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M
Mr. Willard Hanks BP\Q

Florida Department of
Environmental Regulation
Twin Tower Office Building
2600 Blair Stone Road
Tallahassee, Florida 32301

RE: Key Pharmaceutical's Methanol Reduction System Compliance Testing
(A0-13-114316)

Dear Mr. Hanks:

I wish to once again amend our proposed test protocol for the
referenced project for purposes of facilitating protocol review. We will
use the Tedlar™ bag technique for this testing as described in Environmental
Protection Agency (EPA) Method 18 (7.1.1.2). Due to the expected stack gas
moisture percentage of about 10%, the sampling system will be modified to
allow for simultaneous dilution of the sample with zero grade air or
nitrogen (7.1.4). The sampling rate of stack gases will be 0.5 liters per
minute (lpm) and the diluent gas rate will be 1.0 1lpm although a higher
dilution ratio may prove necessary to avoid moisture condensation. Three
replicate test runs of nominally 1 hour in duration will be conducted.

EPA Methods 1 and 2 velocity and temperature measurements will also be
conducted at the methanol scrubber outlet. A temporary stack extension will
be utilized at this point to allow for two (2) ports at 90°. Stack gas
moisture percentages will be determined by saturation vapor measure.

Enviropact, Inc., of Miami, Florida, will perform the sample analyses
as per Method 18. Analysis will be performed within a 2-12 hour period
following testing.

Should you wish to arrange for one or more audit samples to be analyzed

in conjunction with this project, we have estimated the methanol
concentrations to be approximately 350 ppm by volume.

2106 N.W. 67th Place, Suite 4 ® Gainesville, Florida 32606 e (904) 335-1889



Mr. Willard Hanks
November 20, 1986
Page 2

If you have any questions regarding this protocol, please contact me.
We wish to perform this work sometime between December 10 and 20, 1986. We
will advise you as to the exact date.
Respectfully,
AIR CONSULTING AND ENGINEERING
Qfszi¥bdéwmz 3 r/l“”i\
Stephen L. Neck, P.E.
SLN:ctg

attachment

cc: Mr. Tom Flachmeyer, Key Pharmaceuticals
Mr. Tom Tittle, FDER/WPB
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. —3 Key Pharmaceuticals, Inc.
i @ :IDi 50 N.W. 176th Street
—J Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

October 21, 1986

Mr. Willard Hanks D E R

Florida Department of

Environmental Regulations OCT 31 ‘988

Twin Tower Office Building

2600 Blair Stone Road

Tallahassee, FL 32301-8241 BAQM
Dear Mr. Hanks:

As you may be aware, over the last & months several major changes have occurred at Key Pharmaceuticals.
These changes include the merger of the Corporation with Schering-Plough Corporation and numerous

changes in personnel and responsibilities. | would therefore like to inform you of the following:
CORPORATE NAME: KEY PHARMACEUTICALS, INC.
CORPORATE ADDRESS: 50 N.W. 176th Street

Miami, FL 33169
PHONE : 305-654-2200

CORPORATE VICE PRESIDENT,
MIAMI & PUERTO RICO OPERATIONS: Mr. James R. Confroy

CORPORATE VICE PRESIDENT,
RESEARCH & DEVELOPMENT: Dr. Allan S. Kaplan

MANAGER OF ENVIRONMENTAL
ENGINEERING & WASTE MANAGEMENT: Mr. Thomas W. Flachmeyer

Mr. Confroy is the Vice President responsible for the following Key Pharmaceutical locations:
° 50 N.W. 176th Street

Miami, FL 33169

° 100 N.W. 176th Street
Miami, FL 33169

° 13900 N.W. 57th Court
Miami Lakes, FL 33104

Dr. Kaplan is the Vice President responsible for the following Key Pharmaceutical locations:

° 999 N,W. 159th Drive
Miami, FL 33169

° 1500 S.W. 66th Avenue
Pembroke Pines, FL 33023

Mr. Flachmeyer is responsible for the environmental activities at all Key Pharmaceutical locations.
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Please reflect these personnel changes in all currently active permits for Key Pharmaceuticals and in
all future correspondence.

Should you have any questions concerning this matter or anything else concerning Key Pharmaceuticals,
please do not hesitate to call me at (305) 654-2240.

Sincerely,

Thomas W. Flachmeyer, Manage

Environmental Engineering and
Waste Management

TWF/db

cc: Ms. S. Brooks



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
Englneering of Key Pharmaceuticals, Inc., Is duly authorized
to represent Key Pharmaceuticals, Inc., along with his
deslignate, Thomas W. Flachmeyer, Manager Environmental
Engineering and Waste Management; for the purposes of makling
Application for Permit to Construct or Operate Pollution

Control Faclllitles for sald company.

Key Pharmaceuticals, Inc.

A _Zcy.

dadég R. Conery,dVlce President

Miami and Puerto Rlico Operatlions

JRC/db

STATE OF FLORIDA

COUNTY OF DADE

Sworn to and subscribed before me
this 21st day of October A.D. 1986.

NOTARY PUBLIC STATE OF FLORIDA
MY COMNISSION EXP. DEC 18,1989
BONDED THRU GEWERAL INS. UND.



) Key Pharmaceuticals, Inc.
{ g E, ﬁ 50 NW, 176th Street
m 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
Engineering of Key Pharmaceuticals, Inc., Is duly authorlized
to represent Key Pharmaceuticals, Inc., along with hls
deslgnate, Thomas W. Flachmeyer, Manager Environmental
Engineering and Waste Management; for the purposes of making
Application for Permit to Construct or Operate Pollutlion

Control Faclilitlies for sald company.

Key Pharmaceutlicals, Inc.

O 4/

Dr. Allan S. Kaplan, Corporate

Vice President, Research and Development

ASK/db

STATE OF FLORIDA

COUNTY OF DADE

Sworn to and subscribed before me
this 21st day of October A.D. 1986,

®OTARY PUBLIC STATE OF FLORIDA
WY COMRISSION EXP. DEC 18, 1989
GONDED THRU GENERAL INS. UND.
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For Routing To District Otfices
And/Qr To Othar Than Tho Addrossee

State of Florida To: Loctn.:
DEPARTMENT OF ENVIRONMENTAL REGULATION To: : Loctn.:

To: Loctn.:
INTEROFFICE MEMORAN DUM From: Date:

Reply Optionai | | Aaeply Required { | info. Oniy { 1}

DatoOue: ____ __  Date Due: _

TO: Stephanie Brooks
THRU: Bill Thomas
FROM: Willard Hanks g i
DATE: June 10, 1986

SUBJ: Key Pharméceuticals (AC 13-116005)

In response to your April 11, 1986, memorandum on Key's
Accela-Cota Coating Pan process, BAQM's comments are:

SC #1 - The weight per lot, in this permit, should be considered
an adjective, not a limit. The source would not be subject to
different regulations or standards with heavier lots. Although
the number of lots produced would have to increase significantly
before the VOC emissions would subject the process to different
regulations and standards, BAQM recommends any permit (construc-
tion or operation) for this source contain a cap on the number of
lots. 1In this case, a higher number of lots can be authorized in
the permit to operate provided the increase in VOC emissions does
not subject the source to new regulations or, in SEFD judgement,
different control requirements. :

SC #1, 2, and 3 - In general, the department should be the office
that issued the permit. 1In this case, SEFD could have issued the
construction permit (a minor source at a minor facility). BAQM
suggest SEFD handle any minor revisions for the source in the
permit to operate.

SC #5 - This condition, basically, quotes the regulation.
Generally, ambient air standards (which objectionable odors are
similar to) are not enforced on plant property that the public
does not have access to.

SC #7 - Any change to the process that does not subject the
source to new regulations or, in SEFD judgement, a new standard
or control can be authorized in the permit to operate. When a
new regulation or standard is appropriate, a new construction
permit, with public notice, will be required.

Please call me if you need more clarification on this matter.

WH/ks




BEST AVAILABLE COPY

State of Florida )
DEPARTMENT OF ENVIRONMENTAL REGULATION

Imteroffice Nlemorandum

FOR ROUTING TO OTHER THAN THE ADDRESSER
Tos LocTe:
Tos LOCTH: e
To: LocTe L
4 i : Oaru:
TO: Willard Hanks [ -

FROM: Stephanie S. Brooks ﬂdaéyﬁwﬁaznaf¢é§gﬁkﬂh77ﬂéf
DATE: April 11, 1986

RE: Key Pharmaceuticals AC 13-116005

. ——————————— - > ——— T — - — ———— - —— T —————— i~ ——— ——— . ——_f— o — D Tt W = e . R e -

The SEFD had the following comments:

SC #1 Are we limiting the weight of the lots in addition to the
number of lots?

SC #1, 2 & 3 Who is the department?

SC #5 Should this state "... no objectionable odors off-site"?

SC #6 1Is the calculated VOC emission is lbs./day and average
number? This condition will not provide resonable assurance of

compliance with SCs 1 and 2.

SC #7 1If a new construction permit is required, we feel there
shouldn't have to be a public notice period.

SSB: js: 32 B
DER
LU A ¢ ,‘98-6
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STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

B80B GRAHAM
TWIN TOWERS OFFICE BUILDING GOVERNOR
2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA J. TSCHINKEL

SECRETARY

STATE OF FLORIDA
DEPARTMENT OF ENVIRONMENTAL REGULATION
NOTICE OF PERMIT

Mr. Allen F. Gant

Vice President Production and Engineering
Key Pharmaceuticals, Inc.

50 N.W. 176th Street

Miami, Florida 33169

May 28, 1986

Enclosed are Permit Numbers AC 13-116005 and AC 13-115383 to
Key Pharmaceuticals, Inc. for the installation of a coating pan
process and for the manufacture of GUANIDINE and QUINORA tablets
at the Key Pharmaceuticals facilities in Miami, Dade County,
Florida. These permits are issued pursuant to Section 403,
Florida Statutes.

Any Party to these permits has the right to seek judicial
review of the permits 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 Office of General Counsel, 2600 Blair Stone
Road, Tallahassee, Florida 32301; 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 these permits are
filed with the Clerk of the Department.

ExXxecuted in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION

C. H. Fancy, P.E. J

Deputy Chief

Bureau of Air Quality
Management

Copies furnished to:

Isidore Goldman
Patrick Wong

Protecting Florida and Your Quality of Life




CERTIFICATE OF SERVICE

This is to certify that this NOTICE OF PERMIT and all

copies were mailed before the close of business on‘ﬁnztfgg;ZQ?é'
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.

Habisein b Atme (/756

Clerk ate




Final Determination

Key Pharmaceuticals, Inc.
Miami, Florida
Dade County

Accela-Cota Coating Pan
Permit No. AC 13-116005

Manufacture of GUANIDINE and QUINORA Tablets
Permit No. AC 13- 115383

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

May 23, 1986



Final Determination

The Technical Evaluation and Preliminary Determinations for the
Accela-Cota Coating Pan and manufacture of GUANIDINE and QUINORA
Tablets projects were distributed on March 28, 1986, and April 2,
1986, respectively. Copies of the evaluations were available for
public inspection at the Department's offices in West Palm Beach
and Tallahassee and Dade County's Department of Environmental
Resources Management's office in Miami. The Notice of Proposed
Agency Action on the permit applications was published in the
Miami News on April 18, 1986. No comments were received on the
Department's intent to issue the construction permits. The final
action of the Department will be to issue the construction
permits for the projects as proposed in the Technical Evaluation

and Preliminary Determinations.



STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB GRAHAM
TWIN TOWERS OFFICE BUILDING GOVERNOR
2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA J. TSCHINKEL

SECRETARY

PERMITTEE: Permit Number: AC 13-115383

Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986
50 NW 176th Street County: Dade

Miami, Florida 33169-1307 Latitude/Longitude: 25° 56' 03" N

80° 11' 42" W
Project: Manufacture of GUANIDINE
and QUINORA Tablets

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 two lots (231 1b/lot) of GUANIDINE
tablets and eleven lots (878 1lb/lot) of QUINORA tablets per year with
existing granulation, wet sizing, drying, dry sizing, blending,
compression, and packaging process equipment which uses a dust
collector to control air pollution. This equipment is located at the
pharmaceutical plant at 50 NW 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 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 January 29, 1986.

2. Key Pharmaceuticals, Inc. letter dated February 13, 1986.

Protecting Florida and Your Quality of Life
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PERMITTEE: Permit Number: AC 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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, unor
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 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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

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. 1f, 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 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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. 1In 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 Dbe
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 entire period of construction or
operation.

1

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. 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 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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 2 lots of GUANIDINE (231 1lb/lot) and 11
lots of QUINORA (878 1lb/lot) per calendar year without prior approval
of the department.

2. Production of these drugs is limited to 420 hour per year unless
additional operation time is approved by the departiment.

3. Visible emissions from the process equipment and dust collector 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 ©



PERMITTEE: Permit Number: AC 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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 1 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
system is operating properly.

7. The permittee shall comply with all conditions of consent order
No. 84-0644 (orginally No. 83-0373).

8. Allowable VOC emissions from Glatts 1, 2, and 3, as authorized by
permit No. AC 13-100437, shall not exceed 35 TPY.

9. The permittee will demonstrate compliance with the conditions of
this construction permit and submit a complete application for permit
to operate to the Southeast District office 90 days prior to the
September 30, 1986, expiration date of this construction permit or 60
days after the new drugs are manufactured, whichever date occurs
first. The permittee may continue to operate in compliance with all
terms of this construction permit until its expiration data.

10. Any permit to operate issued for this process shall require
annual operation reports which include, as a minimum, the annual VOC
emissions from the manufacture of these drugs.

Issued this_2 & day of Ma,., ’
1986. e

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION

VICTORIA J. SCHINKEL, Secretary

pages attached.
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STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB GRAHAM

TWIN TOWERS OFFICE BUILDING GOVERNOR

2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA 4. TSCHINKEL

SECRETARY
PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986
50 NW 176th Street County: Dade
Miami, Florida 33169-1307 Latitude/Longitude: 25° 55' 26" N

80° 12' 58" W
Project: Coating Pan Process

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:

Installation of a coating pan process consisting of an agitated
mixing vessel, spray unit, Accela-Cota Model 24-1II coating pan, air
handler unit, exhaust fan, and ducts at the permittee's existing
research and development building located at 999 NW 159th Drive,
Miami, Dade County, Florida. The UTM coordinates of this building
are zone 17, 578.5 km E and 2867.4 km N.

The installation shall be in accordance with the attached permit

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

Attachments:

1. Application to Construct Air Pollution Source, DER form
17-1.202(1), received February 12, 1986.

Protecting Florida and Your Quality of Life




PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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

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. 1f, 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 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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. 1In 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 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. 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
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PERMITTEE:

Key Pharmaceuticals, Inc.

Permit Number: AC 13-116005
Expiration Date: October 1,

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.

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;

15. When requested by the department,

the
the
the
the

date(s) analyses were performed;

person responsible for performing the analyses;
analytical techniques or methods used; and
results of such analyses.

the permittee shall within

1986

The time period of retention shall be at

reasonable time furnish any information required by law which is

needed to determine compliance with the permit.

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:

If the permittee

1. Production shall not exceed 130 lots/year of drugs (37.2 lbs/lot)
without prior approval of the department.

2. Solvent used in the process, based on a material balance,
limited to 20.3 1lbs/lot unless prior approval is obtained from the

department.

3. The coating pan process shall not be used more than 1,040 hrs/year

without prior approval of the departuent.

Page 5 of ©
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PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

SPECIFIC CONDITIONS:

4, Visible emissions from any component of the coating pan process
shall not exceed 5 percent opacity as determined by Method 9 which is
described in 40 CFR 60, Appendix A.

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

6. Any permit to operate issued for the coating pan system shall
require annual reports which include, as a minimum, the number of drug
lots manufactured with the coating pan process and the calculated VOC
emissions in 1lb/day and TPY.

7. The construction shall reasonably conform to the plans and schedule
submitted in the application. If the permittee is unable to complete
construction on schedule, he must notify the department in writing 60
days prior to the expiration of the construction permit and submit a
new schedule and request for an extension of the construction permit.
(FAC Rule 17-4.09)

To obtain a permit to operate, the permittee must demonstrate compli-
ance with the conditions of the construction permit and submit a
complete application for an operating permit, including the applica-
tion fee, along with test results and Certificate of Completion, to

the department's district office 90 days prior to the expiration date
of the construction permit. The permittee may continue to operate in
compliance with all terms of the construction permit until its
expiration date. Operation beyond the construction permit expiration
date requires a valid permit to operate. (FAC Rule 17-4.22 and
17-4.23)

If the construction permit expires prior to the permittee requesting an
extension or obtaining a permit to operate, then all activities at the
project must cease and the permittee must apply for a new permit to
construct which can take up to 90 days to process a complete

application. (FAC Rule 17-4.10)
Issued this gi day of ’
1944 3 =

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION,

VICTORIA J. TS@HINKEL, Becretary
pages attached.
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State of Florida 317
DEPARTMENT OF ENVIRONMENTAL REGULATION N 136

R

Imterofifice NMemorandumm-

FOR ROUTING TO OTHER THAN THE ADDRESSEE

To Loct™
TO: Victoria J. Tschinkel Tor Locm:
Te LocTn: _

FROM: Clair Fancy CZKA%y*“44\, o e
DATE: May 21, 1986

SUBJ: Approval of Air Construction Permits

Attached for your approval and signature are two Air
Construction Permits to Key Pharmaceuticals, Inc. for the
installation of a coating pan process and the manufacture of
GUANIDINE and QUINORA tablets at the Key Pharmaceuticals
facilities in Miami, Dade County, Florida.

Day 90, after which the permits would be issued by default;
is June 20, 1986.

The Bureau recommends your approval and signature.

CF/pa

Attachments

[) EZ Fe J b F?

MAY 271985 "M ° 1986

BAOM B M




Key Pharmaceuticals, Inc.
; i 50 N.W. 176th Street
i ‘E _ Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

April 21, 1986

Mr, C.H. Fancy, Deputy Chief

Bureau of Air Quality Management

Department of Environmental Regulation

2600 Blair Stone Road

Tallahassee, FL 32301-8241

RE: CONSTRUCT PERMIT AC 13-115383 and 116005

Dear Mr. Fancy:

-As per the construction permit requirements, the public notice for both referenced permits was published
in the Legal Ad Section of the Miami News on Friday, April 18, 1986. Therefore, the thirty (30) day

public notice time should end on May 18, 1986. Attached is the page (12-C) from the Miami News to
corroborate the above.

If there are any guestions, please contact me.
Very truly yours,

KEY PHARMACEUTICALS, INC.

Steph#h J. Gobdstein, Manager
Environmental Engineering and
Waste Management

SJG/db
enclosure

cc: W, Smyth
R.A. Franke
T. Flachmeyer

E. Borbe

E. Mittleberg 0
P. Rothchild
C. Newcomb
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tlpersons whose ° subs'anhal

s
- State of Florida
» Department ol
Environmental Reoulanon .
Notice of Propose: |
‘Agency Action on
Permit Applications

- &

The~Department of Envi-
ronmental ‘Regulation gives
notice of its intent ot issue
two permits to Key Phar-
rnaceuhcals, Inc. for the fol-
ow

1. To install a coating pan atl
Kevy - Pharmaceuticals’, .Inc
R & D laboratory ai 999
N.W. 159th Drive, Miami
{Dade County), Florida. The
pan will emit 1.32 TRY VOC
a' determination. of best
avauable controt technology
(BACT) was not reauired.

2. For the manufacture of
QUINORA tablets al Key
Pharmaceuticals’, Inc.” ex-
isting pharmaceutical plant
located at N.W._ 176
Street,. Miami_{Dade Coun-
tv), Florida. The manufac-
ture of these products will

than 1 TPY VOC. A .deter-
mination of best available
control’ technology (BACT)
was noi reauired. .

interests are affected by the
Department’s proposed
permitting decision may pe-
tition for an administrative
proceeding (hearing) in”ac-
cordance *  with Section
120,57, Florida Statutes..The|
petition must conform 16 the
requirements of Chapter
17-103 and 28-5, Florida Ad-
ministrative Code, and must
be filed (received) in the Ol-
fice of General Gounsel of
the -Department  at 2600
Blair. * Stone., i
Towers Office Building
lahassee, Florida . 32
within fourieen (14) davs of
publication of this notice.
Failure to file.a requesf for
hearing within. this time pe-
riod constitutes a waiver of
any righf such person may
have to reaquest an adminis-
trative determination (hear-
ing) under Section. 120.57.

