BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pje lip - Tw do - Hanh phiic

So: 559 /QP-QLD
Ha Ngi, ngay Atthing + ndm 2014

QUYET PINH
V& viée ban hanh danh myc 03 thufn: sin xufit trong nwée
(thuoc diéu trj ung thu ddng ky Lin diu- s6 ding k¥ ¢6 hiéu lwe 02 nim)
dwge cip s6 ding ky lou hanh tai Viét Nam- Dot 145

CUC TRUONG CUC QUAN LY DUQC

Cin cir Ludt Duge ngiy 14 thing 6 nam 2005;

Cén cir Nghj dinh s6 63/2012/ND-CP ngdy 31/8/2012 ctia Chinh phii quy
dinh chire ning, nhiém vy, quyen han va cor cdu té chire clia By Y té;

Can cir Quyét dinh s6 3861/QD-BYT ngﬂ}' 30/9/2013 cﬁa Eﬁ tmm:ig B Y
té vé viéc quy dinh chirc nﬁng, nhiém vy, quyén han va co cdu t& chirc cia Cuc
Cuan ly Duge thuge Bg Y té:

Cin cir Théng tw sb 22/2009/TT-BYT ngay 24/11/2009 cia B Y té quy
dinh viéc ding kv thudc;

Can cif ¥ kién ciia Hoi déng tir vén cfp s6 ding ky luu hanh thude B8 Y té;

Xét dé nghj cia Trudmg phong Pang ky thude - Cyc Quén Iy Duge;

QUYLT DINH:

Pi¢u 1: Ban hinh kém theo Quyét djnh ndy danh myc 03 thudc sin xuft
trong nuéc (thude diéu tri ung thur ding ky lan déu — sb dang ky hiéu lyc 02 nim)
duge cdp sb dang ky hru hanh tai Viét Nam - Dot 145,

Piéu 2: Céng san Xudt va cong ty dang ki ¢6 thude lwu hanh phai in s6
ding ky dLI'?C B Y te cap 1én nhén thude va phai chap hanh ding cdc quy ché cé
lién quan den sén xuat va huu hanh thudc. 56 ding ky ¢6 ki hiéu QLDB-...-14 c6
gid trj 02 nam ké tir ngay ky Quyét dinh.

Piéu 3: Trong qua trinh lwu hinh thudc, nha sin xuft phai két hop vl cdc
co s& diéu tri dé thue hién theo ding cdc quy dinh hién hanh vé thudc k& don va
theo ddi hiéu lue, dd an toan, tic dung khon g mong mudn cia thudc trén ngl.rm
Viét Nam. Cong ty diing ky ¢6 trach nhiém tong hop cdc bdo cdo cia céc don vi
trén vé& Cyuc Quan Iy Duge theo diing quy dinh hién hanh mai 06 théng mdt l4n.

Pieu 4. Quyét dinh nay c6 higu lyc ké tir ngdy ky ban hinh.



Diéu 5. Giam dbc S& Y té cac tinh, thanh phé trize thude trung wong va giam
doc cbng ty san xuat va cong ty ddng ky c6 thudc tai Diéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.
Noi nhan:
- Nhu Diéu 5;

- BT. Nguyén Thj Kim Tién (dé b/c);

- Cyuc Quan y - B6 Quéc phong, Cuc Y té - B CA;

- Cuc Y té giao thong vén tai- B6 GTVT;

- Téng Cuc Hai Quan- Bo Tai Chinh;

- B4o hiém x4 h6i Viét Nam;

- Vu Phéap ché, Cuc Quan 1y Kham, chita bénh - B4 Y
traBo Y té;

- Vién KN thuéc TU va VKN thubc TP.HCM;

- Téng Cong ty Duge VN;

- Céc bénh vién, Vién c6 givong bénh truc thuéc BYT;
- Website cia Cyc QLD, Tap chi Dugc My phém —Cuc QLD;
- Luvu: VP, KDD, PKT (2b).
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BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC

Poc lap - Tw do - Hanh phuc

DANH MUC 03 THUOC SAN XUAT TRONG NU(’)Q PUGC cép sq PANG KY HIEU LUC 02 NAM
(THUOC DPIEU TRI UNG THU BPANG KY LAN BAU)- QT 145

Ban hanh kém theo quyét dinh sb: $64/QD-QLD, ngay 47/ F72014

1. Cong ty ding ky: Cong ty cb phin dwoc phim trung wong 2 (P/c: 86 9 - Tran Thanh Téng -
Ha Ngi - Viét Nam)

1.1 Nha san xuét: Céng ty cb phin dwec phim Trung wong 2 (B/c: L6 27, Khu cong nghiép
Quang Minh, Mé Linh, Ha N¢i - Viét Nam)

o Hoat chit chinh - | Dangbao |Tudi| Tieu | Quycach | ggau0 1o
STT Tén thude Ham lugng - ché tho {chuén| dong g6i g ky
1 jPaclispec 30 . [Paclitaxel 30mg/ |Dungdich | 24 |TCCS [Hop 5 bngx 5 | QLDB-440-14
Sml dam dég dé |{thang ml
pha thude
tiém truyén

2. Céng ty dang ky: Cong ty cb phin SPM (B/c: L6 51- Puong s6 2- KCN Tan Tao- Q. Binh Tan-
TP. HCM - Viét Nam)

2.1 Nha san xuét: Cong ty c¢b phian SPM (D/c: L6 51- Puong s6 2- KCN Tén Tao- Q. Binh Tén-
TP. HCM - Viét Nam)

: Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy cich £oax
A I 2 ] Sod k
STT Tén thude Ham lugng ché tho |chudn| dong goi ¢ dang ky
2 |Leurakin Mercaptopurin Vién nén 36 |TCCS [Hop3vix 10 - | QLDB-441-14
________ pome . [théngl = [vién

3. Cong ty ding ky: Céng ty TNHH dugc pham Pat Vi Pha (D/c: L6 M7A4-CN, Puong D17,
KCN My Phuée, tinh Binh Duong - Viét Nam)

3.1 Nha san xuit: Céng ty TNHH dwge phdm Pat Vi Phit (P/c: L6 M7A-CN, Puong D17, KCN
My Phuoc, tinh Binh Duong - Viét Nam)

STT Tén thube | Hoat chitchinh - | Dang bao Tudi| 1igy | Quy cich S6 dang ky
Ham lwong ché the | huin déng goi
3 [Larrivey Bicalutamid 50mg |Vién nén 36 tces Hop4 V1x7 / QLDB-442-14
thang _|vién ;
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