I%*;AW&RASHATRA POLLUTION C{)NTROL BOARD

Phome o £010437/4020781 Kalpatary Point, 3rd & 4th floor, Sion- Matunga
(AOAT124/4035273 schieme Road Mo, 8, Opp. Cing Planet Cingma, Mear
Fax : 240445524 024068 4023516 Sion Circle, Sion (E),
Email encuiry@mpch. gov.in Mumbai - 400 022
Visit At @ bhrpsdmipeb.eoviin
Feodi/l .51 Dabe: Fgﬁ' 11 /20711

Corsernd No: BOAID-PAMSENC No.NK-T714 -1 1/E/€€- CAl- © q\

Consent to Establish under Section 25 of the Water (Prevention & Control
of Pollution) Aect, 1974 & under Section 21 of the Air {Prevention &
Control of Pollution) Act, 1981 and Authorization / Renewal of
Authorization under Rule & of the Hazardous Wastes ("\rT;magcment,
Haundling & Transboundry Movement) Bules 2008 AP
[To be referred as Water Act, Air Act and [ITW (M&H) Ruies k&‘spectlvEl}*]
CONSENT is horeby granted to ! ;
Mz Sun Pharnmm‘utmﬂl Industries Ltd
Plot No.A-T and S,MIDC Abhmodnagar,
Tal and Dist. Af‘lmednﬂgﬂr
loeated in the arves declared under the provisions ofthe Water Act, Afr act and
Authorization under the provisions of HW(M&H) Rules and amendments thereto
sulject 1o the provisions of the Act and the, Ru]m and the Orders that may be
made further and subject Lo the !(]!]01.1.']1;}'}‘ bel ;n% .a.nn;] conditiois;

1. The Consentto Establish for: expansmn with product mix is granted for a
period up to: Commissioning D__fthe UNIT Or 5 vears whichever is earlier.

2. The Consent is valid for the manufacture of Bulk Drugs & Pharmaceutical
producis as heiow-

A] Existing (Original) Iisf_t-fof'-';"_é'\‘pmdu

| 1. |Glt}nezepa_r_'s_-'| 450
|2 !Dobuiamir‘;e Hyvdrochloride 480
;3—'i'ﬁ}o{hic§p-=r= Hydrochloride ' 6000
IF4 Flurb|pmfen N S SEDD_D_ !
5. Tramadol Hydrochloride 12000
G _ :'-«'uesa;’amme N gD 22[][1[5_
i I Flurbiprofen Sodium . S B _- 1{] =
g, 'ZEE;E?[HLTH eate ; 3000
- & (Gabapentin 12000 |
. '.G-"__FEEJ;I:EVTF . _15#]0__ -
11 Letcp"obl SuccinateTartrate 36000
2. Pentoxify ilme ; 2,[],‘:?',,5,0 i

SR Alunednagaringd/Red 1,5 O TA55975 1




_1’% IF"WDx:Ldm Beiacyclmdex{rm =l 3600
T4 (Szriraline Hydrochloride | 300
18:. | Te:.ra"t.:uanazine ‘ SE}D
|16, |Acetonitile ‘| T
17, Metformin Hydrochlorde 1‘]64DDD
BT ,;S-ianzapirm P | 300 o
_“E i'?upro;::jon Hydrochloride R _1' 1800 f
| o |ﬁ~r1rrta.:apme ; =| g0 |
71 |,-=.t|::r'..r.;&.taln‘|e Lalmum 12
B Enyl phenidate HCI ) 25 "‘ 7
_ﬁi_ :Ri:‘pd{';“_"fj 50 zx ]
| 2 'PIGQH’[";Z_{JHE I—"ydmcnior:de éﬂ{l“ |
(25 Cisplatin . 120 |
PLEY Ca -_r_};_glctm i "1.'2[3 ----- ]
éT ‘*0d|l_|rr' Yaiproate : 10000 —li
21 _:Te_r.';i-mxuu, Hydroghloride - k 1200 i __'
|28 |Octreotide Acetate : He E B2
|30 ILeuproIiééAcetate . o L
_::l"l_“.; Desmoprassin acetate_. = 1 1B
32.  |Amifosmtine Trihydrate 200,
a3 ilf_}xalip!.ztin 3 G )
._:54 ! Cilalopram . 204
| 18, |: opidogrel Bjsmphate 1'600_ v
a6 R. vastigmine Tcariruie 1_0_9 4]
| a7 LFIFDZDk, | 1(){)“ s
£h: 8  lsradi ping e ¥ = 1{1
3% ___f*.-.l toxantrons - a‘_-,drauhlﬂﬂd& 2__ p
:4@ ILermnlmpme Hﬁ;drocHoride : E{JEI
?‘. 'lerasui-:jne Hydrochloride : 12DD
42 -Quctlapme Fumarate 1200
|4 3.- Dlisodit | Pa |*'||d’|:.~:1a..e 12{){] ]
Ak L_‘-cn':l':"'r_.-lld Bine " 400
| 45 | Eptifibatide ' 2
!_46_ ..:E-mutabme Hg,ru:lmcmonde *._DO_ =
| 47, \matinib nesylate 300
45, Zoledronic agid fﬂ_ o
j Irinotecarn I—%-J.fl:j.roc-hlﬂridi T

