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July 9, 2015

NSR Permitting Manager

WYV Department of Environmental Protection
Division of Air Quality

601 57t Street SE

Charleston, WV 25304

RE: Mylan Pharmaceuticals Inc., Chestnut Ridge Manufacturing Facility
DAQ Plant ID# 061-00033
Application for NSR Permit (R13-2068R) and Title V Permit {(R30-06100033-2012) Modifications

Dear Sir or Madam:

Mylan Pharmaceuticals Inc. {Mylan) hereby submits for your review and subsequent approval, a “Modification Application
for NSR Permit and Title V Permit Revision” regarding changes of operation at Mylan’s Chestnut Ridge Road
manufacturing facility in Morgantown, WV. The application includes the following:

» The addition of a coating pan and associated dust collector to the facility.

Enclosed is the following information completing said permit application:
« Qriginal "Permit Application”;
» Three signed copies of the “Permit Application”;
« The check for the $1000 application fee

The attached Class | Legal Advertisement will be published in the Dominion Post within five (5) days of your office’s
receipt of this permit application. An “Affidavit of Publication” will be provided to the Division of Air Quality upon the
completion of said publication.

Mylan has always strived to maintain a proactive role in assuring environmental compliance and appreciates your
assistance with this permit application. Should you require any additional information, please contact me directly at the
address provided by the letterhead or by telephoning (304) 554-5751.

Sincerely,

i Db

Justin Hartshorn
Senior Manager, North America Environmental Compliance

cc: Brian Tephabock, WV DEP
Mylan Inc., Global EHS
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Appendix 1

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



WEST VIRGINIA CEPARTMENT OF

ENVIRONMENTAL PROTECTION APPLICATION FOR NSR PERMIT
DIVISION OF AIR QUALITY AND
601 57" Street, SE
Charleston, WV 25304 TITLE V PERMIT REVISION

(304) 926-0475

www.dep.wv.govidag (OP TIONAL)

PLEASE CHECK ALL THAT APPLY TO NSR (45CSR13) (IF KNOWN): | PLEASE CHECK TYPE OF 45CSR30 (TITLE V) REVISION (IF ANY):
[J CONSTRUCTION [X] MODIFICATION [ RELOCATION [0 ADMINISTRATIVE AMENDMENT [ MINOR MODIFICATION
[] CLASS | ADMINISTRATIVE UPDATE  [] TEMPORARY [J SIGNIFICANT MODIFICATION

ATIV AFTER-THE-FACT | IF ANY BOX ABOVE IS CHECKED, INCLUDE TITLE V REVISION
LI S-ASS W ADMINISTRATYVE UPDATE [ THEFACT | INFORMATION AS ATTACHMENT S TO THIS APPLICATION

FOR TITLE V FACILITIES ONLY: Please refer to “Title V Revision Guidance” in order to determine your Title V Revision options
{Appendix A, “Title V Permit Revision Flowchart”} and ability 1o operate with the changes requasted in this Permit Application.

Section I. General

t. Name of applicant (as registered with the WV Secretary of State’s Office): 2. Federal Employer ID No. (FEIN):
Mylan Pharmaceuticals Inc. 550455423

3. Name of facility (if different from above): 4. The applicant is the:

4, Chestnut Ridge Facility [JowNER [JOPERATOR BOTH

5A. Applicant’s mailing address: 5B, Facility’s present physical address:

P.O. Box 4310 781 Chestnut Ridge Road

Morgantown, WV 26504-4310 Morgantown, WV 26505

6. West Virginia Business Registration. |s the applicant a resident of the State of West Virginia? X YEs [INO

- [t YES, provide a copy of the Certificate of Incorporation/Organization/Limited Partnership (one page) including any name
change amendments or other Business Registration Certificate as Attachment A.

- IfNO, provide a copy of the Certificate of Authority/Authority of L.L.C/Registration (one page) including any name change
amendments or other Business Certificate as Attachment A.

7. |t applicant is a subsidiary corporation, please provide the name of parent corporation: Mylan Inc.

8. Does the applicant own, lease, have an option to buy or otherwise have contral of the proposed site? I YES [ NO

— W YES, pleass explain: Applicant owns the site.

— I NO, you are not eligible for a permit for this source.

9. Type of plant or facility (stationary source) to be constructed, modified, relocated, 10. North American Industry
administratively updated or temporarily permitted (e.q., coal preparation plant, primary Classification System
crusher, etc.): {NAICS) code for the facility:

Pharmaceutical Manufacturing Facility 325412

11A. DAQ Plant ID No. (for existing facilities only): 11B. List all current 46CSR13 and 45CSR30 (Title V) permit numbers

061-00033 associated with this process (for existing facilities only):

R13-2068Q, issued September 29, 2014
R30-06100033-2012 MM03, issued December 2, 2014

All of the required forms and additional information can be found under the Permitting Section of DAQ’s websile, or requested by phone.
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12A.
— For Modifications, Administrative Updates or Temporary permits at an existing facility, please provide directions to the
present location of the facility from the nearest state road;

For Construction or Relocation permits, please provide directions to the proposed new site location from the nearest state
road. Include a MAP as Attachment B.

I-79 to exit 155 follow signs for W.V.U. Follow US Route 19 to Coliseum. Turn left onto SR 705 for approximately 1.2 miles.
Turn right to stay on SR 705 (Chestnut Ridge Road). Fallow for approximately 0.6 miles to plant on left.

12.B. New site address (if applicable): 12C. Nearest city or town: 12D, County:
N/A Morgantown Monongalia
12.E. UTM Northing {KM): 4390.1 : 12F. UTM Easting (KM): 589.6 12G. UTM Zone: 17

13. Briefly describe the propased change(s) at the facility:
Mylan proposes to add a new coating pan unit due to increases in production demand. An associated dust collector will be
instalied to control particulate emissions. The coating pan will tie into the existing regenerative thermal oxidizer at the site for
control of solvent emissions.

14A. Provide the date of anticipated installation or change: Modification: 9/30/2015 14B. Date of anticipated Start-Up
— lfthis is an After-The-Fact permit application, provide the date upon which the proposed | if a permit is granted:
change did happen: / ! 11/1/2015

14C. Provide a Schedule of the planned Installation of/Change to and Start-Up of each of the units proposed in this permit
application as Attachment C {if more than one unit is involved).

15. Provide maximum projected Operating Schedule of activity/activities outlined in this application:
Hours Per Day 24 Days Per Week 7 Weeks Per Year 52

16. Is demolition or physical renovation at an existing facility involved? [BJ YES O nNo

17. Risk Management Plans. If this facility is subject to 112(r) of the 1990 CAAA, or will become subject due to proposed
changes (for applicability help see www.epa.gov/ceppo), submit your Risk Management Plan (RMP) to U. S. EPA Region Il

18. Regulatory Discussion. List all Federal and State air poliution control regulations that you believe are applicable to the
proposed process {if known). A list of possible applicable requirements is also included in Attachment S of this application
(Title V Permit Revision Information}. Discuss applicability and proposed demonstration(s) of compliance (i known). Provide this

information as Attachment D.

Section Il. Additional attachments and supporting documents.

19. Include a check payable to WVDEP - Division of Air Quality with the appropriate application fee (per 45CSR22 and
45CSR13).

20._Include a Table of Contents as the first page of your application package.

21. Provide a Plot Plan, e.g. scaled map(s) and/or sketch(es) showing the location of the property on which the stationary
source(s) is or is to be located as Attachment E (Refer to Plot Plan Guidance).

— Indicate the location of the nearest occupied structure (e.g. church, school, business, residence).

22. Provide a Detailed Process Flow Diagram(s) showing each proposed or medified emissions unit, emission point and control
device as Attachment F.

23. Provide a Process Description as Attachment G.
- _Also describe and quantify to the extent possible all changes made to the facility since the last permit review (if applicable).

All of the requirgd forms and adadltlonal Information can be found under the Permitting Section of DAQ's website, or requested by phone.
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24

. Provide Material Safety Data Sheets (MSDS) for all materials processed, used or produced as Attachment H.

For chemical processes, provide a MSDS for each compound emitied to the air.

25. Fill out the Emission Units Table and provide it as Attachment I.

26. Fill out the Emission Points Data Summary Sheet (Table 1 and Table 2) and provide it as Attachment J.

27. Fill out the Fugitive Emissions Data Summary Shest and provide it as Attachment K.

28. Check all applicable Emissions Unit Data Sheets listed below:

] Bulk Liquid Transfer Operations [J Haul Road Emissions O Quarry

[ Chemical Processes 1 Hot Mix Asphalt Plant [ Solid Materials Sizing, Handling and Storage
[ Concrete Batch Plant (1 Incinerator Facilties

O Grey Iron and Steel Foundry O Indirect Heat Exchanger [ Storage Tanks

] General Emission Unit, specify: Coating Pan

Fill out and provide the Emissions Unit Data Sheet(s) as Attachment L.

29. Check all applicable Air Pellution Control Device Sheets listed below:

{] Absorption Systems & Baghouse (Cartridge collector) [ Flare

] Adsorption Systems [ Condenser 1 Mechanical Collector
[ Afterburner [ Electrostatic Precipitator 1 wet Collecting System
] Other Collectors, specify:

Fill out and provide the Air Poliution Control Device Sheet(s) as Attachment M.

30. Provide all Supporting Emissions Calculations as Attachment N, ar attach the calculations directly to the forms listed in

liems 28 through 31.

31.

