
MAHARASHATRA POLLUTION CONTROL BOARD 
Kalpatam Point, 3rd & 4tii floor, Sion- Matung 
Scheme Road No. 8, 0pp. Cine Planet Cinema, Near 
Sion Circle, Sion (E), 

Phone 

Fax 

Email 

4010437/4020781 
/4037124/4035273 
24044532/4024068 /4023516 

liA/URASHTKA 

Visit At 

ast@mpcb.gov.in 

http://mpcb.gov.in 

Mumbai -400 022 

Orange/L.S.I 

Consent No: BO/AST/O/EIC NO.PN-20759-14/CC-03'?f8 Date:2Jf /Of/2014 

Consent to Operate under Section 26 of the Water (Prevention & Control of 

Pollution) Act, 1974 & under Section 21 of the Air (Prevention & Control of 

Pollution) Act, 1981 and Authorization / Renewal of Authorizatioir-under 

Rule 5 of the Hazardous Wastes (Management, Handling & TransBou^dry 

Movement) Rules 2008 

[To be referred as Water Act, A i r Act and H W (M&H) RuIesXfS^fectively]. 

C O N S E N T is hereby granted to 

M/'s. Fresenius Kabi India Pvt. hxcL 
A-3, MIDC Ranjangaon, ~ 

Tal-Shirur, Dist-Pjini^*C , 

\ 
located i n the a rea declared under the p r o v i s i o i ^ i ^ the Wa te r Ac t , A i r act and 
A u t h o r i z a t i o n under the provis ions of H W ( M ^ E ^ Ru les and amendments thereto 
subject to the prov is ions of the Ac t and the^ ^ ^ e k a n d the Orders tha t may be made 
fur ther a n d subject to the fo l lowing term'^and'cdndi t ions: 

1. The Consent to Operate is granted/pr a period up to: 31/03/2018. 

2. The Consent is valid for^ 
Intravenous fluid formuh 

%^maceuticals Products of various types of 
1,41,000 Litrs / Day -

Sr. No. Product Name 

01 H a e s - S t e ^ 

02 H a e s - S t e f ^ % 

03 H a e s - ^ ^ J O % 

04 Sodyinflj^CMoride Injections 0.9 % w/v. I P 

05 Ch lo r ide Int ravenous In fus ion B P 
06^ i * ! l ^ ^ o s e In ject ion 5.0 % w/v I P 

, ̂ ^ c o s e In t ravenous In fus ion B P 50 g/1 
"iDextrose In ject ion 10.0 % w/v I P 

09 Glucose In t ravenous In fus ion B P 100 g/1 

10 Dextrose In ject ion 20.0 % w/v U S P 

11 Dextrose In ject ion 25.0% w/v IP 

12 Dextrose In ject ion 50.0% w/v I P 

13 Glucose In t ravenous In fus ion B P 500 gA 
14 0.9 % w/v S o d i u m Chlor ide & 5.0 % w/v Dextrose In ject ion I P 

15 0.9 % w/v Sod ium Chlor ide & 5.0 % w/v Glucose In t ravenous In fus ion B P 

16 0.9 % w/v S o d i u m Ch lor ide & 10.0 % w/v Glucose In t ravenous In fus ion B P 
17 0.45 % w/v Sod ium Ch lor ide & 5.0 % w/v Dextrose In ject ion I P 

18 0.33 % w/v S o d i u m Chlor ide & 5.0 % w/v Dextrose Inject ion I P 
19 0.2 % w/v S o d i u m Chlor ide & 5.0 % w/v Dextrose In ject ion I P 

20 0.18 % w/v Sod ium Chlor ide & 4.0 % w/v Dextrose In ject ion I P 
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21 Compound Sod ium Lac ta te Inject ion IP 

