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~ New Delhi: Pharmaceutical

companies may have t6 shell R

out' more to do busingssin In-

dm The government has pro- _

osed gver five-fold hike in re-
gu latory fees.for testing, ma-
nufacturmg and se]lmg medi-

cines in thé country, a move.

thatislikely toimpact both do-

" mestic as well as multinatio-

nal pharmaceutical compani-
€s operating here,

p sed to increase site re"
ration fee for importing m
dlcmes to $10,000 from $1,500.

The fees for registration of

such imported pharmaceuti-
cal products is likely to go up

to $5,000 from $1,000. The go-

vernment has proposed a ste-
ep hike even in case of locally

manufactured medicines, For

any new product registration,

compames may have topay a :
~ fee as high as Rs 2, 50,000 as_

compared to Rs 50,000 now;, -

_ ‘While the proposal ha's_
met with d strong opposition

from drug makers facing pri-

i cing pressures in India, the

maove may not nnpact consu-

mEIS as mecllcme prices are”

i largely regulated in'the eount-

- ry. Ontheotherhand, somebe--:

lieve consumers may benefit
from the move as a hlgher fee

- islikely to result in better re-
i gulatory checks and efﬁc:1ent i
processes. Apart from pro~ -

o
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duct and site registration, the

- government has also propo-

sed to increase fees for con-
ducting clinical trials and for
securingas well asrenewal of
license for stocking,. expor-
tingand even dlstrlbutmg me-
dicines,

Onceapproved, theamend-
ments inthefeestructures will
be part of the Drugs and Cos-
metics Rules,1945. The govern-
mentand theregulator believe
that fee hikes are much requi-
red and were long pending.

“The pharmaceutical indust-
ry is growing with steep i incre:
ase in revenue year after year:

To tackle the increasing appli-

. cationload efficiently we need'

fundsandthishastobegenera-
tedfromthe industry” a senior *
official said. He added India is
still charging less than what

. companies have to pay abroad. '

Internationally, govern- ;
ments would often subscribe ;
to a fee hike to upgrade its’ rex:
gulatory agencies and proces- ;
ses. TheUS Food and Drug Ad- |
ministration (US FDA), consi- -
dered one of the stringent
drug regulators, had also im-
posed significant hike in. Pro- .
duct registrations, approvals
and even on site Inspections .
mamly for generies manufac-
tured outside America’ when
numberof such filingsi 1ncre.i-
sed a few years ago



