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1. SCOPE, OBJECTIVESAND APPROACH

Small Scaelndusgtriescontributesignificantly inindustria production of the country. They produceavariety of products
ranging fromtraditional to hi-tech. Although thevolume of production from Small ScaleIndustriesisquitelarge, the
quality of the product, productivity, energy and environmental issueshasawaysbeen aconcern. All these concerns
play amgor rolefor thesurvival of the Small ScaleIndustries.

TheGovt. Of India, Ministry of SSI hasdecided to start alarge number of Cluster Development initiativesacrossthe
country under the UNIDO methodology for Cluster Development. UNIDO Focal Point Cluster Development
Programme, New Delhi isactively assisting the Ministry in respect of designing the structure and contents of the
programme. Asmany as 21 Cluster have been selected in July, 2003 for cluster devel opment with aholistic approach
by the O/othe DC (SSI). Bulk Drug cluster at Thane Belapur Belt in Maharashtraisone amongst the selected clusters.
Thefollowing considerations have been kept inview while selecting the clusters:

» Didtinct technology and product

» Statusof bascinfrastructure

»  Presenceof capable supporting Ingtitutions

» Potentia for Growth

» Local leadership and support withinthe Clusters
»  Contributionto employment and exportsetc.

Theindustrieslocated in Thane Belapur Belt contribute to some extent asfar asBulk drugsare concerned. These
industries come under the regulatory compliance by the Food and Drug Administration (FDA).

Thisstudy attemptsto present and analyse the current position of theindustry and also to understand itsfunctional
dynamics. Thecentral concern of the study, however, relatesto two important issues: (a) the nature and strength of
current business and organizational linkages between the various cluster actorsand (b) areas of intervention for
development of theindustry.

Theinformation hasbeen collected from both primary aswell assecondary sources. The primary sourcemainly includes
collecting factsand figuresthrough survey and detail ed discuss orvinterviewswith anumber of Large, Mediumand Smdll
ScadeBulk drugindustries. Also, information hasbeen collected through interactionswith office bearersand members of
industry associations, officid sof theconcerned sate/centra gowvt. offices, Technica Inditutions, Pharmacy Collegeand other
knowledgeebleand experienced personsinthefid d. Theinformation hasbeen collected from theinditutionsand organizations
mentioned bel ow:

Profile of Survey Respondents

Category Perrsons/Organisations| nter viewed
Largeand Medium scaleunits
Smdl scaleunits
Financid Inditutions
Public Testing L aboratory
Central/State Govt. Offices
Persons knowledgeabl e about theindustry
Industry associations& Technica Indtitutions

AIN|BR|FP|W|O|F

Besides, useful insightsand directions have been obtained from thefacultiesof UNIDO and NISIET, Hyderabad. In
additiontotheprimary sources, information hasa o been obtai ned through government publicationsand a so documents,
papers and research reports of industry associations, research institutions and the press. Mostly the National and



International figures pertaining to the growth of Bulk Drugs and Formul ations have been collected through internet
source. Insomeof theareasfiguresfor Basic/Bulk drugsare not separately available and hence Pharmaceutical sector
asawholehasbeenindicated

2. INTERNATIONAL AND NATIONAL—PRIVATE SCENARIO OF BULK DRUG INDUSTRY
INTERNATIONAL SCENARIO

Bulk Drug Industry isthebackbone of the sdf-rdiant Pharmaindustry inIndia, playing asignificant roleinimproving the
health sandardsof the people. Theindustry consstsof Large, Medium and many smal-scaleunitsproviding tremendous
employment opportunities. Today 90% of the domestic bulk drugsrequirement ismet by the Indian industry itself.
United Statesisthelargest contributor to world market with about 28% of market sharefollowed by Japan with 21%.
India s contribution to theworld market isinsignificant. The growth and achievement of thelndian Drug Industry during
thelast five decades has been phenomenal and hasbeen rated as one of the highest among the devel oping countries.
India sbulk drug and pharmaceutica industry today hasgrown into ahighly sophisticated one, meeting theinternationa
standards of production, technology and qudity control. R& D play avery important rolein Drug and Pharmaceutical
Sector. Thissector hasto fulfill the variousregulatory normsright from the pre-production stage until the product
reachesthefina consumer.

Production

The Global pharmaceuticd industry, presently valued at US$ 305 billion, isprojected to grow a 8% p.a. inthenext 5
years. In 1998 market grew by 7% asagainst 6.6% in the previousyear. The dominance of the devel oped countries,
especidly, the USA and Jgpan, and largemulti national companies(MNCs) isquitestriking inthegloba pharmaceutical
productionand trade. The USA isthelargest producer of pharmaceuticals, accounting for nearly 28 per cent of the
world pharmaceutical production. Japan accountsfor about 18 per cent, Germany 8 per cent, France 7 per cent, the
UK 3 per cent and Canada 2 per cent of the global production. India’s shareinworld production is estimated at
around one per cent. Among theworld’slargest 200 odd pharmafirms, 50 are Japanese and 33 are of US origin.
Further, thelargest 50 companies produce 60 per cent of world output of drugs and pharmaceuticals, and also cater to
about half of the drug needs of the devel oping world. Interestingly, over the past two years, mergersand acquisitions
worth morethan US$ 1000 hillioninvolving over 15 major companies havetaken placeworl dwide.

Trade

Theworld exports of pharmaceuticals have been growing at acompound rate of about 13 per cent per annum and
currently itisestimated to be about US$50 billion. Over 90 per cent of theworld exportsand 70 per cent of imports
areaccounted for by developed countries. Theshareof devel oping countriesinworld exportsisabout 5to 7 per cent
. China, Hong Kong, Singapore, Republic of Koreaand Indiaare the major exportersamong devel oping countries.

Resear ch and Development

Thepharmaceutical industry isahighly research and knowledgeintensiveindustry mainly because of theneedto sustain
apipeineof new drugsto replace old ones. Onan average, largegloba companiesin drugsand pharmaceuticalsspend
12-15 per cent of their annua salesturnover on R&D. IntheUS, theratio of R & D cost to salesturnover isestimated
at 11.2 per cent, compared to 5 per cent for telecom, 4.2 per cent for automotive and an all industry composite of 3.8
per cent.

There has been aphenomend increasein the cost of developing anew drug. In 1976 anew drug could be devel oped
at thecost of about US$ 54 million (including capital and other indirect costs). By the beginning of theninetiesthishad
escalated to US$ 359 million. From the concept to the market stage, anew drug hasto go through aseriesof pre-
clinical and clinical trials. It hasbeen estimated that out of the 5000 to 10000 substances screened, only 250 enter
pre-clinical testing. From among these, approximately five enter the clinical testing phaseand finally onedrug gets
approved. Inorder for thewhole processto complete, it takesabout 10to 15 years. Thehigh investment and high risk



involved in devel oping and commercialising adrug has posed mgj or challengesto the pharmaceutical manufacturers
who engagein basicresearch.

THE NATIONAL SCENARIO

TheIndian Pharmaceutical Industry today isin thefront rank of India s science-based industrieswith wideranging
capabilitiesin the complex field of drug manufacture and technology. A highly organized sector, the Indian Pharma
Industry isestimated to beworth US$ 4.5 billion, growing at about 8to 9 percent annually. From simple headache pills
to sophisticated antibioticsand complex cardiac compounds, almost every type of medicineisnow madeindigenoudly.

Paying akey rolein promoting and sustaining development inthevita field of medicines, Indian Pharmalndustry
boastsof qudity producersand many unitsapproved by regulatory authoritiesin USA and UK. Internationa companies
associated with this sector have stimul ated, assi sted and spearheaded this dynamic development in the past 53 years
and helped to put Indiaon the pharmaceutical map of theworld.

Following thede-licensing of the pharmaceutica industry, industria licensing for most of thedrugsand pharmaceutical
products has been done away with. Manufacturersarefreeto produce any drug duly approved by the Drug Control
Authority. Technologically strong and totally salf-reliant, the pharmaceutical industry inIndiahaslow costsof production,
low R& D costs, innovative scientific manpower, strength of nationa |aboratoriesand anincreasing balance of trade.
The Pharmaceutica Industry, withitsrich scientific talentsand research capabilities, supported by Intellectua Property
Protection regimeiswell set to take on theinternational market. The growth of this sector in terms of the Capital
Investment, Production, Export, Import and R & D Expenditureareindicated bel ow:
Growth Indicators
(Rs. crores)

Capital Investment 140 2,500
Production:

Formulations 150 15,960
Bulk Drugs 18 3,777
Import 8.20 3,441
Export 3.05 6,631
R&D Expenditure 3 320

Sourcewww.pharmaceuti ca -drug-manuf acturers.com/pharmearindustry-
statistics/growth-indicators.ntml - dated 16/10/2003

Production:

Thepharmaceutical industry in Indiameetsaround 70% of the country’sdemand for bulk drugs, drug intermediates,
pharmaceutica formulations, chemicds, tablets, capsules, ord sandinjectibles. Thereareabout 250 largeunits (including
5 Centra Public Sector Units) and about 8000 Small Scale Unitsengaged in direct manufacturing whichformthe core
of the pharmaceutical industry inIndia. Theseunits producethe completerange of pharmaceutica formulations, i.e.,
medicinesready for consumption by patients and about 350 bulk drugs, i.e., chemica shaving therapeutic valueand
used for production of pharmaceutica formulations. The production figuresasregards Bulk Drugsand Formulation
from 1980-81 onwardstill 2000-01 areindicated bel ow:



Production - Formulations

1980-81 1,200
1981-82 1,434
1982-83 1,660
1983-84 1,760
1984-85 1,827
1985-86 1,945
1986-87 2,140
1987-88 2,350
1988-89 3,150
1989-90 3,420
1990-91 3,840
1991-92 4,800
1992-93 6,000
1993-94 6,900
1994-95 7,935
1995-96 9,125
1996-97 10,494
1997-98 12,068
1998-99 13,878
1999-00 15,960
2000-01 18,354

