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SYNOPSIS 
 

The Indian pharmaceutical industry grew at 13% during 2003-07 and the market size is 

estimated to be US$ 9.77 billion in 2007-08. Exports constitute a significant part of the 

pharmaceutical industry. The pharmaceutical exports in 2007-08 were valued at US$ 6.68 

billion compared with US$ 5.73 billion in 2006-07, a growth of 16%. Pharmaceutical exports 

from India is expected to grow at a CAGR of 18.5% between 2007-08 and 2011-12, 

particularly driven by multibillion dollar patent expirations and growth in the global generics 

market. Many big pharma companies have recently acquired overseas companies to tap the 

potential generic market, and consolidation in the industry is expected to happen in a big 

way. 

 

In view of the potential of Indian pharmaceutical industry and the expanding global 

outsourcing market in pharmaceuticals, Cygnus Research has come out with the report titled 

Indian Pharmaceutical Industry. The report has 10 chapters and covers broad-based global 

pharmaceutical industry and market, trends, demand-supply analysis and major therapeutic 

segments, foreign trade in pharmaceuticals, growth drivers, and issues and challenges. 

Twenty major players in the industry space have been covered with details of their business 

profiles and strategies, financial performance, SWOT analysis and outlook. The report also 

comprises outsourcing opportunities and the impact of generic opportunities on Indian 

pharmaceuticals industry, regulatory issues, critical success factors and outlook for the 

industry as analysed by Cygnus. 

 

The report will be useful for Indian pharma companies, foreign companies either in pharma 

business or indirectly linked to the value chain of Indian pharma industry, analysts and 

investors, students keen on understanding the industry and its growing opportunities and 

financial institutes having exposure to the industry. 

 

 

 

 

 

No of Pages: 239    No of Figures: 27     No of Tables: 22    



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

4

CONTENTS 
  

Executive summary .................................................................................................11 

HIGHLIGHTS ..........................................................................................................13 

1. INDUSTRY OVERVIEW – Global and Domestic .....................................................18 

1.1 Global Pharmaceutical Market....................................................................................18 

1.1.1 Leading Therapeutic Classes....................................................................................... 19 
1.1.2 Major Markets................................................................................................................ 21 
1.1.3 Trends in Pharmaceutical Industry in 2008 ............................................................. 23 
1.1.4 Global M&A.................................................................................................................... 25 
1.1.5 Major Global Players .................................................................................................... 28 

1.2 Indian Pharmaceutical Industry ...................................................................................31 

1.2.1 Introduction.................................................................................................................... 31 
1.2.2 Pharmaceutical Industry Structure ............................................................................ 34 
1.2.3 Segmentation of the Indian Pharmaceutical Industry ............................................ 35 
1.2.4 Pharmaceutical Market structure and Size .............................................................. 38 
1.2.5 Major Therapeutic Segments...................................................................................... 43 
1.2.6 Merger & Acquisition ................................................................................................... 44 
1.2.7 Demand-Supply Analysis.............................................................................................. 49 
1.2.8 Foreign Direct Investments in Indian Pharma......................................................... 49 

2. Foreign Trade in Pharmaceutical Industry..............................................................51 

2.1 Exports........................................................................................................................51 

2.1.1 Formulations Exports ................................................................................................... 53 
2.1.2 Bulk Drugs Export ........................................................................................................ 54 
2.1.3 Exports Trends .............................................................................................................. 55 

2.2 Imports........................................................................................................................56 

2.2.1 Bulk Drugs Imports....................................................................................................... 56 
2.3 Future Outlook...........................................................................................................57 

3. GROWTH DRIVERS ............................................................................................59 

3.1 Global Growth Drivers ..............................................................................................60 

The global growth drivers of the pharmaceutical industry are given below.............. 60 
3.1.1 Innovation in Biotechnology ....................................................................................... 60 
3.1.2 Demographic Transition.............................................................................................. 60 
3.1.3 Rising Real Incomes ...................................................................................................... 61 
3.1.4 Medical Technology ...................................................................................................... 62 
3.1.5 Generic and Niche........................................................................................................ 62 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

