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Government of Maharashtra

e —

No. EC (Lupin) ~2009/153/CR.IGITC.L
Environment depariment

Room Nao. 217, 2nd floor,

Mantralaya Annexe,

Mumbazi- 400 032,

Dated: 16% November, 2010

To,
M/s. Lupin Limited

Plot No. A-142,

MIDC Tarapor,

Taluka: Palghar

Dist - Thane

Maharashtra <

o

€ .
Suh: Expaasios of bulk drog unit at Plot No. A-142, MIDC Tarapar, Dist — Thane by
M/s. Lupin Limited - Environmen(al clearance regurding.

~
o €

Sir,
This has reference to your communication dated nil on the ehove mentioned subject. The
proposal was ceasidered as per the EIA Netification - 2006, by the State Level Expen Appraisal
Committee, Maharasktra in its 21" meeting and decided to recommend the project for priop
cavironmiental clearance 1o SEIAA. Information submiitted by you has been considered by State
Level Environment Impact Assessment Authority in jts 26™ and 3™ meetings. Authority nated
office memorandum of MOET J-110 L3/52010-1A-11()) dated 26™ Octobeer. 2010 rcgarding lifting
the morstorium on consideration of projects for eavironmental cléarance,

2 It is noted that the proposal is for grant of Environmental Clearsnce for Fxpansion of bulk
drug unit at Plot No. A-142, MIDC Tarapur, Dist - Thane by M/s. Lupin Limited. The project

considered hy SEAC under screen ing catcgory S (f) of EIA Norification 2006.

Project information from submitted & considered docaments is summarized as bedow-

o

Nasme of ihe Project i Expansion of bulk drug unit
Type of Project : Bulk drugs ard intcrmediates category (30
Praject Proponent : M/s. Lupin Limired
L.ocation of the prbj'cct : Survey No. 30710, 30/11, 30712, X093 & 6477 Plot No. A-142,

MIDC Tarapur, Tatuka: Palghar, Dist - Thane
Land : Existing : 1, 52.500 59.m

Additional : 36,430 sg. m.
Total built-up srey Existing: 30.800 sq. .

°  Additional : 7,200 sq. m
Esfimated cost of the project : $128.75 Crores
1
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Prodaction capacity:
Change in Product Mix of existing Lonseutcd produch

Sr. No. Name of the prodoct Consented ‘ Proposed
S, o e b products(TPY) | prodects (EPY) _
I Rifa- §, Rifs-0 & 360.00 404.00
l Rifampicin g i
. Rifampicin 26400 |

Rifa-§ 11500
i Rifx- O 2500 °
2 Lovastatin_. 72.00 150.00
] 3 Rifabutin 4.08 3.00
] Simvestatin 18.00 72.00
3 Fg_;srxsopram!c 18.00 7.00
. 6 Zolpidem Tararate 6.00 (.00
bl Venlafaxin 18.00 18.00
T8 | Semalin . 21.60 36.00
P - Rifaximin___ , 600 5.00
T7ig_ | Pemmprazole P 3520 6.00
1 Pyrazinamide i 24000 ¢ 225.00 1
. { Levitracitam 1 1920 | 60.00 j
3 Carvediol & Carvediol 6.00 i 3.00
phospate ° |
(14 Ethambtol 60.00 i 10.00
s Risperidone 120 | 0% -
16 Amlodipin Besilate 6.00 3,00
17 gw,ytlmycin 12.00 . 20.00
18 Quina 4.20 0.00
19 Rarni § - .50 050
20 Levomepromazine Mafc.atc 12.00 0.00
21 Togtiramaic. i 35.00 ¢ 15.00 2 b 1]
22 Lamotrigine 35.00 10.00*
23 R & D batches — 240 5.00
Total 98346 " dos42s5___|

i______
Lhnnge in Product mix - New Products:

P

. Sr. Ne. Name of the prohuc( 5 -i Prupmd Cnpsmrs

gl . : 1 (IPY)
i 1 ) imipramin HCl i 3.00
- A mipramin Palmoate ] 1.00
| A | Nabumatone T 60.00

