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FOREWORD
With every passing decade since 1970, India’s 
pharmaceutical industry has gone from strength to 
strength in terms of broadening of scope, to deepening 
its prowess across the industry value chain. In a 
short span of time, the industry has rightfully gained 
the epithet ‘pharmacy to the world.’ The growth of 
the industry has been fuelled by adopting global 
standards and setting up large scale plants while 
leveraging the inherent competitive advantage that 
India offers in terms of its talent pool. Currently, India 
has highest number of US FDA approved plants (665) 
outside of the US as well as 44 per cent of global 
abbreviated new drug applications (ANDA).

Despite having these strengths, India has 
seen increased competition in the API (Active 
Pharmaceutical Ingredients) segment. India imports 
several intermediates and APIs today, which has 
resulted in an erosion of domestic manufacturing 
capacity for several APIs, intermediates and key 
starting materials (KSMs). 

India needs to proactively boost the manufacturing 
of APIs, intermediates and KSMs in the country and 
reduce dependence on imports. This move becomes 
crucial in the context of the recent coronavirus 
Covid-19 pandemic. The Indian API industry needs 
a clear road map with defined action points, 
priorities and milestones, along with a favourable 
environment to grow, sustain and reach the desired 
goal. The government, industry and academia need 
to collaborate to work towards a common vision of 
reviving this industry. This is the time to have a clearly 
laid out plan with defined roles, responsibilities and 
timelines. It is important for the industry to have 
government support and rapid policy implementation 
to enable India to become a world leader in this 
segment. 

This will not only lead to self-sufficiency in APIs, but 
also contribute to the robustness of our healthcare 
system by enhancing access, availability and 
assurance. 

A clear vision for the API industry will mean ensuring 
greater self-sufficiency. The recently launched 
Government schemes to promote API (bulk drug) 
through clusters and Production Linked Incentive 
(PLI) program will help support the ‘Make in India’ 
initiative for domestic manufacturing. However, 
challenges around land acquisition, ease of doing 
business, environmental clearances, taxation, R&D 
need to be acknowledged and resolved by respective 
stakeholders. 

This thought leadership report has been drafted with 
the guidance of industry leaders, industry associations 
and inputs from KPMG. The report outlines challenges 
faced by the industry and possible solutions. We hope 
these recommendations are discussed at the right 
forum and are useful to policy makers and industry in 
framing the growth agenda for the industry.

Mr. G V Prasad
Chairman, 
CII National Committee on Pharmaceuticals
Co-Chairman and Managing Director, 
Dr. Reddy’s Laboratories Ltd
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FOREWORD
The Indian pharmaceutical industry has achieved 
tremendous growth over the past few decades and 
has been instrumental in supplying generic drugs to 
the global market. India fulfils 20 per cent of global 
demand for generic medicines in terms of volume and 
supplies over 60 per cent of the global demand for 
various vaccines and Antiretroviral (ARV) drugs. The 
pharmaceutical industry is indeed a sector of pride for 
India today.

The backbone of Indian pharmaceutical industry is the 
bulk drugs industry and in the past, a well-developed 
bulk drugs manufacturing sector ensured that India 
remained self-dependent for its intermediates and 
active pharmaceutical ingredients (APIs). India’s bulk 
drug sector continuously innovated to supply high-
quality, cost-competitive intermediates and APIs to 
both the domestic and international markets.

However, over the past two decades, India’s reliance 
has grown for imports of low-cost intermediates and 
APIs. Over-dependence on imports has increased 
the threat to the nation’s health security as some 
of these APIs are crucial to mitigate India’s growing 
disease burden. Any disruption in supply chain of APIs 
can potentially result in significant shortages in the 
supply of essential drugs in India. With the recent 
coronavirus pandemic, the prices of few APIs have 
already shot up and could disrupt the drug supply in 

the country. The current scenario is of concern to all 
stakeholders, including the Government for - health 
security, industry in terms of - raw material shortage, 
price hike, and lower margins and the end consumers 
regarding - drug shortage and spurious drugs.  

The Government of India has recently made big 
announcements to launch schemes for the bulk drug 
industry. These schemes will help in supporting 
domestic manufacturing as well as exports.

The Confederation of Indian Industry (CII) and KPMG 
in India have come up with the second edition of 
the API report to signify the criticality of import 
dependence, prioritise recommendations, and enable 
the Government in effective implementations of the 
recently launched schemes.

Mr. Chandrajit Banerjee
Director General
Confederation of Indian Industry
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FOREWORD
The Indian pharmaceutical industry is the world’s 
third largest in terms of volume and thirteen largest 
in terms of value. The impact transcends the value 
chain, with Indian pharmaceutical companies leading 
in APIs as well as formulations. India’s API industry is 
ranked the third largest in the world, and the country 
contributes approximately 57 per cent of APIs to pre-
qualified list of the WHO. 

However, over the past two decades, India’s reliance 
on imports for many KSMs, intermediates and APIs 
has increased substantially. Some of these imports 
are for medicines used to treat high-burden disease 
categories, such as Cardiovascular diseases, Diabetes 
and Tuberculosis and some are also included under 
the National List of Essential Medicines (NLEM). 
India is also largely dependent on imports for many 
antibiotic APIs, which are manufactured through the 
fermentation process.  India’s high import dependency 
is largely attributed to lack of cost-effective options in 
domestic API manufacturing as compared to imports.  

The strategic nature of this dependence and potential 
supply shortage of essential drugs due to variations 
in the market dynamics - pose a threat to India’s 
drug security. The coronavirus related supply-chain 
interruptions have highlighted the vulnerabilities in 
the drug supply chain. Hence, there is an urgent need 
to improve India’s self-sufficiency and boost domestic 
manufacturing to achieve global leadership.

In this report, we have looked at the current state of 
the Indian bulk drug industry, identified challenges 
and proposed recommendations to establish self-
sufficiency in APIs.

We believe, the API sector can be a global leader if all 
stakeholders come together with a clear vision, and 
focus on themes of - Improving ease of doing business, 

Incentives and subsidies, Infrastructure development 
and Innovation & Technical capability development. 
We have identified recommendations for each of 
these themes and prioritized them. Implementation 
of these recommendations will be crucial to achieve 
leadership in APIs. 

The Government has recently approved a package of 
INR9,940 crore to boost the domestic production of 
bulk drugs and exports. It includes establishment of 
bulk drug park with common infrastructure facilities 
and a Production Linked Incentive (PLI) scheme 
to promote domestic production of 53 critical key 
starting materials (KSM), drug Intermediates and 
APIs. These schemes will provide the much-needed 
impetus to the bulk drug industry and is a step in the 
right direction. 

We would like to thank CII for partnering with us in 
preparing this report. Our sincere thanks to industry 
veterans and government stakeholders whose 
insights have helped shape this report. We hope this 
document helps the policy makers and the industry to 
drive a focused development agenda for the sector.

Mr. Sanjay Singh
Partner, Deal Advisory
Head, Life sciences
KPMG India
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The Indian pharmaceutical industry is on a high 
growth (~12 per cent) trajectory over the past few 
decades. It has contributed significantly to the global 
generics market fulfilling 20 per cent of the global 
demand in generics in terms of volume, making India 
the largest provider of generic medicines globally. 
Also, ranked third in the world, the Indian bulk drug 
industry has grown at a compound annual growth 
rate (CAGR) of around 8.6 per cent over 2016–20. It 
is further expected to expand and grow at a CAGR 
of around 8.6 per cent during 2020–24, signifying 
its future potential and evolving global importance. 
However, over the last decade, India has observed 
increased dependency on imports of many Key 
Starting Materials (KSM), intermediates and Active 
Pharmaceutical Ingredients (APIs). The import of APIs 
has risen at a CAGR of 8.3 per cent from 2012 to 2019 
and the bulk drug import reached a value of INR 249 
billion in 2019. The increasing import dependency 
can be attributed primarily to the availability of low-
cost API imports from other countries. This has been 
a cause of major concern for the industry and the 
Government, as India has seen disruption in supply 
side such as during Beijing Olympics (2008), China’s 
“Blue Skies” policy implementation (2018) etc.

Currently, India imports nearly 68 per cent of API, 
by value, from China. The latter is also a single 
supplier for many of the critical intermediaries and 
APIs including high-burden disease categories such 
as cardiovascular diseases (for example, Digoxin and 
Losartan), diabetes (Metformin and Glimepiride) and 
tuberculosis (Isoniazid and Streptomycin). These are 
also listed in the National List of Essential Medicines 
(NLEM). In fact, the current market is largely 
dependent on China for antibiotic APIs manufactured 
by the fermentation route such as Penicillin, 
Cephalosporins and Macrolides. 

High dependency of intermediates and APIs on a 
single supplier poses a threat to this security. The 
current outbreak of Coronavirus has disrupted the 
supply of KSMs, intermediates and APIs, which has 
started resulting in supply shortages and higher cost 
of import in India. The Government needs to critically 
review the situation and take necessary action to 
ensure self-sufficiency.

Doing Business 2020 report ranks India in the 63rd 
position in World Bank’s Ease of Doing Business 
(EoDB) index as compared to 142nd position in 2014. 
The Government has taken constructive steps to 
improve the business ecosystem over the past few 
years. It has also taken various positive steps for the 
pharmaceutical industry - these include increasing the 
limit on foreign direct investment (FDI), formulating 
a new intellectual property rights (IPR) policy to 
foster innovation. In March 2020, the Government 
unveiled schemes for bulk drug industry to promote 
cluster development and incentivise local production 
of critical APIs. These steps will help in building a 
conducive ecosystem and increase competitiveness for 
local manufacturers to achieve cost competitiveness 
with other countries. 

This report highlight the current state of bulk drug 
industry, assesses gaps, provide recommendations 
for improving self-sufficiency of APIs.
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 ■ India is at par with 
other countries when it 
comes to technological 
capabilities and process 
efficiency

 ■ Presence of strong 
chemical industry and 
skilled workforce

 ■ High quality and 
manufacturing standards

 ■ Inadequate infrastructure, 
utilities and R&D support

 ■ Lack of large-scale 
fermentation capacity

 ■ Low availability of feedstock 
and key starting materials 

 ■ Stringent price control and 
related margin pressure

 ■ Low Government support 
and multiple regulatory 
bodies

 ■ High cost of finance and 
short repayment period

 ■ Delays in land acquisition 
and environmental 
clearances

 ■ India imports almost 
68 per cent of its API 
consumption by value 
from China

 ■ Highly reliant on China 
for fermentation-based 
APIs (antibiotics) and even 
feedstock and many key 
starting materials 

 ■ China has the advantage 
of cost competitiveness 
through value-chain 
integrated clusters, low-
cost utilities, high capacity 
utilisation and economies 
of scale 

Inherent  
strengths 

Recommendations

Challenges 
faced

High import 
dependency

Short term:

 ■ Single window clearance system for establishing an API manufacturing unit 
in India, all licences related to testing, imports, development etc. Priority 
environmental clearances for APIs with definite timeline in place, soft loans 
with long repayment periods

Long term:

 ■ Integrated large-scale clusters (chemical and pharma) to encourage 
private sector participation, Government to create common infrastructure 
facilities - such as Effluent Treatment Plants (ETPs), testing facilities, captive 
power plants, boilers, chilled water plants, cooling towers etc., and industry 
can pay per use

 ■ Increased collaboration between industry and academia

 ■ Subsidies and incentives for technology modernisation and adoption of green 
technology
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THE INDIAN 
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1 The Indian pharmaceutical industry – the way forward, IPA, June 2019
2 Indian pharma industry: From cultural practices to quality intensive; what lies 

ahead, Business Standard, 28 February 2020
3 ANDA approvals in 2019: Trends for the generics industry, Express Pharma, 

17 January 2020
4 Indian pharma industry: From cultural practices to quality intensive; what lies 

ahead, Business Standard, 28 February 2020

The Indian pharmaceutical industry is the world’s third 
largest by volume with an annual revenue of about 
USD41 billion (domestic formulations market and 
exports). This journey can be attributed to the world-
class capabilities in formulation development, the 
entrepreneurial ability and the vision of the industry 
to establish India’s footprint in large international 
markets such as the United States.

Public health improvement1

The industry has played a key role in driving better 
health outcomes across the world through its 
affordable and high-quality generics drugs. After 
adjusting for changes in the population age structure, 
the country has witnessed a drop-in per person 
disease burden by 36 per cent between 1990 and 2016 
measured as Disability Adjusted Life Years (DALYs). 
The lowered disease burden was driven by a reduction 
in infectious and associated diseases from 61 per cent 
in 1990 to 33 per cent in 2016. Increased accessibility 
to affordable drugs has been one of the key enablers 
for lowering the disease burden in India. During 
the same period, drug penetration in the country 
increased by 50 per cent. India has now become Polio-
free, as a result of strong collaboration among vaccine 
manufacturers, healthcare providers, the government 
and development organizations. The industry has 
also helped in bringing down the treatment costs of 
life-threatening diseases such as Chronic Myeloid 
Leukemia and Hepatitis C, to less than five per cent of 
the original cost.

India also accounts for 60 per cent of global vaccine 
production, contributing 40 to 70 per cent of the WHO 
demand. The demand includes vaccine for Diphtheria, 
Tetanus and Pertussis (DPT), Bacillus Calmette–
Guerin (BCG) and measles. Estimates suggest that 
one in every three pills consumed in the United States 
is produced by an Indian generics manufacturer. In 
the UK, approximately 25 per cent of the medicines 
used are made in India. In Africa, the availability of 
affordable Indian drugs contributed to greater access 
for treatment of AIDS, with 37 per cent of AIDS 
patients receiving treatment in 2009 compared to just 
two per cent in 2003. 

Contribution to economy1

While shaping public health outcomes, the industry 
has largely contributed to India’s economic growth. It 
is estimated that the industry directly and indirectly 
provides employment to over 2.7 million people, 
in high-skill areas like R&D and manufacturing. 
The industry generates over USD 11 billion of trade 
surplus every year and is amongst the top five sectors 
contributing to the reduction of India’s trade deficit. 
The Indian pharmaceutical industry has also attracted 
more than USD 2 billion in FDI inflows over the last 
three years, making it one of the top eight sectors 
attracting FDI. The Indian pharmaceutical industry 
can contribute substantially to the growth of the 
Indian economy. It can aspire to push the net foreign 
exchange earnings to around USD 30 billion to 40 
billion annually by 2030 from current levels of ~USD 11 
billion. The industry can also create one to two million 
additional jobs for the country in the same period, 
boosting consumption in the local economy.

