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Annexure-|
Item No. 15 Court No. 2
BEFORE THE NATIONAL GREEN TRIBUNAL

PRINCIPAL BENCH, NEW DELHI

Original Application No. 869/2022
K Srinivas & Ors. Applicant

Versus

State of Andhra Pradesh Respondent

Date of hearing: 11.01.2023

CORAM: HON’BLE MR. JUSTICE SUDHIR AGARWAL, JUDICIAL MEMBER
HON’BLE PROF. A. SENTHIL VEL, EXPERT MEMBER

Application is registered based on a complaint received by post

ORDER

1. The villagers of Village A.V Nagaram, Kodada K. Perumallapuram of
Thondangi Mandal, district Kakidnada, Andhra Pradesh have sent a letter
petition received by this Tribunal on 19.07.2022. This Original Application
under Sections 14 and 15 of National Green Tribunal Act, 2010 (hereinafter
referred to as ‘NGT Act, 2010’) has been registered taking cognizance of the

letter petition.

2. The complaint is that there is a unit namely; M/s Auro Active
Pharma Pvt. Ltd., a subsidiary company of M/s Aurobindo Pharma Ltd.
running in about 150 acres land in SEZ area. In Survey No. 349, 350, 351,
352 and 353 of Village A.V Nagara, the establishment of unit in 150 acres
of land has been started. The land which is allotted to the industrial unit
is where flood water is stored. Presently, 150 acres of land is covered with

Sft high sand on account whereof, during storm, total flood water
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inundates the villages of Kodada and A.K Mallavaram due to which there
would be loss of crops, livestocks and lives of human beings. The unit even

otherwise is causing health hazard to the local population.

3. Before taking any further action, it would be appropriate to obtain a
factual report for the purpose whereof, we constitute a joint committee of
State PCB and District Magistrate, Kakinada, Andhra Pradesh who shall
visit the premises, collect relevant information and submit a factual report
including the details of action taken, if any, within two months by e-mail
at judicial-ngt@gov.in preferably in the form of searchable PDF/ OCR

Support PDF and not in the form of Image PDF.

4. The nodal agency for coordination and compliance will be District

Magistrate, Kakinada, Andhra Pradesh.

5. List the matter for further consideration on 27.03.2023.

0. A copy of this order along with copy of the complaint be forwarded to
State PCB and District Magistrate, Kakinada, Andhra Pradesh by email for

compliance.

Sudhir Agarwal, JM

Prof. A. Senthil Vel, EM

January 11, 2023
Original Application No. 869/2022
AB


mailto:judicial-ngt@gov.in
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Ministry of Chemicals and Fertilizers

Approval accorded under PLI Scheme for Promotion
of Domestic Manufacturing of critical Key Starting
Materials (KSMs)/ Drug Intermediates and APls

Posted On: 22 JAN 2021 1:50PM by PIB Dethi

The Applications of following companies, which have committed more than the minimum proposed annual
production capacities and fulfil the prescribed criteria have been approved under Production Linked Incentive
(PLI) Scheme for Promotion of Domestic Manufacturing of critical Key Starting Materials (XSMs)/Drug
Intermediates and Active Pharmaceutical Ingredients (APIs) in the country:

Committed
Name of Eligible|Production
Product Capacity

(in MT)

Committed
Investment
(in Rs. crores)

S.No. Name of approved Applicant

M/s Aurobindo Pharma Limited A
X (through LyfiusPharmaPvt. Ltd.) emiollito 15008 R

|M/s Karnataka Antibiotics &
2. Pharmaceuticals Ltd. 1000 275

M/s Aurobindo Pharma Limited
& (through LyfiusPharmaPvt. Ltd.) 7- ACA 2% e

M/s Aurobindo Pharma Limited 5 ryth L
4, Thiocyanate 1600 834
(through Qule Pharma Pvt. Ltd.) (TIOC)

5. M/s Kinvan Pvt. Ltd. Clavulanic Acid 300 447.17

The setting up of these plants will lead to total committed investment of Rs. 3,761 cr. by the companies and
employment generation of about 3,825. The commercial production is projected to commence from 15" April,
2023 and the disbursal of production linked incentive by the Government over the six years period would be
up to a maximum of Rs. 3,600 cr. Setting of these plants will make the country self-reliant to a large extent in
respect of these Bulk drugs.

With an objective to attain self-reliance and reduce import dependence in these critical Bulk Drugs - Key
Starting Materials (KSMs)/ Drug Intermediates and Active Pharmaceutical Ingredients (APIs) in the country,
the Department of Pharmaceuticals had launched a Production Linked Incentive (PLI) Scheme for promotion
of their domestic manufacturing by setting up greenfield plants with minimum domestic value addition in four
different Target Segments (In Two Fermentation based - at least 90% and in the Two Chemical Synthesis
based — at least 70% ) with a total outlay of Rs. 6,940 cr. for the period 2020-21 to 2029-30.

The applications under four different Target Segments were invited with 30™ November, 2020 as the last date.
In total, 215 applications have been received for the 36 products spread across the 4 Target Segments. The
guidelines prescribed that the applications would be processed and decided within a period of 90 days, i.e., up
to 28" February, 2021.

Annexure-Ill
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The Target Segment-I includes 4 Eligible Products, viz., Penicillin G; 7-ACA; Erythromycin Thiocyanate
(TIOC) & Clavulanic Acid, in which the country is presently fully import dependent, were considered on
priority as per the decided evaluation and selection criteria.

Further, applications under the other three segments are proposed to be taken up for approval in the next 45

days.

The Indian pharmaceutical industry is the gid largest in the world by volume. It has high market presence in
several advanced economies such as the US and EU. The industry is well known for its production of
affordable medicines, particularly in the generics space. However the country is significantly dependent on
the import of basic raw materials, viz., Bulk Drugs that are used to produce medicines.

* o ok

MC/KP/AK

(Release ID: 1691185)
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Annexure-V

State Level Environment Impact Assessment Authority (SEIAA)
Andhra Pradesh
Ministry of Environment, Forests & Climate Change
Government of India
D.No.33-26-14 D/2, Near Sunrise Hospital, Pushpa Hotel Centre,
Chalamavari Street, Kasturibaipet, Vijayawad-520010

REGD.POST WITH ACK.DUE

Order No. SEIAA/AP/IND/EG/09/2020/2195/161.47/1 58.35 U@+ Dt: 29.07.2021

Sub:  SEIAA, A.P. - MJs. Auroactive Pharma Pvt. Ltd, Located at Sy. No. 349,
350, 351, 352 & 353, A.V. Nagaram village, Kakinada SEZ area, Tondangi
Mandal, East Godavari District, Andhra Pradesh - Environmental
Clearance - Issued - Reg.

