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Pharmacos

fear new EU

qualityrule

"K'V Ramana & HYDERARAD

First, the tender-based sys-
tem in certain key European
markets eroded margins of-
key Indian pharmaceutical
firms. Now more trouble
from Exirope seems to be on
the way in the form of a di-
rective of the Falsified Medi-
cines Act,

Come July 2013, “he Euro-
pean Union (EU) will insist
that each and every pharma
export consighment be ac-
companied by a letter from a
competent authority in the
country concerned certifying
that the products were man-
ufactured to meet European
quality standards,

r

exports annually to Europe

depend on the EU market
for a significant portion
of their revenues

“The letter {re-
quirernent) was to come into
force from April 2013. Now
we are told it would happen
from July 2013, We are await-
ing further clarity on the is-
sue,” said a senior employee
of a generic pharma major,

Implications abound for
active pharma ingredients
(APIs). India currently ex-
ports about $1 billicn worth
of APls annually to Europe;
and 220-250 companies de-
pend on the EU market for a
significant portion of their
revenues.

The government is said to
be working on naming a
competent authority that can

‘issue the certificate, "There

are indications that the Drugs
Controller General of India
(DCGI) would be the compe-
tent authority. We are hope-
ful of handling it appropri-
ately,” an official source said.
According to sources, India
has an option of get:ing rec- -

Stbilion "

worth of APIs Ind'a currently

ognised as an equivalent
country to the EU which
would obviate the need for
the certificate,

But the industry is not

pleased. For, the process of
obtaining 2 letter for every

export consignmertt would -

be time consuming,

“We still don't know if the
required letters would be is-
sued as per export schedules,
However, going by the past
experience, we anticipate
some delays which, in turn,

could affect the export réve- -

nues at least initially; till a
proper system is in place
which will likely take some
months, An option is to plan
well and factor in the delays,”

Ma major.

Accerding to in-
dustry sources, the
European Fine Chem-
icals Group (EFCG),
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pressing hard for

clamping down on
substandard im-
ports, particularly
g from China and
India.

"The European
industry group alleges that
Asian companies, particu-
larly those in China and India,
have been exporting low-
quality products, Its mem-
bers have been on wspection
visits of the European regula-
tor to manufacturing facili-
ties in Asia,” said an industry

ource.

The new directive requires
neither mandatory inspec-
tion of all global APl manu-
facturers for good manufac-
turing practices (GMP) com-
pliance nor the traceability of
the manufacturing sites that
praoduce APIs sold in the ELJ,
[nstead, the responsibility to
verify compliance remains
with either the autherisation
holders auditing suppliers to
thie EU or a third party.

The competent authority
to be named by the govern-
ment would thus be the au-
thorisiation holder.
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- said a CEO of a phar-. .






