PERMITTEE:



                            DRAFT Revision #2 PERMIT No.: 1030112-020-AC

Cardinal Health PTS, LLC


                            PROJECT: Pharmaceutical Encapsulation Facility

PERMITTEE:



   
DRAFT Revision #2 Permit No.: 1030112-020-AC

Cardinal Health PTS, LLC

   
County: Pinellas

2725 Scherer Drive North

   
Effective Date:
St. Petersburg, FL 33716-1016
   
Expiration Date: 08/04/2007





   
Project: Pharmaceutical Encapsulation Facility

This permit is issued under the provisions of Chapter 403, Florida Statutes, and Florida Administrative Code Chapters 62-204 through 62-297 & 62-4.  The above named permittee is hereby authorized to perform the work or operate the facility shown on the application and approved drawing(s), plans, and other documents, attached hereto or on file with the Department and made a part hereof and specifically described as follows:

This permit authorizes the construction modification of a Synthetic Non-Title V pharmaceutical encapsulation facility.  Specifically, this construction permit authorizes the following modifications to the listed emission units:

Emission Unit No. 001:

· Combine Emission Unit No. 004 (equipment and emissions) with Emission Unit No. 001.

· Allow machines to use either Naptha or Ethanol.

· Decrease the total number of Capsulation Machines with Integral Washers from 30 to 5.

· Add emissions from the Naptha Groundwater Remediation System (NGRS).

· Install a new Advantage Energy Group Premier ™ 12 Regenerative Thermal Oxidizer (RTO) to replace the existing AMCEC Monobloc Model 2.75 Regenerative Vapor Recovery Unit (VRU) and the Munters Zeol® Catalytic Oxidizer Model No. 2000-CT (part of E.U. No. 004).

· Add a new Ethanol Spray Washer in the East Wing (E.W.) and designate it as E.W. Spray Washer No. 1, with Equipment ID No. OET-SGW7003.

· Add a new Ethanol Spray Washer to be designated as West Wing (W.W.) Packing Line 3, with equipment ID No. OET-SGW7004.

· Add a new Packaging Line with an Ethanol Spray Washer and designate it as E.W. Packing Line No. 6, with equipment ID No. OET-SGW7002.  

· Remove Dual Ethanol Step Washer No. 3 (part of E.U. No. 004).

· Remove the Ethanol Hand Washer (part of E.U. No. 004).

· Relocate W.W. Packaging Line Nos. 1 and 2 from E.U. 005 to E.U. 001 and rename as W.W. Packing Line Nos. 1 and 2, with equipment ID Nos. OET-SGW6001 and OET-SGW6002, respectively.
Emission Unit No. 004:

· Combine all equipment (including new equipment authorized by this construction permit) and emissions with E.U. No. 001.

Emission Unit No. 005:

· Remove the equipment and/or activities associated with the Desorb Mode of the AMCEC Monobloc Model 2.75 Vapor Recovery Unit (VRU) upon construction and installation of the RTO (part of E.U. No. 001).

· Relocate W.W. Packaging Line Nos. 1 and 2 to E.U. 001 and rename them W.W. Packing Line Nos. 1 and 2, with equipment ID Nos. OET-SGW6001 and OET-SGW6002, respectively.  

PERMITTED EMISSION UNITS

Emission Unit No. 001 - This emission unit consists of the following:  (a) Five (5) capsulation machines [described as Capsulation Station Nos. 14,16, 20, 22 and 24 (with equipment ID Nos. C0114, C0116, C0120, C0122 and C0124, respectively)], (b) Five (5) softgel washers [described as E.W. Spray Washer No. 1, Prometrium Spray Washer and E.W. Packing Line Nos. 2, 3 and 4], (c) The Naptha Groundwater Remediation System (NGRS)1,  (d) W.W. Packing Line Nos. 1 and 2 [previously part of E.U. No. 005], (e) E.W. Single Step Washer Nos. 1 and 2, (f) E.W. Packing Line No. 6 (equipment ID No. OET-SWG7002), (g) Naptha Spray Washer (equipment ID No. OET-SGW2001), (h) W.W. Packing line No. 3,  (i) A Virgin Naptha Tank, (j) Two clean Naptha Tanks, (k) A Dirty Naptha Tank and (l) A Vacuum Still.

VOC emissions [from solvents such as, but not limited to, Ethanol and Naptha] result from the following:  (a) The softgel encapsulation, cleaning and drying processes [softgels, which are initially coated with oil during the encapsulation process, are conveyed through an Ethanol or Naphtha cleaning process and then dried], (b) The counting and packaging process and (c) The Naptha Groundwater Remediation System (NGRS).

The majority of VOC emissions [See Attachment 1] 3 are controlled by an Advantage Energy Group Premier ™ 12 Regenerative Thermal Oxidizer (RTO) with a minimum VOC destruction efficiency of 95.0% and a maximum VOC loading rate of 223.0 Lbs./Hour2.  The RTO is fired with natural gas at a maximum heat input rate of 2.66 mmBTU/Hour and has a maximum inlet airflow rate of 13,500 ACFM.  Uncaptured/fugitive emissions from quality assurance/quality control activities, the Virgin Naptha Tank, two (2) Clean Naptha Tanks, the Dirty Naptha Tank and the Vacuum Still are vented outside the facility via the general building ventilation.
1The NGRS is the result of the implementation of a Remedial Action Plan (RAP) initially proposed by the facility in a letter dated February 7, 2001 and subsequently changed in accordance with materials submitted on October 11, 2001.

2Maximum rate of 223.0 Lbs./Hour is based on the RTO being loaded with Ethanol only.  

3Based on additional information submitted by the permittee on August 18, 2004, E.W. Packing Line No. 6 (equipment ID No. OET-SWG7002) may be constructed and operated prior to the construction and installation of the proposed RTO control device.  As a result, the permittee has the option of utilizing a temporary operating scenario (TOS) for the purpose of controlling VOC emissions from the packing line.  VOC emissions will be temporarily controlled by the Munters Zeol® Catalytic Oxidizer Model No. 2000-CT.  The TOS will be in effect until April 1, 2006.  The TOS shall permit the following:
Temporary Operating Scenario (TOS)

The corresponding catalytic oxidizer listed to the right shall control VOC emissions from the equipment/machine(s) listed below:

	Equipment/Machine
	Control Device

	E.W. Packaging Line No. 6
	Munters Zeol® Catalytic Oxidizer Model No. 2000-CT*


*The oxidizer has a minimum destruction efficiency of 90% and is fired with natural gas or propane at a maximum heat input rate of 0.56 mmBTU/Hour.  The oxidizer has a maximum inlet airflow rate of 2,000 ACFM and a maximum loading rate of 60 lbs./hour (Refer to Permit No. 1030112-021-AF).  

