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Mylan Laboratories Limited
Plot No. 564/A/22, Road No. 92, Jubilee Hills
Hyderabad - 500 096, Telangana, India
Tel : +91 40-30866666, 23550543, Fax : 30866699

EMail :mylan.india@mylan.i
Web:www.mylanlabs.i

CIN :U24231TG1984PLC005146

MLLUS/PCB/2023/933 November 20, 2023

To,

The Director,

Regional Office (South Eastern Zone),

Ministry of Environment and Forests and Climate Change,

1st and 2nd floor, HEPC Building, No. 34, Cathedral Garden Road,
Nungambakkam, Chennai-600034.

Sir,

Sub:  Mylan Laboratories Limited, Unit 8, Vizianagaram - Environmental clearance - Six months
condition wise compliance report - Regarding.

Ref: (i) MoEF Order No. F.No. J-11011/236/2006-IA II (I) dated:01.11.2006 & No. J-11011/101/2015-
IA-1I (I). dated: 18.12.2020.

We are herewith submitting Half yearly condition wise compliance report for the EC order vide above

cited reference for the period from 1st April 2023 to 30t September 2023.

Kindly acknowledge the receipt of the same.

Thanking you,

Yours truly,

For Mylan Laboratories Limited, Unit-8.

S &“\“

AUTHORIZE SIGNATORY

Encl. As above

CCto: (i) The Environmental Engineer, Regional Office, APPCB, Vizianagaram.

»ﬂyla%ratorles Limited (Unit-8), G. Chodavaram - 535 204, Poosapatirega (Mandal), Vizianagaram (Dist), A.P., Ind|a
Tel : 91-08922-258001 / 002 / 003, Fax : 08922-258004



Vikram Vootukuru

From: Srinivasa Anumula

Sent: Wednesday, November 22, 2023 5:15 PM

To: eccompliance-ap@gov.in

Subject: Mylan Unit8 EC Compliance Apr23-Sep'23
Attachments: Mylan,Unit-8 H.yly compliance report Apr'23-Sep'23.pdf
Dear Sir,

Please find attached EC half yearly compliance report for the period of April-2023 to September 2023.

We request you to kindly acknowledge the receipt of the same.

Thanks & Regards

Srinivasa Sharma. A
DGM-EHS (Environment)

Mylan Laboratories Limited

A Viatris Company

Unit-8, G.Chodavaram (Vil), Poosapatirega (Mandal)
Vizianagaram (Dist.) Andhrapradesh,India - 535 204
Ext No: 0892230 4116/4117.

Mobile : 9000936185

Viatris.com

& VIATRIS

This email message and any attachments are for the exclusive use of the intended addressee(s). This message may
contain confidential, privileged and/or proprietary information, and unauthorized review, use or distribution by persons
other than the intended addressee(s) is strictly prohibited and may be unlawful. Unintended transmission does not
waive any privilege including attorney-client, attorney work product or claims to confidentiality. If you received this
email in error or it was forwarded from recipients who received it in error, please contact me by return message and
immediately destroy all electronic, paper and other versions of this message.

Viatris, Inc. and its affiliates and subsidiaries process your personal data in order to interact with you in the context of
our business activities. Depending on your location, you may have the right to access, delete, restrict, edit, move, or
object to our use of your personal data. You may also have the right to report concerns to the authority responsible for
data protection where you live or work. You can learn more about our data protection practices by accessing our
Privacy Policy (https://www.viatris.com/en-us/privacy-policy). By accessing this link, you can learn about the personal
data we process, how it is shared, where it is stored, to where it may be transferred, for how long we keep it, and how
to contact our Data Protection Officer. For questions or concerns related to data protection, please email
dataprivacy@viatris.com.
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MYLAN LABORATORIES LIMITED, UNIT-8,
G. CHODAVARAM VILLAGE,
POOSAPATIREGA MANDAL,

VIZIANAGARAM DIST. A.P. - 535 204

Condition wise compliance to the MOEF conditions issued, vide

Order F.No. J-11011/236/2006-1A 11 (I) dt.1.11.2006 & J-11011/101/2015-TA- 11 (I).dt.18.12.2020

A.

For the Period from 1% Apr’2023 to 30" Sep’2023

SPECIFIC CONDITIONS:

S. No

Condition

Compliance

The gaseous emissions (SO,, NOx & HCL) and
particulate matter from various process units shall
conform to the standards prescribed by the
concerned authorities from time to time. At no
time, the emission levels shall go beyond the
stipulated standards. In the event of failure of
pollution control system (S) adopted by the unit,
the respective unit shall not be restarted until the
control measures are rectified to achieve the
desired efficiency.

Complying with the condition

All gaseous emission concentrations are well
within the limit as per the standards prescribed
by the authorities.

All pollution control equipment’s are under
preventive maintenance and maintaining
critical spares for smooth running of the plant.
to avoid failures.

In the event of any failure of pollution control
system(s) adopted by the unit, adequate
measures are in place to rectify the issue
immediately, and manufacturing operations
will be resumed only after pollution control
equipment is placed in operation.

it

Ambient air quality monitoring stations shall be
setup in the downwind direction as well as where
maximum ground level concentrations are
anticipated in consultation with the APPCB.

Complied with the condition

Ambient Air Quality is being monitored by
MoEF & CC approved third party laboratory
and AAQ monitoring stations are fixed in
consultation with APPCB and carrying the
monitoring as per the NAAQM guidelines.

Also, installed online AAQM station in the
plant premises for continuous AAQ
monitoring. The parameters of monitoring
through AAQMS are PM,o, PM, 5, SO, NOx,
Ammonia and CO.

All monitoring parameters are within the
prescribed standards. Monitoring reports are
being submitted every Month to the RO, VZM.
Here with enclosed acknowledgement copy and
Monitoring ~ Reports  of  Sep’23 as
Annexure - 01,
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iil.

For control of process emissions generated in the
form HCL, the reactors shall be provided with
ventury scrubbers and stacks of appropriate
height as per the CPCB guidelines. The scrubbed
water after neutralization shall be sent to ETP for
further treatment. Company will provide bag
filter & multicyclones to control the particulate
emissions from the boilers and stack height of 30
m shall be provided for the dispersion of
pollutants. VOCs shall also be monitored along
with other parameters.

Noted

As per CFO condition, Scrubbers are instalied
and operated for controlling all process
emissions. We have provided appropriate stack
height for process scrubbers. The scrubbing
liquid is being taken to ETP for further
treatment.

Electrostatic precipitator (ESP) is provided for
20 TPH & 16 TPH boilers and stack is provided
with a height of 40 meters.

Bag filters and multi cyclone separators are
provided for 5 TPH, 4 TPH and 2 TPH Boilers
to control the particulate emissions from
boilers, and stacks are provided with 30 meters
of height.

Periodical VOC monitoring is being carried out
by MoEF & CC authorized laboratory.

VOC Monitoring Reports for the month of
Sep’23 herewith enclosed for your reference as
Annexure-01.

Spent solvents shall be recovered as far as
possible & recovery shall not be less than 95%.
During purification process, solvent vapors are
emitted from purification tanks as fugitive
emissions. Action shall be taken to reduce the
emissions as far as possible. Use of toxic solvents
like Methylene chloride (M.C) etc. shall be
minimum and benzene shall be replaced with
alternate solvents. All venting equipment shall
have vapor recovery system.

Complied with the condition

Solvent Recovery Plants (SRPs) are being
operated to recover spent solvents to the
maximum extent possible and to reuse the same
in the manufacturing process. Obtaining spent
solvent recovery of 95% and above.

Primary and secondary condensers are installed
for all reactors wherever the solvent distillation
is being carried out to control fugitive
emissions.

Closed loop (pipeline) transfer system with
auto level sensors is installed to cutoff the
solvents transfer to mitigate any fugitive losses
while handling/transferring the solvents.

Possible measures are being taken to reduce the
consumption of toxic solvents (such as
Methylene chloride, etc.,) in the manufacturing
activities. We are not using Benzene solvent in
our site.

Industry shall switch over to aqueous based
coating film in place of use of Methylene chloride
in coating operation and to non- halogenated
solvents in place of halogenated solvents in a
phased manner.

Noted

No coating operations are Involved in our
manufacturing facility.

Page 2 of 8




vi.

Hazardous and toxic waste generated during the
process like distillation residue, spent carbon,
spent mixture solvents, Process organic residue
shall be incinerated in a properly designed
incinerator with energy recovery facility. The
incinerator shall meet the CPCB standards and
guidelines.

Not Applicable.
Site is not facilitated In-house incinerator.

All Hazardous waste (such as; Distillation
residues, spent carbon, spent mixture solvents,
process organic residues etc.) are being
disposed to  TSDF, Parawada for
AFRF/incineration or CPCB/APPCB approved
cement plants for co-processing and
preprocessing units.

vil.

The company shall undertake following waste
minimization measures.

» Metering and control of quantities of active
ingredients to minimize waste.

