BQYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC ' Poc lap - Tuw do — Hanh phic

86: 4% 10/QLD-PK Ha Ngi, ngay 2%... thang .3.. ndm 2014
V/v dang ky, huu hanh thude chira hoat

chit cefetamet

Kinh giri:  Céc cong ty dang ky, san xuét thu6c huu hanh tai Viét Nam.

Theo két qua tdng hop va danh gla ctia Trung tdm Quoc gia Thong tin thude
va theo ddi phan ung c6 hai ctia thubc, céc thir nghiém 1am sang d3 dugc thue hién
dé danh gid higu qua va dd an toan cla cefetamet p1vox1l trong didu trj mot sb bf;nh
nhi®m khuin bao gdm: nhiém khuin hé hap (nhim khuén hd hap trén va nhiém
khudn hd hap du6i); nhiém khuén tai — miii — hong (viém xoang clp & ngudi lén va
viém tai giira & tré em), nhi®m khuin tiét meu sinh dyc (nhiém khuan tiét nigu —
sinh dyc c6 bién chu'ng hoic k.hong c6 bién chimg, dy phong va diéu trj lau cau)
Tuy nhién, do dugc trién khai vao nhimg nim 1980 - 1990, v6i nhimg han ché 16n
trong thiét ké nghlen ciru va phuong phap nghién ciru nén cac dir liéu dé chimg
minh hiu qua cia cefetamet plvoxﬂ con chua day dit. Hoat chét cefetamet pivoxil
hién chi con luu hanh & mét sd rat it nude trén thé gidi.

Cin cir két lusin ciia Hoi ddng tu van cip sd ding ky luu hanh thubc - B Y té
d6i véi thubce cé chita hoat chit cefetamet pivoxil, ¢ dam bao sir dung thudc hop
ly, an toan, higu qua Cuc Quan ly Dugc thong bao nhu sau:

1. Tam ngimg cip sb ding ky méi, ding ky lai dbi véi thudc chira hoat chét
cefetamet pivoxil.

Trudmg hop cong ty mudn dang ky thudc chira hoat chit cefetamet pivoxil,
yéu ciu cbng ty ndp day & céc thur nghlem lam sang pha III thiét ké dung phucmg
phép (phan nhém ngiu nhién, mi &3i, véi nhém dbi chimg khéng sinh) d& Cuc
Quan ly Duge thim dinh, d4nh gia.

2. béi vcn cac thudc chira hoat chét cefetamet p1vox11 dang con hiéu lyc sé
ding ky: Yéu cAu cong ty s& hitu sé ding ky cung cép bd sung céc dir liéu 14m sang
nhu yeu cAu néu tai muc 1 dé chimg minh hiéu quéa cia thudc. Sau 01 nim ké tir
ngay c6 théng bao nay, neu cdng ty khéng bd sung dugc dit ligu chu'ng minh hiéu
qua cuia thudc theo yéu cau, Cuc Quan Iy Duoc s& ra quyet dinh rat s6 déng ky cua
cac thubc chira cefetamet.

Cuc Quan ly Dugc thong bdo dé cic don vj biét va thyc hién./.
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