Universal healthcare enabler 
The Ayushman Bharat Yojana (a centrally sponsored 
National Health Protection programme) is estimated 
to benefit 10 crore vulnerable families (about 50 crore 
beneficiaries or about 40 per cent of India’s population). 
It will provide affordable access to healthcare facilities, 
while also improving health insurance penetration 
in poorer households. This is an opportunity for the 
industry to help India’s underserved masses with 
affordable drugs. Additionally, with the transition of 
disease burden in India now transitioning towards 
chronic disease, there is an increased demand for 
specialized drugs which are currently more expensive 
than acute drugs in India. The industry is well placed 
to address this need through affordable, high quality 
drugs for chronic diseases.

Growing exports
Globally, India is one of the top suppliers of bulk 
drugs and formulations. Its pharmaceutical exports 
is expected to reach USD19 billion - USD21 billion in 
2019-20. The country also has the highest number of 
US FDA approved plants (665)2 outside of the US as 
well as 44 per cent3 of global abbreviated new drug 
applications (ANDA). The Indian generics industry can 
benefit substantially from the patent cliff as patents 
for branded molecules with cumulative global sales of 
over USD 251 billion4 are expected to expire between 
2018 and 2024, opening new opportunities for the 
industry.
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5 Crisil Research, Accessed on December 2019

Figure 1: Indian bulk drug industry structure (estimated for FY20)5
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The Indian bulk drug industry has progressed from 
being perceived as an industry manufacturing simple 
API molecules to becoming the preferred destination 
for high value and complex APIs. The industry 
currently ranks third globally, next only to China and 
Italy and is focussed on low cost operations whilst 

leveraging the availability of skilled manpower in the 
country. Significant investments in process research 
and innovation have generated value for the industry. 
The bulk drug industry is also dominated by MSMEs, 
which are the primary employment generators in the 
Indian pharmaceutical sector.
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The Indian API market has shown steady growth of 8.6 per cent since FY16 and is expected to further grow 
owing to an increased focus on newer geographies in the global pharmaceutical industry, transition to speciality 
segment and strong domestic demand.

Figure 2: API industry market size India (in INR billion)6

574
623

676
735

798

1,109
8.6%

2016 20182017 2019 2020E 2024F

Note: USD converted to INR based on 2019 average conversion rate mentioned by IRS

6 Global Active Pharmaceutical Ingredients Report 2019 – 2024, Mordor Intelligence, accessed on 23 January, 2019
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Figure 3: Presence of Indian and Chinese bulk drug manufacturers* (illustrative)

Note* - List not exhaustive
Source: KPMG in India analysis, 2019

A fragmented industry structure
The bulk drug industry is highly fragmented with 
around 1,500 plants that manufacture APIs7. In 
FY18, top 14-16 players (including large formulation 
companies) comprised just 16-17 per cent of the total 
market share8. Most large and mid-sized players 

export to large and lucrative regulated markets in 
addition to serving the semi-regulated and domestic 
market. Other mid to and small players mostly export 
to semi-regulated markets and operate in the price-
competitive domestic markets. 

Divi’s is a global leader in cough 
suppressant Dextromethorphan 
and anti-arthritis drug Naproxen. 
Jubilant is the leader in Pyridines 
and Picolines derivatives
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7 Coronavirus pandemic threatens to cut pharmaceutical industry’s lifeline, The Economic Times, 30 January 2020
8 Crisil Research, Accessed on 23 January, 2019
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Paradox of the Indian pharma industry 
Although India is one of the top formulation drug 
exporters in the world, its pharmaceutical industry 
relies heavily on imports of bulk drugs. As the 
industry matured and grew, Indian players graduated 
to the highly lucrative formulation part of the value 
chain compared to API. Currently, bulk drug market 
accounts for around one-fourth of the total Indian 
pharmaceutical market and the rest is dominated by 
formulations.

The share of bulk drug and intermediate exports in 
the overall pharmaceutical export basket has reduced 
from 42 per cent in fiscal 2008 to 20 per cent in fiscal 
20189. India is expected to export bulk drugs worth 
INR303 billion in FY20, approximately one-fourth of 
what India earns from formulations through exports.10 

India imported around INR249 billion worth of bulk 
drugs in FY19. This is a year-on-year increase of 
around 30 per cent from FY18.11

9 Crisil Research, Accessed on December 2019
10 Crisil Research, Accessed on December 2019
11 Data Query by Principal Commodity, Directorate General of Commercial Intelligence and Statistics, Ministry of Commerce and 

Industry, Government of India, Accessed on 21 January 2020
12 Data Query by Principal Commodity, Directorate General of Commercial Intelligence and Statistics, Ministry of Commerce and 

Industry, Government of India, Accessed on 21 January 2020
13 New Year 2020: After a turbulent decade, pharma sector prays for calmer waters, Business Today, 31 December 2019
14 The Indian pharmaceutical industry – the way forward, Indian Pharmaceutical Alliance, June 2019

Figure 5: India's API import dependency; ~68 per cent being imported from China12

Figure 4: India's API import by country (FY19)12

Note: FY20* refers to imports between April 2019 and December 2019

Imports from China have been on a steady rise over the years (from 62 per cent in FY12 to 68 per cent in FY19) 
due to the low-cost advantage enjoyed by Chinese manufacturers. In FY19, India imported INR169 billion worth 
of APIs from China while exporting merely INR16 billion worth of APIs to China.13 With high import dependency 
on a single nation, the domestic pharmaceutical industry is at high risk of supply disruptions and unexpected 
price movements.14
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A pressing need for self-sufficiency in the API industry
India accounts for 17.5 per cent of the world’s population and bears 20 per cent of the global diseases 
burden15. Though communicable diseases such as malaria and tuberculosis continue to remain challenging, the 
penetration of non-communicable diseases (NCDs) such as cardiovascular diseases and diabetes has expanded. 
Deaths due to NCDs in India have increased from 37 per cent in 1990 to 61 per cent today16. 

15 India bears 20% of global disease burden, senior economist of the World Bank, The Times of India, 12 January 2017
16 Non-communicable Diseases, National Health Portal Of India, Nov 5, 2019
17 Data Query by Principal Commodity, Directorate General of Commercial Intelligence and Statistics, Ministry of Commerce and 

Industry, Government of India, Accessed on 21 January 2020

*Note - APIs are part of National List of Essential Medicines (NLEM) 2015

API Imports by value (in INR 
Million)

% imports 
from China

Imports by volume (in 
MT or ‘1,000 kg)

% imports 
from China

Oxytetracycline 100.00% 100%

Tetracycline 99.80% 100%

Azithromycin* 99.40% 100%

Norfloxacin 98.50% 100%

Vitamin B12 93.50% 68%

Neomycin* 91.90% 98%

Heparin* 86.30% 72%

Gentamicin* 85.40% 86%

Vitamin B6 77.40% 77%

Vitamin B1 73.60% 75%

Table 1: India is highly reliant on imports for many critical APIs (Import data for the year FY19)17

9.0 47.6

10.9 0.0

183.6 84.3

213.6 165.4

627.0 82.5

926.7 344.0

1843.8 567.4

3636.2 7.3

3117.9 17.1

955.3 511.9
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The National List of Essential Medicine (NLEM) 
2015, which has a total of 376 medicines, includes 
several drugs (highlighted in yellow in the above 
table) for which the import dependency is very high 
(more than 70%). Many of these falls under the 
category of cardiovascular drugs, diabetes drugs, 
anti-bacterial, anti-inflammatory, anti-tuberculosis 
and anti-protozoal drugs — managing the supply of 
APIs for high disease burden categories would be 
key to the health security of the nation.

Any variations in the market dynamics could possibly 
lead to supply shortage of essential drugs and 
hamper India’s drug security. 

Imports have led to a gradual erosion of India’s 
manufacturing capacity of many bulk drugs. In 
the past, India had the capacity and capability to 
manufacture many APIs locally (that are imported 
today), however, most were discontinued due to 
availability of low cost imports. 

Name of Bulk 
Drug

Producers Production 
commenced in

Present Status

1. Penicillin G/V Alembic, Sarabhai, IDPL, JK 
Torrent, Ranbaxy, Standard

In early 60’s Plant stopped

2. Streptomycin Alembic, Sarabhai, IDPL In early 60’s Plant stopped

3. Tetracycline IDPL, Sarabhai, Pfizer In early 80’s Plant stopped

4. Oxytetracycline IDPL, Sarabhai, Pfizer In early 80’s Plant stopped

5. Kanamycin Alembic In early 70’s Plant stopped

6. Erythromycin Alembic, Themis, IDPL, 
Standard

In early 80’s Partially in operation for 
captive production

7. Rifamycin Themis, Lupin, Sandoz Late 80’s Protection, captive

8. Gentamycin HAL, Themis Late 80’s closed

9. Sisomycin Themis Late 80’s closed

10. Vitamin B12 Themis, Alembic, MSD Early 70’s closed

11. Cephalosporin 
‘C’

Alembic Early 90’s closed

12. Pravastatin Themis, Biocon, Mylan Late 90’s closed

13. Griseofulvin Glaxo Late 80’s closed

14. Cyclosporin A Biocon, Mylan Late 90’s closed

15. Bleomycin Themis Early 90’s closed

16. Mitomycin ‘C’ Themis Early 90’s closed

17. Citric Acid Citurgia, Citric India, Themis Early 80’s closed

18. Ascorbic Acid Sarabhai, Jayant Vitamin Early 80’s closed

Source: Journey towards pharma vision 2020 and beyond, IDMA, 2017

Table 2: List of non-functional API plants in India
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The manufacturing capacity for many imported APIs exists in India, but manufacturers are reluctant to use 
their idle capacity or restart closed plants due to competitive pricing strategy. Cheaper imports leads to 
reduction in employment opportunities and tax revenue loss to the Government.

The above case study is representative of many such cases. If we consider other imported API products, the 
impact on tax collection could be much higher.

Many domestic pharmaceutical companies have started backward integrating into manufacturing of 
APIs. However, the dependency on imports can be reduced only if India is able to manufacture the APIs / 
intermediates in a cost efficient and sustainable manner. Government’s intervention and support is critical to 
make this happen.

Case in point - Potential GST loss to the government from Gabapentin import18

India has a capacity to manufacture almost 750-1,500 MT of Gabapentin annually. However, only 

33 per cent of the capacity is utilised. 

The country imported 730 MT of Gabapentin from China between January and December 2019 worth 

INR203 crore. India is also dependent on raw material (intermediates) for Gabapentin on China. 

If Indian domestic players utilised their existing capacity to produce the imported Gabapentin, the 

government could earn GST receipts in the 18 per cent slab.

The current production capacity in India for Gabapentin is 3x the domestic demand. However, the current 

capacity utilisation is considerably low as the country is importing Gabapentin heavily from China due 

to lower cost.

18 Expert insights
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CHALLENGES 
IMPACTING INDIAN 
BULK DRUG INDUSTRY
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19 Lok Sabha starred question no. 243 to be answered, Ministry of Commerce and Industry, 10th July 2019 
20 List of SEZs in State of Andhra Pradesh, APIIC, 20 February 2015
21 Special Economic Zones in Gujarat, Industries Commisionerate (Government of Gujarat)

The Indian bulk drug industry in India has the potential 
to reach great heights, however, the country needs 
to address following key challenges around limited 
Government support, inadequate infrastructure, long 
environment clearance time lines, complex regulatory 
structure, price control regime and price volatility due 
to high import dependency. 

Key challenges have been identified on the basis of 
discussion with industry leaders:

Limited Government support in the past
Lack of pro-active steps from government in terms 
of financing option and tax benefits, single window 
clearance and fast-track approvals, capital subsidies 
and budget for API clusters. The recommendations 
made by Katoch committee for boosting the bulk drug 
industry on February 2015, have seen a little progress.

However, in March 2020, the Government has 
announced a package of INR9,940 crore for bulk drugs 
industry to boost domestic production and exports. 
The Cabinet has approved a sum of INR3,000 crore for 
the next five years to promote bulk drug parks and for 
financing common infrastructure facilities at three such 

parks. The Government has also approved INR6,940 
crore for a Production Linked Incentive (PLI) scheme 
for promotion of domestic manufacturing of critical 
key starting material (KSM), drug Intermediates and 
active pharmaceutical ingredients (APIs). Financial 
incentive will be given to eligible manufacturers of 
53 identified critical bulk drugs on incremental sales 
over the base year (2019-20) for a period of six years. 
Though the initiatives have received approval, their 
fast-paced implementation would be key.

Inadequate infrastructure 
Indian API producers are battling higher operating 
costs primarily due to inadequate infrastructure 
support. There is a lack of bulk drug specific clusters, 
access to low cost utilities (waste management 
systems, steam, water, electricity etc.), R&D support 
and skilled manpower.  

As of July 2019, 11 out of the 232 SEZs19 operational 
in India were dedicated to the pharmaceutical sector. 
The lack of API focused SEZs has led to higher cost for 
acquiring land, setting up operations, and accessing 
utilities.

Sr. No. Developer Name Location Size in Acres 

1 Divi’s Laboratories Limited Chippada Village, Visakhapatnam, 
Andhra Pradesh

327.62

2 Hetero Infrastructure Pvt. Ltd. Nakkapalli Mandal, Visakhapatnam 
District, Andhra Pradesh

247.69

3 Ramky Pharma City (India) Pvt. Ltd. E-Bonangi Villages, Parawada Mandal, 
Visakhapatnam District, Andhra Pradesh

611.05

4 Dr. Reddy's Laboratories Limited Village Devunipalavalasa, Mandal 
Ranasthalam, District Srikakulam, 
Andhra Pradesh.

247.91

5 Zydus Infrastructure Private Limited Village - Matoda, Sari and Chachanvadi 
Vasna on NH 8-A, Taluk - Sanand, 
District Ahmedabad, Gujarat

121.0821

Table 3: List of operational Pharma SEZs in India
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# Approval Duration (months)

1 Central Pollution Control Board (CPCB) 9-12 

2 Plant set-up 18-24

3 Pollution load certificate 3-12

22 Our Key Projects, Karnataka Industrial Area Development Board, 2018
23 Parsvnath to set up pharma SEZ in Nanded, Business Standard, 20 January 2013
24 Ajanta Pharma plans SEZ, Business Standard, 05 February 2013
25 How Effective Are Environmental Regulations To Address Impacts Of Industrial And Infrastructure Projects In India, Centre For 

Policy Research (CPR), 2016

Environmental clearances issues
The clearance process is complex as approvals needs to be obtained from multiple agencies such as Prior 
Environmental Clearance from State Environment Impact Assessment Authority; Coastal Regulation Zone (CRZ) 
clearance from concerned State/Union Territory Coastal Zone Management Authority (CZMA); authorisation for 
handling of hazardous waste from State Pollution Control Board; evaluation of groundwater abstraction from 
Central Groundwater Authority and Ministry of Environment, Forests and Climate Change (MoEF&CC)25. 

