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revise guidelines for

of overcharging cases

bers and requested o send their
comminits if any, within 10
working days.

"The guidelines  will  stand
deenned to be adopled if no
comments ame meeeived,” said
the Awthority.

It may be noted that the Min-
istry of Chemicals and Fertilis-
ey hus nodified the amencd meent
af the DO, 2013 in the end
of June, with several changes
inchuding those related to over-
charging cases.

The Ministry has amended
Paragraph 14{2), which stipu-
labed that the manufactarers
selling a scheduled formulation
ata higher price than the ceiling
price and local taxes will be li-
alble to deposit the overchanged
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arnount with interast from the
date of sach overcharging, to
mcude a prowviso that the 13-
.:|'|1|'||I_'.' of the manufacturer for
overcharging shall be restricted
frr the quantity of stock traded
through the distributor or retail-
er, found b have effected such
overcharging, if the manufac-
turer has been complying with
the price revisions in the past.
This came a3 a relief 1o the
marufacturers, since prior to
the amendment, they would
have been held responsible for
overcharging and brought inlo
the mecovery proceedings even
if they have complied with the
regulations and the overcharg-
ing happened at the distribu-
fors', stockists” or retudlers' el #
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Growing Indian API industry role in global supply chain

Dr. Sanj_a)( A_g_,rawal

~p1A has established itself as
one of the world's leading
pharmaceutical manufactur-
ing and exporting countries.
While Indian pharmaceutical
exports are widely recognised
for generic medicines, Active
Pharmaceutical Ingredients
(APIs) are an equally important
part of the country’s pharma-
ceutical ecosystem. APIs are the
biologically active substances in
medicines that produce the in-
tended therapeutic effect. Their
quality, availability and cost
directly influence the produc-
tion, affordability and reliabil-
ity of pharmaceutical products.
Ower the years, India has de-
veloped significant expertise in
API manufacturing, supported
by a strong chemical industry,
skilled scientific workforce,
cost-effective production ca-
pabilities and a large network
of pharmaceutical companies.
Today, Indian API manufac-
turers supply pharmaceutical
companies across major global
markets, making the country
an important component of the

international  pharmaceutical
supply chain.

India’s position in global API
market

India has a diverse API man-
ufacturing base, producing in-
gredients used in antibiotics,
cardiovascular medicines, anti-
diabetic drugs, analgesics, anti-
infectives, vitamins and several
other therapeutic categories.
The country has particularly
strong capabilities in the pro-
duction of generic APIs and
pharmaceutical intermediates.

India’s APl exports have
grown alongside the expansion
of its generic pharmaceutical
industry. The country’s ability
to manufacture APIs at com-
petitive costs has made

Indian suppliers attractive
to pharmaceutical companies
looking to maintain affordable
production while meeting in-
ternational quality standards.
The global APT market is highly
competitive, with countries such
as China, India, Italy, Germany
and several other manufactur-
ing centres playing significant
roles. India has developed a
strong position because of its
ability to combine relatively low
manufacturing costs with tech-
nical expertise and experience
in supplying regulated interna-
tional markets.

Major drivers of API exports
One of the most important

factors supporting India’s API

exports is cost competitive-

ness. Indian manufacturers
benefit from an established
pharmaceutical and chemi-
cal manufacturing ecosystem,
a large skilled workforce and
extensive experience in process
optimisation and large-scale
production. India also has a
strong base of scientific and
technical professionals, includ-
ing chemists, pharmacists, en-
gineers and researchers. Their
expertise supports manufac-
turing, quality control, process
development and regulatory

compliance.
Another important advan-
tage is vertical integration.

Several Indian pharmaceuti-
cal companies operate across
multiple stages of the pharma-
ceutical value chain, from raw
materials and APIs to finished
formulations. This integration
can provide greater control
over quality, costs and sup-
ply reliability. India’s experi-
ence with international
regulatory systems is
another significant
strength. Manu-

facturers
supplying
markets
such as
the Unit-
ed States
and Europe
have developed
capabilities in
Good Manufacturing
Practices, documentation,
quality management, inspec-
tions and regulatory submis-
sions.

Government support for API
manufacturing

The Indian government has
increasingly recognised the
strategic importance of domes-
tic API manufacturing. His-
torically, India has depended
substantially on imports for
certain APIs, key starting ma-
terials and pharmaceutical in-
termediates. This dependence
has highlighted the need to
strengthen domestic manufac-
turing capacity.

Several government initia-
tives have therefore been intro-
duced to encourage investment
in the bulk-drug and API sec-
tor. The Production Linked In-
centive scheme for bulk drugs
focuses on increasing domestic
manufacturing of critical APIs,
Key Starting Materials and
drug intermediates.