I This has reference to your EC application submitted through online on 30.09.2020
(SIA/AP/IND2/176872/2020), seeking Environmental Clearance of Bulk Drugs &
intermediates Manufacturing Unit at Sy. Ne. 349, 350, 351, 352 & 353, A.V. Nagaram
village, Kakinada SEZ area, Tondangi Mandal, East Godavari District in favour of M/s.
Auroactive Pharma Pvt. Ltd. The nearest human habitation viz., Perumallapuram (V)

capital cost of the expansion project is Rs.1500 Crores. The details of the production
capacities of the project is as follows:

List of products and its Quantities:

R.N 0. Name of Product Quantity
TPM
1. | Erythromycin Thiocyanate 133.33
2. | Ibuprofen 300
3. | Levetiracetam 300
4ﬂ Cephelosporins 4300
Total | 1033.33
| Co-Genetation Power Plant | d0MwW

This proposal has been referred to SEAC, A.P along with all the documents submitted by the
proponent for their appraisal and for their specific recommendatiouns on EC aspect. The proposal
has been examined and processed in accordance with EIA Notification, 2006 and its amendments
thereof. The State Level Expert Appraisal Committee (SEAC) examined the application in its
meetings held on 29" & 3¢ June, 2021. The Proposal of M/s. Auroactive Pharma Pvt. Ltd., a
subsidiary of M/s. Aurobindo Pharma Ltd., is for Environmental Clearance for the proposed
Bulk drug manufacturing unit for bulk drugs and intermediates -1033.33 TPM and Co-
Generation Power Plant - 40 MW.

This proposal was earlier examined in the SEAC meetings held on 8th -1 1th December, 2020.
MoEF&CC, Gol, New Delhj issued notification vide S.0. No. 1223(E), dated 27.03.2020 and
MoEF&CC Office Memorandum dated 13.04.2020, wherein " AJ] proposals for projects or
activities in respect of Active Pharmaceutical Ingredients (API), received up to the 30th

2
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September 2020, shall be appraised , as Category 'B2' projects provided that any subsequent
amendment or expansion or change in product mix, after the 30th September 2020, shall be
.considered as per the provisions in force at that time." Further it is extended up to 30th March,
2021 vide S.0. No. 3636(E), dated 15.10.2020.

The proposed project falls under Item 5(f) of the schedule of the EIA Notification 2006-
Synthetic organic chemicals industry (dyes & dye intermediates & bulk drug and intermediates).
The Committee noted that the PP has proposed the Bulk Drug & Intermediates manufacturing
unit with production capacity 1033.33 TPM and Co-Generation Power Plant - 40 MW.

The project proponent has submitted the EMP, PFR, Risk Assessment Reports.

The Committee noted that earlier the issue was examined by the SEIAA ,A.P., in its meeting held
on 15.12.2020 and refer to examine the cogeneration Power implied category and CRZ clearance.
The committee noted that as per EIA Notification,2006 under E(P) Act, 1986, as amended vide
S.0.1599 (E) dated 25th June, 2014 and MOoEF&CC Office Memorandum F.No.22-24/2018-
IA.II, dated 23rd January, 2019, provides exemption of Environmental Clearance for Thermal
Power Plant using Waste Heat Recovery Boilers (WHRB) without any auxiliary fuel.

Now, the representative of the project proponent and their Consultant MJs. Team Labs &
Consultants have attended the meeting. The project proponent has informed that they will
implement the Marine outfall system for the treatment and disposal of industrial effluents.

The Committee noted regarding the CRZ Clearance , that the APCZMA, Andhra Pradesh issued
No Objection Certificate (NOC) vide Letter No.281/CRZ/IND/2021-172, dated 15.06.2021 for
the project proposal of M/s. Aurobindo Antibiotics Pvt. Ltd & M/s.Auroactive Pharma Pvt Ltd,
for laying of common marine discharge lines for treated effluents and intake pipeline for
Desalination Plant i.e. Sea water intake for desalination Plant - 47 MLD, Common LFP outfall
pipeline for desalination brine (a). M/s. Auroactive Pharma Pvt. Ltd (8075 MLD) & Mys.
Aurobindo Antibiotics Pvt. Ltd (19.975 MLD) - 28.05 MLD, Common LFP outfail pipeline (pari
of desalination brine + treated effluent) (a).M/s. Auroactive Pharma Pvt. Ltd (9.468 MLD) & (b).
M/s. Aurobindo Antibiotics Pvt. Ltd (22.8 MLD) - 32.268 MLD, into the sea at A.V. Nagaram
village, Kakinada SEZ area, Tondangi Mandal, East Godavarj district, Andhra Pradesh

The Committee after examining the project proposals, presentations, APCZMA
recommendations, MoEF&CC’ Notifications & OMs and detailed deliberations, recommended
for issue of Environmental Clearance and CRZ Clearance for M/s. Aurcactive Pharma
Pvt. Ltd., a subsidiary of M/s. Aurobindo Pharma Ltd., for production capacity of bulk drugs
and intermediates - 1033.33 TPM and Co-generation Power Plant - 40 MW, without any
auxiliary fuel duly stipulating a condition that the project proponent shall tie-up with the
nearby TSDF for treatment and disposal of hazardous waste and to follow the CRZ
provisions for the discharge of treated effluent into sea.

The committee in the appraisal report clearly stated that they have approved the Form-I/11,
PFR/DPR and EMP for compliance by the proponent. The State Level Environment Impact
Assessment Authority (SEIAA), in its meeting held on 22.07.2021 & 23.07.2021 examined the
proposal and the recommendations of SEAC and decided to accept SEAC recommendations
aforesaid for strict compliance by the proponent and to issue EC. The SEIAA, A.P hereby
accords Environmental Clearance to the project as mentioned at Para no. I under the
provisions of the EIA Notification 2006 and its subsequent amendments issued under
Environment (Protection) Act, 1986 subject to implementation of the following specific and
general conditions:

[Il.a Part A: Special Conditions:

i The proposal shall not attract the following Acts & Rules:
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a. Forest Act 1980,
b. Wild life (Protection) Act,1972;
c. The Eco sensitive areas as notified under Environment (Protection) Act,1986;
d. Critically polluted areas as notified by CPCB
and also shall not harm live stocks and human beings and disturb their activities.