Sr. No. Developer Name Location Size in Acres 

6 Karnataka Industrial Area 
Development Board (KIADB)

District Hassan, Karnataka 12522

7 Serum Bio-pharma Park Pune, Maharashtra 55

8 Maharashtra Industrial Development 
Corporation

Village Krushnoor, Taluka Naigaon, 
District Nanded, Maharashtra

37023

9 Wokhardt Infrastructure 
Development Limited

Shendre Five Star Industrial Ares, 
Aurangabad District, Maharashtra

25024

10 Sun Pharmaceutical Industries Ltd Plot No. A-41, Focal Point, Mohali, 
Punjab

11 Telangana State Industrial 
Infrastructural Corporation Ltd

Pollepally village, Jedcharla Mandal, 
Mahaboobnagar District, Telangana

>187.62

Table 4: Approval duration for an API plant
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Even when companies opt for Zero Liquid Discharge, 
they may not receive priority approvals and have 
production quantity restrictions. The total time 
taken for getting permission for land acquisition 
to environmental clearances to commercial 
manufacturing also takes around three to four years, 
which is a huge opportunity loss. Even with the land 
being available in India, it takes around two years 
while this is only 6 months in China.26 

A manufacturing facility in India has to abide by and 
comply with around 34 environmental legislations, 
as applicable [including but not limited to the 
Environment (Protection) Act (EPA), 1986 as amended 
in 1991; The Water Act,1974; The Air Act,1981; The 
Factories Act 1948; Hazardous & other wastes 
(Management & Trans boundary Movement) Rules, 
2016)].27

Many companies are typically required to submit 
compliance report under the Environmental Impact 
Assessment every six months to the monitoring 
agencies28. Compliance with environmental costs 
account for 5-7 per cent of the product cost29. The 
government could consider an extended timeline 
(around two years) for manufacturing plants to 
become compliant with environmental norms. There 
is a need for blanket approval from MoEF&CC, for 
manufacturing the approved molecules at quantities 
which reduces or maintains the pollution load.

Earlier this year, MoEF&CC approved a proposal 
to allow pharma companies to alter their product 
mix or raw materials used, without needing a new 
environmental clearance – provided their pollution 
load remains constant. If implemented, it may bring 
relief for bulk drug manufacturers while triggering 
fresh investments worth INR10,000 crore in the next 
few years.30 However, the state governments are yet 
to take notice and implement the policy change. This 
will require all stakeholders incl. DoP, DCGI, PCB, 
regional FDA and Chief Secretary of States to come 
together and streamline the approval process.

Environmental norms and discharge limits for various 
effluents also differ across states. For instance, 
Hyderabad offers environmental clearance for 
manufacturing Penicillin, however, Gujarat does not.31

The MoEF&CC, in January 2020, also issued a draft 
notification on standards to limit the concentration 
of antibiotics and other toxins in effluents. The 
Government and the industry will have to take a 
balanced approach while implementing the new 
rules to maintain the balance between protecting the 
environment as well as providing life saving medicines 
to India and the world. 

26 Expert interviews
27 Environmental Impact Assessment of Proposed Expansion of Active Pharmaceutical Ingredients (APIs) to API Manufacturing (721.8 TPA) and R&D Facility 

at IDA Gaddapotharam , Jinnaram (M) Sangareddy District, Telangana State, Telangana State Pollution Control Board, 05 March 2018
28 How Effective Are Environmental Regulations To Address Impacts Of Industrial And Infrastructure Projects In India, Centre For Policy Research (CPR), 2016
29 Expert interviews
30 In a booster dose, pharma industry gets ‘green’ signal in New Year, Business Standard, 02 January 2020
31 Expert insights
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Complex approval process for setting up a 
manufacturing plant
There are multiple regulatory bodies which, directly 
or indirectly, frame rules and guidelines for the 
pharmaceutical and bulk drug industries. This 
multiplicity, at the policy-making level can result in 
inefficiencies in the allocation of resources and often 

creates a divided agenda. The challenges pertaining 
to regulations, at times, can take longer to resolve 
due to multiple decision makers.

The approval timelines are lengthy (takes about two–
three years) and voluminous (about 20–25 approvals) 
with multiple stakeholders32.

Approvals required Agencies / stakeholders to be consulted

Allotment of land State Directorate of Industries (DI)/State Industrial Development 
Corporation(SIDC)/Infrastructure Corporation/Small Scale Industrial 
Development Corporation(SSIDC)

Permission for land use (in case 
located outside of an industrial area)

a. State DI 
b. Department of Town and Country Planning
c. Local authority/District Collector

NOC and consent under Water and 
Air Pollution Control Acts

State Pollution Control Board

Approval of construction activity and 
building plan

a. Town and country planning
b. Municipal and local authorities
c. Chief Inspector of Factories
d. Pollution Control Board
e. Electricity Board

Sanction of power State Electricity Board

Boiler Inspection Certificate Chief Inspector of Boilers

Finance a. State Financial Corporation /SIDC for term loans
b. For loans higher than INR15 Million, all India financial 

institutions like Industrial Development Bank of India (IDBI), 
Industrial Credit and Investment Corporation of India (ICI), 
Industrial Finance Corporation of India (IFCI) etc.

Registration under States Sales Tax 
Act, and Central and State Excise Act

a. Sales Tax Department
b. Central and State Excise Department

Code Number for Export and Import Regional Office of Director General of Foreign Trade

32 Ease of Doing Business in the Pharmaceutical sector, CII, 2017
33 Approval/Clearances Required for New Projects, DIPP, 24 March 2020

Table 5: List of approvals required and agencies involved33 (illustrative)
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Price control regime
There are currently 376 drugs34 placed under the 
most recent National List of Essential Medicines 
(NLEM) 2015. To make medicines affordable, all 
drugs listed under NLEM have been given a fixed 
ceiling price according to the Drug Price Control Order 
(DPCO) and their prices are regulated by the National 
Pharmaceutical Pricing Authority (NPPA).

The price control in many cases adversely impacts the 
bulk drug industry as it doesn’t allow an increase in 
selling price linked to the rising cost of raw materials. 
Most pharma companies hence, look at importing 
cheaper raw materials, to protect their margins – 
resulting in gradual erosion of domestic bulk drug 
manufacturing capacity.

Price volatility due to high import dependency
High import dependence on a single nation can 
makes us vulnerable to any externalities (commodity 
fluctuation, policy changes etc). This can result in 
price volatility and supply disruption, which can lead 
to adverse impact on domestic industry.

The Chinese government took a proactive approach 
to address the pollution levels in the country, reduce 
the concentration of hazardous fine particulate matter 
and become compliant with international standards 
by stricter enforcement of environmental regulations. 
As a result, 150 API manufacturers had to shut down 
factories in China since 2018. Depending upon the 
product, this translated to a 50-200 per cent (short 
term) rise in cost of most commonly sourced APIs and 
intermediates from China.35

Indian manufacturers could have begun production 
of these APIs if the respective capacities were 
operational, however that not being the case, lead to 
higher prices of formulation drugs.36

Increased scrutiny of quality compliance  
Quality is paramount for the Indian pharmaceutical 
industry. As the industry expands in different 
geographies and concerns over the quality of 
imported drugs increase globally, regulatory scrutiny 
on quality norms and compliance have grown 
significantly. Recognising the importance of quality, 
Indian companies are investing significantly in current 
good manufacturing practices (cGMP) by upgrading 
its facilities with process automation, installing high 
quality equipment37 and investing into training and 
upskilling its employees38.  

Coronavirus outbreak and impact on 
supply chain
Pharma players in India are closely monitoring the 
coronavirus outbreak in China and its impact on the 
supply of KSMs and APIs, especially antibiotics and 
vitamins, in the country. 

The effect of China’s production slowdown has been 
more detrimental for smaller players compared to 
larger firms with diversified drug portfolios. For Indian 
drug makers, the price of several pharmaceutical 
ingredients have spiked, at least in the short term. 
Since January 2020, the price of various mainstream 
antibiotics such as Azithromycin has increased by at 
least 50 per cent.39 

The Indian government had moved to set limits on 
the export of around 26 pharmaceutical ingredients 
to counter the domestic shortage of essential 
medicines.40

Additional combative measures include monitoring 
inventory of critical APIs / intermediates, evaluation 
of alternate sources of raw materials and fast tracking 
regulatory approvals for environmental clearance for 
certain APIs where capacity is available.40

34 Keep some essential drugs out of price control, says panel, The Hindu Business Line, 25 July 2019
35 Pharma companies seek hike in drug rates under price control, Economic Times, 12 December 2019
36 Ceiling prices of 21 key medicines raised by 50%; NPPA invokes DPCO 2013, Business Standard, 14 December 2019
37 The Indian pharmaceutical industry is in denial over drug-quality charges, Stat News, 22 July 2019
38 Building a culture of compliance, Express Pharma, 17 April 2019
39 Coronavirus outbreak causes supply problem for India’s drugmakers, The Financial Times, 24 February, 2020
40 India limits medicine exports after supplies hit by coronavirus, The Guardian, 4 March, 2020 and Central government directed 

PCBs to fast track environmental clearance for bulk drug projects in India, Pharmabiz, 16 March 2020
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COMPARATIVE STUDY 
OF INDIA AND CHINA
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China has emerged as the global leader in production 
and export of APIs by volume, accounting for 
approximately 20 per cent41 of global API production; 
supported by low cost of utilities, access to labour 
and greater government support. China enjoys cost 
advantage of around 20-30 per cent over India – 
depending upon specific APIs under production.

The Chinese API market has now diversified to over 2,000 API molecules42 and more than 7,000 API 
manufacturers43 (the number of manufacturers has increased by five times in last five years) with annual 
production capacity exceeding two million tonnes44 while the India industry has around 1,500 plants that 
manufacture APIs45.

It also holds a significant share of APIs and 
intermediates such as penicillins, vitamins, antipyretic, 
analgesics, prils, statins and sartans in the world.

Figure 6: API market size in India and China (INR billion)41

Note: USD converted to INR based on 2019 average annual conversion rate

41 Chinese API market and India’s over-dependence, Pharmabiz, 26 July 2018 and Global API Market 2019 – 2024, Mordor 
Intelligence, 2019

42 The Indian pharmaceutical industry – the way forward, Indian Pharmaceutical Alliance, June 2019
43 Chinese API market and India’s over-dependence, Pharmabiz, 26 July 2018
44 Chinese API market and India’s over-dependence, Pharmabiz, 26 July 2018
45 Coronavirus pandemic threatens to cut pharmaceutical industry’s lifeline, The Economic Times, 30 January 2020

2016 20182017 2019 2020E 2024P

764
813

866
922

982

1,261

574
623

676
735

798

8.6%

6.5%

1,109

China India



Indian API industry - Reaching the full potential30

Figure 7: Cost comparison between India and China46

(cost of production in China is 20-30% lower than in India)

Note: Cost of production in India assumed to be 100 units. Other costs include financing, logistics, production and set-up costs

China’s dominant position in the market is a result of infrastructure investment, large-scale manufacturing 
capacities, cost efficiency, technical capabilities and supportive government policies.

46 KPMG in India analysis based on Industry interviews
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Figure 8: Factors providing advantage to Chinese bulk drug manufacturers47
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Government facilitation 

Chinese policy support48

China has strategically executed various programmes 
and initiatives, including policy and infrastructure 
reforms, to provide impetus and scale to its 
pharmaceutical and associated raw material industry.

This involves encouraging innovation across the value 
chain, shortening approval processes, optimising 
efficiencies and providing necessary utilities at 
discounted rates.

Faster approval mechanism

 ■ Chinese government has launched a new mechanism 
to reduce the time for clinical trial approval (CTA) 
 – Approval timeline for smaller molecules 

decreased from 25 months in 2015 to nine 
months in 2018 

 – Approval timeline for large molecules decreased 
from 22 months in 2015 to eight months in 2018 

Streamlined international standards
The Chinese regulatory system is continuously 
evolving to keep up with the standards of EU, the U.S. 
and Japan.

 ■ Chinese government brought better integration 
into the international bulk drugs market by 
becoming a member of the ‘International Council 
for Harmonisation of Technical Requirements 
for Pharmaceuticals for Human Use (ICH)’ and 
streamlined its regulatory procedures as per 
international standards
 – This move opened China’s bulk drug companies 

for more external investments and collaboration

 ■ Chinese government has accepted international 
multicentre clinical trial data norms for new drug 
approval (NDA)
 – In small and large molecules, local innovative 

assets filing increased to 20 in 2018 from 5 in 2015 

R&D encouragement

 ■ Chinese government has been investing heavily 
in biologics and biosimilars, which are next-
generation drugs
 – The Chinese government has invested around 

USD 1.6 billion on new drug development in 
recent years 

48 The Indian pharmaceutical industry – the way forward, 
Indian Pharmaceutical Alliance, June 2019
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 ■ Adoption of Trade-Related Aspects of Intellectual 
Property Rights (TRIPS)-compliant Intellectual 
Property (IP) laws and regulations, as well as 
increasing administrative capacity in IP offices to 
accelerate review of patent applications49

 ■ China has created a ‘Thousand Talents Plan’ to 
attract 50,000 PHDs from all over the world through 
research funding and created a collaborative 
research ecosystem, where returning talent would 
create major alliances between multinational firms, 
universities and other companies
 – National level focus on training of PhD scientists 

with interest in the pharmaceutical sector50

 – R&D ‘parks’ have been established at the 
provincial and/or local level to provide economic 
and/or infrastructure-related benefits. These 
may include making available low-cost facilities; 
R&D grants or subsidies; access to loans; and tax 
benefits51

Infrastructure investment

 ■ It has also shown significant interest in enhancing 
the supporting infrastructure including common 
facilities, logistics and continuous processing, 
which can act as key drivers for optimising efficiency 
levels. 

 ■ Bulk drugs parks in China are equipped with 
common utilities such as common steam supply, 
cooling water, chilled water, nitrogen gas and 
compressed air

 ■ Typically coal-fired power plants of up to 250 MW 
and dual power transmission lines are built to 
provide uninterrupted power supply and steam52

 ■ Common effluent treatment plants have a capacity 
of 50,000 MT to 100,000 MT per day. Companies 
are charged a nominal INR30 per MT of waste 
water of 500 COD level53

 ■ The clusters also have proximity to ports and 
airports for better logistics support.

