COMMONWEALTH OF PUERTO RIGO
Office of the Governor

Environmental Quality Board

Air Quality Area

Februaty 5, 2007

CHENDY RIVERA CONCEPCION

DIRECTOR, ENGINEERING

ABRAXIS BIOSCIENCE MANUFACTURING LLC
CALL BOX 7070

BARCELONETA PR 00617

Dear mts Rivera:

Re:  ADMINISTRATIVE AMENDMENT
RESPONSIBILITY TRANSFER
ABRAXIS BIOSCIENCE MANUFACTURING LLC
PFE-TV-2833-09-0397-0030-A.
BARCELONETA, PUERTO RICO

The Environmental Quality Board includes the revision to the permit mentioned
above. The tevision is authorized under an administrative amendment to change the
ownet and transfer the tesponsibility of part of Pfizer Pharmaceuticals T.LC (Cruce

Davila) units to Abraxis.

Abraxis’ waste pretreatment system will treat the waste water from the chemical plant
opetated by Pfizer Pharmaceuticals LLC.

Pursuant to the powers granted to the Environmental Quality Board by the
Environmental Public Policy Act, Public Law Number 416 of September 22, 2004, as
amended, and after verifying the administrative tecord and in compliance with the
Uniform Administrative Procedures Act, Public Law Number 170 of August 12,
1998, as amended, the US Clean Air Act, the Puerto Rico Envitonmental Public
Policy Act and the Environmental Quality Board Regulations for the Control of
Atmosphetic Pollution, the Envitonmental Quality Board approves the permit and
the terms and conditions stipulated thetein.

ENVIRONMENTAL BUILDING, 1308 PONCE DE IEON AVE., STATE ROAD 8838, EL CINCO, RIO PIEDRAS, PR 00928
APARTADO 11488 SANTURCE, PUERTO RICO 00910
TEL 787-767-8181 » FAX 787-756-5906



ADMINISTRATIVE AMENDMENT
RESPONSABILITY TRANSFER

ABRAXIS BIOSCIENCE MANUFACTURING LLC
PFE-TV-2833-09-0397-0030-A

BARCELONETA, PUERTO RICO

The revision of this permit is being made pursuant to Rule 606(2)(2) of the
Regulations for the Control of Atmosphetic Pollution.

The new effective date of the transfer of responsibility for the units under this permit
will be February 14, 2007. This permit will expire on November 10, 2011.

In San Juan, Puerto Rico, on February 5, 2007,

5= 0844l

TEugene Scott Amy Angdl O. Betrios Silvestre
Assoctate Member

Vice President

Carlos W. Lopez Fteytes
President



COMMONWEALTH OF PUERTO RICO | OFFICE OF THE GOVERNOR

ADMINISTRATIVE AMENDMENT
TITLE V OPERATING PERMIT
AIR QUALITY ARFA
ENVIRONMENTAL QUALITY BOARD

Permit Number: PFE-TV-2833-09-0397-0030-A
Date of Receipt of the Application: March 26, 1997

Final Issue and/or Effective Date: November 10, 2006
Administrative Amendment Date: February 14, 2007

Transfer of Responsibility: February 14, 2007

Expiration Date; November 10, 2011

Pursuant to the provisions of Part VI of the Environmental Quality Board Regulations for the
Control of Atmospheric Pollution (RCAP) and the provisions of the Code of Federal Regulations

(CFR), Title 40, Part 70

Abraxis BioScience Manufacturing, LLC
Barceloneta, Puerto Rico

hereinafter the permittee or Abraxis BioScience Manufacturing, LLC, is authorized to operate a
stationary source of air pollutant emissions lmited to the units and conditions described in this
permit. The permittee may release air pollutants resulting from processes and activities that are
directly related to and/or associated with the emission sources, as required, limited or conditioned by
this permit, until its expiration date or until the permit is modified or revoked.

The conditions in this permit shall be enforceable by the federal and state governments,
Those requirements that may be enforced only by the state government shall be identified as such in
this permit. Copy of this permit must be kept in the aforementioned facility at all times.

ENVIRONMENTAL BUILDING 1308 PONCE DE LEON AVE,, STATE ROAD 8838 SECTOR ET. CINCO RIOQ PIEDRAS, PR 00928
BOX 11488 SANTURCE, PUERTC RICO 00910
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Section I- General Information
L Facility Information

Name: ABRAXIS BIOSCIENCE MANUFACTURING, LLC

Postal Address: CALL BOX 7070

City: BARCELONETA State: PUERTO RICO Zip Code: 00617
Name of Facility: ABRAXIS BIOSCIENCE MANUFACTURING, L1.C

Postal Address of the Facility: CALL BOX 7070, BARCELONETA, 00617
Physical Address: STATE ROAD 140, KM 64.4, BARCELONETA, P.R. 00617

Responsible Official and Contact Person in the Facility:

Chendy Rivera Concepcién
Director, Engineering

Telephone: (787)846-5000 Fax:(787) 846-1822
SIC Primary Code: 2834

1L Process Description

Abraxis BioScience Manufacturing, LLC is an industry dedicated to the chemical synthesis
manufacturing of active ingredients pharmaceuticals and finished pharmaceutical
formulations. The company is located on state road PR-140, Km 64.4 to the south of

highway PR-2, Barceloneta, Puerto Rico.

