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[ Key Pharmaceuticals, inc.
I‘- 50 N.W. 176th Street
Miami, Florida 33169-1307

(305) 654-2200
Telex: 808235
October 26, 1987
Mr., C.H.Fancy, P.E., Deputy Chlef
Bureau of Alr Quallty Management
Twin Towers Office Bullding
2600 Blair Stone Road ) ] :
Tallahassee, FL 32301-8241 7?:35ﬁch Qopef <0 e

RE: Permit No. AC 13-128475 and AC 13-129895 %ubd/

K
Dear Mr. Fancy:

This letter Is to [nform your department that Key Pharmaceutl-
cals, Inc. Intends to 1let the above referenced permits explre
without requesting an operating permlt. This action Is due to a
lack in production capaclity demand.

Should you have any guestlions or comments please don't heslitate
to call me at (305) 654-2240.

Slncerely,

AT ol

Thomas W. Flachmeyerfjﬁanager
Environmental Englneering and
Waste Management
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Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307

(305) 654-2200
DER

Telex: 808235
MAR 19 1987

March 17, 1987 BAQM

Mr. C.H. Fancy, P.E.

Deputy Chief

Bureau of Air Quality Management

State of Florida

Department of Environmental Regulations
2600 Blair Stone Road

Tallahassee, FL 32399-2400

RE: PERMIT NO. AC 13-128475
Dear Mr. Fancy:

Key Pharmaceuticals is in receipt of the above referenced permit. A1l conditions set forth in the permit
are acceptable to Key Pharmaceuticals. The permit is therefore accepted in full.

Should you have any questions please contact me at (305) 654-2240.

Sincerely,

L)y

Thomas W. Flachmeyer, Manager
Environmental Engineering and
Waste Management

TWF/db
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P 408 531 171
RECEIPT FOR CERTIFIED MAIL

NO INSURANCE COVERAGE PROVIDED—
NOT FOR tNTERNATlONAL MAIL

{See Reverse)

seﬁtft? James R. Confr?y

Stl «at and No.

Sb8-Lby €861 AInp ‘LLBE W04 Sd

P.O., State end ZIP Qode

Pomge $

Cortified Feso
s

Special Delivery Fes

Restricted Delivery Foa

Raturn Recelpt Showing )
to whom and Date Delivered i

Return Receipt Showing to whom,
Date, and Address of Delivery -

\TOTAL Postogs and Foas $

Postmark or Date

3/5/87

~

PS Form 3800, Feb. 1982

1413338 NHNAL3Y D1LS3IN0Q

@ SENDER: Complete items 1, 2, 3 and 4.

Put your address in the "RETURN TO’’ space on the
reverse side. Failure 10 do this will prevent this card from |
being returned to you. The return receipt fee will provide
you the name ot the person delivered to and the date of
delivery. For additional fees the following services are
available. Consult postmaster for faes and check box (es)

for service(s) requested.

1. 0 show to whom, date and address of delivery.

2. ] Restricted Detivery.

3. Article Addressed to:
Mr. James R. Confroy

Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, FL 33169

4. Type of Service: Article Number

O Registered {1 insured

Certified (7 cop P 408 531 171
ExpreSs Mait :

Always obtain signature of addressee or agent and
DATE'DELIVERED. s

5. Signature — Addressee

X -~

6. Signature - A [
X .

7. Date of.B¢livery

MAR 101987 <

8. Addressee’s Address (ONLY if requested and fee paid)




STATE OF FLORIDA
DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB MARTINEZ
GOVERNOR

DALE TWACHTMANN
SECRETARY

TWIN TOWERS OFFICE BUILDING
2600 BLAIR STONE ROAD
TALLAHASSEE, FLORIDA 32399-2400

STATE OF FLORIDA
DEPARTMENT OF ENVIRONMENTAL REGULATION
NOTICE OF PERMIT

Mr. James R. Confroy
Vice President Operations
Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169

February 27, 1987

Enclosed is Permit Number AC 13-128475 to Key Pharmaceutlcals,
Inc. which authorizes the manufacture of six lots per year of
Drug 0420 tablets at your pharmaceutical plant in Miami, Dade
‘County, Florida. This permit is issued pursuant to Section 403,
Florida Statutes.

Any Party to this permit has the right to seek judicial review of
the permit pursuant to Section 120.68, Florida Statutes, by the
filing of a Notice of Appeal pursuant to Rule 9.110, Florida
Rules of Appellate Procedure, with the Clerk of the Department in
the 0ffice of General Counsel, 2600 Blair Stone Road,

Tallahassee, Florida 32399-2400; 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 of Appeal
must be filed within 30 days from the date this permit is filed
with the Clerk of the Department.

Executed in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMENT
OF VIRONMENTAIL REGULATION

C. H. Fancy, P.E.

Deputy Chief

Bureau of Air Quality
Management

Copies furnished to:
John N. Wells, P.E.

-Patrick Wong
Isidore Goldman

. Protecting Florida and Your Quality of Life
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CERTIFICATE OF SERVICE

This is to certify that this NOTICE OF PERMIT and all
copies were mailed before the close of business on 7Js/4. 7 /7Y7
to the listed persons.

FILING AND ACKNOWLEDGEMENT
FILED, on this date, pursuant to
§120.52(9), Florida Statutes, with
the designated Department Clerk,
receipt of which is hereby
acknowledged.

%/inbé@u L s Phgsad, <1577

Clerk Date’




Final Determination

Key Pharmaceuticals, Inc.
Miami, Florida
Dade County

Manufacture of Drug 0420 Tablets
File No: AC 13-128475

Florida Department of Environmental Regulation
Bureau of Air Quality Management
Central Air Permitting

February 25, 1987
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Final Determination

The Technical Evaluation and Preliminary Determination for the
manufacture of Drug 0420 tablets by Key Pharmaceuticals, Inc. in
Miami, Dade County, Florida facility was distributed on January
26, 1987. Copies of the evaluation were available for public
inspection at Dade County's Department ‘'of Environmental Resources
Management, and the department's offices in West Palm Beach and
Tallahassee. The Notice of Proposed Agency Action on the permit
application was published in The Miami News on January 29, 1987.

No comments were submitted on the proposed project. The final
action of the department will be to issue the permit to construct
as proposed in the Technical Evaluation and Preliminary
Determination.



TWIN TOWERS OFFICE BUILDING
2600 BLAIR STONE ROAD
TALLAHASSEE. FLORIDA 32399-2400

STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB MARTINEZ
GOVERNOR

DALE TWACHTMANN
SECRETARY

PERMITTEE: Permit Number: AC 13-128475

Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987
50 NW 176th Street County: Dade . (-
Miami, Florida 33169-1307 Latitude/Longitude: 25° 56' 03" N

80° 11' 42" W
Project: Manufacture of Drug 0420

This permit is issued under the provisions of Chapter 403,
Florida Statutes, and Florida Administrative Code Rule(s) 17-2 and
17-4. 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:

Authorization to manufacture 6 lots per year (approximately 517
lbs/lot) of Drug 0420 tablets with existing pan coating, granulation,
wet sizing, drying, dry sizing, blending, compression, and packaging
process equipment which uses dust collectors to control air
pollution. This equipment is located at the pharmaceutical plant at
50 NW 176 Street, Miami, Florida. The UTM coordinates of this plant
are zone 17, 579.9 km E and 2868.4 km N.

The operation shall be in accordance with the attached permit

application, plans, documents and drawing except as noted in the
specific conditions of this permit.

Attachments:

1. Application to Construct Air Pollution Sources, DER form
17-1.202(1), received December 8, 1986.

2. Key Pharmaceuticals, Inc. letter dated December 12, 1986,

Protecting Florida and Your Quallty of Life



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

1. The terms, conditions, requirements, limitations, and restric-
tions set forth herein are "Permit Conditions" and as such are
binding upon the permittee and enforceable pursuant to the authority
of Sections 403.161, 403.727, or 403.859 through 403.861, Florida
Statutes. The permittee is hereby placed on notice that the depart-
ment will review this permit periodically and may-initiate enforce-
ment action for any violation of the "Permit Conditions" by the
permittee, its agents, employees, servants or representatives.

2. This permit is valid only for the specific processes and opera-
tions applied for and indicated in the approved drawings or exhibits,
Any unauthorized deviation from the approved drawings, exhibits,
specifications, or conditions of this permit may constitute grounds
for revocation and enforcement action by the department.

3. As provided in Subsections 403.087(6) and 403.722(5), Florida
Statutes, the issuance of this permit does not convey any vested
rights or any exclusive privileges. ©Nor does it authorize any injury
to public or private property or any invasion of personal rights, nor
any infringement of federal, state or local laws or regulations.

This permit does not constitute a waiver of or approval of any other
department permit that may be required for other aspects of the total
project which are not addressed in the permit.

4. This permit conveys no title to land or water, does not consti-
tute state recognition or acknowledgement of title, and does not
constitute authority for the use of submerged lands unless herein
provided and the necessary title or leasehold interests have been
obtained from the state. Only the Trustees of the Internal
Improvement Trust Fund may express state opinion as to title.

5. This permit does not relieve the permittee from liability for
harm or injury to human health or welfare, animal, plant or aquatic
life or property and penalties therefore caused by the construction
or operation of this permitted source, nor does it allow the
permittee to cause pollution in contravention of Florida Statutes and
department rules, unless specifically authorized by an order from the
department.

Page 2 of 6



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

6. The permittee shall at all times properly operate and maintain
the facility and systems of treatment and control (and related
appurtenances) that are installed or used by the permittee to achieve
compliance with the conditions of this permit, as required by
department rules. This provision includes the operation of backup or
auxiliary facilities or similar systems when necessary to achieve
compliance with the conditions of the permit and when required by
department rules.

7. The permittee, by accepting this permit, specifically agrees to
allow authorized department personnel, upon presentation of creden-
tials or other documents as may be required by law, access to the
premises, at reasonable times, where the permitted activity is loca-
ted or conducted for the purpose of:

a. Having access to and copying any records that must be
kept under the conditions of the permit;

b. Inspecting the facility, equipmént, practices, or
operations regulated or required under this permit; and

c. Sampling or monitoring any substances or parameters at
any location reasonably necessary to assure compliance
with this permit or department rules,

Reasonable time may depend on the nature of the concern being
investigated. ’

8. If, for any reason, the permittee does not comply with or will
be unable to comply with any condition or limitation specified in
this permit, the permittee shall immediately notify and provide the
department with the following information:

a. a description of and cause of non-compliance; and

b. the period of noncompliance, including exact dates and
times; or, if not corrected, the anticipated time the
noncompliance is expected to continue, and steps being
taken to reduce, eliminate, and prevent recurrence of the
noncompliance.

Page 3 of 6



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

The permittee shall be responsible for any and all damages
which may result and may be subject to enforcement action by
the department for penalties or revocation of this permit.