The project proponent shall tie-up with the nearby TSDF for treatment and disposal of
hazardous waste and to follow the CRZ provisions for the discharge of treated effluent into
sea.

The industry shall segregate effluents into different streams i.e. High TDS and High COD,
High COD and Low TDS, Low COD and High TDS, Low COD and Low TDS in case of the
industry sending the effluent to CETP. '
The industry shall implement monitoring of waste factors for different streams of effluent
sand solid waste.

The industry shall establish suitable scrubbing system in consultation with the APPCB.

The industry shall provide effective solvent recovery system.

The industry shall provide hazardous waste container (drums) cleaning/washing system
(Container detoxification).

The industry shall provide flow meter to measure quantity of stream consumed for MEE
system. -

The industry shall provide magnetic tamper proof flow meters to measure quantity of
different streams of effluents generated and routed through the treatment systems.

The industry shall provide steam stripping system to handle volatile matter in the effluents.
The industry shall send hazardous waste to the authorized cement industries/ TSDF/
authorized recyclers by properly maintaining the system.

Part B: Specific Conditions:

Air & Noise Environment:

1

The sources of air pollution from proposed coal fired boiler of capacity 1 x 150 TPH shall be
routed through cyclones separator followed by bag filters with the stack type and height
fixed in consultation with the APPCB. Proposed a Thermic fluid heater of capacity 4 x 4
Lakh al/hr. Adequate stack height shall be provided for D.G. Sets of capacities 8 x 1010 kVA

DG sets are proposed to meet emergency power requirement during load shut down period as
per CPCB norms.

The process emissions containing the HBr, HCI, NH3, HF, H2S and Mercaptans shall be
routed through two stages scrubber system. The packing media in the scrubber is 25 mm poly
propylene rings. Scrubbed liquid shall be treated and reused or subjected to MEE.

Strict measures shall be taken to control odour with appropriate odour abatement methods.
Sub coolers for brine circulation shall be installed to reduce solvent evaporation losses into
the atmosphere. All the solvent storage tanks shall be connected to vent condensers with

chilled water circulation to minimize the solvent loss. The proponent shall install VOC
meter in the plant tomonitor.

The solvents shall be recovered by installing fractional distillation columns. The recovered
solvents shall be reused in the process or sold to recyclers authorized by APPCB. The volatile
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vapours generated during process shall be routed through condensers and the condensate
shall be reused in theplant

The area of the greenbelt shall not be less than 33% of the total area of the site. Greenbelt
with tall growing trees shall be developed along the boundary of the site.

Fugitive emissions from storage tanks shall be avoided by providing air condensers.

The proponent should provide appropriate PPE to the persons working in the unit and
suitable to their work place environment.

The proponent shall establish adequate number of air monitoring stations, including one
online station, in consultation with the APPCB and take appropriate measures to ensure that
the GLC shall comply with the NAAQM norms notified by MoEF&CC, Gol on 16.11.2009.
Measures shall be taken to comply with the provisions made under “Noise pollution
(Regulation and control) amendment rules 2010 dated 11-01-2010 issued by MoEF.

Water Environment:

10.

The total water requirement shall not exceed 9468 KLD, which includes for Process
Applications — 6191 KLD (Erythromycin Thiocyanate-5000 KLD, Ibuprofen-165 KLD,
Levetiracetam-240 KLD, Cephelosporins -786 KLD), Boiler Make-up - 750 KLD, CT Make-
up-1000 KLD, QC, R&D & Garment washings-100 KLD, Miscellaneous (SRP, ETP,
Manufacturing Blocks Operations Areas cleaning, etc)-727 KLD, Domestic — 200 KLD & for
Gardening — 500 KLD.

Waste water generation:

L1

12.

13.

14.

The total waste water generation is 8043 KLD, Out of that; 6204 KLD from Process Water
(Erythromycin Thiocyanate-5016 KLD, Ibuprofen-138 KLD, Levetiracetam-244 KLD,
Cephelosporins -806 KLD), 300 KLD is from Boiler Blow Down, 500 KLD is from CT
Blow Down; 100 KLD is from QC, R&D & Garment washings; 739 KLD is from
Miscellaneous (ETP, SRP, Manufacturing Blocks & Operations Areas cleaning,
contaminated steam condensate, etc); 200 KLD is from Domestic shall be sent to effluent
treatment system and treated effluents are sent to marine outfall system. It is proposed to send
treated effluents from co-located units namely; Auroactive Pvt. Ltd. and Auroactive Pharma
Pvt. Ltd. to common marine outfall system (line and outfall) will be used in compliance with
APCZMA recommendations and CRZ regulations.

The domestic waste water shall be disposed into the septic tank followed by soak pit.

The proponent shall provide separate storm water drains and harvest the rainwater from the
rooftops to recharge the ground water.

Regular monitoring of ground water level and quality should be carried out by establishing a
network of existing wells in and around project area in consultation with the competent
Ground Water Department. Data thus collected should be sent at regular intervals to
MOoEF&CC, CGWA and CGWB, Southern, Region, Hyderabad.
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15. Suitable conservation measures to augment groundwater resources in the areashall be
planned and implemented in consultation with GWB. Suitable measures should be taken for
rainwater harvesting.

16. In case of Ground water usage, Permission from the competent authority should be obtained
for drawl of ground water, if any, required for this project.