Florida Statutes. .-

e

16 1 1 U b

T AaQ 130T

[P

Ha pem:on is hled the ad-
ministrative heéaring process
is designed to formulate
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
Model Rule 28-5.207, Florida
Adrministrative  Cade at
least five (5) davs before the
final hearing and be filed
with the .hearing officer if
one has been assioned at the
Division of -administrative
Hearmgs. Oepartment: ot
Administration, 2009 Apala-
chee oarkwav, Tallahassee,
Florida, 32301. if no hearing
officer has been assigned,
the petition is to be filed with
the depar!mem s Office’ of
General_Counsel, 2600 Blair
Stone Road T‘allahassee‘
Florida 32301. Failure to pe-
tition to intervene within the
allowed time frame consti-
tutes a waiver, of any right
such oerson has 'o request a

nde ‘Section
IZD 57 F|or|da Svalu'es i

The’ aDDIannon ‘is-avaitable
for public'inspection during
normal business hours,
8:00AM:5:00PM, Monday
through Friday, except legal

hotidays, ‘at:
DEPARTMENT OF
"ENVIRONMENTAL
. REGULATION .
Bureau of Air Quality
Managernent .
2600 Blair Stone Ro(a]d

Southeast Flordia .
District
3301 Gun'Club Road
. West Palm Beach,
Florida, 334 02 -

DADE COUNTY

NI NW.First Avenue
Miami.FI 33128

Any person may send wril-
ten commenis on the pro-
josed * action’ to AMr. Bill
"homas the department’s
I'a|lahassee address.  All
comments mailed within 30
davs of the publication of
this notice wiil be considered
in the department’s finat de-
termination. . -
ADrll 18, 1986
AS Nor 635 340N




. Key Pharmaceuticals, Inc.
50 N.W. 176th Street
i EDi . Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

April 14, 1986

Mr, C.H. Fancy

Deputy Chief

Bureau of Air Quality Management
State of Florida Department of
Environmental Regulation

2600 Blair Stone Road
Tallahassee, Florida 32301-8241

RE: CONSTRUCTION PERMITS AC-13-116005 and 115383

Dear Mr, Fancy:

Attached please find the proposed submission for publication to the Miami News for the two
referenced permits. The two were combined into one publication for convenience, I|f there are any
problems with this, let me know immediately.

They are being published within the thirty (30) day period based on the March 28, 1986 date
prepared in your offices, However, as they did not reach me until April 8, 1986, a petition for
alteration by Key will not be prepared until after the 14-day comment period. It will be in your

office by April 21, 1986.

In the future, all correspondence should be directed to William Smyth, Executive Director of
Production or to me. Mr, Allen F. Gant has recently resigned.

A1l of the above matters have been discussed with Mr, Willard Hanks of your offices.
If there are any questions, please contact me,

Very truly yours,

L
Stepbégyl. Ggﬁgi;ein, Manager

Environmental Engineering and
Waste Management

SJG/db

attachment

ce: W. Smyth APR 18 1986

R.A. Franke

E. Mittleberg ' - ‘“’\QM

T. Flachmeyer
E. Borbe

Shbdabinddind



DER 4/14

State of Florida
Department of Environmental Regulation
Notice of Proposed Agency Action
on Permit Applications
The Department of Environmental Regulation gives notice of its intent to issue two permits to Key
Pharmaceuticals, Inc, for the following:

1. To install a coating pan at Key Pharmacueticals', Inc. R & D laboratory at 999 N.W. 159th
Drive, Miami (Dade County), Florida. The pan will emit 1.32 TPY VOC. A determination of
best available control technology (BACT) was not required.

2. For the manufacture of GUANIDINE and QUINORA tablets at Key Pharmaceuticals', Inc. existing
pharmaceutical plant located at 50 N.W, 176th Street, Miami (Dade County), Florida. The
manufacture of these products will result in emissions of less than 1 TPY VOC, A determin-
ation 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 proceeding (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 Office of General Counsel of the Depart-
ment at 2600 Blair Stone Road, Twin Towers Office Building, Tallahassee, Florida 32301, within
fourteen (14) days of publication of this notice. Failure to file a request for hearing within
this time period constitutes a waiver of any right such person may have 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 Model 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 32301. 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 AM - 5:00 PM,
Monday through Friday, except legal holidays, at: ,

DEPARTMENT OF ENVIRONMENTAL REGULATION

Bureau of Air Quality Management

2600 Blair Stone Road

Tallahassee, FL 32301

DEPARTMENT OF ENVIRONMENTAL REGULAT!ON
Southeast Florida District

3301 Gun Club Road

West Palm Beach, FL 33402

DADE COUNTY DEPARTMENT OF ENVIRONMENTAL RESOURCES MANAGEMENT
111 N W, First Avenue
Mijami, FL 33128

Any person may send written comments on the proposed action to Mr, Bill Thomas the department's
Tallahassee address. A1l comments mailed within 30 days of the publication of this notice will be
considered in the department's final determination,
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PS Form 3800, Feb. 1982 ..

P 408 533 205
RECEIPT FOR CERTIFIED MAIL

" NO INSURANCE COVERAGE PROVIDED—
NOT FOR INTERNATIONAL MAIL

(See Reverse)

‘Sant to

Mr. Allen F. Gant

.| Street and No.

P.O., Stote and ZIP Coda

Postoge

Cortificd Foo

Speclal Dellvery Fea

Restricted Delivery Fao

Roturn Receipt Showing
to whom and Date Dslivered

Date, and Address of Delivery

Return Receipt Showing to whom,

TOTAL Postoge end Feas

Postrnark or Dete -

4/2/86

€86L AINr ‘1 L g€ w104 Sg

1412924 NBNL3Y DILSINOA

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

Put your address in the "RETURN TO’' space on the
revarse side. Failurg to do this will prevent this card from
being returned to you, Tha return receipt tae will provide
you the name of the person delivered to and the dats of
delivery. For additional tees the following servicas are
available. Consult postmaster for fees and check box(es)
for service(s) requested, 3

.

1. [J showto whom, date and address of delivery.
IS

2. ‘ 3 Restrictad Datlivery.

3 Article Addressed to:

Mr. Allen F. Gant

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

4. Type of Service: Article Number .

(1 Registered [ Insured

)8 Certfied El/ya‘ 08 533 205
xpress vial 5
° Ao )

gsse or agent and
n” | | |

7. Date ot Delivary

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




TWIN TOWERS OFFICE BUILDING
2600 BLAIR STONE ROAD
TALLAHASSEE, FLORIDA 32301-8241

STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB GRAHAM
GOVERNOR

VICTORIA J. TSCHINKEL
SECRETARY

March 28, 1986

CERTIFIED MAIL-RETURN RECEIPT REQUESTED

Mr. Allen F. Gant

Vice President Production and Engineering
Key Pharmaceuticals, Inc.

50 N.W. 176th Street

Miami, Florida 33169

Dear Mr. Gant:

Attached is one copy of the Technical Evaluation and
Preliminary Determination, and proposed permit to manufacture
GUANIDINE and QUINORA 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.

Bureau of Air Quality
Management

CHF/pa
Attachments

cc: Isidore Goldman
Patrick Wong

Protecting Florida and Your Quality of Life



State of Florida
Department of Environmental Regulation
Notice of Proposed Agency Action
on Permit Application

The Department of Environmental Regulation gives notice of
its intent to issue a permit to Key Pharmaceuticals, Inc. for the
manufacture of GUANIDINE and QUINORA tablets at their existing
pharmaceutical plant located at 50 N.W. 176th Street, Miami, Dade
County, Florida. The manufacture of these products will result
in emissions of less than 1 TPY VOC. 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 proceeding (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 Office of General
Counsel of the Department at 2600 Blair Stone Road, Twin Towers
Office Building, Tallahassee, Florida 32301, within fourteen (14)
days of publication of this notice. Failure to file a request
for hearing within this time period constitutes a waiver of any
right such person may have to request an administrative
determination (hearing) under Section 120.57, Florida Statutes.

I1f 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 Model 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 32301. 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 32301

Dept. of Environmental Regulation
Southeast Florida District

3301 Gun Club Road

West Palm Beach, Florida 33402

Dade County Department of Environmental
Resources Management

909 Southeast 1st Avenue

Brickell Plaza

Miami, Florida 33131

Any person may send written comments on the proposed action
to Mr. Bill Thomas at the department's Tallahassee address. All
comments mailed within 30 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 13-115383
50 N.W. 176th 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
January 28, 1986, to the Department of Environmental Regulation
for a permit to manufacture GUANIDINE and QUINORA tablets at
their existing pharmaceutical plant 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 is 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 enclosed 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 is located and within thirty (30)
days from receipt of this intent. 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 filed pursuant to the provisions of Section 120.57,
F.S. A person whose substantial interests are affected by the
Department's proposed 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 32301-8241. 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 above provisions will be dismissed.

Executed in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMEN
OF ENVIJRONMENTAL REGULATI

AVCDQ/H Fangf, P.E. 7
\ puty Ch

Bureau of A1r Quality
Management

Copies furnished to:

Mr. Allen F. Gant
Mr. Isidore Goldman
Mr. Patrick Wong



CERTIFICATE OF SERVICE

The undersigned duly designated deputy clerk hereby

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

mailed before the close of business on %p’}/ué,zd /9%
d 7

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.

@Mm@w
Clerk Date
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tion 120.57, F.S.
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granted until and unless procf of
publicaticn of Notice is furnished
to the appropriate Department per-
mitting office.

(5)(a) Any applicant or person
benefiting frem the Depezariment's
action may elect to publish notice
of proposed agency action in the
manner provided by subsection (2)

peirsens  cencerning
Depariment permits s
znd integrai
environmental
Therefore, no
for which

part o
licerising
eoplication
nulication
shall  be

or (3). Any person who elects to
publish notice of proposed agzncy
action, upon presentation of proof
of publication to the Deperiment,
prior to final agency action, shall
he entitled to the same henefits
under this rufe as a person who is

to publish notice of pro-
posed agency action. Since persons
whose  substantial interests are
affected by a Department decisicn on
a permit application may petition
for an administrative prozeeding
within fourteen (14) days after
receipt of notice and since, unless
notice is given or published as
prescribed in this rule, receipt of
notice can o:cur at any time, the
appiicant or persons bcenefiting from

required

the Department's action cannot
justifiably rely on the finality of

17-103.150(3) (d)
Z2-20-85
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the  Department's  decision  without

the notice having been duly given or

published.
ib)

ritie

The nolices
may e combined with otha

the Department

requiress hy

required by

to Chapter 803, 376, or

S., or Chaptier 17, FAC.
) The provisions cof  this
section  shall  2iso  apply  to  the

sermitting of hazardous waste facil-

bHut only to the extent it s
censistont with Chapter 17-30, Part
IV, FAC. Whenever Thapter 17-39,
Pert 1V, FAC, provides for a dif-

ferent time or notice precedure tiian
that set forth in this sectien the
time and notice provisiens of Chap-
ter 17-30 shali govern.

(6) Failure to publish any
rnotice of application, notice of
proposed &gency action, or notice
of agency action required hy the

Department shall be an independent
hasis for the denial of a permit.
Specific Autharity: 120.53,
403.0876, 403.815, F.S. Law
Implemented: 120.53, F.S.

History: New 9-20-79, Amended
4-28-81, Transferred from 17-1.62
and Amcnded 6-1-84.

17-103.155 Petiticn for Admin-
istrative Hearing: Waiver of Right
to Administrative Proceeding.

(1){a) Any person whose sub-
stantizl interests may he affected
by propcsed or final agency action
may  file a petition for adminisira-
tive proceeding. A petiticn  shall
be in the form required hy this
Chapter and Chapter 28-5, FAC,
shall he filed (received]) in
Office of General Counsel of
Department within fourteen (14) days
of receipt of notice of proposed
agency action or within fourteen
(18) days of receipt of notice of

arved
the:
the

-- 17-163.155(1)(a)
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aenicy action wheaever fhiere is no
prabshic rmiatice  of proposed  agency
acticre.  Inadditicn to tiie roguire-
ments o ooi Rule 28-5.201, FAC, the
Potitions must specify the county in
wiichh  the project is or  will be
located,

{h} Failure te file & petition
within fourteen (14) days of receipt
of notice of agency action or four-

teen (14) days of receipt of notice

of preposed agency action, whichever
notice. Afirst  occurs,  shall consti-
tute 2 waiver of any right to re-
quest an administrdtive proceeding
under Chapter 120, T.S.

{c) When there has been no pub-
licaticn of notice of egency action
or nctice of proposed agency action
as prescribed in Rule 17-103.150,
FAC, a person who has actual knowl~
cdge of the agency action or has
knowledge wiiich would lead a reason-
able person tc conclude that the
Department has taken final agency
action, has a duty to make further
inquiry within fourteen (14) days of
obtaining such knowledge by contact-
ing the Department to ascertain
whether action has occurred. The
Department cshall upon receipt of
such an inquiry, if agency action
has occurred, promptly provide the
person with notice as prescribed by
Rule 17-103.150, FAC. Failure of
the person to make inquiry with the
Department within fourteen (14) days
after obtaining such knowledge may
estop the person from ohtaining an
administrative proceeding on the
agency action.

{2)(a) "Receipt of notice of
agency action" means receipt of
written  notice of final agency
action, as prescribed by Department
rule,  or the puhlication, pursuant
to Department rule, of notice of
final agency action, whichever first

17-103.155( 1) (a)

2-20-85

OCCUIrS.

(b) PReceipt of notice of j.ro-
posad agency action" means roccipl
of written notice {such as o letier
of intent) that the Departmest pro-
poses to taxe certain action, or the
publication pursusnt o Department
rule of notice of proposed agency
action, whichever first occurs,

{3} Notwithstanding anvy other
provision in this Chapter, shcuid 2
substantially affected person wihe
fails to timely reguest a hearing
under Section 1206.57, F.S., admin-
istratively appeal the final Depart-
ment action or order, the record nn
appeal should be limited to:

(a) the application, and aczcom-~
panying cdocumentaticn submitted by
the applicant prior to the issuance
of the eagency's intent to issue or
deny the requested permit.

(b} the materials and informa-
tion relied upon by the zgency in
determining the final agency action
or grder;

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

(d)} the final agency action cr
order entered ccncerning the permit
application.

(4} In such cases where persans
do not timely exercise their righ:s
accorded by Section 120.57(1}, rlor-
ida Statutes, the allegations of
fact contained in or incorporated by
the final agency action shall be
deemed uncontested and trus, and
zppellants may not dispute the truth
of such allegations upon subsequent
appeal.

(5) Any applicant may chellenge
the Department's request fer addi-
tional information by filing with
the Office of General Counsel an
appropriate petition for administra-
tive proceeding pursuant to Section
120.60, F.S., following rcceipt hy

17-103.155(5)
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3;- the  anpiicont of  the Department's to the Lepartmoent, in writing, with
',;;' notification, pursuant  fo Section copies to other parties, those doru-
, 5G3.087G, .5, that adaditicnal ments or things under the control of
{: infor mation is roquired. ar i the possession of the Depart-
; Specific Hutharity: 120,53, ment which the appeliant desires to
X LG3.0687C, 46G7.81%, F.O.  Law have included in the record, and
' tmplemented: 120.53, .5, which were received or considered
f‘ History: New 9-20-79%, Amended in the Department proceeding helow.
? 4-28-81, Transferred from 17-1.62 if a proceeding was  repcrted by
anc Amended 6-1-84. rrechanical recording  devices, the
§ agpelient  shall  designate  thaese
i 171632160 Unilormity in Appicv- portions of the proceeding for which

a2l and Cespial of Applications  for it requires written ranscription or

$ .
Depertment Permits ang  Certifica- tanes for transcription.  Any other
i tians. To the extent possible and perty may designate other porticns
. consistent with the public interest, of the record in the manner provided
3 the Depariment approves and denies erein. Such cress-designation shall
) applicaticris  for permits znd cer- be filed with the Department, with
0 tificatioms on a uniform and con- copies provided othier parties, with-
gl sistent basis. Final Department in seven (7} days after rececipt of
" actions on applications for permits the designation by the appetlant.
A and certifications shall 3¢ consis- {2} Original Record. The De-
& terit with prior Department acticns, partment shall thercupon include in
i unless deviaticn therefirom is ex- the record all of the designated
I piained by the Department in writing pportions of the original papers and
- or the hearing officer who submits a exhibits in the proceedings or mat-
recommended order to the Department ter frcm which administrative appeal
for finali agency action in accor- is teken, together with a copy of
dance with Section 120.57, Florida any such parts of the proceedings as
Statutes. were stenographically reported or
Specific Authority: 120.53(1)}, trenscribed from tages, and as have
F.5. Law Implemented: 120.53(1), been designated by the parties and
120.68(12), F.,S. History: New certified by a notary public, the
2-6-78, Transferred from 17-1.63, reporter, or other officer for
5-1-64. inclusion in the record on appeal or
review, and certified copies of the
17~103.170 Designation, Prepz- crder, if any. of which review is
- ration and Transmittal of Record for sought. The Department may, ot its
”‘ Administrative Appecals. discretion, substitute cortificd
- When any Department action or copies for original papers or daca-
i order is the sublect of an adminis- ments in its possession.
i trative appeal under Chapter 17-103, (3} Preparation of Recard. Upan
ll Part 11, FAC, the following reguire- tender or depoasit by appellant of
N ments shall apply: the ecstimated cost of preparation,
n (1) Designation of Record. the Department shall prepare the
b Within fifteen (15) days of rendi- record in accordance with the des-
N tion of the Department's final ignations of the parties. The cost
'jl order, the appellant shall designate of preparaticn, and reproduction,
3 17-103.155(5) -- 17-103.170(3)
'1 2-20-85
it
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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)

(2)

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.

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.



Technical Evaluation
and
.Preliminary Determination

Key Pharmaceuticals, Inc.
Miami, Florida
Dade County

Manufacture of GUANIDINE and QUINORA tablets
File No: AC13-115383

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

‘March 28, 1986



I. Application
A. Applicant

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

B. Request

Mr. Stephen J. Goodstein, Manager of Environmental
Engineering and Waste Management for Key Pharmaceuticals, Inc.,
submitted an application for permit to construct dated
January 21, 1986, for the manufacture of GUANIDINE and QUINORA
tablets. The application was considered complete on receipt of
their February 13, 1986, letter.

C. Project and Location

Key Pharmaceuticals, Inc. has requested permission to
manufacture 462 1b/yr of GUANIDINE and 9,658 lb/yr of QUINORA
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 granulating, drying,
sizing, compression and packaging equipment. An existing dust
collection system will be used to control the emissions from the
process.

D. Air Pollutant Emissions

Particulate matter (PM) and volatile organic compounds
(VvoC) 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 in
capturing particulate matter. The applicant estimates that less
than 1 pound of particulate matter will be emitted during the 420
hours per year these tablets will be manufactured.

Isopropanol is used in the manufacture of GUANIDINE
tablets. It is'estimated that 154 1lb/year of this alcohol will
be used to manufacture these tablets. No VOC pollution control
equipment will be installed on the process and all of this
alcohol will escape to the atmosphere. The VOC emissions from
this process are estimated to be 9.6 1lb/hr and 0.08 tons/year.

Ethanol (3A alcohol) is used in the manufacture of
QUANIDINE tablets. It is estimated that 1,760 lb/year of alcohol
will be used in the manufacture of these tablets. The VOC
emissions from this process will escape to the atmosphere and are
estimated to be 20.0 1lb/hr and 0.88 TPY.



In conjunction with this process, Key Pharmaceuticals, Inc.
has requested the department reduce the allowable VOC emissions
from other process equipment at this plant [Glatt units installed
by AC 13-100437] from 40 TPY to 35 TPY.

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

VOC-TPY
Source Present Proposed Change *
Glatts 40 35.0 -5.0
GUANIDINE 0] 0.08 +0.08
QUINORA 0 0.88 +0.88
Total 40 35.96 -4.04

* potential PM emissions will increase by a total of less than 1
TPY from the GUANIDINE and QUINORA 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 40 TPY
VOC at this facility.

II. Rule Applicability
A. State Regulations

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

The pharmaceuticals 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 VOC presently exceed 100 TPY.

However, 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
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. The applicant
estimates that less than 1 lb/year of particulate matter will
escape to the atmosphere from this operation. The process weight
table would allow up to 0.25 lb/hr 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)e6.,
instead of a particulate matter standard for these operations.
Less than 1 TPY of alcohols (VOC) will be used to manufacture the
tablets. All of the alcohols will evaporate and escape to the
atmosphere. Air pollution control equipment is not Jjustified 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 alcohols 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 alcohols, 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
alcohols from this process will not endanger public health.



V. Conclusion

Based on the data submitted by the permittee, the
department 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 GRAHAM

TWIN TOWERS OFFICE BUILDING GOVERNOR

2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA J. TSCHINKEL

SECRETARY

PERMITTEE: Permit Number: AC 13-115383

Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986
50 NW 176th Street County: Dade

Miami, Florida 33169-1307 Latitude/Longitude: 25° 56°' 03" N

80° 11' 42" W
Project: Manufacture of GUANIDINE
and QUINORA Tablets

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 two lots (231 lb/lot) of GUANIDINE
tablets and eleven lots (878 1b/lot) of QUINORA tablets per year with
existing granulation, wet sizing, drying, dry sizing, blending,
compression, and packaging process equipment which uses a dust
collector to control air pollution. This equipment is located at the
pharmaceutical plant at 50 NW 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 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 January 29, 1986.

2. Key Pharmaceuticals, Inc. letter dated February 13, 1986.

Protecting Florida and Your Quality of Life




PERMITTEE: Permit Number: AC 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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
3 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 aqguatic
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 13-115383 °
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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

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. 1f, 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 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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. 1In 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 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. 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
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PERMITTEE:
Key Pharmaceuticals,

GENERAIL. CONDITIONS:

Permit Number: AC 13-115383
Inc. Expiration Date: September 30, 1986

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.
least three
measurement,

The time period of retention shall be at
years from the date of the sample,
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
lots of QUINORA (878
of the department.

not exceed 2 lots of GUANIDINE (231 1b/lot) and 11
lb/lot) per calendar year without prior approval

2. Production of these drugs is limited to 420 hour per year unless

additional operation

time is approved by the department.

