New drug exportregime
to ease quality concerns

Aligning local
certification with
WHO's GMP follows
licensing shift
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NEW DELHL: Dvuges musdhe in Irclis
for global markets will soon
have their local certification
akgood with global nonms, as the
central government monves to
assure foreign buyers after
recent incidoents of sub-standard
drugs sold abroad.

The drug regulator will
upgrade India’s Certficate of
Prarmaccutical Product (CoPf)
to match the World Headth Orga-
nizaton s (WHO's) good manu-
xcturtng pracooes (GMPy cortfh
cation as part of an overhaul of
the export-appeoval prooess, two
officals amaiar with the devel-
opment said

The Col'P and the WHO's
GMP cerificates are the prelims
nary documents required for

oblaining product approvad and

Thunt-ll abo help foreign rtﬁlmuu-rtinth
authenticity of Indisn drugmakers.

authenticity of Indsan drugmak-
s,

“The plan is 10 put these cer
tificates on the website of the
Central Drugs Standand Controd
Orzanisation (CDSCO) so that
importing countries or regula-
tors can check whether these
centificates are Ksued by CDSCD
or not.” one of the two people
said.

The idea is to bring In trans
parency in the system including
greater oversight over the num-

The CDSCO is the apex negula-
ey authoeity for the pharma-
ceuticals, medical devices, and
cosmietics industries, similar to
the US™s Food and Drug Admin-
sstration. The Dnegs Contraller
General of India (DOGI). oper-
ascs under the CDSCO,

Under the new guidelines,
state governments can issue
CoPT certificates to pharmacmu-
rical companics oaly If CDSCO
officials are involved in joim

- -

sirictly adbere to the WHO's

good nuanufaciuning practices

lincs at their production
Btics,

The mone 1o bring ureformity
in the CoPP and the WHO's cer-
tificates s weloome as it willl
bring confidence 10 exporters
and overscas regulatory bodics
that exponrts from India are of
high quality and under the
supervision of the central gov-
crmment. sakd Sudarshan Jain,
sccretary general of the Indian
Pharmaccutical Allsance.

As part of the overhaul,
the Undon povernment recently
wrested authority from states to
become the sole entity responsi-
b for issuing manufacturing
licences for drugs meant for
CXports.

A health mins stry spokesper -
son did not immediately reply
to Mint s gueries.

londia is the world's larges
exporter of genenic medicines,
which are authorized copics of
patentod druges. In 2022- 21, India
exported pharmaceutical prod-
ucts worth $25 4 billion to abosst
210 couaniries. Around 60% of the