4If any of the 10 Washtubs associated with E.U. 003 are using Naphtha, then the Naphtha emissions [which are fugitive] shall be reported under E.U. 001.

Emission Unit No. 002 – Acetone handling system (PHYSICALLY REMOVED).

Emission Unit No. 003 - This emission unit consists of up to ten (10) Washtubs and is subject to the Reasonably Available Control Technology (RACT) requirements of Rule 62-296.511, F.A.C.  The Maximum Achievable Control Technology (MACT) requirements of 40 CFR 63, Subpart T, are not applicable, since non-halogenated solvents are used.

The washtubs may contain Volatile Organic Compounds and Organic Solvents (VOC/OS's) which may include, but are not limited to Naphtha, Isopropyl Alcohol (IPA), and Acetone for cleaning small equipment, parts, and softgels.  Each washtub holds up to ten (10) gallons of solvent.

The evaporation of VOC/OS emissions from the washtubs are fugitive and eventually disperse outside the facility via the general building ventilation.

NOTE:  If any of the ten (10) Washtubs from this emission unit are using Naphtha and/or Ethanol, then the fugitive Naphtha and/or Ethanol emissions from shall be reported under E.U. 001.

Emission Unit No. 004 – Equipment/activities associated with this emission unit have been moved to Emission Unit No. 001.  This emission unit is considered INACTIVE.

Emission Unit No. 005 - This emission unit consists of other facility-wide various activities that have vented or fugitive emissions and include VOC/OS and HAP emissions not accounted for in the other regulated emission units addressed in this permit.  The emissions are primarily from the following activities:

· Cleaning and Disinfecting Plant Equipment/Softgels: Plant equipment, such as utensils and product vessels, are washed with soap and water.  The equipment is then wiped with towels containing VOC/OS to dry and disinfect the equipment. Softgel trays are also wiped with towels containing a VOC/OS prior to placing softgels in them.  The evaporation of the VOC/OS constitutes a fugitive emission.  The emissions are eventually dispersed outside the plant via the general building ventilation.

        -
Quality Control Procedures: VOC/OS such as Ether and Methanol are used to dissolve the product inside of softgels that have been sectioned.  The softgel shells are then weighed for quality control purposes.  These tests are performed near the Capsulation Machines.  The solvents used to dissolve the products inside the softgels are stored in closed containers of about 1/4 gallon capacity each.  The evaporation of the solvents from the containers constitutes a fugitive emission.  The emissions are eventually dispersed outside the plant via the general building ventilation.
· Printing of Softgels: Inks are used to print names or symbols on softgels.  The ink is placed in ink reservoirs of usually less than one (1) pint capacity each.  The facility has approximately nine (9) stand alone Softgel Printing Machines.  The evaporation of the solvents from the reservoirs and the printed softgels constitutes a fugitive emission.  The emissions are eventually dispersed outside the plant by the general building ventilation.

NOTE: Printing on some products occurs concurrently with the softgel encapsulation process.

         -
Cleaning of Softgel Printing Equipment: Printing equipment is cleaned using VOC/OS such as Ethanol and Isopropyl Alcohol.  The solvents are stored in small squeeze bottles.  The solvents are usually sprayed onto towels, which are then used to clean the printing equipment. The evaporation of the solvents constitutes a fugitive emission.  The emissions are eventually dispersed outside the plant by the general building ventilation.

         -
VOC/OS Usage: VOC/OS are used as a product ingredient in softgels.  Product mixing is conducted in fully enclosed mixing vessels.  The evaporation of the VOC/OS constitutes a fugitive emission.  The emissions are eventually dispersed outside the plant by the general building ventilation.

          -
Other: Miscellaneous fugitive solvent releasing activities, such as cleaning, etc.

Emission Unit Nos. 006 & 007 - Two boilers each only fired with natural gas or propane at a maximum heat input rate of 12.6 MMBTU/hour.  E.U. No. 006 is located to the North of E.U. No. 007.  Each boiler is subject to the requirements of 40 CFR 60, Subpart Dc, and the BACT determination dated December 6, 1999, pursuant to Rule 62-296.406, F.A.C.

EXEMPT EMISSION UNITS AND/OR ACTIVITIES
· Research and Development Laboratory (Rule 62-4.040, F.A.C.)

· Quality Control Laboratory (Rule 62-210.300(3)(a)(15), F.A.C.)

· Two (2) boilers fired only with natural gas/propane each at a maximum heat input rate of 5.23 MMBTU/hour. (Rule 62-210.300(3)(a)2., F.A.C.)

· 20 HP boiler fired only with natural gas/propane at a maximum heat input rate of 0.9 MMBTU/hour. (Rule 62-210.300(3)(a)2., F.A.C.)

· A Brian boiler fired only with natural gas/propane at a maximum heat input rate of 2.4 MMBTU/hour.  (Rule 62-210.300(3)(a)2., F.A.C.)

· Six (6) Hot Water Heaters fired only with natural gas/propane at a total maximum heat input rate of 12.0 MMBTU/hr. (Rule 62-210.300(3)(a)2., F.A.C.)

· Six (6) Powder Weigh-Off Booths w/HEPA filters (Rule 62-4.040, F.A.C.)

· Two (2) Solvent Weigh-Off Booths w/carbon canister (Rule 62-4.040, F.A.C.)

· Medicine Powder Mixing Tank & Medicine Powder Mixing Room (such as, but not limited to Cyclosporin) w/HEPA filters, carbon canister, and nitrogen blanket (Rule 62-4.040, F.A.C.)

· Twenty-four (24) Dehumidifier Systems fired with natural gas/propane at a total maximum heat input rate of 13.57 MMBTU/hr. (Rule 62-4.040, F.A.C.)

· 1500-gallon Waste Oil Tank. (Rule 62-4.040, F.A.C.)

