BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUCQUAN LY DUGQC Poc lap - Tu do - Hanh phiic

{[{ /QD-QLD Ha Noi, ngaylthdng Cncm 2018

QUYET PINH
Vé viéc ban hanh danh muc 04 thudc nuéc ngoai
(thudc diéu tri ung thu diang ky lan dau - s6 dang ky c6 hiéu luc 03 nam)
duoc cip so dang ky luu hanh tai Viét Nam - Dot 101 (b6 sung)

CUC TRUGNG CUC QUAN LY DUGC

Can ctt Luat Duoc ngay 06/4/2016;
Can ctt Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh pha quy
chitc ning, nhiém vu, quyén han va co cfu t6 chic cia Bo Y t¢;

Can cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua B truéng BO Y
t€ quy dinh chifc ning, nhiém vu, quyén han va co c4u t6 chiic cia Cuc Quén ly
duoc thuéc Bo Y té;

Can cit y kién cua Hoi dong tu van cép gidy dang ky luu hanh thudc,
nguyén liéu lam thuéc - Bo Y t&;

di

Xét dé nghi ctia Truong Phong Pang ky thudc - Cuc Quén 1y Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 04 thudc nudc
ngpai (thubc diéu tri ung thu dang ky 14n ddu - s6 dang ky c6 hiéu luc 03 nam)
duoc c4p s6 dang ky luu hanh tai Viet Nam - Dot 101 (b sung).

Piéu 2. Nha san xudt va cong ty dang ky thudc cé trdch nhiém cung cap
thudc vao Viét Nam theo ding cac ho so tai lieu da dang ky véi Bo Y t€. S6 dang
ky duge BO Y t&€ Viét Nam cdp phai duoc in 1én nhdn thuéc. S6 dang ky c6 ky
higu VN3-...-18 c¢6 gi4 tri 03 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty diang ky thudc, nha san xuat
phéi phéi hop vé6i céc co s& diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thudc ké don va theo ddi an toan hiéu qua, tdc dung khéng mong mudn
clia thu6c trén nguoi Viét Nam va téng hgp, bdo céo theo diing quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quan 1§ Duoc.

Diéu 4. Nha san xuit va cong ty dang ky thu6c phai chap hianh ddy du
phép luat cia nuéc CHXHCN Viét Nam va céc quy dinh cla Bo Y t€ vé nhap
khdu thu6c va luu hanh thuéc tai Viét Nam; néu c6 bat cit thay déi gi trong qué
tiinh Iuu hanh thuéc & nudc sé tai va & Viét Nam thi phai bdo c4do ngay cho Cuc
uan 1y Dugc - Bo Y t€ Viét Nam.



Piéu 5. Pbi vdi cac thube ban hanh kém theo quyét dinh nay va thudc
danh muc thubc doc va nguyén liéu doc lam thuoc theo quy dinh tai Théng tu
06/2017/TT-BYT ngay 03/5/2017 ctia B6 Y té vé viéc ban hanh danh muc thude
doc va nguyen lidu doc lam thubc; cong ty dang ky, co s& san xuét phai cap nhat
quy dinh vé thuéc doc trén nhan va huéng dan st dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ctia BY Y té quy dinh ghi nhan thuoc
nguyén liéu lam thudc va to huéng dan sir dung thudc va chi dugc san xuét, luu
hanh thudc trén thi truong sau khi Cuc Quén ly Duge phé duyét noi dung cép
nhat nay.

biéu 6. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 7. Gidm d6c S& Y t& cdc tinh, thanh phé truc thudc trung wong, gidm
déc nha san xudt va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu Diéu 7,

- Bo truéng Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Quéc Cudng (dé b/c); &, )
- Cuc Quan Y - Bd Quéc phong, Cuc Y t€ - Bo Cong anj< | - .
- Cuc Y t€ Giao thong van tdi - B Giao théng van tai; ‘
- Téng cuc Hai quan - Bo Tai chinh;

- B4o hiém X3 hoi Viét Nam;

- Vu Phép ché, Cuc Quan 1y Khém, chita bénh - B6 Y t€,
Thanh tra B§ Y t¢;

- Vién KN thu6c TW, Vién KN thuéc TP. HCM:

- Téng Céng ty Duoc VN;

- Cdc Cong ty XNK Duoc phdm;

- C4c Bénh vién & Vién c6 giudng bénh truc thuoc B Y t€;
- Website clia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).




bUgC C

1. Cong ty

Dgc lap - Tw do - Hanh phic

CONG HOA XA HOI CHU NGHIA VIET NAM

JC 04 THUOC NUGC NGOAI PIEU TRI UNG THU PANG KY LAN PAU

SO PANG KY LUU HANH HIEU LUC 03 NAM - BT 101 (BO SUNG).

Phuong 5, Qudn Tan Binh, Tp. Ho Chi Minh - Viét Nam)

Ban hanh kém theo quyét dinh s: #l{/QD-QLD, ngay £./.10/...4518

ing ky: Cong ty TNHH Nutri - Pharma USA (P/c: 710-712 Cdch Mang Thdng 8,

1.1 Nha sin xuit: Venus Remedies Limited (D/c: Hill Top Industrial Estate, Jharmajari EPIP,

Phase-1 (ext), Bhatoli Kalan, Baddi (HP) - India)
" « || Hoat chit chinh - Ham lwong| Dangbao |Tudi | Tigu | Quy cich Sé di ;
STT | Tén thuoc ché tho |chuin| dong goi 0 dang ky
1 [Docet Docetaxel (dudi dang Docetaxel |Dung dich ddm | 24 |NSX |Hop 1lo 0,5ml| VN3-97-18
Trihydrate) 20mg dac phatiém | thang
2 [Docet Docetaxel (dudi dang Docetaxel |Dung dich ddm| 24 |[NSX |Hopllo2ml | VN3-98-18
Trihydrate) 80mg déc pha tiém | thdng

2. Cong ty ding ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th
floors, Sun House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,

Mumbai, 40

0063, Maharashtra - India)

2.1 Nha san xuét: Sun Pharmaceutical Industries Ltd. (D/c.: Survey No 259/15 Dadra - 396 191,

UT of Dadra & Nagar Haveli - India)

A bz Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich e
STX LU Ham luong ché tho |chuin| déng géi AR b
3 [Androblok Bicalutamide 50 mg |Vién nén bao| 24 |NSX |Hop3 vix 10 VN3-99-18
phim thang vién
3. Cong ty ding ky: TTY Biopharm Co., Ltd. (P/c: 3F, No.3-1, Park St., Nangang Dist., Taipei
City 11503 4 Taiwan)
3.1 Nha san xuét: TTY Biopharm Company Limited Chungli Factory (D/c: 838, Chung Hwa
Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069 - Taiwan)
.y Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich i y—
ST Tengoe Ham lugng ché | tho |chudn| déng géi  lang by
4 |Geme TTY Gemcitabin Dung dich 60 [NSX |Hop1lo30ml | VN3-100-18
38mg/ml tiém thang
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