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Sé: 354 /QP-QLD
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-

- . QUYETPINH
{vé vigc ban hiph danh myc 03 thuc sin xuit trong nuée
(thudk didu. trj un thlr ding ky | xn diu- s6 diing ky c6 higu Iyc 02 nim)
am J ding ky lwu hanh tai Vigt Nam- Dot 145

CUC TRUGNG CUC QUAN LY DUQC

Ciin cir Luét Dugc ngay 14 thang 6 nim 2005;

Céan cir Nghj dinh s6 63/2012/ND-CP ngﬁy 31/8/2012 cta Chinh phi
dinh chitc ning, nhi¢m vy, qu uyén han va co cdu td chirc clia B4 Y té;

Can ctr Quyét dinh sb 3861/QD-BYT ngéy 30/9/2013 cia B tnrbng B
té vé viéc quy dinh chirc ning, nhiém vy, quyén han va co céu t6 chirc clia
Quén Iy Dugc thudc B Y té;

Can cir Thong tu sb 22/2009/TT-BYT ngiy 24/11/2009 ciia B§ Y té
dinh vigc ding ky thudc;

CéncuyklencﬁaHél dbng tu van cép sb déngkyluuh&nhthuﬁc BoY!

Xét d& nghj ciia Trudng phong Pang ky thuée - Cuc Quén 1y Dugc;

QUYET PINH:

Didu I-BmhmhkmmeonéthhmydmthOBmu&sén
uongnuéc(thuocméummgmudangky in dAu — s8 ding ky hidu Iyc 02 namy
dugc cip s6 ding ky Iy hanh tai Viét Nam - Dot 145,

Diéu 2: Céng ty sén xudt va cong ty ding ky c¢6 thudc luu hanh phai in sb
dingkyduch(;)Ytecép]énnhﬁnthugcvéphmchﬁphénhdﬁngcécquycheco
lién quan dén sin xult va luu hanh thubc. S6 ding ky c6 ky hiéu QLPB-...-14 ¢6
gid trj 02 nim ké tir ngay ky Quyét dinh.

Diéu 3: Trong qué trinh lwu hanh thudc, nha sén xuft phii két  hop véi céc
co s& didu trj @& thyc hién theo ding céc quy dinh hi¢n hanh vé thuoc ké don va
theo ddi hi¢u Iyc, d¢ an todn, tdc dung khéng mong muén cia thudc trén ngu'b'l
Viét Nam Cong ty ding ky c6 tréch nhiém tong hop céc béo céo cla céc don vi
trén vé Cuc Quan Iy Dugc theo ding quy dinh hién hanh mdi 06 thang mét 14n.

Piéu 4. Quyét dinh ndy c6 hiéu Iyc ké tir ngiy ky ban hanh.
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. Diéus. Gidm dbc S& Y & c4c tinh,
doc cﬁngty-sénxuﬁtvécéngtydﬁngkyc
hanh Quyét djnh nay./.

Noi nhin:
- Nhir Pidu §;
- BT. Nguyén Thi Kim Tién (8 bvc);
- Cve Quén y - B§ Qudc phng, Cyc Y t6 - B3 CA;
-Cye Y t giao thong vén thi- B$ GTVT;
-TéngCucH&iQuan-BﬁTéiChﬁ:h;
- Bdo hiém x5 hdi Viét Nam; -

- Vy Phip ché, Cuc Quin I Khi R — .3.:;, 2o

traB3 Y té; - :
- Vién KN thude TU va VKN thubc TP.HCM;
_TéngcangtyDuchN;

- Céc bénh vién, Vién c6 givdmg bénh trye thugc BYT:
* Website. cita Cyc QLD, Tgp chi Dirge My phim — Cyc OLD;

- Luu: VP, KDD, BKT (2b).

¢

thinh phé truc thude trung wong va gidm

6 thudc tai Didu 1 chju trach nhiém thi
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" BOYTE
CUC QUANLY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc 1dp - Ty do - Hanh phiic

DANH MUC 03 THUGC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY HIEU LUC 02 NAM
(THUOC PIEU TR] UNG THU PANG KY LAN PAU)- BOT 145

Ban hanh kém theo quyét dinh s4: $59/QD-QLD, ngdy 47/ 72014

Ha Ngi - Vigt Nam) .

1.1 Nha sin xufit: Céng ty b phin duegc phim Trung wong 2 (Pre: Lé 27, Khu cong ngi
Quang Minh, Mé Link, Ha Ni - Viét Nam)

1. Cng ty ding ky: Céng ty cb phin dwge phim trung wong 2 (P/c: 56 9- T rén Thanh

_Host chit chinh - Dmbio Tubi| Titw | Quy céch
STT Tén thude Tk ooy tho |chudn|  B6ng goi S6 4
1 [Paclispec 30 |Paclitaxel 30mg/ Dlmgdqch 24 |TCCS Hop 58ngx 5 | QLY
5ml d8m dic &8 [thing tml
pha thulc
tiém truyén

2. Cong ty ding ky: Cong ty cb phin SPM (B/c: L6 51- Puong sé 2- KCN Tén Tao-Q. B
TP. HCM - Viét Nam) |

2.1 Nhi sin xufit: Cong ty cb phdn SPM (D/c: L5 51- Duong sé 2- KCN Tén Teo- Q. Bin
TP. HCM - Vigt Nam)

Hogt chit chinh - | Dgngbio |[Tudi| Titu | Quy céch
STY Tén thude Ham hrong ché | tho |chun] dénggsi | O°
2 |Leurekin Mercaptopurin Vién nén 36 |TCCS Hép3vix10 | QLDE
: 50mg théng] vién
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3. Céng ty dkng ky: Cong ty TNHH dwrge phim Dat Vi Phi (Pre: L6 M7A CN, Duomg D17,
KCN My Phwéc, tinh Binh Duwong - Vit Nam)

3.1 Nba sin xuft: Céng ty TNHH dwge phim Dyt Vi Phis ®/e: L6 MIA-CN, Dudmg D17, KCN
M Phubc, tinh Binh Duong - Vigt Nem)

brT Tén thube Host chit chinh - | Dangbao [Tudi| 1yey | Quy céch S6 aiing ky
Ham lwgng ché | tho {chudn d6ng goi |
3 [Larrivey Bicalutamid S0mg  |Viénnén | 36 Irccs Hop4vix7 /| QLDB-442-14
thang
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