Source; www.pharmaceuti cal -drug-manuf acturers.comy/pharmaxindustry-
stati sti cs/pharmaceutical-formulations.html - dated 16/10/2003

Production - Bulk Drugs

Years (Rs. crores)
1980-81 240
1981-82 289
1982-83 345
1983-84 355
1984-85 377
1985-86 416
1986-87 458
1987-88 480
1988-89 550
1989-90 640
1990-91 730
1991-92 900
1992-93 1,150
1993-94 1,320
1994-95 1,518
1995-96 1,822
1996-97 2,186
1997-98 2,623
1998-99 3,148
1999-00 3,777
2000-01 4,533




Sourcewww.pharmaceuti cal -drug-manuf acturers.com/pharmari ndustry-stati sti cs/pharmaceuti cal -
bulk-drugs.html - dated 16/10/2003

Number of Units;

Thelndian Pharmaceutical sector ishighly fragmented with more than 20,000 registered unitsengaged in direct and
indirect manufacturing. It hasexpanded drastically inthelast two decades. Theleading 250 pharmaceutical companies
control 70% of the market with market leader holding nearly 7% of the market share. It isan extremely fragmented
market with severe price competition and government price control. Thenumber of unitsunder thissector ismentioned
inthefollowingtable:

Number Of Units

1969-70 2,257
1979-80 5,156
1989-90 16,000
1999-00 20,053

Sourceswww.pharmaceuti cal -drug-manuf acturers.comy/pharma-i ndustry-
statistics/number-of-units.html - dated 16/10/2003

I nvestment:
Theinvestment in thissector areindicated in the table mentioned below:

| nvestment

Years (Rs. crores)
1973 225
1977 450
1979 500
1982 600
1985 650
1988 800
1993 1,060
1994 1,200
1995 1,380
1996 1,600
1997 1,840
1998 2,150
1999 2,500

Source:www.pharmaceuti cal -drug-manufacturers.com/pharma-industry-
Satisticginvestment.html - dated 16/10/2003

Fromtheabovetableitisclear that between 1973 and 1977 therewasa100% increasein investment. Subsequently
theinvestment increased by only 60% in subsequent period from 1979 to 1988. However, from 1993 to 1999 the
investment increased substantia ly by 136%.

Import:

Thecountry’simport position asregardsthe bulk drugs, formulations, intermediates, chemicals, solventsand othersare
indicatedinthefollowing table:



Imports- Composition

(Rs. crores)
Bulk Drugs Formulations I ntermediates, Chemicals,
Solvents & others
1980-81 87.24 9.62 15.68 112.54
1981-82 105.06 1.93 29.34 136.33
1982-83 115.55 541 27.52 148.48
1983-84 123.06 3.43 36.85 163.34
1984-85 178.41 10.17 27.05 215.63
1985-86 208.13 15.82 43.44 267.39
1986-87 207.49 21.84 58.26 287.59
1987-88 234.13 21.44 93.87 349.44
1988-89 | 328.35 35.43 83.13 446.91
1989-90 | 425.64 55.09 171.39 652.12
1990-91 | 322.57 84.94 196.49 604.00
1991-92 | 45851 96.12 252.75 807.38
1992-93 | 508.39 119.51 509.48 1,137.38
1993-94 | 612.74 138.33 415.46 1,166.53
1994-95 | 811.43 173.02 384.27 1,368.72
1995-96 1,630.00 270.00 505.00 2,405.00
1996-97 1,705.00 345.00 555.50 2,605.50
1997-98 1,827.00 430.00 611.00 2,868.00
1998-99 1,918.00 540.00 670.00 3,128.00
1999-00 2,025.00 680.00 736.00 3,441.00

Sourcewww.pharmaceuti ca -drug-manuf acturers.com/pharmea-industry-
statisticsimports.ntml - dated 16/10/2003

Export:

Indiaisanet exporter of bulk drugsasover 50% of bulk drug production isexported. During the year 2000-01, the
total value of bulk drugs and pharmaceuticals produced in Indiawasworth US $ 1230 million, out of which drugs
worth US$ 840 million were exported. Theexport of bulk drugs projected to bearound US$ 1350 million for the
year 2003. Theexport figuresasregardsthe Bulk Drugsand Formulations areindicated in thefollowing table:

Exports
(Rs. crores)

Finished % of Total Bulk Drugsincluding % of Total

Formulations QuinineSalts
1980-81
1981-82 69.34 (82) 15.45 (18) 84.79
1982-83 54.60 (83) 11.34 a7 65.94
1983-84 61.46 (77) 18.46 (23) 79.92
1984-85 99.50 (77) 29.25 (23) 128.75
1985-86 106.59 (76) 33.36 (29) 139.95
1986-87 102.12 (>4) 87.16 (46) 189.28
1987-88 88.25 (39 139.71 (62) 227.96
1988-89 157.29 (39 242.87 (62) 400.16
1989-90 314.20 47) 350.50 (53) 664.70
1990-91 371.40 47) 413.40 (53) 784.80




1991-92 | 55850 %) 722.60 (56) | L,281.10
1992-93 | 965.50 (70) 409.50 (30) | 1,375.00
1993-94 | 1,310.80 (72) 530.80 (29) | 1,841.60
1994-95 | 1,505.50 (66) 760.10 (34) | 2,265.60
1995-96 | 2,044.80 (64) 1,132.90 (36) | 3,177.70
1996-97 | 2,509.20 (61) 1,581.10 (39) | 4,090.30
1997-98 | 3,180.00 (59) 2,173.00 (41) | 5,353.00
1998-99 | 3,194.90 (54) 2,764.10 (46) | 5,959.00
1999-00 - - - - | 6,631.00

Sourcewww.pharmaceuti ca -drug-manuf acturers.com/pharma-industry-
statistics/exports.html - dated 16/10/2003

Employment:

The pharmaceutical industry provides employment to approximately 28.6 1akh people. About 84 per cent of this
employment isgenerated in the distribution trade and ancillary, and only 16 per cent inthe organised and small scale

sectors (OPPI, 1998-99).

Employment (Estimated) in thelndian Pharmalndustry

Direct:

Organised Sector 290,000
Small ScdeUnits 170,000
Total 460,000
Indirect

Didribution Trade 1,650,000
Ancillary Industry 750,000
Total 2,400,000
Direct and Indirect 2,860,000

Source: OPPI, 33 Annual Report 1998-99.

Profitability:

Theprofitability (i.e., profit beforetax asapercentage of sales) of theindustry hassteadily increased from 1 per cent

in 1991-92 to 8 per cent in 1997-98.

Source: OPPI Surveysfor 1991-92 to 1994-95 and OPPI estimatesfor therest of theyears.

Trendin Profitability

Year Profitability
1991-92 1.0
1992-93 2.6
1993-94 4.4
1994-95 6.1
1995-96 6.5
1996-97 7.0
1997-98 8.0




Major Legidations:

Therearevariouslegidationsthat govern the manufacture and sale of drugsand pharmaceuticalsinindia. Thereare
also rulesframed under the provisions of theselaws. Thefollowing arethelawsthat are currently in operationinthe
country:

ThePoisonsAct, 1919

TheDrugsand CosmeticsAct, 1940 (thiswasamended various by Drugs (Amendment) Actsin 1955, 1960, 1962,
1964, 1972, 1982 and 1986)

The Drugsand CosmeticsRules, 1945

ThePharmacy Act, 1948

The Drugsand Magic Remedies (Obj ectionable Advertisement) Act, 1954

TheMedicina and Toilet Preparations (Excise Duties) Act, 1956

The Narcotic Drugs and Psychotropic SubstancesAct, 1985

TheDrugs (Prices Control) Order, 1995

Generd legidationsthat have asgnificant bearing on pharmaindustry inthe country.

Thelndustries (Devel opment and Regulation) Act, 1951
TheTradeand Merchandise Mark Act, 1958
Thelndian Patentsand DesignAct, 1970.

From among thesethe aforesaid | egidationsthefollowing four play acritical rolein the development of theindustry as
suggested by theinterviewees. Theseare:

» Schedule*M’ of the Drugsand CosmeticAct 1940
* Thelndian Patentsand DesignsAct, 1970

o Patents(Amendment) Act, 1999

* TheDrugs(Price Control) order (DPCO), 1995

Weshall briefly describethe magor aspects of theselegidations so asto appreciatetheir likely impact on and response
from themanufacturersand othersconcerned.

(@ Schedule*M’ of the Drugs and Cosmetics Act (1940)

TheSchedule* M’ will bemadeeffectivefrom 1/1/2005 and will bemade mandatory for al the pharmaceutica indudtries.
It classifiesthevariousstatutory requirementsmandatory for al drugs, pharmaceuticalsand medica disposableindustry
relevant as per current good manufacturing practices (CGMP). Schedule* M’ waslast revised in 1986, when the
concept of GMPwasfirst introduced. The Central Government isnow revising the Schedule* M’ toget it * harmonized
with that of the various devel oped and devel oping countriesand also to thelevel of thewel | established international
organizations such asthe World Health Organisation (WHO)”.

TheWHO guiddineson GM Pfor pharmaceutica productsurgethat:

» dl manufacturing processesareclearly defined, systematicaly reviewed, and shownto be capable of consstently
meanufacturing pharmaproductsof therequired qudity thet comply withtheir specifications

» dl necessary facilitiesare provided including qualified trained personnel, adequate premi sesand space, suitable
equipment and services, correct materias, containersand labels, gpproved proceduresand instructions, suitable
storage and transport and adequate personnel, |aboratories and equipmentsfor in process controls,

* indructionsand proceduresarewrittenin clear and unambiguous|language;

» Operaorsaretrainedto carry out procedurescorrectly;



* recordsare made (manually and/or by recording instruments) during manufactureto show that al the steps
required by the defined procedures and instructions have actually been taken and that the quantity and quality
of the product are as expected and any significant deviation fully recorded and investigated;

* recordscovering manufactureand distribution areretained inacomprehensive and accessibleform,

* asystemisavailabletorecal any batch of product from saleor supply; and

»  complaintsabout marketed productsareexamined, the causesof quality defect investigated, and gppropriatemeasures
teken.