> Reuse of by products from the process as raw
materials are as raw material substances in
other processes.

> Use of automated filling to minimize
spillage.

> Use of close feed system into batch reactors

> Venting equipment through vapor recovery
system.

» Use of high-pressure hoses for equipment
cleaning to reduce wastewater generation

Complied with the condition.

» All the Materials are used in the
manufacturing  process by  proper
weighment /metering for exact quantities
required.

> It is not possible to reuse the By-products
in the process as per GMP practice. Hence,
By-products are disposed to recyclers as
per CFO condition.

> Automated filling systems are being used
for controlling/minimizing spillages.

> Closed feeding systems (such as; power
charging systems, closed solvent pumping
systems etc.) are imparted for feeding
powders and solvents in batch reactors.

> Primary and secondary condensers
installed to reactors wherever the solvent
distillation is being carried out to control
solvent vapor losses.

> High-pressure jets, Spray balls are being
used for reactor and equipment cleanings to
reduce the water consumption and
wastewater generation.

viil.

Fugitive emissions in the work zone
environment, product, and Raw material storage
area shall be regularly monitored. The emission
shall conform to the limits imposed by APPCB.

Noted.

Fugitive emissions are periodically monitored
by MoEF & CC approved third party laboratory
in work zone environment, product, raw
material storage area etc.

VOC monitoring report for the month of
Sep’23 herewith enclosed as Annexure-01 for
your ready reference.
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Total ground water requirement and effluent
generation shall not exceed 970 M*/d and 700
M?3/d respectively as per the permission accorded
by the govt. and APPCB respectively. Effort shall
be made to recycle and reuse maximum treated
wastewater in the process and remain shall be
disposed off in to the sea through a pipeline via a
marine out fall after meeting the marine disposal
standards as per guidelines of APPCB. The
effluent shall be segregated in to High TDS and
Low TDS streams. The high TDS x high COD
effluents shall be forced evaporated and then
incinerated in the incinerator. The Low TDS and
Low COD effluent shall be treated in ETP
through Equalization, Neutralization, settling and
aerobic treatment methods. All other process
water shall be subjected to reverse osmosis. Salts
generated from the Multi-effect evaporator
(MEE) will be sent to TSDF. The domestic
wastewater shall be sent to the septic tank
followed by the sock pit.

Complied with the condition

The average freshwater consumption was 789.0
m3/day for the period from Apr’23 — Sep’23
against to the CFO permitted Qty 970 m3/day .
Average effluent generation was 380 m3/day
for the period from Apr’23 — Sep’23 against to
the CFO permitted Qty 700 m3/day.

The unit obtained consent for Operation from
state Pollution Control Board for disposal of
fresh water rejects only to the sea for 283 KLD
and all other effluents are treated in ZLD
system.

However, since Feb’2020, Site has stopped
disposal of freshwater RO rejects to marine and
treating the same inhouse through RO system
and reusing the same for utilities.

Subsequently, Site amended CFO by removing
marine disposal option and including option for
Inhouse treatment of freshwater rejects in RO
and reusing permeate for Boiler makeup, and
RO rejects shall be routed to MEE to maintain
ZLD system. CFO copy attached as Annexure
02.

All effluents generated in site are segregated at
source as HTDS and LTDS effluents. All
HTDS effluents are treated through Stripper
followed by MEE, and ATFD. The condensates
generated from MEE & ATFD are mixed with
LTDS Effluent and further treated in biological
ETP followed by RO plant. The salts generated
from ATFD are being disposed to TSDF, for
secured landfill/Pre-processing units. The
Stripper VOCs (Distillate) are sent to Cement
units for co-processing as per state board
directions. The LTDS effluents along with
domestic Effluents are being Treated in
Biological ETP, and outlet of Biological ETP
final polished in RO (Reverse Osmosis) plant
for recycle. The ETP sludge generated from
ETP operations is being sent to TSDF for
secure Landfill/Pre-processing units.

ZLLD  unit  Photographs  attached as
Annexure 03.

The solid waste generated in the form of process
waste including organic waste, Inorganic residue,
hy-flow and spent carbon from the manufacturing
activity. Metallic constituents added as catalysts
and ETP salts sent to TSDF at Visakhapatnam.
Fly ash shall be sold to the brick manufacturers.
The solvents from mother liquor shall be
recovered and reused in the plant operations.

Complied with the condition

All the Hazardous wastes generated (such as
ETP sludge, Evaporation salts, spent carbon,
Organic Waste, Inorganic Wastes etc.), being
disposed to TSDF / Authorized Cement
plants/Pre-processing units as per the consent
order.
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Solid waste disposal plan shall be prepared and
submitted to the CPCB for the disposal of solid
waste containing soluble salts to find out alternate
solution if any.

Fly ash generated from Boilers is being
disposed to bricks manufacturers.

Solvent Recovery Plants (SRPs) are being
operated to recover spent solvents to the
maximum extent possible and to reuse the same
in the manufacturing process.

Solid waste disposal plan was submitted to
CPCB on 08.08.2006.

x1.

The company shall adopt surface as well as roof
top rainwater harvesting measures to harvest the
runoff water for recharge of ground water.
Methods shall also be adopted for the
conservation of water through and recycling and
reusing the treated wastewater.

Noted.

As per CFO condition, Rainwater collection
tanks are provided for the collection of first cut
runoff rainwater and it is pumped & treated in
in-house treatment facility, and treated water is
recycled within the plant premises.

Xii.

Green belt shall be provided in an area of 20 ha
to mitigate the effects of fugitive emissions all
around the plant. Development of green belt shall
be as per the CPCB guidelines.

Noted.

As per the CFO condition, green belt has been
developed and is being maintained.

Additionally, industry developed green belt in
50 Acres leased land which is adjacent to our
facility.

xiii.

Occupational health surveillance of the workers
shall be done on a regular basis and records
maintained as per the factories Act.

Complied with the condition

All the employees are covered under Annual
health checkup program. and records are being
maintained as per the Factories Act.

X1V,

The company shall undertake eco-developmental
measures including community welfare measures
in the project area for the overall improvement of
the environment. The eco-development should be
submitted to the APPCB within three months of
receipt of this letter for approval.

Noted.

Eco-development & social welfare activities
are being conducted. Details enclosed as
Annexure-04,

XV.

Existing primary health center shall be upgraded
to 10-bedded hospital for the benefit of local
people.

Complied with the condition.

Existing Primary Health Center at Pusapatirega
village has been upgraded to 10 bedded
hospital, and the facility is in use by the local
people.

XVI.

The environmental clearance under the costal
regulation zone (CRZ) notification, 1981 and
subsequent amendments shall be obtained since
proposal involves discharge of treated effluent in
to the sea.

Complied with the condition.

As per our previous CFO, we had consent for
283 KLD Raw Water (Fresh Water) RO Rejects
for marine disposal.

However, we had discontinued marine
disposal.

Site amended CFO by removing marine
disposal option and including option for
Inhouse treatment of freshwater rejects in RO
and reusing permeate for Boiler makeup, and
RO rejects shall be routed to MEE to maintain
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ZLD system. Existing CFO copy attached as
Annexure 02.

General Conditions:

S. No. Condition Compliance

i. The project authorities shall strictly adhere to the | Noted.
stipulations made by the Andhra Pradesh
Pollution Control Board.

ii. At no time, the emissions shall exceed the | Noted.
prescr_lbed limits. In the event of failure qf any | a1 the prescribed parameters for emission
pollution control system adopted by the unit, the o s . .

. . . X levels are within the stipulated limits. The

unit shall be immediately put out of operation . .

. . same are being monitored by MoEF & CC
and shall not be restarted until the desired approved third party laboratory once in
efficiency has been achieved. bp party Y a

month,
Monitoring Reports for the month of Sep’23
herewith enclosed for your reference as
Annexure-01.
iii. | No further expansion or modifications in the | Noted.
plant shall be carried out w1.th(.)ut prior appr9val No expansion or modification is carried
of the MoEF. In case of deviations or alterations | _ . .
. . . without prior approval from MoEF &CC.
in the project proposal from those submitted to L . . .
. . Application will be submitted, in case of any
this Ministry for clearance, a fresh reference expansion or modifications are proposed
shall be made to the ministry to asses the p prop ’
adequacy of conditions imposed and to add
additional environmental protection measures
required, if any.
iv. The project authorities shall be strictly comply | Complied with the condition
with the rules and regulations under . .
. Obtained necessary licenses for storage of
Manufacture, storage and import of Hazardous .
. . Hazardous chemicals under the rules and
Chemicals Rules, 1989 as amended in October .
o regulations of Manufacture, Storage and
1994 and January 2000. Authorization from the | . .
. . import of Hazardous Chemical Rules, 1989 as
SPCB shall be obtained for collection, treatment, .
" ddi | of hazard S stes amended in October, 1994 and January, 2000.
storage, and disposal ol hazardous w ' A copy of PESO License herewith enclosed as
Annexure-05 for your reference.
Authorization  obtained for  collection,
treatment, storage, disposal of hazardous
wastes, from APPCB, vide Order No.
APPCB/VSP/VZN/13392/HO/CTO/1995
Dated: 07.03.2023. A copy of order herewith
enclosed as Annexure-02.
V. The project authorities must strictly comply with | Complied with the condition

the rules and regulations with regard to handling
and disposal of hazardous wastes in accordance
with the Hazardous Wastes (Management and
handling) Rules 2003 Authorization from the
A.P. Pollution control Board must be obtained
for collections/ treatment/ disposal of hazardous
waste.