The original facilities were established in 1973 on 56 cuerdas. The physical plant covers
approximately 392,000 square feet including four large buildings and several small
structures, a tank farm, chemical storage area, solvent recovery area and a wastewater

pretreatment plant.

Emission units in the pharmaceutical formulation area include the following activities:
production of aerosol medications and parenteral products. Human health care products are
manufactured in batches during campaigns that last from a few days to several months. The
1aw materials for the production of acrosols and parenterals oziginate in the warehouse and
are sent to be weighted. The aerosol solution is cooled together with the propellant agent for
bottling. Prior to packaging, the bottles are stored to verify there are no leaks. Parenteral
solutions are sent to the preparation and filtration rooms. Afterwards, they are transferred to
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the filling lines and then to the packaging and labeling lines. A series of dust collectors is
used as air pollution control equipment.

Three (3) boilers are used to provide steam to the whole facility. The boilers ate prepared to
consume #4 or #5 fuel or distilled oil (ketosene, diesel, naphtha, etc) One of the boilers is
reserved as back up. Each boiler is vented by means of separate stacks.

Wastewaters are discharged into the plant’s pretreatment system  The plant has two separate
wastewater systems: the Pharmacy area water system and the Chemical Plant water system
Both systems collect the waters to be sent to the pretreatment system. The effluent is
discharged into the Barceloneta Regional Wastewater Treatment Plant.

Several ozone-depleting substances are used as reftigerants in the process cooling equipment,
HVAC systems and miscellaneous cooling equipment not associated with the manufactuting

processes.

SECTION H - DESCRIPTION OF THE EMISSION UNITS

The emission units regulated by this permit are as follows:

Emission Unit Description of Emission Unit

Control Equipment

There are three boilers that supply steam and other None

company utilities. Normally, there are two identical
boilers in operation (boilers 1 and 2), while the
remaining boiler (boiler 3) is used as back up. Boilers 1
and 2 are 500 hp each and boiler 3 is 600 hp.

EU-Combustion
Equipment (EU-4)

The boilers can use fuel #5 with 0.91% sulfur content
by weight or fuel #2 with 0 5% by weight. The fuel is
stored in 4 storage tanks throughout the facilities.

Distillation units for solvent recovery for reuse. These Condensers

solvents are recovered using a series of filling, heating,
and separating steps.

EU-Sclvent
Recovery (EU-6)

This unit is not currently in operation.

None

EU-Wastewater
Pretreatment Plant
(EU-8)

Collection of wastewaters, transfer and treatment of
process and sanitary waters prior to final disposition to
the Barceloneta Regional Treatment Plant.

EU-Ozone-
Depleting
Substances (EU-9)

Chlorofluorocarbons (CFC) are ozone-depleting
substances used in a pharmaceutical production area.
These substances are part of the production process and
are used as propellants in pharmaceutical production.

Abraxis BioScience Manufactuting, LLC has CFC-12,
CFC-114, Mixture of CFC-12 and CFC-114 refiigerant
storage tanks. Abraxis BioScience Mamufacturing,
LLC use refrigerant system that to contain regular
refrigerant for the production areas and to create a
comfortable work environment.

Carbon Adsorber
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SECTION III- GENERAL PERMIT CONDITIONS

1.

Sanctions and Penalties: The permittee shall be obliged to comply with all the
terms, conditions, requirements, limitations, and restrictions established in this
permit. Any violation of the terms of this permit shall be subject to administr ative,
civil or criminal measures, as established under Article 16 of the Environmental
Public Policy Act, (Law Number 416 of September 22 of 2004, as amended).