Solid Wastes:
7. Hazardous waste generated from the industry such as organic residue, salts, spent solvents
waste oils, used oils etc., shall be disposed as per the Hazardous and other Wastes
(Management and Tran boundary movement) Rules, 2016 and its amendmentsthereof

18.  The solid waste and disposal: Forced Evaporation Salts - 25 TPD, Process Inorganic Waste
/ Salts - 1 TPD, ETP Sludge - 15 TPD shall be sent to TSDF, Spent Carbon -13.16 TPD shall
be sent to Cement Plants for Co-incineration /TSDF; Mixed Spent Solvents - 80 KLM shall
be sent to authorized recovery units or Cement Plants for Co-incineration; Process Liquid
Organic Waste, Solvents from QC and R&D Laboratory - 1.50 KLD, Distillation Bottom
Residue and Process Organic Wastes-41.1 TPD, Off specification raw materials/ products-2
TPM shall be sent to Cement Plants for Co-incineration; Date Expired Products-2 TPM shall
be sent to Cement Plants for Co-incineration / TSDF; Contaminated cotton rags or other
cleaning materials-0.2 TPM, Waste Resin - 500 kg/month shall be sent to TSDF / Cement
Industry / Authorized recyclers. Recycling / Reuse: Mycelium (dry basis)- 1000 TPM, Used
Oil/Waste Lubricating Oil-0.5 KLD shall be sent to agencies authorized by PCB/CPCB;
Used Lead Acid Batteries-400 Nos/annum shall be Returned back to dealer or supplier;
Detoxified Containers and Container Liners-7.5 TPM shall be Sold to recyclers after
detoxification. Other Waste -Disposal or Recycle: Asbestos-5 TPA shall be disposed to
TSDF; Gypsum Boards-5 TPA shall be sent to Cement Plants for Co-incineration /TSDF;
Electrical & Electronic Waste-10 TPA shall be sent to authorized recyclers; Hard Rubber
(Electrical  Panel Rooms) - 1 TPA, Hardened Latex Paints/Varnishes,
adhesives/glues/resins/Plasticizers- 1 TPA shall be sent to Cement Plants for Co-incineration
/TSDF; Packing Material-20 TPM shall be sale to recyclers; Discarded PPE (Helmets,
goggles, aprons, etc.)-1 TPM shall be sent to Recyclers/TSDF, HWMP; Reagent Bottles:
Glass/PP Bottles (Small Volume — up to 2.5 L capacity)-2 TPM shall be sale to recyclers;
Insulation wastes-2.5 TPM shall be sent to outside agencies, after complete detoxification for
reuse/ recycle; Miscellaneous Wastes--Sparkler Filter Pads, Centrifuge Bags, FBD Bags -
1.67 TPM shall be sent to TSDF and Cement Plants for Co-incineration; Miscellaneous
Wastes--Discarded Molecular Sieves/lon-exchange resin, etc-1 TPM shall be sent to TSDF.

19.  The Organic and Inorganic solid wastes, Spent Carbon, process residues shall be sent to the
authorized users or recyclers approved by the APPCB.

20.  The proponent should strictly comply with the E-Waste Management Rules, 2016, and report
compliance.

Environment:

1. The Project Proponent shall ensure that the transportation activity of the unit should not cause
any inconvenience to the public and comply with the local norms, if any;

W
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The project shall implement the commitments, if any, made in the public hearing;

Part C: General Conditions:

I;

10.

il

12.

L3

This order is valid for 7 years.

No further expansion, increase in production; or change in product mix or technologies/land
use shall be made without prior approval of the SEIAA

The project proponent shall submit the copies of the Environmental Clearance to the Heads
of local bodies, Panchayats and Municipal Bodies in addition to the relevant offices of the
Government who in turn has to display the same for 30 days from the date of receipt.

The project authorities should advertise at least in two local newspapers widely circulated,
one of which shall be in the vernacular language of the locality concerned, within 7 days of
the issue of the clearance letter informing that the project has been accorded environmental
clearance and a copy of the clearance letter is available with the State Pollution Control
Board and SEIAA, A.P.

The Prior Environmental Clearance issued to this project along with the Approved
Environmental Management Plan (EMP) and the Approved DPR should be uploaded in the
project’s web site and be made available in the public domain.

The PEC main contents be displayed on permanent boards at the main entry of the premises
and at other prominent places.

The project proponent shall strictly adhere to its Environmental Policy approved by the
SEIAA, and shall be made available in their web site.

A separate “Environmental Management Unit” (With a laboratory) shall be set up with all
monitoring facilities.

A Separate Bank account need to be started for the budget allocated for the EMP and the
amount committed should be deposited before the project obtains CFE/CFO as the case may
be. The amounts allocated should not be diverted for any other purpose.

The funds earmarked for environmental protection measures (Capital cost Rs.127.21 Crores
& Recurring cost of Rs.93.07 Crores/Annum) should be kept in separate account and
should not be diverted for other purpose. Year wise expenditure should be reported to the
Ministry and its Regional Office located at Vijayawada.

The proponent before starting the operations, shall obtain all other mandatory clearances
from respective departments, including the CFE and CFO from the APPCB.

The project proponent shall meticulously follow the Form-1/2 of the application; and
approved EMP, for the purpose of all compliances.

Four ambient air quality-monitoring stations should be established in the core zone as well as
in the buffer zone. Location of the stations should be decided based on the meteorological
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data, topographical features and environmentally and ecologically sensitive targets and
frequency of monitoring should be undertaken in consultation with the State Pollution
Control Board.

Data on ambient air quality should be regularly submitted to the Ministry including its
Regional Office located at Bangalore and the State Pollution Control Board/ Central
Pollution Control Board once in six months.

The project proponent shall ensure that no natural watercourse and/or water resources shall
be obstructed due to any industrial operations.

Personnel working in the industry should be provided with protective respiratory devices and
they should also be provided with adequate training and information on safety and health
aspects.

Occupational health check up program for the workers should be undertaken periodically. A
separate environmental management cell with suitable qualified personnel should be set-up
under the control of a Senior Executive, who will report directly to the Head of the
Organization.

The project proponent shall submit Half-yearly reports on the status of compliance of the
stipulated Environmental Clearance Conditions including results of monitored data (both
in hard copies as well as by e-mail) to the Ministry of Environment & Forests, its Regional
Office, Vijayawada, SEIAA, A.P., Zonal Office of Central Pollution Control Board,
Bangalore, and A.P. Pollution Control Board.

The proponent shall upload the status of compliance of the environmental clearance
conditions including results of monitored data on their websites and shall update the same
periodically.

Officials from the Regional Office of MoEF&CC, Vijayawada/The SEIAA, Andhra Pradesh
through the Regional Offices of Andhra Pradesh Pollution Control Board, who would be
monitoring the implementation of environmental safeguards, should be given full co-
operation, facilities and documents/data by the project proponents during their inspection. A
complete set of all the documents shall be submitted to the CCF, Regional Office to
MoEF&CC, Vijayawada.

