BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tw do - Hanh phiic
sé: 23/ IQP-QLD Hé Noi, ngay & thdng 6 ndm 2017
QUYET BINH

Ve vi¢c ban hanh danh muyc 06 thuoc sén xudt trong nwde
(thudc diéu trj ung thu' dsng ky lan diu- s6 ding ky c6 hiéu lwe 02 nim)
dwge chp sb ding ky lwu hanh tai Vigt Nam- Dot 158

CUC TRUONG CUC QUAN LY DUGC

C#n ctr Luat Duoc ngdy 06 thang 4 ném 2016;

Cin ¢t Nghi dinh s6 63/2012/ND CpP ngay 31/8/2012 ctia Chinh phu quy
dinh chirc néing, nhi¢m vy, quyén han va co chu tb chirc cia BO Y té;

Cin ot Quyét dinh sb 3861/QD-BYT ngay 30/9/2013 cua B6 truéng BO Y
té€ vé& viéc quy dinh chuc nang, nhidm vy, quyén han va co céu td chic ctia Cuc
Quan ly Dugc thude Bo Y té;

C#n ¢t Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 cta B6 Y t& qui
dinh viée ding ky thudc,
Ciin ott ¥ kién ciia Hoi ddng tu vén cép sb ding ky lwu hanh thude Bo Y t6;
Xét @& nghi ctia Phong Bing ky thude - Cuc Quan Iy Dugc;
QUYET PINH:

Pidu 1. Ban hanh kém theo Quyét dinh ndy danh muc 06 thubc san xuét
trong nude (thudc didu trj ung thu ding ky 1An ddu — sb ding ky higu lyc 02 nidm)
duge clp sb ding ky luu hanh tai Viét Nam - Dot 158,

Pidu 2. Cong ty sén xudt va cong ty ding ky c6 thude luu hanh phai in s6
ding ky duge B Y té cip 18n nhén thudc va phai chép hanh ding céc quy dinh c6
lién quan dén san xuét va luu hanh thube. S6 ding ky c6 ky higu QLDB-...-17 ¢6
gié trj 02 niim k& tir ngdy ky Quyét dinh.

Piéu 3. T10ng qué trinh luu hanh thudc, nha san xudt pha1 két hop vo6i céc
co s& didu tri d& thyue hién theo ding cac quy dinh hlen hanh v& thudc k& don va
theo d&i an toan, hi€u qua, tac dung khong mong mudn ctia thude trén ngudi Vlet
Nam. Cong ty ding ky c6 trdch nhig¢m tdng hop cac béo cho cia cée don vi trén vé
Cuc Quan Iy Dugc theo ding quy dinh hign hanh m&i 06 thang mt 14n.

Piéu 4. Quyét dinh nay c6 hidu lyc ké tir ngay ky ban hanh.



Pitu 5. Giam dbc S Y té cac tinh, thanh phd trye thude trung uong va gidm
ddc cong ty san xudt va cong ty ding ky cé thube tai Piéu 1 chju trach nhiém thi
hanh Quyét dinh nay./.
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CUC QUAN LY DUQC

Pic 1ap - Ty do -

Hanh phiic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC
PUQC CAP SO DANG KY HIEU LYC 02 NAM
(THUOC BIEU TRI UNG THU DANG KY LAN PAU) - DQT 158

Ban hanh kém theo quyét dinh s6: ...431/QD-QLD, ngly ol/..6..1.a20A7

1. Céng ty diing ky: Cong ty C8 phin Dwgc phim An Thién (D/c: 314 Bong Sao, Phuong 5,
Qudn 8, TP. Ho Chi Minh - Viét Nam)

1.1 Nha san xuft: Cong ty C6 phéin Duge phdm An Thién (D/c: C16, duong s6 9, KCN Hiép
Phuée, huyén Nha Bé, TP. H6 Chi Minh - Viét Nam)

a £ Hoat chét chinh - | Dang bao Tubi| Tiéu Quy cach sb ai ;
STE Lo thie Ham lwong ché | tho |chudn| déng goi  diing fey
1 |A.T Cyrantabin Anastrozol Img Vién nén bao| 24 [TCCS |Hop 2 vix 10 QLDB-610-17
phim thang vién, hdp 3 vix
A 10 vién e
2 |Anti Lidoxopta Letrozol 2,5mg Vién nén bao| 24 |[TCCS |Hop2vix 10 | QLDB-611-17
phim thang vién, hfp 3 vix
_ ) 10 vien .

2. Cong ty ding ky: Céng ty ¢ phin duge phim Trung wong 1 - Pharbaco (P/e: 160 - Ton
Dire Thiing - Pong Da - Ha N§i - Viét Nam)

2.1 Nha sén xuit: Cong ty ¢d phin dugc phdm Trung wong 1 - Pharbaco. (D/c: Thanh Xudn,
Séc¢ Son, Ha Noi - Viét Nam)

A ok Hoat chit chinh - | Dang bao |Tudi| Tigw | Quyedch | g qxng iy
STT Y e Ham lwgng ché | tho |chudn| aéng goi o Hiing lor
3 |Hepargitol 30 MSBi 5 ml chira: Dung dich 24 |TCCS [Hop 1 lo x Sml QLDB-612-17
Paclitaxel 30mg  |ddm diic d& |thang
pha tiém
truyén

3. Cong ty ding ky: Cong ty c¢b phin Duge-TTBYT Binh Dinh (Bidiphar) (D/c: 498 Nguyén
Thdi Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

3.1 Nha san xuat: Cong ty ¢6 phan Dwge-TTBYT Binh Pinh (Bidiphar) (D/c: 498 Nguygn Thai
Hoc, P. Quang Trung, TP. Qui Nhon, Binh Dinh - Viét Nam)

STT

Tén thube
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Trang 1




Lyoxatin 50mg/10ml

Lyoxatinl 50mg/3 Oml

Oxaliplatin
50mg/10ml

Oxaliplatin
150mg/30ml

mach

Dung dich
tiém pha
truyén tinh
mach

Dung dich
tiém pha
truyén tinh

24
thang

24
thang

USP37

USP
a7

Hop 1 lo x
10ml

QLDB-613-17

QLPB-614-17

4. Cong ty diing ky: Céng ty TNHH Duge phim Pat Vi Pha (B/ec: Lé M7A4, Puong D17, KCN
My Phuée 1, phieong Théi Hoa, thi xd Bén Cdt, tinh Binh Dirong - Viét Nam)
4.1 Nha san xuét: Cong ty TNHH Duge phiam Pat Vi Phii (P/e: L6 M7A, Puong D17, KCN My
Phuée 1, phieong Théi Hoa, thi xd Bén Cdt, tinh Binh Duong - Viét Nam)

" £ Hoat chét chinh - | Dang bao [Tudi| Tiéu | Quy céch 6 diing kv
SET Ten:thoos Ham lwong ché tho |chudn| déng goi &%
6 |Gayi Anastrozol 1mg Vién nén bao| 36 |TCCS [Hop4vix7 QLDPB-615-17
e phim _ [thang) |viln A
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