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Several drugs banned abroad

Jayati Ghose

New Delhi, Nov 26: Over a dozen
. drugs, including anti-allergic Bu-
clizineand anti-asthmaDoxofylline,
that have been removed from two or

more foreign countries on grounds,
of efficacy and safety couldsoonfind.-
their way into the Indian govern. -

ment's “banned-drug” list, denting
turnovers of pharma giants such as
Glenmark, Ranbaxy, H.:EP
Mankind and Cipla.

»:wgmnﬁmmgﬁmbgonng&g is
being marketed as Longifene by
Mankind Pharmaand thisdrugisal-
so present in several combination
formulations.

Doxofylline has over Rs 600 crore
market inIndia and is being sold un-
der various brand names such as
Synasma (Ranbaxy), Doxovent
(Glenmark) and Theobid-D (Cipla).
In all, the proposed bans on over a
dozendrugs woulddestroy 3% of the
Rs 77,000crore domestic pharma

" market, official sources said. The

- namesof the other drugs that might
‘be removed were :oa immediately
available.

Accordingtothe sources, the gov-

- erniment is also planningtosetupa
special expert committee to weed
out irrational fixed dose combina-

-'cle relaxants, painkillers, anti-de:

Buclizine, prescribed in FE» as’.

tion (FDC) drugs that include mus-’
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pressants and antispasmodics from
the market. FDC formulations ac-
count for around 45% of the domes-
ticpharmamarketandarefrequent-
ly prescribed by doctors.

Asection of the FDC marketis be-
lieved to be of drugs lacking any
therapeutic efficacy.

“Drugs, which have been re-
moved from two or more countries
on grounds of efficacy and safety,
will be considered for banning in In-
dia,” said a health ministry note.
The government is expected to for-
mulate a stringent drug ban policy
soon. .

According to Ranjit Roy Chaud-
hury, chairman of the government
committee on approval of new
drugs, clinical trials and drug ban:

‘A list should be prepared of drugs’

not approved in the country of ori-
gin and those which have been
banned or withdrawn in several
countries. These should again bere-
viewed for withdrawal”.

Recently, the government had to
revoke its ban on anti-diabetic drug
Pioglitazone, which has over Rs 800
crore domestic market, as the sus-
pension had not been approved by
the drug technical advisory board.
Moreover, with the ban on antide-
pressant Deanxit being quashed by
the Karnataka High Court in Au-
gust, Emngmﬁwwmco:c@w:oimns
be sold by prescription.

The issueof safety of drugssoldin
the Indian market has hogged the
limelightforlong, withregulatoryex-
perts often citing instances of drugs
bannedinother countriescontinuing

tobesoldinIndia.

According to sources, both Bu-
clizine and Doxofylline do not have
the permission for sale in major de-
veloped countries such as US, Cana-
da, Britain, Australia and are likely
to be considered by the health min-
istry for suspension inIndia.

Sourcesadded thatevenfor Deanx-
it, which is banned in its country of
origin Denmark, an expert commit-
teewould beconstituted by thehealth
ministry to make recommendations
onitsmarketing inIndia.

Indiahasbannedover9idrugsbe-
tween July 1983 and June 2012.

Between between May and June

may face curbs i 1n India as well

this year, the health ministry

banned four drugs — painkillers
dextropropoxyphene and analgin,
anti-diabetic pioglitazone and anti-
depressant deanxit— which togeth-

er garner sales of Rs 1,200 crorein -

the domestic pharma market.

On irrational FDCs, sources said
that the committee “will review all
the drug formulations and vaccines
now in the marketand preparea list
of drugs which shouldberemoved”.

TheRanjit Roycommitteehadnot-
ed with concern that in India there
areanunacceptably large number of
formulations in the market, some-
where between 60,000 and 85000, and
many of these medicines should not
have been allowed to reach the mar-
ketinthefirstplace.