» Airhandling sysemsshould beprovided asper mentionedin Schedule* M’ to production and quaity control area.

*  Revised areamentionedistheminimumto beprovidedfor production and quaity control.

A speciad sub committee constituted by the Government of Indiahas proposed revamping of the Schedule M, covering
specificationssuch asgenera requirementsin caseof buildingsand premises, persond sanitation and hygiene, training,
production and operation controls, quality control and assurance, stability and validation studies, documentation,
complaintsand self-ingpections; and specid requirementsfor individua formulation categories. Among other things,
theamendment callsfor thefollowing:

» tomantanaraioof 1.2 betweenthecondructed areaand surrounding premisesto prevent environmenta pollution;
» toinddl avaidatied water sysemtoad monitoring and control of bio-burdenleves,

» tohaveagooddisposd system, intheabsenceof whichto havearrangementstorecyclergects,

» tohaveproper environmental control, withemphasison buildings, till theprimary packagingiscomplete;

» toensuresupply of filteredarindl production areasto prevent environmenta pollution;

» tohavespecificaly designed areasfor production, quality control, Sorageand ancillary arees,

» totakeadequate precautionsto segregatethe manufactureof highly potent drugsto avoid crosscontamination;

» todesignadequateoperationa and processcontrolsto ensurereproduciblequdity of drugs;

» toensuretota qudity control fromraw materid sprocurementtill theretall counter;

» toundertakedetailed gability sudiesto establishthequality of drugsin different dimaticand storing conditions, and
» Toevolvedear andredistic documentation procedures.

(b) The Indian Patents and Designs Act, 1970

ThisAct aimsat protecting inventions. Theterm of patent granted isin respect of aninvention claiming the method of
process of manufacture of asubstance. For amedicineor drug theprotectionisgivenfor aperiod of fiveyearsfromthe
sedling of the patent or seven yearsfrom the date of patent, whichever periodisshorter. The Controller of Patents,
Designs, and Trade Marks appointed under the Trade and MerchandiseAct, 1958 isthe Controller of Patents.

(© Patents (Amendment) Act, 1999

After signing the GATT agreement, I ndianeeded to changeits patent law from process patent regimeto aproduct
patent regime. Devel oping countriesare given timetill 2005 to changetheir patent legidation. Since January 1, 1995,
Indiahas begun to accept applicationsfor product patents, which gointo ablack box. Thisbox isto beopenedin
2005 to establish right of priority before granting patent. From January 1, 1995 to October 31, 1999, 2994 product
patents have beenfiled for pharmaceutica products. Meanwhilefor each such patent gpplication that has been accepted,
exclusvemarketing rights (EMR) haveto begranted for aperiod of fiveyears.

The Controller of Patents examinesthe applicationsto ascertain whether thereisaviolation of therelevant provisons
of Patent Act. Thegovernment can not only fix the price of the product covered under EMR, but a so reservetherights
to grant compulsory license or revocation of patent. Provision is made to ensure that EMRs are not granted for
substances based on Indian System of Medicineswherethe productsare aready in public domain.

(d) The Drugs (Prices Control) Order (DPCO), 1995

The DPCO providesfor ceiling pricesfor medicines, thelistsof which arereviewed periodically. Over theyears
substantial changeshave been madeinthe DPCO intermsof reduction inthe number of drugsunder pricecontrol and



smplification of gpplication procedures. The DPCO, 1995 dlowsfor exemption from price control for new bulk drugs
which have not been produced el sawhere and which are devel oped through indigenousR and D.

On therecommendation of the Hathi Committee (1973), the Government of Indiacreated aDrug Price Equalisation
Account (DPEA) under the DPCO. Thisequdisationisdone on the basis of aweighted price average determined by
thegovernment. Any company that sellsthe product at higher marginson account of cheaper sourcing of inputsisheld
liableto pay up the overcharged amount to the government.

Phar maceutical Palicy:

The government has released Pharmaceutical Policy 2002 which aimsto provide incentives to research-based
pharmaceutical companiesto encourage indigenousresearch and capability for cost effective quality production and
exportsby reducing barriersto trade. Further, therigoursof price control have been brought down substantially from
thecurrent level of 40%. Thepolicy isaimed to promote new investmentsinto pharmaceutical industry and encourages
theintroduction of new technologies and new drugs. It will & so reorient the pricing system to enabl e the domestic
industry to meet new chalenges. Thepolicy asolaysstressonimprovement of regulatory standardsand strengthening
of thequality control administration. The new policy providesfor exempting drugsfrom falling under the Drug Price
Control Order (DPCO) for aperiod of 15 years, provided the drug isdevel oped through indigenousR & D andis
patented under the Indian Patent Act, 1970.

Source: www.techno-preneur.net/timei s/technol ogy/STechA ugSep02/Pharma.html - dated 16/10/2003

Digribution Channd:

TheBulk/Basicdrugi.e. chemicashaving thergpeutic valueare used asraw materid sby the Formul ation units. Through
discussionwith theknowledgeable personitisreved ed that the Bulk drug manufacturers sdll their drugsdirectly tothe
Formulation unitsand in certain casesthrough deal er/Stockist. It isobserved that somebulk drug manufacturershave
their own formulation unit and assuch they do not have the marketing problems. Thedistribution channel for bulk drug
isgiven below:

—|Manufacturer |

|Dealer/Stockist |

_—{Formulation units|

Resear ch and Development

R and D inIndian pharmaceutical industry hasmainly been in applied research for devel oping processtechnol ogy for
production, especidly of synthetic bulk drugs. 1t hasbeen observed by somethat countrieswith weak patent protection
sysemsspend muchlessoninnovation. InIndia, for instance, the pharmaceutical industry’sinvestment on R& D for the
year 1999-2000 wasabout Rs. 320 crores, i.e., approximately 1.6 per cent of itstotal turnover of Rs. 19,737 crores.
(Refer Table Growth Indicators)

Why tochooselndia?

*  Manufacturing costsaretypicdly lessthan thosein Europeor the US.

* Morethan 20 Indian manufacturershave been accredited by the USFDA

» Indiahasbecomean attractivelocationfor contract R& D aswd| asfor contract manufacturing of pharmaceuticals.
It offersseverd advantages. L ower costscombined with an abundance of trained scientific personne, thecommon
useof the Englishlanguagein businessand arobust lega system. Indiahasaround 7,00,000 postgraduates. Itis
estimated that 10% of researchersin pharmalbiotech sectorsintheUSareof Indianorigin.



» ltisnotjustinolddrugsand formulationsthat Indiaoffersfar lower prices. Eveninsuchfrontier areasasgeneticdly
engineered vaccines, Indian companieshave managed to d ash pricesby hdlf.
Sour ce: IDMA- Scding new heights
3. CURRENT STATUSOFBULK DRUGINDUSTRY INTHANE BELAPUR BELT

History of theCluster:

Thesurvey of setting up of MIDC at Thane-Bel gpur wasundertaken by S.G Burve Committeeintheyear 1958. However,
the proposal was approved and accordingly MIDC wasset upintheyear 1962. MI1DC hasadmeasuring 2562 Hectares,
alongtheTrans Thane Creek Area. Until now about 80% of theland hasbeen devel oped and morethan 3700 plotshave
been carved out, of which about 3300 plotshavedready been dlotted. About 2300 different unitsarefunctioning & Thane-
Bdapur MIDC area. Theinfragtructurd facilitieslikeroads, drainagesystems, water supply, street lights, telgphoneexchange,
commonfacility centrebuilding, policestation, firegtation, post officeseic. areavailableinthisarea Asaresult of thisanumber
of Indudridigshavesst upthar unitinthisarea TheMIDCAreaisadsoknownas Trans ThaneCreek (TTC) Indudtrid Area.
TheBulk Drug Cluster at Thane-Bel gpur belt isaninduced cluster and not anatural one. It isunderstood that thefollowing
reasonsattributed for thedevel opment of thiscluster a Thane-Belgpur bt

» Policy of Govt. of Maharashtrato decongest Mumbai, since the Mumbai city has been over saturated dueto
egtablishment of numerousunits Theindudridig will findit eesy toshift their unitsin Thane-Belgpur MIDC sincethe
areaisnearer toMumbai city.

* Dueto Thane Creek, it was proposed that the hazardous wastages coming out of the Industries can be easily
disposed off tothesea

» CIDCO played avery important rolein developing the MIDC by converting the nearby villagesinto cities. The
problem of availability of skilled and unskilled labourswassolved to agrest extent.

*  Proximity toMumbai and Thanemarket.

*  Proximity to Jawaharlad Nehru Port Trust and Bombay Port Trust.

Number of Units;

The concentration of Basi ¢ drugsand Formul ation units has been observed in Mumbai, Pune, Raigad, Thane-Bel apur
belt and Tarapur. It isreported that there are about 37 Bulk Drug manufacturersin Thane Belapur belt. Out of these, 3
unitsare closed and about 11 unitshad diversified their product. Out of theremaining 23 units, 3unitsareinthelLarge
and Medium sector and 20 unitsarein the Small Scale Sector.

Every Bulk drug manufacturer isreguired to hold alicensefrom the Food and Drug Administration (FDA), Government
of Maharashtra. Thelicenseescould beactual producerswith own manufacturing facilitiesor loan licenseeswith a
permit to manufacture, but not in possession of thefacility. They usethefacilitiesavailablewiththeactua unitsonarate
contract basisand produce and market drugs under their own brand name. Actual (own) licenseestoo can beloan
licenseesfor those productsfor which they do not have any manufacturing facility. However, al theunitslocatedinthis
belt arethe actual producerswith own manufacturing facilitiesasintimated by the Food and Drug Administration
Office.

