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Ranbaxy recalls two lots
of generic L1p1t0r in U.S.

.Staff Reporter

NEW DELHI: Ranhaxy Laborat,o-

-ries, which is reeling under

regulatory action from the
U.S. Food and Drug Adminis-
tration (USFDA), has recalled
more than- 64,000 bottles of

Atorvastatin calcium tablets, .

a generic version of choles-
terol-lowering ‘drug Lipitor,

as some bottles could possi- .

bly contain a higher dose.

Voluntary recall

“Ranbaxy Pharmaceuticals
is conductirnig a voluntary re-
call in the U.S. limited to two
lots of Atorvastatin calcium
tablets, 10 mg manufactured
in India, which expire in May,

-2014,” the drug maker said in

a statement.

Complaint

The action was taken after
a complaint by a pharmacist,
who discovered a 20 mg tab-
let inside a sealed bottle of
Atorvastatin 10 mg tablets.

A Ranbaxy spokesperson
stated the actual recall had

. happened in January.

Ranbaxy, majority of which

is owned by Japan s Daiichi

" Sankyo, said it recalled the
tablets “because of a remote-

possibility of the presence of
a 20 mg Atorvastatin cal¢ium
tabletina 10 mgbottle. Thisis

the basis of the voluntary
‘recall.” i

It also added that to date, .
the company has not received,

any product complaints relat-
ed to these batches. |, .

Additionally, other lot
numbers, package sizes and

strengths are not affected by

this recall, which is being con-
ducted at the retail level.
“Ranbaxy is‘proactively re-
calling the lots out of an abun-
dance'of caution, keeping the
safety of its patients in mind
and with the full knowledge

—of the USFDA,” it added. -

In January, the USFDA had
prohibited Ranbaxy from
producing and distributing
drugs for the American mar-
ket from its Toansa facility in
Punjab. This was the compa-
ny’s fourth plant to face regu-
latory action from the U.S:
food regulator, after Mohalj,
Paonta Sahib and Dewas
plants.