Monitoring, Recordkeeping, Reporting and Testing Plans. Attach proposed monitoring, recordkeeping, reporting and
testing plans in order to demonstrate compliance with the proposed emissions limits and operating parameters in this permit
application. Provide this information as Attachment Q. This information is included in Attachment M.

Please be aware that all permits must be practically enforceable whether or not the applicant chooses to propose such
measures. Additionally, the DAQ may not be able to accept all measures proposed by the applicant. Iif none of these plans
are proposed by the applicant, DAQ will develop such plans and include them in the permit.

32

Public Notice. At the time that the application is submitted, place a Class | Legal Advertisement in a newspaper of general
circulation in the area where the source is or will be located (See 45CSR§13-8.3 through 45CSR§13-8.5 and Example Legal
Advertisement for details). Please submit the Affidavit of Publication as Attachment P immediately upon receipt,

33. Business Confidentiality Claims. Does this application include confidential information (per 45CSR31)?

[1YES B NO

» [f YES, identify each segment of information on each page that is submitted as confidential and provide justification for each
segment claimed confidential, including the criteria under 45CSR§31-4.1, and in accordance with the DAQ's “Precautionary
Notice — Claims of Confidentiality” guidance found in the General Instructions as Attachment Q.

Section Ill. Certification of Information

34. Authority/Delegation of Authority. Only required when someone other than the responsibie official signs the application.
Check applicable Authority Form below:

] Authority of Corporation or Other Business Entity ] Authority of Parinership

O Authority of Governmental Agency O Authority of Limited Partnership

Submit completed and signed Authority Form as Attachment R.

All of the required forms and additional information can be found under the Permitting Section of DAG's website, or requested by phone.
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35A. Certification of Information. To certify this permit application, a Responsible Official (per 45CSR§13-2.22 and 45CSR§30-
2.28) or Authorized Representative shall check the appropriate box and sign below.

Certification of Truth, Accuracy, and Completeness

I, the undersigned [X] Responsible Official / [] Authorized Representative, hereby certify that all information contained in this
application and any supporting documents appended hereto, is true, accurate, and complete based on information and belief after
reasonable inquiry | further agree to assume responsibility for the construction, medification and/or relocation and operation of the
stationary source described herein in accordance with this application and any amendments thereto, as well as the Department of
Environmental Protection, Division of Air Quality permit issued in accordance with this application, along with all applicable rules
and regulations of the West Virginia Division of Air Quality and W.Va. Code § 22-5-1 et seq. (State Air Pollution Control Act). If the
business or agency changes its Responsibie Official or Authotized Representative, the Director of the Division of Air Quality will be
notified in writing within 30 days of the official change.

Compliance Certification

Except for requirements idenfifigd in the Title V Application for which compliance is not achieved, |, the undersigned hereby certify
that, based on information and Relief formed after reasonable inquiry, all air contaminant sources identified in this application are in

compliance with all appli#able rejuirements,— =
SIGNATUREZ/Z A e ) — _,-) DATE: & Juey 2008

ﬁ/ (Pleass use blue ink} {Please use blue ink)

35B. Printed name of signee; Scott Denicourt 35C. Title: General Manager and Vice
President, Morgantown
Operations

35D. E-mail: scott.denicourt@ mylan.com 36E. Phone: 304-599-2595 36F. FAX: 304-598-5471

36A. Printed name of contact person (if different from above): Justin Hartshorn 36B. Title: Senior Manager, NA

Environmental Compliance
36C. E-mail: justin.hartshorn@ mylan.com 36D. Phone: 304-554-5751 38E. FAX: 304-598-5471

PLEASE CHECK ALL APPLICABLE ATTACHMENTS INCLUDED WITH THIS PERMIT APPLICATION:

X Attachment A: Business Cerlificate [ Attachment K: Fugitive Emissions Data Summary Sheet

X Astachment B: Map(s) [ Attachment L: Emissions Unit Data Sheet(s)

[ Attachment C: Installation and Start Up Schedule Attachment M: Air Poliution Control Device Sheet(s)

Attachment D: Regulatory Discussion Attachment N: Supporting Emissions Calculations

(X Attachment E: Plot Plan [J] Attachment O: Monitoring/Recordkeeping/Reporting/Testing Plans
[X] Attachment F: Detailed Process Flow Diagram(s}) Attachment P: Public Notice

[X Attachment G: Process Description [] Attachment Q: Business Confidential Claims

[] Attachment H: Material Safety Data Sheets (MSDS) [] Attachment R: Authority Forms

X Attachment I: Emission Units Table [XJ Attachment S: Title V Permit Revision Information

(X Attachment J: Emission Points Data Summary Sheet Application Fee

Please mail an original and three (3) copies of the complete permit application with the signature(s} to the DAQ, Permitting Section, at the
address listed on the first page of this application. Please DO NOT fax permit applications.

FOR AGENCY USE ONLY - IF THIS IS A TITLE V SOURCE:

O Forward 1 copy of the application to the Title V Permitting Group and:

O For Title V Administrative Amendments:
O NSR permit writer should notify Title V permit writer of draft permit,

O For Title V Minor Modifications:
O] Title V permit writer should send appropriate notification to EPA and affected states within 5 days of receipt,
] NSR permit writer should notify Title V permit writer of draft permit.

O For Title V Significant Modifications processed in paralfel with NSR Permit revision:
[0 NSA permit writer should notify a Title V permit writer of draft permit,
[0 Public notice should referenice both 45CSR13 and Title V permits,
[0 EPA has 45 day review period of a draft permit.

Ali of the required forms and additional information can be found under the Permitting Section of DAQ’s website, or requested by phone.
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AND
TITLE V PERMIT REVISION
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MYLAN PHARMACEUTICALS INC,
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



WEST VIRGINIA
STATE TAX DEPARTMENT

BUSINESS REGISTRATION
CERTIFICATE

' N ISSUED TO:
MYLAN PHAHMACEUTICALS INC
!_,-DBA MYLAN PHARMACEUTICALS
781 CHESTNUT RIDGE:RD
MORGANTOWN WV 26505-2730

:BUSINESS REGISTRATION ACCOUNT NUMBER . 1034-8407 .

Thts certn‘lcate IS lssued on: . 06!24!2010

“This' ‘:jt!f.'cate is fssued by o
the_ West irginia. State Tax: Comm:ss;oner
m accordance w:th W Va Code § 11 12

The person or orgamzat:on :dentfﬁed on. thIS cert:f:cate is reg.rstered
to conduct busrness in.the State of West Virginia at the Iocatfon above
Thls certlflcate is not transferrable and must be dlsplayed at the Iocatlon tor whlch |ssued: St

Thts certmcate shall be permanent untll cessatlon of the busmesa for whlcn the ceriificate of reglstratlon
was granted or until itis suSpended revoked or can elled .-by 1he Tex Comm:ssnoner

Change in.name or change of Focatlon shall be ccmsu'lered a cessahon of the busmees and a new
certlflcate shafl be reqmred 7 , : .

TRAVELINGISTFIEET VENDORS Must carry a copy of this certificate in every veh:cle operated by them,
CONTRACTORS, DRILLING OPERATORS, TIMBER/LOGGING OPERATIONS Must have a copy of
this certificate dusplayed at every _jeb site within West Virginia. _

alLoos v.1

L2137111296
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MYLAN PHARMACEUTICALS INC.
PLANT I|D# 061-00033
MORGANTOWN, WEST VIRGINIA



Reference:
3-D TopoQuads © DeLorme,
Y armouth, Me 04096

Source Data:
7.5 Minute USGS
Topographic Quadrangle

Morgantown North, WV

Vicinity Map

Scale 1" = 2000'

Pharmaceuticals

Air Permit Application
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MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Mylan Pharmaceuticals Inc. — Chestnut Ridge Facility

ATTACHMENT C ~ CURRENT INSTALLATION & START UP SCHEDULE

Equipment Proposed Proposed
quip Installation Date Start Up Date
New Coating Pan and associated dust collector September 30, 2015 November 1, 2015
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MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment E

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Attachment E - Plot Plan

Mylan Pharmaceuticals Inc.

Chestnut Ridge Road Facility . 2
Plant ID: 031-00066 =

— asr——

DRAWING CREATED ON 08/26/2009
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment G

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



ATTACHMENT G — PROCESS DESCRIPTION

Chestnut Ridge Road Facility Overview

Mylan Pharmaceuticals Inc. (Mylan) is a batch pharmaceutical manufacturing company. Mylan purchases raw
materials from various suppliers. Once the material is cleared by quality control, it is weighed, blended, granulated,
formulated, and packaged. The final products from the Chestnut Ridge facility are solid dose pharmaceuticals. The
facility incorporates a quality control laboratory.

All of the processes at the Chestnut Ridge Facility are in accordance with the rules and regulations of the United States
Food and Drug Administration (FDA). The FDA {along with Mylan’s quality control) limits the release/loss of
pharmaceutical ingredients during manufacturing processes. This includes the release/loss of pharmaceutical
ingredients to the atmosphere as air emissions of particulate matter.

Coating Pan
Mylan currently operates several, permitted coating pan units at the Chestnut Ridge location. The purpose of this

application is to install a new coating pan at the site. This installation is part of a new project and is only related to
business demand and an increase in production rates. A cartridge style dust collector will be instalied downstream of
the coating pan in the same setup that currently exists at the Chestnut Ridge facility.

