BQ Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pje lap - Tu do - Hanh phiic
sé: 231 /QP-QLD Ha Noi, ngay X thing 6 nim 2017
QUYET DINH

Ve viéc ban hanh danh muyc 06 ﬂlllOl’: san xuét trong nuée
(thudc diu trj ung thu' ding ky lin dhu- sb diing ky cé hi¢u lue 02 nim)
dugc cip s6 ding ky luu hinh tai Viét Nam- Dot 158

CUC TRUONG CUC QUAN LY DUQC

Cin o Lust Dugc ngay 06 thang 4 nim 2016;

Cin ¢t Nghi dinh s 63/2012/ND-CP ngay 31/8/2012 cua Chinh phii quy
dinh chirc ning, nhiém vy, quyén han va co cdu td chitc cia B3 Y t€;

Can ot Quyét dinh sé 3861/QD-BYT ngay 30/9/2013 ctia B§ truéng B6 Y
t& v& viéc quy dinh chirc ning, nhiém vy, quyén han va co céu t6 chire cua Cuc
Quén 1y Dugc thude Bo-Y té;

Can ct Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 ctia B3 Y té qui
dinh viéc ding ky thubc,

Ciin ot ¥ kién ctia Hoi ddng tu vén cip s6 diing k¥ luu hanh thubc B Y t6;

Xét a8 nghi ciia Phong Ding ky thudc - Cyc Quan ly Dugec;

QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh myc 06 thubc san xut
trong nude (thube didu trj ung thr diing ky 1an déu — sb ding ky higu lyc 02 nim)
duge cép sb ding ky hru hanh tai Viét Nam - Dot 158.

Didu 2. Cong ty san xuft va coéng ty dang k¥ ¢6 thudc hru hanh phai in sb
&ing ky duge B Y té cAp 1én nhan thuc va phai chip hanh ding cée quy dinh c6
lién quen d@én sén xuft va luu hanh thube. $6 ding ky ¢6 ky hiéu QLDB-...-17 ¢6
gid trj 02 nim k& tir ngdy ky Quyét dinh.

Pidu 3. Trong qué trinh I hanh thudc, nha san xuét phai két hop véi cée
co s& didu tri dé thuc hién theo ding cdc quy dinh hién hanh vé& thubc ké don va
theo ddi an toan, hiéu qua, tac dyng khéng mong mubn cua thudc trén ngudi Viét
Nam. Céng ty dang ky ¢6 trach nhiém téng hop cic bo cdo ciia cde don vi trén vé
Cuc Quan ly Dugc theo ding quy dinh hién hanh mdi 06 théng mdt 14n.

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



Didu 5. Giam déc S& Y té céc tinh, thanh phé tryc thue trung vong va giam
dbc cong ty sin xuft va cong ty ding ky cé thude tai Pidu 1 chiu tréch nhiém thi
hanh Quyét dinh nay./.
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CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Déc lip - Ty do - Hanh phic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC

PUQGC CAP SO PANG KY HIEU LUC 02 NAM

(THUOC BIEU TRI UNG THU DANG KY LAN PAU) - DQT 158

Ban hanh kém theo quyét dinh sé: ..£31/QD-QLD, ngay «&i/..6..1.L0AT

1. Cong ty diing ky: Cong ty Cd phin Dwgc phim An Thién (D/c: 314 Bong Sao, Phudng 5,
Quén 8, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xuét: Céng ty C5 phin Dugc phdm An Thién (B/c: C16, duong s6 9, KCN Higp
Phudrc, huyén Nha Bé, TP. H3 Chi Minh - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch & da
STT Tén thude Ham lwong ché tho [chudin| déng gbi Sidng Ky
1 |A.T Cyrantabin Anastrozo] img Vién nén bao| 24 [TCCS H@p 2vix10 | QLDB-610-17
phim thdng| vién, hép 3 vix
I do 0vién | ____
2 |Anti Lidoxopta Letrozol 2,5mg Vién nén bao| 24 [TCCS Hﬁp 2vix10 | QLDPB-611-17
phim thang vién, hfp 3 vix
_ B e

2. Céng'ty dang ky: Céng ty cb pbin duge ph%m Trung wong 1 - Pharbaco (D/c: 160 - Ton
Diee Thang - Dong Da - Ha Niji - Viét Nam)

2.1 Nha sin xudt: Cong ty ¢b phan dwgc phim Trung wong 1 - Pharbaco. (D/c Thanh Xudn,
Séc Son, Ha Ngi - Viét Nam)

Hoat chit chinh -

Tubi

& £ Dang bao Tiéu Quy cich & da F
STT Tén thuoc Ham lrong ché tho |chudn| déng géi So dang ky
3 |Hepargitol 30 M&i 5 ml chira: Dung dich 24 |ITCCS {Hop1lox 5ml | QLPB-612-17
Paclitaxel 30mg d8m diic d¢ |thang
pha tiém
truydn

3. Céng ty ding ky: Cong ty ¢b phdn Duwgc-TTBYT Binh Dinh (Bidiphar) (B/c: 498 Nguyén
Thdi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinkh - Viét Nam)

3.1 Nha sin xuéit: Cong ty 6 phin Dwgc-TTBYT Binh Dinh (Bidiphar) (B/c: 498 Nguyén Thdi
Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

STT

Tén thudc

Hoat chéit chinh -

Ham hrgng

Dang bio
ché

Tubi
tho

Tiéu
chuén

Quy cich

déng goi

S6 ding ky

Trang 1




Lyoxatin 50mg/10mti

Lyoxatinl 50mg/30ml

FOxahplatm
50mg/10ml

FOxahpIatm
150mg/30ml

Dung dich
tiém pha
lruyen tinh
mach

Dung dich
tiém pha
truyén tinh
mach

24

24

thing

USP

thing|37

USP37|Hop 1 lo x

10ml

Hop 1 lo X
30ml

QLDB-613-17

QLDB 614-17

4. Cong ty ding ky: Céng ty TNHH Durge phﬁm Pat Vi Phi (P/c: L6 M7A, Pudng D17, KCN
My Phubc 1, phuomg Théi Hoa, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

4.1 Nha san xufit: Céng ty TNHH Duge phim Pat Vi Phit (B/c: L6 M74, Pudng D17, KCN My
Phuée 1, phieomg Théi Hoa, thi xd Bén Cét, tinh Binh Duong - Viét Nam)

" Hogt chit chinh - | Dangbao [Tudi| Tiéu | Quy cach K ax 1o
STT Tén thube Ham lwgng ché tho |chudn| ddng géi M
6 |Gayi Anastrozol Img | Vién nén bao| 36 [TCCS [Hop4vix7 | QLPB-615-17
phim thing| vién
LY,

Trang 2

PHU TRACH QU4

- Truong Qubc Cubng

Thir trwdmg B§ Y té
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