Complying Hazardous wastes handling and
Management rules,2016 and amendments
thereof.

The industry has obtained Authorization for
collection, treatment, storage, disposal of
hazardous wastes, from APPCB, vide Order
APPCB/VSP/VZN/13392/HO/CTO/1995
Dated: 07.03.2023. A copy of order herewith
enclosed as Annexure-02.

Page 6 of 8




Vi.

The overall noise levels in and around the plant
area shall be kept well within the Standards (85
dBA) by providing noise control measures
including acoustic hoods, silencers, enclosures
etc. on all sources of noise generation. The
ambient noise levels shall conform to the
standards prescribed under Environmental
(Protection) Act, Rules, 1989 viz. 75 DBA
(daytime) and 70 dBA (night time).

Complied with the Condition

Noise control equipments (such as; acoustic
enclosures, silencers etc.) are provided as per
guidelines.

Periodical Ambient Noise monitoring is
carryout by MoEF & CC authorized laboratory
as prescribed under Environment (Protection)
Act, 1989.

Monitoring reports for the month of Sep’23
herewith enclosed as Annexure-01 for your
ready reference.

Vii.

The project proponent shall also comply with all
the environmental protection measures and
safeguards recommended in the EIA report.

Complied with the condition

Complied with the environmental protection
measures and safeguards recommended in the
Environmental Impact Assessment Report.

viii.

A separate Environmental Management cell
equipped with full-fledged laboratory facilities
shall be set up to carry out the Environmental
Management and Monitoring functions.

Complied with the condition

A dedicated Environment management cell is
established, which is headed by Deputy
General Manager, directly reporting to Site &
Corporate Heads, containing the team of 22
members and assisted by 60 contract workers.

Full-fledged Environmental laboratory facility
is established with all necessary equipment for
Wastes and Wastewater analysis.

ix.

As proposed in EIA / EMP, Rs.12.00 Crores
earmarked for the environmental protection
measures shall be judiciously utilized to
implement the conditions stipulated by the
Ministry of Environment and Forests as well as
the State Government along with the
implementation schedule for all the conditions
stipulated herein. The fund so provided shall not
be diverted for any other purpose.

Complied with the condition

Dedicated cost center established for managing
environmental activities and fulfilling the time-
to-time directions issued by the Board
(MoEF& CC, CPCB & APPCB).

As on now, Rs.70.84 Crores capitalized for
environment protection measures. Details of
investment on pollution control equipment
herewith enclosed as Annexure-06 for your
ready reference.

The implementation of the project vis-a-vis
environmental action plans shall be monitored
by Ministry’s Regional Office at Bangalore /
SPCB / CPCB. A six-monthly compliance status
report shall be submitted to monitoring agencies.

Noted.

Project was completed and EC converted to
CFO in long back.

Half yearly condition wise compliance reports
are being submitted through mail to MoEF &
CC, as per schedule. A copy of
acknowledgment for latest submitted copy
(i.e.,26" May’2023) herewith enclosed as
Annexure -07.
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Xi.

The project proponent shall inform the public
that the project has been accorded environmental
clearance by the Ministry and copies of the
clearance letter are available With the
SPCB/Committee and may also be seen at
Website of the Ministry at http://envior.nic.in.
This shall be advertised within seven days from
the date of issue of the clearance letter, at least
in two local newspapers that are widely
circulated in the Region of which one shall be in
the vernacular language of the locality
concerned and a Copy of the same shall be
forwarded to the Ministry’s Regional Office at
Bhopal.

Complied with the condition

According to the guidelines, informed to pubic
through advertisement in local newspapers and
a copy forwarded to the Ministry’s Regional
Office.

Xil.

The Project authorities shall inform the regional
Office as well as the Ministry, the date of
financial closure and final approval of the
project by the concerned authorities and the Date
of start of the project.

Complied with the condition

The project is taken up in phase manner we
informed all concerned authorities upon
completion of the total project.
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ANNEXURE- 01

Mylan Laboratories Limited
Plot No. 564/A/22, Road No. 92, Jubilee Hills
Hyderabad - 500 096, Telangana, Indla
Tel : +91 40-30866666, 23550543, Fax : 30866699
EMal :mylan.india@mylan.in
Web:www.mylanlabs.in
CIN :U24231TG1984PLC0051456

MLLUS8/PCB/2023/924 October 9, 2023

To,

The Environmental Engineer,
A.P. Pollution Control Board,
Regional Office,
Vizianagaram-535002.

Sir,

Sub: Submission of Monthly Reports for the month of September-2023 - M/s. Mylan
Laboratories Limited, G. Chodavaram (V), Pusapatirega (M), Vizianagaram District - Reg.

We are herewith submitting Monthly Reports for the Month of September - 2023 for your
perusal and records as mentioned below.

1) Annexure - I: Fly Ash generation & Utilization report.

2) Annexure - II: Third-party Environmental Monitoring Reports.

This is for your kind information and records.

Kindly acknowledge receipt of the same.
Thanking you,

Yours faithfully,

For Mylan Laboratories Limited, Unit-8,
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Encl, As above.
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Factory : Mylan Laboratorles Limited {Unit-8), G. Chodavaram - 535 204, Poosapatirega (Mandal), Vizianagaram (Dist), A.P., India.
Tel: 91-08922-256001 / 002/ 003, Fax : 08922-258004
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5 STACK MONITORING DATA

g Name of the Industiy & bfs. MYLAN LABORATORIES LIMITED, (UNIT-VII),

Addrass G, Chowdavaram (V), A. Fusapaliregz (M),

e Vizianagaram {Dist) - 535 204.
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representalive
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’ 3. Flue gas lemperalure {°0) : 122 1S 11265
) (Parl-2), 2018

~

v Lx

4. Exil velosity of flue gases (nifsec) : 4.91 I5: 111255
(Marl-3); 2018

i

2 5. Flow rale {cumih) i 15,878 iS:112584
. (Frart-3); 2018
e EMISSION DATA [.mare
L
' 8. Suspended particulate inaiter : 73 <100 111255
Concentration (mg/l‘@m"‘) . {(Partl-1), 2014
T Ll
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REF NOT LAWNAMYL AN-VIIZ D23 Date’ G4-10-2023
STACK MONITORING DATA
Name of e Industry & o Mis. MYLAN LABORATORIES LIMITED, (UNIT-VII),
Address (. Chowdavaram (V], A, Pusapalirega (M),
Vigianagaram ([Dist) - 535 204,
Sample Parliculars One sample of Stack emission from 20TPH Boiler was collecled by our
representalive
Date of Sampling 27-0-20253
PRATOCOL
1, Slack diameter (my) 175 -
2. Slack cross sectional area (sq M) “ 240 iz
3. IFlue gas temperature ("C) : 162 IS5 255
(e 33 2018
4. Exit velocity of flue gases (imisec) ' 750 111255
{Part-3); 2018
0. Flow rale (eumdhie) G4,800) 1G11 250
{(Parl-3); 2018
EMISSION DATA LINVIT
G. Suspendaed partictlale matter 70 «5() 19:11255
Concenlralion (ma/shn™ (Parl-1) 7018
7 Sulphur dicxide 306 <G00 $.11255
Concentration (mgdhl m™) (Par-2): 20145
8. Oxides of nitrogen 130 <300 15, 11265
Concentration (ma/ m™) (Parl-7y, 2017
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REFNO. LAVMMYLANM-VIN/Z2023

STAGK MORNITORING DAT

/s,
G. Chowdavaraim {¥), Pusa
Vizianagaraom (Dist,) - 535 204,

Name ol he ndustey &
Address

SAMPLE- SAMPLIZ2

-~

. Date of sarmpling D 2892023 28-9-2023

(" 2. Stack diaraéter (1n) T 033 030

3. Stack cross soctional area {(q iy ¢ 0.085

4. Flue gas temperature ("C) 138

5 Exitvefocity of ue gases (infses) - 4.52 416
s
& 6. Flow rate (cumihr) 1,383 1,069

EMISSION DATA

. 7. Suspended padiculate maiter LAY g
7 Coneentration {(mgit m”)
; Nate: 11 Slack alached o the Thormis fiud healer (ME3-14 haos sidi}
2, 2 8tagk atllached (o tive Tharmig luid hoater (JEily ~ G back side §
I Twe sumeies 6f Stack Lmigsivn was colletied by our reprasentative
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Name of the induslry &
Address

Sample Partic l||dl‘
[2ale of Sampling

ol

-8

1. Stack dirwneter (hi)

2. Slack cross sectianal siea (s )

3. Flug gas teniperature {°0)

Py

- Exitvelogily of flue

. Flow rate {cum/ir)

&Y

EivH

S

Concentiation (mg/Nm?j

7. Oxides of nitrogen {(NO.}
Concentration {ppmv)

B, Carbon monoxide (Co)
Concentralion (rmgim?)