· Binks Sames Spray Booth for painting metal parts and a Precision Quincy Corporation electric oven for baking the painted parts.  (Rules 62-296.500(3)(a) and 62-4.040, F.A.C.)
· Two (2) hot water heaters fired only with natural gas at a maximum heat input rate of 1.02 MMBTU/hr each.  (Rule 62-210.300(3)(b), F.A.C.)
· Ethanol Cabinet Supply Pumps (62-4.040, F.A.C.)
FACILITY INFORMATION SUMMARY

Location: 2725 Scherer Drive North, St. Petersburg, Pinellas County, Florida

UTM:  17-335.3E   3085.7N
    Latitude: 27(53'18" North

Longitude: 82(40'25" West

Facility ID:  1030112  

Emission Unit ID: 

        001 – Softgel Processing Equipment Vented to the RTO



        002 - (Physically Removed)



        003 - 10 Washtubs (RACT)



        004 – (Inactive)



        005 - Various VOC/OS/HAP emission activities



        006 - 12.6 MMBTU/hour Boiler (North) (NSPS)



        007 - 12.6 MMBTU/hour Boiler (South) (NSPS)



        008 & 009 - (Inactive)


       
PERMIT HISTORY

This facility is currently operating and permitted under Permit No. 1030112-021-AF.

SPECIFIC CONDITIONS:

FACILITY-WIDE LIMITATIONS
1.  General Conditions – A part of this permit is the attached 15 General Conditions. 

[Rule 62-4.160, F.A.C.]

2.  Other Requirements – Issuance of this permit does not relieve the permittee from complying with applicable emission limiting standards or other requirements of Chapters 62-4, 62-204, 62-210, 62-212, 62-213, 62-296 and 62-297, or any other requirements under federal, state or local law.  [Rule 62-210.300, F.A.C.]

3.  Operation and Emission Requirements – As a Synthetic Non-Title V source, the facility shall comply with the following:

A. Total facility-wide emissions from both the regulated emission units and exempt emission units/activities from this facility combined shall not be equal to or exceed the following for any consecutive 12-month period:

	EMISSIONS SHALL NOT BE EQUAL TO OR EXCEED:

	VOC
	Any Individual HAP
	All HAPs (Combined)

	100.0 Tons
	10.0 Tons
	25.0 Tons


           Note: See Specific Condition No. 17

B. In order to control unconfined particulate matter emissions from the facility, the permittee shall: (i) Water any dusty outdoor areas to minimize dust entrainment and (ii) Sweep, as needed, all outdoor paved areas.

C. The permittee is legally obligated to adhere to the terms and limitations of this permit, including any condition or limitation assumed by the permittee upon acceptance of this permit.

D. Any emissions limitation, control requirement, or other requirement assumed by the permittee upon acceptance of this permit shall be quantifiable and enforceable as a practical matter. 

 [Rules 62-210.300(2)(b) and 62-296.320(4)(c), F.A.C.]

4.  Hours of Operation – This facility is allowed to operate a maximum of 8,760 hours/year.  

[Rule 62-210.200, Definitions-(PTE), F.A.C.]

5.  Monthly Records – Compliance with the allowable facility-wide emission limitations shall be demonstrated by applying a monthly material balance inventory, where applicable.  The monthly material balance inventory is to compare the beginning inventory, recycled and disposed of (shipped out) material, and the ending inventory.  The monthly records/logs shall include at a minimum the following:

A. Facility name, Facility ID No. (1030112) and month/year.

B. The monthly VOC emission total(s) for the facility, in tons.

C. The monthly individual HAP emissions total, in tons, for only Xylene, Ethylbenzene, and Methanol.

D. The monthly total HAP emissions, in tons.

E. Monthly, the most recent consecutive 12-month period total of VOC emissions, in tons.

F. Monthly, the most recent consecutive 12-month period total HAP emissions, for each individual HAP as required in "C" above, in tons.

G. Monthly, the most recent consecutive 12-month period total emissions for all HAPs, in tons.
Monthly records/logs shall be maintained at the facility for at least three (3) years.  The monthly records/logs shall be completed by the end of the following month and made available for inspection by the Department and/or the Pinellas County Department of Environmental Management (PCDEM), upon request.  

[Rule 62-4.070(3), F.A.C.]

6.  Volatile Organic Compounds (VOC)/Organic Solvents (OS) – No person shall store, pump, handle, process, load, unload, or use in any process or installation any VOC/OS without applying known and existing vapor emission control devices or systems deemed necessary and ordered by the Department.  The following procedures shall be utilized to minimize pollutant emissions:

A. Maintain covers, lids, etc., on all containers of VOC/OS when they are not being handled, tapped, etc.

B. Prevent excessive air turbulence across exposed VOC/OS.

C. Where possible and practical, procure/fabricate a tightly fitting cover for any open trough, basin, bath, etc., of VOC/OS so that it can be covered when not in use.

D. All fittings, valve lines, etc., shall be properly maintained.

E. All VOC/OS spills shall be attended to in a timely manner and the waste properly disposed of, recycled, etc.  

[Rules 62-4.070(3) and 62-296.320(1), F.A.C.]

7.  Objectionable Odor – The facility shall not cause, suffer, allow or permit the discharge of air pollutants, which cause or contribute to an objectionable odor outside plant property.  An objectionable odor is any odor present in the outdoor atmosphere which by itself, or in combination with other odors, is or may be harmful or injurious to human health or welfare, which unreasonably interferes with the comfortable use and enjoyment of life or property, or which creates a nuisance.  

[Rules 62-210.200 and 62-296.320(2), F.A.C. and Pinellas County Code, Section 58-178]

8.  Circumvention – The permittee shall not circumvent any air pollution control device, or allow the emissions of air pollutants without the applicable air pollution control device operating properly.  

[Rule 62-210.650, F.A.C.]

9.  Excess Emissions (Startup, Shutdown, Malfunction) – Excess emissions resulting from startup, shutdown, or malfunction shall be permitted providing (1) Best operational practices to minimize emissions are adhered to and (2) The duration of excess emission shall be minimized but in no case exceed two hours in any 24 hour period unless specifically authorized by the Department for a longer duration.  

{Note: This condition does not apply to emission units subject to PSD, NSPS, and/or NESHAPS regulations.}

[Rule 62-210.700(1), F.A.C.]  

10.  Excess Emissions (Poor Maintenance/Operation, Equipment/Process Failure) – Excess emissions which are caused entirely or in part by poor maintenance, poor operation, or any other equipment or process failure which may reasonably be prevented during startup, shutdown, or malfunction shall be prohibited.  

