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Kdpataru Point,  3rd &
Scheme Road No. 8, Opp
Sion Circle,  Sion (E),

Mumbai .400 022

I?ED/L.S.I

Oonsent No: BO/PAMS/OIEIC NO.NM-26 i0_. I t/CC_

Date: I

c  A r  -  7  p
Oonsent to operate under Sect ion 26 of the Water (Prevent ion & Control  ofI'ollution) Act, l974 & under Section 2I ctfthe Air iprevention & Control ofI 'o l lut ion) Act,  1981 and Authorizat ion /  Renewal of Authorizat io* under
Flule 5 of the Hazardous wastes (Manag.ement, Handling & Transbotndry
l{ovement) Rultes 2008

l'To be referred as water Act, Air Act and lrw (M&H) Rulesir.espEctivelyl.

CONSENT is hereby granted to
lWs Reliance Life Scir:nces pvt. ,I,ti i. , .. ,

Plot No. R-282, TTC Indl.,trea,.,
M.IDC Rabale, Thane BelapuS.fitra&,

Navi Mumbai,  Thane,dOOtOf .

located in the area declared under the provisions of the Water Act, Air act and
Authorization under the provisions of I{wUvte}D R'ules and amendments thereto
subject to the pr<lvisions of the Act and tUe',gtrl€s and the Orders that may be made
ftrrther and subject to the following terms"ahd conditio's:

r '  The consent to operate is granted for a period up to: 30.04.2016
2,,  The Consent is val id for -

a) R & D act iv i ty pei tainirrg to cl in ical  test ing and research, medical ,  Bio-
technology industr ial  Bio-technolog1,.  Plant Biotechnology and for the fol lowing
prod uct Manuftiotur.ing.

b) For cGMP Units

/  l>/2011

l Therapeutic Protein 25 KeAI
2 Monoclonal Antibodres 50 Ke fM
d CelI and Gene Therapies 1000 l)rocedures
+ Bio- Chemicals and Nutraceuricals 3000 Kellvl
5 Plasma Proteins

a) Intermediates 35000 KgrtuI
b) Albumin 21000 l{eIM
c)  Immunaoglobul in 3500 I{e/M
d) Factor VIII 24000 I(sfM

o Biotechnology bv products

Spent Celire 9000 I(s/j{

iii"
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c) For API Units

1 Clopidorrel Zi) Kg/UI
2 r emozoloamlde 80 Ks A4
J Zoledrinic Acid 8 Ke/M
4 Rizatriptan Benzoate 10 KsfM
5 Arepiparazole 1 5 Kgfivl
6 Irbesartan 25 I{eA4n Eszopiclone 25 KEB.{
8 T,ocuronium Bromide 25 s',&fq Aprepitant 25 Ks'AI
l0 Exemestane 20 Kg,&I
r I lvledroxy progestrone 1,0 'Ks lM
12 Ethyndiol diacerare i'c) KelM
1 3 Estriol 15 Kg/l\{
I 4 Estradiol 20 Kg/lVI
t 5 Ely.ryl Estradiol 50 KefM
I C I Medroly Megestrol .-' 10 .Ks/M
1 7 Samnetrol Xinafoate 1 5 KslM
1B Finasteride 30 KgllVl
1 9 Dutasteride 1 0 KclM
20 D ulaxitene Hydrochloriclq',,, 1 5 Ks'fM
2 I Pemetrexed dispditm, -" - 25 IKs/M

Total Prq@& e"*tity 508 Ks/M

at one time & production
total production remain

Note: Maximum 6 ApI,s ;fu: #"nufactured
capacity not to excee.dr'\{0"''+kg/day, however
unchanged, i.e.508.0 Kgll4 i '

3. CONDTTTONS UNDEB"WATER ACT:
!l).11" dailv quanfrbiltftfti'ade effluent from the factory shaii not exceed 6z0.b0Ms.
(tt)'I'he daily qu?{tit$!of sewage effluent from the factory shall not exceed 10g.b0M3.