Bulk DrugsManufactured:

Therearevariousdrugs being manufactured at Thane-Belapur belt. Thefollowing are some of the Basic/Bulk drugs
manufactured by theexisting unitsasreported by them:

Aluminum HydroxideGe
Magnesium Hydroxide Paste
Metronidazole benzoate
Chlorozoxagone
DicyclomineHydrochloride
PhenobarbitonelP
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7. Carbonil Iron

8. VitaminB12ZdainTrituarate
9. lronPolymaltose

10. Nitrazebam

11. Alprazolam

12. Ciplomacin

13. Trioxden

14. Monobenzone

15. Huconozol

16. Glibendamide

17. Zlipizibe

18. Glipiride

19. Glizipdite

20. Vitamin B2 Phospate

I nvestment

The approximatetotal investment including fixed assetsand current assetsfor Small scaleunitsislessthan One Crore
per unit whereasfor the Large and Medium scaleunitis 10 Crores per unit. The estimated Investment figuresfor the
Bulk Drug Cluster at Thane-Belapur belt isabout 50 Crores. Thetotal Capital Investment for both Bulk Drugsand
Formulation unitsfor the country asawholeisabout 2500 Croresfor 20,053 unitsfor theyear 1999-2000.

Turnover:

Theestimated Annual Turnover per Small Scaleunit comesto about Rs. 3.5 Croreswhereasfor the Large Scale unit
isabout 20 Crores. Based on this, the estimated annual turnover of the Bulk Drug Cluster isabout 130 Crores. The
total production of Bulk Drugsat National level isRs. 4533 Croresfor the year 2000-01. The bulk drug cluster of
Thane-Belapur belt contributesto about 2.8 % of thetotal production of the country.

Production Processand Valueaddition:
Thefollowing chart indicatesthe production process of Bulk/Bas ¢ drug and va ue addition (ex-factory cost) that takes

place during each stage of process. The exact value addition will vary from product to product. Generally, the Bulk
drugsareinthe powder/liquid form and are packed as per the customers need.



Bulk Drug

Active Ingredients + Solvents + Catalyst —— 1.00
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Market —Domestic aswell Export:

In Maharashtra, the concentration of Bulk Drugs and Formulation units has been observed in placeslike Mumbai,
Thane, Raigad, Pune, Tarapur etc. The Bulk Drug manufacturersin Thane-Belapur belt mostly catersto the needs of
theseformulation units. Some unitsdo supply basic drugsto theformulation unitssituated in other stateslike Gujrat,
Madhya Pradesh, Ragjasthan etc. Inthiscluster, thereare very few Small Scale unitswhich export bulk drugsto the
formulation unitsin abroad countries. These unitsexport to thetune of 90—95% of their total turnover tothe countries
likeLatinAmerica, Mexico, Pakistan, Asian countries, South Africaetc. Someof the unitshave reported that they have
their ownformulation unitsin different statesof the country and hence have given lessimportancefor overseasmarket.
Similarly, the Bulk Drug Manufacturersin large scale sector export about 50% of their productionto overseasmarket.

Indiaisanet exporter of bulk drugsas over 50% of bulk drug production isexported. During the year 2000-01, the
tota vaueof bulk drugsand pharmaceutical s produced in Indiawasworth US$ 1230 million, out of which drugsworth
US$840 million wereexported.

Employment:

The estimated number of employeesemployedinaSmall Scaleunitisabout 35—40 Nos., whereasfor theLarge &
Medium Scaleunitisabout 250—300 Nos. It isestimated that the total employment generated through thiscluster is
about 1700 Nos. which includes Technical, Managerial, Administration and Workers (both Temporary aswell as
Permanent Staff).



InIndia, the Pharmaceutical industry providesemployment to gpprox. 28.6 lakhspeople. The percentage of employment
generated through this cluster comesto about 0.06% as compare to the employment generated through this sector at
Nationd levd.

4. BUSINESSLINKAGESOF BULK DRUG CLUSTERS
INTHANE -BELAPUR BELT

Introduction

Usudly, theduster doesnot work inisolation. Workingincluster isdl about collaborativeworking. Collaborationispossible
intwowaysi.e. Collaboration onbackward linkagesand onforward linkages. Workinginisolationisthebiggest obstaclefor
thedeve opment of the Small Scaefirmsunlikethepresent scenario of theMultinational companiesama gamating/mergingin
thelarge scale sector. Thefirmsdo not want towork in collaboration becausethey seemarket aslimited. Further, they are
overburdenwiththeir routinework. Workingin collaborationwill reducethetransaction cogts which directly bendfitstheunits
andinturntheconsumers. Thed uster can bedeve oped through thehd p of thelndustriesA ssociationsand by forming smal
consortialnetworks. Thedevel opmenta role can be undertaken by trade specific associationswith astrong secretariat.

BusinessLinkagesof Bulk Drug Cluster:

Inthistopicwewill belisting out the variousagencies, ingtitutionsand associationswhich arerdated tothiscluster. The
indusonof andement doesnot imply thetitslinkagewiththeindustry isstrong. Infact, theindudtry’ slinkageswith many of the
element arerather weak. Alo, theinter-firmlinkagesarenot very strong.

Bulk DrugManufacturers. TheCoreCluster Actors:

Asindicated earlier, out of the 37 bulk drug manufacturersat Thane-Be gpur belt, 3unitsareclosed and about 11 unitshave
divergfiedthar productsand goneintoformulationsand manufacturing of Chemical items Someaf thebulk drug manufecturers
aredoingwell whereassomeof theunitsareonthevergeof closure. Therearesome unitswhich arebeing managed by the
second generations. Thelinkagesamongst these Core Cluster Actorsarevery weak. It hasbeen reported that they do not
help eech other inprocuringinputs, lending machines/'components, financia needs, providing labour during shortagesetc. The
unitsfear that workingin collaborationwill disclosether tradesecrets.

Backward Industry Linkages:

Thesuppliersof raw materia and capital goodsform themaost prominent backward linkages. Itisimportant to notethat the
linksbetween theindustry and these suppliersspread beyond the geographica limitsof thed ugter. However, theindudtry isin
noway dependent onimport of either raw materia sor machinery. Themgjor input suppliersareasfollows

1.Activelngredients.

Activelngredientsaregenerdly availablein domestic market mainly fromthe Statesof Gujarat, Rgasthan, Madhya
Pradesh etc. Thequality of the activeingredientsisreported to be good and the supply isregular. Someof theactive
ingredientsarealsosourced  throughinternational market.

2. Solvents.
Modtly thesolventsareavailablelocaly and are sourced through thevariouspartsof the M aharashtra. Gujarat
State, d 0, suppliessolventsto thesebulk drug manufacturers  to someextent.

3. Catalys:
Cadyds aregenerdly avallableintheloca market of Mumbai.

4. Machinery:
Meachinery for bulk drug manufacturersareavailablein Mumba market.



5. Human resour ces Thisindudry isbascaly runby technocrats. Thereishardly any firmwhichisnot owned and/
or managed by aPharmacy graduate or post-graduate or, aChemical Engineer. Thisistrueevenfor thesmall units. The
availability of technical personnel isensured by the steady supply of graduates/post-graduatesin Pharmacy by thelocal
pharmeacy college Thevillagesaroundtheindustrid estatesensuresupply of non-technical labour. Theemployment of women
labour inbulk drug unitsisvery less.

6. Trangoort:
TheTrangportation servicesareeadly availablewhich connectsthe clustersto the various states of thecountry.

L evel of Cooperation and Competition at thefirm level:

Thesurviva and growth of theindustriesusudly dependsuponthenatureandlevel of competition. Based ontheinformation
collected through survey, thebulk drug manufacturersarefacing the competitionsfromal scaesof enterprisesnamey smdl,
medium andlarge, and acrosslocationsi.e. locd, withinthestate, in Indiaand abroad. Thefollowing arethemainissuesof
competition:

1) Price

2) Brandname/ Company’simage

3) Product Qudlity

4) Volumeof output

5) Sdespromotion (advertisement)

6) Promptddivery

Smilarly, thefollowing Firm Level Compstitivepracticesaregenerdly observed, asreported by theunits:

1) Wooingcusomers(by undesirablemeans)

2) Copying compstitor’sproduct

3) Imitating competitor’strademark

4) Obtaininginformationthroughemployess

5) Mignforming customers, tradersand suppliersabout products.

M ember sof | ndustriesAssociations:

Onthebassof theresponserecaived fromtheunitsitisobserved that most of the Bulk drug manufacturersarethemember
of Thane-Be apur IndustriesAssociation. Very few unitshave reported to bethe membersof Indian Drug Manufacturers
Association, Chemexil, Indian M erchant Chamber etc. Asreported by theunits, thelndustriesAssociation hel psin providing
information on productsthrough magazinesand bulletins, hepsinlegd issuesand d so dealing with the Govt. policiesand
procedures.

Effect of Networ k on L ong Term Competitiveness:

Eventhough theunitsfeared that workingin collaborationwill affect their market, someunitshaveshown keeninterestin
forming networks. Accordingtothem, workingin networkswill helpthemtoimprovetheir managerid kills, product quaity
andwill induced themtoinvest in new equipments'methodsof production.

INSTITUTIONS:

A number of ingtitutions/bodies, both public and private, have been playing amajor roleinthe growth of theindustry.
Theseindude:

1. Centrd leve indtitutions
2. Statelevd inditutions
3. IndustriesAssociationsand Other Support Technical Ingtitutions.



1. Central Level institutions:

Atthecentral level the Drug Control Authority of Indiaunder the Ministry of Health and Family Welfare controlsthe
areaof introduction of new drugsin India. The department al so handles subjectsrel ated to GM P and its upgradation.
The office of the Deputy Drug Controller (Western Zone) control stheissuance of the WHO-GM P certification.

