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V/v dang ky, luu hanh thudc chira hoat
chat bifendat va thubc chira hoat chat
biphenyl dimethyl dicarboxylat

Kinh giri:  Céc cong ty dang ky, san xuat thube luu hanh tai Viét Nam.

Trong qua trinh thAm dinh, xét duyét hd so dang ky thude, Cuc Quan ly Dugc
nhan thiy c6 mot s cong ty ding ky thudc thanh phan hoat chét 13 biphenyl
dimethy! dicarboxylat nhung hd so thanh phan hoat chit ghi 13 bifendat hoic nguoc
lai d3n dén c6 thé nham 13n trong san Xudt va sit dung thube.

Mt khéac, qua tong h(pp c4c thong tin tir tai lidu trong nude va qudc té, cac dir
liéu cia Trung tdm Quéc gia Thong tin thudc va theo dbi phan tmg c6 hai ciia thube,
hai hoat chat bifendat va biphenyl dimethyl dicarboxylat c6 cong thirc phan tir va
cong thirc cAu tao khac nhau; dit lidu vé hiéu qua va d6 an toan cua bifendat va
biphenyl dimethyl dicarboxylat cling con rat han ché, Cuc Quan Iy Duogc cung cip
mdt s thong tin cu thé v& hai hoat chét nay nhu sau:

Bifendat Biphenyl dimethyl
dicarboxylat
Tén khoa 4,4’-dimethoxy-5,6,5’,6’- biphenyl 4,4’ -dimethyl
hoc dimethylene-dioxy-2,2’- dicarboxylat
: di(methylformate) diphenyl (theo théng tin tir Sigma -
(theo Duwoc dién Trung Quéc) Aldrich) '
Cong thirc
phﬁ:lg tir Ca20H;5010 Ci6H140,
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Nhiet do 180 - 183°C 213 - 215°C

nong chay

Ngudn goc Chiét xuit tir qua Ngii bdi tur Chét téng hop héa hoc
(Schisandra chinensis)




Cin ctr két luan ctia Hoi ddng tu van cap s6 diang ky luu hanh thube - Bo Y té
d6i v6i thube c6 chira hoat chét bifendat va biphenyl dimethyl dicarboxylat, dé dam
bdo st dung thube horp ly, an toan, hi¢u qua, Cuc Quan ly Duogc thong bio nhu sau:

1. Tam ngung clp sb dang ky mdi, dang ky lai cla thudc chira hoat chit
bifendat hoic thudc chira hoat chat biphenyl dimethyl dicarboxylat.

Truong hop cong ty mubn ding ky thube chira hoat chét bifendat hodc thude
chtra hoat chét biphenyl dimethyl dicarboxylat, yéu ciu cong ty cung c4p hd so lam
sang chiing minh tinh an toan va hiéu qua cua thuéc d& Cuc Quan Iy Duoc danh gia
lai loi ich/ nguy co cla thudc trude khi cap s6 dang ky luu hanh.

2. P6i véi cac thubc chua hoat chét bifendat hogc thudc chira hoat chit
biphenyl dimethyl d1carboxylat dang con hiéu luc sb dang ky:

Yéu cau cong ty s hiru s6 déng ky thubc bd sung: 'hd so 14m sang ching minh
tinh an toan va hiéu qua cua thubc. Sau 01 nam ké tir ngay co6 thong béo nay, néu
cong ty khong cung cap duge hd so 1am sang dat yéu cau, Cuc Quan ly Dugc sé& ra
quyét dinh rat sb ding ky luu hanh thude.

Cuc Quan ly Dugc thong bao dé cac don vi biét va thuc hién./.
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