Right of Entry: Pursuant to the provisions of Rules 103 and 603(c)(2) of the RCAP,
the permittee shall grant access to EQB representatives to its facilities, upon
presentation of credentials, to petform the following:

a) Enter upon any premises where an emission source is located, or where air
emission-related activities are conducted, ot where records must be kept
under the conditions of the permit, the agreement with the RCPA, or the US

Clean Air Act;

b) Have access to and copy, at reasonable times, any records that must be kept
under the conditions of the permit, the agreement with the RCPA or the US

Clean Air Act;

c) Inspect and examine any facilities, equipment (including air monitoring and
pollution control equipment), practices or operations (including methods used
for quality control) regulated or required under the permit, and perform
emission and fuel sampling;

d) As authorized by the Act and the Regulations sample substances or
parameters, at reasonable times, for the purpose of assuring compliance with
the permit or applicable requirements,

Sworn Statement: All reports required pursuant to Rule 103(D) of the RCAP (to
wit, semiannual sampling reports and annual certification of compliance), shall be
submitted together with a sworn statement or affidavit of the Responsible Official or
authorized representative. Such sworn statement shall attest to the truthfulness,

correctness, and completeness of such records and reports.

Data Availability: As provided by rule 104 of the RCAP, all emissions data
obtained by or submitted to the EQB, including data reported pursuant to Rule 103 of
the RCAP, and any data otherwise obtained, shall be available for public inspection
and may also be made available to the publi¢ in any additional ways that the EQB

may deem appropriate.

Emérgency Plan: Pursuant to Rule 107 of the RCAP, the permittee shall have an
Emergency Response Plan available, which must be consistent with adequate safety
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practices, and which provides for the reduction or retention of facility emissions
during periods classified by the EQB as air pollution alerts, warnings, or
emergencies. These plans will include the reduction to be achieved for each source
and the means by which such reduction will be accomplished. These plans will be
available for inspection by any authorized EQB representative, at any time.

6. Control Equip.ment: The permittee shall comply with Rule 108 of the RCAP, as
follows:

Al

All air pollution control equipment or control measures shall provide for
continuous compliance with applicable rules and regulations. Such equipment
or measures shall be installed, maintained, and operated according to those
conditions imposed by this Title V Permit, within the operational limits
specified by the manufacturer.

The material collected from the air pollution control equipment shall be
disposed of in accordance with applicable rules and regulations. The removal,
handling, transport, storage, treatment or disposal shall be done in such a way
that it will not produce environmental degradation, and in accordance with

applicable rules and regulations.

The EQB may tequite the installation and maintenance of additional,
complete, and separate air pollution control equipment of a capacity equal to
the capacity of the primary control equipment, when deemed approptiate to
safeguard the health and welfare of human beings. Furthermore, the Board
may require that such additional air pollution control equipment be operated
continuously and together with the primary air pollution control equipment.

All air pollution control equipment shall be operated at all times when the
source being controlled is in operation.

In case of a shutdown of air pollution control equipment for the necessary
scheduled maintenance, the Board shall be informed of the intention to shut
down such equipment, at least three days prior to the planned shutdown. Such
prior notice shall include, but is not limited to:

(1) Identification of the specific source to be removed from service,
including its location and permit number.

(2) The expected length of time that the air pollution control
equipment will be out of service.

(3) The nature and quantity of the air pollutants that are likely to be
emitted during the control equipment shutdown period.
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(4) Special measures to be taken to minimize the duration of the
control equipment shutdown period, such as the use of iiregular

personnel and additional equipment.

(5) The reasons why it will be impossible or impractical to shut down
the operations of the facility during the repair period.

F. To the extent possible, maintain and operate any affected source and
associated air pollution control equipment at all times, including startup,
shutdown and malfunction periods, and shall do so in a manner that is
consistent with the original manufacturer’s design specifications, and in
compliance with applicable rules and regulations and permit conditions.

7. Certification of Compliance: As specified under Rule 602 (©)(2)(ix)}(C) of the
RCAP, the permittee shall submit each year a compliance certification to both the
Board and the EPA, no later than ninety (90) days after the date of anniversary of
this permit. The certification shall include the information required under Rule 603

(c) of the RCAP.

8. Location Approval: Pursuant to Rule 201 of the RCAP, nothing in this permit shall
be construed as authorizing the Iocation or construction of a majo1 stationary source,
ot the significant modification of a major stationary source, without first obtaining a
location approval from the EQB, and without showing compliance with the National
Ambient Air Quality Standards (NAAQS). This permit does not authorize the
construction of a new minor source without first obtaining a construction permit as
provided under Rule 203 of the RCAP.

9. Open Burning: Pursuant to Rule 402 of the RCAP, no permittee shall cause or
permit the open burning of refuse in the premises except as provided in paragraph (E)
of said rule which authorizes fire fighting training or investigation of fire fighting
techniques. The permit holder shall:

a) Keep records of training or investigation-related fire fighting activities.
These records shall be available upon request.

a) Submit to the Board, on an annual basis, a schedule of the training or
investigation-related fire fighting activities and notify the Board seven daysin
advance of the date of each activity.