Mylan Pharmaceuticals Inc. - Chestnut Ridge Facility
Air Permit Application
Pagelofl
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MYLAN PHARMACEUTICALS INC.,
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



(includes all emission units and air poflution control devices that will be part of this permit application review, regardless of

Attachment |

Emission Units Table

permitting status)

Emission Emission Emission Unit Description Year Installed/ Modified Design Type® and Date of Control
Unit ID! Point ID2 Capacity Change Device*
Cartridge Dust
. ({
246 246 | Coating Pan 2015 682 Ib/load New Collector
maximum DC24E

For Emission Units {or Sources) use the fallowing numbering system:13, 25, 35,... or other appropriate designation
2 For Emission Points use the following numbering system:1E, 2E, 3E, ... or other appropriate designation

3 New, modification, removal
*For Coritrol Devices use the following numbering system: 1C, 2C, 3C,... or other appropriate designation.

Emission Units Table

Page 1of1
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment L

MYLAN PHARMACEUTICALS INC,
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Attachment L
EMISSIONS UNIT DATA SHEET
GENERAL

To be used for affected sources other than asphalt plants, foundries, incinerators, indirect heat
exchangers, and quarries.

Identification Number (as assigned on Equipment List Form): Coating Pan 246

1. Name or type and model of proposed affected source:

Coating Pans manufactured by O'Hara Technologies and similar in design to the coating pans
already installed at the facility. Specification sheet available upon request.

2. On a separate sheet(s), furnish a sketch(es) of this affected source. If a modification is to be
made to this source, clearly indicated the change(s). Provide a narrative description of all
features of the affected source which may affect the production of air pollutants.

3. Name(s) and maximum amount of proposed process material(s) charged per hour:

Dry powder raw pharmaceutical materials will be mixed and formulated in quantities up to 682
pounds per hour in Coating Pan 246. Certain products may be mixed with water and/or non-
HAP solvents.

4, Name(s) and maximum amount of proposed material(s) produced per hour:

Dry powder raw pharmaceutical materials will be mixed and formulated in quantities up to 682 pounds
per hour in Coating Pans 246.

5. Give chemical reactions, if applicable, that will be involved in the generation of air pollutants:

None

*

The identification number which appears here must correspond to the air pollution control device
identification number appearing on the List Form.

Page | of 4 Revision 03/2007



6. Combustion Data (if applicable):
(a) Type and amount in appropriate units of fuel(s) to be burned:

Not Applicable

(b) Chemical analysis of proposed fuel(s), excluding coal, including maximum percent sulfur
and ash:

Not Applicable

{(c) Theoretical combu-stion air requir:ament (ACF/unit of fuel):

N/A @ °F and psia.

(d) Percent excess air:  N/A

{e} Type and BTU/hr of burners and all other firing equipment planned to be used:

Not Applicable

(f) If coal is proposed as a source of fuel, identify srlpplier and seams and give sizing of the
coal as it will be fired:

Not Applicable

(g) Proposed maximum design heat input: Not Applicable x 108 BTU/hr.

7. Projected operating schedule:

Hours/Day 18 Days/Week 5.5 Weeks/Year 50
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devices were used:

8. Projected amount of pollutants that would be emitted from this affected source if no control

@ Varies °F and Ambient psia
a. NOx N/A Ib/hr N/A grains/ACF
b. S0 N/A Ib/hr N/A grains/ACF
c. CO N/A lb/hr N/A grains/ACF
d. PMyp 68.2 Ib/hr nfa grains/ACF
e. Hydrocarbons N/A lb/hr N/A grains/ACF
f. VOCs 132.3 Ib/hr grains/ACF
g Pb N/A lb/hr N/A grains/ACF
h. Specify other(s)

None N/A Ib/hr N/A grains/ACF
lo/hr grains/ACF
Ib/hr grains/ACF
Ib/hr grains/ACF

NOTE: (1) An Air Pollution Control Device Sheet must be completed for any air pollution device(s})

used to control emissions from this affected source.
(2) Complete the Emission Points Data Sheet.
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9. Proposed Monitoring, Recordkeeping, Reporting, and Testing
Please propose monitoring, recordkeeping, and reporting in order to demonstrate compliance
with the proposed operating parameters. Please propose testing in order to demonstrate
compliance with the proposed emissions limits.

MONITORING RECORDKEEPING
Quarterly visible emission observations (conducted | Keep monthly records of non-HAP alcohol used,
on external cartridge collector) number of batches in which non-HAP alcohol was

used, the number of hours for each batch.

REPORTING ‘ TESTING
N/A N/A

MONITORING. PLEASE LIST AND DESCRIBE THE PROCESS PARAMETERS AND RANGES THAT ARE
PROPOSED TO BE MONITORED IN ORDER TO DEMONSTRATE COMPLIANGE WITH THE OPERATION OF THIS
PROCESS EQUIPMENT OPERATION/AIR POLLUTION CONTROL DEVICE.

RECORDKEEPING. PLEASE DESCRIBE THE PROPOSED RECORDKEEPING THAT WILL ACCOMPANY THE
MONITORING.

REPORTING. PLEASE DESCRIBE THE PROPOSED FREQUENCY OF REPORTING OF THE
RECORDKEEPING.

TESTING. PLEASE DESCRIBE ANY PROPOSED EMISSIONS TESTING FOR THIS PROCESS EQUIPMENT/AIR
FOLLUTION CONTROL DEVICE.

10. Describe all operating ranges and maintenance procedures required by Manufacturer to
maintain warranty

Not applicable
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment M

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Attachment M
Air Pollution Control Device Sheet
(BAGHOUSE)

Control Device ID No. (must match Emission Units Table): DC246
Equipment Information and Filter Characteristics

1. Manufacturer; Torit 2. Total number of compartments: 1
Model No. DFQ 3-12 3. Number of compartment online for normal
Note: These collectors are cartridge style collectors operation: 1yes

4. Provide diagram(s) of unit describing capture system with duct arrangement and size of duct, air volume,
capacity, horsepower of movers. if applicable, state hood face velocity and hood collection efficiency.

5. Baghouse Configuration:  [] Open Pressure {4 Closed Pressure ] Closed Suction
(check one) [ Electrostatically Enhanced Fabric
[[] Other, Specify
6. Filter Fabric Bag Material: 7. Bag Dimension:
[INomex nylon [] Wool . .
[[] Polyester (] Polypropylene Diameter n/a n.
[] Acrylics [[] Ceramics Length n/a ft.
L] Fiber Glass 8. Total cloth area: 1068 f2
(] Cotion Weight oz./sq.yd
[]Teflon Thickness in 9. Number of bags: 12 cartridges
[X] Others, specify Ultra-Web 10. Operating air to cloth ratio: n/a ft/min
11. Baghouse Operation: [ Continuous [1 Automatic Intermittent
12. Method used to clean bags:
[J Mechanical Shaker [ Sonic Cleaning ] Reverse Air Jet
[l Pneumatic Shaker [] Reverse Air Flow [] Other:
[] Bag Collapse A Pulse Jet

[ Manual Cleaning [C] Reverse Jet

13. Cleaning initiated by:

X Timer [] Frequency if timer actuated
[J Expected pressure drop range in. of water [ other
14. Operation Hours:  Max. per day: 24 15. Collection efficiency:  Rating: 99.9 %
Max. peryr. 8736 Guaranteed minimum: 99.9 %
Gas Stream Characteristics
16. Gas flow rate into the collector; 4,000 ACFM at 70-100 °F and PSIA
ACFM: Design: PSIA Maximum: PSIA Average Expected: PSIA
17. Water Vapor Content of Effluent Stream: Ib. Water/lb. Dry Air
18. Gas Stream Temperature: 70-100 °F 19. Fan Requirements: 10 hp
OR f13min |
20. Stabilized static pressure loss across baghouse. Pressure Drop: High in. H:O
Low in. H20
21. Particulate Loading: inlet: varies grain/scf Outlet: varies grain/scf
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22. Type of Pollutant(s) to be collected (if particulate give specific type):
Particulate from pharmaceutical powder processing operations

23. Is there any SOs in the emission stream? No [ Yes SOs content: ppmv
24. Emission rate of pollutant (specify) into and out of collector at maximum design operating conditions:
IN ouT
Pollutant Ib/hr grains/acf Ib/hr grainsfacf
PM 68.2 - 0.07 -
25. Complete the table: Particle Sizetgigmilz:::_" atinlet | o etion Efficiency of Collector
Particulate Size Range (microns) Weight % for Size Range Weight % for Size Range
0-2 Varies by product Varies by product
5_4 Varies by product Varies by product
4-6 Varies by product Varies by product
68 Varies by product Varies by product
8—10 Varies by product Varies by product
10- 12 Varies by product Varies by product
12-16 Varies by product Varies by product
16 — 20 Varies by product Varies by product
50— 30 Varies by product Varies by product
30 — 40 Varies by product Varies by product
40 - 50 Varies by product Varies by product
50— 60 Varies by product Varies by product
80 — 70 Varies by product Varies by product
70— 80 Varies by product Varies by product
80 — 90 Varies by product Varies by product
90 ~ 100 Varies by product Varies by product
~100 Varies by product Varies by product
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26. How is filter monitored for indications of deterioration {e.g., broken bags)?
[] Continucus Opacity
X Pressure Drop
[] Alarms-Audible to Process Operator
Visual opacity readings, Frequency: Quarterly
[1 Other, specify:

27. Describe any recording device and frequency of log entries:
None

28. Describe any filter seeding being performed:
None

29. Describe any air pollution control device inlet and cutlet gas conditioning processes {e.g., gas cooling, gas
reheating, gas humidification):
None

30. Describe the collection material disposal system:
Material is collected in drums and incinerated off site.

31. Have you included Baghouse Control Device in the Emissions Points Data Summary Sheet?
As Cartridge Collector
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32. Proposed Monitoring, Recordkeeping, Reporting, and Testing
Please propose monitoring, recordkeeping, and reporting in order to demonstrate compliance with the
proposed operating parameters. Please propose testing in order to demonstrate compliance with the
proposed emissions limits.