4. Desloratidine e 0.50 e

5. - Diacereine ) 3.00 3

® . b ! Fenofibrate ; 15.00 N
e T T Omeprazole mg. i 13.00

8. Sevelamet Het e e

9. Losarian pottasium e T10.00_ P

10. Atorvnmun R 15 5.00 <11 (g
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P - T | Levofloxacine : T

SO Memantine __ . .. lea o
: I3 Lamivudine : j 3

S Ciinademycin = T -

15, Esomeprazole i X T TR -

- 6. | Sevelmar corbonate A

[ 17. Pregramblin : W00

T .. | Mesataming W

19. ' Eszopiclone .50 T |

730, boloxetine ' .00 e
e 2L, Ziprasidone : 3.00 PO

L 22, Tolieradine % 0.50

e Lisinopril 65.00

‘ Total 395,50 e

{ Grand Total (Change + New) e 1449.75

Water Regairement: Source: MIDC

Progess: 200 m’/day;

Coaling water; 175 m'/day;

Drinking: 60 m*/day;

Green belt: 75 m /day;

Recyeled water: S10 m/day.
Efflneat generated: cxisting unit: 745 KL13: sdditionad eMueat: 400 mday.

Capacity of ETP : 1145 m'fday (Ta treat existing 745 m’/day and treat and recycle additional
400 m3/day The effluent shall be wreated in a full fledged in-housc efffuent treatment plant and
shall be discharged to the CETP; In case CETP is not in a pasition to acccpt this additional
efMucnt. a zero discharge unit consisting of reverse osmasis ynit. muki effect evaporator and drier
is proposed o treat the additional cffluent. Thus by virtue of this z¢ro discharge scheme 4 n
m3/day effluent will be recycled afier treatment and used forutility replenishment . In this case the
fresh water demand shall be 100 cu.m/day extra

Fuel requircment @ E s
Furnace oil: boiler: 5000 kg/Day: D.G. Set No. 3: 390 Kg/Hr and for D.G, Sct No. 4: 390 keHr

Salid Waste Management:
I. The process (mycelium) solid waste 18,1 MTD
7. Bio Sludge 582 MT/D from CTP Disposal:  use us rich manure for Agriculture

Horticulfure purposg
Combined Hazardous Wastc Generation duc to new proposal i
Iterm No. of
:r. generating Types of Wastes (ir?::;;: ; Disposal
%1 H.W. As per : AT,
Sehedule-l , fi o e
I 20.3/ 364 Distillation : 2 40 CHW-TSRE (MWMLYer |
| | Residue _ - . to_Authorised pasty o
i " pi ! i CHIW-TSDE (MWML) or
[ 2735
“2. 28.:!.1,, 3 EE?.M Carbaon , 1550 _l to Authriscd party
Pa, 5.1 Used Oil T 0035 Sale to registered recycled

0
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- Sl S  or to CITW-TSDFP
| Sale to registered recycler
4, 532 Waste Oil ; 0.02 or to CHW-TSDF
TS L e
? 5. 281 . Pracess Waste 3.79 to CHW-TSDF (MWML.)
' 10 manufacturer for
. d recyellng or to CHW.
G, 28.2 Spent Catslyse 0.367 TSDF (MWML) or to
mpistered recycler
l Onsite recycling and reuse,
Date Explred | onsite reoyclmg aﬂd off site
i SR FReE discard:':d:]:md off | Asand when | 464 (lZoi‘lE‘:cliop Alorage ,
i 28.2728.5 e . transportation, disposal o |
specification generaicd - ;
Phadite manufaf:tur'ef for recyeling
or to CHW-TSDF
g (MWML) K"
« | Onsile Recovery and reuse
: ! onsite or sale off site/
Spent Solvent / s Oifsite recovery or sale ro
i 027285 pgpcm ML I 7342 " anthorized Recyclers,
¢ - 3 Dispote to CHW- *
q___ i . TSDEMWML).
Discarded _ \ -4
g 333 1 containers’ As and when | Calleciion, storage,
. : Barrels/ Bags/ generated | decontamination & salke or
‘ Lmers retumn ta supplier
Chemicsl i ¥
comtaining residuc | Collection, storage, o
10. KRN | from e u:xden transportation, disposal 1o
decontamination | &Pt CHW.TSDF (MWML)
and disposal
o
i 281 1 Dried solids for il Collection, storage, i
K 2 i dryver (dry basis) ek < pfransportation, disposal to i
{ _ CHW-TSDF (MWML) i

1.

