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AIR QUALITY AREA
ENVIRONMENTAL QUALITY BOARD

Permit Number: PFE-TV-2833-09-1096-0011-B
Application Receipt Date: October 31, 1996

Final or Effective Issue Date: April 15, 2016

Expiration Date: April 15, 2021

In accordance to the provisions of Part VI of the Regulation for Atmospheric Pollution Control

1/ (RCAP) and the provisions of the Code of Federal Regulations (CFR), Title 40, Part 70

ABBOTT HEALTHCARE (PUERTO RICO) LTD.
BARCELONETA, PUERTO RICO

hereinafter referred to as “the permittee” or Abbott, is authorized to operate a stationary source of
air pollutants consisting of the emission units described in this permit. Until such time as this permit
expires, is modified or revoked, the permittee may emit air pollutants as a result of those processes
and activities directly related to and associated with the emission sources, according to the
requirements, limitations and conditions of this permit, until the expiration date or until it is modified
or revoked.

The conditions of the permit are enforceable by the federal and state government. Those requirements
that are enforceable only by the state government are identified as such in the permit. A copy of the
permit must be kept in the aforementioned facility at all times.

! The initial application covered all sources that today belong to AbbVie Ltd. After separating the two
companies, on January 2, 2013 an application was submitted with all sections for Abbott Healthcare, eliminating

sources belonging to Abbvie Ltd.
Cruz A. Matos Environmental Sciences Building
State Road 8838, Sector El Cinco, Rio Piedras, PR 00926
Postal Address: PO Box 11488, Santurce, PR 00910
Tel. 787-767-8181, Fax 787-756-5906
wWww._jca.gobierno.pr
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Section I - General Information

A. Facility Information

Campany Mame: Abbott Healthcare (Puerto Rico) Lid,
Postal Address: PO Box 5050

Barceloneta, PR 00617

Pacility Location: Road No, 2 km 58.2 Cruce Divila
Barceloneta, PR 00617

Responsible Officer Otto E. Aldahondo Delgado
Site Director - AHL
attoaldabondo@abbote.com

Contact Person Otto E. Aldahondo Delgado
Site Director ~ AHL

gitoaldahonde@abbott com

Phone: 787-846-3500, ext, 5001
Pax: TRT-B46-8468
SIC Primary Code: 2833, 2834

B, Process Overview

Abbett Laboratories (Abbott) is a global, science-based healtheare company, with diversified
market offerings tn diagnostic, medical devices, nutritionals and generic pharmaceuticals.

Abbott Healthcare (Puerto Ricoy Led. (AHLY and Abbott Diagnostics International L (ADD
are subsidiaries of Abbott, Both conduct their operations in portions of the north and south of
a property of 284 acres located on Road Mo, 2, ki 58.2 in Barceloneta.

Previously Abbott operations covered the operations of what is now known today as Abbvie,
Ltd, In January 2013, Abbott was separated between two independent healtheare companies: a
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diversitied medical products corporation, which retained the Abbott name, and a new research-
based company that owns the proprictary pharmaceutical business, named Abbvie. In Puerto
Rico, Abbott will be the parent company of Abbott Healtheare (AHL), formerly known as APL
{South Chemical Plant) and Abbott Diagnostics (ADI). This Title V permit covers AHL and
A, as both are under Abbott’s cammon control.

Emission sources clude chemical synthesis of pharmaceuticals (EU-1), in which two
pharmaceutical drugs are currently being manufactured: Clarithrotnycin and Feno-Acid Fibrate,
loading, unloadiog and storage of chemicals in storage tanks (EU-14), solvent recovery
operations (EU-18) and guide wires manufacturing (EU-25), Abbott uses a regenerative thermal
oxidizer {RTO) and an enclosed flame vapor combustion device (EFVCD) to control emissions
at the facility. It also uses a caustic scrubber at the output of the thermal oxidizer to control
SOy and acid gases eimnissions. As part of the agreemnents between Abbott and Abbvie, the latter
provides utility services to AHL and ADI, which include water, steam, and electricity, among
other supplies.

Currently Abbott potential emissions are below the threshold to consider it a major source.
However, the Clarithromycin process is subject to regulations in 40 CFR Part 63 Subpart GGG
(Pharmaceutical Production MACT), as determined by the EPA on October 22, 2013
Therefore, under Rule 601(A)(3), Abbott is covered by the Title V permit program.



ABBOTT HEALTHCARE (PUERTO RICO) LTD.
BARCELONETA, PR
PEE~TV-2833-09-1096-0011-1

PAGE 5 OF 98

Section II ~ Emission Units Description and Control Equipment

The emission units regulated by this permit are the Tollowing:

Eﬂmswﬁ T S Q&scz‘zptmn e T Control
EU-1 Chenical Synthesis of Pharmaceutical DF-100/5C-103

or DF-200
Bulk Pharmaceuticals products are produced using batch
chemical processing technigues, Several unit-processes are | DC-791
typically  used such  as reactions,  distillation, | DC-792
crystallization, separation, drying and grinding. Although | DC-793
the equipment has the capability to manufacture different | DC-794
pharmaceutical products, they are currently engaged in the | DC-795
manufacture of two products: Chrithromyein and Feno
Acid Fibrate.

EU-14 Loading, Unleading and Storage of Chemicals (RTO) DE-100/5C-103
or DF-200

EU-18 | Solvent Recovery Operations (S.F.) DF-100/8C-103
or DF-200

EU-25 | Manufacturing of Guide Wires Dust Collector

Section III ~ General Permit Conditions

1. Sanctions and Penalties: Abbott must comply with all terras, conditions, requirements,
limitations and restrictions established in this permit.  Any violation to the terms of this
permit is subject to administrative, civil or criminal measures, as established in Seetion 16 of
the Environmental Public Policy Act (Law No. 416 of September 22, 2004, as amended).

2 Right of Entry: As specified under Rules 103 and 603(c)(2) of the RCAP, Abbott shall allow
the Board or an authorized representative, wpon presentation of credentials and other
docurients as may be required by law, to perform the following activities:

2 Enter upon Abbott premises where an emission source is located or where emissions
related activities are conducted, or where records must be kept under the conditions
of this permit, under the RCAP, or under the Cleans Alr Act;
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b. Have access to and copy, at reasonable times, atty tecords that must be kept vnder
the conditions of the pennit, under the RCAP, or under the Clean Air Act;

€. haspect and examine any facility, equipment (including monitoring and air pollution
control equipment), practices or operations (including QA/QC wethods) regulated or
required under this permit; as well as sampling emissions of air quality and fuels; and

d. As authorized by the Clean Air Act and the RCAP, to sample or monitor, at reasonable
times, substances or parameters for the purpose of assuring compliance with the
permit or other applicable requirements.

3. Sworn Statement or Affidavit: All reports required pursuant Rule 103(D) of the RCAP (ic.,
semiannual monitoring reports and annual compliance certification) should be submitted
together with a sworn statement or affidavit by the Responsible Official or a duly authorized
representative. Such sworn statement or affidavit shall attest to the truth, correctness and
completeness of such records and reports,

4. Data Availability: As specified uider Rule 104 of the RCAP, all emission data obtained by or
submitted to the EQB, including data reported pucsuant to Rule 103 of the RCAP, as well as
that obtained in any other way, shall be available for public inspection and may also be made
available to the public i any additional manner that the EQB may deem appropriate

Bmergency Plan: As specified under Rule 107 of the RCAP, Abbott shall have available an
Ewmergency Plan which must be consistent with adequate safety practices, and provides for
the reduction or retention of the enissions from the plant during periods classified by the
EQDB as air pollution alerts, warnings or emergencies. These plans shall identify the emission
sources, fnclude the reduction to be accomplished for each source, and the means by which
such reduction will be accomplished.  These plans will be available for any authorized
representative of the EQB at any tine.

6. Air Pollution Control Equipment: Abbott shall comply with Rule 108 of the RCAP, as follows:

a. Al air pollution control equipment or control measures shall provide for continuous
compliance with applicable rules and regulations. Such equipment or measures shall
be nstalled, maintained, and operated according to those conditions imposed by this
Title V permit, within the specified operating limitations of the manufacturer.

b. The collected material {rom air pollution control equipment shall be disposed in
accordance with applicable rules and regulations.  The removal, manipulation,
transportation, storage, treatiment or disposal will be done in such or manner that shall
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€.

et to produce environmental degradation, and in acoordance with applicable rules and
regulations.

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

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

In the case of a shutdown of alr pollution control equipment for the necessary
scheduled maintenanee, the intent to shutdown such equipment shall be reported to
the Board at least three days prior to the planned shutdown. Such prior notice shall
include, but is not limited to the following:

L. Tdentification of the specific source to be taken out of service witlt its location
and permit number.

ii. The expected length of time that the air pollation control equipment will be
ot of service,

fit. The nature and quantity of emissions of air pollutants likely to be permitted
during the shutdown periad.

iv. Measures such as the use of off=shift fabor and equipment that will be taken
to minimize the length of the shutdown period.

. The reasons why it will be impossible or impractical to shutdown the operating
source during the maintenance period,
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7. Compliance Certification: As specified under Rule 602(c)(2)(Ax)(CY of the RCAP, Abbott
shall submiit cach year-a compliance certification.  This certification must be submitted to
both the EQB and the Environmental Protection Agency (EPAY vo later than April 1%,
covering the previous calendar year, after the permit effective date. The compliance
certification shall include, but is not limited to, the information required wider Rule 603(c)
of the RCAP as follows:

a The identification of eacl terin or condition of the permit that is the basis of the
certification; and

b, The compliance status. Fach deviation shall be identified and taken hito account in
the compliance certification; and

c. A statement indicating whether the compliance was continuous or intermittent; and
d. The methiods or other means used for determining the compliance status with each

term argl condition, currently and over the reporting period consistent with sections
()(3)~(5) of Rule 603 of the RCAP; and

e Identification of possible exceptions to compliance, aiy periods which compliance is
required and i which an excursion or exceedance as defined under 40 CFR Part 64
(CAM) occurred; and

L. Such other facts as the Board may require to determine the compliance status of a

SOUECC.

Regulation Compliance: As specified under Rule 115 of the RCAP, any violation to the RCAP,
ot to any other applicable rule or regulation, shall be grounds for the Beard to suspend,
modify, or revoke any relevant permit, approval, variance ot other authorization issued by the
Board,

9. Location Approval: As specified under Rule 201 of the RCAP, nothing in this permiit shall
be interpreted as authorizing the location or construction of a major stationary source, or the
modification of a major stationary source, or a major modification of a significant source,
without obtaining first a location approval from the Board and without first demounstrating

* "The certification to the EQB shall be mailed to: Manager, Air Quality Area, P.O. Box 11488, San Juan, PR,
00910, The certitication to the EPA. shall be mailed tor Chief, Enforcement and Superfund Branch, CEPD, US
EPA-Region {1, City View Plaza - Sulte 7000, #48 Rel. 165 K 1.2 Guaynabe, PR, 00968-8069.
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1.

12.

13.

14

compliance with the National Ambient Air Quality Standards (NAAQS). This permit does
not allow the construction of new minor sources withaut the required permit under Rule 203
of the RCAPR.

Objectionable Odors: As specified under Rule 420 of the RCAP, Abbott shall not cause or
permiit emissions to the atmosphere of any matter which produces an objectionable odor that
can be percelved hnan arvea other than that designated for industrial purposes. If objectionable
adors. are detectable beyond Abbott property perimeter, and complaints are received, the
permittee shall investigate and take measures to minimize and/or eliminate the objectionable
odors, if necessary. [This condition {s enforceable only by the State]

Permit Renewal Applications; As established under Rule 602 (a)(1)(iv) of the RCAP, Abbott
shall submit a permit repewal application applications for permit renewal shall be submitted
ak least 12 months prior to the date of permit expiration. A responsible official must certify
all vequired applications consistent with paragraph (¢)(3) of Rule 602.

Permit Duration: As specified under Rule 603 of the RCAP, the following terms will apply
during the duration of this permit:

@ Expiration: This authorization shall have a fixed terrm of 5 years since the effective
date. The expiration date will be automatically extended until the Board approves or
denies a renewal application (Rule 605(c)(4)(11) of the RCAP) but only in those cases
where Abbott submits a complete renewal application at least twelve (12) months
before the expiration date. [Rules 603 (a)(2), 605 (c)(2), and 605(c)(4) of the RCAP]

b, Permit Shield: As specified under Rule 605 ()0 of the RCAP, the permit shield
may be extended until the time the permit is renewed i€ a timely and complete renewal
application is submitted.

¢ I case that this permit {s 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 Requirement: As established ander Rule 603(a)(4)(ii) of the RCAP, Abbott
shall retain recards of all required wonitoring data and support infermation for a period of 5
years from the date of the monitoring sample, measurement, report; or application.

Semiannual Monitoring Reports/Samplings: As established under Rule 603(a)(5)(i) of the
RCAP, the permittee shall submit reports to the EQB of all required monitoring every 6
mionths, ot more frequently if required by the Board or any other underlying applicable
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16.

requirement. These reports cover two major elements. The first element is the swimary of
all pertodic monitoring / smmpling required in this perit. The second element requites that
all deviations. from permit conditions are clearly identified, sunmuarized and reported to the
Board, Al instances of deviations from permit requirements must be clearly identified in
such reports. All required reports niust be certified by a responsible official as established
under Rule 602(c)(3) of the RCAP. The report covering the period from January through June
shall be submitted no later than October 1% of the smme year and the report covering the
period from July through December shall be submitted no later than April 1¥ of the following
year. The first semiannual report shall cover the period starting from the effective date of
the permit. Once the guidelings are developed by the Board, the permittee must use them to
complete these reports.

Deviations Reporting due to Emergencies®; According to Rule 603(2)(5)(11)(a) of the RCAP,
any deviation resulting from an upset (such as sudden malfunction or break-down} ot
emergency conditions, as defined in Rule 603(e) of the RCAP, must be reported within the
next 2 working days from the tine the emission limits are exceeded due to the emergency, if
Abbott wishes to assert the affirmative defense authorized under Rule 603 (e) of the RCAP,
It Abbott raises the emergency defense upon an enforcement action, the perittee shall
demounstrate that such deviation happens due to an emergency and that the Board was
adequately notified.  If such emergency deviation last for more than 24 hours, the affected
units may be operated until the end of the cycle or 48 hours, what occurs first. The Board
may only extend the operation of an emission source 1 excess of 48 hours, if the source
demonstrates to the Board's satisfaction that the National Ailr Quality Standards have not

been exceeded and that there is no risk to the public health,

Deviation Reporting (Hazardous Air Pollutants): The source (except sources affected by the
Pharmaceutical Production MACT and included in Abbott’s SSMP which shall comiply with
the provisions of the 40 CFR §63.6(c) specifically) shall act as specified in its Emergency
Response Plan (established in Rule 107 (C) of the RCAP), when such Plan has shown no
significant mpact on an ares other than those that have been designated for industral
purposes or will cease operations immediately if there is a significant impact on an ‘area other
than those that have been designated for industrial purposes (state-only enforceable
condition). In accordance with Rule 603(a)(5)( (D) of the RCAP, he shall notify the Board

within the next 24 hours if 2 deviation that results in the release of emissions of hazardous

air pollutants for tove than occurs an hour in excess of the applicable limit. For the discharge

of any regulated air pollutant that continues for more than 2 heurs in excess.of the applicable

¥ Except sources affected by the 40 CFR part 63, subpart GGG (Pharmaceutical Production MACT) and included
in Abbott’s Startup, Shutdown and Malfunction Plan which shall comply with the provisions of the 40 CFR
$63.6(¢) specifically.
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18.

21

22

linst, the permttee shall netify the Board within 24 hours of the deviations The perntittee
shall submit to the Board, within 7 days of the deviation, a detailed written report which
includes probable causes, time and duration of the deviation, remedial action taken and the
steps you arve following to prevent recurrence.

Severability Clause: As specified under Rule 603(a)(6) of the RCAP, the ¢lauses in this permit
are severable.  In the event of a successful challenge to any portion of the permit i an
administrative or fudicial forum, or in the event any of its clauses is held to be invalid, all
other portions of the permit shall remain valid and effective, including those related to
emission limits, terms and conditions, be they specific or general, as well ag monitoring, record
keeping and reporting requirenients.

Permit Noncompliance: According to Rule 603(a)(7)(1) of the RCAP, Abbott must comply
with all conditions of the permit. Permit noncompliance constitutes a violation of the RCAP
and will be grounds for taking the appropriate enforcenient action, impose sanctions, revoke,
terininate, modify, and/or relssue the permit, or to deny « permit renewal application,

Defense not Allowed: As specified under Rule 603(a)(7)(ii) of the RCAP, Abbott shall not
allege as o defense tn an enforcement action, that it would hdve been necessary to halt or
reduce the permitted activity in order to maintain compliance with the conditions of this
permit.

Permit Modification and Revocation: As specified under Rude 603(a)(7)(1ii) of the RCAP, the
permit may be modified, revoked, reopened, reissued, or terminated for cause. The filing of
a request by Abbott for a permit modification, revocation and reissuance, or termination, or
of a notification of planned changes or anticipated noncompliance does not stay any permit
condition.

Property Rights: As specified tnder Rule 603(a)(7)(iv) of the RCAP, this permit does not
convey any property rights of any sort, nor does it grant any exclusive privilege.

Obligation to Purnish Information: As specified under Rule 603(a)(7)(v) of the RCAP, Abbott
shall furnish to the EQB, within g reasonable tinwe, any information that the EQB may request
i writing to determine whether cause exists for modifying, revoking and reissuing, or
terminating the permit or to determine compliance with the permit. Upon request, Abbott
shall also furnish to the BQB copies of documents related to this permiit.
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23. Change in Operating Scenatio: As specified under Rule 603(2)(I0)(A) of the RCAP, the
permittee shall record in a logbook, contemporancously with making a change from one
operating scenario to another, the scenario under which it is operating. This logbook must
be kept at the facility at all times.

24, Prohibition on Default Issuance: As specilied under Rule 605(d) of the RCAP, it shall never
be considered that a permit has been issued by default as a resudt of the EQB's failure to take
final action on a permit application within 18 months. The EQB's failure to issue a final
permit within 18 months should be treated as a final action solely for the purpose of obtaining
judicial review in a state court.

25. Administrative Permit Amendments and Permit Medifications: As specified under Rule 606
of the RCAP, the permit shall not be amended nor maodified unless Abbett complies with the
requiternents for administrative permit amendments and permit modifications as desoribed in
the RCAP.

26. Source Modifications without a permit revision: According to Rule 607 of the RCAP, Abbott
may perforny

a. Source changes
i Permitted sources may niake Section 502(b}(10) changes witheut requiring a

perntit revision, if the changes are not miodifications under any provision of
Title T of the Actand the changes do not exceed the emissions allowable tder
the pernit (whether expressed therein as a rate of emissions or in terms of
total emissions).

(0 For each such change, the facility must provide the Administrator and
the Board with written notification in advance of the proposed
changes, which shall be seven (7) days. The written notification shall
include a brief description of the change within the permitted facility,
the date on which the change will occr, any change in emissions, and
any perinit term or condition that is no longer applicable as a result of
the change. The source, the Board, and EPA shall attach each such
notice to their copy of the relevant permit.

{2) The permit shield described in paragraph (d) of Rule 603 shall not
apply to any change made pursuant to section (a)(1) of Rule 607.
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iii

Permitted sources may trade increases and decreases in emissions in the
permitted facility for the same pollutant, where the permit provides for such

erpissions trades without requiring 4 permit revision and based on the 7-day

niotice preseribed in section (A)(2) of Rule 607, This provision s available in
those cases where the permit does not already provide for such emissions
trading,

{1y nder paragraph (2)(2) of Rule 607, the written notification requived
shall tnclude such information as may be required by the provision in
the Puerto Rico State Implementation Plan (PR-SIPY authorizing the
ernissions trade, including when the proposed change will occue,
description of eaclr such change, any change in emissions, the permit
requirements with which the source will comply using the emissions
trading provisions of the PR-SIP, and the pollutants emitted subject
to the emissions trade. The notice shall also refer to the provisions
with which the source will comply in the PR~ SIP and that provide for
the emissions trade.

