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 The Indian domestic pharmaceutical market size is estimated
at US$12.2bn (Rs.55,454 crores) in the year 2008 growing by
health 10%. (Source: IMS)

 India’s Healthcare Expenditure in the year 2008 is estimated
at US$68.6bn (as per Espicom Reports).

 Pharmaceuticals expenditure occupies a share 17.78% in
health care expenditure and 0.8% in GDP.

 The per capita Pharmaceutical expenditure in the country is
approximately US$10 (compared with US$1,154 of USA).

Introduction
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 The global pharmaceutical markets are estimated at
US$773.1bn (2008) growing at 4.8% percent over the previous
year.

 As per the latest statistics available from United Nations
‘Comtrade’ the Global exports of Bulk Drugs and
Pharmaceuticals in the year 2008 stood at US$ 404.2bn growing
by 10.37 over the previous year.

 Global Exports of Pharmaceuticals stood at US$374.69bn.
growing by 10.38%.

 Bulk drugs have a meager share of 7.3% in the total trade at
US$29.5bn.

Global Trade in Pharmaceuticals
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Top Exporting Countries of Bulk Drugs & Pharmaceuticals 
(figs. in US$mn.)

Rank Country (Exports) 2007 2008 % share
1 Germany 55,520.78 67,438.88 16.68
2 Belgium 47,377.79 50,665.56 12.53
3 Switzerland 36,232.92 44,145.34 10.92
4 USA 33,379.84 38,076.67 9.42
5 France 28,291.37 33,189.47 8.21
6 United Kingdom 28,975.58 31,342.25 7.75
7 Ireland 18,749.69 22,546.15 5.58
8 Netherlands 15,361.05 17,231.52 4.26
9 Italy 15,646.15 16,595.01 4.11

10 Sweden 8,719.60 9,167.87 2.27
11 China 6,093.35 8,117.00 2.01
12 Denmark 7,237.12 8,076.41 2.00
13 Austria 6,303.99 7,382.23 1.83
14 Canada 6,188.93 6,191.10 1.53
15 India 4,475.95 5,822.45 1.44

Source: UN trade database ‘Comtrade’, Pharmexcil
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Top Importing Countries of Bulk Drugs & Pharmaceuticals (figs. in 
US$mn.)

Rank Country 2007 2008 % share

1 USA 53,954.01 59,868.18 15.38
2 Germany 40,934.01 46,669.00 11.99
3 Belgium 41,602.36 44,332.86 11.39
4 France 22,068.56 24,820.57 6.37
5 United Kingdom 20,418.65 20,658.26 5.31
6 Italy 18,176.71 19,974.99 5.13
7 Switzerland 16,693.44 17,777.67 4.57
8 Netherlands 16,353.47 12,981.00 3.33
9 Japan 9,145.98 10,998.52 2.82

10 Canada 10,315.06 10,770.32 2.77
Source: UN trade database ‘Comtrade’, Pharmexcil
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 Indian pharmaceutical industry is among the world’s largest and
most developed. As per UN Comtrade, in the year 2008, the
country ranks:

 India is the 15th largest exporter of Bulk Drugs & Formulations in
value terms with a share of 1.44% during 2008.

 India exported US$5bn. worth of formulations in 2008 growing
by 30.56% over the previous year when the country’s
formulations exports were valued at US$3.82bn. It ranked 14th

in value terms and 3rd in volume terms.

 The country is 9th largest exporter of APIs/Bulk Drugs valued at
US$819.1mn. and the country ranked 8th in terms of export
volumes. It also imported bulk drugs valued at US$968.27mn.
during that year.

Track Record of Indian Pharmaceutical Industry
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The Country has:

 Proven chemistry & manufacturing skills.

 Exports intermediates, APIs, formulations bio–
pharmaceuticals, Clinical Services to various parts of the world.

 Significant design capabilities for manufacturing assets in
manufacturing intermediates, APIs, formulations, biotech
products and herbals.

 Distinction of providing healthcare at very low cost and still
profitable. Proven capability as measured by number of ANDA
approvals, DMF filings, USFDA/UK MHRA approved
manufacturing facilities/ bio equivalence centers. (India has
largest no of US FDA approved plants outside US.)

