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New drug regime to track
bulk pro ducts in fﬁngH_T

The move comes as
India’s reputation as
the ‘pharmacy of the
world' takes a hit

Privanka Sharma
pElyaria sharma @ ivemind com

MEW DELHI: Facing mounting
scrutiny over drug safety lapses,
India is working to overhaul its
pharmaceutical licensing
framework by introducing &
scparate wholesale licensing
regime for bulk drugs, active
pharmaceutical ingredients
(APls) and key starting materi-
als (K5Ms), according to three
government officials and docu-
mients reviewed by Mirt,

A draft notification Is in the
works for a new licensing
regime, the people cited above
said on the condition of ano-
nymity. This will dismantle the
current common licensing sys-
temn for raw materials and fin-
ished medicines, give the Drugs
Controller General of India
(DCGT) a long-missing reglstry
of nearly 1.2 million bulk drug
traders, and significantly
strengthen traceability and
accountability in the country's
pharmaceutical market,

“The lack of transparency in
the raw material supply chain
was highlighted by recent

The government plans a separate wholesale licensing regime for

bulk drugs, APls and key starting materials.

reports of cough syrups con-
taminated with diethylene gly-
col, ralsing serious safety con-
cerns, Itis the need of the hour
to monitor the supply chain and

the quality of high-risk solvents,

including propylene glyool used
in formulations,” said one of the
three officials said on the condi-
thon of anonymity.

The proposed change aims to
bulld a comprehensive datahase

‘of bulk drug traders, improve

traceability of imported raw
materials, over 70% of which
come from China, and allow
regulators to quickly Identify
and hold accountable specific
dealers involved In the supply of

MINT

substandard inputs in India’s
$50-billion  pharmaceutical
market. The market for APIs,
bulk drugs and advanced inter-
mediates, was valued at approx-
imately $3.5 billion in FY25.
The government move comes
in the backdrop of India's repu-
tation as the "Pharmacy of the
World" taking a hit due to
deaths of children in Uzbekis-
tan, Gambia, Cameroon and
India linked to cough syrups
manufactared by Indian Jf.’l,rms.
While the total value for
India’s total pharmaceutical-re-
lated imports—including fin-
ished products—for FY24 was
approximately $8.2 billion, bulk

drugs remain the dominant
share of this inflow data from
the Directorate General of Com-
mercial Intelligence and Statis-
tics and commerce ministry
shows,

India’s API market is projec-
ted to reach $38.13 billion by
2034, growing at a CAGR of
8.50% from 20325 to 2034,
according to reports by
research firms like Market
Rezearch Future,

The government intends to
monitor the movement of raw
Ingredients with precision
through a new and comprehen-
sive database,

“Similar licensing parame-
ters cannot be applied to bulk
drug dealers and formulation
sellers, Bulk drug sellers man-
age chemical-based processes
for manufacmirers, whereas for-
mulation sellers deal with
retailers and the public,” sald a
second government official
cited above.

According te documents
reviewed by Mint, there isa pro-
posal to introduce a separate
form to apply for bulk drug
wholesale licenses, The docu-
ment stated that currently. APIs
and excipients covered under
the definition of drugs are sold
or distributed to the manufac-
turer under a wholesale licence,
which is commaon for formula-
tions as well as bulk drugs.
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