9. In accepting this permit, the permittee understands and
agrees that all records, notes, monitoring data and other
information relating to the construction or operation of this
permitted source, which are submitted to the department, may be
used by the department as evidence in any enforcement case
arising under the Florida Statutes or department rules, except
where such use is proscribed by Sections 403.73 and 403.111,
Florida Statutes.

10. The permittee agrees to comply with changes in department
rules and Florida Statutes after a reasonable time for B
compliance, provided however, the permittee does not waive any
other rights granted by Florida Statutes or department rules.

11. This permit is transferable only upon department approval
in accordance with Florida Administrative Code Rules 17-4.12
and 17-30.30, as applicable. The permittee shall be liable for
any non-compliance of the permitted activity until the transfer
is approved by the department.

12. This permit is required to be kept at the work site of the
permitted activity during the entire period of construction or
operation. '

13. This permit also constitutes:

( ) Determination of Best Available Control Technology (BACT)

( ) Determination of Prevention of Significant Deterioration
(PSD)

( ) Compliance with New Source Performance Standards.

14. The permittee shall comply with the following monitoring and
record keeping requirements: A

a. Upon request, the permittee shall furnish all records
and plans required under department rules. The reten-
tion period for all records will be extended
automatically, unless otherwise stipulated by the
department, during the course of any unresolved
enforcement action.

Page 4 of 6



PERMITTEE: . Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

b. The permittee shall retain at the facility or other
location designated by this permit records of all
monitoring information (including all calibration and
maintenance records and all original strip chart
recordings for continuous monitoring instrumentation),
copies of all reports required by this permit, and
records of all data used to complete the application for
this permit. The time period of retention shall be at
least three years from the date of the sample,
measurement, report or application unless otherwise
specified by department rule.

c. Records of monitoring information shall include:

- the date, exact place, and time of samp.ing or
measurements;

- the person responsible for performing the sampling or
measurements;

- the date(s) analyses were performed;

- the person responsible for performing the analyses:

- the analytical techniques or methods used; and

- the results of such analyses.

15. Wwhen requested by the department, the permittee shall within a
reasonable time furnish any information required by law which is
needed to determine compliance with the permit. If the permittee
becomes aware that relevant facts were not submitted or were
incorrect in the permit application or in any report to the depart-
ment, such facts or information shall be submitted or corrected
promptly.

SPECIFIC CONDITIONS:
1. Production shall not exceed 6 lots of Drug 0420 (approximately 517
lbs/lot) in any calendar year without prior approval of the department

(Bureau of Air Quality Management).

2. Production of these drugs is limited to 312 hours per calendar year
unless additional operation time is approved by the department (BAQM).

3. Visible emissions from the process equipment and dust collectors
for this operation shall not exceed 5 percent opacity as determined by
Method 9 which is described in 40 CFR 60, Appendix A.

Page 5 of 6



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

SPECIFIC CONDITIONS:

4. Volatile organic compounds emission from this process, as
determined by a raw material balance, shall be calculated on a daily
basis and not exceed 0.45 TPY.

5. This process shall not cause, suffer, allow or permit the
discharge of air pollutants which cause or contribute to an
objectionable odor.

6. These drugs shall not be manufactured unless the dust collection
systems are operating properly.

7. The permittee shall submit a report within 90 days prior to-the
expiration of this permit verifying that manufacturing of Drug 0420
did not exceed the limits specified in this permit. The permittee
may continue to operate in compliance with all terms of this
construction permit until its expiration date.

8. The permittee shall submit an application for the permit to
operate to the department (Southeast Florida District) 90 days prior
to the expiration of this permit if it is planned to manufacture
additional lots of Drug 0420 with the existing equipment.

K / >
Issued this Zb day o%, 1957

STATE OF FLORIDA DEPARTMENT OF
ENVIRONMENTAL REGULATION

P
Vi /% }éﬁzzgzéaé%&%ky

/DaYe Twachtmann, Secretary

pages attached

Page 6 of 6



, State of Florida _
DEPARTMENT OF ENVIRONMENTAL REGULATION

Imterofiffice IMemoramndlum

FOR ROUTING TO OTHER THAN THE ADDRESSEE

To. Locyw
To: Locw

TO: Dale Twachtmann To: Loc: .
7 V Frosa: _ DaTu:

THRU: Howard Rhodesw’w Y s"@“‘ﬁ';}{‘;??_;'*'ff'f y

. 3 L.};J ' ;‘;’ i
. Clai ‘ w2 T Y&
FROM: Clair Fancy (£ !&

DATE: February 25, 1987 , FEB 25 1987

UBJ: r 1 of Air structi rmit’ -
SUBJ Approval of A Con uction Permi Office of the Secretary

Attached for your approval and signature is one air construction
permit to Key Pharmaceuticals, Inc. to authorize the manufacture
of Drug 0420 tablets at the applicant's facility in Miami, Dade
County, Florida. There have been no controversies regarding this
permit. '

Day 90, after which the permit would be issued by default, is
April 18, 1987.

The bureau recommends your approval and signature. ~
CF/ks

Attachment



Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 654-2200

Telex: 808235

DER

February &, 1987 FER

J 1987

SAQM

Mr. C.H. Fancy, Deputy Chief

Bureau of Air Quality Management
State of Florida, Dept. of Env. Reg.
2600 Blairstone Road

Twin Towers Building

Tallahassee, FL 32301-8241

Re: Construction Permit AC13-128475

Dear Mr. Fancy:

As per the construction permit requirements, the public notice announcement for the above-referred
permit was placed in the legal section of the Miami News on January 29th, 1987. Therefore, the fourteen
(14) day public notice period should end February 14, 1987,

Attached please find a copy of the notice plus a 3 page copy of the original page of the notice. Key
Pharmaceuticals personnel has received the draft permit. There are no objections to the conditions of
the permit. The permit is accepted in full,

Very truly yours,

7/%?77@0 V274 //ddﬁmay,ac

Thomas W. Flachmeyer
Manager, Environmental Engineering/
Waste Managemesnt

TWF:11c



THE MIAMI NEWS

A COX NEWSPAPER
PUBLISHED DAILY
MIAMI — DADE — FLORIDA
STATE OF FLORIDA
COUNTY OF DADE:

Before the undersigned authority personally appeared

Ann Martula

who on oath says that he/she is

Front Office Manager
o!TheanmiNcws,admly newspaper published at
Miami in Dade County, Flonda, that the attached copy of

adnrtmment was published in said newspaper in the
issues o!

January 29, 1987

Affiant further says that the said The Miami News is a
newspaper published at Miami, in the said Dade County,
Florida, and that the said newspaper has heretofore been

continuously published in said Dade County, Florida, -

each day and has been entered as second class mail mat-
ter at-the post office in Miami, in said Dade County,
Florida, for a period of one year next preceding the first
publication of the attached copy of advertisement; and
affiant further says that he has neither paid nor pro-
mised any person, firm or corporation any discount,
rebate, commission or refund for the purpose of securing
t'lus advertise i

Sworn to and subscribed hefore me this 29

day of ..Zal........ A.D. 19
My commission expires.... ./%@(

E12
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SURANCE ' COVERAGE PROV!
o NOT FOR INTERNATIONAL MAIL

' (See Reverse)

spit' Thomas W.

F.0., Stote and ZIP Code

Cortified F&o

SpeclalhDellvery Fee ,

Restricted Delivery Foeo
ing

Return "Recoipt Show

to whom and Date Delivered

Return Receipt Showmg [} whom

Date, and Address of Dehvery .

N
. % [ ToTAL Postage snd Fees

Ry -
@ | Postmark of Oate .

1-26-87

PS Form 3800,
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1
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. SENDER: Complete items 1, 2, 3 and 4.

Put your address in the “RETURN TQO’ space on the
reverse side. Failure to do this will prevent this card from
being returned to you. The return receipt fee will provide - -
you the name of the person delivered to and the date of
delivery. For additional fees the following services are
available. Consuit postmaster for fees and check box{es)
for servite(s) requested.

1. O show to whom, date and address of delivery.

2. [ Restricted Delivery.

3. Article Addressed to:

Mr. Thomas W. Flachmeyer

Key Pharmaceuticals, Inc.
50 Northwest 176th Street
Miami, Florida

4. Type of Service: Article Number

[ Registered [ Insured
1A Certitied L[] COD
{3 Express Mait

A

P 408 531 141

Always obtain signature ot addressee or-agent and
DATE DELIVERED.

5. Signature — Addressee ’
X //

6. Signature — Aget

X




STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

% BOB MARTINEZ
E GOVERNOR
TWIN TOWERS OFFICE BUILDING
2600 BLAIR STONE ROAD
TALLAMASSEE. FLORIDA 32399-2400

'9 DALE TWACHTMANN
SECRETARY

January 23, 1987

CERTIFIED MAIL-RETURN RECEIPT REQUESTED

Mr. James R. Confroy
Vice President Operations
Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169

Dear Mr. Confroy:

Attached is one copy of the Technical Evaluation and
Preliminary Determination, and proposed permit to manufacture 6
lots per year of Drug 0420 tablets at your pharmaceutical plant in
Miami, Dade County, Florida.

Please submit, in writing, any comments which you wish to
' " have considered concerning the department's proposed action to
Mr. Bill Thomas of the Bureau of Air Quality Management.

Sincerely,
' H
~
C;%7t<:§¢%«/‘°]
C. H. Fancy, P.E.
Deputy Chief

Bureau of Air Quality
Management

CHF/pa
Attachments
cc: John N. Wells, P.E.

Patrick Wong
Isidore Goldman

Protecting Florida and Your Quality of Life




State of Florida
Department of Environmental Regulation
Notice of Intent

; The Department gives notice of its intent to issue a permit
to Key Pharmaceuticals, Inc. to manufacture 6 lots per year
(approximately 517 lbs/lot) of Drug 0420 tablets with existing
pan coating, granulation, wet sizing, drying, dry sizing,
blending, compression, and packaging process equipment which uses
dust collectors to control air pollution. This equipment is
located at the pharmaceutical plant at 50 N.W, 176th Street,
Miami, Dade County, Florida. A determination of best available
‘control technology (BACT) was not required.