. .r.:* -

t shall provide comprehensive treatment system consisting
nd/or tertiary treatment as is warranted witli reference to
rte and maintain the same continuousry so as to achieve thequality of the treated effluent to the forowing standards:

1 pH Between 5 .5 o n
z Oil & Grease Not to exceed 10 ms/l
L) Suspended Sol ids Not to exceed 100 mq/|.
4 B O D  3  d a y s  2 7 ' C Not to exceed 100 mq/| .
5 COD Not to exceed 250
o TDS Not to exceed 2100 mg/|.
7 Chlorides Not to exceed 600 me/l
8 Phenolic Compound Not to exceed 1.0 me/l

Nav_' i  M unrbai l l l lnd/Redil  S.y0 I 049525



T"st o.l fish should 
"horlr 

g0 %Eo,rl r"t io 96 .Hrs.

(iv) Trade Effltrent Disposal: The treated industrial effluent shall be reused /recycledto the maximum extent and remaining shall send t6 CETp for ftLrthe.r treatment.

(") sewage Effluent Treatment: The appricant, shall pro.vide comprehensivetreatment sy'stem as is warranted rvith ,eference tc, iJuent q",,,rliy 
"ol*oi"."te 

andmaintain the same continuously so as to achieve tit,r q"^rrr, of tr:eated effluent to thefollowing standards.

(vi) sewage Effluent Disposal: The treated domestic effluent s'hall be srgkb&r a soakpit, which shali be got cleaned periodicall5,. Overflow, if-rrry, sjhallfhhsJi on ta.,,t
pit, which shali be got cleaned periodicall5,. Overflow, U,"r, ,;il;$lffiff:l il:;for gardening / plantation only. 

- '  --gv'r '  ,- q' 

{,".., x 3llF.E: i
. q ' \ .

ir*]"*"i
(vii) Non-Hazardtous Solid Wastes:

n ;;"1* 1,

"i" 
tttt*

1 Emptv glass bottle 6"0 'MT/A NIN'IMC
2 vyOoden boxes J[."ob"'MT/A NN'TMr'
.J Su,eeping (mrxed materialsj ;"64[-db MT/A N]\,fM(l
A Cardboard boxes 2zt:00 MT/A NITMC
5 rlant, trssue Uu_lture waste 100 MT/A NN,I]\4C

(ii) Water gets P
Pollutants.#t-Bhd'&radable 1816.5 CMD

(iii) Water ge6nP"o*[fffed, pollutants
are no!ffodpgradable & Toxrc ... tl.OO CMT)

(iv) IndustiidTK$oling, spraying

__ . i_l fi{qh"nits or boile: feed ,400.00 CMD
I'he'tapplrd^nt shail regularly submit to the Board the returns of watercorLsugp-tiih'rn'the prescribed form and pay the Cess as specified uncler Siection B of thesaid "Aci. 

1"

5. CONDITIONS IJNDER AIR ACT :
(t) The applicant shall install a comprehensive control systr:lm consistrng of

contlol equipments as is warranted with refer"rr"" t,:) gun,rr.lion of
emrssion and operate and maintain the same continuously so as to
achierve the level of polrutants to the foilowi'g standards;
Control Equipment:

I' Scrubber of adequate capacity should be providerl to limit
emissions and also to any other sources of emissic,ns.

ii. There shall not be any fugitive (secorLdary) emissi'ns

b. Standards for Emissions of Air pollutantsr:

(1) Suspended Solids
(2) BOD B days 27o C.

Not to exceed
Not to exceed

100 mg/I.
100 mg/I.

(viir)other conditions: Industry should monitor.effluerrt quality re5r,lar11,.
4' The applicant 

:l"tl gomply,.ylt$ib"..provisions of the warrer l.prevention &
::li:"l:li:l]li'"-! cess ActlxwS*ito"b" referred as cess Acrr) and amendmentRules, 2003 there under ., f *" j

The daily water.ottru-*bt*rbn*cnrlrr" following catelgories is as unde:r:
(il Domesl;ic purposeE*a a,ir,. 

