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BACKGROUND:

Based on an order dated 28.08.2020 of the Hon’ble National Green Tribunal, Principal Bench, New
Delhi in the matter Original Application No.13 of 2020, the Committee constituted with following
members: -

1) Executive Engineer, Maharashtra Industrial Development Corporation
2) Regional Officer, Maharashtra Pollution Control Board, Kalyan

The committee carried out visit to M/s. Bharat Serums & Vaccines Ltd., located at Plot No. K-27,
MIDC Additional Ambernath, Anandnagar, Ambernath East-421 506, Dist. Thane, on 7" October
2020. The details are as below:

1. M/s. Bharat Serums and Vaccines Limited (BSVL) is a Limited Company established in 1971 as
Gautam Laboratories Pvt. Ltd. It merged into Bharat Serums and Vaccines Private Limited on
2" February 1983. In 1998, 27™ March it is incorporated as Bharat Serums and Vaccines
Limited (BSVL). This unit is engaged in manufacturing of life saving vaccines and injectables
and supply to hospitals, various Government Agencies etc. Details of the Consent granted by
the Board from time to time with their products, water consumption, disposal etc. are as under
(Annexure - 1).

Sr. | Consentto | Products with | Date of | Water Effluent Disposal
No. | Establish/ | Quantity issue of | Consumption | Generation
Operate/ Consent & | (Domestic/
Expansion its validity | Industrial
Processing/
Industrial
Cooling
1, Operate Injections & | 21/07/2004 | Domestic- Domestic— Treated
Vaccines Valid upto 15CMD 12 CMD effluent shall
(Only 30.06.2014 | Industrial Industrial— be reused to
Formulations) Consumption- | 35 CMD the maximum
5 lakhs/Month 50 CMD extent and
remaining

shall be used
on land for

gardening.
2. Establish Injections & | 06/05/2011 | Domestic-5 Domestic- Treated
Vaccines Valid upto CMD 3CMD effluent shall
(Only Commission | Industrial Industrial- be recycled to
Formulations) ing of the | Consumption- | 25 CMD the maximum
10 lakhs/Month unit 112 CMD extent and
remaining

used on land
for gardening

only till the
commissioning

of CETP

3. Operate Injections & | 30/01/2015 | Domestic-20 | Domestic- Treated
Vaccines Valid upto CMD 15 CMD effluent shall
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(Only 30/06/2016 | Industrial Industrial- be recycled to
Formulations) Consumption- | 60 CMD the maximum
15 lakhs/Month 162 CMD extent and
remaining
shall be sent to
CETP.
However
domestic
effluent shall
be used on
land for
gardening.
Operate Injections & | 23/01/2017 | Domestic-20 | Domestic- Treated
Vaccines Valid upto CMD 15 CMD effluent shall
(Only 30/06/2022 | Industrial Industrial- be recycled to
Formulations) Consumption- | 60 CMD the maximum
15 lakhs/Month 162 CMD extent and
remaining
shall be sent to
CETP.
However
domestic
effluent shall
be used on
land for
gardening.
Operate 1)Injections & | 06/04/2018 | Domestic-20 | Domestic- Treated
with Vaccines Valid upto CMD 15 CMD effluent shall
Expansion | (Only 30/06/2022 | Industrial Industrial- be recycled to
for R&D | Formulations) Consumption- | 60 CMD the maximum
activity 15 lakhs/Month 162 CMD extent and
2) Analytical remaining
Testing and shall be sent to
R & D activity at CETP.
Plot No.K-27/1.
Operate 1)Injections & 03/09/2019 | Domestic- Domestic- The  treated
with Vaccines (Only Valid upto 27 CMD 26 CMD industrial/
Expansion Formulations) 30/06/2022 | Industrial Industrial - | domestic
by 20 lakhs/ consumption | 216 CMD effluent 100%
Capacity Month. -216 CMD recycled/
Utilization |2) Analytical reused.
Testing and

R & D activity at
Plot No.K-27/1.
3)R-FSH
(Recombinant-
Follicle
Stimulating
Harmone
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4)R-HCG
(Recombinant-
Human Chronic
Gonadotropin)

5)mAnti-D
(Monoclonal Anti
Rho-D
Immunoglobulin)

Plot Area Details:

The industry is having total plot area is 29149 sg. mtr., Built up area — 17090.85 Sg. mtr. and
obtained necessary permission from MIDC (Annexure — Il copy of MIDC CC / OC). Green belt

developed on 2000.0 sgr. Mtr.

List of Raw Material:

MATERIAL DESCRIPTION uomM Quantity per Month
L-Alanyl- L-Glutamine, [200 mM] L 1.0
Absolute Alcohol L 46.7
Ampbhotericin B Lipid Powder KG 1.5
Ampbhotericin B USP Micronised KG 1.3
Benzyl Alcohol IP L 11.8
Chloroform L 20.8
Cresol Mixed Isomers L 20.7
D Mannitol KG 16.0
Dichloromethane £ 2.5
Dimyristoyl Phosphatidylglycerol DMPG KG 1.6
Disodium Hydrogen Phosphate Anh. Canton KG 1.5
Disodium Hydrogen Phosphate Dihydrate KG 51.8
Enoxaparin Sodium KG 18.0
Gelofusin L 289.3
Glycerin KG 2.4
Glycine KG 116.0
Histemine Hydrocholoride KG 1.7
L-Histadine KG 16.5
Human Albumin L 67.3
Hydrochloric Acid Concentrated (HCL) L 48.4
Iso Propy! Alcohol L 479.7
Lipoid HSPC-3-3 KG 1.6
Maltose KG 2.8
Methanol Extra Pure 18.8
Octanic Acid 302.3
Pepsin KG 5.3
Pro-Cho 5 CDM 1 L BE 12-766Q L 84.1
Resomer R 202 H KG 1.3
Resomer RG 502 H Leprolide KG 4.3
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MATERIAL DESCRIPTION UoM Quantity per Month
Sodium Acetate Anhydrous KG 13.9
Sodium Chloride KG 290.7
Sodium Deoxycholate KG 737.8
Sodium Dihydrogen Phosphate Dihydrate KG 345.2
Sodium Hydroxide KG 83.2
Sodium Hypochlorite L 11.4
Sodium Thiosulphate KG 1.3
Soyabean Oil KG 9.4
Sucrose Ferro KG 24.5
Tween 80 (Polysorbit 80) L 14
Plasma Snake Venoum Antiserum L 2235.5
Plasma Rabbies Antiserum L 640.9
Anti-D Immunoglobulin Monoclonal L 1.1
Human Chorionic Gonadotropin Bsv Bio KG 19.4
Normal Immunoglobulin L 1273
Streptokinase Bulk L 1.3
Tetanus Immunoglobulin KG 13.7
Urokinase Powder KG 38109.2
Goserelin Acetate KG 20537.8
Chloroform emprove grade L 18.3

Uti bulk KG 6.8
Urea KG 1.8
Isopropyl alcohol (IPA) Ph, EU L 3.2
Pearlitol pf mannitol KG 1.3
Fetal clone 1 L 8.1
Water for injection 10 ml i.p. NOS 58379.8
Sorbitol KG 30.5
Albutin 20 % BT y 5|
Dme medium high glucose KG 2:2
L-glutamine 200 mm L 2.3
Soyabean casein digest medium KG 34
Sodium chloride inj 1 ml external NOS 114092.9
Normal immunoglobulin bulk L 124.5

Manufacturing process:

1. The manufacturing process is carried out batchwise and originating from Equine biological raw
materials used for formulation. This raw material is derived out by separating plasma derivates
from blood components of equines, who are attaining the maximum titres of immunity. This
process is lengthy and attained after a certain period of immunization of antigens prepared
from venom of Snake, scorpion and Rabies Virus into the bodies of equines. To complete such
batch cycle, it takes long period of 2-3 years, since during this period the hyper immune equine
are bleed and the venoms characteristic get neutralized phased wise in their bodies hence no
fresh batch is charged.
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The industry having their own equines (Ponies-small horses) are housed at their unit
at Village Khoni, Tal. Kalyan, Dist. Thane. After the direction given by MPC Board on 20/06/2017
they decided to scale down the equine quantities and ultimately stop the plasma
manufacturing activity completely. Further industry informed that they have stop bleeding
totally from 01/12/2019 and plasma transferred that time to Ambernath unit is now being
consumed for completed the remaining batch process by March-2020.

Block diagram of manufacturing process.

Receipt of Plasma

 J
Storage & Pooling of Plasma for fractionation
to isolate immunoglobulins
—i Quality Control of Plasma
i for fractionation

Fractionation of Plasma

v

Formulation

I

v

Bulk Filling & Storage

Q. C. Complete Analysis

Release for Production Usages

2. Once the Raw Material i.e. Plasma is received from Khoni facility, the Plasma is stored in the
controlled temperature environment.
Plasma generation Process: The Equines (Pony) are injected with Antigen ( Snake
Venom, Rabies Virus, Scorpion Venom, etc.), After injecting, at a certain period of
immunization of antigens, Antibodies are prepared for venom of snakes, Scorpion and
rabies virus into the bodies of equines. The Antibodies are developed slowly to attain a
defined level of titre in the bodies of Equine. The process is lengthy, and it takes 2-3 years
for completion of cycle. Once, the Equine is ready for process the blood is extracted from
body of Equine and plasma derivatives are separated from Blood component of Equines.
This Plasma derivatives are major raw material in mfg. of ASVS, ARS. At Ambernath.
(The industry have also submitted a letter dtd. 06/10/2020 alongwith related
documents in support of the same) (Annexure — 11i).
3. After which pooling of plasma is carried out for fractionation and Immunoglobulins are
Isolated.
4. After Isolation quality control of plasma is done for fractionation. Once, Quality confirmed
fractionation of Plasma is carried out.
5. After fractionation, formulation process is carried out.
6. Post formulation, Bulk filling is carried out in automated machines and storage. After filling,
the samples are sent for Quality control complete analysis of product and post QC analysis the
stored formulation is release for production usage i.e. final product in form of vials.

615
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Month Wise Production data:

71

Month wise Production data

MONTH | MPCB | YEAR MPCB | YEAR MPCB | YEAR MPCB | YEAR
Consent | 2017- Consent | 2018- Consent | 2019- Consent | 2020-
Qty. 2018 Qty. 2019 aty. 2020 Qty. 2021
APR 06,76,195 07,64,176 07,07,464 05,70,159
MAY 09,08,274 09,55,023 | . 09,58,056 | 20 | 07,46,937
JUN 09,85,881 11,25,292 | Lakhs | 11,40,696 t?:?j 08,26,494
Unit /M
JULY 08,20,386 0808350 | V"M 1018319 ™M |oss2876
AUG 11,93,952 09,76,690 12,01,057 10,62,625
SEP 15 10,50,921 | 15 10,09,177 12,55,104
Lakhs Lakhs
ocT Unit /M | 0882412 | ynit/m | 10,69,894 11,56,920
NOV 09,96,648 09,26,903 | 20 | 09,56,554
DEC 10,71,004 09,38413 | M [ 1103330
Unit /
JAN 07,37,381 0889766 | M | 07,86,879
FEB 08,57,964 09,08,448 10,74,258
MAR 12,32,675 14,06,603 09,14,494

Industrial Wastewater Aspects:

The industry generating trade effluent from their manufacturing activity and for that industry
has provided effluent treatment plant comprises Bar Screen, Collection Tank, Primary Settling
Tank followed by Aeration Tank and Membrane Bio- Rector (MBR); for sludge de-watering
centrifuge has been provided. The plant is operated in SCADA mode.

The block diagram is as below:

ETP Inlet
{180 CMD)

COLLE

TANK
{100 m3)

CTION

DRUM SCREEN
(7.5 m3/hr)

MEMBRANE BIO-REACTOR

(23m3)

TUBE
SETTLER

1

Treated
Water Tank

AERATION TANK

{153 m3)

Through RAS Pump

Sludge
Sump
(5 m3)

. o

Centrifuge
(2 m3)

| For Disposal ]
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The Board officials collecting the Joint Vigilance samples from time to time and Analysis of
results are well within the consented limits. Copies Enclosed as Annexure XV

Effluent Treatment Plant (ETP)

Fully Automated ETP - SCADA System

8|15
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Water Consumption Aspects:

©

73

The statement showing the quantity of water supply by the MIDC to the said industry alongwith
qty. of effluent generation.

Qty. Qty. of Qty. Qty. of Qty. Qty. of Qty. Qty. of
- as Effluent Qly. as as Effluent T as effluent Gty. s as efﬂuent.
per gen. per gen. per gen. per generation.
Month e mioc | 2017- | P&’ mioc | 2018- | P¢' mipc | 2019- | P&’ MIDC | 2020-21
MPCB ) MPCB ) MPCB : MPCB -
Consent 8l 28 Consent AN B Consent B'" e Consent Bill
2017- 2018- 2019- 2020-
18 19 20 21
April 182 147.3 70 182 149.4 71 182 151.2 71 243 148.3 99
May 182 1579 71 182 197.0 73 182 177.5 72 243 155.4 105
June 182 116.0 72 182 175.6 74 182 99.9 60 243 199.4 107
July 182 94.5 67 182 127.4 72 182 201.4 72 243 173.8 104
August 182 159.4 70 182 211.0 71 182 204.5 74 243 148.3 105
September 182 144.9 73 182 218.7 70 243 191.1 79
October 182 121.7 71 182 215.0 74 243 214.7 85
November 182 179.6 72 182 155.4 72 243 123.0 90
December 182 127.0 70 182 144.1 73 243 157.8 95
January 182 2314 69 182 142.1 74 243 193.0 100
February 182 166.2 72 182 140.1 74 243 191.7 102
March 182 179.0 73 182 140.4 70 243 164.5 95

(All above quantities are average meter cube per day)
By considering the above the water consumption is well within the consented limit.
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The entire treated trade effluent is recycling in cooling tower. Details of Cooling Tower with
their Capacity are as under —

Cooling Tower Details
. . cT Evaporatio Drift Blaw Total
Coaling ek Pump |Delta n loss/hr loss dowh water
T i .19
%‘:er Gapanity i: ?R Design| T | PPN (07%)in | (0.005% {c)) ij;l/° required/
' (m3/Hr) KL ) in KL KL hr (KL)
For Chiller
170
1 - 200 180 4 4 1.278 0.009 | 0.18 1.467
190
2 R 250 182 4 4 1.2922 0.0091 | 0.182 1.4833
170
3 R 200 227 4 4 1.6117 0.01135| 0.227 | 1.85005
200
4 - 250 190 4 4 1.349 0.0095 | 0.19 1.5485
For Air compressor 283 cfm
s [207R [ 20 | 15 [ 4| 4 0.1065 | 0.00075] 0.015 | 0.12225
Water Requirement for Cooling Tower with their Source:
Coolin Total
- : water ETP
Tower . Running . Potable .
. Capacity required Treated | Blowdown | Evaporation
Equipment Hrs water
D for CT Water
' (KL)
For Chiller
B/CT/U001 170 TR 14 21 3 18 2.5 18
EN/CT/U0156 | 190 TR 14 21 3 18 2.5 18
EN/CT/U027 | 170 TR 14 26 4 22 3.2 23
EN/CT/U180 | 200 TR 24 37 4.6 33 4.6 33
For Air compressor 283 cfm
20 TR, 20 TR 24 3 0.4 3 0.4 2
EN/CT/U158
Total 107 15 922 13 94

e

(Photograph
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Joint Inspection Report: -

The joint inspection carried out on 07/10/2020. Observations noted during the visit are as
under —
1) During the visit manufacturing activity was not in operation however plant Cleaning,
Validation of manufacturing area & maintenance activities were observed.
2) Consented water consumption is 243 CMD, however at present water consumption

for the month of Aug. 2020 is 5110 M3/M (170 CMD) as per MIDC water bill.

3) Industry has provided Effluent Treatment Plant comprises of bar screen, collection
tank, primary secondary tank followed by aeration, Membrane Bio-Reactor (MBR),
sludge dewatering centrifuge etc.

4) During the inspection provided ETP found in operation and effluent recycle / reusing
in cooling tower. The ETP is operated on SCADA system.

5) Overflow of cooling tower is taken to ETP through storm water drain.

6) Joint vigilance sample of ETP inlet and outlet collected in presence of Industry’s
representative.

7) Industry is having total 5 nos. of cooling towers having capacity 170 TR (2 nos.), 200

TR, 190 TR & 20 TR and total water requirement for these cooling towers is 107 CMD
out of this 94 CMD treated effluent water is used and 13 CMD fresh water charged.

8) Industry not provided proper leachate collection arrangement at ETP sludge
dewatering system.

9) At present generated domestic effluent is treated in the existing ETP. The Board has
issued Conditional Restart Directions on 21/08/2020 with condition that industry shall
provide separate sewage treatment plant on or before 31/12/2020. Accordingly,
industry has issued work order for the provision of 50 KLD STP, on 11/09/2020.

10) Industry has provided LDO fired boiler having capacity 3 T alongwith stack of height 30
meter. Industry has provided D.G. Set of 750 KVA.

11) Industry is regularly monitoring ambient air quality and stack monitoring through NABL
approved laboratory.

12) There is generation of hazardous waste in the form of 35.3 — ETP sludge, 28.1 — Process
Residue & Wastes (generated during ultrafiltration process), 28.5 — Date expired
products, 37.2 — Flue gas cleaning residue, which is disposed through CHWTSDF.

13) Last disposal of Hazardous waste 28.1 in the tune of 1607 Kg & 35.3 in the tune of 253
kg through MWML on 20/08/2020.

14) Industry has obtained Bio-Medical Waste Authorization vide No. SRO Kalyan-
[I/BMW_AUTH/ 1908000179-2019, dtd. 26/09/2019 valid up to 08/08/2022, for
generation and segregation of Bio-medical waste i.e. expired plasma which is disposed
through Mumbai Waste Management Ltd.

15) Industry has submitted Form- on 10/06/2020 & Form-V on 30/09/2020.
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16) During joint inspection joint vigilance sample of inlet & outlet of ETP were collected
and analysis result are as under -

Table Showing the analysis report of samples collected during the Inspection:

Sateal Consented limit
sample Parameters ETP Inlet ETP Outlet
. for ETP outlet.
collection
pH 5.5-9.0 7.2 8.0
BOD 100 125.0 6.0
COoD 250 272.0 20.0
07/10/2020
A0 Oil & grease 10 1.4 BDL
Susperied 100 80.0 12.0
Solids

All units are in mg/litrs. except pH.

Electricity Consumption details:
Connected Load: 3970 KW Per day

MONTH ot
YEAR 2017-2018 YEAR 2018-2019 YEAR 2019-2020 YEAR 2020-2021
April 647572 700016 865400 914240
May 820392 682920 944640 1012800
June 797390 690840 953160 970040
July 808925 797320 890800 957320
August 798467 939960 870560 871680
September 851521 943960 854800 -
October 789828 958440 823720 -
November 785039 755600 969680 -
December 811219 845960 968360 -
January 674323 810080 929080 -
February 607080 793280 894920 -
March 733840 858120 648046 -

By considering the above electric consumption is as per the connected load.

Hazardous waste generation details:

Industry has disposed hazardous waste as per chart showing:

Year Date of Disposal Haz. Waste Category Quantity Disposal to
03/11/2017 34.3 — ETP Sludge 520 Kg MWML, Taloja
2017 15/12/2017 34.3 — ETP Sludge 430 kg MWNML, Taloja
03/10/2018 28.1 — Process Residue 212.52 kg MWML, Taloja
2018 15/10/2018 34.3 - ETP Sludge 110 kg MWML, Taloja
26/03/2019 28.5 — Date Expired Products 6.36 kg MWML, Taloja
2019 25/09/2019 28.5 — Date Expired Products 115 kg MWML, Taloja
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35.3 - ETP Sludge 89 kg MWML, Taloja

35.3 — Chemical sludge 85 kg MWML, Taloja
12/12/2019

28.1 — Process Residue 805 kg MWML, Taloja

35.3 = Chemical sludge 76.4 kg MWML, Taloja
31/12/2019

28.5 — Date Expired Products 1.03 kg MWML, Taloja

28.5 — Date Expired Products 12.4 kg MWML, Taloja
17/01/2020 35.3 — Chemical sludge 34.7 kg MWML, Taloja

28.1 - Process Residue 745.3 kg MWML, Taloja
29/02/2020 28.1 - Process Residue 1252 kg MWML, Taloja

28.1 - Process Residue 1111.6 kg MWML, Taloja

35.3 — Chemical sludge 126.2 kg MWML, Taloja
30/04/2020

28.5 — Date Expired Products 4.86 kg MWML, Taloja

37.2 - Flue gas cleaning residue 57.3 kg MWML, Taloja

2020

35.3 — Chemical sludge 187 kg MWML, Taloja
01/06/2020

28.1 - Process Residue 1073 kg MWML, Taloja
08/07/2020 4.1 - Oil sludge 1.8 KL Recycler

28.5 — Date Expired Products 4.01 kg MWML, Taloja
09/07/2020 35.3 = Chemical sludge 247 kg MWML, Taloja

28.1 — Process Residue 1419 kg MWNMIL, Taloja

28.1 — Process Residue 1607 kg MWML, Taloja
20/08/2020

35.3 — Chemical sludge 253 kg MWML, Taloja

By considering the above the industry has disposed hazardous waste to CHWTSDF as per the
Hazardous and Other Waste (M&TM) Rules,2016.

Environment Statement submission details:
The copies of Environmental Statement report since 2017 to 2020 is enclosed.

Environment Statement Status
2017 Submitted on 28.09.2017
2018 Submitted on 28.09.2018
2019 Submitted on 28.09.2019
2020 Submitted on 30.09.2020

Details of action taken by the Board:

e The Board has issued direction u/s. 33A of Water (P&CP) Act, 1986 to the Additional
Ambernath Manufacturer Association vide letter No. MPCB/ID(WPC)/CD/TB-2647, dtd.
02/07/2016 for not operating and maintaining the CETP located at Plot No. AM-13, Addl.
Ambernath, Dist. Thane and directed to stop receiving the effluent from the member
industries. (Annexure - V)
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e Based on above direction, Regional Officer, Kalyan vide their dtd. 07/07/2016 issued
direction to M/s. Bharat Serum & Vaccines Ltd., Plot No. K-27, Addl. MIDC Ambernath, Dist.
Thane, to stop discharge of effluent to CETP immediately (Annexure — V).

e Regional Officer, Kalyan vide their letter No. MPCB/ROK/SCN-P/TB-416, dtd. 07/06/2017
issued show cause notice to the industry as the treated effluent used on land for gardening
and thereby violating the Consent condition (Annexure — VI).

e Thereafter based on the reply given by the industry vide their letter dtd. 08/06/2017
assured that they will not used any sort of treated effluent for gardening and to be
maintained to use only recycle / reuse in cooling tower (Annexure — VII).

e The Board has issued the Closure direction vide No. MPCB/SROK-1I/ROK/CD/443, dtd.
13/06/2017 to M/s. Bharat Serum & Vaccines Ltd., Plot No. K-27 & K-27/1, Addl. MIDC
Ambernath, Dist. Thane as the industry using treated effluent on land for gardening
thereby violating the consent conditions (Annexure = VIII).

e Thereafter, based on the reply vide letter dtd. 15/06/2017 & undertaking on letter head
vide letter dtd. 20/6/2017 stating that till submission of water budget, concrete plan for
effluent disposal and your order in this matter they will not manufacturing add on batches
which violates terms of consent issued (Annexure — IX).

e Based on the submission and request of the Industry as Unit is manufacturing lifesaving
injections and vaccines which are to be preserved and stored below 10°C which require
continuous refrigeration and cooling being these products are very sensitive, the Board
has considered the request of the industry and issued direction not to disconnect water
and electric supply by the concern authorities vide letter dtd. 20/06/2017 subject to
condition that industry shall not charge fresh batch of manufacturing till further orders
(Annexure — X).