Persons whose substantial interests are affected by the
Department's proposed permitting decision may petition for an
administrative determination (hearing) in accordance with Section
120.57, Florida Statutes. The petition must conform to the
requirements of Chapters 17-103 and 28-5, Florida Administrative
Code, and must be filed (received) in the Department's Office of
General Counsel, 2600 Blair Stone Road, Twin Towers Office
Building, Tallahassee, Florida 32399-2400, within fourteen (14)
days of publication of this notice. Failure to file a petition
within this time period constitutes a waiver of any right such
person has to request an administrative determination (hearing)
under ‘Section 120.57, Florida Statutes. :

If a petition is filed, the administrative hearing process
is designed to formulate agency action. Accordingly, the
Department's final action may be different from the proposed
agency action. Therefore, persons; who may not wish to file a
petition may wish to intervene in the proceeding. A petition for
~intervention must be filed pursuant to Rule 28-5.207, Florida
" Administrative Code, at least five (5) days before the final
hearing and be filed with the hearing officer if one has been
assigned at the Division of Administrative Hearings, Department
of Administration, 2009, Apalachee Parkway, Tallahassee, Florida
32301, If no hearing officer has been assigned, the petition is
to be filed with the Department's Office of General Counsel, 2600
Blair Stone Road, Tallahassee, Florida 32399-2400. Failure to
petition to intervene within the allowed time frame constitutes a
waiver of any right such person has to request a hearing under
Section 120.57, Florida Statutes.



The application is available for public inspection during
normal business hours, 8:00 a.m. to 5:00 p.m., Monday through
Friday, except legal holidays, at:

Dept. of Environmental Regulation
Bureau of Air Quality Management
2600 Blair Stone Road )
Tallahassee, Florida 32399-2400

Dept. of Environmental Regulation
~Southeast Florida, District

3301 Gun Club Road

West Palm Beach, Florida 33402

"Dade County Dept. of Environmental
Resources Management

801 S.W. 3rd Avenue

- Miami, Florida 33130

Any person may send written comments on the proposed action
to Mr. Bill Thomas at the department'’'s Tallahassee address. All
‘comments mailed within 14 days of the publication of this notice
will be considered in the department's final determination.




BEFORE THE STATE OF FLORIDA
DEPARTMENT OF ENVIRONMENTAL REGULATION

In the Matter of
Application for Permit by:

Key Pharmaceuticals, Inc. DER File No. AC-13-128475
50 N.W. 1l76th Street
Miami, Florida 33169-1307

INTENT TO ISSUE

The Department of Environmental Regulation'hereby gives
notice of its intent to issue a permit (copy attached) for the
proposed project as detailed in the application specified above..
The Department is issuing this Intent to Issue for the reasons
stated in the attached Technical Evaluation and Preliminary
Determination.

The applicant, Key Pharmaceuticals, Inc., applied on
December 16, 1986, to the Department of Environmental Regulation
for a permit to manufacture 6 lots  per year of Drug 0420 tablets
at the applicant's facility in Miami, Dade County, Florida.

The Department has permitting jurisdiction under Chapter
403, Florida Statutes and Florida Administrative Code Rules 17-2
and 17-4. The project 1is not exempt from permitting procedures.
The Department has determined that an air construction permit
was needed for the proposed work.

Pursuant to Section 403.815, F.S. and DER Rule 17-103.150,
FAC, you (the applicant) are required to publish at your own
expense the e?closed Notice of Proposed Agency Action on permit
application. The notice must be published one time only in a
section of a major local newspaper of general circulation in the
county in which the project ié located and within thirty (30)
days from receipt of this inteﬁt. Proof of publication must be

provided to the Department within seven days of publication of




the notice. Failure to publish the notice and provide proof of
publication within the allotted time may result in the denial of
the permit.

The Department will issue the permit with the attached
conditions unless petition for an administrative proceeding
(hearing) is f.led pursuant to the provisions of Section 120.57,
F.S8. A person whose substantial interests are affected by the
Department's éroposed permitting decision may petition for an
administrative proceeding (hearing) in accordance with Section
120.57, Florida Statutes. Petitions must comply with the
requirement of Florida Administrative Code Rules 17-103.155 and
28-5.201 (copies enclosed) and be filed with (received by) the
Office of General Counsel of the Department at 2600 Blair Stone
Road, Tallahassee, Florida 32399-2400. Petitions filed by the
permit applicant must be filed within fourteen (14) days of
receipt of this intent. Petitions filed by other persons must be

filed within fourteen (14) days of publication of the public
notice or within fourteen (14) days of receipt of this intent,
whichever first occurs. Failure to file a petition within this
time period shall constitute a waiver of any right such person
may have to request an administrative determination (hearing)
under Section 120.57, Florida Statutes, concerning the subject
permit application. Petitions which are not filed in accordance
with the aﬁove provisions will be dismissed.

Executed in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION

C. H. Fancy, P.E.
Deputy Chief
Bureau of Air Quality

Management

Copies furnished to:

John N. Wells, P.E.
Patrick Wong
Isidore Goldman !



CERTIFICATE OF SERVICE

The undersigned duly designated deputy clerk hereby

certifies that this NOTICE OF INTENT TO ISSUE and all coples were

mailed before the close of business Qn'ggﬁn, 24L,[f7”7
F o

FILING AND ACKNOWLEDGEMENT
FILED, on this date, pursuant to
§120.52(9), Florida Statutesy with
the designated Department Clerk,
receipt of which is hereby
acknowledged.

4 o Tl 3¢, /747

Clertk Date




RULES OF THE ADMINISTRATIVE COMMISSION
MODEL RULES OF PROCEDURE
CHAPTER 28-5
DECISIONS DETERMINING SUBSTANTIAL INTERESTS

28-5.15 Requests for Formal and Informal Proceedings

(1) Requests for proceedings shall be made by petition to the
. agency involved. Each petition shall be printed,
typewritten or otherwise duplicated in legible form on white
paper of standard legal size. Unless printed, the
impression shall be on one side of the paper only and lines
shall be double spaced and indented.

(2) All petitions filed under these rules should contain:

(a) The name and address of each agency affected and each
agency's file or identification number, if known;

(b) The name and address of the petitioner or petitioners;

(c) All disputed issues of material fact. If there are
none, the petition must so indicate;

(d) A concise statement of the ultimate facts alleged, and
' the rules, regulations and constitutional provisions
which entitle the petitioner to relief;

(e) A statement summarizing any informal action taken to
resolve the issues, and the results of that action;

(f) A demand for the relief to which the petitioner deems
himself entitled; and

(g) Such other information which the petitioner contends is
material.
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of Ceneral Counsel, 2600 Blair Stone the Depariment's decision without
Roac, Tallahassee, Florida 22301. the notice having been duly given aor
Failure to petition to intervene published.

within the allowed time frame con- (b) The notices required by
stitutes a waiver of any right such this rule may be combined with other
person  has 0 an administreative notices required by the DBepartment
determination (hearing) -under Sec- pursuant to Chapter 403, 376, or
tion 120.57, F.S. 253, F.S., or Chapter 17, FAC.

(c}) The provisions of this
section shall also apply to the

{4) Notice to substantially permitting of hazardous waste facil-
affected persons concerning =ppli- ities, hut oconly to the extent it is
ceticns for Department permits is censistent with Chapter 17-30, Part
an  essential and integral part of IV, FAC. Whenever Chapter 17-30,
the state  environmental licensing Part IV, FAC, provides for a dif-
process.  Therefore, no gpplication ferent time or notice procedure than
for a permit for which publication that set forth in this section the
of  notice  is  required shail  be time and notice provisions of Chep-
granted until and unless procf of ter 17-30 shall govern.
publication of Notice is furnished (6) Failure to publish any
te the appropriate Depariment per-— notice of epplication, notice of
mitting office. prepesed  agency  actien, or notice

8)(a) Any zpplicent or persen of egency action required by the

1

ing from the Depariment's Oeneariment shall be an independent

may elect to publish notice in=sis for the denial of a permit.
of oroposed  agency action in the Soecific Authority: 120.53,
manner provided by subgecticon {2) -’-.’-5;3.0876, 403.815, F.5. Law
or (3}, Any person who elecis to U tmplemented: '170 53, F.S.
publish notice of proposed agency Histor ~-20-79, Amended

fcrred from 17-1.62

acticn, upon presentation of proof
-1-84.

of publication to the Deparimant,
orior to final agency =zctien, c<hall

be entitled (o the same  henefits i7-103.155 Petition for Admin-
under ‘this rule as a persen who is istrative Heoring; Waiver of Right
reguired o publish notice of woro- to Administrative Preceeding.

pased agency ectien.  Since persons {1){(2Y Any perscon whose subh-
whese : substantial interesis aire stantial interests may bhe affected
affected hyv a Department decision on by preposed cor final zgency action

file a petition for administra-

2 wermit application may petition v
‘2 proceeding. A petition shall

for an administrative procecding

witnin  fourteen (14} days after e in cthe form  required by this
receipt of notice end since, unfess Chapter and Chapter 28-5, FAC, and
notice is  given or published  as et he  fited (received) in  the

" in this rule, receint of Office of Ceneral Counsel of the
"imiu “an agcur at any time, e Donartment within fourteen (1) rdays
epifiicant or persons henefiting firanm of .\-.pt af  notice of proposoe
the Cepariment's action cannot agency  action  or  within fourteen
justifiably rely on the finality of (14} days of receipt of notice of
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DERI235 RULES OF ADMUMISTRATIVE PR
agency  action whenever there is 0o
public notice of proposed  eagency
action. In addition to the require-
“ments of Rule 28-5,201, FAC,.  the
Petition must specify the county in
whicn  the project is or will e
located,

(hb) Failure to file a pectition

vithin fourteen {(14) days of receipt
of notice of agency action or four-
teen [(14) days of receipt of notice
of proposed agency action, whichever
notice first occurs, shall consti-
tute a waiver of any right 0o re-
quest an administrative proceaeding
under Chapter 120, F.S.

{c} When there has baen no puh -

licetion of nctlice of agency action
or notice of proposed sgency action
as prescribed in Ruie 17-103.130,
FAC, a person who has actual knowl-
eclge of the agency action or hes
knowledge which would lead a reason-
abhle nerson to conclude that the
Oepzriment has taken final agency
action, has a duty to meake furiher

inquiry within fourteen (14) days of
obteining such knowledge by font“f -

ing the Department to ascerta

wihrether actinn has cccurred, The
Depertment shall upon receipt of
such  2n inquiry, if agency action
has occurred, promptly provide the
person with notice as prescribed by
Rule 17-103.150, FAC. Faliure of
the person to make inqguiry with {he

Departunent within fourieen (14) days
after obtaining such knowledge
estop the person from c¢htaining an
administrative proceeding c¢n the
1igency action. .

(2}(a) "Receipt of notice
agency  action" means  recsipt
writien notice  of firal
potidn, as prescribed by Department
’rnlu, the publication, pursuant
Department  rule,  of notice  of
agency action, whichever first

‘J

of
of
agency

or
o
final

F103.185 00 )¢

may’

o)

occurs.

(b} "Receipt of notice of pro-
posed agency action’ means receipt
of written notice (such as a letter

of intent) that the Depariment pro-
posaes to take certain action, or the
publication pursuant to Department

rule of notice of proposed agency
action, whichever first occurs.
(3) Notwithstanding any other

provision in this Chapter, should a-

substantiztly affected person who
feils to timely reguest a hearing
under Section 120.57, F.S., admin-
istratively appeal the final Depart-
ment action or order, the record on
zpopezi should be limited to:

(a) the epplication, and accom-
panying documentstion submitted by
the applicant prior to the issuance
of ihe agency's intent to issue or

deny the reqguested permit.