[Rule 62-210.700(4), F.A.C.]

11.  Excess Emissions Reporting – In case of excess emissions resulting from malfunctions, each source shall notify the Department and PCDEM in accordance with Section 62-4.130, F.A.C.  A full written report on the malfunctions shall be submitted in a quarterly report, if requested by the Department and/or PCDEM.  

[Rule 62-210.700(6), F.A.C.]

12.  Excess Emissions Recordkeeping – The permittee shall maintain records of the occurrence and duration of any startup, shutdown, or malfunction in the operation of this facility which results in excess emissions; any malfunction of the air pollution control equipment; and any periods during which a continuous monitoring system or monitoring device is inoperative.  Records shall be maintained at the facility for a minimum of three (3) years and shall be available for inspection by the Department and/or PCDEM upon request.  

[Rules 62-4.070(3) and 62-210.700, F.A.C.]

13.  Additional Compliance Testing – When the Department and/or PCDEM, after investigation, have good reason (such as complaints, increased visible emissions or questionable maintenance of control equipment) to believe that any applicable emission standard contained in a Department Rule, local county ordinance, or in a permit issued pursuant to those rules and/or ordinances are being violated, they shall require the owner or operator of the emission unit to conduct compliance tests which identify the nature and quantity of pollutant emissions from the emissions unit and to provide a report on the results of said tests to the Department and PCDEM.

[Rule 62-297.310(7)(b), F.A.C.]

14.  Equipment Labeling - Each piece of equipment indicated and/or identified in this permit shall be properly labeled.  Such labels shall be legible and accessible for inspection by the Department and/or PCDEM.  

[Rule 62-4.070(3), F.A.C.]

15.  Stack Sampling – The permittee shall install and maintain stack sampling facilities (as required), including ports, work platforms, access to work platforms, electrical power, and sampling equipment support.  All stack sampling facilities must meet the requirements of Rule 62-297, F.A.C. and any Occupational Safety and Health Administration (OSHA) Safety and Health Standards described in 29 CFR Part 1910, Subparts D and E.  

[Rule 62-297.310(6), F.A.C.]

16.  Required Equipment – The owner or operator of an emission unit for which compliance tests are required shall install, operate, and maintain equipment or instruments necessary to determine process variables, such as process weight input or heat input, when such data are needed in conjunction with emission data to determine the compliance of emissions units with applicable emission limiting standards.  Equipment or instruments used directly or indirectly determine process variables, including devices such as belt scales, weigh hoppers, flow meters, and tank scales, shall be calibrated with sufficient accuracy to allow the applicable process variable to be determined within 10% of its true value.  

[Rule 62-297.310(5), F.A.C.]

17.  Annual Operating Report (AOR) – Submit to the Air Compliance Sections of this office and the PCDEM (unless otherwise directed by the Department), each calendar year and on or before March 1, an annual operating report [DEP Form 62-210.900(5)] for the preceding calendar year.  The Annual Operating Report shall include the emissions from the activities that are "Exempt" from permitting, in order to demonstrate continued compliance that this facility is a synthetic non-Title V source.  

[Rules 62-4.070(3) and 62-210.370(3), F.A.C.]

18.  Modification of the Federally Enforceable State Operation Permit (FESOP) – An application for an operation permit shall be submitted to the Air Program of the Southwest District Office of the Department and the PCDEM within 120 days of completed construction and initial operation but no later than 120 days prior to the expiration date of this construction permit.  To properly apply for an operation permit, the applicant shall submit the following:

A. The appropriate Department application form (see Rule 62-210.900, F.A.C.- Forms and Instructions);

B. The appropriate operation permit application fee;

C. Copies of the records required by Specific Condition Nos. 5, 28, 31, 32, 40 for the most recent month of operation; 

D. A copy of the most recent compliance test report(s) as required by Specific Condition Nos. 23, 25, 27 and 38 (if applicable); and 

E. New RTO O&M Plan as required in Specific Condition No. 29.

[Rules 62-4.070(3), 62-4.090, 62-210.300(2) and 62-210.900, F.A.C.]

**************************************

EMISSION UNIT NO. 001: Temporary Operating Scenario (TOS) [Ending April 1, 1006]

19.  TOS Operational Limits.
	Control Device
	Maximum VOC Input Rate (lbs./hour)

	Munters Zeol® Catalytic Oxidizer Model No. 2000-CT
	60.0*


*This is equivalent to controlling VOCs from a total of twelve (12) pieces of equipment/machines [i.e., 4 capsulation machines, one (1) ethanol softgel hand washing booth, three (3) ethanol step washers, three (3) packaging line washers (Operation Permit No. 1030112-021-AF, Specific Condition No. 28) and E.W. Packing Line No. 6 (equipment ID No. OET-SWG7002]).  Based on additional information dated August 18, 2005, the routing of VOCs from E.W. Packing Line No. 6 will not cause the maximum VOC loading rate from all the equipment/machine(s) being controlled by the oxidizer to exceed this limit.

[Rule 62-4.070(3), F.A.C., Permit No. 1030112-021-AF and Additional Information Dated August 18, 2005]
20. Visible Emissions (VE) – No person shall cause, let, permit, suffer or allow to be discharged into the atmosphere the emissions of air pollutants from any activity, the density of which is equal to or greater than that designated as Number 1 on the Ringelmann Chart (20% opacity).

{Note: During normal operation of the catalytic oxidizer, the exhaust is not expected to have visible emissions (i.e., 5% opacity)}
[Rule 62-296.320(4)(b)1., F.A.C.]
21. Catalytic Oxidizer Destruction Reduction Efficiency (DRE) – The oxidizer shall be properly maintained and operated in order to ensure that the oxidizer will have a minimum of 90.0% removal of the VOC vapors as determined from the inlet to the outlet.   

[Rule 62-4.070(3), F.A.C. and Additional Information Dated August 18, 2005]
22. Capture Efficiency (CE) – A default CE factor of 80%* shall be utilized for each piece of process equipment venting to the oxidizer, until:
A. The permittee installs a Permanent Total Enclosure (PTE) for each piece of process equipment venting to the oxidizer and demonstrates the PTE meets the requirements of Method 204, adopted and incorporated by reference in Rule 62-204.800, F.A.C.  A CE factor of 100% shall be utilized for each piece of process equipment demonstrating PTE and directing all VOC emissions to the oxidizer.