The Board has granted the Consent vide No. MPCB/18/206/1804000316, dtd. 06/04/2018 with
condition that industry shall comply with the direction issued by the Board vide letter
dtd.20/06/2017. Thereafter, Board has granted Consent for expansion by capacity utilization vide
No. MPCB/19/466/1909000025, dtd. 03/09/2019 with stringent condition that industry shall
recycle entire treated effluent in utilities and there shall not be any discharge outside the factory
premises and also comply Board’s direction dtd. 20/06/2017.

Board has extended personal hearing to the industry on 11/03/2020 and decided to forfeit the
Bank Guarantee of Rs. 5.0 lacs as industry has not complied the earlier direction (Annexure — XI
copy of minutes of personal hearing).

By considering the product manufacturing by the industry the Board has extended the personal
hearing on 03/08/2020. (Annexure — XIl copy of minutes of personal hearing) and decided to issue
the conditional Restart direction on 21/08/2020 with following condition - (Annexure — XII1).

1. Industry shall submit concrete proposal of sewage treatment plant along with time
bound program, within a period of 15 days and shall complete the same on or before
31/12/2020.

2. Industry shall strictly comply with Consent conditions and directions issued by the
Board from time to time.

3. In case of failure of any pollution control system, you shall voluntarily suspend the
related manufacturing activity and report to the Board, immediately.

The industry vide letter dtd. 03/09/2020 submitted the proposal and assured to complete the work
of STP on or before 31/12/2020. Further industry vide their letter dtd. 11/02/2020 and 15/02/2020
reported that they have not violated Consent condition as well as direction issued by the Board
and not charged any new batch. Copy of the same is enclosed for ready reference (Annexure —

XIv).
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Conclusion:

1. Industry is engaged in manufacturing pharmaceutical products by way of formulation. As per
the categorization done by Central Pollution Control Board vide letter dtd. 07/03/2016 said
activity comes under Orange category i.e. at sr. no. 74, O — 50. Copy of CPCB Letter is attached
as Annexure XVI.

2. The Joint Committee has examined the submission made by the industry regarding production,
raw material electricity consumption as well as the water supplied by the MIDC. Also,
committee inspected the unit on 07/10/2020. Copy of Visit Report is enclosed as Annexure
XVIL.

3. Onthe basis of submission made by the industry vide letter dtd. 11/02/2020 and 06/10/2020
and record produced during joint inspection regarding production, industry has not charged
fresh batch. However, Board has forfeited Bank Guarantee of Rs. 5.0 Lakh due to non-
compliance of earlier directions and directed to submit top-up Bank Guarantee of Rs. 10 lakhs
towards compliance of Consent conditions.

4. The data regarding water consumption and effluent generation is verified and it is observed
that water consumption and effluent generation is within the Consented limits.

5. The industry has provided effluent treatment plant found in operation and adequate by
considering the analysis results of treated effluent. However cooling tower blowdown
observed connected to ETP through storm water drain which needs to be rectified by providing
dedicated arrangement. Industry has not provided proper arrangement for collection of
secondary leachates (after De-canting of sludge generated) during dewatering of the sludge.

6. The entire trade effluent and domestic effluent is treated in the existing effluent treatment
plant and same is recycled and reused back for top-up purpose of cooling. Discharge of
untreated / treated effluent outside the factory premises was not observed.

7. ltis observed that the Board has granted the Consent vide on 06/04/2018 with condition that
industry shall comply with the direction issued by the Board vide letter dtd.20/06/2017.

8. Thereafter, Board has granted Consent to Operate for expansion by capacity utilization on
03/09/2019 with stringent condition that industry shall 100% recycle the treated effluent in
process i.e. utility only. There shall be no discharge of treated effluent outside industry
premises and industry shall comply the directions issued by the Board vide letter
dtd.20/06/2017.

9. There is no any issue related to air pollution only LDO fired thermopack installed alongwith 30
mtrs. Stack.

10. Industry is regularly disposing generated Hazardous waste through authorized CHWTSDF. The
industry disposing process waste having category no. 28.1 — Process Residues & wastes
(generated during plasma ultrafiltration process) since beginning till today, however same is

not reflected in the Consents till grant of Consent dtd. 03/09/2019. VJ{

w6
Ed

(R. G. Rathod) (S. L. m .
Ex. Engg. MIDC Ambernath Regional Officer, MPC Board, Kalyan

(S. V. Powar) b O o ok
Deputy. Engg. Addl. MIDC Ambernath Field Officer, MPC Board, Kalyan
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O

Maharashyz - L iution Control Board

... i Ofiice Kalyan

Reg
Tel 55251-2312432 PR Moolchandani Shopping Centre
Fav 95251-2313989 R 1*! Floor, 16/18. Oak Baug,
gﬁ;@ Kalyan (W), Thane - 421301
FIE - Rak/ vlhas [aha ‘“""-,jf‘-’f'c-}f%%g Date: 2/|2[2004

ORANGE/SSI

Consent to Operate under Sectiocn 28 of  the Water (Prevention and Control
of Pdiution) Act, 1574 under Saction 21 of the Air (Prevention and Contral
of Pdlution) Act, 1981 and Authorization /Renewal of Authorization under nie 5
of the Hazardous Wastes {Management and Handing) Rules, 1989 and
Amendment Rule - 2000.& 2203,

(To be refereed as Water Act, Air Act and HW (M&H) Rules respectively)

CORSERNT is granied to ii/s. Bharat Serum & Vaccines Ltd, K-27,
Addl. MIDC Anandnagar, Ambernath, Dist. Thane located in the area
declared under the provisiocn <f The Water Act / Air Act subject to the
proMsions of the Act and ine Rules and the Ordersthat may be made
further and subject tothe faiowing terms and conditions:-

i R The Consent to Operate is granted for a period upto 30/06/2014.

2 The Consent is vaiid 7o the manufacture of —
Sr. No. Products | Miaximum Quantity
1 Injeciions & Vacclhes - S Lac Units / Month
{Only Formuiation)

3 CORDITORUNDER WATERACT ——— —— - —— o=

(i) The dailly quantity of trade effluent from the factory shall nct

(i)  The daily quantity of sewage effluent from the factory shall not
exceed 12.0 M.

(i)  Trade Effiuent :
Trestment: The applicant shall provde comprehensive
treatment  system consisting of Primary/Secondary and/or
Tertiary treatment as is warranted with reference to influent
quality and cperate and maintain the same continuously so as to
achieve the quaity of the treated effluent to the following

standards -

(1) pH Between 5.5t09.0

(2) Suspeinded Sdids Not to exceed 100 mg/1.
(3) BODSgays20.C Nct to exceed 100 mgA.
(4) C.O.D. Nct to exceed 250 mgA.

(5 Ol & Greasaz




(M  Trade Effluent Disposal Esec—ofivent shall reused.to the
maximum possible extent & rerreiring shel be used on jand for
gardening. - i
ook vh 2

(v) Sewage Effluent Treatmani - ~opficert shall provide
corrprehensive treatment system as i= worarted with reference
to influent qualty and cperaie ond ainaln the same
continuously so as to achieve the quality of the treated effiuent to

the following standards: -
Sdlids Mt to exmeed 100 mg/l
BOD.days20C MNct to sxoond 700 moL.

(M) Sewage Effluent Disposai @ To2 irested effivent shall - be
connected to sewerage system provided by MLD.C. or used on
land:for:gardening.

(vi) Non-hazardous sofld waste:

Type of waste Quentity Trastmemt Digspoesal
) ¢ P —

(Mil) Other Coenditlens:
— A

4. The applicant shall comply with the provsions of The Water
- (Prevention and Contrdl of peiittion ) Cees Act, 1977 galobe referred as
Cess Rules thereunder: The industry falls in the 7 category of the
Cess Act and the Rulés made thereunder.
The daily water consumption for the foiowing categories is as under:

(i) Domestic 15.0 CMD
(i) Industrial processing ... 40.0 CMD
(i) Industrial Codling 10.0 CNVD
(iv) Agricuiture / Gardening ... - CMD

The applicant shall regularly submit to the Board the retums of
water consumption in the prescribed fo~—mand pay thecess as

specified under Section 3 of the said Act.

e




3
S. CONBITIOR UHDER Al ACT:

(i) The eppicca sl inutull 2 comprehensive control system consisting
of contrdd ecupment ox is warranied  with reference to generation
of emissic Lind Cperiae and maintain the same continuoustly so as to
achieve the levd of powiaits to the Talowing standards:-

Control Equizments: — NA—

Standards tor Emlscicas of Alr Poiiution:

@  TPM ...  Ncitoexcesd 150 mg/Nm’
i SO Nct to exceed 270 Kg/day

(i) The applicant shall cbserve the Toliowing fuel pattemn :

Sr. Ko. Tyue of fuel Quantity
1) L.C.O. 7200 Lit /day.

(iil) The appiicart siwii erect (ne chimney /(s) of the fdliowing specifications:-

Sr.No.- Chimney - Volume Height in Mtrs.
' gitached 1o Rm for .
1) Bofer {LBE&E) _ 30 Rhitrs.
{ Cominon Siniindy )
. 2) DG ger (&80 RVA ) 51 Mtrs. above the roof
e S e Of DUlDING.

(v The epplicari shal rosde ports  inthe chimney / (s) and facility
such as lagder, plaifeim, etc., for  monitaring the air emissions and the
same shall be open for inspection to / and for use of the Board's staff.
The crirmey / (s) vaits attached to various sources of emission shall be
painted/ dispiayed to Taclitate identification.

(v The induslry shail taxe adequate measures for cortrel of noise levels
from its can scwrces within the premises in respect of noise toless
than 75 d8 (&) duing day. time and 70 dB (A) during night time . Day
time iz reckoned in  between 6 am and 9 am and night time in
reckcned between 9 p.m and6am

(M) Other conditions!
1. The industry shoud net cause any nuisance in surounding area.
2 The incustry vhoud moniter stack emission & ambient air quality
reguiarty. -




D. G. Sat Conditions:

1) Naise from the D.G. =€t shmuld b= o~ roiled by oroMdng an
acoustic enclosure or by treating the roo— ~acusticaly.

2) industry should provide acoustic ercior ™ foF COTrd of ncise.
The acoustic enclosurefacoustic trestn* of the recm should be
designed for minimum 25 dB(A) inserticn loss o 7O meeting the
arrbient noise standards, whichevar i= on higher side. A sutable
exhaust muffler with inserticn loss of 23 dB{A} shell 2lso be
provided. The measurement o ineeri-n fons will bz done at
different paints at 0.5 meters from acct™ic enclosurairoom and
then average.

3) The industry shall take adequmate mrimiees for cortral of noise
levels from Its own sources within the premises in respect of
noise to less than 55 dA) during day time and 45 dB(A)
during the night time. Day time is reckerad betwesn 6 am to 10
p.m and night time is reckoned betwoon “CpmtoSam

4) Industry should make efforts to bring ¢ noiae lavel due to DG
set, outside industrial premises, within prbient noise recuiremert
by proper siting and-control meastres.

5) inctaflation of DS set must be stictly in corplance with
recommendations of DG set manufactme™,

6) A proper routine and prevertive mairienance procedure for DG
set shoud be set and folowed in consuitation with the DG
manufacturer which would help to prevert noise iovels of DG set
from deteriorating with use.

(4] The DG set shall be cpersted only in c2n2 of power faliure.

8) The applicant should nct cause any riérance in the surrounding
area due to operaticn of the DG ost.

6. CONDITION UNDER HW-( MaH ) RULES, 199% :

1)) The applicant  shell hancie marardois  wastes  as speciiied

below:

Sr. No. Category = Typeof Crentity Disposai
- waste

1 34.3 ETPSudge 200 kg/ Morth CHWTSDF

. “4?3) 281 o
//7 (i) Treatment :

~N. A—




5
T The appicant siail covply with  the Conditions as  stipuated
Aunder Aeage -l &l sndosed

8. aver cie to any acddai o other unforeseen act or even, such
emissions ocolr oF I3 apprehended to oocour In excess of standards laid
down, such iformation shell be farthwith Reparted to Board, concemed
Poiice Satich, cifice « Directorate of Health Senvices, Department of

" Bolosivees, nspectarate of Factories and Local Body. In case of failure
of poliution contrd eguznents, the production process connected to it
shail be scopad.

-

For and on behalf of the
aaharashtra Pollution Control Board

2}
{ V. B. Waghjale )
Regional Officer, Kalyan.

To,

The Appiicarg,

M/s. Bharat Serum & Vaccinss Lid,
K-27, Addl. MIDC Anandnagar,
Ambernath, Dist. Thans

Copy submitted {c: _
1. Weater Paiiution Abutement Engineer, MPCB, Mumbal.
2 Chief Accauris Officer, MPCB, Muvbad. :

Copy to:
1. Sub-Regional Oificer-Kaiyan-li, MPCB, Kalyan.
2 Master file.

Censent fee of Rs . 28,060/-received, vide D.D. No. 053583

Dated 24/05/04 Cranwn on 1B Mumbai.

Add comgent fea ‘m;: Rz 25060/~ Peceyved vide D-DNO 5:54-"-?4
{Msit us on mpcb.mah.nic.in) d4- 19leF 04 DRavsn on IDRT srurnbad,




MAHARASHATRA POLLUTION CONTROL BOARD
R::GIONAL OFFICE- KALYAN
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MAHARASHTRA POELLUTI’ON CONTROL BOARD

Phone : 0251-2310167 /2310212 ik Sidhivinayak Sankul,
————= 3rd floor, Near Oak Baug,

Station Road,

4

Fax 2 0251-2310192

Email : rokalyan@mpcb.gov.in Kalyan - 421301

Visit At :  http:/mpcb.gov.in

Orange/L.S.I Date: 30/Jan/2015
Consent No:MPCB/15/ ©) 7 (, ’}/1—, 3

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 / Rene\@l of
Authorization under Rule 5§ of the Hazardous Wastes (Management,
Handling & Transboundry Movement) Rules 2008. [To be refé} ;%‘as
Water Act, Air Act and HW (M&H) Rules respectively]. f""{\

CONSENT is hereby granted to “ Q\V

M/s. Bharat Serums & Vaccing;}Btg.,

Plot No.K-27,MIDC Additign&i*Atnbernath,

Anandnagar, Tal-Amberp atl;}Dist—Thane.
located in the area declared under the provisions ofil?\cNV’ater Act, Air act and
Authorization under the provisions of HW(M&I-Q“R‘QJ*E and amendments thereto
subject to the provisions of the Act and the Rules "gn’ the Orders that may be
made further and subject to the following terms*and conditions:

1. The Consent to Operate is granted f@period up to: 30.06.2016. %{)

2. The Consent is valid for the rﬁanu‘facture of -
N, S

Sr. o Product Name = = _ ... 0 | Maximum";"" -
P LS SR S-E R SRS P e e s s Quantity.
Injection & Vaccinespy,
(Only Formulation)i { »
3. CONDITIONS UN DI \’RiVATER ACT:
(i) The daily quantity of trade effluent from the factory shall not exceed 60.0M3.
(ii) The daily q%a'?i'tifabf sewage effluent from the factory shall not exceed 15.GM?3.

‘ . -

(iii) Trade (Efﬂg‘lent Treatment: The applicant shall provide comprehensive
treit_n“ie.t{ "system consisting of primary / secondary and/or tertiary treatment as
war Qrited with reference to influent quality and operate and maintain the

S
s"z'ime:pontinuously so as to achieve the quality of the treated effluent to the
Q{'{oﬁ@wmg standards: '
1 |pH Between 5.5 t0 9.0
g Suspended Solids Not to exceed 100 mg/l.
3 BOD 3 days 27 Deg. C. | Not to exceed 100 meg/l.
4 COD Not to exceed 250 mg/l.
5 Oil & Grease Not to exceed 10 mg/l.

(iv) Trade Effluent Disposal: The treated effluent shall be recycled to the
maximum extent and remaining shall be discharge into sewerage provided by

MIDC and sent to CETP for further treatment.

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

1/4
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(1) Suspended Solids Not to exceed 100  mg/l.
(2) BOD 3 days 270 C. Not to exceed 100 mg/l.

(vi) Sewage Effluent Disposal: The treated domestic effluent shall be soaked in a
soak pit, which shall be got cleaned periodically. Overflow, if any, shall be used
on land for gardening / plantation only.

(vii) Non-Hazardous Solid Wastes:

‘Sr. No. Type ’ Quangiy _LUOM ' . Treatment Disposal
i ! Waste = = e I,r e VS e
1. Waste card Board Paper 75 Kg/Month --- By Sale

(vii)Other Conditions: Industry should monitor effluent quality regularly.
4. The applicant shall comply with the provisions of the Water (Prevention &

Control of Pollution) Cess Act, 1977 (to be referred as Ces&] and

amendment Rules, 2003 there under
The daily water consumption for the following categories is as un ?g:g\
(i) Domestic purpose 20.0 CMD
(ii) Water gets Polluted & Q
Pollutants are Biodegradable ... 72.00 Me];)b
(iii) Water gets Polluted, Pollutants
are not Biodegradable & Toxic ... 0.00'CN
(iv) Industrial Cooling, spraying K
in mine pits or boiler feed ... {90*00CMD
The applicant shall regularly submit to théyBoard the returns of water
consumption in the prescribed form and pwhe Cess as specified under
Section 3 of the said Act.
5. CONDITIONS UNDER AIRACT:

@) The applicant shall iix,g‘t_;'all'u.a comprehensive control system
consisting of controlsequipingnts as is warranted with reference to
generation of em \fbn 2nd operate ' and maintain the same
continuously so.as c',B'ieve the level of pollutants to the following
standards: §

a, Control Equipment?&: ustry shall provide dust collector followed by wet
rubber of sufficient capacity to control the
\ emissions.

b. Standards for<Stack Emissions:
1 @M Not to exceed 150 mg/Nm3
2), S02 Not to exceed 270.0 kg/day

6. Star?d@"ﬁ?s}hr Stack Emissions:
(Q\Whe applicant shall observe the following fuel pattern:-
Sr. No. : . Type Of Fuel Quantity UOM

o Y | LDO 7200.00 Ltrs/Day
(ii) The applicant shall erect the chimney(s) of the following
specifications:-
0 ] ne 2 1ed 0 B1E ] S
1 Boiler 30.00
2 DG set(650 KVA) b.1*

(* Above roof top of the building in which it is installed)

The applicant shall provide ports in the chimney/(s) and facilities such as
ladder, platform etc. for monitoring the air emissions and the same shall be
open for inspection to/and for use of the Board’s Staff. The chimney(s) vents
attached to various sources of emission shall be designated Ly numbers
such as S-1, S-2, etc. and these shall be painted/ displayed to facilitate

identification.
SRO Kalyan IVI/Q/L/37501000 L 24
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(iv)  The industry shall take adequate measures for control of noise levels from
its own sources within the premises so as to maintain ambient air quality
standard in respect 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 is reckened between 10 p.m. and 6 a.m.

(vi) Other Conditions:
1) The industry should not cause any nuisance in surrounding area.
2) The industry should monitor stack emissions and ambient air quality

regularly.

7. CONDITIONS UNDER HAZARDOUS WASTE (MANAGEMENT, HANDLING &

TRANSBOUNDRY MOVEMENT) RULES, 2008:
@) The Industry shall handle hazardous wastes as specified beloy.

Sr.No. Type OfWaste '~ | ‘. ' Quantity UOM Disposal
34.3 Chemical sludge from waste Kg/Month CHW&)\N
water treatment .
2 5.1 Used/Spent 0il 5.0 Kg/Month = aletd
« [wepistered recycler

-

a. Whenever due to any accident or other unfore n\gct or even, such
emissions occur or is apprehended to occur .ih'excess of standards laid
down, such information shall be forthwith 1g}gt;ed to Board, concerned
Police Station, office of Directorate oi.;%%'ﬂt'h Services, Department of
Explosives, Inspectorate of Factori€s an 1 Body. In case of failure
of pollution control equipments, th@ﬂuction process connected to it

shall be stopped.

b. The unit has to display and m‘ﬁ'& the data online outside the factory
main gate in Marathi &%E}zé'lish both on a 6'x4’ display board in the
manner and the repe;{; {t&wﬁmphance along with photograph shall be
submitted to this oft{c\g\& concerned Regional Office/ Sub Regional

Office.
It shall be enstived ‘that the Hazardous waste is handled, managed &

disposed ofgestrictly in accordance with the Hazardous Waste
(Manageel t €& Handling) Rules, 1989 as amended on 2003 and shown
& submitt the Board as & when asked for.

8. Industry sh:;l{fc'g ply with following additional conditions:
The apphcantshall maintain good housekeeping and take adequate measures

for cgntrol of pollution from all sources so as not to cause nuisance to

sh),;i:;ouﬂaing area / inhabitants.

in, The a;;f)licant shall bring minimum 33% of the available open land under green

1
“:SS ﬂ:erage/ tree plantation.

%ir¥S8lid waste — The non hazardous solid waste arising in the factory premises,
\sweepings, etc., be disposed of scientifically so as not to cause any nuisance /
pollution. The applicant shall take necessary permissions from civic authorities
for disposal to dumping ground.

The applicant shall provide for an alternate electric power source sufficient to
operate all pollution control facilities installed by he applicant to maintain
compliance with the terms and conditions of the consent. In the absence, the
applicant shall stop, reduce or otherwise, control production to abide by terms
& conditions of this consent regarding pollution levels.

The applicant shall not change or alter quantity, quality, the rate of discharge,
temperature or the mode of the effluent / emissions or hazardous wastes or
control equipments provided for without previous written permission of the

iv.