4
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e

0. 3 | Thymosin Alpha

0.2

-2

51. | Bivalirudin 5
52 |Ganirelix Acetate 0.1
55, | Fluvastatine Sodium 100
54 Docetaxel 2
EE; Terlipressin acelate 1
56. | Balsalazide 100

| 57. |Finasteride 10 ?
58, Anastrazole A 5 it
59. | Valacyclovir Ha0 NN )
5 Cesloratadins 500 £y
§1.  Metoprolol Tartrate with no water 48203.7
52, |Sodium Phenyl butyrate 25{) '
a3, Donepezil Hydrochloride TI,: ‘500

| 4. | Entacapong ; 500
85 |Memantine Hydrochloride -' 100 '
A6 Nateglinide 300
BT. Fantoprazole sedium 400
88, Phentaraming Hydrochloride 400
86, | Raloxifens tiydrochlonde & g 300

70, |Ropinirole Hydrochloride | ", 100
71 |Glimipride s Sl 200 ?

Lo i . 5 - SO
72. | Tegaserod Maleate | 100
T3 Temozolamide 10 |

Total 1395540 kglA
1395.54MT/A

B. List of products which proposed to decrease in production guantity.

i ¥ Existing " Proposed
Sr.No Name of product production gty. production gty.
- f— _ (Kg) {Kgl

1 Amifosting Thihydrate 200 21
. | Anastrazole ) 3 2

3 Alorvasialin calcium 3 {_}.82

4 Capecitabine 100 29

| 5 | Carboplatin : 120 14

T8 Cisplatin ) 120 4238

'''' 7 Clopidogrel Bisulphate 1000 500
T8 Desloratiding 3 600 100

g Desmoprassin Acetate 1 0.4
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Docetexel

2

0.47

Conepezil Hydrochloride

: D':.}'ﬂ':if_tp-:-r‘ Hydrochl-::nride_ :

| Eptifibatide

500

)

- BOOD

2500

2

g ST

: Flurbiprofen

38000

15100

| Fluvastatin Sodium

100

&0

Imatinit Mysilate

300

131

1

800

Letrozole

| Metformin Hf,id-raf_:-t-i'lﬁri{ie

| Mitoxanirone Hydrochloride

100

1164000

264

741480

2

. P 0T

2% | Oxaliplatin, TP g 6
74 | Pentoxifyline ( Oxpentifyline) RN, | soem
2E Piroxicam Betacyclodexirin 3600 ' 2507
26  Queliapine Fumarate | "12'5{.‘]' 1100
| 27 Rivastigmine Tarlrale | o, TH00 70
T 28 Tegaserod Maleate : 100 .' 10

Oclieolide Acetata

1

LN 0.06

| Dlanzapine

300

247

| Tetrabenarine

300

183

| Ziprasidone Hydrochloride :

1200

100

Zaledronic Acid

o
S

T
4

140

0.05

' Tota E

1198.92 MT/A

769.74 MTIA

C. tist of products in which production guantity is proposed to increase.

- EL;pﬂrup[p."‘t_llﬁ.f'd{i::t':.ﬁlt_:!_ri{ie

Name of product

Atorvastatin ealcium

Existing

Proposed Qty.
Prod. Ka/ A

preduction gty.
12

250

1500

~ 636a. |

| Clonazepam
Dobutamine Hydrochioride

480

1055

480

1051

| Fingsieride

| Flurbiprofen Sodium

10

io

Fluvoxamine Malaate

e

| Gabapentin

12000

Ganirelix acetate

0.1

Gemcitabine Hydrochloride

frinctecan Hydrochloride

100

5

10

Leuprolide Acetate

5

fleioxicam

1500

['-.'-ﬁm;r}a;rn_[l'ﬁ'é Hydiochioride

100
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|18 | Mesalamine ( Mesalazine) 22000 180000

