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FDA: Natcofailed
tofollow quality
control measures

Hyderabad, Jan 25: The US
Food and Drug Administra-
tion (FDA) has noted that city-
based Natco Pharma did not
follow quality control mea-
sures “fully” atitsformulation
plantin Telangana.

The US drug regulator has
made six observations after
the completion of inspection
of its Kothur formulation fa-
cility in Telangana, Natcosaid
on Wednesday in a statement.
“The responsibilities and pro-
cedures applicable to the qual-
ity controlunitarenotfullyfol-
lowed... The written stability
testing programme is not fol-
lowed,” FDA said in its inspec-
tionreport.

The FDA had inspected the
Kothur formulation facility
between January 16-24, 2017,
Natco Pharma said in a state-
ment.

Thecompany however, stat-
ed that all observations are
“correctable and procedural
and itbelievesare minor inna-
ture”. “The observations are
related to complaint and inci-
dent investigations, stability
backlog and procedural
SOPs,” it said. Natco Pharma
said it will provide due justifi-
cations and corrective action
plan within next 15 working
daystotheaddressthe USFDA
observations. “Laboratory
controldoesnotincludethees-
tablishment of scientifically;”
FDA reportsaid. PTI



