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sé: 0 /0p-QLD

Ha Néi, ngay O thdng 0§ piim 2015

QUYET PINH
Vé.vi¢c ban hanh danh muc 02 thudc san xuit trong nwée
(thudc diéu tri ung thwr déing ky lgn diu- sb ding ky c6 hi¢u lyc 02 nim)
rge cp so ding ky lwu hanh tai Vigt Nam- Dot 149

CUC TRUONG CUC QUAN LY DUQC

Cén cir Luat Duge ngéy 14 thang 6 nam 2005;

Cin cir Nghj dinh s6 63/2012/ND-CP ngdy 31/8/2012 ctia Chinh phi quy
dinh chirc néing, nhiém vy, quyén han va co cdu td chic ciia BS Y té;

Cin cr Quyét dinh s% 3861/QD-BYT ngay 30/9/2013 ciia B truéng B6 ¥
té vé viéc quy dinh chirc ning, nhiém vy, quyén han va co cdu t& chirc cia Cuc
Quan ly Dugc thujc B Y té;

Cin ct Théng tu sd 44/2014/TT-BYT ngay 25/11/2014 cia B§ Y té qui
dinh viéc ding ky thubc,

Cin cir y kién ctia Hoi ddng tur vén cép sb ding ky luu hanh thube B§ V 14

Xét dé nghj cia Trudng phong Ding ky thubc - Cuc Quén 1y Duge;

QUYET DINH:

Piéu 1: Ban hanh kém theo Quyét dinh nay danh muc 02 thuéc san xut
trong nuée (thude didu tri ung thu ding ky lan diu — s§ ding ky hiéu lyc 02 nim)
dugc cép s6 ding ky lwu hanh tai Viét Nam - Dot 149,

Diéu 2: Céng ty san xuét va cong ty ding ky cé thubc hwu hanh phai in sé
ding ky dugc B Y té cip 1én nhan thugc va phai chdp hanh diing céc quy ché c6
lién quan dén sin xuét va lru hanh thubc. S6 ding ky c6 ky hiéu QLDB-...-15 cé
gi4 tri 02 nim ké tir ngay ky Quyét dinh. '

Diéu 3: Trong qué trinh luu hanh thudc, nha san xuit phai két hop vdi céc
co s& diéu trj d& thuc hién theo diing cic quy dinh hién hanh v& thudc ké don va
theo ddi hi¢u lyc, d§ an toan, tic dung khéng mong muén ciia thuéc trén ngudi
Viét Nam. Cong ty ding ky co trach nhiém tong hgp céc béo cdo ciia cac don vi
trén vé Cuc Quén ly Dugc theo diing quy dinh hién hanh m3i 06 thing mét Ian.

Picu 4. Quyét dinh nay c6 hiéu luc ké tir ngdy ky ban hanh,
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Didu 5. Giam dc S& Y té c4c tinh, thanh phd tryc thuéc trung wong va gism
dbc cong ty san xuét va cong ty ding ky c6 thudc tai Didu 1 chju trach nhiém thi
hanh Quyeét dinh nay./.

Noi nhiin:
- Nhur Piéu §;
- BT. Nguyén Thj Kim Tién (4é b/c);
- Cyc Quén y - B§ Quéc phdng, Cyc Y té - B§ CA;
- Cyc Y té giao thong vén tai- B§ GTVT;
- Tong Cye Hai Quan- B§ Tai Chinh;
- Bao hiém x& hgi Viét Nam; /
- Vy Phép ché, Cuc Quén Iy Khém, chita bénh - B§ Y t&; Thanh
il ube TU 8¢ &
- Vién KN th va VKN thuéc TP.HCM; 3
 ThuOMs DR VI Trwong Quoc Cwing
- Céc bénh vi¢n, Vién cé giwdmg bénh trye thuje BYT;
- Website ciia Cyc QLD, Tap chi Dugc My —Cuyc QLD;
- Lwu: VP, KDD, PKT (2b).
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CUC QUAN LY DUQC

DANH MUC 02 THUOC SAN XUAT TRONG NUGC BUOC CAP SO PANG KY HIEU LUC 02 NA M,

BO Y TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Pje ldp - Tr do - Hanh phiic

(THUOC PIEU TR] UNG THU DANG KY LAN DAU)- DT 149

Ban hanh kém theo quyét dinh sé: ..fOfQB-QLD, ngay09/024.. 2015

1. Céng ty dang ky: Cong ty ¢b phin dugc phim Medbolide (B/e: Phong 09, ldu 10, toa nha
The EverRichs 1, s6 968 Puong ba théng hai, P.15, Qudn 11, Tp. Hé6 Chi Minh - Viét Nam)

1.1 Nha san xuit: Céng ty cb phén dwgc phdm Me Di Sun (D/c: 521 An Loi, xd Hoa Loi, huyén

Bén Cét, tinh Binh Duong - Viét Nam)

# Tel: +8 —8—393!132 j9 * W.ThuVienPhapLuat‘\ n

2 £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich £y
STT Tén thude Ham lurgng ché tho |chuén doéng goi Ho dang ky
1 [Delopax Capecitabin 500 mg | Vién nén bao| 36 [TCCS [Hop3 vix 10 QLUB 471-15
phim thang| vién
2. Cong ty ding ky: Cong ty TNHH dwgc phdm Dat Vi Phu (B/c: L6 M7A-CN, Puong D17,
KCN My Phuce, tinh Binh Dwong - Viét Nam)
2.1 Nha san xuét: Céng ty TNHH dugc phim Pat Vi Phi (B/c Lo M7A-CN, Puong D17, KCN
My Phuce, tinh Binh Dwong - Viét Nam) =
<
" Hoat chét chinh - | Dang bao Tudi| Tieu | Quy cich 5 diing ki 5
STT Tén thubc Ham hrgug ché tho | chuin dingasi So ding ky
2 [Hyyr Erlotinib (dudi dang |Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-472-15
erlotinib HCI) phim thang vién
150mg :

Trang 1
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