BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: %4 3 /Qb-QLD Ha N¢i, ngay <3 thang ©nam 2018
QUYET PINH

Vé viéc ban hanh danh muc 04 thudc nuéc ngoai
(thuoc diéu tri ung thu dang ky 1an dau - s6 dang ky c6 hiéu luc 03 nim)
dugc cdp so dang ky luu hanh tai Viét Nam - Dot 101

CUC TRUONG CUC QUAN LY DUGC

Can cit Luat Duoc ngay 06/4/2016;

Can c Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh pht quy
dinh|chic nang, nhiém vu, quyén han va co c4u t8 chifc cha Bo Y t&;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trudng Bo Y
t€ quy dinh chic nang, nhiém vu, quyén han va co c4u té chitc ctia Cuc Quan Iy
dugc thuéc BO Y té;

Can ct § kién clha Hoi dong tu vén cdp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - BO Y t&;

Xét dé nghi cua Trudng Phong Dang ky thudc - Cuc Quan 1y Duoc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 04 thuéc nudc
ngodi (thudc diéu tri ung thu dang ky 14n ddu - s6 dang ky c6 hiéu luc 03 nim)
duoce cédp s6 dang ky luu hanh tai Viét Nam - Dot 101.

Piéu 2. Nha san xuit va cong ty ding ky thudc cé trich nhiém cung cip
thudc vao Viét Nam theo ding céc hé so tai liéu da dang ky véi Bo Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cdp phai dugc in 1én nhén thudc. S6 dang ky ¢6 ky
hiéu| VN3-...-18 ¢6 gid tri 03 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh lvu hanh, cong ty ding ky thudc, nha sin xuit
phéi| phéi hop véi céc co s& diéu tri dé thuc hién theo diing cdc quy dinh hién
hanh vé thu6c ké don va theo ddi an toan hiéu qua, tdic dung khong mong mudn
cta thu6c trén ngudi Viét Nam va téng hop, bdo cdo theo diing quy dinh hién
hanh méi 06 thang mot 14n vé Cuc Quan 1y Dugc.

Piéu 4. Nha san xuét va cong ty ding ky thudc phai chdp hanh diy du
phap luat ciia nuéc CHXHCN Viét Nam va cdc quy dinh cua Bo Y t€ vé nhap
khdu thudc va luu hanh thuéc tai Viét Nam; néu cé bt ct thay déi gi trong qua
trinh Iuu hanh thu6c & nudce s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - BO Y t€ Viét Nam.




Piéu 5. Pbi v6i cac thubc ban hanh kém theo quyét dinh nay va thudc
danh muc thudc doc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia B6 Y té vé viéc ban hanh danh muc thudc
doc va nguyén lidu doc 1am thube; cong ty ding ky, co s& san xuét phai cédp nhat
quy dinh vé thudc doc trén nhan va huéng dan st dung theo quy dinh tai Théng
tu 01/2018/TT-BYT ngay 18/01/2018 ciia B Y té quy dinh ghi nhén thudc,
nguyén liéu 1am thubc va t& hudéng dan sir dung thude va chi dugce san xuit, luu
hanh thudc trén thi trudng sau khi Cuc Quan 1y Dugc phé duyét ndi dung cap
nhat nay.

Piéu 6. Quyét dinh nay c6 hiéu luc ké tit ngdy ky ban hanh.

Piéu 7. Gidm d6c SG Y t€ cdc tinh, thanh phd truc thudc trung wong, gidm
doéc nha san xuét va cong ty dang ky c6 thudc tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu Diéu 7;

- B trudng Nguyén Thi Kim Tién (d€ b/c);

- TT. Truong Quéc Cuodng (dé ble); N,

- Cuc Quan Y - B6 Quéc phong, Cuc Y t&€ - B Céng an ‘f N 28 /
- Cuc Y t&€ Giao thong van tai - Bo Giao théng van tai; G0 S i

- Téng cuc Hai quan - Bé Tai chinh;

- Bao hiém X3 hoi Viéet Nam;

- Vu Phép ché€, Cuc Quan ly Khdm, chita bénh - Bo Y t€,
Thanh tra Bo Y té;

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

- Téng Céng ty Duoc VN;

- C4c Céng ty XNK Dugc phdm;

- Cdc Bénh vién & Vién c6 giuong bénh truc thuéc Bo Y t&;
- Website cia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).



BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc lap - Ty do - Hanh phiic

DANH MUC 04 THUOC NUGC NGOAI PIEU TRI UNG THU PANG KY LAN PAU
PUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - QT 101.

Ban hanh kém theo quyét dinh sé:144/QD-QLD, ngay 29./.L0/...00 ¥

1. Cong ty ding ky: Cipla Ltd. (B/c: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, Maharashtra - India)

1.1 Nha sin xuit: Cipla Limited (D/c: S-103 to S-105, S-107 to S-112, L-138, L-147 to L-147/1,
L-147/3 & L147/A, Verna Industrial Estate, Verna Goa - India)

2 P Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy cach £ o .
EL Sehiuoe Ham lwgng ché tho |chuén dong goi o BT X
1 |[Imasil Imatinib (dudi dang |Vién nang 24 INSX |Hop3vixéx8| VN3-85-18
imatinib mesylat)  |cing thang vién; Hop 3 vi
400mg bdm x 10 vién;
Hop 1 lo nhya
30 vién

2. Céng ty ding ky: Cong ty Co phén Fresenius Kabi Bidiphar (B/c: Khu vuc 8, Phuong Nhon
Phu, TP. Qui Nhomn, tinh Binh Dinh - Viét Nam)

2.1 Nha san xuit: Fresenius Kabi Oncology Ltd (B/c: Village Kishanpura, Baddi, Tehsil
Nalagarh, District Solan, Himachal Pradesh, IN-174101 - India)

£ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé da .
STT Tén thude Ham lrong ché | tho |chuin| dénggsi | OO nEM
2 |Busulfan Injection Busulfan Dungdich | 24 [NSX [|Hop1lo 10ml VN3-86-18
60mg/10ml dam dic d¢ |thang
pha tiém
truyén

3. Cong ty diang ky: Mi Pharma Private Limited (B/c: B-2103, Tharwani, Palm Beach Road,
Sanpada,| Navi Mumbai - 400705, Maharashtra - India)

3.1 Nha Lan xuit: Reliance Life Sciences Pvt. Ltd (D/c: Dhirubhai Ambani Life Sciences Centre
(DALC),|Plant 3,5,6 Plot No. R-282, Thane Belapur Road, Rabale, Thane 40071 Maharashtra State _
- India)

Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé ding ky

N ‘
STT Tén thuoc Ham lugng ché tho |chuin dong goéi

Trang 1



3 |Temorel 100 mg Temozolomide 100 |Vién nang 24 INSX |[Hop1lochira5| VN3-87-18
I P . - S s S e L N S
4 |Temorel 250 mg Temozolomide 250 |Vién nang 24 INSX |Hop1lgchira5[ VN3-88-18

mg cing thang vién
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