9. Non-melhane tHydrocarbons
Congcentration (mg/Nm?)
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Oole: 04-10-2023

Mis. MYLAN LABORATORIES LIMITED, (UNIT-VII),
G. Chowdavaram (V), A. Pusapaliraga (M),

\;munaqaran 539 204

{Dist) .-

2075

0386
(096

286

gases (Imfsec) 17.30
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81 s ()
(ax C 0% <106

VIRISE, 7 3, by

doreiken SCORW)

PFROTOCOI.

’h

|\) 4 55

art-3): 2018

1S: 11255
{(Part-3); 2018

(511255
(Pari-3), 2018

U“vl.i?01)

15:11255
(Part-7y, 2017

USERA

LSERL

AN FORISED &1 i,ur\rcuu "




PR AR

REF NO: LAWMNEAY LAN-VHIZ 02 ‘Date: 04-10-2023

NOISE QUALITY DATA

Neme of tha Industry & © Vils. MYLAN LABORATORIES LIMITEL, (UMIT-VIN),
Address G Chowdavaram (), A, Pusapalirega (),
Vivianagaram (Dist) -- 635 204

Location Levels in did (A)
Day Time Mighl Tine
T Paripaery of north east corner ssar Madin gale : By &Y 58570
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3
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REF.MNOT LAWNMYLANVIN/2023

VOC MONITORING

Name of [he industry & © Mis. MYLAN LABORATORIES LIMITED, {UNIT-VIHY

Deter Gd-10-2027

»

Address G. Chowdavarsim (v, A, Pusapatirega (M),

Vizianagaram (Dist) - 535 204,

Sample Parliculars tight samples ol VOC was collected hy cur representative

Jalo of Monitaring ~ 27-8-2023

S.NQ.  LOCATION Concentralion of
Valalile Organic Compounds in ppim

1. Negar Hazardous Wasle Storage Alea

& Near ETR Area

3. Noar SR -1

4 Near 9RP -2

B Near QC Lab - 1

8, Near Peso Tanks Ares

7. Near Warehouse
8, Meoar MB - O

Instrurment Name YOO METER
Wikt ERVIROTEGH

Mugigi COAPKEBED: T Moo BEDTE-2006. Calibration O 0503
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File No.APPCB-11022/29/2018-TEC-CFO-APPCB

ANDHRA PRADESH POLLUTION CONTROL BOARD

D.No.33-26-14D/2, Near Sunrise Hospital, Pushpa Hotel Centre,
Chalamalavari Street, Kasturibaipet, Vijayawada — 520 010
Phone. No0.0866-2463200, Website : https://pcb.ap.gov.in

RED CATEGORY
CONSENT TO OPERATE & AUTHORIZATION ORDER

Consent Order No : APPCB/VSP/VZN/13392/HO/CTO/1995- Dt. 07/03/2023

CONSENT is hereby granted to Operate under section 25/26 of the Water (Prevention &
Control of Pollution) Act, 1974 and under section 21/22 of Air (Prevention & Control of
Pollution) Act 1981 and amendments thereof and Authorisation under Rule 6 of the
Hazardous & Other Wastes (Management and Transboundary, Movement) Rules, 2016 and

the rules and orders made there under (hereinafter referred to as ‘the Acts’, “the Rules’) to:

M/s. Mylan Laboratories Limited, (Unit-VIII)

(Change of Product Mix)
G. Chodavaram (V), Pusapatirega (M),
Vizianagaram District, Andhra Pradesh.
E-mail: srinivasa.anumula@mylan.in

(Hereinafter referred to as 'the Applicant’) authorizing to operate the industrial plant to

discharge the effluents from the outlets and the quantity of emissions per hour from the

chimneys as detailed below:

I._*Outlets for discharge of effluents:

Outlet
No.

Outlet Description

Quantity
(in KLD)

Point of Disposal

1

High TDS Process and
Wash Effluents

309.0

Shall be stripped off for recovery of
organics in the stripper.

Stripped bottoms shall be sent to MEE
followed by ATFD.

MEE & ATFD condensate shall be
treated in Biological ETP.

ATFD salts shall be disposed to TSDF/
Pre-processors through APEMC.
Stripper condensate shall be disposed to
cement plant for co-processing /
authorized preprocessing units through
M/s. APEMC.

2)

L.ow TDS Effluents

239.0

Shall be treated in Biological ETP
followed by Primary RO, secondary RO.
RO’s permeate shall be recycled for
utilities.

ANNEXURE-03_
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* RO Rejects shall be fed to MEE System
3) [Boiler Blow Down, 110.0 e Shall be treated in Biological ETP
Cooling Tower Bleed Off, followed by RO systems.
DM Plant & Softener » After treatment, RO permeate shall be
Effluents recycled to utilities and RO rejects shall
be routed through MEE
4) [Domestic 42.0 « Shall be treated in biological ETP.

« After treatment, the permeate shall be
recycled to utilities and rejects shall be
routed through MEE

5) |Raw Water (Fresh Water) | 283.0 + Shall be treated in RO system; RO
RO Rejects permeate shall be used for utilities; and
RO rejects shall be routed to MEE so as
to maintain ZLD system.
Total 983.0

*The industry shall restrict the waste water generation to 700 KLD as per the EC order
dt.01.11.2006

ii) Emissions from chimneys:

Chim Description of Chimney Quantity of Emissions at
ney peak flow (m?/hr)
No.
1. Attached to 1 x 20 TPH Coal Fired Boiler -
2. Attached to 1 x 5 TPH Coal Fired Boiler
3. Attached to 1 x 4 TPH Coal Fired Boiler
4, Attached to 1 x 16 TPH Coal Fired Boiler
5. Attached to 1 x 2 TPH Coal Fired Boilers (Standby) --
6 Attached to 3X2.0 Lakh K. Cal/Hr/ Thermic Fluid --
Heater
Attached to 4 x 1500 KVA DG set, 4 x 1250 KVA
7-17  [DG set (1 standby), 1x 1010 KVA DG set and 2x
500 KVA DG set
18 -37 |Attached to Process Emissions

iii) HAZARDOUS WASTE AUTHORISATION (FORM - II) [See Rule 6 (2)]:

M/s. Mylan Laboratories Limited, (Unit-VIII), G. Chodavaram (V), Pusapatirega (M),
Vizianagaram District, Andhra Pradesh is hereby granted an authorization to operate a

facility for collection, reception, storage, treatment, transport and disposal of Hazardous

Wastes namely:
« HAZARDOUS WASTES WITH DISPOSAL OPTION:

S1.No. Name of the Stream |Quantity Method of disposal
hazardous waste
1. [Process organic28.1 offl05.17  |Shall be routed through M/s. APEMC
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residue Schedule-I [TPM disposed to TSDF, Parawada for
2. [Spent carbon pg.3 ofl17.07 incineration or authorized cement
Schedule-I [TPM industries for co-processing / APPCB
3. IProcess inorganic|28.1 of27.03 authorized pre-processing units.
salts Schedule-1 [TPM
4. |Distillation bottomf28.1 of(31.31
residue Schedule-I [TPM
5. |Off specified &[8.4 ofP.0 TPM
discarded raw|Schedule-I
materials, lab
chemicals &
products
6. [Spent solvents[28.6 of[300.0
colored) Schedule-1 [TPM
7. |Stripper VOCB5.1 of300.0
condensate Schedule-1 [TPM
8. |Discarded PPE 33.1 of 1 TPM
Schedule -1.
9. [ETP sludge 35.3 off250.0 Shall be routed through M/s. APEMC
Schedule-1 [TPM (o APPCB authorized
10. [Evaporation salts 35.3 of 449.55 [pre-processing units / TSDF, Parawada
Schedule-I TPM [for land fill
11.[Insulation waste[33.2 of TPM  [Shall be routed through M/s. APEMC
glass recyclers(Schedule -I. (o TSDF, Parawada for land fill / to
wool) APPCB  authorized pre-processing
12. contaminated Cotton|33.2 off0.5 TPM [1nits
rags Schedule -1.

* HAZARDOUS WASTES WITH RECYCLING OPTION:

SLNo. | Name of the | Stream | Quantity Method of disposal
hazardous
waste

1. [Used oil / waste/5.1 of .0 TPM  [Shall be routed through M/s. APEMC to
lubricating oil  [Schedule-I Authorized re-processors / recyclers

2. Mixed 28.6 ofB3,000 TPM [Shall be routed through M/s. APEMC
solvents /|Schedule-I disposed to Authorized re-processors /
recovered Recyclers / authorized cement industries
solvents for co-processing / APPCB authorized
(colourless) pre-processing units.

