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Indian pharma must address quality concerns
to penetrate global markets deeper

SOUMONTY KanunGo & TrusHNA UDGIRKAR agency (MHRA), on the globally-accepted best
i ; : manufacturing practices,

Mumbai/Hyderabad N : -+ " The mnrw:owm probes and recent instances of
NDIAN drtigmakers are finally sitting up to 'non-compliance on quality and manufacturing
take note of how to make medicines the = practices by Ranbaxy and Wockhardt are cases in
healthy way. They have been forced to point. Some 526 drug manufacturing facilities are
tweak age-old practices by cleaning up hy-  approved by the FDA in India. Some 78 of these
giene issues at their plants. And it's not be-  were issued Form 483s by the FDA, which is 20

cause the drug controllér at home insisted that per cent of all the Form 483s issued to foreign

they get their basies right. i drugmakers in FY13, ending September 30.

the first-world healthcare market, selling cheaper  pany’s management of objectionable conditjons.
alternatives to high-priced innovations by big Colwpanies must respond in writing to these objec-
pharma, they are coming under heightened tionsand clarify the corrective steps they are taking,
scrutiny by foreign regulators, particularly the US  and then, of course, go on to implement the plan.
food and drug administration (FDA) and the UK's Worse, till February 19, some 31 Indian manu-
_:7'medicines and healthcare products regulatory facturing facilities were under the FDA's import

B ) . . alert, with Ranbaxy's Toansa facility the latest to
Jjoin the list on January 24.

According to India Ratings and Research, a
Fitch group company, the USFDA issued 43 import
alerts against pharmaceutical facili- .
ties during 2013, of which 21 facili-
ties were in India, taking India’s
share to 49 per cent of the total.
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