22 Compound Sod ium Lac ta te Int ravenous In fus ion B P 

23 Sod ium Lac ta te 1/6* M o l a r I P 

24 M a n n i t o l In ject ion 20% w/v I P 

25 Fresogy l (Metronidazole Inject ion I P 0.5 % w/v) 

26 Met ron idazo le In ject ion 0.5% U S P 

27 Met ron idazo le In t ravenous In fus ion B P 

28 Iveomezol D Inject ion (0.2 % w/v Met ron idazo le & 5% w/v Dextrose) 

29 Fresof lox (Ciprof loxac in Inject ion IP) 

30 Cipro f loxac in Inject ion U S P 

31 Iveolyte-P Inject ion ( M u l t i p l e E lect ro & Dextrose Inject ion Type 3 U S P ) 

32 Iveolyte-P In ject ion ( M u l t i p l e E lect ro & Dextrose Inject ion Type 1 U S P ) 

33 Iveoly te-G Inject ion 

34 Iveolyte-E Inject ion - • -

35 G lyc ine I r r i ga t i on So lu t ion U S P 

36 Lac ta ted Posassic Sa l ine Inject ion ( Darrow's Solu l t ion) 

37 Lac ta ted Posassic Sa l ine Inject ion ( Darrow's S o l u l t i o n - H a l f Strength) 

38 Lac ta ted Posassic Sa l ine Inject ion w i t h Glucose( Dar row 's So lu l t i on -Ha l f 
Strength) 

39 F luconazole In fus ion 2 m g / m l 

40 Of loxac in In fus ion 

41 N o r m a l Sa l ine ' 

42 Dextrose Sa l ine 

43 5% Dextrose Sa l ine 

44 A m i n o A c i d s • 

45 C ip ro A o x a c i n - ' ŝ,; 

46 R ingers Lac ta te 

3. CONDITIONS UNDER WATER ACT: 

(i) The da i ly quant i ty of trade eff luent f rom the factory s h a l l not exceed 225.00 M? 
(ii) The da i ly quant i t y of sewage eff luent from the factory s h a l l not exceed 39.00 M^. 
(ii i) T r a d e E f f l u e n t : -

T rea tment : The app l ican t s h a l l provide comprehensive t rea tment system consist ing 
of p r i m a r y / secondary and /or te r t ia ry t reatment as is w a r r a n t e d w i t h reference to 
in f luent qua l i t y and operate and m a i n t a i n the same cont inuous ly so as to achieve 
the qua l i t y of the t reated eff luent to the fo l lowing s tandards :-

Sr . ho Pa rame te r E P S tanda rd M P C B 
S tandards 

01 p H Between 5.5 to 9.0 5.5 to 9.0 

02 Suspended Sol ids No t to exceec 100 mg/1 100 mg/1 
03 B O D 3 days 27° C No t to exceec 100 mg/1 100 mg/1 
04 C O D No t to exceec 250 mg/1 250 mg/1 
05 O i l & Grease No t to exceec 10 mg/1 10 mg/1 
06 To ta l D isso lved Sol ids No t to exceec 2100mg/ l 2100mg/ l 
07 Su lphates No t to exceec lOOOmg/1 lOOOmg/1 
08 Chlor ides No t to exceec 600 mg/1 600 mg/1 
09 Pheno l ic No t to exceec 1.0 mg/1 1.0 mg/1 
10 Sul f ides Not to exceec 2.0 mg/1 2.0 mg/1 
11 Phosphates '\ No t to exceec 5.0 mg/1 5.0 mg/1 

(iv) T r a d e E f f l u e n t D is^posa l : The treated effluent shou ld be reused in cooling & 
remaining discharge into C E T P Ran jangaon th rough M I D C sewer system and on 
garden ing i n case of non-acceptabi l i ty f rom C E T P . 
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(v) Sewage Effluent Treatment: The appHcant s h a l l provide comprehensive 
t rea tment sys tem as is war ran ted w i t h reference to in f luent qual i ty and operate 
and m a i n t a i n the same cont inuously so as to achieve the quahty of treated effluent 
to the fo l lowing s tandards. 

(1) Suspended Sol ids Not to exceed 100 mg/1. 
(2) B O D 3 days 27° C. Not to exceed 100 mg/1. 

(vi) Sewage Effluent Disposal: The t reated domestic eff luent sha l l be soaked i n a 
soak pi t , w h i c h s h a l l be got cleaned per iodica l ly . Overf low, i f any should be sued on 
l a n d for garden ing / p lan ta t ion only. 