3. |Detoxified 33.1 ofi4,000 Shall be routed through M/s. APEMC to
containers Schedule-I [Nos/month |[TSDF for detoxification and disposal /
(drums / or 48 TPM  jauthorized pre-processing units (or) after
carboys/ complete detoxification to authorized
containers) Recyclers

4. [Detoxified 33.1 of{10,000 After complete detoxification, Shall be
liners Schedule-I [Kg/month frouted through M/s. APEMC authorized

gencies , for reuse / recycle (or) to TSDF
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for detoxification and disposal / authorized
cement industries for co-processing /
IAPPCB authorized pre-processing units

Other Wastes (non- hazardous waste) details:

SL.No. Name of the waste Quantity Method of disposal

1. |Coal ash 500 TPM [CWMP, Parawada / Brick manufacturers

2. |Metal scrap 100 TPM [To be sold out to recyclers

3. [Industrial garbage 30 TPM [Shall be routed through M/s. APEMC to

4. |Non-hazardous domestic /[L.0 TPM [I[SDF, Parawada / to authorized cement
laboratory solid waste etc., industries for co-processing / APPCB

authorized pre-processing units.

5. [Discarded bulbs, tube lights0.5 TPM [CWMP, Parawada / authorized e-waste
etc., recyclers

6. [Paper, cotton waste,[5.0 TPM [Sale to recyclers / CWMP, Parawada / cement
packing waste, ply wood, industries for co-processing / APPCB
wooden boxes & carton huthorized pre-processing units.

7. [E-waste 0.0 TPM [To authorized recycler

8. [Thermocol waste 0.0 TPM |Shall be disposed TSDF for incineration /

cement  industries for co-processing /
authorized recyclers / APPCB authorized pre-
processing units.

The CTO order No.APPCB/VSP/VZN/13392/ HO/CF0/1995 dt.28.06.2022 valid upto
31.08.2027 stands cancelled from date of issue o this order. This consent order is valid

for manufacturing the following products along with quantities indicated only:

S.No. [Name of the Products Quantity (Kg/day) | Quantity (TPA)
1. [Trazadone HCL 500.0 180.0
2. [Efavirenz (EFD 1 NBC (Grignard Reagent) 70.0 25.2
3. |Abacavir Sulfate 666.0 239.76
4. [Cytosine Menthyl Ester (CME Intermediate) 160.0 57.6
5. [Cyclohexyl Ester (CXE) 333.33 120.0
6. |Alendronate Sodium 50.0 18.0
7. [Propafenon HCL 3.33 1.2
8. [Fexofenadine HCL 3.33 1.2
9. [Emtricitabine 422.33 152.04
10. [Lanthanum carbonate 233.33 84.0
11. Baclofen 3.33 1.2
12. [Ritonavir 266.66 96.0
13. |Atazanavir sulfate 240.0 86.4
14. [Clozapine 240.0 86.4
15. Memantine HCL 50.0 18.0
16. [Risedronate Sodium 3.33 1.2
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17. |Valsartan 567.0 204.12
18. [Tenofovir 1360.0 489.6
19. [Lopi Rito Premix 433.0 155.88
20. Quetiapine 3.33 1.2
21. [Pentaprazole Sodium 349.0 125.64
22. [Lansoprazole 3.33 1.2
23. |Acyclovir 186.0 66.96
24. Defrasirox 65.0 23.4
25. [Lamivudine 66.67 24.00
26. [FCE 166.0 59.76
27. [Sildenafil Citrate 260.0 93.6
28. |Ambrisentan 33.0 11.88
29. |Atorvastatin Calcium 400.0 144
30. |Verenicline Tartrate 1.67 0.60
31. [Sofosbuvir 100.0 36
32. [Cobicistat 3.33 1.2
33. |Pentaprazole Megnesium 170.0 61.2
34. |Ledipasvir 3.33 1.2
35. |Daclatasvir 33.33 12.0
36. |[Velpatasvir 33.33 12.0
37. [Reltagravir 3.333 12.0
38. [Dolutegravir 33.33 12.0
39. |Linagliptin 3.33 1.2
40. [Irbesartan 200.0 72.0
41. [Tenofovir Alafenaminde 33.33 12.0
42. Sitagliptin HCI 200.0 72.0
43. [Dolutegravir Sodium (DGS) 166.67 60.00
44, [Tofacitinib 3.33 1.2
45. [Bictegravir Sodium 3.33 1.2
46. [Delamanid 76.65 27.59
47. |Apixaban 66.06 23.78
48. [Validation products 33.33 12.0
Total 8305.0 2989.8
Captive Power 2.5 MW -
The industry is permitted to manufacture above products with a maximum production
capacity of 8305.0 Kg/day.
By-products:
Quantit Quantit Mode of Disposal
S.No. | Name of the By-product (Kg/ day)), (TP A)y P
1. |Phosphate Salts 201.39 72.5004 | Shall be sold to Authorized
2. [Phosphorous Oxy Chloride 15.23 5.4828 users / TSDF through M/s.
3. [Phosphate Salts 10.64 3.8304 APEMC
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4. [Sodium bromide water 15.572 5.60592
S hl -2-
5. pent Chloromethyl — 2 90 .4
[sopropyl Carbonate 105.264
6. [Tributyl tin chloride 1299.56 | 467.8416
7. [Pentafluorophenol 38.10 13.716

This order is subject to the provisions of “the Acts’ and the Rules’ and orders made there
under and further subject to the terms and conditions incorporated in the schedule A, B & C
enclosed to this order.

This combined order of consent & Hazardous Waste Authorization shall be valid for a period

ending with the 315 day of August, 2027.
PRAVIN KUMAR IAS, MS(PK), O/o MEMBER SECRETARY-APPCB

To

M/s. Mylan Laboratories Limited, (Unit-VIII)
G. Chodavaram (V), Pusapatirega (M),
Vizianagaram District, Andhra Pradesh.

Copy to :
1. The JCEE, Zonal Office, Visakhapatnam for information and necessary action.
2. The EE, Regional Office, Vizianagaram for information and necessary action.

SCHEDULE-A

1. Any up-set condition in any industrial plant / activity of the industry, which result in,
increased effluent / emission discharge and/ or violation of standards stipulated in this
order shall be informed to this Board, under intimation to the Collector and District
Magistrate and take immediate action to bring down the discharge / emission below
the limits.

2. The industry should carryout analysis of waste water discharges or emissions through
chimneys for the parameters mentioned in this order on quarterly basis and submit to
the Board.

3. Notwithstanding anything contained in this consent order, the Board hereby reserves
the right and powers to review / revoke any and/or all the conditions imposed herein
above and to make such variations as deemed fit for the purpose of the Acts by the
Board.

4. The industry shall ensure that there shall not be any change in the process technology,
source & composition of raw materials and scope of working without prior approval
from the Board.

5. The applicant shall submit Environment statement in Form V before 30th September
every year as per Rule No.14 of E(P) Rules, 1986 & amendments thereof.

6. The applicant should make applications through Online for renewal of Consent (under
Water and Air Acts) and Authorization under HWM Rules at least 120 days before the
date of expiry of this order, along with prescribed fee under Water and Air Acts and
detailed compliance of CFO conditions for obtaining Consent & HW Authorization of
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the Board.

The industry should immediately submit the revised application for consent to this
Board in the event of any change in the raw material used, processes employed,
quantity of trade effluents & quantity of emissions. Any change in the management
shall be informed to the Board. The person authorized should not let out the premises /
lend / sell / transfer their industrial premises without obtaining prior permission of the
State Pollution Control Board.

. 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 Appellate authority
constituted under Section 28 of the Water(Prevention and Control of Pollution) Act,
1974 and Section 31 of the Air(Prevention and Control of Pollution) Act, 1981.

. The industry shall be liable to pay Environmental Compensation / Other

Environmental Taxes, if any environmental damage caused to the surroundings, as
fixed by the Collector & District Magistrate or any other competent authority as per
the Rules in vogue.

10.The industry may explore the possibility of tapping the solar energy for their energy

1

requirements.
1.The industry should educate the workers and nearby public of possible accidents and
remedial measures.

SCHEDULE-B

The industry shall comply with the following:

1.

2.

3.

4.

The industry shall remove their marine outfall pipeline within one month, as
committed during the meeting.

The industry shall install carbon absorption media to SRS unit as per CPCB SOPs
within 15 days.

The industry shall provide CEMS to 16 TPH boiler and connect to APPCB website
within one month.

The industry shall connect online pH meters provided at scrubbers to APPCB website
within one month.