3. Visible emissions from the process equipment and dust collector for

this operation shall

not exceed 5 percent opacity as determined by

Method 9 which is described in 40 CFR 60, Appendix A.
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PERMITTEE: Permit Number: AC 13-115383
Key Pharmaceuticals, Inc. Expiration Date: September 30, 1986

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 1 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
system is operating properly.

7. The permittee shall comply with all conditions of consent order
No. 84-0644 (orginally No. 83-0373).

8. Allowable VOC emissions from Glatts 1, 2, and 3, as authorized by
permit No. AC 13-100437, shall not exceed 35 TPY.

9. The permittee will demonstrate compliance with the conditions of
this construction permit and submit a complete application for permit
to operate to the Southeast District office 90 days prior to the
September 30, 1986, expiration date of this construction permit or 60
days after the new drugs are manufactured, whichever date occurs
first. The permittee may continue to operate in compliance with all
terms of this construction permit until its expiration-.data.

10. Any permit to operate issued for this process shall require
annual operation reports which include, as a minimum, the annual VOC
emissions from the manufacture of these drugs.

Issued this day of '
19 .

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAIL REGULATION

VICTORIA J. TSCHINKEL, Secretary

pages attached.
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STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB GRAHAM
TWIN TOWERS OFFICE BUILDING GOVERNOR
2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA J. TSCHINKEL

SECRETARY

"March 28, 1986

CERTIFIED MAIL-RETURN RECEIPT REQUESTED

Mr. Allen F. Gant

Vice President Production and Engineering
Key Pharmaceuticals, Inc.

50 N.W. 176th Street

Miami, Florida 33169

Dear Mr. Gant:

Attached is one copy of the Technical Evaluation and
Preliminary Determination, and proposed permit to install a
coating pan at your R & D laboratory 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,

C. ahcy,

Deputy Chief

Bureau of Air Quality
Management

CHF/pa
Attachments

cc: Isidore Goldman
Patrick Wong

Protecting Florida and Your Quality of Life




State of Florida
Department of Environmental Regulation
Notice of Proposed Agency Action
on Permit Application

The Department of Environmental Regulation gives notice of
its intent to issue a permit to intall a coating pan at Key
Pharmaceuticals, Inc.'s R & D laboratory located at 999 NW 159th
Drive, Miami, Dade County, Florida. The pan will emit 1.32 TPY
VOC. 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 proceeding (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 Office of General
Counsel of the Department at 2600 Blair Stone Road, Twin Towers
Office Building, Tallahassee, Florida 32301, within fourteen (14)
days of publication of this notice.- Failure to file a request
for hearing within this time period constitutes a waiver of any
right such person may have 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 Model 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 32301, 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.,

Friday, except legal holidays, at:

Dept. of Environmental Regulation
Bureau of Air Quality Management
2600 Blair Stone Road
Tallahassee, Florida 32301

Dept. of Environmental Regulation
Southeast Florida District

3301 Gun Club Road

West Palm Beach, Florida 33402

Dade County Department of Environmental
Resources Management

801 S.W. 3rd Avenue

Miami, Florida 33131

Monday through

Any person may send written comments on the proposed action
to Mr. Bill Thomas at the department's Tallahassee address. All
comments mailed within 30 days of the publication of this notice
will be considered in the department’'s final determination.

o>



BEFORE THE STATE OF FLORIDA
DEPARTMENT OF ENVIRONMENTAL REGULATION

In the Matter of
Application for Permit by:

Key Pharmaceuticals, Inc. DER File No. AC 13-116005
50 N.W. 176th 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 defailed 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
February 12, 1986, to the Department of Environmental Regulation
for a permit to instéll a coating pan at their existing R & D
laboratory located at 999 NW 159th Drive, 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 is 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 enclosed Notice of Proposed Agency Action on permit
application. The notice must be published one timé only in a
section of a major local newspaper of general circulation in the
county in which the project is located and within thirty (30)
days from receipt of this intent. 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 filed pursuant to the provisions of Section 120.57,
F.S. A person whose substantial interests are affected by the
Department's proposed permitting decision may petition for an
administrative proceeding (hearing) in accordance with Section
120.57, Florida Statﬁtes. Petitions must comply with the
requirement of Florida Administrative Code Rules 17-103.155 and
28-5,201 (copiés enclosed) and be filed with (received by) the
Office of General Counsel of the Department at 2600 Blair Stone
Road, Tallahassee, Florida 32301-8241. 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 above provisions will be dismissed.

Executed in Tallahassee, Florida.

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION

C. H. Fancy, P.E. v

Deputy Chief

Bureau of Air Quality
Management

Copies furnished to:

Mr. Allen F. Gant
Mr. Isidore Goldman
Mr. Patrick Wong




CERTIFICATE OF SERVICE

The undersigned duly designated deputy clerk hereby

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

mailed before the close of business on

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.

Clerk Date



28-5.15

(1)

(2)

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

Requests for Formal and Informal Proceedings

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.

All petitions filed under these rules should contain:

(a) -c*The name and address of each agency affected and each

(b)

(c)

(4)

. (e)

(£)

(g9)

agency's file or identification number, if known;
The name and address of the petitioner or petitioners;

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

‘A concise statement of the ultimate facts alleged, and

the rules, regulations and constitutional provisions
which entitle the petitioner to relief;

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

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

Such other information which the petitioner contends is
material.



Technical Evaluation
and
Preliminary Determination

Key Pharmaceuticals, Inc.
Miami, Florida
Dade County

Accela-Cota Coating Pan
File No: AC 13-116005

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

March 27, 1986



I. Application
A. Applicant

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

B. Request

On February 12, 1986, Mr. Stephen J. Goodstein, Manager of
Environmental Engineering and Waste Management, submitted an
application for a permit to install a coating pan to manufacture
drugs in a research and development facility. The application
was considered complete on receipt.

C. 'Project and Location

Key Pharmaceuticals, Inc. has requested permission to
install and operate an Accela-Cota coating pan in their research
and development facility (SIC 2834) located at 999 NW 159th
Drive, Miami, Dade County, Florida. The UTM coordinates of this
site are zone 17, 578.5 km E and 2867.4 km N. Coatings, prepared
in a mixing vessel, will be applied to tablets on a coating pan
using a variety of slurries, suspensions or solutions. Air will
be pulled through the drugs on the coating pan to evaporate and
remove the solvents.

II. Rule Applicability
A. State Regulationé

The proposed project, installation of a coating pan
process, is subject to preconstruction review under the
provisions of Chapter 403, Florida Statutes, and Chapter 17-2,
Florida Administrative Code.

The proposed source will be located in an area designated
nonattainment for ozone (Rule 17-2.410, FAC), and attainment for
the other criteria pollutants (17-2.420).

Pharmaceutical plants, which are chemical process plants,
are listed in Table 500-2, Major Facility Categories (list of
28). This plant is not a major facility (17-2.100) because it
does not emit 100 TPY of any criteria pollutant.

Another major facility operated by the applicant has a
compliance schedule approved by the department (17-2.510(4)(b)).

The project is not subject to the prevention of significant
deterioration regulations (17-2.500) and 17-2.510(4) of the new
source review for nonattainment areas (17-2.510) because it is a
new minor facility (17-2.500(2)(d)1. and 17-2.510(2)(d)1l.). An



emission standard is not specified for pharmaceutical plants in
17-2.650 (RACT). Therefore, the process will be required to
comply with 17-2.620, General Pollutant Emission Limiting
Standards.

B. Federal Regulations

The proposed project, a new minor source in an area
designated nonattainment for ozone, is not subject to review
under federal regulation 40 CFR 52.21.

III. Technical Evaluation

The applicant proposes to produce 130 lots of drugs per
year with the coating pan process. Each lot will contain 35.2
lbs of substrate (tablets or pellets), 1.98 1lbs of coating
material, and use 20.3 1lbs of solvent (50-100% VOC). The
solvents used include acetone, isopropanol, ethyl acetate,
ethanol, methylene chloride, and methanol.

The coating (1.98. 1lbs) and solvent (20.3 1lbs) are blended
in a mixing vessel and sprayed on the substrate (tablet or
pellet) in the coating pan. Any fugitive emissions from the
mixing vessel are confined indoors. Air is blown through the
drugs on the coating pan. The air evaporates all of the solvent
(vOoC) and entrained traces of particulate matter (PM). An
exhaust fan removes the contaminated air and discharges it
through the roof of the building into the atmosphere.

The average emissions from the process are estimated at
1.27 to 2.54 1bs/hr of VOC and traces of PM. Maximum emissions
are estimated to be 1.32 TPY VOC.

The use of air pollution control equipment is not justified
for this small quantity of emissions.

Iv. Air Quality Analysis

The project source will not result in a significant net
emissions increase as set forth in Rule 17-2.500(2)(3)2., FAC.
Therefore, no air quality analysis is required by the regula-
tions. Modeling shows that the maximum increase ambient air
concentration of the solvents proposed for this source will be
less than 1 percent of the threshold limit value of the solvents.
This concentration is considered safe.

V. Conclusion

Based on the data submitted by Key Pharmaceuticals, Inc.,
the department has concluded that the emissions from the coating
pan process in the research and development building will comply
with the state regulations. The department proposes to issue a

ST




construction permit that will authorize the installation and
operation of the proposed source. The General and Specific
Conditions in the proposed permit (draft attached) will assure
compliance of the new source with the air pollution control
regulations.



STATE OF FLORIDA

DEPARTMENT OF ENVIRONMENTAL REGULATION

BOB GRAHAM

TWIN TOWERS OFFICE BUILDING GOVERNOR

2600 BLAIR STONE ROAD

TALLAHASSEE, FLORIDA 32301-8241 VICTORIA J. TSCHINKEL

SECRETARY
PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. ’ Expiration Date: October 1, 1986
50 NW 176th Street County: Dade
Miami, Florida 33169-1307 Latitude/Longitude: 25° 55' 26" N

80° 12*' 58" W
Project: Coating Pan Process

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:

Installation of a coating pan process consisting of an agitated
mixing vessel, spray unit, Accela-Cota Model 24-1II coating pan, air
handler unit, exhaust fan, and ducts at the permittee's existing
research and development building located at 999 NW 159th Drive,
Miami, Dade County, Florida. The UTM coordinates of this building
are zone 17, 578.5 km E and 2867.4 km N.

The installation shall be in accordance with the attached permit

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

Attachments:

1. Application to Construct Air Pollution Source, DER form
17-1.202(1), received February 12, 1986. :

Protecting Florida and Your Quality of Life




PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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(%), 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 13-116005
Key Pharmaceuticals, Inc.. Expiration Date: October 1, 1986

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

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. 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 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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. 1In 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 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. 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 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

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 130 lots/year of drugs (37.2 lbs/lot)
without prior approval of the department.

2. Solvent used in the process, based on a material balance, is
limited to 20.3 1lbs/lot unless prior approval is obtained from the
department.

3. The coating pan process shall not be used more than 1,040 hrs/year
without prior approval of the department.
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PERMITTEE: Permit Number: AC 13-116005
Key Pharmaceuticals, Inc. Expiration Date: October 1, 1986

SPECIFIC CONDITIONS:

4, Visible emissions from any component of the coating pan process
shall not exceed 5 percent opacity as determined by Method 9 which 1is
described in 40 CFR 60, Appendix A,

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

6. Any permit to operate issued for the coating pan system shall
require annual reports which include, as a minimum, the number of drug
lots manufactured with the coating pan process and the calculated VOC
emissions in 1b/day and TPY.

7. The construction. shall reasonably conform to the plans and schedule
submitted in the application. If the permittee is unable to complete
construction on schedule, he must notify the department in writing 60
days prior to the expiration of the construction permit and submit a
new schedule and request for an extension of the construction permit.
(FAC Rule 17-4.09)

To obtain a permit to operate, the permittee must demonstrate compli-
ance with the conditions of the construction permit and submit a
complete application for an operating permit, including the applica-
tion fee, along with test results and Certificate of Completion, to
the department's district office 90 days prior to the expiration date
of the construction permit. The permittee may continue to operate in
compliance with all terms of the construction permit until its
expiration date. Operation beyond the construction permit expiration
date requires a valid permit to operate. (FAC Rule 17-4.22 and
17-4.23)

I1f the construction permit expires prior to the permittee requesting an
extension or obtaining a permit to operate, then all activities at the
project must cease and the permittee must apply for a new permit to
construct which can take up to 90 days to process a complete
application. (FAC Rule 17-4.10)

. Issued this day of ,
19 .

STATE OF FLORIDA DEPARTMENT
OF ENVIRONMENTAL REGULATION

VICTORIA J. TSCHINKEL, Secretary

pages attached.
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Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 13, 1986

Willard Hanks

Bureau of Air Quality Management

Florida State Department of Environmental Regulation
Twin Towers Building

2600 Blair Stone Road

Tallahassee, Florida 32301-8241

Dear Willard:

As we discussed at our meeting of February 12, 1986, please find the
following:

1. Letter to C. H. Fancy requesting:

a. decrease in cap of VOC effluent in construct permit AC 100437
from 40 to 35 tons/year.

b. change in expiration date of the same permit from February 28,
1986, to April 01, 1987.

c. review of the operating permit (AC 114316) as an interim permit
for the Glatts I & II followed by the addition of Glatt III
after successful testing in 1987.

2. Two copies of the reprint article from the mid-November issue of
Chemical Processing outlining the control equipment for Key's Puerto
Rico plant.

3. Copy of Key's 1984 Hazardous Waste Report to DER.

If you have any other questions, please contact me.

Very truly yours,
C

KEY PHA C.

¢ Goodstein, Manager
Environmental Engineering &
Waste Management

0cq i[j EZ F?

xc: A.F. Gant  W.J. Smyth  T. Flachmeyer FEB 141986

R. Quinlan P. Rothchild E. Borbe
BAQM

R.A. Franke R. Glover



[ ] Key Pharmaceuticals, Inc.
I € , l 50 N.W. 176th Street
[ Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 13, 1986

C.H. Fancy, Deputy Chief

Bureau of Air Quality Management

Florida State Department of Environmental Regulation
Twin Towers Building

2600 Blair Stone Road

Tallahassee, Florida 32301-8241

Dear Mr. Fancy:

On Wednesday, February 12, 1986, Bill Smyth and I from Key
Pharmaceuticals, Inc., visited your offices and met with Willard Hanks
and Bill Thomas to discuss present and future permitting. Based on
these discussions, it was found that a 40 ton/year cap was placed on the
Glatt I thru III (i.e., AC 100437) and the expiration date was
February 28, 1986. '

The 40 ton/year cap does not allow for either of the two small permits
now in your possession to be reviewed. These are (1) for Guanidine and
Quinora Tablets with a potential of 0.96 tons/year and (2) for an
Accela-Cota pan operation at our R & D facility (999 N.W. 159 Drive,
Miami, Florida) with a potential of 1.32 tons/year. Therefore, it is
requested that the cap on permit AC 100437 be reduced to 35 tons/year.

Secondly, the expiration date of the construct permit needs to be
changed. Glatts I and II are now ready for operation. However, Glatt
ITI will not be installed and operating until early in 1987. Therefore,
two things need to occur. First is to extend the construct permit to
April 01, 1987, to allow for the installation and operation of Glatt
ITI. This should allow enough time for its installation. If not,
either another extension or a new permit would be applied for.
Secondly, the operating permit already submitted (i.e., A0 114316)
should be reviewed as an interim operating permit for Glatts I & II only
and then when Glatt III is operational add that based on acceptable
testing (i.e., EPA Methods 25 and 9).



C.H. Fancy, Deputy Chief
February 13, 1986
Page 2

Please review the above with your people and let me know of the results
of the three requests. If there are any questions, please contact me.

Very truly yours,
M T

Environfental Engineering &

Waste Management
10Cq

xc: A.F. Gant T. Flachmeyer W.J. Smyth
R. Quinlan E. Borbe P. Rothchild
R.A. Franke R. Glover
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Key
Pharmaceuticals,
inc.

March 22, 1985

Annual Report Coordinator

Hazardous Waste Management Program
Department of Environmental Regulation
2600 Blair Stone Road

Tallahassee, Florida

Dear Sirs:

Attached please find the "Generator Annual Hazardous Waste Report" for 1984
hazardous waste shipments from the following Key Pharmaceuticals, Inc.
locations:

° 50 N. W. 176th Street, Miami, FL 33169

°© 999 N. W. 159th Drive, Miami, FL 33169

°© 1850 N. W. 69th Avenue, Plantation, FL 33313
© 13900 N. W. 57th Court, Miami Lakes, FL 33014

A form was not received for the 50 N. W. 176th Street faci]ity, so a duplicate
form from another facility was utilized.

I trust these forms are completed to your satisfaction. Should you have
any questions, please do not hesitate to call me at (305) 652-2276.

Sincerely,
. T 7
\/J—’/z‘(‘;é C;?xj‘é( (/,:;4/’-

Thomas W. Flachmeyer
Senior Environmental Engineer
Certified Hazardous Waste Manager

cc: A. F. Gant
RiiGlover s
C. Hsiao
B. Culbertson
S. Bannister

Cable Address: KEYPHARM 50 N.W. 176th St., P.O. Box 693670, Miami, Florida 33169-0670 Telephone (305) 652-2276 Telex: 808044



Best Available Copy
. DCPA&rTY_NT OF B (WIAULMONTAL CeGulL aTIon
CUNLFLTOR AnWNUAL HACZARDQOUS w2STE KREPORT

THIS RFEPCRT IS FIOR THy CALEMNDAK YEATR INKNDING DECFMEIR 31, 1784

GENZRAL INSTRUCTIUINS: PLEIASE RIFER TO THE SPLCIFIC INSTRUCTIONS BEFORE
COMPLETINE ThlS FORM, THE INFORMATIVN REQUESTED
IN THIS REIPORT 1S RECUIFELDL BY nULE (CHAFTER 17-3.,
FLORICA ATMINISTRATIVI CULZ).

ThE DATE vlLfa I8 WhAT THE LUEPARTMENRT OF ENVIRONMONTAL SEOULATICN na” ON
FIoZoe IF LKY 172m 0S IWCUFRECT, PLEASTE TILL IN Thf CGRPREUCTED INFORMETICOK
In The SFPAC: FROUVIDLT,

EFA/CzFR I0D NUMLLF; FOS3dsadnd
FACILITY NAMI: KEY PrawtACIZUTICALS INC

HMAITLINDG ALLEESS: T. hNW 176 5T
CITY, ST&To, 2iF:  MIAAl FL 331669
FATILITY LCCATICN: 583 Nw 359 Fr—pB iyt dsd Tyt
CCHTACT FEkSON: STIPHEN GIOLSTEIli, ENV biis
PHC % e B e I )
.~ LAT/LONG: YL U SV SV I < '
y W
Te _FL/DTF ID LUMAER _FLDO04121398 _ _ __ _____ :
1Ze GENIRETCR NAME - _Key Pharmaceuticals, Inc. _________________
I11. FALLINL ASURLSS _50_N. W. 176th Street _____ __ ____ ________._
CITy, STATEZ, T1I° Miami o _______ , FL_ _33169 ___
Ive FACUILITY LCCATION S50_N. W._176th Street _ __ __ __ ____________.
CIVY, S1£TZ, ZIP Miami . , FL_ __33163_
ve CCLTACT FTRSCLN _Steve Goodstein_ __ _______._______._
“1i0in L « 305 , _652- 2276
VvIe LATITUTT LONGITULE 25°_ , S56' , 03N, _80°, 11' , 42'W

VIle CERTIFICATICHL

I C.PTIFY UNDEF PLNALTY OF LAw THAT I HAVI PTRSONALLY T alMInTe aNUL ¢
FAMILIAT WITH TRE INTOIMATION SUEMITTLD In THKIS AND 2LL BTTACH-D CCZ-
UMINRTS, ALD ThRAT thoscl ON MY INZUIRY OF THOST INDIVIGUPLS IMMILZIATELY
RESPOUNSIELE FOT OLTAINING THL IWFURMATION, I LELYILVI THATYT ThHD SURMITTCLED
INFCRMATICKL IS TRJUE, ACCURATE, AND COMPLETE. I 2m AWAR: THAT THERID ZRE
SIGHNIFICALT PEMALTILS FUP SUBMITTING FALSL INFORMATINN, INCLUUING TkT
PCSSISILITY OF FINKE 3nD YIMPRISOKRMENT.

