Y TE CONG HOA XA HOI CHU NGHIA va NAM

CUC QUAN LY DUGC Poc lap
s6: QUK /Qp-QLD Ha N¢i, ngay o7 thdng ﬂ ndm 2012
QUYET PINH

V& viée riit s6 diing ky ciia thude
CUC TRUGNG CUC QUAN LY DUGC

Can cir Lugt Duge ngdy 14 théng 6 nam 2005;

Ciin cif Nghi dinh s6 188/2007/ND-CP nghy 27/12/2007 cia Chinh phit
quy dinh chitc nang, nhiém vy, quyén han va ca c&u t8 chic cla B Y t&;

Can cif Quyét dinh s6 53/2008/QD-BYT nghy 30/12/2008 cia BO truéng
BY Y t€ quy dinh chic ning, nhiém vu, quyén han va co cfu t8 chic ciia Cuc’
Quin 1y duge thuge B Y t€ va Quyét dinh s6 3106/QD-BYT ngay 29/8/2011
clia BY trudng BO Y t€ vé viec sia ddi, b6 sung Didu 3 Quyét dinh s6
53/2008/QD-BYT nghy 30/12/2008 cita Bo truéng BO Y t€ quy dinh chiic nang,
nhi¢m vy, quyén han va co cfu t8 chiic ciia Cuc Quén Iy dugc thudc BO Y t&;

Can ci Thong tw s6 22/2009/TT-BYT nghy 24/11/2009 ciia B6 Y € quy
dinh vi¢c dang ky thudc;

Xét don dé nghi clia Cong ty TNHH Dugc phim Viét Phép ngdy
22/08/2012 vé viéc dé nghi rit s§ dang kg ciia thu6c Pamidronate Disodium
Injection, dung dich tiém, do nha san xust ngimg sin xuft dang bao ché dung
dich tiém v6i ham luong 60mg/10m;

Xét dé nghi clia Trudng phong Dang ky thude - Cyc Quan 1 duge,

QUYET DINH

Piéu 1. Rt s6 dang kf clia thubc sau ra khdi danh muc céc thubc dige
clps6 déng ky I hanh trén thi trudng Viet Nam:
Thude Pamidronate Disodium Injection, SDK: VN-5199-10.
Do Cong ty TNHH Duge phém Viét Phép dang ky, Cong ty Ben Venue
Laboratorics, USA sin xuat.
Diéu 2. Quyet dinh ndy c6 hiéu lyc ké tx ngdy kg ban hanh.
iéu 3. Gidm d6c S5 Y t€ céc tinh, thanh phs tryc thudc Trung vong, chc
don vj kinh doanh thuéc va Gi&m d6c co sé c6 thudc néu tai Diéu 1 chiu trich
nhiém thi hanh Quyét dinh nay.
Noi nhdn:
- Nhu Diéu 3;
- BT. Nguyén Thi Kim Ti€n (d€ b/c);
)

- Cyc Y t€ Giao thong van % a¢ Giao thong vin
- Téng cyc Hii quan - BY T

Nam;
8 trayén, Cue Quin 19 Khim ch
Y€
ién KN thuSe TW, Vien KN thudc TP. HCM;

- Tsng Cong ty Duge VN; Truong Quéc Cudng
- Céc Cong ty XNK Dugc phdm; 4

- Che Bl vt & View cdgisimg béah i thute BY Y 6
- Website ciia Cyc QLD, Tlp hi Duge & My phim-Cye QLD;

- Liu: VP, KDD, DKT(12).