The certification to the EQB shall be mailed to: Manager, Air Quality Area, P.O. Box 11488,
Santuice, PR, 00910. The certification to the EPA shall be mailed to: Chief, Permitting Section, Air
Program Branch, EPA Region I, 290 Broadway, New York, NY, 10007



Abraxis BicScience Manufact 11C

Barceloneta, Puerto Rico
PFE-TV-2833-09-0397-0030-A

Page 8

10.

11.

12.

13.

14,

Fugiﬁve Emissions of Particulate Matter: Pursuant to Rule 404 of the RCAP, no
permittee shall cause or permit:

a) any materials to be handled, transported or stored in a building or its
appurtenances, or a road to be used, constiucted, altered, repaired or
demolished without taking reasonable precautions to prevent particulate
matter from becoming airborne.

b) visible emissions of fugitive dust beyond the boundary line of the property on
which the emissions originate.

Objectionable odors: Pursuant to Rule 420 of the RCAP, no permittee shall cause ot
permit the emission to the atmosphere of matter that produces objectionable or
disagreeable odors that can be perceived in an area other than that designated for
industrial purposes. The permittee shall show compliance with Rule 420 (A)(1) as
follows: if objectionable odors are detected beyond the area designated for industrial
purposes and complaints are received, the permittee shall investigate and take
measures to minimize ot eliminate the objectionable odors, as needed [State

enforceable condition only. |

Permit Renewal Applications: Pursuant to Rule 602(a)(1)(iv) of the RCAP, the
permittee shall submit a permit renewal application to the EQB at least 12 months
ptior to its expiration date. The responsible official shall certify each of the forms
required pursuant to paragraph (¢)(3) of Rule 602 of the RCAP.

Permit Duration: Pursuant to Rule 603 of the RCAP, the following terms shall
govern for the duzation of this permit:

a) Expiration: This authorization shall have a fixed term of five (5) years. The
expiration date will be automatically extended until the Board approves or
denies a renewal application (Rule 605(c)(4)(ii) of the RCAP) but only in
those cases where the permittee submits a complete renewal application at
least twelve (12) months before the expiration date. (Rule 603 (a)(2), Rule
605 (¢)(2) and Rule 605 (c)(4) of the RCAP)

b) Permit Shield: As specified under Rule 605 I(4)(i) of the RCAP, the permit
shield may be extended until the time it is renewed if'a timely and complete
renewal application is submitted.

c) In the case that this permit is is subject to any challenge by third parties, the
permit shall remain in effect until the time it is revoked by a court of law with

jurisdiction in the matter

Recordkeeping Requirements: Pursuant to Rule 603(2)(4)(ii) of the RCAP, the

permittee must keep records of all required sampling data and support information
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15.

i6.

17.

18.

19.

for 5 years from the date of the sampling, measurement, report or sampling
application,

Sampling Reporting Requirements: Pursuant to Rule 603(a)(5)(i) of the RCAP,
the permittee must submit reports of any required sampling every six months, or
more frequently if required by the EQB or any other applicable requirement. All
instances of deviations from permit requirements must be clearly identified in such
reports  All required repoits must be certified by a responsible official consistent

with Rule 602(c)(3) of the RCAP.

Reporting of Deviations Due to Emergency: Pursuant to Rule 603(a)(5)(1i)(a) of
the RCAP, any deviation attributable to upset conditions (such as sudden failure or
rupture) or emergency as defined in Rule 603(e) of the RCAP must be reported
within two working days. Said notification may be used as an affirmative defense
should any action be brought against the permittee. If the permittee assecrts the
emergency defense in an action for compliance, the permittee shall have the burden
of proof to show that the deviation was a result of an emergency and that the Board
was adequately notified. If such deviation for emergency were to extend beyond 24
hours, the affected units may be operated until the end of the cycle or 48 hours,
whichever comes first. The Board may only extend the operation of an existing
source of emission beyond 48 hours if the source were to show, to the Board’s
Satisfaction, that the National Ambient Air Quality Standards (NAAQS) would not
be exceeded and it would not constitute a risk to public heaith.

Notification of Deviations (Hazardous Air Pollutants): The source shall
immediately cease to operate ot act as stipulated in its Emergency Response Plan
(established in Rule 107 I), when said plan has demonstrated that there is no
significant impact in premisés other than those designated for industrial use. (State
enforceable condition only.) Pursuant to Rule 603 (a)(5)(11}(b) of the RCAP, the
Board shall be notified within 24 hours of any deviation that results in a release of
emissions of hazardous air pollutants that continues for more than one hour in excess
of the applicable limit. In case of a release of any regulated air pollutant that
continues for more than 2 hours in excess of the applicable limit, the Board shall be
notified within 24 hours of the deviation. The permittee shall, also, within 7 days of
the deviation, submit to the EQB a written detailed report including the probable
causes, time and duration of the deviation, remedial action taken, and steps that are

being undertaken to prevent a reoccurrence.