Board.
brs —
AL
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vi. The applicant shall provide facility for collection of environmental samples and
samples of trade and sewage effluents, air emissions and hazardous wastes to
the Board staff at the terminal or designated points and shall pay to the Board

for the services rendered in this behalf.

vii. The applicant shall make an application for renewal of the consent at
least 60 days before the date of the expiry of the consent.

viii.The firm shall submit to this office, the 30t day of September every year, the
Environmental Statement Report for the financial year ending 31 March in
the prescribed Form-V as pre the provisions of rule 14 of the Environment
(Protection) (Second Amendment) Rules, 1992.

ix. As inspection book shall be opened and made available to the Board’s officers
during their visit to the applicant.

x. The applicant shall install a separate electric meter showing the consumption of
energy for operation of domestic and industrial effluent treatment gllénts and

air pollution control system. A register showing consumption of chémi used
for treatment shall be maintained. e\

xi. Separate drainage system shall be provided for collectioqsog 4 nd sewage
effluents. Terminal manholes shall be provided at thesen tgbf‘s ection system
with arrangement for measuring the flow. No effluen ¢ admitted in the
pipes / sewers down- stream of the terminal manholes¥Nb,&ffluent shall find its

way other than in designed and provided collectioh‘fé?r tem.
xii. Neither storm water nor discharge from other p"e'ﬁn‘xses shall be allowed to mix
with the effluents from the factory. \
9. Applicant shall not carry out any activities Yhich®require prior Environmental
Clearance as per EIA notification 2006 & r{enifed.

10. Board has reserved right to revoke a;r;:@gr suspend the consent issued.

11. The Capital investment of the i d{s:@‘ls’f{s. 4662 /-Lacs.

Ep
(B. P. Solunke)
Regional Officer, Kalyan

To,
M/s. Bharat 'g{ums & Vaccines Ltd.,
Plot No, K-27;MIDC Additional Ambernath,

Anand{ agil:ri‘Tal-Ambernnth, Dist-Thane.

Ri‘a\cgi‘ved Consent fee of -

0 0 R DI 0 Date Dra O
1 100 006526 16 sep 2014 IDBI
2 50000 006521 16 sep 2014 IDBI
3 15000 006522 16 sep 2014 IDBI
4 256000 006523 16 sep 2014 IDBI
5 75000 006524 16 sep 2014 . IDBI
6 75000 _ 006525 16 sep 2014 IDBI

Copy to: .I:E-P

1. CAO/ Cess Wing/ Master File.
2. Sub Regional Officer, Kalyan-II, M.P.C.Board, Kalyan

SRO Kalyan II/I/O/1./37501000 4/4
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MAHARASHTRA POLLUTION CONTROL BOARD

Fhone 0251-2310167 /2310212 Sidhivinayak Sankul, 7
PR 3rd floor, Near Qak Baug, |
Fax 0251-2310192 IR Station Road, ’
e
Email rokalyan@mpchb.gov.in @ Kalyan - 421301
Visit At :  http:/mpeb.gov.in ‘
ORANGE/L.S.1. Date: 06 /0 1,1/2018

Consent No: MPCB/18/ 2.06 /| S0H 000315

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 Authorization under
Rule 5 of the Hazardous Wastes (Management, Handling & Transboundry
Movement) Rules 2016
[To be referred as Water Act, Air Act and HW (M&H) Rules respectively].
CONSENT is hereby granted to,

M/s. Bharat Serums & Vaccines Ltd.,

Plot No. K-27 & K-27/1, MIDC,

Addl. Ambernath, Dist. Thane
Located in the area declared under the provisions of the Water Act, Air act and
Authorization under the provisions of HW (M&H) Rules and amendments thereto
subject to the provisions of the Act and the Rules and the Orders that may be made
further and subject to the following terms and conditions:

1. The Consent to Operate is granted for a period up to:- 30/06/2022. ﬁ.@

2. The Consent is valid for the manufacture of — 7-’54” g

Sr. No, Product Name Max. Qty vo
Injection & Vaccines (Only Formulation) at

Plot No, K-27 Lakhs

M

15.0 Unit/M

o

Analytical Testing and R & D Activity at Plot - --
No. K-27/1

3. CONDITIONS UNDER WATER ACT:

() The daily quantity of trade effluent from the factory shall not exceed 60.0 M3.

(i) The daily quantity of sewage effluent from the factory shall not exceed 15.0 M3.

(iii) Trade Effluent Treatment: The applicant shall provide comprehensive
treatment system consisting of primary / secondary and/or tertiary treatment
as is warranted with reference to influent quality and operate and maintain the
same continuously so as to achieve the quality of the treated effluent to the
following standards:

1 pH Between 5.5 to 9.0 _A]
2 Suspended Solids Not to exceed 100 mg/l.
3 BOD 3 days 27 Deg. C. | Not to exceed | 100 mg/l.

A COD Not to exceed 250 o) | B {
i3 01l & Grease Not to exceed 10 mg/l. g

(iv) Trade Effluent Disposal: The treated trade effluent shall recyebe
maximum extend and remaining shall be discharge into sewerage p
MIDC and sent to CETP for further treatment. There shall be noff
effluent outside industry premises.

SRO Kalyan-1VR/O/L/MPCB-CONSENT- 37719 — M/s. Bharat Serums & Vaccines Lid,
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(v) Sewage Effluent Treatment: The applicant shall provide comprehensive
treatment system as is warranted with reference to influent quality and operate and
maintain the same continuously so as to achieve the quality of treated effluent to !
the following standards. |

(1)  Susgpended Solids Not to exceed 100 mg/l
(2) BOD 3 days 270 C. Not to exceed 100 mg/l

(vi) Sewage Effluent Disposal: The treated domestic effluent shall be soaked in a
soak pit, which shall be got cleaned periodically. Overflow, if any, shall be used on
land for gardening / plantation only.

vii) Non-Hazardous Solid Wastes:
Sr. No.  Type Of Waste Qty UOM Treatment
Waste Cardboard Papers Kg/M

Disposal |

(viii)Other Conditions: Industry should monitor effluent quality regularly.

4. The applicant shall comply with the provisions of the Water (Prevention & |
Control of Pollution) Cess Act, 1977 (to be referred as Cess Act) and 1
amendment Rules, 2003 there under

The daily water consumption for the following categories is as under:
(i) Domestic purpose 20.0 CMD
(1i) Water gets Polluted &
Pollutants are Biodegradable ... 72.0 CMD
(1) Water gets Polluted, Pollutants
are not Biodegradable & Toxic ... 0.00 CMD
(iv) Industrial Cooling, spraying
in mine pits or boiler feed 90.0 CMD

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

-

5. CONDITIONS UNDER AIR ACT:
(1) The applicant shall install a comprehensive control system consisting
control equipment’s as is warranted with reference to generation
emission and operate and maintain the same continuously so as t
achieve the level of pollutants to the following standards:
Control Equipment: Industry shall provide adequate capacity of Air pollution
control System to sufficient capacity to control the emissions.

Conditions for D.G. Set : J

a. Noise from the D.G. Set should be controlled by providing an acoustic
enclosure or by treating the room acoustically.

b. Industry should provide acoustic enclosure for control of noise. The
acoustic enclosure/ acoustic treatment of the room should be degigned ;
for minimum 25 dB (A) insertion loss or for meeting the ambient noise
standards, whichever is on higher side. A suitable exhaust muffler
with insertion loss of 25 dB (A) shall also be provided. The ‘
measurement of insertion loss will be done at different points at 0.5 i
meters from acoustic enclosure/room and then average. ;

¢. The industry shall take adequate measures for control of noise
levels from its own sources within the premises in respect of noise to
less than 55 dB(A) during day time and 45 dB(A) during the night
time. Day time is reckoned bétween 6 a.m. to 10 p.m and night time
18 reckoned between 10 p.m to 6 a.m.

SRO Kalyan-11/R/O/L/MPCB-CONSENT- 37719 — M/s, Bharat Serums & Vaccines Ltd. 2
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d. Industry should make efforts to bring down noise level due to DG set,
outside industrial premises, within ambient noise requirements by
proper sitting and control measures.

e. Installation of DG Set must be strietly in compliance with
recommendations of DG Set manufacturer.

f. A proper routine and preventive maintenance procedure for DG set
should be set and followed in consultation with the DG manufacturer
which would help to prevent noise levels of DG set from deteriorating
with use

g. D.G. Set shall be operated only in case of power failure

h. The applicant should not eause any nuisance in the surrounding area
due to operation of D.G. Set.

Standards for Stack Emissions: i
1) TPM Not to exceed 150 mg/Nm? LQ *
2y SOz Not to exceed 270 Keg/day

2Loull®

Ltr/Day

(iii) The applicant shall erect the chimney(s) of the following |
specifications:- .
Chimney Attached To Height in Mtrs.

1 Boiler 30.0
2 D.G. Set (750 KVA) 5.1

(iv) The applicant shall provide ports in the chimney/(s) and facilities such as ladder,
platform etc. for monitoring the air emissions and the same shall be open for
inspection to/and for use of the Board's Staff. The chimney(s) vents attached to
various sources of emission shall be designated by numbers such as S-1, 5-2, ete.
and these shall be painted/ displayed to facilitate identification.

(v) The industry shall take adequate measures for control of noise levels from its own
sources within the premises so as to maintain ambient air quality standard in J
respect 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 is |
reckoned between 10 p.m. and 6 a.m.

(vi) Other Conditions:
1) The industry should not cause any nuisance in surrounding area.
2) The industry should monitor stack emissions and ambient air quality ‘
Regularly. |

6. CONDITIONS UNDER HAZARDOUS WASTE (MANAGEMENT, HANDLING
& TRANSBOUNDRY MOVEMENT) RULES, 2016:

The Industry shall handle hazardous wastes as specified below.

Type Of Waste Qty UOM Disposal

34.3- Chemical Sludge from Waste 2 Kg/M | CHWTSDF

Water treatment

5.1 - Used / Spent Oil 5.0 Kg/M | By Sale to Authorized
' Recyeler/CHWTSDF

(11) Treatment: - NIL
1. The authorization is hereby granted to operate a facility for collection,
storage, transport & disposal of hazardous waste.
2. The industry should comply with the Hazardous Waste (M&IH) Rules,
2016,
SRO Kalvan-1/R/O/L/MPCB-CONSENT- 37719 — M/s, Bharat Serums & Vaceines Lid
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a. Whenever due to any accident or other unforeseen act or even, such |
emissions occur or is apprehended to occur in excess of standards laid 5
down, such information shall be forthwith Reported to Board, '
concerned Police Station, office of Directorate of Health Services,
Department of Explosives, Inspectorate of Factories and Local Body.
In case of failure of pollution control equipment’s, the production
process connected to it shall be stopped.

b. The unit has to display and maintain the data online outside the |
factory main gate in Marathi & English both on a 6'x4’ display board |
in the manner and the report of the compliance along with photograph
shall be submitted to this office & concerned Regional Office/ Sub
Regional Office.

c. It shall be ensured that the Hazardous waste is handled, managed &
disposed of strictly in accordance with the Hazardous Waste
(Management & Handling) Rules, 1989 as amended on 2016 and
shown & submitted to the Board as & when asked for.

7. Industry shall comply with following additional conditions:

i. The applicant shall maintain good housekeeping and take adequate measures for
control of pollution from all sources so as not to cause nuisance to surrounding area
/ inhabitants,

ii. The applicant shall bring minimum 33% of the available open land under green
coverage/ tree plantation.

iii. Solid waste — The nonhazardous solid waste arising in the factory premises,
sweepings, etc., be disposed of scientifically so as not to cause any nuisance /
pollution. The applicant shall take necessary permissions [rom civie authonties for
disposal to dumping ground.

iv. The applicant shall provide for an alternate electric power source sufficient to
operate all pollution control facilities installed by the applicant to maintain
compliance with the terms and conditions of the consent. In the absence, the
applicant shall stop, reduce or otherwise, control production to abide by terms &
conditions of this consent regarding pollution levels. .

v. The applicant shall not change or alter quantity, quality, the rate of discharg
temperature or the mode of the effluent / emissions or hazardous wastes or cont,
equipment’s provided for without previous written permission of the Board.

vi. The applicant shall provide facility for collection of environmental samples
samples of trade and sewage effluents, air emissions and hazardous wastes to
Board staff at the terminal or des;gmwd points and shall pay to the Board for t
services rendered in this behalf.

vii. The applicant shall make an application for renewal of the consent at least
60 days before the date of the expiry of the consent.

viii. 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 1
prescribed Form-V as pre the provisions of rule 14 of the Environment (Protection) ‘
(Second Amendment) Rules, 1992, !

ix. Asinspection book shall be opened and made available to the Board's officers during J
their visit to the applicant. ]

x. The applicant shall install a separate electric meter showing the consumption of
energy for operation of domestic and industrial effluent treatment plants and air
pollution control system. A register showing consumption of chemicals used for
treatment shall be maintained. |

xi. Separate drainage system shall be provided for collection of trade and sewage !
effluents. Terminal manholes shall be provided at the end of collection system with ‘
arrangement for measuring the flow. No effluent shall be admitted in the pipes / 1
sewers down- stream of the terminal manholes. No effluent shall find its way other ‘
than in designed and provided collection System.

xii. Neither storm water nor discharge from other premises shall be allowed to mix with
the effluents from the factory.

SRO Kalyan-1I/R/O/L/MPCB-CONSENT- 37719 -~ M/s. Bharat Serums & Vaccines Lid. 4 |
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10.

11.

12,

13.

14,

15.

16.
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To,

M/s. Bharat Serums & Vaccines Ltd.,

Applicant shall not carry out any activities which require prior
Environmental Clearance as per EIA notification 2006 & as amended.

This Board reserves the right to amend, to revoke, suspend the consent
issued or add any conditions in this consent and the same shall be
binding on the Applicant.

The consent should not be construed as any exemption from obtaining
necessary NOC from other Govt. agencies as may deemed fit necessary.

The Public Liability Insurance (PLI) Act 1991 referred to PLI Act 1981
provides a mandatory Public Liability Insurance for an owner, industry
or Installation handling its liability arising out of accident involving
Hazardous Chemicals.

If CETP does not work for achieving standards & problem of pollution
occurs, industry shall voluntarily stop the production or total effluent
shall be reused.

This amendment in consent for addition of Analytical Testing and R
& D Activity at Plot No. K-27/1 is issued overriding effect to the earlier
consent granted vide no. MPCRB/17/1701001870/32, dtd. 23/01/2017.

This consent is issued considering your submission regarding
allotment of NOC by MPC Board dtd. 27/04/2006 and allotment of plot
by MIDC vide letter dtd. 31/05/2006.

Industry shall restrict the production to the consented quantities
only. The expansion of production is hereby refused. You shall recycle
the treated effluent back in process till CETP is not operational.

Industry shall comply with the directions issued by MPC Board
dtd.20/06/2017.

The Capital investment of the industry is Rs. 4749.37 Lakh.

ul®
(D. B. Patil)
idohal Officer, Kalyan

Plot No. K-27 & K-27/1, MIDC,
Addl. Ambernath, Dist. Thane

Received Consent fee of -

Sr. No.  Amount(Rs.) Transaction No.
1 375000 7602926 (NEFT) 12/12/2017
Copy to:
1. CAO/ Cess Wing/ Master File.

9. Sub Regional Officer, M.P.C. Board, Kalyan-11

SRO Kalyan-11/R/A YL/MPCB-CONSENT- 37719 — M/s. Bharat Serums & Vaccines Lid. 5
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e, Installation of DG Set must be strictly in compliance with
recommendations of DG Set manufacturer.

f. A proper routine and preventive maintenance procedure for DG set

should be set and followed in consultation with the DG manufacturer

which would help to prevent noise levels of DG set from deteriorating

with use

D.G. Set shall be operated only in case of power failure

The applicant should not cause any nuisance in the surrounding area

due to operation of D.G. Set.

TR

Standards for Stack Emissions:

1) TPM Not to exceed 150 mg/Nm?
2) SOz Not to exceed 270 Kg/day \
o8N
ii) The applicant shall observe the following fuel pattern:- . "o
1 Diesel 100.0 < Ltr/Day
2 LDO 7200.0 | U Ltr/Day

g, \-

o -a_”‘
(iii) The applicant shall erect the chimnq;:(s_)\.gﬁ'\the following

specifications:-

1 Boiler £ Uy 30.0
2 D.G. Set (750 KVA) 5.0
3 Fume Hood - 6.0

P
i 5

(iv) The applicant shall provide portsin the«chimney/(s) and facilities such as ladder,
platform ete. for monitoring .thé“a,ril-.emissions and the same shall be open for
ingpection to/and for use of the Board’s Staff. The chimney(s) vents attached to
various sources of emission shall be designated by numbers such as S-1, §-2, ete.
and these shall be painted/ displayed to facilitate identification.

(v) The industry shall ﬁﬁkéﬁhd@quate measures for control of noise levels from its own
gources within the.premises so as to maintain ambient air quality standard in
gpect of noi ‘tg’leé% than 75 dB(A) during day time and 70 dB(A) during night
e. Day #ime“1s reckoned in between 6 a.m. and 10 p.m. and night time is
ned: en 10 p.m. and 6 a.m.

2
1) O\‘: er}&nditions:

The industry should not cause any nuisance in surrounding area.
%\ The industry should monitor stack emissions and ambient air quality
6. CONDITIONS UNDER HAZARDOUS WASTE

Regularly.
TRANSBOUNDRY MOVEMENT) RULES, 2016:

(MANAGEMENT &

shall handle hazardous wastes as speci
UOM Disposal

& The Indus
S. No. Type Of Waste Qty

1 4.1 - 0il Sludge Emulsion 2500.0 | Ltr/A | By Sale to Authorized
2 5.1 - Used / Spent Oil 200.0 | Ltr/A | Reeycler/CHWTSDF
{3 28.1 - Process Residue & Wastes 5.8 Ton/M| CHWTSDF
4 28.5 —~ Date Expired Products 100.0 | Kg/A | CHWTSDF
b 33.1 - Empty Barrels /container / 350.0 Nos/M| By Sale to Authorized
liner contaminated with hazardou{ Reeycler/C F
chemicals / wastes

SRO Kalyan-11/0/0/S/MPCB/CONSENT-74560 & 78244 — M/s. Bharat Serum & V.
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MAHARASHTRA INDUSTRIAL DEVELOPMENT CORPORATION
(A Government of Maharashtra Undertaking)
Office :- Executive Engineer (Civil) Division Ambernath.

e-mail : eeambernath@midcindia.org
Phone No. 0251-2610377.

No. MIDC/SPA/EE/AMB/A-99044/2020 Date:16/03/2020
OCCUPANCY CERTIFICATE

To,
M/s. Bharat Serums and Vacines Ltd.,
Plot No. K-27, K-27 PART & K-27/1, MIDC, Industrial Area.

Additional Ambernath.
Pin-421506.

Sub:- Issue of Occupancy certificate for factory Buildings
on Plot No. K-27, K-27 PART & K-27/1, MIDC, Industrial Area, Addl.

Ambernth.

Ref: 1. Online application vide No. SWC/7/19/20200309/689382 dt. 09/03/2020.
2. Plans approval vide letter No.EE/AMB/K-27K-27Pt/K-27/1/B-33243/of 2019

dt.12.04.2019.
3. Building Completion Certificate By Architect/Mrs. Monali Patankar dt.05.03.2020.

4. Site Inspection Report of DE(AAIA) dt. 14/03/2020.
5. Final Fire NOC issued vide No. MIDC/Fire/A-84826 dtd. 04/03/2020.

Dear Sir,

This is to certify that, the development work of (Factory building) having fresh
built up area 3260.54 sq.m. and total upto date built up area- 17090.85 sq.m on Plot
No. K-27, K-27 PART & K-27/1, situated at Addl. Ambernath Industrial Area, MIDC,
Additional Ambernath, is completed as per details mentioned in Annexure A. Fresh built
up area 3260.54 sq.m. is completed under the supervision of Architect Mrs. Monali
Patankar (License No. CA/96/20310).

As requested vide ref. no. 1 & as per site inspection report vide ref no. 4 , you are
permitted to occupy this building having total built up area- 17090.85 sq.m. (FSI-0.65).

If any discrepancies observed on site in future with respect to site inspection report
vide ref no. 4, then legal action as per MR&TP Act 1966 as deemed fit shall be taken,

please note.
Thanking you, Yours faithfully
Rajaram j==
G Rathod Z======

Executive Engineer &
Special Planning Authority,
M.1.D.C., Division (c)

Encl : Annexure A Ambernath
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ANNEXURE A
Accompaniment to letter No. MIDC/EE/AMB/A-99044 Date:16/03/2020.
1. Name of the Plot holder : M/s. Bharat Serums and Vacines Ltd.,
2. Address . K-27, K-27 PART & K-27/1, MIDC, Addl. Ambernath.
3. Plot area : 29149.00 sq.m.
4. Approval of Plans :MIDC/EE/AMBI/K-27K-27Pt/K-27/1/B-33243/of 2019
dt. 12/04/20189.
5. Built-up Area Approved : 17090.85 sq.m.
6. Previous BCC issued : 1) EE/AMB/3189/of 2011 dt. 12/05/2011.

2) EE/AMB/B-85778/of 2013 dt. 20/06/2013.
3) EE/IAMB/D- 73174/of 2017 dtd. 17/10/2017.

7. Position of construction
on site as per site Inspection (Site Inspection report of DE(AAIA))

report : Completed as per approved plans.
a) Built up area completed in  : 1) Previous OC - 10333.77 sqmtr.
all respect. 2) Previous OC - 1064.22 sqmtr.
3) Previous OC - 2432.32 sqmtr.
4) Fresh OC - 3260.54 sqmtr
Total - 17090.85 sqmtr
b) FSI Details : FSI Consumed = 0.65
8. Remarks as per Site : Building is completed as per
Inspection Report approved plans & as per MIDC DCR-2009
of DE(AAIA).

9. Area that could be considered
as built up area (Sg.m.) :17090.85 sq.m.

Rajaram "
G Rathod “

Executive Engineer &
Special Planning Authority,
M.L.D.C., Division (c)
Ambernath



10. Details of Building Constructed and Built up Area approved :

Sr. | Building BU/A for BU/A for BU/A for Present Total up to
No | No. which BCC is | which BCC is | which BCC is | BCC BU/A | date Built
issued vide issued vide issued vide (insq.m.) | upArea
No. No EE/AMB/ | No EE/AMB/ (insg.m.)
EE/AMB/3189 | B-85778/ of D-73174 of
/ of 2011 dtd 2013 dtd 2017 dtd
12/05/2011 20/06/2013 17/10/2017
(in sgq.m.) (in sg.m.) (in sg.m.)
! ?,g:;"d 4962.30 709.48 73.40 1222.49 | 6967.67
2 | Mezzanine
Eloor - ———-- 576.98 - 576.98
3 | 17 Floor
4386.12 —m——— 58.59 1160.04 5604.75
nd
o L s - 1261.12 861.89 | 2123.01
5 | Extra
height 937.19 354.74 462.23 16.12 1770.28
6 | Terrace
Floor 48.16 J— Fa— 48.16
Total BUA 10333.77 1064.22 2432.32 3260.54 17090.85
APPROVED
Rajaram
G Rathod

Executive Engineer &
Special Planning Authority,
M.I.D.C., Division (c)
Ambernath
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y M"\'\ MAHARASHTRA INDUSTRIAL DEVELOPMENT CORPORATION
,\.‘é;' (A Government of Maharashtra Undertaking)

No. EE/AMB/«.z7. k.27 parTe k-zm1/B-3324 3/0f 2019,
SEPTT T W Office of the Executive Engineer,
MIDC, (Civil) Division Ambernath.
Date: - 12/04/2019
To,
M/s. Bharat Serums and Vaccines Ltd.,
Plot No. K-27, K-27 PART & K-27/1
MIDC Industrial Area,
Addl. Ambernath.