6.

Air poliution controf measarcs:

The fuel in ail the industrial is combuestible Fomace ¢il and HSD for the cmergency pawer
DG sets. So, in order to have minimum emissions of pollutants, advanced cambustion
devices have been instatled in various units. Combustion air supply is being related o the
requircnient and the fumace temperature is also contiolled.

The flue gascs emitted from the existing stachs being monitored regulacdy as per the
directives of Maharashtra Pollution Controf Baard.

. Collection of mcieoralogical data viz., wind speed. wind dircetion, temp & cloud cover (o

be carricd out along with ambient air quality monitoring studies within the Study area.
Ambient Air Quality monitoring withip (he stedy areg for the air pollutant parameters and
assessment ol existing status of ambicnt air quality,

Comparisan of Bascline Environment with peediction of Impacts on air environment due to
the activities in various plants & utilitics, :

Cvaluation of the adequacy of the proposed pollution contral devices ta mecet gaseous
emission and ambient air quality standars,
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7. Venl gas caustic scrubbers provided with well-designed stacks of required height $o tha
the gas would be discharged at a proper heighi 1o disperse the gases pollutants which ore
well with {n limits specified by MPCR

5. Adcquate stack height would be provided 1o boiler, DG sets, thermo pack as Air pollution
Equipment,

1. Stack height attachad to boiler : 45 1 with Diametet H3m
2. Stack height altached 10 DG sct no.3 : 48 m: Dismeter ;1.0 m
3. Stack height attached to DG set no.4 : 48 m: Diameter 1.0 m

Green Belt Development: Green belt; 40,161 sq. m (existing) and 10,640 sq. m (additional).
Cxisting no, of trees: 2183 nos. and proposed no. of frecs: 600 nos.

Environmental Management Plan: Capital cost: ¥ 1605 Lakhs and recurring cost will be 716

[akhs

The proposal has been considered by SEIAA in its 26" and 30% mectings & dezided to

accord environmental clearance o the said projoct under the provisions of Envirenment
lmpact Asses;smcm Notification, 2006 subject to implementation of the following terms and
conditions :

{i)
(ii)

(iFi}
(iv}
v

(vi)

{¥ii)

{viii)

qix)

(x)
(x1)

(xif)

This clearance is subject to conditions tipulated in MoEF" office memorandum
J-11013/572050-1A-11(]) dated 26™ October, 2010. .
"Consent for Establishment” shall be obtained from Maharashira Pollution Controf
Board wnder Air and Water Act and 8 copy shall be submitted to the Environment
department before start of any construction work at the site.

@ land development / construction work preliminary or otherwise relating to the
project shall be taken up without vbtaining du clearanice from respective authorities.
No gdditions! land shall be uscd ‘acquired for any activity of the proicet withous
obaaining proper permission. '

For conwrolling fugitive naturs! dust, regular sprinkling of water & wind shiclds a1
appropriate distances in vulnerable areas of the plant shall be ensured,

Regular monitaring of the air quality. including SPM & SO2 levels both in work zone
and ambicat air shall be carried out in and-2round the power plant and records shali be
maintained. The location of monitoring stations snd frequency of monitoring shall be
decided in cansultation with Maharashira Pollution Control Board {MPCB) & submit
report accordingly to MPCRB.