_____Stephen Goodstein Manager Environmental Engineering & Waste Management
FPFLLTZTYPL 5 TITLL

‘ el z2, 175
SIGhATURE AUTHORIZIZIL RCPRESENTATIVC DATE 3516uC0

DER FORFM 17=1e207(4) PLGE 1 of & _



T

EFPA-ID: FtDSELsoBwns FLD004121398 Best Available Copy e S=il: 5Mi3Pel7ué

DCPAFTMENT OF ENWVIRONMINTAL FrGULATICH
GINLRLTOR AWhUAL mAZARLIJDUS wASTE REPORT

ThiS RLPCRT IS FUR Th® CALENDAR YSAF ELLING DECEME IR 3iy 13384

VIII. THIS SECTION MUST i COMPLLTLD 5Y GENTRBTORS THRAY NCTIFIZO
IPA CF LR Cr RACARDOULS w2STe ACTIVITY UNCER SECTIuN 2202
CF w(RA (F ChEPTLR 4L2, FS, EUT CID NKOT HAKOLF QUANTITILS
COF HAZAC{OUS WASTF AT ANY TIMT LURINOG THT ROPORT INu YEIAF
T kT ARZ SUDOECT TO TRE SENERSTOR AnKUAL PeFORTIANG RoeQUIKD -
rENT LW

PLEASE CLICLL THL APPROPRIATL CCoOEUS) AT RIGKHT WwWILH BLST
LESCRIELS YOUR INSTALLATION 3TATUS FOP THI PEPOPTING Yo in,.

coor

de  KWUL=EALNOLER == DID NOT mANOLL HEZARDOUS WASTC
2NOALY CUENTITY LURINE ThT RLPOFTINDG YiiReesoseoosaoes |

Ze  SMALL WuNTITY GENIRETDR == DI0 NOT GENDRATS
MOFL Thah 1207 kGe UF HAZARLIUS wASTZ (DR 1 uG,.
OF LLUTELY RAZAFPOGCUS WaAaSTED) 1% AKRY SIKGLE HCLNTH
CF B LZUMULATY MORY THen 1707 Koe F RHEZART(CJS
w2lTL (Cro i oG OF ACUTELY EHAZARINLS W2STH) -
CITD AT aryY TIdF DURING THL RR[EFIGTING YEAS IV
ACCORDANCE wiTH 43 CrR PARY 26145 essveessssesssess 2

e IXERPT = ALl WASTES GEKRERATLU INMN FARMING CPI=-
ATICNS Tt AZCOnRCANCE WITH 47 CFP PaRT o52.51,
U IXEMFT PURSUANT T2 40 CFR FPART 2€1e4 esecsesccese 3

e CORIFICIAL UST == ALL HACARDILS wASTE GEWERATEL
mAS TILEFICIALLY USEL,y RLUSTI, 0w RECYCLZD I
RCCOeDENLT JITH 49¢ CFR PERT 2€6leclAalecesosescnesonese N

e CLCSLD == INSTALLATION WwAS CLOSZC PRICR TC T+C

Il
‘\‘_P(J"‘TIN\- Y-"‘Q ® 0 00 0 00 0 0 00 00 OB R O OP OO PR OA OSSN OO0 OS 00 S

DINIFATCRS THET MEET ONE OF THT AEOVI SXEZMPTIIONS ART NCT
nCQLIRED Yo COMPLETE SECTIORS IX - X1 (F ThIS ANNKUAL
SCPURT TedwTAFYING RAZEARICUS WASTE SHIPPEDR C(FF=S1Tc
URING THE RePURTING YZ AR,

T

DER FORM 17-1.20714) FACD 2
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Best Available Copy
EPA-10: Fiess3i5 38426 FLDO04121398 CMo-als 501375176t

DEPAFTMENT COF E.WIRUNMINTAL FoGULATICMN
GENZIFATLR AWKUBL WARZARLOVUS WAST: RLPCRYT

THiS RCPORT 1S FOR THE CALENDAK YEAR EWUING UECEMEER 35, 1924
IXs FACILITY NAME ANL LOCATION TC wHICH ALL WASTES LISTED ON THIC PAGE
wF R SKIrP_DWs A COFPY DF THIS OHIET NUST FE FILLED CJT Fu® ECH
FACILITY THAT RLCEIVCL RAZARTCOUS WASTTS,

FACILITY rang __Chemical Waste Management Er&/BTR 1D no FLDODQZ76708 _ .

- e E S e e e e e GG e e e S e - -

city ___Pompano Beach ____ © _ syave FL__ z1e COL. _33067._.

Xe TRENSPOFTATIUN SIPyICLS JSED. LIST Thr NAME AND EPA/DLE IDELTIFICATION
NUFLIF OF ALL TRALNSFOKTERS WHOSI SEPVICES «f90 USTL wUnind TrS
EPURTING YE&Ne COMPLETL THIS SEICTIC4 ONLY ONCTe 00U ROT REFEAT Ch
SUPFLIME nTal SHIETS. €SI ILSTRUCTICHS)

TRALSFORTER “WAMS TRLNSPOFTER EPA/LER 1D N M

Chemical Waste Management FLDO00776708

- S e e T S e - E - G- e - - e e - - L et e N S
- G e e e e e G G e T e G em e S e e - -——we--m-- e-- --"- -

s G S e e e G S M e S e o e e G G - - - - - e e Eee--- e - --- -

(") (%) ) () ()

DICSCRIPTILN UF WwBSTL % v T = LPA HLZ2AR_CLS % PMCLle T % uUvIT
% RMAJLFR L * WASTYD ' MeEk % CF WAST. = CF
% Ceut x (ST INSTRUCTIONS )= » MOASLPRLC
% ¥ = %
=_F003 ____ +_FOO5 ____ %
1.___Maste Flammable Liquid_»_08 _ »_DOOL ____ x_U044 _ ___ w___ 18976 __+_K_____
«_FQ03 ____ + FOQ5 ____ N
2___MNaste Flammable Liquid _»_08 ______=#_________ S #___.2706 __«_K_____
»_FQO3 ____ = _FQQ5 _ ___ %
z___MWaste Flammable Liquid_»_08______»s_________ S x____1249 __» K_____
»=_FQQ3 ____ a_DQQL . __. %
u___Waste Flammable Liquid _»_08______=________ e e ____1665 __¢ K_____
»_U044_ _ __ _ B ___ <
¢ ___MNWaste Chloroform______ «_15 ______ ¥ e R e w____1249 _s K_____
% ® %

6------------;f ......... B e e o e e e e el e e e —m

COMMENT S

DEF FORM 17=14207(4) Parg 3_ COF 6_



Best Available Copy
FPL=I0: Fporiabd8i25 FLDO04121398 Cvo-al:s 5012751766

DEPARTMENT GF E.WIRUNMINTAL PoGULATION
GENZTATLR &yNUAL HAZRAILOUS WASTr REPCRT

TH1S RIPCPT IS FOrR THE CALENDR2R YEAR Tl INL DLECEMEER 35, 1934

Ix«, FECILITY NaME ANL LOCATION T(C wHICH ALL RASTES LISTED ON THIC PACE
wTRE SkIrPile & COPY OF THIS SKIET NUST EFE FILLED GJT Fu> E&ChH
FACTILITY THAT RLCEIVIL RAZARDOUS WASTIS,

., OHD08337010

Environmental Enterprises EPL/DTR ID NO

FACILITY 1LaANMC

FACILITY LccaTicn __4650 Spring Grove Avenue

czty ___Cincinnati state OH__ z1e cop. 85232

Xo TReNSPOUMTATION SIPVICILS JUSIDe LIST The NAME AND EPA/DLT IDENLTIFICATION
UMD IE O OF ALL TRANSFURTERS WHOSZ SEPVICES w822 USCL uUniid TrE
JREPURETINMNL YEiNe COMPLETL THIS SIZICTILG ONLY ONCEe Do KNAT REFDAT Lo
SUFPFLTMINTAL SHIETS, (ST INLSTRLITIONS)

TRARSEORTER “AMT . TRLNSPOPTER EPA/LEw 1D NG W
Chemical Conservation Corp. FLD980559728

(t) (5) ) (o) {2

DZSCRIPTIULN OF whoTL % €3] % LPA HBLZARLGUS x EMCUNT % UniT
% RACAR., % wASTT L, Mel % CF WASTL = C
®  (CDE * (STE INSTRUCTIONS)I% + MOASLRG
x =% =x 3
»_ PO8B1 . %
i_Maste Spirits of Nitro- o 15 = _______ s _________ «__ 3331 . Kg____
glycerin
L Y e e e =
€ e e e e e o e e e e e mmemae. L S S ¥ _____ B _____ X _ ______
L e e eeme— E3
Y e e e e e mmmee o . S B L - ®_______
»_ A ___ %
b o e e e e e e e meae o #____-____* _________ K e e e e B e e e meo e e
L ¥ @ e e k-
D o e e e e o o e e e e e R e e L B e e R ®_ _ o ___
L B e e 13
o o e e e o e e B % _________ o ___ t_ .. ®_ ______
CCMUENT S
DEF FORM 17=1.207(4) parc 4 oF 6



Best Available Copy
EPL=10: fFroreba8u2s FLD004121398 C™o=-al: 5.123F517¢6¢

DEPARTMINT GF E.WIRUNMINTAL FPLGULATICN
GENZIFATOR A<hUAL HAZARLOUS WAST: RLPORT

THiS 20POPT 1S FOR THE CALSENDAR YEAR £l ING DECEMESR 33, 1934
1%, FACILITY NAML ANL LOCATION T( wHICH ALL WASTES LISTED ON THIC PAGE
wTRE SHIFrPC. A COPY OF THIS SHIET hUST EE FILLED GuT Fud EACH
FACILITY TrAT RLCEIVEL RHAZARCOUS WASTC S,

FACILITY rant _Chem-Met Services EPA/DFR ID Ko MI

............................... 10096963194 _

cITy ___Wyandotte ______________ STATE _MI_ Z1r¢ CoL. __.48192._

Xe TREeNSPOUF TATICN SZFvILLS JUSICe LIST The NAME AND EPA/DLF IDENTIFICATIUMN

NUFNEZR OF ALL TRANSFURTEFRS WHOSZ SERVICES wE?C UST. wUnitd T#E
IEPURTINL YELTe COMPLET. THIS SECTIC4 ONLY ONCSe DU ANRT REFDAT Co.
SUFFLTMNIRTAL SHIETS. (ST INSTRLITIONS)

TRALSFORTER “vaM( TFANSPOPTER EPA/ZLDEw ID NC M

Chemical _Conservation _Corp. FLD980559728

-—— e e ma - - —m—- - - -——e—- e m-----—-- -——e-e e e R e - -—-—-
- - G e TG - e e e - -G ---- - - - - e —e e e e -, ---

(t) (5) (C) (o) (Z)
DISCRIPTILN OF wloTL =% 5300 | a LPA HAZARLGUS = MMCGUNRT & UnNIT
% RHACLR. % wASTE 'WoHMebE i w CF WAST. = CF
¥ (0ot % (ST INSTRUCTIONS )= : % MOASLRL
% * = %
\ »__pDOO2 ., »
1___Waste Hydrogen Peroxide , __ 16 _ .7 " _ . ________ s 997 ___e_ K o___
K e eccaaa Y v e ccceee 3
€ e e e e e e e e e o e e e e eaeaa L S . L ®_ o __
L ¥ e e e x
e e e o e e e e e e meae S - S S - ®_ ______
B e eee e - -3
L #_________-r _________ e e e B e e aaa L
®_ o ___._ % ___ %
D e e e e e e o e e et e S L F e e ee ¥ e *_ ______
L b %
! B e ®_ ________ 5 ___ t o __. % _ ______
COMMENT S
DER FORM 17-1.207(4) pacc 5 cF 6__



Best Available Copy
EPA-ID: Etoasslsigues FLD004121398 C¥.o=-.0: 5_13F5176¢

DEPAFRTMINT OF EWIRUNMINTAL PLGULATICN
GENZFATOR A«hUBL HAZARLOUS WA3T: RLPORT

TH1S RCPCORT 1S FOR THE CALENDRER YEAR EHDUING DECEMEESR 35, 1934

IXxe FACILITY NaM©L ANL LOCATION TG wHICH ALL WASTES LISTED ON THIS PACGE
*TRE SKHIrP.L. A COPY DF THIS OHIET HUST FE FILLEZD QUT FuP ERCH
FACTILITY THAT RLCEIVIL HAZARTOUS WASTCS,

FACILITY r4aMf _Seaboard Chemical Corp. Era/DTR ID Ko NCDD71574164 _

FAZILITY LCC&TiCh 5899 Riverside Drive

CITY Greensboro sTate NC

-—n e --- - ,eeecec e e e - - - - - - -

21 CULL 27282

Xe TRANSPUFTATICUN SZPvICLLS USCTe LIST THe NAME AND EPA/DLE IDELTIFICAYIO
NUFMEIR OF LLL TRANSFURTERS WHOSI STPVICES wERD UST. wUnind TeE
REFURTING YE&Ds  COMPLETL THIS SEICTICY ONLY ONCEW DU NNT RFFEAT Cu.
SUPFLIMINTAL SHIETS. (SZZ INSTRLCTIONS)

TRAKSFORTER “waMl TRENSPOPTER EPA/DTR ID N Y

Chemical Conservation Corp. FLD980559728

- oG S o e -E e . e e e - - a- - - e e ce - e -

(L) (5) (C) tu) ()
DISCRIPTILN OF WwhaTi #* st 2 EPA HALZARLOLS ¢ AMCUWT 2% UNIT
® RATAR. % WASTT NUMEE K % CF WwAST. = CF
*  CUJE # (STZ INSTRUCTIONS)® s MOASLRLD
X ¥ % 3
+ FOO3 _ & ________ *
1___Waste Acetone w___ 08 e ______ % e w__ 399 ___s__K___
Y e e Y @ eeceeea x
e e o e e e e e e e e e L I L B e ¥ _ oo
B e meeoo e e =
Y e o e e e e e e S B ee__ L . L S
L S - S -3
b e e e e e e ceeea L S S L B e e emeen ¥ e
L - -3
D o e e e e e e e e e et = L P D R e e e B e e e |
B e B e e e e —e %
#__’_____’ﬂ _________ A e e B e e cee X e
COMMENT S
DER FORM 17-1.2C7(4) ‘ . pacc 8 oF O




Best Available Copy.
DCPARPTMUNT OF EWVIRONMONTAL FEGULATION
GENLRATUR ANNUAL HAZARDOQUS wiSTE REPORT

THIS REPOFRT 1S FOR THE CALENLAR YFAR ENDINC DUCEMLEIR 21, l9bs

CENCRAL IASTRUCTIONS: PLEASE RELFLR TG THE SPZCIFIC INSTRUCTIUNS BEFORE
COMFLETING THIS FORMe THE INFORPPATION REGUESTID
IN THIS REPCORT IS RECQUIRED BY RULE (CHAPTEZR 17-3L,
FLORILA ADMINISTRATIVI CCCE)D.

THZ DATA BELCW 1S WhAT THZ DEPARTMENT OF ENVIRCNMENTAL REGULATION HES QN
FILZ. IF AwY 1784 1S INCURRECT, PLLASE FILL IN THE CCSRECTLD INFORMATICM
IN THZ SF&Cc PROVILDEL.

EPA/CER ID WUMBER: FLLO9BOAIO4ZS

FACILITY NAMZI: KEY PHARKMACEUTICELS INC

MAILING AZLRLSS: S0 Nw 17¢TH STRCET

CITv, STATE, <IFt: PLANTATION FL 333132

FACILITY LCOCATICN: 1857 Nw ¢9TH AVEMUD, PLANTATION, FL
CONTAZT PLRSOCI: STZPHEN GCOOISTEIN, ENV ENDG

PHOMNT ¢ Jus-652=2217¢

LAT/LONG: 2oeilTel13/80el4ea5

FLD980839435

le <ZIZPFR/DTR 1D NUMOGEI

li. CONERATOR NARE

I11I. MAILIKG ADLRESS 50 N. W. 176th Street

SITY, STATE, 21P Miami . R 33169

IVve FACILITY LOCATION

CITY, STATE, Zip Plantation ~ ______ , fL 33313
Ve (CWTACT PERSOUN Stephen Goodstein .
PHCKE « 305, 652 . 2276
Vie LATITUDY LUNGITUDE 6 _, 07 , 18 , 80_ ., 14 [ 15

VIl. CERTIFICATION

I CZIPTIFY UNKDES PEUNALTY CF LAW THAT I HAVE PERSOMNALLY EXxAMINEL AND AM
FAYILIE® «wITH ThE INWFORFMATION SUBMITTED IN THIS AND ALL ATTACH®EU DCC-
UMENTS, AKLD THAET LASED CN MY INQUIRY OF THOCSS INCIVIDUALS IMMICIETELY
RESPCNSIELL FCF OSTAINING THE INFORMATION, I oFLIEVE THET THE SUBMITILL
INFORMATION IS TRUE, ACCURATE, AND COMPLETE. I AN AWARL THAT ThnERE ARE
SIGMNIFICANT PLMALTILS FOR SUBMITTING FALSE INFORMATINN, INCLUJING ThE
POSSIBSILITY OF FINL AND IMPXISONMLNT.

Stephen Goodstein Manager Environmental Engineering & Waste Management

- e e e - e e . - - - e e-. - - e.-. ,—E - - et e . E,E .- —E- - .- --- - - -

____________ L o el 2o

OF ﬂdTHUR&ZL RCPRESENTATIVE DATE SIGKNEU

DER FORM 17-1.2C7(4) A PACZ 1 CF



EPA-ID: FLUSBLE394IE Best Available Copy GMS=1D0: SMNCEPE1TET

DCPARTMENT OF ENVIROUNMOINTAL REGULATION
GENLFATUR ANNUAL HAZBARTOUS wASTE ARTPORT

Th1S REFORT 1S FOR THE CALENDAK YEAR ENDING DECEMEELR 21, 1924

VI1l. THIS SECTION MUST BE COMPLETED BY GZHIRATOKS TH&T NOTIFIcD
P8 OR DLF OF HAZARCOUS WASTE ACTIVITY UNDER SECTIUN 3013
OF RCRA OFR CniPTCR 402, FS, £UT DIJO wOT HANDCLE CUANTITILS
OF hAZARLOUS WASTE AT ANY TIME DUFINC THE REPNRTING YERR
THAT AREL SUBJCECT TO THI GENERATCX ANKUMAL FEPORTIG RICUIRE-
#ENTS,

PLEASE C1RCLE Tht APPROPRIATE CODE(S) AT RICHT WrRICLH ELST
CESCRIBLS YCULF INSTALLATION STATUS FOR THE RIFGRTING YZAR.

[egeRoiat

Ao IKON=FHAKRDLER == DID NIT HANDLE HEZARDOLS WASTE
IN ANY GLANTITY LURINWE THE REZIFJRTING YEAReeesesosese 1

Se SMALL WUANTITY GENERATOR == DID NCT GENERATE
MCRE Thalh 1000 kiee OF HAZARTOUS WwWASTE (COR 1 Kb
CF ACUTILY HAZARIQOUS WASTEZ) IN ANY SINGLZI MONTH
0P ACCUMULLATE MORE THAN 1503C K5, OF HBZARLCUS
aLSTE (Cr )1 KGe OF ACUTELY FAZARCNUS WASTE) ON-
SITZ AT ANY TIME DUFING THL REPORTING YEAF I
ACCC&DAP‘LE .ITn qr' CFD PART 261.5 .................@

C. EXCMPT = ALL WASTES GENLCRATED IN FARMING OPZo-
ATIONS I ACCORCANCE WITH 47 CFR PART 262.51,
GP EXEMPFT PURSUZNT TO 47 CFR PART 26le4 ocoooceoccese 3

Coe BENEFICIAL USE == ALL HAZARDOUS WASTE GENERATED
whtS EENEFICIALLY USED, REUSED, OR RECYCLED I
ACCORCANLE WITH 4T CFR PART Ztiet(A)gecocsosocssonccse U

Ee CLOSED == INSTALLATION WAS CLOSED PRIOR 70 Tk

';L—PCRTI’QL YEAp .................................‘....5

GENERATORS ThAT MEET ONE OF THZ ABOV. EXEMPTIOWNS ART NuT
REQUIRLD TO COMPLETE SECTIONS IX = XI OF THIS AMNNUAL
RCPCRT ITLENTIFYING HAZARLOUS WASTEL SKHIPPED OFF=-SITC
LURING THE RCLPOURTING YZAR.

