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Ha Néi, ngay oy thang / 2 ndm 2014

QUYET PINH
V2 vige ban hanh danh myc 03 thube sin xut trong nwée
(thudc diéu trj ung thur ding ky Il;n dAu- sb ding ky c6 hi¢u lyrc 02 niim)
dwge cAp s ding ky lru hanh tai Vigt Nam- Dot 148

CUC TRUONG CUC QUAN LY DUQC

Cian ¢r Ludt Dugc ngz‘ny 14 théang 6 nam 2005;

Can cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phii quy
dinh chirc nang, nhiém vu, cluyén han va co cdu té chire clia Bd Y t&;

Cin cir Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cia Bo trudng Bo ¥
 v& viéc quy dinh chirc ning, nhiém vy, quyén hen va co cdu td chire cta Cuc
Quan Iy Duge thufec B§ Y té;

Can ctt Théng tr s6 22/2009/TT-BYT ngay 24/11/2009 cua B Y té quy
dinh vige dang ky thube; o ,

Can ctr y kién ciia Hoi dong tu van cap so dang ky luu hanh thuoe BO Y t¢;

Xét d& nghi ciia Truémg phong Ding ky thude - Cuc Quan 1y Dugc;

QUYET PINH:

Pidu 1: Ban hanh kém theo Quyét dinh ndy danh muc 03 thudc san xuét
trong nude (thude diéu tri ung thu ding ky lin dau — s6 dang ky hiéu lyc 02 nam)
dugc cap s6 dang ky Ivu hanh tai Viét Nam - Dot 148.

Piéu 2: Cong ty san xuat va cdng ty ding ky cé thude luu hanh phai in sé
dang ky dugc Bo Y te cép 1én nhan thudc va phai chéip hanh ding cac quy ché cé
lién quan dén san xuét va luu hanh thude. S8 ding ky c6 ky higu QLPB-...-14 ¢6
gid trj 02 ndm ké tir ngdy ky Quyét dinh.

Piéu 3: Trong qué trinh ru hanh thudc, nha sén xudt phéi két hop voi céc
co s& diéu tri dé thuc hién theo diing céc quy dinh hi¢n hanh vé thude ké don va
theo dbi hiéu luc, do an toan, tac dung khéng mong mudn cia thude trén ngudi
Viét Nam. Céng ty dang ky ¢6 trich nhiém 10ng hop céc béo céo cta cac don vi
trén v& Cuc Quan Iy Duge theo ding quy dinh hién hanh méi 06 thang mét lan.

Pidu 4. Quyét dinh nay c6 hiéu lyc ké tir ngdy ky ban hanh.
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_ Diéu 5. Gidm déc S¢'Y té céc tinh, thanh phé trye thude trung wong va giam
doce cong ty san xuat va cong ty dang ky co thudc tai Piéu 1 chiju tréch nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Diéu 5; CUC TRUON

- BT. Nguyén Thi Kim Tién (dé ble):

- Cyc Quén y - Bé Qubc phong, Cye Y 1é - Bj CA;

- Cuc Y té giao théng vén t3i- B§ GTVT; ] V4
- Tong Cyc Hai Quan- B¢ Tai Chinh; P

- Bao hiém xi héi Vigt Nam;

- Vy Phép ché, Cuc Quén 1y Kham, chita bgnh - B§ Y t&; Thanh -

traBo Y t&; N
- Vién KN thube TU v VKN thude TP.HCM; Trwong Quée Curimg
- Téng Céng ty Duge VN;

- Céc bénh vién, Vién cé givdmg bénh trire thuge BYT;
- Website ctia Cuc QLD, Tap chi Duge My pham - Cuc QLD;
- Luu: VP, KDD, KT (2b).
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BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CiC QUAN LY DUQC Die 1ap - Ty do - Hanh phic

DANH MUC 03 THUOC SAN XUAT TRONG NUGC BUGC CAP SO BANG KY HIEU LUC 02 NAM
(THUOC PIEU TR UNG THU PANG KY LAN DAU)- DOT 148.

Ban hanh kém theo ql.net dinh sé&: nHIQB—QLD ngavui S Mi"?’
1. Cong ty diing ky: Coag ty ¢d phiin SPM (D/c: L6 51- Duong 56 2- KCN Tan Tao- Q. Bink Tein-
T8 HCM - Viér Nam)

1.1 Nhi san xuéi: Cong ty co phan SPM (D/c: L6 51- Dudng $6 2- KCN Tdn Tao- Q. Binh Tin-
TP. HCM - Viét Nam)

+84-8-3930 3279 * www.ThuVienPhapLuat.v

2. Cong ty ding ky: Cong ty TNHH dugc phdm Pat Vi Phi (D/e; L6 M7A-CN, Drong D17
KCN My Phueor, tinh Binh Dirong - Viét Nam)

2.1 Nha sin xuit: Cong ty TNHH duge phdm Pat Vi Pha (B/e: L6 M7A-CN, Duéng DI7, 50
M7 Phietre, tinh Binh Duong - Viér Nam)
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