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Regulate Pharmato

be Truly World Class

Itis India's toehold in advanced manufacture -

Regulation of pharmaceutical production in India see-
mstobe stuckam thepre-refor: days of autarky, bereft of
ambluon and ob11V1ous of tﬁ‘e global opportumtles the
sector holdsout for India. The drugcontroller general of
Indla has reportedly admitted that if we followed US
tandards, we would need to shut down most domestic
n’l fac;?l, tieg Ithetrays a defeatist mindsetand wor-
se L1’.‘stead Wwe surely” need wWor d-class quality controlin
domestic pharma torealise ou¥ potential to be the phar-
. macy of the world. True, the [ndian pharma industry
does already supply generics tg over 200 nations and ter-
ritories. But the potential upside is simply huge if we fol-
low the highest global standards. The size of the US gene-

rics drugmarket2lone is$80b
Also , when it comes to advar
bility, phar:a is the.lone sec
thing of a toehold. Hence the v
the curve when it comes to its
' “The notion t

"'\\ « lations need
% make availgl

L s sprrious.
#y of our way tg
cate human
. toshoreupg

ion, and fast growing.
ed manufacturing capa-
or where we have some-
ital necd not to be behind
egulatlon and oversight.
sit ouf norms andregu-
only be good enough to
ble affordable medicines.-
Rather; we needto goout
create incentives to allo-
and financial resources
nality standards in phar-

" ma manufadture and boost exports,

leveragmg our resource endowment and skill base, And
instead of leaving it to the US Food and Drug Adminis-
tration to routinely find faults with plants here—thelat-
estbeing Ranbaxy’s Toansa facility—ourregulatory au-

thoritiesclearly need to be muc
It is true that the mandate of

lator is more voluntary than st
. compliance and quality assurahce is supposed to be the
lookout of the concerned state)

h more proactive.
the national drugs regu-
atutory; manufacturing

It points to the pressing

need to overhaul and modernre the entire regulatory

structure with stepped up reso

rces and capacity build-

ing. Without uncompromising standards and norms
thatareregularly updated, we would stand to greatly for-

feit the massive potential of ph
the nationalgood.
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