5

3.1.6 Unmet Medical Needs.................................................................................................. 63 
3.2 Indian Pharma Drivers ................................................................................................64 

3.2.1 Ageing Population.......................................................................................................... 64 
3.2.2 Lifestyle Drugs ............................................................................................................... 64 
3.2.3 Healthcare Expenditure ............................................................................................... 65 
3.2.4 Upgradation of Medical Services, Devices & Equipment ...................................... 65 
3.2.5 Exports ............................................................................................................................ 66 
3.2.6 Generic Drugs................................................................................................................ 67 
3.2.7 Research & Development............................................................................................ 67 
3.2.8 Contract Manufacturing Opportunities.................................................................... 70 
3.2.9 Middle Class, Rural Market to Fuel Pharma Growth............................................ 70 
3.2.10 Pharma Firms Betting Big on Nutraceuticals ........................................................ 71 

4. ISSUES & CHALLENGES .....................................................................................73 

4.1 Sustaining Exports.......................................................................................................73 

4.2 IPR Issues ....................................................................................................................74 

4.2.1 Pricing .............................................................................................................................. 74 
4.2.2 Data protection ............................................................................................................. 75 

4.3 R&D Focus ..................................................................................................................75 

4.3.1 Looming shortage of trained human resources ..................................................... 77 
4.3.2 Animal trials.................................................................................................................... 78 
4.3.3 Regulatory infrastructure ............................................................................................ 78 
4.3.4 Managing productivity................................................................................................... 79 

4.4 Exploiting Generic Opportunities requires Huge Investment ...................................79 

4.5 Price Control ..............................................................................................................79 

4.6 Infrastructure ..............................................................................................................80 

4.6.1 R&D infrastructure ....................................................................................................... 80 
4.6.2 Quality of marketing infrastructure .......................................................................... 80 

4.7 Spurious Drugs ...........................................................................................................81 

5. MAJOR PLAYERS................................................................................................82 

5.1 Ranbaxy Laboratories Ltd...........................................................................................83 

5.2 Dr Reddy’s Laboratories Ltd ......................................................................................88 

5.3 Cipla Ltd......................................................................................................................92 

5.4 Sun Pharmaceutical Industries Ltd..............................................................................96 

5.5 Piramal Healthcare Ltd .............................................................................................101 

5.6 Lupin Ltd ...................................................................................................................104 

5.7 Wockhardt Ltd .........................................................................................................109 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

6

5.8 Jubilant Organosys ....................................................................................................114 

5.9 Aurobindo Pharma Ltd .............................................................................................119 

5.10 Cadila Healthcare Ltd .............................................................................................123 

5.11 Glenmark Pharmaceuticals Ltd ...............................................................................127 

5.12 Matrix Laboratories ................................................................................................131 

5.13. GlaxoSmithKline Pharmaceuticals Ltd ...................................................................136 

5.14 Torrent Pharmaceuticals ........................................................................................140 

5.15 Orchid Chemicals and Pharmaceuticals Ltd...........................................................144 

5.16 Ipca Laboratories Ltd..............................................................................................147 

5.17 Biocon Limited ........................................................................................................152 

5.18 Divis laboratories....................................................................................................156 

5.19 Alembic Ltd.............................................................................................................159 

5.20 Aventis Pharma Ltd.................................................................................................163 

6. OUTSOURCING OPPORTUNITIES .....................................................................166 

6.1 Factors Driving Outsourcing ....................................................................................167 

6.1.1 Value Chain Optimisation .........................................................................................167 
6.1.2 FDA-approved Manufacturing Plants in India........................................................170 
6.1.3 Weaker Pipelines and Rising Approval Times ......................................................171 
6.1.4 Pressure to Cut Prices...............................................................................................172 
6.1.5 Declining Market Exclusivity Period........................................................................172 
6.1.6 Need to Improve Marketing Productivity..............................................................173 

6.2 Outsourcing Market .................................................................................................174 

6.2.1 Indian Market ...............................................................................................................175 
6.2.2 Opportunities for Indian Pharma Companies.......................................................175 
6.2.3 Contract Manufacturing.............................................................................................176 
6.2.4 Contract Research......................................................................................................178 