SEIAA reserves the right to cancel the EC issued at anytime, if EC has been obtained by the
proponent through suppression of any information or furnishing false information upon
which the project is appraised.

Concealing the factual data in the compliance reports, or failure to comply with any
conditions mentioned above may result in withdrawal of the EC and attract action under the
provisions of Environment (Protection) Act, 1986.

The SEIAA reserves the right to alter/modify the above conditions or stipulate any further
conditions from time to time, in the interest of environment protection.
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24.  Any appeal against this Environmental Clearance shall lie with the National Green Tribunal,
if preferred, within a period of 30 days as prescribed under Section 16 of the National Green
Tribunal Act, 2010.

Sd/- Sd/- Sd/-
MEMBER SECRETARY, MEMBER, CHAIRMAN,
SEIAA, A.P. SEIAA, A.P. SEIAA, A.P.

To

M/s. Aurobindo Pharma Limited,

Sri. K. Nityananda Reddy (Vice - Chairman),

Plot No. 11, Survey No.9 The Water Mark Building,
Kondapur, Hitech City,

Hyderabad - 500 084, Telangana.

Ph. +91 040-6672 5000, 98480 50898

HITCEB.OI

- WU\MAQQA A
SENIOR ENVIRONMENTA NGINEE%

g
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T ANDHRA PRADESH POLLUTION CONTROL BOARD
ANDHRA PRADESH D.No. 33-26-14 D/2, Near Sunrise Hospital. Pushpa Hotel Centre,

Chalamalavari Street, Kasturibaipet. Vijavawada — 520010.

Avrmex -©

(

Website :www.appcb.ap.nic.in

CONSENT ORDER FOR ESTABLISHMENT

Order No. 361/APPCB/CFE/RO- KKD /HO/2021

Sub:  APPCB - CFE - M/s. Qule Pharma Private Ltd., (formerly M/s. Auroactive
Pharma Private Limited), Sy.No.349, 350, 351, 352 & 353, A.V. Nagaram
(V), Kakinada SEZ area, Thondangi (M), East Godavari District - Consent
for Establishment (CFE) of the Board under Sec.25 of Water (P & C of P) Act,
1974 and under Sec.21 of Air (P & C of P) Act, 1981 - Issued - Reg.

Ref: 1) NOC for marine outfall dt.09.04.2021.

2) EC order & CRZ clearance dt.29.07.2021 issued by SEIAA, AP
3) Industry’'s CFE application received through AP OCMMS on 14.12.2021.

4) R.O’s inspection report dt.18.12.2021.

5) Industry’s mail dt.22.12.2021.

6) CFE Committee meeting held on 23.12.2021
7) Industry’s mail. dt.27.12.2021.

8) T.O.Ir. dt.28.12.2021.

9) Industry’s mail dt.04.01.2022.

10) CFE Committee meeting held on 07.01.2022.
11) Industry’s Ir.dt.07.01.2022.

1. In the reference 3rd cited, an application was submitted to the Board seeking Consent
for Establishment (CFE) to produce the following products with installed capacities as

mentioned below, with a project cost of Rs.1500 Crores.

S. Name of the Products Capacity
No.
1. | Erythromycin Thiocyanate 133.33 TPM
2. | Ibuprofen 300 TPM
3. | Levetiracetam 300 TPM
4. | Cephelosporins 300 TPM
5. | Co-Generation Power Plant 40 MW

Co-Generation Power Plant — 40 MW without any auxiliary fuel as stipulated in EC order
dt.29.07.2021. Electricity generated shall be used for captive consumption only.

2. As per the application, the above activity is to be located at Sy.No.349, 350, 351, 352
& 353, AV. Nagaram (V), Kakinada SEZ area, Thondangi (M), East Godavari

District in an area of 153 acres.

Page 1 of 11
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The above site was inspected by the Environmental Engineer and Asst. Environmental
Engineer, Regional Office, Kakinada A.P Pollution Control Board on 16.12.2021 and
observed that the site is surrounded by

North : Vacant land

South :  Kathipudi to Perumallapuram Road

East . Proposed site of M/s. Aurobindo Antibiotics Pvt. Ltd.
West ! Vacant land

The Board, after careful scrutiny of the application, verification report of Regional Officer
and recommendations of the CFE Committee, hereby issues CONSENT FOR
ESTABLISHMENT to the project under Section 25 of Water (Prevention & Control of
Pollution) Act 1974 and Section 21 of Air (Prevention & Control of Pollution) Act, 1981
and the rules made there under. This order is issued to manufacture the products
as mentioned at para (1) only.

This Consent order issued is subject to the conditions mentioned in the Annexure.

This order is issued from pollution control point of view only. Zoning and other
regulations are not considered.

This order is valid for period of 7 years from the date of issue.

Encl: Annexure

To

. Digitally signed by K Venkateswara Rao
K 2 DN:c=IN, o=AP Pollution Control Board,

i ou=EFSandT,
' 2.5420=1a1d09dcaccc349154765febbedefo
V k :73e66(7e41b3248298bd9712b7814749e8,
e n a t e S W a r postalCode=518002, st=Andhra Pradesh,
serialNumber=1650979179a2ac4ad2b009b
" dehdfc5406530a41d0e36757b6412bffcf7aa

a Ra O ? 241, cn=K Venkateswara Rao

Date: 2022.01.12 17:06:32 +05'30'

JOINT CHIEF ENVIRONMENTAL ENGINEER (UH-1)

M/s. Qule Pharma Private Ltd.,

(formerly M/s. Auroactive Pharma Private Limited),
Sy.No.349, 350, 351, 352 & 353,

A.V. Nagaram (V), Kakinada SEZ area,

Thondangi (M), East Godavari District.
jvnreddy@aurobindo.com

Copy to: 1. The JCEE, Z.0: Visakhapatnam for information and necessary action.

2. The EE, R.O: Kakinada for information and necessary action.
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Annexure

1. The proponent shall obtain Consent for Operation (CFO) from APPCB, as required Under
Sec.25/26 of the Water (P&C of P) Act, 1974 and under sec. 21/22 of the Air (P&C of P)
Act, 1981, before commencement of the trail runs.

2, The applicant shall provide separate energy meters for Effluent Treatment Plant (ETP)
and Air pollution Control equipments to record energy consumed. An alternative electric
power source sufficient to operate all pollution control systems shall be provided.

3. The industry shall construct separate storm water drains. No effluents shall be discharged
in to the storm water drains.