(vii) Non-Hazardous Solid Wastes: 

Sr. No. Type Of Waste Quantity UOM Disposal 

01 Waste Packag ing ma te r ia l 1000.00 K g / m B y sale to author ized 
person 

02 G lass Bot t les ,1000.00 K g / m B y sale toau tho r i zed 
pe rson-

03 P l a s t i c Scrap 6.00 M T / M B y sale to author ized 
dealers' 

04 Can teen Waste 500.00 K g / M "Vermicompost ing 

05 A s h 60.00 M T / M B y Sale / L a n d f i U 

(vi i i) Other Conditions: Indust ry should moni tor c f f lueht .qual i ty regular ly . 

4. The applicant shall comply with the provisions/ofthe Water (Prevention & 

Control of Pollution) Cess Act, 1977 (to be /referred as Cess Act) and 

amendment Rules, 2003 there under 

The da i ly wa te r consumpt ion for the fo l lowing categories is as under: 
(i) Domest ic ... i 40.00 C M D 
(ii) I n d u s t r i a l Processing ... 2 8 4 . 0 0 C M D 
(ill) I n d u s t r i a l Coohng ... 145 .00CMD 
(iv) A g r i c u l t u r e / Garden ing ... C M D 

The app l i can t s h a l l regular ly submi t to the B o a r d the re turns of water 
consumpt ion i n the prescribed form and pay the Cess as specified under 
Sect ion 3 of the sa id Ac t , 

5. CONDITIONS UNDER AIR ACT: 

(i) The app l ican t s h a l l i n s t a l l a comprehensive control system consist ing 
of cont ro l equipments as is war ran ted w i t h reference to generat ion of 
emiss ion and operate and m a i n t a i n the same cont inuously so as to 
achieve the level of pol lu tants to the fo l lowing standards: 

a. Control Equipment: 

1.1 Adequate a i r po l lu t ion system of suff ic ient capacity s h a l l be provided 
to the a l l source of T P M / S P M to l i m i t the emissions and operated 
proper ly . 

I I . Sc rubb ing arrangements should be prov ided to boi ler. 
I I I . There s h a l l not be any secondary (fugitive) emissions. 

b. Standards for Emissions of Air Pollutants: 

(i) S P M / T P M Not to exceed 150.0 mg /Nm3 
(ii) S 0 2 Not to exceed 2295.0 Kg/day 
(i i i) SO2 (Process) Not to exceed 50.0 P P M 

(i) The applicant shall observe the following fuel pattern:-

Sr. No. Type Of Fuel Quantity UOM 
01 H S D 2400 L i t r s / D a y / D G set 
02 Agro Br iquet tes 20 M T / D a y 
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(ll) The applicant shall erect the chimney(s) of the following 
specifications:-

Sr. Chimney Attached Height in APCS 
No. To Mtrs. 

01 Bo i le r I & II 35 M u l t i cyclone Dust 
collectors 

02 D .G.Se t (625 K V A 2 6.45* Stack 
Nos) 

* Above the roof of the building 

(ii i) The app l ican t s h a l l provide ports i n the chimney/(s) and faci l i t ies such as 
ladder , p la t fo rm etc. for moni tor ing the a i r emiss ions and the same sha l l be 
open for inspect ion to/and for use of the Board 's S t a f f The chimriey(s) vents 
a t tached to var ious sources of emiss ion s h a l l be designated by. numbers such 
as S-1, S-2, etc. and these s h a l l be pa in ted / d isp layed" to faci l i tate 
iden t i f i ca t ion . 

(iv) The i ndus t r y s h a l l take adequate measures for cont ro l of noise levels from its 
own sources w i t h i n the premises so as to m a i n t a i n ambient a i r qua l i ty 
s tanda rd m respect of noise to less t han 75 dB(A) du r i ng day t ime and 70 
dB(A) d u r i n g n igh t t ime. Day t ime is reckoned i n between 6 a.m. and 10 p.m. 
and n igh t t ime is reckoned between 10 p .m; and 6 a.m. 

(vi) Other Conditions: 

1) The i ndus t r y should not cause any^nuisancc i n su r round ing area. 
2) The i ndus t r y should monitor stacfeeinissions and ambient a i r qual i ty 

Regu la r l y . . 
3) The D G set s h a l l be operated i n c a s e of power fa i lu re only. 
4) The Indus t ry should complyvwith Ozone Dep le t ion Ru les , 2000. 