17 | Metoprelo u' QL.;:mcte 3800 4800

i Meloprolol Tartrate ~ 120000 122321
19 | Pantaprazole sodium 400 4000

20 Fhenteraming H;drcchloridé 400 500

21 | Fioglitazone Hydmcﬁ[c&rrde 300 a00

22 | Raloxifene Hydrochloride 300 1000

23 | Sodium Valproate 10000 30000

24 Temozolamids R 1] 515] e

25 | Terlipressin Acetate 1 oos |
26 Thymosin Alpha -1 0.2 AT

27 | Tramadol Hydrochloride 12000 81468
| 2B | Venalafaxine Hydrochioride 1200 14900
L | Total 189.21 MT/A 520,36 MT/A
L. List of proposed 37 Nos of Products—:

Existing, .5 ™l

Proposed Qty.

_ LB B prmiluct production gty. . | Prod. Kg/Year
|1 Acitretin I | 1500
| 2 Amisulprids = 2000
|3 Atosiban acetate m b8
T Adapalene B 15
5 Bicalutarnide Ar b 315
6 | Bortezomib %, 0 0.2
% il EBendamusting Hel o N
| 8 | Calcitonin & ] 018
| & LﬁtrﬂrLij Acetate o RS T 0.01
10 | Chilorothiazide 0 YRR
11 Decitabine 0 10
.12 | Desveniafaxine I—umara:u St TR 320
13 | Divalproex Sodium 0 100410
| 14 | Esomegprazole magnesium e 160
15 | Eszoplicone 0 10
16 | Exemeslane 0 7
. _i___;__'i‘ﬁ_:lfl,’_*-wﬁ ok e T |
18 |'Glucagon 0 10
3] lbandecnic acid monosodium | 4] 146
200 | Isotretinoin b 0 &
21 Lamalriging R, ,';' )
22 Lansoprazole 0 700
23 | Lenalidomide O 10
24| Naratriptan Hydrochloride 0 5
_ 25 | Olopatading g 10
| 26 | Palipgridone palmitate g R
= FPemetrexed disodium {0 1
28 Pramlintide acetate L 0 0.05
29 | Pregabling o 1110

Ly




“E ' Ri_&j&:d-:'f}!‘:afe sodium TRk 50
i1 Tazarotene F 2
32 | Tenatoprazole a0 10
| 33 | Teriparatide B 0.05
| 34 | Temsirolimus i 1.5
35 | Febuxostat 0 [i5 0.05 _
| 38 | Fulvestint _ : 0 - 0.5 =]
& | Dmeprazole ;i : i 0 0.02
| Total il 0 = 105.44 MTIA
Total production for all above(List of B+C+D) products shall not exceed
1385.54 MT/A.
3. CONDITIONS UNDER WATER ACT:

(it The daily guaniity of trade effluent from the factory shall be NIL.

(il The daily guantity of sewage eflluentdrom the factory shall bie 'NIL-._. o

(it Trade Effluent ; For Existing- e T
Treatment : The applicant shall provide comprehensive. treatment system
consisting of primary ! secondary andfor tertiary trealiment as is wairanied with
refererice to influent quality and operate and maintain, the same continuously so
¢ o achieve the guality of the treated effluent to the follewing standards |

1) pH . Batweén 55 to 9.0
21 Suspendad Solids Mot to exceed 100 mgil.
2 BOD 3 days 27 Deg. ©.__ %, «Not o exceed 100. mall.
4) COD % Mot to exceed 250  mgdl.
&) il & Grease : Mot to exceed 10 madl.
&) Total Dissolved Solids + Mot to exceed 2100 mgil
73 Chlarides Not to exceed 600 mall.
g8 Sulphaies. & Not to exceed 1000 mgll.
o Phrenolic compound Mot to excesd 1 magil.
10)  lran E Mot to exceed 3 mgl.
11) Zing: " &% Mot to exceed 3 mgil
12} . TotakFAmmonical Nitrogen — Mot fo exceed 50 mgll.
13) “Sulphides as S : Not to exceed 2 magll.
143 .. Chromium (Hexavalent) Mot to excaed 3.1 mgfl
(i} Trade Effluent Disposal : The treated effluent of 70 M3iday from existing

operations shall be reusedirecycled minimum up to 70 % in the process
including cooling/flushing and remaining shall be disposed on land for
gardening cndy. _