Sub :- 1] Building Plan Approval for Plot No. No. K-27 K-27 Part and K-27/1,
Add|. Ambernath Indl. Area.
2] Drainage Plan Approval.

Ref :- Online application vide SWC/7/521/20170511/485416 dt.11/05/2017.

Dear Sir,
You have submitted application for approval to Building Plan for new

structures on K-27/1 and additions to existing structures on K-27 and K-27 Part in Addl.

Ambernath Indl. Area.
Your application is examined and following approvals are hereby

granted...

Building Plan Approval
Since you have paid following Charges......

) Development charges, amounting to Rs. 2,85508.96 vide Receipt No.
1073/CH/T174/2017 dt. 27/11/2017 & 1073/CH/9546/2017 dt. 05/04/2019.
Il) Scrutiny fees, amounting to Rs. 26,084.32 vide receipt No.

1073/CH/7174/2017 dt. 27/11/2017.
III) Compounding charges, amounting to Rs. 4,15,800 vide Receipt No. 1073/CH/9546/2017

dt. 05/04/2019.
IV) Compounding offence for marginal deficiency, amounting to Rs. 87,500 vide R. No.

DV034180Q000299 dt. 08/04/2019.
1) The set of fresh plans, received from you vide your letter cited above, is hereby approved

subject to acceptance and follow up of following conditions by you.

2) You had submitted plans and drawings for 7005.19 Sqm of plinth area for the plot area of
29149.00 Sqm, at present this office has approved plans for total upto date 17090.85
Sqm. of built up area. This office has now approved 09 Nos. of drawings details of which
are mentioned on the accompanying statement.

A. In case of approval to the modified plans, the earlier approval to the building plans
granted vide letter No. Nil dtd. Nil by this office is treated as cancelled. The drawings
approved now supercede previously approved drawings. You are requested to return the

cancelled plans to this office for cancellation and record.
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2

B. The drawings submitted now includes existing structures/proposed structures, which
were not approved previously. Present approval along with the previously approved plans
vide letter No. EE/AMB/B-43232/2014 dtd. 16/05/2014 & OC vide letter No.EE/AMB/
D-73174/of 2017 dtd. 17/10/2017 from the office of the Executive Engineer is to be
treated as combined approval.

This building plan approval is with respect to planning point of view and in accordance to
MIDC's Development Control Rules, since MIDC is Special Planning Authority (SPA) for
this Area. In addition, to this approval the plot holder shall obtain approval for plans from
other requisite authorities as per necessity, such as from :-

i) Industrial Safety and Health Department, Govt of Maharashtra.

ii) Explosive Department, Govt. of India.

iii) Food & Drugs Departme nt, Govt. of Maharashtra.

The plot holder shall obtain prior Environment Clearance Certificate before
Commencement of any construction activities, if applicable to their project as per the
notification issued by MoEF, Gowt. of India vide Notification issued by MoEF,
New Delhi dtd.14. 09. 2006 and its subsequent amendments’.

You are requested to submit certified copies of above approvals from the concerned
authorities to this office, in triplicate before any work is started OR within three months
from the date of issue of this letter whichever is earlier.

For the sanitary block, overhead water storage tank shall be provided at the rate of 500
liter per W.C. or Urinal.

For necessary approach road to the plot from the edges of MIDC. Road, 900 mm dia CD
works or a slab drain, as may be approved by the Executive Engineer, shall be provided.
Temporary structures shall not be allowed except to during construction period (after
obtaining prior approval from Executive Engineer.) and the same shall be demolished
immediately after building work is completed.

During the period of construction, stacking of materials shall be done only in the area of
plot allotted. In no case, material be stacked along MIDC, road land width/open plot area.

10) The marks demarcating boundary of the plot shall be preserved properly and kept in good

condition and shown to department staff as and when required.

11) Notube well, bore well or open well shall be dug.
12) Plans for any future additions, alterations or extensions will have to be get approved from

this office, as well as from concerned competent authority.

13) The present approval to the plans does not pertain to approval to the structural design,

RCC members, foundations etc. It is only locational approval to the layout of various

structures & floors with reference to the plot, in accordance to MIDC DCR.
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14) In case any power line is passing through the plot, the plot holder should approach
MSEDCL and obtain their letter specifying the vertical and horizontal clearance to be left
and plan his structures accordingly.

15) The compound wall gate should open inside the plot and if the plot is facing on two or
more sides of the road then gate shall be located at least 15 m. away from the corner of

junction or roads.

16) Plot holders shall make his own arrangement for 24 hours of storage of water, as
uninterrupted water supply cannot be guaranteed.

17) In case, water stream/ nallah is flowing through the allotted plot, the plot holder has to
ensure that the maximum quantity of rain water that flows at the point of entry of stream is
allowed to flow uninterruptedly through the plot and upto the point of out flow of the
original stream. The points of entry and exit of the natural stream shall not be changed.
The detailed plans section and design for allowing maximum expected discharge of rain
water through the plot have to be furnished to this office and no filling of plot and diversion
of nalla is allowed unless a written permission is obtained from the Executive
Engineer/SPA.

18) This permission stands cancelled, if no construction work is started within 12 (Twelve)
months from the date of issue of this letter or the date given in the agreement to lease to
start construction work whichever is earlier. The date of starting construction work and
date of completion shall be informed to the Executive Engineer in charge immediately.
The construction shall be completed within the given stipulated time limit as per the lease
agreement.

19) Breach of any rules stipulated will render the plot —holder liable for action as provided in
MIDC., Act 1961 ( Il of 1962 and regulations made there under) and also terms of lease
agreement and schedule of penalties prescribed by the Corporation for this purpose.

20) This office is empowered to add, amend, vary or rescind any provisions of Building Rules
& regulations from time to time as it may deem fit, and the plot-holder has to be abide by
these rules and regulations.

21) As soon as the building work is completed, the plot-holder shall approach to the
concerned Deputy Engineer/Executive Engineer, to get the work verified and building shall
not be occupied unless building completion certificate and occupancy certificate is
obtained from this office.

22) This approval is subject to permission of competent authority under Urban Land
(Ceiling & Regulations) Act. 1976.

23) The plot-holder within a period of one year from the date of agreement to lease. shall
plant at least one tree per 100 Sg. m. of plot area along the periphery of the plot. In
addition, he shall also plant one tree per 15 m. on the frontage of road or part thereof
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inside the plot and maintain the trees so planted in good condition throughout the period
of agreement to lease.

24) The basement if provided is to be used only for storage purpose. No. manufacturing
activates are allowed, similarly toilet is not allowed at the basements.

25) The Name and plot number shall be displayed at main entrance of plot.

26) The plot holder shall construct ETP as per consent of MPCB & treat & dispose effluent as
per MPCB Consent to establish & operate, if applicable with prior approval of MIDC SPA.

27) The plot holder shall ensure that, the foundation of the building / structure shall rest on
the firm strata and not on made up / filled ground. The Architect and structural consultant
appointed by the owner will be solely responsible for this condition.

28) MIDC issues permission for development of plots which are situated on river banks,
adhering to the contents of the River Policy dt. 13" July 2009 and as per category of
Industries. PIL No. 17 of 2011 is filed against this policy at the Hon'ble High Court
Bombay. It is clarified that, grant of any permission by the MIDC to any new industry in
industrial estate situated on river banks will be subject to any further orders which may be
passed by Hon'ble High Court, Bombay under PIL No. 17 of 2011.

29 hief Fire Officer, MIDC's circular vide No. A-04499 dt. 05.01.201 e
to provide 4 Nos of ity of DCP fire extingui S (ABC Type) following

IS:15683 within the propose: ullding at prormi cations and the same shall

be al ained in good operating condition as per the IS code.

30) Since you have consumed 65 % of FS| as per the approved plan, you are requested to

utilize remaining FS| as per agreement to lease.

B] Drainage
i) Drainage Plan Approval ( Internal Works)

The set of plans in triplicate received along with the letter under reference for the
above work is scrutinized the proposalis approved s ubject to condition as follows:

The work of internal and external water supply and sanitary fittings etc for the
above building shall be carried out through the licensed plumber registered at local
authority or of Environmental Engineering Department, or Govt. of Maharashtra.

1) The work should be carried out as per specifications confirming to 1.S.S. In case they are
not covered under 1.S.S. then standard practice allowed by Municipal Corporation of
Grater Bombay shall be followed.

2) The wastewater from water closets and urinals shall be passed through a septic tank

of standard design.

3) The outlet of septic tank will ultimately have to connect to MIDC's sewerage
system when provided, as per approved plans.

115



5

4) The present approval to the plans does not pertain to the design of septic tank, effluent
treatment plant etc. It is only locational approval to these structures with reference to the
plot.

5) You will be allowed to join your effluent to MIDC’s common effluent collection

system only after obtaining of necessary N.O.C. from MP.C. Board and actual
commissioning of pretreatment activity the factory effluent will be allowed to
connect to MIDC system.

6) Overhead water tank shall be provided at the rate of 500 Litters per W.C./ Urinal
provided.

7) The waste water from the closets and Urinals shall be passed through the septic tanks,
which is to be adequate to meet the requirements of the persons working in the factory
and process waste if any, prior to septic tank in series with suitable size of 100 mm dia
sewer trap, inspection chamber with 80 mm dia vent pipe shall be provided.

8) All vent pipes shall be minimum 80 mm dia size.

9) All rain water down take pipes shall be minimum 100 mm dia and should be provided

at the rate of 1 Nos. Per 25 Sq. m. of roof area.

10) All S\W. pipes shall be minimum of 150 mm dia size.

11) It should be seen that no overflow of water from the soak pit or any process waste
enters into adjoining property or road.

12) Rain water pipes are not to be connected to underground effluent collection system.
Separate drainage system shall be provided for collection of Industrial and Domestic
wastes. Manholes shall be provided at the end of collection system with arrangements
for measurement of the flow.

13) In case any of the requirements, stated as above is violated by the plot holder then he
is liable for disconnection of water supply and is liable for action provided under
MIDC., Act and various regulations and as per provision in the lease agreement.

14) The completion of work as per above requirements, it shall be jointly, inspected by the
concerned Deputy. Engineer, of MIDC and your representative who has designed and
executed work, without which drainage completion certificate will not be issued.

15) The waste water after treatment shall be soaked in a soak pit, if sewer line is not
available for the plot; whereas if effluent collection system, of MIDC is functioning, then
effluent shall be connected to the same after getting drainage plans approved from this
office. The effluent shall be outletted only after pretreatment confirming to the standards
stipulated by Maharashtra Pollution Control Board of Govt. of Maharashtra and after
obtaining their consent under water Act 1974, Air Act 1981, & Hazardous waste Rules

2008 and subsequent amendments.
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Undersigned reserves right to amend any additional recommendations
deemed fit during the final inspection due to the statuary provision amended from
time to time and in the interest of the protection of the company.

You are hereby requested to go through above approvals carefully with

the above conditions, and take necessary actions accordingly.

Thanking you, Your's faithfully,

Rajaram -
G Rathod:

Executive Engineer
Special Planning Authority
M.I.D.C., Civil Division
Ambernath.

A:- 1. One Statement showing details of
drawings and built up area approved.
2. Copy of approved drawings/plans.
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PLAN APPROVAL

EE/AMB/B-33243 / of 2019, dated:- 12/04/2019 issued by the Office of the Executive Engineer,
MIDC, (Civil) Division, Ambernath. (W)

Name of Industrial Area.

- Additional Ambernath Indl. Area.

Addressed to - M/s. Bharat Serums and Vaccines Ltd., Plot No. K-27, K-27 PART & K-27/1.

"Sr. | Drg | Name of Architect | Particulars Built up Area
No. | No.
BCC | Plan | Ground | Mezz. First - ad Extra | Terrace Total
Apprl. | Floor Floor | Floorin | Floorin | height [ Floor in area
m* m* m’ in_m’ m’ Inm?
Mis. Arnita Sez CcC 4962.30 | ---—-- [4386.12| e 937.19 | 48.16 10333.77
%} or | (Gomusens et Lt Plan Approval vide EE/AMB/1214/of 2009 dtd. 04/06/2009 & BCC issued
R vide EE/AMB/3189/of 2011 dt. 12/05/2011.
CA/85/8879 1 - - . . .
Mrs. Sonali A Kadam "BCC | 709.48 | --—n- [ ems | eeeme [ 35474 | - | 1064.22
2| 04 03;365-;754“;‘;-7 Plan Approval vide EE/AMB/54207/of 2013 dtd. 18/02/2013 & BCC
issued vide EE/AMB/B-85778/of 2013 dt. 20/06/2013.
Wirs. Sunita Waikar BCC | 7340 | 576.08 | 58.59 | 1261.12 | 462.23 | -—— | 2432.32
3. | 08 e sy Plan Approval vide EE/AMB/B-43232/0f 2014 dtd. 16/05/2014 & OC
issued vide No. EE/AMB/D- 73174/of 2017 dtd. 17/10/2017
Mrs. Monall R. Present |122249| --— | 1160.04| B861.89 | 16.12 i 3260.54
4. | o9 Patankar Approval
Reg. Lic. No.
CA/96/20310
Total | 6967.67 | 576.98 | 5604.75 | 2123.01 | 1770.28| 48.16 | 17090.85
REMARKS.:- 1. Area under demolition. - Nil
2. Plot Area . - 29149.00 m2. _
3.10%R. G. - () 291490 m2. Rajaram
4. Net Plot Area - 2623410 m2. G Rathod
5. Upto date ground coverage in m* - 7005.19 m2. T
6. F.S.I. in Ground coverage = 0.26<0.50 Executive Engineer & SPA
7.Total Built up area in m” - 17090.85 m2. MIDC (ﬁ(\:ivti::) Divizion
8.Total F.S.| consumed. - 0.65<1.00 mbernat
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BHARAT SERUMS AND VACCINES LIMITED

. [CIN  U24230MMH1974PLEO15134)
Office . 17th Floor, Hoechst House, Nariman Point, Mumbal - 80002° irda

Registerad
Tel. . ’91'22'““09001'““0980 Fax "‘”?2“‘}3% 6934
£.mail | corporata@bharatserums com Websils  waa bharatsarms oo

Ref BSVUMPCBIZOZO-Z‘HOO?
Date 06/10/2020

To,
The Roglonal Officer - MPCB,

Kalyan.

Sub: manufacturing Process Clarification ',/

Dear Sif,

With respect to the above-mentioned subject matler we wish to submit the clarification

regarding the manufacturing
process starts from our location at Khoni and thereafter, it corcludes &t Ambernath (acity

The

Following are the Steps of the process:

I, Khoni Equine Raw Material Generation Process:

The Equines (Pony) are injected with Antigen (Snake Venom, Rabies Virus, etc.).

2. After injecting, after a certain period of immunization of antigens, Antibodies are

repared against venom of Snakes and Rabies virus into the bodies of equines.

3. The Antibodies are developed slowly to attain a defined level of titre in the bodies of
Equine. The process I8 lengthy and cyclic and last for period of years across the life
gpan of the equines as per statutory norms with respect to concerned guidelines.

4. Once, the Equine is ready for process the blood is extracted from body of Equine and

plasma derivatives are separated from Biood component of Equines. This Plasma

derivatives are major raw material in mfg. of ASVS, ARS. At Ambemath plant.

-

I aAmbernath Equine Mfg. Process:
1, Ot Material Plasma Is received from Khoni facility, the Plasma is stored in

the controlied temperature environment (2 deg. to 8 deg. C).
After which pooling of plasma is carried out for fractionation and Immuneglobulins are
|solated.
3. After Isolation quality control of plasma is done for fractionation. Once, Quality
confirmed fractionation of Plasma is carried out. '
4. After fractionation, formulation process is carried oul.
Post formulation, Bulk filling is caried out in automated machines and slorage.

.

5.
6. After filling, the samples are sent for Quality control complete analysis of product and
post QC analysis the stored formulation Is release for production Usage i.e. final
preduct in form of vials.
pageiof2
W’D
“)\'\(} -
4
office & D Contre Thane Factory Ambernath F
orporats OFe!wer, 30 Poor, LUS TEN Piot No A-371/372 Resa No 27 PiotNo i e A warshouse
ar i Rkalle PaTs fehing Aelisble Plata. weole Ingusinal Estate. Addmonal M1 D.C.. __‘m';:”'_"?-“'ie‘-"
ok Nay Wumbs Ajrol. Navi burmbsl. M'm(g).'ﬂ-mw Ambernath (East), Pin . 471 501 “u.“- 13 Sonae \I' age
w A 108 Py - 400 0B +91.22.2582 2181, 2582 1359 Ter 0251.282 7000 : {. 31 - NOSIK M ay
a atn 29 4504 2456 Tei - +91-22-4504 3000 +01-22-8797 7686 Fax D251.282 7008 F:Buu « Bhiwand,
Fax' +91-22-4504 3200 Fax  +91-22.2582 3640 § omai ampemath @ONamIserms com ;_e" 1::.1“:- F:;é-‘:l‘.“‘._.'\' :.
L . L L

FETEFE L J200
E.niail - tactory@bharalserums (1
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BHARAT SERl{MS AND VACCINES LIMITED

Registered Office : CIN - U24230MM1971P1.C015124)

17th Fm. Hoechst H i - 1
Tel.: #91-22-6656 0900 /6656 0980 e, wiemmoesy
E-mail : corporate@bharatserums com

Website www bharatsarme ¢nm

he process is basically the cycle of the product which begins at from the First Injection of
Venom (£.ntigen) injected into the body of the Equine. continuous booster doses. series of
hleedings. plasma extraction in lots, plasma pheresis _ lol testing. dispatch fo Ambernath. This
above process is cyclic and continuous as per Lauine Antibody generation for life Siaving
Drugs in conjunction with Statutory bodies w.r.l animal welfare

The process of Antibody generation is continued as per stizutory guidelines lo ensure healt
status of Equines and drug availability (Life Saving) as per government requirements

The raw plasma dispatched for Ambernath are processed based on equiprment capaciies s
uaceabimy is maintained for the same. Hence, appropriate nomenciature for a particular
processing cycie is provided.

We hereby confirm that, MSEB Connected load is 3970 KW and Average consumed 10ad 15
1600 KW. Also, MIDC Water Consumption as per MPCB Consen

t 15 2473 (LMD and Average
water Consumed is 173 CMD.

Thanking You.
gor Bharat Serums and Vaccines Ltd.

-{ Ming,
w;ﬂk’l?fﬁmar,‘ €) |=
bl § ‘d"dm J'g

Encl:

4. Immunization, Bleeding and Plasma Extraction Record = 2017 Onwards
;. Sample of Plasma Pooling Record
3. Equine Manufacturing Process Flow Charl

Page 20f 2
0 Cantre Thane Pectory Ambernath Feetory Warchouse
orporats Ofics :.:Fw. Vlbecy Tower Pt No A-37V/372 Roas No 27 Plot No K-27 Anand Naga: Buikding No 4 Premiss No.1
.qrwc.tm;:"' Batind Reliable Plaza. Wagle Industnal Eslate Additional M 1D C Survey No 15, Sonaw Village
Jatune Haliable PIAZA Assol, Navi Mumbai, Thane (West), P - 400 604 Ampemath (East) P - 4217 501 Mumba - Nasik Highway,
wrok, Nl B 400 708, Tot  +01-22-2582 2181, 2582 1399 e 0251-262 /000 Tolcke ‘Biiwand.”
| ny. 400 708 . Tel. - +91.22-4504 3000 «§1-22-6797 7698 Fax 0251-262 7008
" -j.“gjﬁ Yoo  Fax:e91.2045043200  Fam +81.22:2502 3640

Dist Thane Pin 421 302

E-mai  ambemat@bharatsenims com Tel ] o
E-mail  Inctory@bharatserums com ol 491 22.2661 026 /2
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MAHARASHTRA POLLUTION CONTROL BOARD

Kalpatary Point. 3r¢ & <in flogr, Swo-

Pnone . 24010437/24020781 s
124037124/24035272 —— Matunga Scheme Road Nc. 8, Opp Cine

Fax : 24044532/24024068 MURRASHIRA  Pianat Cinema Near Sion Circle. Sion {E),
124023516

Email : dwaler@mpcb.gov.in W Mumpat - 400 022

Visit At:  http:#mpeh.gav.in

MPCB/ID(WPC)/CO/TE- 2. (L 2 Date: 7 / /2016

To
M/s. Addl. Ambernath Manufacturers' Assoclation,

Addl. Amebernath CETP,
Piot no. AM13, MIDC Addi. Ambernath, Tal-Ambernath,

Dist - Thane.

Sub: Directions w's 33A of the Water (Prevention & Control of
Pollution) Act, 1974 and u/s 31A of the Air (Prevention &
Control of Poliution) Act, 1981.

Ref. 1. Proposed Direclions issued ditd: 20/05/2016
2. Show cause notice for closure 1ssued by the Board vide
Letter MPCB/ROK/TE/SCN/384 did; 24/05/2016.
3 Minutes of the Meeting extended to you on 02/08/2018
4. Your Reply dig- 03/06/2018
5 Persona! hearing extended to you on 29/06/2016

WHEREAS, the Maharashtra Pollulicn Control Board has granted you conditional
consent 1o operate Common Effiuent Treatment Plant (CETP) at Plot no. AM-13, MIDC Addl.
Ambernath, Tal-Ambernath subject to the ceran terms and conditions including important
condition to maintain and operate it properly so as 1o achieve the standards prescribad in the
conseni order dated 15/C1/2014 which was expired on 31/12/2014.

WHEREAS, an application for Renewal of Consent was submuted in the name of
Division of Bharat Udyog Ltd., being Operator of CETP. AND WHEREAS, the MIDC has
removed the Division of Bharat Udyog Ltd., for not operating and maintaining the CETP on

account of its being Operator of said CETP, which has been involved in the titigation as per

information gathered by the Board. AND WHEREAS, existing management s also not

operating and mamntaning AAMA ETP.