Central Drug Testing L abor atory:

Centrd Drugs Testing L aboratory —Mumbai, aunit of Centra Drug StandardsControl Organisation comingunder Directorate
Generd of Hedlth Services, Govt. Of India, wasestablished in 1992 in an effort to cope better with testing of imported bulk
drugsinthispart of thecountry having grestest concentration of drugindustriesand dsofor gppelatetesting of contraceptive
devices, besidesextending greater support to Central Drug Standards Control Organisation (CDSCO) and some State
DrugsControl Organizationsinther surveillanceefforts. Thelaboratory hassophiticated andyticd insrumentslikeFTIR,
HPLC, UV VIS Spectrophotometers, Autatitrator and other equipment required for testing of bulk drugsandformulations. It
hasd so established amicrobiologica sectionfor testing of anitbioticsand asmall anima houseto undertakebiological tests.
Thelaboratory isheaded by aDirector whoisbe ng heped by Adminisiration, Pharmaceutica Chemistry, Microbiology and
others. Intheyear 2002, CDTL hasanaysed and checked 2500 samples. Thefollowing typesof samplesarerecaived by the
|aboratory:-

All thebulk drugsand formulationsreferred by DDC(I), ADCsand DI of west Zone.

Samplesforwarded by State Dl s.

Samplesreferred by Medica Stores Depots Organizationswhichinclude Copper T and Tuba OcclusonRings.
Ord Contraceptivepillsreferred by Deptt. Of Family Welfare, Minisiry of Hedlth and Family Welfare, Govt. Of
India
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2. Sate Level:
TheDirectorateof | ndustries, Gover nment of M ahar ashtra:

TheDirectorate of Industries, Government of M aharashtraplaysanimportant rolefor the devel opment of Industriesin
Maharashtra. The office of the Directorate of Industrieshas 6 Regional Officesand District Industries Centrein each
digtrictin Maharashtra. These officesmainly providethe SS Registration Certificate and implement thevarious Central/
State Govt. Schemes.

The Govt. of Maharashtrahas announced itsnew Industrial Policy 2001, whichwill be operativefrom 1% April 2001 up to
31% March 2006. The objective of this new policy isto further accelerate the flow of in investment in industry and
infrastructure, promoting I T, high-tech, knowledge based and biotech industries, augmenting exportsfrom theindustrial
unitsinthe State and creating large scal e employment opportunities duly ensuring environmental planning.

Highlightsof thelndustrial Policy 2001.:

* Exemptionfrom Electricity Duty.

*  Waiver of Stamp Duty and Registration Fees.

* Refundof Octroi Duty.

»  Specid Capitd Incentivesfor SSI units.

* Interest Subsidy to new textile, hosiery and knitwear SSI units.

»  Development of non-conventiona energy.

» Financing of capita incentivesand refundsunder the Package Scheme.
» Exemptionfrom SalesTax for Khadi & Villagelndustries.

o SaesTaxonlIT products.

* Nursingof Sick SSI units.

e Stamp Duty on Corporate Restructuring.

» Egtablishment of IT/BT unitsontextilemill landsin Greater Mumbai.



Floor Spacelndex (FSI) for IT units.

Establishment of independent Industrial Townships.

Establishment of Special Economic Zones.

Development of Specialized Industrial Aress.

Promotion of Education and Research Indtitutions.

Permission of Captive Power Generation for industriesthroughout the State.
Gas Cooperation Agreement.

Review of Labour Lawsand Procedures.

Industry statusto film sector.

Maharashtralndustrial Development Cor por ation:

Maharashtralndustria Devel opment Corporation (MIDC) istheprimary indudtrid infrastructuredevel opment agency of the
MaharashtraGovernment. Condtituted under theMaharashtral ndustrid DevelopmentAct, 1961, MIDC wasestablished on
1¢ August 1962, with thebas c objectiveof setting upindudtria aresswithaprovisonof indudrid infresiructuredl over the
gatefor planned and systeméticindustria deve opment.

MIDC hasplayed avita roleinthe development of industria infrastructurein the State of Maharashtra. Indeed, inthe
endeavour of thedtatetoretainitsprimepositionintheindustrid sector, MIDC hasplayed apivotd roleinthelast 35 years.
MIDC hasdeve oped morethan 195 indudtrial estates(major and mini) acrossthe state oread over 45,000 hectaresof land.

Thesurvey of setting up of MIDC at Thane-Bel apur wassurveyed and studied by S.G Burve Committeeintheyear 1958.
However, the proposal was approved and accordingly MIDC wasset upintheyear 1961. M1 DC hasadmeasuring 2562
Hectares, dongthe Trans Thane Creek Area. Until now about 80% of theland hasbeen devel oped and morethan 3700 plots
have been carved out, of which about 3300 plotshaved ready been dlotted. About 2300 different unitsarefunctioning at
Thane-Bdapur MIDC area. Theinfrastructurd facilitieslikeroads, drainage systems, water supply, street lights, telephone
exchange, commonfacility centrebuilding, policeation, firestation, post officesetc. areavailableinthisarea Asaresult of
thisanumber of Indudtridist haveset uptheir unitinthisarea. TheMIDCAreaisasoknownas Trans Thane Creek (TTC)
Industrid Area

Food and DrugAdminigration (FDA):

TheFood and DrugAdminigtration (FDA) based a Thaneplaysacritica and pivoted rolefor thiscluster. Thisbody issues
drug licenses, monitorsquality control, issues State GM P certificate, undertakes periodicingpection of units, and, overdl,
keepsaclosewatch over theindustry, especidly with respect toqudity. Attheleve of officers, it hasacommissoner, Joint
commissioners, Asssant Commissioners, Public Relation Officersand Drug Inspectors.

3. Industries Associations and other Support Technical Ingtitutions:
Indian Drug M anufacturer sAssociation (IDMA):

IDMA hasformed in the year 1961 and today acknowledged to be the voice of the National Sector. It has over 500
members, madeup of large, medium and smdl nationa manufacturersspread acrossthelength and breadth of thecountry. It
hasworked withthe Govt. ontheindustry’ sdeve opment plansand variouspublic matters. It hasa so represented theindustry
onsuchimportantissuesasthe PatentsAct of 1970, alandmark pieceof legidationthat gaveahugeimpetustotherdatively
nascent drugindudtry. It has, sincethen, played acrucid rolein kegping opinion leaders, the Pressand the publicinformed
about theissuesfaced by theindustry.

IDMA organisesand takespart in nationd and internationd seminars/ workshopsreatingto key issuesof thepharmaand
hedth careindudries. It playsavery activerolein policy consultationsand dissemination of informationtoitsmembers. It
bringsout two publications- onegenerd and theother technica.

IDMA hasthreegtateleve bodiesin Tamil Nadu, West Bengd and Ahmedabad. During theyear, onemore Siate Boards of
IDMA wasformedinHaryana. IDMA Secretariat hasbeenfully computerized with every staff member providedwitha



computer with uninterrupted accessto internet. E-mail s Ds have been provided section-wise. With aview to encourage
Researchand Devd opment inthecountry,in 1981, IDMA indituted“ Reseerch Awards’ for thebest ORIGINAL RESEARCH
ARTICLESpublishedintheAssodaion’ssaentificjournd “INDIAN DRUGS' every year. IDMA hasorganized thefollowing
Seminars'Workshopsduring theyear 2003:

1. IDMA-PEG Seminar on*“Pharmaceutica Air Management”

2.IDMA-APA Seminar on“Filtration”

3. Post 2003-04 Budget update on Central Excise, Customsduty and Direct Taxation
4.IDMA-APA Seminar on* Pharmaceutical Microbid Controls’

5. Seminar on* Spurious Drugs, ItsMagnitudeand What Need'sTo Be Done”
6. IDMA-PEG Seminar on“ Cdibration”

7.IDMA-APA Seminar on*e-Record Keeping in Pharmalndustry”
8.IDMA-TTA Seminar on“Roleof Technology ToMeet WTO Challenges’
9. IDMA-APA PAC 2003 on* European PharmacopoeiaCommission”

10. Calloquiumon* Current Practiceof Sampling of theStarting Materias’

11. IDMA-APA Seminar on* Sability Sudies What next?’

ThaneBelapur IndustriesAssociation (TBIA):

ThaneBée apur IndustriesAssociation, located in Ghansoli, Thane Belapur MIDC Area, Navi Mumbai, was established
intheyear 1978 asa Charitable Trust. The association isheaded by the President. About 553 industries (Large= 90,
Medium = 155 and Small = 308) areregistered with thisassociation. Thetotal strength of the staff membersare 12.
The approximate annual revenue of thisassociationisabout 25 lacs. At present the associ ation has atotal assests of
about 67 lacs.

In order to provide aproper treatment for hazardous waste and disposal of the same, meeting the environmental
standards and to ensure ecologica balance, TBIA has promoted a company called “ Trans Thane Creek Waste
Management Association” toimplement Integrated Hazardous Waste Management in TTC Areai.e. Thane Belapur
MIDCArea Itisactively supported with Financid Assstancefrom Ministry of Environment & Forests, Govt. of India,
New Delhi, Maharashtralndustrial Devel opment Corporation and MaharashtraPollution Control Board. Thework is
under progress. Similarly, totackletheindudtrid effluent, TBIA issuccesstully operating the Common Effluent Treatment
Plant (CEPT) of 12 MLD capacity inTTC areasince 1997. But, however, excess effluent isbeing generated in TTC
Industrial Areathan itshandling and hence TBI A has planned to construct asecond CEPT in TTCArea.

TBIA and itsMember Industriesa ongwith Mahrashtralndustrial Devel opment Corporation (MIDC) and City &
Industrial Development Corporation (CIDCO) since 1985 undertook a conscious campaign on Afforestation &
Beautification of TTC areaas apart of Clean and Green Navi Mumbai. Moreover, to prevent and mitigate any
unwarranted fire, explosion and toxic gasrel ease and support with M edical Response and Expert Group in case of
Emergency, the Fire & Emergency Response Station has been set up in co-operation with MIDC. The Station works
round the clock manned by 30 qudified staff including Firemen and Rescuers.