49 Research Study on ‘Enhancing Indian exports of 
pharmaceutical products to China’ , FT (NEA) Division, 
Department of Commerce, Ministry of Commerce & Industry, 
Govt. of India, June 2018

50 Research Study on ‘Enhancing Indian exports of 
pharmaceutical products to China’ , FT (NEA) Division, 
Department of Commerce, Ministry of Commerce & Industry, 
Govt. of India, June 2018

51 Research Study on ‘Enhancing Indian exports of 
pharmaceutical products to China’ , FT (NEA) Division, 
Department of Commerce, Ministry of Commerce & Industry, 
Govt. of India, June 2018

52 Expert insights
53 Expert insights
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Investor friendly environment54,55 

 ■ Increased transparency in the central and provincial 
procurement processes 

 ■ China offers an income tax free period for the initial 
three to five years from the date of commencement 
of commercial operations 

 ■ Refund of part of VAT tax is also provided along 
with partial refund of employees income tax

 ■ Elimination of direct price control along with 
strengthening of administrative oversight of prices

 ■ Introduction of electronic tracking system for 
pharmaceutical products

Indian policy support

India also has plans to provide impetus to domestic 
API manufacturing 
The Indian government had tasked the Katoch 
Committee to suggest measures for ensuring self-
sufficiency of bulk drugs in the country. The report 
published by the committee in 2015 made the 
following recommendations56:

 ■ Setting up of six large API manufacturing clusters 
or mega parks in five to six states. These clusters 
would be equipped with facilities such as common 
effluent plants, testing facilities, assured power 
supply, and IPR management

 ■ Provision of financial incentives to manufacturers:
 – A 15-year tax holiday for cluster developers/

participants
 – The government is also considering to exempt 

manufacturers from Drug Price Control Order 
(DPCO) if a medicine is manufactured from a 
locally produced API57

 – Land and other infrastructural facilities at 
concessional rates, interest subsidies on bank 
loans (through interest subvention up to 
7.5 per cent)

 – Single-window environmental clearance to API 
manufacturers for all drugs once the plant is 
approved by the environment ministry

 – Income tax benefits for an initial period of 10 
years for each product from the date of launch 
of the product

 ■ A proposal had also been submitted to provide 
venture capital funding with a corpus of around 
INR5 billion to aid pharma SMEs

 ■ Liberalise FDI policies in the pharma sector with 100 
per cent FDI – 74 per cent under automatic route for 
brownfield projects and 100 per cent for greenfield 
projects under the automatic route. This has been 
implemented by the Government.

Special zones and bulk drug parks58

In 2016, the Department of Pharmaceutical devised 
a cluster scheme specific to bulk drugs. It proposed 
a public-private partnership (PPP) model with 
government funding up to 70 per cent of the project 
cost, subject to a ceiling of INR 0.2 billion, to set up 
a cluster. In the five-year plan of 2012-17, an amount 
of INR 1.25 billion was allocated for this cluster 
development scheme.

The project also aimed to set up common facilities for 
companies and upgrade any existing ones. 

State-level initiatives - Maharashtra: 
In 2018, the Maharashtra Airport Development 
Company Ltd (MADC) signed MoUs with five pharma 
companies for setting up bulk and formulation drug 
manufacturing units at MIHAN, Nagpur.

These units are being offered the following benefits59:

 ■ Duty free import and domestic procurement of 
goods for development, operation and maintenance 
of SEZ units; 

 ■ 100 per cent income tax exemption on export 
income for SEZ units for the first five years, 50 per 
cent for the next five years and 50 per cent of the 
ploughed back export profit for the next five years; 

 ■ External commercial borrowing (ECB) up to INR 34 
billion in a year without any maturity restriction 
through recognised banking channels; 

 ■ Exemption from central sales tax, service tax, state 
sales tax and other levies as extended by the state 
government 

54 Expert insights
55 Research Study on ‘Enhancing Indian exports of pharmaceutical products to China’ , FT (NEA) Division, Department of Commerce, 

Ministry of Commerce & Industry, Govt. of India, June 2018
56 Ministry of Chemicals & Fertilizers, Department of Pharmaceuticals (Government of India), Accessed on 21 February 2020
57 Govt may move drugs made from local APIs out of price control list, Live Mint, 25 September, 2019
58 Govt invites domestic pharma firms to set up bulk drug clusters, Business Standard, 20 November 2016
59 Maha govt, Centre to join hands for developing APIs, device parks at MIHAN, Nagpur, BioSpectrum, 21 November 2017



Indian API industry - Reaching the full potential 35

 ■ Single window clearance for central and state-level 
approvals; and

 ■ 100 per cent FDI allowed.

State-level initiatives - Telangana60:
In 2015, the state government had conceptualised a 
mega pharma city project spread over 19,000 acres 
to attract more bulk drug manufacturers. It has 
already acquired nearly 9,000 acres, spent INR 7.5 
billion and completed 60 per cent of development 
works related to installation of roads, construction 
of the drain system, common effluent plants, water 
and electricity facilities. The project is expected to 
become operational by the end of 2020. Around 300 
companies have expressed interest in the project.

Draft Pharmaceutical Policy 201761

The major feature proposed by the draft policy was 
the shift in the focus of DPCO ‘from price control 
to monitoring of drug prices, their availability and 
accessibility’.

On the other hand, it also suggested that 
formulations based on indigenously produced APIs 
and intermediaries would be exempted from price 
control for five years. 

The draft policy also recommended imposition of 
peak customs duty on imports of APIs that can be 
manufactured locally.

Assistance to bulk drug industry for common facility 
centre
In 2018, the government announced a scheme for 
development of the pharma industry in India.62

One sub-scheme is to provide support for establishment 
of common facilities centres, particularly for the bulk 
drug industry. It is expected to require an expenditure 
of INR 2 billion63 between 2018 and 2020. The 
assistance would be in the form of a one-time grant-
in-aid given to a state implementing agency (SIA) set 
up for the purpose. The common facilities may include 
effluent treatment plants, captive power plants, steam 
and cooling systems, incubation facilities, common 
logistic facilities, an advance common testing centre, 
a regulatory awareness facilitation centre, and an 
emergency response centre.

60 TS govt expedites efforts to operationalise phase-1 of Pharma City project by end of 2020, Pharmabiz, 24 January 2020
61 Imports To Fuel India’s Active Pharmaceutical Ingredients’ Requirements, BloombergQuint, 15 November 2017
62 Scheme For Development Of Pharmaceutical Industry, Pharmexcel, 12 July 2018
63 Assistance to Bulk Drug Industry for Common Facility Centre, Department of Pharmaceuticals, 2018
64 Assistance to Bulk Drug Industry for Common Facility Centre, Department of Pharmaceuticals, 2018

Figure 9: Key objectives of assistance to Bulk Drug industry for common facility centre scheme64
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Technology Upgradation Assistance Scheme65

As per the Scheme for Development of Pharma 
Industry in India, small and medium enterprises 
(SMEs) in the pharma industry can avail interest 
subvention on the loans taken for technology/
infrastructure development to meet the standards of 
WHO GMP.

In March 2020, the Government has announced a 
package of INR9,940 crore for bulk drugs industry to 
boost domestic production and exports65 -

 ■ The Government has approved a sum of INR3,000 
crore for the next five years to promote bulk drug 

parks and for financing common infrastructure 
facilities at three such parks. 

 ■ The Government has also approved INR6,940 crore 
for a Production Linked Incentive (PLI) scheme for 
promotion of domestic manufacturing of critical 
key starting material (KSM), drug Intermediates 
and active pharmaceutical ingredients.

Case study – China’s manufacturing cost advantage 
According to a leading India-based multinational 
pharmaceutical company, cost of raw materials 
accounts for almost two-thirds of the cost of 
manufacturing of API products. 

Figure 10: Cost breakup and comparison between India & China66

65 Scheme For Development Of Pharmaceutical Industry, Pharmexcel, 12 July 2018 and Cabinet approves Promotion of domestic 
manufacturing of critical Key Starting Materials/Drug Intermediates and Active Pharmaceutical Ingredients in the country, Press 
Information Bureau of India, 21 March 2020

66 Expert insights
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China has been able to lower its cost of raw materials 
through better control over process yield, economies 
of scale and close-knit vendor ecosystem. Similarly, 
cost of utilities is lower in China than in India. 
Subsidies are also provided to the Chinese players on 
steam (a by-product of electricity), leading to a cost 
reduction of 20-40 per cent67. Though labour wages 
in India are cheaper than China, the positive effect is 
offset by China’s productivity advantage.

The availability of subsidies, tax incentives, 
sophisticated manufacturing technology and 
infrastructure support has translated into 
better economies of scale and hence lower 
manufacturing cost.

Case study – Development of fermentation industry: 
China model
The fermentation industry is characterised by high 
power and water consumption, continuous supply of 
maize and liquid glucose and cold temperature. 

China has strategically developed its fermentation 
industry in and around regions such as Inner Mongolia 
and Shanxi that meet all these three conditions.

The development has also been supplemented by 
government initiatives in the form of infrastructure 
support, lower cost of utilities and capital, capacity 
creation, development of ancillary units and investor-
friendly labour laws.

67 Expert insights
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Figure 11: China Government support to the fermentation industry68

India can follow a similar model to revive its API fermentation industry. Few Indian companies have created a 
niche in specialised fermentation-based products by R&D and vertical integration. This acts as a differentiator 
when trying to tap both the domestic and export markets.

Infrastructure 
support

 ■ Land at preferential price (USD10 per square meter) with excellent connectivity 
to ports and airports

 ■ Located in areas where temperature remains below 22 Celsius for 9-10 months a 
year

 ■ Up to 100 MW power plant with steam and dual power transmission lines

 ■ Common effluent treatment plants with 30,000 Mt per day capacity

Cost of utilities 
and capital

 ■ Local currency finance at average interest of 5 per cent per annum (pa)

 ■ In summer, cost of production may increase by 8 to 9 per cent higher compared to 
winter mainly due to rise in utilities costs to maintain cooler temperatures

 ■ Low cost utilities

Development of 
ancillary industries 
for supplies

 ■ Efficient and continuous supply of maize / liquid glucose, which are basic raw 
material for fermentation

Investor-friendly 
simplified labour 
laws

 ■ Workers can be hired and terminated as per company policy without 
interference of local government or labor unions. Efficiency and company’s 
interest are top priorities

Capacity  
creation

 ■ Capacity has been created taking into account the world demand

 ■ Thus, per unit overhead, depreciation and operational cost is lower

API China capacity (MT pa) India capacity (MT pa) [10 years ago]

6 APA 14,000 800

7 ACA 2,400 300

Vitamin C 50,000 NA

Erythromycin 3,000 NA

68 Expert insights
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Comparison key parameters between 
India and China

Ease of doing business 
The substantial efforts undertaken by China to 
improve the domestic business climate for small 
and medium-size enterprises, especially in area of 
construction permits has improved China’s rank from 
46th rank in 2018 to 31st rank in 2019 in World Bank’s 
Ease of Doing Business Ranking 2020.

Even though India has jumped 14 places to reach 63rd 
rank in 201969 due to reforms related to trading across 
borders and building quality control, it still lags behind 
China in terms of enforcing contracts, paying taxes, 
trading across borders and registering property.

69 Reforms Boost India’s Business Climate Rankings; Among Top Ten Improvers for Third Straight Year, The World Bank, 24 October 2019
70 China’s Strong Reform Agenda Places it in the Top 10 Improver List for the Second Consecutive Year, The World Bank, 24 October 2019
71 Reforms Boost India’s Business Climate Rankings; Among Top Ten Improvers for Third Straight Year, The World Bank, 24 October 2019

Figure 12: Ease of doing business reforms - key parameters' ranking70,71

Also, China implemented a greater number of reforms to improve its business climate in FY19 than India.

China India

Enforcing 
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Paying  
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Figure 13: Ease of doing business reforms72,73

India made trading across 
borders easier by enabling post 
clearance audits, integrating 
trade stakeholders in a single 
electronic platform, upgrading port 
infrastructures, and enhancing the 
electronic submission of documents

Simplified the building permits 
requirements for low-risk construction 
projects and reducing the time to get 
water and drainage connections

Building quality control measures 
were also improved

Streamlined the process of obtaining an 
electrical connection and increasing the 
transparency of electricity tariff changes

Implemented a preferential corporate 
income tax rate for small enterprises, 
reducing the value added tax rate for 
certain industries and enhancing the 
electronic filing and payment system

Simplified export-import by 
implementing advance cargo declaration, 
upgrading port infrastructure, optimizing 
customs administration and publishing 
fee schedules

HighLow
ChinaIndia

Rank: 31Rank: 63

Ease of doing business reforms

72 China’s Strong Reform Agenda Places it in the Top 10 Improver List for the Second Consecutive Year, The World Bank, 24 October 2019
73 Reforms Boost India’s Business Climate Rankings; Among Top Ten Improvers for Third Straight Year, The World Bank, 24 October 2019
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Figure 14: Procedures and time required to start business - India vs China76

In China, it takes around one year to set up a factory while in India, it takes around three years or more to 
establish a factory for manufacturing APIs.74

In 2020, World Bank awarded China a score of 82.4 for procedures involved in starting a business and 91.5 for 
the time taken to start a business. On the other hand, India had a lower score on both parameters, 47.1 and 82.4, 
respectively.75
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Getting electricity 
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74 The API paradox of India’s pharmaceutical industry, Trade Promotion Council of India, 14 June 2019
75 Ease of doing business, World Bank, 2020
76 Ease of doing business, World Bank, 2020
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Favourable land reforms
China has implemented several land policy reforms 
to enhance efficiency, rationalise land allocation and 
improve land management.

For instance, new property law introduced by National 
Peoples’ Congress articulates that all types of 
property in China, from state to collective, and private 
are entitled the same level of legal protection.77

In 2018, provincial authorities in Beijing and Shanghai 
streamlined the process of obtaining building permit 
and certificate of completion, which made it easier 
to deal with construction permits. Additionally, 
administrative procedures were also simplified for 
registering property, by increasing the reliability and 
transparency of the land administration system.78

China offers land at a preferential price depending 
upon investment amount. Normally land is charged 
at USD 10 per square meter complete with all 
connectivity and levelling .79

India lacks a uniform land acquisition policy and 
inconsistent enforcement, leading to less availability 
of land for industrial development and making the 
land acquisition process complex and time consuming. 
High costs and high transaction fees add to the overall 
burden of acquiring land.