Such initiatives are impor-
tant for two reasons. First, they
can reduce India’s dependence
on imported pharmaceutical
inputs. Second, they can cre-
ate additional manufacturing
capacity that can eventually
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support exports. The develop-
ment of domestic API capacity
also improves India’s resilience
against global supply-chain
disruptions. Events such as
the Covid-19 pandemic dem-
onstrated how  disruptions
in international logistics and
manufacturing can affect the
availability of critical pharma-
ceutical ingredients.

Major export markets

Indian pharmaceutical manu-
facturers supply APIs and phar-
maceutical products to a wide
range of international markets.
The United States and Europe-
an countries remain particularly
important because of their large

pharmaceutical industries and
stringent but established regu-
latory frameworks. The United
States is one of India’s most sig-
nificant pharmaceutical trading
partners. Indian manufacturers
have extensive experience sup-
plying products to the US mar-
ket, although competition and
regulatory requirements remain
demanding.

Europe is another major
opportunity for Indian API
manufacturers. European
pharmaceutical companies in-
creasingly value reliable and
diversified supply chains. In-
dian manufacturers that can
consistently meet European
quality and environmental
standards are well positioned
to benefit from this demand.
Beyond developed markets,
Africa, Latin America, South-
east Asia and other emerging
regions offer considerable op-
portunities. These markets

have growing healthcare needs

and significant demand for af-
fordable medicines. As local
pharmaceutical ~manufactur-
ing expands in these regions,
demand for APIs and pharma-
ceutical intermediates is also
expected to increase.

Challenges for Indian API
exporters

Despite India’s strengths, the
API export industry faces sev-
eral challenges. The most sig-
nificant is intense international
competition, particularly from
China. Chinese manufacturers
have considerable scale and
strong positions in numerous
APIs and intermediates. Indian
companies therefore need to
compete on more than price
by offering consistent quality,
supply reliability and techno-
logical capabilities.

Regulatory compliance is an-
other major challenge. Pharma-
ceutical markets increasingly
demand strict standards
relating to manufac-
turing  processes,

quality control,
b data integ-
rity and

environ-
mental
practices.

Meeting
these require-
ments  requires
continuous invest-
ment in facilities, tech-
nology, skilled personnel
and quality systems.

Raw-material dependence
can also affect India’s com-
petitiveness. Even though In-
dia has a strong API industry,
certain starting materials and
intermediates continue to be
sourced internationally. Price
fluctuations, geopolitical de-
velopments and transportation
disruptions can therefore influ-
ence production costs.

Environmental sustainability
is becoming another important
consideration. APl manufac-
turing can involve substantial
use of water, solvents, chemi-
cals and energy. International
customers and regulators are
increasingly focused on envi-
ronmentally responsible pro-
duction. Indian manufactur-
ers will need to adopt cleaner
technologies, improve waste
management and reduce their
environmental footprint.

Opportunities for future
growth

The future of Indian API ex-
ports lies not only in increasing
production volumes but also in
moving towards higher-value
and technologically advanced
APIs. Complex APIs, special-
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ity pharmaceutical ingredients,
high-potency products, pep-
tides and other sophisticated
products could offer significant
growth opportunities.

Investment in research and
development will be crucial.
Companies that improve man-
ufacturing processes, develop
innovative synthesis methods
and reduce production costs
can gain a stronger competi-
tive advantage in international
markets.

Greater backward integra-
tion can also strengthen India’s
position. Developing domestic
sources for important raw ma-
terials, starting materials and
intermediates would reduce
supply-chain risks and improve
India’s ability to provide reliable
long-term supplies to global
customers. Market diversifica-
tion will be equally important.
Expanding exports to emerging
markets can reduce dependence
on a small number of countries
while creating new opportuni-
ties for Indian manufacturers.

Conclusion

Exports of Indian API prod-
ucts have become an important
component of India’s pharma-
ceutical industry and its posi-
tion in the global healthcare
ecosystem. India’s combination
of manufacturing expertise,
scientific talent, cost competi-
tiveness and experience with
international markets gives it
a strong foundation for contin-
ued growth. Government sup-
port for domestic API manu-
facturing is also strengthening
the country’s pharmaceutical
supply chain and reducing de-
pendence on imports of critical
ingredients. However, Indian
manufacturers must continue
to address challenges related to
international competition, reg-
ulatory compliance, raw-ma-
terial security, technology and
environmental sustainability.

The next phase of growth
will depend on India’s ability
to move beyond conventional,
cost-driven API manufacturing
and develop high-quality, com-
plex and technology-intensive
pharmaceutical  ingredients.
With continued investment
in innovation, infrastructure,
research and regulatory excel-
lence, India can strengthen its
position as a reliable global
supplier of APIs. Ultimately,
growth in Indian API exports
will not only boost pharma-
ceutical exports and economic
development but also reinforce
India’s role as a key supplier in
the global healthcare system.

(The author is pharma consulfant)
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