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6: European regulators said -
- onThursday they-have com-

pleted their assessment of
drug manufacturing viola-

" tions at Ranbaxy Laborato-

ries' Toansa facility India
and although deficiencies
werefound Emwvowmuodmw
topublichealth.’ .

The H.mmERme said they
were satisfied by corrective
measures put in place by the
company after USreguilators
founddeviationsin January.

The assessment stands in
stark contrast tothe response
of US regulators to the defi-
ciencies found at the plant.

" The Food and Drug Adminis-

tration barred Ranbaxy from

) making and selling pharma-

ceutical ingredients from the
Toansa facility “to prevent
substandardquality products
from" reaching US con-

sumers.” Ranbaxy is in the
process of beingacquired by
Indian-based Sun Pharma-
ceuticalndustriesfor$3.2bil-
lion. In March, the FDA
banned imports from Sun's
plantatKarkhadi.

- GN Singh, the Drugs Con-
troller General of India, did
not respond to a call made af-
ter business hours, but some
expertssaidtheyexpectIndia

1o use the split betwean Eu-
rope and the US to validate -
their claims that the US is be-,

ing too harsh on Indian drug
companies.

“In that sense I see this as
being very negative,” said
Roger Bate, an economist at
the American Enterprise In-

stitute. “Itwouldhavebeenfar

more useful if Europeandthe
dmv»ms&w&ﬁ:m.go line.”

'EUREGULATORS
SAID THEY WERE -
SATISFIED BY
CORRECTIVE
MEASURESPUTIN -
PLACEBY THE
COMPANY AFTER US

REGULATORS

FOUND DEVIATIONS
IN JANUARY

~“The US ban on products
fromtheToansafacilityispart

of abroader crackdownbythe
US regulator on substandard
generic drugs from India.
Toansa became the fourth
Ranbaxy plant whose prod-
ucts werebarredfromthe US.

Following FDA's Toansa
inspection, European regula-
torssent a team of inspectors

from Germany, Ireland and

Regulatorsin Europe, US differ on
mﬁ.oq of w&&g S Hcm:% facility

the UK, whowerejoined by in-

. spectors from Switzerland

and Australia, EuropeanMed-

icines Agency (EMA)said.
“The inspe¢tion team con-

cluded there was noevidence

! ~ thatany medicinesonthe EU
market that have an active -

pharmaceutical ingredient
manufactured in Toansa

were of unacceptable quality. -

or presented a risk to the

.health of patients taking °
. ...them,” theagencysaid:

““The conclusion was w&v

7 ported by tests of samples of
these medicines, allof which

met the correct quality speci-
fications.” Still, theEMA said
European authorities “have

identified theneedtokeepthe’

Toansasiteunder closesuper-

visionandthiswillbedonein '
collaboration with India and:

regulatory ~authorities
around the globe.” Ranbaxy
spokesman had no immedi-
atecomment.
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