A dgetailed scheme for rainwater harvesting shall he prepared and implemented 1o
recharge geound water. -

Arrangement shall be made that waste water and storm water do not gt mixed.
Periodie momitoring of ground water shall be undertaken and results analyzed to
asceresin any change in the quality of water. Resuits shall be regutarfy submitted to the
Maharashtra Pollution Conteol Board, 3

Leq of Noise level shall be maintained as per standards. For people working in the high
noise urea, requisite personal protective cquipment like carplugs etc. shali be provided.
The overall noisc levels in and around the plant are sha!l be kepi well within the
standards by providing noise centrol measires including acoustic hoosds. silencars,
enclosures, e, On all saurces of noise generutivn. The ambient noise levels shall
confinn to the standards preseribed under  Environment {Protection) Act, 1986 Rules,
1684,

Green belt shall be developed & matnuined sround the plant periphery, Gfeen Belt
Development shall be carried cut considering CPCB guidelines including selection of
plant specics and in consultation with the local DEO! Agriculture Dept.
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fxiii)

(xiv)
(xv)
(xvi)

(xvii)

(xviii)

(xix)
(xx}

{xxi)
(xxii)

{(xxiii)

(xiv)

(xxv)

(xxwi)

Adequate safety measures shall be provided w limit Wre ik zone within the plant
boundary, in case of an accident. Leak delection dovices shalf also be installed at
strategic places for early detegtion and warhing.
Occupational health surveillance of the workers shall be done on a regular hasis and
record maintaived a5 per Factorics Act.
The company shall make the arrangement for protection of possible fire hazards during
msnuf'aciunng procsss in material handling,
The projest authorities must strictly comply with the rulcs and tegulations with regard
io handling and disposzl of hazardous wastes in accordance with the Hazardous Waste
{Management and Handling) Rules, 2003 (amended), Authorization front the MPCB
shall be obtained for collectivnyitrentmentSiorage/disposal of Sazardous wastes,
The company shall undertake following Waste Minimization Measures ¢

o Mectering of quantitics of active ingredicnts to minfmize waste.

sReuse of hy- praducts from the process as raw maxterials or 35 raw material

substitutcs in other process.

® Mn\dmlzing Recoveties.

s tse of automated material transfer system te minimize spilfage.

o Use of “Closed Feed” system into batch reactors,
Regular mock drills For the on-site cmergency management plan shall be carried out.
implementation of changes / improvements required, if any. in the on-site managemen
plan shall be ensured.
A scparste environment management cell with qualified staff shall be sot wp for
implementation of the stipulated environmental safeguards.
Transportation of ash will be through closed coatainers and all measurcs should be
taken to prevent spilling of the ash.
Separate silos will be provided for collecting and storing bottom ash and fly ash.
Scparate funds shell be sllocuted for implementation of environmental protection
measures/EMP along with item-wise breaks-up. These cost shall be included s part of
the praject cost. The funds carmarked for the envirenment prolection measunes shall
not be diverted for other purpases and year-wise cxpendnurc should reported to the
MPCB & this department

The project management shall advertise et least in two local newspapers widely -

circulated in the rogion around the project. one of which shall be in the marathi
iaugmge of the local coucerned within seven days of issuc of this Ietter, informing that
the project hias been sccorded environmental clearance and copies of clearance letrer
are available with the Maharashtrs Pollution Control Board and may glso be scen at
Website at hitpy/fenvis.maharashira gov.in
Project. management should submit half yearly compliance rcpom in n:spcct of the
stipulated prios cavironment clearance tcrms and conditions in hard & soft copies to
the MPCB & this departmetit. on 1™ June & 1* Docember of cach calendar yoar.
A copy of the clearance letter shall be sent by proponent to the concemed Municipal
Corporation and the local NGO, iCany, from whom sugpestions/representations. if any,
wyre received while processing the proposal. The clearance letter shiall also be put on
the website of the Company by the proponent. -
The proponent shall upload the status of compliance of the stipulated EC conditions,
incloding resufis of monitored dara on their webeitc and shall update the seme
periodicatly, It shall simultancously be sent w0 the Regional Office of MoFF, the
respective Zanal Qffice of CPCB and the SPCB. The criteria pollutant levels namely;
SPM, RSPM. SO, NOX (ambient Jevcls as well 25 stack emissions) or critical sectonaf
parameters, indicated for the praject shall be menitored and displayed at a convenient
location ncar the main gate of the company in the public donain.
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evavil) The project propanent shall alzu submit $ix menthly reports va the status of compliance
af the stipulated EC conditions including results of monitered data (both in hard copiey
‘as well as by e-mail) to the respective Regional Olfive of Mo¥F! the respective Zanal
(Office of CPCB and the SPCB.