(bl the materials and informa-
tion relied upen by the agency in
determining the final agency acticn
or order; '

{c) any notices issued or pub-
lished; and

{(d) the final agency action or
craer entered concerning the permit

spolication.

{(4) in such cases where perscns
ao not timely exercise their rights
accorded by Section 120.57(1), Flor-
da Statutes, the allegations of
act contained in or incorporated by
e final eagency action shall he
uncontested and true, and
may not dispute the truth
upon subsequent

eemed
pchcnt>
T such =zllegations
appeal.

(5) Any applicant may challenge
Department's request for addi-
information DLy filing with
of General Counsel &n
petition for adminisira-
pursuant to Section
folloving receipt by

the
tional
the Office
anpropriate
tive proceeding
120.60, F.5.,

17-103.155(5)
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the applicant of the Department's to. the Departiment, in writing, with
notification, pursueant to Section copies to other parties, those docu-
403.0876, F.S5., that  additional ments or things under the contral of
information is required. or in the possession of the Depart-
Specific Authority: 120.53, ment which the appellant desires to
403.0876, 1803.815, F.S. Law have included in the record, and
Implemented: 120.53, F.S. which were received or considered
History: New 9-20-79, Amended in the Depzariment proceeding below.
~28-81, Transferred from 17-1.62 If a proceeding was reporied bhy
and Amended 6~1-84. mechanical recording devices, the
appellant ™ shall designate those

17-103.160 Uniformity in Approv- portions of the proceeding for which

Applicstions for
and Ceriifice-

2} and Denial of
Cepartment Permils

ticns. To the extent possible and
consistent with the public interest,

the Depariment zpproves and denies

applications for permits and cer-
tifications on & uniform and con-
sistent basis. Final Depariment

applications for permits
and certifications shall he consis-
tent with prior Department actions,
unless deviation therefrom is ex-
ipteined by the Department in writing
or the hearing officer who submits a
recommendad order to the Department
for final agency action in accor-
dance with Section 120.57, Fiorida
Statutes.

Specific Authority: 120.53
S. iaw Implemented: 1
3(12), F.S. History:
, Transferred from 17~

actions on

(1),

20.G63(1
New
1.63,

N

s

N ¥
17-103.170 Dcs'ga ration, Prepa-
ration and Traznsmittal of Record for
Administrative /\L,'me_,o

When any Department action or
order is the subject of an adminis-
trative appeal under Chapter 17-103,
Part 1, FAC, the following require-
ments shall apply:
. (1) Designation of
Vithin fifteen (15) days of rendi-
tion of the Department's final
order, the appellant shall designate

Record.

17-103.155(5)

MJ

~20-05

17-103.

it requires written transcription or
tapes for transcription. Any other
party may designate other portions
of the record in the manner provided

herein. Such cross-designation shall

be filed with the Department, with
copies provided other perties, with-
in seven {7} days safter receipt of

the designation by the appellant.

{2) Original Record. The De-~
partment shall thereupon inciude in
the record all of the designated
partions of the original papers and
exhibits in the proceedings or mat-
ter from which administrative zppeal
is taken, together with a copy of
any such parts of the preceedings as
were stenographically reported or
transcribed from tapes, and as have
been designated by the parties and
certified by 2 notary public, the
reporter, or other officer  for
inclusion in the record cn appeal or
review, and certified copies of the
order, if any, of which review is
sought. The Department may, ol ils
discretion, suhstitute certifierl
coples for original papers or
ments in its pnssession.

(3) Preparation of Record. lpon
tender or deposit by appellant of
the estimated cost of preparation,
the Department shell prepare the

cloc

record in accordance with the des-
ignatiens of the parties. The cost
of preparation, end reproduction,

170(3)



Technical Evaluation
and
Preliminary Determination

Key Pharmaceuticals, Inc.
Miami, Florida
Dade County

Manufacture of Drug 0420 Tablets
File No: AC 13-128475

Florida Department of Environmental Regulation
Bureau of Air Quality Management
Central Air Permitting

January 21, 1987



I. Application
A. Applicant

Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307

B. Request

: Mr. Thomas Flachmeyer, Manager of Environmental Engineering
and Waste Management for Key Pharmaceuticals, Inc., submitted an
application for permit to construct dated December 8, 1986, for
the manufacture of 6 lots of Drug 0420 tablets. Data gathered

" during the manufacture of these lots will be used for research
and production scale-up. The application was considered complete
on receipt of their December 12, 1986, letter (December 16,
1986).

C. Project and Location

Key Pharmaceuticals, Inc. has requested permission to
manufacture 3162 lbs/yr of Drug 0420 tablets at their existing
pharmaceutical plant (SIC 2834) located at 50 N.W. 176th Street,
Miami, Dade County, Florida. The UTM coordinates of this plant
are zone 17, 579.9 km E and 2868.4 km N. The tablets will be
made with existing pan coating, granulating, drying, sizing,
compression,. and packaging equipment. An existing dust collec-
tion system will be used to control the particulate matter
emissions from the process. The drug will be manufactured for
research and development purposes during a 7-month period in
1987.

i

D. Air Pollutant Emissions

Particulate matter (PM) and volatile organic compounds
(VOC) are emitted during the manufacture of the tablets.

The process equipment is vented to a 4000 CFM Torit TD 2300
dust collector that is estimated to be 99 percent efficient and a
7500 cfm depth filter that is estimated to be 80 percent
efficient in capturing particulate matter. The applicant estima-
ted that less than 1 pound of particulate matter will be emitted
during the 312 hours/year these tablets will be manufactured.

Isopropanol, acetone, and ethyl acetate are used in
manufacturing the drug. It is estimated that 372 lbs/year of
isopropanol, 150 1lbs/year of acetone, and 378 pounds/year of
ethyl acetate will be used to manufacture the 3162 pounds of
tablets.



No VOC pollution control equipment will be installed on the
process and all of the volatile organic compounds will escape to
the atmosphere. The VOC emissions from this process are
estimated to be 9.3 pounds/hour and 0.45 tons/year.

The following tables shows the change in emissions
associated with this project. :

Source Present Proposed
"~ |clatts 35.00 35.00
GUANIDINE 0.08 0.08
QUINORA 0.88 0.88
Drug 0420 0.00 0.45
Total 35.96 36.41

* Potential PM emissions will increase by a total of less than
+0.01 TPY from the Drug 0420 tablet manufacturing process,
Other processes at this plant emit VOC.

As shown in the table, the manfacture of the new products
will not result in a significant net emission increase of VOC at
this facility.

II. Rule Applicability
A. State Regulations

The proposed project, manufacturing of Drug 0420 tablets,
is subject to preconstruction review under the provisions of
Chapter 403, Florida Statutes, and:Chapter 17-2, Florida
Administrative Code.

The pharmaceutical plant is located in an area designated
nonattainment for ozone (Rule 17-2.410, FAC), and attainment for
the other criteria pollutants.

Pharmaceutical plants are classified as chemical process
plants which are listed on Table 500-1, Major Facility Categories
(list of 28). The plant is a major facility (17-2.100) because
the potential emissions of exempt VOC presently exceed 100 TPY.
It is a minor source for the regulated VOC because these
emissions are less than 100 TPY. . The increase in emissions
resulting from the proposed project is less than the significant
emission rate listed in Table 500-2, Regulated Air Pollutants
Significant Emission Rates.

The project is not subject to the prevention of significant
deterioration regulation (17-2.500) and new source review for
nonattainment areas (17-2.510) because the modification does not



result in a significant net emissions increase of any criteria
pollutant (17-2.500(2)(d)4.a.(ii) and 17-2.510(2)(d)4.a.).

The project will be reviewed under Rule 17-2.520, Sources
Not Subject to Prevention of Significant Deterioration or
Nonattainment Requirements. Allowable VOC emissions will be
based on the requirement for reasonable controls, Rule 17-2.620,
FAC, and Consent Order No. 84-0644. Allowable particulate matter
emissions shall be based on 17-2.610(1), the process weight
table.

Higher emission would subject this operation to review
under other regulations.

B. Federal Regulations

The proposed project, a minor modification to a major
source, is not subject to review under federal regulations
because the modification will not result in a significant net
emissions increase of any criteria pollutant.

III. Technical Evaluation

Dust generated by handling the ingredients used to make the
tablets will be captured by a dust collector or a depth filter.
The applicant estimates that less than 1.4 lbs/year of particu-
late matter will escape to the atmosphere from this operation.
The process weight table would allow up to 0.25 lbs/hr (78 pounds
per year) of particulate matter emissions from this operation.
However, emissions at this rate from these operations would be
economically prohibitive to the company. The department will
specify a surrogate emission standard of 5 percent opacity, as
authorized by 17-2.700(1)(d)6., instead of a particulate matter
standard for these operations. Less than 0.45 TPY of VOC will be
used to manufacture the tablets. All of the VOC's will evaporate
and escape to the atmosphere. Air pollution control equipment is
not justified for this low of a rate of VOC emissions.

Iv. Air Quality Analysis

The manufacture of the proposed products will not result in
a signficant net emissions increase as set forth in Rule
17-2.500(2)(e)2., FAC. Therefore, no air quality analysis is
required by the regulation. Modeling shows that the concentra-
tion of VOC in.the atmosphere as a result of the manufacture of
the tablets will be less than 1 percent of the recommended
Threshold Limit Values-Time Weighted Average concentration
(TLV-TWA). Although the department has not established ambient
air quality standards for these compounds, other states have set
standards of 1-2 percent of the TLV-TWA. Based on the analysis,



the department has reasonable assurance that the emissions of
compounds from this process will not endanger public health.

V. Conclusion

Based on the data submitted by the permittee, the depart-
ment has concluded that the emissions from the proposed process
will comply with the state regulations. The department proposes
to issue a construction permit that will authorize the proposed
production. The General and Specific Conditions in the proposed
“permit (draft attached) will assure compliance of the new
operations with the state air pollution control regulations.



STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB MARTINEZ
GOVERNOR
TWIN TOWERS OFFICE BUILDING
2800 BLAIR STONE ROAD
TALLAHASSEE. FLORIDA 32399-2400

DALE TWACHTMANN
SECRETARY

PERMITTEE: Permit Number: AC 13-128475

- Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987
50 NW 176th Street County: Dade
Miami, Florida 33169~1307 Latitude/Longitude: 25° 56' 03" N

80° 11' 42" W
Project: Manufacture of Drug 0420

This permit is issued under the provisions of Chapter 403,
Florida Statutes, and Florida Administrative Code Rule(s) 17-2 and
17-4. 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:

Authorization to manufacture 6 lots per year (approximately 517
lbs/lot) of Drug 0420 tablets with existing pan coating, granulation,
wet sizing, drying, dry sizing, blending, compression, and packaging
process equipment which uses dust collectors to control air
pollution. This equipment is located at the pharmaceutical plant at
50 NW 176 Street, Miami, Florida. The UTM coordinates of this plant
are zone 17, 579.9 km E and 2868.4 km N.