Water:

4, The source of water is Sea water intake Desalination plant of 19 MLD (19,000 KLD) and
the maximum permitted water consumption is as following:

S. No. Purpose Quantity (KLD)

1 Process 6,191

2. Boiler makeup 750

3 Cooling tower makeup 1,000

4. QC, R &D and Garment Washing 100

5. Miscellaneous (SRP, ETP, Manufacturing 739
Blocks Operations Areas Cleaning etc.,)

6. Domestic 200

7. Gardening 500
Total 9,480 KLD

As per EC order dt.29.07.2021 water requirement shall not exceed 9468 KLD.
Desalinated water (permeate) — 9.5 MLD.

Separate meters with necessary pipe-line shall be provided for assessing the quantity of
water used for each ofthe purposes mentioned above.

5. The maximum waste water generation shall not exceed the following:
S. No. Source Quantity(KLD)
1 Process 6,204
HTDS - 558 KLD; LTDS - 5,646 KLD
2 Boiler blow down (others) 300
3 Cooling tower blow down (LTDS) 500
4 QC, R &D and Garment Washing (LTDS) 100
5 Miscellaneous (SRP, ETP, Manufacturing Blocks 739

Operations Areas Cleaning, Contaminated Steam
Condensate etc.,) (LTDS)

6 Domestic (others) 200
7 RO Rejects from Desalination Plant 9,500
Total 17,543 KLD

HTDS - 558 KLD; LTDS - 6985 KLD; Domestic — 200 KLD: Boiler blow down — 300 KLD;
Total — 8043 KLD. .
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RO Rejects from Desalination Plant — 9,500 KLD.
As per EC order dt.29.07.2021, total waste water generation shall not exceed 8043 KLD.

Treatment & disposal:

Source of Effluent

Treatment proposed

Mode of final disposal

Process

Boiler blow down

Cooling tower blow down

QC, R &D and Garment
Washing

Miscellaneous (SRP, ETP,

Manufacturing Blocks
Operations Areas
Cleaning, Contaminated
Steam Condensate etc.)

Stripper, Multiple Effect
Evaporator (MEE),
Agitated Thin  Film
Dryer (ATFD).

Biological treatment,
consists of Bar screen
chamber, Oil & Grease
Trap, Equalization tank,

Neutralization tank,
aeration tank, clarifier,
Holding tank, pressure

sand filter, activated
carbon filter, RO-1& 2

e Shall be stripped off for organics
recovery.

e Stripper condensate to distillate
for  separation of  organic
compounds followed by disposal
to cement plants for co-processing
& distilled effluents shall be
recycled.

o Stripped effluents to forced
evaporation in MEE followed by
ATFED.

o Condensate from MEE & ATFD
shall be recycled after treatment in
ETP along with other LTDS
effluents.

e ATFD salts to TSDF.

e The low TDS effluents and
condensate from MEE and ATFD
shall be treated in ETP.

e The treated effluent from the
ETP shall be further treated in
RO plant.

¢ The RO permeate shall be
reused and RO rejects shall be
sent to MEE.

Treated effluents shall be sent from

co-located units namely M/s.Lyfius

otc. Pharma  Private Limited and
M/s.Qule Pharma Private Limited to
common marine outfall system (line
and outfall) will be wused in
compliance with APCZMA
recommendations and CRZ
regulations.

Domestic STP

RO Rejects from
Desalination Plant

Shall be disposed to the sea through
marine out fall facility.

The proponent shall submit design details of Stripper, MEE, ATFD, Biological ETP and unit

operations of Biological ETP.
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The treated waste water from the STP shall be used for gardening. However, during the monsoon
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season / rainy days the treated domestic waste water shall be disposed through marine outfall
along with trade effluents.

10.

11.

12.

13.

Air:

14.

Effluents shall not be discharged on land or into any water bodies or aquifers under any
circumstances.

The industry shall provide magnetic flow meters with totalisers at the outlet of the unit.

The industry shall install online real time monitoring system along with web camera

facilities and shall ensure that it shall be connected to APPCB / CPCB websites as per
CPCB directions.

Floor washing shall be admitted into the effluent collection system only and shall not be

allowed to find their way in storm drains or open areas. All pipe valves, sewers, drains
shall be leak proof.

The LTDS and HTDS effluents shall be stored in above ground level collection tanks

separately. Hoods shall be provided to the tanks and connect to the scrubber to mitigate
emissions.

The industry shall provide tank in tank system for effluent collection at production blocks.
Free board shall be maintained in the tanks to prevent spillages.

The industry shall construct rain water runoff tank for collection and storage of first flush
storm water. The industry shall maintain dry condition outside drains in un-rainy season.

The proponent shall provide ETP of adequate capacity to treat the effluents. The effluents
shall be treated to the marine discharge standards, as stipulated under Schedule VI of
Environment (Protection) Rules, 1986, notified by Ministry of Environment and Forests,
Government of India vide G.S.R.422 (E), dt.19.05.1993 and its amendments thereof.

The Air pollution Control equipment shall be installed along with the commissioning of the
activity and shall comply with the following for controlling air pollution:

S. No. Details of Stack Stack 1 Stack 2 Stack 3
a) Attached to Boiler Thermic Fluid DG sets
Heaters

b) Capacity 1x 150 TPH 4 x 4 Lakh K.cal 8 X 1010 KVA

c) Name of the Fuel Coal Furnace Oil Diesel

d) Stack height above 70 m 30m Each 6.5 m above
ground (m) roof level

e) Air Pollution Control ESP - Acoustic enclosures
Equipment: and silencers

Co-Generation Power Plant — 40 MW without any auxiliary fuel as stipulated in EC order
dt.29.07.2021. Electricity generated shall be used for captive consumption only.
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15.

16.

17.

18.
19.

20.

21.

22.

23.

69

A sampling port with removable dummy of not less than 15 cm diameter shall be provided
in the stack at a distance of 8 times the diameter of the stack from the nearest constraint
such as bends etc. A platform with suitable ladder shall be provided below 1 meter of
sampling port to accommodate three persons with instruments. A 15 AMP 250 V plug
point shall be provided on the platform.

The industry shall provide the monitoring system to all the stacks / vents in the plant.

Regular monitoring shall be carried out and report shall be submitted to the Regional
officer.