MOCNITORING: RECORDKEEPING:

Quarterly visual emission observations. Maintain records of visual emission observations.
REPORTING: TESTING:

None None

MONITORING: Please list and describe the process parameters and ranges that are proposed to be

monitored in order to demonstrate compliance with the operation of this process
equipment or air control device.
RECORDKEEPING:  Please describe the proposed recordkeeping that will accompany the monitoring.

REPORTING: Please describe any proposed emissions testing for this process equipment on air
pollution control device.
TESTING: Please describe any proposed emissions testing for this process equipment on air

pollution control device.

33. Manufacturer's Guaranteed Capture Efficiency for each air pollutant.
100%

34. Manufacturer's Guaranteed Control Efficiency for each air pollutant.
99.9%

35. Describe all operating ranges and maintenance procedures required by Manufacturer to maintain warranty.

TBD when unit arrives
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment N

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Mylan Pharmaceuticals Inc. — Chestnut Ridge Facility

ATTACHMENT N - SUPPORTING EMISSIONS CALCULATIONS

The attached spreadsheets contain the estimated maximum hourly and annual emission rates
for the new coating pan and the new dust collector associated with the coating pan. A new
coating pan is being installed due to new product forecasts and production requirements. The
coating pan will be capable of applying both aqueous and solvent based solutions to tablets. The
associated dust collector will be installed to capture particulate emissions from tablet breakage
or solution overspray. The coating pan will be connected to the Regenerative Thermal Oxidizer
{RTO) system to control VOC emissions. The coating pan will have permitted flexibility to emit to
atmosphere or to the RTO as long as emission limits are met.
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment P

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Mylan Pharmaceuticals Inc. — Chestnut Ridge Facility

ATTACHMENT P - PUBLIC NOTICE

Mylan will submit the required Class | legal advertisement to a local newspaper and will forward
the original affidavit of publication to DAQ within 30 days of submittal of this construction
application.

The anticipated text of the legal ad to be placed in the Morgantown Dorninion-Post is as follows:

AIR QUALITY PERMIT NOTICE
Notice of Application

Notice is given that Mylan Pharmaceuticals Inc. has applied to the West Virginia
Department of Environmental Protection, Division of Air Quality, for a Permit
Modification for a pharmaceutical manufacturing facility located on 781 Chestnut
Ridge Road, Morgantown, in Monongalia County, West Virginia. The latitude
and longitude coordinates are: 39.65923, -79.95824

The applicant estimates an increase of potential to discharge the following
Regulated Air Pollutants will be: 0.17 tons per year of particulate emissions.

Startup of operation is planned to begin on or about the 1st day of November,
2015. Written comments will be received by the West Virginia Department of
Environmental Protection, Division of Air Quality, 601 57th Street, SE,
Charleston, WV 25304, for at least 30 calendar days from the date of publication
of this notice.

Any questions regarding this permit application should be directed to the DAQ at
(304) 926-0499, extension 1227, during normal business hours.
Dated this the 9th day of July, 2014.

By:  Mylan Pharmaceuticals inc.
Scott Denicourt
General Manager and Vice President, Morgantown Operations
P.O. Box 4310
Morgantown, WV 26504-4310
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APPLICATION FOR NSR PERMIT
AND
TITLE V PERMIT REVISION

Attachment S

MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Attachment S

Title V Permit Revision Information

1. New Applicable Requirements Summary

Mark all applicable requirements associated with the changes involved with this permit revision:

] sIp ] FIP

B Minor source NSR (45CSR13) [[} PSD (45CSRi4)

[[] NESHAP (45CSR15) [J Nonattainment NSR (45CSR19)

[J Section 111 NSPS [] Section 112(d) MACT standards

(Subpart(s) )} | (Subpart(s) )

[ Section 112(g) Case-by-case MACT [ 112(r) RMP

[] Section 112(i) Early reduction of HAP [J Consumer/commerciat prod. reqts., section 183(e)
(] Section 129 Standards/Reqts. [] Stratospheric ozone (Title Vi)

[T Tank vessel reqt., section 183() [] Emissions cap 45CSR§30-2.6.1

] NAAQS, increments or visibility (temp. sources) [] 45CSR27 State enforceable only rule

[] 45CSR4 State enforceable only rule [J Acid Rain (Title IV, 45CSR33)

[] Emissions Trading and Banking (45CSR28) ] Compliance Assurance Monitoring (40CFR64) ()
[] NO. Budget Trading Program Non-EGUs (45CSR1) | [[] NO, Budget Trading Program EGUs (45CSR26)

0 If this box is checked, please include Compliance Assurance Monitoring (CAM) Form(s) for each Pollutants
Specific Emission Unit (PSEU) (See Attachment H to Title V Application). If this box is not checked, please
explain why Compliance Assurance Monitoring is not applicable:

Per 40 CFR 64.5, this application is not part of an initial Title V permit application (40 CFR 64.5(a)(1)) and
not part of a significant Title V permit revision (40 CFR 64.5 (a)(2)); therefore, CAM plan submittal is not
required until the renewal of Mylan’s Title V permit as stated in 40 CFR 64.5 (a)(3). Mylan’s Title V permit
rencwal will be submitted by July 10, 2016 to comply with an expiration date of January 10, 2017.

2. Non Applicability Determinations

List all requirements, which the source has determined not applicable to this permit revision and for which a
permit shield is requested. The listing shall also include the rule citation and a rationale for the determination.

The regulatory discussion outlining non-applicable air quality requiremnents are contained in Attachment D of
this permit application.

[0 Permit Shield Requested (not applicable to Minor Modifications)

All of the required forms and additional information can be found under the Permitting Section of DAQ'’s website, or requested by phone.

3. Suggested Title V Draft Permit Language
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Are there any changes involved with this Title V Permit revision outside of the scope of the NSR Permit
revision? [ ] Yes [XINo If Yes, describe the changes below.

Also, please provide Suggested Title V Draft Permit language for the proposed Title V Permit revision
(including all applicable requirements associated with the permit revision and any associated monitoring
frecordkeeping/ reporting requirements), OR attach a marked up pages of current Title V Permit. Please
include appropriate citations (Permit or Consent Order number, condition number andfor rule citation (e.g.
45CSR§7-4.1)) for those requirements being added / revised.

4. Active NSR Permits/Permit Determinations/Consent Orders Associated With This Permit Revision

Permit or Consent Order Number Date of Issuance Permit/Consent Order Condition Number
R13-2068Q 09/29/2014
R30-06100033-2012 MMO03 12/02/2014
Fo/

5. Inactive NSR Permits/Obsolete Permit or Consent Orders Conditions Associated With This Revision

Permit or Consent Order Number

Date of Issuance Permit/Consent Order Condition Number

MM/DD/YYYY

/

!

/

/

6. Change in Potential Emissions

Pollutant Change in Potential Emissions (+ or -), TPY
rM +0.17 tpy
VOCs +0.0 tpy (new coating pan will operate under existing 5

ton VOC limit for all coating pans)

All of the required forms and additional information can be found under the Permitting Section of DAQ’s website, or requested by phone.
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7. Certification For Use Of Minor Modification Procedures (Reguired Only for Minor Modification
Requests)

Note:

This certification must be signed by a responsible official. Applications without a signed
certification will be returned as incomplete. The criteria for allowing the use of Minor
Modification Procedures are as follows:

ii.

i,

iv.

vi.

Notwithstanding subparagraph 45CSR§30-6.5.a.1.A. (items i through vi above), minor permit modification
procedures may be used for permit modifications involving the use of economic incentives, marketable
permits, emissions trading, and other similar approaches, to the extent that such minor permit modification
procedures are explicitly provided for in rules of the Director which are approved by the U.S. EPA as a part of
the State Implementation Plan under the Clean Air Act, or which may be otherwise provided for in the Title V
operating permit issued under 45CSR30.

Proposed changes do not violate any applicable requirement;

Proposed changes do not involve significant changes to existing monitoring, reporting, or
recordkeeping requirements in the permit;

Proposed changes do not require or change a case-by-case determination of an emission
limitation or other standard, or a source-specific determination for temporary sources of
ambient air quality impacts, or a visibility increment analysis;

Proposed changes do not seek to establish or change a permit term or condition for which there
is no underlying applicable requirement and which permit or condition has been used to avoid
an applicable requirement to which the source would otherwise be subject (synthetic minor).
Such terms and conditions include, but are not limited to a federally enforceable emissions cap
used to avoid classification as a modification under any provision of Title I or any alternative
emissions limit approved pursuant to regulations promulgated under § 112(j)(5) of the Clean
Air Act;

Proposed changes do not involve preconstruction review under Title I of the Clean Air Act or
45CSR14 and 45CSR 19,

Proposed changes are not required under any rule of the Director to be processed as a
significant modification;

Pursuant to 45CSR§30-6.5.a.2.C., the proposed modification contained herein meets the criteria for use
of Minor permit modification procedures as set forth in Section 45CSR§30-6.5.a.1.A. The use of Minor
permit modification proceduresw'e hereby requested for processing of this application.

z-
(Signed): {_{f? f\ ) Date: J:JL‘/ y 9 y I-S
(Please’use blue ifeym————" {Please use blue ink)
Named (typed): Title:
Scott Denicourt General Manager and Vice
President, Morgantown
Operations

Note: Please check if the following included (if applicable):

O Compliance Assurance Monitoring Form(s)

X Suggested Title V Draft Permit Language

All of the required forms and additional information can be found under the Permitting Section of DAQ’s website, or requested by phone.