The operation shall be in accordance with the attached permit

application, plans, documents and drawing except as noted in the
specific conditions of this permit.

Attachments:

1. Application to Construct Air Pollution Sources, DER form
17-1.202(1), received December 8, 1986.

2. Key Pharmaceuticals, Inc. letter dated December 12, 1986.

Protecting Florida and Your Quallty of Life



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

1. The terms, conditions, requirements, limitations, and restric-
tions set forth herein are "Permit Conditions"™ and as such are
binding upon the permittee and enforceable pursuant to the authority
of Sections 403.161, 403.727, or 403.859 through 403.861, Florida
Statutes. The permittee is hereby placed on notice that the depart-
ment will review this permit periodically and may-initiate enforce-
ment action for any violation of the "Permit Conditions" by the
permittee, its agents, employees, servants or representatives.

2. This permit is valid only for the specific processes and opera-
tions applied for and indicated in the approved drawings or exhibits.
Any unauthorized deviation from the approved drawings, exhibits,
specifications, or conditions of this permit may constitute grounds
for revocation and enforcement action by the department.

3. As provided in Subsections 403.087(6) and 403.722(5), Florida
Statutes, the issuance of this permit does not convey any vested
rights or any exclusive privileges. Nor does it authorize any injury
to public or private property or any invasion of personal rights, nor
any infringement of federal, state or local laws or regulations.

This permit does not constitute a waiver of or approval of any other
department permit that may be required for other aspects of the total"
project which are not addressed in the permit. '

4, This permit conveys no title to land or water, does not consti-
tute state recognition or acknowledgement of title, and does not
constitute authority for the use o0f submerged lands unless herein
provided and the necessary title or leasehold interests have been
obtained from the state. Only the Trustees of the Internal
Improvement Trust Fund may express state opinion as to title.

5. This permit does not relieve the permittee from liability for
harm or injury to human health or welfare, animal, plant or aguatic
life or property and penalties therefore caused by the construction
or operation of this permitted source, nor does it allow the
permittee to cause pollution in contravention of Florida Statutes and
department rules, unless specifically authorized by an order from the
department.,

Page 2 of 6



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

6. The permittee shall at all times properly operate and maintain
the facility and systems of treatment and control (and related
appurtenances) that are installed or used by the permittee to achieve

"compliance with the conditions of this permit, as required by

department rules. This provision includes the operation of backup or
auxiliary facilities or similar systems when necessary to achieve
compliance with the conditions of the permit and when required by
department rules.

7. The permittee, by accepting this permit, specifically agrees to
allow authorized department personnel, upon presentation of creden-
tials or other documents as may be required by law, access to the
premises, at reasonable times, where the permitted activity is loca-
ted or conducted for the purpose of:

a. Having -access to and copying any records that must be
kept under the conditions of the permit;

b. Inspecting the facility, equipment, practices, or
operations regulated or required under this permit; and

¢. Sampling or monitoring any substances or parameters at
any location reasonably necessary to assure compliance
with this permit or department rules.

Reasonable time may depend on the nature of the concern being
investigated. '

8. 1If, for any reason, the permittee does not comply with or will
be unable to comply with any condition or limitation specified in
this permit, the permittee shall immediately notify and provide the
department with the following information:

a. a description of and cause of non-compliance; and

b. the period of noncompliance, including exact dates and
times; or, if not corrected, the anticipated time the
noncompliance is expected to continue, and steps being
taken to reduce, eliminate, and prevent recurrence of the
noncompliance.

Page 3 of 6



PERMITTEE: Permit Number: AC 13-12847S
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

GENERAL CONDITIONS:

The permittee shall be responsible for any and all damages
which may result and may be subject to enforcement action by
the department for penalties or revocation of this permit.

"9, 1 In accepting this permit, the permittee understands and
agrees that all records, notes, monitoring data and other
information relating to the construction or operation of this
permitted source, which are submitted to the department, may be
‘Used by the department as evidence in any enforcement case
arising under the Florida Statutes or department rules, except
where such use is proscribed by Sections 403.73 and 403.111,
Florida Statutes, -

10. The permittee agrees to comply with changes in department
rules and Florida Statutes after a reasonable time for
compliance, provided however, the permittee does not waive any
other rights granted by Florida Statutes or department rules.

11. This permit is transferable only upon department approval
in accordance with Florida Administrative Code Rules 17-4.12
and 17-30.30, as applicable. The permittee shall be liable for
any non-compliance of the permitted activity until the transfer
is approved by the department.

12. This permit is required to be kept at the work site of the
permitted activity during the entlre period of construction or
operation.

13. This permit also constitutes:

( ) Determination of Best Available Control Technology (BACT)

( ) Determination of Prevention of Significant Deterioration
(PSD)

( ) Compliance with New Source Performance Standards.,

1l4. The permittee shall comply with the following monitoring and
record keeping requirements:

a. Upon request, the permittee shall furnish all records
and plans required under department rules. The reten-
tion period for all records will be extended
automatically, unless otherwise stipulated by the
department, during the course of any unresolved
enforcement action.
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PERMITTEE: ' Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. . Expiration Date: December 31, 1987

GENERAL CONDITIONS:

b. The permittee shall retain at the facility or other
location designated by this permit records of all
monitoring information (including all calibration and
maintenance records and all original strip chart
recordings for continuous monitoring instrumentation),
copies of all reports required by this permit, and
records of all data used to complete the application for
this permit. The time period of retention shall be at
least three years from the date of the sample,
measurement, report or application unless otherwise
specified by department rule.

c. Records of monitoring information shall include:

- the date, exact place, and time of sampling or
measurements;

- the person responsible for performing the sampling or
measurements;

-~ the date(s) analyses were performed;

~ the person responsible for performing the analyses;

- the analytical techniques or methods used; and

- the results of such analyses,.

15, When requested by the department, the permittee shall within a
reasonable time furnish any information required by law which is
needed to determine compliance with the permit, If the permittee
becomes aware that relevant facts'were not submitted or were
incorrect in-the -permit .application or in any report to the depart-
ment, such facts or information shall be submitted or corrected
promptly.

SPECIFIC CONDITIONS:
1. Production shall not exceed 6 lots of Drug 0420 (approximately 517
lbs/lot) in any calendar without prior approval of the '

department (Bureau of Air Quality Management),.

2. Production of these drugs is limited to 312 hours per calendar year
unless additional operation time is approved by the department (BaQM).

3. Visible emissions from the process equipment and dust collectors
for this operation shall not exceed 5 percent opacity as determined by
Method 9 which is described in 40 CFR 60, Appendix A.

Page 5 of 6



PERMITTEE: Permit Number: AC 13-128475
Key Pharmaceuticals, Inc. Expiration Date: December 31, 1987

SPECIFIC CONDITIONS:
4. Volatile organic compounds emission from this process, as
determined by a raw material balance, shall be calculated on a daily

basis and not exceed 0.45 TPY.

5. This process shall not cause, suffer, allow or permit the

~--discharge of air pollutants which cause or contribute to an

objectionable odor.

6. These drugs shall not be manufactured unless the dust collection
systems are operating properly.

7. The permittee shall submit a report within 90 days prior to the
expiration of this permit verifying that manufacturing of Drug 0420
did not exceed the limits specified in this permit. The permittee
may continue to operate in compliance with all terms of this
construction permit until its expiration date.

8. 'The permittee shall submit an application for the permit to
operate to the department (Southeast Florida District) 90 days prior
to the expiration of this permit if it is planned to manufacture
additional lots of Drug 0420 with the existing equipment.

Issued this day of . 19

STATE OF FLORIDA DEPARTMENT OF
ENVIRONMENTAL REGULATION

Howard L. Rhodes, P.E.
Director, Division of Environmental
Programs ‘
pages attached
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Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(805) 654-2200

Telex: 808235

December 8, 1986

Mr. C.H. Fancy, Deputy Chief

Bureau of Air Quality Management
Twlin Towers Bulldlng

2600 Blair Stone Road
Tallahassee, FL 32301-8241

Dear Mr. Fancy:

Key Pharmaceuticals, Inc. has recently relocated one of 1its major
products, THEO-DUR, to Puerto RlIco. As of November 30, 1986, all
THEO-DUR manufacturing actlvitlies have ceased at the Miaml locatlon.

To ensure further operations at the Mlami locatlons several products
are currently belng consldered for scale-up and clinical trlals. For
this effort, enclosed please find a Permit Application to manufacture
six (6) research-to-productlion scale-up and clinlcal 1ot of Drug
0420. These six lots represent the Initial trlal iIn bringing this
product to a productlon size effort and preparing data for Food and

Drug Administration submittals. The drug Is a 11fe savling medlication
for cardlac patlents.

The total added emisslons for thls scale-up effort Is less than one
half. of one ton of.  non-attalnment Volatile Organic Compounds. This

additlon will not slgniflicantly increase the total emisslons at the
plant slte.

.In conjJunction with the effort to find new products, Key Is currently
commlitted to the development of state of the art emission control
systems for VOC emlssions. But as you are aware, the evaluation of
technology, deslign, permltting, and Installation of such systems is a
lengthy procedure. Representatives from Key will be meeting wlth
Willard Hanks and Bill Thomas, of your department, the week of
December 8, 1986, to dlscuss emlssion control options currently beling
considered for exlsting and new production efforts. '

Please process the attached permit as soon as possible.

If there are
any questions, please contact me. 22 o
=
Very truly vyours, E§ !?g
—_ X
o =
<
/ ' z =5
/M ) = 38°
A - g;
Thomas W. Flachmeyer, M r oc-; -

Environmental Engineerling an
Waste Management '

TWF/db

\ox |
attachment



SOUTHEAST FLORIDA
DISTRICT

3301 GUN CLUB ROAD
P.O. BOX 3858
WEST PALM BEACH, FLORIDA 33402

AC 13- 18K4 Ty

STATE OF FLORIDA _
DEPARTMENT OF ENVIRONMENTAL REGULATION
DER - ‘et

VICTORIA J. TSCHINKEL
SECRETARY

DEC 16 1986 " pbisTRICT ?,3\7\«28;5

APPLICATION TO OPERATE/CONSTRUCT AIR pOLLU'no;Qsounczs
source TYpE:  AIR POLLUTION ~ [x] Newl [ ] Existingl

APPLICATION TYPE: [X] Construction [ ] Operation [ ] Modification
COMPANY NAME: KEY PHARMACEUTICALS, INC. : COUNTY: pANRE

Identify the specific emission point source(s) addressed in this application (i.e. Lime
. PAN COATING AND
Kiln No. 4 with Venturi Scrubber; Peaking Unit No. 2, Gas Fired) GRANULATION ROOMS

SOURCE LOCATION: Street_ 90 NW 176 STREET ' City MIAMI

UTM: East 57987 North 2868445

Latitude _ 25 ° 56 ' (0Q3"N Longitude 80 K 11" 42‘"w
APPLICANT NAME AND TITLE: JAMES R. CONFROY, VICE PRESIDENT OPERATIONS
APPLICANT ADDRESS: 50 NW 176 STREET, MIAMI, Fi 33164

SECTION 1I: STATEMENTS BY APPLICANT AND ENGINEER
A. APPLICANT '
I am the undersigned owner or authorized representative* of KEY PHARMACEUTICALS, INC.