Proven Manufacturing capabilities
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India’s Capabilities can be understood by the number of product

approvals received in various countries and compliant facilties:

 India has filed DMFs for a total of 464 molecules of the total 1,117

molecules filed with US FDA.

 These DMFs have been filed from a total of 169 facilities by a total

136 Indian companies.

 In 2008, the exports of formulations from India to top 28 regulated

countries surpassed API exports firmly demonstrating the shift in

credibility and Quality Compliance of the Country

 The country has 814WHO cGMP approved pharmaceutical plants.

 The country has 153 EDQM approved pharmaceutical manufacturing

facilities among which 49 sites have CEP approvals.

Proven R&D capabilities
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Country-wsie No. of DMFs filed with US FDA (Sep. 

2008) (figs in No.s & %) 
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Source: Research based on CDER, U.S. FDA 

database, 

Product-w ise breakup of Pharmaceuticals Registered with 

US FDA based on Marketing Status

(As on 12.11.2008)
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Final ANDA Approvals by Country 

(2007) (figs. in Nos.)
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 The largest number of US FDA approved facilities outside US are

in India.

 1/3rd of all DMFs & 30% of all approved ANDAs in US are from

India, ranking next only to USA.
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List of Molecules having more than 15 U. S. DMFs from 

India

Sl. 

No.

Subject Therapeutic 

category

No. of 

DMF

1 Metformin Anti diabetics 20

2 Amlodipine  Anti hypertensive 19

3 Venlafaxine Anti depressant 18

4 Omeprazole Anti Ulcer 16

5 Cefuroxime 

Axetil 

Anti Biotics 15

Source: U.S. FDA,  Pharmexcil

U.S. FDA ANDA Approvals (As on 12.11.2008)

Sl. 

No.

Total Therapeutic  

Category

(Product-wise)

ROW 

Total
Total

% share 

of  India

1. Anti-HIV 59 13 18.05

2. Anti-Microbial 1,581 274 14.77

3. Cardiac 2,029 254 11.12

4. Anti-Diabetic 313 37 10.57

5. CNS 2,158 247 10.27

6. Dermatological 79 9 10.22

7. GI Tract 547 60 9.88

8. Other Anti-Viral 120 12 9.09

9. Anti-Allergic 127 10 7.87

10. Analgesic 1,000 53 5.03

Total ANDAs: 13,206

Therapeutic Categories : 23

Source: U.S. FDA,  Pharmexcil



13

2. Europe*

 Highest number of Certificate of Suitability (CEPs) is granted to India.

 India has 461 CEPs (19.78%) of the total 2,330 granted by EDQM.

 The country has 153 EDQM approved facilities for 195 molecules out of

the total 693 molecules approved by EDQM.

* Source: European Directorate of Quality Medicine 

EDQM)  (As on 3rd December 2008)
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3. South Africa*

 Total No. of Marketing Authorization

Registered - 2,516

 Total No. of countries having Marketing

Authorization – more than 25

 Total No. of companies involved -219

 India’s Marketing Authorization – 416

(16.53%)

* Source: Marketing Authorisation by Medicine

Control Council (MCC), As on October 2008*

Marketing Authorisations of Top Countries 

in  MCC, South Africa

(as on October 2008)

South Africa (MCC)

No. of 

Produ

cts

%  of Total

SOUTH AFRICA 832 33.06

INDIA 416 16.53

GERMANY 463 18.4

FRANCE 86 3.4

DENMARK 61 2.42

Source: MCC, South Africa, Pharmexcil Research
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Registration Summary

Table 5: Approvals Received by Indian Pharma Companies from Various Regulatory 

Agencies of  the World (As on 3rd Dec. 2008)

Name of  Regulatory Agency No. of  Companies Approved from India

DMFs filed with U.S. FDA (companies) 136

DMFs filed with U.S. FDA (facilities) 169

Number of molecules filed for which DMFs

have been filed

464

Formulation Plants approved by U.S. FDA 23

EDQM (European Directorate of Quality

Medicine) (Bulk drug facilities)

153

Number of CEPs received 461

Number of Molecules for which CEPs have

been filed with EDQM

195

MHRA (Medicines Healthcare Regulatory

Agency), UK

15

WHO GMP Certified Plants 814

DACA (Drug Administration and Control

Authority), Ethiopia

50

(TFDA) Tanzania Food and Drugs Authority 75

Source: FDA sites of  respective countries, Pharmexcil Research
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 Exports for the year 2008-09 stood at Rs. Rs.39,537.66 crores
crores (US$8.6bn.) which is 28.54% growth over the previous year
(Rs.24,942.08).