AND WHEREAS, on account of not eperaling and maintaining your CETP anesaon-
cperation and- maintenanca of ETPs of Members of your CETP. you are discharging highiy
poliuted effivent into local nalla, which further leads to Waidhuni River, which further meets 1o
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Ulhas Creek and thereby causing serious pollution thereof. AND WHEREAS., the capacity of
your CETP is 7.5 MLD, wnereas you are collecting and treating only 3.5 MLD industrial
gfluent, thereby the CETP is being operateg under capacity, which further s responsible for

discharging pelluted effluent.

AND WHEREAS, on accoun of above non-compliances, Show Cause Notice issued
by the Board dated 11/12/2013, follawed by the Proposed Directions dated 17/04/2015 with
further Show Cause Notice dated 14/12/2016 for making improvement in your O & M. AND
WHEREAS, inspite of above aclions, you have noi taken effective steps to comply with those
notices, the Board has issued directions dated 20/02/2016, 09/05/2018, directing you to take
effective steps to improve and upgrade CETP io collect, treat and dispose of 3.5 MLD
industrial effluent. AND WHEREAS, you have not compiied with those directions, and
therefore, the Regional Officer, MPCB, Kalyan had issued Proposed Directions dated
20/05/2016 as to why further stringent action shail not be imtiated against you including

closure of CETP.

AND WHEREAS, a personal hearing was extended to you before Chairman of the
Board on 02/068/2016. Durng the course of perscnal hearing, you have informed thal
Additional Ambernath CETP has teen nanded over to AAMA by MIDC for proper O & M ane
repairs, so as to put it into full operation on account of non-operation thereof by the earlier
Operator You were directed to submit an Action Plan within two days to comply with the
Operation, Maintenance and Repairs, so as to make operational CETP t¢ achieve standards
by 15" June, 2015. You are also direcied to get an Action Plan ratified by the MIDC. MIDC
was directed o remove accumulated sludge in the sump within five days. The instructions

were agreed to be followed by you and MIDC

AND WHEREAS, further opporiunity of hearing was extended o you on 28/06/2016 by
the Member Secretary. During the course of hearing, your representative was not present.
Though sludge removing was in process, as per information obtained from you, it was decided
to call concrete Action Plan at micro level (individual unitwise) by 29/08/2016 and
improvement within three days, failing which to consider closure of CETF It was also cecided
to call names of defaulters contributing high COD.

AND WHEREAS, no specific Action Plan was being received to secure the compliance
to the discharge standards and thereby, you are causing serious poliution in the iocal nalla,
leading to Waldhuni river , which further meets to Ulhas Creek. Therefore, it was deciged to
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533
issue Final Directions against your CETP and ali defaulling members, which are not meating

consented standards with directions 1o achieve zero discharge

AND WHEREAS, you have been issued with the show cause notice for closure under
section 323 A of the Water {Prevention & Control of Pollution) Act, 1874, peinting out the non
compliances on the part of member induslries and thereby causing paiiution n the
surrounding areas vide show cause notice dated 24/05/2016. AND WHEREAS, the MPCB is
monitonng your CETP regularly and also placing the JVS anzlysis results on the Website of
MPCB fer bringing more transparency in respect of operation and maintenance of CETPs in
the State of Maharashtra in compliance of the order passed by Hon'tle High Court at
Judicature at Bombay in the group of Writ Petitions filed by before it in the Public interest

Litigation no. 17/2011.

AND YWHEREAS, the above moniloring reporis and non compliances on your pan
were brought to your notice from time to time by the MPCB. AND WHEREAS, you have teen
directed lo take corrective measures to improve the performance of CETP by way of proposed
directions cated 08/05/2016 with reference to short lerm and long term measures 10 be laken
by you, prosecution notice dated 02/04/2016, directions dated 22/04/2016 for instaliation of
SCADA and direclions dated 20/05/2016. AND WHEREAS, in spile of above notices and
directions, you have failed to comply with tr]ose directions and thereby conunue t¢ cause

sericus pollution at a discharge pointin sea

AND WHEREAS, after going through the results of your CETP at your oullet, for more
than iast one year, it has been observed that your management is totally negligen! towards
pollution prevention and causing continuous pollution in the surrounding area even after giving

a number of opportunities to improve the perfermance of CETP.

NOW THEREFORE, |, P. K. Mirashe, the Member Sccretary of the Maharashtra
Pallution Control Board in exercise of powers conferred upon me by the Board has come o
the conclusion that your previous management was not only negligent lowards pollution
prevention, but also has no intention to improve the operation and maintenance of CETP,
thereby discharging highly poliuted effluent from the final outlet of CETP into the local nalla
leading to Waldhuni river, which further meets to Ulhas Creek and causing sericus poliution
in saline zone. |, therefore, hereby dirsct you to stop receiving effluent from member industrias
within 72 Hours or till AAMA CETP submits concrete time bound proposal for upgradation,
mainienanca and operation of existing CETP, so as lo achieve standards prescribed in the
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4
Consent dated 15/01/2014. The directions of closure hereby makes it clear that you shouid
not receive any effluent from your member industry or any other industries into CETP for
further treatment and disposal. You are furiher directed to bring these directions to the notice
of your Members, informing them not to discharge any under treated or untreated effiuent into
the inlet of CETP or in the nearby area, which will cause further damage to the envirenment.

¢

This is issued with the approval of Chairman of the Board. -
S ia

hY)
/‘WA/ ""'/’{;‘(
(7Y 711"

(P. K. Mirashe}
Member Secretary

Copy submitted to:
1. Hon'ble Chairman, MPC Board, Mumbai
2. CEOQ. MIDC, Udyog Sarathi, Mahakali Caves Road, Andheri East, Mumbai - 400083

Cepy to:
1. Joint Director (WPC)/Principal Scientific Officer/Law Officer (P&L Divn), MPCB
Mumbai = for information and nacessary action.
2. Regionai Officer, MPCB, Kalyan/Sub-Regional Officer, MPCB, Kalyan 1 - for information

and necessary follow up action.
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MAHARASHTRA POLLUTION CONTROL BOARD
REGIONAL OFFICE-KALYAN

Tel. No. (0251) 2310167/2310212 —— Siddhivinayak Sankul,
Fax No. (0251) 2310192 3" Floor, Near Oak Baug,
Visit us on: http://mpcb.gov.in Station Road,

E.mail: rokalyan@mpecb.gov.in Kalyan (West) — 421 301.

NO. MPCB/ROK/TB/MIDC Addl. Ambernath CETP Member/ Closure/ 570 Date: ©2/07/2016

To,
M/s. Bharat Serum & Vaccines Ltd
Plot NO. K-27 Addl. MIDC Anand Nagar Ambemnath,

Dist Thane.

Sub: Directions under section 33 A of Water (Prevention and
Control of Pollution) Act, 1974.

Ref: Directions issued to Ambernath MIDC CETP Company Pvt. Ltd., vide no.
MPCB/JD(WPC)/CD/TB-2647 dated 02/07/2016.

AND WHEREAS, being a member of CETP you are jointly and severely
responsible for not only to operate and maintain your ETP so as to achieve
discharged standards prescribed in your consent, but also at the same time to ensure
that CETP Is operated and maintained so as to achieve the standards prescribed for

discharge from final outlet of CETP.

AND WHEREAS, substandard effluent is being received from member
industries, which affects the performance of CETP and becoming non complied

CETP.
AND WHEREAS, the MPCB also directed earlier to Ambernath MIDC CETP

Company Ltd.,MIDC Additional Ambernath, to submit an undertaking to comply with
the standards prescribed in their consent. AND WHEREAS, an undertaking has not
submitted to achieve standards within stipulated time period by CETP and continued
negligence towards improvement in operation and maintenance of CETP thereby
discharging highly polluted effluent from the final outlet of CETP into the Creek and

causing serious pollution thereof.

AND WHEREAS, the Maharaéhtra Pollution Control Board (MPCB) has issued
directions vide letter dated 02/07/2016 to Ambernath MIDC CETP Company
Ltd.,MIDC Additional Ambernath, to stop receiving effluent from the member industries
within 72 hours or till Ambernath MIDC CETP Company Ltd., MIDC Additional
Ambernath, submits concrete time bound proposal for up-gradation, maintenance and
cperation of existing CETP so as to achieve the standards prescribed in the Consent
dated 15.01.2014.
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AND WHEREAS, the CETP has not submitted any concrete proposal to take
improvement measures so as to achieve standards within stipulated time period,

thereby CETP Is falls under non performing category.

AND WHEREAS, it has been observed that due to discharge of sub-standard
effluent including toxic contents by some of member industries, effective performance
of CETP is being hampered. AND WHEREAS, the CETP Authorities were directed to -
inform you the facts and circumstances under which directions of closure of CETP has
been issued by the Board and not to receive any effluent from the member industries
within 72 hours to the CETP. WHEREAS, you have not stopped discharging
pretreated/substandard effluent to CETP and thereby non complying with the
directions issued by the Board dt. 02/07/2016 to CETP.

NOW THEREFORE, you are directed to take immediate steps to stop your
discharge of effluent into CETP immediately, failing which the Board will have no
option than direct the Competent Authority to disconnect electricity/water supply of
your unit with further direction to MIDC to regulate your activity to ensure closure of
generating and discharging effluent to CETP, please be noted.

This is issued with the approval of the Member Secretary ofsthe Board.

vyl

(D.B.Patil)
Regional Officer, Kalyan
Copy submitted for information to:
1) The Member Secretary, MPC Board, Mumbai.
2) The Joint Director (WPC), MPC Board, Mumbai.
3) The Principal Scientific Officer, MPC Board, Mumbai

Copy to:
The Sub-Regional Officer, Kalyan-l, MPC Board for serving the directions to

industries generating effluent and discharging effluent to CETP immediately by special
messenger and ensuring compliance of directions within 48 hours .
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MAHARASHTRA POLLUTION CONTROL BOARD
REGIONAL OFFICE-KALYAN

Tol. No. (0251) 2310167/2310242 e Siddhivinayak Sankul,

Fax No. (0251) 2310182 a—— 3 Floor, Near Oak Baug,
Visit us on: hitp://mpeb gov.in Station Road,

E.mail: rokalyan@mach.pov.in Kalyan (West) - 421 301.
No. : MPCBIROKISCN-PITB. ¢ (& Date:= 8,406 (1P| J—
To,

M/s, Bharat Sarums & Vaccines Ltd.,
Plot no. K-27 & K-27/1, MIDG,
Addl.Ambernath, Anandnagar,

Tal. Ambernath, Dist Thane.

Sub: - Show Cause Notice under the provision of Water (Prevention and Control of
Pollution) Act 1074 and Air (Prevention and Contro! of Pellution) Act 1981.

Ref: - 1) Consant Granted by Beard by vide letter 23.01.2017, valid up to 30.06.20z22

2) Visit of Board officials to your unit on 06/06/2017.
3} Proposal for Action Submitted by Sub-Regional Office MPCD Kalyan-li vide
latter dtd-06/06/2017.

WHEREAS, 1t is mandatory to obtain Consent lo operate under the provisions of the Water
(PACP) Act, 1974 and the Air (P&CF) Act, 1981 and the Hazardous Wasle (Managemen! Handling &
Transboundary Movemant) Rules, 2016 and it is obligatory on your pan to provide adequate and
sultable treatment & disposal arrangaments as well as air poliution control devices, so as to achieve
the standards prescribed in the consent order and to dispese off & in accordance with the condilicn
laid down for dispasal in the consent and comply the consent conditions.

AND WHEREAS, the Ofticer of MPC Board visited your unit on 06/08/2017 for varification of
consent condition compliance and different directions issued by Board from time to time. This office
hae received propossl from Sub-Regional Office MPCB, Kalyan-ll vide letter 4td-08/08/2017 reponting
following Non.Compliancas:.

1) During the visit industry was in operation engaged in manufacturing of Injections.

2) You have provided ETP comprising collection tank, equalization lank, aeration, filtration
for traatrent of effluent. As per consent conditions lreated effiuent is to be recycled to
maximum extent & remalning is to be discharge to CETP.

3) You are using treated efiluent for gardening, thus violsting consent congitions

w2
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NOW THEREFORE, in the exercise of the power conferred upon me by Eeard under section
33(A) ol the Water (P &CP) Agt, 1974 and under Section 31 of the Alr (P & CP) Act, 1981, the
following directions are proposed to be issued:

1) Why your consent shall be revoked / refused?

2) Why your activity shall not be directed to close down forthwith?

3) why the compeatent authority shail not be directed to disconnect water/slectnicily supply
to your unit?

You are heroby directed to file your substantive reply / objections to these crections within 48
hours time, falling which, the Board will have no option than to confirm above directions against you,

which may please be noted.
f T,
AL ,
i ToEliF
{08 Paiil) oo
Reglonal Officer. Kalyan

Copy submitted for information to:
1. Member Secretary, M.PC.Board, Mumba.
2. Principal Scientific Officer,M.P.C.Board Mumbai..
3. Law Officer M.P.C.Bourd, Mumbal

Copy to:
1) Sub- Regional Officer, MPC Board, Kalyan-ll-He is directed to serve the directions to the above industry

and submit the report.
2) Master file.
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BHARAT SERUMS AND VACCINES LIMITED

(CIN: U24230MH1DT1PLCO15134)
Registerec Office : 17th Fioos, Hoechst House, Nariman Point, Mumbel - 400021, India
Tel. : +91-22-8856 0900 / 6656 0980 Fax - +07-22-6656 0933
E-meali : corporate@bharaiserums.com Wsabsite : www.bharstserums.com

Ref. : BSVL/MPCB/SCN-Reply/CO-001/47-18. Date: 08/0%/2017

To,

The Regional Officer,

Maharashtra pollution Control Board,
Kalyan, Dist : Thane

Sub : Show Cause Notice under Section 33 A of Water { P & CP} - Compliance thereof

Ref .: 1) Your Visit at our Factory dated 6/6/2017
2) Your letter for Show Cause Notice vide No: MPCB/ROK/SCN-P/TB-416 dated 7/6/2017

Dear Sir,

With reference to the above subject, We would like to Clarify as Follows,

We are engaged in the Formulation Activity and the Effluent mainly Comprising of Bottle washing and Floor
washing. We have provided our Own In-house Full-fledged Effluent treatment System consisting of Physico
chemical Treatment with Secondary - Biclogical Treatment {ASP) Followed by Tertiary Treatment — Pressure
Sand Filtration and Activated Carbon Filtration.

Details are as Follows,

§r. Unit of Treatment " TNos off
T Oil and Grease Trap ' TTTTOT T
= “Equalization cum Neutralization Tank 02 i
3. Fiash Mixing Tank ' T
4 Chemical Dosing System T oeilet
5. “Primary Clarifier Tank with Tube Settler Media o
6. Aeration Tank No- 1 ;01
F4 [ Extended Aeration Tank No - 2 o1
8. Secondary Clarifier Tank with Tube Setiler Media BE (@; \,\},\7’
9. Clarified Water Tank 01 QN ﬁ@:(‘ﬂ .
10. Pressure Sand Filter B ﬂdﬁ\ﬂ,
11. Activated Carbon Filter 01 E _‘(éﬁ , )
12, Treated Water Tank 01 "“ < = {@ m AT
1. Sludge Drying Beds R @@a o ﬁ“" @)
We are operating the entire System on Round the clock basis. 2 <

'%3{\:%}::555‘-

Coroorete ‘mape Thone Eastory Ambernath Factory warchouse
3 ®lner, ug.m; Towear, M. mmny Towe?, Plot bz, ASTY 972, Roed No. 27, Blot No. KT, Anand Nagas, 2uiding Ne. H<, F'remt:.w'e' No.t
Piot No. K10, Fiot No. K10, Wagls inousvial Beene, Addiensl MAD.C. Sunvey Na. 18, Senale Village
Behind Relieble Plaga, Bshing Reliabie Piaza, Thane (Waat), Pin - 490 604, Ambarnat (Eest), #in 421 501, tumbos - Masix Highway,
Kaiwa indystial Sstate, Industrial Estate, Tl «01.22.0802 2151, 2882 1308,  Tei- 0281.262 1845, 262 1648 / 262 1083,  Taluka - Shrwandi,

Alroll, Navi Mumbel, rall, Navi Mumbai, +91.22:875 77605 858 2623 €55 TE5T Dist - Thane, Pin - 621 302.

Pin - 400 708. Pin-4C0 703. Fax,: +21-22-2558 3540 Fax.: 0251 232 1089 Tei: 0252 - 2853 028/ 27

Tel. : +91.22-4504 3458 Tl. : 491224504 2000 Borrall ' or@bharaiserumacom  E-mall amtomattZohareisesims.com

Pax.. +P1-224804 3200 Fax.: +91.28-4804 220C



BHARAT SERUMS AND VACCINES LIMITED

(CIN: UZ4230MH1074PLEO15134)
Registered Office : 17th Floor, Hoechst House, Narimar Peint iiumbar - 400021, india
Tel, : +01-22-6656 0900 / 6656 0980 Fax : -~81-22-3655 0833
E-mall : corperate@bharatserums.com Website : wwav.bharatesrums.com

After Treatment, the Entire Treated Effiuent is Recycled/Reused for Cooling Tower. From Inception stage

Only, We are Recycling/Reusing the Treated Effluent to Cooling Tower. As the Treated Effluent is having the

good Quality, in case of summer season, we suppose 0 use excess of Treated Effluent (If any) to Gardening

and more ever, we are Recycling/Reusing it to Cooling Tower.

our klnd Suggestion and as per Consent condition, we will not use any sort of Treated
ping and will maintain to use only for Recycle/Reuse to Cooling Tower as per our

, with respect to your Show Cause Notice issued, we have taken immediate action and stopped
using the Treated Effluent to Gardening and henceforth, we assure you that We will take utinost care
0 as to maintain our disposal of Treated Effiuent as per the direction iss ued.

This Is for your information and Kind perusal please.

Thanking you,

Yours faithfully,
For Bharat Serums and Vaceines Lid.

(Authorized Signatory)
Ccto: 1) The Member Secretary, M.P.C.Board, MUMBAI
2) The Principal Scientific Officer, M.P.C.Board, MUMBA!
AT S5 The Law Officer, M.P.C.Board, MUMBAI
4) The Sub Regional Officer, MPCB, Kalyan

Thane Factory Ambernath Factory Warshouse

# & D Centre i
mi.m Tower, 3 Eloor, Liverty Tower, Plot No. AQT1/872, Road Ne. 27, Eiot No. K27, Anand Nagar, Builiding No. H-4, Sremise Ne.1
nu Mo, K10, Plot No, K-10, wogia inzustrial Estuto, Addtional MAL.C., Suregy No. 15, Songis Viiage
Sehind Reilsble Pleza, Behind Reliable Ploza, Thare (West), Pin - 400 004, Armmoreath (Sast. Pin 421 501, Mumbei - Nasik Highway,
Kaiwa indusidel Estate, Indusirial Eatate, Tol: +31.-22.2802 2181, 2282 1338,  Tol: 0281-2821548/ 282 1548 / 262 1083, Taiuka - Bhiwandi,
AhlL Navi Mumbai, i, Novi Mumbal, +P1.32.879 77686 &58 4823 | 656 TBET Dist - Thane, Pin - 421 302

Pin - 400 708, m-‘ﬁ:m Fae.: +21.22-2582 3340 Fax.: 0284.282 1009 Te': 0252 - 2663 023/ 27
Tol, : 491224804 3456 ¢ +9122-4504 3000 E.mall: fevory@bheramarume.som  E-mail smbemangibharatserums.com
Fax. <D1-004B043200  Fav.: $91.22-4504 0200 . ' N
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MAHARASHTRA POLLUTION CONTROL BOARD
REGIONAL OFFICE-KALYAN

Tel. No. (0251) 2310167/2310212 s Siddhivinayak Sankul,
Fax No. (0251) 2310192 : 3" Floor, Near Oak Baug,
Visit us on: http://mpcb.gov.in W Station Road,

E.mail: rokalyan@mpch.gov.in Kalyan (West) - 421 301.
No. : MPCB/SROK-II/ROK/CD/ / TS Date: - | R1g)) 7
To

\/Mﬁ. Bharat Serums & Vaccines Ltd.,
Plot no. K-27 & K-27/1, MIDC,
Addl.Ambernath, Anandnagar,
Tal. Ambernath, Dist Thane.

Sub: Closure directions u/s 33A of the Water (P&CP) Act, 1974 and u/s 31
of the Air (P&CP) Act, 1981.

Ref: 1) Consent Granted by Board by vide letter 23.01.2017, valid up to
30.06.2022
2) Visit of Board officials to your unit on 06/06/2017.
3) Proposal for Action Submitted by Sub-Regional Office MPCB
Kalyan-l| vide letter dtd-06/06/2017.

4) Show Cause Notice under the provision of Water (Prevention and
Control of Pollution) Act 1974 and Air (Prevention and Control of
Pollution) Act 1981 vide letter dtd-07/06/2017.

5) Reply submitted by you vide letter dtd-08/06/2017.

8) Report received from Sub-Regional Office MPCB Kalyan-Il vide
office note dtd-13/06/2017

WHEREAS, you are operating the industry in the pollution prevention area declared
under the Provisions of the Water (P&CP) Act, 1974 and the Air (P&CP) Act, 1981 and the
Hazardous Waste (Management Handling & Tran boundary Movement) Rules, 2008.

AND WHEREAS, this office had issued you different directions from time to time for
compliance of consent conditions as given in references above.

AND WHEREAS, As per consent conditions treated effluent is to be recycled to
maximum extent & remaining is to be discharge to CETP. This office has received proposal
from Sub-Regional Office MPCB, Kalyan-Il vide letter dtd-13/06/2017submitted that you,
you have agreed, that the trade effluent is being used on land for gardening ,thus violating

the consent conditions.

AND WHEREAS, after examining all the reports and records available with this office
| have come to the conclusion that you are knowingly and wilifully violating the provisions
of the Water (P&CP) Act, 1974 and Air (P&CP) Act, 1981.
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q
Yolbli -
(D.B.Patil)
Regional Officer, Kalyan

Copy submitted for information to:
1. Member Secretary, M.PC.Board, Mumbai.
2. Law Officer M.P.C.Board, Mumbai.
3. Principal Scientific Ofﬂcer.M.P.C.Board,Mumbai.

Copy f.w.cs to:

1. Executive Engineer, Maharashtra  State Electricity  Distribution Co.Ltd.
Addl.Ambernath Division, Dist- Thane- He is directed to disconnect electricity supply
to the aforesaid unit after compiletion of 72 hours for safe closure of the unit & inform
this office accordingly.

2. Executive Engineer, Add|. Ambernath MIDC Dist-Thane- He is directed to disconnect
electricity Supply to the aforesaid unit after completion of 72 hours for safe closure of
the unit & inform this office accordingly.