DER FORM 17=1.20L7(4) PAGE 2 OF 3



EFA-ID: FLL9BLE39435 Best Available Copy LMo=10: 5076P81TeY

CEPLARTMINT UF ENVIROWMINTAL FEGULATION
GENLRATUR AWNUAL HAZARDOUS WASTI REPOPT

THIS REPORT IS FOR THE CALEZNDAR YEAR ENDING ULECEMBER 3.1, 13%54
IXe FACILITY NaMI ANJ LOCATION TO wHICH ALL wASTES LISTED ON THIS PACE
st RE SHIFPED. A COPY OF THIS SKHIFET MUST Ec FILLZID CUT FUR [ 2CH
FACILITY ThAT RECLIVED HAZARLOUS WASTE S

FACILITY naMt Chemical Waste Management _ _______. EPA/ZEx ID NG ELDDOQ776708__

FAZILITY tccaTion __Q700_N, M._48th Street _ __ o0
criy _Pompano Beach = = sTatE FL___ z1p cour ___33067_

X TRANSPCRTATICN SERVICES uUSZle LIST TH:Z NaME AKD EPA/D-R IDENTIFICATION
NUMBER COF ALL TRANSFORTERS WhCSE SERVILES wERF USLSTL LUrRING THT
~EPORTING YEAF, COMPLITEZ THIS SLCTION OKLY ONCTe DC NOT REFEAT Own
SUPPLIMINTAL SHELTSe (SEZ INSTRULCTIOAS)

TRANSFORTLR NAME TPALNSPORTER EPA/UER ID NC
Chemical Waste Managg@gg} __________ FLD000776708 | L

XIe wWASTE IUCNTIFICATION

(&) (8) (Ci () ()
DLSCRIFTION OF WASTE =  DOT #  EPA HAZAR[CUS & AMUUNT % UNIT
% HAZARZ ®  WASTE MNUMEFR * OF wASTZ =  CF
# CODE  # (SEE INSTRUCTIONSI® * MTASURE
* x %
« FOO3 . FOO5
1__NWaste Flammable Ligquid . ________» "WORA”"7,7"POOL" "~ 2174.5 _ . K____
¥ e e S %
€ e e e e e o o e e e L L L L
L o e e e - =
K L R L - L
L B e e %
b e e e e e e e e e e e X e e L B e e mae o X e e e e e X e o
B e meeeo L x
D o e o e e o e e e e e b L X e L |
L € me e %
B o o e e o e e B e e —— L e e L L
COMMENTS: /
DER FORM 17-1.207(4) Pabe _3 OF 3.



Best Available Copy

DEPACTMINT OF ENVIRONMENTAL FIGULATICON

GLNEFAT
TH1IS REZPORT IS FOR

GENZFAL INSTRUCTIUNS:

THE CATA BELCH 1S WHAT
FILEZ, IF &Y I17Em 1S 1
IN THE SPACE PROVIDcC.

EPA/DER IL NUMEER: FLD

FACILITY h2mE: koY
MATLINC ALLRESS: EM
CiTy, STATE, CZIF: MIa

FACILITY LOCATICN: 139
CCNTACT PIRSCHL: S172
PRONL ¢ 33k
LAT/LCNG: 25,
ie FA/LSR 1D NULMBE
II. LELERATCKR WAMNE
MAILING ADJLRLSS
CITY, STHTL,y Z21IP
Ive FACILITY LOCATIO
CITY, STETE, 2Z1IP
Ve CONTACT FERSU(N
PHONE
vi. LATITULE LONCITU

Vile CERKTIFICATION

I CIRTIFY UNULF PENALTY
FAMILIAZR wITH THE INFOR
UMENTS, AND ThAT BASED

PESPCNSILLE FOR OBTAINI
INFORMATIUN IS TRUZ, AC
SIGNIFICAKT FENELTIES F
PCSSISBILITY OF FIWD AND

DER FOPM 17-1,207(4)

OR ANNUAL RRZARCOUS wASLTE REPORT

THE CALENDAR YZAR EWDING LECAEMPZIR 31, 193¢

PLEASL REFEQ TO THt SPEZCIFIC INSTRUCTIONSG EEFéRE
COMPLETING THIS FORM. THE INFOPMATICON REQUESTEID
IN THIS REPCRT IS RECUIRED EY RULE (CHAFTZR 17-2C,
FLOFILA ADMINISTRATIVE CODE).

THE DEPARTMENT CF ENVIRONMENTAL REGULATIUN HAS ON
NCOSRECT, PLEASE FILL IN THF COUTRTCTEZID INWFOFPMATICN

SELeI9377

PHARMACEUTICALS INC

ha 176 ST

1 FL 324669

JC Nw 57TH CCGURT, MI&™I LAKES, FL
PH_N GOCDSTEIN

-652=-227¢

Lo LL/80s15426

R _F1D98Q839377 - . __

Miami _ .. , FL_  _33169 __._
N 13900 N._W. 57th Court ______ ____ . _____._
Miami Lakes ____ ___________ , _FL __33014_

- e e - - - - -

CF 25_ .,

OF LAwW THAT I HAVI PLARSONALLY EXAMINEL 4ND &M
MATION SUBMITTED IN THIS 2wD &LL ATTACHE. DOC-
CN MY INQUIPY OF THOSF INDIVIDUALS IMMZLDIATELY
NG THE INFORMATION, I eELIEVE TH4T ThE SUBMITTED
CURATE, &Ny COMPLETE., I 24 AWARZ THAT THERE ARE
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Best Available Copy
: EPL-ID: FLLGSMERPITT GY¥S=il: STIZFELTeE

DEPARTMINT OF E~NVIROGNMENTAL REGULATION
GENLRATOR ANNUAL HAZARUOUS wASTE REPORT

THIS REPCRT 1S FOR ThE CALENDAR YEAR ENDING DECFMBEP 2., 1984

VIiI. THIS SECTICN MUST pE COMPLITED BY GENERATCRS THAT KWOTIFIZD
EPA G LcR OF HAZAREGOUS WASTE ACTIVITY UNCER SECTION 3.1C
OF PCRA OR ChAPTLR «iU3, FS, EUT DID KOT HANLLE CQUANTITIES
CF HAZAPLOUS WASTE AT AnY TIME DURINL THE RLPCRTING YEAR
THET ARE SuBJECT TO TmE OENCRATOR ANLUAL FEPORTING REGUIRE~
MERNTS,.

PLEASE CIRPCLE THE APPPOPRIATE COLDE(S) AT FIGHT WHICH BELST
CESCRIEES YOuLF InWSTALLATION STATUS FOP THE RIPORTING YL AR.

€oDE

e NON=HARNDLER == [DID NOT HANULZ HAZAKRDOUS WAST:
I ANY QUAKRTITY CURINE THE RZFORTIG YIZReoeeoeoocee

Lo SMALL WUANTITY GENERATOR == DI0 KWCT GENERATE
MORL THAL 13C0 KGe OF HAZARDQOUS WASTZ {(OR 1 wGe.
OF 2CUTECLY mAZARLOUS WASTE) It ANY SINOGLL MONTH
CR ACCUMULATE MCORLD THEN 10CC KGe OF HAZARNCULS
WASTE (On 1 KGe OF ACUTELY HAZARDOUS WASTE) (M-
SITLC AT ANY TIME CDJRINS THE REPORTING YEAR I
ACCOFDANCE WwITH &0 CFR PAPT c6l4% eeccssesessscseens 2

Ce EXEMFT = ALL WASTES GENERATEL IN FAPMING OPEF-
ATICHS I ACCORUANCE WITH &7 CFR PART 2€2.51,
OF EXEMPT PURSUANT TO 470 CFR PART cblel4 cesosesosssse 3

Ue BEREFICIAL USE =~ ALL HAZARCOQUS WASTE OGENKERATED
wnAS LENEFICIALLY USED, RtUSEUy CFR REZCYCLED 1IN
ACCSRDANCT wlTH 44U CFR FART 20le0lA)geeocecococcscosne

le CLCGSLD == INSTALLATIOMN WhA3> CLOSEL PRIOR TO THE
REPOPTIN‘J YEAR o 000 0 00 00 00006 06000 060 00 00 90000 00 0000 0000 5

GENERATORS THAT MEET ONE OF THE AEOVI EXEMPTIOHS ARZ NOT
REQUIFED To (OMPLETE SECTIONS IX = XI OF THIS ANKUAL
REPORT TULINTIFYING HAZAPOUOUS WASTE SHIPPEL OFF=-51TC
LURING THE REPCRTING YEZ AR,

DER FORM 17=1.207(4) . PAGE 2_ OF 2



Best Available Copy
DEPARTMZNT OF ENVIROWMINTAL FEGULATION
GENLFATOR ANWNUAL HAZARDOUS WASTE REPORT

THIS REPORT IS FOR THE CALENDAK YEAR ENDING DECFMBZIP 31, 1984

GENERAL INSTRUCTIONS: PLEASE REFER TO THE SPECIFIC INSTRUCTIONS BEFORE
COMPLETING Thls FORM., THE INFORMATIOUN REQUESTED
IN THIS REPORT IS REQUIPED BY RULE (CHAPTER 17-3L,
~ FLORIDA ADMINISTRATIVZ COCZ).

THE DATA oLLCW IS WHAT THE DEPARTMENT OF ENVIRONMENTAL REGULATICN HAS ON
FILC. IF ANY 1T2m IS INCOPRECT, PLEASE FILL IN THE CORRECTED INFORMATION
IN The 5SPACE PROVIDLT.

EPA/DEzR IC KUMELR: FLD98LEZIBH29

FACILITY NAMD: KEY PHARNMACIUTICALS INC
MAILING AULSESS: EC NW 176 ST
CITY, STATC, ZIP:  MIamI FL 33169
FACILITY LOCATICN: 999 Nm 159TH CRIVE, MIAMI, FL
CONTACT PEESON: STIPHEN GOOLSTEIN, ENV ENG
PHONE ¢ 2u5=652=2217¢
LAT/LONG: 26430e10/80.08420
I. _PA/JDETF ID NUM3ER fFLb9gos3gaz2s
I1I. GENERATOR NAME Key_Pharmaceuticals, Inc.
I11. wAILING &DURLSS 50 N. W. 176th Street __ _ ___ __________
CITY, STATE, ZIP Miami , FL_ 33165
IVe FACILITY LGCATION 999 _N. W. 159th Drive
CITY, STATE, ZIP Miami o ___ , FL_ 33169
Ve CONTACT FERSGUN Stephen Goodstein
PHONE ( 305 , 652 _ 2276
VI. LATITUDE LeweITupe 26, 00, 10,80 _, 08 20

vIiI. CERTIFICATION

I CCRTIFY UNDEFR PENALTY OF LAWw THAT I HAVZ PERSONALLY EXAMINED AND AM
FAMILIA? wITH THE IKWFORMATION SUBMITTED In THIS AND ALL ATTACHEID DOC-
UMENTS, AND THAT BASLD ON MY INQUIRY UF THOSE INDIVIDUELS IMMELUIATELY
RESPONSIELE FOUR OBTAINING THE INFORMATION, I BELIEVE THAT THZ SUBMITTCD
INFORMATION IS TRUE, ACCURATE, AND COMPLETE. I &M AWARZ THAT THERE ARE
SIGNIFICAANT PENALTILS FUP SUBMITTING FALSZ INFORMATION, INCLUDING TkE
POSSIBILITY OF FINE AnD IMPRISONMENT.

Stephen Goodstein Manager Environmental Engineering & Waste Management
: TITLE
22 _ r5f/s8

DATE >5IGwED

DER FORM 17<-1.207(4) PAGE 1 oF 2




- Best Available Copy
EPA-ID: FLD9EC S 38426 CMS=il: 5NI3PELTeb

DEPARTMENT OF ENVIRONMINTAL REGULATION
GENCRATOR ANWNUAL mAZARDLOUS wASTE REPORT

ThIS REPGRT IS FOR THE CALENUAR YEAR ENGING DECEMEER 31, 1984

VIII. TH1S SECTION MUST pZ COMPLETED BY GENWNERATORS THAT NOTIFIZID
tPA QF CCR Ct HAZARDOUS WASTE ACTIVITY UNCER SECTIuN 2.13
OF RCRA (R ChAPTZIR 4.2, FS, EUT DUID NOT HANGLF QUANTITILS
OF HAZARLOUS WASTE AT ANY TIMT LJURING THE REPORT INL YEAFR
THAT ARI SULOECT TO THE SENERBTOR ANKUAL PLPORTING REQUIRE-
FENT S,

PLEASE CIRCLt THZ APPROPRIATE CCDE(S) AT RIGHT WHICH BEST
CESCRIELS YOUR INSTALLATION STATUS FOP THE REPORTING YL AR.

coor

Ao NOLL=HANDLER == DID NOT HANOLEL HAZAKDCZUS WASTL

ZMOARY QUANTITY QDURING ThE REIPORTING Yi’aRoaooooooooo@
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SITZ AT ANY TIME DUPING THE REPOKTING YEAP 1IN

ACCORDANCE wiTH 43 CFR PART 261.53 s000s000000000000 2

Ce EXEMPT = ALL WASTES GENERATED IN FARMING OPER-
ATIONS IN ACCORUDANCE WIThH 40 CFR PART ¢62.51,
OR EXEMFT PURSUANT T2 CRN CFR PART 261.‘1 eeesoscsosee I

e BEREFICIAL USE == ALL HAJARDCUS wASTE GEWFRATELU
WAS EFENLEFICIALLY USEL, REUSED, Ok RECYCLED IN
ACCORDANCE wITH 40 CFR PART 261le0(A)esescvsvocecscssnse U

e CLCSED == INSTALLATICN WAS CLOSEL PRIOR TO T+#E

REPORTINL Y;AQ 0 000 00000000 00O S SOOOSOODOENPO PO DSPOSNOLNESDS 5

GENERATGRS ThAT MEET ONE OF THZ AEOVC EXEMPTIONS ARZ NOT
REQUIRED Tu (COMPLETE SECTIONS IX = XI CF THIS ANNUAL
RUPOGRT ILENTLFYING HAZARCOOUS WASTE SHIPPED OFF=-SITc
LURING THE REPORTING YEAR,

DER FORM 17=1.2C7(4) PAGS 2 oF 2






Chem Show ’85

Solvent recovery combines
with catalytic incineration
to effectively control fumes

STEPHEN GOODSTEIN

Manager, Environmental Engineering & Waste Mgmt.
THOMAS FLACHMEYER

Senior Environmental Engineer

Key Pharmaceuticals Inc.

Miami, FL

CONSTANCE P. WICKERSHAM
Philadelphia Regional Editor

New Solutions
to Plant Problems

Problem: When the engineering staff
at Key Pharmaceuticals Inc. was charged
with the challenge to design, construct
and troubleshoot a new facility, the envi-
ronmental engineers had a very large
task. The facility, to be constructed in
Las Piedras, Puerto Rico beginning in
late 1983, would fall under the regulatory
control of EPA Region II. T !

The plant was designed to manufac- . : o i S
ture pharmaceutical products used to - . - =T ¥
combat bronchial asthma. An Environ- -

mental Assessment was required to be  Key Pharmaceuticals needed to install a solvent recovery system and a catalytic incinerator to
filed prior to the construction phase. It treat both chlorinated and non-chlorinated solvents

would outline the proposed procedures Fo Each solvent recovery vessel contains carbon filter elements where all of the micropores are
remove or destroy the solvents used In ¢ the surface

production, thereby preventing their re-
lease to the atmosphere.

Since the solvents required in the
manufacturing process represented two
different classes of materials, chlorinated
and non-chlorinated solvents, the treat-
ment decision became complicated. Sin-
gle system treatment options were not
viable.

Solution: A solvent recovery system
and a catalytic incinerator were installed
In a parallel arrangement to treat chlori-
nated and non-chlorinated solvents, re-
spectively. This arrangement was possi-
ble because the two types of solvents are
mutually exclusive in their manufactur-
ing uses. Decisions are made in the
individual processing rooms from one
system to the other when a change in
production occurs.




Catalytic incineration occurs via a platinum metal catalyst

The solvent recovery system has two
vessels in parallel, each containing ten
carbon mat filter elements. With one
vessel on-line (and the other being re-
generated and then on stand-by), the
system has a maximum flowrate of
24,000 scfm and can be expanded to
38,000 scfm with an additional vessel.

Solvent-laden air is forced into the
carbon adsorption unit by a blower. The
cylindrically wound carbon filter ele-
ments remove the chlorinated solvents,
and clean air exits through a top outlet.

The elements are regenerated by steam
desorption. Solvent is recovered in a
series of condensers and a separator.
Reuse of the solvent is not possible at this
time since all materials must be of phar-
maceutical USP grade, so the chlorinated
solvents are drummed and removed to an
approved waste reclaimer or waste
disposal site.

A carbon bed monitor warns of solvent
bed breakthrough and signals for bed
changeover. The monitor has a single
beam, long pathlength, broad spectral
range (infrared) analyzer. It can be set to
measure general hydrocarbons or, as in
this case, to selectively monitor a par-
ticular hydrocarbon.

For non-chlorinated solvents, catalytic
incineration via a platinum metal catalyst
on a ceramic honeycomb substrate is
controlled by regulating inlet and outlet
temperatures. The catalyst increases the
chemical oxidation rate to permit the
reaction to proceed at a lower energy
level than would be experienced with a
thermal incinerator.

A scavenger filter bed protects the
catalyst from fouling or contamination.
With this precaution, the catalyst should
have a projected lifetime of from three to
ten years.

The incinerator has a 10:1 turndown
ratio; it can oxidize from 4500 to 44,600
cfm of solvent-laden air at a maximum
organic loading of 2000 ppm. A propane
pilot and #2 fuel oil are used to achieve
startup temperature of 600°E High tem-
perature requirements are minimized by
the catalyst, cutting fuel requirements—
a major consideration in the selection of
this system.

Flame ionization detectors are used to
constantly analyze inlet and outlet
streams for hydrocarbons, enabling the
incinerator to be as fuel efficiently as
possible. The detectors employ solid-
state electronics with integrated circuits

and plug-in circuit boards for easy re-
moval and replacement.

To protect the catalytic incinerator in
this parallel system, a supervisory sys-
tem of gas chromatographs monitors
each process line for chlorinated sol-
vents. If a sensor detects chlorinated
solvents going to the incinerator, that
stream is automatically diverted to the
adsorber.

Results: Both the solvent recovery and
the catalytic incineration systems were
installed in April, 1985 and started up in
July, 1985. The catalytic incinerator has
treated process exhausts with normal
solvent concentrations of 1000-1200 ppm
and as high as 2000 ppm—with a conver-
sion rate of 97%, well above regulatory
compliance requirements.

The solvent recovery unit has been
operating so well that chlorinated fume
abatement has been 95% or better. Ad-
sorption and desorption rates have been
kept high by the patented carbon filter
elements; all of the micropores are at the
surface of the element to provide active
adsorption sites. A 50% expansion capa-
bility, as noted previously, was built into
the solvent recovery system for flexibil-
ity.

The management at Key Pharmaceuti-
cal feels that the reliability and perform-
ance levels exhibited by both the catalytic
incinerator and the carbon adsorption
solvent recovery system warranted the
high initial capital expense. |

Series 1000 Type KF carbon adsorption
system is a product of Met-Pro Corp.,
Systems Div., 160 Cassell Rd., Box 144,
Harleysville, PA 19438.

Booth #2117

Series 1000 catalytic incinerator is also
available from Met-Pro Corp., Systems
Div.

Model 970A carbon bed monitors and
Model 931A process gas chro-
matographs manufactured by The Fox-
boro Co., Foxboro, MA 02035.

Model 400 hydrocarbon analyzer manu-
factured by Beckman Industrial Corp. (a
subsidiary of Emerson Electric Co.),
Process Instruments Div., 600 S. Harbor
Blvd., La Habra, CA 90631.




i o
e Systems Division

160 CASSELL ROAD » BOX 144 « HARLEYSVILLE, PA 19438-39990
(215) 723-6751 » TELEX: 244-903
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T Key Pharmaceuticals, Inc.
i @ i 50 N.W. 176th Street
7 Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 11, 1986

Mr. BI11 Thomas DE R
Bureau of Alr Quality Management

Florida State Department of == S
Environmental Regulation FEB 121986
Twin Towers Building

2600 Blair Stone Road (3
Tallahassee, FL 32301-8241 EB!\ hﬂ
Dear Bil11:

Presently, Key Pharmaceuticals, Inc. has requests for several
permits in elther the construct or operating stage including:

1. Operating Permit (CAO 114316) for Glatts 1, 2, and 3.

2, Construct Permit to manufacture GUANIDINE and QUINORA
tablets.

3. Construct Permit for a coating pan (i.e. Accela-Cota) in

the R &§ D facility.

Furthermore, Key is under a consent decree (0CG Case No. 83-0373)
that will result in all THEO-DUR operations and the accompanying
solvent discharges to move to Puerto Rico in 1986.

In order to aid you 1In reviewing the present and any future
permits two pleces of information need to be reviewed. These are:

1. Projected Controlled and Uncontrolled emissions 1In 1987
through 1990.

2. Pharmaceutical Processes involved at Key.

The attached table denotes the various solvents used 1Iin the
current and planned processes at Key's Miami site for 1987 - 1990.
The controls as noted are on the methanol using the current
permitted process (l.e. wet scrubbing followed by biological
treatment). The numbers are ranged as they are estimates based on
new products being approved by the FDA. Therefore, the actual
quantities could easily be skewed Jlower. The average total
controlled VOC's start out at 26.5 tons/year and increase to 76.9
tons/year in 1990. Agalin, these numbers represent controls only
on methanol.



+ February 11, 1986

Mr. W.

Thomas

Page 2 (of 3)

Pharmaceutical processes typically are isolated to the following:

GRANULATION

COATING (Celither in coating pans or a fluidized bed unit,

i.e.

Glatt).

BLENDING

COMPRESSING

PACKAGING

These are defined as follows:

A.

GRANULATION - dry powders (active plus exclplents) are

mixed together in a mixer (e.g. ribbon, Sigma) with a

granulating solution (aqueous or solvent). The material is
wet sized and placed on trays and dried. After drying it
is dry slzed, sampled, and stored. Emissions consist of

solvent and dust.