 CAGR (2004-05 to 2008-09) was 21.33% (21.98% in US$ terms)

 Pharmaceutical exports occupy a share of 5.2% to 4.4% in India’s
total exports over the last 5 years.
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Country-wise Exports of India’s Drugs, Pharmaceuticals & fine chemicals (figs. in US$ mn.)

Rank 

(2008-

09)

Importing Country 2007-08 2008-09 % 

Share

Cumulative 

% Share

CAGR YoY 

Growt

h (%)

Rank 

(2007-

08)

1 USA 1,451.13 1,546.88 17.97 17.97 26.51 6.60 1

2 Russia 309.10 330.84 3.84 21.81 17.74 7.03 3

3 Germany 359.84 314.00 3.65 25.46 11.04 -12.74 2

4 Austria 27.68 308.61 3.58 29.04 192.26 1014.9

2

58

5 UK 284.92 268.53 3.12 32.16 19.79 -5.75 4

6 South Africa 170.05 245.37 2.85 35.01 50.22 44.29 8

7 Canada 196.11 237.46 2.76 37.77 21.16 21.09 6

8 Brazil 191.75 221.88 2.58 40.34 19.46 15.71 7

9 Nigeria 166.81 218.15 2.53 42.88 20.64 30.78 9

10 Ukraine 123.54 149.66 1.74 44.62 18.89 21.14 13
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Company-wise Sales & Exports of Indian Pharmaceutical Companies (figs. In Rs. Crores)
2005-06 2005-06 2006-07 2006-07 2007-08 2007-08 2008-09 2008-09

Rank Company Name Sales Export of 

goods 

(FoB)

Sales Export of 

goods 

(FoB)

Sales Export of 

goods 

(FoB)

Sales Export of 

goods 

(FoB)

% 

share 

(2007-

08)

Cumulative 

% Share 

(2007-08)

Total 64,866.65 16,988.33 83,458.19 22,976.82 86,118.73 25,730.76 62,782.66 21,921.79

1 Ranbaxy Laboratories Ltd. 3,284.03 2,224.34 3,599.15 2,589.18 3,656.20 2,517.28 3,932.23 2,681.73 9.78 9.78

2 Dr. Reddy'S Laboratories 

Ltd.

2,154.18 1,196.66 4,196.69 2,848.33 3,615.40 2,259.90 4,531.50 2,892.50 8.78 18.57

3 Cipla Ltd. 3,103.81 1,513.64 3,657.95 1,780.44 4,295.24 2,101.74 5,297.35 2,742.69 8.17 26.73

4 Lupin Ltd. 1,717.43 761.10 2,051.70 927.94 2,661.62 1,355.53 2,993.85 1,582.12 5.27 32.00

5 Aurobindo Pharma Ltd. 1,475.73 816.33 1,991.03 1,096.83 2,409.28 1,339.50 5.21 37.21

6 Orchid Chemicals & 

Pharmaceuticals Ltd.

883.18 621.01 934.19 701.08 1,250.19 1,008.56 3.92 41.13

7 Divi'S Laboratories Ltd. 394.21 334.80 740.41 671.21 1,047.55 962.82 1,203.82 1,103.35 3.74 44.87

8 Jubilant Organosys Ltd. 1,578.60 461.45 1,827.63 614.57 2,209.13 856.25 2,556.80 1,078.37 3.33 48.20

9 Sun Pharmaceutical Inds. 

Ltd.

