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

Sé: 542 /1QP-QLD

Ha Ngi, ngay (9 thang 9 ndm 2015

QUYET PINH
V& viéc ban hah danh myc 05 thudc sin xuét trong nwée
(thudc didu trj ung thir ding ky lan dau- s6 ding ky c6 hi¢u lyc 02 nim)
dwgc cip s6 ding ky luu hanh t3i Viét Nam- Det 151

CUC TRUOGNG CUYC QUAN LY DUQC

Cin ctr Luét Duge ngay 14 thang 6 nim 2005;

Cin cir Nghj dinh s6 63/2012/ND-CP ngay 31/8/2012 cta Chinh phu quy
dinh chirc ning, nhiém vy, quyén han va co cAu td chirc cia Bo Y t4;

Cin cir Quyét dinh s 3861/QP-BYT ngay 30/9/2013 cia B§ truong B§ Y
té vé viéc quy dinh chirc ning, nhiém vy, quyén han va co cau té chirc cia Cuc
Quén Iy Dugc thude BS Y t&;

Can c& Théng tu sb 44/2014/TT-BYT ngdy 25/11/2014 cia B$ Y té qui
dinh viéc dang ky thudc,

Can ¢t ¥ kién ctia Hoi ddng tu vén cép sé diing ky Iuu hanh thubc B Y té;

Xét 4 nghj clia Truéng phong Ping ky thudc - Cuc Quén 1y Dugrc;

QUYET PINH:

Ditu 1: Ban hanh kém theo Quyét dinh niay danh myc 05 thudc san xust
trong nuéce (thudc didu trj ung thu ding ky lin diu — sd ding ky hiéu lyc 02 nim)
duoc cip sb dang ky lwu hanh tai Viét Nam - Dot 151.

Didu 2: Cong ty sin xudt va céng ty dang ky c6 thudc hru hanh phéi in s
dang ky dugc B3 Y té cép 1én nhin thudc va phai chip hanh ddng céc quy ché cb
lién quan dén san xuét va luu hanh thube. S6 ding k¥ ¢6 ky higu QLPB-...-15 ¢6
gié trj 02 nim k& tir ngay ky Quyét dinh.

_ Diéu 3: Trong qué trinh lwu hanh thudc, nha san xuét phai két hop véi cac
co s& didu trj dé thyc hién theo ding céc quy dinh hién hanh v& thudc ké don va
theo ddi hiéu lyc, 46 an toan, téc dung khéng mong muén cia thube trén ngudi
Viét Nam. Cong ty ding ky c6 trich nhiém tong hop céc bdo céo cia cic don vj
trén v& Cuc Quén 1y Dugc theo diing quy dinh hién hanh m&i 06 thang mét lan,

Pidu 4. Quyét dinh nay c6 hiéu lyc ké tir ngay ky ban hanh.



Pidu 5. Gidm dbc S¢ Y té céc tinh, thanh phé trye thude trung wong va gidm
d6c cong ty san xufit va cong ty diing ky c6 thudc tai Didu 1 chju tréch nhiém thi
hinh Quyét dinh nay./.
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CYC QUAN LY DUQC Péc lip - Ty do - Hanh phiic

DANH MUC 05 THUOC SAN XUAT TRONG NUGC BUQC CAP SO PANG KY HIEU LUC 02 NAM

(THUOC PIEU TR] UNG THU DANG KY LAN PAU)- QT 151
Ban hanh kém theo quyét dinh sé: 913 /QD-QLD, ngdy .04/ 4./2015

1. Céng ty aang ky: Céng ty C3 phin BV Pharma (D/c: Ap 2, Xa Tan Thanh Tay-Huyén Ci
Chi-Thanh phé Ho Chi Minh - Vi¢t Nam)

1.1 Nba sin xufit: Céng ty C8 phin BV Pharma (D/c: Ap 2, Xa Tén Thanh Tdy-Huyén Ci
Chi-Thanh phé H6 Chi Minh - Viét Nam)

Hoat chit chinh - | Dgng bao |Tudi| Titu | Quy céch
s Tén thube Ham lrgng b | tho |chuin| donggsi | SO9RElS
1 |Kastrazol Anastrozol 1 mg Vién nén bao| 24 |TCCS [Hjp3 vix 10 | QLDB-495-15
phim thing| vién (vi nhém -
: nhém hoic vi
nhom - PVC)

2. Céng ty diing ky: Céng ty cb phin dwgc phim trung wong 1 - Pharbaco (D/c: 160 - Tén Dirc
Thdng - Dong Pa - Ha Ngi - Viét Nam)

2.1 Nha san xuét: Céng ty c§ phin dwgc phim trung wong 1 - Pharbaﬁo. (D/c: Thanh Xudn,
Sdc Som, Ha Ngi - Vigt Nam)

. Hoat chit chinh - | Dangbao |Tudi| Titu | Quy céch
STT Tén thude Ham hrong ché | tho |chudn| dong goi S8 ding ky
2 |Megaprof 100 |Oxaliplatin Dungdich | 24 |[TCCS [Hép. 1 1o 20 ml | QLDB-496-15
100mg/20ml dém dac & |thang|
pha tiém
tru
3 |Megaprof 50 Oxaliplatin Dung dich | 24 [TCCS [H¢p 119 10 ml | QLDB-497-15
50mg/10ml dam djic dé [thdng]
pha tiém
itruyén

3. Cong ty dang ky: Cong ty cd phdn SPM (D/c: L6 51- Puong sé 2- KCN Tdn Tgo- Q. Binh Tan-
TP. HCM - Vigt Nam)

3.1 Nha sin xufit: Céng ty ¢d phin SPM (B/c: L6 51- Puomg sé 2- KCN Tdn Tao- Q. Binh Tan-
TP. HCM - Vigt Nam)

Trang !



Hoat chfit chinh - | Dang bao Tudi| Titu | Quy cich i
BER Tén thube Ham lrgng ché tho |chudn|  d6ag goi 58 dting ky
4 [Fyloris Fxemestan 25mg | Vién nén bao|. 36 [TCCS [Hop3vix 10 | QLDB-498-15
phim hing| __|vién

4. Céng ty ding ky: Cong ty TNHH duge phim Dat Vi Pht (D/c: L6 M7A-CN, Duong D17,
KCN My Phudc, tinh Binh Duong - Viét Nam)
4.1 Nha sin xufit: Cong ty TNHH duwge phim Dat Vi Phis (B/c: L6 M7A-CN, Duong D17, KCN
My Phubc, tinh Bink Duong - Viét Nam) . :

Hoat chéit chinh - | Dgng bio Tudi 'I.‘iéuk Quy céich i
SIT Tén thube Ham lrgng ché the |chudn| doéng géi S0 8ingkf
5 iKoteles Capecitabin 500 mg |Vién nén bao| 36 |TCCS [Hop4vix7 QLDB-499-15
: phim théng| vién

Trang 2

Ti'uo‘ng Quéc Cwdmg
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