Deviations: Pursuant to Rule 603(a)(5)(ii)(c) of the RCAP, all other deviations must
be reported in the permittee’s semiannual report unless the permit or applicable
requirement requires more frequent reporting,

Severability Clause: Pursuant to Rule 603(a)(6) of the RCAP, the permit clauses are
severable. In the event of a successful challenge to any part of the permit in an
administrative or judicial forum, or should any of the clauses of the permit be
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20.

21.

22,

23.

24,

25.

26.

27,

declared invalid, said determination shall not affect the remaining clauses contained
herein, including those that deal with emission limits, terms and conditions, whether
specific or general, and sampling requirements, and maintenance of records and

reports.

Noncompliance with the Permit: Pursuant to Rule 603(a)(7)(i) of the RCAP, the
permittee must comply with all the conditions of the permit. Any petmit
noncompliance constitutes a violation of the Regulations and shall be grounds for
enforcement action, sanctions, revocation, termination, modification, reissuance of
the permit, or for denial of a permit renewal application.

Non-permissible Defense: Pursuant to Rule 603(a)(7)(ii) of the RCAP, the
permittee may not allege as defense in an enforcement action, that it would have been
necessary to halt or reduce the permitted activity in order to maintain compliance
with the conditions of the permit.

Modification and Revocation of the Permit: Pursuant to Rule 603 (a)(7)(iii) of the
RCAP, the permit may be modified, revoked, reopened, reissued or terminated for
cause. The filing of a request by the permittee for a permit modification, revocation
and reissuance or termination, or of a notification of planned changes or anticipated
noncompliance does not stay any permit conditions.

Property Rights: Pursuant to Rule 603(a)(7)(iv) of the RCAP, this petmit does not
create or convey any property rights of any sort, or any exclusive privilege.

Obligation to Furnish Information: Pursuant to Rule 603(a)( 7)(v) of the RCAP,
the permiitee shall furnish the EQB, within a reasonable time, any information that
the EQB may request to determine whether cause exists for modifying, revoking and
reissuing, or terminating the permit or to determine compliance with the permit,
Upon request, the permittee shall also furnish to the EQB copies of records required

to be kept by the permit.

Change of Operating Scenario: Pursuant to Rule 603(a)(10) of the RCAP, the
permittee shall, contemporaneously with making a change fiom one operating
scenario to another, record in a log the scenario under which it is operating. This
record shall be kept in the facilities at all times.

Final Action: Pursuant to Rule 605(d) of the RCAP, no permit shall be deemed
issued by default as a result of the EQB’s failure to take final action on a permit
application within 18 months. The EQB’s failure to take final action on a permit
application within 18 months should be treated as a final action solely for the purpose
of obtaining judicial review in state court.

Administrative Amendments and Permit Modifications: Pursuant to Rule 606 of
the RCAP, no amendments or changes may be made to the permit without first
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28.

29.

30.

31.

complying with the administrative amendment and permit modification requirements
established by the RCAP.

Permit Reopening: Pursuant to Rule 608(a)(1) of the RCAP, the permit may be
reopened and reviewed for any of the following circumstances:

a. When additional requirements under any law ot regulation become applicable
to the permittee with a remaining permit term of three (3) or more years Such
a reopening shall be completed eighteen (18) months after pr omulgation of
the applicable requitement. No such reopening is required if the effective date
of the requirement is later than the date on which the permit is due to expire,
unless the original permit or any of its terms and conditions has been
extended pursuant to Rule 6051(4)(1) or 6051(4) (ii) of the RCAP.

b. When the EQB or the EPA determines that the permit contains a material
mistake or that inaccurate statements were made in establishing the emission
standards or other terms or conditions of the permit,

c. When the EQB or the EPA determines that the permit must be revised or
revoked to assure compliance with the applicable tequirements.

Change of Name or Ownership: This permit is issued to Abraxis
BioScience Manufacturing, LLC. Should the name of the company or facility
change, or should it be transferred to a different owner, the new responsible official
shall submit an administrative amendment that complies with the requirements of

Rule 606 of the RCAP.

Renovation / Demolition Activities: The permittee must comply with the
provisions under 40 CFR §61 145 and §61.150 and Rule 422 of the RCAP when
carrying out any renovation or demolition in its facilities.

Risk Management Plan: If duting the effective date of this permit, the permittee
wete subject to 40 CFR Part 68, said permittee must submit a Risk Management Plan
in accordance with the schedule of compliance in 40 CFR Part 68.10. If during the
effectiveness of this permit, the permittee were subject to 40 CFR Part 68, as part of
the annual certification of compliance required under 40 CFR Part 70, said permittee
must include a certification of compliance with the requirements of Part 68, including
recordkeeping and Risk Management Plan. The permittee must comply with the
general obligation requirements of section 112I(1) of the act as follows:

a) Identify the risks that may result in accidental leaks using appropriate risk
evaluation techniques.

b) Design, maintain, and operate a safe facility.
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32.