Copy to:
Sub-Regional Officer, M.P.C.Board, Kalyan-Ii:-He is directed to serve the directions
to above industry and keep follow up and report the compliance thereof.
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BHARAT SERUMS AND VACCINES LIMITED

(CIN: U24230MH1S71PLCO15134)
17th Floor, Hoechst House, Nariman Point, Mumbal - 400021,
Fax : +91-22-6656 0933

Website : www.bharatserums.com

Rogistered Office : India

Tal. @ +91-22-6656 0000 / 6656 0980
E-mall © corporate@bharatserums.com

00275l

Ref. : BSVL/ MPCB/CD-Reply/CO-
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Date :15/06/2017 g,f-’ﬂ M.
’ c—
-~ 2 9?9'\
ga@@: Feed v‘E-TTE'r:-‘-;'-(—' il
fo, F\ ‘6@’ £\l Ty e Y Ty
The Member Secretary, @‘g\ S “"fé"‘ THE W
Maharashtra Pollution Control Bo# O\ ﬁ?““ \] v m ¥ty R i Tox
Sion, Mumbai v T
T TN - e e T
o3,

Sub : Closure Direction under Sec:t'mni ;E of Water ( P & CP) - Compliance t‘t?&?'“ /Pue -

Ref .:
1) Your Visit ur our Factory dated 6/6/2017
2) Your letter for Show Cause Notice vide No: MPCB/ROK/SCN-FP/TB-416 dated 7/6/2017

3) Our reply vide our Jetter date 8/6/2017 submitted to your office
4) Closure Direction vide ref. MPCB/SROK-II/ROK/CD/443 dated 13/06/2017 received from

your side on 14/6/2017 at 4 pm

Dear Sir,

With reference to the above subject, we would like to Clarify as Follows,

About Our Manufacturing Activity :
This is in reference of the hard copy of the letter No. MPCB/SROK-II/ROK/CD/443 dated 13

June, 2017 received by us on 14t June 2017,

Bharat Serums & Vaccines Ltd. (BSVL) has been in the business of making life saving injectable
products since 1971,

We, as an Indian Pharma company have improved the qualily of life of millions of people through
our diverse range of “Life-saving Pharmaceutical products”. At BSVL, we have focused on developing
products utilizing our in-house research & development capabilities and continue to manufacture
world class products which is evident from our publications and patents.

We, have the unicue role and responsibility to produce medicines which are affordable to poor
and marginalized soctions of the society. We have successfully bridged this gap by providing these
products to the needy Indian population, thereby focusing on saving the lives of millions of
Indians. This role is a delicate balance between manufacturing as per the market needs and
adhering to the laws governed under the NPPA Act. Thereby ensuring continuous production of
these essential life-saving medicines.

Contd. Pge-2

Corporute Qffice

ird Flour, Lieny Tower,
Fiot No. K-10,

Behing Rehavle Plaze,
Kalwa Industrial Eslale,
Airoll, Navi Mumbal,

Pin - 400 708.
+91-22-4504 3458
+ §1.22-4804 3200

Tol
Fax

R & [ Cuntre Thane Factory Ambarnath Factory arehousa
3rd Floor, Lioanty Tower, Plot No. A-371/372, Road No. 27, Plat Nu. K-27, Anand Nagar, Building No. H-4, Premisa No.1
Plol No. K-10, Wagle Industrial Estato, Additional M.LD.C., Survey No. 15, Sonale Village

Bemnd Rullablo Ploea,
Kalwa Industrial Estale,
Asroll, Navi Mumbai,

Pin - 400 708,
+01-22-4504 3000
«§1-22-4504 3200

Tol,
Fax

Thane (West), Pin - 400 604,

Tel.: +81-22-2682 2181, 2582 1383,
+01-22-679 7760€

Fax.: +01-22-2582 3640

E-mail; factory@bharatserums.com

Ambernatn (Cast), Pin <421 501.

Tel.: 0251-262 1645 / 262 1648 / 262 1083,

658 4623 / 656 7857
Fax.: 0251- 262 1009
E-mail: aimbernath@bharatserums.com

Mumbai - Nasik Highway,
Taluka - Bhiwandi,

Dist - Thane, Pin - 421 302
Tel.: 0252 - 2563 026/ 27



BHARAT SERUMS AND VACCINES LIMITED

(BIN: U24230MH1971PLCO15134)
Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. | +81-22-8856 0800 / 66566 0080 Fax : +91-22-6856 0933

E-mail : corpormo@bhamurum.eon(wp 2) Website : www.bharatserums.com
age-

Majority of BSVLs' medicine sales are directed towards fulfilling the goal of the Indian
government in eradicalion of various discases. And the supply is made to various government
hospitals and Institutions of various states and the Indian Armed forces.

In this connection, we have all the necessary statutory licenses from various governmental
agencies, to ensure uninterrupted manufacturing and supply of life saving medicines.

Stringent environmental conditions are maintained as per the Environmental Policy employed by
BSVL. The current plant manufacturing the above medicines is situated at Ambernath MIDC East
and is equipped with a well designed ETP.

About Effluent Treatment System :

The Effluent mainly Comprising of Bottle washing and Floor washing. We have provided our own
In-house Full-fledged Effluent treatment System consisting of Physico chemical Treatment with
Secondary - Biological Treatment (ASP) Followed by Tertiary Treatment - Pressure Sand Filtration
and Activated Carbon Filtration.

Details are as Follows,
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Gorporate OHlce

3ra Floer, Liberty Tower,
ot No. K10,

Kenng Roliable Plaga,
Kalwa Indusirial Estate.
Ajroll, Navi Mumbal,

Pin « 400 708

Tel, «81.22.4504 3456
Fax. o 91.22.4804 3200

Bunind Rellable Plaza,
Kalwa Industrial Estate.
Augll, Navl Mumuaer,

Pin « 400 708

Tel, . +91-22-4804 3000
Fux o+ 01 22-4504 SLOU

Thane (West), Pin - 400 804.

Tel.: +91-22-2562 2181, 2582 1309,

+01:22:679 77696
Fax.. +91-22-2582 3640
E-rnall: factory@bharatserums.com

Ambernath (East), Pin -421 601,

Tel.: 0251-262 1645 / 262 1648 / 262 1083,
656 4623 / 656 7857

Fax.: 0251- 282 1089

E-mail: ambernath@bharaiserums com

- Sr. Unit of Treatment Nos off
\ 1. Oil and CGrease Trap 01
j % | Equalization cum Neutralization Tank 02
| . Flash Mixing Tank 01
. 4 Chemical Dosing Systetn 01 Lot
[ 5. Primary Clarifier Tank with Tube Settler Media 01
E 6. Acration Tank No- 1 01
' 7. | Extended Aeration Tank No - 2 01
i‘L 8. Secondary Clarifier Tank with Tube Settler Media 01
) Clarified Water Tank 01
10. Pressure Sand Filter 01
11. Activated Carbon Filter 01
12, Treated Water Tank 01
13, Sludge Drying Beds 02
(Contd. Page-3
A & D Gentre Thane Factory Ambernath Factory Warehouse
Sl BRI | i e

Mumbai - Nasik Highway,
Taluka - Bhiwanal,

Dist - Thane, Pin - 421 302
Tel.: 0252 - 2663 026 / 27
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BHARAT SERUMS AND VACCINES LIMITED

(CIN: U24230MH1971PLCO15134)
Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. © +91-22-6656 0900 / 6656 0980 Fax : +91-22-6656 0833
Emall : corporate@bharatserums.com Website : www.bharatserums.com

(Page-3)
We are operating the entire System on Round the clock basis.
After Treaunent, the Entire Treated Effluent is Recycled/Reused for Cooling Tower from Inception
stage Only, We are Recycling/Reusing the Treated Effluent to Cooling Tower, Floor washing,

internal cleaning and washing in the Process area.

Total Water Consumption
182 CMD

l

hd

A i |

Domestic | | Process Activity/ Floor Wash BTiler/ Coolihg "l‘ower

0CMD | 72CMD 90 CMD

l : I

1

Effluent i Effluent Blowdown Effluent
I5CMD | 40.5 CMD 45 CMD

| l |

.. I . A
-

ETP r 60 CMD -Recycle/Reuse

We were issued Consent to Operate, in Orange category, from your office dated 21/07/2004 valid
till 30/06/2014, mentioning therein that we have to use Treated Effluent to maximum extent for
reusing and remaining water on land for gardening. Later on the renewed consent
dtd.06/05/2015, the condition of usage of effluent water for gardening was maintained till the
time of commissioning of CETP and on 30/05/2015 another renewed consent to discharge the
remaining Trade effluent to CETP for further treatment. Again on 23/01/2017 the renewed

consent 15 Issued with above condition of CETP in Orange category.

Kindly note that your office have given Closure directions u/s 33A TO Addl. Ambernath
Manufacturing Association who are the CETP operators vide letter dtd.02/07/2016, at the same
time we were also issued letter dtd.07/07/2016 from your office directing us not to discharge any
effluent to CETP and no other alternative was suggested. Thereafter on we have confirmed and

Warehouse

3rd Floor, Liorty Tower,
Blol No. K=10

Behind Reliable Plaza,
Kaiwa ingustrial Eslate,
Alrol, Nuvl Mumibal,

Bin « 400 708,

Tal |« 91-22-4504 3456
kA 9Yud-4804 BU00

3rd Floor, Liberty Tower,
Piot No, K10,

Behing Raliable Plaga,
Kalwa Industrial Estale,
Airell, Navi Mumbal,

Pl « 400 708.

Tol. ¢ +01:22:4504 8000
Hax. +01:22:4504 3200

Plot No. A-371/372, Road No. 27,
Wagle Industrial Estate,

Thane (West), Pin - 400 604,

Tel.: +91:22:2882 2181, 2582 1305,
+8§1-22-678 77608

Fax.: +91-22-2562 3640

E-mall: factory@bharatserums.com

Plot No. K-27, Anand Nagar
Additional M.L.D.C.,
Ambernath (East), Pin 421 501.

Tol.: 0251-262 1645 / 262 1648 / 262 1083,

656 4623 / 856 7857
Fax.: 0251- 262 1088
E-mail: ambernath@bharatserums.com

ildt DFH rgmmise No.1
(g:m fgé'g‘\mlage
Mumbai - Nasik Highway,
Taluka - Bhiwandi,

Dist - Thana, Pin - 421 302.
Tel.: 0252 - 2663 026 / 27



BHARAT SERUMS AND VACCINES LIMITED

(CIN: U24230MH1971PLCO15134)
Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbal - 400021, India
Tel. © +91-22-6656 0900 / 6656 0980 Fax : +91-22:6656 0933
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(Page-4)
using the treated water which is highly purified, for reusing purposes like cooling tower, floor
cleaning & gardening purpose and as directed we are not discharging any effluent to CETP. Your

officials had visited our plant to inspect and confirmed our say.

The water quality of Effluent discharge reports is attached herewith from your and external
Laboratory, please refer the JVS result which implies that we have complied to the Parameters as
specified by MPCB and not deviating the standards , in-fact even they are matching to the norms
of drinking water as given by WHO and other regulatory bodies.

PH =69 B0.D=8 CO.D =24, Oil & Grease - BDL, Suspended solids - 8.

So In view of all above compliance, with respect to the Closure direction, we are pained to see the
same. As intimated as above, we are engaged in the Formulation Activity with manufacturing of
Injections and Vaceines which are the Life-saving injections and vaccines used in the
Governmental Hospitals and health care centers and are used in case of emergencies and directly
associated with the Human health care. These medicines are to be manufactured, preserved and
stored in cola conditions below 10 degree which require continuous refrigeration and cooling, also
those are very sensitive products requiring continuous water looping. We have pre booked orders
in hand frem Govt. institutions & Hospitals for such injectable medicines and required to be
fulfilled within this fortnight and it is not at all possible to stop the production activity as directed
sinee it will not only affect our business but will affect the health of the needy patients at their time
of life and death situation. Whieh may also result in shortage of life saving medicine supply to the

Hiiman society.

We were/ are committed to discharge our effluent to the CETP as per our consent condition, even
we are paying the CETP charges through MIDC, though we have stopped the usage of drainage
and CETP as per your directions (copy of the bill attached).

We assure that we will come up very soon with a concrete plan for reuse of entire treated effluent

water, if CETP is not functional in next few days.
(Contd. Page-5

Gorporate Otfloe

3rd Ploor, Liberly Tower
#iot No, K=10,

Behing Rellavie Plaza,
Kalwa IndusiFial Bslate,
Aifali, Navi Mumibai,

Bin - 400 708

Toi | =81:pF:4504 3456
Fan =01:-gE-450a4 3260
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A & D Centre Thane Factory Ambeinath Factory Warehouse
3rd Elpar, Liperty Tower, Plat No. A-371/372, Road No, 27, Plot No. K-27, Anand Nagar, Building No. H-4, Premise No.1
Plot No, K10, Wagle Indusifial Estate, Additional M.1.D.C,, Survey No. 15, Sonale Viliage

Bahing Rellabie Plaza,
Kalwe Indusinial Estate,
Airell, Navi Mufnbal

Pin - 400 708.

Tel : «81:28-4584 8600
Eax =07:82-4504 3800

Thane (West), Pin : 400 604.

Tol.: +51-08-8588 2181, 2582 1389,

+81:22:670 77606
Fax.: +91-88:-0582 3640
E-mail: faclory@Eharatseiums.com

Ambernath (East), Pin «421 501

Tel.: 0251-262 1645 / 262 1645 / 282 1083,
656 4623 / 656 7857

Fax.: 0251- 262 1089

E-mail: ambernath@bnaratserums.com

Mumbal - Nasik Highway.,
Taluka - Bniwandi,

Dist - Thane, Pin - 421 302.

Tel.: 0252 - 2663 026 / 27
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BHARAT SERUMS AND VACCINES LIMITED
(CiN: U24230MH1871PLCO15124)
Registered Office | 17th Fioor, Hoechst House, Nariman Point, Murmbai - 400021, India
Tel. : +51-22-6656 0900 / 66856 0980 Fax : +91-22-6656 0933
E-mail : corporate@bharatserums.com Website : www.bharatserums.com

(Page-5)
We also assure you that We will comply with the directions given by time to time, and being our
activity a Lifessaving activity ,with a principal of Natural Justice, we request you to withdraw the

Closute Direction immediately.
Thanking you,

Yours faithfully,
For Bharat Serums and Vaceines Led .

\\w@w
L WV L ,'ri’},wa bd\}
( Authorized Signatoiy)
Ce to : 1) The Regional éffice‘r, MPCB, Kalyan
2) The Principal Scientific Officer; M.P.C.Board, Mumbai
3) The Law Officer; M.P.C.Board, Mumbai

4) The Sub Regional Otficer, MPCB, Kalyan

Bnel: A/A

AP mete s Having Ehevihed] O3 ¥me  Andsnadce  Venew injeadon (ASUSD
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W e wend el SWPprvt b ALUS that Rve .

Coiporsid OHied

37 Flaor, Liberty Tower
Plat Ne. K=16,

BeRine Raliasle Plags,
{4lwa Indusinal Estate
ajrgll. Navi Murbai

Sip - 460 708

gl 81354306 2438
Eay =81.23:4804 5866

R&D Gentre Thene Factery Ambertiath Factory Wartehouse
5id Floer, Ligerly Tower Plat Na. A-371/378, Road No. 27, Plot No. K-27, Anand Nagar, Suliding No. H-4, Premise No.1
Flat Ne. K10, Wagle Industrial Estate, Additional M.1.D.C., Survay No. 15, Sonale Village

Bening Rellable Plazs,
Kalwa Indusirial Eslaie
Airall, Ravl MuRiaai,
Bin - 440 708

To. . +51:88:4504 3600
Fasx =89:32-4504 3260

Thane (West), Pin - 400 604.

Tel. #51-28-2588 2181, 2582 1399,
+91:88:678 77696

FaK.| £91:20:p588 3640

Esmigil! lactory@Bharalserums.com

Ambemath (East), Pin -421 501.

Tel.: 0251-262 1645 / 262 1648 / 262 1083,

656 4623 / 656 7857
Fax.: 0251- 262 1088
E-mail: ambernath@bharaiserums.com

Mumbar - Nasik Highway,
Taluka - Bhiwandi,

Dist - Thane, Pin - 421 302.
Tel.: 0252 - 2663 026 / 27
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BHARAT SBERUMS AND VACCINES LIMITED
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MAHARASHTRA POLLUTION CONTROL BOARD
Tel: 84610437/34080781/84894781 Kalpataru Paint, 2 - 4% Floor
Fax: 24034068 / 24623516 Opp. Cine Planst Ginema,
Website: hitbillmpeb.aov.in Near Sion Girele, 8ion (E)
E-mail: pSa@mpeb.aoy.1h Mumbai-400 022.

Ne. MPEB/PSO/RestarB: 24444 Date: 26.06.2017.

Te,
M/s Bharat Berums and Vaeeines Lid,
Plot No- K27 and K27/1,
MIDC Addl Ambernath
Dist= Tharie
Sub: Temperary Re-eennection of the Water and Electricity supply of M/s Bharat
8erufis and Vacseines Lid, Plot No- K27 and K27/1, MIDC Addl Ambernath.
Ref: 1. Ciesure Direstions issued by RO Kalyan dated 13.06.2017
2. Industry letter dated 15.06.2017
3. Office Note approved by MS, MPCB on 15.06.2017

~ With referenae to above referred Istter at Sr. No.1, Regional Officer, Kalyan issued
Clesure Direstiaris for rieh- eafmplianee sbserved and not obeying the difections of the Board
fime té time.

Vide yeur letter dated 15.06.2017, it is requested to not to diseonnect the electric

Supply; a8 the industry i8 manufasturing ufe Saving injections and vaccifies which are to be
preserved and stered below 16° & whieh require continuous refrigeratioh and cooling being

{riese products are very sensitive.

it is te inferm ybu that Beard has considered your request and decided to grant
tefperary permissien for not to diseonniect the electricity and watér supply, subject to
eondition that, you shall net eharge fresh bateh of manufacturing till further orders.

His is issued with approval of the Member Secretary of the Board.

Glesk 14 : gi!ggs'img

Addl, Ambemath ‘ Y Pi;ncipal Scientific Officer // \b\
Gepy submitted for information te: & _ 9‘@”‘7{7\ X 60
Mermber Secretary, MPCB, Sion, Muibai-22%ggeerc . FAE
Gopy to! L qrR®

Fial= B,

1. Regienal Offiesr, MPCB, Kalyan = for information and n.a. A2 B g

2 §ub-Regienal Offiesr, MPCB, Kalyan:Ii- for further hecessary followa e Teponks ,'ﬁ:i '

campliance to Regional Officer. 'igé aﬁ“( ,
ater

Gopy to: ﬁ
1. Exacutive Engineer, MIDG, Division Ambernath- He is directed to re%

supply 6f the sala unit, immediately.
2 Exssutive Engineer, MSEDGL, Ambefnath- He is directed to restore the Electncé'

suipply of the said unit, immediately.
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|
Minutss 6¢ Peraonal HeaHng of Mis Bharmt 8srums & Vaceines Limitsd, Plot
fo-K-27, K-27/1, MIDE Adel Ambsrnath, Dist- Thane bsfors M8, MBEB

Date: 14.08.2020 Tirme: 3.00 PM Venue: M3 ¢h¢mw
Industry Representatives:

1. Mr. Venkatesh Chindarkar , Manager
2. M. Ajit Khandeshi, Consultant

Followlng ware present for the personal hearng: ’

|
MPCB Repressitatives: ;
. Shi. E. Ravendiran, Memmbsr Seerstary

. Dr. AR. Supats, Principal Selenbific Officer 1
. Dr. Y.B.Sontakke, Joifit Dirtetor (WPC)

. Sht. 8.L..Waghmmare, Regional Officer, Kalyan

. Shil. Sénjay Bhosale, SRO, Kalyah-Ii '
. ShA. Gopal Kadam, JSA, PSO Division ’

G P -

ar o b

It is Orange/LS! type of industry engaged In manufdcturing of Injection and vaccings.
€ to O valid upte 30.05.2022, |.E is 216 CMD and D.E is 26 CMD. Board has issued
dlosur® dirsctions on did. 13.06.2017. :

RO Kalyan inforimed that earier Board has issued temporary permission for fiot to
disesnnact water & electricity supply of the uhit subject to condition that industry shail
Aot charge fresh batch oh 20.08.2017. Thereafter industry hias subitted their report
oh 19.08.209 that their existing batch will be finished on o before Dec. 2019, Board
has extended personal hearing to the said industry on 08.01.2080 wherein it wds
decided that industry shall not load fresh batch till further orders, to comply with the
dirsctions of 20.08.2017, submit BG of Rs. 5 Lakh and SRO K - Il o verify the water
budget, JVS reports and land availability for the disposal of treated effiuent and also
submit report alongwith ECC for operating in violation of temporary restart and
disposal of treated / untreated sffiuent on the land in -violation to the Consent
conditions.
FO of SROK-I visited the unit on 13.02.2020 for verification of the compliance of
Consent conditions and temporary restart direction wherein it is obsprved that industry
Ras loaded anti rables Injection product fresh batch on 11.2.2020. ETP outlet JVS
repofts eoliected on 10.1.2018 ,13.8.2018 ,27.8.2018 ,24.7.2019 ,31.8.2019 are within
epnsented limi. Total plot area 29140 8q.m2 , total built area 17090.85 sq. mitr as per
plan approval letter issued by MIDC Exscutive engineer on 12.4.2019. This land is

Scanned with CamScanner
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hae ' it i may fot
adequate for dispead) of treated sMuént in the Hif@ of 50 CMD. Howevér we may
ailow the Inustry fo disposal of reated effuenit of land for gardening.

Adust : -omp  March 2020.
industiy represenlative mentiohed that 8xisting batch wil b8 gofripléted In March 2024

Algo Further thsﬁ‘l:uma that they have not loaded fresh batch. They haveé huﬁfﬁl&bﬂ
BG of Re. 5 Lakh, Further informed that they have inataligd fully uutumd_tugl ‘afﬁusﬁ_t
iFeatiment piant cénsisting primary, sécondary dnd tartiary ireatment eystem and I8

100% reused, induslry has requestsd to dliow thém to use the tredted s{ﬁusht ngg&
on iand for garden) a8 (hay Havé ufficient land dvailable for gardening.
- ik el e - A order a8 they have provided full-fledged

Furthé, F8quested to grant permaneni réstd ‘
Bollution control devices for effiuent réatiment and Alr Pallution Control #nd achigving
the stanidands w'q thar coRssnted atandards.

BSO shd Jokit Difector (WBC) Informed that 42 per the policy of Bodtd, paihission o
disehargs of treatsd afusnt on 18nd for gardsning 18 not péritied. Hence, we mdy
ot #ilow Industry to dischargs treated fugnt on land, but industry shall use treated
s&wage for gardehing purpose.

