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AYS after the
US Food and
Drug Adminis-
tratlon (FDA)
banned
import of Ran-
baxy products to America
from its Toansa plant,
health regulators of the
European Union (EU) and
the UK have said that they
are evaluating the FDA
inspection findings to
assess if deviations from
good manufacturing prac-
tice (GMP) have any impli-
cation in their markets.

European Medicines Agency
(EMA), a body under the EU, said
that Ranbaxy’s site in Toansa,
Punjab, is a supplier of active
ingredients for four centrally
authorised medicines Enyglid
(repaglinide), Repaglinide Krka
(repaglinide), Repaglinide Teva
(repaglinide) and Nevirapine Teva
(nevirapine) besides several non-
centrally authorised medicines.

“The EMA and national medi-
cingés authorities in the EU have
been informed of the recent FDA
‘inspection findings and prohibi-
tion of importation or distribu-
tion within the US of active phar-
maceutical ingredients from the
Ranbaxy Laboratories’ site in
Toansa, India, due to deviations
from good manufacturing prac-
tice (GMP) identified during the
inspection in Toansa,” EMA said
in an email reply.

European authorities are evalu-
ating the F'DA inspection find-
ings, which have been shared
under confidentiality arrange-
ments. They are also evalu-
ating information
requested from the
marketing authorisa-
tion holders in the EU s/}
and from Ranbaxy ;
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itself in order to assess the
impact that these GMP defieien-
cies may have on medicines on
the EU market, EMA added.
The Medicines and Healthcare
Products Regulatory Agency
(MHRA) of UK said that it is
aware of the results of the
FDA's . inspection.
MHRA said that as of

evidence that Ran-
baxy's medicines in

now, they found no

the UK are defective.“We are
aware of the results of the FDA's
inspection relating to good manu-
facturing practice issues at Ran-

baxy’s Toansa p.lant » MHRA said.

Presence of flies in sample storage
room, uncalibrated instruments in
laboratory and non-adherence to
sample analysis procedure were
among the eight lapses found at
Toansa plant that led to the FDA
banning imports of drugs made at
the facility. PTI

Arun Sawhney, CEO, Ranbaxy Laboratories.

[N

& Aspartofthis
evaluation, theEMA
and national medicines
authorities will take
any measures necessary
toprotect the health of
EUpatientsshould arisk
topublic healthbe
identified &

— EUROPEAN MEDICINES

AGENCY

6 Patientsafotyis
our priorityandwe
arecurrently
working withEUand
internationalregulatory
partnerstoassess
whether thesefindings
haveanyimplication
fortheUK 9

— MEDICINES AND

HEALTHCARE PRODUCTS
REGULATORY AGENCY