I certify that the statements made in this application for a CONSTRUCTION

permit are true, correct and complete to the best of my knowledge and belief. Further,
I agree to maintain and operate the pollution control source and pollution control
facilities in such a manner as to comply with the provision of Chapter 403, Florida
Statutes, and all the rules and regulations of the department and revisions thereof. 1
also understand that a permit, if granted by the department, will be non-transferable
and I will promptly notify the department upon sale or legal transfer of the permitted

establishment,
*Attach letter of authorization Signed: Q“-—-—a Z &2'\

JAMES R. NFR
ame an 1t Please Type
Date: 12/8/86 Telephone No. 305-654-2200

B. PROFESSTONAL ENGINEER REGISTERED IN FLORIDA (where required by Chapter 471, F.S.)

?h—x—s—-:s—t—e—-eem-f—y—&he{—t-he—ea-g ineering—fea twr—es—e-ﬁ—%h—ts—-pei—lut—ton—eont—rel—-pfejef-e—hﬂve
been—designed/exa mined—by—me—end—fow%“e—be—m—ee&ﬁeem&&y—-u*h——mOdernaeﬂglﬂ eering
pﬁﬁ&t?l—&&—a—p«pl—i—e—&b«l—ﬂ——t—e—-t-he-%& a: tment——ead—da—&paea—l—e—ﬁ—-po%-}u{—aﬁes—ehafae{-em ze'd—in—the

perait=applicati sionat=judguents—thet
l see Florida Administrative Code Rule 17-2.100(57) and (104)

DER Form 17-1.202(1) 4
Effective October 31, 1982 Page 1 of 12

* SEE EXPLANATION ON SHEET 2.



I HAVE REVIEWED THE CALCULATIONS USED TO

( DETERMINE THE STATED LEVEL
AND VOC EMISSIONS AND FIND > OF PARTICULATE
EVELS oF ToSTONS AND THEM TO BE ACCURATE BASED ON PROJECTED MANUFACTURING

the—pellutisn——econtrol—facitittess ~whan propariy—asintainadand-operatedy;=will-diecharge
an—sffluent-thet-conpliss with alli-applicable-statutss of the State-ef—Floridaand=the-

e o LO | bosis

- JOHN N. WELLS, P.E.)
' Name (Please Type)

KEY PHARMACEUTICALS. INC.
' Company Name (Plesase Type)

50 NW 176 STREET, MIAMI, FL 33169
Mailing Addrese (Please Type)

Florida Registrstion No. 33212 Date: 12/8/86 Telephone No. 305-654-2200

A.

SECTION II: GENERAL PROJECT INFORMATION

Describe the nature snd extent of the project. Refer to pollution control equipment,
and expected improvements in source performance as a result of installation. State
whether the project will result in full compliance. Attach additional sheet if
necesssry. '

THE PROJECT ENTAILS THE MANUFACTURING OF PRODUCTION SIZE LOTS OF DRUG 0420

FOR RESEARCH PURPOSES AND CLINICAL STUDIES. THE TABLETS ARE MADE BY GRANULATING AND

PAN COATING ACTIVE PLUS EXCIPIENTS WITH ACETONE, ISOPROPANOL , AND ETHYL ACETATE
‘FOLLOWED BY DRYING, SIZING, COMPRESSION, AND PACKAGING OPERATIONS.

Schedules of project coversd in this application (Construction Permit Application Only)

Start of Conatruciion DEC'86 _ Completion of Construction DEC'86

Costs of pollution control system(s): (Note: Show breskdown of estimated costs only
for individusl components/unita of the project asrving pollution econtrol purposes.
Information on actuel coats ahall be furnieshed with the application for operation
permit.)

NO_POLLUTION CONTROL SYSTEMS OTHER THAN THE PRESENT DUST COLLECTORS WILL BE ADDED.

AS THE TOTAL EFFLUENT OF VOC FOR THIS PRODUCT IS LESS THAN 1 TON/YEAR, SUCH ADDITION

TO PRESENT EMISSIONS DO NOT WARRANT CONTROL EQUIPMENT.

Indicste any previous DER permits, orders and notices sssocisted with the emission
point, including permit issuance snd expiration datea.

(1) CONSENT ORDER OGC CASE NO. 83-0373

(2) PERMIT TO CONSTRUCT FOR MANUFACTURING OF GUANIDINE AND QUINGRA AC 13-115383

(3) PERMIT TO CONSTRUCT FOR MANUFACTURING OF K-DUR AC 13-100437

DER Form 17-1.202(1)
Effective October 31, 1982 Page 2 of 12



E. Requestsd permitted equipment operating time: hrs/day ; days/wk ; wks/yr H

if power plant, hrs/yr 3 if seasonal, describe:_ | FSS THAN 312 HRS/YEAR
ONLY 6 LOTS ARE SCHEDULED. EACH LOT TAKES LESS THAN 52 HOURS WHERE SOLVENTS ARE
EMITTED. THE LOTS WILL BE MANUFACTURED BETWEEN DECEMBER, 1986 AND AUG, 1987.

F. 1If this is a new source or major modification, answer the following quesations.
(Yes or No)

YES
1., 1Is this source in 8 non-attainment ares for a particular pollutant?
a. If yes, has "cffset" been applied? NO
b. If yes, has "Lowest Achievable Emission Rate"™ been applied? NO
¢c. If yes, list non-sttsinment pollutants. 0ZONE
2. Does best available control technology (BACT) apply to this source? NO
If yes, see Section VI.
3. Does the State "Prevention of Significsnt Deterioriation" (PSD) ~NO
requirement apply to this source? If yes, see Sections VI and VII.
4, Do "Standards of Performsnce for New Stationary Sources” (NSPS) NO
" apply to this source?
S, Do "Nationsl Emission Standards for Hszardous Air Pollutants” NO
(NESHAP) apply to this source?
H. Do "Reasonably Available Control Technology®™ (RACT) requirements apply NO

to this source?

a. If yes, for what pollutants?

b. If yea, in addition to the informstion required in this form,
any information requested in Rule 17-2.650 must be submitted.

Attsch sll supportive information relasted to any answer of "Yes". Attach any justifi-
cation for any answer of "No" that might be considered questionable.

DER Form 17-1.202(1)
Effective October 31, 1982 Page 3 of 12



SECTION III: . AIR POLLUTION SOURCES & CONTROL DEVICES (Other than Incinerstors)

A. Raw Materials and Chemicals Used in your Procesa, if applicable:

Contaminants Utilization *
Description Type % Wt Rate - lbs/hr Relate to Flow Diagram
ISOPROPANOL voC 100 1.55 A
ACETONE voC 100 0.625 "A
ETHYL ACETATE VoC | 100 1.575 “"A"

* BASED ON ALL SOLVENTS BEING USED IN 40 HOURS.

B. Process Rate, if applicable: (See Section V, Item 1) *k

1. Total Process Input Rate_(lbs/hf): 10.14

2. Product Weight (lbs/hr): 10.03

C. Airborne Contaminants Emitted: (Information in this table must be submitted for each

emission point, use additional sheets as necessary)

** BASED ON 52 HOURS PER LOT.

Allowed?
Emissionl Emission Allowable3 Potential® Relate
Name of Rate per Emission Emission to Flow
Contaminant Maximum Actual Rule lbs/hr lbs/yr T/yr Diagram
lbs/hr T/yr 17-2 ‘

PARTICULATE | <Q.010 0.001 N/A N/ A ’ 0.0079 f A"
ISOPROPANOL | 3.8***  (.186 N/ A N/ A - 0.186 AN
ACETONE 1.6*%** 0.075 N/ A N/ A ' 0.075 " AN
ETHYL ACETATE 3.9*%** (0.189 N/ A N/ A 0.189 AN

1%*% (BASED ON ALL SOLVENTS USED IN 16 HOLRS.
2Reference applicable emission gstandards and units (e.g. Rule 17-2.600(5)(b)2. Table II,

E. (1) - 0.1 pounds per million BTU heat input)
3calculated from operating rate and spplicable standard.

4Emission, if source operated without control (See Section V, Item 3).

DER Form 17-1.202(1)
Effective November 30, 1982 Page 4 of 12




D. Control Devices: (See Section V, Item &)

-~

. Range of Particles Basis for
Name and Type Contaminant Efficiency Size Collected Efficiency
(Model & Serial No.) (in microns) (Section V
(If applicable) Item 5)
DEPTH FILTER PARTICULATES 80% 1 MICRON OR LARGER |SUPPLIER'S DESIGN
TORIT TD-2300 PARTICULATES 99+% 1 MICRON OR LARGER |SUPPLIER'S DESIGN
E; Fuels
Consumption#
Type (Be Specific) Maximum Heat Input
avg/hr max./hr (MMBTU/hr)

#Units: Natural Gas--MMCF/hr; Fuel Oils--gallons/hr; Coal; wood, refuse, other--lbs/hr.

Fuel Analysis:

Percent Sulfur: Percent Ash:
Density: lba/gal Typical Percent Nitrogen:
Heat Csepscity: - BTu/1b

BTU/gal

Other Fuel Contaminants (which may cause air pollution):

F. I1f applicable, indicate the percent of fuel used for space heating.

Annual Average : Maximum

6. Indicate liquid or solid wastee generated and method of dispoaal.

APPROXIMATELY 0.8 TONS OF PARTICULATES WILL BE GENERATED AS WASTE DURING THIS PROJECT.

ALL PARTICULATE WASTE WILL BE DRUMMED OFF & DISPOSED.OF IN AN QFF-SITE APPROVED DISPOSAL

SITE.

DER Form 17-1.202(1)
Effective November 30, 1982 Page 5 of 12



H. Emission Stack Geometry and Flow Cheracteristics (Provide data for each stack):

Stack Height: OFF ROOM - ABROUT 11 ft. Stack Diemeter: _ 12" x 12" ft.
Gas Flow Rate; 4000 SGFM DSCFM Ges Exit Temperature: 70 oF,
Water Vapor Content: 7~ 50 TO 60% RH % Velocity: 67 FPS

SECTION IV: INCINERATOR INFORMATION

Type of Type 0 Type I | Type 11 Type 111l Type 1V Type V Type VI
Waste (Plastics)| (Rubbish)| (Refuse)] (Garbage)] (Patholog< (Liq.& Gas{ (Solid By-prod.)
: ical) By-prod.) .