C. Conditions for D.G. Set 

a. No ise from the D . G . Set should be control led by p rov id ing an acoustic 
enclosure or by t rea t i ng the room acoust ica l ly . 

b. Indus t ry shou ld provide acoustic enclosure for contro l of noise. The 
acoust ic enclosure/ acoustic t reatment of the room shou ld be designed 
for m i n i m u m 25 dB (A) inser t ion loss or for meet ing the ambient noise 
s tandards , whichever is on h igher side. A su i tab le exhaust muff ler 
w i t h i nse r t i on loss of 25 dB (A) s h a l l also be provided. The 
measurement of inser t ion loss w i l l be done at di f ferent points at 0.5 
meters f rom acoustic enclosure/room and then average. 

c. The indus t ry s h a l l take adequate measures for control of noise 
levels f rom its own sources w i t h i n the premises i n respect of noise to 
less t h a n 75 dB(A) du r i ng day t ime and 70 dB(A) du r ing the n ight 
t ime . D a y t ime is reckoned between 6 a .m. to 10 p.m and n ight t ime 
is reckoned between 10 p.m to 6 a.m. 

d. I ndus t r y shou ld make efforts to b r i ng down noise level due to D G set, 
outside i n d u s t r i a l premises, w i t h i n ambient noise requirements by 
proper s i t t i n g and control measures. 

e. I n s t a l l a t i o n of D G Set must be s t r i c t l y i n compliance w i t h 
recommendat ions of D G Set manufac turer . 

f A proper rout ine and prevent ive main tenance procedure for D G set 
shou ld be set and followed i n consu l ta t ion w i t h the D G manufacturer 
w h i c h wou ld help to prevent noise levels of D G set f rom deter iorat ing 
w i t h use 
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g. D . G . Set s h a l l be operated only i n case of power fa i lure 

h. The app l ican t shou ld not cause any nuisance i n the su r round ing area 
due to operat ion of D . G . Set. 

6. CONDITIONS UNDER HAZARDOUS WASTE (MANAGEMENT, HANDLING & 

TRANSBOUNDRY MOVEMENT) RULES, 2008: 

(i) The Indus t ry s h a l l handle hazardous wastes as specif ied below. 

Sr. No. Type Of Waste Quantity UOM Disposal 
01 5.1 Used / Spent O i l 200.00 L t r s / M Sale to authorized 

Recycler 
02 34.3 E T P Sludge 1500.00 kg/M C H W T S D F 

Ranjangaon 

(ii) T rea tment : - N I L 

7. Whenever due to any accident or gas leakage or other unforeseen, act or even, 
such emissions occur or is apprehended to occur i n excess of standards l a i d 
down, such in fo rmat ion s h a l l be fo r thwi th Reported to Collector;; Directorate of 
Indust ry , Safety and H e a l t h , Pol ice Stat ion, F i r e Br igade, D i rec tora te of H e a l t h 
Services, Depa r tmen t of Exp los ives, Board and Loca l .Body and the production 
process shou ld be stopped by t ak i ng a l l necessary safety measures. The indust ry 
s h a l l also moni tor the emiss ion and ensure that the emissions do not cause any 
h a r m or nu isance i n the sur round ing . The i ndus t r y shou ld not restar t the 
process w i thou t pe rmiss ion of the Board and other s ta tu tory organizat ion as 
require under the law. 

8 Industry shall comply with following additional conditions: 

i . The app l icant s h a l l m a i n t a i n good housekeeping and take adequate measures 
for control of po l lu t ion from a l l sources so as not to cause nuisance to 
su r round ing a rea / i nhab i tan ts . 

i i . The app l icant s h a l l b r i ng m i n i m u m 33% of the ava i lab le open l and under green 
coverage/ tree p l an ta t i on . 

i i i . So l id waste - The non hazardous so l id waste a r i s i ng i n the factory premises, 
sweepings, etc., be disposed of scient i f ical ly so as not to cause any nuisance / 
po l lu t ion . The app l i can t s h a l l take necessary permiss ions f rom civic author i t ies 
for d isposal to d u m p i n g ground. 

iv. The app l icant s h a l l provide for an al ternate electr ic power source sufficient to 
operate a l L j P o l l u t i o n control faci l i t ies ins ta l led by he app l icant to ma in ta in 
compl iance, w i t h the terms and condit ions of the consent. I n the absence, the 
app l i can t -sha l l stop, reduce or otherwise, control product ion to abide by terms & 
condit ions of th is consent regard ing po l lu t ion levels. 