(i) Sewage Effluent Treatment: The applicant shall provide comprehensive
treaimant system as is warranted with reference to influent quality and
operate and maintain the same continuously so as to achieve the guality of
{reated effluent to the following standards.

(1) Suspended Solids Mot to exceead 100 mgll.
ey BOD 3days 277 & Mot to excesad 100 mgfl.
(vi]. Sewage Effiuent Disposal : The treated domestic effluent shall be soaked ina
soak pit, which shall be got cleaned periodically. Overflow, if any, shall be used
on land for gardening { plantation oniy.

{vii}. Non-Hazardous Solid Wastes :

Type of Waste : [ Qty | Treatment | Disposal
NIL = | - E

SRO Ahmednazan indHed LS (I REY ik {4




{viil Other Conditions: - The industry shall monitor effluent guality regularly.

&, The applicant shall comply with the provisions of the Water (Prevention &
Control of Pollution ) Cess Act, 1877 { fo be referred as Cess Act ) and Rules
thars under:

Thne daily water consumption for the following categories is as under{existing}-

iy Domestic 13.0 MDD
(i} Indusins! Processing T0.0. CMD
(i) Industrial cooling/ Floor washing... 3600 CMD
{iv) Agricuiture/Gardening 140.0 CMD

The applicant shall regularly submit to the Board the returns of water
consumption in the prescribed form and pay the i>ess as specified under
Section 3 of the said Act. s

5.  CONDITIONS UNDER AIR ACT: ol %
(v The applicant shall install a comprehensive control system consisting of control
squipments 3 is warranted with reference to generation of emission and
operate and maintain the same continuously so as o achieve the level of
polluiants to the following standards; - -
A) Control Equipment:

1) Serubber of adequate capacity shall be provided to process reactor to control
the emissions & shall be operats properly & continuously.2. Scrubber/
Bagfilter shall be provided to Briquette/Coal fired boiler.”

2) There shall not be any fugitive emission. ~ &= = M
B} Standards for Emissions of Air Pollutants g
(i} SEM/TPIM Molto.exceed - mg/Mm’
{ii) S02 (process) Mot to exceed - Kg/Day.

e
s A,

O} The applicant shall observe lth'é_'\fa[lﬁ-wing fuel pattern:-
(ii Scho Type of'Euel . Quantity

- o —_—

The applicant shall erect the chimney(s) of the following
specifications:- .
Sr.No. Chimney attachad to Height in Mtrs.

(i) The applicant shall provide pors in the chimney/(s} and faciliies such as ladder,
platiorm eic, for moniloring the air emissipns and the same shall be open for
inspection tofand for use of the Board’s Staff. The chimney{s) vents atiached to
various sources of emission shall be designated by numbers such as 5-1; -2, etfc.
and these shzll be paintedidisplayed to facilitate identification.

{iv)The industry shall take adequate measures for control of noise levals from its own
sources within the premises o as to maintain ambient air quality standard in
respact of noise to less than 75 dB(A) during day time and 70 dB(A) during night
time Day time is reckoned in between 6 a.m. and 10 p.m. and night time i3
reckoned belween 10 p.m:and & a.m.

(v) Other Conditions:
1 The industry should not cause any nuisance in surrounding area.
2) The industry should monitor stack emigsions and ambient air guality regularly.

6 CONDITIONS UNDER HW (M,H & T) RULES, 2008: ;

(i) The applicant shall handle hazardous waste as specified below:-

Sy, | ltem No_ of Process ' Type of Waste | Quantity | Dispasal |
Mo | Generaling HW. as per

T el
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7. Whenever due {o any accident or othér unforesesn act or even, such emissions
OCoUr or is apprehended to occur in excess of standards laid down, such
nformiation shall be forthwith Reporied to Board, concerned Police Station, office
of Directorate of Healith Services, Deparment of Explosives, Inspeciorate of
Factorizs and Logal Body, In case of failure of pollution control equipments, the
production process connected o it shall be stopped.

