AIR CONSTRUCTION PERMIT 

July 16, 2012
CERTFIED MAIL: 7006 0810 0000 7059 8416
RETURN RECEIPT REQUESTED
Permittee
	Noven Pharmaceuticals, Inc.
11960 SW 144 Street
Miami, FL 33186
Authorized Representative:

Mr. Richard Gilbert, Vice President Operations
	Air Permit No. 0250616-012-AC
Permit Expires:  July 15, 2013
Noven Pharmaceuticals Minor Source Air Construction Permit

Installation of Coating Line & a Dust Collector 


PROJECT
This is the final air construction permit No. 0250616-012-AC, which authorizes the installation of a coating line and a Donaldson Torit dust collector at the facility.  The proposed work will be conducted at the Noven Pharmaceuticals, Inc. facility which engages in the manufacturing of transdermal patches (Standard Industrial Classification No. 2834).  The facility is located in Miami-Dade County at 11960 SW 144th Street, Miami, Florida 33186.  The UTM coordinates are Zone 17, 561.5 km East, and 2835.1 km North.  
This final permit is organized by the following sections.
Section 1.  General Information

Section 2.  Administrative Requirements

Section 3.  Emissions Unit Specific Conditions

Section 4.  Appendices

Because of the technical nature of the project, the permit contains numerous acronyms and abbreviations, which are defined in Appendix A of Section 4 of this permit.

STATEMENT OF BASIS
This air pollution construction permit is issued under the provisions of:  Chapter 403 of the Florida Statutes (F.S.) and Chapters 62-4, 62-204, 62-210, 62-212, 62-296 and 62-297 of the Florida Administrative Code (F.A.C.).  The permittee is authorized to conduct the proposed work in accordance with the conditions of this permit.  This project is subject to the general preconstruction review requirements in Rule 62-212.300, F.A.C. and is not subject to the preconstruction review requirements for major stationary sources in Rule 62-212.400, F.A.C. for the Prevention of Significant Deterioration (PSD) of Air Quality.

Upon issuance of the final permit, any party to this order has the right to seek judicial review of it under Section 120.68 of the Florida Statutes by filing a notice of appeal under Rule 9.110 of the Florida Rules of Appellate Procedure with the clerk of the Department of Environmental Protection in the Office of General Counsel (Mail Station #35, 3900 Commonwealth Boulevard, Tallahassee, Florida, 32399-3000) and by filing a copy of the notice of appeal accompanied by the applicable filing fees with the appropriate District Court of Appeal. The notice must be filed within 30 days after this order is filed with the clerk of the Miami-Dade County Department of Regulatory and Economic Resources (RER), Division of Environmental Resources Management, Air Quality Management.
Executed in Miami-Dade County, Florida

__________________________________
______________
H. Patrick Wong, Chief
(Date)


Air Quality Management 
CERTIFICATE OF SERVICE

The undersigned duly designated deputy agency clerk hereby certifies that this Final Air Permit package (including the Final Determination and Final Permit) was sent by Certified U.S. mail and/or electronic mail (or a link to these documents made available electronically on a publicly accessible server) with received receipt requested before the close of business on __________________ to the persons listed below.
Richard Gilbert, VP Operations, Noven Pharmaceuticals, Inc., 11960 SW 144 Street, Miami, FL 33186
James Show, VP Engineering, Grove Scientific & Engineering Co., 6140 Edgewater Drive, Suite F, Orlando, FL 32810 [J_SSHOW@bellsouth.net]
Lennon Anderson, P.E., Florida Department of Environmental Protection, Southeast District Office


[Lennon.Anderson@dep.state.fl.us]

Clerk Stamp

FILING AND ACKNOWLEDGMENT FILED, on this date, pursuant to Section 120.52(7), Florida Statutes, with the designated agency clerk, receipt of which is hereby acknowledged.

________________________________
_____________
(Clerk)
(Date)
Facility and Project Description
Existing Facility
The Noven Pharmaceuticals, Inc. facility operates a transdermal patch manufacturing facility in Miami, Florida.  
The existing facility consists of the following emissions units.
	Facility ID No. 0250616

	ID No.
	Emission Unit Description

	001
	Pharmaceutical Adhesive Coating Process – the “East Coater” with Glenro Thermal Oxidizer

	003
	R&D Coater in Corporate Building

	005
	Pharmaceutical Adhesive Coating Process – the “West Coater” with Glenro REGENEX Regenerative Thermal Oxidizer

	006
	One (1) Pharmaceutical Adhesive Coating Process
The “Daytrana Coaters;” Coater #1 – Unit controlled by an Alliance Regenerative Thermal Oxidizer (RTO)


Proposed Project
Noven Pharmaceuticals, Inc. proposes to install a coating line and one (1) dust collector at their facility.  This project will install the following emissions unit.
	Facility ID No. 0250616

	ID No.
	Emission Unit Description

	007
	USGP (US Gel Patch) Coater:
Controlled by One (1) Donaldson Torit Pulse-Jet Dust Collector




Facility Regulatory Classification

· The facility is not a major source of hazardous air pollutants (HAP).

