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f*prhe governmernt has ac-
fr cepted the long-stand-

-f;L ing demand of themed-

drugs and pharmaceuticals.

' ical devices sector to detink it
, from thepharmaceutical sec-

The revised schedule is be-
ing put up on the website of
the Central Drugs Standards
Control Organisation
(CDSCO) inviting comments
from the public after which a
notification will be issuetl
through the law miniotrY for
changing the Drug Rules.

Schedule M III Provides re-
quirements of factory prem'

Sid^h"'1

ght 0n Revised Schedule
ises for of medi-
cal
and

under the Drugs
Rules (DCR),

1"945. itrelates onlyto
devices, namelythree

sterile onandbloodcol'
iection and syringes and
needles. A bnumberof no'
ttfieddev are currentlYbe'

under the provi-
sion of

The
1945.

Technical Advi-
sory (DTAB) in its Au-

meeting recom-gust 20
mended ScheduleMIIIbe

under DCR 1945
amended so that
vely for medical

devices, heduleMwas
todrugs.

"Now in the worlcl are
pnarrn
device

I and medical
governed by the

same set legislations as has
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andthe
it was

been historicaliY haPPening
in India," said a statement of
the Association of Indian
Medical Device IndustrY
(AIMED). This has had a detri
mental impact on the metlioal
devices sectoq it added.

According to AIMED im-
ports accountfor about 700/o of
its roughly $10 billion devices
market' The lack of a regulato-
ry f?amework along interna'
tional lines, the industry bodY
felt, has been a major factor as
'investors were discburaged bY
the initial movq of 2? medical
devices being regulated as
drugs by CDSCO dnd state drug
controllers. The government
has taken the first steP in tfie aP"
nropriate direction. But there
needs to be a seParate law book,
separate rule book and sepa'
rate regulatory authorW