7. Generic Opportunities.......................................................................................184 

7.1 Generics Market Overview ......................................................................................184 

7.2 Factors Driving Generics Market in India .............................................................186 

7.2.1 Low production costs ...............................................................................................186 

7.2.2 Drugs going off patent ............................................................................................186 

7.2.3 Rising healthcare expenditure...............................................................................187 

7.2.4 Growing population ................................................................................................187 

7.2.5 Emerging lifestyle diseases ....................................................................................188 

8. REGULATORY ISSUES.......................................................................................190 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

7

8.1 Overview ..................................................................................................................190 

8.2 Regulatory Environment ...........................................................................................191 

8.2.1 General regulations.....................................................................................................191 
8.3 Entry Strategies.........................................................................................................193 

8.3.1 Importing pharmaceuticals ........................................................................................193 
8.3.2 Manufacturing under license .....................................................................................194 
8.3.3 Entry through joint venture/subsidiary...................................................................194 
8.3.4 Approvals for foreign companies with prior Indian exposure ..........................195 
8.3.5 Additional options.......................................................................................................195 

8.4 Key Legislations ........................................................................................................196 

8.4.1 The Drugs and Cosmetics Act, 1940......................................................................196 
8.4.2 The Medicinal & Toilet Preparations Act, 1955 with Rules, 1956 ...................197 
8.4.3 The Drug Policy, 1986................................................................................................197 
8.4.4 The Essential Commodities Act, 1955 ...................................................................198 
8.4.5 Indian Patents Act, 1970............................................................................................198 
8.4.6 The Drugs Price Control Order, 1995 ..................................................................198 
8.4.7 Good Manufacturing Practices .................................................................................199 
8.4.8 The Pharmacy Act, 1948 ...........................................................................................199 

8.5 Regulatory Bodies .....................................................................................................199 

8.5.1 The Drugs Controller of India .................................................................................199 
8.5.2 State Food and Drug Administration......................................................................199 
8.5.3 National Pharmaceutical Pricing Authority ...........................................................200 
8.5.4 Department of Chemicals and Petrochemicals ....................................................200 
8.5.5 Foreign Investment promotion board ....................................................................201 
8.5.6 Central Drugs Standard Control Organisation ....................................................202 
8.5.7 Central Drug Authority .............................................................................................203 

8.6 Price Controls ..........................................................................................................204 

8.6.1 Pricing of Scheduled Bulk Drugs ..............................................................................205 
8.6.2 Pricing of Scheduled Formulations Imported into India .....................................205 
8.6.3 Pricing Regulations ......................................................................................................206 

8.7 Intellectual Property Rights ......................................................................................207 

8.7.1 Legal Procedure...........................................................................................................208 
8.7.2 Compulsory Licensing and Revocation of EMR....................................................209 
8.7.3 Permission for residents to apply for patents outside India..............................209 
8.7.4 Trademarks...................................................................................................................209 

8.8 Manufacturing............................................................................................................210 

8.8.1 Industrial Licensing......................................................................................................211 
8.8.2 Additional Approvals/Registration...........................................................................212 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

8

8.9 Imports......................................................................................................................212 

8.9.1 Imports of Capital Goods and Raw Materials.......................................................213 
8.9.2 Pharmaceutical Imports .............................................................................................213 

8.10 New Drug Approval Process .................................................................................214 

8.10.1 Drug Approval Procedure ......................................................................................214 
8.11 Product Standards ..................................................................................................215 

8.11.1 Labelling.......................................................................................................................216 
8.12 Tariff Structure .......................................................................................................217 

8.12.1 Local Manufacturing Duty .......................................................................................218 
8.12.2 Sales Tax .....................................................................................................................218 

8.13 Marketing and Distribution.....................................................................................219 
8.13.1 Licensing of sales outlets and stock holding........................................................219 
8.13.2 Prescription Drugs....................................................................................................219 
8.13.3 Advertisement and Promotion ..............................................................................220 
8.13.4 Regulations of Advertising ......................................................................................220 
8.13.5 Packing and Labelling ................................................................................................220 
8.13.6 Distribution ................................................................................................................221 
8.13.7 Brands..........................................................................................................................221 
8.13.8 Restrictive Trade Practices.....................................................................................221 
8.13.9 Consumer Protection ..............................................................................................222 