124.5 CMD

(r) S.PM/TPM Nor to exceed
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(ii) IFICL
(iii)I\H:
(iv) SO2

Not to exceed
Not to exceed
Not to exceed

i}5.0 mgAtrm3
150.0 ppm
:\852Kglday

(iii)

The applicant shall observe the followin

Furnace Oil

6.
(r)

(ir) The appl icant shal l  erect the chinuney(s) of the fol lowing

Standards for Stack Emissions:

ifrcaticatrons:-

1 Boiler 1 No 33 .00
2 Boiler 2 No 48 00
t) Furnace -AC2OII Plant ?too ---:i;t*
â D.G Set (2575 KVA) (2 Nos) 10.00 ab"&ve tiidroc,f

Ttre applicant shall provide ports in
Iadder, platform etc. for monitoring th
open for inspection toland for use of tl
attached to various sources of emission
S-1, S-2, etc. and these shall be painted,r d=fbplayed to facilitate id.entification.

(iv) The industry shall take adequate,heasures fbr control of rroise levels from its
own sources within the prefrises so as to maintain ambient air quality
stzrndard in respect of frois,e bo,less than 75 dB(A) durin.g day time and 70
dB(A) during night time-,.Day.time is neckonerl rn between 6 a.:n. and 10 p.m.
and night time is ree}drr-Adbetween 10 p.m. and 6 a.m.

(vi) Other Clondition€i3..-
1) The indusU6gr\liitrld not cause any nuisancer in surround.ing area.
2) The jn,ii{S.'fty shbuld monitor stack emissions and ambient air quality

7. Conditions
the D.G. Set should be controlled by provir:ling an acoustic

insertion loss of 25 dB (A) shall also be provided. The meas,urement of
inse.rtion loss will be done at different points at 0.5 meterrs frlm acousrrc
enclosure/room and then average.
The industry shall take adequate me,asures for control of noise
leve:ls from its own sources within the premises in res]:ect ,c:[ noise to
less than 55 dB(A) during day tiine and 45 dB(A) cluring the night
time. Day time is reckoned between 6 a.m. to 10 p.m and nrLght time is
reckoned between 10 p.m to 6 a.m.
Indurstry should make effo:rts to brrng down noise leve.L due to DG set,
outside industrial premises, within ambient noise requilements by
proper sitting and control measures.
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f.

Inst;allation of DG Set must be str-rctly
recommendations of DG Sert manufacturer.
A proper rrutine and prerventive maintenance
should be set and foliowed in consultation with
which would help to prevent noise levels of DG
with use

in c,ompliance with

procetlure for DG set
the DtG manufacturer
set from deteriorating

D.G. Set shall be operated only in case of p,rwer failure.
The applicant should not cause any nuisa,nce in the surroundins area
due to operation of D.G. Set.

8. CONDITIONS UNDER HAZARDOUS WASTE (IVIANAGEMEI\IT, HANDLING
TRANSBOUNDRY MOVEMENT) RULES, Z00B: ir,:

(r) The Industry shall handle hazardous wasters as specifierl be}rw.,,.' .

Sale to ,authorized
le r/re-processor

Sale to ,ruthorized
cle r/re-Drocessor

. (it*r* jlYeatment: - NIL
r+1

:iiFu ,,. ^u"- 
t"

9' Wharrever due to any accident or gas leakage or other unforeseen act or even, such
emissions occur or is apprehended to occur in excess of standards laid down. such
information shall be forthwith Reporbed to Collector', Directorate of Irrdustry, Safety
and Healt;h, Police Station, Fire Brigade, Directorate of Health Se,rvices, Department
of Explosives, Iloard and Local Body and the production process shouid be stopped by
taking all necessary safety measures. The industry rshall also monitor the emission
and ensure that the emissions do not cause any harm or nuisance in the surround.ing.
The industry should not restart the process without perrmission of t;he Board and other
statutory orgarLrzatron as require undor the law.

e .

o
b .

h.

S\O Navi lr{umbai I1/Ind/Red/L.S.Il01rA49525

5.1 Userd /  Spend o i l toauthorized

Tr:eat :Ln ETP/ sale
atrthorized recvcler
Serle to authorized

20. 1 Contaminated aromatic,
aliphatic or naphtheric solvents
nray or mav not be fit for reuse
20.2 Spent aqueous ethanol

20.2 Sent solvents ( Ethvl ace
Butanol. I nol, Methanol
28.I Residues and wastes C}IWT{JDF
28.2 Spent  Cata
28.4 Date Expired, discarded"

if ication druss/ rnediofufes,n,'!t
C]]WTSJDF

28.5 Spent O
3,4. 1 Flue Gas c-eani
3,1.2 Spent ion excha
containing toxic metals 'i

3.1.3 Chemcia.l slUd#lfrom waste w
treatmernhDlar l6 

' .

