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from the organisers of the Seminar,
Ags such the Government have no
authentic information regarding the
statement attributeg to the Regional
Director of WH.O, in India. How-
ever, Press Reports have appeared
stating that Dr, B. B. Gatonde of
W.H.O. had saig that 30,000 formu-
lations in India have not been evalua-
ted for their safety.

(b) Under the Drugs and Cosmetics
Act control over the manufacture and
sale of drugs is exercised by the
State Drug Control Authorities, The
State Drug Controllers are the licens-
ing Authority for manufacture of
drugs and manufacturing licenseg for
manufacture of grug formulationg are
issued by them. State Drug Control-
lers while issuing manufacturing
licences for formulations are requir-
ed to gcreen drug formulations parti-
cularly combinationg to ensure that
that they contain the constituents
ingredients iherapeutic/prophyla-
tic quantities, are safe for use and
contain such ingredienty and in such
quantitieg for which there is thera-
peutic justification, The  State
Drug Controllerg licence drug formu-
lationg in the context of informalion
available regarding the ftoxicity of
these drugs or their incompatability,
it would therefore mot be correct to
say that grug formulationg have not
been evaluateq for safety from  the
health point of view. It is possible
that after drug formulations have been
licenced for manufacture and have
been marketed for many years, re-
ports may come to notice regarding
the toxicity of some of the drugg or
their incompatability. Medical opi-
nion regarding the use of these drugs
may also change over a period of
time. Thus while in the past me-
dical opinion wag not against the
marketing of drug combinations dur-
ing recent years medical opinion has
now veered towards the prescribing
of drugs as single ingredient prepa-
rations. Drug regulatory agencies
have consequently begun re-evaluat-
ing drug combinations marketed from
the angle of safety and efficacy in
light of current knowledge.
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