MPCB jointly with TBIA installed Automatic Ambient Air Quality Monitoring Station at TBIA Officeat Rabale. This
system function round the clock. Thevauesof SO2, NOX, SPM aredisplayed at Toll Nakaof Mulund-Airoli bridge
onthemainroad to beviewed by general public. Also, it hasplanned to set up Cleaner Technology Centrejointly with
South Indian Education Society — Indian Ingtitute of Enviornment Management, Nerul in TTC area. Themain object of
this Centreisto adopt environmental friendly and economically/technically viable cleaner technology for waste
minimisation, recycleand reuse.

TheTBIA hasconducted thefoll owing Seminars/Workshops/Training during the previousyear:
1. Seminar on*Technologiesin Energy Management & Environment Protection”.

2. Seminar on “1S0O 9000, 1 SO 9001 : 2000”
3. Seminar on* StressManagement”.



4. Seminar on*“Pollution—Restoring Harmony in Relation to Navi Mumba” ontheoccasion of “World Environment
Day”.

5. Seminar on*“Energy Conservation”.

6. Workshop on* Total Productive Maintenance Fundamental sand Implementation”.

7. Workshop on“UmbrellaLegidation For SSI”.

8. Workshop on“Marketing Strategy For Small & Medium Industries.”

9. Withthehelp of Directorateof Industrial Safety & Health, TBIA hasconducted Continous  Education Programme
inTTCAreain order to promote Safety Awareness among the workers of small and medium industries, handling
hazardousgoodsintheir factory premises.

I ntegr ated Hazar dousWaste M anagement Facility at TTC Area:

In order to provide aproper treatment for hazardous waste and disposal of the same, meeting the environmental
standards and to ensure ecologica balance, TBIA has promoted a company called “ Trans Thane Creek Waste
Management Association” toimplement Integrated Hazardous Waste Management in TTC Areai.e. Thane Belapur
MIDCArea Itisactively supported with Financid Assstancefrom Ministry of Environment & Forests, Govt. of India,
New Delhi, Maharashtralndustrial Devel opment Corporation and M aharashtra Pollution Control Board.

AnidentifiedsiteinMIDCAreaof TTC was selected for setting up aSanitary Landfill Project for Solid Hazardous
Waste Management. The said project Siteadmeasure 7 Hectares. Techno Economic Feasibility Study and Environment
Impact Assessment Study for the project hasaready been carried out by CHEMCONTROL, Denmark which has
been approved by Ministry of Environment & Forests (MoE& F), Govt. of India, New Delhi who funded Rs. 55
towardsthestudy of TEF & EIA. Theproject cost for the Phasel isRs. 764 |akhs. The project isimplemented in Two
Phases(Phasel : Landfill, Solidification + Physical Chemical Treatment (PCT): will beimplemented by 2002 and
Phasell : Incinerationwill beimplemented | ater).

Financial participationfor the Project Cost:

Contributors % Contribution totheCapital Cost
User’scontribution 20%
State Govt.: MIDC 20%
MPCB 5%
Central Govt. 25%
LoanfromFinancid Ingtitution 30%

Common Effluent Treatment Plant (CETP):

Totackletheindustria effluent, TBIA issuccessfully operating the Common Effluent Treatment Plant (CEPT) of 12
MLD capecity in TTC areasince 1997. The said project was desi gned and constructed by understanding the quantum
of theeffluent generated at that juncture. Trestment scheme comprisesof Preiminary, Primary and Secondary Treatment
Units. Theeffluent isbeing treated by Conventiona Activated Sudge Process. Thefinally treasted water isdisposed off
to Vashi Creek through adisposal line provided and maintained by MIDC. The capacity of disposal lineisto carry 32
MLD treated effluent. But, however, excesseffluentisbeing generated in TTC Industrial Areathanitshandling and
hence TBIA hasplanned to construct asecond CEPT inTTCArea

Bulk Drug M anufacturer sAssociation:

TheBulk Drug ManufacturersAssociation (India) wasformedin 1991 with Hyderabad asitsHead Quarters. Thisisan
al Indiabody representing al the Bulk Drug Manufacturersof India. TheAssociation worksfor consolidation of the
gainsof theindustry and servesasacatalyst between the government and theindustry on the variousissuesfor the
growth of theindustry. The A ssociation sends representation to the Concerned Ministriesand officialson various



problemsfaced by member industries, timetotime. They sendinformation on day to day mattersthrough their newd etter
and send circularswhereintheindusiry’ simmediate attention isrequired. They conduct National Seminarsperiodically
indifferent placeson current technical topics.

Themain objectivesof theassociation are:

1. Topromotethediscussion, onall subjectseffecting the Bulk Drug Industry in India, anong al membersand
serveasacommon forum for formulating their viewson al mattersincluding national, economic, financial,
commercia and rel ated policiesconcerning the growth of the Bulk Drug Industry in the country.

To create and encourage mutual help and cooperation among the members,

3. Toassist and cooperate, in framing the legis ative measures, with State/Central Governmentsor any such
authoritieson any mattersdirectly or indirectly effecting theindustry, and to represent the coll ective opinion of
theindustry inthisregard.

4. Todiffuseamongitsmembersinformation on al matterseffecting thebulk drug industry and to print, publish,
issue, circulate such papers, periodical books, circularsasmay seen conductiveto any other objectivesof the
Association.

5. Toencouragethediscovery and investigate and make known the nature and merits of inventionswhich may
seem capabl e of being used by those engaged in Bulk Drug Industry.

6. Toformulate methodsfor developing indigenousaswell asexport market for Bulk Drugs manufacturedin
India

7. Toestablishor maintain laboratory for testing the qudity standards of Bulk Drugsand other adlied productsand
to establish or maintain Research & Development Centrefor devel opment of new durgsimprovement inexisting
drugs/processesetc., or any Hi-tech Research & Training Centre, intheinterest of bulk drug industry and the
country ingenerd.
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Bombay College of Phar macy (BCP):

Bombay College of Pharmacy isapioneering ingtitution for pharmaceutical educationin India. BCPwasfoundedin
1957 by the Indian Pharmaceuti cal Association—M aharashtraState Branch, with financial assistancefrom the Govt. of
Maharashtraand several pharmaceutical corporations. Sinceit inception asacollege offering aDiplomain Pharmecy,
the collegehasgrownin stature and at present offers Bachel ors, Masters, and Doctora programsin Pharmaceutical
Sciences. The Bachelorsand Mastersprograms arerecognized by theAll IndiaCouncil for Technical Education. The
degree coursesincluding Ph. D. program arerecognized by the University of Mumbai.

Themission of BCPisto educate and train sudentsin the basi c knowledge of pharmaceutica sciencesand to contribute
toimprovement of health of the society by meanseducation and research programs.

BCP has produced morethan 1500 pharmacistsand 200 M. Pharm and Ph. D. graduates. Several faculty members
have received teaching and research awardsfrom AICTE, UGC, CSIR, ICMR, DST and corporate sectors. It has
well equipped |aboratories, abioavailability study centre, Dr. M.K. Rangnekar drug testing |aboratory, state of art
equipments, instruments, internet facilitiesand an excellent library for the benefit of students. BCP encouragesand
undertakesindustria collaborative projects. Morethan 200 industry-sponsored projects have been completed. BCP
has planned several new facilitiesincluding apilot-plant for drug synthesisand scale-up, new drug delivery systems
|aboratory, drug metabolismresearch centre, drug information service centre, library networking, stateof theart auditorium
andindustry-indtituteinteraction cell.

Dr. M .K. Rangnekar Drug Testingand Training L abor atory:

TheDr. M.K. Rangnekar Drug Testing and Training Laboratory wasfounded in 1988 by the Bombay College of
Pharmacy to providespecidized andyticad and related servicesto the pharmaceutica industry. Thelaboratory isrecognized
by FDA, Maharashtra State. It has sophisticated instrumentslike FT-IR, HPLC's, GLC, DSC, particul ate matter
counter, particlesizeanalyzer etc.



University Institute of Chemical Technology (UICT):

ThePharmaceutica Technology and Pharmacy Divisonin UICT hasachieved excellence both inteaching and research
activities. Thedivision hasexpertisein new drug discovery, computer-aided molecular design, synthesisof novel drugs
and intermediates, bulk drug technol ogy, asymmetric organic synthesis, devel opment of novel drug delivery systems,
development of pharmaceutica andytical methods, pharmacol ogical assay methods and standardization of medicinal
plantsand herba drugs. Thefaculty membershave severa research grantsand consultanciesfrom various pharmaceutical
industries. A large number of research papers have been published. Thisdivision hasreceived recognition by UGC
under itsspecia Assistance Programmes. The B.Pharm.Sc. coursesare approved by Pharmacy Council of Indiaand
AICTE. Thedivison hasPh.D.(Tech) and Ph.D.(Sci) programmesin variousdisciplinesof Pharmaceutical Science&
Technology. The current strength of Masters studentsis 65 and Doctorateis49.

Or ganisation of Phar maceutical Producer sof India(OPPI):

OPPI isan organisation of pharmamanufacturersestablishedin 1965, four yearsafter IDM A waslaunched. Currently, it has
amembership of about 67. Thisincludes59 membersfrom thedrugsand pharmaceutical sector. Around 66 per cent of them
arecompanies of foreignorigin.

TheOrganisation takesinitiativein organising seminarsand workshopsto discussthekey issuesinthearea. It bringsout
technical publicationsincluding Quality Assurance Guideand Safety, Hedth and Environmenta Guide. OPPl isanactive
member of | nternational Federation of Pharmaceutical Manufacturers(IFPMA) and hasdeve oped operationd guiddinesfor
interpretation and implementation of IFPMA codeof Ethical Marketing Practices

OPPI hasbeen lobbying vigoroudy for theamendment of thendian Patent Law to makeit TRIPscompliant. It hasbeen
actively advocating rationalisation of duty structureand arevision of drug pricing policy. Effortshavebeen made by thisbody
tomakesuppliers(of bulk drugs, excipients, packaging materias, equipmentsthat goinfor manufacturing theseetc.) more
respongiveto theneedsof the pharmaceutical industry intermsof quality, pricestability and delivery schedules.

