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BOYTE e(>NG HOA xA HOI cmi NGHiA vrer NAM 
cue QuAN LY DlfQ'C :DQc l~p - TV do - H~nh phuc 

S5:4gjQIQLD-BK • .Ha Noi, ngay ;';1... thdng .3.. niim 2014 
V/v dang ky, hru hanh thuoc chua heat 

ch~t cefetamet 

Kinh giri: Cac cong ty dang ky, san xuit thu6c hru hanh tai Viet Nam. 

Theo k~t qua t6ng hop va danh gia cua Trung tam Qudc gia Thong tin thuoc 
va thea doi phan irng co hai cua thuoc, cac thir nghiem lam sang da duoc thirc hi~n 
dS danh gia hieu qua va dQ an toan cua cefetamet pivoxil trong diSu tri mQt s6 benh 
nhiem khuan bao gam: nhiSm khuful ho hip (nhiern khuan ho hip tren va nhiSm 
khuan ho hip duoi): nhiem khuan tai - mfii - hong (viem xoang cip anguoi 100 va 
viem tai giira a tre em), nhiem khuful ti~t nieu - sinh due (nhiem khuan ti~t ni~u­
sinh due co bien chlm& hose khong co bi~n chtrng, du phong va diSu tri I?u ~~u). 
Tuy nhien, do duoc trien khai VaG nhtmg nam 1980 - 1990, v61 nhtmg han che IOn 
trong thi~t k~ nghien CUll va phuong phap nghien CUll nen cac dfr lieu dS chimg 
minh hieu qua cua cefetamet pi~oxil con chua d~y duo Heat .ch~t cefetamet pivoxil 
hien chi con hru hanh amot so rat it rnrcc tren the gioi. 

Can ClI k~t luan cua H(>i dang tu vin cip s6 dang kY luu hanh thuoc - BQ Y t~ 
d6i v61 thu6c co chua hoat chit cefetamet pivoxil, dS dam baa sir dung thu6c hop 
Iy, an toan, hieu qua, Cue Quan Iy Duoc thong baa nhir sau: 

1. Tam ngirng cip s6 dang kY moi, dfulg ky lai d6i v61 thuoc chua hoat chit 
cefetamet pivaxil. 

Truong hop cong ty inu6n dangky thuoc chua hoat chit cefetamet pivoxil, 
yeu c~u cong ty n9P d~y du cac thir nghiern lam sang pha "III thiet k~ dung phuong . 
phap (phan nhom ngdu nhien, mu doi, V01 nhom d6i chirng khang sinh) dS C\lC 
Quan 1;'Duoc tham dinh, danh gia, 

2. B6i voi cac thuoc chua heat ch§.t cefetamet pivoxil dang con hieu hrc s6 
dang ky: Yeu c~u cong ty sa hfru s6 dang ky cung c§.p b6 sung cac dfr li~u lam sang 
nhu yeu c~u neu tai mucI dS chirng minh ~~u qua cua thuoc. Sau 01 nam kS ill 
ngay co thong baa nay, neu cong ty khong b6 sung dugc da li~u chUng minh hi~u 

qua cua thu6c thea yeu c~u, C\lC Quan ly Dugc se ra quy~t dinh rut s6 dang kY cua 
d.c thu6c chua cefetamet. 

Cl;lC Quan Iy Dugc thong baa dS cac dan vi bi~t va th\Tc hi~n.l. 
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