{axviic)The environmentsl statemrent for each financial year ending 3™ Murch in Form-V as is
mandated (0 be submitted by the projeet proponent 10 the comcemed Stase Pollution
Centrol Board as prescribed under the Enviranment (Prolection) Rules, 1986, as
anménded subsequently, shall also be put on the website of the cotripany along with the
status of compliance of EC conditions and shall also be sent to the respective Regional
Offices of MoBF by e-mail, :

{xxix} The cnvirommental clearance is being issued without prejudice to the count case
peading in the court of Iaw and it does not mean that project propanent has not violagsy
any environmental laws in the past and whatever decision of the Hon'ble court will be
binding on the project proponent, Hence this tlearance does HOL give immunity to the
project proponent in the cass iled againss him, ‘

: ¢ : 2 :
4. The Environment deparument reserves (he right fo revoke the clearance if conditions

stipulated are riot implemented to the satisfaction of the départment or for that matter, for
any other administrative nason, -

5. Validity of Environment Clearance: The environmentsl clesrance sccorded shall be vafid

for a period of S years (o start of praduction operations by the power plant.

6. In case of any deviation or alteration in the project proposed from those submitied 1o this

departmient for clearance, a fresh reference should be made io the department to asscss the
adequacy of the condition(s) imposed and to incemotate additional environmenta!
protection measures required, if any, :

4. The above sripulations would be enforced among others under the Water (Prevertion and

Control of Pollytion) Act. 1974, the Air {Prevention and Controf of Pollution ) Act, 1981,
the Environment (ﬁmtection) Act, 1986 and rules there under. Hazardous Wastes
(Management “and Handling ) Rules, 1989 and its amendments, the poblic Liability
Insurance Act, 1991 and its amendments.

5. Any appeal against this environmental clearance shall tie with the National Environmental
Appellate Authority, if prefened, withig 30days as prescribed under Section 11 of the
National Environmental Appellare Act, 1997, :

(Vaisa R Nair Siaghy—""4
Secretary.Envireniment
departmen: & MS, SEIAA

Copy to:
I. Shri. Ashok Bassk, IAS (Retd.). Chairman, SEIAA, 502, Charjeville, ‘A" Roud,

Churchgate, Mumbai- 400 020, Maharashtra.
2. Shri. P.M.A Hakecm, IAS (Retd.), Chairman, SEAC, "Jugnu® Kottsram Road,
Calicut- 673 006 Kerla,

~1



3. The Secrctary, Energy depariment, Govt. of Maliarashtra, Mantralaya, Mumbai -
4[}0032 Mabarash[m

4. Member Secretary, Maharashira Pollution Control Dnafd, with request to display a
copy of the clearance.

5. The CCF, Regional Office, Ministry of Environment and Forest {Regional Office,
Western Region, Kendriya Paryavaran Bhavan, Link Road No- 3, E-§, Ravi-Shankar
Nagzr, Bhopal- 462 016). (MT}, '

6. Regional Office, MPCB, Thane.

7. Collectos, Thane,

%. 1A- Division. Monitoring Cell, MoEF, Paryavaren Bhavan, CGO Complex, Lodhi
Road, New Dethi- 110005,

9. Director{TC-1), Dy. Seeretary(TC-2),Scientist- 1 Enviropment departmernt

10, Scleet file (TC-3). c

Nen
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;E : h Guvermunent of Maharashtin

EC (Lupin) -2009/153CR1677TC.A
Envuonment department.

Roam No, 217, 2% o,

Muntealava Anmexe,

Mt 40 i3

Diste: 4™ Junnry, 29t 4.

To. _

M/ Lupin Limited.