33.

34,

35.

36.

37.

38.

c) Minimize the consequences of accidental leaks, should they occur.

Emergency Generators:

a) The operation of each generator identified as insignificant activity is limited
to 500 hours per year.

b) The permittee shall keep a tecord of the hours of operation and fuel use of
each generator. This record shall be available for inspection by Board and
EPA personnel.

Fire pumps:

a) The opetation of each fire pump is limited to 500 houss per year.

b) The permittee shall keep a record of the hours of operation and fuel use of
each fire pump. This record shall be available for inspection by Board and
EPA personnel.

Weatherproofing of Roof Surfaces: Pursuant to Rule 424 of the RCAP, the
permittee shall not cause or permit hot tar or any other weatherproofing material
containing organic compounds to be applied without the prior authorization of the
Board. The use of used oils or hazardous wastes for weatherproofing is prohibited.

State enforceable only.

Compliance Clause: Compliance with the permit shall in no way exempt the
permittee from complying with all other state and federal laws, regulations, permits,
administrative orders or applicable judicial decrees.

Calculation of Emissions: On April 1% of each year, the permittee shall send the
estimate of real or permissible emissions for the previous calendar year  The estimate
of emissions shall be provided in the forms prepared by the EQB for such purposes.
The responsible official will certify that all the information submitted is correct, true
and representative of the permitted activity. On June 30 of each year, o eatliet, the
permittee shall pay for the emissions of the previous calendar year.

Annual Fee: The permittee shall submit an annual payment based on real emissions
of regulated pollutants at a rate of $37.00 per ton unless the Board deteimines a
different fee based on the provisions of Rule 610(b)(2)(iv) of the RCAP. Payment
shall be made on June 30 of each year or earlier.

Reservation of Rights or Reserved Rights: Except as expressly provided in this
Title V permit:
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39.

40.

41.

a) Nothing herein shall bar the Board or the EPA from taking administrative or
legal action to enforce the terms of the Title V permit, including, but not
limited to, the right to request an injunction, impose statutory penalties and

fines.

b) Nothing herein shall be construed as a limitation of the rights of the Board or
the EPA to take any criminal action against the permittee or any other person.

c) Nothing herein shall be construed as a limitation of the authority of the Board
or the EPA to take any action in response to conditions that constitute a
substantial and imminent danger to the health or well being of the public ot
the environment.

d) Nothing herein shall be construed as a limitation of the right of the permittee
to an administrative hearing and judicial review of a termination/ revocation/
denial action pursuant to the Environmental Public Policy Act and

Regulations.

Amendments or New Regulations: Should a new regulation be established or an
existing regulation be amended (state or federal) and if it is determined that it applies
to your facility, you must comply with the stipulations of said regulation or
amendment once it becomes effective.

General Obligation: Under Section 112(r) of the US Clean Air Act, Abraxis
BioScience Manufacturing, LLC has a general duty to identify hazards that may
result in accidental releases of a controlled substance or any other extremely
hazardous substance of a process by using generally accepted assessment techniques
and designing, maintaining and operating a safe facility and minimizing the
consequences of accidental releases, if they should occur, as required under 112 (r)(1)
of the US Clean Air act and Rule 107 (D) of the RCAP.

Industrial, Commercial or Institutional Boilers and Process Heaters: All existing
sources having or operating industrial, commercial or institutional boilers and
process heaters are subject to the National Emission Standards for Hazardous Air
Pollutants for industrial, commercial or institutional boilers and process heaters in
Subpait DDDDD of 40 CFR. The affected sources must comply with the emission
limits of this subpatt no later than 3 years after the date of publication of the final rule
in the Federal Register, unless it is determined that said regulation is not applicable
or Abraxis BioScience Manufacturing, LLC has an extension of compliance with the
emission standards that is consistent with 40 CFR §63.6(i) in which case it must
comply with said requirements by the date specified in the extension of compliance
granted. Unless it is determined that said regulations are not applicable to it, Abraxis
BioScience Manufacturing, LLC must comply with the notification provisions of 40
CER §63.7545 according to the schedule in 40 CFR §63 7545 and 40 CFR part 63,
Subpart A. According to §63.7495(d) of 40 CFR, some of the notifications must be
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42,

43.

44,

submitted before Abraxis BioScience Manufacturing, LLC is required to comply with
the emission limits and work practice standards of 40 CFR part 63 subpart DDDDD.