The industry shall provide multi-stage scrubbers to the process vents to control the
process emissions. The industry shall provide online pH measuring facility with auto
recording system to the scrubbers provided to treat the process emissions.

The industry shall provide VOC monitoring system with auto recording facility.

The industry shall implement adequate measures to control all fugitive emissions from the
plant.

The proponent shall ensure compliance of the National Ambient Air quality standards
notified by MoEF, Gol vide notification No. GSR. 826 (E), dated. 16.11.2009 during
construction and regular operational phase of the project at the periphery.

The generator shall be installed in a closed area with a silencer and suitable noise
absorption systems. The ambient noise level shall not exceed 75 dB(A) during day time
and 70 dB(A) during night time.

It is proposed to produce some of the products through fermentation process. Necessary
steps shall be taken to prevent odour nuisance in the surrounding villages. The proponent
shall not use or generate odour causing substances or Mercaptans and cause odour
nuisance in the surroundings.

The industry shall send the used / spent solvents to the recyclers (or) process them at
their own solvent recovery facility within the premises.

The evaporation losses in solvents shall be controlled by taking the following measures:

i)  Chilled brine circulation shall be carried out to effectively reduce the solvent losses
into the atmosphere.

ii) Transfer of solvents shall be done by using pumps instead of manual handling.

iii) Closed centrifuges shall be used to reduce solvent losses.

iv) All the solvent storage tanks shall be connected with vent condensers to prevent
solvent vapours. :

v) The reactor vents shall be connected with primary & secondary condensers to
prevent escaping of solvent vapour emissions into atmosphere.
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Solid / Hazardous waste:
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24.  The industry shall comply with the following for disposal of Solid waste:
S. No. Name of Hazardous Waste Quantity Mode of Disposal

1 Forced Evaporation Salts 25 TPD | To TSDF, for secured land filling.

2 Process Inorganic Waste/Salts 1TPD | To TSDF, for secured land filling.

3 ETP Sludge 15 TPD | To TSDF, for secured land filling.

4 Spent Carbon 13.16 TPD| To the authorized Cement industries
for co-processing (or) TSDF, for
incineration

5 Mixed Spent Solvents 80 KLM | To authorized recovery units /
Authorized cement plant for co-
processing.

6 Process Liquid Organic Waste, | 1.50 KLD | To authorized recovery units /
Solvents from QC and R&D Authorized cement plant for co-
Laboratory processing.

7 Distillation Bottom Residue | 41.1 TPD
and Process Organic Wastes

8 Off specification raw materials/ | 2 TPM
products

9 Date Expired Products 2TPM | To authorized recovery units /
Authorized cement plant for co-
processing.

10 Contaminated cotton rags or | 0.2 TPM | To authorized recovery units /

other cleaning materials Authorized cement plant for co-

1" Waste Resin 500 Kg/ | processing.

month

12 Mycelium (dry basis) 1000 TPM | To  authorized agencies, after
complete detoxification for re-use/
recycle.

13 Used Oil/Waste Lubricating Oil | 0.5 KLD | To authorized Re-processors /
Recyclers / to the Cement industries
for co-processing in the kiln.

14 Used Lead Acid Batteries 400 Nos./ | To dealer on buy back system.

annum

15 Detoxified ~ Containers and | 75TPM | To authorized agencies, after
Container Liners complete detoxification for re-use/

recycle.

16 Asbestos 5 TPA | To TSDF, for secured land filling.

17 Gypsum Boards 5TPA | To the authorized Cement industries
for co-processing (or) TSDF, for
incineration

18 Electrical & Electronic Waste 10 TPA | To authorized agencies, after
complete detoxification for re-use/
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recycle.

19 Hard Rubber (Electrical Panel |. 1 TPA | To the authorized Cement industries
Rooms) for for co-processing (or) TSDF, for

20 Hardened Latex 1 TPA | incineration
Paints/Varnishes,
adhesives/glues/resins/Plastici
zers

21 Packing Material 20 TPM | To authorized agencies, after
complete detoxification for re-use/
recycle.

22 Discarded PPE (Helmets, 1TPM | To authorized agencies, after

goggles, aprons, etc.) complete detoxification for re-use/
recycle.

23 Reagent Bottles: Glass/PP| 2TPM | To authorized agencies, after
Bottles (Small Volume — up to complete detoxification for re-use/
2.5 L capacity) recycle.

24 Insulation wastes 25TPM | To authorized agencies, after
complete detoxification for re-use/
recycle.

25 Miscellaneous Wastes-- | 1.67 TPM | To the authorized Cement industries
Sparkler Filter Pads, for for co-processing (or) TSDF, for
Centrifuge Bags, FBD Bags. incineration

26 Miscellaneous Wastes-| 1TPM | To authorized agencies, after
Discarded Molecular complete detoxification for re-use/
Sieves/lon-exchange resin, etc recycle.

25.

26.

The proponent shall place the chemical drums and / or any drums in a shed provided with
concrete platform only. The Platform shall be provided with sufficient dyke wall and
effluent collection system. The industry shall provide containers detoxification facility.
Container & Container liners shall be detoxified at the specified covered platform with
dyke walls and the wash wastewater shall be routed to low TDS collection tank.

The following rules and regulations notified by the MoEF&CC, Gol shall be implemented.

Rules, 2016 and amendments thereof.

c) Plastic Waste Management Rules, 20186.

Fly Ash Notification, 2016.

Regulation of Persistent Organic Pollutants Rules, 2018.

Hazardous waste and other wastes (Management and Transboundary Movement)

Manufacture, Storage and Import of Hazardous Chemicals Rules, 1989

f) Batteries (Management & Handling) Rules, 2010.
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E-Waste (Management) Rules, 2016.
Construction and Demolition waste Management Rules, 2016.
Solid Waste Management Rules, 2016.

The Public Liability Insurance Act, 1991 and its amendments thereof.

Other Conditions:

27.

28.

29.

30.

31.

The name of M/s. Auroactive Pharma Private Limited, is changed to M/s. Qule
Pharma Private Ltd., The industry informed that they are applying for SEIAA, AP for
amendment / corrections required in Environmental Clearance order.

The industry shall comply with the following as committed by them vide
Ir.dt.07.01.2022:

» The name of the industry shall be read as M/s. Qule Pharma Private Limited.

» Co-generation power plant- 40 MW without any auxiliary fuel as stipulated in
the EC order dt.29.07.2021.