COATING

i. COATING PANS - a substrate is placed in the coating
pan and various coating solutions are applied. These
Iinclude a solvent based film former plus dry powder
(active), wax solutions and clear film former. After
coating, the material (pellets) is allowed to dry.
Emissions consist of solvent and dust.

ii. FLUID BED UNIT - the substrate is placed in the
coating unit. All material applied is Iin the form of
solutions or slurries sprayed onto the substrate. _
Drying of the pellets occurs in the same unit. Once
completed, the pellets are stored.

BLENDING - this is performed in a double cone unit termed a

Gemco. The pellets and granulations (or pellets only) made
previously are added to the blender along with dry
exciplents which include a dry 1lubricant. Blending s
performed for a set time. Emissions include dust only.

COMPRESSING - the blended material is placed on a rotary

tableting machine to form tablets. Emissions consist of
dust only.

PACKAGING - the tablets produced are put In bottles along

with cotton, capped and palletized. A very small amount of
dust can be generated.



+ February 11, 1986

Mr. W. Thomas
Page 3 (of 3)

It is hoped that this information aids in the review of our
present and future permits. If there are any additional
questions, do not hesitate to contact me.

Very truly yours,

KEY PHARMACEUTICALS, INC

ad

en d//éoodsteln, Manager
Environmental Engineering and
Waste Management

SJG/db
attachment

.F. Gant
Quinlan
.A. Franke
Smyth
Flachmeyer
Borbe
Glover

ccC:

AMAE DO



" February 11, 1986

Mr. W. Thomas

Attachment
PROJECTED EMISSIONS (VOC's) IN TONS PER YEAR
1987 1988 1989 1990

UNCONT CONTROL UNCONT CONTROL UNCONT CONTROL UNCONT CONTROL
ISOPROPYL ALCOHOL  0-3.6 0-3.6 5.1-14.6 = 5.1-14.6 8-23.3 8-23.3 9.7-27.3 9.7-27.3
ACETONE 0-3.3 0-3.3 1.8-9.9 1.8-9.9 2.8-16.4 2.8-16.4 3,4-18,5 3.4-18,5
ETHYL ACETATE 0-3.1 0-3.1 0-7.2 0-7.2 0-12.4 0-12.4 0-13.4 0-13.4
METHANOL 169-251 16.9-25.1 210-316 21-31.6 263-394 26.3-39.4 323-456 32.3-45.6

METHYLENE CHLORIDE * 878-1303 878-1303 1087-1641 1087-1641 1364-2042 1364-2042 1676-2360 1676-2360
3A ALCOHOL 0-0.9 0-0.9 0-0.9 0-0.9 0-3.0 0-3.0 0-3.6 0-3.6
TOTAL VOC's * 169-261.9 16.9-36 216.,9-348.6 27,9-64,2 273.8-449,1 37.1-94,5 336.1-518.8  45,4-108.4

AVG TOTAL VOC's
CONTROLLED 26.5 46.1 65.8 76.9

* METHYLENE CHLORIDE IS NOT A VOC AS PER 17-2,510 AND IS NOT INCLUDED IN THE TOTALS.



] Key Pharmaceuticals, Inc.
i gEDi ' 50 NW. 176th Street
— Miami, Florida 33169-1307
(305) 578-5800
Cable: KEYPHARM

TeIexﬁB?E R

February 4, 1986 FEB'lZWgBB

Mr. C.H: Fancy, Deputy Chief E%FXCEBA

Bureau of Air Quality Management
Florida State Department of
Environmental Regulation

Twin Towers Building

2600 Blair Stone Road
Tallahassee, Florida 32301-824l

Dear Mr. Fancy:

Attached please find a Construction Permit application for the
Installation of an Accela-Cota Coating Pan in the R & D facility,
located at 999 N.W. 159th Drive, Miami, Florida 33169. Total
actual emissions (VOC's) for the year for this unit will be under
0.7 tons/year. This quantity plus the projected quantities for
the most recent Construct Permit (i.e. for GUANIDINE and QUINORA
tablets) and K-DUR (AC 100437 & AO 114316) total well under 40
tons/year of VOC. Therefore, the Iimpact of this installation is
minor.

Under separate <cover, I will submit to BIil11 Thomas of your
offices, projected solvent usages and emissions once THEO-DUR
operations move to Puerto Rico (i.e. Consent Decree OGC Case No.
83-0373). At that time total VOC emissions will be less than 100
tons/year making Key Pharmaceuticals, Inc. a minor source.

Please review the attached permit and let me know if there are any
questions.

Very truly yours,

KEY PHARMACEUTICALS, INC.

Ste hen’ﬁT Goodsteln, Manager
Envlironmental Engineering and
Waste Management

SJG/db

attachment
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August 10, 1984

Florida ‘Department of Environmental Regulation
2600 Blairstone Road
Tallahassee, Florida 32301

TO WHOM IT MAY CONCERN:

This letter serves as the authorization for Allen F. Gant,
Vice President of Production and Engineering, to act on behalf of
Key Pharmaceuticals, Inc. on all current DER related matters.

Yggrs truly,

\Mﬁggggd_

D. M. Bell ;
Senior Vice President
Operations

Cable Address: KEYPHARM 50 N.W. 176th St., P.O. Box 693670, Miami, Fiorida 33169-0670 Telephone (305) 652-2276 Telex: 808044



Key Pharmaceuticals, Inc.
i @:’i 50 N.W. 176th Street
J Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 7, 1986

Florida Department of
Environmental Regulation
2600 Blair Stone Road
Tallahassee, Florida 32301

To Whom it May Concern:

I have reviewed the calculations presented In this permit applica-
tion and have found them to be accurate with respect to the
information provided.

Sincerely,

“KEY.PHARMACEUTICALS, INC.
v ! "t
. ‘b,

' TS .\r/',_ ’ . Ea
Hegr CEINW/ dB

»
'x‘?fl!. YTIIEA




Al (3-(/0od5
STATE OF FLORIDA _
DEPARTMENT OF ENVIRONMENTAL RBF%?RTION

SOUTHEAST FLORIDA é/g‘,"“/""""‘vq:f\\, N 808 GRAHAM
DISTRICT o _

f , FEB 121986 VicTomasscrmxes
P.0. BOX 3858

WEST PALM BEACH, FLORIDA 33402 ROY DUKE

‘> B QM DISTRICT MANAGER

APPLICATION TO OPERATE/CONSTRUCT AIR POLLUTION SOURC!S

SOURCE TYPE: AIR" poJ_LL]TIQN S [ New! [] Exiscipg‘f{.f":' ‘ ‘.ﬂ;l/‘
APPLICATION TYPE: (X] Comstruction [ ) Operation [ ] Modificaiion’ [ = 73v 7.
coMPaNY NaME: KEY PHARMACEUTICALS, INC. _ coungy: o DADE:

. . .. . . . PG /L B
Identify the specific emission point source(s) addressed in this aprlicatich (i,e. Lime

Kiln No. 4 with Venturi Scrubber; Peaking Unit No. 2, Gas Fired) "'C(_jATlgNG'ROOM'?'

SOURCE LOCATION: street 299 N.W. 159TH DRIVE i City  MIAMI
UTM: East 578500 North 2867365 .
Latitude _25 ° _gg5' _ 26"N Longitude 80 ° 12 * 58 'w

APPLICANT NAME AND TrTLe: ALLEN F. GANT, VICE PRESIDENT PRODUCTION AND ENGINEERING

APPLICANT ADDRESS: ' 50 N.W. 176TH STREET, MIAMI, FLORIDA - 33169
SECTION I: STATEMENTS BY APPLICANT AND ENGINEER
A, APPLICANT "~

I am the undersigned owner or authorized representativex 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 belietf. Further,
1 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. I
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: - /‘/A‘ 5 M :

ALLEN F. GANT, VICE PﬁESIDENT’PRODUCTION AND
Name and Title (Please Type )ENGINEERING

Date: 2-/_0-66 Telephone No. 305-578-5800

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

ify that the engineering features of this_pollUtion control projegt haye
/aé.ne byeWn“d foundXto b&in ,cvoﬁfo» i~t\y bi.gh/mfdeﬁt<engei‘§\ r"gg
' plPicable” to~the-tr atmen/anchdis;_ggsa*l of pollutants Qargcteri~zg1,§§<}1e
applicationy There is redsonable assurance;—in my professiondl judgment, thét

! see Florida Administrative Code Rule 17-2.100(57) and (104)

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



See A*LQ&J\haow«I

thie pollutio- control feactlytiee hen p erly maintained nd operatod, ulll hnr e
, wilth 1 ap cab atet ea Of the Stgte F rida an
th. plrtnen > dlo agr \§ ndora ned w
y near, pplL t s se tnst u tlone or thepr

d oper-tlon of the wﬁllutlon co ttor‘f. 11 tlee and, appliceble,

JOHN N NELLS P.E.
’ Neme (Plesss Type)

3 KEY PHARMACEUTICALS, INC.
m § S Compeny Neme (Plesse. Type)

50 N.W. 176TH STREET, MIAMI, FLORIDA 33169
Mailing Addreas {Plesass Type)

33917 vater_2[7/86____ terephons No._305-578-5800

SECTION 1l: GENERAL PROJECT INFORMATION

A. Describe thes nsture and axtent of the project. Refer to pollution control equipaent,
and expected improvementa in source psrformsnces ss a rssult of installation. State
whethsr ths projsct will result in full eolpllanee. Attach additionesl sheet if
necessary.

THE PROJECT ENTAILS THE USE OF AN ACCELA-COTA (COATING PAN) IN AN R & D ENVIRONMENT

IO COAT TABLETS OR PEIIFTS USING SLURRIES, SUSPENSIONS, QR SOLUTIONS WHICH CONTAIN
DIFFERENT SOLVENT SYSTEMS. TYPICAL SOLVENTS INCLUDE ACETONE; ISOPROPANGL; ETHYL ACETATE;
3A ALCOHOL; METHYLENE CHLORIDE; AND METHANOL.

B. Sche&uIe of project covered in this application (Construction Permit Application Only)

Start of Conut;ue£1on FEB'86 - Completion of Construction MAR' 86

C. Costs of pollution control system(s): (Note: Show bresakdown of estimated costs only
for individual componenta/units of the project serving pollution control purposes.
Information on actual costs ahall bes furnished with the application for opsrstion
permit.) )

NO POLLUTION CONTROL EQUIPMENT WILL BE INSTALLED TOTAL VOC EMISSIONS ARE ESTIMATED

(AT LESS THAN 0,7 TONS/YEAR, SUCH ADDITION TO PRESENT EMISSIONS DOES NOT WARRANT
CONTROL MEASURES.

0. Indicsts any previous DER permite, orders and notices associsted with the emission
point, including permit issuence snd sxpiration datee,

" 1. CONSENT ORDER FOR HALTING OR PERMITTING THEO-DUR OPERATIONS IN MIAMI BY NOV'86,
—OGCCASENOT—83=0373:
2. PERMIT FOR GLATT 2 CATALYTIC INCINERATOR.

3. CONSTRUCT & OPERATING PERMIT FOR GLATTS 1 - 3 FOR K-DUR, AC-100437 & AO- 114316

LETS

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



E. Requested permitted equipment operating time: hrs/dey_° 8. 3 devs/wk 2% 3 wks/yr 52 1

if

power plant, hre/yr $ Af sessonal, describe:

F. If this is s new source or amajor -édificatinn. anawar the fbllowlnu;dueqﬁ{ona.

!

{Yea or No) ‘ g
1. Is this source in 8 non-sttainment ares for a perticuler pollutant?a YESQF SR
a.. If yes, has "offaset"™ been aspplied? . %;:"i“'“'“~
<0 ‘ - NO & n
b. If yes, has "Loweat Achievable Emission Rate™ been spplied? Loemtt
c. If yes, list non-gttainament pollutanta. OZONE
2. Does best svesilsble control technoloqy (BACT) apply to this source? NO
If yes, see. Section VI. o]
3. Does the Stste "Prevention of Significant Detsrioristion™ (PSD) NO
requirement epply to this source? If yes, see. Sections VI and VII.
4. Do "Stendsrde of Performence for New Stationary Sources™ (NSPS) NO
spply to this saurce? )
S. Do "Nationsgl Emiseion Stendsrds for Hezardous Air Pollutsnts" ‘ NO
(NESHAP) spply to thie source?
H. Do "Ressonably Available Contral Tschnology" (RACT) requireaents spply "NO
to this source?

8. If yes, for what pollutsnts?

b. If yes, in sddition to the informstion required in this form,
any information requested in Rule 17-2.650 muat be aubmitted.

Attach all supportive informetion related to sny snawer of "Yea®". Attach any justifi-
caetion for any gnawer of "No" thst might be considered questionsble.

DER Form 17-1.202(1)
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SECTION III: 1A{R_P0LLUTION SOURCES & CONTROL DEVICES (Other than Incineratoras)

A. Raw Materials and Chemicslas Used in your Process, if applicable:

Contaminants Utilization * :
Description Type % Wt fRate - lbs/hr Relate to Flow Diagranm

[ ORGANIC SOLVENTS voC 100 2.540 nopom

(EG. ACETONE, IPA}

ETHYL ACETATE, 3A

ALCOHOL; METHYLENE

* BASED ON ALL SOLVENTS USED IN 8 HOURS.
B. Process Rate, if applicable: (See Section V, Item 1)

1. Totsl Process Input Rate (1bs/hr): 2-9% SPRAYED ONTO 35.2 LB OF SUBSTRATE

2. Product Weight (1bs/hr):_(.25 LB/HR OF SQILDS ONTO SUBSTRATE PLUS 2 54 LB/HR

SOLVENT TO ATMOSPHERE.

C. Airborne Contaminants Emitted: (Information in this table must be submitted for each
emission point, use additional sheets as necessary)

Allowed*
Emissionl Emission Allowable> Potential® Relate
Nsme of Rate per Emission Emission to Flow
Contaminant Maximum Actual Rule l1bs/hr lbs/yr T/yr Diagram
lbs/hr T/yr 17-2
PARTICULATES| ESSENTIALLY @ N/ A N/ A Y/ A
ORGANIC SOLVENTS |
(EG. ACETONE[ 2.54.% . 0.7 N/ A N/ A 1.32 | wopo
IPA, ETHYL
ARUETAIL, SR
_ALCOHOL ; ME’HYLENE

CHLORIDE METHANOL ) * BASED ON ALL SOLVENTS BEING USED UP IN 8 HOURS.

see Sect ion ,

2Reference applicable emission standards and units (e.g. Rule 17-2.600(5)(b)2. Table II,
E. (1) - 0.1 pounds per million BTU -heat input)

3Calculsted from operating rate and applicable standard.

“Emiasion, if source operated without control (See Section V, Item 3).

DER Form 17-1.202(1) /
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D. Control Devices: (See Section V, Item 4) : N/ A

Range of Particles Basis for
Name and Type Conteminant Efficiency . Size Collected Efficiency
(Model & Serial No.) ' (in microna) (Section Vv

: (1f applicable) Item 5)

E. Fuels N/ A
Consumption*
Type (Be Specific) : Maximum Heat Input
: avg/hr sax./hr (MMBTU/hr)

*Units: Natural_Gae--MMCF/hr; Fuel 0Oils--gallons/hr; Cosl, wood, refuse, other--lba/hr.

Fuel Analysis:

Percent Sulfurs : Percent Ash:
Density: lbs/gal. Typical Perceni Nitrogens
Heat Capacity: BTU/1b BTU/gsl
Other Fuel Contaminanta (which may csuse air pollution): |
F. If spplicsble, indicate the percent of fuel used for space heating.
Annusl Aversge ' Maximum
G. Indicete liquid or solid wastes §enarated end method of disposal.

- NONE - FROM PROCESS CONDITIONS

IF ANY'LIQUID IS REJECTED FOR SOME REASON, IT WOULD BE DISPOSED OF VIA APPROVED

HAULERS FOR BENEFICIAL RE-USE.

DER Form 17-1.202(1)
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H. Emission Stack Geometry and Flow Characteristics (Provide dats for esch atack):
Stack Height: _ABOUT 4' ABOVE ROOF ft. Stack Dismeter: 0.67 fe.
‘Gas Flow Rate: 335 acem_@ 70°F  pscrM Gas Exit Temperatures_ MAX 150 oF.
Water Vapor Contents ABOUT 50-60% RH % Veloeitys 18.8 o

SECTION IV: INCINERATOR INFORMATION

BASED ON 150°F

Type 111
(Garbage)

Type 1V
(Patholog-
ical)

Type I
(Rubbish)

Type I1
(Refuae)

Type O Type V¥

(Plastica)

Type of
Waste

(Lig.& Ga
By-prod.)

Types V1
T (Solid By-prod.)

Actual
¢ 1b/hr
. Inciner-
1 ated

Uncon-
trolled
(l1bs/hr)

Description of Waste

Total Weight Incinerated (lbs/hr)

Design Capacity (lbs/hr)

Approximate Number of Hours of Operation per day day/wk wka/yr.

Manufacturer

Dete Constructed Model No,
Volume Heat Release Fuel Temperature
(fe)3 (BTU/hr) Type BTU/hr (°F)

. ¥rimary Chamber

i Secondary Chamben

Stack Height: ft. Stack Diamter: Stack .Temp.

Gas Flow Rate: ACFM DSCFHf'Velocltyx

#If 50 or more tons per day design capacity, submit the emissione
dard cubic foot dry gas corrected to 50% excess air. :

Type of pollution control device:

[ ] other (apescify)

FPS

roie in grains per etan-

[ ] Cyclone [ ] Wet Scrubbsr [ ] Afterburner

DER Form 17-1.202(1)
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Brief description of operating characteristices of control devices:

Ultimate disposal of any effluent other than that emitted from the stack (scrubber water,

ssh,

etc.):

NOTE: Items 2, 3, 4, 6, 7, 8, and 10 in Section V must be included where applicable.

SECTION V: SUPPLEMENTAL REQUIREMENTS

Please provide the following supplements whers required for this application.

1.

2.

Total process input rate and product weight -- show derivation [Rule 17-2,100(127)]

To a construction application, attaech basis of emission estimate (e.g., design celcula-
tions, design drawings, pertinent manufacturer's test data, etc.) end attsch proposed
methoda (e.g., FR Part 60 Methods 1, 2, 3, 4, 5) to ahow proof of compliance with ap-
plicable standards. To an operation spplication, attach test reaults or methods used
to show proof of compliance. Information provided when applying for an operation per-
oait from a construction permit shall be indicative of the time at which the test was
made.

Attach basis of potential diacharge (e.g., emission factor, that is, AP42 teat).

With conastruction permit application, include design detaila for all air pollution con-
trol systems (e.g., for baghouse include cloth to air ratio; for scrubber include
cross-section sketch, design preasure drop, stc.)

With construction permit application, attach derivation of control device(s) efficien-
cy. Include test or design data. 1Items 2, 3 and 5 should be consistent: actual emis-
sions = potentisl (l-efficiency). [

An 8 1/2" x 11" flow diagram which will, without revealing trade secrets, identify the
individusl operations and/or processes. Indicste where rasw materials enter, where sol-
id snd liquid waste exit, where gaseous emissions and/or airborne particles are evolved
and whare finished products sre obtained.

An 8 1/2" x 11" plot plan showing the location of the eatablishment, and points of sir-
borne emissions, in relstion to the surrounding area, residencea and other permsnent
etructures and roadways (Example: Copy of relevant portion of USGS topographic map).

An 8 1/2% x 11" plot plsn of facility showing the location of manufacturing processes
and outlets for asirborne emissiona, Relate all flows to the flow diagranm.

DER Form 17-1,202(1)
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9. The appropriate application fee in accordance with Rule 17-4.05. The check should be
dade paysble to the Department of Environmental Regulation. ’

10. With an application for operstion permit, attach a Certificate of Completion of Con-
dtruction indicating that the source was conetructed as shown in the construction

permit.
SEC!iON ¥I: B8EST AVAILABLE CONTROL TECHNOLDGY

A. Are atandarda of performancs for new stationary sources pursuant to 40 C.F.R. Part 60
applicable to the source?

[ 1 ves [ ] No

Contaminant ' Rate or Concsntration

8. Has EPA declared .the best aveilable control technology for this cless of sources (If
yes, sttach copy) )

{ ) Yes [ ] No

Conteminant : o ﬁato 6r Concentration

C. What olisélon lavqls'dp you propose ae beathiéallabla control technoldgy?

Contaminant . A- " Rate or Concentration

D. Describe the existing control and trestment technology (if any).
1. ControliDevice/Systenx_ . 2. Operafing Princip;eax
3. Efficiency:* o ’ 4, Cnbifal Coats:
*Explain method of determining |

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

Contaminant

6. Operating Coete:

8. Maintenance Coet:

Rate or Concentration

10, Stack Parameters
a. Height:
c. Flow Rate:

e. Velocity:

Describe the control snd tresatment technology available (As many types as
use additional pages if necessary).

a. Control Oevice:
c. Efflclency:l
e, Useful Life:

g. Energy:?

