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QUYETD~NH 
v e viec rut so dang ky ciia thuoc 

Cl)C TRUONG Cl)C QUAN LY Dli(lC 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 

niim 2012 

Can cu Nghi dinh so 188/2007/ND-CP ngay 27/12/2007 cua Chinh phu 
quy dinh chuc nang, nhi~m Y~;I, quyen h£:ln va ca cau t6 chuc ciia B<? Y te; 

Can cu Quyet difih so 53/2008/QD-BYT ngay 30/12/2008 cua B<? trubng 
B¢ Y te quy dinh chuc nang, nhi~m Yl;l, quyen h';lfi va ca cau t6 chuc cua C\}c 
Quan ly duqc thu<?c B<? Y te va Quyet dinh so 3106/QD-BYT ngay 29/8/2011 
cua B9 trubng B<? Y te ve vi~c sua d6i, b6 sung Dieu 3 Quyet d!nh so 
53/2008/QD-BYT ngay 30/12/2008 cua B<? trubng B<? Y te quy dinh chuc nang, 
nhi~m Yl;l. quyen h';ln va ca cau t6 chuc cua C\}C Quan ly duqc thu<?c B<? y te; 

Can cu Thong tu so 22/2009m-BYT ngay 24/11/2009 cua B<? Y te quy 
dinh vi~c dang ky thuoc; 

Can cu cong van so 802NKNTfW-KH va cong van so 803NKNTfW
KH ngay 10/9/2012 ciia Vi~n Ki~m nghi~m thuoc Trung uang kern theo ket qua 
ki~m nghi~m 02 16 thuoc Piroxicam capsules USP 20mg kh6ng d';lt tieu chuftn 
chat luqng ve chi tieu d<? hoa tan; 

Xet de nghi cua Trubng phong Dang ky thuoc - C\}c Quan ly duqc, 

QUYETD~NH 
Dieu 1. Rut so dang ky cua thuoc sau ra khoi danh ffi\JC cac thuoc duqc 

cap so dang ky luu hanh tren thi truemg Vi~t Nam: 
Piroxicam capsules USP 20mg, SDK: VN-11977-11. _ 
Do Cong ty Ozia Pharmaceutical Pty., Ltd., Korea dang ky, Cong ty 

Flamingo Pharmaceuticals Ltd., India san xuat. 
Dieu 2. Quyet dinh nay c6 hi~u lvc k~ nr ngay ky ban hanh. 
Dieu 3. Giam doc Sb Y te cac tinh, thanh pho .trvc thu¢c Trung uang, cac 

dan vi kinh doanh thuoc va Giam doc ca sa c6 thuoc neu t';li Dieu 1 chiu trach 
nhi~m thi hanh Quyet dillh nay . .. 

Nui ~htj.n: 
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- BT. Nguy~n Th! Kim Tien (d~ b/c); 
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b~nh - BQ Y te, Thanh tra BQ Y te; 
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