(2)  The permit shigld deseribed in paragraph () of Rule 603 shall not
extend to any change made under section ()2} of Rule 607
Compliance with the permit requiremnents that the source will meet
using the emissions trade shall be determined according to
reqitivements of the applicable implementation plan authorizing the
eriissions trade,

If a permit-applicant requests it, the Board shall issue permits that contain
terms and conditions (tncluding all terms required under sections (a) and (¢)
of Rule 603 to determine compliance) allowing for the trading of enissions
increases and decreases in the permitted facility solely for the purpose of
complying with « federally-enforceable emissions eap, Such a cap must be
established in the permit independent of otherwise applicable requirements.
The permit applicant shall include in ity application proposed replicable
procedures and permit teris that ensure the emissions trades are quantifiable
and enforceable. The Bodrd shall not be required to include in the emissions
trading provisions any emissions units for which emissions are not
quantifiable or for which there are no replicable procedures to enforce the
emissions trades, The permit shall also tequire compliance with all applicable
requirements.
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@

Under section (a){3) of Rule 607, the written notification required shall
state when the change will ocour and shall describe the changes in
entissions: that will result and how these increases and decreases in
emissions will comply with the terms and conditions of the permit.

The permit shield described in paragraph (d) of Rule 603 may extend
to terms and conditions that allow such increases and decreases in
eIissIons.

b Off-Permit Changes.  The Board wiay allow changes that are not addressed or
prohibited by the permit and/or State Law.

i, A perm!

itted facility may make changes without obtaining a periit revisiot if

such changes are not addressed or prohibited by the permit, other than these
described in pavagraph (¢) of Rule 607.

h

(2)

Each such change shall meet all applicable requirernents and shall not
violate any existing penmit term or condition.

Seurces wiust provide contemporaneous weitten notice to the Board
and EPA of each such change, except for changes that qualify as
insignificant under paragraph (¢)(1) of Rule 602. Suchy written notice
shall deseribe each such change, including the date, any change in
emissions, pollutants emitted and any applicable requirement that
would apply because of the change.

The change shall ot quality for the shield under paragraph (d) of Rule
GU3.

The permittee shall keep a record describing changes made at the
source that result in emissions of a regulated air pollutant subject to
an applicable requiremient, but not otherwise regulated under the
permit, and the entissions resulting fron those changes.

¢ A permitted Facility cannot make changes without a pecmit revislon i such changes
are modifications under any provision of Title T.of the Act
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d.

i,

The permittee may make changes under section 502(M0)(10) of the Act without
requiring a permit revision if such changes!

(1 are ot meditications under any provision of Title I of the Act,
(2) the changes do not exceed the emissions allowable under the permit
(3 do not result In the emission of any pollutant not previously emitted,

{4} do not violate any applicable requirement or contravene federally enforceable
terms and permit conditions such as monitoring (including test methods),
recordkeeping, reporting and compliance certification requiretents, are not
changes under Title | of the Act to an emission limit, a werk practice or a
voluntary emission cap.

Rule 203 of the RCAP is requived for any construction or medification of an emission
source, unless it iy exempt under Rule 206 of the RCAL For purposes of part 11 of
the RCAP, a modificarion is defined as any physical change in, change in the method
of operation or a change in type of fuel vsed of an existing stationary source, that
would result in 2 net increase in that stationary souree's potential to emiv any air
pollutant (subject to any standard), or which results in the emission of any pollutant
(subject toan standard) not previously entitted. A physieal change shall not include
routine maintenance, repair and the replacement of any equipment baving the same
capacity, equal efficiency or greater environmental benefit to be used for the same
purpose,

The written notification addressed in condition 42(2)(1)(1) refers to changes covered
under condition 42()(1).

Aunty emission trading as provided in condition 42(a)(2y above will not be authorized
if the Tacility does not provide the reference to the PR-SIP provisions-authorizing such
emissions trading.

If the permittee requests so, the Board may allow the emission trading in the facility
solely for the purpose of complying with a federally-enforceable emissions cap. The
application shall be based in replicable procedures and shall include permic terms that
ensure the emission trades are quantifiable, replicable and enforceable.

Off- permit changes will not be exempt from complying with the requirements and
procedures of Rale 203 of the RCAP, if applicable.
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28. Permit Reopening: As specified under Rule 608(a)(1), this permit shall be reopened and revised

29

30.

under the following circamstaiices:

a.  Whenever additional applicable requirements under any law or regulation become
applicable to Abbott, when the remaining permit term is of 3 or more years. Such
reopening shall be completed 18 months after promulgation of said applicable
requirement,  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 tecins and conditions have been extended pursuant to
Rule 605)(4)(i) or Rule 605(c)(4)(iD) of the RCAP.

b.  Whenever the EQB or the EPA determines that the permit containg a4 material mistake
or that inaccurate stateiments were made in establishing the emission standards or other
terms or conditions of the permit.

¢, Whenever the EQB or the EPA determines that the permit miust be revised or revoked to
assure compliance with the applicable requiremenits.

Changes in Name or Responsible Official: This permit is issued to Abbott Healthcare (Puerto
Rico) Ltd. In the event that the company and/or facility change its name, the responsible
official must submit an administrative amendment to this permit to reflect the change in
pame. If the event that the responsible official changes, the tew responsible official niust
submit vo later than 30 days after the change, an administrative amendment including a sworn
stateient in which he/she accepts and promises to comply with all the conditions of this
permit.

Changes in Ownership: This periiiit is issued to Abbott Healthcare (Puerto Rico) Ltd. In
the event that the company and/or facility is trausferred to a different owner or change
operationial control and the Board determines that no other change in the perimit is necessary,
the new responsible official must submit an administrative amendment. The adininistrative
arpendiment shall include a sworn statement in which the new responsible official accepts and
promises to comply with all the conditions of this permit, and a written agreement containing
a specific date for transfer of permit responsibility, coverage, and liability between the current
and new permittee. This is not applicable if the Board determines that changes to the permit
are necessary,
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3L

Renovation Work/ Demolition: Abbott shall comply with the provisions set forth in 40 CFR
§61.145and §61.150, and Rule 422 of the RCAP, and Regulations for the Processing of General
Permits {General Permit for the Handling of Asbestos Containing Materials) when doing
renovation or demolition astivities of ashestos containing materials at the facility.

Plan de Manejo de Riesgo: If during the effectiveness of this permit, Abbott is subject to the
40 CER part 68, the permittee shall submir a Risk Management Plan according with the
compliance schedule o the 40 CFR pare 6810, 1f during the effectiveness of this permit,
Abbott is subiject to the 40 CER part 68, the permittee shall submit a compliance certification
with the requirements of part 68 as pact of the annual compliance certification required under
40 CER part 70, including the recordkeeping and the Risk Management Plan.

General Duty: Abbott has the general obligation of identifying hazards which may result
from accidental releases of any controlled substance under section 112(r) of the Clean Air Act
or any otherextremely hazardous substance inta process, using appropriate hazard assessiment
techiviques, destgning, maintaining, and operating a safe facility and minimizing the
consequences of accidental releases if they occur as required in section 112(0)(1) of the Act
and Rule 107(D) of the RCAP,

Requirements for Refrigerants (Climatologic and Stratospheric Ozone Protection):

A I the event that Abbott has equipment or appliances, including air conditioning unics,
which use Class T or II refrigerants as delined in 40 CUR part 82, subpart A,
Appendices A and B, Abbott shall take the necessary measures to eusure that all
maintenance, service or repair services performed are done so according to the
practices, certification and persomel requitements, disposition requirements, and
recyeling and/or recovery equipment certification requirements specified under 40
CFR part 82, subpart F.

b, Owners/ operators of appliances normially containing 50 or more pounds of refrigerant
must keep records of refrigerant purchased and added to such appliances pursuant to
§82.166,

¢ Service on Motor Vehicles: 1f Abbott perfornis a service on motor (fleet) wehicles

when this service involves ozone-depleting substance vefrigerant (or regulated
substitute substance) in the motor vehicle air conditioner (MV AC), Abbott is subject
to all the applicable requirentents as specified i 40 CFR part 82, subpact B, Servicing
of Motor Vehicle Aly Conditioners. The term rootor vehicle, as used in subpart B
does not include che ale-tight sealed refyigeration system uged as refrigerated cargo or
system used on passenger buses using HCPC-22 refrigerant,
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35.

36,

Labeling of Products Using Ozone-Depleting Substances:  Abbott shall comply with the
stavidards for labeling of products using ozone-depleting substances pursuant to 40 CFR part
82, subpart L.

a. All containers in which a class T or class 11 substance is stored or transported, all
products containing a class I substance, and all products direotly manufactured with
a class T substance must bear the required warning statement it it is being introduced
into interstate commerce pursuant to 40 CFR §82.106,

b The placement of the required warning statement must corply with the requirements
pursuant to 40 CFR §82,108.

¢. The form of the label bearing the required warning statement must comply with the
requirements pursuant to 40 CFR §82.110,

d. No person may modify, remove, or interfere with the required warning statenient
except as described in 40 CFR §82.112.

Roof Surface Coating:  Abbott shall not cause or permit the rool surface coating by applying
hiot tat or any other coating material containing organic compounds without previous
notification to the Board. The use of used oil or hazardous waste for roof surface coating is
prohibited.[This is a state-only enforceable requirement’]

Open Burning: Pursuant to Rule 402 of the RCAP, Abbott shall not cause or permit the open
burning of refuse in thelr premises except as established under paragraph (E) of such rule
which authorizes to conduct training or research of firefighting techniques, as previously
approved by the Doard.

Fugitive Emissions: Compliance with Rule 404 of the RCAP:

a. Abbott shall use water or suitable chemicals for chemical stabilization and the control
of dust in the demolition of a building or structures, construction -operations,
quarrying operations, the grading of reads, or the clearing of Tands.

b. Abbott shall not cause or permit the dischavge of visible emissions of fugitive dust
beyond the boundary line of the property onwhich the emissions originate.

C. When air pollutants escape from a building or equipment and cause and nuisance ot
violate any regulations, the Board may order that building or equipment in which
processing, handling, and storage are done, be tightly closed and/oc ventilated so that
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39,

40.

all emissions from the building or equipment are controlled to remove or destroy such

air pollutants before being discharged to the open air. The implementation of this
measure should not create occupational health hazards,

Compliance Clause: Under no circumstances does compliance with this permit exempt Abbott
from eomplying with all other applicable state or federal laws, regulations, permits,
administrative orders or applicable.court orders,

Emissions Calculations: Abbott shall submit, on or before April 1% of each year, the actudl or
permissible emissions calewlations for the previous natural year: The emissiony calculations
shall be submitred on the forms prepared by the Board for this purpose and the responsible
official must certify all the information submitted as true, correct and representative of the
permitted acrivity.

Annual Fee:  As specified under Rule 610 of the RCAP, Abbott must submit an annual
payment based on the emissions calculations for each regulated pollitant, The payment will
be based on their actual emissions at a rate of $37.00 per ton, unless the Board decides
otherwise as permitted under Rule 610(0)(2)(v) of the RCAP. This payment {or the previous
year must be made on or before June 30 of each year,

New or Amended Repulation: Whether a federal or state regulation is promulgated or
amended and the facility is affected by it, the owner or operator shall comply with the
requirements of the new or amended regulation.

Reports:  Any requirement of information submitetal to the Board shall be addressed to:
Manager, Air Quality Area, P.O. Box 11488, San Juan, P.R. 00910,

Reservation of Rights: Except as expressly provided in this Title V permit

. Nothing herein shall prevent Board or the EPA from taking administrative
enforcement measures or secking legal or equitable velief toenforce the terms of the
Title V permit, including bur not Hmited to the right to seck injunctive relief, and
imposition of statutory penalties and/or {ines,

b, Nothing herein shall be construed to limit the rights of EPA or the Board to undertake
any criminal enforcenent activity against Abbott or any persoti.

< Nothing herein shall be construed to limit the authority of EPA or the Board to
undertake any acrions in response to conditions that présent an inuninent and
substantial endangerment to public health or welfare, or the environment.
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d. Nothing herein shall be construed to limit Abbott’s tights to administrative hearing
and judicial appeal of termination/ revecation/ disputes over modification/ denial
actions in accordance with regulations and the Environniental Public Policy Act.

Section IV ~ Emissions Limits

The emissions described in the following table represent the allowable emission limits at the thue of
the permit application. According to Resolution RI-06-02* the emissions calculations will be based
o1 Abbott’s actual emissions, however calculations based on the facility’s allowable emissions will be
accepted. [If Abbott decides to perforni the calculations based on allowable emissions, Abbott shall
pay the same chiarge per ton 4s the facilities that decide to do calculations based on their actual
emissions. Also, when Abbott requests a modification, administrative change or minor modification
to its Title V permit, the source will pay only those charges related with any emission increase (if
anty) per ton, based on the change and not based on the previous total charges in accordance with
Rule 610¢a) of the RCAP.

. Emissions®
Pollutants  (ton/year)
PM 33171
SO, 8756
NO, 3.0%8
CO 1.511
YOC 47395
HAP {Includes Acetonitrile 6330
and Methy! Bromide) o
COne 4,21538

e

*EQB Resolution - Payment procedute for Title V operating charges and Title V permit tenewal charges, issued
on March 20, 2006

had “ $, y P TN ot - x
? ncludes fugitive and Abbott Diagnostics emissions.
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Section V'~ Specific Permit Conditions

Al

Requirements for each emission unit: Authorized equipment for each emission unit are
included in Appendix I1 of this permit.

1. EU-1  Chemical Synthesis of Pharmaceuticals

e s - | Methed | Recordkerping |
i 1 Paraeter Uaite Met  Recordkesping
S e | U8 Mot | requency | Requitements | Freauene
Procugrion Clarithromyein 925 fots / yeay Recoids Cusrterly Loghaok Sentannual
Himie
Fena Acid A7
Clarithromyéin | BM 13 Yeiifyedi {ecards CGuarterly Loghoak Serpisnoual
endgsion imits
Voo (61
HAPR Q.016
Wastewater Water 30403 | kg Recosds Quargerly Logbuook Serrdanuual
Diseharge Discharge Ainixtures
Fomie run
Ride 419 of the | VOO 3 Iothy Bradssfon. | NA Keep records N/A
REAR ealctlationy with the
e . epsission
13 bsiday calculatitis
Emiaston Hindt
for non-procsss P o8 olitpiy Pressuye Semiannual
sOUTees bs/isput drop Wadkly foghaok
Ruile 404 of the o Joshr
RCAP
G5 k4
A CPR Part 63 | See Section e [ e e
Sobspart GGG VB of the
parayit

Clarithromyein and Feno Acid Production Limit (PFE-09-0193-0057-1-11-C)

i, Clarithromycin process production is limited to 225 lots per year (equivalent to 206
metric tons per year),

pris
s
T

Peno-Acid production will not exceed 517 lots/year in existing equipment and 714
lots/year in new equipment,
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b.

il

Abbott shall prepare and nuintaiin records containing the quarterly anwount (on an
annual rotating basis) of manufactured lots. The logs shall indicate the number of
lots manufactured on existing equipment and the Jots manufactured. in new
equipment.  These will be available no later than 30 days from the last day of the
period of the previous 4 quarters. The Jogs st be available at all times for mispection
by the techmical personnel of the Board,

Clarithromycin production emission limits (PFE-09-0193-0057-1-11-C)

il

v,

Emissions of particulate matter for the production of Clarithronyyein shall nov exceed
013 ton/year.

Enissions of volatile orgunic compounds (VOC) for the production of Clarithromycin
shall not exceed 0.61 ton/year including production, equipment cleaning, tank farm
and solvent recovery.

Emissions of hazacdous atmospheric pollutunts (HAP) for the production of
Clarithromycin shall not exceed 0.016 ton/yesr including production, equipment
cleaning, tank farn and solvent tecovery.

The permittee shall prepare an annual report showing that emissions from the
production of Clarithromycin do not exceed 0.13 tons per year of particulate matter,
0.61 tons per year of VOC and 0.016 tons per year of HAP. The report must be
certified by a licensed professional engineer authorized to practice in Puerto Rico. The
report must be available at all times for inspection by the technical personnel of the
Board.

A summary of the report shall be included along with the semianuual report reuired
in the general condition .14

Limits for the stean stripper (PEE-09-0193-0057-1-11-C)

The steain stripper shall be hispected, operated and maintained according to the
manufacturer's recommuendations.

The discharge of wastewater containing acetonitrile in the steam stripper for the

Clarithromyecin manufactaring process shall not exceed 3,040.3 kg per wastewater
i run.
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if. Abbott shall prepare and maintain records containing the quarterly amount (on an
annual rotating basis) of discharge required by the previous condition, The logs miuse
be available at all times for inspection by the technival personuel of the EQB.

d. Rule 419 of the RCAP [state-only enforceable]

f. According to Rule 419 of the RCAP, Abbott will not cause or permit the emission of
3 pounds th any one hour or 15 pounds in any one day of VOO from any acticle,
machine, equipment or any other contrivance unless it {5 provided with an control
syster, pollution prevention and reductions mechanism or programs or both, as
approved or required by the Board.

i Abbott shall operate control equipment at all times while emissions in excess of the
threshiold set by Rule 419 of the RCAP are being generated or can be generated during
manulfactiring processes, except as specified v conditions 15 and 16 of Section 11 of
this permit.

g, Control Equipment
t. Under normal operating scenario, emissions from this emission unit will be controlled

by n regenerative thermal oxidizer and a gas scrubber, These equipment will meet the
congitions set out in Secrion V.A.4. of this permit. As an alternate scenario, Abbott
may use the BEFVCS, acomding to the conditions contained in Section VI of this
permiit.  IF affected by the 40 CPR Part 63 Subpart GGG, it shall alse meet the
conditions of section V.B of this permit.

FEmissions of particulate matter will be contralled by dust collectors.

f. Rule 409 of the RCAP - NMon-Process Sources Limit
I According to Rule 409 of the RCAP, Abbott shall not cause or permit the emission

of particulate matter in any one hour in gxcess of 0.05 pounds per pound of
uncontrolled emissions from any non-process source.

i, Abbott shall demonstrate complianee with this condition keeping the pressure drop
eollectors as recommended by the manufacturer and the following:

(H Calibrate every six months the pressure drop meter of the dust collectors
included in this permit. Abbott shall prepare and maintain a log of the date,
time, methodology and results of the calibrations. The logs must be available

~

at all times for inspection by the technical personnel of the Board.
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2.

2)

&)

“)

Verify weekly the readings of the pressure drop meters during the operation

of ecach dust collector to ensure that these are working within the range
establishied by the manufacturer to-ensure the required control efficiency.

Shall prepare a Preventive Maintenance Program to ensure proper operation of
the dust collectors. The program must be available for review by the Board.
At any time the Board may request the program to be revised if it is
determined not suitable. Following a request for review, Abbott will have 60
days to submit the revised maintenance program to the Air Quality Area for
approval.

Abbott shall inspect the dust eollectors according to the Preventive
Maintenance Prograni to etisure they work propetly and to observe changes

that may indicate potential malfunction.

Abbott shall keep a logbook with the results of the dust collector’s inspections
including the following infornation:

(A)  Time and date of inspection
(B  Inspection Results

(< 1f a problem is found:

o Nature of the problem
(ii) Corrective measures

The process of Clarithromyein is subject to regulations in 40 CFR Part 62 Subpart GGG

{Pharmaceutical Production MACT).

The conditions applicable to this regulation are in

section V.B: of this permit.

EU-14 - Loadlog, Unloading and Storage of Cheniicals

it Parsteter Valii Units Test Methexdt Recordkeeping. Reports

Condition R ue ‘ Method Trequency | - Requirernents Frequeticy
Stationury NiA N¢A NA Designor. | WA Muintenanoe, Semannual
Tanks couttol repalrs

equipient

40 CFR Part See conclition LT e — o
03 Subpart V.5 of this
G Pt
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A Stationary Tanks — Rule 417 of the RCAP

i Abbott shall not place, store, or hold in any stationary taink, reservolr, or other
container of more than 151,412 liters (40,000 gallons) eapacity ol any volatile
organic compounds unless  guch tank, réservoir, or other container is a
pressure tank capable of maintaining working  pressures sulficient, under
normal eperating conditions, to control vapor or gas loss to the atmosphere,
or unless it is designed and equipped with one of the following vapor loss
control devices:

(1 A floating roof, consisting of a pontoon type, double deck type roof
orinternal floating cover, which will rest on the surface-of the liguid
contents to be equipped with a closure seal or seals to elose the space
between the roof edge and tank wall, This control equipment shall
not be permitted if the volatile organic compounds have a vapor
pressure of 568 millimeters Hy or 11,0 pounds per-sguare inch absolute
or greater, under normal storage conditions, Al tank gauging or
sampling devices shall be gastight to prevent leakage when sampling.
[Rule 417(A) of the RCAP].

