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India’s pharmaceutical sector isentering
adefining phase in its evolution. For
decades, the country has been recognised
globally for its scale, reliabilityand #
quality insupplying medicinestothe
world. The next chapter, however, is

infrastructure and skilled talent.

One of the most consequential reforms

investments in research, manufacturing  m

Enabling tesearchwithout | re
compromising accountability tir
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maintaining rigour where patient safety
demands it while simplifying processes
where prodedural requirements add
limited public health value.

This is not deregulation —itis
regulatory maturity. ‘

Process density to policy precision
Highly regulated industries depend on
clear rules, predictable timelines and

consistent oversight. Yet, over time, regui-
latory systems can accumulate layers of
procedure thatoutlive their original put-

pose. When that happens, compliance
risks becoming process—heavy without

necessarily improving safety outcomes.
e e et wafarm tratectory reflects
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O

strengtheningexport competitiveness |
Asimilar philosophy underpins the |
simplification of procedures for |
certain bioavailability and bioequival- '
ence (BA/BE) studies, particularly those
undertaken for export markets.
These studies are globally standard-
ised components of generic drug develop-
_ment. Aligning regulatory oversight with
their actual risk profile enables faster
execution without diluting serutiny.
For India, one of the world’s most
- important suppliers of affordable medi-
cines, such efficiencies translate directly
into stronger expott competitiveness and
responsiveness to global demand,
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