Fial No. T-142, MIDC Tarapur,
Tal—Palghar, Dist — Thane

’ >
Suhject: Expansion of bulk drug unit it MIDC Tarapur, Dist - e by RS, Lupin
Limited - Environmental ¢léarunce regarding.

Reference- Even number epvimnmen clearunce letter dated |8 November, 201, °
(D
. Sir,
& 7] o i -
= This hus reference 10 your wimminication letiee an the above arentisnd
subikect v

2 Peaject information fromy documents submitted by you & considencd by SEAC &
SEIAA was summatized in even number envitonment clearance better dated 16'% Noviember.
AHHE i

¢ Informztion on following points Is modificd as-

Point No. {: Plog No, T-142 5

Point No. 2: Total Water sequirement 22270 m'duy:
Existing: 1760 m’iduy: Propuscit. § ) ity Supce. MIDC

Foint No. 3: Fuel used:

 Fuel use Exishing* j'l:rr{r;ni.l:{-ﬁy et o ]
= MT/Menth . o
W ' HSD o B 1437 157
! Furpace o1l 1ige 'ag 1 135]
— ! Agro vastc b 1403 e SN

Point No. 4: Alr pullution control measures:
_#ar Atmaspheric emission:

! SO2 emission dou Iy existing operazons SOV kfday

" Tulal SO2 emission due 1o existing, und AORS kyfday

| proposed operaions I g‘
]

i Increass of SO2 emission aver existing lcvels Negative(-7) kgitay
Lalerprogased expansion

(<}
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I Stack Heipht:

_Plant section & unils Stuck No. - _ {'_ﬁl_uangm Nam pround level (m)
25 WTPH & Tww combined sticks 45000
1 X 12 TPH existing boilers L) C & 57K
2 x 2.5 MW power genernos - 3 & 1 48.0 Exch

frun by FO) _ o
7 X 2.5 MW pawer generator : S&h ; 1 310 Each

emelgr:HC} power nnl_y (run

by HSD) ‘ s

4 x L2 MW cmergency 7t 10 [ 69 each abive root 5
Hwer generator e .

3 x 1.6 MW emedgency | 1010 13 8.4 cach ubove roof
_powet o gtm*riml e ] S W

Stand  by/ adlitional agro | 14 3k
| waste ; . o R e

¢} Scrubbers (12 nos.) of udequute capacity shauld be previded 1 Himil process cinissions a8
per the standurds specificd by MPCB 5

3 Project infurmation of all other puinis is as per minues of SEIAA Terms und
conditkans stipolated in even number envimnment cleurunce Iu'cx dated 16"y Novembes,
23U remiaing the same. Z" ;

(Vatsa R Nair Singhtv™

Seerctary,  Eaviranment
depurtment EMS, SEIAA

(=

Copy to: . ) . )
1. Shri. Ashok Basak, 1AS (Retd. ). Charzmun. SEIAA, 507, Chasleville. *A™ Road.

Charch gate, Mumbaij- 400 020, Maburashirs,

Shri. P.M.A Hukeem, [AS ?Ruid ), Chairman, SEAC. “Jugnu’ Km!'n.wn Road, ©

Culicut- 673 00 Kerla. "

3. Addivional Secretary, MOEY. 'Parvavarsn Bhawan' CGO Complex. Lodhi
Roud, New Delhi - 110514 '

4. Member Secrewry, Maharushing Pollei.on Contres uemr:j, with reguest

[
H

display a copy of the clearance.

3. The CCF. Rel:;'ﬂml! Office, Ministry of Envireement and Forest {Rcéinnxl
Office, Western chlun Kendriys Paryivacan Bhfn.m Link Roxd No» 3. E.3,
Ravi-Shanks Nagare, Bhopal- 462 016). (M P4,

6. Regional Office, MPCB. Thane,

Cotlector, Thare,

8. TA- Division. Monitaring Cetl, MaEF, Parvavarn Bhavan. €GO Compien,
Lodhi Road. New Dethi-1 18003, '

9. Drrectad TC-1, Dy Sevretar (TR Seientise Ly iremes dupeinwen

10. Select lile i 1035,

e

]