{2) A vapor recovery systern, consisting of a vapor gathering system
capable of collecting volatile organie compounds, vapors, and gases
discharged, and g vapor disposal systerm capable of processing such
volatile organie vapors and gases to control their emission to the
atmiosphere. All tank gauging and samipling devices must be gastight,
except when ganging or sampling is taking place. [Rule 417(B) of the.

RCAP],
i, Complianee with condition (1) is exempted for the {ollowing:

(n Storage tanks that are used for storage of dany liguid having no
photochemical reactivity (including those conpounds listed vnder the
definition of VOC) and/or having an absolute vapor pressure less than
0,75 psia, and

(2) tanks that treat waste water permitted ynder the Clean Water Act and
exempted by RCRA or CERCLA rules,

v,
pmae
prety

Exemptions based on vapor pressure shall be demonstrated with calculations
using Antoine's equation and average temperature of the Hquid surface.
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"

b.

b. Control Equipment

Emissions from this emission unit will be controlled by a thermal oxidizer and
a gas scrubber, These equipment will meet the conditions set out in Section
V.A4 of this permit. If subject to 40 CEFR Part 63 Subpart GGG, it shall also
meet the conditions of section V.B of this permit.

¢. Abbott shall maintain records which indicate the type of material and amount stored
ineach tank.  The logs must be available at all times for inspection by the techinical
persounel of the EQB.

. Tanks subject to 40 CER Part 63 Subpart GGG, will also meet the applicable conditions

included in section V.B. of this permit.

BU-18 Solvent Recovery Operations

, o _ o Test Muthod Recordkeeping Reports
Candition Pameter | Value Units Mathid Freguensy Requirerments Freguency
Lthanol Ethanal 165EG gald yeax Revord Quasterly Loghook Syl
Recovery Mixture
Lingit
Ruje- 419 of VO 3 pouirds/hiy | Haission N/A Keep records NA
the ROAP caleulations with the erission
i% pournds/day culeulations
48 CFR Pag See section -~ - S
63 Subspart VI of the
G periiit
Ethanol Recovery Limit [PFE-09-1195-1423-1-C]
i Abbott shall process a maximum of L65E6 gallons per year on the equipment for the
recovery of ethanol.
ik, Abbott shall maintain a quarterly record with the amount of ethanol processed, based

on arolling period of 12 months, The logs must be available at all times for inspection

by the technical personnel of the EQB.

RCAP Rule 419 [state-only enforceable]

According to RCAP Rule 419, Abbott will not permit the emission of 3 pounds per
hour or 15 pounds per day of VOC in any article, machine, equipment or any other
device witheut an acceptable control system, program or emissions reduction and
prevention mechanism or both, as approved or required by the Board.
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Abbaott will operate the control equipment at all times while emissions are or can be
generated during the manufacturing processes in excess of the threshold established
by RCAP Rule 419, except as specified under conditions 15 and 16 of Section 11 of

this permit,

& Control Equipment
i, Emissions from this eniission unit will be controlled bya regenerative thernal oxidizer
and a gas scrubber. These equipment shall mieet the conditions set out in Section
V.A5 of this permit.
d. For those equipment included in this emission umit which are subject to 40 CPR Part 63
Subpart GGG, shall meet the applicable requirements included in section V.B. of this permit.,
4, Operating Conditions for Thermal Oxidizer/Gas Scrubber
Condition Pararveter Valus Updts Tast Methoed. Methed Teoordkeeping Reports
Frequency Requirements Frequeney
Vigible Vigihle a0 Percentage: Meathod 9 Fomee during Witly gach G0 -dayy Trong
A Enlestons Eanissions Geprifuiites the Flrse year of rendling encly reading
Lt weginge the pérmit
Hervdanisal
Weelly
Visitke
Ermissions
Fuel LPG TAT082 gul/year Floweter Contimions Reeqrd with Sendenmial
Censusyprion consumpriag the aonthly
Ldrpit fuel
) constnpion
Diese] 157,680 gallyear
conswnhption
Sulfurcontent | Sulfuy 0.5 purtentape Auel suppticr Withvach Foel | Récord with Monthly
Himde diythe Ciomiteny {diesely for veight certification repeipn ity Fedeipt of
fuel firel sulfur
(0.603 comtent
(L
Control Efficieniey 50 95% Desiyn N/A Keopuopy of | N/A
eqpubprent for Fyaloation the design
80y and yaluatiog
‘»» Vs fmd Aeid Cuses o evaleaeion
halogens

& Aeconding to sebrion 53125260 of 40 TR, # device For reduciug the halogens From 4 combustion contol sopipraent musk reduee globd
amissions of hydrogen Balides and Halbgens by 95%. (For those sowrces subjéct 10 40 CER Pare 63 Stbipnet GOG)Y
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Condition Pargmeter Valug Units Test Metiiod Method Recordkeeping Repurts
Fréquency Requirements Fregquency
FPhet! Cranbustion 1800 o Temperature Continuous Log with Senatanout
Oxidizer LenperatuEe serIsey teinperature
Operating eeadtings
Pararoeters
Chambers 3476 ft* Design N/A& Keep copy of N/A
Viduite Evaluation the desigin
evaluntion
Maxinmg 1,200 ol Design Keepeopy ol | DA
Valumetrie Evaluation the design
Capacity evaluation
Thermal Residence 226 sgeonds Design N/A Keep copy of N/A
Oxidizer fime Begluation the design
Operativg evahuwtion
Pavdmeters
Gas Seruliber Minimum 13 g Flowster Contliupus Hourly yecords | Semniasnud
Operating flow of the (Bvery -1~
Parpnieters solution bour)
pH 2.4 pH pH Mater Continuous Houfly vecoeds | Sembamual
{Every <1-
hour)
a Visible Emissions Limit

&)

(it)

(i)

(iv)

Abbott shall not exceed the opacity limit of 20% for each unit in a G-minutes average.
However, according to RCAP Rule 403(A), the permittee may discharge visible
emissions of an opadity up to 60% for a period of no more than 4 ninutes in any
consecutive 30 minutes interval. [RCAP Rule 403(A)]

Abbott shall hire an independent opacity reader, certified in a school endorsed by the
EPA tomake one opacity reading on each thermal oxidizer/gas scrubber’s stack during
the first year of the permit using Method 9 described in Appendix A of 40 CFR Part

60. The equipient shall be operating at the time of the opacity reading.

Abbott shall submit to the Board at least thirty (30) days prior to-the nitial opacity
reading a copy of the format to be used to record the visible emissions readings.

Abbott shall notify in writing to the Board at least {ifteen (15) days prior to the initial
reading using Method 9, to allow the Board the opportusity to have an observer
present. [RCAP Rule 106(D)]
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{vi)

The permittee shall submit two (2) copies of the initial sampling results report under
Method 9 within 60 days after the tests, This report shall contain the information
required under RCAP Rule 106(E).

Abbott shall conduct weekly visual opacity inspections of the thermal oxidizer during
daylight hours in the chimmey stack of the equipment using a Visible Emissions
Reader certified by a program endorsed by the EPA or the Board, When the cettified
reader establishes that the opacity lmit under RCAP Rude 403 is being exceeded,
Abbott shall verify that the equipment causing the visible émissions is operating in
accordance with the manufacturer's specifications and peemit conditions. If the unit
is not working properly, shall take immediate corvective detions in order to eliminate
the excess opacity and shall decwment the steps taken to correct any deficiencies.

D Weekly visible emission test shall be condueted in accordance with Method 9
of 40 CFR Part 60, Appendix A, for a minimum of 6 minutes, and in
aceordance with the following requirements:

a) Abbatt shall conduet weekly opacity readings for at least B consecutive:
weeks. If no emissions above the established provisions are observed,
then —

by Abbott may take the opacity readings once every two weeks for a
period of 8 consecutive weeks. If emissions above the limits
established inn Rule 403 of the RCAP are abserved, Abbott shall révert
to weekly the frequency of readings (according to subparagraph (i)
above) [ emissions above the provisions of Rule 203 of the RCAP are
ot observed, then-

¢} The opacity readings nmy be performed once per month. I emissions
above the provisions of Rutle 403 of the RCAP are observed, shall
revert the frequency of readings to weekly (according to subparagraph
(a) above),

() If the facility reverts to a weekly frequency at any thne, the frequency
of tests will advance in accordance from the fnitial frequency. This
means that, upon completion of step (1), may proceed to step (b) and
stbsequently to step (o), If emissions ahove the provisions of Rule 403
of the RCAP are not observed, and so forth successively.

2y  All visible emissions readings shall be recorded in accordance with Method 9.
Shall prepare and maintain o record indicating the dates and results of the
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{vil)

(viii)

readings, such readings record must be available in the facility ar all times for
Board personnel to review.

3 {f the unit is not in operation on the day that corresponds to taking a reading,
or the conditions of Method 9 are not wet, the permittee shall document such
i the readings record, and inform it in the visible emissions sunnuary to be
subniitted to the Board with the semiamnual report requived in this permit.

The permittee must submit a sunimary of the visible emissions readings along with
the semi-annual reports required in this permit. This report shall include a summary
of the results of the readings with their begining and ending time, and the date when
the reading of visible emissions was performed. The report shall also include the total
mmber of visible emission readings made in that period for units subject to this
requirenent.  The permittee shall retain a copy of the visible emission readings
inchuding date and time of the reading for at least five years, pursuant to Rule 603 (A)
(4) (i) of the RCAP,

The Board reserves the right to require additional visible emissions readings in-order
to demonstrate compliance with the opacity Hinit.

G Fuel Consumption Limit (PFE-09-0193-0057-1-11-C)

The maximum consumption of LPG fuel to be oxidized in the thermal oxidizer shall
not exceed 247,982 gallons per year. 1f Abbott wants to substitute LPG Tuel with
diesel in the thermal oxidizer, it nay oxidize a maxinnum of 157,680 gallons of diesel
per year, provided Abbott complies with the following:

) For each gallon of diesel that is oxidized in the thermal oxidizer, 1.57 gallous
of 1L.PG will be subtracted from the total of 247,982 gallons of LPG. The result

will be the limit of LPG fuel that the facility is allowed to burn in the thermal
oxidizer.

() Shall keep a logbook to record the type and consumption of fuel oxidized
monthly, and dts sulfur content in weight percent for the thermal oxidizer.
This record shall be kept on a 12 month rolling basis. Such record must be
available at all times for inspection by the technical personnel of the Board.

{3 Shall keep a daily record of the date and time when switching from LPG fuel
to diesel fuel.
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ii. The thertmal oxidizer must be provided with a diesel flow meter and LPG fuel flow
meter at the input to the thermal oxidizer, so that fuel consumption can be verified.
Flowmeters shall be calibrated every six months to ensure that the fuel consumiption
limit is not exceeded. Flowmeters will be operated according to the manufacturer's
recommendations. Abbott shall keep calibration documents or logs available in the
facility at all times for Board staff review or submission to the Board wheq required,

c. Fael sulfur content limit

i The thermal oxidizer will use a fuel with a maximum sulfir content of 0.5% by
weight for diesel and 0.003% by weight for LPG fuel. (PFE-09-0193-0057-1-11-C)

it Abbott shall keep a copy of the Tuel supplier certification whevever fuel is delivered
inthe facility. Such certificates shall indicate the fuel sulfur contenu to demonstrate
its compliance with the above condition.

i Abbott shall submit a report every six months indicating the monthly fuel
consuimption, hours of operation and daily fuelsulfur content in weight pevcent. This
report will be sent to the Data Validation and Mathematical Modeling Division of the
Air-Quality Area of the EQB no later than the next 15 days from the end of each
perfod of six calendar monthis. A copy of this report must be available at the facility
for inspection by the technical personnel of the EQB.

vi, Abbott must submit a sununary with the information contained in these reports in
the semiannual report required under general condition 11114

el Thermal Oxidizer Operating Parameters

i The thermal oxidizer shall operate under the following operational parameters,
according to report submitted on July 23, 2012

Parameter ' Vahie

Temperature of the combustion chamber | >1800°F (24
hours average)

Chambers Volinte 37648

Maximum Volumetrie Load 1,200 cfm
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Parameter Value
Residence time 226 secoinds
(24 hours
average)
ik, Shall maintain a teuperature of 1800°F or higher in the thennal oxidizer, based on an

average of 24 hours (uidnight to midnight). The minimum residence time in the
combustion chamber will be 2.26 seconds, based on an average of 24 hours (midnight
to midnight).

iii. The thermal oxidizer shall be provided with a temperature sensor. Abbott must
maintain a continuous record  indicating the tewmperatures of the combustion
chambers. This record must be kept in the facility at all thues for review by the Board
personnel of to submit to the Board when requirec

e, Gas Scrubber Operating Paraneters

i 'The gas scrubber shall operate under the following operational parameters, according to report
subnaitted on July 23, 2012

Parameter Value

pH of the caustic solution | 29.0 (24 hours

average)
Mininnn flow 15 gpm
it. The gas scrubber shall be provided with & pH meter in the caustic solution.  Abbott

shall keep a record per hour indicating the pH of the solution. This record shall be
available at all times for review by the Bouard technical personnel or to submiit to the
Board when required.

i, The gas serubber shall be provided with a flowmeter. The flowmeter must be certified
by the manufacturer and shall have an accuracy within £ 10% of the design {low.
Shall keep a recard per hour’ indicating the average flow for each hour in the scrubber,

?Exctept when conttolling endssions subject to 40 CER Part 63 Subpart GGG Section 63.1558(1)(13(i1) of 40
CFR requires that the flow rate is measured and recorded every 15 minutes.
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2.

I,

B.

This record shall be available all thues for review by the Boards” technical personnel
or to be submitted to the Bourd when required.

Shall maintain and implemerit a Preventive Maintenance Plan for the thermal oxidizer/gas
scrubber. Shall maintain a record of the maintenance performed on the thermal oxidizer and
the gas scrubber. This record must be kept in the Facility at all times for review by the Boards®
technical personnel to submit to the Board when required.

Abbott shall keep a copy of the contrel equipment design evaluation, available at all times for
inspection by the technical personnel of the EQB:

The thermal oxidizer and the gas scrubber shall comply with the monitoring requirements
included in section V.B. of this permit, when controlling emission sources subject to the
requirements of 40 CER Part 63, Subpart GGG In case of conflict between the requirements
of thig section and the requiremnents included iy section V.B. of this permit, the more stringent
requirenient shall prevail.

Compliance with 40 CFR Part 63; Subpart GGG (National Emission Standards for
Pharmaceuticals Production, BU-1 and EU-14)

Applicabilicy [40 CER §63,1250]

The emission onits EU-1 and EU-14 are subject to the national emission standards for
hazardous air pollutants for pharmaceutical production included in 40 CPFR Part 63 Subpart
GGG, Abbott shall comply with the requirements of this subpart and with the applicable
requirenients of the 40 CFR Part 63 Subpart A, as provided in Table 1 of 40 CFR Subpart

According to 40 CFR §63.1250(g)(1), the emission limits in Subpart GGG apply at all times,
exdept that the provisions in §63.1255 of Subipart GGG shall vot apply during periods of
nonoperation of the PMPU (or specific portion thereof) in which the lines are drained and
depressurized resulting in the cessation of the emissions to which 8631255 of subpart GGG
applies.

Abbotr shall not shutdown items of equipment that are required or utilized for compliance

with the emission lmitations of subpart GGG during times when emissions {or where

applicable, wastewater streams or residuals) are being routed to such items of equipment, if
the shutdown would contravene emissions limitations applicable to such {tems of equipment.
This statement does not apply if Abbott must shut down the equipment fo avoid damage to
a pharmaceutical manufacturing process unit (PMPU) or portion thereot, according to 40 CFR
Section 63.1250(2)(2).
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4.

m

G,

According to Section 63.1250(g)(3) of the 40 CFR, at all thues, Abbott must operate and
maintain any affected source subject to the requirements of subpart GGG, ucluding
assoctated air pollution control equipment and monitoring equipment, in a manner consistent
with safety and good air pollution control practices for minimizing emissions. The general
duty to minimize emissions does not require Abbott to make any further efforts to reduce
emissions if levels required by the stundards have been achieved. Determination of whether
such operation and maintenance procedures are being used will be based on information
available to the Board, which may include, but is not Ihnited te, monitoring results, réview of
operation ahd maintenance procedures, review of operations and maintenance records, and
inspection of the source,

According to section 63.1250(g)(4) of 40-CFR, in responise to an action to enforce the standards
set forth in subpart GGG, Abbott may assert an affirmative defense to claim for civil penalties
for exceedances of such standards that ace caused by malfunction, 4s defined at 40 CFR §63.2.
Appropriate penaltics may be assessed, however, ift Abbott fails to meet the burdei of proving
all the requirements in the affirmative defense, as provided in 40 CFR §63.1250(g)(4).

1. According to §63.1250(g)(4)(it), if Abbott experieiices an exceedance of its emission
Himits during a malfunction, Abbott shall notify the EQB by telephone or fax as soon
as possible, but no later than 2 business days after the fiitial occurrence of the
malfunction, it it wishes to avail itself of an affirmative defense to civil penalties for
that malfunction. If seeking to assert an affirmative defense, Abbott shall also submit
a written report to the EQB within 45 days of the initial occurrence of the exceedance
of the standard in subpart GGG to demonstrate, with all necessary supporting
documentation, that it has wiet the requirements set forth in §63.1250(g)(4)(1). Abbott
may seek ant extension of this deadling for up to 30 additional days by submitting a
written request to the EQB before the expiration of the 45 day period. Until a request
for an extension has been approved by the EQB, Abbott is subject to the requirement
to submiit such report within 45 days of the initial occurrence of the exceedance.

eral [40 CFR §63.1252]

Opening of a safety device - As provided in 40 CFR §63.1252(a), Abbott can open a safety
device, as defined in §63.1251, at any time couditions require it to do so to aveid unsafe
conditions,

Closed-vent systews - According to 40 CER Section 63.1252(b), closed vent systems that
contain bypass lines that could divert a vent streant away from a control device used to-comply
with the requirements in §63.1253, 63.1254 and 63.1256, shall comply with the requirements
of Table 4 to Subpart GGG and the following requiterents in §63.1252(b)(1) and (2) of 40
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CFR. Bquipment such as low leg drains, high point bleeds, analyzer vents, open-ended valves
or lines, rupture disks and pressure relief valves needed for safety purposes ate not subject to
this requirements.

2. Shall install, calibrate, nuintain, and operate a flow indicator that determines whether
vent stream flow is present at least ence every 15 minutes. Records shall be maintained
as specified fn § 63.1259(0)(6)(). The flow indicator shall be installed at the entrance
to any bypass line that could divert the vent stream away from the control device to
the atmaosphers; or '

b Shall secure the bypass line valve int the closéd position with a car seal or lock and key
type configuration. A visual Inspection of the seal or closure mechanism shall be
performed at least once every month to ensure that the valve is mabntained in the
closed position and the vent stream is not diverted through the bypass line. Records
shall be maintained as specilied i 40 CPR §631259()(6)(5).

