BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGC Poc lap - Ty do - Hanh phic
$6: 146 /QP-QLD Ha Noi, ngdy 0 thang g ndm 2012
QUYET PINH

V4 viee rit 6 dang ky ciia thude
CUC TRUGNG CUC QUAN LY DUGC

Can cif Lugt Dugc ngdy 14 thang 6 nam 2005;

Can cif Nghi dinh s6 188/2007/ND-CP ngay 27/12/2007 ciia Chinh phi
quy dinh chifc nang, nhiém vu, quyén han va co cdu 18 chic cba BO Y 1&;

Cin cif Quyét dinh s6 53/2008/QD-BYT ngay 30/12/2008 ctia Bo lmang
BY Y t€ quy dinh chiic nang, nhiém vy, quyén han va co c4u t6 chic cia Cuc
Quin Iy duge thuge BO Y € va Quyél dinh s6 3106/QD-BYT ngdy 29/8/2011
cha Bo truéng BO Y € vé viec sia déi, b6 sung Diéu 3 Quyét dinh s6
53/2008/QD-BYT ngay 30/12/2008 cita Bo truémg B Y t€ quy dinh chic nang,
nhiém vy, quyén han va co cfu t6 chifc cha Cuc Quan Iy dugc thuoe BO Y t€;

Cin cif Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ctia BY Y t€ quy
dinh vi¢c dang ky thudc;

Cin cif cong vin s6 683/VKNTTW-KH va cong vin s6 684NKNITW
KH ngay 02/8/2012 clia Vién Kiém nghiem thuc Trung vong kim theo ket qua
kiém nghiém 02 16 thu6c Piroxicam capsules USP 20mg khong dat tiéu chudn
chét lugng vé chi tiéu do hda tan;

Xét dé nghj clia Trudng phong Ding kg thudc - Cuc Quan Iy duge,

QUYET DPINH

Piéu 1. Riit s6 dang Ky cia thudc sau ra khoi danh myc c4c thubc duge
cAp 56 dang ky luu hanh trén thi trudng Viét N:

Piroxicam capsules USP 20mg, SDK: VN- 11608 10.

Do Cong ty Ozia Pharmaceutical Pty., Ltd., Korea dang ky, Cong ty
Minimed Laboratories Pvt., Ltd., India sin xuat.

Piéu 2. Quyét dinh ny c6 hieu lyc ké ti ngay kg ban hanh.

Piéu 3. Gidm d6c S Y t€ céc tinh, thanh pho tryc thudc Trung uong, cic
don vi kinh doanh thu6c va Gidm déc co s& c6 thuéc néu tai Diéu 1 chiu trich
nhiém thi hanh Quyét dinh nay.
Noi nhn:

- Nhu Didu 3;
- BT. Nguyén Thi Kim Tiéh (4 bje)
- TT. Cao Minh Qlllng (@ébjoy;
- Cuc Quan Y - B Quéc phong, Cuc Y & - By Cong an
~Cuc Y 1€ Giao thong van ti - Bo Giao thong van ti;
- Téng cuc Hii quan - BO T chinh

- Bio hiém Xa hoi Viet

- Vién KN thuéc TW, Vien KN thuse TP. HCM; o

~Téng Congty Ducc VN, Truong Qudc Cudng
- Cc Cong ty XNK Duge ph
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- Wit cin Co QLD Tp chi Duoe & M9 - Oy QLD:
- Luu: VP, KDD, DKT(12).