Reports: All repoits required by the Board must be addiessed to: Manage, Air
Quality Area, Box 11488, Santurce, P.R. 00910.

Off-Permit Changes: Pursuant to Rule 607(b}(1), Abraxis BioScience
Manufacturing, LL.C can make changes without obtaining a permit review if such
changes are not mentioned or prohibited under this permit, unless said changes
constitute modifications under Title I of the US Clean Air Act.

1 Each such change shall meet all applicable requirements and shall not violate
any existing permit term or condition.

i Abraxis BioScience Manufactuing, LLC must provide contemporaneous
written notice to the Board and the EPA of each such change except for
changes that qualify as insignificant undet paragraph (c)(1) of Rule 602
Such written notice shall describe each such change, including the date, any
change in emissions, pollutants emitted and any applicable requirement that
would apply as a result of the change.

ifi. The change shall not qualify for the shield under paragraph (d) of Rule 603.

v, The permittee shall keep arecord describing changes made at the source that
could result in emissions of a regulated air pollutant subject to an applicable
requirement, but not otherwise regulated under the permit, and the emissions

resulting from those changes.

Storage Tanks: Abraxis BioScience Manufacturing, LLC shall keep records of the
distilled fuel (diesel) storage tanks listed as insignificant activities showing the
dimensions of the storage tanks and an analysis showing the capacity of the storage
tanks pursuant to §60.116(b) of 40 CFR. Said documents shall be available for
review by Board technical personnel and will be kept in the facility for the life of

each tank.

SECTON1V - ALLOWABLE EMISSIONS

The emissions that are described in the following table represent the potential emissions of
the facility at the time of the permit application and shall be used for fee payment purposes
only. In agreement with the Resolution R-97-47-1, the emissions calculations will be based
on the actual emissions of the Abraxis BioScience Manufacturing, LLC, although
calculations based on permissible emissions of the source will be accepted If Abraxis
BioScience Manufacturing, LI.C wants to make the calculations being based on permissible
emissions they will pay the same fee (charge) by tons that the sources that the calculations
make being based on actual emissions. In addition, when Abraxis BioScience Manufacturing,
LLC, applies for a modification, administrative amendments or minor permit modification to
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the Title V permit, will only have to pay the payment by ton based on the increase in
emissions by caused ton, if some, by the change and not it totality of the positions in

agreement with the Rule 610(a) of the RCAP.

Pollutants Permissible Emissions
(tons/year)

PMyq 24

SO, 123.2

NO, 132

vOocC 125.7
CO 28.6

HAP’s 9.1
CEC 5

SECTION V - SUBMISSION OF REPORTS

Pursuant to Rule 112(B) of the RCAP, Abraxis BioScience Manufacturing, LLC must
submit a certification of compliance for the previous calendar year before April 1 of
each year, with all the requirements specified in this permit. Said certification must
be signed by the responsible official who will certify its validity pursuant to Rule 602

(c)(3) of the RCAP.
SECTION VI - PERMIT CONDITIONS
A. Requirements for the Entire Facility
1. Particulate collectors [PFE-01-09-0898-0077-1-C]:

1. The facility must operate and maintain all air pollution control mechanisms,
such as dust collectors in ordet to comply with regulations in effect and these
shall be operated at all times when the source being controlled is in opetation.

il. Dust collectors designed to control particulate matter emissions must be
provided with a pressure drop gauge to determine the operational efficiency
of the control unit, which must be calibrated annual. The calibration results
must be accessible at Abraxis BioScience Manufacturing, LLC for evaluation
by our technical personnel, as required. A daily record of the readings of
these gauges shall be kept. The pressure load must comply with the limits
stipulated by the manufacturer.
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B. Requirements for Each Emission Unit
The table below summarizes the applicable requirements and the test methods for all
emission units identified in Section II of this permit.
1. Combustion Equipment (EU-4): Two 500 hp Boilers and One 600 hp Boilet
Condition Parameter | Value Units Test Method Recordkeepin { Reporting
Method Frequency g Frequency
Reguirements
Particulate Particulate 03 Pounds per | Stack Test | During the | Keep acopy of | Sixty (60)
matter limit matter million using first year of | the final repott | days after
BTU Method # 5 | the permit for five (5) | sampling
of Appendix years from the
A, 40 CRF date of the
Part 60, report
during the [Regulation
first year of 603 (A)4)ii)].
the permit
S0, emission Fuel
limit Distillate 0.50
No. 2) ' Per cent by | Certification | Every time | Record of | Monthly
weight by supplier fuel is | sulfur percent
No 35 091 received
Fuel )
Fuel Gallons/ Flow meter Calculate Daily record of | Annually
consumption Distillate ‘ Year daily the fuel
(irtim 2) 2,764,840 consumption | consumption of
' that reflect
No 5 1,374,005 annual
compliance of
365  rotative
days
Visible Visible 20 Average Method 9 Once during | With each Sixty days
eiissions emissions percent 6 the first | reading from  the
minutes permit year. date of the
reading.
Visible Weekdy
emissions
Limit for N/A N/A N/A Keep record . ‘
simultaneous BDaily Record Book Monthly
operation of
o more than
2 boilers
A. PARTICULATE MATTER LIMIT:
(1) The permittee shall not cause o1 permit the emission, from any fuel

burning equipment burning solid or liquid fuel, of particulate matter
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(ii)