&, Heat exclhange systems - Except ds provided in 40 CPR §63.1252(c)(2), hear exchange systems
that cool process equipment or materials used in pharmaceutical manulacturing opérations
shall comply with the requirements in 40 CFR § 63.104, except that the monitoring frequency
shall be no less than quarterly, For identifying leaking equipment, the owner or operator of
heat exchange systems on equipment which meet current good manufacturing practice
(¢GMP) requirements of 21 CFR Part 211 may elect to-use the physical fntegrity of the reactor
as the surrogate indicator of heat exchange system leaks around the reactor,

(Z,,ommi requirements for certain lig
{£)] ~ Abbott shall comply with the provis i 3G, for each
item of equipment meeting all the criteria specified in paragraphs (f)(Z} througl (4) and €icher
paragraph (D(E)(1) or (i1) of 40 CFR §63.1252:

& The item of equipment is of a type identified in Table 5 to 40 CFR Subpart GGG, [40
CFR §63.1252 (£)(2)]

b. The item of equipment Is part of 2 PMPU, as defined in 40 CER §63.1251, [40 CFR
§63.1252(H)(3)]

c The item of equipment is controlled less stringently than in Table 5 of this subpart
and the item of equipment s not otherwise exempt frony controls by the provisions
of Subpart GGG or Subpart A and; [40 CFR §63.1252 (£)(4)]
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d, The item of equipment:
i Is a drain, drain hub, manhole, lift station, trench, pipe, or oil/water separator

that conveys water with an annual average concentration greater than or equal
to 1,300 ppmw of partially soluble HAP compounds; or an annual average
concentration greater than or equal to 5,200 ppmw of partially soluble and/or
soluble HAP compounds. The amnual average conceéntvation shall be
determined according to the procedures in 40 CFR § 63.1257(e)(1)(ii). [40 CER
§63.1252(H5)1)]

. Is a tank that receives one or more streams that contain water with an annual
average concentration greater than or equal to 1,300 ppmw of partially soluble
HAP compounds, or greater than or equal to 5,200 ppmw of total partially
soluble and/or soluble HAP compounds.  The owner or operator shall
determine the average concentration of the stream at the inlet to the tank and
according to the procedures in 40 CFR §63.1257(e)()(ii). [40 CFR
§03.1252(H{5)(1)]

10, Control requircnments for halogenated vent streams that are controlled by combustion devices
~ In compliance with the section §63.1252(g) of the 40 CFR, the halogenated vent streams
treated with a combustion device to comply with the provisions of §63.1253 (storage tanks,
EU-14y and 63.1254 (process vents, EU-1) shall be ducted to a halogen reduction device such
as, but ot limited to, a scrubber, before it is discharged to the atmosphere. The serubber
must reduce overall emissions of hydrogen halides aiid halogens by 95%°.

rage Tanks, EU-14 [40 CFR §63.1253]

il Abbott must meet the standards for storage tanks included in §63.1256(b)(1) of the 40 CFR,
as provided in that section. As primary compliance strategy, storage tanks will be equipped
with a closed vent system with a control device” that reduces total HAP emissions from the
equipment input by 90 percent by weight or greater.)? Compliance with these provisions

¥The PFE-09-0193-0057-1-11-C perinit establishes an efficiency for the scrubber of 90% for HCI, HF and HBry,
However Abbott must meet o mintmum efficiency of 95% when controlling emission sources subject to 40
CFR Part 63 Subpart GGG,

‘According to its compliance strategy, Abbiott will use a closed ventilation systeih connected to a thermal
oxidizer/scrubber to control emissions from storage tanks, As an alternate scenario, tank emissions will be
controlled connecting the closed vent system to an EFVCS (See Section V. B of this permit).

“The PFE-09-0193-0057-1-11-C permit réquires a minimum efficiency of 99% for VOCs and HAPs.
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shall be determined in accordance with the procedures of Section 63.1257(¢) of the 40 CFR
and monitoring requirements of Section 63,1258 of the 40 CFR.

12. Planned Routine Maintenance - The specifications and requirements in the above condition
for control devices do not apply during periods of planned routine maintenance, Periods of
planned routine maintenance of the control devices during which the control device does not
meet the specifications of the above condition shall not excesd 240 hours in any 365 day
petiod, Abbott ymay submit an application to the Administrator vequesting an extension of
this time limnit to a total of 360 hotirs in-any 365 days period. The application must explain
why the extension is needed; it must specify that no material will be added to the storage
rank between the time the 240-hour limit is exceeded and the control device is again
operational, and it must be submitted at Jeast 60 days before the 240-hour limit will be
exceeded, [40 CFR §63.1253(¢)]

Standards: Process vents, BU-1[40 CFR §63.1254]

13 For each process, Abbott must comply with the requirements in Section 63.1254(2) of the 40
CFR. Compliance with these provisions shall be demonstrated it accordance with the
procedures of Section 63.1257(d) of the 40 CFR and the monitoring requirements of Section
63.1258 of the 40 CFR, According to its primary complianice strategy, Abbott will comply
with the process vents provisions included in Section 6312541 of the 40 CPFR.
Usrieontrolled HAP emissions (rom process vents should be reduced by 93% or more."
Notification of changes in the method of compliance shall be reported in accordance with the
procedures in 40 CER §63.1260(1).

One or more vents within a process could be contralled vsing the EFVCS, in compliance with
§63.1254()(1)((B). The flare will comply with the requirements of §63.11(b) of the 40 CFR.

Standards: Equipment Jeaks [40 CER §63.1255]
15, General Equipment Leaks Requirements [40 CFR §63.1255(2)]

& The provisions of 40 CFR §63.1255 apply to pumps, compressors, agitators, pressure
reliel’ devices, sampling connection systems, open-ended valves or lines, valves,
connectors, instrumentation systems, control deviees, and closed-vent systems
required by 40 CEFR Part 63, Subpart GGG that are intended to operate in organic
hazardous air pollutant service 300 hours or more during the calendar year within a

" According to the permit PFE-09-0193-0057-1-11-C, the thermal oxidizer will have a 99% removal efficiency
for VOC and HAPs,
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source subject to the provisions of 40 CFR Pact 63, Subpart GGG, [40 CFR

§63.1255¢)(1)]

b, The provisions in section 63.1(a)(3), Subpart A of part 63 do not alter the provisions
of paragrapli (a)(Z) of section 63.1255. [40 CER §63.1255(a)(4)]

c. Lines and equipment not containing process fluids are not subject to the provisions
of 40 CFR Section 63.1255. Utilities, and other non-process lines, such as heating and
cooling systems which do not combine their materials witl those in the processes they
serve, are not considered to be part of 4 process. [40 CFR §63.1255(2)(5)]

d. The pravisions of this section do not apply to bench-scale' processes, regardless of
whether the processes are located at the same plant site a5 a process subject to the
provisions of 40 CFR Part 63, Subpart GGG. [40 CFR §63.1255(a)(6)]

e. The equipment to which section 63.1255 applies shall be identified so that it can be

distinguished readily from equipment that is not subject to section 40 CFR 63.1255.
Identification of the equipment does not require physical tagging of the equipment.
For example, the equipment may be identified on a plant site plan, in log entries, or
by designation of process boundaries by some form of weatherproof identification. If
changes are made to the affected source subject to the leak detection requttenients,
equipment identification for each type of component shall be updated, if needed,

S within 90 calendar days or by the next Periodic Report following the end of the
i ; monitoring period for that component, whichever is later.[40 CER §63.1255(a)(7)]

L, Equipment that is in vacuum service is excluded from the requirements of 40 CFR
Section 63.1255. [40 CFR §63.1255(a)(8))

2 Eqpuipment that is in organic HAP service, but is in such service less than 300 hours
per calendar year, is excluded from the requirements section 63.1255 if it is identified
as required in paragraph (g)(9) of section 63.1255. [40 CFR §63.1255(a)(%)]

h. o accordance with 40 CER §63.1255 (a)(10), when each leak is detected by visual,
audible, or olfactory means, or by monitoring as described in § 63.180(b)Y or (), the
following requirements apply:

¥ Benich-scafe vefers to a bateh process (other than a research and developient agility) which can be located
on top of a lab bench, This bench-scale equipment typically includes a reagent supply vessel, a small reactor
and assaciated eguipment for separation, recovery and containmeént of product. These processes are capable of

productng only sinall amounts of product.
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i,

i

A wentherprool and readily visible identification, marked with the equipment
identification munber; shall be attached to the leaking equipment. [40 CFR
§63.1255(2)(10)(1)]

The identification on a valve In light liquid or gas/vapor servige may be
removed after it has been monitored as specified in paragraph (6)(7)(iii) of
section: 631255, and no leak has been detected during the follow-up
wonitoring. [40CFR §63.1255 (a)(10)(ii)]

The identification on equipment, except on a valve in Jight liquid or gas/vapor
service, may be removed after it has been repaived. [40CER §63.1255

(a)(10)(ii)]

t Except as provided in paragraph ()(1D(1) of Section 63.1255, all terms in Subpart GGG
that define a period of time for completion of required tasks (e.g., weekly, monthly,
quarterly, annual) refer to the standard calendar perfods unless specified otherwise in
the section-or paragraplh that imposes the requirement. [40 CFR §63.1255(a)(11)]

iil.

If the initial compliance date does not coincide-with the beginning of the
standard calendar period, Abbottmay elect to utilize a period beginning on
the compliance date, or may ¢lect to comply in accordance witl the provisions
of paragraph ((IDGD or (i) of 40 CFR Section 631235 [40 CFR
8§63.1255(a)(113(iY)

Time periods specified in Subpart GGG for cotpletion of required tasks may
be changed by mutual agreement between Abbott and the Administrater, as
specified in subpart A of Part 63, Por each time period that is changed by
agreemert, the revised period shall remain in effect until it is changed. A new
request is not necessary for each recurring period, [40 CFR §63.1255(a3(11)({)]

Except as provided in paragraph (2)(LD() or (i1) of section 63,1255, where the
period specified Tor compliance is o standard calendar period, i the initial
compliance date does not coincide with the begimiing of the calendar period,
compliance shall be required according to the schedule specified in paragraph
(IDEDA) o (By of section 631255, as apptopriate. [40 CFR
§63.1255(n)(11Y(ID)
(A)  Compliance shall be required before the end of the standard calendar

period within which the initial compliance date occurs if there rerain

at least 3 days for tasks that must be performed weekly, at least 2
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weeks fortasks that must be pecformed monthly, at least 1 month for

tasks that must be performed each quarter, or at least 3 months for

tasks  that must be peformed anmually;, or  [40CFR

§63. 12551 DGINAY]

(By  Inall other cases, compliance shall be required before the end of the
first full standard calendar period after the period within which the
initial compliance date occurs. [40 CFR §63.1255 (a)(11)(H)(B)]

iv. In all instances wheve a provision of subpart GGG vequires completion of a
task during each of multiple successive periods, Abbott may perform the
requited task at any thme during eacli period, provided the task is conducted
at a reasonable tnterval alter completion of the wsk during the previous period.
[40 CFR §63.1255 (a)(11)(iv)]

In all cases where the provisions subpart GGG requive anowner or operator to repair
leaks by a specified tiwic after the leak is detected, it is a violation of 40 CFR Section
63.1255 to fail to take action to repair the leaks within the specified time.  1faction
is taken to repair the leaks within the specified time, (ailure of that action to
successfully repair the leak is not a violation of 40 CFR Section 63.1255. However, if
the repairs are unsuccessiul, a leak is detected and the owner or operator shall take
further action as required by applicable provisions under Section 63.1255 of the 40
CER. [40 CFR §63.1255(a)(12)]

16, References [40 CFR §63.1255(b}]

o,

b,

The owner or operator of a source subject to section 63.1255 shall comply with the
provisions of subpart H of part 63, as specified in paragraphs (b)(2) through (4) of
Section 63.1255. The term “process unit” as used in Subpart H of Part 63 shall be
considered to be defined the same as “group of processes” for sources subject to
Subpart GGG. The term “fuel gas systeny,” as used in Subpart H of Part 63, shall not
apply for the purposes of Subpart GGG. [40 CFR §63.1255(b)(1)]

Sectiong 63.160, 63.161, 63.102, 63,163, 63.167, 63.168, 63.170, 63.173, 63.175, 63.176,
63.181 and 63.182 shall not apply for purposes of Subpart GGG, Abbott shall comply
with the provisions specified it paragraphs (b)(2)(1) through (viii) of section 63.1255,
[40 CFR §63.1255(b)(2)]

i Sections 63,160 and 63.162 shall not apply; however, Abbott shall comply with
paragraph (a) of Section 63.1255 of the 40 CFR. [40 CFR §63.1255(b)(2)(1)]
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i, Section 63.161 shall not apply; however, Abbott shall comply with Section
63,1251 of the 40 CFR. [40 CPR §63.1255(b)(2(i1))

Fith Sections 63.163 and 63.173 shall not apply; Rowever, Abbott shall comply with
paragraph (¢} of Section 63.1255 of the 40 CFR. [40 CFR §63.1255(b)(2)({i1)]

fv. Section 63,167 shiall not apply; however, Abbott shall comply with paragraph
{d) of Section 63,1255 of the 40 CER. [40 CFR §63.1255(b3(2)0v)]

v Section 63,168 shall not apply; however, Abbott shall comply with paragraph.
(e of Section 63,1255 of the 40 CFR, [40 CFR §63.1255(0)(2)(v)]

Vi Section 63.170 shall not apply; however, Abbott shall comply with Section
63,1254 of the 40 CFR, [40 CFR §63.1255()(2)(v1)]

vii, Section 63.181 shall not apply; however, Abbott shall comply with paragraph
{g) of Section 63,1255 of the 40 CFR. [40 CFR §63.1255(b)(2)(vil)] ‘

viil.  Section 63182 shall not apply; however, Abbott shall comiply with paragraph
(h) of Section 63,1255 of the 40 CFR. [40 CFR §63.1255(b)(2)(viiD)]

c. Abbott shall comply with 40 CFR Sections 63.164, 63.165, 63.166, 63,169, 63.177 and
63179 of the 40 CFR in their entivety, except where this sections reference other
sections of Subpart I of Part 63, the references shall mean the sections specified in
paragraphs )2 and (4) of Section 63.1255 of the 40 CFR. Section 60,164 of the 40
CFR applies to compressors. Section 63.165 of the 40 CFR applies to pressure relief
squipment in gas/vapor service. 40 CEFR Section 63:166 applies to sampling connection
systerns.  Section 63169 of the 40 CER applies to pumps, valves, connectors and
agitators In heavy liguid service; [nstrumentation systerns and pressure relief
equipment in liguid service. Section 63,177 of the 40 CFR applies to general alternative
means of emissions Hmitation. Section 40 CFR 63:179 applies to alternative means of
emnissions limitation for enclosed-vented process units, [40 CBR §63.1255(0)(%)]

d. Abbott shall comply with Sections 63.171, 63.172, 63174, 63.178 and 63,180 of the 40
CFR, except as specified in paragraphs (b)(4)(1) to (v)) of Section 63,1255 of the 40
CFR. [40 CER $63.1255(b)(4)] '

i Section 63.171 shall apply; except §63.171(2) of the 40 CFR shall not apply.
Instead, delay of repair of equipment for which leaks have been detected ls
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allowed if one of the conditions in the following paragraphs ()()(A) through
(B) exists:

(A)  The repair is technically infeasible without a process shutdown
Repair of this equipment shall occur by the end of next scheduled
process shutdown. [40 CFR §63.1255(b)(H(N(A))

(B)  Abbott determines that repair personnel would be exposed to an

immediate danger if attempting to repair without a process shutdown,

_ Repair of this equipment shall be occur by the end of next scheduled
process shutdown. [40 CER §63.1255(b)(H(H(B)]

.  Section 63.172 of the 40 CFR shall apply for closed~ vent systems used to
comply with 40 CFR Section 63.1255, and for control devices wsed to comply
with Section 63.1255 of the 40 CFR only, except:

(A)  Section 63.172(k) and (1) shall ot apply. Abbott shall instead comply
with paragraph (f) of Section 631255 of the 40 CFR. [40 CFR
§63.1255(0)A)EDA)]

e y}} ey 4 (B)  Abbott may, instead of complying with the provisions of §63.172(6) of

y the 40 CFR, design a closed vent system to operate at a pressure below
atimospheric pressure. The system shall be equipped with at least one
pressure gage or other pressure measuring equipment that can be read
from a readily accessible location to verify that negative pressure is
being maintained in the closed-vent system when the associated
control equipment is operating. [40 CFR §63.1255(b)(4)A0D(E)]

(C)  The requirements apply at all tirnes, except as specified in §63.1250(g)
of the 40 CFR. Abbott may not comply with the plarmed routine
raintenance provisions under Section 63.1252(h) of the 40 CFR. [40
CFR §63.1255()(4NC)]

il Section 63.174 of the 40 CFR shall apply, except:

(A)  Sections 63.174(5), (&) and (1) shall not apply.  Iustead of §63.174(5),
{g) and (h), Abbott: shall comiply with paragraph (F) of Section 63.1255.
Section 63.174(b)(3) shall not apply. Instead of §63.174(b)(3), Abbott
shall comply with paragraphs (b)(4)@)(®) through (F) of section
63.1255. [40 CFR §63.1255(b)(4)61)(A)]
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(By  If the percent leaking connectors in a group of provesses was greater
than ovequal to 0.5% during the initial monitoring period, monitoring
shall be performed onice per year until the percent leaking connedtors
is less than 0.5%. [40 CFR 8§63.1255(b)()(1i)(BY]

(Cy It the percent leaking connectors in the group of processes was less
than 0,5 peccent, but equal to or greater than 0.25 percent, during the
initial or last required monitoring period, Abbott may elect to menitor
once every 4 years. An owner or operator may comply with the
requirernents of paragraph (MHGINC) of Section 631255, by
monitoring at least 40% of the connectors in the first 2 years and the
remainder of the connectors within the next 2 years.  The percent
leaking connectors will be caleulated for the total of all required
monitoring performed during the 4-year period. [40 CFR §63.1255 (b)
(4) GiiD) (©)]

{(I¥y  Except as provided in paragraph (b)(43HYB)Y of section 631255, if
leaking connectors comiprise at least 0.5 percent but less than 1.0
percent of the connectors during the last monitoring period, Abbott
shall monitor at least once every 2 vears for the next monitoring
perind, At the end of that 2-year monitoring period, if the percent
leaking connectors Is greater than or equal to 0.5%, Abboett shall
mornitor once per yvear until the percent leaking connectors is less than
05%. If at the end of a monitoring period, the percent leaking
connectors is less-than 0.5 percent, Abboett shall monitor inaccordance
with paragraph (bYHEINC) or (F) of section 631255, as appropriate,
[40 CFR §63.1255(b))3iD)]

(B If Abbott determines that 1% or more of the connectors b a group of
processes are leaking, Abbort shall moniter the connectors onice a year.
Abbott may elect to use the provisions of paragraphs (BYHEINC),
(D) or (Fy of section 63.1255 of the 40 CFR, as appropriate, after a
monitoring period in which less than | percent of the conuectors are
determined to be leaking. [40 CFR §63.1255()()HIDHE)]

{F Abbott miay elect to perform monitoring once every 8 years if the
percent leaking connectors in the group of processes was Jess than
0.25% during the initial or last required monitoring period. Abbott
shall monitor at lease 50 percent of the connectors in the first 4 years
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and the remainder of the connectors within the next 4 vears. If the
percent leaking connectors in the first 4 years is equal to or greater
than 0.35 percent, the monitoring program shall revert at that time to
the appropriate monitoring  frequency specified i1 pavagraph
(LYHEC), (D), or (E) of section 631255 [40 CFR
§63.1255(b)(4) (i) (F]

fv. Section 63.178 of the 40 CER shall apply, except:

(A)  Séction 63.178(b), requirements for pressure testing, may be applied to
all processes (not just batch processesy and to supply lines between
storage and processing areas. [40 CFR §63.1255(bY(4)(v)(A)]

(By  For pumps, the phrase “at the [requencies specified in Table 1 of this
subpart” in § 63.178(c)(3)(ii) shall mean “guarterly” for the purposes
of Subpart GGO. [40 CFR §63.1255(b)(4)(1v)(B)]

v Section 63.180 shall apply except § 63.180(b)(4)(i)(A) through (C) shall not
apply. Instead, calibration gases shall be a mixture of methane and air at a
concentration of approximately, but less than, 10,000 parts per million
methane for agitators; 2,000 parts per million for pumps; and 500 parts per
million for all other equipment, except as provided in § 63,180(b)(4)(iii). [40
CFR §63.1255(b)Y(4)(v}]

vi. When sections 63,171, 63,172, 63.174, 63178, and 63180 reference other
sections in subpart H part 63, the references shall mean those sections
specified in paragraphs (b)(2) and (b)(4)(1) through (v)of section 63,1255, as
applicable. [40 CFR §63.1255(b)(4)(v)]

17. Standards for pumps in light liquid service and agitators in gas/vapor service and in light
liquid service [40 CPR §63.1255(¢)]

a. The provisions of Section 63,1255 of the 40 CFR apply to each pump that is in light
organic HAP liguid service, and to each agitator in erganic HAP gas/vapor service or
in light organic HAP liquid service. [40 CFR §63.1255(c)(1)]

b. i Monitoring. Each pup and agitator sulyject to this section shall be monitored
quarterly to detect leaks by the method specified in § 63.180(b) except as
provided fu §63.177, §63.178, paragraph () of Section 63.1255, and paragraphs
(c)(5) through (9) of Section 63.1255 of the 40 CFR, [40 CFR §63.1255(c)(2)(1)]
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i Leak definitiont, Tn gccordanee with 40 CFR §63.6625, the instrument reading,
as deterinined by the method specified in §63.180(b), that defines 4 leak is:

(A)  FPor agitators, an instrument reading of 10,000 parts per million or
greater, [40 CFR §63.1255()(2)(i(A)]

(By  Porpumps, an instrument reading of 2,000 parts per million or greater.
[40 CER §63.1255(e)(2y(iD(B)]

il Visual inspections - Fach pump and agitator shall be checked by visual
inspection each calendar week for indications of Hquids dripping from the
pump or agitator seal.  If there are indications of Hauids dripping from the
pump oragitator seal at the time of the weekly inspection, Abbott shall follow
the procedure specified in either paragraph (CY2)AA) or (B) of Section
631255 of the 40 CFR prior to the next weekly spection: [40 CFR
§63.1255(CH 2]

(Ay  Abbott shall monitor the punip or agitator by the method specified iny
63.180(b).  If the instrument reading indicates a leak as specified in
§63.1255(c)2y(l), & leak is detected. [40 CFR §63,1255(c)(2((AY]

(B)Y  Abbott shall eliminate the visual Indications of liquids dripping. [40
CER §62.1255(c 2N}

e Repair provisions, [40 CFR §63.1255(¢)(3)]

i When a leak is detected pursuant to- paragraphs (€)2XI), (O(DEDAY,
(CIEYIVIAY or (O(ENDB) of section 63,1255, it shall be repaired. as soon as
practicable, but not later than 15 calendar days after it is detected, except as
provided in paragraph (bY(A) of section 63.1255. [40- CFR §63.1255(c) (3]

it According to 40 CFR §63.1255(c)(3)(iL), a fivst attempt at repair shall be made
no-later than 5 calendar days after the leak is detected. First attempts at repair
include, but are not limited to, the following practices where practicable;

(Ay  Tightening of packing gland nuts, [40 CFR §63.1255(¢)(3)(1D(AY]

(By  Ensuring that the seal flush is operating at design pressure and
temperature, [40 CFR §63.1255(c)(3)(H)(BY]
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o

e,

Calculation of percent leakers [40 CFR §63.1255(¢)(4))]

L

il

Abbott shall decide no later than the end of the st monitoring period what
groups of processes will be developed.  Once Abbott has decided, all
subsequent percent caleulations shall be tiade on the same basis. [40 CER
§63.1255(c)(H)(D)]

I, calculated on a l-year rolling average, the greater of either 10 percent or
three of the pumps in a group of processes leak, Abbott shall monitor each
pumyp once per month, watl the caleulated 1-year volling average value drops

below 10 percent or three pumps, as applicable. [40 CFR §63.1255(c)(4)(i)]

The nuwber of pumips in a group of processes shall be the sum of all the
pumps i organic HAP service, except that pumips found leaking iy a
continuous process within I quarter after startup of the puinp shall not count
in the percent leaking pumps calculation for that one monitoring period only.
[40 CER §63.1255(c)(4)(iiD)]

In accordance with 40 CFR §63.1255(c)(4)(iv), percent leaking pumps shall be
determined by the following equation:

%P = [(PL - Pg) / (Pr - Bs)] x 100, where
% P = percent leaking pumps.
Pr=  number of pumps found leaking as determived theough

periodic monitoring as required in paragraphs (¢)(2)(i) and (i)
of section 63.1255.

i

Py total pumps in organic HAP service, including those mecting

the criteria i paragraphs (¢)(5) and (6) of section 63.1255.

Ps = number of prunps in a continuous process leaking within 1
quarter of startup during the current monitoring petiod.

Exemptions. In accordance with 40 CFR §63.1255 (¢) (5), each pump or agitator
equipped with a dual mechanical seal system that includes a bartier fHuid system is
exempt from the requirements of paragraphs (¢)(1) through (o)(4)(iii) of section
63,1255, provided the following requirements. are met:



ABBOTT HEALTHCARE (PUERTO RICO) LTD.

BARCELONETA, PR

PFE-TV+2833-09-1096-0011-1

PAGE 47 CF 98
is
i1,
it
v,

Each dual mechanical seal system is:

(A)

()

(©)

Ogperated with the barrier fluid at a pressure that is at all times greater
than the pump/agitator stuffing box pressure; or [40 CFR
§63.1255(eXBYINAY]

a clased-vent systemt to a control device that complies with the
requirements of paragraph (b)) of Section 63.1255; or [40 CFR
§63.1255)5)DB)]

Equipped with a closed<loop system that purges the barrier fTuid into
a process stream, [40 CFR §63. 11.255(0)(5){}}(_@:]

The barrier fluid s not i light liguid service, [40 CFR §63.1255(c)(5)(1)]

Each barrier fluid system is equipped with a4 sensor that will detect failare of
the seal system, the barrier fluid systemy, orboth. [40 CFR §63.1255(c)(5)(i1)]

Bach pump/agitator is checked by visual inspection each calendar week for
indications of liquids dripping from the pump/agitator seal, IF there are
indications of liquids dripping from the pump or agitator seal at the time of
the weekly inspection, Abbott shall follow the procedures specified in either
paragraph ((BYIvIAY or (B) of section 63.1255 prior to the next required
mspection, [40 CFR §63.1255(c)(5)(1v)]

(A)

B

Abbott shall menitor the pump or agitator using the method specified
in § 63.180() to determine if there is a leak of organic HAP in the
barvier fluid, If the instrument reading indicates a leak, as speeified
i paragraph. (O(2)(15) of section 63,1255, a leak iy detected. [40 CFR
§O31255(e)(5)v(AY]

Abbott ghall eliminate the visual indications of liquids dripping. [40
CER §63.1255()(5)(Iv)(B)]

Each sensor as described in paragraph (e)(5)(1i) of section 631255 is observed
daily or Is equipped with an alarm unless the pump is located within the
boundary of an unmarmed plant site, [40 CER §63.1255()(5)(v)]
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vi. (Ay  Abbott deterimines, based on design considerations and operating
experience, criteria applicable to the presence and frequency of drips
and to the sensor that indicate failure of the seal system, the barrier
fluid system, or both. [40 CFR §63.1255(c)(5)(vi)(A)]

(By It indications of liquids dripping from the puinp/agitator seal exceed
the criteria established in paragraph (e)(5)(vi)(A) of section 63.1255,
or if, based on the critetia established in paragraph (©X(5)(vi)(A) of
Section 63,1255, the sensor indicates faihure of the seal system, the
barrier fluid system, or both, a lesk s detected. [40 CFR
§63.1255(c)(5)(viNB)]

vil.  When a leak is detected pursuant to paragraph (¢)(5)Av)(A) or (B) of Section
63.1255, the leak must be repaired as specified i paragraph (¢)(3) of Section
63.1255. {40 CFR §63.1255(c)(5)(viD)]

Any pump/agitator that is designed with no externally actuated shiaft penetrating the

pump/agitator heusing is exemipt from the requirements of paragraphs (¢)(1) through
() of 40 CER Section 63,1255, [40 CER §63.1255(<)(6)]

Any pumip/agitator equipped with a closed-vent system capable of capturing and
transporting any leakage from the seal or seals back to the process or to a control
device that complies with the requircinents of paragraph (b)(4)(i1) of Section 63.1255
is exempt from the requirements of paragraphs (¢)(2) through (5) of Section 63.1255.
[40 CFR §63.1255(c ()]

Any pump/agitator that is located within the boundary of an ummanned plant site s
exempt from the weekly visual inspection requirement of paragraphs (c)(2)(ii) and
(€X(5)iv) of Section 63,1255, and the daily requirements of paragraph (¢)(O)(v) of
Section 63.1255, provided that each pumip/agitator is visually inspected a5 often as
practicable and at least monthly. [40 CFR §63.1255(c)(8)]

If more than 90 percent of the pumips in a group of processes meet the criteria in
either paragraph (c)(5) ot (6) of section 63.1255 of the 40 CFR, the group of processes
is exempt from the requirements of parvagrapli (¢)(4) of 40 CFR §63.1255. [40 CFR
§63.1255(¢)(9)]
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18,

Standards: Open-ended valves or lines [40 CPR §63.1255(d)]

&e

d,

i Each open-ended valve or lineshall be equipped with a cap, blind flange, phug,
or a second valve, except as provided in §63.177 and paragraphs (d)(4) through
(6) of section 63,1255 of the 40 CPR, [40 CFR §63.1255(D(1)(1)]

i, The cap, blind flange, plug, or second valve shall seal the open end at all times

except diring operations requiring process fluid fow through the open-ended
valve or ling, or during nmintenance or repair, The cap; blind flange, plug, or
second valve shall be in place within Lhourof cessation of operations requiring
process fluid flow through the open-ended valve or line or within 1 hour of
cessation of maintenance or repair. The owner or operator is not required to
keep a record documenting compliance with the I-hour requirement, [40 CFR
§63.1255((DHn]

Each openended valve or line equipped with a second valve shall be operated In 2
manner such that the valve on the process {luid end is closed before the second valve
is closed. [40 CPR §63.1255(d)(2))

When a double block and bleed system is being used, the bleed valve or line may
remyairopen during operations that requive venting the ling between the block valves
but shall comply with paragraph (d)(1) of section 63,1255 at oll other times. [40 CFR
§63.1255(H(3)]

Open-ended valves or lines in an emergency shutdown systemn which are designed to
open automatically in the event of a process upset are exempt from the requirements
of paragraphs (Y1) through ()(3) of section 63.1255. [40 CFR §63.1255(d)(4)]
Open-ended valves or lines containing materials which would autocatalytically
polymerize are exernpt from the reqoirements of paragraphs (d)(1) through (d)(3) of
section 631255, [40 CER §63.1255(4)(5)]

Open-ended wvalves or lines containing materials which could cause an explosion,
serious overpressire, or other safety hazard if capped or equipped with a double block

and bleed systemn as specified in paragraphs ()1 ()3) of section 63.1255 are to

exempt From the requirements of paragraphs (d)(1) through (d)(3) of section 63,1255,

......
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19.

Standards: Valves in gas/vaper service dnd in light liquid service [40 CER §63.1255(¢)]

&,

by,

The provisions of section 631255 apply to valves that are either in gas organic HAP
service or i light liquid organic HAFP service. [40 CFR §63.1255(c)(1)]

For existing and new affected sources, all valves subject to this section shall be
monitored, except as provided in paragraph (f) of section 63.125 and in section 63177,
by 1o later than 1 year after the compliance date. [40 CFR §63,1255(e)(2)]

Monitoring. According to 40 CFR §63.1255(e)(3), the owner or operator of a source
subject to §63.1255 shall monitor all valves, except as provided iy paragraph (f) of
§63.1255 and in §63.177, at the intervals specified in paragraph (€)(4) of this section
and shall comply with all other provisions of this section, except as provided in
paragraph (bY4)() of section 63,1255, sections 63,178 and §63.179.

i The valves shall be monitored to detect leaks by the method specified in
section 63.180(b). [40 CFR §63.1255(e)(3)(1)]

ii. An instrument reacding of 500 parts per million or greater defines a leak. [40
CFR §63.1255(e)(3)(i1)]

Subsequent monitoring frequencies, In accordaiice with 40 CFR §63.1255(e)(4), after
conducting the initial survey required in paragraph (e)(2) of section 63.1255, Abbott
shall monitar valves for leaks at the intervals specified below:

i For a group of processes with 2% or greater leaking valves, <caleulated
according to paragraph (e)(0) of section 63.1255, Abbett shall monitor each
valve once per month, except as specified in paragraph (e)(9) of §63.1255 of
the 40 CFR. [40 CFR §63.1255(c)(4)(i}]

il, For a group of processes with less than 2% leaking valves, Abbott shall
monitor cach valve once each quarter, except as provided in paragraphs
()Gl through (@)(@)y) of Section 63.1255 of the 40 CFR. [40 CFR
§63.1255(e)(4)(ii)]

il For a group of processes with less than 1 percent leaking valves, Abbott may
elect to monitor each valve once every 2 quarters, [40 CER §63.1255(e)(43(ii1)]
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%

For a.group of processes with less than 0.5 percent leaking valves, Abbott may
elect to monitor each valve once every 4 quarters (every 12 months). [40 CFR
§63.1255(e) () (v)]

For a group of processes with less than 0.25% Jeaking valves, Abbott may
elect to monitor each valve once every 2 years. [40 CPR §63.1255(e)(4)(v)]

of processes to which subpart GOG applies, Abbott may choose to subdivide the valves
in the applicable groups of processes and apply the provisions of paragraph (e)(4) of
section 63.1255 for each subgroup. 1f Abbott elects to subdivide the valves in the
applicable group of processes, then the provisions of pavagraphs ()(5)(1) through
(XAl of Section 63,1255 apply.

if.

The oversll perforniance of total valves in the applicable group of processes
rust be less than 2% leaking valves, as detected according to paragraphs
(e and (i) of this section and as caloulated according to parvagraphs
()OI and (i) of 40 CFR section 631255 of the 40 CFR. [40 CFR
§63.1255(e)(5)(1)]

The initial assigronent or subsequent reassigniment of valves to subgroups
shall be governed by the provisions of paragraphs (€)(5)(D) (AY through (C)
of section 63,1255 of the 40 CFR. [40 CFR §63,1255()(5)(11)]

(A)  Abbott shall determine which valves are assigned o each subgroup.
Valves with less than 1 vear of monitoring data or valves not
monitored within the last 12 months must be placed initially into the
most frequently monitored subgroup until at least 1 year of rionitoring
data hus been obtained. [40 CFR §63.1255(e)(5)(1(AY]

(B Any valve or group of valves canbe reassigned from o less frequently
monitored  subgroup to 4 more frequently monitored subgroup
provided that the valves to be reassigned were monitored during the
most tecent monitoring period for the less froquently monitored
stbgroup, The monitoring results must be fncluded with the less
frequently monitored subgroup's monitoring event and associated next
percent leaking valves caleulation for that group. [40 CFR §63.1255
©GEEB)]
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(€Cy  Any valve or group of valves can be reassigned from a iore frequently
monitered subgroup to a less frequently monitored subgroup provided
that the valves to be reassigned have not leaked {or the period of the
less frequently mmonitored subgroup (e.g., for the last 12 months, if the
valve or group of valves is to be reassigned to a subgroup being
monitored annually). Nonrepairable valves may not be reassigred to
a less frequently monitored subgroup. [40 CFR §63.1255(c)(5)(1XC)]

i, According to §63.12556(¢)(5)(iii) of the 40 CER, Abbott shall determiine every
6 wonths il the overall performance of total valves in the applicable group of
processes is less than 2 percent leaking valves and so indicate the performance
in the next periodic report. If the overall performance of total valves in the
applicable group of processes is 2% leaking valves or greater, Abbott shall
revert to the program required in paragraphs (€)(2) through (e)(4) of section
63.1255 of 40 CFR. The overall performance of total valves. in the applicable
group of processes shall be calculated as a weighted average of the percent
leaking valves of each subgroup according to the following equatiot:

Y x V)
{)GVM’} =4 LA
>V,

Foed

where:

%Vio= overall perforiuance of total valves in theapplicable process or
group of processes

%V = percent leaking valves in subgroup i, most recent vulue
calculated according to the procedures in paragraphs (e)(6)(iD)
and (iii) of Section 63.1255
Vi=  number of valves in subgroup |
n=  number of subgroups
v, Records [40 CER §63.1255(c)}(5)(iv)] - In addition to records required by

paragraph (g) of section 63.1255 of the 40 CFR, Abbott shall maintain records
specified in paragraphis (e)(5)(Iv)(A) through (D) of 40 CFR §63.1255.
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¥,

vils

vills

(Ay  Which valves are assigned to each subgroup, [0 CIR
§63.1255(e)(B)AV)(AY]

(BY  Monitoring results-and caleulations made for each subgroup for each
monitoring period, [40 CFR §63.1255(e)(5)(v)(B)Y]

(Cy  Which valves are reassigned and when they were reassigned, and [40
CIR §63.1255(e)(S)(v)C))

Dy The results of the semimmual overall performance calculation required
in pacagraph (e)(5)(iiD) of Section 63.1255 of the 40 CFR. [40 CFR
§63.1255()(5))(D)]

Abbott shall notify the EQB and EPA no later than 30 days prior to the
beginning of the next monitoring period of the decision to subgroup valves.
The notification shall identify the participating processes and the valves
assigned to each subgroup. [40 CER §63.1255(e)(5)(v)]

Semiannual reports.  In addition to the information required by paragraph

(1)(3) of section, 631255, Abbott shall submit in the periodic reports the

information specified in paragraphs ()(GYVIAY and (B) of Section 63,1255 of

the 40 CFR, [40 CER §65.1255()(5)(vi)]

(A)  Valve reassignments occurring during thie reporting period, and [40
CFR §63.1255(e)(5)(viMA)]

(B)  Results of the semianiual overall performance caloulation required by
paragraph (e)(B)UD of section 631255 of the 40 CFR. [40 CFR
§63.1255(e)(By(eiy(BY]

To determine the monitoring fréquency for each subgroup, the caleulation
procedures of paragraph (€)(6)(11) of section 63.1255 of the 40 CER shall be
used. [40 CFR §63.1255()(5)(viD)]

Except for the overall perfornmnce caleulations required by paragraphs
(e)(5)(iy and (&)Y(BY(iii) of section 631255 of the 40 CFR, each subgroup shall
be wreated as i it were a process for the purposes of applying the provisions
of section 63.1255, [40 CFR §63.1255(e)(5)(viii)]
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i

il

Abbott shall decide nio later than the inplementation date of Subpart GGG or
upon revision of an opérating perinit how to group the processes. Once
Abbott has decided, all subsequent percentage caleulations shall be niade on
the same basis. [40 CFR §63.1255(e)(6)(1)]

According to 40 CER §63.1255(e)(6)(ii), percent leaking valves for-each group
of processes or subgroup shall be detenmined by the following equation:

WVL=[Vi/Vr] x 100
Where:

WYL =percent leaking valves as determined through periodic monitoring
required in paragraphs (e)(2) through (4 of section 63.1255 of the 40
CFR.

V= number of valves found leaking excluding non-tepairable as provided
i patagraph ()(6)(Iv)(A) of 40 CFR Section 63.1255 of the 40 CFR.

Vr= total valves monitored in a monitoring period excluding valves
monitored as required by paragraph (e)(7)(iii) of section 63,1253 of the
40 CER.

