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Cadila’s Gujarat plant
gets US FDA clearance

BY ISHA TRIVEDI
isha.t@livemint.com

MUMBAI

hares of drugmaker Cad-
S ila Healthcare Ltd shot

up nearly 20% on Thurs-
day after the company said the
US Food and Drug Adminis-
tration (FDA) had cleared its
Gujarat plant after an inspec-
tion.

The US drug regulator had
earlierissued a warning letter
to the formulations facility at
Moraiya in Gujarat for breach
of good manufacturing prac-
tices.

“The US FDA inspected our
Moraiya facility from 6 Febru-
ary, 2017 to 15 February, 2017,
At the end of the inspection,
no observation (Form 483) was
issued,” Cadila said in a stock
exchange filing on Thursday.

The US FDA issues a Form
483ifitsinvestigatorsspotany
conditions that in their judg-
ment may constitute viola-
tions of specific US laws,

Cadila shares soared 19.9%
to close at Rs429.45 on the
BSE, while the benchmark
Sensex index rose 0.5% to
close at 28,301.27 points on
Thursday.

“Resolution of compliance,
issues at Moraiya was very crit-
ical asthis plant accounted for
60-70% of the company’s sales
inthe US. Thisis a big positive.
Cadila will start getting
approvals for products that
were stuck due to regulatory
issues at Moraiya,” said an ana-
lyst, who did not wish to be
named. The plant was issued a
warning letter in December
2015, nearly a year and a half
after the US regulator had
issued a Form 4.83.