Page _3__of _3_

Title V Permit Revision Form (Revision form.doc)
Revised - 02/2007
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MYLAN PHARMACEUTICALS INC.
PLANT ID# 061-00033
MORGANTOWN, WEST VIRGINIA



Randy C. Huffnan

Earl Ray Tomblin s N .
Govermor Division of Air Quality Cubinet Secretary

Permit for Modification

R13-206802068R

This permit is issued in acrordance with the West Virginia Air Pollution Contrel Act
(West Virginiu Code §§22-5-1 et seq.) and 45 C.S.R. 13— Permils for Construction,
Modification, Relocation and Operation of Stationary Sources of Air Pollutants,
Notification Requirements, Temporary Permits, General Permits and Procedures for
Evaluation. The permittee identified at the above-referenced fueiliny is authorized to
construct the stationgry sources of air pollutans identified herein in uceordance
with all rerms and eonditions of this permir.

Issued to:
Mylan Pharmaceuticals Inc.

Chestnut Ridge Facility
061-00033

William F. Durham
Director

Issued: September 29, 2014« Effective: September 29, 2014

Formatted: Font color: White




Permit R13-2068Q Page | of 37
Mylan Pharmaceuticals Inc. » Chestnut Ridge Faeility

This permit will supersede and repluce Permit RI3-2068P issued on Augnst 12, 2013,

Facility Location: Morgantown, Monongalia County, West Virginia
Mailing Address: 781 Chestnut Ridge Road, Morgantown, WV 26504
Facility Description: Pharmaceutical Manufacturing Facitity

NAICS Codes: 325412

UTM Ceordinates: 589.6 km Easting = 4.390.1 km Northing » Zone 17
Latitude/Longitude: 39.65913/-79,95824

Permit Type: Modification

Description of Change:

Amy persun whose interest may be affected, inclueing, but not necessarily limited to, the applicant and any person
who participated in the public comment process, by a permit issued, modified or denied by the Secretary may appeal
such action of the Secretary to the Air Quality Bourd pursuant 1o article one [§§22B-1-1 et seq. ], Chapter 22B of
the Code of West Virginia. West Virginia Code §§22-5-14.

The source is subject to 45CSR30. Changes authorized by this permit must aise be incorporated into the facilin's
Title V operating permit. Commencement of the operations authorized by this permit shatl be determined by the
appropriate timing limitations associated with Title V permit revisions per 45C5R30,

West Virginia Department of Environmental Protection * Division of Air Quality



Permit R13-20680Q Page 7 of 37
Mylan Phanmaceuticals Inc. « Chestnut Ridge Facility
Emission Emission Emission Unit Year Design Control
Unit ID Point ID Description Installed Capacity Device'"
. . Up to 575 cC
2
537 537 Fluid Bed 1552 1997 Ke/Load EF1552
cC
538, . Up to 250 .
538 10008085 Fluid Bed 1855 2002 Ke/Load EF2113;
RTO
. Up to 375 CcC
2 2
571 571 Fluid Bed 2113 2004 Ke/Load EF2113
cC
572. . Up to 250
2 i
572 | 0008085 Fluid Bed 2181 2004 Kolload | EF2ISI:
RTO
573, . Upto 575 CC 3340,
S8 10008538 Fluid Bed 2811 2006 Kg/Load | Absorber
574, . Up to 250 CC 3416:
3
574 0008085 Fluid Bed 3287 2006 Kg/Lond .
575, . Up to 250 CC 3643
2
575 100080852 Fluid Bed 3620 2007 K/l oad o
576. . Upta575 | CC3407;
576 10008085 Fluid Bed 3426 2007 Ko/Load —
577, . Upto 250 CC 3881
577 |000R0ES Fluid Bed 3704 2008 Kg/Load RTO
578, - Up 1o 575 CC 3879:
578 fo00 ois Fluid Bed 1703 2008 Ke/Losd oy
579, . Up ta 575 CC4287:
7
379 10008538 Fluid Bed 4001 2008 Kg/Load | Absorber
cC
580, . Up to 575 "
580 10008085 Fluid Bed 7560 2010 Ke/Load 10007482;
RTO
. Up to 250 "
581 581 Fluid Bed 15982 2011 Kg/Load CC 15982
. Up to 575
2 3
582 582 Fluid Bed 16117 2011 Ke/Load CC 16117
215 215 Coating Pan 1390 1999 750 1bsfload LS
B EF1390
241 241 Coating Pan 4549 2009 | 750tbsnoad | _SC
- € - EF4353
342 242 Coating Pan 4027 2008 245 los/load =
- - . - - EF4101
244 cc
244 b Coating Pan 7552 2010 750 lbs/load | EF7674;
10008085
RTO
) 245, . ] CC 8422,
245 0008085 Coating Pan 8421 2010 750 Ibsfioad RTO
246, . CC 246:
246 =2 2 2 7 1hy e S
6 L000BOR5! Y Coating Pan 246 2015 682 Ibs/load RTO

West Virginia Department of Environmental Protection » Division of Adr Quality

{ Pormatted: Superscript _

— )



Permit R13-2068Q Page 8§ of 37
Mylan Pharmaceuticals Inc. = Chestut Ridge Facility
Emission Emission Emission Unit Year Design Control
Uni¢ ID Point ID Description Installed| Capacity Device'"
260 Electric. Load
2 . .
260 000085 Oven 19 <1973 Varics RTQ
261 Electric. Load
2 . . .
261 [ 000BORS" Oven 18 <1973 Varies RTO
264 Electric. Load
2 . 5
264 100080852 Oven TEHOO2 1 2013 Varies RTO
191 ITBD o . FBB20L
BR1911 {0006 e Coating Line TB5191 1 4 10.77 Ibthr RTO
. o 16.0 mmBtu/hr
o b)
10008085 10008085 Regenerative Thermal Oxidation 2010 3,070 Ibs/hr None
10008538 10008538 Absorber 2010 4.000 cfm None

(1) CC=_Cartridge Collector; WS = Wet Scrubber; RTO = Regenerative Thermal Oxidizer

(2} Noted Emissions Units/Sources are authorized to exhaust (after the Cartridge Collector) to the RTO/Absorber
(as applicable) and to atmosphere.

West Virginia Department of Environmental Protection = Division of Air Quality




Permit R13-2068
RR Page 26 of 36
Mylan Pharmaceuticals Inc. * Chestnut Ridge Facility

a. Install, maintain, and operate the cartridge collectors consistent with safety and good air
pollution control practices for minimizing emissions, and shall follow all manufacture’s
recommendations concerning control device maintenance and performance.

b. Conduct a weekly visual inspection of the cartridge collector housing, cartridge connections,
and dust hoppers of each cartridge collector, in order to ensure proper operation of cartridge
collectors. Records shall be maintained on site for five (5) years from the record creation
date. Records shall state the date and time of each cartridge collector inspection, the
inspection results, and corrective actions taken, if any.

c. Either conduct representative performance testing, pursuant to the performance testing
procedures as outlined under 3.3.1. of this permit, on the cartridge collectors to determine a
minimum collection efficiency or produce a vendor guarantee stating that the cartridge
collectors {or associated filters) will meet a minimum collection efficiency of 95%.

7.5.  Reporting Requirements

N/A - See Section 3.5 Facility - Wide Reporting Requirements

8.0.  Source-Specific Requirements [Coating Pans 215, 241, 242, 244, 245, 246]

8.1. Limitations and Standards

8.1.1. No person shall cause, suffer, allow or permit emission of smoke and/or particulate matter into the
open air from any process source operation which is greater than twenty (20) percent opacity.
[45CSR§7-3.1]

8.1.2. No person shall cause, suffer, allow or permit particulate matter to be vented into the open air
from any type source operation or duplicate source operation, or from all air pollution control
equipment installed on any type source operation or duplicate source operation in excess of the
quantity specified as follows:

Table 8.1.2.: Coating Pans 45CSR7 Emission Limits

Emission Unit ERt E'}‘l';;‘l‘:_;' i
215 0.84
241 0.84
242 0.28
244 0.84
245 0.84
246 0.84

Compliance with 45CSR§7-4.1 shall be demonstrated through compliance with the more stringent
particulate emission limit set forth in 8.1.3. [45CSR§7-4.1.]

8.1.3.  Particulate matter emissions from the Coating Pans, venting through a cartridge collector (215,
241, 242, 244, 245, 246) at Emission Point ID Numbers 215, 241, 242, 244, and 245 shall not
exceed the following:

West Virginia Department of Environmental Protection  Division of Air Quality
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Page 27 of 36

Mylan Pharmaceuticals Inc. » Chestnut Ridge Facility

Table 8.1.3.: Coating Pans PM2s/PM10/PM Emission Limits

. . ] PM2.5/PM1o/PM Emission Limit
Emission Unit
Pound/hour ton/year
215 0.84
241 0.84
242 0.28
6.25
244 0.84
245 0.84
246 0.84

8.1.4.  Maximum hourly volatile organic compound emissions to the atmosphere from the Coating Pans
shall not exceed:

a.

b.

