT| Ténthudc |Hoat chit chinh [Dang bao Tudi Tiéu | Quy cach S6 diang ky
- Ham lwgng che tho |chuan| dong goi
10 |Anastrozole Anastrozol Img [Viénnén [ 24 [NSX [HOp 3 vi X [VN2-434-15
1mg bao phim | thang 10 vién

7. Cong ty dang ky: TTY Biopharm Company Limited (P/c: 3F, No.3-1, Yuanqu St.,
Nangang Dist., Taipei City 11503 - Taiwan)

7.1. Nha san xuit: TTY Biopharm Company Limited Chung Li Factory (B/c: No.
838, Sec.1, Chung-Hwa Rd., Chung-Li City, Taoyuan county - Taiwan)

Hoat chét chinh -Dang bao Tudi | Tiéu | Quy céch

Ham luwgng che tho |chuin| déng géi So dang ky

STT| Tén thube

11 [Tynen Injection [M3i lo (1ml) chtra|Dung dich| 24 [NSX |Hop 11lo [VN2-435-15

Docetaxel khan  tiém thang
20 mg truyen

12 [Tynen Injection [Mdi lo (4ml) chita|Dung dich| 24 [NSX |Hop1lo [VN2-436-15
Docetaxel khan  [tiém thang

80 mg truyén




