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Ne,w Delhi: Pharmaceutical
companigs may have to shell
out more to do business {n In.
dia. Thg governmenf has pro-
poped oygr'Iive-fold hike in re,
gu.tatory fees, for testing,,ma-
nufacturing,and selling medi-
cines in thd country a move
that is likely to impact both do-
mestic as well as multinatio-
nal pharmaceutical compani-
es operatinghere.

dicines to 910,000 from $i,SOO.
The fees lbr registration of'

any new product registration,

I ' gomqalieg may.have to pay a :
I Tu as high as Rs 2,b0,000 as,

compared to Rs 50,000 now
r$[hile the proposal has

met with a strong opposition
frorn drug makers facing pri,
cing pressures in India" the
move may not impact consu_
mers as mcdicine prices are
Iargely_re gulated in the coulrt-
r5z Onthe other hand, somebe-
lieve consumers may benefit
from the move as a higher fee
is likely to resu_lt iri betten re-
gulatory checkS and efficient
processes. Apai.t from pro-

duct and site registration, the
government has also propo-
sed to increase fees for con-
ducting clihical trials and for
secqring,as well as renewai of
]icense for stocking, expgr-
ting and even distributing me-
dicines,

Once approved, the amend-
ments in the fee structures will
be part of the Drugs and Cos-
metics Rules,1945. The govern-
ment and the re gulator believe
thatfee hikes a_re much requi-
red and were long pending.
"The pharmaceutical indust-
ry is growing with steep incr+,r
ase in revenue year after year:
To,tackle the increasing apfli:
cation.load efficienfly we need

funds and this has to be genera-
ted from the industry', a senior
official said. I-Ie added India is
still charging less than what

, companieshavetopayabroad.'
InternationalJy govern_,

ments would often subscribe '
to a fee hike to upgrade itsie.'
gulatory agencies andproces- ,,
ses" The US Food and DrugAd-
ministration (US FDA), consi- '
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