Availability and cost of raw materials
The basic chemical sector which supplies raw 
materials to the pharma industry accounts for one-
third of the total Indian chemical sector, whereas it 
is half in China, reflecting low focus on production of 
basic chemicals in India80.

China also has a robust low-cost back-end raw 
material supply chain for the production of APIs. 
For example, China’s Inner Mongolia region has 
abundance of limestone which can be used as a 
raw material for producing dicyandiamide (DCDA). 
Coupled with higher efficiencies, Chinese companies 
have also adopted backward and forward integration 
in the last 10 years to have better control over costs. 

Figure 15: Raw material cost - India vs China81

77 China: Integrated Land Policy Reform in a Context of Rapid Urbanization, The World Bank, 2008
78 Doing Business Report: China Carries Out Record Business Reforms, Edges into Top 50 Economies, The World Bank, 31 October 

2018
79 Expert insights
80 Indian bulk drugs industry – Regaining the lost glory, KPMG and CII, 2017
81 Comparing China’s And India’s Pharmaceutical Manufacturing, Pharmaceutical Online, 30 August 2012

India

China

Raw material costs in China are 
25-30 per cent lower than India
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Case study – Cost comparison between India and China for select APIs

The cost of APIs manufactured in India is higher than China because of various reasons including low availability 
of KSMs. For instance, in case of Tenofovir, the KSM (Adenine) required is not produced in India due to the high 
cost of technology/infrastructure needed to manufacture the KSM. It is the same case for Cytosine, which is the 
KSM for Lamivudine.82

Figure 16: Price differential for select APIs between Indian and Chinese companies82
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30 4

25 3.5
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Access and cost of utilities 
Utility cost is the single-largest contributor to 
operating expenditure of a bulk drug manufacturing 
plant. The largest contributor in utilities is electricity 
followed by steam. China significantly lowered its 
utility cost by creating common utility initiatives and 
provided economical access of utilities to MSMEs. 

Availability of electricity
While China benefits from stable and cheap power 
supply using captive coal plants. Chinese companies 
also benefits from stable and cheap power supply 
using captive coal plants. China also is the highest 
electricity-producing country in the world83 and 
produces 4.32 times more electricity than India84. 

China also has a reliable electricity grid and does 
not require back-up power generation as opposed 
to India.85

Figure 17: Electricity production - India vs China (TWH)86

The Chinese government had subsidised electricity 
and steam before 2008 due to abundant availability 
and limited demand. However, after 2008, increase 
in electricity demand and relatively faster increase 
in coal prices has led to a steady rise in electricity 
prices. In India, the power situation improved in 
mid-2000s as the government implemented certain 
reforms such as setting up of power exchanges to 
determine availability of merchant power.87

These factors led to the narrowing of electricity price 
gap between China and India, compared to the gap 
that existed in the early 2000s, however, the gap in 
cost still exists.88

2013 20152014 2016 2017 2018

5,447
5,679 5,860

6,218
6,585

7,092

1,192 1,294 1,373 1,478 1,559 1,643

China India

83 Profiling China and the world’s other top energy producers, NS Energy, 27 September 2019
84 CRISIL Research, Accessed 20 January 2020
85 China Electricity Prices for Industrial Consumers, China Briefing, 23 April 2019
86 CRISIL Research, Accessed 20 January 202
87 KPMG analysis
88 China’s Usage Price (36 City Avg) Electricity for Industry 35 kV and Above from Jan 2001 to Dec 2019, CEIC Global Database, 

Accessed on 21 January 2020 [RMB to INR conversion rate assumed to be 10.3]
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Figure 18: Power cost - India vs China89

Note: Average of monthly industrial electricity tariff (>35 kWh) in 2019 across key bulk drug clusters in China (Shandong, Jiangsu, 
Zhejiang, Shanghai, Anhui, Fujian and Jiangxi provinces) and India (Gujarat, Andhra Pradesh, Maharashtra, Telangana and Karnataka 

Going forward, China is expected to cut power tariffs 
for small and medium-sized enterprises and industries 
following the environmental protection norms to 
attract more business.90

Other utilities
Other utilities such as steam, brine, chilled water, 
hot water and hot oil, are more easily available in 
China due to systematic clusters and common utility 
programmes.

The availability of subsidised steam has helped 
manufacturers further reduce costs.

Logistics infrastructure and cost
Taking the overall logistics performance measured 
in terms of efficiency of custom processes, quality 
infrastructure, ease of international shipments, 
competence of logistics services, ability to track and 
trace consignments and the timeliness of shipments 
into account, China ranked 26th globally91 as per the 
World Bank Logistics Performance Index 2018, while 
India ranked 44th.92

India currently spends only 5.7 per cent of its GDP93 on 
infrastructure per annum in comparison with China, 
which already spends almost 7 per cent of its GDP on 
infrastructure annually.94

89 Climatescope 2019, BloombergNEF, December 2019
90 China Electricity Prices for Industrial Consumers, China Briefing, 23 April 2019
91 Logistics Performance Index, World Bank, 2018
92 Logistics Performance Index, World Bank, 2018
93 Infrastructure Conclave, Crisil, 2019
94 Is China investing too much in infrastructure?, The Economist, 01 June 2018

India

INR7.368 /kWh

INR6.172 /kWh

China

Power cost in China is ~20% 
cheaper than India
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Figure 19: Logistics cost - India vs China99

India also has a highly complex logistics sector 
comprising more than 20 government agencies, 40 
partnering government agencies (PGAs), 37 export 
promotion councils, 500 certifications, 200 shipping 
agencies, 36 logistic services, 129 Inland Container 
Depots (ICDs), 168 Container Freight Stations (CFSs). 
Furthermore, 81 authorities and 500 certificates are 
required for EXIM.95

The Union Budget 2019-20 announced INR100 lakh 
crore National Infrastructure Pipeline (NIP) over 
the next five years96, which means that India needs 

to spend INR20 lakh crore annually. The NIP would 
include transport infrastructure projects - INR19.6 
lakh crore for roads, INR13.69 lakh crore for railways, 
INR1.43 lakh crore for airports and INR1.01 lakh crore 
for ports. The aim is also to reduce the logistics cost 
from 14 per cent of GDP to less than 10 per cent by 
202297.

However, India has been able to invest merely INR7-
8 lakh crore (USD100-110 billion) on infrastructure 
annually, indicating an investment gap of around 
INR13 lakh crore per annum.98

Indian players incur higher logistics costs than Chinese manufacturers due to lesser number of SEZs (China 
had 2,530 completed SEZs in 2018, whereas India has only 231 completed SEZs100), a higher market price for 
land acquisition (~INR12,000 per square meter in China101 versus ~INR20,000 in India102) and limited access to 
common waste processing facilities103.

95 National Logistics Policy will be Released Soon, Press Information Bureau (GoI), 01 February 2020
96 Budget 2019: Nirmala Sitharaman’s sops for logistics industry to help India become $5 trillion economy, The Economic Times, 13 

July 2019
97 National Logistics Policy will be Released Soon, Press Information Bureau (GoI), 01 February 2020
98 Budget 2019: India must spend $200 billion on infra annually; harnessing private investment a challenge, says Economic Survey, 

The Economic Times, 04 July 2019
99 The Indian pharmaceutical industry – the way forward, Indian Pharmaceutical Alliance, June 2019
100 Special Economic Zones, UNCTAD, 2019
101 36 city average land price, CEIC, December 2019 (1 RMB = 10.3 INR)
102 Land rates, Industrial Development Corporations of select states – Gujarat, Andhra Pradesh, Maharashtra, Karnataka, 2019
103 CRISIL Research, Accessed 20 January 2020

India

3% of total cost

1% of total cost

China

Logistics cost in China is lesser 
than India
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Technology and conversion efficiencies
Since the 1980s, China has invested significantly 
to improve technological capabilities, especially in 
fermentation processes and common utility programs. 
India lost large volumes of fermentation-based API 
business including Pen G and 7 ACA to China compelled 
by the availability of low cost energy, cluster-based 
manufacturing approach and availability of cheaper 
raw materials104. 

To provide an additional boost to the pharma 
manufacturing capability, China offers subsidies for 
effluent treatment plants, loans at low interest rate, 
and tax holidays.105

As a result, China has been able to host complex multi-
step manufacturing plants, which produce APIs in large 
quantities and at a much larger scale than their Indian 
counterparts. Chinese fermentation tanks have 5-10 
times more capacity than average Indian tanks106.

To further improve efficiency and reduce idle capacity, 
in 2019, China launched a new plan to develop 20 

‘shared manufacturing platforms’ by 2022 through 
strong innovation capability. These would be turned 
into ‘key drivers for high-quality growth’ by 2025.107

As the power and labour cost disadvantage between 
China and India decreases, the country should relook 
at establishing large-scale fermentation facilities. India 
could also design and implement a targeted industrial 
policy, focussing on bulk drugs in response to China’s 
strategic industrial policy. This may also include API 
clusters, common utility programs and soft funding in 
the medium term to bring back manufacturing of select 
intermediates to the country.

Presence of supporting industries
China has added modern medical and pharmaceutical 
industries (including industries supplying raw materials 
used for production of cell therapy drugs and large-
scale cell culture products) to its list of encouraged 
industries.108 These industries are taxed at a lower rate 
of 15 per cent109 compared to 22 per cent110  in India.

104 Strategy for Increasing Exports of Pharmaceutical Products, Ministry of Commerce and Industry (GoI), 12 December 2008
105 Supply Chain of Active Pharmaceutical Ingredients in India and China, International Journal of Pharmacy and Pharmaceutical 

Research, February 2018
106 CRISIL Research, Accessed 20 January 2020
107 China to pursue shared platforms to upgrade manufacturing sector after shelving ‘Made in China 2025’, South China Morning Post, 

01 November 2019
108 The Catalogue of Industries for Encouraged Foreign Investment (2019 Edition) has been expanded, KPMG, 09 August 2019 
109 Achieving clarity – China Tax Framework, Rodl & Partner, 2019
110 India Introduces Significant Corporate Tax Cuts, KPMG, 01 October 2019
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Figure 20: Borrowing cost - India vs China111,112

Note: Bank lending rates to the manufacturing industry in 2019 have been considered

111 High borrowing costs: India Inc getting squeezed as inflation dips, Financial Express, 04 April 2019 and Research Study on 
‘Enhancing Indian exports of pharmaceutical products to China’, Commissioned by Ministry of Commerce & Industry, Govt. of India, 
June 2018 

112 China Just Made Borrowing Costs a Tiny Bit Cheaper for Companies, Bloomberg, 20 August 2019 and New financing model to be 
compatible with pharma sector’s special needs, Financial Express, 06 July 2015

India

12-14%

4-5%

China

Borrowing cost in China is 
lesser than India

Access and cost of capital 
China has created an ecosystem to provide easy capital access to companies with low interest rates. Many 
pharmaceutical companies in China are either state-owned enterprises (SOEs) or have some degree of government 
control in their shareholding which offers them distinct advantages. Besides easier access to the Chinese 
centralized drug procurement process, SOEs also enjoy low financial costs, as investors and banks typically view 
state-owned enterprises as having a relatively low risk profile.

China also benefits from longer term loan as well as 
an extended moratorium period. The longer-term 
loan enables pharmaceutical companies to firms set 
up high-quality manufacturing and R&D facilities that 
meet global standards, in order to obtain approvals 
from regulators such as the USFDA. Such loans can also 
facilitate acquisition of companies, tangible assets and 
brands outside of their home country.

Till 2015, Indian pharmaceutical companies could 
get loans only for a five year tenure with a one-year 
moratorium period which meant that companies had 
to begin repayment before they can start commercial 
production. Since 2015, EXIM Bank begun extending 
term finance to pharmaceutical players with a maximum 
repayment period of 10 years and with a moratorium of 
up to three years.
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In 2019, China’s labour productivity115 or output per worker was nearly 1.5 times116 higher than India’s. Better 
quality infrastructure, superior production techniques and skill development has helped Chinese workers 
produce more output than that of an average Indian worker. Moreover, China has initiated deployment of 
advanced technologies, innovation and automation in pharmaceutical industry to increase productivity.

Note: Average of monthly minimum wages in 2019 across key bulk drug clusters in China (Shandong, Jiangsu, Zhejiang, Shanghai, 
Anhui, Fujian and Jiangxi provinces) and India (Gujarat, Andhra Pradesh, Maharashtra, Telangana and Goa)

Figure 21: Manpower cost - India vs China113,114

Labour cost and productivity
Over several decades and up until 2007, China has fared better than India in terms of lower compensation 
cost which helped Chinese manufacturers keep the cost of production low. However, after 2007, a shift in 
demographics and economic changes have escalated wages in China to a level much higher than those in India. 
The manpower cost in India is lower than China now and this advantage of cost-efficient skilled labour supply 
is expected to continue in the future. 

113 A Guide to Minimum Wages in China in 2020, China Briefing, 02 January 2020
114 Minimum wages, Simpliance, Accessed on 11 February 2020
115 Expert interviews
116 Annual output per worker (GDP constant 2011 international $ in PPP), ILO modelled estimates, November 2019

India

INR 10,039

INR 18,095

China

Manpower cost in India is 1.8 
times lower than China
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Economies of Scale 
Indian companies run at a lower capacity utilisation 
and lower economies of scale compared with China. 

The Chinese government has positioned the country 
as the ‘Factory of the World’ by encouraging large-
scale manufacturing activities and mega parks. This 
has resulted in higher scale of manufacturing; China 

has also effectively exploited synergies in several 
mega parks with common facilities for effluent 
treatment, laboratories, and R&D.

Most Chinese plants have 10 times more overall 
capacity compared to most Indian manufacturers, 
giving Chinese manufacturers the benefit of higher 
economies of scale117. 

Figure 22: Capacity utilisation rate - India vs China118

117 CRISIL Research and Industry, Accessed 20 January 2020
118 The API paradox of India’s pharmaceutical industry, Trade Promotion Council of India, 14 June 2019

India

30-40%

70%

China

Utilisation rate in China is 30-
40 per cent higher than India
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Table 6: Manufacturing capacity comparison for select APIs - China vs India119

APIs119 Average capacity of a Chinese 
company (MT per annum)

Average capacity of an Indian 
company (MT per annum)

Gabapantene KSM CDA 14,000 3,000

Losartan 600 200

Pregablin 500 150

Simvastatin 500 150

Amoxycillin 14,000 5,000

Cef Acid 600 200

The median revenue of integrated players in China is almost seven times the median revenue of the top 10 
Indian formulation drug manufacturers120.