B. If a PTE is not installed, the actual CE will be determined during the next performance test.
*Only applicable for equipment not yet tested for CE.  All equipment venting to the oxidizer shall be tested [at 90-100% of its operating capacity] for CE and the value obtained shall replace the default CE factor of 80%.
[Rules 62-4.070(3), 62-204.800 and 62-297.450, F.A.C.; See also Specific Condition No. 25.]

23. DRE Testing Frequency – Test the oxidizer VOC Destruction Reduction Efficiency (DRE) within thirty (30) days of completed construction, but no later than sixty (60) days prior to April 1, 2006.  Submit a copy of the test data to the Department’s Southwest District Office, Air Compliance Section and the PCDEM within forty-five (45) days of such testing.  

[Rules 62-297.310(7) and 62-297.310(8)(b), F.A.C.]
24.  DRE Test Method – The minimum VOC DRE of the oxidizer [Specific Condition No. 21] shall be determined using EPA Method 25 on the inlet and outlet* air ducts of the oxidizer.  This test method is contained in 40 CFR 60, Appendix A and adopted by reference in Rule 62-204.800, F.A.C.  The minimum requirements for stack sampling facilities, source sampling and reporting, shall be in accordance with Rule 62-297.401, F.A.C. and 40 CFR 60, Appendix A.

*EPA Method 25A may be used if the outlet concentration is less than 50 ppmv as carbon.  If Method 25A is chosen as the test method, and the outlet concentration is greater than or equal to 50 ppmv, the test must be repeated, using EPA Method 25. 

[Rules 62-297.401 and 62-204.800, F.A.C.; 40 CFR 60, Appendix A]
25.  Capture Efficiency (CE) Testing – Each piece of process equipment venting to the oxidizer shall be tested [at 90-100% of its operating capacity and in conjunction with the oxidizer VOC 

(Continued)
25. Continued

DRE test (Specific Condition No. 23] for CE to meet the requirements of Specific Condition No. 22 within thirty (30) days of completed construction.  If CE testing cannot be accomplished in conjunction with the oxidizer VOC DRE test, then no later than sixty (60) days prior to April 1, 2006, a CE test and an oxidizer DRE test shall be conducted on each piece of equipment venting to the oxidizer.  Submit a copy of the test data to the Department’s Southwest District Office, Air Compliance Section and the Pinellas County Department of Environmental Management (PCDEM) within forty-five (45) days of such testing.
[Rules 62-4.070(3), 62-297.310(7) and 62-297.310(8)(b), F.A.C.]

26.  CE Test Method – CE testing shall be conducted in accordance with Method 204, adopted and incorporated by reference in Rule 62-204.800, F.A.C.  

[Rule 62-297.450, F.A.C.]
27.  Additional Requirements - The permittee shall comply with all of the following: 

A. The maximum allowable VOC input rate to the oxidizer shall not exceed 60.0 lbs./hour.

B. The oxidizer shall only control emissions from the equipment/machine(s) previously authorized under Operating Permit No. 1030112-021-AF [i.e., 4 capsulation machines, 1 ethanol softgel hand washing booth, Ethanol Step Washer No. 1, Ethanol Step Washer No. 2, Ethanol Dual Step Washer No 3, Emission Unit No. 001's two Packaging Line Nos. 2 and 3 washers (when using ethanol) and Packaging Line No. 4 washer] and E.W. Packing Line No. 6 (equipment ID No. OET-SWG7002).
C. If the total number of machines/pieces of equipment operating (90-100% of capacity) simultaneously and venting to the oxidizer exceeds the total number at which the last compliance test was conducted, then within thirty (30) days of that total number being recorded, the facility shall conduct new compliance tests.  The new compliance tests shall be conducted at no less than that total number recorded and no greater that the total number of 12 (total of machines previously permitted to vent to the oxidizer and E.W. Packing Line No. 6).

D. The permittee shall notify the PCDEM at least fifteen (15) days prior to the date on which each formal compliance test is to begin of the date, time, test method to be used, and place of each such test, and the test contact person who will be responsible for coordinating and having such test conducted. Note, since U.S. EPA audit samples are required for an EPA Method 25 test and if EPA Method 25 will be used, notify the Air Compliance Section of the PCDEM at least thirty (30) days prior to such test.
E. All compliance test results shall be submitted to the Air Compliance Sections of this office and the PCDEM within forty-five (45) days of testing.

(Continued)
27. Continued

F. Failure to submit the following with any compliance test report may invalidate the test:

1. VOC input rate to the oxidizer in lbs./hour.

2. VOC emission rate from the oxidizer in lbs./hour.

3. The VOC removal efficiency of the oxidizer. 

4. The inlet and outlet temperatures of the oxidizer.

5. The maximum operating capacity of each machine/piece of equipment tested.

6. The operating capacity of each machine/piece of equipment tested.

7. A copy of the records/logs for the month the test was conducted as required by Specific Condition No. 28.

G.  Commencement of Operation Notification – Within ten (10) days of initial operation under the TOS, the permittee shall notify the Department’s Southwest District Air Compliance Section and the PCDEM of that date.

[Rules 62-4.070(3) and 62-297.310, F.A.C.; Additional Information Dated August 18, 2005]
28.  Recordkeeping – The permittee shall maintain the following records/logs on file at the facility for at least three (3) years:

Daily

A. If the permitted VOC input rate based on the most recent compliance emission test is less than twelve (12) machines/pieces of equipment, then record the following:

1. The total number of machines/pieces of equipment in operation during the most recent test of the oxidizer.

2. The total maximum number of machines/pieces of equipment in operation and venting to the oxidizer.

Monthly
B. The month's total operating hours along with most recent consecutive 12-month total of operating hours of the oxidizer.

C. The most recent consecutive 12-month total of VOC emissions from the oxidizer in tons. 

Each log shall specify the date along with the emission unit number, and associated description.  Daily logs shall be completed by the end of the next business day and monthly logs shall be completed by the end of the following month.  A business day is defined as Monday through Friday, excluding holidays and facility shutdowns.  The logs shall be made available to the Department and the PCDEM upon request.  

