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Introduction

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)

| n d iHeaftreare 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).
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Global Trade in Pharmaceuticals

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
0 Comt r a@hd e 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.
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TopExporting Countries of Bulk Drugs & Pharmaceuticals

(figs. inUS$mMN)

Rank Country (Exports)
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Germany
Belgium

Switzerland

USA
France

United Kingdom

Ireland

Netherlands

Italy
Sweden
China
Denmark
Austria
Canada
India

{ 2dzNDOSY

2007
55,520.78
47,377.79
36,232.92
33,379.84
28,291.37
28,975.58
18,749.69
15,361.05
15,646.15

8,719.60
6,093.35
7,237.12
6,303.99
6,188.93
4,475.95

2008
67,438.88
50,665.56
44,145.34
38,076.67
33,189.47
31,342.25
22,546.15
17,231.52
16,595.01

9,167.87
8,117.00
8,076.41
7,382.23
6,191.10
5,822.45

% share
16.68
12.53
10.92
9.42
8.21
7.75
5.58
4.26
4.11
2.27
2.01
2.00
1.83
1.53
1.44
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Top Importing Countries of Bulk Drugs & Pharmaceuticals (figs. |

UuS$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
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Track Record of Indian Pharmaceutical Industry

Indian pharmaceutical industry is among the wo r |lalggéss and
most developed. As per UN Comtrade, in the year 2008, the
country ranks:

India is the 15" 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 countryos
formulations exports were valued at US$3.82bn. It ranked 14

in value terms and 3" in volume terms.

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

The Country has:

- Proven chemistry & manufacturing skills.

F Exports intermediates, APIs, formulations bioi
pharmaceuticals, Clinical Services to various parts of the world.

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

F 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.)
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Proven R&D capabilities

n di Gapabilities 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.
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The largest number of US FDA approved facilities outside US are
In India.
1/3'9 of all DMFs & 30% of all approved ANDAs in US are from
India, ranking next only to USA.
i - N , )
Comparisonof Drug Master Filings (Type Final ANDA Approvals by Country
Il) by India, China & World (1998-2007) (2007) (figs. in Nos.)
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List of Molecules having more than 15 U. S. DMFs from

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

. India
gl Total Therapeutic ROW % share
Category Total ;
No. duct-wi Total of India : :
(Product-wise) Sl. Subject Therapeutic No. of
1. | Anti-HIV 59 13 18.05|| No. category DMF
2. | Anti-Microbial 1,581 274 14.77 1 | Metformin Anti diabetics 20
3. Cardiac 2,028 — — 2 Amlodipine Anti hypertensive 19
4. Anti -Diabetic 313 37 10.57
5. CNS 2,158 247 10.27 3 Venlafaxine Anti depressant 18
6. Dermatological 79 9 10.22
4 Omeprazole Anti Ulcer 16
7. Gl Tract 547 60 9.88
8. Other Anti -Viral 120 12 9.09 5 Cefuroxime Anti Biotics 15
9. | Anti-Allergic 127 10 7.87 e,
10. | Analgesic 1,000 53 5.03
Source: U.S. FDA, Pharmexcil
Total ANDAs: 13,206
Therapeutic Categories : 23
Source: U.S. FDA, Pharmexcil
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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 i more than 25

Total No. of companies involved -219

| ndi Madketing Authorization T 416
(16.53%)

Source: Marketing Authorisation by Medicine
Control Council (MCC), As on October 2008*
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Marketing Authorisations of Top Countries

in MCC, South Africa
(as on October 2008)

No. of
South Africa (MCC) | Produ | % of Total
cts

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 IndiaPharmaCompanies from Various Regulatory
Agencies of the World 4s on 3 Dec. 2008)

Name of Regulatory Agency
DMFs filed with U.S. FDA (companies)
DMFs filed with U.S. FDA (facilities)
Number of moleculesfiled for which DMFs
havebeenfiled
Formulation Plantsapprovedby U.S. FDA
EDQM (European Directorate of Quality
Medicine) (Bulk drug facilities)
Number of CEPsreceived
Number of Molecules for which CEPs have
beenfiled with EDQM
MHRA (Medicines Healthcare Regulatory
Agency), UK
WHO GMP Certified Plants
DACA (Drug Administration and Control
Authority), Ethiopia
(TFDA) TanzaniaFood and Drugs Authority

No. of Companies Approved from India
136
169
464

23
153

461
195

15

814
50

75

Source: FDA sites of respective countries, Pharmexcil Research
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