V:, The app l icant s h a l l not change or a l ter quant i ty , qua l i t y , the rate of discharge, 
temperature or the mode of the effluent / emissions or hazardous wastes or 
control equ ipments prov ided for w i thout previous w r i t t en permiss ion of the 
Board . 

v i . The app l icant s h a l l provide fac i l i ty for col lect ion of env i ronmen ta l samples and 
samples of t rade and sewage effluents, a i r emissions and hazardous wastes to 
the Boa rd staf f at the t e r m i n a l or designated points and s h a l l pay to the Board 
for the services rendered i n th is beha l f 

v i i . The appl icant s h a l l make an appl icat ion for renewa l of the consent at least 60 
daj-s before the date of the expiry of the consent. ? 

v i i i . The f i rm s h a l l submi t to th is office, the 30"^ day of September every year, the 
E n v i r o n m e n t a l S ta tement Report for the f inanc ia l year end ing 31''' M a r c h i n the 
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prescr ibed F o r m - V as pre the provis ions of ru le 14 of the Env i ronmen t 
(Protection) (Second Amendment ) Ru les , 1992. 

ix . A s inspect ion book sha l l be opened and made ava i lab le to the Board's officers 
d u r i n g the i r v i s i t to the appl icant. 

x. The app l i can t s h a l l i n s t a l l a separate electr ic meter show ing the consumpt ion of 
energy for opera t ion of domestic and i n d u s t r i a l ef f luent t reatment p lants and a i r 
po l l u t i on cont ro l sys tem. A register showing consumpt ion of chemicals used for 
t rea tment s h a l l be ma in ta ined . 

X i . Separate dra inage system sha l l be prov ided for col lect ion of trade and sewage 
eff luents. T e r m i n a l manholes sha l l be prov ided at the end of col lect ion system 
w i t h a r rangement for measur ing the flow. No eff luent s h a l l be admi t ted i n the 
pipes / sewers down- s t ream of the t e r m i n a l manholes . No effluent sha l l f ind its 
way other t h a n i n designed and provided col lect ion Sys tem. 

x i i . N e i t h e r s to rm wa te r nor discharge f rom other premises sha l l be,al lowed to mix 
w i t h the eff luents from the factory. 

09. The board reserves the right to amend, revoke or add any conditions in 

this consent and same shall be binding on the applicant. 

10. The industry shall also comply with the Industry specific standards 

notified under Environment Protection Act^l&86. 

11. This consent is issued as per the delegation vof powers to HOD's vide 

Board Office Order No. 31 of 2013 dtd. 01/0372013. 

12. The applicant shall submit Bank Guarantee Rs. 5 lakh in favor of 

Regional Officer Pune valid up to 31.07.2018 towards compliance of 

consent conditions. 

13. The Capital investment of the industry is Rs.87.66 Crsres. 

(P.K.Mirashe) 

Asst. Secretary (Tech) 

To, 

M/s. Fresenius Kabi India Pvt. Ltd 

A-3, MIDC Ranjangaon, 

Tal-Shirur, Dist-Pune 

Copy to : 
1) R O , P u n e / S R O , P u n e I I . They are directed to ensure the compliance of consent 
condit ions. 
2) C A O / C e s s B r a n c h / M a s t e r fi le. 
Received Consent fee of -

Sr. No. Amount(Rs.) DD.No. Date Drawn On 

1 353654.0 037146 03.02.2014 B a n k of Ind ia 

2 100.0 037145 06.02.2014 B a n k of Ind ia 

3 100.0 037113 ? 06.02.2014 B a n k of Ind ia 

( Balance fees Rs . 103654 w i l l be consider during next renewal o f consent.) 
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