[Rules 62-4.160 and 62-4.070(3), F.A.C.]
EMISSION UNIT NO. 001: Permanent Operating Scenario 
29.  Operational Limits - The RTO is limited to the following:

	Machines/Equipment Venting Emissions to the RTO (Maximum)
	Maximum Heat Input Rate (mmBTU/Hour)
	Maximum VOC Input Rate (Lbs./Hour)
	Minimum Operating Temperature (ºF)

	18*
	2.66**
	223.0***
	1,450


*Refer to Attachment 1 (Emission Unit ID No. 001 Description for list of equipment/machines venting to the RTO).

**Based on normal solvent loading.  The heat input can reach 3.5 mmBTU/Hour when the RTO is loaded with natural gas during initial start-ups (can last up to 2 hours).

***Maximum rate of 223.0 Lbs./Hour is based on the RTO being loaded with Ethanol only and each machine/piece of equipment is operating at 90-100% of its operating capacity.

 [Rules 62-4.070(3), 62-210.200, Definitions – (PTE), F.A.C. and Construction Permit Application Additional Information Dated June 2, 2005]

30. Visible Emissions (VE) – No person shall cause, let, permit, suffer or allow to be discharged into the atmosphere the emissions of air pollutants from any activity, the density of which is equal to or greater than that designated as Number 1 on the Ringelmann Chart (20% opacity).

{Note: During normal operation of the RTO, the exhaust is not expected to have visible emissions (i.e., 5% opacity)}
[Rule 62-296.320(4)(b)1., F.A.C.]

31.  RTO Destruction Reduction Efficiency (DRE)– The RTO shall be properly maintained and operated in order to ensure that the RTO will have a minimum of 95.0% removal of the VOC vapors as determined from the inlet to the outlet.   

[Rule 62-4.070(3), F.A.C. and Construction Permit Application Additional Information Dated June 2, 2005]

32.  Capture Efficiency (CE) – A default CE factor of 80%* shall be utilized for each piece of process equipment** venting to the RTO, until:

A. The permittee installs a Permanent Total Enclosure (PTE) for each piece of process equipment** venting to the RTO and demonstrates the PTE meets the requirements of Method 204, adopted and incorporated by reference in Rule 62-204.800, F.A.C.  A CE factor of 100% shall be utilized for each piece of process equipment demonstrating PTE and directing all VOC emissions to the RTO.

B. If a PTE is not installed, the actual CE will be determined during the next performance test.

*Only applicable for equipment not yet tested for CE.  All equipment venting to the RTO shall be tested [at 90-100% of its operating capacity] for CE and the value obtained shall replace the default CE factor of 80%.

**The five (5) capsulation machines listed under E.U. No. 001 will share one common exhaust stack, thus demonstrating one CE value for all 5 machines combined.  

[Rules 62-4.070(3), 62-204.800 and 62-297.450, F.A.C., See also Specific Condition No. 35.]

33.  DRE Testing Frequency – Test the RTO VOC Destruction Reduction Efficiency (DRE) within sixty (60) days of completed construction and initial operation.  Test thereafter one year prior to the expiration date of the operation permit as part of the air operation permit renewal process.  Submit a copy of the test data to the Department’s Southwest District Office, Air Compliance Section and the PCDEM within forty-five (45) days of such testing.  

[Rules 62-297.310(7) and 62-297.310(8)(b), F.A.C.]

34.  DRE Test Method – The minimum VOC DRE of the RTO [Specific Condition No. 31] shall be determined using EPA Method 25 on the inlet and outlet* air ducts of the RTO.  This test method is contained in 40 CFR 60, Appendix A and adopted by reference in Rule 62-204.800, F.A.C.  The minimum requirements for stack sampling facilities, source sampling and reporting, shall be in accordance with Rule 62-297.401, F.A.C. and 40 CFR 60, Appendix A.

*EPA Method 25A may be used if the outlet concentration is less than 50 ppmv as carbon.  If Method 25A is chosen as the test method, and the outlet concentration is greater than or equal to 50 ppmv, the test must be repeated, using EPA Method 25. 

[Rules 62-297.401 and 62-204.800, F.A.C.; 40 CFR 60, Appendix A]

35.  Capture Efficiency (CE) Testing – Each piece of process equipment venting to the RTO shall be tested [at 90-100% of its operating capacity and in conjunction with the initial RTO VOC DRE test (Specific Condition No. 23] for CE to meet the requirements of Specific Condition No. 22 within 60 days of completed construction and initial operation.  If CE testing cannot be accomplished in conjunction with the initial RTO VOC DRE test, then no later than 120 days after initial operation, a CE test and an RTO VOC DRE test shall be conducted on each piece of equipment venting to the RTO.  Submit a copy of the test data to the Department’s Southwest District Office, Air Compliance Section and the Pinellas County Department of Environmental Management (PCDEM) within forty-five (45) days of such testing.

[Rules 62-4.070(3), 62-297.310(7) and 62-297.310(8)(b), F.A.C.]

36.  CE Test Method – CE testing shall be conducted in accordance with Method 204, adopted and incorporated by reference in Rule 62-204.800, F.A.C.  

[Rule 62-297.450, F.A.C.]

37.  Additional Requirements - The permittee shall comply with all of the following: 

A. The maximum allowable VOC input rate to the RTO shall not exceed 223.0 lbs./hour*.

B. The permittee shall operate and maintain a monitor to measure the operating temperature of the RTO.  Continuous strip chart and/or digital recording of the temperature or a previously approved Department and PCDEM equivalent monitoring/recording technology shall be available on site at all times.

C. The RTO shall only control emissions from following machines/equipment: (a) Five (5) capsulation machines [described as Capsulation Station Nos. 14, 16, 20, 22 and 24 (with equipment ID Nos. C0114, C0116, C0120, C0122 and C0124, respectively)], (b) Five (5) softgel washers [described as E.W. Spray Washer No. 1, Prometrium Spray Washer and E.W. Packing Line Nos. 2, 3 and 4], (c) The Naptha Groundwater Remediation System (NGRS),  (d) W.W. Packing Line Nos. 1 and 2 [previously part of E.U. No. 005], (e) E.W. Step Washer Nos. 1 and 2, (f) E.W. Packing Line No. 6 (equipment ID No. OET-SWG7002, (g) Naptha Spray Washer (equipment ID No. OET-SGW2001 and (h) W.W. Packing line No. 3.  The maximum allowable number of machines/ pieces of equipment simultaneously operating and venting to the RTO shall not exceed eighteen (18).