8.General Conditions-
1. The applicant shall maintain good house keeping and take adequate measures for
Cantrol of pollution from all sources so as not to cause nuisance to surrounding
arealinhabitants. "

|| The appticant shall bring minimum 33% of the available open land undnr gr@@n
coverags! plantation:

I, Selid Wasta — The non-hazardous solid waste arising in the facfi}qi p?erﬁises
swaepings, etc. be disposed of scientifically so as not to cause.zny: ntisance /
oolletion. The applicant shall {ake necessary permlssmna frmm civic authorities for

disposal to dumping ground. : ot

P The aprl cant shall provide for an alternate electric pt_:}*.f«é{'é&i]rce sufficient (o
onerate all pollufion control facilities installed by 'the applicant to maintain
COIM phance with the terms and conditions of the consent. In the absence, the
applicant shall stop, reduce or otherwise, contral production to abide by terms and
canditions of this consant regarding ;}:}ltuuoﬂ Eevels

W, The apnlicant shall not change or alier the quantlw quality, the rate of discharge,
temperature or the mode of the efﬂunpta’em:ssmﬁs or hazardous wastes or control
equipments provided for wﬁhaut prﬁwous written permissicn of the Board.

VI, The applicant shall provide facility for collection of environmental samples and
,Jsmrﬂlea of trade and sewsge effluents, air emissions and hazardous waste to the
Board siaff at the terminal or designated points and shall pay to the Board for the
seruiuea rendered inthis behalf.

VIl The applicant shail make an application for renewat of the consent at least 60 days

before the date of expiry to the consent -

Vil The firm shall submit to this office, the 30" day of September every year , the
Environmental Statement Report for the financial year ending 31% March in the
arescribed Form-\ as per the provigions of rule 14 of the Enviranment {Protection)

(Second Amendment) Rules, 1982,

% Arninspection book shall be opensd and made available to the Board s officers during
their visil to the appiicant. :

. The applicant shall install a separate meter showing the consumption of enargy for
aration of domestic and industrial effluent treatment plants and air pollution control
system. A register showing consumiption of chemicals used far treatment shall be

rnaiiained.

X Saparate drainage system shall be provided for collection of trade and sewage
sffluenis. Terminal manholes shall be provided at the end of the collection system
with arrangement for measuring the flow. No effluent shall be admitted in the

R LSS4T S b




pipes/sewers down stream of the terminal manholes. No effluent shall find its way
other than in designed and provided collection system.

Al Meaither storm water nor discharge from other premizes shall be allowed to mix with
the effiuents from the factony.

09. The consent should not be construed as any excmption from obtaining necessary
NOC from other Gove, agencies as may deemed it necessary.

i This consent is issued in accordance with the pollution load assessment
cerificate issued by Padmashri Dr. Vitthalrao Vikhe Patil College Of
Enginesring, Ahmednagar vide letter No. COEAI/CIvIl DQITestmgfzﬂ“I‘iMES’i
i FBIGe20701.

This consent is jssued pursuent to the decision of Gonsent Apprlasal
Commettee meeting of the Board held on did. 09/ 11 7 2011. .

e
ety

12. Capital investment is Rs 160/~ Crs.existing + Rs 33/- Crs. Expansmn Tmal Zlis Bs.

1923.0/-Crs
f%“‘% L2
Mq“ HEE

?
(Milind Mhaiskar. IAS)
Member Secretary

oy c@ :
; ey
"a 4[[ wl ot
Mis. Sun Pharmaceutical [ndumnes Ltd
Plot No. A- TlA- 8, MIDC, ﬁfimeﬁnagar,
Dist. Ahmednagar.
Copy Lo
1) Regional Officer, MPCB; Nashik I+ They are directed to ensure
21 Blb-Regional Officar, M F’C'B': Ahmednagar » compliance of consent conditions
3 Chisf Accounts ufﬂf;t:r MPCE, Mumbai
Raceived Consent fee of -

Amount - D.DMo. Date Crawn on
Fs. 00,000/ 013453 aft2i2010  ICICH
Fs. 25,000/ 017051 30092011 ICICH.

4} Cess Branch, MPCE, 2] Master file.
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