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Pharma cmnmpam« s see need for

 SUSHMI DEY .
Mew Delhi, 23 September

Worried about the increasing’
global enforcements faced by
domestic manufacturing facili-
ties, leading Indian pharmaceu-
tical companies say the industry
needs to tighten its comphance
‘procedurss and -raise invest-

" ment in quality to ensure its
share in the global rmarket

_ remains intact.

' “There are concerns as wen

" as awarsniéss due to the strin=-

‘gency in regulations. Quality
and compliance isa continuous
process. Itnscertamlylmponant
for the industry to focus on
. ensunng there are robust sys-
lems in place for compliance,”
says Biocon Chairman and
Managing Director Kiran
Mazumdar-Shaw. She said the
sudden rise in enforcernents

was’ “éeatise of the growing rnar-

. ket chare of Indian drug many--
© factirers g obally “Domestic
companies represent a signifi--

cant part of the global drug

indu strv and, therefore, there is

an ncresse in the
scru:iny of taesecom-

Sc1 snces were barred from: sup-
plying; products to the world’s
largest-ohammaceuticals market.
Wecekhardt's Waluyj  facility
reczived enforcements fromthe
UK crug rzgulator and has, sub-

sequeritly, been,

barred from sup-

partes. Also, with the
presence 97 US FDA
{Focd * and Drug
Adriinistrztion) in
India, now, there are
freq;ent audits com-

-pared " tg periodic”.
revi zws eaJhPr shef'

added.
4 "he toal number

of US, import ajerts.

impased on domestic
manufaciuring

Kiran Mazoindar-

Shaw, Biocon’
chiaf, says the
sudden rise in
global -
enforcemerits is -
due to growing -

miirket share of

Indian drug:
manufacturers

facilities ' Japan. .

plying medicines
to the whole. of
Enrope. So far this

- year, Indian man-
- ufacturing facili-

ties have received

- atotatof 13import
“alerts, conipared
“owithseven - in
" China and two

£&ch in Australia,
Canada and

increasedsignificantly thisyear..

Of Iiste, so:me fecilivies of major
drug makers such as Ranbaxy,
Wockhardt and RPG Life

Heavever, drug makers, ana-
lyste and other stakeholdess
Businesse Standard spoke: to
brushed asice arguments the

tlghtelr compliance procedures

enforcements were targeted at

Indian drug makers. “The bot-
tom line is compliance, and
‘there are nio short cuts to ensut-
ing quality. I don’t think recent .

regulatory actions by the US

.FDA are directed against Indian
" pharmaceutical companies

alone. I have seen the

lettersissued to the US and oth-
-er companies, globally and all

the FDA is trying to do is differ-
entiate the good manufacturers
from the not-so-good onesglob-
ally,” said Vinita Gupta, chief

executive, - # . Lupin ¢

Pharmaceitticals.’

Tndustry - officials and
experts emphasised while
some violations had recently
been highlighted by interna-
tional regulators, this didn’t

‘imply all Indian manufactur-

ing facilities were
non-compliant.