1,353.02 365.21 1,722.13 480.56 2,427.35 806.45 2,833.65 813.77 3.13 51.33

10 Glenmark Pharmaceuticals 

Ltd.

620.83 140.81 838.76 303.76 1,408.71 677.41 873.79 206.85 2.63 53.96
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 Germany is the top exporting country
with exports valued at US$67.44bn.
followed by Belgium and Switzerland in
that order.

 Germany was the largest exporter of
formulations with exports valued at
US$62.47bn. followed by Belgium
(US$48.69bn.) and Switzerland
(US$40.09bn.).

 In quantity terms also Germany was the
largest exporting country followed by
China and India.

 China was the largest bulk drugs
exporting country with exports at
US$5.25bn. followed by Germany
(US$4.97bn.) and USA (US$4.11bn.).

Source: IMS Health Market Prognosis Sep. 2007, 

Potential of Indian Pharmaceutical Industry
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Generics

 World Generic pharmaceutical sales are
estimated at US$80bn (2009).

 Block buster drugs worth US$103bn are
expected to go off patent between 2009-2012
creating a further opportunity.

Bio-pharmaceuticals

 Biotechnology products accounted for over
10 percent of global pharmaceutical sales.

 20 Patents and the first generation of
blockbuster biopharmaceuticals are
beginning to expire.

 With 200 companies, India's biotechnology
sector is fast growing and is in the early
stages of development with initial emphasis
on vaccines and bio services. The industry
grew by 37% and Bio pharmaceutical, the
largest segment exceeded US$1 billion.

India's Domestic Bio-Technology Market 

Segmentation (2006-07) (figs. in %)
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Contract Manufacturing

 The contract manufacturing opportunity of prescription
drugs is estimated to increase from a value of $26.2
billion to $43.9 bn. in the next 5years.

Source: Pharmexcil
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 India and China could potentially
account for 35% to 40% of the
outsourced market share for APIs,
FDFs and intermediates.

Contract Research

 In the drug research value chain,
there are certain key strengths such
as:

 Significant valid population to
participate in clinical trials

 Significant capabilities in medical
skills, hospital beds and IT.

 There exists an opportunity to capture
the market share in global clinical
R&D market such as clinical trials,
data management, testing, etc.

Contract Research Market Size of India (figs in US$mn.)
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 Pharmexcil is an autonomous export promotion council (EPC)
promoted by Director General of Foreign Trade (DGFT), Ministry of
Commerce & industry, Government of India under Foreign Trade
Policy of India

 Keeping in view the importance of the pharmaceutical sector and
with the objective of focusing on healthcare and pharmaceutical
products in the global arena on 12 May, 2004 by bringing
pharmaceuticals and related products under its purview from which
were formerly under Chemexcil

 With the support of all Major Pharma Associations IDMA, BDMA,
OPPI, IPA, ETC. and Govt., of A.P. with its H.O. at Hyderabad.

 The members of the council receive financial assistance under MAI
& MDA schemes besides becoming eligible for various government
incentives.

 The council, under the above schemes organises pavilions at
International trade fairs, takes foreign delegations, reimburses
product registration costs, Organises Reverse buyers Sellers meets,
awareness programs, etc.

Pharmexcil – In Service of Nation
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 Pharmexcil is the designated authority for drugs &
pharmaceutical sector dealing in the following products/
services from India:

 Bulk drugs (APIs)  Drug intermediates

 Drug formulations  Biotechnology

 Biological products  Herbal products

 Medicinal plants  Homeopathy

 Diagnostics  Nutraceuticals & Phytochemicals

 Contract research  Contract manufacturing

 Clinical research  Surgical dressings

 Collaborative research  Pharma industry related services

 Technologies/consultancy
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 In the duty of export promotion, Pharmexcil provides the following
services to Indian pharmaceutical companies:

 Dissemination of trade enquiries

 Organizing trade delegations from India to overseas markets
as also reverse delegations

 Organizing buyers-sellers meets

 Organizing participation in international trade fairs

 Providing policy inputs to the government of India on India’s
bilateral trade in pharmaceuticals

 Dissemination of India’s pharmaceutical trade statistics

 Preparing technical publications, exporters’ directory, etc.
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 Resolving grievances of pharmaceutical importers and
exporters

 Organizing national & international seminars on areas related
to pharmaceutical industry.
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Break-up of Pharmexcil Members

Category No. of 

Companies

Large Scale Manufacturer 297

Small Scale Manufacturer 1,270

Merchant Exporters 1,302

Source: Pharmexcil

Break-up of Pharmexcil Members

Sl. 

