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BOYTE CQNG ROA xA H(H CHU NGIDA VIeT NAM 
cue QUAN LY DU'QC flQc I~p - Tv do - H~nh phuc 

sf>: -1 i12 IQLD-BK '.u' AT A. )~,1. h ' 3, ~ rta J.V91, ngay ...: ... tang .. '" nam 2014 
V/v dangky, hru hanh thuoc chua heat 
cMt bifendat va thu5c c ua hoat ch~t 

. ", .£) .t. V A , . . ~ J. . u _ . . 

biph~~yt4iJi1etliyI. dicarb.oxylat 

Kinh giri: Cac cong ty dang IcY, san xu~t thuoc hru hanh tai Vi~t Nam. 

Trong qua trinh tham dinh, xet duyet h6 sa dang leY thuoc, C\lC Quan ly Diroc 
nhan th~y co mot s5 cong ty, dang IcY th,":5c thanh 'phful heat chftt la biphenyl 
dim~thyl "dicarbo?cyl~t nh::mg ho sothanh phanhoat chat ~ la bifendat hoac ngircc 
lai dan den co the nham lin trong san xuat va sir dung thuoc, . 

Mat khac, qua t6ng hop cac thong tin tir tai lieu trong mroc va quac t~, cac dfr 
li~u cua Trung tam Quoc gia Thong tin thuoc va thea d5i phan irng co hai cua thuoc, 
hai hoat ch~t bifendat va biphenyl dimethyl dicarboxylat co cong tlnrc phan ill va 
cong thirc cftu tao khac nhau; diI li~u v~ hieu qua va dQ an' toan cua bifendat va 
biphenyl dimethyl dicarboxylat cling con r~t han ch~, C\lC Quan ly Dircc cung cftp 
mot s5 thong tin cu thS vS hai hoat ch~t nay nhu sau: 
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Nguon goc Chi~t xuftt ill qua Ngii b9i tU 

(Schisandra chinensis) 
Ch~t t6ng hop hoa hoc 
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r "" ~ , ,/ can eu ketluan cua H9i dong nr van cap so dang ky 'hru hanh thuoc - BQ Y te 
", ~. 

doi voi thuoc co chua hoat chat bifendat va biphenyl dimethyl dicarboxylat, de dam 
bao su dung thuoc hop ly, an toan, hieu qua, Cue Quem ly Diroc thong bao nhu sau: 

1. T~Jjii" 'ii~g 'cAp "s6 "dfu1&-IcY moi, d~gi kY' l?i "cua:~upc ' 9liu~ h6~t chAt 
bifendat-ho~c thuoc' chua heat chat biphenyl diDieiliyPClicar}5oxylat.. - . 

Truong hop cong ty muon dang leY thuoc chua hoat ch~t bifendat hoac thuoc 
chua heat chAt biphenyl dimethyl dicarboxylat, yeu cAu cong ty cung cap hE> sa lam 
sang chimg minh tinh an toan va hieu qua cua thuoc dS C\lC Quan ly Ducc danh gia 
lai 191 ich/ nguy ca cua thuoc tnroc khi c~p s6 dang IcY luu hanh, 

2. :86i voi cacthucc chua heat ch~t bifendat hoac thu6c chua heat chAt 
biphenyl dimethyl dicarboxylat dang conhieu hrc s6 dang IcY: 

Yeu cAu cong ty schtfu s6 dang IcY thuoc b6 sung hB sa lam sang chimg minh 
tinh an toan va hieu qua cua thu6c; Sau Ot ·nam kS tir ngay co thong bao nay, nSu 
cong ty khong cung cAp duoc hE> sa lam sang dat yeu cAu, C\lC Quan Iy Diroc se ra 
quyet dinh rut s6 dang ky.hru hanh thuoc. 

Cue:Quem Iy Duoc thong bao dS cac dan vi biSt va thuc hi~n.l. 
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