5. The industry shall connect VOC meters to APPCB website within one month.
WATER POLLUTION:

6. The source of water is Ground water and tankers. The following is the permitted water

consumption:

S. No. Purpose Quantity (KLD)
1) Process & Washings 470.0 KLD
2) Cooling tower Makeup 150.0 KLD
3) Boiler Feed 245.0 KLD
4) DM Plant regeneration 30.0 KLD
5) Softener Washings 10.0 KLD
6) [Domestic 50.0 KLLD
7) Gardening 15.0 KLD

Total 970.0 KLD

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

7. The industry shall maintain HDPE tanks / impervious tanks / line tanks in the effluent
collection tank (both locations at block and common collection point). Free space shall
be maintained HDPE tanks to prevent overflow.

8. The LTDS and HTDS effluents shall be stored in above ground collection tanks
separately.

9. The industry shall segregate the effluents and treat separately as stipulated. The
industry shall operate Stripper, MEE & ATFD and Effluent Treatment Plant (ETP).
All the units of the ETP system shall be impervious to prevent ground water pollution.

10.The industry shall provide digital flow meters with totalizers at inlet and outlet of
stripper, MEE, ATFD, ETP & RO system to verify the quantity of effluent treated and
data transmitted to APPCB website without interruption.

11.The industry shall maintain flow meters and web camera and data transmitted to
CPCB APPCB website as per CPCB directions dated 05.02.2014 / 02.03.2015.

12.Effluents shall not be discharged onland or any water bodies or aquifers under any
circumstances. Floor washings shall be admitted into effluent collection system only
and shall not be allowed to find their way into storm water drains or open areas.

13.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.

14.Rain water shall not be allowed to mix with either trade or domestic effluents.
Industry shall maintain storm water drains, properly.

15.The industry shall maintain rainwater runoff tank with pump for collection and
storage of first flush contaminated storm water and the same shall be sent to ETP for
further treatment. The industry shall maintain dry condition in outside drains during
non-rainy season.

AIR POLLUTION:

16.The emissions shall not contain constituents in excess of the prescribed limits
mentioned below:

Chimney No. Parameter Emission Standards (mg/Nm?)
1to5 Particulate Matter 100
18 - 37 HCI 35
NH3 30
Sulphuric acid mist 50
Chlorine 15
Tank farm vents HCI 35
NH3 30
Chlorine 15
Benzene 5
Toluene 100
Acetonitrile 1000
Dichloromethane 200
Xylene 100
Acetone 2000
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17.The industry shall comply with ambient air quality standards of PM10 (Particulate
Matter size less than 10mm) - 100 micrograms/ m3; PM2.5 (Particulate Matter size
less than 2.5 mm) - 60 micrograms / m3; SO, - 80 micrograms / m3; NO, - 80

micrograms /m3, outside the factory premises at the periphery of the industry.
Standards for other parameters as mentioned in the National Ambient Air Quality
Standards CPCB Notification No.B-29016/20/90/PCI-I, dated 18.11.2009.
Noise Levels: Day time (6 AM to 10 PM)-75dB (A)
Night time (10 PM to 6 AM) - 70 dB (A)

18.The industry shall operate 1 (one) CAAQM station for monitoring SPM, SO2, NOx,
VOCs, Ammonia with recording facility and connected to APPCB website.

19.The industry shall comply with emission limits for DG sets of capacity upto 800 KW
as per the Notification G.S.R.520 (E), dated 01.07.2003 and G.S.R.448 (E), dated
12.07.2004 under the Environment (Protection) Act Rules. In case of DG sets of
capacity more than 800 KW shall comply with emission limits as per the Notification
G.5.R.489 (E), dated 09.07.2002 at serial no.96, under the Environment (Protection)
Act, 1986.

20.The industry shall provide a sampling port with removable dummy of not less than 15
cm diameter 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.

21.The industry shall operate multi stage scrubber for scrubbing of process emissions at
all emission sources. The industry shall maintain online pH meters to the scrubbers
with auto recording facility. The details of chemicals consumption used in the scrubber
shall be recorded & kept accessible for the inspecting officials of the Board.

22.The industry shall maintain online VOC analyzer and maintain the records.

23.The evaporation losses in solvents shall be controlled by taking suitable measures,
which include:

i. Chilled brine circulation to effectively reduce the solvent losses into the atmosphere.

ii. Transfer of solvents by using pumps and closed conveyance instead of manual
handling.

iii. Closed centrifuges be used due to which solvent losses are reduced drastically.

iv.The reactor vents are connected with primary & secondary condensers to catch the
solvent vapours.

V. All the bulk solvent storage tanks are connected with vent condensers / nitrogen
blanketing to prevent solvent vapours.

24.The industry shall not use odour causing substances such as Mercaptan or cause odour
nuisance in the surroundings.

GENERAL:

25.The industry shall not manufacture new products and not exceed the individual
products mentioned in this order.

26.The effluent discharged and emissions shall comply with the tolerance limits
mentioned in MoEF notification dated 09.07.2009 prescribed for Pharmaceutical
(Manufacturing and Formulation) industry and G.S.R. 541(E) dt. 06.08.2021 for Bulk
Drug and Formulation (Pharmaceutical).

27.The indusiry shall store the hazardous waste in closed shed with dyke wall and
leachate collection system.

28.The industry shall install & maintain hood on the top of the HTDS effluent storage
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tanks with vent connected to the scrubbers.
29.The drums containing chemicals / solvents shall be stored under a roof on elevated
platform with a provision to collect leakages / spillages in the collection pit.
30.The industry shall provide dyke wall to the ash silo.
31.The industry shall take all safety measures and provide firefighting equipment in the
plant.
32.The industry shall maintain the following log books and the same shall be made
available to the inspecting officers of the Board:
a. Daily production details.
b. Quantity of Effluents generated, treated, recycled/reused and disposed.
c¢. Log Books for pollution control systems.
d. Characteristics of effluents and emissions.
e. Hazardous/non hazardous solid waste generated and disposed.
f. Inspection book.
g. Manifest copies of effluents / hazardous waste.
33.The industry shall submit AAQ monitoring reports conducted by Authorized Agency
every month.
34,The industry should maintain good housekeeping within the plant premises.
35.The industry shall comply with SoPs issued by CPCB time to time for all the wastes.
36.The industry shall comply with the Standard Operating Procedure (SoP) and
Checklist of Minimal Requisite Facilities for Utilization of Spent Solvent for Recovery
of Solvent specified for Solvent Recovery Units issued by CPCB from time to time.
The total cumulative losses of solvents shall not be more than 5% of the solvent on
annual basis from storage inventory.
37.The industry shall develop green belt in all the vacant places. In future, excess green
belt over and above 33 % of total area can be utilized for industrial activity as per
requirement of industry.
38.The industry shall submit the information regarding usage of Ozone Depleting
Substance once in six months to the Board.
39.The industry shall comply with the Regulation of Persistent Organic Pollutants Rules,
2018 notified by the MoEF&CC Notification vide G.S.R. 207 (E) dated 30.05.2018.
As per the notification, the following 7 chemicals are prohibited to manufacturer,
trade, use, import and export:
a. Chlordecone,
b. Hexabromobiphenyl,
¢. Hexabromodiphenyl ether and heptabromodiphenyl ether (commercial octa-
BDE),
d. Tetrabromodiphenyl ether and pentabromodiphenyl ether (commercial penta-
BDE),
e. Pentachlorobenzene,
f. Hexabromocyclododecane and
g. Hexachlorobutadine.
40.The following rules and regulations notified by the MoF &CC, Gol shall be
implemented.
a. Hazardous Waste and Other Wastes (Management and Transboundary Movement)
Rules, 2016.
. Manufacture, Storage and Import of Hazardous Chemicals Rules, 1989.
. Fly ash notification, 2016.
. Batteries (Management & Handling) Rules, 2010.
. E-waste (Management) Rules, 2016.

oo nOT
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f. Construction and Demolition waste Management Rules, 2016.

41.The industry shall renew the PLI policy which includes Environmental Relief Fund
(ERF) and submit copy to RO, Vizianagaram on yearly basis.

42.The industry shall install digital display boards at publicly visible places at the main
gate indicating the products manufactured Vs permitted quantities, Treated effluent
concentrations Vs discharge standards, Stack emission & AAQ concentrations Vs
standards, hazardous waste generation, disposed, stock Vs permitted quantities and
validity of CTO; and exhibit the CTO order at a prominent place in the factory
premises, as per Hon’ble Supreme Court order.

43.The industry shall submit Half yearly compliance reports to all the stipulated
conditions in Environmental Clearance (EC), Consent to Establishment (CTE) and
Consent to Operation (CTO) through website i.e., https:/pcb.ap.gov.in by 1st of
January and 1st July of every year. The first half yearly compliance reports shall be
furnished by the industry and second half yearly compliance reports shall be the
audited through MOoEF&CC recognized and National Accreditation Board for
Laboratory Testing (NABL) accredited third party.