No.

Category Number of 

Companies

1 Active Pharmaceutical 

Ingredients (API) & intermediates

1,515

2 Pharmaceutical Formulations 1,714

3 Biotech & Biological Produts 50

4 Herbal/Neutraceuticals 530

5 Veterinary Products 53

6 Medical Diagnostics 48

7 Contract Manufactures, R&D, 

Trials etc

48

Source: Pharmexcil
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Govt. of India extends financial assistance, through Export Promotion Councils,
for the promotion of Pharma industry, under the following two schemes:

 Market Development Assistance (MDA) Scheme

 Market Access Initiative (MAI) Scheme

Market Development Scheme:

 The Objectives of the MDA Scheme is basically to assist the SMEs to
promote exports of their products and

 Explore new markets for their product

 Focus areas have been identified by the Government of India viz:

 Focus CIS

 Focus Africa

 Focus Asean +2 (i.e. Australia & New Zealand.)

 Focus LAC

Special Export Promotion Schemes for 

Exporters
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Objective of the MDA Scheme is basically to assist the SMEs to 

promote exports of their products & to Explore new markets 

for their product

 Maximum no. of permissible participations is 5(five) in a financial
year i.e. one each in Focus Areas + one in General area.

 Company applying for MDA shall not be under
investigation/charged / prosecuted / debarred / black listed under
the Foreign Trade Policy of India or any other law relating to
export and import business.

 Maximum MDA assistance shall be inclusive of MDA assistance
received from all Govt. bodies / EPCs/ FIEO / ITPO etc.

 Member exporters of EPCs etc would also be eligible for MDA
assistance for participation in events organized by ITPO abroad.
Their applications / claims would be routed / reimbursed through
the concerned EPC etc.

 A maximum of 3(three) participations in a particular trade fair /
exhibition would be eligible for MDA assistance.

MDA SCHEMES
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 Exporting companies with an FOB value of exports of up to
Rs.15.00 crores in the preceding year are eligible for MDA
scheme.

 Assistance for Travel (economy excursion class) + built up
furnished stall in Focus Areas (Assistance Amount subject to
ceiling – Shown in separate slide).

 Assistance available for participation through Council sponsored
activities.

 Assistance permissible to one regular employee/director/
partner/proprietor of the company. Exporter of foreign nationality
or holding foreign passport will not be eligible.

 Intimation application must be received in any of the offices of
Pharmexcil with a minimum of 14 days advance notice excluding
the date of receipt of application in Pharmexcil & the date of
departure from the Country. (Application available for download
from our Website www.pharmexcil.com

http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
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 Companies participating for more than 3 times including past cases
for a particular fair/exhibition have to participate in that fair on self
financing basis.

Sl. 

No.

Area / Sector No. of 

visits

Maximum Financial ceiling per 

event

Trade Fair / 

Exhibition

Rs.in lakhs

Trade 

delegation

Rs.in lakhs

1 Focus LAC 1 1.80 1.00

2 Focus Africa 

(including WANA 

countries)

1 1.50 0.70

3 Focus CIS 1 1.50 0.70

4 Focus ASEAN + 2 1 1.50 0.70

5 General 1 0.80 Nil

Total visits 5
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 After completion of the activity, the exporters have to file their
claims with Pharmexcil.

 Claim Form and list of documents to be submitted are available in
our web site www.pharmexcil.com

 Claims must be filed immediately upon return to India after
completion of activity but positively within 45 days from their
return to India.

http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
http://www.pharmexcil.com/
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 Market Access Initiatives (MAI) Scheme is an Export Promotion
Scheme envisaged to act as a catalyst to promote India’s export
on a sustained basis.

 The scheme is formulated on focus product – focus country
approach to evolve specific market and specific product through
market studies / survey.