1. Availability of,conatruction materials and process chemicals:

Jj. Applicsbility to msnufacturing processes:

ft. b. Diameter: ft.
ACFM d. Teaperature: - oF,
FPS
applicable,
b. Operating Principles:
d. Clpltai Cost:
f. Operating Cost:
h. Maintenance Cost:
operate

k. Ability to conatruct with control device, install in available space, snd

within proposed levels:

a. Control Device:
c. Efflcioncy:l
e. Useful Life:

9. Energy:z

b. Opersting Principlea:
d. Cepital Cost:
f. Operating Cost:

h. Maintsnancs Cost:

i. Availebllity of construction materisls and proceas chemicals:

1Explein method of determining efficiency.
Energy to be reported in units of electrical power - KWH design rate.

DER Form 17-1.202(1)
Effective November 30, 1982
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3.
*.

3.

Applicability to manufacturing processes:

Ability to construct with control device, install in aevsilable apace, and operate
within propossd levels: C .

Control Device: ’ : b. Operating Principles:
Efficiency:l : R ..d. Capital Coet:

Useful Life: : S f. Operating'Coatx
Energy:z : : e .. h. Maintsnance Cost:

Availsbility of construction materials and process chemicals:
Applicability to manufacturing processes:

Ability to construct with control devics, instsll in availeble space, and operste
within proposed levsls:

Control Device: | _ b. Opersting Principles:
'Efficlencyx; N d. Capléal Coats:

Useful Life: f. Operating Cost:
Energysz C ‘ h. Maintsnance Cost:

Availability of construction materials and process chemicsles:

Applicability to manufacturing processes:

Ability to construct with control device, inatsll in availsble spsce, and operate
within proposed levels: ’

F. Describe the control technology selected:

(2)
(3)

Control Dev;ce: 2. Efflclpncy:l.
Cepital Coat: o 8. Useful Life:
Operating Coat: é. Energysz
Maintenance Cost: ' ' 8. Manufacturer:
Othsr locations where employed on similar proceasea:

(1) Company:
Mailing Address:

City: = ‘ .(8) Ststet

1£xplain method of determining efficiency.
zEnergy to be reported in unitea of electricel power - KWH deaign rate.

DER Form 17-1.202(1)
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2. Surface data obtained from (location)

2. Instruamentation, Field and Laboratory

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

b, Was instrumentation calibrsted in sccordence with Department procaduree?
[ J]Yes [ 3} No [ ] Unknown '

Meteorological Dsts Used for Air Quality Modeling

1. Year(e) of data from / / to / /
sonth day year month day year

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

4. Stability wind rose (STAR) deta obteined from (location)

Computer Modelas Used

1, Modified? If yes, attach description,
2. ' . Modified? If yes, attsch d.acupuoﬁ.
3. : Modified? 1If yes, attach description.
4. _ Modified? If yes, sttach description.

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

Applicants Maximum Allowable Emission Data

Pollutant Emisaion Reste
TSP ' grams/sec
so? . grsma/sec

Emission Data Used in Modeling

Attsch list of emission sources, Emission data required is source name, description of
point source (on NEDS point nunbor), UTM coordinatsa, stack data, allowable emissions,
and normal operating time.

Attsch all other infornation 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, taxss, energy, etc.). Include
assessment of the environmental impact of the sources.

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

DER Form 17-1,202(1) _
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(S) Environmental Manager:
(6) Telephone No.:
(7) Emissionsil

Contaminant Rate or Concentration

(8) Process Rate:l

b. (1) Company:

(2) Mailing Addreaa:

(3) City:s (4) Stsate:
(S) Enviraonmentsl Manager:

(6) Telephone No,.:

(7) Emisaions:l

Contaminant Raté 6r-Conéohtratlon

(8) Process Rate:l
10. Reason for selection and description of aysteas:
lkppllcant myst provide this information when available. Should thia information not be
available, applicant muet state the reason(a) why.

SECTION VII - PREVENTION OF SICNIFICANT DETERIORAYION

A. Company Monitored Dsta

1. no. sites TSP () S02« Wind spd/dir

Period of Monitoring / V4 to / Vi
month day year month day year

Other dats recorded

Attech all dats or statisticael summaries to this applicstion.

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

DER Form 17-1.202(1)
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PROCESS FLOW SHEET " A "

VOC EMISSIONS TO ATMOSPHERE

EXHAUST FAN

EXHAUST
SOLIDS

SOLIDS (SUBSTRATE)

SOLVENTS N

— ' AIR
(EG. ACETONE, J/ N
IPA, ETHYL VA ' HANDLER

© ACETATE, 3A
ALCOHOL 3. UNIT
METHYLENE. N R
MPToaiors & MIXING  ACCELA-COTA
* VESSEL:

(COATING PAN)



Fancy 2/04

CALCULATION SHEET
SUBSTRATE LOAD TO ACCELA-COTA: 16 KG = 35.2 LB

COATING SOLUTION: SOLIDS

.898 KG

1.98 LB

SOLVENTS = 9.22 KG = 20.3 LB *#
TOTAL = 22.28 LB
% SOLIDS = 8.9 BY WEIGHT
® NOTE - 1IN MOST CASES, THE TOTAL VOC IN THIS QUANTITY WILL

BE SUBSTANTIALLY LESS. IN MANY OF THE BATCHES THE VOC
QUANTITY MAY ONLY BE 16 % BY WEIGHT, AS THE MAJUOR COMPONENT
IS METHYLENE CHLORIDE WHICH IS NOT A VOC AS PER FLORIDA
CODE 17-2.510.

PROCESS INPUT

22.28 + 8 = 2.785 LB/HR SPRAYED ONTO 35.2 LB OF SUBSTRATE

PRODUCT WEIGHT

1.98 LB + 8 HR 0.25 LB/HR OF SOLIDS ONTO SUBSTRATE, PLUS

20.3 LB + 8 HR

2.54 LB/HR OF SOLVENT TO ATMOSPHERE.

POTENTIAL EMISSIONS

130 LOTS/YR x 20.3 LB/LOT = 1.32 TONS/YR

ACTUAL EMISSIONS MAY CONTAIN ONLY 50% BY WEIGHT VOC = 0.66 TONS/YR

(Z L e 5
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the patented, high performance concept in
coating pan design that provides...

The unique side vented pan with controlled air flow pulls 100%
of the drying air through the tumbling bed of tablets. All tablet
surfaces are exposed to maximum volume of moving air.

Accelerated drying assures more uniform tablet coating. Small
granules, dust, chips, broken tablets and flash are auto-
matically removed.

By eliminating uncontrolled turbulence, dead air pockets and
poor flow patterns the ACCELA«COTA eliminates the major
reasons for coating material loss. This cuts waste by up to 30%!

ACCELA«COTA coats twice as fast as conventional pans.

Clean up takes only a fraction of the time and effort. For
example: Pan cleaning is simply a matter of hosing down the
pan. Water drains through the perforated pan into the Stainless
Steel sink in the machine base, which is pitched to facilitate
drainage.

Tablets are automatically cleaned and dedusted both before
and during the coating operation, assuring a smooth, fault free
tablet surface.

Whether spraying or ladling, either aqueous or solventsystems,
film or sugar coating, the ACCELA « COTA Action/Air coating
pan provides the ultimate in coating efficiency. Ideal for an
almost unlimited variety of candy and tablet coating
assignments.

ACCELA-SPRAY II

The Thomas RCCELR e SPRAY IT, a new development
in the technique of tablet coating, offers the follow-
ing advantages:

B Intermittent or continuous spray cycle controls. -

B Positive displacement rotary pump can be dis-
assembled without tools. Sanitary construction
meets the requirements of the U.S.D.A.

B Sanitary NEMA 3 drip proof construction for
cleanability. Explosion proof NEMA 7 electrics for
safety.

B Fail safe air atomizing spray system for one or
two pan operation.

All of these features are in a portable compact
stainless steel console, suitable for all pan coating
installations. f
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MODEL 24 - I Available
A semi-production model with an approximate working in Four
capacity of 40 pounds. Suitable for development
work as well as small batch production. MOdQlS
- [
E I
reeem L
MODEL 48 - X
A production model with an approximate FEATURING
working capacity of 400 pounds. faster
cycle time
precision,

uniform coating

efficient use
of material

lower
labor costs

automatic
tablet cleaning

great
versatility

MODEL 60 - I

A high-capacity production model with an
approximate working capacity of 900 pounds.

INFORMATION AVAILABLE ON THE NEW MODEL 66-1 UPON REQUEST, SEE BACK PAGE FOR
SPECIFICATIONS. SOME ILLUSTRATED FEATURES QUOTED AS OPTIONS.




SPEC' Fl CATIONS (Some Features Quoted a;s Options)

48" vs. 60" 60" vs. 66"

24.-11 48-Y 60-II 66-1 % Increase % Increase

Floor Area (Sq. Ft.) 6.6 20 30.7 43.5 +54% +42%
Machine Height 59" 77" 83" 89" — —
Net Weight 525# 16004 28004 36004 — —
Drive Y% HP 2 HP 5 HP 10 HP — —
VariSpeed (RPM) 12-36 2-14 1%-13 1%-12 — -
Pan Perimeter

Velocity (FPM) 75/226 25/176 27/204 22/207 . — —
Pan Opening Dia. 11" 19” 19” 19" — -
Front/Pan Rear (I.D.) 20 39% 49 62% — -

- Pan Lip Height to Floor 38~ 40" 40" 43" — -
Brim Volume (Cu. Ft.) 3/4 6 2/3 15 30 +125% +100%
Max. Load Weight " 454 4004 \uw( 900# '{d\ 1800# 91‘( +125% +100%
Tablet Bed Height (Static) 6" 14%" 207" 23" +41% +14%%
Exhaust Plenum Area (Sq. In.) 77 400/490* 825/1037* 1451/1825"

Exhaust Pienum Pos 24/65 37/102* 20/108* 20/108*

(Degrees) or 37/90 or 20/90 or 20/90
Exhaust Volume (CFM) 350 80072200 1200/4700 1500/8300
Air Velocity thru Tablet Bed

(in/sec. @ max.) 130 130 130 - 130
Exhaust Connection 4" Dia. 12" Dia. 18" Dia. 20" Dia.
Static Pressure Max. " W.G. 6" . 8" 117 12"
CFM/100# Prod. @ Max. 777 - 550 522 461
Sink Depth 3% 8 10 10
Vibration Leveling Pads Yes Yes Yes Yes
Self-Contained Exhaust Blower Yes (1 HP) No No No
Pan Unloader No Yes Yes Yes
Baffles 2 4 6 6

*Plenum supplied with closure panel to reduce opening when required.

U.S. Pat. Nos. 3573966 and 3601086, CAN. Pat. No. 883719

ACCELA-SCOOP

NO MORE SCOOPING!

Unloads 900 Ibs. of tablets in seconds.
Gentle action.
Available for 48" or 60" ACCELA «COTAS

Construction is of stainless steel for
easy, thorough cleaning.

Saves time, saves money.

Clamps quickly to pan.

The ACCELR « SCOOP fastens to the pan simply
and conveniently. Jog the pan for 3-4 revolutions
and all of the tablets are unloaded.

THOMAS ENGINEERING INC.

CENTRAL AND ELA ROADS, P.O.BOX 198 e HOFFMAN ESTATES, ILLINOIS 60195
312/358-5800 e TELEX 28-1054

©1979. THOMAS ENGINEERING INC, HOFFMAN ESTATES, ILLINOIS PRINTED {N USA FORM NO. AC-79
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" ' 7] Key Pharmaceuticals, Inc.
@ 50 N.W. 176th Street
T B Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 11, 1986

Mr. Bill Thomas E} EZ'sz

Bureau of Alr Quality Management

Florida State Department of e
Environmental Regulation FEB 121986
Twin Towers Building

2600 Blair Stone Road Q
Tallahassee, FL 32301-8241 Egl\ hﬂ
Dear BI11: '

Presently, Key Pharmaceuticals, Inc. has requests for several
permits in either the construct or operating stage Iincluding:

1. Operating Permit (AO 114316) for Glatts 1, 2, and 3.
2. Construct Permit to manufacture GUANIDINE and QUINORA
tablets.

3, Construct Permit for a coating pan (l.e.. Accela-Cota) in
the R &€ D facility. :

Furthermore, Key Is under a consent decree (OCG Case No. 83-0373)
that will result in all THEO-DUR operations and the accompanying
solvent discharges to move to Puerto Rico in 1986.

In order to aid you in reviewing the present and any future
permits two pieces of information need to be reviewed.: These are:

1. Projected Controlled and Uncontrolled emissions 1in 1987
through 1990.

2. Pharmaceutical Processes involved at Key.

The attached table denotes the various solvents used In the
current and planned processes at Key's Miami site for 1987 - 19990.
The controls as noted are on the methanol using the current
permitted process (i.e. wet scrubbing followed by biological

treatment). The numbers are ranged as they are estimates based on
new products being approved by the FDA. Therefore, the actual
quantities could easily be skewed 1lower. The average total

controlled VOC's start out at 26.5 tons/year and increase to 76.9
tons/year In 1990. Again, these numbers represent controls only
on methanol,.



_ February 11, 1986

Mr.

W.

Thomas

Page 2 (of 3)

Pharmaceutlcal processes typically are Isolated to the following:

GRANULATION

COATING (Ceither in coating pans or a fluidized bed unit,
Glatt).

i.e.

BLENDING

COMPRESSING

PACKAGING

These are defined as follows:

A.

GRANULATION - dry powders (active plus exciplents) are

mixed together 1In a mixer (e.g. ribbon, Sigma) with a
granulating solution (aqueous or solvent). The material is
wet slzed and placed on trays and dried. After drying it
Is dry slzed, sampled, and stored. Emissions consist of
solvent and dust.

COAT ING

i. COATING PANS - a substrate Is placed In the coating
pan and various coating solutions are applied. These
include a solvent based film former plus dry powder
(active), wax solutions and clear film former. After
coating, the material (pellets) Iis allowed to dry.
Emissions consist of solvent and dust.

Ii. FLUID BED UNIT - the substrate Is placed in the
coating unit. All material applied is In the form of
solutions or slurries sprayed onto the substrate.
Drying of the pellets occurs in the same unit. Once
completed, the pellets are stored.

BLENDING - this Is performed in a double cone unit termed a
Gemco. The pellets and granulations (or pellets only) made
previously are added to the blender along with dry
excipients which include a dry 1lubricant. Blending s
performed for a set time. Emissions include dust only.

COMPRESSING - the blended material is placed on a rotary
tableting machine to form tablets. Emisslions consist of
dust only. :

PACKAGING - the tablets produced are put In bottles along
with cotton, capped and palletized. A very small amount of
dust can be generated.



_ February 11, 1986

Mr. W. Thomas
Page 3 (of 3)

It Is hoped that this Information alds In the review of our
present and future permlits, If there are any additional
questlons, do not hesitate to contact me.

Very truly yours,

KEY PHARMACEUTICALS, INC

Vi

en d//boodsteln, Manager
Environmental Engineering and
Waste Management

SJG/db
attachment

cc: A.F. Gant
R. Qulintan
R.A. Franke
W. Smyth

T. Flachmevyer
E. Borbe

R. Glover
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Mr. W. Thomas

1990
UNCONT

Attachment
PROJECTED EMISSIONS (VOC's) IN TONS PER YEAR
1987 1988 1989

UNCONT CONTROL UNCONT CONTROL UNCONT CONTROL
ISOPROPYL ALCOHOL 0-3.6 0-3.6 5.1-14.6 5.1-14.6 8-23.,3 8-23.3
ACETONE 0-3.3 0-3.3 1.8-9.9 1.8-9.9 2.8-16.4 2.8-16.4
ETHYL ACETATE 0-3.1 0-3.1 0-7.2 0-7.2 0-12.4 0-12.4
METHANOL 169-251 16,9-25,1 210-316 21-31.6 263-394 26.3-39.4

METHYLENE CHLORIDE * 878-1303 878-1303 1087-1641 1087-1641

3A ALCOHOL 0-0.9 0-0.9 0-0.9 0-0.9

TOTAL VOC's * 169-261.9 16.9-36 216,9-348.6 27,9-64.2

AVG TOTAL VOC's
CONTROLLED 26.5 46,1

1364-2042 1364-2042

0-3.0 0-3.0

273.8-449,1 37,1-94,5

65.8

* METHYLENE CHLORIDE IS NOT A VOC AS PER 17-2,510 AND 1S NOT INCLUDED IN THE TOTALS.

9.7-27.3
3,4-18.,5
0-13.4
323-456
1676-2360
0-3.6

336.1-518.8

76.9

CONTROL

9.7-27.3

3,4-18.5

0-13.4

32.3-45,6

1676-2360

0-3.6

45,4-108,4
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] Key Pharmaceuticals, Inc.
50 N.W. 176th Street
] ’ Miami, Florida 33169-1307

(305) 578-5800

Cable: KEYPHARM é)
Telex: 808235 E’ R -

>
January 21, 1986 _ LQ/%(;Vbﬁ

C. H. Fancy, Deputy Chief

Bureau of Air Quality Management
Twin Towers Building

2600 Blalrstone Road
Tallahassee, FL 32301-8241

Dear Mr. Fancy:

For some time now, Key Pharmaceuticals, Inc. has been manufactur-
Ing GUANIDINE HC1 and QUINORA 300mg tablets. GUANIDINE HC1 1Is an
orphan drug manufactured at no profit for a rare disorder known as
Eaton-Lambert Syndrome. QUINORA 300mg tablets are an antiar-
rhythmic drug. Both products are granulated with a solvent;
namely Isopropanol for GUANIDINE and 3A Alcohol for QUINORA. All
of the solvents are presently emitted to the atmosphere.

For the past several years, these products were made for Key by
Phoenix Pharmaceuticals In New Jersey. However, recently they
have shut down the New Jersey facility. FDA regulations require
considerable time for approval (up to two years) for new manufac-
turing sites. Therefore, approval for manufacturing outside of
Key is not feasible. Furthermore, based on the present consent
decree (0GC Case No. 83-0373), most of Key's present manufacturing
workload (i.e., THEO-DUR tablets and SPRINKLE) will shift to
Puerto Rico by November, 1986, if not sooner. Therefore, the
attached permit is requesting that these two products be allowed
to be manufactured at the Miami plant site. The total added
emissions are less than one ton/year and would not Iimpact on the
plant emlssions once the THEO-DUR operations 1leave (i.e., less
than 40 tons/year of VOC). :

Please process the attached permit as soon as possible. I have
had verbal discusslions with Bill Thomas of your office on this

subject.
o)

If there are any questions, please contact me.

Very truly vyours,

Stéphen Aé7Eoodsteln, Manager
Environmental Engineering and
Waste Management

SJG:1]
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P.0. BOX 3858 Yy P/ s

WEST PALM BEACH, FLORIDA 33402 / - >~ ROY DUKE

2 NI DISTRICT MANAGER

I, S ‘. \) N ;
\30 HORT K - RN -

APPLICATION TO OPERATE/CONSTRUCT AIR POLLUTION SOFRCES

SOURCE TYPE: Air Pollution v [x] Newl [] Exxstmgl

APPLICATION TYPE: [X] Construction [ ] Operation [ ] Hodxfxcatxon

COMPANY NAME: Key Pharmaceuticals, Inc. COUNTY: Dade

Identify the specific emission point source(s) addressed in this application (i.e. Lime

Kiln No. 4 with Venturi Scrubber; Peaking Unit No. 2, Gas Fired) _Granulation Rooms

SOURCE LOCATION: Street__ 50 N. W. 176th Street City Miami
UTM: East 57987 North 2868445
Latitude _25° . 56' 03" N Longitude 80° 11' 42" W

APPLICANT NAME AND TITLE:_ Allen F. Gant, Vice President, Production & Engineering
APPLICANT ADDRESS: 50 NW 176th Street, Miami, Florida 33169

SECTION I: 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: /’% ? /54>

Al len F. Gax‘ﬂ’:

ame an itle ease Type

Date: 21 Jan 86 Telephone No. 305,578-5800

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

Thils 1s to cernti

ned by me a{\d found be in conformity wit \modern nginee
principles/applicabl®

that the enginéering~features of this pollutxon control pr/o_]er\h{:e
permIlt—application.

to the treatment and disposal of/pollutants ch qracte zed in the
tere—id regsonable assufance;—in my professxonal\_)u"dgnent that

1 See Florida Administrative Code Rule 17-2.100(57) and (104) SO 9’\/70/0»14/'{‘/0\'\ o m 2

DER Form 17-1.202(1) ’

Effective October 31, 1982 Page 1 of 12 Sl"’z"‘l Z,
: RYV%
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en effluen t;\\ conpliea ith all appllcabl//itabq{:? of the State ¢ of<floridg and\the
rules\ and egul‘?};na of jthe dep;}tnent. It/ is slso .qreed thav/the undersigned wil
furnis suthorized b the owner N\ the lppllcant [ oat of 1 gtructions ‘for/ the proper
-ainten nce and ope .tlon of the pollution control fa[jllfres end, if spplicsble,

pollutlgnrqgurce-. EZ (J
., w.v&":._ﬂ. .
KR i P f\ W . slgne W@Qﬂ-\ €_€

:gc; JOHN N. WELLS, P.E.
BN Neme (Please Type)
o~
f{g KEY PHARMACEUTICALS, INC.
%fg ~ Compsny Name (Plesse Type)
'?fﬁi, 50 N.W. 176TH STREET, MIAMI, FL 33169
T, e en '* BN Mailing Addrese (Plesss Type)
"_. ’/’Jl
Floridl’-ﬂeé‘iatra}m&n No. ???l 7‘ DatexJLL/g Telephone No.(_ZOB‘ 5?8 —S%OO

Triegat®

SECTION II: GENERAL PROJECT INFORMATION

A. Describe the nature and extent of the project. Refer to pollution control equipment,
and expected improvementas in source performance aa s result of inetelletion. State
whether the project will reault in full comspliance. Attech additional sheet if
neceseary.