9. CRITICAL SUCCESS FACTORS...........................................................................223 

9.1 Research & Development.........................................................................................223 

9.2 New Product Development .....................................................................................226 

9.3 Therapeutic Coverage ..............................................................................................228 

9.4 Marketing ..................................................................................................................230 

9.5 Exports......................................................................................................................231 

9.6 Critical Mass .............................................................................................................232 

9.7 Low-cost Production ................................................................................................232 

9.8 World-class Practices ...............................................................................................233 

10. Future Outlook .........................................................................................234 

Bibliography ........................................................................................................236 

 
 
 
 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

9

LIST OF CHARTS 
 

Figure1.1: Global pharmaceutical market value (2002-2007) 

Figure1.2: Pharmaceutical Industry Structure 

Figure1.3: Indian Bulk Drugs Market (2003-07) 

Figure1.4: Indian Pharmaceutical Market Structure 

Figure1.5: Revenue flow in the Pharmaceutical Market 

Figure1.6: Indian pharmaceutical market 2003-07 

Figure1.7: Major Therapeutic Segments Contribution percentage (%) (2006-07) 

Figure2.1: Pharmaceutical Exports from India  

Figure2.2:Region-wise Pharmaceutical Exports 

Figure2.3: API Production Vs Exports 

Figure3.1: Percentage of population above 65 years 

Figure 3.2: Value of products going off patent 2005-08 

Figure 3.3: Age-wise Population Distribution 

Figure 3.4: Pattern of healthcare expenditure 

Figure 3.5: India's export of pharmaceuticals & organic chemicals 

Figure 3.6: Indian CMO Market by Segment 

Figure 6.1: R&D value chain 

Figure 6.2: Broad categories in R&D value chain 

Figure 6.3: Average time taken for drug discovery 

Figure 6.4: FDA-approved manufacturing units in countries other than the US, 2006 

Figure 6.5: Global Pharmaceutical Outsourcing Industry 

Figure 6.6: Indian Pharmaceutical Outsourcing Market  

Figure 6.7: Indian Pharma Outsourcing Market – Segment 

Figure 6.8: Indian CMO Market by Segment (2006) 

Figure 6.9: Indian CRO Market (2006) 

Figure 8.1: Organisational Chart of Department of Chemical and Petrochemicals 

Figure 10.1: Future outlook (2006-07 to 2010-11) 

 
 

 

 
 



Industry Insight – Indian Pharmaceuticals 

 

© Cygnus Business Consulting & Research Pvt. Ltd. 2008 
 

10

LIST OF TABLES 
 
Table 1.1: Leading Therapeutic Segments-2007 

Table 1.2: Leading brands in therapeutic segment, 2007 

Table 1.3: Major Markets, 2007 

Table 1.4: M&A in 2008 

Table 1.5: Top 10 Deals in 2007 by Equity Value 2007 

Table 1.6: Net Sales of top 10 Global Pharmaceutical companies 

Table 1.7: Key therapeutic categories  

Table 1.8: Major Brands in 2007 

Table 1.9: Major Deals Announced/Completed by Indian Companies 2007 

Table 1.10: Demand – supply factors 

Table 2.1: India’s Export of Formulations by Countries (US$million) 

Table 2.2: India’s Export of Bulk drugs by Countries (US$ million) 

Table 2.3: India’s Import of Bulk drugs by Countries (US$ million) 

Table 2.4: India’s Import of Formulations by Countries (US$ million) 

Table 3.1:R&D Expenditure, 2006-07 

Table 3.2: Deals in Collaborative Research 

Table 4.1: R&D Expenditure, 2006-07 (Rs. billion) 

Table 7.1: Some Examples of Lifestyle Diseases 

Table 8.1: Components of Custom Tariff 

Table 8.2: Tariffs on Manufacturing 

Table 9.1: Strategic R&D Demergers 

Table 9.2: Drug in the pipeline for the domestic companies 

 
 

 

 