· The facility has no units subject to the acid rain provisions of the Clean Air Act (CAA).

· The facility is not a Title V major source of air pollution in accordance with Chapter 213, F.A.C.

· The facility is not a major stationary source in accordance with Rule 62-212.400(PSD), F.A.C.
· The facility is a Synthetic Minor, Non Title V Source of air pollution. 

1. Permitting Authority:  The permitting authority for this project is the Miami-Dade County Department of Regulatory and Economic Resources (RER), Division of Environmental Resources Management, Air Quality Management.  The RER’s mailing address is:  701 NW 1 Court, Suite 400, Miami, Florida 33136.  The RER’s telephone number is 305/372-6925.  All documents related to applications for permits to operate an emissions unit shall be submitted to the RER, Division of Environmental Resources Management, Air Quality Management.
2. Compliance Authority:  All documents related to compliance activities such as reports, tests, and notifications shall be submitted to the RER, Division of Environmental Resources Management, Air Quality Management.  The mailing address of the RER, Division of Environmental Resources Management, Air Quality Management is: 701 NW 1 Court, Suite 400, Miami, Florida 33136.  The RER, Division of Environmental Resources Management, Air Quality Management’s telephone number is 305/372-6925.
3. Appendices: The following Appendices are attached as part of this permit:

a. Appendix A.  Citation Formats and Glossary of Common Terms;

b. Appendix B.  General Conditions;
c. Appendix C.  Common Conditions;
d. Appendix D. Common Testing Requirements. (if applicable)
4. Applicable Regulations, Forms and Application Procedures:  Unless otherwise specified in this permit, the construction and operation of the subject emissions units shall be in accordance with the capacities and specifications stated in the application.  The facility is subject to all applicable provisions of: Chapter 403, F.S.; and Chapters 62-4, 62-204, 62-210, 62-212, 62-213, 62-296, 62-297, F.A.C. and Chapter 24, Code of Miami Dade County.  Issuance of this permit does not relieve the permittee from compliance with any applicable federal, state, or local permitting or regulations.
5. New or Additional Conditions:  For good cause shown and after notice and an administrative hearing, if requested, the RER or Florida Department of Environmental Protection (FDEP) may require the permittee to conform to new or additional conditions.  The RER or FDEP shall allow the permittee a reasonable time to conform to the new or additional conditions, and on application of the permittee, the RER or FDEP may grant additional time.  
[Rule 62-4.080, F.A.C.]
6. Modifications:  The permittee shall notify the RER upon commencement of construction.  No new emissions unit shall be constructed and no existing emissions unit shall be modified without obtaining an air construction permit from the RER.  Such permit shall be obtained prior to beginning construction or modification.  
[Rules 62-210.300(1) and 62-212.300(1)(a), F.A.C.]
7. Source Obligation:
(a)
At such time that a particular source or modification becomes a major stationary source or major modification (as these terms were defined at the time the source obtained the enforceable limitation) solely by virtue of a relaxation in any enforceable limitation which was established after August 7, 1980, on the capacity of the source or modification otherwise to emit a pollutant, such as a restriction on hours of operation, then the requirements of subsections 62-212.400(4) through (12), F.A.C., shall apply to the source or modification as though construction had not yet commenced on the source or modification.

(b)
At such time that a particular source or modification becomes a major stationary source or major modification (as these terms were defined at the time the source obtained the enforceable limitation) solely by exceeding its projected actual emissions, then the requirements of subsections 62-212.400(4) through (12), F.A.C., shall apply to the source or modification as though construction had not yet commenced on the source or modification.
[Rule 62-212.400(12), F.A.C.]
8. Application for Air Operation Permit:  This permit authorizes construction and/or installation of the permitted emission unit(s) and initial operation to determine compliance with the FDEP and the RER rules.  An operation permit is required for regular operation of the permitted emission units.  The owner or operator shall apply for and receive an operation permit prior to expiration of this permit.  An application for an operation permit shall be submitted to the Miami-Dade County Department of Regulatory and Economic Resources, Division of Environmental Resources Management, Air Quality Management.  To apply for an operation permit, the applicant shall submit the appropriate application fee and, in triplicate, the appropriate application form, a certification that construction was completed with a notation of any deviations from the conditions on the construction permit, compliance test results, and such additional information as the RER may by law require. 

[Rule 62-4.030, 62-4.050, 62-4.220, and 62-210.300 F.A.C.]
9. Extension of This Permit:  The expiration date of this construction permit may be extended upon request of the owner or operator and submission of the appropriate fee to the Miami-Dade County Department of Regulatory and Economic Resources, Division of Environmental Resources Management, Air Quality Management at least 60 days prior to the expiration date of this permit. 


[Rule 62-4.030, 62-4.050, 62-4.070(3), and 62-4.220 F.A.C.]
10. Annual Operating Report Required:  The Annual Operating Report (DEP Form No. 62-210.900(5)) shall be completed each year and submitted to the Miami Dade County Department of Regulatory and Economic Resources, Division of Environmental Resources Management, Air Quality Management or submitted electronically to the FDEP by April 1 of the following year.
[Rule 62-210.370(3) F.A.C.]
11. Waste Disposal:  The owner or operator shall treat, store, and dispose of all liquid, solid and hazardous wastes in accordance with all applicable Federal, State and Local regulations.