396.9 Ib/hr for each coating pan unit if not venting exhaust to the RTO for the purpose of
controlling VOC emissions.

7.94 Ib/hr (as emitted from the RTO) each for Coating Pans 244, -and-245, and 246 if venting
exhaust to the RTO for the purpose of controlling VOC emissions.

8.1.5.  Maximum total combined annual volatile organic compound emissions to the atmosphere from the
Coating Pans shall not exceed 5.0 tons/year,

8.1.6.  The coating pans shall operate according to the following requirements:

d,

g

The aggregate dry material loading of each coating pan shall not exceed the following values:

(1) Coating Pan 215: 750 pound/load,
(2} Coating Pan 241: 750 pound/load;
(3) Coating Pan 242: 245 pound/ioad;
(4) Coating Pan 244: 750 pound/load.
(3) Coating Pan 245: 750 pound/load.

£(06)  Coating Pan 246: 750 pound/lpad

The annual aggregate dry material loading of all coating pans shall not exceed 11,000,000
pounds on a rolling yearly total basis.

Cartridge collectors shall be used at all times on each coating pan to control particulate matter
emissions. Each collector shall, at a minimum, achieve a collection efficiency of 95%.

The solvent spray rate processed in coating pans 241, 242, 244 -and 245, and 246 shall not
exceed 3,000 grams-VOC/minute in each coating pan.

No VOC-containing solvents shall be processed in coating pan 215,

Coating Pans 244-and, 245, and 246 shall have the capability of directing exhaust to RTO for
control of VOCs or emitting directly to atmosphere.

No HAP-containing solvents shall be processed in any coating pan.

8.2.  Monitoring Requirements

West Virginia Department of Environmental Protection  Division of Air Quality
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Mylan Pharmaceuticals Inc. ¢ Chestnut Ridge Facility

8.2.1.  Visible emissions monitoring shall be conducted initially at least once per month for all emission

points subject to opacity limitations. After three consecutive monthly reading s in which no
visible emissions are observed from any of the subject emission points, those emission points will
be allowed to conduct visible emissions checks once per calendar quarter. If visible emissions are
observed during a quarterly monitoring from an emission point(s), then that emission point(s) with
observed emissions or opacity shall be required to revert to monthly monitoring. Any emission
point that has reverted to monthly monitoring shall be allowed to again conduct quarterly visible
emissions checks only after three consecutive monthly readings in which no visible emissions are
observed from the subject emission point.

These visible emission checks shall be conducted in accordance with 40 CFR , Appendix A,
Method 22 during periods of normal facility operation for a sufficient time interval to determine if
the unit has visible emissions. If sources of visible emissions are identified during the survey, or
at any other time, the permittee shall conduct a 40 CFR 60, Appendix A, Method 9 evaluation
within twenty four (24) hours. A Method 9 evaluation shall not be required if the visible
emissions condition is corrected within twenty four (24) hours from the time the visible emission
condition was identified and the unit is operated at normal operating conditions.

8.2.2  For the purposes of demonstrating compliance with the minimum cartridge collection efficiency as
given under 8.1.6(c), the permittee shall

a. Install, maintain, and operate the cartridge collectors consistent with safety and good air
pollution control practices for minimizing emissions, and shall follow all manufacture’s
recommendations concerning control device maintenance and performance.

b. Conduct a weekly visual inspection of the cartridge collector housing, cartridge connections,
and dust hoppers of each cartridge collector, in order to ensure proper operation of cartridge
collectors. Records shall be maintained on site for five (5) years from the record creation
date. Records shall state the date and time of each cartridge collector inspection, the
inspection results, and corrective actions taken, if any.

c. Either conduct representative performance testing, pursuant to the performance testing
procedures as outlined under 3.3.1. of this permit, on the cartridge collectors to determine a
minimum collection efficiency or produce a vendor guarantee stating that the cartridge
collectors (or associated filters) will meet a minimum collection efficiency of 95%.

8.23  For the purposes of demonstrating compliance with maximum dry material loading set forth in
8.1.6(a), the permittee shall monitor and record the total dry material per load for each coating
pan. This requirement may be waived if the permittee is able to demonstrate that the maximum
reasonable design capacity of each coating pan is equal or less than the maximum load given
under 8.1.6(a) or if the permittee is able to demonstrate that the maximum loading based on
product formulations is equal or less than the maximum load given under 6.1.6(a).

8.24  For the purposes of demonstrating compliance with maximum annual aggregate dry material
loading set forth in 8.1.6(b), the permittee shall monitor and record the aggregate monthly and
rolling twelve month total amount of dry material loaded into the coating pans,

8.2.5  For the purposes of demonstrating compliance with maximum annual VOC emission limit set
forth in 8.1.5, the permittee shall:

a. Monitor and record the aggregate monthly and rolling twelve month total amount of VOCs in
pounds used in each coating pan with the exception of Coating Pans 244 and 245, and 246.

b. Monitor and record the aggregate monthly and rolling twelve month total amount of VOCs in
pounds used in Coating Pans 244-and, 245, and 246 when each coating pan is and is not
venting exhaust to the RTO for the purpose of controlling VOCs.

West Virginia Department of Environmental Protection » Division of Air Quality
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c. Calculate and record the monthly and rolling twelve month aggregate VOC emissions from all
coating pans by summing the following:

(I) The total amount of VOCs in pounds used in each coating pan with the exception of
Coating Pans 244-and, 245, and 246.

(2) The total amount of VOCs in pounds used in Coating Pans 244 -and-245, and 246 when
not venting exhaust to the RTO for the purpose of controlling VOCs.

(3) The total amount of VOCs used in Coating Pans 244, -and-245, and 246 when venting
exhaust to the —RTO for the purpose of controlling VOCs. Based on compliance with
Requirement ——9.1.7 of this permit, the permittee may apply a VOC destruction efficiency
of 98% to —the amount of VOCs used in Coating Pans 244 and 245 when venting exhaust to
the RTO _—for the purpose of controlling VOCs.

8.3.  Testing Requirements

N/A - See Section 3.3 Facility - Wide Testing Requirements
8.4. Recordkeeping Requirements

8.4.1.  Records of weekly inspections conducted on the cartridge collector shall be maintained on site for
five (5) years from the record creation date. Records shall state the date and time of each cartridge
collector inspection, the inspection results, and corrective actions taken, if any.

84.2.  The permittee shall maintain a record of all solvents used in the coating pans and keep a copy of
the associated MSDS to verify that the solvents did not contain any constituent HAPs.

8.5.  Reporting Requirements

N/A - See Section 3.5 Facility - Wide Reporting Requirements

9.0. Source-Specific Requirements [Regenerative Thermal Oxidizer (RTO)]

9.1. Limitations and Standards

9.1.1.  The permittee shall not cause, suffer, allow or permit particulate matter to be discharged from the
RTQ into the open air in excess of the quantity determined by use of the following formula:

Emissions (Ib/hr) = F x Incinerator Capacity (tons/hr)
Where, the factor, F, is as indicated in Table I below:

TableI: Factor, F, for Determining Maximum Allowable Particulate Emissions

Incinerator Capacity Factor F
A. Less than 15,000 lbs/hr 5.43

B. 15,000 Ibs/hr or greater 2,72
[45CSR§6-4.1]

9.12. The permittee shall not cause or allow emission of smoke into the atmosphere from the RTO
which is twenty percent (20%) opacity or greater. The provisions of 45CSR§6-4.3 shall not apply
to smoke which is less than forty percent (40%) opacity, for a period or periods aggregating no

West Virginia Department of Environmenta] Protection « Division of Air Quality
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losiid: dapassry 90, 2002+ Elfective: demasiry 2 2012
Egpiration: Jencary 10,201+ Rencwal Application Duc: July 10, 200

Permit Number: R30-06100033-2012
Permittee: Mylan Pharmaceuticals Inc.

Facility Name: Morgantown
Mailing Address: 781 Chestnut Ridge Road, Morgantown, WV 26505

This permit is issued in accordance with the West Virginia Air Pollution Control Act ( West Virginia Code §§ 22-5-1 et seq.)
and 45CSR30 C Requirements for Operating Permits. The permittee identified at the above-referenced facility is authorized
to operate the stationary sources of air pollutants identified herein in accordance with all terms and conditions of this permit.

Facility Location: Morgantown, Monongalia County, West Virginia
Mailing Address: PO Box 4310, Morgantown, WV 26504-4310

Telephone Number: (304) 599-2595

Type of Business Entity: Corporation

Facility Description: Pharmaceutical Compounding and Formulating

SIC Codes: 2834

UTM Coordinates: 589.6 km Easting $ 4390.1 km Northing § Zone 17

Permit Writer: Rex Compston

Any person whose interest may be affected, including, but not necessarily limited to, the applicant and any person who
participated in the public comment process, by a permit issued, modified or denied by the Secretary may appeal such action
of the Secretary to the Air Quality Board pursuant to article one [§§ 22B-1-1 et seq.|, Chapter 22B of the Code of West
Virginia, West Virginia Code §22-5-14.