44.The industry shall update the information in OCEMS - Industry Information Data
Entry Software for Compliance Reporting Protocol in PART-II (Sections F & G)
Every Quarter on 1st January, 1st April, 1st July and 1st October through this software
system.

45.Any other directions / circulars / notices issued by CPCB, MoEF&CC and APPCB
shall be followed from time to time.

46.The industry shall comply to the conditions stipulated in the EC & CFE Orders.

47.The conditions are stipulated without prejudice to the rights and contentions of this
Board in any Hon’ble Court of Law.

Special conditions:

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

49.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.

50.The industry shall extend training to the working personnel for the prevention of
accidents and necessary antidotes to ensure safety, as per the MSIHC Rules, 1989.

51.The industry shall carryout calibration of safety equipment 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.

52.The industry shall install fluorescent Wind Vane at the highest point in the industry
premises.

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

54.The industry shall submit the copy of the safety audit report and On-Site / Off Site
Emergency Plans as applicable after being certified by the Factories Department to the
APPCB, Regional Office from time to time, if the storage quantity of hazardous
chemicals is equal to or, in excess of the threshold quantities specified in schedule 2 &
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3 of MSIHC Rules, 1989.

SCHEDULE — C
[See rule 6(2)]

[CONDITIONS OF AUTHORISATION FOR OCCUPIER OR OPERATOR
HANDLING HAZARDOUS WASTES]

1. The authorised person shall comply with the provisions of the Environment
(Protection) Act, 1986, and the rules made there under.

2. The authorisation shall be produced for inspection at the request of an officer
authorised by the State Pollution Control Board.

3. The person authorised shall not rent, lend, sell, transfer or otherwise transport the
hazardous and other wastes except what is permitted through this authorisation.

4. Any unauthorised change in personnel, equipment or working conditions as mentioned
in the application by the person authorised shall constitute a breach of his
authorisation.

5. The person authorised shall implement Emergency Response Procedure (ERP) for
which this authorisation is being granted considering all site specific possible
scenarios such as spillages, leakages, fire etc. and their possible impacts and also carry
out mock drill in this regard at regular interval of time;

6. The person authorised shall comply with the provisions outlined in the Central
Pollution Control Board guidelines on “Implementing Liabilities for Environmental
Damages due to Handling and Disposal of Hazardous Waste and Penalty”.

7. It is the duty of the authorised person to take prior permission of the State Pollution
Control Board to close down the facility.

8. An application for the renewal of an authorisation shall be made as laid down under
these Rules.

9. Any other conditions for compliance as per the Guidelines issued by the Ministry of
Environment, Forest and Climate Change or Central Pollution Control Board from
time to time.

Specific Conditions:

10.The industry shall enter an agreement with the Cement industries for disposal of
incinerable waste or shall dispose to Alternative Fuel Raw material facility (AFRF)
OR to TSDF for co-incineration.

11.The industry shall comply with the provisions of HWM Rules, 2016 in terms of
interstate transport of Hazardous Waste and manifest document prescribed Under Rule
18 and 19 of the HWM Rules, 2016.

12.The industry shall not store hazardous waste for more than 90 days as per the
Hazardous and Other Wastes (Management & Transboundary Movement) Rules,
2016.

13.The industry shall store Used / Waste Oil and Used Lead Acid Batteries in a secured
way in their premises till its disposal to the manufacturers / dealers on buyback basis.

14.The industry shall transport the hazardous waste to cement industries only through
vehicle fitted with GPS tracking system.

15.The industry shall maintain 7 copy manifest system for transportation of waste
generated, as per HWM Rules, 2016. The driver who transports Hazardous Waste
should be well acquainted about the procedure to be followed in case of an emergency
during transit. The transporter should carry a Transport Emergency (TREM) Card.

16.The industry shall maintain proper records for Hazardous and Other Wastes stated in
Authorisation in Form-3 i.e., quantity of Incinerable waste, land disposal waste,
recyclable waste etc., and file annual returns in Form-4 as per Rule 20 (2) of the
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Hazardous and Other Wastes (Management & Transboundary Movement) Rules,
2016.
17.The industry shall route all the hazardous waste through M/s. APEMC.
PRAVIN KUMAR IAS, MS(PK), O/o MEMBER SECRETARY-APPCB

To

M/s. Mylan Laboratories Limited, (Unit-VIII)
G. Chodavaram (V), Pusapatirega (M),
Vizianagaram District, Andhra Pradesh.
E-mail: srinivasa.anumula@mylan.in

Signed by Pravin Kumar
las

Date: 07-03-2023 18:48:27
Reason: Approved
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ANNEXURE- 05

10/10/22, 5:19 PM about:blank

Government of India
T 3R 3T Farerr
Ministry of Commerce & Iindustry
YT T Rrwtes e Wors (3
Petroleum & Explosives Safety Organisation (PESO)
¥ 4. 602, 6th FaR,, Y. M. 3. 2T, Fadeger

Retrarg- 500080

Room No. 602, 6th floor, C.G.O. Towers, Kavadiguda,
Secunderabad - 500080

E-mail :
dyccehyderabad@explosives.gov.in

Phone/Fax No : 040 - 27540359

&A1 /No. : PIHQ/AP/15/3708 (P231576) feAta /Dated : 10/10/2022
dar #
To,

M/s. M/s Mylan Laboratories Limited., (Unit-8),
Sy. No.44,56,57,59 & 71, G.Chodavaram (V),
Poosapatirega (M),,

G Chodavaram,

Vizianagaram,

Taluka: Pusapatirega,

District: VIZIANAGARAM,

State: Andhra Pradesh

PIN: 500034

fasg Plot No, Sy.Nos. 44, 56, 57, 59 & 71, NA, G.Chodavaran (V), Poosapa Tirega Mandal,, Vizianagaram, Taluka:
/Sub : Pusapatirega, District: VIZIANAGARAM, State: Andhra Pradesh, PIN: 535204 & f@uq deifous oot A,B
Jfersaraet - agifersr faars 2002 & 3ddia y&9 XV # SRy Al & PHQIAP/15/3708 (P231576) — Teltial &
e |
Existing Petroleum Class A,B Installation at Plot No, Sy.Nos. 44, 56, 57, 59 & 71, NA, G.Chodavaran (V),
Poosapa Tirega Mandal,, Vizianagaram, Taluka: Pusapatirega, District: VIZIANAGARAM, State: Andhra

Pradesh, PIN: 535204- Licence No. P/HQ/AP/15/3708 (P231576) - granted in form XV under Petroleum Rules
2002 - Amendment regarding

1Sir(s),
AT 3T IUYFT FIvT § T o7 FEAT OIN1166402 T 22/09/2022 F7 Tesl Jgor Y |
Reference to your letter No. OIN1166402 dated 22/09/2022 on the above subject.
festien 31/12/2024 % du ETAIfST AT P/HQIAP/15/3708 (P231576) =i 10/10/2022 feaifaf@a aof wd

A3 A U foraa $ERT & fAv T anfT s s T F wr aleE T E |

Licence No. P/HQ/AP/16/3708 (P231576) dated 10/10/2022 valid upto 31/12/2024 is returned herewith duly
amended with respect to Capacity Amendment,

about:blank 12



10/10/22, 5:19 PM about:blank

geifergs & fdaor /Description of Petroleum feheilelledt # 3] AfeT araar
/Quantity licenced in KL

91 & YT UEIfrTH /Petroleum Class A, in bulk 520.00 KL
aﬁﬁﬁiﬁ'ﬁ;’lﬁ’aﬂﬁ@ﬁrlpeﬂoleum Class A, otherwise than NIL
in bulk
g9 @ 99T 9EfAFH /Petroleum Class B, in bulk 80.00 KL
91 @ YT UGHegH @ ¥ /Petroleum Class B, otherwise than NIL
in bulk
g4t a1 9T UG gH /Petroleum Class C, in bulk NIL
31 7 99T AQTAIH | f@ee /Petroleum Class C,otherwise than NIL
in bulk

Hel &THdT [Total 600.00 KL

F9IT TTaelt &1

Please acknowledge the receipt.

$TFETT /Yours faithfully,

(1.3 %. . dlgrer)
(Dr. R. K. S. Chauhan))
Rvwies fadas
Controller of Explosives
For Jt. Chief Controller of Explosives

f@scac/Secunderabad

Copy forwarded to :-
1. The Dy. Chief Controller of Explosives, Visakhapatanam. A Copy of the licence along with approved plan is enclosed.