(iii)

(iv)

(V)

(vi)

g LLC

in excess of 0.3 pounds per million Btu of heat input. [Rule 406 of the
RCAP]

The permittee shall perform a sampling during the first year of the
permit to determine compliance with the standard using Method 5 of
40 CFR 60, Appendix A. [Rule 602 I(2)(ix)I of the RCAP]

The permittee shall submit a sampling protocol to the EQB (30) days:
prior to the start of the test. [Rule 106 I of the RCAP]

The permittee shall provide fifteen (15) days prior written notification
of any sampling, to afford the EQB the opportunity to have an
observer present. [Rule 106 (D) of the RCAP]

The permittee shall submit a final report within sixty (60) days after
the performance of the sampling [Rule 106 (E) of the RCAP]

Pursuant to Rule 603(a)(4)(ii) of the RCAP, Abraxis BioScience
Manufacturing, LLC must retain records of all required sampling data
and support information for 5 years from the date of the sampling,
measurement, report or sampling application.

SO, EMISSION LIMIT:

(i)

(ii)

(iif)

(iv)

Pursuant to Rule 410 of the RCAP, Abraxis BioScience
Manufacturing, LLC shall burn distilled fuel (no. 2) with a maximum
sulfur content of 0.5% by weight and fuel oil # 5 with a maximum
sulfur content of 0.91% by weight in the three boilers.

Pursuant to Rule 603(A)4)(ii) of the RCAP, Abraxis BioScience
Manutacturing, LLC must retain records of all required sampling data
and support information for 5 years from the date of the sampling,
measurement, report or sampling application. This includes a record
of the fuel consumption and sulfur content monthly reports for the

butned fuels.

Abraxis BioScience Manufacturing, LI.C must submit, during the
first fifieen (15) days of the month following the reported month,
monthly reports indicating fuel consumption and the sulfur content by
weight for the fuels consumed in the three boilers, These reports
must include a copy of the certification of sulfur content provided by

the supplier.

Abraxis BioScience Manufacturing, LLC shall keep a supplier-
certified copy indicating the sulfur content in the fuels (distillate no. 2
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v)

LLC

and no. 5) to comply with the requirement to keep a daily record of
the sulfur content of burned fuels.

Each year, Abraxis BioScience Manufacturing, LLC must file a copy
of the monthly and annual fuel consumption reports for the three
boilers, together with the annual certification of compliance

C. FUEL CONSUMPTION LIMIT:

(@

(i)

(i11)

(iv)

)

The permittee shall not exceed a fuel oil #2 consumption of
2,764,840 gallons annually and a fuel oil # 5 consumption of
1,374,005 annually in all three boilers for any period of 365 1otative
days. Compliance with this specified limit shall be determined based
on adaily rolling average plus the total fuel used during the preceding
364 days, for the day in question. The consumption limit of fuel #2
of 2,764,840 gals/year is independent from the consumption limit of
fuel #5 of 1,374,005 gallons/year.

The permittee shall install and operate fuel flow meters in the three
boilers. The fuel meters must be calibrated every six months as
recommended by the manufactarer. The calibration results and the
methodology must be available in the facility for inspection by the
Board’s technical personnel.

Daily records for the consumption of fuel oil # 5 and diesel (#2), the
sulfur content, howrs of operations, vapor production and rate of
auxiliary fuel consumption shall be maintained for each boiler, [PFE-

09-1100-2112-1I-C]

Every month, a daily tecord of the fuel consumption of each boiler
and its percent sulfur content by weight shall be submitted to the
Board no later than the 15% day of the month following the report, as
required by Rule 410 of the RCAP. Said repoit must be sent to the
Head of the Validation and Data Management Division of the Air
Quality Section and must be available at all times at the facility for
review by Board technical personnel.

Pursuant to Rule 603(A)4)(ii) of the RCAP, the permittee must
retain records of all required sampling data and support information
for 5 years from the date of the sampling, measurement, report or
sampling application. This includes a record of the monthly and
annual consumption repoits for fuel and the sulfur content of the fuels
burned. The compliance with this specified limit will determined ina
daily rotative average, by adding the total fuel used to the 364 days

after the day in question.