Issuance of this Title V Operating Permit does not supersede or invalidate any existing permits under 45CSR13, 14 or 19,
although all applicable requirements from such permits governing the facility's operation and compliance have been
incorporated into the Title V Operating Permit,



Title V Operating Permit R30-06100033-2012 (MALO DD

Mylan Pharmaceuticals, Inc. $ Morgantown Page 2 of 52
1.0 Emission Units and Active R13, R14, and R19 Permits
1.1.  Emission Units
Emission Control Emission Unit ID Mylan ID & Emission Unit Description Design Capacity Year Installed/
Point ID Device Modifted
001 None 001 Boiler 3: Natural gas boiler 6.27 MMBtw/hr 1987
002 None 002 Boiler 4: Natural gas boiler 1.5 MMBtu/hr 1987
003 None 003 Boiler 5: Natural gas boiler 6.00 MMBru/hr 1991
004 None 004 Boiler 2: Natural gas boiler 1.18 MMBtu/hr 1974
006 None 006 Boiler |: Natural gas boiler 3.34 MMBtu/hr 1968
007 None 007 Boiler 7: Natural gas boiler 6.99 MMBtw/hr 1997
008 None 008 Boiler 8: Natural gas boiler 6.99 MMBuw/hr 1997
009 None 009 Boiler 11: Natural gas hoiler 2.07 MMBw/hr 2000
009 None 009A Boiler 12: Natural gas boiler 2.07 MMBtu/hr 2000
010 None 010 Boiler 15: Natural gas boiler 7 MMBtwhr 2004
011 None 011 Boiler 2343: Natural gas boiler 21.0 MMBtu/hr 2005
012 None 012 Boiler 2344: Natural gas beiler 21.0 MMBtu/hr 2005
0f3 None 0i3 Boiler 2345: Natural gas boiler 21.0 MMBtu/hr 2005
014 Naone 014 Boiler 2674: Natural gas boiler 0.65 MMBtu/hr 2005
015 None 015 Boiler 2675: Natural gas boiler 0.65 MMBtu/hr 2005
Coating Pan 169: Coating pan controlled by 1985
2 2
210 210 210 cartridge collector EF169 500 Ib/load
215 CC EF1390- 215 Coating Pan 1390 750 b/lead 1999
Coating Pan 186: Coating pan controlled by 1986
22
220 220 220 cartridge collector EF186 500 Ib/load
Coating Pan 217 Coating pan controlled by 1987
230 230 230 cartridge collector EF217 500 Ib/load
Coating Pan 99: Coating pan controlled by 1983
2 2
ey a 240 cartridge collector EF99 A00iiiead
241 CC EF 4553~ 241 Coating Pan 4549 750 b/load 2009
242 CC EF4101* 242 Coating Pan 4027 245 Ib/load 2008
Coating Pan 3853: Coating Pan controlled by 2008
2 2 2
et £ 243 cartridge collector 4164 #aGlibsiamd
244, CC EF7674 Coating Pan 7552 2010
2
10008085 RTO 244 720 hilcad
245. CC 8421 Coating Pan 8421 2010
10008085 RTO 245 750 Ibfload
246 CC246: RTO 240 Coating Pan 246 682 Ibg/load 2015

West Virginia Department of Environmental Protection s Division of Air Quality
Approved: January 10, 2012 » Modified: Marember3: 243 Proposed



Title V Operating Permit R30-06100033-2012 (MMO3M&02)

Mylan Pharmaceuticals, Inc. § Morgantown Page 3 of 52
Emission Control Emission Unit ID Mylan I} & Emission Unit Description Design Capacity Year Installed/
Point ID Device Modified

260; - . Prior to 1973
10008085 RTO 260 Oven 19 Varies
261, 4 s . Priorto 1973
1 00080R5™ RTO 261 Oven 1B Varies
264; Electric, Load
: ] 2 ; 2 ' 2
10008085 RTO 264 Oven-0621 0021 Varies 2013
1911: . . s
10008085 RTO 1911 Coating Line 1911491 10.77 lb/hr 2014
280 Rotoclone 4 Reoms 74-101 ~ 74- Room General Exhaust Varies 1992 (Rotoclone)
122, 74-129
Rooms 74-151, 74-
153,91-129, 91-130,
91-132.91-134 -91-
281 Rotoclone 3 137.91-139, 91-229, Room General Exhaust Varies 1991 (Rotoclone)
91-230, 91-232, §1-329,
91-330,91-332, 91-334
-91-337
Rooms 74-150, 74-152,
Rotoclone 74-154, 74-159, 74-160 .
IR , s : ,
282 1798: 74-161. 74-162. 74-212. Room General Exhaust Varies 2013
91-232,91-233
Rooms 74-205 - 74- Room General Exhaust-equipment serviced ’
283 Rotoclone 2 209,99-217 - 99.219 by Rotoclone Varies 1982 (Rotoclone)
Rooms BL209, BL211,
BL214, BL.304, BL306,
. BL307, BL309- BL314, ) .
287 Rotoclone 6 BL316. BLAO2 — Room General Exhaust Varies 1996
BLA04, BLA06-BLA14,
BLA16
Rooms BB101-BB103,
BB 106, BB 108-
BBI11,BB113-BB1183,
288 Rotoclone 5 BB201- BB203, Room Generai Exhaust Varies 1996
BB2(6- BB208.
BB210-BB217, BB303,
BB312
Rooms 85-205A ~ 85-
. 2084, 99-105, 99-114 - ]
291 Rotoclone 7 99-122, 99.209, Room General Exhaust Varies 1999
ORG201A - CRG204A
Rooms BB112, 83-106,
85-108, 85-114. 85-115, .
294 Rotoclone 9 85-102 85-104. 85-107 Reom General Exhaust Varies 2003
85-110
295 Rotoclone 10+ Rooms BL218, BL219 Reoom General Exhaust Varies 2004
Rooms NEX 140,
296 R(;t,? ::_frone Sg))(( 11:62 NNEE;(( 11:;1 " Room General Exhaust Varies 2005
NEX162

West Virginia Department of Environmental Protection e Division of Air Quality
Approved: January 10, 2012 » Modified: Nevember52033-Proposed
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Mylan Pharmaceuticals. Inc. § Morgantown Page 6 of 52
Emission Control Emission Unit ID Mylan ID & Emission Unit Description Design Capacity Year Installed/
Point ID Device Modified

575; CC 3643; Fluid Bed 3620 Up to 250
10008085 RTO L Kg/Load 2007
576; CC 3407: Fluid Bed 3426 Up to 575
10008085 RTO" 376 Kg/Load 200
577, CC 1881: Fluid Bed 3704 Up to 250
10008085 RTO* 31 Kg/Load <008
Up o 573
578, CC 3879; .
10008085 RTO* 578 Fluid Bed 3703 Kg/Load 2008
Up to 575
579 CC 4287+, .
6 e Absorber 579 Fluid Bed 4001 Kg/Load 2008
580: CC 10007482; o Up to 575
L 0008085 RTO" 580 Fluid Bed 7360 Kg/Load 2010
. . Up to 250
i 2
581 CC 15982 581 Fluid Bed 15982 Kg/Load 2011
. . Upto 575
: 2
582 CC 16117 582 Fluid Bed 16117 Kg/Load 2011
Class [ or Class Il CFC-containing Equipment i .
e fone NiA Subject to 40 CFR Part 82 Subpart F Varies M
16.0 mmBtu/hr
10008085 None 10008085 Regenerative Thermal Oxidation 3,070 Ibs/hr 2010
10008538 None 10008538 Absorber Up te 4,000 cfm 2010
10007530 None 10007530 Kohler 100 REZG Natural Gas Fired 162 bph/1.800 2010
Emergency Generator rpm
10008594 None 10008594 Kohler 100 REZG Natural Gas Fired 162 bph/1,800 2011
Emergency Generator pm
1053 None 1053 750 kW Detroit DieseUMTU 1'006::['1'1’”800 2011
1053 None 1053 Diesel Fuel Tank 2,100 Gallons 2011
123 Coonaanys | RN IEE gy Gener b variny 2014

“Identifies pollution control equipment included in R13-2068P().
""CC = Cartridge Collector; WS = Wet Scrubber; RTO = Regenerative Thermal Oxidizer

"“Noted Emissions Units/Sources are authorized to exhaust (after the Cartridge Collector) to the RTQ/Absorber (as applicable) and to atmosphere

West Virginia Department of Environmenial Protection « Division of Air Quality
Approved: January 10. 2012 « Modified: Nevesber52003-Proposed
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Mylan Pharmaceuticals, Inc. & Morgantown Page 35 of 52

1.0 Coating Pans [emission point ID(s): 210, 215, 220, 230, 240, 241, 242, 243, 244, 245, 246]

7.1. Limitations and Standards

7.1.1

7.1.3.

7.14.

No person shall cause, suffer, allow or permit emission of smoke and/or particulate matter into the open air
from any process source operation, which is greater than twenty (20) percent opacity.
[45CSR§7-3.1. and 45CSR13, Permit No. R13-2068 Condition 8.1.1.)]

No person shall cause, suffer, allow or permit particulate matter to be vented into the open air from any
type source operation or duplicate source operation, or from all air poliution control equipment installed on
any type source operation or duplicate source operation in excess of the quantity specified under the
appropriate source operation type in Table 45-7A found at the end of 45CSR7. Based on the process
weight rates for the Coating Pans {excluding Emission Unit ID No. 215, 241,242, 243, 244, and 245), 333
pounds per hour each, the corresponding allowable particulate matter emission rate is 0.4 pounds per hour
each. Based on the process weight rates for Coating Pans 243, 750 pounds per hour, the corresponding
allowable particulate matter emission rate is (.9 pounds per hour.