For Jt. Chief Controller of Explosives
Secunderabad

Note:-This is system generated document does not require signature.
(37T SiTeTeTY SR 3mdeT T Feufa, e aar 374 faavor & fAIT gAY e 4TSe : hitp://peso.gov.in &)

(For more information regarding status,fees and other details please visit our website: http://peso.gov.in)

Disclaimer ; This page gives the latest action taken by this organization on your application. This page is made
available for the information of concerned applicantflicensee onily. All efforts have been made {o secure this
information. However, PESCO will not he responsibie for any misuse of the information by unauthorized persons
including the hackers.,

about:blank 2/2



Mylan laboratories Limited,Unit-8
Investment on Environmental Protection from 2007- 2023

Annexure -06

S.No Description In Lakhs
1 Stripper, Multiple Effect Evaporator & Agitated Thin Film Dryer - 1 355
2 Multiple Effect Evaporator & Agitated Thin Film Dryer - 2 354
3 0ld Biological ETP up gradation 124
4 350 KLD New ETP (Biological) 500
5 Reverse Osmosis Plants 407
6 Soda lime treatment Plant 20
7 Sludge Decanting system (Decanter) 20
8 Centralized detoxification facility 25
9 Segregation facility at source: Separate sumps for H-TDS & L-TDS and transfer pumps 40
10 Bag filters house for boilers 60
11 |Scrubbers for Process areas 60
12 Closed filtration systems ( Agitated Nutche Filter cum Dryers ) 520
13 Dry vacuum pumps instead of water ring / jet vacuum pumps 410
14 Fire hydrant sprinkler system, Public address system, Oxygen and LEL sensors 430
15 Solvent Recovery Plant -1 600
16 Solvent Recovery Plant -2 500
17 Environmental Laboratory upgradation 50
18 Rainwater containment facility 20
19 Guard Ponds 30

20 RCC platforms for storage of containers 50
21 High pressure water jets for water conservation (12 No’s) 20
22 Online TOC Analyzer 20
23 New storage sheds for Hazardous waste 30
24 20 TPH boiler for MEE & ATFD systems 200
25 Above ground Effluent storage tanks (GPs) 87
26 Above ground HTDS effluent collection tanks 40
27 |Centralized Ambient Air quality Station 60
28 Sludge De-watering system (Monobelt) 30
29 New rainwater containment facility 10
30 Solvent stripper- 2 56
31 Above ground effluent collection systems at Manufacturing blocks 30
32 Online real time monitoring systems 15
33 Above ground RCC tank for Effluent collection 120
34 MBR System for Bio effluent treatment system 80
35 Non-Hazardous waste collection compartments 10
36 Filter press (Sludge decanting system) 10
37 RO System for Fresh water RO rejects treatment 73
38 Sludge drying system (Sludge paddle dryer) 65
39 Scrubbing system for ATFDs 10
40 Scrubbing system for HCL storage tank 5.1
41 Scrubber with Hood system at Magnesium turnings decomposition area 6.5
42 Acid resistant tiles for MEE platform 7
43 Acid resistant tiles for Hazardous waste shed 4
44 Bomb Calorimeter 1
45 Sludge Decanting system (Decanter) 20
46 Acid proof tiling provided for production blocks effluent collection tank dykes and filter press area 7
47 Stripper VOC storage tanks provided with 40 KL capacity 02 No's 11
48 Flame arresters provided for VOC storage tanks 1
49 Conductivity Control System and Temp RTD system provided for both strippers 5
50 50 TR Cooling tower replace 2
51 Vaccume pump for MEE plant 3
52 PPPU pumps (02 no's) for steam condensate transfer 6
53 Diffused Aeration system provision for Equalization tanks & Bio tower 17
54 Electro static Precipitator for 20 TPH Boiler 150
55 Calendria for MEE-2 (Replacement of existing damaged one) 20
56 Provision of Energy Meters to all the scrubbers 1
57 Provision of Data logger for scrubbers 2
58 Provision of detoxification area roof top 1
59 Detoxified containers storage platform 10
60  |Cameras installation for the ETP & Gaurdpond areas 5
61 Provision of Lamella settler for the biooutlet 28
62 provision of Diffused Aecration system for Biological treatment plant 87
63 Provision of 2 no's online voc analyzers along with data logging facility 6
64 Provision of 1 no of SS AODD pump for mixed solvents transfering 2




65 RCC road provided from marine station to Ston boiler area 15
66 RCC road provided at detoxification area 20
67 odour control sparaying system 1.5
68 Hoods provided for HTDS effluent collection tanks (2 no's) 25
69 150 KLD Reverse Osmosis Plants 80
70 Provision of Drum shredder 12
71 Agitated Thin Film Dryer - 3 220
72 Electro coagulation plant 70
73 Provision of 2 no's online voc analyzers at SRP 1&2 plants along with data logging facility 3
74 Provision of scrubbers & flowmeters data logging and online connectivity to APPCB 10
75 Provision of online CEMS for New 16TPH Boiler 4
76 Electro static Precipitator for 16TPH Boiler 150
77 provision of weather Monitoring station 2
78 Provision of additional Drum shredder 12
79 Stripper-200 KLD to meet operational requirements. 120
80 Stage 2 - RO Plant 200 KLLD 200
81 Provision of New Filter press 12
82 Effluent storage tanks (MS & HDPE) 25
83 PLC Panels for RO Plant 25
84 Provision of 2 no's online voc analyzers at SRP 1&2 plants along with data logging facility 8
85 Provision of VOC vent absorption system for SRP 1 & 2 15
86 New Common Cooling Tower for MEE plant 100
87 Ambient Air Sampling stations 6
Total investiment in Lakhs: 7084.1
Total investiment in Crore: 70.841
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Mylan Laboratories Limited

My I a n Plot No : 564/A/22, Road No. 92, Jubilee Hills

Hyderabad - 500 096, Telangana, india
Tel : 491 40-30866666, 23550543, Fax : 30866699
E-Mail: mylan.india@mylan.in
Web: :www.mylanlabs.in
CIN: U24231TG1984PLC0O05146

MLLUS/PCB/2023/884 May 26, 2023

Ao,

The Director,

Regional Office (South Eastern Zone),

Ministry of Environment and Forests and Climate Change,

1st and 2n floor, HEPC Building, No. 34, Cathedral Garden Road,
Nungambakkam, Chernai-600034.

Sir,

Sub: Mylan Laboratories Limited, Unit 8, Vizianagaram - Environmental clearance - Six months
condition wise compliance report - Regarding.

Ref: (i) MoEF Order No. F.No. J-11011/236/2006-IA 11 (I) dated:01.11.2006 & No. J-11011/101/2015-1A-
I1(I). dated: 18.12.2020.

We are herewith submitting Half yeatly condition wise compliance report for the EC order vide above

cited reference for the period from 1% October 2022 to 31st March 2023.

Kindly acknowledge the receipt of the same.

Thanking you,

Yours truly,

For Mylan Laboratories Limited, Unit-8.
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Encl. As above
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CC to: (i) The I}m{ironmental Engineer, Regional Office, APPCB, Vizianagaram.
; .A : . s
Rk

{ E ) !I;’.t{k

'.‘ ol A i it it
Y // /
; AN -

Factory : Mylan Latiorataries Limited (Unit-8), G. Chodavaram - 535 204, Poosapalirega (Mandal), Vizianagaram {Dist), A.P., India
Tel : 91-08922-258001 / 002 / 003, Fax : 08922-258004



Vikram Vootukuru

From: Srinivasa Anumula

Sent: Friday, May 26, 2023 12:15 PM

To: eccompliance-ap@gov.in

Subject: Mylan Unit8 EC Compliance Oct-22 to Mar-23
Attachments: Mylan Unit8 EC Compliance Oct-22 to Mar-23.pdf
Dear Sir,

Please find attached EC half yearly compliance report for the period of October-2022 to March-2023.

We request you to kindly acknowledge the receipt of the same.

Thanks & Regards

Srinivasa Sharma. A
DGM-EHS (Environment)

Mylan Laboratories Limited

A Viatris Company

Unit-8, G.Chodavaram (Vil), Poosapatirega {Mandal)
Vizianagaram {Dist.) Andhrapradesh,India - 535 204
srinivasg.anumula@viatris.com

Ext No: 0892230 4116/4117.

Mobile : 9000936185

V& VIATRIS
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This email message and any attachments are for the exclusive use of the intended addressee(s). This message may
contain confidential, privileged and/or proprietary information, and unauthorized review, use or distribution by persons
other than the intended addressee(s) is strictly prohibited and may be unlawful. Unintended transmission does not
waive any privilege including attorney-client, attorney work product or claims to confidentiality. If you received this
email in error or it was forwarded from recipients who received it in error, please contact me by return message and
immediately destroy all electronic, paper and other versions of this message.

Viatris, Inc. and its affiliates and subsidiaries process your personal data in order to interact with you in the context of
our business activities. Depending on your location, you may have the right to access, delete, restrict, edit, move, or
object to our use of your personal data. You may also have the right to report concerns to the authority responsible for
data protection where you live or work. You can learn more about our data protection practices by accessing our
Privacy Policy (https://www.viatris.com/en-us/privacy-policy). By accessing this link, you can learn about the personal
data we process, how it is shared, where it is stored, to where it may be transferred, for how long we keep it, and how
to contact our Data Protection Officer. For questions or concerns related to data protection, please email
dataprivacy@uviatris.com.

Please think before you
print.

View in other languages.




