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Govt mulls USFDA-like checks to keep N

SURABHI
NEW DELHI, JANUARY 28

CONCERNED by increas-
ing regulatory action against
domestic drug makers in the
United States and Europe,
the government is planning
to initiate a similar system
of checks on pharma manu-
facturers, including multi-
national firms operating out
of India.

The Drug Controller
General of India is set to
ktart a system of sudden in-

spections of manufacturing
facilities of pharma compa-
nies, including those of
multi-national companies
and will take stringent action
against any violations.

“There has to be a level
playing field. If foreign regu-
lators can make surprise
checks on Indian pharma
companies, we can do the
same for both domestic as
well as foreign drug

makers,” said GN Singh,
Drug Controller General of
India (DCGI).

At present, teams from

the DCGI and state drug

control officers conduct
checks but firms are usually
notified in advance of such
visits. In case of any viola-
tions, the facilities are given
at least a 45 day window to
comply with norms that can
be increased on a case-by-
case basis.

The move comes soon
after the US Food and Drug
Administration (USFDA)
banned Ranbaxy’s fourth
unit at Toansa last Friday.
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Although the DCGI is
also set to inspect the facility
to check for manufacturing
violationis, sources said there

is increasing concern in the
government over the regula,

tory action that Indian drug

makersare facing abroad. :

:z«E&. 30 per cent of
the generic medicines
consumed in the US is manu-
fattured by Indian drug
makers. This is not a new
phenomena  but this has

been the same for the last 10.

years,” pointed out a senior
government official.

. Over the past fewyears,a -
* number of Indian drug mak-

ers have been hauled up by

- the USFDA over issues re--
lating to violation of good -
manufacturing practices.

Pharma. firms including

Wockhardt, Fresenius Kabi,
RPG Life Sciences have got
warning letters from

the USFDA earlier while
others including Ranbaxy,
Dr "Reddy’s’ Labs, Sun
Pharma, Cadila, Aurobindo
Pharma and Glenmark
have faced action for non-
compliance with various US
regulations.

. Also, the UK Medicines
and Healthcare Products
Regulatory Agency had
carlier issued a precaution-

. ary recall for sixteen medi-

NC drug makers on toes

cines made by Wockhardt’s
Waluj facility.

With an estimated size of
over Rs 72,000 crore in 2013,
the Indian pharmaceutical
industry is one.of the largest
exporters of mo:on_nn_:_wm in
the world.
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