Production and set-up costs
China has significantly lower capex requirements due 
to large special economic zones (10–15 times the size 
of Indian SEZs) located in accessible and resource-
rich areas that offer benefits such as subsidised land, 
common waste processing and utilities, along with 
flexible labour laws.

 ■ China has focussed extensively on creating SEZs, 
free trade zones and industrial parks to attract 

foreign investments, improve player productivity, 
and provide a common utility service option and 
other operation cost benefits121.
 – The country had a total count of 2,530 completed 

SEZs in 2018, whereas India has only 231 
completed SEZs122

 – SEZs across the eastern coast of China in Jiangsu 
and Shandong have been effective in boosting 
profits of API players

119 Expert insights
120 CRISIL Research, Accessed 20 January 2020
121 Special Economic Zones, UNCTAD, 2019
122 Special Economic Zones, UNCTAD, 2019



Indian API industry - Reaching the full potential52

Figure 23: Production and set-up costs - India vs China123

Figure 24: Overall cost - India vs China124

Overall cost

123 The Indian pharmaceutical industry – the way forward, Indian Pharmaceutical Alliance, June 2019
124 Expert interviews and KPMG analysis

India

India

China

China

Set-up and production costs in China 
are 15–20 per cent lower than in India

Cost of Chinese bulk drugs is 
20–30 per cent lower than in India
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Figure 25: India and China - Cluster level comparison for API production127,128,129,130,131

Chinese bulk drug clusters have a cost advantage in areas of power, water and land, whereas Indian clusters 
have a labour cost advantage.

Case study - Cluster level comparison
In India, 300 large firms and around 10,000 medium 
and small-scale companies are in pharmaceutical and 
bulk drugs manufacturing business. These companies 
are majorly situated in pharmaceutical hubs such as 
Gujarat, Andhra Pradesh, Maharashtra, Telangana 
and Goa. Within these hubs, major bulk drug clusters 
are located in and around the cities of Ahmedabad, 
Mumbai, Aurangabad, Pune, Hyderabad, and 
Vishakhapatnam (Vizag).125 

Telangana contributes to one-third of the bulk drugs 
production in the country, with around 300 companies 
situated around Hyderabad.

On the other hand, China’s pharmaceutical industry 
has matured in eastern and southern China, where 
the eastern region is highly developed in API 
manufacturing and the southern coast is more 
focussed on biologics. Shandong, Jiangsu, Zhejiang, 
Shanghai, Anhui, Fujian and Jiangxi provinces are 
major clusters in the eastern region.  

Jiangsu region has one of the largest pharmaceutical 
and bulk drug industries in China. Currently, 79 per 
cent of Jiangsu pharmaceutical facilities are involved 
in API production.126

125 Bulk drugs cluster for TS on the cards, Telangana Today, 18 December 20160
126 Characterising Eastern China’s pharmaceutical manufacturing market: Shandong and Jiangsu, Pharmaceutical Technology, 13 June 

2019
127 A Guide to Minimum Wages in China in 2020, China Briefing, January 2020
128 China Electricity Prices for Industrial Consumers, China Briefing, April 2019
129 Minimum Wages, Department of Labor, Telangana, Accessed on 22nd January 2020
130 CEIC Data, Accessed on 22nd January 2020
131 Statement of valid land rates valid from 11-07-2019 to 31-12-2019, Telangana State Industrial Infrastructure Corporation, 2019
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Figure 26: China ranks higher than India across all parameters except labour 
(Chart not to scale)

Comparison of India and China on factors of cost competitiveness for APIs
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Indian pharmaceutical sector’s growing dependence 
on import is quite evident. High reliance on one 
country poses a significant risk of supply shortage.

CII has advocated on this strategic sector for several 
years in the past and has released two reports in 2014 
and 2017. These reports highlight reasons for high 
import dependency and recommendations for self-
sufficiency. The Government in the past has also set 
up various high-level committees to understand the 
steps to achieve self-sufficiency for bulk drugs and 
promote growth in the industry. However, for various 
reasons, there has been limited action in this direction

However, in March 2020, the Government has taken 
swift action to support manufacturing of bulk drugs in 
India, to meet local demand and boost exports while 
reducing import dependency.

Recent initiatives taken by the 
Government

Bulk drug parks scheme

 ■ Approval to set up three bulk drug parks with a 
budget of INR3,000 crore in next five years

 ■ These bulk drug parks will have common facilities 
such as solvent recovery plant, distillation plant, 
power & steam units, common effluent treatment 
plant so that all material and ecosystem necessary 
to manufacture drugs are available at the same 
point 

 ■ The Central government of India will give grants-in-
aid to the states with a maximum limit of INR1,000 
crore per park

Production linked incentive (PLI) scheme

 ■ The cabinet approved production linked incentive 
(PLI) scheme for promotion of domestic 
manufacturing of 53 critical bulk drugs and 
intermediates in the country with a budget of INR 
6,940 crore for next eight years

 ■ Financial incentive will be given to eligible 
manufacturers of identified 53 critical bulk drugs 
on their incremental sales over the base year (2019-
20) for a period of 6 years
 – Of these 53 critical drugs, 26 are fermentation-

based bulk drugs and 27 are chemical synthesis-
based bulk drugs

Given the changing landscape, we had several 
interviews with industry leaders and associations. 
Based on that, our experts have synthesized, 
prioritised and updated the recommendations. 
We hope these recommendations will help in an 
impactful implementation of the recent Government 
schemes, address the priority challenges faced by the 
industry and define the actions to ensure long–term 
competitiveness of Indian API manufacturing.
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In order to remain self-reliant and competitive it is imperative for India to build an ecosystem to support the 
growth of domestic bulk drug industry. In line with views emanating from interviews with stakeholders, we 
have identified themes for improvement and superimposed those with critical objectives needed for the sector.

Recommendations framework

The recent initiatives taken by the Government are 
constructive steps in the right direction. However, it 
is time to take focused measures for both greenfield 
and brownfield units that will not only enable India 
to be self-sufficient but also target the export market 
in the long run. These measures would range from 
ensuring ease of doing business, improvement in 
infrastructure, fiscal benefits and supporting R&D, 
innovation among others. 

Key Recommendations 
(additional recommendation in Appendix)

Ease of Doing Business
Bulk drug industry is facing multiple challenges in 
setting up a manufacturing unit - long timelines for 
getting various approvals including environment 
clearance and hence it takes around 3-4 years to start 
commercial manufacturing 
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Key challenges for API 
players

Recommendations Timelines Responsibility

Multiplicity in regulatory 
system

 ■ Multiple government 
bodies which, directly or 
indirectly, frame rules 
and regulations for the 
bulk drug industry

 ■ Establish a bulk drug committee 
with members from Central & State 
Government, industry and academia to 
develop policies and incentives for API 
industry

 ■ Establish a Drug Security Authority (DSA) 
under the Department of Pharmaceuticals 
to promote indigenous API manufacturing 
to achieve self-sufficiency and become a 
global leader in exports

0-3 months Central and State 
Governments

Long approval timelines 
for setting up a 
manufacturing plant 

 ■ Setting up a new API 
manufacturing plant 
requires more than 20-
25 approvals from 10–12 
departments of state 
and central governments

 ■ Create a single window clearance system 
for establishing an API manufacturing 
unit in India i.e. Telangana state has 
implemented a single window clearance 
system for industrial projects - Telangana 
State Industrial Project Approval and 
Self-Certification System (TS-iPASS) 
for speedy processing of applications 
and providing various clearances at a 
single point based on the self-certificate 
provided by the industry

 ■ Single window clearance system is 
also required for all licences related to 
testing, imports, development etc

0-3 months Central and State 
Governments

Long environmental 
clearances timelines

 ■ On an average, 
intermediate plants 
require 9-12 months for 
approval for Central 
Pollution Control Board

 ■ For companies with 
Zero Liquid Discharge, 
- priority approvals 
are not provided and 
production quantity 
restrictions exist

 ■ Total time taken for 
getting permission 
for land acquisition 
to environmental 
clearances to commercial 
manufacturing takes 
around three to four 
years (inputs from 
industry)

 ■ Green clearances within 0-3 months 
to bulk drug manufacturing units 
with respect to pollution and effluent 
discharge from state and central 
government

 ■ Categorise bulk drug manufacturing 
units in B2 category for environmental 
clearances - for faster clearances without 
requirement for environment impact 
assessment (EIA) report

 ■ Allow existing bulk drug companies to 
modify their product mix or raw materials 
used without requirement of a new 
environmental clearance provided their 
pollution load remains constant (all 
states need to implement) 

 ■ Environmental permission can be 
provided for capacity addition – based 
on self-certification for compliance with 
pollution load requirement

0-3 months Central and State 
Governments
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Incentives and subsidies
The API cost difference between India and China is 20-30% for several products. The Government needs to 
provide specific subsidies and incentives for critical and high diseases burden APIs to match cost competitiveness 
with China. These incentives should be available for manufacturing of KSM, intermediates and APIs.

Key challenges for API 
players

Recommendations Timelines Responsibility

High interest rates on 
loans and short repayment 
period

 ■ Loans available to the 
API industry are at high 
interest rates of – 11% to 
18% and tenure of 3-5 
years

 ■ Grant ‘Infrastructure Status’ to bulk drug 
industry. This will enable: – 
 – Borrow money from insurance 

companies, pension funds, and 
international lenders with a longer 
tenure (10-15 years) and on easier 
terms (3%-4% interest)

 – Access to foreign currency funding 
through the external commercial 
borrowing route (cost of fund is 
cheaper due to lower rate of interest)

 – Credit at competitive rates and on 
long-term basis with enhanced limits

 ■ Provide soft loans to API industry with 
lower interest rate and repayment period 
of 15-20 years

0-6 months Central and State 
Governments

High transaction cost and 
long refund period for 
export rebates

 ■ Almost 30-40% 
of working capital 
is blocked with 
Government in taxes, 
rebate claims and 
other subsidies. These 
collectively adds to 
about 3-4% of additional 
cost 

 ■ Improve processes to enable refunds 
within 3-6 months 

 ■ Tax free status to manufacturing 
companies for 10-15 years 

0-6 months Central and State 
Governments

Low spends on R&D 

 ■ The Government has 
reduced weighted 
deduction on R&D from 
200% to 150% from 2017 
onwards and plans to 
further withdraw it in 
near future

 ■ Reinstate weighted tax deduction of 
200% on expenditure on R&D. It will help 
the pharmaceutical industry to increase 
their R&D spend and boost innovation in 
the country

0-6 months Central and State 
Governments
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Infrastructure development 
In India as well as globally, a cluster based infrastructure approach has seen encouraging outcomes. This 
applies equally for the bulk drug sector as well. However, the current API manufacturing facilities in India is 
scattered over many states

Key challenges for API 
players

Recommendations Timelines Responsibility

Lack of API clusters and 
lower economies of scale

 ■ Fragmented and sub-scale 
API capacities resulting 
in higher overheads and 
loss of process efficiencies 
(The capacity of Chinese 
API manufacturers is 
almost 10 times those of 
Indian)

 ■ Develop 4-5 integrated large-scale 
clusters (chemical and pharma) to 
encourage private sector participation to 
manufacture critical APIs

2-3 years Central 
and State 
Governments 
and Industry

High cost of utilities

 ■ The overall utilities cost for 
electricity, steam, water, 
brine, heating, ventilation 
and air conditioning etc are 
20-25% more expensive in 
India as compared to China

 ■ Government to create common 
infrastructure facilities - such as Effluent 
Treatment Plants (ETPs), testing 
facilities, captive power plants, boilers, 
chilled water plants, cooling towers, 
solvent recovery plant, distillation plant 
etc., and industry can pay per use. This 
will help in reducing fixed cost burden on 
manufacturers

1-2 years Central 
and State 
Governments 

Low fermentation capacity 

 ■ India has low fermentation 
capacity as compared 
to China and is heavily 
dependent upon imports 
for many fermentation 
based APIs. China 
has installed large 
fermentation reactors 
which are 5-10 times 
larger than Indian reactors 
and hence has more 
economies of scale

 ■ The Government needs to establish 
fermentation specific bulk drug clusters 
to enable companies to build scale and 
vertical integration

 ■ Fermentation projects are capital 
intensive - the Government needs to 
provide viability gap funding assistance 
to private players for few critical APIs

 ■ Capacity creation abroad for critical 
APIs required for high burden diseases 
produced by using fermentation 
technology (These APIs can be imported 
at nil import duty e.g. Eastern European 
countries provides optimum temperature, 
infrastructure, R&D, and high level of 
quality)

1-2 years Central 
and State 
Governments 
and Industry
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Key challenges for API 
players

Recommendations Timelines Responsibility

Ownership structure  ■ Regulations for ownership structure, 
especially outside India, where 
companies could have a partnership 
with the government of other countries 
(Public–Private, Private–Private, etc.)

6-12 
months

Central 
and State 
Governments 
and Industry

Innovation and technical capabilities
Indian Pharmaceutical industry has moved up the value chain and is now focusing more on formulations. Hence 
the R&D spend on bulk drugs has reduced over the years

Key challenges for API 
players

Recommendations Timelines Responsibility

Limited funding for R&D 
and innovation in bulk 
drugs sector

 ■ Lack of funding 
mechanism in India for 
research and innovation 
in bulk drugs sector

 ■ The industry and research institutions/ 
academia need to develop Public-private 
partnerships (PPPs) to promote research 
and innovation. Industry can adopt for a 
milestone-based funding mechanism for 
R&D in bulk drug sector

 ■ The Government needs to fund a 
seed capital of INR1000 crore to 
facilitate R&D and start-ups in key 
technologies such as fermentation, chiral 
chemistry, bio-catalysis etc. [similar 
to Biotechnology Industry Research 
Assistance Council (BIRAC)]

 ■ Encourage reverse brain drain of 
researchers by providing funding options, 
advanced resources, R&D labs, land at 
concessional rates etc to boost R&D and 
innovation at premier institutes like IITs, 
IISC, NCL etc.