D. If the total number of machines/pieces of equipment operating (90-100% of capacity) simultaneously and venting to the RTO exceeds the total number at which the last compliance test was conducted, then within thirty (30) days of that total number being recorded, the facility shall conduct new compliance tests.  The new compliance tests shall be conducted at no less than that total number recorded and no greater that the total number of eighteen (18).

(Continued)

37.  Continued

E. The permittee shall notify the PCDEM at least fifteen (15) days prior to the date on which each formal compliance test is to begin of the date, time, test method to be used, and place of each such test, and the test contact person who will be responsible for coordinating and having such test conducted. Note, since U.S. EPA audit samples are required for an EPA Method 25 test and if EPA Method 25 will be used, notify the Air Compliance Section of the PCDEM at least thirty (30) days prior to such test.
F. All compliance test results shall be submitted to the Air Compliance Sections of this office and the PCDEM within forty-five (45) days of testing.

G. Failure to submit the following with any compliance test report may invalidate the test:

1. VOC input rate to the RTO in lbs./hour.

2. VOC emission rate from the RTO in lbs./hour.

3. The VOC removal efficiency of the RTO. 

4. A copy of the RTO’s continuous temperature strip chart during the test period.

5. The maximum operating capacity of each machine/piece of equipment tested.

6. The operating capacity of each machine/piece of equipment tested.

7. A copy of the records/logs for the month the test was conducted as required by Specific Condition No. 38.

*Based on “worst case” emissions calculations submitted with the construction permit application additional information dated June 3, 2005, the total maximum VOC input rate to the RTO from the eighteen (18) listed machines/pieces of equipment (each operating between 90-100% capacity) is 223.0 Lbs./hour if all machines/pieces of equipment are using Ethanol, and 157.0 Lbs./Hour if all machines/pieces of equipment (each operating between 90-100% capacity) are using Naptha.  As a result, the worst-case emissions are expected when all eighteen (18) machines/pieces of equipment are simultaneously operating, venting emissions to the RTO, and using ethanol.
[Rules 62-4.070(3) and 62-297.310, F.A.C.; Construction Permit Application Additional Information Dated June 3, 2005]

38.  Recordkeeping – The permittee shall maintain the following records/logs on file at the facility for at least three (3) years:

Daily

A. If the permitted VOC input rate based on the most recent compliance emission test is less than eighteen (18) machines/pieces of equipment, then record the following:

1. The total number of machines/pieces of equipment in operation during the most recent test of the RTO.

2. The total maximum number of machines/pieces of equipment in operation and venting to the RTO.

Monthly
B. The month's total operating hours along with most recent consecutive 12-month total of operating hours of the RTO.

C. The most recent consecutive 12-month total of VOC emissions from the RTO in tons.  

Each log shall specify the date along with the emission unit number and associated description.  Daily logs shall be completed by the end of the next business day and monthly logs shall be completed by the end of the following month.  A business day is defined as Monday through Friday, excluding holidays and facility shutdowns.  The logs shall be made available to the Department and the PCDEM upon request.  

[Rules 62-4.160 and 62-4.070(3), F.A.C.]

39. Operation and Maintenance Plan (O&M) – The permittee shall submit an RTO O&M Plan for approval by the PCDEM as part of the operation permit modification application.  The O&M Plan documentation logs shall be maintained at the facility for at least three (3) years.  The logs shall be made available to the Department and the PCDEM upon request.   At a minimum the O&M Plan shall include:

A. The operating parameters.

B. Time table for the routine maintenance as specified by the manufacturer and/or specified by the permittee.

C. Time table of routine weekly, quarterly, semi-annual, and annual observations as described in the O&M Plan.

D. A list of the type and quantity of required spare parts which are stored on the premises.

(Continued)

39.  Continued

E. A record log that will indicate, at a minimum:

1. When maintenance and observations were performed;

2. What maintenance and observations were performed;

3. Who performed said maintenance and observations; and

4. Acceptable parameter ranges for each operational check.

[Rule 62-4.070(3), F.A.C. and Pinellas County Code, Section 58-128(a)]

**************************************

EMISSION UNIT NO.: 003

40.  Solvent Metal Cleaning – The ten (10) washtubs shall comply with the following requirements of Rule 62-296.511(2), F.A.C. - Solvent Metal Cleaning, except as provided under Rule 62-296.511(1), F.A.C.*:

Cold Cleaning Control Technology:

A. Equip the cleaner with a cover.  The cover shall be so designed that it can be easily operated with one hand if:

1. The solvent volatility is greater than 0.3 pounds per square inch (15 millimeters of mercury or 2 kilopascals) measured at 100 degrees Fahrenheit (38 degrees Celsius);

2. The solvent is agitated; and

3. The solvent is heated.

B. Equip the cleaner with a facility for draining cleaned parts.  The drainage facility shall be constructed internally so that parts are enclosed under the cover while draining if the solvent volatility is greater than 0.6 pounds per square inch (31 millimeters of mercury or 4.1 kilopascals) measured at 100 degrees Fahrenheit (38 degrees Celsius), except that the drainage facility may be external for the applications where an internal type cannot fit into the cleaning system.

C. Install one of the following control devices if the solvent volatility is greater than 0.6 pounds per square inch (31 millimeters of mercury or 4.1 kilopascals) measured at 100 

(Continued)

40.  Continued

degrees Fahrenheit (38 degrees Celsius), or if the solvent is heated above 120 degrees Fahrenheit (50 degrees Celsius):     

1. Freeboard that gives a freeboard ratio greater than or equal to 0.7; or

2. Water cover (solvent must be insoluble in and heavier than water); or

3. Other systems of equivalent control such as refrigerated chiller or carbon absorption.

D. Provide a permanent, conspicuous label summarizing the operating requirements.

E. Store waste solvent only in covered containers and not dispose of waste solvent or transfer it to another party, such that greater than twenty (20) percent of the waste solvent (by weight) can evaporate into the atmosphere.

F. Close the cover whenever parts are not being handled in the cleaner.

G. Drain the cleaned parts for at least fifteen (15) seconds or until dripping ceases.

H. If used, supply a solvent spray that is a solid fluid stream (not a fine, atomized, or shower‑type spray) at a pressure which does not cause excessive splashing.  