[45CSR§7-4.11 (210, 220, 230, 240, 243 )

Particulate matter emissions from the Coating Pan, venting through a cartridge collector (215, 241, 242,
244, 245) at Emission Point ID No. 215,241, 242, 244, and 245, shall not exceed the following:

Emission Unit PM, s/PM,o/PM Emission Limit
Pounds per Hour Tons per Year
215 0.84
241 0.84
242 0.28 6.25-8:32
244 0.84
245 0.84
246 0.84

[45CSR§7-4.1 and 45CSR13, Permit No, R13-2068 (Condition 8.1.3)] (2/5, 24], 242, 244, 245.246)
Compliance with this streamlined limit will assure compliance with 45 CSR§7-4.1.and RI3-2068 {Condition
8.1.2.).

Maximum hourly volatile organic compound emissions to the atmosphere from the Coating Pans shall not
exceed:

2. 396.9 Ib/hr for each coating pan unit if not venting exhaust to the RTO for the purpose of controlling
VOC emissions.

b.  7.94 Ib/hr (as emitted from the RTO) each for Coating Pans 244 and 245 and 246 if venting exhaust to
the RTO for the purpose of controlling VOC emissions.

[45CSR13, Permit No. R13-2068 (Condition 8.1.4.)]
Maximum total combined annual volatile organic compound emissions to the atmosphere from the Coating

Pans shall not exceed 5.0 tons/year.
[45CSR13, Permit No. R13-2068 (Condition 8.1.5.)]
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1.1.6.

The coating pans shall operate according to the following requirements:
a. The aggregate dry material loading of each coating pan shall not exceed the following values:

(1) Coating Pan 215: 750 pound/load;
(2) Coating Pan 241: 750 pound/load;
(3) Coating Pan 242: 245 pound/load;
(4) Coating Pan 244: 750 pound/load;
(5) Coating Pan 245: 750 pound/load.

S2(6) __Coating Pan 246: 750 lbsfload

b.  The annual aggregate dry material loading of all coating pans shail not exceed | 1,000,000 pounds on a
rolling yearly total basis,

c. Cartridge collectors shall be used at all times on each coating pan to control particulate matter
emissions. Each collector shall, at a minimum, achieve a collection efficiency of 95%.

d. The solvent spray rate processed in coating pans 241, 242, 244, and 245 and 246 shall not exceed
3,000 grams-VOC/minute in each coating pan.

e. No VOC-containing solvents shall be processed in coating pan 215.

f. Coating Pans 244 and 245 and 246 shall have the capability of directing exhaust to RTO for control of
VOCs or emitting directly to atmosphere.

& No HAP-containing solvents shall be processed in any coating pan.

[45CSR13, Permit No. R13-2068 (Condition 8.1.6.)]

7.2.  Monitoring Requirements

7.2.1.

7.2.2.

Visible emissions monitoring shall be conducted initially at least once per month for all emission points
subject to opacity limitations. After three consecutive monthly readings in which no visible emissions are
observed from any of the subject emission points, those emission points will be allowed to conduct visible
emissions checks once per calendar quarter, If visible emissions are observed during a quarterly
monitoring from an emission point(s), then that emission point(s} with observed emissions or opacity shall
be required to revert to monthly monitoring. Any emission point that has reverted to monthly monitoring
shall be allowed to again conduct quarterly visible emissions checks only after three consecutive monthly
readings in which no visible emissions are observed from the subject emission point.

These visible emission checks shall be conducted in accordance with 40 CFR 60, Appendix A, Method 22
during periods of facility operation for a sufficient time interval to determine if the unit has visible
emissions. If sources of visible emissions are identified during the survey, or at any other time, the
permittee shall conduct a 40 CFR 60, Appendix A, Method 9 evaluation within twenty four (24) hours. A
Method 9 evaluation shall not be required if the visible emissions condition is corrected within twenty four
{(24) hours from the time the visible emission condition was identified and the unir is operated at normal
operating conditions.

[45CSR13, Permit No. R13-2068 (Condition 8.2.1.)] (215, 241, 242, 244, 245_246)

For the purposes of demonstrating compliance with the minimum cartridge collection efficiency as given
under 7.1.6.c, the permittee shall:

West Virginia Department of Environmental Protection ® Division of Air Quality
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7.2.4,

7.2.5.

a. Install, maintain, and operate the cartridge collectors consistent with safety and good air pollution
control practices for minimizing emissions, and shall follow all manufacture’s recommendations
concerning control device maintenance and performance.

b. Conduct a weekly visual inspection of the cartridge, cartridge connections, and dust hoppers of each
cartridge collector, in order to ensure proper operation of cartridge collectors. Records shall be
maintained on site for five (3) years from the record creation date. Records shall state the date and
time of each cartridge collector inspection, the inspection results, and corrective actions taken, if any.

c. Either conduct representative performance testing, pursuant to the performance testing procedures as
outlined under 3.3.1. of this permit, on the cartridge collectors to determine a minimum collection
efficiency or produce a vendor guarantee stating that the cartridge collectors (or associated filters) will
meet a minimum collection efficiency of 93%.

[45CSR13, Permit No. R13-2068 (Condition 8.2.2.)]

For the purposes of demonstrating compliance with maximum dry material loading set forth in 7.1.6.a., the
permittee shall monitor and record the total dry material per load for each coating pan. This requirement
may be waived if the permittee is able to demonstrate that the maximum reasonable design capacity of each
coating pan is equal or less than the maximum load given under 7.1.6.a. or if the permittee is able to
demonstrate that the maximum loading based on product formulations is equal or less than the maximum
load given under 7.1.6.a.

[45CSR13, Permit No. R13-2068 (Condition 8.2.3.)]

For the purposes of demonstrating compliance with maximum annual aggregate dry material loading set
forth in 7.1.6.b., the permittee shall monitor and record the aggregate monthly and rolling twelve month
total amount of dry material loaded into the coating pans,

[45CSR13, Permit No. R13-2068 (Condition 8.2.4.)]

For the purposes of demonstrating compliance with maximum annual VOC emission limit set forth in
7.1.5, the permittec shall:

a, Monitor and record the aggregate monthly and rolling twelve month total amount of VOCs in pounds
used in each coating pan with the exception of Coating Pans 244 and 245 and 246.

b.  Monitor and record the aggregate monthly and rolling twelve month total amount of VOCs in pounds
used in Coating Pans 244 and 245 and 246 when each coating pan is and is not venting exhaust to the
RTO for the purpose of controlling VOCs.

c. Calculate and record the monthly and rolling twelve month aggregate VOC emissions from all coating
pans by summing the following:

(1) The total amount of VOCs in pounds used in each coating pan with the exception of Coating Pans
244 and 245 and 246.

(2) The total amount of VOCs in pounds used in Coating Pans 244 and 245 when not venting exhaust
to the RTO for the purpose of conirolling VOCs.

(3) The total amount of VOCs used in Coating Pans 244 and 245 and 246 when venting exhaust to the
RTO for the purpose of conirolling VOCs. Based on compliance with Requirement 8.1.7 of this
permit, the permittee may apply a VOC destruction efficiency of 98% to the amount of VOCs
used in Coating Pans 244 and 245 and 246 when venting exhaust to the RTO for the purpose of
controlling VOCs,

[45CSR13, Permit No. R13-2068 (Condition 8.2.5.}]
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7.3.  Testing Requirements

7.3.1. See Section 3.3.1.
74. Recordkeeping Requirements

74.1.  Records of weekly inspections conducted on the cartridge collector shall be maintained on site for five (5)
years from the record creation date. Records shall state the date and time of each cartridge collector
inspection, the inspection results, and corrective actions taken, if any.

[45CSR13, Permit No. R13-2068 (Condition 8.4.1.)]
74.2. The permittee shall maintain a record of all solvents used in the coaling pans and keep a copy of the

associated MSDS to verify that the solvents did not contain any constituent HAPs,
[45CSR13, Permit No. R13-2068 (Condition 8.4.2.)]

7.5. Reporting Requirements
7.5.1.  See Section 3.5 Facility - Wide Reporting Requirements
7.6.  Compliance Plan

7.6.1. None
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Appendix 3 - PSD Applicability Review

R14 PSD Applicability Review

Mylan Pharmaceuticals Inc. (Mylan) is adding a new coating pan unit as part of this permit application. This coating pan
is a stand-alone project and is being added due to current production demand and future forecasting. The following
table outlines increases in Particulate Matter emissions based on the past 4 years of permit applications:

Permit Name Application Date Increase in PM | Description of Changes .

R13-20680 June 2011 0 tons * Modifications to RTO, Absorber, and Fluid Bed
maximum load information

R13-2068P July 2013 -0.31 tons = The addition of a cartridge collector to control
particulate matter emissions from production
rooms,

* The replacement of an existing rotoclone with a
new rotoclone,

* The addition of a pilot coating line for research
and development,

* PM limit decrease for coating pans,

* VOC limit decrease for fluid beds, and

¢ The addition of a new oven dryer (replaces an
existing oven dryer).

R13-2068Q July 2014 0.43 tons * The addition of a cartridge collector to control

particulate matter emissions from production

room general exhaust. This replaces existing

HEPA filter units inside the room.

R13-2068R Pending July 2015 0.17 tons * The addition of a coating pan and associated dust

collector to the facility.

Based on the small emissions increase of particulate matter, this permit application would not be a significant
emissions increase or a significant net emissions increase per 45CSR14; therefore, 45CSR14 would not be applicable to
this permit application.

Mylan Pharmaceuticals Inc. — Chestnut Ridge Facility
Air Permit Application
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