When determining monitoring frequency for each group of processes or
subgroup subject to wonthly, quarterly, or semiannual monitoring
frequencies, the percent leaking valves shall be the arithiuetic average of the
percent leaking valves from the last two monitoring periods.  When
detenmining monitoring frequency for each group of processes or subgroup
subject to annual or biennial (once every 2 years) monitoring frequencies, the
percent leaking valves shall be the arithmetic average of the percent leaking
valves from the last three monitoring periods. [40 CFR §63.1255(e)(6)(iiD)]
{A)  Nonerepairable valves shall be included in the caleulation of percent
leaking valves the [irst time the valve fs identified as leaking and nou-
repairable and as required to comply with paragraph (€)(6)(iv)(1B) of
section 63,1255 of the 40 CFR. Otherwise, a number of non-repairable
valves (identified and included in the percent leaking caleulation in a
previous period) up toa maximum of 1 percent of the total tuniber of
valves in organic HAP service at a process may be excluded from
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caleulation of percent leaking valves for subsequent monitoring
periods, [40 CFR §63.1255(e)(6)(1v)(A)]

(By  Ifthemumber of non-repairable valves exceeds 1% of the total number
of valves in organie HAP service at a process, the number of non-
repairable valves exceeding 1% of the total nurober of valves in organic
HAP service shall be included in the caleulation of percent leaking
valves. [40 CFR §63.1255(e)(6)(iv)(BY]

2 Repair provisions. [40 CFR §63.1255(e)(7)]

i When a leak is detected, it shall be repaired as soon s practicable, but no later
than 15 calendac days after the leak is detected, except as provided in
paragraph. () of section 631255 of the 40 CFR. [40 CER
§63.1255(eX(T()]

(A) A first attempt at repair shall be made no later than 5 calendar days atter each
leak is detected. [40 CFR §63.1255(e)(7)(ii)]

fii. When a leak 18 repaired, the valve shall be monitored at least onee within the
fiest 3 months after its repate. Days that the valve Is rot in organic HAP
service shall not be considered part of this 3 month period. The monitoring
requuired by this paragraph is in addition to the monitoring required to satisfy
/)/} ng/ the definitions of “repaired”® and “Tivst attempt at repaie.” ™ [40 CFR

§631255(e)(Tiity]

(A)Y  The monitoring shall be conducted as specitied in §63.180¢b) and ()
of the 40 CFR as appropriate to determine whether the valve hag
resuried leaking. [40 CER §63.1255(e)(7)(1A)]

(By  Periodic monitoring required by paragraphs (e)(2) through (4) of
section 63,1255 of the 40 CFR 1y be used to satisfy the requirernents
of paragraph (e)(7)({D) of section 63.1255 of the 40 CER, if the timing

H Repaired means that the equipment is adjusted, or otherwise altered, to eliminate a leak as defined in

theapplicabile paragraphs of §63,1255 and is, wnless specified otherwise in the applicable provisions of §63.1255,
monitored according to the specified in Section 63.180(b) and (¢ as appropriate, to verity that emission from
the equiprent ave below the applicable leak definition. [40 CFR §63.1251)

H First atternpt at repalr means to take action n order of stopping or reducing leakage of organic material
into the atmosphere, [40 CFR §63.1251]
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of the monitoring period coincides with the time specified in paragraph
(&(T)(ii) of section 63.1255. Alternatively, other monitoring may be
performed to satisfy the requirements of paragraph (e)(7(iil) of
section 63,1255, regardless of ‘whether the tining of the monitoring
period for periodic monitoring eoincides with the time specified in
paragraph (e}(7)(i) of section 631255 of the 40 CFR. [40 CFR
§63.1255(e)(HD(B)]

(C)y  If aleak is detected by monitoring that is conducted pursuant to
paragraph (e)}(7)(ii) of section 63.1255, Abbott shall follow the
provisions of paragraphs (€)(7yH)CY L) and (2) of section 63.1255 of
the 40 CFR to determine whether that valve wiust be counted as a
leaking valve for purposes of pacagraph (e)(6) of section 63.1255 of the
40 CPR. [40 CFR. §63.1255(e)(7)((C)]

(h I' Abbott elects to use periodic monitoring required by
paragraphs (¢)(2) through (4) of section 63.1255 to satisfy the
requirements of paragraph (e)(7)(iii) of section 63,1255, then
the valve shall be counted as a leaking wvalve. [40 CFR
§63.1255(e)N(HNCY(D]

(2)  If Abbott elects to use other monitoring prior to the periodic
monitoring required by paragraphs (e)(2) through (4) of
section 63,1255 to satisfy the requirenents of paragraph
()N of section 63,1255, then the valve shall be counted as
a leaking valve unless it is repaired and shown by periodic
monitoring  wot  to be  leaking,  [40  CER
§63.1255(e)(NECH D]

58 According to 40 CFR §63.1255(e)(8), first attempts at vepair mclude, but are pet
litnited to, the following practices where practicable:

i. Tightening of bennet bolts,
it Replacement of bonnet bolts,
ili. Tightening of packing gland nuts, and

iv. Injection of lubricant into lubricated packing.
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Any equipment located at a plant site with fewer than 250 valves in organic HAP
service in the affected souree is exempt from the requirements for monthly
monitoring specified in paragraph {e)(4)(1) of section 63,1255 of the 40 CFR. Instead,
Abbott shall monitor each valvé in organic HAP service for leaks once each guarter,
or comply with paragraph (e)(4)(ii), (v}, or (¥) of section 631255 of the 40 CFR,
except as provided fn paragraph () of section 63,1255 of the 40 CFR. [40 CFR
§63.1255()(9)]

20. Unsafe to monitor/inspect, difficult to monitor/inspect; and inaccessible equipment, [40 CIR

b

According to 40 CFR §63.1255(0(1), equipment that is designated as ansafe to
monitor, unsafe to inspect, difficult to monitor, difficult to nspect, or inaccessible is
exempt from the monitoring requirements as specified in paragraphs (O(1)(1) through
(iv) of section 63.1255 of the 40 CFR provided Abbott meets the requirements specified
i paragraph ((2), (3), or (4) of section 63.1255 of the 40 CFR, as applicable. All
equipment must be assigned to a group of processes. Ceramic or ¢eramic-lined
connectors are subject to the same requirements a5 inaccessible connectors.

i For pumips and agitarors, paragraphs (¢)(2), (3), and (4) of section 631255 of
the 40 CFR do not apply. [40 CFR §63.1255(0( (Y]

if. For valves, paragraphs (e)(2) through (7) of section 63,1255 of the 40 CFR do
1ot apply. [40-CFR §63.1255(0(D(DH)]

il For connectors, § 63.174(b) through (&) and paragraphs (b)Y through
(T} of section 63.1255 of the 40 CFR do not apply. [40 CFR §63.1255(0(1(1ih)

v Far closed-vent systents, § 63.172(0(1) and (2) and § 63.172(g) of the 40 CFR
do not apply. [40 CFR §63.1255(0(1)(iv)]

Equipment that is unsafe to monitor or unsafe to fnspect, [40 CFR 8§63 1255(£%(2)]

i Valves, connectors, agitators, and pumps may be designated as unsafe o
monitor iff Abbett determines that monitoring personnel would be exposed to
an immediate danger as a consequence of complying with the monitoring
requirernents referved to in paragraphs (D)) through () of section 63,1255
of the 40 CFR. 40 CFR §63.1255(£)(2)(1)]
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ii.

il

v,

it

ipment that is ditficult to monitor or di

Any part of a closed-vent system may be designated as unsafe to nspect i
the owner or operator determines that ionitoring personnel would be exposed
to an wumediate danger as a consequence of complying with the monitoring
requirements referred to in paragraph (D(1)(iv) of section 63.1255 of the 40
CFR. [40 CFR §63.1255(1)(2)(i)]

The owner or operator of equipmeiit that is designated as unsafe to.1monitor
must have a written plan that requites monitoring of the equipment as
frequently as practicable during safe to monitor times, but not more
frequently than the periodic nionitoring schedule otherwise applicable to the
group ol processes in which the equipment is located. [40 CFR
§63.1255(0H)(2)(iiD)]

For any parts of a closed=vent systein designated as unsafe to inspect, Abbott
must have a written plan that requires inspection of the closed-vent systenis
as frequently as practicable during safe to inspect times, but not more
frequently than anpually. [40 CFR §63.1255(1)(2)(iv)]

cult to inspect. (40 CER §63.1255(£)(3)
A valve, agitator, or pump inay be designated as difficult to monitor if Abbott
determines that the valve, agitator, or pumyp cannot be monitored without
elevating the monitoring personnel more than 2 meters above a support
surface, or it is not aceessible in a safe manner when it-is in organic HAP
service, [40 CFR §63.1255(0(3)(1))

Any part of a closed-vent system ay be designated as difficult to inspect if
Abbott determines that the equipment cannot be inspected witheut elevating
the monitoring personnel more than 2 imeters above a support surface, or it is
not accessible jn a safe manner when it is in organic HAP service. [40 CFR
§63.1255¢D(3)()]

At anexisting source, any valve, agitator or pump within a group of processes
that meets the criteria of paragrapl (D(3)({) of section 63.1255 may be
designated as difficult to monitor, and any parts of a closed-vent system that
meet the requirements of paragraph (O@)(i) of section 631255 may be
designated as difficult to inspect. At a new affected source, Abbott may
designate 1o riore than 3 percent of valves as difficult to monitor, (40 CFR
§63.1255(5(3)(1ii)]
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iv. The owneroroperator of valves, agitators, or punmps designated as difficult to
monitor must have 4 written plan that requires monitoring of the equipment
at least once per calendar year or on the periodic monitoring schedule
otherwise applicable to the group of processes in which the equipment is
located, whichever is less frequent. For any part of @ closed-vent. gystem
designated as difficult to inspect, Abbott must have a written plan that
requires inspection of the closed-vent systern at least once every 5 years, [40
CFR §63.1255(6)(3)(v)]

d. Inaccessible, ceran eramic-lined connectors. [40 CER §63.1255(1)(4)]
i, In accordance with 40 CER §63.1255(D(4)(1), a connector muy be designated

i

a5 inaccessible i1t is:
(Ay  Buried;

By  Insulated in a manner that prevents access to the connector by a
monitor probe;

(Cy  Obstructed by equipment or piping that prevents access to the
counector by a mouitor probe;

(DY Unable to be reached froni a wheeled scissor-lift or hydraulic-type
scaffold which would allow access to-equipment up to 7.6 meters (25
feet) above the ground; or

(E) Not able to be accessed at any time in @ safe manner to perform
monitoring. Unsafe access includes, but is vot limited to, the use of a
wheeled scissor-lft on unstable or uneven terrain, the use of &
motorized man-lift basket in areas where an ignition poteritial exists,
or access would require near proximity to hazards such as electrical
lines, of would risk damage to equipment.

A connector may be designated as inaccessible if it would require elevating
the fronitoring personnel more than 2 meters above a perfranent support
surface or 'would require the erection of scaffold. [40 CER §63.1255(0(4)(iD)]

At an existing source, any connector that meets the criteria of paragraph
(D) or (1) of section 63,1255 of the 40 CFR may be designated as
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b,

inaccessible. At a new affected source, Abbott may designate no wmore than
3% of connectors as inaccessible. [40 CER §63.1255(0)(4)(iD)]

iv. If any inaceessible, ceramic, or ceranmc-lined counector is observed by visual,
audible, olfactory, or other ineans to be leaking, the leak shall be repaired as
soon as practicable, but no later than 15 calendar days after the leak is detected,
except as provided in paragraph (0)(4)(1) of section 63.1255 of the 40 CER. [40
CFR §63.1255(H(#)(1v)]

V., Any connector that is inaccessible or that is ceramic or ceramic-lined is
exemnpt trom the recordkeeping and reporting requirements. of paragraphs (g)
and (h) of Section 63,1255, [40 CEFR §63.1255(0)(4)(v)]

tkeeping requireinents. [40 CEFR §63,1255(g)]

An owner or operator of more than one group of processes subject to the provisions
of section 63.1255 of the 40 CFR may comply with the recordkeeping requirements
for the groups of processes in one recordkeeping system if the system identifies with
each record the program being impleniented (e.g., quarterly monitoring) for each type
of equipment. All records and information required by section 63.1255 of the 40 CFR
shall be maintained in a manner that can be readily accessed at the plant site. This
eould include physically locating the records at the plant site or accessing the records
fromn a central location by computer at the plant site. [40 CFR §63.1255(g)(1)]
General Recordkeeping. According to 40 CFR §63,1255(g)(2), except as provided i
paragraph (@)(5)(i) of section 63.1255 and iy paragraph (a)(9) of section 63,1255, the
following informiation pertaining to all equipment subject to the requirements in
section 63.1255 shall be recorded:

i (Ay  Alistof identification nuwmbers-for equipment (except conngctors that
are subject to paragraph (D(4) of this section) subject to the
requirements of section 63.1255 of the 40 CFR. Except for equipment
subject to the recordkeeping requirements in paragraphs (g)(2)(1)
through (viii) of section 63.1255 of the 40 CPR, equipment need not
be individually identified if, for a particular type of equipment, all
itens of that equipment in a designated area or length of pipe subject
to the provisions of section 63,1255 of the 40 CFR are identified as a
group, and the number of subject itews of equipment is indicated.
The list for each type of equipment shall be completed no later than
the completion of the initial survey required for that component. The
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(B)

©)

list of identification numbers shall be updated, if needed, to
incorporate equipment changes identified during the course of each
monitoring period within 90 calendar days, or by the next Perlodic
Report, following the end of the monitoring period for the type of
squipment component raonitored, whichever iy later. [40 CFR
§63.1255(2)(2)(D(A)]

A schedule for monitoring cotnectors subject to the provisions of
§63.174(a) of the 40 CFR and walves subject to the provisions of
paragraph (e}4) of section 631255 of the 40 CFR. [40 CPFR
§63.1255(g)2)(HB)]

Phiysical tagging of the equiprent to indicate that it is in organic HAP

service is not required, Equipment subject to the provisions of section

W (A

(B

it (A

63.1255 may be identified on a plant site plan, in log entries, or by
other appropriate methods. [40 CFR §63.1255(g)(2)(1H(C)]

A list of identification numbers for equipment that Abbott elects to
equip with a closedsvent system and control device, under the
provisions of paragraph (¢)(7) of §63.1255, §63.164(h), or §63.165(c).
[40 CFR §63.1255(p)2)(H(AY]
A list of identification nimbers for compressoes that Abbert elects to
designate as operating with an instrumerit reading of less than 500
parts per million above background, ander the provisions of §63.164(1)
of the 40 CFR, [40 CFR §63.1255(g)()(i)(BY]

A list of identification numbers for pressure relief devices subject to
t'b.e‘ provisions in 40 CPFR §63.165(2) of the 40 CFR. [40 CFR
§63.1255(g)(2)HiNA)]

(B) A list of identification numbers for pressure relief devices equipped
with rupture disks, under the provisions of §63.165(d) of the 40 CFR
[40 CFR §63.1255(g)(2)6H)(B)]
V. Identification of tnstrumentation systems subject to the provisions of section

63,1255, Individual componients in an. instrumentation system need not be
identified. [40 CFR §63.1255(2)(2)(iv)]




ABBOTT HEALTHCARE (PUERTO RICO) LTD.

BARCELONETA, PR

PFE-TV-2833-09-1096-0011-B

PAGE 62 OF 98

vi.

vil

viil.

&

According to 40 CFR §63.1255(g)(2)(v), the following information shall be
recorded for each dual mechanical seal systeny:

(A)  Design criteria required by §63.1255(c)(5)(viXA) and §63.164(e)(2),
and  an  explanation of the design cciteria; and [40 CFR
§63.1255(2 N 2)(vI(A)]

(B)  Auvy changes to these criteria and the reasons for the changes. [40 CFR
§63.1255()(2)(v)(B)]

A list of equiptmient designated as unsafe to monitor/inspect or difficult to

monitor/inspect under paragraph (£) of section 63.1255 of the 40 CFR and a

copy of the plan for monitoring or inspecting this equipment. [40 CFR

§63.1255(e)(2)(vi)]

A list of connectors removed frons and added to the process, as described in
§63.174(1)(1) of the 40 CFR, and documentation of the integrity of the weld
for any removed connectors, as required i §63.174()) of the 40 CFR. This is
net required unless the net eredits for removed connectors is expected to be
used. [40 CFR §63.1255(g)(2)(viD)]

For equipment that Abbott elects to monitor as provided under §63.178(c) of
the 40 CFR, a list of equipment added to batch product processes since the
Tast monitoring period required in §63.178(c)(3)(i1) and (iii). This list must be.
completed for each type of equipnient within 90 calendar days, or by the next
Periodic Report, following the end of the wonitoring period for the type of
equipment monitored, whichever is later.  Also, iff Abbott elects to adjust
monitoring frequency by the time i use, as provided in §63.178(c)(3)(1i) of
the 40 CFR, records demonstrating the proportion of the time during the
calendar year the equipment is i use in a manner subject to the provisions of
section 63.1255 are required.  Examples of suitable documentation are records
of time in use for individual pieces of equipment or average time bt use for
the process upit. [40 CFR §63.1255(g)(2)(viii}]

Records of visual inspections. For visual inspections of equipment subject to the

provisions of paragraphs (c)(2)(iii) and ()(E)(iv) of section 63,1255, Abbott shall
document that the inspection was conducted and the date of the inspection, Abbott
shall maintain records as specified in paragraph (g)(4) of section 63,1255 for leaking
equipment identified in this inspection, except as provided in paragraph (g)(5) of
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section 63,1255 of the 40 CFR, These records shall be retained for 2 years. [40 CFR
§63.1255()(D)]

d, Menitoring records, I accordance with 40 CER §63.1255(g)(4), when each leak is
detected as specified in paragraph (c) of section 63.1255 of the 40 CER and § 63.164,
paragraph () of section 63,1255 and §63,169, and §63.172 and §63.174, the following
infornution shall be recorded and kept {or 5 years (at least 2 years onsite, with the
rentaining 3 years either onsite or offsite):

i The instrument and the equipmenit dentification number and the operator
narme, initials, or identification mumber, [40 CFR §63.1255(g)(4)(1)]

il. The date the leak was detected and the date of the first atteropt to repair the
leak. [40 CPR §63.1255(g)(4)(i1)]

i, The date of successful repair of the leak, [40 CFR §63.1255(p)(4)(iD]
v The maximum instrument reading measured by Method 21 of 40 CFR Part
60, Appendix A, after the leak is successfully repaired or determined to be

non-repairable, [40 CFR §63.1255()(4)(iv)]

v, *Repair delayed” and the reason for the delay if a leak is not repaired within
15 calendar days after discovery of the leak, [40 CFR §63.1255(2)(4)(v)]

(AY  Abbott may developa written procedure that ideritifies the conditions
that justify a delay of vepair. The written procedures shall be included
in a document that i maintained at the plant site. Reasons for delay
of repair may be documented by citing the releévant sections of the
written procedure. [40 CPR §63.1255(g ) (vi(A)]

(By I delay of repair was caused by depletion of stocked pares, there must
be decumentation that the spare parts were sufficiently stocked onsite
before  depletion and  the reason for depledon. [40 CEFR
$63.1255(@) V(B

v If repdirs were delayed, dates of process shutdowns that occur while the
equipment is unrepaired, [40 CFR §63.1255(2)(4)(vi)]

vil. (Ay I the altermative in § 63.174(c)(D(1) of the 40 CFR is not in use for

the monitoring period, identification, either by list, location (aren or
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viit.

grouping), or tagging of conhectors disturbed sinee the last monitoring
pertod required in §63.174(b), as described in §63174(c)(1) of thie 40
CFR. [40 CFR-§63.1255(2)(4)(vit)(A))

(B)  'The date and results of follow=up monitoring as required 411 40 CFR §
63.174(c)(1)() and (e)(2)(i). Hidentification of disturbed connectors
is made by location, then all cormectors within the designated location
shall be monitored, [40 CFR §63.1255(g)(4)(vit)}(B)]

The date and tesults of the monitoring required in § 63.178(c)3)H) for
equipment added to a batch process since the last monitoring period requived
in §63,178(c) () and (ii1) of the 40 CER. If uo leaking equipment is found
in this monitoring, Abbott shall record that the inspection was perforined.
Records of the actual monitoring results are not required. [40 CIR
§63.1255(g)(4)(viii)]

Copies of the periodic reports as specified in paragraph (h)(3) of section
63,1255 of the 40 CER, if records are not maintained on 4 computerized data
base capable of genevating summary reports from the records. [40 CFR
§63.1255(8)(4)(ix)]

Records of pressure tests. According to the 40 CFR §63.1255(g)(5), the owner or

operator who elects to pressure test a process equipmient train or supply lines between
storage and processing areas to-demonstrate compliance with section 63,1255 is exempt
from the requirements of paragraphs (g)(2), (3), (4), and (6) of section 63,1255 of the
40 CER. Instead, the owner or operator shall maintain records of the following
information:

The identification of each product, or product code, produced during the
calendar year, It is not necessary to identify individual items of equipment in
the process equipinent train. [40 CER §63.1255(g)(5)(1)]

Physical tagging of the equipment to identify that it is in organic HAP service
and subject to the provisions of section 63.1255 of the 40 CFR is not required.
Fquipimeiit in a process subject to the provisions of section 63.1255 of the 40
CFR may be identified on a plant site plan, in log dntries; or by other
appropriate methods. [40 CPR §63.1255(g)(5)(ii)]
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fif. The dates of each pressure test requiréd in section 63.178(b) of the 40 CFR,
the test pressure, and the pressire drop observed during the test. [40 CFR
§63.1255(g)(5)(i1)]

iv. Records of any visible, audible, ot olfactory evidence of fluid loss, [40 CER
§63.1255(g)(5)(iv)]

v, According to §63.1255(2)(5)(v) of the 40 CFR, when a process equipment train

does ot pass two consecutive pressure fests, the following information shall
bie recovded in a Jog and kept for 2 years:

(A)  The date of each pressure test and the date of each leak repair attempt.
[40 CFR §63.1255(2)(5)(v)(A)]

(B)  Repair methods applied in each attempt to repair the legk, [40 CFR
§63.1255(2)(5)(v)(B)]

{Cy  The reason for the delay of repair. [40 CFR §63.1255()(5)(v)(Cy]
(I} The expected date for delivery of the replacement equipment and the
actual date of delivery of the replacement equipment. [40 CFR.