33.3 HDPE i LDPE/PVC contain,:r-

ronic a:rd electrical



l0.lndustry shall comply with following additional conditions:
i. The applicant shall maintain good housekeeping and take adequat;e

control of pollution from all sources so as not tcr cause nuisirnce to
area I inhabitants.

ii. The applicant shall bring minimum 33% ,rf the available open land
coverage/ t.ree plantation.

;\&d 30th day of September every year, the

measures for
surrounding

under green

iii. Solid waste - The non hazardous soliC waste arising in thLe factory premises,
sweepings, etc., b= disposed of scientifically so as not to cause any nuisance /
poliution 'llhe applicant shall take necessary permissions from civicr authorities for
disposal to dumping ground.

iv. The applicant shall provide for an altemate elerctric power sour'le 1s-\ufficient to
operate aI.[ pollution control facilities installed. by he aptrrlicanL6 {obrittt"itt
compliance with the terms and conditions of the consent. tn $rfuh€nce, the
applicant shall stc,p, reduce or otherwise, control production terms &
conditions of this consent regarding pollution levelis. {'i.}.}-'-'
The appricant shall not change or alter quantity, quaftty., tLelraie of discharge,v. The applicant shall not change or alter quantity, quafttq, th,gprite of discharge,
temperature or the mode of the effluent / emrssions or ha*doris w:rstes or control
equipments provided for without previous rvritten ngpibsi$n of the Board.

vi. The applicant shall provide facility for collectiorr",bS"ehvironrnentzrl samples
samples of trade ald sewage effluents, air emissiiln'dffid haza.rdous wastes to
Board staff at the terminal or designated p$intb didshall pay to the Board for
services rendered in this behalf. 

' ', ,"'"'
vii. The applicant shall make an applicatie$"'f,9r-ienewal of the const:nt at

days before the dale of the expiry of tl*b\$qs6nt.
viii.The firm shall submit to this offie3':-"-te8 30th dav of Sentember €)verv

and
the
the

Environme ntal State ment
prescribed Form-V as pre t
(Second Amendment) R

ix. As inspection book s

least 60

,ihe financiaLl year ending 31,'t March in the
of rule 14 of the Environment fProtection)

ned and made eLvailable to bhe lloard's officers
nt.

elec;ric meter showing the <:onsumption of
ndustrial effluent treatment plants and air
rorving consumption of chernicals used for

rc,vided for collection of tra<le and sewage
re provided at the end of co.Llection system
tlow. No effluent shall be admitted in the

,rmrn&I manholes. No elffluent shall find its
ded collection System.
rom other premises shall be aliowed to mix

' with the effluents from the factorv

This consent shall not be construed as any exemption from obftrirung necessary No
Objection Certificate from other Govenment agencies asi ma.y deemed fit
necessary.

If CETP cannot operate efficiently for achieving standarcls and problem of
pollution occurs, industry shall voluntarily stop the production or: total effluent
shall be reused.

during their visit to tlrqaf

1 1 .

t2.
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13.

t4.

1 5

Industry shall submit Bank Guarantee of Rs 5.0 Lacs for operation and
maintenance of ETP and achieve effluent standards.

This consent is issued as per the decision takerL in the meeting of the consenr
Appraisal Committee of the Board held on 07l72|2OIL

The Capita' investment of the industry is Rs. 208.90 Crore
(Exist ing C.I .  Rs. 116.33 Crores * Expansion l ls.  92.b2 Crores)

To,
lWs Relaince Life Sciences Pvt. Ltd.
Plot No. R-282, TTC Indl. Area,
MIDC Rabale, Thale Belapur Road,
Navi Mumbai, Thane,- 40070I

Copy to :
RO,Navi Mumbai ASRO, Navi Mumbai- Il

They are din:cted to collect Bank
compliance of consent conditions.
CAO/Cess Branch,Master file.

Received Conserrt  fee of -

of,tti 5.0 Lacs and ensureGualantee

28 Feb 2011 ICICI Bank
Canara Bank
Canara Bank
ICICI Bank

23 Feb 2011
L12434 23 Feb 2011

10 Aus 2011
08 Nov 2011 Canara Bank
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