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Korean company files suit against DRL

feBureau

Hyderabad, Jan 25: Korean
biotech company Mezzion
Pharma has filed a suit for
damagesagainstDrReddy'sin
New Jersey State court alleg-
ing that it hid significant defi-
clencies in its Food and Drug
Administration (FDA) cGMP
practices and misrepresented
itscompliance.Inastatement,
the company said that Dr Red-

dy's repeatedly represented to
Mezzion that it was compliant
with FDAregulationsandthat
it hid its misconduct from
Mezzion. The suit also states
that Dr Reddy's misconduct
was the sole reason given by
the FDA to deny approval of
Mezzion's new drug applica-
tion (NDA)for udenafil for the
treatment of erectile dysfunc-
tion(ED)andfor FDA'srefusal
tograntmarketingapproval of

Mezzion's udenafil finished
drugproduct.

Asaresult, Mezzion has in-
curred delay and expense and
was forced to seek new manu-
facturers and suppliers for
udenafil and the udenafil fin-
1shed product, and Mezzion is
currently taking the neces-
sary steps required to resub-
mit its udenafil NDA to the
FDA forapproval.

When contacted, Dr Red-

dy's spokesperson said, “We
are yet to receive any official
intimation. Hence, we do not
wish to comment on the basis
of mediareports.”

In the suit filed with the
New Jersey Court, Mezzion
seeks to recover from Dr Red-
dy'smillionsof dollarsindam-
agesforfraud, fraudulent con-
cealmentand other counts.