ARSF ds delistatian it is decided that:

i. industry shall providé separate tréatment system for Industial effiuent dnd
dofnestic affluent. ‘

3. Industry shall provide separate STP for domestic wastewater within two mms
ghd its trelted sewags shall be used for gardening. No tréated / untreated
sewags mx b released outside the premises of ifidustry. o

3. industry shall operate the maintain the ETP propery to achigvé consented
stdnidards |and 100% reuse the treated sffiuent for industial purpose viz.

Coolifig Tawer, Vacuurm Pummip, Chillérs &tc.
4. Industry 'squn Hot discharge treated effiusnt o land for gardening of any other

purposes. -
5. Existing B of Re, 5,00,000/- stands forfeited for violation of earlier dirsctions.
Industry all subimilt BG of Re.10,00,000/- towdrds complianicé of eonsent

8. mﬁﬁ i ébkili for amendment in the consent for condition of dischargs
: i
7. 8RO, Kalysi-ii shiall monitoF the eomplidies Monthly dfd réport the Ron-

Scanned with CamScanner
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Minutes of Bersanal hearing sxtended te M/s. Bharat Serutis & Vaeelngs
Ltd. Plat Ne: K - 27, K - Signi MIBE Addl. Ambernath, Bist. Tharie w.et.

Elastite Bireetinna laasusd
Bate: 03.62.2020 : Time: 2.45 pin through vides esnfereneing.

industry Representatives:

1. Shri. Venkdtesh Chiriderkar, Manager.
2. shyi. A Khandeshi, Consultant.

MPECB Representatives:

1. shri. E. Ravendiran, Ms, MPCB. |
shri. A. R. Supate, Principal Scientific Officer, MPCB.
shri. b. k. Mirashe, As (T), MPCB.

shri. Shankar Waghmre, Reglonal Officer, Thane.
Shii. Sanjay Bhosale; SRO-kalyan - Il.

Shri. Ajit R. Suryawanshi, FO, RO Kalyan.

It is ORANGE/LS! unit engaged ifi manufacturing of injections and vaccines. Consent to
Operate is valid up to 30.06.2022, .E. is 216 CMD & D. E. i- 26 CMD. Board has issued
Closure Direction on 13/06/2017. Further Board has issued temporary perinission of
20/06/2017 for =« to disconnect water & electricity supply of the uhit subject .o condition
that industry shall not charge fresh batch.

PSO informed that in the last personal heafing whicii was extended on 11/03/2020
industy has directed to provide separate treatmefit i.e. sewdpe treatment plant for
treatment of domestic effluent.

ShH. Venkatesh Chindarkar, Manager, informed that due to COVID 19 pandemic
situation industry is tnable to provide separate treattent for sewage generated from the
industry ahd reddy to provide the same and requested to extend the time for the saie. He
dlso informed that presently industry is in operatioh on 30% prodiction capdcity, 4!s0
obtained licence fof development of vaccines of COVID.

After the disctission it was decided to allow industry to continue theif production activity
with following terms and conditions.

1. Industry shall submit concrete proposal of sewage treatment plant dlong with time
botind program, within b'e"ri'of of 15 ddys and shall complete the same on or before
31/12/2020.

2. Industry shall strictly comply with Consent conditions and directions issued by the
Board from time to time.

oy g o

wJORK...

Stdnhed with CamSeanner -
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nnnnn ail rAM

LASIHEA KO BHON CONHRDL BOAkD

Iql (0251) 2310167/2310212 Siddhivinayak Sankul,
Fax: (925.1)2.:10192 . 3rd  Floor, Near Oak Baug,
: cb.mah.nic.i 5‘#1‘? Road,
rok: Kalyan (Wcst) 421 301
N, Wb or BT [Vate i UK/ 2020
No. MPCB/RESTART/2008210001 Date:21/08/2020.

|,

TP: Hharat Serims & Vaccipes | ol

WF'”"Q“ m&“vm’l]‘tqﬂﬂl Ambernath
Plog No, X - 27, K - 27/1, MIDC Addl. Ambernath,

Dist. Thane.

Sube - Coopdtpemal Bestat { in i
Sub: - Conditional | Restart Dnmon u/s 33A of thp Wa\ter (B:cm:nuop & Control of |
Pollution), Act, 1974 and/or u/s 31A of the Air (Prcvcntnon & Control of
jer - | Pollution) Act, 1981, .
Ref: - 1.Consent to- Operate, ‘srantcd by thc Board wdc no. MPCB/19/466/
1909000025 dtd. 03/09/2019, ., ...
2. Closure Direction 1ssuc¢bythcﬂoard vu;lc dtd 13/06/2017 Lt &
3. Temporary permission issued by the Board for not to disconnect water &
; electricity supply on 20/06/2017., ... |
4. Request letter to restart the unit. submitted by you vide dtd 19/08/2019.

5. Personal hearing extended on 03/08/2020.
6. Minutes of the personal hearing appraved on 21/08/2020

T Thls ;ef:rs to the Closure Du'ecnon pssucd hy, thc Boa(d vide under tgf no 2 tp yoqr
unit duc to using treated effluent on land for, ga{dqnmg and causing enyironmental polluuon
problems., This also refers to the temporary, permission issued by the Board for not to
disconnect water & electricity supply on 20/06/2017. . (. .1

Considering your request letter submitted by you vide und.er xef, no. 4, mmutcs of tht;
personal hearing received from authorities it was decided to allow industry to continue their
production activity with following terms and conditions -,

1. Industry shall submit concrete proposal of sevyagq trcamm mam alpng mth

time bound program, within a period of 15 days and shall complete the same

gnprbefore 3141272020, .. .. .1,
2. Industry shall strictly comply with Consent conditions and dxrecuons issued by
. the Board from time to time,, ol sz
3. Iq case of failure of any ppllpuon qopt;:ol system. yoq sha,u voluntanly suspend
||, the related manufacturing activity, and report to the Board, immediately.

, These Directions are issued under the power coqferrcd upon me by Board under
section 33 / of ;he Water (Prevention & Control of Pollution) Act, 1974 and under Section
3L A of revention & Control of Pollution) Act, 1981.These Directions sh Il

qu.vg scmbplpu;ly, in case of any non-comp pliance the Board is copsp‘amcql to take
mngem cgp.l action including forfeiture of bank guarantee and closure of unit, which majr

p!easc ?otcd
is msueci with the approval of combetent authonty

baﬁ Su ””L“‘e& ‘0‘
| CBoa::& Sion, Mumbax.

ym SCI;}P éﬁcﬂ.m fzpn, Aymbai.

CB Sion, Mumbai;-for ormation.

v



:2‘:
Copy £ w. & o | | N - |
1) je, “ané Engineer, MIDC Badiapur area, Badlapur, Dist. Thane - for
2) lch bngmeer/ Adtﬁ E i cer l\&SEBlCL Bdiabur, blst. ’hlane for
nformation.
Coby to:
1) Sup g:qnpl Q icer, IY*PQ Boi}c‘ kql\ al 'H ﬂc dwctc& to monitor the
comp q;ma the mJusrzyan d submit report of the same.
2) Master

155
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; @ BHARAT SERUMS AND VACCINES LIMITED

(CIN : U24230MH1971PLCO15134)
Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. : +91-22-6656 0900 / 6656 0980 Fax : +91-22-6656 0933
E-mail : corporate@bharatserums.com Website : www.bharatserums.com

Ref: BSVL/MPCB/2020-21/Reply-002
Date: 03/09/2020
To,
The Regional Officer,
MPCB Kalyan.

Sub: Submission of time bound programme of Erection and Commissioning of STP.

Ref: Personal Hearing dated dated 03/08/2020 via video conferencing and approved minutes of
personal hearing dated 21/08/2020.

Dear Sir,

This is with reference to the Personal Hearing dated. 03/08/2020 done via Video Conferencing, as
directed by the Board vide Approved Minutes dated 21/08/2020 of the same, as the submission
we hereby enclose the following details of the time bound programme as required for building and

commissioning of STP

1) STP Plant Layout

2) STP Plant Process Flow Layout

3) STP schedule with Bar Chart

4) Approximate Completion date — Before 31/12/2020

In case of any changes / development in the above process we will approach and inform you in
advance accordingly.

Trust this is in order.

Thanking You,
For Bharat Serums and Vaccines Ltd.

v

(Authorized Signatory)

C.C:
1. The Member Secretary, MPCB HQ, Sion.
2. The Principal Scientific Officer, MPCB HQ, Sion.

Corporate Office

3rd Floor, Liberty Tower,
Behind Reliable Piaza,
Airoli, Navi Mumbai,

Pin - 400 708,

Tel. : +91-22-4504 3456
Fax : +91-22-4504 3200

R & D Centre

3rd Floor, Liberty Tower,
Behind Reliable Plaza,
Airoli, Navi Mumbai,

Pin - 400 708.

Tel. : +81-22-4504 3000
Fax : +91-22-4504 3200

Thane Factory

Plot No. A-371/372, Ruad No. 27,

Wagle Industrial Estate,

Thane (West), Pin - 400 604.

Tel. : +91-22-2582 2181, 2582 1399
+91-22-8797 7696

Fax : +91-22-2682 3840

E-mail : factory@bharatserums.com

Ambernath Factory

Plot No. K-27, Anand Nagar,

Additional M.1.D.C.,

Ambernath (East), Pin - 421 501.

Tel. : 0251-262 7000

Fax : 0251-262 7008

E-malil : ambernath@bharatserums.com

Warahouse

Building No. H-4, Premise No.1
Survey No. 15, Sonale Village,
Mumbai - Nasik Highway,
Taluka - Bhiwandl,

Dist. Thane, Pin - 421 302.

Tel. : +#91-22-2663 026 / 27
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STP PLANT ( 50 KLD)
. Schedule of Completion

R i o ECOMBUE PG

DATE 1) :
koL : julnln []
1 STP Plant Design 30 Days Done  30-08-2020 [~ [ f °} « |
. 75 Days
2 Plant Delivery (25Months)  15-10-2020 22112020
Infrastucture Work ( Civil+ 60 Days e S

3 Piping+ Electrical (2 Monthe) 02-11-2020 30-11-2020
4 Plant Commissioning 15 days 01-12-2020 15-12-2020 A
5  Plant Training & Handover 15 days 15-12-2020 30-12-2020 fﬂ

Total - 150 Days
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(CIN : U24230MH1971PLCO15134)
Reqgistered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India —

@ | BHARAT SERUMS AND VACCINES LIMITED “)/

Tel. : +81-22.6656 0900 / 6656 0980 Fax : +91-22-6656 0933
E-mail : corporate@bharatserums.com Website : www.bharatserums.com
Ref: BSVL/IMPCB/2019-20/Reply-002 Date: 11/02/2020
To,
Regional Officer,
Maharashtra Pollution Control Board,
Kalyan - Il.
Sub: Compliance to your letter dtd. /02/2020
Dear Sir,

We are in receipt of your letter No: ROK/TB/40/200206-PS0/22 dtd. _/02/2020.
Accordingly, we put forth our following reply in compliance there to:

1. We are into manufacturing of life saving injectable medicines. Our outlet water
effluent was / is good which after treatment attains very good parameters /
quality. Hence for many years were having MPCB Consent to operate,
permitting us to discharge the treated water from ETP for gardening till the year
2015.

On dated 30/06/2015 we received Consent To Operate with revised discharge
condition of treated water for disposing the same to CETP, since the CETP was
installed and commissioned to that effect by MIDC.

(Attached Annexure 01 (a) & 01 (b))

2. On 02/07/2016 MPCB gave closure direction to Add. Ambernath CETP vide
letter MPCB/JD(WPC)/CD/TB-2647 for violating effluent treatment and
discharge condition.

(Attached Annexure 02)

3. On 07/07/2016 MPCB gave directions vide letter MPCB/ROK/TB/MIDC to all
units of Addl. Ambemath MIDC to stop the effluent discharge to CETP
immediately. Thus due sudden notice and without any alternative given that
time we stopped the discharge of treated water to CETP as directed and
maintained the discharge condition of discharge water for recycling it in cooling
towers and gardening purpose thereafter as per our previous CTO dated
06/06/2011, as our treated water quality was as good as potable water. In
response to above letter we responded by our letter dtd. 09/07/2016; the same

ﬁ” Is attached herewith.
W 4@ ed Annexure 03 (a) & 03 (b))
‘(ﬁi @6“' {w&l same time the MPCB officials started visiting all the major manufacturing
o] (\q

ndustries in Addl. Ambernath MIDC including that of our company to verify the
new condition of non-disposal of effluent treated water to Our industry

% '6@\ was visited by MPCB officials on 25/07/2016. Duripgttie“¥isiihe MPCB

2% A
Corporate Office R & D Centre Thane Factory Ambernath F ?“ S .m--<f'f'-:-" " Warehouse
3rd Floor, Liberty Tower, 3rd Floor, Liberty Tower, Plot No. A-371/372, Road No_ 27 Plot No. K-27, Ana BA o e Building No. H-4, Premise No.1
Behind Reliable Plaza, Behind Reliable Plaza, Wagle Industrial Estate, Additional M.1.D.C,, -......‘.r..aﬂ’ Survey No. 15, Sonale Village
Airol, Navi Mumbal, Alroll. Navl Mumbal, Thane (West), Pin - 400 604 Ambernath (East). Pin - 421 501 Mumbai - Nasik Highway,
Pin - 400 708, Pin - 400 708 Tel : +81-22.2582 2181, 2582 1399 Tel. - 0251-282 7000 Taluka - Bhiwandi,
Tel. : +91-22-4504 3456 Tel. : «81.22-4504 3000 +91.22-6707 7606 Fax : 0251-262 7008 Dist. Thane, Pin - 421 302.
Pax  +981-22-4504 3200 Fax : +91-22-4504 3200 Fax : +81.22-2582 3640 E-mail : ambernath@bharatserums.com Tel - +91-22-2663 026 / 27

E-mail : factorvi@bharatserums com
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rporate Office
3rd Floor, Liberty Tower,
Behind Rellable Plaza,
Alroll, Navi Mumbal,
Pin - 400 708.
Tel. - +91-22-4504 3456
Fax : +91-22-4504 3200

BHARAT SERUMS AND VACCINES LIMITED

(CIN : U24230MH1971PLC015134)

Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India

Tel. : +91-22-6656 0900 / 6656 0980 Fax : +91-22-6656 0933

E-mail : corporate@bharatserums.com

authorities found that we were not discharging any water in CETP as per the
notice given, whereas it was explained by our officials that we are using the
treated water for cooling tower and excess water for gardening purpose as per
previous consent to operate. The inspection report dated is attached herewith
for year reference. (Attached Annexure 04)

. We immediately appealed to the MPCB Officials regarding our ‘Product process

and its storage condition and its relation to the criticality to the society.
Considering & verifying our appeal the board granted us restart on 20/06/2017
with a condition that we shall not charge fresh batch of manufacturing till further
orders.

(Attached Annexure 05 (a) & 05 (b))

. Our manufacturing batch/batches are originating from Equine biological raw

materials which is the raw material majorly used for formulation at Ambernath
plant. This raw material is derived out by separating plasma derivatives from
Blood component of Equines who are attaining the maximum titres of immunity.
This process is lengthy and attained after a certain period of immunization of
antigens prepared from venom of snakes, Scorpion and rabies virus into the
bodies of equines. To complete such a batch-cycle it takes long period of 2-3
years, since during this period the hyper immune equine are bled and the
venomous characteristics get neutralized phase wise in their bodies. Hence no
fresh batch is charged till further permission. (Attached Annexure 06)

. We have already communicated and brought into notice time and again that:-

a) Our treated water quality was very good hence MPCB Board had permitted
us to use the same for Gardening purpose In the previous issued consent.

b) To Comply with the direction, given by the Board dated 20/06/2017 we
installed and commissioned new ETP with MBR support which gives
excellent water quality in its outlet. Only since we are manufacturing
lifesaving injections, we cannot reuse this treated water for manufacturing,
else its quality is very equivalent to potable water.

¢) From 20/06/2017 we have been following the directions given by board to
not to use the treated water for Gardening too. Instead we are using the
same for cooling towers, chillers, vacuum pumps, Boiler soft, manufacturing
back wash, etc.

d) We have not charged fresh batch and completing the continued batches of
manufacturing. The same have been remarked in_the-MPCB inspections
time to time. \/*E"i’}ifg:\

Website : www.bharatserums.com
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Building No. H-4, Premise No.1

Survey No. 15, Sonale Village,
Mumbai - Nasik Highway,

4 » [}
g A )
DARTICRIY: 14 ¢ I
Page 2 of 5 ’,: B \
11&.‘{ RS { =3 H
“\“ TN e 7 o
A, i ' -..‘ g
_,\.". " ‘,-‘
R & D Centre Thane Factory Ambernath Factory .« " Warehouse
3rd Floor, Liberty Tower, Plot No. A-371/372, Road No. 27, Plot No. K-27, Anant Nagar,
Behind Rellable Plaza, Wagle Industrial Estate, Additional M.|.D.C.,
Alrolt, Navi Mumbal, Thane (Wesl), Pin - 400 604 Ambernath (East), Pin - 421 501
Pin - 400 708. Tel. : +81-22-2582 2181, 2582 1399 Tel. : 0251-262 7000 Taluka - Bhiwand,

Tel, : +91-22-4504 3000
Fax : +81-22-4504 3200

+01.22.86797 7686
Fax : +81-22-2582 3640
E-mall : factorv@bharalserums.com

Fax : 0251-262 7008
E-mail : ambernath@bharatserums.com

Dist. Thane. Pin - 421 302
Tel. - +91-22-2663 026 / 27



(CIN : U24230MH1971PLC015134)

@ BHARAT SERUMS AND VACCINES LIMITED

Tel. : +91-22-6656 0900 / 6656 0980 Fax : +91-22-6656 0933

E-mail : corporate@bharatserums.com Website : www.bharatserums.com

8. During the period from 20/06/2017 to till date there have been many visits and

inspection from MPCB officials and the reports of the same shall give you the
clear picture that we have been following the Boards directions.

As mentioned above at point No. 6, the equines (Ponies-Small Horses) are
housed at our unit in village Khoni, Tal. Kalyan, Dist. Thane, which is 8 KM
apart from the Ambernath plant. After the directions given by board on
20/06/2017 we decided to scale down the equine quantities and ultimately stop
the plasma manufacturing there completely. To inform you, that on 20/06/2017
there were 578 ponies and as of today there are 374 ponies remaining in the
above farm. In the period of next two to three months all the equines shall be
disposed off carefully and our manufacturing site at Khoni shall be closed
completely. Meanwhile we have stopped bleeding totally from 01/12/2019 and
the plasma transferred that time to Ambernath unit is now being consumed for
completing the remaining batch process. The same shall be completed in due
course of time.

10. Current Status:

The current status of On-going batch is herewith which shows that we have
received final slot of the Raw material Plasma bled in December 2019. The
same shall be processed and the batcn will be completed by Fourth Week of
March 2020.

Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India

Month .

Snake venom antiserum plasma - Khoni

Receipt at Bulk processing
Ambernath (L)

Remark
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Jul-19 2905.41 SRR 900445 §
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Oct-18 RS S e ke

Nov-18 S0 =k B S g

Dec-19 B e £ - Padvis 3:‘.

e i SRR R Bulk processed in Jan 20, will be
Jan-20 322.08 & 1,417.64 formulate as per production plan. 84.39
L Plasma in stock at plant
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Corporate Office

3rd Floor, Liberty Tower,
Behind Rellable Plaza,
Alroll, Navi Mumbai,

Pin - 400 708,

Tel. : +81-22-4504 3456
Fax ' +81-22-4504 3200

E-mail : factory@bharatserums com
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R & D Centre Thane Faclory Ambernath Factory Warehouse
3rd Fioor, Liberty Tower, Plot No. A-371/372, Road No. 27, Plot No. K-27, Anand Nagar, Building No. H-4, Premise No.1
Behind Reliable Plaza, Wagle Industrial Estate, Additional M.1.D.C., Survey No. 15, Sonale Village,
Alroll, Navi Mumbal, Thane (West), Pin - 400 604 Ambemnath (East), Pin - 421 501 Mumbai - Nasik Highway,
Pin - 400 708. Tel. : +91-22-2582 2181, 2582 1399 Tel. : 0251-262 7000 Taluka - Bhiwandi,
Tel. : +91-22-4504 3000 +01-22-6707 7606 Fax : 0251-262 7008 Dist. Thane. Pin - 421 302.
Fax : +01-22-4504 3200 Fax : +91-22-2582 3640 E-mail . ambemnath@@bharatserums.com Tel. : +91.22-2663 026 / 27
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BHARAT SERUMS AND VACCINES LIMITED

Registered Office : 17th Fioor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. : +91-22-6656 0900 / 6656 0980
E-mail : corporate@bharatserums.com

Month |

Jun-19-
Ju-19- -
Aug-19
Sep-19
Oct-19
Nov-19
Dec-19

Jan-20

Receipt at
Ambernath (L)

-

-

Rabies antiserum e

Bulk processing
(L)

uine plasma - Khoni

Remark

SEAEA 206151 BT 00T
71420 S Sk
762.66 - 1,080.00

147910 - 1,080.00

1195.54 L Plasma in Stock at
Ambernath will be use as per
production plan

11.Water Budgetary & proposal for treated water disposal for land Gardening is as

follows:
E-Category MPCB Limit |r Water Consumption (Proposed) |
(CMD) (CMD)
Fresh MIDC | Fresh MIDC | Recycle | Recycled water Utilization
Water Water !
Domestic 20 07 26.1 10.6 (Urinals — 31 Nos.) |
15.5 (Toilet flushing — 20 Nos.j
Industrial 90 30 166 120 = (Cooling Tower)
46 — (Vacuum pumps, Chiller,
Boiler Soft, Mfg. Back wash) i
Process 72 24 - -
Other . - 50 Gardening
Total 182 | e 1

The total area of plot is 29149 sq.m and approximate 9000 sq.m is total free area. This
area can be used for using the treated effluent for gardening purpose.

%ﬂ_

Corporate Office R & D Centre

3rd Floor, Liberty Tower, 3rd Floor, Liberty Tower,
Behind Reliable Plaza, Behind Reliable Plaza,
Alroli, Navi Mumbal, Alroll, Navi Mumbai,
Pin - 400 708. Pin - 400 708.

Tal. : +91-22-4504 3456
Fax : +81-22-4504 3200

Tel. : +81-22.4504 3000
Fax : +81-22-4504 3200
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Thane F.

actory
Plot No. A-371/372, Road No. 27,

Wagle Industrial Estate,

Thane (West), Pin - 400 604.
Tel. : +91-22-2582 2181, 2582 1399

+01-22-6797 7696
Fax : +81-22-2582 3640
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Ambernath Factory
Plot No. K-27, Anand Nagar,

Additional M.1.D.C.