§63.1256()(5)(v)(D)]

(Ey  Thedate of successful repair, [40 CFR §63.1255(2)(5)(v)(E)]

f. Records. of compressor and relief device compliance tests. According to 40 CER
§63.1255(g)(6), the dates and results of each compliance test required for compressors
subject to the provisions in section 63.164(1) of the 40 CFR and the dates and results
of the monitoring following a pressure release for each pressure relief device subject
to the provigions I sections 63.165(2) and (1) of the 40 CFR. The results shall include:

L The background level measured during each complisnee test. [40 CFR
§63.1255(g3(6)(1)]

i The maximum instrument reading measured at each piece of equipment
during each compliance test, [40 CFR §63.1255(g)(6)(D)]

g Records for closed-vent systems. According to 40 CPR §63.1255%p)(7), Abbiott shall
miaintain records of the information specified in paragraphs (g)(7)(1) through (ifi) of
section 63.1255 of the 40 CFR for closed-vent systems and control devices subject to
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the provisions of paragraph (b)(4)(ii) of section 63.1255 of the 40 CFR. The records
specified in paragraph (g)(7)(1) of section 63.1255 of the 40 CFR shall be retained for
the life of the equipment. The records specified in pavagraphs (g)(7)(ii) and (g)(7)(ii)
of section 63,1255 of the 40 CFR shall be retained for 2 years.

i. The design specifications and  performance demotistrations specified in
paragraphs (g)(7)A)A) through ()X 7))D) of section 63.1255 of the 40 CFR,
mentioned below:

(Ay  Detailed schematics, design specifications of the control device, and
piping and nsteumentation diagrams. (40 CER §63.1255(g)(7)(A)]

(B)  The dates and descriptions of any changes in the design specilications.
[40 CFR §63.1255(g)(M{B)]

(Cy  The flave design (Le., steam assisted, air assisted, or non-assisted) and
the results of the compliance demonstration required by §63.11(b} of
the 40 CER. (40 CER §63.1255(2)(TH(C)]

(D) A description of the paramcter or parameters monitored, as required
in paragraph (b)(4)(i1) of section 63.1255, toensure that control devices
are operated and maintained in conformance with their design and an
explanation of why that parameter (or parameters) was selected for
the monitoting. [40 CFR §63,1255(g)(7(D)]

ii. Records of operation of closed-vent systems and control devices. [40 CFR
§63.1255(g)(N(ii)]

(Ay  Dates and durations when the closed-vent systems and control devices
required i1 paragraph (¢) of §63.1255 and §63.164 through §63.166 are
not operated as designed as indicated by the monitored parameters,
inchuding periods when a flace pilot light systemn does not have a flame.
[40 CER §63.1255(2) (D) AY]

By  Dates and durations during which the wmonitoring system or
monitoring device is inoperative, [40 CER §63.1255(e(My(iH{B)]

(C)  Dates and durations of startups and shutdowns of control devices
tequired in paragraph (€)X7) of section 63.1255 and sections 63.164
througl 63.166 of the 40 CER. [40 CFR §63.1255(g)}7()(CY]
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il Records of inspections of closed~vent systems subjest to the provisions of
§63,172 of the 40 CFR. [40 CFR §63.1255(2)(7)(iil)]

(Ay  For each inspection condicted in accordance with the provisions of
section 631720001y or (D(2) of the 40 CFR during which no leaks were
detected, a record that the inspection was performed, the date of the
ingpection, and o statement that no leaks were detected. [40 CFR
§63.1255(2) (DAY

(B)  For each inspection conducted in accordance with the provisions of
section 63.172(0(1) or (H(2) of the 40 CFR during which leaks were
detected, the information specified in paragraph (@)(4) of section
63.1255 of the 40 CFR shall be recorded, [40 CFR §63.1255(2)( DY B

Records for components in heavy liquid service, ~Information, data, and analysis used
to determine that a piece of squipment or process s in heavy liquid service shall be
recorded.  Such a determination shall include an amalysis or demonstration that the
process fluids do not meet the criteria of “in light liquid or gas service.” Exumples of
information that could document this include; but are not limited to, records of
chemicals purchased for the process, analyses of process stream composition,
engineering caloulations, or provess knowledge. [40 CER §63.1255(g)(8)]

Records of exempt componerits, Identification, either by list, location (ares or group)

of equipment in organic HAP service less than 300 hours per year subject to the
provisions of section 63.1255 of the 40 CFR,.[40 CFR §63.1255(a)(9)]

Records of alternative means of compliance determination.  In accordance with 40
CIR §63.1255()(10), owners and operators choosing to comply with the requirements
of §63.179 shall maintain the following records;

. Identification of the process(es) and the organic HAP they handle, [40 CFR
§63.1255()(10)(H)]

il A schemuatic of the process, enclosure, and closed-vent system. [40 CER
$63.1255(2)(10)(i1)]

il Adescription of the systerm used to-create ¢ pegative pressure in the enclosure
to ensure that all emissions are routed to the control device, [40 CFR
§63,1255(g)(10) (i)
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22 Reporting Requirements, [40 CFR §63.1255(1))

a Accerding to 40 CFR §63.1255(h)(1), cach owner or operator of a source subject to
section 62.1255 shall subimit the reports listed in paragrapbs (hy(D)({) through (i) of
section 03.1255 of the 40 CFR. [40 CFR §63.1255()(1)]

i A Neotification of Complinnce Status Report described in paragraph (h)(2) of
section 63.1255 of the 40 CFR. [40 CFR §63.1255(h)(D(i)]

i Periodic reports described in paragraph (lh)(3) of section 63.1255 of the 40 CFR.
[40 CFR $63.1255(h)(1)(ii)]

b, Motification of Compliance Status Report. According to 40 CFR §63.1255(b)(2), each
owner or operator of a source subject section 63.1255 shall submit the nformation
specified in paragraphs (W)(2)(1) through (i) of this section in the Netification of

Compliance Status Report described in section 63.1260(f) 40 CFR.

i The notification shall provide the information listed in pacagraphs ()(2)(I(A)
through (C) of this section 631255 for ecach process subject to the
requirements of paragraphs (b) through (g) of 40 CFR section 63.1255 of the
40 CFR,

(A)  Process group identification. [40 CFR §63.1255(1)(2)(1)(A)]

(By  Number of each equipment type (e.g., valves, pumps) in organic HAP
service, excluding equipment in  vacuum  service, [40 CER
§63.1255)(DH(H(BY]

(C)y  Method of compliance with the standard (for example, “montlily leak
detection and repair™ or “equipped with dual mechanical seals™). [40
CFR §63.1255¢(l)(2)(1C)]

il The notification shall provide the information listed in  paragraphs
((2)INA)Y and (B) of section 63,1255 for each process subject to the
requirements of paragraph ©)YE)(Iv) of section 63,1255 and 63.178(b) of the
40 CFR. [40 CFR $63.1255(h)(2)(i1)]

(A) Products or product codes subject to the provisions of section 63,1255
of the 40 CFR, and [40 CER §63.1255(L)(2)(1i)(A))
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(B)  Planned schedule for pressure testing when squipment is configured
for production of products subject to the provisions of section 631255
of the 40 CFR. [40 CFR §63.1255(0(2)(GH)(B)]
i, The notification shall provide the information listed in paragraphs
(W 2)GINAY and (B) of section 63.1255 of the 40 CFR for each process subject
to the requirements in 63.179 of the 40 CFR. [40 CFR §63.1255(h)(2)(1i)]

(A)y  Process identification. [40 CFR §63.1255(h}(2)GIHAY)

(By A description of the system used to create 4 negative pressure in the
enclosure and the control device nsed to comply with the requirements
of ‘paragraph. (DY) of section 631255 of the 40 CFR. [40 CFR
§63. 1255 2)EI)]

iv. Any change in the information submitted under paragraph (h) of 40 CFR
§63:1255 shall be provided to the Board and EPA as part of the periodic reports
thereafter.

v, section 63.9(3) shall not apply to the Notification of Compliance Status report

described In this paragraph (1)(2) of 40 CFR Section 631255,

Periodic reports, According to the 40 CER §63.1255(h)(3), the owner or operator of a
sovrce subject to section 63.1255 of the 40 CFR shall submit Periodie Reports,

i A report containing the information in paragraphs (hy(3)(ii), (i), and (iv) of
40 CFR Sectior 63,1255 shall be submitted seraiannually, The first report shall
be submitted no later than 240 days after the Notification of Compliance
Status Report is due and shall cover the 6-month period beginning on the date
the Notification of Compliance Status Report is due. Each subsequent report
shall cover the G-month period following the preceding period. Abbott shiall
submit the réeports on May 15 and November 15 of each year. [40 CFR
§63.1255(h(H)]

il Por equipment complying with the provisions of paragraphs (b) through (g}
of section 63.1255, except paragraph (B(D(iv) of §63.1255 and §63.179, the
sumimary infornation listed in paragraphs (W)G)INA) through (L) of section
631255 of the 40 CFR for eacl monitoring perfod during the 6-month period.
[40 CFR §63.1255()(3)(i1)]
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(A)

(B

)

(L)

(E)

(H)

(B

The mumber of valves for which leaks were detected as described in
paragraph (e)(3) of section 63.1255 of the 40 CFR, the percent leakers,
and  the total number of valves monitored; [40  CFR
§63.1255(k)(3)(HYAY]

The number of valves for which leaks were not repaired as tequired in
paragraph (e)}(7) of section 63.1255 of the 40 CFR, identifying the
number of those that ave determined non-repairable; [40 CER
§63.1255(h)(HGD(B)]

Separately, the number of punps and agitators for whicl leaks were
detected as described in paragraph (€)(2) of section 63.1255 of the 40
CFR, the total number of pumps and agitators monitored, and, for
pumps, the percent leakers; [40 CFR §63.1255(h)(3)Gi)(C)]

Separately, the number of pumps and agitators for which leaks were
not repaired as required in paragraph (¢)(3) of §62.1255; [40 CFR
§63.1255(h)(BnIN]

The numiber of compressors for which Jeaks were detected as described
in §63.164(); [40 CFR §63.1255()(3) (i) E)]

The number of compressors for which leaks were not repaired as
required in §63.164(g) of the 40 CER; [40 CFR §63.1255(h)(3)(i1 ()]

The pumber of connectors for which leaks were detected as described
in §63.174(a) of the 40 CER, the percent of connectors leaking, and the
total number of connectors monitored. [40 CFR §63.1255()3)(HXG)]

The number of comnectors for which leaks were not repaired as
required in §63.174(d) of the 40 CEFR, identifying the number of those
that are determined nonrepairable; [40 CER §63.1255(0)3)(i1H(H)]

The facts that explain any delay of vepairs and, where appropriate,

why a process shutdown was technically infeasible. [40 CFR

§63.1255()(3HUND)]
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i

iv.

4);

(K3

Ly

The results of all monitoring ro show compliance with sections
63.164(1), 63.165(4), and 63.172() of the 40 CFR conducted within the
serniannual reporting period. [40 CFR §63.1255(hy(3)G( D]

If applicable, the initiation of a monthly monitoring program under
either paragraph (€)(4)(1) or paragraph (e)(4)(i) of section 63,1255 of
the 40 CFR. [40 CFR §63.1255(h)(3)(H(K)]

I applicable, notification of a change in connector monitoring
alternatives as described in §63.174(c)(1) of the 40 CFR. [40 CFR
86312553

For owners or operators electing to meet the requirements of §63.178(b), the
report shall include the information listed in paragraphs (W)(3E(A) through
(E) of section 631255 of the 40 CFR for each process. [40 CFR
§63.1255(h)(3)iN

A

(3

©

(5

Product process  equipmient  tain identification; [40 CFR
§63 12550 (NIAY]

The number of  pressure  tests  conducted; [40  CER
§63.1255(1)(3)(1i)(B)]

The number of pressure tests where the equipment train failed either
the retest or two consecutive pressure tests; [40 CPFR
§63.1255()(33(HHCY]

The facts that explain any delay of repairs; and [40 CER
§63.1255() ) EHHD]

The results of all monitoring to determine compliance with §63.172(0)
of Subpart H of the 40 CFR. [40 CFR §63.1255(h)(3)(1)(EY]

Any revisions to items reported in earlier Notification of Compliance Status
report, if the method of corpliance has changed since the last report. [40 CFR
8§63.1255(h)(3)(1v)]
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Standards: Wastewater — 40 CFR §63,1256

23,

Currently Abbott has not affected wastewater by 40 CFR Part 63 Subpart GGG at the [acility,
Should Abbott have affected wastewater, it shall coniply with 40 CFR §63.1256.

Test Methods and Compliance Procedures, [40 CFR §63.1257]

74,

serteral: Except as specified in paragraph (0)(5) of section 63,1257 of the 40 CFR, the
pmc,\. dures specified in paragrapls (¢), (d), (¢}, aud () of section 63.1257 are required to
demonstrate initial compliance with standards for storage tanks, process vents, equipment
leaks and wastewater. The provisions in paragraplhs (a)(2) and (3) of section 63.1257 apply to
performance tests that are specified in paragraphs (¢), (d), and (e) of section 63.1257 of the
40 CFR. The provisions in paragraph (2)(5) of section 631257 of the 40 CFR are vsed to
demonstrate initial compliance with the alternative standards specified in sections 63.1253(d)
and 63.1254(c) of the 40 CFR. The provisions in paragraph (a)(6) of §63.1257 are used to
comply with the outlet concentration requirements specified in sections 63.1253(c),
063:12540)(2)(1), and (a)(BFDN(E), 63.1254(b)(), and 63.1256(h)(2) of the 40 CFR. Performance
tests shall be conducted under such conditions representative of performance of the affected
soutee for the period being tested. Upon request, the owner or operator shall make available
to theé Administrator such records as may be necessary to determine the conditions of
perforimance tests,

a Design evaluation. - To demonstrate that a control device meets the required control
efficiency, a design evaluation must address the composition and organic HAP
concentration of the vent streany entering the control device. A design evaluation also
must address other vent stream characteristics and control device operating
parameters as specified in any one of paragraphs (a)(1)(1) through (vij of section
63.1257 of the 40 CFR, depending on the type of control device that is used. If the
vent stream is not the only inlet to the control device, the efficiency demonstration
also must consider all other vapors, gases, and liquids, other than fuels, received by
the control device, [40 CFR §63.1257(a)(1)]

wethods, ~ When testing ts conducted to measure emissions from an affected source, the
test met hods specified in paragraphs (b)(1) through (10) of section 63.1257 of the 40 CFR
shall be used, in conipliance with section §63.1257 of the 40 CFR,

$. — The owner or operatorof an affected storage
initial cgmphame with section 63.1253(b) or (¢), as applicable, by

t'mk shall demonstr:

fulfilling the requirements of paragraph (e)(D,or (©)(2), of ()(3) of 63.1257 of the 40 CFR.
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27, Initial compliance with process vent provisions. — According to section 63.1257(d) of the 40
CFR, Abbott shall comply with the process vent standards in §63.1254 demonstrating
compliance using the procedures described in paragraphs (d)(1) through (4) of 63.1257.

Monitoring Reguirements. [40 CFR §63.1258]

28. Abbott shall provide evidence of continued compliance with the standard as specified under
section 63.1258 of 40 CFR. Monitoring requirements are summarized below:

a. Abbott shall comply with the monitoring requirements included in the following table:

Monitoring | Averaging | Requirements for the

Equipment Parameter Value . L .
qmp Frequency Period indicators or monitors

Bypass lines | Valve position Closed/Open Monthly N/A N/A

Thermal Temperature of the | Greater than or | Continuous | Daily The temperature
Oxidizer combustion chamber, | equal to 1,800°F { (every 15 monitoring device must
§63.1258 (b)(1)(vii) of minutes) be accurate to within
40 CFR +0.75% percent of the
temperature measured in
degrees Celsius or 2.5
°C, whichever is greater.

5 Must  be  calibrated
annually

Enclosed Temperature of the | 1,600 °F Continuous | Daily The temperature
Flare combustion chamber (every 15 monitoring device must
(EFVCD) minutes) be accurate to within
+0.75% percent of the
temperature measured in
degrees Celsius or #2.5
°C, whichever is greater.

Must  be  calibrated
annually
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Equipmeit Parameter Value Mmﬁtori‘ng Ave:ra:ging ;Iegﬁkmnents for‘ the
Frequency Period indicators or monitors
Gas Scrubber | Flow rate  of the | 15 gpm Continuous | Daily The menitoring  device
solution, 40 CFR {every 15 must be aceurate within
§63.1258 (YD) 1intes) +10 percent of the design
serubber liquid flowrate,
[40CFR §63.1258
BIDEEB)]
Shall  be  calibrated
annually.  [40 CEFR
§63.1258(b)(1)(EC)]
pH, 40 CFR §63.1258 | 29.0 Continuous | Daily Shall  be  calibrated
by (1) (i) B (Every -1- annually [40CFR
hour) §63.1258(L)( 1O
Closed Vent | Visual  inspection, | N/A Monthly N/A N/A
Systens §63.1258 (b)(1)(xi) of
40 CFR
b, The monitoring of the control equipment’s operating parameters shall take place

during the periods by which the device is working to achieve the removal of HAPs
required by Subpart GGG,

C. Tewperature gauges and flow ameters used to comply with the monitoring
requirements of this permit shall be calibrated aniwally, as required by sections
63.1258(b)(1)(i)(C)y and 63.1258b)(D(vil)(B) of the 40 CFR, or more frequently, as
required by the EQB. Abbott shall prepare and maintain a log of the date, thme and
results of the calibrations available for inspection by technical personnel of the Board.

d. Abbott shall perform monthly visual ispections of each closed vent system as
specified in Section 63.1252(b) of 40 CFR. [40 CFR §63.1258M)(D(xiy).

e A daily average (24-hour) average shall be calculated as the average of all values for a
monitored paraimeter level set according to the procedures in (b)(2)(iii) of the 40 CFR
recorded during the operating day or block. [40 CER 63.125&(b)(2)(1)]

Pection 63.1258 (LY(1)(i) of 40 CFR states that the pH should be menitored at least once daily. However,
peemit PFE-09-0193-0057-1-11-C requires that the pH is monitored every hour
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‘ii

Monitoring values taken during perieds n which the control devices are ot
functioning fn controlling ernissions, as indicated by periods of no flow, shall not be
comsidered in the averages. Where flow to the device could be intermittent, the owner
or-operator shall install; calibrate and operate a flow indicator at the inlet or cutlet of
the control device to idenitify perieds of no flow. [40 CFR §63.1258(b)(23(1i1)]

Abbotr shall muaintain a record where no-flow periods are identified, which will be

available for review by the technical personnel of the Board.