The project entails the production of two different tablet formulations; namely

Guanidine and Quinora tablets. Both tablets are made by granulating acfive plus

J/vexcipients with alcohol (either Isopropanol or 3A) followed by drying, sizing,

4

S
>
LY
[
é’

compression and packaging operations.

B. Schesdule of projocf covered in thie application (Construction Perait Applicstion Only)

Start of Conetruction April 1986 Completion of Conetruction April 1986

C. Costs of pollution control systea(s): (Note: Show breskdown of estimated costs only
for individual components/units of the project serving pollution control purposes.
Information on sctual coste shall be furnished with the spplicstion for operstion
permit.)

No pollution control systems other than the present dust collector will be added.

As the total effluent of VOC for these products is less than 1 ton/year, such.

addition to present emissions do not warrant new pollution control equipment.

D. Indicate any previoua DER permite, ordere and notices essociated with the emission
point, including permit iesuance and expirstion detes.
1. Consent Order for halting or permitting Theo-Dur operations in Miami by 11/86, 0GC
Case No. 83-0373
2. Permit for Glatt 2 Catalytlc In01nerator

3. Construct &‘Operating Permit for Glatts I, IT & III for Project 0410 (K-Dur), AC-100437

DER Form 17-1.202(1) & AUTI43T6 -
Effective October 31, 1982 _ Page 2 of 12




yoat
v,
s
s
E. Requeeted permitted equipment operating time: hrs/day ;s days/wk’/ s wka/yr i

if power plant, hrs/yr ;i if sessonsl, deacribe: Less than 420 hrs/year. Only

2 lots per year of Guanidine and 1l lots per year of Quinora are planned. Each lot

takes less than 24 hours (total lot time is 32 hours) where solvents are emitted{' The

’ XY
N .
»

lots could be made at any time during the year.

F. If this is a new source or msjor modification, answer the following queationa. 37'{>>
(Yes or No) C

1. 1s this eource in a non-sttainment ares for s particular pollu;ant? B _féS“ '
8. If yes, has "offaet® been applied? '~1 » .;N? .£~5A
b. If yes, has "Lowest Achievable Emission Rate"™ been applied? e TuNo ﬁéfl;:ﬁ
— T
c. If yes, llat non-atteinment pollutants. : Ozone

2. Does best available control technology (BACT) apply to this source?
If yes, see Section VI, No

3., Does the State "Prevention of Significant Deterioristion™ (PSD)
requirement apply to this source? 1If yes, see Sections VI and VII. No

4. Do "Stenderds of Performaence for New Stationary Sources™ (NSPS)
apply to this source? No

S. Do "Nestionsl Emission Standards for Hezardous Air Pollutants™ )
(NESHAP) epply to this source? No

H. Do "Reasonably Aveailable Control Technology (RACT) resquirements apply )
to this source? No

a. If yes, for what pollutants?

b. If yes, in addition to the information required in this form,
sny information requested in Rule 17-2.650 muat be submitted.

Attach sll supportive informstion releted to any answer of "Yes"™. Attsch any juatifi-
cation for any answer of "No"™ thet might be conaidered questionsble.

‘DER Form 17-1,202(1)
Effective October 31, 1982 .Page 3 of 12
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.SECTION Xllt AIR POLLUTION SOURCES & CONTROL DEVICES (Other than Incinerstors)
A. Ruw Materials and Chgmicals Used in your Process, if applicable:

Contaminsnts Utilizatjon *
Description Type % AWt Rate - lbs/hr Relate to Flow Diagrdm
Isopropanol voC 100 3.2 N
(1n Guanidine)
3A Alcohol voC 100 6.67 A"
(in Quinora)

* Based on all solvent being used in 24 hours

B. Process Rate, if gpplicable: (See Section V, Item 1)
: %% GQuanidine - 7.22

1. Total Process Input Rate (lba/hr): Quinora - 27.40
%% Guanidine - 7.18
2. Product Weight {lbs/hr): * Quinora - 27.3

*% Based on 32 hours/lot
C. Airborne Contaminante Emitted: (Information in this table must be submitted for .each
emission point, use z2ditionsl sheets as necessary)

Allowed~
Emissiond Emission Allowable3 Potential® Relate
Name of Rate per Emission Emission to Flow
Contaminant Meximum Actu3l Ruie ibs/hr lbs/yr T/yr Diagram
lbg/hr Trive 17-2
Particulates.} <.010 .00025 N/A N/A -.025 HAT
Isopropanol 9]_6‘7'{7'{77: 0.077 N/A N/A ! 0-077 N "A”
3A Alcohol 20.0%%% 0.88 [ N/A N/A 0.88 mAT
lsee Section V, Item 2. _ *%% Based on all sovent used in 8 hrs.

ZReference applicable emissjon standards and units (e.g. Rule 17-2.600(5)(b)2. Table I1I,
£E. (1) - 0.1 pounds per million BTU heat input)

3calculated from operating rate and applicable standard.

AEmission, if source cperated without control (See Section V, ltem 3).

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



D. Control Devices: (See Section VvV, Itesm &)

Range of Particles Basis for

Nsme and Type Contaminant Efficiency . Size Coiected Efficiency
(Model & Serial No.) (in microns) (Section Vv

) (I1f epplicable) Item S)

Dust Collector ‘
Torit TD 2300 Particulates 99+7% 1 micron or larger Supplier's
Design
E. Fuels N/A ( .
Consumption*
Type (Be Specific) Maximum Heat Input
. avg/hr : max./hr (MMBTU/hr)

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

Fuel Analysis:

Percent Sulfur: Percent Ash:

Density: lbs/gal Typical Percent Nitrogen:
Heat Capacity: BTU/1b BTU/gel

Other Fuel Contaminants (which may cauvae air pollution):

F. If applicable, indicate the percent of fuel uaed for space heating.

Annual Average Maximum

G. Indicate liquid or solid wastes generated and method of disposal,

N/A

and disposed

Approximately 0.025 tons/year of particulates will be generated in drums

of in an off-site disposal area.

DER Form 17-1,202(1)
Effective November 30, 1982 Page 5 of 12



H. Emission Stack Geometry and Flow Characteriatics (Provide dete for esch stack):

Stack Height: Off roof - about 11 __ft. Steack Diameter: 12" x 12" A
Gas Flow Rate: 4000 &crn DSCFM Gaa Exit Temperature: 70 of
Water Vapor Content: About 50 - 60% RH % Velocity: 67 FPS

SECTIDN IV: INCINERATOR INFODRMATION N/A

Type of Type O Type I | Type 11 Type 111l Type 1V Type V Type V1
Waste (Plastics)| (Rubbish)| (Refuse) (Garbage) (Petholog (Liq.& Gas| (Solid By-prod.)
- ical) By-prod.) :

Actual
lb/hr
Inciner-
ated

Uncon-
trolled
(1bs/hr)

Description of Waste

Total Weight Incinersted (lba/hr) Design Capsacity (lps/hr)

Approximaté Number of Hours of Operation per day day/wk wka/yr.

Manufacturer

Date Conatructed Model No.

Yolunme Heat Release Fuel Temperature
(ft)3 (BTU/hr) Type BIU/hr (°F)

Primary Chamber

Secondary Chamben

Stack Height: ft. Stack Diamter: ' Stasck Temp.

Gas Flow Rate: ACFM DSCFM® Velocity: FPS

*1f 50 or more tona per day design capacity, submit the emissions rate in graine per stan-
dard cubic foot dry gas corrected to 50% exceaa air.

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

[ ) Other (apecify)

DER Form 17-1,202(1)
Effective Novenber 30, 1982 _ Page 6 of 12



Brief description of operating charecteristica of control deviceas:

Ultimate dispoesl of any effluent other than that emitted from the atack (acrubber water,
ash, etc.):

NOTE:s Items 2, 3, A} 6, 7, 8, and 10 in Section V must be included where applicable.

SECTION V: SUPPLEMENTAL REQUIREMENTS

Please provide the following supplements where required for this application.

1,

2.

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

To & construction spplication, ettach basis of emission estimete (e.g., design calcula-
tions, design drawings, pertinent manufacturer's test data, etc.) snd attach proposed
methods (e.g., FR Part 60 Methods 1, 2, 3, 4, S) to show proof of compliance with ap-
plicsble standards. To sn operation application, attech test results or methods used
to show proof of complisance. 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 perait application, include design detailes for all eir pollution con-
trol eystems (e.g., for bsghouse include cloth to air ratio; for secrubber include
croes-gection sketch, design pressure drop, etc.)

With construction permit applicetion, ettach derivation of control]l device(s) efficien-
cy. Include test or design deta, Items 2, 3 and 5 should be consistent: actual emis-
sions = potentisl (l-efficiency).

An 8 1/2" x 11" flow diagram which will, without revesling trade secrets, identify the
individual operations and/or processes. Indicate where raw materisls enter, where aol-
id and liquid weste exit, where gaseous emissions snd/or airborne particles are evolvsd
and where finished products are obtained,

An 8 1/2" x 11" plot plan showing the location of the establishment, and points of air-
borne emissions, in relstion to the surrounding srea, residences and other permanent
structures and rosdwsys (Exasmple: Copy of relevant portion of USGS topographic map).

An 8 1/2" x 11" plot plsn of facility showing the location of asanufecturing processes
and outleta for esirborne emissions., Relate all flows to the flow diagran.

DER Form 17-1.202(1)
Effective November 30, 1982 Page 7 of 12



10.

The appropri.td spplication fee in accordance with Rule i7-4.05. The check should be
made payable to the Department of Environaentsl Reguletion.

With an application for operation permsit, attach a Certificete of Completion of Con-
struction indicsting that the source waa constructed ss ahown in the construction

permit.

SECTION YI; BEST AVAILABLE CONTROL TECHNOLOGY

A. Are atandarda of performance for new stationsry sources pursuant to 40 C.F.R, Part 60
applicable to the source? ‘
[ 1 vYes [ ] No
Conteminant Rete or Concentration
B. Has EPA declared the best availsble control technology for this cless of sources (If
yes, attach copy)
[ 1 Yes [ ] No
Contsminant . . Rate or Concentration
" C. What emission levels do you propose aa beat svailable control technology?
Contaminant Rate or Concentration
D. Describe the exiasting control and treetment technology (if any).

1., Control Device/System: - 2. Q0Operating Principles:

3. Efficiency:® . 4., Capital Costs:

*Explain method of determining

DER Form 17-1.202(1)
Effective November 30, 1982 Page 8 of 12



5, Useful Life: 6. 0Opersting Costs:
7. Enérgy: 8. Maintenance Cost:
9. Emissions:
Contasminant Rate or Concesntration )
10. Stack Parameters
a. Height: ft. b. Diamster: ft.
c. Flow Rate: ACFM' d. Temperature: of,
e. Velocity: FPS

Describe the control and trestaent technology avsilsble (As many types ss applicable,

use additional pages if necessary).

a. Control Device:
c. Efficioncy:l
e, Useful Life:

B Enorgy:z

h.

Operating Principles:
Capital Cost:
Operating Cost:

Maintenance Cost:

1. Availsbility of construction sasterisls and process cheaicals:

J- Applicability to manufacturing processes:

k. Ability to construct with control dsvics, instell in available apsce, and

within proposed lsvels:

a. Control Device:
c. Efficiency:l
e. Useful Life:

g. Energy:2

Operating Principles:
Capitasl Cost:
Operating Cost:

Maintsnsnce Coat:

1; Avsilability of construction mstesrials and process cheaicsls:

lExpigtn method of determining efficiency.
Energy to be reported in units of electrical powsr - KWH design rate.
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J. Applicability to msanufacturing proceeses:

k. Ability to construct with control device, install in aveilable apace, and operate
within proposed levels: e

3.

a. Control Device: b. Operating Principles: °
c. Efficiency:l d. Capital Coet:

e. Useful Life: ' . f. Operating Cost:

g. Energy:2 h., Maintenance Cost:

i. " Aveilebility of construction saterials and process chemicals;
J- Applicability to sanufacturing proceseess:

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

4.

s. Control Device: b. Operesting Principles:
c. Efficiency:! : d. 'Capital Costet

e. Useful Life: _ f. Operating Cost:

g. Energy:2 h. Maintenance Cost:

i. Aveilebility of construction msterials and procesa chemicals:
J. Applicaebility to manufacturing processes:

k. Ability to construct with control device, inastsll in availsble space, and operste
within proposed levels: :

F. Deacribe the control technology selected:

1., Control Device: 2. Efficieﬁcf:l

3. Capital Coet: 4, \Useful Life:

5. Operating Cost: 6. Energy:z

7. Maintenance Cost: 8. Manufacturer:

9. 0Other locstions 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 units of slectrical power - KWW design rate.

DER Form 17-1.202(1)
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(5) Environmental Manager:
(6) Telephone No.:
(7) Emissiong:l

Contaminant Rate or Concentration

(8) Proceas Rste:l

b. (1) Company:

(2) Mailing Addreas:

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

(6) Telephone No.:

1

(7) Emissions:

Contaminant Rate or Concentrstion

(8) Process Rate:l

10. Reason for selection and deqcription of systems:

1Applicant must provide this informstion when avsilable. Should this information not be

aveilsble, applicant must stste the reseon(s) why.

SECTION VII - PREVENTION OF SIGNIFICANT DETERIORATION

A. Company Monitored Data

1. no. aites TSP () s02e Wind spd/dir

Period of Monitoring / / to / /
month day yesr month day yesr

Other data recorded

Attach all dats or statisticsl 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 .ﬁd Laboratory

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

b. Was instrumentation celibrated in accordance with Department procedures?
[ J Yes [ I No [ ] Unknown

Heteoroiogical Deta Used for Air Quality Modeling

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

2. Surface data obtained from (location)

3. Upper air (mixing height) date obteined from (locetion)

4, Stability wind rose (STAR) data obtained from (locetion)

Computer Models Used

1. Modified? If yea, attach description,
2. Modified? 1If yes, attach deacription.
3. Modified? 1If yes, attach deecription.
4. _ Modified? 1If yes, sttach description,

Attach copies of all final model runes showing input data, recaptor locations, and prin-
ciple output tables.

Applicants Maximum Allowable Emiasion Date

Pollutant Emission Rate
TSP - grams/sec
so02 grams/sec

Emission Data Uaed in Modeling

Attach list of emission sources., Emission dstes required is source name, descriptlon of
point source (on NEDS point number), UTM coordinetes, stack datae, allowable emissions,
and normal operating time,

Attasch all other information supportive to the PSD review.

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

Attach sclentific, engineering, end technical material, reports, publications, jour-
nals, end 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



'~ PROCESS FLOW SHEET "A"

[——~ Exhaust on Roof
Solvents

IPA for Guanidine

: Dust Collector (Torit TD 2300)
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Active (solid)

Excipients ] ]
(solid)
Wet . Dry
Sizing Drying Sizing
Dry

— w=Blending
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Key
Pharmaceuticals,
Inc.

August 10, 1984

Florida Department of Environmental Regulation
2600 Blairstone Road
Tallahassee, Florida 32301

TO WHOM IT MAY CONCERN:

This letter serves as the authorization for Allen F. Gant,
Vice President of Production and Engineering, to act on behalf of
Key Pharmaceuticals, Inc. on all current DER related matters.

D. M. Bell |

Senior Vice President
Operations

Cable Address: KEYPHARM 50 N.W. 176th St., P.O. Box 693670, Miami, Florida 33169-0670 Telephone (305) 652-2276 Telex: 808044
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NEW FILTRATION TECHNOLOGY

The new TD 2300 is based on a unique combina-
tion of technologies. 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
CONITROL

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
cantridges, dust is deposited on the outside of the
filtering media. With 12 filter cartridges, the sys-
tem has 2208 square feet of filter 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 PULSE-JET
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 resulting re-
verse air flow cleans the filter cartridges. Dust re-
moved from the filters settles 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.

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” cloth tubes.
Its compact size gives you great fiexibility in location.
Also, the TD 2300 does the job with 12 cartridges, in-
stead of the 48 or more filters in tube houses of the
same size.

The TD 2300 is delivered to you in major assembilies.
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 TD 2300 filter cartridge
system is a major innovation in effective air pollution
controf, from TORIT.



torit

& DUSTCOLLECTORS

FILTER CARTRIDGE SYSTEMS/TD 2300

Quick-change feature alows fast
_cartridge removal and installation.

SPECIFICATIONS

fo——g——+]

Specifications subject to change without notice.

T {D W] W@F/\*
L el | s NOTES

) : O Inletsizes available in 1-inch increments from 9”7 1D
S to 22”7 ID with built-on deflectors. Please specify.
o O Standard legs provide 42%2” clearance under the

hopper flange. Bolt-on legs for special height
requirements are available.

O TD systems must be attached to 90-100 PSIG

in-plant compressed air supply for cleaning

T mechanism to function.

[0 Valves and control system operate on 120v,
cleAnaNcE 60-cycie power. _

[0 TD units are painted with blue acrylic enamel.

3 Roof slope 2 inches.

Actual FilterArea ..................... 2712 sq. ft.
n NumberofValves ............ ... ..., 6
'r """ 1, F Number of Filter Cartridges ................... 12
' H Filter Cartridge
; P Dimensions ....... 12%” OD x 83" ID x 26” long
J [ r Number of HopperQutlets ...................... 1
T | Hopper Outlet Size ................. 14Y” square
: HopperSize ........... ... .. ... ..... 38 cu. ft.
: : SILENCER-OPTIONAL Shipping Weight ................... est. 2040 Ibs.
B / e somenormious. Wind Load Rating ..................... 100 m.p.h.
- 1Y - T = n Seismic Rating .......................... Zone 3
; ‘ll—b[iﬁ _ ”I"" L FIO

168-1/4" T "L g

PERFORMANCE TESTED

Performance ratings and A-scale sound level

- :_‘_:_"fOPTIONA'L EQUIPMENT

[]. Blower pack options include 3HP, 5HP, 10HP,

. 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.

torit

<,

LEADERS IN CONTROL OF IN-PLANT AIR POLLUTION

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 United States and Canada.
One will gladly work with you on your in-plant

air pollution problems, and offer complete
recommendations at no obligation to you. Check
your Yellow Pages, under “Dust Collecting Systems”,
for local listing, or write.

TORIT DIVISION/DONALDSON COMPANY, INC./BOX 1299/MINNEAPOLIS, MINNESOTA 55440

FORM TD 2300 (4-82) Patents Pending Copyright TORIT 1976

g B e e, g

Printed in U.S.A.
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Key Pharmaceuticals, Inc.
50 N.W. 176th Street
Miami, Florida 33169-1307
(305) 578-5800

Cable: KEYPHARM
Telex: 808235

February 13, 1986

C.H. Fancy, Deputy Chief

Bureau of Air Quality Management

Florida State Department of Environmental Regulation
Twin Towers Building

2600 Blair Stone Road

Tallahassee, Florida 32301-8241

Dear Mr, Fancy:

On" Wednesday, February 12, 1986, Bill Smyth and I from Key
Pharmaceuticals, Inc., visited your offices and met with Willard Hanks
and Bill Thomas to discuss present and future permitting. Based on
these discussions, it was found that a 40 ton/year cap was placed on the
Glatt I thru III (i.e., AC 100437) and the expiration date was

February 28, 1986.

The 40 ton/year cap does not allow for either of the two small permits
now in your possession to be reviewed. These are (1) for Guanidine and
Quinora Tablets with a potential of 0.96 tons/year and (2) for an
Accela-Cota pan operation at our R & D facility (999 N.W. 159 Drive,
Miami, Florida) with a potential of 1.32 tons/year. Therefore, it 1is
requested that the cap on permit AC 100437 be reduced to 35 tons/year.

Secondly, the expiration date of the construct permit needs to be
changed. Glatts I and II are now ready for operation. However, Glatt
IIT will not be installed and operating until early in 1987. Therefore,
two things need to occur. First is to extend the construct permit to
April 01, 1987, to allow for the installation and operation of Glatt
IIT. This should allow enough time for its installation. If not,
either another extension or a new permit would be applied for.
Secondly, the operating permit already submitted (i.e., A0 114316)
should be reviewed as an interim operating permit for Glatts I & II only
and then when Glatt III is operational add that based on acceptable
testing (i.e., EPA Methods 25 and 9).

DER
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C.H. Fancy, Deputy Chief
February 13, 1986
Page 2

Please review the above with your people and Tet me know of the results
of the three requests. If there are any questions, please contact me.

Very truly yours,
M TICALS, INC.

oodstein, Manager
Environflental Engineering &
Waste Management

10Cq

xc: A.F. Gant T. Flachmeyer W.J. Smyth
R. Quinlan E. Borbe P. Rothchild
R.A. Franke R. Glover
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