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Ha Ngi, ngay A< thang & ndam 2014

QUYET PINH
v& viée ban hanh danh myc 03 thubc san xuit trong nwée
(thube didu tri ung thw ding ki lan ddu- s6 ding ky c6 hiéu lyc 02 nim)
dwge ciip so ding ky Iwu hanh tai Viét Nam- Dot 146

CUC TRUONG CUC QUAN LY DUQC

Cin cit Ludt Duge ngay 14 thing 6 nam 2005;

Can ctr Nghj dinh sb 63/2012/ND-CP ngiy 31/8/2012 ctia Chinh phii quy
dinh chirc ning, nhidm vu, quyén han va co cdu td chirc cia B§ Y t&;

Can et Quyét dinh ﬂﬂﬁlﬂ}ﬂ-ﬂﬂ ngay 30/9/2013 cta Bo trudng BE V
té v& viéc quy dijnh chirc ning, nhiém vy, quyén han vi co cdu td chirc clia Cuc
Quin Iy Dugc thujc B Y 1¢;

Cin cir Théng tu s 22/2009/TT-BYT ngay 24/11/2009 cia B§ Y & quy
dinh viéc ddng kv thube; , . ,

Ciin cir ¥ kién cita Hi ddng tu vén cép s6 dang ky luu hanh thube Bo Y t;

Xét @& nghi clia Truémg phong Ping ky thude - Cuc Quéin 1y Duoc;

QUYET DINH:

Piéu 1: Ban hinh kém theo Quyét djnh nay danh muc 03 thudc san xudt
trong n}rfrc_'(thu{"}c diéu trj ung thu ding ky lan diu — sb dang ky higu lyc 02 nim)
duge cép s6 dang ky luu hanh tai Viét Nam - Dt 146.

Piéu 2: Céng ty sin xufit va cﬁngcty dang ky c6 thude lwu hanh phai in s6
ding kj dugc B3 Y t¢ céip 1én nhin thudc va phéi chip hinh ding céc quy ché ¢6
lién quan dén san xuét va luu hanh thube. $6 dang ky 6 ky hiéu QLDB-...-14 ¢é
gi4 trj 02 ndm ké tir ngay kv Quyét dinh.

Piéu 3: Trong qué trinh luru hanh thude, nha san xuft phai két hgp véi céc
co s& diéu trj dé thyc hién theo ding cdc quy dinh hién hinh vé thudc ké don va
theo d&i hidu lyc, 6 an todn, tic dung khéng mong mubn cila thubc trén ngudi
Viét Nam. Cong ty dang ky ¢ trach nhiém tong hop céc bdo cao cila cac don vj
trén vé Cuc Quan Iy Duge theo diing quy dinh hién hanh mdi 06 thang mdt lin.

Piéu 4. Quyét dinh ndy c6 hifu lre ké tir ngdy ky ban hanh.
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Diéu 5. Giam dbc S& Y t€ cac tinh, thanh phé truc thudc trung wong vag 1

dbc cong ty san xult va cong ty ding ky c6 thude tai Didu | trach nhiém thi
hanh Quyét dinh nay./.
_ /
Noi nhin: i
- Nhu Diéu 5; “T"2TRUONG
/e

- BT. Nguyén Thj Kim Tién (dé b/c);

-Cuc Quany-Bo Qubc phong, CucY t6 - B CA;

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

- Téng Cuc Hai Quan- B Tai Chinh;

- Bao hiém x4 hoi Viét Nam;

- Vu Phép ché, Cuc Quén Iy Kham, chita bénh - B4 Y

tra B§ Y t; , R
- Vién KN thuéc TU va VKN thudc TP.HCM; . -.—._3Qubc Cuing
- Téng Coéng ty Duge VN; : 4

- Cac bénh vién, Vién c6 giuong bénh truc thu(:)c BYT;
- Website cua Cuc QLD, Tap chi Dugc My pham — Cuc QLD;
- Luu: VP, KDD, BDKT (2b).
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Pioc lap - T do - Hanh phiic

DANH MUC 03 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANG KY HIEU LUC 02 NAM
(THUOC PIEU TRI UNG THU DANG KY LAN DAU)- DT 146

Ban hanh kém theo quyét dinh s6:4157/QD-QLD, ngay 7 X/ 5) 12014
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1. Cong ty diing ky: Cong ty cb phan SPM (P/c: L6 51- Puong sé 2- KCN Tén Tao- Q. Bink T.
TP. HCM - Viét Nam)

1.1 Nha san xuit: Cong ty cb phan SPM (B/c: L6 51- Puong s6 2- KCN Tan Tao- Q. Binh Té an
TP. HCM - Viét Nam)
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A £ Hoat chét chinh - | Dang bao Tubi| Tiéu Quy cach S da
STT Tén thuoc Ham lwgng ché | tho |chudn| dong géi o dang
1 }Albatox Tamoxifen (dudi Vién nén bao| 36 |TCCS [Hop3vix 10 | QLDB-450~
dang tamoxifen phim thang vién
- _ citrat) 20mg
2 |Mevarex 100 Etoposid 100mg Vién nang 1 24 ITCCS [Hop3vix 10 | QLDB-451- 4
I N mém___ |thingl  vien | T _
3 |Mevarex 50 Etoposid 50mg Vién nang 24 |TCCS [Hop3vix10 | QLDB-452-44
mém thingl  |vién , -

Truong Quéc Cuing



	435_QD-QLD_120814_CP1THUONG.LT-dau LVN_001.jpg
	435_QD-QLD_120814_CP#THUONG.LT-dau LVN.pdf