Public Testing L abor atories:

Thereare 7 gpproved publictesting laboratoriesin Thanedistrict approved by the office of Food and Drug Administration.
They do various statutory testsfor bulk drugsand formulations. The Bulk Drug Manufacturersat Thane-Belapur belt
can haveadirect commercia linkageswith theselaboratories. A list of Public Testing Laboratories(Konkan Division)
isasfollows:

1. M/s. RatpacosBrett Trust Laboratories,
Pokharan Road, Thane.

2. M/s.S.GS. IndustriesLtd.,
A-177, Road No. 16, Wagle Estate, Thane.

3. M/s.Invochem Laboratories,
220, 226A-3, Gouri Ambika Commercial Complex,
Station Road, Vasai (E), Thane.

4. M/s.OmegaAnaliticasLaboratories,
106, 107, Manishalndl. Estate, Navghar Village,
Vasai (E), Thane.

5. M/s.Amol Test Laboratories,
B-3, Matruchhaya, Boisar,
Palghar, Thane.



6. M/s.M.J. Laboratories,
Plot No. 60, Village Khaniwali,
Tal. Wada., Thane.

7. M/s.PadmajaAeroBiological Pvt. Ltd.,
Plot No. 36/3 & 4, Sector 24,
Turbhe, Navi Mumbai .

Source: Food & DrugsAdministration Office, Thane
5.ISSUESOF CONCERN
Introduction

TheBulk Drug manufecturershaveto satisfy therigid conditionsof variousregulaory norms. Asaresult of globdizationand
liberdization, the SSI sector hastofacestiff competitionfrom overseassupplierslike Japan, China, South Koreaetc. Inthis
gtuation, thesurviva of small firmswoul d depend on how well and quickly they adapt tothenew businessscenarioand evolve
gopropriatedrategies. Eventherdatively larger firmsarea so not freefromthesecompulsons Thefollowing problemsof this
sector have been reved ed through discuss onswith the Bulk Drug Manufacturers, concerned | ndustriesAssoci ation and
throughthevariousreportsof the concerned IndustriesAssociation.

Need for easy Financeto meet Revised GM P standar dsand increaseexports:

To achieve and maintain the standards required to capture the overseas markets and to statutorily observe the Good
Manufacturing Partices(GMP) ascontained intherevised Schedule*M” of theDrugs& CosmeticsRules, the SSl unitsin
thissector will bereguiredto makehugeinvesmentsin plant, machinery and equipment. Also, dueto globdization theunits
arerequired to competewith theunitsfrom countrieslike Japan, South K oreaetc. who reportedly enjoy financeat lower rate
of interest ranging from nil to 2%. Most of theunitsare on the verge of closuredueto dumping of materiad sby Chinaand
Korea Itis, therefore, necessary to makefinanceavailableto SSI unitsfromthissector at |lower rate of interest withlonger
repaymentterms.

Roleof Banking Sector:

It hasbeen pointed that whenever aSS| account iscategorized asNon-Performing Asset (NPA), theunitisimmediately
threastened to beput in DRT (Death Recovery Tribund). Itis, therefore, recommended by theindustriesassociationsthat the
bank shouldimplement the OTS(One Time Settlement) sysemfor payment.

Investment limit for SSI sector :

Theinvestment limit for plant and machinery inthesmall scaesector hasbeen reduced from Rs. 3crorestoRs. 1 crore. The
Gowt. has, however, recently raised theinvesment limit only in caseof thoseunitswhich aremanufacturing 13 specified bulk
drugs. Toredtrict it only to 13 drugswould be an injustice to the Industry which producesanumber of bulk drugsand
formulationswhich have tremendous export potentia theworld over. To achieve and maintain the standard required to
capturetheexport market of medicinesand evento observethenew GM P standards prescribed by the Govt., the SSI units
inthissector will bereguired to makehugeinvestment in plant, machinery and equipments. However, with thepresent limit of
Rs. Onecoreno bulk drug/formulation unitinthe SSI sector will bein apostion to adopt thenew GM P standards.

MaintainingWHO-GMP sandards.

Issuesrdating to WHO-GM P compliancehavebeenardaively mgor areaof concernfor theindustry asawhole. Herethe
primary affected groupsarethesmadl firms. Thelargefirmsand mgority of themedium firmshavedready graduated tothe
“desred’ leve of qudity. Theemerging regulaory trendisamovement towardsdricter quaity norms. The GMPguiddines
cover comprehensively theentire processright frommanufacturingtill the product reachesthefina consumer. Interestingly,



gpart fromregulatory compliance, theindudtry fed sthat thisisa so gradualy becoming ademand fromthemarket. However,
thesmdl scalefirmsarefindingit difficult, epecialy becauseof their unpreparednesstoinvest hugeamounts. Inorder tofulfill
thenormsof WHO-GMR theunit will requireto makehugecapitd investment. At present, theentrepreneursareweighing the
costsand benefitsof undertaking such hugeadditiond investment. Most old unitshave plant designsunsuitablefor WHO-
GM P specificationsand haveno dternativebut togofor entirdly new plants. Consdering thet theprofit marginsof smdl firms
havegonedown over the past few years, such additiond investmentsmay put them under tremendouspressure. Moreover,
atthecurrentleve, thefedingisthat thereisno guaranteethat assoon asafirm qualifiesfor WHO-GMP, businesswill be
guaranteed. Thusasignificant support isenvisaged inthisfront intheform of subsidized |oan and other management

support.
I nter national Quality Norms:

Theinternationa quality normsespecially thoserelated to exportsisa soamaor areaof concern. Thishasfour related
dimensions(a) Importing nationsand bulk purchasersare gradually demanding higher quality standards, e.g. WHO-
GMP, (b) Secondly, importing nations have different registration procedure and documenting normsfor import. (C)
Thirdly thequantity of importsisnot dwaysmanagesbleby asnglesmall firm. (d) Fourthly, thesmdl firmsindividualy
cannot afford to offer abasket of drugsat internationally competitive prices.

All these however provide good scopefor co-operation within agroup of firms, since:

(@ Thedocumentation procedurethough variesfor countriesand products, but amgority of itisamost arepetitionfor a
country. Thusjoining handscan reducecos.

(b) Jointexploration of marketscan reducecost

(© Joininghandscandsohelptospecidizeinproducts

(d) Jointly bigorderscanasobeexecuted

Lowinvessment in R& D:

AslIndiaisfollowing the process patent law, it has harmed the India' s basi c research capabilities. Moreover, the
investment in R& D in Indiahasbeen very low. However, with shift-over to aproduct patent regimewould lead to the
development of India’s basic research capabilities. The small scalefirms prefer to invest lessfor Research and
Devel opment because of their lack of financial resources, trained manpower, lack of affordable and accessibletesting
facilitiesetc. However, thisproblem can be overcome by having acommon R& D facility centrewherein agroup of
small firmswould develop anew drug.

Non-availability of Skilled manpower

Theunitsarefacing theproblem of availability of skilled manpower a areasonablecod. Thisproblemisinfact acutefor small
firmssncethey cannot afford highly qudified persons. Evenlarger unitsfindit difficult to get peoplewho arewel trainedin
regulatory andtechnica aspects. Itisexpected that job opportunitiesintheshop floor would be reduced with automation,
whereasthosein marketing, product management, formulation devel opment, production planning and inventory control,
quality control and qudity audit will expand. Thecurrent education policy needsto contribute moreinthe new environment.

L ack of Information:

Smdll firmsarefindingit difficult toavail rightinformation asregards market, finance, technica, Govt. proceduresetc. Itis
essentid to makeavailablecorrect and rdevant informationtothesmal firms. Similarly, thereisasoaneedto providethem
with sourcesof proventechnologies.

Specialization:

TheBulk Drug manufacturers, especialy small scalefirms, arefinding it difficult to stay inthe market may be because
of risng quality expectationsor low profit business. In order to earn more profit and to stay inthemarket, theunitshave



started manufacturing no. of productsasper thedemand inthemarket. With such diverse product profile, itisnot easy
to gofor WHO-GMP or have agood resource management. Itisfound thet, unlikeentrepreneursin the past who wanted
to* do somethingworthwhile’, thoseof the present generationwant to* makeaquick buck” evenif they haveto compromise
onqudlity.

Management Practices—Not given much importance:

TheSmadl Scdeunitsdoesnot pay muchmoreattentioninimproving their managerid skills, especidly inaresslikefinancid

management, inventory management, materid handling, personnd management etc. Often, working capitdl isusedfor investing
incapital equipment. They arenot aware of themodern conceptsand practi cesof management.

Burden of Taxes:

Medicinesbear aheavy burden of taxes. Today, dmost every pharmaceutica product isbeing taxed to theextent of 30-35
% through custom duty, exciseduty, salestax, octori and other taxes. Theburden of taxeskeepsonincreasing year by year.
Inaway, thetax on medicineisatax on sickness. At the sametimethe unitshaveto facethe cut-throat competitionfrom
abroad countries, epecidly from China, which hasthe capacity of producing and ddlivering hugequantitiesat ashorter period
oftime

L ack of knowledgeof Govt. rulesand regulations:

It hasbeen reported thet mogt of theunitsarenot fully aware of the Govt. rulesand regul ations, especidly incaseof Schedule
‘M’ of the Drug and CosmeticAct aswell astheimport and export procedures. They find it difficult to ded withthe Gowt.
bureaucracy. Asmogt of theunitsareone man show, they cannat give much attention to the production and promotion related
meattersand havetorunafter fulfilling the Govt. procedures.

