BOYTE CONG HOA XA HOI cHO VGH[A VI.R'I‘ NAM
CUC QUAN LY DUGC - Tu do - Hanh
5 fl%m-qw 1 ngi. ngdy zjm.,g(z ndm 2008
QUYET DINH

V€ viec riit s6 dang ky cla thube.
CUC TRUGNG CUC QUAN LY DUGC
Nghi dinh s6 l88/2007/NDCP ngay 27/12/2007 ciia Ch[nh phi quy
dinh chnc nm;, nmm vu, quyén han va co c4u t8 chitc clia BS Y t€;
/€t dinh s62964/2004/QD -BYT ngdy 27/8/2004 mlnB¢ trudng
Y v! vlbc quy a,m chitc nang, nhiém vu, quyén han clia cc vy, cye, van phong.
hanh ra B0 ¥
o qui ché dang ky thuSc ban mrm kem theo quyét dinh s6
JIZIHOOI/QDBYT ngay 18/7/2001 ciia BO trubng
an cif van thu s6 107 CV-CTCPDP-TC ngly «/nmoos ciia cong ty 6 phdn
duge pnim m.ex bi y 1€ Ha Noi (Cong. g dﬂng k) va céc ti ligu c6 lién quan b8
sung hé so theo yéu cdu tai cong vin s GOIQLD DK n;iy 28/8/2008 cta Cuc
Quin Iy Dm.x: vé viec xin huy s6 dang kg cba san phdm bot pha tiém Scitropin,
SDK: VN-0083-06 do cong ty dang ky va nhB sin xudt a8 thod thuan chdm dit hop
aéng pmn ph6i sén phdm ndy tai Viét Nz
dé nghi clia Truéng phong Dlng K thuéc- Cyc Quén Iy Duge
UYET DINH

Diéu 1. Ruit G dang ky ciia thudc sau ra khdi danh myc c4c thudc duge hn
hanh tren thi trudng Vigt Nam:
Bot pha tiém Scitropin (Somatropin 4mg), SPK: VN-0083-06
Do Cong ty c6 phén duge phm-thiél bj y € Ha Noi dang kg va cong ty Bio-
Technology General (Trsel) L sin xutt,

2. Thude Bt pha tiem Scitropin duge ahap vé e nghy k7 Quyét dink
nay mloc i hah den hét hen dung cia thude

‘Diéu 3. Quyeét dinh niy 6 hiéu lyc tx gy kg ban hanh,

Piéu 4. Gidm d6c co s& c6 thuSe n6i tai Diéu 1, Gidm doc Sy t€ cc tinh,
thanh pho trye thuoc “Trung uong, céc don vi kinh doanh thubc chiu tréch nhigm thi
hanh Quyet dinh nay.
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SO Y TE TP. HO CHI MINH SAO Y BAN CHINH
: O% /SY-QLD Ngiy 09 thing OL nim 2009
Noi nhin: L. GIAM
- Ban gidm dbc,
- Cong ty Sapharc
-Phong Y té quin huyén,

- Céc bénh vién try thug,
- Phong ban: Ttra, NVY, Medinet, QLDVYT
- Lanu: VP-QLD.