* In order to avoid the MACT requirements of 40 CFR 63, Subpart T, the permittee shall not use any solvent containing methylene chloride (CAS No.75-09-2), perchloroethylene (CAS No. 12718-4), trichloroethylene (CAS No. 79-01-6), 1,1,1-trichloroethane (CAS No. 71-55-6), carbon tetrachloride (CAS No. 56-23-5) or chloroform (CAS No. 67-66-3), or any combination of these halogenated HAP solvents, in a total concentration greater than 5 percent (%) by weight, without first obtaining an air construction permit from the Department.

NOTE:  If any of the ten (10) Washtubs from this emission unit are using Naphtha and/or ethanol, then the fugitive Naphtha and/or ethanol emissions shall be reported under E.U. 001.

[Rules 62-4.070(3), 62-296.511(1) and 62-296.511(2) F.A.C.]

41.  Recordkeeping – The permittee shall maintain [at the facility] the following daily records whether cleaning metal or plastic parts for at least three (3) years:

A. Date, Facility ID No., Emission Unit No., and Description.

B. The applicable rule number.

C. The application method and substrate type.

D. The amount and type of solvent used, including exempt compounds, and the VOC/HAP content of each solvent material.

(Continued)

41.  Continued

E. The amount of surface preparation, clean-up, wash-up solvents (including exempt compounds) used, and the VOC content of each.

F. The concentration, amount and type of halogenated HAP compound and/or combination of halogenated HAP compound used (if applicable).

Supporting documentation shall be kept for each solvent containing VOCs, HAPs, and/or other chemicals, which includes sufficient information to determine emissions and compliance by a mass balance method.  An overall mass balance across the facility, for each type of solvent used in the washtubs may be used to estimate emissions.  The daily logs shall be completed by the end of the next business day.  A business day is defined as Monday through Friday, excluding holidays and facility shutdowns. The logs shall be made available to the Department and the PCDEM upon request. 

[Rules 62-4.070(3), 62-4.160, 62-296.500(2)(b)1., F.A.C.]

**************************************

EMISSION UNIT NO.: 005

42.  Facility Wide VOC and HAP Recordkeeping – In order to show compliance with the facility-wide allowable VOC and HAP emission limitations, the permittee shall apply a monthly material balance, except that monthly fuel usage shall be used for each of the two (2) NSPS boilers associated with Emission Unit Nos. 006 and 007 (Specific Condition No. 40).  The monthly material, balance scheme is to compare the beginning inventory, recycled, and disposed of (shipped out) material, and the ending inventory. The monthly records/logs shall include, at a minimum, the following:

A. A description of the VOC and HAP used each month.

B. The monthly material usage per activity, as listed in the project description for E.U. No. 005, if applicable.

C. The monthly quantity of VOC and HAP disposed (shipped out) and recycled (if applicable).

Monthly records/logs shall be maintained at the facility for at least three (3) years.  The monthly records/logs shall be completed by the end of the following month and made available to the Department and PCDEM upon request. 

[Rules 62-4.070(3) and 62-4.160, F.A.C.]

43.  Supporting Documentation Recordkeeping - The permittee shall retain, at the facility, supporting documentation, i.e., (MSD sheets, purchase orders, etc.) for all solvents used on site.  The permittee shall maintain records to support the quantity of VOC and HAP disposed, reused, and recycled.  All records shall be maintained for at least three (3) years and be made available for inspection by the Department and/or PCDEM Upon Request.  [Rule 62-4.070(3), F.A.C.]

44.  VOC and HAP Emissions - Documentation of VOCs and HAPs emitted, such as during cleanup, will use a mass balance method to determine emissions (amount used minus amount collected for disposal or recycle) or other Department and PCDEM approved procedure and/or commonly accepted engineering method.  [Rule 62-4.070(3), F.A.C.]

**************************************

EMISSION UNIT NOS.: 006 & 007 

45.  Fuel Usage and Maximum Heat Input Rate – In accordance with the BACT determination dated December 6, 1999, each boiler shall be fired with natural gas (primary fuel) or propane (back-up fuel) at a maximum heat input rate of 12.6 mmBTU/Hour.  

[Rules 62-4.070(3) and 62-296.406, F.A.C.]

46.  Visible Emissions (VE) Limit – Visible emissions from each boiler shall not exceed 20% opacity except for one (1) six-minute period per hour during which opacity shall not exceed 27%.  [Rule 62-296.406(1), F.A.C.]

47.  Boiler Labeling – Each boiler shall be clearly labeled with its correct E.U. No. (006 or 007). [Rule 62-4.070(3), F.A.C.]

48.  VE Testing - Test each boiler for visible emissions at five (5) year intervals from the baseline date of December 20, 1999.  The test conducted at five (5) year intervals shall be conducted within sixty (60) days prior to or on the date of December 20.  If the last visible emission test was conducted at a rate less than 90% of the maximum permitted heat input rate (12.6 mmBTU/Hour), it will automatically constitute an amended permit at that lesser rate plus 10%.  Within thirty (30) days of that lower amended heat input rate being exceeded by more than ten (10%), a new compliance test shall be conducted at the higher rate.  The test results shall be submitted to the Southwest District Office of the Department within forty-five (45) days of testing.  Acceptance of the test by the Department will automatically constitute an amended permit at the higher tested rate plus 10%, but in no case shall the maximum heat input rate of 12.6 mmBTU/Hour be exceeded.   

[Rules 62-297.310(7) and 62-297.310(8)(b), F.A.C.]

49.  VE Test Method – The visible emission test for each boiler shall be conducted in accordance with DEP Method 9 and each visible emission test period shall be conducted for a minimum of sixty (60) minutes.  The visible emission test observation period shall include the period during which the highest opacity emissions can reasonably be expected to occur.  The minimum requirements for stationary point source emission test procedures and reporting shall be in accordance with Chapter 62-297, F.A.C.  Each test report shall indicate the type of fuel used and the heat input rate, in MMBTU/hour, to the boiler during the test.  

[Rules 62-297.401(9)(c) and 62-297.310(4)(a)2., F.A.C.]

50.  Recordkeeping - The permittee shall record and maintain at the facility for each boiler the following records:

A. Amounts of each fuel combusted during each day.

B. Monthly fuel usage for each type of fuel.

These records shall be kept at the facility for at least three (3) years and shall be available for inspection by the Department and/or PDCEM upon request. 

[40 CFR 60.48c(g) and (i); Rules 62-204.800(7) and 62-4.070(3), F.A.C.]
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