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chét bifendat va thudc chita hoat chit
biphenyl dimethyl dicarboxylat

Kinh giri:  Céac céng ty dang ky, san xuét thubc hru hanh tai Viét Nam.
Trong qua trmh thAm dinh, xét duyét hé so ding ky thube, Cuc Quan ly Dugc
nhan thiy c6 mot sb céng ty ding ky thudc thanh Phan hoat chét 1a bipheny!

dimethyl dlcarboxylat nhu'ng hd so thanh phan hoat chat gl'u 1a bifendat hoic ngugc
lai dAn dén c6 thé nham 14n trong san xuét va sir dung thude.

Mit khac, qua tong hqp cac thong tin tir tai li¢u trong nude va quoc té, cac dir
ligu cuia Trung tim Quoc gia Théng tin thubc va theo doi phan {mg c6 hai ciia thudc,
hai hoat chat bifendat va biphenyl dunethyl dlcarboxylat cé cong thirc phéan tir va
cong thirc cdu tao khac nhau; dir liéu vé hi¢u qua va d¢ an toan cua bifendat va
biphenyl dimethy] dicarboxylat ciing con rat han ché, Cyc Quan Iy Dugc cung cép
mdt sb thong tin cu thé vé hai hoat chét nay nhu sau:
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Cén cir két lugn cua HQl déng tu vin cép s dang ky luu hanh thudc - BoY té
d6i véi thude c6 chita hoat chét bifendat va biphenyl dimethyl dicarboxylat, dé dam
bao sir dung thudc hqp ly, an toan, hiéu qua, Cuc Quan ly Dugc théng bao nhu sau:

1. Tam ngimg cip s dang ky méi, ding ky lai cia thubc chiza hoat chét
bifendat hojic thubc chira hoat chit biphenyl dnnethyl dicarboxylat.

Trudmg hgp cong ty mudn ding ky thudc chira hoat chét bifendat hogc thube
chira hoat chét biphenyl dimethyl d1ca.rb0xylat yéu cdu cong ty cung cip hd so lam
sang chimg minh tinh an toan va hiéu qua cua thubc d& Cuc Quan ly Duoc danh gia
lai loi ich/ nguy co cla thubc trirée khi cép sb ding ky luu hanh.

2. B6i véi cac thube chira hoat chét bifendat hofc thubc chira hoat chit
biphenyl dimethyl dlcarboxylat dang con h1¢u luc sb ding ky:

Yéu cau cong ty s& hitu sé déng ky thudc bd sung hé so 14m sang chu'ng minh
tinh an toan va hiéu qua cia thude. Sau 01 nim ké tir ngay c6 théng bdo nay, néu
cong ty khong cung cap dugc hd so 1dm sang dat yéu cdu, Cyc Quan ly Dugc sé ra
quyét dinh rit s6 ding ky hwu hanh thuébc.

Cuc Quan ly Dugc théng bao dé c4c don vj biét va thyc hién..
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