1-2 years Central and State 
Governments, 
Industry and 
Academia

Limited funding for 
technology upgradation

 ■ Lack of funding 
options for technology 
upgradation and green 
technology adoption in 
India

 ■ The Government needs to provide special 
grants to the industry for technology 
upgradation, green technology adoption, 
process efficiency improvement (TPM, 
lean manufacturing)

 ■ For MSMEs and SMEs, an interest 
subvention scheme needs to be provided 
on the loans availed through a Public 
Sector Financial Institution for the 
purpose of technology and infrastructure 
development

1-2 years Central and State 
Government and 
Industry
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Case in point – Successful pharma cluster in India - Jawaharlal Nehru Pharma City (JPNC) developed in 
Vizag132,133,134,135

132 Jawahar Lal Nehru Pharma City, Ramky Group Website, Accessed on 20 March 2020
133 Vision, Salient Features, Jawahar Lal Nehru Pharma City, Ramky Group Website, Accessed on 20 March 2020
134 Not so special anymore? Express Pharma, 22 August 2016
135 Ramkys Pharma City crosses USD 4 Billion, Viscan, Accessed on 20 March 2020

 ■ The cluster was conceived 
in 2004 by the Andhra 
Pradesh government with 
an aim of developing 
an exclusive hub for 
manufacturing bulk drugs 
and intermediates

 ■ Land: 611 acres in SEZ and 
remaining 1,531 acres in 
non-SEZ land

 ■ Infrastructure support: 32 
km long all weather road 
network, 143 hectares green 
belt in and around Pharma 
City, secured landfill, cross 
country pipelines, 34 km 
water pipeline network, 
62 km power distribution 
network

 ■ Common facilities: 12 
MLD effluent treatment 
plant with multiple effect 
evaporator, hazardous 
waste management, 20 MLD 
water treatment plant, two 
electrical sub stations, water 
reservoirs and tank

 ■ Logistics support: 
International air cargo 
allowed via Vizag airport 
and access to 900 km Vizag 
coastline 

 ■ 104 registered companies 
till date 

 ■ Including Indian giants 
such as Biocon, Granules 
and global companies 
such as Mylan (US), EISAI 
(Japan), Hospira (US), SNF 
India (France) and Pharma 
Zell (Germany)

 ■ 100 per cent FDI allowed

 ■ 100 per cent income tax 
exemption for five years 
and 50 per cent for next 
two years

 ■ Commodity hedging 
permitted

 ■ Exemption from service 
tax, sales made from 
DTA, VAT, stamp duty 
and registration for loan 
agreements

 ■ External commercial 
borrowings by units up 
to USD500 million a year 
allowed without any 
maturity restrictions

 ■ Allowed to ‘write-off’ 
unrealised export bills

 ■ JNPC revenue jumped from 
INR20 billion in 2010 to 
INR150 billion in 2016

 ■ Revenue of registered 
companies jumped to 
INR280 billion in FY19 from 
INR200 billion in FY18

 ■ Received INR250 billion 
investments and exports 
crossed USD4 billion

 ■ A PPP model was adopted 
in partnership with Ramky 
Developer

 ■ An SPV - Andhra Pradesh 
Industrial Infrastructure 
Corporation (APIIC) was 
created to handle the 
project development

 ■ Project development cost: 
INR3.15 billion

 ■ 30 per cent saving on 
investment in additional 
land

 ■ 30 per cent saving in 
capital investment 

 ■ 5 per cent savings on 
common areas and 
facilities

 ■ Total 40 per cent saving on 
project cost

Overview

Operations

Features

Impact

Fiscal 
Benefits
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Case in Point – Policy and incentive models implemented for other sectors in India

Incentive models across sectors136

*Other incentives include capital subsidy / demand incentive / production-linked subsidy / EPF contribution)

Learnings from other sectors:
We looked at other sectors, which are dependent 
on imports to understand the developments and 
initiatives taken to improve local manufacturing.

We have also conducted a deep dive into the select 
incentive models and schemes introduced by the 
government for reducing imports and supporting local 
manufacturing for the following sectors.

The bulk drug industry can take cues and incorporate 
learning from these examples to boost domestic 
manufacturing and create an ecosystem that 
encourages innovation and growth.

Electronics:
Policies

 ■ Phased Manufacturing Program: Develop 
indigenous mobile manufacturing ecosystem in 
India by incentivising large scale manufacturing 
to both give huge impetus to local manufacturing 
and meet a significant portion of global handset 
requirements, too

 ■ National Policy on Electronics: Create a globally 
competitive electronics design and manufacturing 
industry to meet the domestic demand and serve 
the international market

 ■ Modified Special Incentive Package Scheme 
(M-SIPS): Aims to attract investments in electronic 
manufacturing and provide capital subsidy of 
20 per cent in SEZ (25 per cent in non SEZ) units 
engaged in electronics manufacturing along with 
reimbursement of CVD/excise for capital equipment 
in non SEZ units

 ■ Electronics Manufacturing Cluster: Creation 
of world class infrastructure for attracting 
investments in the Electronics Systems Design and 
Manufacturing Sector. The EMC scheme provides 
grant assistance for setting up both Greenfield and 
Brownfield EMCs across the country

 ■ Preferential Market Access: The government 
provides the quota of minimum 30 per cent for 
domestic players in procurement of electronic 
goods. Further the electronic products should meet 
the graded domestic value addition

Impact: 

 ■ Approximately 38 mobile manufacturing units have 
been set up in India after the launch of M-SIPS 
schemes, ramping up production by 90 per cent and 
creating 38,300 jobs137. Even several Chinese and 
American smartphone manufacturers have started 
assembling their products in India. 

136 KPMG in India analysis
137 Years of ‘Make in India Initiative’: Success or failure?, Jatin Verma, 17 October 2019
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Start-up 
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Tax 
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IT/ITeS



Indian API industry - Reaching the full potential 65

 ■ While brands such as LG, Dixon and Super Plastronics 
have plans to expand their manufacturing capacity 
in India and add newer categories for production138.

 ■ Samsung has plans to invest USD500 million in a 
display manufacturing facility in India, alongside its 
earlier smartphone manufacturing facility in Noida139. 

Automobile
Policies

 ■ National Electric Mobility Mission Plan (NEMMP) 
2020: Roadmap to ensure fuel security, increase 
affordability of environment-friendly transportation 
and enable the Indian automotive industry to 
achieve global manufacturing competency
 – Faster Adoption and Manufacturing of (Hybrid) 

and Electric Vehicles (EVs) in India (FAME 
India)140: To promote manufacturing of electric 
and hybrid vehicle technology and to ensure 
sustainable growth of the same
 – Demand incentive offered to buyers of electric 

and hybrid vehicles in the form of an upfront 
reduced purchase price

 – Grants sanctioned for specific Pilot Projects, 
R&D/Technology Development and Public 
Charging Infrastructure 

 – Issue of Expression of Interest (EoI) for 
deployment of 5,000 electric buses by State 
Transport Departments/Undertakings

Impact:

 ■ Number of vehicles supported under the FAME 
scheme increased from 5,197 in June 2015 to 
192,451 in March 2018.141 This has translated into 
increase in share of hybrid and EV passenger 
vehicles from zero in FY13 to 1.3 per cent in FY16142. 
Post the completion of FAME I, the EV sales have 
risen exponentially from 56,000 units in FY18 to 
7,59,000 in FY19.143

 ■ Both domestic and foreign players have announced 
investment and manufacturing plants for EVs:
 – Mahindra has announced the INR500 crore 

investment in its EV project at its plant in Chakan, 

Pune for product development and capacity 
enhancement of EVs and related components144

 – While other players such as ISUZU Motors 
(Sri City, Andhra Pradesh), TATA Motors and 
Fiat (Ranjangaon, Pune) and Suzuki Motors 
(Ahmedabad) have plans to inaugurate EV 
manufacturing units in India145

Textile
Policies146

 ■ Export promotion: Full refund for State level taxes 
provided to exporters under Remission of State 
Levies (ROSL)

 ■ Production-linked additional incentive: 10 per cent 
incentive provided under the Amended Technology 
Up-gradation Fund Scheme (ATUFS) with an outlay 
of INR178.22 billion during 2016-2022 for upgrading 
technology/machineries of textile industry

 ■ Pradhan Mantri Paridhan Rozgar Protsahan Yojana 
(PMPRPY): Full employer’s contribution (12 per 
cent) of the Employees Provident Fund (EPF) 
provided for a period of three years

 ■ Scheme of Integrated Textile Park (SITP): 
Government provides 40 per cent subsidy with a 
ceiling of INR400 million to set up Textile Parks 

 ■ PowerTex India: Key Scheme components include 
In-situ Upgradation of Plain Powerlooms, Common 
Facility Centre (CFC), Solar Energy Scheme for 
Powerlooms, Tex Venture Capital Fund, Grant-
in-Aid and Modernisation & Upgradation of 
Powerloom Service Centres (PSCs)

 ■ Integrated Processing Development Scheme 
(IPDS)147: Establish four to six Brown Field projects 
and three to five Green Field projects with an outlay 
of INR5 billion to address the environmental issues 
faced by the textile processing units. It provides 
government support of up to 50 per cent of the project 
cost with limit of INR750 million for establishing 
common infrastructure to catalyse private sector 
investments in the major processing clusters.  
 

138 Consumer electronic companies to step up investment, The Economic Times, 20 September 2019
139 Samsung Invests $500 Million To Start Manufacturing Smartphone Displays In India, Digit.in, 20 January 2020
140 Implementation of National Electric Mobility Mission Plan, Ministry of Heavy Industries & Public Enterprises (PIB), 08 July 2019
141 CMA’s Industry Bulletin, ICAI, January 2020
142 Over 285,000 Electric Vehicle Buyers Have Received Subsidies Under FAME Program, Mercom India, 22 November 2019
143 EV sales in India cross 7.5 lakh mark in FY2019, Autocar, 01 May 2019
147 Can the Budget push boost electric car market?, Business Today, 6 July 2019
145 Five Years of ‘Make in India Initiative’: Success or failure?, Jatin Verma, 17 October 2019
146 Employment Generation in Textile Sector, Ministry of Textiles (PIB), 12 July 2019
147 Launching of Integrated Processing Development Scheme (IPDS), Ministry of Textiles (PIB), 04 February 2014
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Impact:

 ■ India’s textile exports rose by 9 per cent to INR108.53 
billion in November 2018, from INR99.87 billion in 
November 2017. On the similar lines, apparel exports 
also increased by 21 per cent to INR81.12 billion 
during the same time period148

 ■ FDI equity inflow in India’s textile sector also 
surged by 169 per cent from USD230.13 million in 
2015-16 to USD618.95 million in 2016-17149.

 ■ Additionally, around 8.5 million jobs were created 
under the PMPRPY scheme in 2018150

 ■ Foreign companies such as Youngone Corporation 
(Korea) and Toray (Japan) have also show interest 
in investing in textile parks in the country

Biotech
Policies151

 ■ National Biotechnology Development Strategy 
2015-2020152: Aims to establish India as a world-
class bio-manufacturing hub with investments 
for the development of new biotech products, 
creation of a strong infrastructure for R&D and 
commercialization, and skilling up talent

 ■ Biotechnology Ignition Grant (BIG): It provides 
USD5 million to biotech start-ups to establish and 
validate proof of concepts and enable creation of 
spin-offs

 ■ Make in India153: Biotech has been selected as 
one of the champion sectors under Make-in-India 
initiative. This involved creation of Regulatory 
Facilitation Cell and Product commercialization 
Unit at Biotechnology Industry Research Assistance 
Council (BIRAC)

 ■ Start-up India154: 35 bio-incubators have been setup 
across India with world class facilities 

 

Impact:

 ■ India has emerged as one of the top 12 biotech 
destinations in the world, accounted for 2 per cent 
of the global market share and ranked third in the 
Asia-Pacific region. 

 ■ Today, there are more than 800 biotech companies 
in India along with second highest number of 
USFDA approved plants

 ■ The biotechnology market size recorded a growth 
of 6.8 per cent y-o-y to reach USD 44.47 billion in 
2017155. 

 ■ BIRAC has also supported 716 start-ups which 
managed to generate USD125 million in funds, 
created 133 product and technologies and 
generated 180 IPs.156

 ■ Also in FY19, a total of 99 patent applications 
were filed, 15 patents were granted and 83 new 
processes/products/technologies were developed

IT/ITeS
Policies157

 ■ Export promotion schemes158

 – Software Technology Parks of India (STP): 
Formed for the promotion of Software exports 
from the country. The entity provides statutory 
services, data communications servers, 
incubation facilities, training and value added 
services. Units registered benefit from 100 per 
cent foreign equity, tax rebates, duty-free import 
and indigenous procurement, central sales tax 
reimbursement, domestic tariff area entitlement, 
and deemed exporting

 – Special Economic Zone (SEZ): Offers competitive, 
convenient and integrated zones with world-
class infrastructure and utilities for export 
oriented businesses. Benefits include full income 
tax exemption on export income for first five 

148 India’s textile and apparel exports jump by 14% in November, Business Standard, 19 December 2018
149 MARKET WATCH 14 AUGUST, 2017, SRTEPC, 14 August 2017
150 8.5 million jobs created under government’s flagship employment generation scheme, Economic Times, 7 November 2018
151 Employment Generation in Textile Sector, Ministry of Textiles (PIB), 12 July 2019
152 National Biotechnology Development Strategy 2015-2020, Ministry of Science & Technology, 30 December 2015
153 Make in India & Start-up India, Department of Biotechnology (GoI), 22 July 2019
154 Make in India & Start-up India, Department of Biotechnology (GoI), 22 July 2019
155 Make in India & Start-up India, Department of Biotechnology (GoI), 22 July 2019
156 BIRAC, Accessed on 17 March 2020
157 Employment Generation in Textile Sector, Ministry of Textiles (PIB), 12 July 2019
158 Export Promotion Schemes, Ministry of Electronics & Information Technology, 04 May 2018
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years, exemption from GST and other levies as 
imposed by the State Governments and single 
window clearance for Central and State level 
approvals.

Impact: 159

With help of export promotion schemes and simplistic 
procedures, the India IT/ITeS industry has positioned 
itself as one of the global leaders. 

 ■ In a decade since the formation of STPI in 1991, the 
software exports expanded to USD5.7 billion.160 
Today STP units contribute nearly half of IT exports 
in terms of services161

 ■ The number of STPI-registered units have also 
expanded from 380 in 2001 to 4,000 units are 
registered with STPI162

 ■ Exports by STP registered IT/ITeS units increased 
from INR3,759.88 billion in FY18 to INR4,211.03 
billion in FY19163

Conclusion 
India is one of the leading destinations for bulk 
drug manufacturing in the world.  Despite its global 
position as a prominent source of intermediates 
and APIs, the Indian bulk drugs and pharmaceutical 
industry is dependent on imports for many key 
intermediates and APIs and increasing competition 
from China to its export trade. Our analysis suggests 

that a coherent vison for API sector, resolving 
challenges in internal policies and bureaucracy, and 
focused implementation of identified actions will take 
the pharmaceutical industry to scale up to an even 
higher growth trajectory.