 Assistance provided to EPCs / ITPOs etc for enhancement of
export through accessing new markets or through increasing the
share in the existing markets.

 Level of assistance for each eligible activity is fixed.

MAI SCHEME
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Eligible activities for financial assistance under MAI are as under:

1. Marketing Projects abroad:
 Opening of Showrooms/Warehouses

 Organizing ‘Trade Festival of India

 Promotion of Brand India

 National level participation in major international Fairs

 Display in in International departmental stores

 Publication of World class Catalogues

 Publicity campaign and brand promotion

 Research and Product Development

 Industrial clusters for marketing abroad

 Reverse BSMs in India
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2. Capacity Building

 Imparting training for Indian exporters

 Up gradation/improvements in Laboratories

 Quality up gradation of select products for export markets

 Developing Common facility centers, design centers, packing

 Hiring consultants in the buyer/prospective country

3. Statutory Compliances

 Charges for statutory compliances in the buyer country like
registration charges

 For contesting litigation in the buyer country on anti dumping
duties etc.

4. Studies

 Market studies/export potential studies

 WTO related studies

 Trade related studies like FDA, RDA etc

Note: Assistance under MAI scheme is available to Pharmexcil for the promotion of Pharma
industry as whole. Individual exporters are eligible for assistance for reimbursement of
product registration charges, R&D projects for select export markets, hiring of consultants
in the buyer country only
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 Patents Facilitation Center at Hyderabad has been inaugurated by
Sri V S Sampath, IAS, Secretary, Dept. of Chemicals &
Petrochemicals, Govt. of India recently.

 The following services are offered to the members:

 General Information on Patents

 Patent status of pharmaceutical products in India and other countries

 Interpretation of search information

 Search based intellectual property related technology and prior art
search

 Invention mining

 Patentability opinion

 Guidance and opinion of IM launch

 Infringement analysis and opinion

 Freedom to operate opinions

Patents Facilitation Centre
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Activities for 2009-10 

Delegations/BSM to Abroad :
 South Africa, Nigeria, Kenya, Libya - June/July 09

 Vietnam, Cambodia, Philippines and Taiwan - Sep 09

 Russia, Ukraine, Armenia, Belarus, Moldova - October 09/February 10

 Brazil, Bolivia, Paraguay, Uruguay, Venezuela - August 09

 Kuwait, Syria, Jordan, Egypt, Turkey - November 09

 Hungary, Slovenia, Poland, Slovakia - January 10

Exhibitions Abroad:
 1. BIO 2009, Atlanta, USA UAE May 18-21

 2. Vitafood, Geneva, Switzerland 5-7 May 2009

 3. CPhI China June 09

 4. Pharmed & Healthcare 09, Vietnam 16-19 Sep 09

 5. Apteka, Moscow or Apteka, Ukraine Oct 09 or Feb10

 6. CPhI, South America, Brazil 26-28 Aug 09

 7. CPhI Worldwide 09 13-15 Oct 09

 8. CPhI, India, 1-3 Dec 09

 9. Arab Health, 26-29 Jan 10

International Conferences
 India – CIS Countries – January / February 2010
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Offices of Pharmexcil

Head Office:

Pharmexcil

101, Aditya Trade Centre

Ameerpet

Hyderabad – 500 034.

Phone: 91 – 40 – 23735462/66

Fax: 91 – 40 – 23735464

Email: info@pharmexcil.com

Regional Office, Mumbai

Pharmexcil

T.V. Industrial Estate, Unit No. 

211

2nd Floor,

248-A, S.K. Ahire Marg

Worli, Mumbai - 400 030.

Phone: 91 - 22 - 24938750 / 51

Fax: 91 - 22 - 24938822

Email:

romumbai@pharmexcil.com 

Regional Office, Delhi

Pharmexcil

305, Padma Tower II

22, Rajendra Place

New Delhi - 110008

Phone: 91 - 11 - 41536654 / 

45062550 

Fax: 91 - 11 - 41536658

Email: rodelhi@pharmexcil.com 
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Our Website - www.pharmexcil.com
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THANK YOU


