wpe =i

Hnidia

where intelligence gathers

1.3 Dacarmiber ZOTD | Bambay Extubition Contrs, Murba, India

Bharathi Ramesh

Wr ducers of the Adive

y 1S5 300-350
f—" 1

W Indian pharmaceuti-

cal manufaciurer today

s inthe fore front of the

science of manufactur-

ing with a wide range of capo-

bilifies in the comple field of

drugs, podud manufacturing
aswell s technology

The Indian pharmaceutical

i Ingpecents
min and drug products in the
‘gobal arena. There are approxi-
mately 250 large mamufacturing
units and about 8000 small scale
units which outline the cone of
the pharmaceutical industry in
India. India currently boldsa.
por cont share of the global mar-
et

Loskd

worth § 45 billin, growing at
about dght to nine per cent
annually. It has considerably
epanded  with mome than
20000 registered pharmaceuti-
cal units,

Thelndian pharma industry is
comsidesed to be one among the

Indian pharmaceutical industry
and the Indian economy as a
whele, the foture looks very

the final cost of the medicines
and making it more accessible fo
enduser.In India, investigation-
al new drug stage costs around
US § 10 — 15 million, whic
almaost 1/10( of its cost i inter-
nationally recognized countries
where it costs amy whom
betweenUS$ 100- 150million.
To nurture this steady growth
curve, we should constantly
assoss our Good
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beight forp Inda s
farst becoming a lucrative hub for
RéeD, chinical il I, with
the cost of a trial US$ 25,

in comparisce w

nario, trend
the inclstry and the govem-
mentshould togetherbraceup i
ensurethat Indian phermaceut-

e cal companies do nol sucoumb
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gobal competition.

Curnently India has laid down
its own GMP requirements in
Schedule M of the ‘Drugs and
Cosmetios Rules’. Indian GMP
regulations does not different-

e gt between GMP for medid-

ol procscts and GMP for APL
I fact, Part 1 = F of the Indian
Schodule M s for APl many-

| facturing, the complexity of
rules ane comparatively low.
This may create problems for
APl and drug, manufacturers

ntey. For instance
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manufacturers non-compliant

| even if the industy has

| adhered o their respective

| national GMPP reguilation for

| facing intermational audits.
4

Our country has a binge man-
power which itself i a major
asset. But here in the case of
young and fresh  andidates
«coming out of pharmacy cob-
legesarefound to lack industri
al exposure to take up asign-
ments. Therefore the syllabus
should be reboked  and
designed in such @ way o
wnsure that theve is adequate the-
oretical know-how about differ-
et aspects of pharra regula-
Gons whichwill allow he candi-

date 10 comprehend the
roquirements of the indunstry he
isselsiedto work.

With the 'pmipsl\ of GMP
hamonization coming to plry
shortly our industry should take
seps 1o align the requirements
of ICH / GMP | QMS(Qwlity
Maragement Systems) o that
will

™ pharma-
| ceutical compunies in India s
that they adopt 1CH structured
| pidetines, GMP reguilations,
| audit topics and legal equine-

be no room for not adopting
quality systems. The problem
cannotbe solved by tighter negu-
Lations alone. Continuous and

pearupior theaudit But neces-
sarily the manubacturer may
not follow Schecule M for fac-
ing, intemational audits. The
| difference between the GMP
| standards of the drug supply-

o
o overcome the challenge of
meeting sringent mquirements
PGMP’ is doing the right
thing when nobody is waihing
but it will reflect in the final
pmiuﬂlungngh

g countries and ng
countries may therefore result
in ambiguities and difficulties
| relatingtoits compliance.
| Amajorchallenge putin front
of us is the possibility of infer-
| pretation of GMP Schedule M
| requirements o the  auditoe
The compuany specific GMP
| documenis required for the tar-

For India, the g
rapid growthin the world phar-
maceutical market. The country
has good  infrastnacture, toch-
nology and mast importantly
skilled and dynamic worklorce.
Now with the GMP guidelines in
place, India can gear up to scale
higher peaks inthe global phar-
ma market. There ane immense

| getcountry
| away that the suditorisfamiliar
| with. Thenefore, the company
| mayemploy well informed and
| highly skilked workfonee whois
| adept with mogulatory and
| GMPlnowledgesothattherisk
| conbe avoided and the auditce
| s familiarized waith the reguls-
| tory guidelines bid down in

ndia

for
<l players both atthe national as
well as the global kevel to prove
their strength. But along with
opportunities ane  challenges
which need to be overcome in
order o achieve sustainable
growthinthe fsture .
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