Ambernath (East), Pin - 421 501

Tel. : 0251-262 7000

Fax : 0251-262 7008

E-mail | ambemath@bharatserums.com

E-mail : factory@bharatserums.com
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Warehouse

Building No. H-4, Premise No.1
Survey No. 15, Sonale Village,
Mumbai - Nasik Highway,
Taluka - Bhiwandi,

Dist. Thane, Pin - 421 302.
Tel. : +91-22-2663 028 / 27
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BHARAT SERUMS AND VACCINES LIMITED

Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. : +91-22-68656 0900 / 6656 0980

Website : www.bharatserums.com

Considering all the above genuine facts you are requested to kindly issue us the
Permanent Restart Order so that we can start with fresh batches and assist the society

by providing lifesaving medicines in time.

As requested, vide letter no. ROK/TB/40/200206-PS0O/22 dated __ / 02/2020, we are
enclosing herewith bank guarantee of Rs. 5,00,000/- (Rupees Five Lakh Only) Bank
Guarantee No. 200783IBGP000036 from 10/02/2020 to 31/10/2022 towards the
compliance of consent condition of as per the MOM dated. 06.01.2020

It is learnt that some non-related persons to our activity are calling / demanding for our
confidential data with your office to which we have already raised our strong objection
and requested you to not to issue any such documents. You are therefore again
requested as per section 8 (1) (d) of the Right to Information Act, 2005 to accept our
request.

Thanking You.

For Bharat Serums and Vaccines Ltd.

Fax : +01-22-4504 3200

Tel. : +91-22-4504 3000
Fax : +91-22-4504 3200

Page Sof 5

Thane Factory

Plot No. A-371/372, Road No. 27,

Wagle Industrial Estate,

Thane (West), Pin - 400 604
Tel. : +81-22.2582 2181, 2562 1399

+91-22-6797 7696
Fax : +91-22-2582 3640

E-mail : factory@bharatserums.com

Ambernath F

Piot No. K-27, Anand Nagar,

Additional M1D.C.,

Ambemath (East), Pin - 421 501

Tel. - 0251-262 7000

Fax : 0251-262 7008

E-mail : ambernath@bharatserums.com

Warehouse

Building No. H-4, Premise No.1
Survey No. 15, Sonale Village,
Mumbai - Nasik Highway,
Taluka - Bhiwandi,

Dist. Thane. Pin - 421 302,

Tel. - +91-22-2663 026 / 27
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BHARAT SERUMS AND VACCINES LIMITED

(CIN : U24230MH1971PLC015134)

@ Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
: Tel. : +91-22-6656 0900 / 6656 0980 Fax : +91-22-6656 0933
E-mail : corporate@bharatserums.com Website : www.bharatserums.com

Ref: BSVL/IMPCB/2019-20/Reply-004 Date: 15/02/2020

To,
Regional Officer,
Maharashtra Pollution Control Board,

Kalyan - Il
Sub: Clarification to Visit report dtd.13/02/2020
Ref: Our letter BSVL/MPCB/2019-20/Reply-002 dated. 11.02.2020

Dear Sir,

With reference to your visit conducted dtd. 13/02/2020 and points mentioned in
your visit report, we would like to clarify as follows:

Point No 06: Industry found in operation in Anti-Rabies Injection manufacturing fresh
batch. As reported industry representative. This fresh batch was in operation since
11.2.2020 till date of visit. Previous batch was completed by end of 31.12.2019.

Explanation:

We have specified in our referred letter dated 11/02/2020 at point No. 06, point no.09
and point no.10, that,

Point no.06: “Our manufacturing batch/batches are originating from Equine biological
raw materials which is the raw material majorly used for formulation at Ambernath
plant. This raw material is derived out by separating plasma derivatives from Blood
component of Equines who are attaining the maximum titres of immunity. This process
is lengthy and attained after a certain period of immunization of antigens prepared
from venom of snakes, Scorpion and rabies virus into the bodies of equines. To
complete such a batch-cycle it takes long period of 2-3 years, since during this period
the hyper immune equine are bled and the venomous characteristics get neutralized
phase wise in their bodies. Hence, no fresh batch is charged fill further permission.”

Point No 07: During visit industry representative reported as load the fresh batch on
11.2.2020 for the product of Anti Rabies — (Khoni Plasma) 'lp'l/o

Explanation: \ X 1{@;\“‘

Also please refer Point no.07, 08, 09 and point no.10 as attached herewith. ﬁ(ﬁ@xa '
i mf'f";.@ -
21\ k‘q\

Ongoing through our explanation in the points of the letter referred above
it with the information given by our representative you will realizg,4f\

representative has explained and provided information of the same batm f’\
Rabies which is divided into various slots of the anti-rabies plasma last bat

is derived out of the lot received for Anti Rabies from the Khonl unlun.jhe mb‘g_th 6f *
a5 September 2019 (Refer table at sr.no 10). 71 «_ “_.;_‘_

(\\& Page 1 0f 2 ‘ A
o W P ek ‘.'

P
G

Corporate Office

3rd Floor, Liberty Tower,
Behind Reliable Plaza,
Airoli, Navi Mumbai,

Pin - 400 708.

Tel. : +31-22-4504 3456
Fax : +91-22-4504 3200

R & D Centre

3rd Floor, Liberty Tower,
Behind Reliable Plaza,
Airali, Navi Mumbai,

Pin - 400 708.

Tel. : +81-22-4504 3000
Fax : +81-22-4504 3200

Thane Factory

Plot No. A-371/372, Road No. 27,

Wagle Industrial Eslate,

Thane (West), Pin - 400 804

Tel. : +#91-22-2582 2181, 2582 1329
+91-22-6797 7698

Fax : +91-22-2582 3640

E-mail - factory@hharatserums com

Ambernath Factory

Plot No. K-27, Anand'Nﬁgar o

Additionai M.\.D.C.,

Ambernalh (East), Pin ~1521 5017

Tel, * 0261-262 7000
Fax : 0251-262 7008

E-mail . ambernath@bharatserums.com

.7 Warehouse

Building No. H-4, Premise No.1
Survey No. 15, Sonale Village,
Mumbai - Nasik Highway,
Taluka - Bhiwandi,

Dist, Thane. Pin - 421 302

Tel. : +91-22-2663 026 / 27
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E-mail : corporate@bharatserums.com

(CIN : U24230MH1971PLCO015134)

Fax : +91-22-6656 0933

BHARAT SERUMS AND VACCINES LIMITED

Registered Office : 17th Floor, Hoechst House, Nariman Point, Mumbai - 400021, India
Tel. : +91-22-6656 0900 / 6656 0980

Website : www.bharatserums.com

Our batch was expected to complete by the end of December 2019, but due to
some market demand it is prolonged for next 2-3 months, the same is informed in
our letter 11/02/2020 at point no.09 and point no.10. (uploaded)

It seems that due to communicating gap the information you have considered the
current segment of manufacturing as Fresh Batch.

This is for your information and clarification. You are therefore kindly requested to
acknowledge the same and do the needful please.

Thanking You.

For Bharat Serums and Vaccines Ltd.

(Authorized Signatory)
Page 2 of 2
Corpurate Office R & D Centre Thane Factory
3rd Floor, Liberty Tower, 3rd Fioor, Liberty Tower, Plot No. A-371/372, Road No. 27,
Behind Reliable Plaza, Behind Reliable Plaza, Wagle Industrial Estate,
Airgli, Navi Mumbai, Airoli, Navi Mumbai, Thane (West), Pin - 400 604
Pin - 400 708. Pin - 400 708, Tel. : +91-22-2562 2181, 2562 1398

Tel. | +91-22-4504 3458
Fax : +91-22-4504 3200

e

Tel. : +81-22-4504 2000
Fax : +91-22-4504 3200

+01-22-6707 7696
Fax : +81-22.2582 3640

E-mail : factory@bharatserums.com

Ambernath Factery

Plot No. K-27, Anand Nagar

Additional M.1.D.C.,

Ambarnath (East), Pin - 421 501

Tel. : 0251-262 7000

Fax : 0251-262 7008

E-mail : ambernath@bharatserums.com

Warehouse

Builging No, H-4, Premise No.1
Survey No. 15, Sonale Village
Mumbei - Nasik Highway,
Taluka - Bhiwandi,

Dist. Thane. Pin - 421 302.

Tel. : +#91-22-2663 026 / 27
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M/s. Bharat Serums & Vaccines Ltd., K-27, Addl. MIDC Ambernath, Dist. Thane

JVS Results

Date Standards | 27.1.2016 19.12.2017 10.1.2018 13.8.2018 27.8.2018 7.10.2020
Parameter Outlet Othe (_r{nmary Outlet Outlet Outlet Outlet

Clarifier )
pH 5.5-9.0 6.9 8 T3 7.3 6.8 8
BOD 100 mg/Il 8 28 18 12 5 6
COoD 250 mg/l 24 96 88 44 20 20
SS 100 mg/l 8 22 28 12 10 12
0O&G 10 mg/l BDL BDL BDL BDL BDL BDL
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M/s. Bharat Serums & Vaccines Ltd., K-27, Addl. MIDC Ambernath, Dist. Thane

JVS Results

Date Standards | 27.1.2016 [19.12.2017 10.1.2018 13.8.2018 27.8.2018 7.10.2020
Parameter Outlet Other { primary Outlet Outlet Outlet Outlet

Clarifier )
pH 5.5-9.0 6.9 8 7.3 7.3 6.8 8
BOD 100 mg/l 8 28 18 12 5 6
coD 250 mg/l 24 96 88 44 20 20
SsS 100 mg/i 8 22 28 12 10 12
0&G 10 mg/l BDL BDL BDL BDL BDL BDL
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No.B-29012/ESS(CPA)/2015-16/ March 07, 2016

To
The Chairman
All the State Pollution Control Boards / Pollution Control Committees

( List Attached)

SUB: MODIFIED DIRECTIONS UNDER SECTION 18(1)(b) OF THE WATER
(PREVENTION & CONTROL OF POLLUTION) ACT, 1974 and THE AIR
(PREVENTION & CONTROL OF POLLUTION) ACT, 1981 REGARDING
HARMONIZATION OF CLASSIFICATION OF INDUSTRIAL SECTORS
UNDER RED / ORANGE / GREEN / WHITE CATEGORIES.

WHEREAS, under section 16 (2)(b) of the Water (Prevention and Control of
Pollution) Act, 1974 and under Section 16 (2)(c) of the Air (Prevention & Control of
Pollution) Act, 1981, one of the functions of the Central Pollution Control Board (CPCB),
constituted under the Water (Prevention and Control of Pollution) Act, 1974, is to
coordinate activities of the State Pollution Control Boards (SPCBs) and Pollution Control
Committees (PCCs); and

WHEREAS, under section 16 (2)(c) of the Water (Prevention and Control of
Pollution) Act, 1974 and under Section 16 (2)(d) of the Air (Prevention & Control of
Pollution) Act, 1981, one of the functions of the CPCR is to provide technical assistance
and guidance to SPCBs and PCCs; and

WHEREAS, it was brought to the notice of CPCB, that different SPCBs fPCCs
were  following  different criteria for classification of industrial sectors under
Red/Orange/ Green category and that classification was being used by the SPCBs/ PCCs
for grant of consents to industries and for Inventorization / surveillance of industrics.

WHEREAS, the issuc regarding classification of industries was deliberated upon
in the 56t Conference of Chairmen & Member Secretarics of CPCRB & SPCBs/PCCs held
on August 31, 2010 and a working group comprising of representatives from SPCBs &
CPCB was constituted to prepare a consolidated list of industrial sectors falling under
Red/Orange/Green category to bring uniformity in classification of industrial sectors
across the country;

A e gl s e, feei 110032
Parivesh Bhawan  East Afjun Nagar, Deitu - 130037
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WHEREAS, the report prepared by the Working Group was discussed in the 57
Conference of Chairmen & Member Secretaries of CPCBé& SPCBs/PCCs held in Delhi on
September 15, 2011, wherein some modifications were proposed,

WHEREAS, the final report of the working group was prepared, incorporating the
suggestions/observations made in the 57%" Conference of Chairmen and Member
Secretaries of CPCB & SPCBs/PCCs and in exercise of the powers delegated to the
Chairman, CPCB under Section 18(1)(b) of the Water Act, 1974, following directions were
issued for compliance to all SPCBs/PCCs to maintain uniformity in categorization of
industries as red, orange and green as per list finalized by CPCB, which identified 85
types of industrial sectors as ‘Red’, 73 industrial sectors as ‘Orange’ and 86 sectors as
‘Green”:

a). To maintain uniformity in categorization of “industries under Red/
Orange/Green category, the SPCBs /PCCs shall adopt the list as finalized by CPCB based
on the recommendations of that Working Group for grant of Consent, inventorization of
industries under Red, Orange and Green categories and other related activitics.

(b). The SPCBs/PCCs shall revise the list of Red, Orange and Green categorics
of industries operating in their jurisdiction based on the criteria specified in the final
report of that Working Group and submit the same to CPCB within 90 days in hard copy
as well as soft copy;

WHEREAS, later-on, it was observed that the process of categorization thus far was
primarily based on the size of the industries and consumption of resources and pollution
due to discharge of emissions and effluents and its likely impact on health was not
considered as primary criteria;

WHEREAS, there have been proposals from the SPCBs / PCCs and industrial
associations for categorization of the industrial sectors in a more pragmatic manner. The
issuc was discussed during the national level conference of the Environment Ministers of
the States, held in New Delhi during April 06-07, 2015 and also during the Conference of
the Chairmen and Member Secretaries of CPCB and SPCBs/PCCs held in New Delhi on
April 08, 2015. Accordingly, a "Working Group’ comprising of the Members from Central
Pollution Control Board and State Pollution Control Boards representing the States of
Andhra Pradesh, Punjab, Tamilnadu, West Bengal, Madhya Pradesh and Maharashira,
was constituted to revisit the criteria of categorization of industries and suggest rationale
based on pollution potential for categorization of industrial sectors and adopting it for
implementation of pollution control plan;

WHEREAS, the Working Group has developed the criteria of categorization of industrial
sectors based on the concept of Pollution Index which is a function of the emissions (air
poliutants), effluents (water pollutants), hazardous wastes generated and consumption of
resources. For this purpose the references are taken from the the Water (Prevention and Confrol
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of Pollution ) Cess (Amendment) Act, 2003, Standards so far prescribed for various pollutants
under Environment (Protection) Act , 1986 and Doon Valley Notification, 1989 issued by
MoEFCC. The Pollution Index (PI) of any industrial sector is a number from 0 to 100 and the
increasing value of PI denotes the increasing degree of pollution load from the industrial sector;

WHEREAS , based on the scries of consultations with SPCBs, different Government / Non-
government Institutions including industries and MoEFCC, the following criteria on "Range of
Pollution Index ‘for the purpose of categorization of industrial sectors has been finahzed:

o Industrial Sectors having Pollution Index score of 60 and above - Red category

o Industrial Sectors having Pollution Index score of 41 1o 59 -Orange category
o Industrial Sectors having Pollution Index score of 21 to 40 -Green category
¢ Industrial Sectors having Pollution Index score incl. & upto 20 -White category

WHEREAS, bascd on the revised criteria, the ‘Tinal Report on Revised Categorization
of Industrial Sectors under Red/Orange/Green/White' has been evolved. The
‘Categorization’ is based on the relative pollution potential of the industrial sectors and
grouping of the industrial sectors based on the use of raw materials, manufacturing
process adopted and pollutants likely to be generated;

WHEREAS, based on relative Pollution Index, the number of industries in various
categories are as under :
i.  The Red category of industrial sectors: 60
ii.  The Orange category of industrial sectors: 83
iii.  The Green category of industrial sectors: 63 and
iv.  The Newly introduced White category: 36

WHEREAS, there shall be no necessity of obtaining the Consent to Operate” tor White
category of industrics and an intimation to concerned SPCB / PCC shall suffice;

WHEREAS, the purpose of categorization is to ensure that the industry is
established in a manner consistent with the environmental objectives and to prompt
industrial sectors to adopt cleaner technologies, ultimately resulting in gencration of no
or minimum pollutants.

WHEREAS the new catecgorization system shall also facilitate in self-assessment
by industries;

Now, therefore, in exercise of the powers delegated to the Chairman, CPCB under
Section 18(1)(b) of the Water (Prevention & Control of Pollution) Act, 1974 and Scction
18(1)(b) of the Air ( Prevention & Control of Pollution), Act, 1981 the carlier Directions
issued in June 2012 in the context of categorisation of industries as Red, Orange & Green
are withdrawn with immediate effect and following ‘Directions’ are hereby issucd for
compliance by all SPCBs and PCCs : .
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That the SPCBs and PCCs shall adopt the Revised Criteria of categorization
of industrial sectors as detailed in table nos. F'1, F2, F3 and F4 and Revised
Lists of Red, Orange, Green and White categories of industrial sectors,
presented at table no. G2, G3, G4 and G5 respectively, in the "Final Report’
as attached herewith immediately.

That all pending applications for consideration of ‘Consent to Establish’
and ‘Consent to Operate’ and future such applications shall be processed as
per revised criteria.

That the SPCBs and PCCs will provide the list of industries identified in
each category existing in the State which have been considerced for grant ot
consents. SPCBs/PCCs will forward the list of such industries before
31.05.2016 and the same will be uploaded on the websites of respective
SPCB/PCC.

That the ‘Revised Lists of Red, Orange, Green and White category of
industrial sectors” shall be used by the SPCBs and PCCs for Consent
Management and inventorization of industries under Red, Orange ,Green
and White categories. Siting of industries shall be only in conforming arcas
SPCBs / PCCs shall evolve sector specific plans for control of pollution and
industrial surveillance for verifying compliance.

That the SPCBs and PCCs shall revise /prepare the inventory of Red,
Orange, Green and White categories of industrics operating in their
jurisdiction based on the revised criteria specified in the Final Report and
submit the same to CPCB within 90 days i.e,, before 30.05.2016 in hard copy
as well as soft copy.

That the listed category of industries or those identified later-on under
different categories shall not be linked to sanction of loan /finance or bank
proceedings.

That any further addition of any new or left-over industrial sector and their
categorization which is not listed in the revised list of Red, Orange, Green
and White industrial sectors, shall be done at the level of concerned SrCB
/PCC following revised criteria & guidelines as detailed in the attached
document and no concurrence of CPCB shall normally be required. [t is
further clarified that while categorizing the industries, fractional numbers
shall be rounded off to nearest integer.
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The SPCBs/PCCs shall acknowledge the receipt of directions and submit the
‘Action Taken Report’ in compliance with these directions to CPCB before

15.04.2016.

(Arun eht
Chatfman

Copy to: 7 /@ I(#

1. The Chief Secretary of all the States and UTs :

2. The Secretary ,
Ministry of Micro, Small and Medium Entrepreneurs
Udyog Bhawan, Rafi Marg, New Delhi-110 011

3. The Secretary,

Ministry of Heavy Industries
Udyog Bhawan, Rafi Marg, New Delhi - 110 011
4. The Secretary,
Ministry of New and Renewable Energy
Block-14, CGO Complex,
Lodhi Road,New Delhi-110 003,
The Advisor(CP Division)
Ministry of Environment, Forests and Climate Change

Indira Paryavaran Bhawan
Jor Bagh Road, New Delhi - 110 003 -

6. All Zonal Offices of CPCB xzi-,.M\
v Kok

(A.B. Akdlkar) 5. ¢
Member Secretary
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Visit Report
Name & Address of the M/s. Bharat Serum & Vaccines Ltd.,
Industry Plot No. K-27 & K-27/1, Addl. MIDC Ambernath, Dist. Thane
Consent Status No. MPCB/19/466/1909000025, dtd.03/09/2019, valid up to
30/06/2022
Products 1) Injections & Vaccines (only formulation) — 20.0 Lakh/M

2) Analytical Testing and R&D activity at Plot No. K-27/1

3) r-FSH (Recombinant - Follicle Stimulating Hormone) — 0.009 Kg/A
4) r-HCG (Recombinant - Human Chronic Gonadotropin) — 0.105 Kg/A
5) mAnti-D (Monoclonal Anti Rho-D Immunoglobulin) - 0.3 Kg/A

Industrial Effluent 216.0 CMD (100% Recycle / Reuse)
Domestic Effluent 26.0CMD

Date of Visit 07/10/2020

Observation:

1) During the visit manufacturing activity was not in operation however plant Cleaning, Validation
of manufacturing area & maintenance activities were observed.

2) Consented water consumption is 243 CMD, however at present water consumption for the
month of Aug. 2020 is 5110 M*/M (170 CMD) as per MIDC water bill.

3) Industry has provided Effluent Treatment Plant comprises of bar screen, collection tank,
primary secondary tank followed by aeration and membrane bio-reactor (MBR), sludge
dewatering centrifuge etc.

4) During the inspection provided ETP found in operation and treated effluent recycle / reusing in
cooling tower. The ETP is operated on SCADA system.

5) Overflow of cooling tower is taken to ETP through storm water drain.

6) Joint vigilance sample of ETP inlet and outlet collected in presence of industry’s representative.

7) Industry is having total 5 nos. of cooling towers having capacity 170 TR (2 nos.), 200 TR, 190 TR
& 20 TR and total water requirement for these cooling towers is 107 CMD out of this 94 CMD
treated effluent water is used and 13 CMD fresh water charged.

8) Industry not provided proper leachate collection arrangement at ETP sludge dewatering
system.

9) At present generated domestic effluent is treated in the existing ETP. The Board has issued
Conditional Restart Directions on 21/08/2020 with condition that industry shall provide
separate sewage treatment plant on or before 31/12/2020. Accordingly, industry has issued
work order for the provision of 50 KLD STP, on 11/09/2020.

10) Industry has provided LDO fired boiler having capacity 3 T alongwith stack of height 30 meter.
Industry has provided D.G. Set of 750 KVA.

11) Industry is regularly monitoring ambient air quality and stack monitoring through NABL
approved laboratory.

12) There is generation of hazardous waste in the form of 35.3 — ETP sludge, 28.1 - Process Residue
& Wastes (generated during ultrafiltration process), 28.5 — Date expired products, 37.2 — Flue
gas cleaning residue, which is disposed through CHWTSDF.
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13) Last disposal of Hazardous waste 28.1 in the tune of 1607 Kg & 35.3 in the tune of 253 kg
through MWML on 20/08/2020.

14) Industry has obtained Bio-Medical Waste Authorization vide No. SRO Kalyan-1l/BMW_AUTH/
1908000179-2019, dtd. 26/09/2019 valid up to 08/08/2022, for generation and segregation of
Bio-medical waste i.e. expired plasma which is disposed through Mumbai Waste Management
Ltd.

15) Industry has submitted Form- on 10/06/2020 & Form-V on 30/09/2020.
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(R. G. Rathod)
Ex. Engg. MIDC Ambernath Regional Officer, MPC Board, Kalyan
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Depty. Engg. Addl. MIDC Ambernath Field Officer, MPC Board, SRO Kalyan-I|
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(Prajwal Rayandekar)
Asst. Manager-EHS