> The industry shall obtain necessary amendments to the EC order.
> Electricity shall be used for captive consumption only.

» Electricity generated shall not be used for commercial purpose.

» The proponent shall furnish the design details of stripper, MEE, ATFD, ETP
and STP.

The industry shall comply with all the conditions stipulated in the EC order
dt.29.07.2021 issued by SEIAA, A.P.

The industry shall obtain necessary amendment to the EC order w.r.t. source of
water, water consumption and waste water generation.

“The industry shall comply with the industry specific standards with respect to
process emissions stipulated by the MoEF & CC, Gol, New Delhi from time to time.”

S. Details of process Emission Control Emission Standard
No. | emissions system

1. HCI Multi ~ stage  water 35 mg/Nm?®

Z NH; scrubbers and  alkali 30 mg/Nm?®

3 Sulphuric acid mist | scrubbers in series. 50 mg/Nm®

4. Chlorine 15 mg/Nm?®
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32.

33.

34.

35.

36.

37.

38.

39.

40.

73

The industry shall display online data outside the main factory gate on quantity and
nature of hazardous chemicals being used in the plant, water & air emissions and
solid waste generated within the factory premises, as per Hon’ble Supreme Court
order. '

The industry shall prepare a safety report and carry out an independent safety
audit report of the respective industrial activities including chemical storages
/ isolated storages by an expert not associated with such industrial activity as
required under Rule 10 of MSIHC Rules, 1989 and get it approved by the
Factories Dept., and submit the compliance along with copy of the safety
report, safety audit report and safety certificate at concerned Regional Office,
APPCB.

The industry shall submit a copy of the NOC issued by the Andhra Pradesh
State Disaster Response and Fire Service Dept., (APSDRFSD) at concerned
Regional Office, APPCB.

The industry shall submit risk assessment report covering worst scenario
clearly describing impact within the industry premises and outside the industry
premises and emergency response system.

The industry shall obtain PESO clearance & policy under PLI Act before
applying for CFO of the Board.

The industry shall inventorize the storage quantities of hazardous chemicals (raw
materials), products, as per the hazard nature of reactivity / toxicity / flammability /
explosive stored/handling in the premises as defined in the Management of Storage,
Import of Hazardous Chemicals (MSIHC) Rules, 1989 and the details shall be
furnished to the Factories Department and to the Regional Office, APPCB on monthly
basis duly certifying the same.

The industry shall identify major accident hazard chemicals & list out the hazardous
chemicals endangered to human health & environment and the details shall be
furnished to the Factories Department and to the Regional Office, APPCB time to
time duly certifying the same by the industry. Further the industry shall extend
training to the working personnels while handling hazardous chemicals for prevention

of accidents and necessary antidotes to ensure the safety, as per the MSIHC Rules,
1989.

The industry shall carryout calibration of safety equipments and leak detection
systems at regular intervals and shall certify the same with the Factories Department.
That certified copy shall be submitted to the APPCB, Regional Office. The industry
shall install fluorescent Wind Vane at the highest point in the industry premises.

The industry shall comply with the Technical suggestions at Chapter No. 7.3 &
7.4 for Hazardous Chemical handling industries by High Power Committee
(HPC) of Govt. of Andhra Pradesh. The HPC report is available at
www.ap.gov.in.

Page 10 of 11



41.

42.

43.

44.

45.

46.

47.

To

74

The industry shall utilize DG power for captive consumption only & power shall not
be supplied to grid and shall follow the amendments issued by MoEF & CC/CPCB
from time to time on DG sets in respect of conditions & standards.

Thick green belt shall be maintained all along the boundary & vacant spaces with tall
growing trees with good canopy and it shall not be less than 33% of the total area.

The industry shall submit compliance to the conditions stipulated in the CFE
orders to the concerned Regional Officer of APPCB every six months and shall
upload the same at APPCB website viz.,
https://pcb.ap.gov.in/Ul/Submission Compliance of EC CFE_CFQ Direction.aspx .

The industry shall submit the information regarding usage of Ozone Depleting
Substance once in six months to the Regional Office and Zonal Office of the Board.

Concealing the factual data or submission of false information / fabricated data and
failure to comply with any of the conditions mentioned in this order attracts action
under the provisions of relevant pollution control Acts.

‘Notwithstanding anything contained in this conditional letter or consent, the Board

hereby reserves its right and power Under Sec. 27(2) of Water (Prevention and
Control of Pollution) Act, 1974 and Under Sec.21(4) of Air (Prevention and Control of
Pollution) Act, 1981 to revoke the order, to review any or all the conditions imposed
herein and to make such modifications as deemed fit and stipulate any additional
conditions.

Any person aggrieved by an order made by the State Board under Section 25,
Section 26, Section 27 of Water Act, 1974 or Section 21 of Air Act, 1981 may within
thirty days from the date on which the order is communicated to him, prefer an
appeal as per Andhra Pradesh Water Rules, 1976 and Air Rules,1982, to such
authority (hereinafter referred to as the Appellate Authority) constituted under Section
28 of Water (Prevention and Control of Pollution)Act,1974 and Section 31 of the Air
(Prevention and Control of Pollution) Act, 1981.

. * Digitally signed by K Venkateswara Rao
K i - DN:c=IN, 0=AP Pollution Control Board,
. ou=EFSandT,
; .~ 2.5.4.20=121d09dcaccc349154765febbed
. ef973e66f7e4fb3248a58bd9712b7814749
Ve N kate SW 8, postalCode=518002, st=Andhra
= Pradesh,
s serialNumber=16509f79179a2ac4ad2b00
9bd8bdfc5406530a41d0e36757b6412bffc
a ra Ra o i f7aa241, cn=K Venkateswara Rao

Date: 2022.01.12 17:07:12 +05'30'

JOINT CHIEF ENVIRONMENTAL ENGINEER (UH-1)

M/s. Qule Pharma Private Ltd.,

(formerly M/s. Auroactive Pharma Private Limited),
Sy.No.349, 350, 351, 352 & 353,

A.V. Nagaram (V), Kakinada SEZ area,

Thondangi (M), East Godavari District.
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Annexure-VI
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Annexure-VI|
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Annexure-VIlI

The photograph showing the status of the Khandi Kalava before & after
diversion and sketch
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7Feb2023,11:03 am

Joint inspection of the Committee of diverted Khandicalava drain and catch drains
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