Need for Common Testing L abor atory:

At present theunitseither havetheir own testing laboratoriesor areutilizing the service of government approved public
testing laboratories. Every small scale unit doesnot afford to haveamodernizetesting laboratory having al advanced
testing instruments. Hence, afully modernize common [aboratory center having al sophisticated instrumentsneedto be
established inthecluster keeping in mind the new specification/normsof the GMP

Export:

In Maharashtra, the concentration of Bulk Drugs and Formulation units has been observed in placeslike Mumbai,
Thane, Raigad, Pune, Tarapur etc. The Bulk Drug manufacturersin Thane-Belapur belt mostly catersto the needs of
theseformulation units. Some unitsdo supply basic drugsto theformulation unitssituated in other stateslike Gujarat,
Madhya Pradesh, Rgjasthan etc. Inthiscluster, thereare very few Small Scale unitswhich export bulk drugsto the
formulation unitsin abroad countries. Emphasisneedsto begivento thesmall-sca e unitsfor marketing their product in
export market. Programmes on export marketing needsto be organized.

Food and DrugAdministration:

The development of pharmaceutical sector isdependent on the support of Food & Drug Administration. It requires
more proactiveand supportiveroleand proper communication between the cluster firmsand authoritiesonthe matters
pertaining to the betterment of the qudity, training etc. The proper communicationwill lead theindustry with accurate
information and guidanceto excel in the upcoming eraof enhanced competition.



6. SWOTANALYSIS

Srengths

Largeuntapped domestic market

Low cost manufacturing
Avallahility of Trained Scientific Personnd

Raw maerid avallableinsufficent quantity

Exigenceof Technicd Indtitutes

Wl deve oped Infrastructurd facilities

Presenceof number of Financid Indtitutions, Banksetc.

Weakness;

Characterised by low margins
LowinvesmentinR& D
Importsstarted comingin
Financeavallablea highrateof interest
Trugt leve very low

Poor tesing fadilities

Poor coordinationwith Govt. bodiesand other rel ated Organisations

Opyportunities

Possihility of establishing Common Testing L aboratory
Globdisation can ensuretremendous market potentia

Enterprisecanjoin handstogether for overseas market, brand building and participationintradefairs.
New Drug Price Control Order —exempting drugsfromfalling under DPCO for aperiod of 15years, provided the
drugisdeve opedthroughindigenousR & D andispatented under thelndian Patent Act, 1970.

Threats,

Chinathreat —capacity to ddiver hugequantity at low price

Compeitionisincreasing

InvesmentinPlant & Machinery will incressein order tofulfill thenormsof * ScheduleM’ of Drugsand CosmeticAct

irrepectiveof assured market
Burden of Taxesincreasing day by day
Product Patent Law will bemade compulsory

7. ACTION PLAN:

Thedeve opment of cluster will mostly depend upontheleve of trust being built amongst thecoredudter actorsand thestake
holders. Also, the core cluster actors and the stakehol dersarerequired to devoteal ot of timefor itsdevelopment. Small
consortiums/networksareto beformed. Thebus nesslinkagesareto be strengthened. Based ontheneedsand interest shown
by the Bulk Drug Manufacturerslocated at Thane Belgpur belt thefollowing action may betaken upfor the devel opment of

theduder:

A) Training programmer stobeor ganized:

1) Personnd Management

2) Financid Management
3) Marketing Management



4) Export Management
5) Advertisngand Salespromotion

B) SeminarsWorkshop tobeorganized:

1) Schedule*M’ of Drugsand CosmeticAct

2) Modernizationand Technology Up gradation

3) Pollution Control

4) Financid assstanceprovided by SIDBI, NSIC, Banksec.

5) Export/Import procedures
C) Other Activities

1) Deve opingaCommon Fecility Centre (CFC) which can providetheright and

asregardschangein rulesand regulations, market potentid, Govt. proceduresetc.

2) Appointingloca BDS providersfor common factory audits, common 1SO-9000
consultant, common export agent etc.
3) Formingconsortiums/networksfor:
a) Common raw materia procurement
b) Common marketing brochures
¢) CommonAdvanced Testing L aboratory facility
d) CommonR & D Centre
4) Buyersand Sdllersmeet
5) Linking Educationd and Technicd Inditutionswiththeduster
6) Mog of theunitsinthecluster arenot themembersof AssociationslikeI DMA,
efc. Hence, thiscluster should linked upwith theseassociations.

timey information

BDMA, OPPI

Annex 1
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PROJECTED CLUSTER MAP
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LIST OF REFERENCES:

1)
2)
3)
4)
5)
6)

Maharashtralndustrial Devel opment Corporation—Knowledge Corridor Mumbai-Pune

IDMA —Scding new heights

IDMA —42" Annual Report 2002-03

Thane Belapur |ndustries A ssociation — 24 Annual Report

Dr. Tamd Sarkar’ sDiagnostic Sudy Report of Drugsand Pharmaceutica ClustersinAhmedabad and Vadodara.
IDMA —Comprehensive Memorandum submitted to Sub-Committee-I 1 for Ministry of Small Scalelndustries
of Department Related Parliamentary Standing Committee on Industry to Mumbai from July 6" to July 9,
2002.



BUDGETARY ESTIMTESBASED ON SUGGESTEDACTION PLAN

Budget Estimates

Year Activity Total Remarks
DC(SSI)/ _ Support
Resource | Units Instt./
center Assons.
2004-05 | Seminarsondluster | 10,000/~ 10,000/- Itistakenfor granted
development that Min. 20 unitswill
participate
2004-05 | TwoAwareness 30,000/- 50,000/- Itistakenfor granted
& Semiinar on 500/ that Min. 20 unitswill
2005-06 | Schedule' M’ joer unit participate
2006-07 | Buyers-Sdlersmeet | 15,000/- 35,000/- Itistakenfor granted
10007~ that Min. 20 unitswill
per unit pa‘tl G pate
2006-07 | Participationin 2,50,000/ 2,50,000/- Coordinationwill be
International Trade | (CDE's donefor getting
Far expenses subsidy fromNSIC
only) for Stall Rent and for
reimbursement of
expensesof thetrip
throughMDA
Scheme. However
initialy theexpenses
will beborneby
participating units.
2005-06 | SeminaronQudity | 15,000/- 1000/- 35,000/- Itistakenfor granted
Up gradation per unit that Min. 20 unitswill
participate
2005-06 | Workshopon 25,000/- 1000/- 45,000/- Itistakenfor granted
Technology Up- per unit that Min. 20 unitswill
gradation participate
2005-06 | Workshopon 25,000/- 1000/- 45,000/- Itistakenfor granted
Pollution Control per unit that Min. 20 unitswill
participate
2004-05 | SeminaronFinancid | 15,000/- 15,000/- Itistakenfor granted
Assgance that Min. 20 unitswill
participate
2006-07 | Training Programme | 50,000/- 1000/- 70,000/- Itistakenfor granted
on Export per unit that Min. 20 unitswill
Management participate
2004-05, | Crestion of 4800000/-(*) | 1200000(*) 6000000/-(*)
2005-06 &| Common Testing
2006-07 | fadlity




Note:

Common Testing facility:
Therearetwo optionsasfollows:

1. (*) M/s. PadmajaLab. (approved by FDA) isalready existing in the cluster. However, it needsto befurther up-
graded by having advanced L ab instrument like GC, Polari Meter, Atomic Absorption, Environmental Ovenwith
Temperature, Humidity control etc. Asper the preliminary discussion, M/s. PadmagaL abwill tieup with cluster units,
for whichthesaid Lab haveagreedin principle. It isestimated that an amount of Rs. 60,00,000/- will berequired for
purchasi ng these advanced lab instrument. Out of these, Rs. 12,00,000/- approx. will beborne by thecluster units. The
exact modality of workingisyet to befinalized. OR

2. Thecluster unitscan utilized the servicesof the Drug Testing L aboratory run by the Bombay College of Pharmacy,
Kalinaor Central Drug Testing Laboratory, Thane, for getting their samplestested. A brief write up of these support

ingtitutionsisaready mentioned in Chapter no. 4.

CONSOL IDATED BUDGETARY ESTIMATESFORTHEACTIVITIESASSUGGESTED INTHE

ACTION PLAN.
SI.No. Activity 2004-05 2005-06 2006-07 TOTAL
1 Awarenessseminarson cluster 10000 10000
development
2. Awareness Seminar on ScheduleM 15000 15000 30000
3. Buyers—sdlersmeet 25000 25000
4 Participationin Internationa Trade 250000 250000
Fairs
5. Seminarson Quality Upgradation 15000 15000
6 Creation of Common Testing 1600000 1600000 1600000 4800000
Fadlity
7. Workshop on Technology 25000 25000
Upgradation
8. Workshopson Pollution Control 25000 25000
0. Seminar on Financid Assistance 15000 15000
provided by SIDBI, NSIC, Banks
etc.
10. Training Programme on Export 50000 50000
Management
TOTAL 1640000 1680000 1925000 5245000

For theconvenience and smooth functioning of CDE thefollowing arerequired at SISI, Mumbai for
exclusiveusefor cluster programmersfor theyear 2004-05

SI.No. | Item Amournt Remarks
1 Computer with Printer 1,00,000/-
2. O.E. 15,000/-
3. T.E. Expenses 15,000/-
4 Misc. Expenses 15,000/-
Total 1,45,000/-




TIME SCHEDULE OFACTIVITIESQUARTERWISE

SL. No. Activity 2004-05 2005-06 2006-07
Q1|Q2|Q3[Q4 |Q1Q2| Q3| Q4 (Q1|Q2| Q3| Q4
1 Awareness Seminarson
Clusgter Devel opment v
2. TwoAwareness seminar on
ScheduleM v/ v/
3, Buyers— Sellersmeet v
4, Participationin International \/
TradeFairs
5. Workshopson Quality S
Upgradation
6. Creation of Common
Testingradiliy NIV IV
7. Workshopson Technology J
Upgradation
8. Workshopson Pollution S
Control
9. Seminar onFinancia
Assistance provided by v
SIDBI, NSIC, Banksetc.
10. Training Programmeon
Export Management v/
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