This section of the permit addresses the following emissions unit.
	Emissions Unit

Number
	Emissions Unit Description

	007

	USGP (US Gel Patch) Coater:
Coater Controlled by One (1) Pulse-Jet Dust Collector
Manufacturer:  Donaldson Torit
Model No.:  DFO 3-6
Filter Type:  Ultra Web cartridges

Filter Efficiency:  MERV 15 (95%)

Filter Area:  1,140 ft2 

Air-to-Cloth Ratio:  2.8

Capacity:  3,600 cfm

Maximum SP:  -14 in WC



EQUIPMENT
1. Equipment Name: The permittee is authorized to install the following equipment: a Coater and Donaldson Torit Model No. DFO 3-6 pulse-jet dust collector.  
[Application No. 0250616-012-AC]
Performance Restrictions and Emissions Standards 
2.
Visible Emissions: The permittee shall not cause, let, permit, suffer or allow to be discharged into the atmosphere the emissions of air pollutants from any activity, the visible emissions of which is equal to, or greater than 20% opacity.


[Rule 62-296.320(4)(b) F.A.C.]

TIME PERIODS BELOW SHOULD BE ONE OF: consecutive 12-month period, consecutive 365-day period, month, day -- DO NOT USE year!
3.
Hours of Operation: The referenced emission unit(s) may operate 24 hours/day, 7 days/week for 52 weeks/year resulting in a total of 8,760 hrs/year.

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

4
Facility Wide Volatile Organic Compounds Emissions: Facility-wide total emissions of volatile organic compounds (VOC), including hazardous air pollutants (HAP), shall not equal or exceed 100 tons in any consecutive 12-month period. 


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

5.
VOC Emission Limiting Standards:  No owner or operator of a fabric coating line or a vinyl coating line subject to Rule 62-296.504, F.A.C., may cause, allow, or permit the discharge into the atmosphere of any volatile organic compounds in excess of 3.8 pounds per gallon of coating (0.46 kilograms per liter), excluding water, delivered to a coating applicator from a vinyl coating line.

[Rule 62-296.504(2)(a)2, F.A.C.]  

6.
Vinyl Coating Emissions Limits:  The permittee shall achieve the required emissions limiting standards under Rule 62-296.504(2) by: 

a. The application of low solvent content coating technology; or
b. Incineration, provided that 90 percent of the volatile organic compounds (VOC measured as total combustible carbon) which enter the incinerator are oxidized to carbon dioxide and water.

[Rule 62-296.504(3) F.A.C.]

7.
Facility-Wide Hazardous Air Pollutant Emissions: Facility-wide total emissions of all hazardous air pollutants (HAP) shall not equal or exceed 25 tons in any consecutive 12-month period.


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

8.
Facility-Wide Individual HAP Emissions: Facility–wide total emissions of any individual hazardous air pollutant (HAP) shall not equal or exceed 10 tons in any consecutive 12-month period.


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

Monitoring Requirements, RECORDS AND REPORTS

9.
VOC Content and Emissions:  The owner or operator shall determine the VOC content of all materials, including solvents, and shall monitor the usage of such materials at the referenced emission unit(s), by recording and maintaining the following information: SUBSTITUTE DAILY AND 365-DAY TOTAL IF APPROPRIATE
a.
The VOC content for each material containing or emitting VOC.

b.
The material utilization rate on a monthly basis, for all materials containing or emitting VOC used at    the referenced emission unit(s).

c.
The total monthly VOC emission rates for each material, calculated from the monthly material utilization rates and the VOC content, calculated for the preceding month no later than 10 days after the end of that month.

d. A rolling consecutive 12-month total emission rate for VOC, calculated from the monthly totals for the previous twelve calendar months.


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

10.
Individual & Total HAP Content and Emissions:  The owner or operator shall determine the total and individual HAP contents of all materials, including solvents, and shall monitor the usage of such materials at the referenced emission unit(s), by recording and maintaining the following information:   SUBSTITUTE DAILY AND 365-DAY TOTAL IF APPROPRIATE
a.
The individual and total HAP contents for each material containing or emitting HAP.

b.
The material utilization rate on a monthly basis, for all materials containing or emitting HAP used at the referenced emission unit(s).

c.
The individual and total monthly HAP emission rates for each material, calculated from the monthly material utilization rates and the individual and total HAP content, calculated for the preceding month no later than 10 days after the end of that month.

d.
A rolling consecutive 12-month total emission rate for individual and total HAP, calculated from the monthly totals for the previous twelve calendar months.

[Rule 62-4.070(3) F.A.C]  INSERT PART III B, C, D, ETC. FOLLOWING PART III A
11.
Record keeping and recycling: The permittee shall maintain a log of the amount of chemicals manifested to recyclers, the manufacturer, or the dump.

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

12.
Supporting Documentation:  The permittee shall maintain supporting documentation, such as Material Safety Data Sheets, purchase orders, usage and disposal records, etc., and shall include sufficient information to determine compliance.  

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