Actual
lb/hr
Inciner-
ated

Uncon-
trolled
(1bs/hr)

Description of Waste

Total Weight Incinerated (1lbs/hr) Design Capacity (1lbs/hr)

Approximate Number of Hours of Operation per day 4 day/wk wks/yr.

Manufacturer

Dste Constructed Model No.

Yolume Heat Release fuel Temperature
(fFt)3 (BTU/hr) Type BTU/hr (°F)

Primary Chamber

Secondary ChambeA

Stack Height: ft. Steck Diamter: Stack Temp.

Gas Flow Rate: ACFM DSCFM* Velocity: : FPS

#I1f 50 or more tons per day design capecity, submit ths emissions rate in grains per stan-
dard cubic foot dry gas corrected to 50% excees air. ¢

Type of pollution control device: [ ] Cyclone [ ] Wet Scrubber [ ] Afterburner

[ ] other (epecify)

DER Form 17-1.202(1)
Effective November 30, 1982 Page 6 of 12



Brief description of operating charscteriatics of control devices:

Ultimate dispossl of any effluent other than that emitted from the stack (ascrubber water,
ash, etc.):

NOTE:s Items 2, 3, 4, 6, 7, B, and 10 in Section V muat be included where applicable.

SECTION V: SUPPLEMENTAL REQUIREMENTS

Please provide the following supplements where required for this application.

1.

2.

Total proceas input rate and product weight -- show derivation [Rule 17;2.100(127)]

To a construction applicstion, attach basis of emission estimate (e.g., design calcula-
tions, design drawings, pertinent manufacturer's test deta, etc.) and attach proposed
methods (e.g., FR Part 60 Methods 1, 2, 3, 4, 5) to show proof of compliance with ap-
plicable standarda, To en operation application, attach teat results or methods uaed
to show proof of compliance. Information provided when applying for an operation per-
mit from a construction permit shall be indicative of the time at which the test was
made.

Attach basis of potential discharge (e.g., emission factor, that is, AP42 test).

With construction permit abplication, include design details for all air pollution con-
trol systems (e.g., for baghouse include cloth to air ratio; for scrubber include
cross-section sketch, design preassure drop, ete.)

With construction permit application, attach derivation of control device(s) efficien-
cy. Include test or design dats, Items 2, 3 and 5 should be consistent: actual emis-
sions = potential (l-efficiency).

An B8 1/2" x 11" flow diagram which will, without revealing trede secrets, identify the
individual operations and/or processes. Indicate where raw materials enter, where sol-
id and liquid waste exit, where gaseous emissions and/or airborne particles are evolved
and where finished products are obtained,

An B 1/2" x 11" plot plan showing the locstion of the eatablishment, and points of air-
borne emissions, in relation to the surrounding area, residences and other permanent
structures and roadways (Example: Copy of relevant portion of USGS topographic map).

An B 1/2" x 11" plot plan of facility showing the location of manufacturing processes
and outlets for airborne emissiona., Relate all flows to the flow diagram.

DER fForm 17-1,202(1)
Effective November 30, 1982 Page 7 of 12



10.

The appropriate application fee in accordance with Rule 17-4.05. The check should be
made payable to the Department of Environmental Regulation. -
With an applicstion for operation permit, aettach a Certificate of Completion of Con-

struction indiceting that the source was constructed as shown in the construction
psrmit, :
SECTION VI: BEST AVAILABLE CONTROL TECHNOLOGY

Are stsndards of performance for new stationary sources pursuant to 40 C.F.R. Part 60
applicable to the source?

[ ] Yes [ ] No

Contaminant Rate or Concentration

Has EPA declared the best available control technology for this class of sources (If

B.
' yes, attach copy)
[ 1 ves [ ] No
Contaminant - o Rate or Concentration
C. What emission levqls'do you propose as best évailable control technology?
Contaminant ] . Rate or Concentration
D. Describe the existing control and treatment technology (if any).

1. Control Device/System: 2. Operating Principles:

3. Efficiency:* o ' 4, Capital Costs:

*Explain method of determining

DER Form 17-1.202(1)
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5. Useful Life:
7. Energy:s
-9, Emissions:

Contaminant

.6. Operating Costs:

8. Maintenance Cost:

Rate or Concentration

10. Stack Parameters
"a. Height:
¢c. Flow Rate:

e. Velocity:

ft. b, Diameter:
ACFM d. Temperature: -

FPS

ft.

oF,

€. Describe the control and trestment technology available (As many types as applicable,

use additional pagea if neceasary).

a. Control Device:
Ce Ef’fic.lencys1
e. Useful Life:

g. Energy:z

b. Operating Principlea:
d. Capital Cost:
f. Operating Cost:

h. Maintenance Cost:

i. Availability of construction materials and process chemicals:

j. Applicability to manufacturing processes:

k. Ability to construct with control device, 1nqt311 in svailable space, and

within proposed levelsa:

a.- Control Device:
c. Efficiency:1
e. Useful Life:

g. Energy;z

i. Availaebility of conatruction materials and process chemicals:

b. Operating Principles:
d. Capital Cost:
f. Operating Cost:

h. Maintenance Cost:

1Explain method of determining efficiency.
zEnergy to be reported in units of electrical power - KWH design rste.

DER Form 17-1,202(1)
Effective November 30, 1982
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Je Appllcéﬁllify to nanufactufing processest

%. Ability to construct with control device, inatail in availeble apace, and operate
within proposed levels:

3.

s. Control Device: : b. Operating Principles:
c. Efficlency:l - .. de Capitsl Cost:

e. Useful Life: : f. Operating Cost:

g. Energy:z - . he Maintenance Cost:

1. Availsbility of construction materials and process chemicals:
J. Applicability to manufacturing processea:

k. Ability to construct with control device, install in available space, and operate
within proposed levels: '

4.

a. Control Device: . b. Opersting Principles:
c.  Efficiencys! d. Capitsl Coats:

e. Uaefql Life: f. Operating Cost:

g. 'Energyxz ) . h.  Maintensnce Cost:

1. Aveilebility of construction materiale and process chemicals:
J. Applicability to manufacturing proceasea:

k. Ability to construct with control device, install in avesilable space, and operate
within proposed levels:

F. Describe the control technology selected:

1. Control Dev{cex ) 2. Efficlency:l

3. Capital Coat: o A; Useful Lifex

5. Operating Coat: 6. Energy:2

7. Maintenance Cost: ' 8. Manufacturer: S

9. Other locatidna where employed on similar processes:

a. (1) Company:

(2) Mailing Address:

(3) City: (4) State: .

1Explain method of determining efficiency.
Energy to be reported in unites of electrical power - KWH deaign rate.

DER Form 17-1,202(1)
fffective November 30, 1982 Page 10 of 12



(5) Environmental Manager:
(6) Telephsne No.:
(7) Emissions:!

Contaminant Rate or Concentration -

(8) Proceas Rate:l

b. (1) Company:

(2). Mailing Address:

(3) City: (4) State:
(5) Environmental Manager:

(6) Telephone No.:

(7) Emisaions:l

Contaminant ' : Rate or Concentration

(B) Process Rate:l

10. Reason for selection and description of syastems:
lApplicant must provide this information when available. Should this information not be
available, applicant must state the reason(s) why,
SECTION YII - PREYENTION DF SIGNIFICANT DETERIORATION
A. Company Monitored Dsts

1. no. sites TSP () _ soZe Wind spd/dir

Period of Monitoring / / to / /
month day year month day year

Other data recorded

Attach all data or statistical summaries to this application.

#Specify bubbler (B) or continuous (C).

DER Form 17-1.202(1)
Effective November 30, 1982 Page 11 of 12



2. Instrumentation, Field and Laboratory

a. Was instrumentation EPA referenced or its equivalent? [ ] Yea [ ] No

b, Was instrumentation calibrated in accordance with Department procadur;a?
[ 1 Yes [ ) No [ ] Unknown

Meteorological Data Used for Air Quality Modeling

1, Year(s) of data from / / to / /
month day year month day year

2. Surface data obtained from (location)

3. Upper air (mixing height) data obtained from (location)

4, Stability wind rose (STAR) dete obtained from (location)

Computer Models Used

1, Modified? 1If yes, attach description.
2, | Modified? If yes, attach descriptioﬁ.
3. Modified? 1If yes, attach description.
4, Modified? 1If yes, attach description.

Attach copiea of all final model runs showing input data, receptor locations, and prin-
ciple output tables.

Applicants Maximum Allowable Emission Data

Pollutant : Emission Rate
TSP grams/sec
so? ) grams/aec

Emission Data Used in Modeling

Attach list of emission sources, Emission data required is source name, description of
point source (on NEDS point number), UTM coordinatesa, stack data, allowable emissions,
and normal operating time,

Attach all other information supportive to the PSD review.

Discuss the social and economic impact of the selected technology versus other applica-
ble technologies (i.e., jobs, payroll, production, taxes, energy, etc.). Include
assessment of the environmental impact of the sources,

Attach scientific, engineering, and technical material, reports, publications, jour-
nals, and other competent relevant information describing the theory and application of
the requested best available control technology.

DER Form 17-1,202(1)
Effective November 30, 1982 Page 12 of 12
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Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM _
Telex: 808235

CERTIFICATE
To Whom It May Concern:

This Is to certify that Robert A. Franke, Director of
Englineering of Key Pharmaceutlcals, Inc., Is duly authorlzed
to represent Key Pharmaceutlcals, Inc., along with his
deslgnate, Thomas W. Flachmeyer, Manager Environmental
Englneerlng and Waste Management; for the purposes of maklng
Appllcatlion for Permit to Construct or Operate Pollutlon

Control Facilltles for sald company.

Key Pharmaceutlcals, Inc.

_#cy.

dargs R. Conery,JVlce Presldent:

Mlaml and Puerto RlIco Operatlons

JRC/db

STATE OF FLORIDA

COUNTY OF DADE

Sworn to and subscrlibed before me
thls 21st day of October A.D. 1986.

NOTARY PUBLIC STATE OF FLORIDA
AY COMNISSION EXP. DEC 18,1989
BONDED THRU GERERAL INS. UMD,
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. . Best Available Copy

NEW FHUORATION TECHNOLOGY

The new TD 2300 is based on a unique combina-
tion of technolcgies. It involves the application of
cartridge-type filters to a continuous-duty dust col-
lection system. It offers you many advantages for
treating large vol-
umes of dust-laden
air on a continuing
basis: highly efficient
filtration; increased
filtering area for low-
er air-to-media ra-
tios; increased ease
of maintenance and
operation; and sub-
stantially decreased
collector headroom.