The Government of India has recently made big 
announcements to launch few schemes for bulk drug 
industry. The INR9,940 crore investment to establish 
infrastructure facilities and various schemes launched 
along with this are steps in the right direction and will 
go a long way in supporting domestic manufacturing 
and exports.

This report is an endeavour to take stock of the present 
challenges facing the bulk drug industry and provide 
recommendations to reduce import dependency. 

Based on our discussions with industry veterans 
and government stakeholders, we have proposed 
recommendations around 4 key themes - providing 
ease of doing business, incentives and subsidies, 
infrastructure development and innovation & technical 
capability development. 

We believe implementation of these recommendations 
would establish APIs self-sufficiency for the nation 
and pave way for the growth of the industry for many 
years to come.

159 Export Promotion Schemes, Ministry of Electronics & Information Technology, 04 May 2018
160 Maharashtra STPI, Accessed on 20 March 2020
161 ‘STP units contribute close to 50% of exports of IT sector, Livemint, 09 October 2019
162 STPI, Ministry of Electronics & Information Technology, Accessed on 17 March 2020
163 STPI, Ministry of Electronics & Information Technology, Accessed on 17 March 2020
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Recommendation Details Category Duration

Identify critical and high 
diseases burden APIs

Identify key drug categories that address 
disease areas with significant burden 
in India (high import dependency). For 
example, first line antibiotics, anti-
diabetes drugs, analgesics, cardiovascular 
drugs etc.

Contingency 
planning

Immediate

Alternate sources for critical 
APIs

Identify alternative sourcing countries 
(other than China) for critical APIs

Contingency 
planning

Immediate

Price control relaxation for 
critical APIs  

Drugs manufactured with indigenous 
APIs should get relaxation on price 
control and exempted from provisions 
of DPCO. Government should remove 
price control for formulations that have 
been manufactured using domestically 
produced APIs. 

Increase Cost 
Competitiveness

Short

Priority approvals for 
manufacturing critical APIs

Priority approvals should be provided for 
manufacturing critical APIs which have 
high disease burden

Ease of Doing 
Business

Short

Mandatory inspections to 
ensure quality

Strict and mandatory inspection of 
foreign manufacturing facilities and 
higher registration/inspection fees for 
APIs imported into India is likely to 
encourage only genuine and quality 
API manufacturers and enable Indian 
companies to compete on a more level-
playing field

Focus on Quality Short

Testing charges on imports Reasonable fee should be charged for 
testing quality of APIs imported to India. 
Waiver of such testing and charges for 
plants which are inspected and approved 
by DCGI

Focus on Quality Short

Tender based R&D The government can introduce tenders 
for technology development with specific 
timelines. This would be similar to the 
tender initiative by the Department of 
Biotechnology which has a structured 
format and higher funding as compared to 
the Department of Pharmaceuticals

Increase Cost 
Competitiveness 

Medium

Table 7: Additional recommendations for implementation 
(Immediate 0-3 months, Short 3-6 months, Medium 6-12 months, Long 12-24 months)
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Recommendation Details Category Duration

Allow manufacturing of 
essential APIs product mix 
in existing plants

Allow all API manufacturers to 
manufacture essential API, if it can be 
manufactured in the same plant, without 
insisting on pollution control. A self- 
declaration from manufacturers that 
they abide by norms laid out should be 
sufficient.

Infrastructure 
Development

Medium

Strengthen Government 
Procurement

Preference to be given to formulations 
made using indigenous APIs in 
government tenders

Increase Cost 
Competitiveness

Medium

Support for export through 
audit inspectors

Government could hire high level 
consultants/auditors (trained in US 
FDA/EMEA/MHRA quality guidelines) 
who could guide the industry regarding 
the quality practices. Industry can 
leverage these consultants through 
the government at a subsidised rate to 
enhance the export quality

Focus on Quality Medium

Easing environmental norms Standardisation is required as discharge 
limits for different effluents across states. 
There is a need for a blanket approval 
from MoEFCC, where manufacturers 
should be allowed to produce any 
molecule and at any quantity in the 
factory as long as they maintain the 
pollution load. 

Blanket environment permission should 
be given to manufacture any API on 
submission self-certification to comply 
with the pollution load requirement. 
This process can help yield immediate 
results in the least possible time to 
combat the situation arising out of likely 
supply disruptions caused by Coronavirus 
outbreak.

Ease of doing 
business

Medium

Financing at international 
rate

Government should consider 
commissioning period of 5 years before 
setting up the loan repayment cycle.

Financial support Medium

Develop scientific talent 
pool

The Government should grant fellowships 
and provide targeted training programs to 
talented researchers and students from 
leading academic institutes

Focus on 
Innovation 
and Technical 
Capabilities

Long

Skill development and 
training

Establish training infrastructure and 
institutes, offering industry-specific 
training at the pharma parks

Focus on 
Innovation 
and Technical 
Capabilities

Long



Indian API industry - Reaching the full potential 71



Indian API industry - Reaching the full potential72

ABBREVIATIONS
API Active Pharmaceutical Ingredient

ANDA Abbreviated New Drug Application

ARV Antiretroviral

BCG Bacillus Calmette–Guérin

CAGR Compound Annual Growth Rate

CFS Container Freight Stations

CII Confederation of Indian Industry

CPCB Central Pollution Control Board

CTA Clinical Trial Approval

DALY Disability Adjusted Life Years

DCDA Dicyandiamide

DCGI Drug Controller General of India

DGFT Directorate General of Foreign Trade

DoP Department of Pharmaceuticals

DPCO Drug Price Control Order

DTP Diphtheria, Tetanus and Pertussis

ECB External Commercial Borrowing

EoDB Ease of Doing Business

EPA Environment Protection Act

FDI Foreign Direct Investment

ICD Inland Container Depots

INR Indian Rupees

IPR Intellectual Property Rights
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IT/ITeS Information Technology / Information Technology Enabled Service

KSM Key Starting Materials

MADC Maharashtra Airport Development Company

MoEFCC Ministry of Environment, Forest And Climate Change

NDA New Drug Approval

NEMMP National Electric Mobility Mission Plan

NIP National Infrastructure Pipeline

NLEM National List of Essential Medicines

NPPA National Pharmaceutical Pricing Authority

PGA Partnering Government Agencies

PPP Public-Private Partnership

SIA State Implementing Agency

SMEs Small and Medium Enterprises

USD United States Dollar
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RESEARCH 
METHODOLOGY
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This report is the result of a study undertaken by CII team in partnership with the KPMG in India. 

The scope and methodology of the study was as follows: 

Industry overview, structure and import dependency
Analysis based on third party publications, news articles, existing thought leadership 
reports by industry associations and Directorate General of Commercial Intelligence 
and Statistics

Challenges faced by the domestic manufacturers
Insights collated from Ministry of Commerce and Industry, State pollution control 
boards, news articles, and industry experts

Comparison between India and China
Analysis based on news articles; Department of Pharmaceuticals; Government 
committee reports; thought leadership reports by industry associations; World Bank, 
UNCTAD, ILO statistics; and industry expert insights

Voice of the industry on the current situation 
Detailed discussions with senior leaders in pharma industry and industry associations

Recommendations
Analysis based on existing Government committee reports and discussions with the 
industry stakeholders
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LIST OF  
KEY APIs 
Table 8: List of selected APIs with high import dependence from China164,165

Sr 
No

APIs HS Code Total 
Imports
(INR 
million)

Imports 
from 
China
(INR 
million)

% 
import 
from 
China

Total 
Imports
(‘000 
KG)

Imports 
from 
China 
('000 
KG)

% 
import 
from 
China

1 Amoxicillin 29411030 2,566.2 2295.9 89.5% 1,384.3 1,287.0 93%

2 Cephalexin 29419020 857.3 108.5 12.7% 234.8 29.7 13%

3 Cefixime 29419015 NRF NRF NRF NRF NRF NRF

30042024 NRF NRF NRF NRF NRF NRF

4 Cefoperazone 30042019 1,115.1 1.2 0.1% 185.3 2.5 1%

5 Sulbactam 30041007 NRF NRF NRF NRF NRF NRF

6 Other Antibiotics 
(including 
Cefriaxone Sodium 
Sterile, Potassium 
Clavulanate, 
Meropenem, 
Levofloxacin, 
Clindamycin 
Phosphate)

29419090 28,724.5 20,378.5 70.9% 3,911.6 3,232.4 83%

7 Piperacillin + 
Tazobactam (8:1)

29411013 NRF NRF NRF NRF NRF NRF

8 Tetracycline 29413020 955.2 953.5 99.8% 511.9 511.9 100%

9 Oxytetracycline 30042042 9.0 9.0 100% 47.6 47.6 100%

10 Doxycycline 29413010 1163.6 668.6 57.5% 199.6 180.9 91%

11 Gentamicin 29419040 627.0 535.3 85.4% 82.4 70.8 86%

12 Neomycin 29419050 213.6 196.2 91.9% 165.4 161.4 98%

13 Streptomycin 
Sulphate (Sterile)

294120 1,076.3 1,059.9 98.5% 197.7 0%

164 National Pharmaceutical Pricing Authority, Department of Pharmaceuticals, Government of India, 26 February 2020
165 Export and Import Data Bank, Department of Commerce, Accessed on 17 March 2020
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Sr 
No

APIs HS Code Total 
Imports
(INR 
million)

Imports 
from 
China
(INR 
million)

% 
import 
from 
China

Total 
Imports
(‘000 
KG)

Imports 
from 
China 
('000 
KG)

% 
import 
from 
China

14 Azithromycin 30042064 10.9 10.8 99.4% 0.01 0.01 100%

15 Sulfadiazine 29350013 NRF NRF NRF NRF NRF NRF

16 Clindamycin 
Hydrocloride

30042095 413.4 5.7 1.4% 18.1 0.5 3%

17 Ciprofloxacin and 
its salts

29419030 470.6 447.1 95.0% 243.5 235.2 97%

18 Ofloxacin 30042034 96.06 93.1 97.0% 3.5 3.5 100%

19 Norfloxacin 29419060 183.5 180.9 98.5% 84.2 83.8 100%

20 Clarithromycin 30042063 3.0 0 0.0% 0.01 0 0%

21 Chloramphenicol 29414000 166.4 124.7 74.9% 44.9 35.0 78%

22 Metformin 29379937 NRF NRF NRF NRF NRF NRF

23 Metronidazole 30049022 40.8 40.4 99.2% 80.0 79.5 99%

24 Tinidazole 29332910 5.1 0 0.01 0 0%

25 Lopinavir, 
Ornidazole, 
Valsartan, 
Levodopa

29339990 NRF NRF NRF NRF NRF NRF

26 Artesunate 29399021 NRF NRF NRF NRF NRF NRF

27 Other Diloxanide 
Furoate, Cimetidine, 
Famotidine 
(including 
Telmisartan, 
Dexamathasone 
(Base), Ritonavir)

29420090 25,926.4 17,720.8 68% 14,838.3 10,607.8 71%

28 Losartan 30049073 0.0 0.0 0.0% 0.0 0.0 0%

29 Omesartan 29332990 6,288.8 5,406.6 86% 5,715.6 5,031.5 88%

30 Atorvastatin 29362915 NRF NRF NRF NRF NRF NRF

31 Vitamin B12 29362610 3,117.8 2,916.2 94% 17.05 11.5 68%

32 Vitamin B1 293622 1,843.8 1,357.8 74% 567.3 423.1 75%

33 Vitamin B6 29362500 926.7 717.1 77% 343.9 265.8 77%
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Sr 
No

APIs HS Code Total 
Imports
(INR 
million)

Imports 
from 
China
(INR 
million)

% 
import 
from 
China

Total 
Imports
(‘000 
KG)

Imports 
from 
China 
('000 
KG)

% 
import 
from 
China

34 Vitamin C 293627 859.3 610.4 71% 1,698.0 1,377.5 81%

35 Prednisolone 30043912 578.3 0 0% 27.77 0 0%

36 Betamethasone 
(Base)

29379904 NRF NRF NRF NRF NRF NRF

37 Progesterone 29379202 NRF NRF NRF NRF NRF NRF

38 Rifampicin 29419011 1,270.6 1,203.9 94.8% 139.2 135.3 97%

39 Acyclovir 29420028 NRF NRF NRF NRF NRF NRF

40 Gabapentin 29224990 7,315 6,038.0 82.5% 15,440.8 13,811 89%

41 Oxcarbazepine and 
Carbamazepine

29159099 NRF NRF NRF NRF NRF NRF

42 Heparin 30019091 3,636.1 3,138.0 86.3% 7.3 5.2 72%

43 Carbidopa 29214218 NRF NRF NRF NRF NRF NRF

44 Aspirin 30049062 3.88 3.86 99.7% 0.01 0.01 100%

45 Paracetamol 29222933 413.0 353.3 85.5% 1,116.4 1,005.5 90%

46 Diclofenac Sodium 29420054 NRF NRF NRF NRF NRF NRF

47 Erythromycin 
Stearate/Estolate

30042061 2.2 0.0 0.0% 21.6 0.0 0%

48 Levetiracetam 29337990 NRF NRF NRF NRF NRF NRF

Note
 ■ Data shown above is based on Import data for the year FY19 

 ■ NRF indicates no record found in the Export Import Data Bank of Department of Commerce 

 ■ Some APIs have been combined together in the table as they are listed under the same HS code

 ■ APIs highlighted in Green have high reliance on imports for domestic consumption

 ■ APIs highlighted in Blue have relatively low reliance on imports for domestic consumption (are 
manufactured in India)

 ■ APIs highlighted in Grey are part of NLEM 2015 list

 ■ While some APIs have higher / lower dependency on imports - there is a high dependence on imports for 
intermediates and KSMs to manufacture the APIs
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The Confederation of Indian Industry (CII) works to create and sustain an environment 
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action, healthcare, education, livelihood, diversity management, skill development, 
empowerment of women, and water, to name a few. 
 
India is now set to become a US$ 5 trillion economy in the next five years and Indian industry 
will remain the principal growth engine for achieving this target. With the theme for 2019-20 as 
‘Competitiveness of India Inc - India@75: Forging Ahead’, CII will focus on five priority areas 
which would enable the country to stay on a solid growth track. These are - employment 
generation, rural-urban connect, energy security, environmental sustainability and governance.  
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