EFFECTIVE FINE PARTICLE
CONTROL

The use of pleated, non-woven filter media is the
key to the TD 2300's filtering efficiency. Dust-laden
air enters through the inlet of the collector —
heavy particles fall immediately into the hopper
bottom. As the air is drawn in through the filter
cartridges, dust is deposited on the outside of the
filtering media. With 12 filter cartridges, the sys-
tem has 2208 square feet of tilter area, almost four
times as much as a conventional tube house of the
same size. The generous filter area means low fil-
tration velocity and high efficiency when handling
sub-micron particulate.

CONTINUOUS PULSEJET
-CLEANING

The TD 2300's filter cartridges are cleaned auto-
matically and continually—the system remains on-
line at all times. Continuous filtration means full-
time pollution control and longer life for
manufacturing equipment. A remotely-mounted
solid state timer controls the cycle time. Solenoid
valves introduce jets of high-pressure air into each
pair of filter cartridges in turn, through the venturi
opening above each cartridge. The resuiting re-
verse air flow cleans the filter cartridges. Dust re-
moved from the filters sett!es to the bottom of the
collector. As a pair of cartridges is cleaned in suc-
cession, the remaining 10 continue their operation.
Extremely high dust loadings are handled easily.
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EASY-TO-HANDLE FLEXIBILITY

The TD 2300 requires up to 25% less headroom than
conventional tube houses—the highly efficient filter car-
tridges are 26” long, instead of standard 96" clcth tutes.
Its compact size gives you great flexibility in location.
Also, the TD 2300 does the job with 12 cartricges. in-
stead of the 48 or more filters in tube houses of the
same size.

The TD 2300 is delivered to you in major assemblies.
The system is available with different blower pack com-
binations for single-unit or multiple-unit applications.
Its hopper can be fitted for 55-gallon drums, or for a
rotary air lock adapter. The TD is made with the same
high quality TORIT puts into all its dust collection sys-
tems: air-tight all-steel construction, sealed seams, and
gasketed doors and fittings. The TG 2300 filter cartridge
system is a major innovation in effective air pollution
control, from TORIT.



Quick-change teature allows tast

cartridge removal and installation.
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'OPTIONAL EQUIPMVENT

O Elower pack options include 3HP, SHP, 10HP,

ooa

15HP, 20HP or remote exhausters as required.
15HP is standard equipment. Please state in-plant
line voltage when ordering.

Sound attenuator packages.
Explosion vents.

Rotary airlock and adapter.

LEADERS IN CONTROL OF IN-PLANT AIR POLLUTION

Best Available Copy

ﬁx\

FILTER CARTRIDGE SYblCMo 1D 2300

SPECIFICATIONS

Actual FilterArea .... ................ 2712 sq. ft
NumberofValves ........ ... ... ... i, €
Number of Filter Cartridges ................... 12
Filter Cartridge

Dimensions ....... 12%” OD x 83”7 1D x 26” long
Number of HopperQutlets ...................... 1
Hopper Outlet Size ............ ....14% " square
Hopper Size ................. . ... .. ... 38 cu. ft.
Shipping Weight . .................. est. 2040 Ibs.
Wind Load Rating ... .................. 100 m.p.h.
Seismic Rating .......... .o, Zone 3

Specifications subject to change without notice.

NOTES

[0 Inletsizes available in 1-inch increments from 9”7 1D
to 22”7 1D with built-on defiectors. Please specify.

[3 Standard legs provide 42V2” clearance under the
hopper flange. Bolt-on legs for special height
recuirements are available.

{0 TD systems must be attached to 80-100 PSIG
in-plant compressed air supply for cleaning
mechanism to function.

[T Valves and control system operate on 120v,
60-cycle power.

J TD units are painted with biue acrylic enamel.

O Roof slope 2 inches.

'PERFORMANCE TESTED

Performance ratings and A-scale sound level
readings are available on each TD collector-power
pack combination. These ratings are read and verified
under standard test conditions in TORIT's
laboratories.

TORIT district sales representatives are conveniently
located throughout the Urited States and Canada.
One will gladly work with you on your in-plant

air pollution probierns, and offer complete
recommendations at no obligation to you. Check
your Yellow Pages. under “"Dust Collécting Systems™,
fer local listing, or write.

TORIT DIVISION/DONALDSON COMPANY, INC./BOX 1299/MINNEAPOLIS, MINNESOTA 55440
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A GENDA
FOR KEY PHARMACEUTICALS, INC.
, AND
STATE OF FLORIDA DEPARTMENT OF ENVIRONMENTAL REGULATION -

KEY PHARMACEUTICALS, INC. REPRESENTATIVES:

MR. ROBERT A. FRANKE

MR. ERIC MITTLEBERG, PhD

MR. THOMAS W. FLACHMEYER
SHUTDOWN OF THEO-DUR PRODUCTION (CONSENT ORDER CASE NO. 83-0373)
A, C.A.P ROOM
B. THREE COATING PAN ROOMS
C. TWO GRANULATION ROOMS

CURRENT PERMITS

A. QUINORA AND GUANIDINE (VE TEST 12-10-86)
B. K-DUR (METHOD 18 JAN 7 TO 9, 1987)

CURRENT APPLICATION
A. DRUG 0420 - SCALE-UP AND CLINICALS
FUTURE CONTROLS

A.  VARA FOR K-DUR 1987-1988 WJ“,NJ”’F
/
3. SOLVENT ADSORPTION FOR BLDG 50 1988-1989 <

FUTURE PRODUCTS: 1987, 1988, 1989
A.  VOC BASE

B. AQUEOUS BASE
c. INCREASED PRODUCTION K-DUR



e

Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 654-2200

Telex: 808235 .

December 1, 1986

Ms. Rebecca Moore
Department of Environmental
Regulation Enforcement

3301 Gun Club Road

P,0. Box 3858

West Palm Beach, FL 33402

Dear Ms. Moore:

The final "milestone" to show complfiance with Consent Order OGC Case No. 83-0373 was to show the
Commercial Scale Production of THEO-DUR product at our new Las Piedras, Puerto Rico plant. As discussed
with you on the phone, we agreed that copies of several large invoices would adequately show the sale of
THEO-DUR product produced in Puerto Rico and that other correspondence dated November 21 and 25, 1986,

would confirm the shutdown and dismantling of unpermitted VOC sources at our Miami plant site.

The attached invoices (6) show shipments and billings totaling more than $6,000,000 and span the July
through October, 1986 time frame. :

Should you require additional information, please advise.

Sincerely,

LG

Robert A. Franke, Director
Engineering

RAF/db
attachments

bce: J. Confroy
R, Glover
T. Flachmeyer
L. Mulligan
S. Gordon



Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 654-2200

Telex: 808235

"November 25, 1986

Ms. Rebecca Moore
Department of Environmental
Regulation Enforcement

330! Gun Club Road

P.0O. Box 3858

West Palm Beach, FL 33402

Dear Ms. Moore:

As a follow-up to me letter to you dated November 21, 1986, all
unpermitted sources of VOC's at our Miaml faclllity have already
been shutdown and the dlsmantling procedure has begun.

One change, not affecting the Consent Order but worthy of documen-
tation Is that we are goling to continue usling Granulation Room #1
but without the use of solvents, l.e., the Granulatlion will be
aqueous, therefore not a source of VOC's.

Please call If any additlonal informatlion Is requlired.

Sincerely,

A/

Robert A. Franke, Dlrector
Engineering

RAF/db

bcc: J. Confroy
R. Glover
T. Flachmeyer
L. Mulllgan
S. Gordon



Key Pharmaceuticals, inc
50 NW. 176th Street
Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

November 21, 1986

Ms. Rebecca Moore -
Department of Environmental

Regulation Enforcement

3301 Gun Club Road

P.0. Box 3858

West Palm Beach, FL 33402

Dear Ms. Moore:

This is to confirm several phone conversations over the past few days and to confirm that by November
30, 1986, all unpermitted sources of VOC's at our Miami facility will be shutdown and dismantled as per
our agreed upon procedure. All unpermitted sources of VOC's will be electrically and pneumatically
disabled by terminating the electrical power and the compressed air at electrical disconnects and main
air supplies respectively, with all connections to equipment removed. This will be‘accomplished in the
three (3) Coating Pan Rooms and Granulation Room #1 as per Consent Order OCG Case No. 83-0373. All
other sources of VOC's at the Maimi Plant site have been permitted.

¥Within the next several days ! will forward to you invoices showing that we are comercially selling
THEQ-DUR product made in our Las Piedres, Puerto Rico facility. This will complete the final "mile-
stone" requirement of the Consent Order and should close Case No, 83-0373,

Should you require additionsl information, please advise,

Sincerely,

A Tk

Robert A. Franke, Director
Engineering

RAF/db

bec: J. Confroy .
R. Glover
T. Flachmeyer
L. Mulligan
S. Gordon




STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

. ’le:_ O
SOUTHEAST FLORIDA - 5N 808 GRAHAM
AR B GOVERNOR
DISTRICT P -‘__f%
[z \ VICTORIA 4. TSCHINKEL
3301 GUN CLUB ROAD N A _ SECRETARY
P.O. BOX 3858 i _ /
WEST PALM BEACH, FLORIDA 33402 \?WJ » W £ ROY DUKE
VI / DISTRICT MANAGER

November 13, 1986 -
Dade County
AP-Key Pharmaceuticals

Mr. Thomas W. Flachmevyer Fluid Bed Processors

Manager of Environmental Engineering
" Key Pharmaceuticals
50 Northwest 176 Street

Miami, Florida 33169
On 9/23/86 , you were notified that your application for a

permit was incomplete. The required information necessary to complete your
application was itemized {(copy attached).

When a permit application is incomplete, all processing of the application
i1s suspended. Pursuant to Section 120.60, Florida Statutes, the Department
may deny .a permit application 1f the applicant, after receiving timely
notice, fails to correct errors, omission, or supply additional information
within a reasonable period of time.

It has been 50 days since we notified you of the deficiences in your
application. Please remember that a permit must be obtained from this
Department before you undertake the proposed work.

. Sigcerel
cc: DERM ;5
Mr. Confroy, V.P. -

W. Hanks I. Goldmen,P.E.
S. Neck Supervisor
' Alr Permitting

Eaclosure

Please advise us 1f:

[ ] You wish to withdraw your application.

[ ] You need additional time to obtain the required information and we will
receive the information in approximately days.
[ ] You have questions about our request and you wish to discuss your

application with us.

You may check more than one of these items. Please sign and return this
cover letter to us within 15 days of the day you receive 1it.

. ) 2O 13-114316
Application No.

(Signature)
DER Form 17-1.201(3) Effective November 30, 1982