Instead of monitoring the HC concentration using a CEM to monitor halogenated
vent stream that are controlled by a combustion equipment followed by 4 scrubber,
Abbott shall moenitor serubber operating parameters a5 specified in the previous table
included under this condition that demonstrate the HC emissions are rediced by at
least 95% by weight, in compliance with §63.1258)(5)(I)C) of the 40 CFR.

eedances of operating parameters - According to section 63.1258(b)(6) of 40 CFR,
air-exceedance of an operating parameter is defined s one of the following:

i. If the parameter, averaged over an operating day or block, is below a minimum:
value established during the initial compliance demonstration. [40 CFR
§63,1258(b)(6)(10]

ik, If the parameter, averaged over an operating day or block, is above the
maximun value established during the initial compliance dethonstration: [40
CFR §63.1258(b)(6)(D)]

iif, Each loss-of all pilot flames for flares. [40 CFR 63.1258(b)Y(6)(1i1)]

siong ~ According to section 63.1258(b)(7) of 40 CFR, excursions are defined by

either of the two cases mentioned below:

i When the period of control device operation is 4 hours or greater in an
operating day and monitoring data are insufTicient to constitute o valid hour
of data, as defined in paragraph (B)(7)(Ji) of §63.1258; for avleast 75 percent
of the operating hours.[40 CFR §63.1258(b)(7)(1)]

i. When the period of control device operation {s liegs than 4 hours in an operating
day and more than one of the howrs during the period of operation does not
constitute a valid hour of data due to insufficient monitoring data[40 CER
§63:1258(b) (7))
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PFE

29,

30.

il Monitoring data are insufficient to constitute a valid hour of dats, as used in
paragraphs (WY1 and (i) of section 631258, if measured values are
unavailable for any of the rvequired 15-minute periods within the hour. [40
CFR §63.1258(b)(7¥(ii))

Violations - Exceedances of parameters monitored according to the provisious of

paragraphs (b)(D(1D), (iv) through (ix), and (b)(5)(ADH(A) and (B) of 40 CFR section

63.1258, or excursions as defined by paragraphs (O)(7)D) through (i) of 40 CER
section 63,1258 coustitute viclations of the operating limit according to paragraphs
(b)B)Y(D), (iD), and (iv) of 40 CFR section 63.1258. Exceedances of the temperature
limit monitored according to the provisions of paragraph (b)(1)(iii) of 40 CFR section
63.1258 constitute violations of the emission limit according to paragraphs. (6)(8)(1),
(il), and (3v) of 40 CFR section 63.1258. [40 CFR §63.1258(b)(8)}

L Except as provided in paragraph (b)(8)(1v) of section 63.1258, forepisodes that
oceur niore than once per day, exceedances. of established parameter [imits or
excursions will result in no more than one violation per day of operation for
each monitored item of equipment used in the process. [40 CFR §63.1258 (b)

(8) ()]

fox ((»11{103 devices used for more than one process in ﬂw course of an
operating day, exceedances or excursions will result iy no were than one
violation per operating day, per control device, for eich process for which the
control device is in service. [40 CFR §63.1258(b)(8)(D)]

Monitoring for equipment leaks ~ According to 63.1258(d) of 40 CFR, for equipment Jeaks,

Abbott shall meet the monitoring requirements described in section 63.1255 of the 40 CFR.

Leak inspection provisions for vapor suppression equipinent, 40 CFR §63.1258(h) - Except as

provided in paragraph (1)(9) and (10) of §63.1258, for each vapor collection system, closed-
vent system, {ixed roof, cover, or enclosure required to comply with §63.1258 of the 40 CFR,
the owner or operator shall comply with the requirements of paragraphs (h)(2) through (8)
of section 63.1258(h) of the 40 CFR, described below: [40 CFR §63.1258()(1)]

Except as provided in pavagraphs (h)(6) and (7) of section 63.1258, each vapor
collection system and closed-vent systemr shall be inspected according to the
procedures and schedule specified in paragraphs (W(2)(0) and (i) of this section and
each fixed roof, cover, and enclosure shall be inspected according to the procedures
and schedule specified in §63.1258(L)(2)(11) of the 40 CFR. [40 CFR §63.1258(h)(2)]
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iil,

i,

Aceording to §63.1258 (hy(2)(1) of 40 CFR, if the vapor collection system or

closed=vent system s constructed of hard piping, Abbott shall:

(Ay  Conduct an initial inspection according to the procedures in 40 CER
863.1258(h)(3y [ §63.1258(M(2)HHA) ]

By  Conduct annual visual inspections for visible, audible, or olfactory

indications of leaks. [40 CFR §63.1258(hy(2)()(B)]

Each vapor collection system and closedrvent systems shall be inspected
according to the requirements of §63.1258(13(3) del 40 CFR,

Leaks, as indicated by an instrument reading greater-than 500 parts per million
abave background or by visual ingpections, shall be repaired 4s soon as
practicable, except as provided in of §63.1258(h)(5) del 40 CPFR. [40 CFR
§63.1258(h5(4)]

(Ay A first atternpt at repair shall be made no later thao 5 calendar days
after the leak is detected. [40 CFR §63.1258(h)(4)(1)]

(1) Repair shall be completed no later than 15 calendar days after the leak
is detected, except as provided in §63.1258(y(4En. 40 CFR
§63.1258M)(4)(1)]

(C)y  For leaks found in wvapor collection systems used for transfer
operations, repairs shall be completed no later than 15 calsndar days
after the leak is detected or at the beginning of the next transfer
loading operation, whichever is later. [40 CEFR §63.1258(h)(4)(iii}]

Delay in repair a vapor collection system, closed-vent system, fixed roof,
cover, or enclosure for which leaks have been detected is allowed if’ the repair
is technically infeasible without a shutdowny as defined in §63.1251 or if Abbott
determines that emissions resulting from inimediate repair would be greater
than the fugitive emissions that would result from a delay in répair. The
repair of such equipment shall be completed by the end of next shutdown.
[40 CFR §63.1258(h)(5)]

Any part of a vapor collection system, closed-vent system, fixed roof, cover,
or enclosure that are designated as described in (h)(8) of section 63,1258 of the
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vi,

40 CFR, as unsafe to inspect are exenipt from the inspection requirements of
paragraphs (I)(2)(A), (i) or (i) of section 631258 if they meet the
requiremnents of paragraphs (h)(0)(1) and (i) of section 63.1258 of the 40 CFR.
[40 CFR §63.1258(11)(6)]

Any parts of & vapor collection systens, ¢losed-vent system, fixed roof, cover,
or enclosure that are designated, as described in (h)(8) of section 63.1258 of
the 40 CFR, as difficult to lnspect are exempt from the inspection
requirernents of paragraphs ((2)(@), (il) or (iii) of section 63.1258 i they meet
the requitements of paragraphs (h)(7)(1) aud (i) of section 63.1258 of the 40
CFR. [40 CFR §63.1258(h)(7))

Records shall be maintained as specified in §63.1259()(4) through (9). [40 CFR
§63.1258(11)(8)]

If a closed-vent system subject to §63.1258 is also subject to the equipment
leak provisions of section 63.1255 as described in (h)(8) of section 63.1258 of
the 40 CER,, the owner or operator shall comply with the provisions of
§63.1255 and is exemipt from the requirements of §63.1258 of the 40 CFR. [40

CFR §63.1258(h)(9)]

Recordkeeping requireinents. [40 CFR §63.1259]

44,

According to section 63.1259(a) of the 40 CFR, Abbott shall comply with the recordkeeping
requirenients in Subpart A of 40 CFR Part 63 as specified i1 Table 1 of Subpart GGG and in

paragraphs (2)(1) through (5) of section 63,1259 of the 40 CFR.
4. Data retention - Abbott shall keep copies-of all records and reports required by subpart

B,

GGG for at least 5 years, as specified in §63.10(L)(1). [40 CER §63.1259¢a)(1)]

Malfunction records - Abbott shall maintatn records of the océurrence and duration

of each malfunction ol operation (L.e;, process equipmernt), air pollution control
equipment, or monitoring equipment, Abbott shall maintain records of actions taken
during periods of malfunction to quinimize emissions in accordance  with

§63.1250(g)(3), including corrective actionts to restore malfunctioning process and air

pollution control and monitoring equipment. to its normal or usual nianner of
operation. [40 CFR 63.1259(0)(3)]
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€ Recordkeeping requitements for sor ith. continuous moenitoring systems —

d.

46.

Abbott shall malntain records specified in § 63.10(c)(1) through (14) for the
continuous monitoring systems. [40 CIR §63.1259(a)(4)]

Application {or approval of construction or reconstruction ~ For new affected sources,
Abbaott shall comply with Rule 203 of the RCAP and the provisions in §63.5 regarding
construction  and  reconstruction, excluding the provisions specified in
§63.5(AGHD, @)(2), and (D)) of the 40 CFR,

Records of equipment operation — According to section 63.1259(0) of the 40 CFR,

Abbett must keep the following records up-to-date and readily aceessible:

4. Bacht measurement of a control device operating parameter monitored in
accordance with §63,1258 of the 40 CFR and each measurement of 4 freatment
process parameter monitored in accordance with: §63.1258(g)(2) and (3. {40
CFR §63.1259(65(1)]

b Por each continuous monitoring system wsed to comply with this subpart,
records docimenting the completion of calibration checks and maintenance of
continuous monitoring systems. [40 CFR §63.1259(b)3)]

c, A schedule or log of each operating scenario updated daily of, at & mininmum,
each thme a different operating scenario is put inte operation. [40 CFR
§63.1259(B)(8)]

d. Description of worst-case operating conditions as required in §63.1257(b)(8)
[40 CFR §63.1259(b)(9}]

& }"erioﬁs of planned routine malntenance as described in §631252(0) and
§63.1257(c)(5). [40 CER §63.1259(b)(10)]

f. All maintenance performed on the air pollution control equipment. [40-CFR
§63.1259()(13)]

Records of operating scenarios — Abbott shall keep records of each operating scenatio
which demonstrates compliance with subpart GGG of part 63 of the 40 CFR, [40 CFR
§63.1259(c)y]
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47.

48,

49,

50.

wy
ok

Records of equipment leak detection and repair programs — Abbott shall fimplement
the recordkeeping requirements in section 631255 of subpart GGG of part 63 of the
40 CFR. [40 CFR §63.1259(d)]

Records of delay of repait ~ Docuumentation of a decision to use a delay of tepair due
to unavailability of parts, as specified in §63.1256(1), shall include a description of the
failure, the reason additional time was vecessary (fncludiig a statement of why
replacensent parts were not kept onsite and when delivery from the manufacturer is
scheduled), and the date when the repair was completed. [40 CFR §63.1259(6)]

Record of wastewater stream or residual transfer ~ Abbott shall keep a record of the
notice sent to the freatiient operator when transferring an altected wastewater stream
or residual removed {tour an affected wastewater streain in sccordance with
§63.1256(a)(5). The notice shall state that the wastewater streany or tesidual contains
organic HAP which are required to be managed and treated in accordance with the
provisions of Subpart GGG. [40 CFR §63.1259(g)]

Records of extensions ~ Abbott shall keep documentation of a decision to use an
extension, as specified in §63.1256(bY6)(I) or (B)9) of the 40 CFR, in a readily
accessible locadon, The documentation shall include a description of the failure,
documentation that alternate storage capacity is unavailable, and specification of a
schedule of actions that will ensure that the control equipment will be repaired and
the tank will be emptied as soon as practical. [40 CFR §63.1259(h)]

Records of inspections = Abbott shall keep applicable records specified in paragraphs
(1) through (9) of section 63.1259 of the 40 CER:

a. A record that each waste management unit inspection required by §63.1256(b)
through (£) of the 40 CFR was performed. [40 CER §63.1259(1)(1))

b, A record that each ingpection for control devices required by §63.1256(h) was
performed. [40 CFR §63.1259(1)(2)]

c. Records identifying all parts of the vapor collection system, closed-vent
systeny, fixed roof, cover, or enclosure that are designated as unsafe to inspect
in accordance with §63.1258(h)(6) of the 40 CFR, an explanation of why the
equipmient is uisafe to inspect, and the-plan for inspecting the equipient. [40
CFR §63.1259¢1)(4)]
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d. Records identifying all parts of the vapor collection system, closed-vent
systemn, fixed roof, cover, or enclosure that are desipnated as difficule to
isispeat in accordance with §63.1258(M)(7y of the 40 CER, an explanation of
why the equipment is difficult to inspect; and the plan for inspecting the
equipment. [40 CFR §63.1258(h)(7)]

e For each vapor collection system or closed-vent system that containg bypass
lines that could divert a4 vent stream away front the contrel device and to the
atmosphere, Abbott shall keep a hourly recerds of whether the flow indicator
specified nider §631252(B)(1) was operating and whether a diversion was
detected at any time during the hour, as well 98 records of the times and
durations of all periods when the vent stream is diverted froms the control
device ot the flow indicator is not operating, [40 CEFR §63.12590)(6)(1)]

f. For each inspection conducted in accordance with § 63.1258(10(2) and (3)
during which a leak 1§ detected, a record of the informuation specified i

paragraphs (705 through (%) of §63.1259 of the 40 CFR:

i Identification of the leaking equipment, [40 CFR §63.1259()(7N ()]

ii. The instrument identification mimbers and operator namé or initials,
if the lesk was detected using the procedures deseribed in

§63.1258(1)(3); or a record that the leak was detected by sensory
observations. [40 CFR §63.1259((7)(iD)]

Hii. The date the leak was defected and the date of the first attempt to
repair the leak. [40 CER §63:1259(1)(7)(iii)]

iv. Maximum instrument veading measured by the method specified in
§63,1258(h)(4) after the leak is successfully repaived or determined to
be non-repairable. (40 CER §63.1259(5(7)(1v)]

'3 “Repair delayed” and the reason for the delay if a leak s not repaired
within 15 calendar days after discovery of the leak. [40 CFR
§63.1259()(TH(v)]

i The name, initials, or other form of identification of the owner or
operator (or designee) whose decision it was that repair could not be
effected without a shutdown. [40 CFR §63,1259((T)(vi)]
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vii.  The expected date of successful repair of the leak if a leak is not
repaired within 15 ¢alendar days. [40 CFR §63.1259(1)(7y(vii)]

vill.  Dates of shutdowns that occur while the equipment is unrepairved. {40
CPR §63.1259()(T)(viii)]

iX. The date of successful repair of the leak. [40 CFR §63.1259(H)(7)(ix)]

For each inspection conducted i accordance with §63.1258(h)(3) during
which 1o leaks are detected, a record that the inspection was performed, the
date of the inspection, and a statement that 1o leaks were detected. [40 CFR
§63.1259(1)(8)]

For each wvisual inspection conducted in accordance with 40 CFR
§63.1258(h)(2)(1H(I3) or (M 2)(HDH(B) of the 40 CFR during which no leaks are
detected, a record that the inspection was performed, the date of the
iuspection, and a statement that o leaks were detected. [40 CFR
§62.1259( 0N

Reporting requirements (40 CER §63.1260]

53.

52,

Abbott shall coniply with the reporting requireients of paragraphs (b) through (1)
of 40 CFR §63.1260. Applicable reporting requirements of sections 63.9 and 63.10 of
the 40 CFR are also summarized in Table 1 of Subpart GGG. [40 CFR §63.1260(a)]

Periodic reports ~ Abbott shall prepare Perlodic reports in accordance with paragraphs

()1 and (2) of §63.1260 and submit them to the Board. [40 CFR §63.1260(g)]

4.

Submittal schedule - Except as provided in paragraphs ()10, Gi), and (i)
of section 63.1260 of the 40 CER, Abbott shall submit periodic reports
sergiannually. The first report shall be subinitted no later than 240 days after
the Naotification of Compliance Status is due and shall cover the G-month
period beghming on the date the Notification of Compliance Status is due.
Each subsequent Periodic report shall cover the 6-month period following the
preceding period. [40 CFR §63.1260 () (13]

L The Administrator may determine o a case-by-case basis that more
frequent reporting is necessary to accurately assess the compliance
status of the affected source, [40 CER §63.1260@)(1H())
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Quarterly reports shall be submitted when the source experiences an
exceedance of a temperature limit nhonitored according to the
provisions of §63.1258(bY1(HD or an excesdance of the outlet
conicentration  monitored  according  to  the  provisions  of
§63.1258(b)(D(x) or (bY(5). Once anaffected source reports quarterly,
the affected source shall Tollow a quarrerly reporting format wntil 4
recuest to reduce reporting frequency is-approved. If Abbott submits
a request to reduce the [requency of reporting, the provisions in
§63. 100Xy and Gily shall appiy,, except that the phrase “excess
emissions and continuous monitoring system performarice report
and/or summary report” shall mean “Periodic report™ for the purposes
of section 63.1260 of the 40 CFR. [40 CFR §63.1260 (g)(D()]

If a new operating scenario has been operated since the last report,
quarterly reports shall be submitted, [40 CFR §63.1260(g)(1)(iiy]

Content of periodic report [40 CER §63.1260(2Y(2)] ~ Abbott shall include the

information in paragraphs (e)2)(1) through (vily of 40 CFR §63.1260, as
applicable.

54. Notitication of process change [40 CFR §63.1260(h)]

Execept ns specified in pavagraph (0)(2) of section 63.1260, whenever a process
change is made, or a chzﬁznge inany of the infermation subimitted in the
Notification’ of Compliance Stacus Report, Abbett shall submit the
information specified in paragraphs (WD) through (1v) of §63.1260 with the
next Periodic report required under paragraph () of section 63.1260. [40 CFR
§63.1260((1))

ik'

A brief description of the process change. [40 CFR §63.126000) (1))

A description of any modifications to standard procedures or quality
assurance procedures, [40 CFR §63.126000(1)(i1)]

Revigions to any of the information reported in the origingl
Notification of Compliance Status Report under paragraph () of
section 63.1260. [40 CFR §63.1260(h) (1))




ABBOTT HEALTHCARE (PUERTO RICO) LTD.
BARCELONETA, PR
PFE~TV-2833-09-1096-0011-B

PAGE 84 OF 98

57.

56,

v, Information required by the Notification of Compliance Status Report
under paragraph (f) of section 63.1260 for changes involving the
addition of processes or equipment. [40 CER §63.1260(0)(1H(iv)]

b. Abbott must submit a report 60 days before the scheduled implementation
date of either of the following: [40 CFR §63.1260(h)(2))

L Any change in the activity covered by the Pre-compliance report. [40
CFR §63.1260(h)(2)(1))

i A change in the status of a control device from small to large, [40 CFR
§63.1260()(2)(i1)]

Abbott shall submit a report of the munber, duration, and a brief description for each
type of malfunction which occurrved during the reporting period and which caused or
wiay have caused any applicable emission limitation to be exceeded. The report must
also include a description of actions taken by Abbott during a malfunction of an
affected source to minimize emissions in accordance with §63.1250(¢)(3) of the 40
CFR, including actions taken to correct a malfunction. The report shall be submitted
on the same schedule as the periodic reports required under §63.1259%g).

Reports of Leak Detection and Repair programs [40 CFR §63.1260(1)] - Abbott shall
fmplement the teporting recuirements in §63.1255 of the 40 CFR. Copies of all reports
shall be retained as records for a period of 5 years, in accordance with the requirements

of §63.10(b)(1) of the 40 CER.

Notification of Perfonmance Test and Test Plan [40 CFR §63.1260(1)] - According to
§63.1260(), Abbott shall notify the EQB of the planned date of a performance test at
least 60 days before the test in accordance with §63.7(b).  Abbott 4lso must submit
the test plan required by §63.7(c) and the emission profile required by 63.1257(0b){8)(ii)
with the notification of the performance test. The tests shall be couducted in
accordance with the requirements of Subpart GGG and in compliance with Rule 106
of the RCAP.
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Section VI~ Alternate Operating Scenarios

Under this permit, the following alternate operating scenarios are anthorized:

Al AQS1

This scenario contemplates the operation of the EFVCS as an alternate backup equipment for
the thermal oxidizer/gas scrubber system. The conditions applicable to this scenario are the

following:
Condition Varameter Value its “Test Methold Methad Recordkeeping Reports
Froqusncy Reguirerments Frequernicy.
Hossrs of Operstion 2080 honrs/yenr Revords et enchs event loghook Sevtannngl
Cipration time
EFVES Temperature. 1600 A Temperature Contionous Rewords Servdgnual
Operating SENE0P {Lvery ~1-
Parssnerers houry
Pl Ditesel 48R0 pollons/yesr | Flowmerer Continuoug Record with Sertsiarnsl
Consaription cofsurption the monthly
Limit fuel
constmption
Sulfur conteny |- Sulfur 0.4 parcenfage Fuel  supplier | Witheach fuel | Record with Serinnanial
ot the Conrent pet weight certificatinng eoipt each receipt of
fisel fuel sulfur
content
Visible Yisible 20 pereeniage Method Oace  during With each &0 days alter
Emissions Frnisstons Grminutes the first yearof resding ssely romtliog
Limit aversgs the permit dite
Weekly Serttannned
Vigible
Eitiisgions
40 CFR Part: See Secrion, yred e o e s o
63 Subypars VB of this
GG permit
L Operation Hours
a Abbott will operate an Enclosed Flane Vapor Combustor System (EFVCS) as

alternate control equipment, to control emissions of emission units BEU-1, EU-

14 and EU-18,
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b The BFVCS shall operate for a period vt greater than 2,080 hrs/year when
the thermal oxidizer/scrubber system is out of operation whether by
scheduled maintenance of the equipment or malfunction of the control device.

¢ Abbott shall msintain a record with the time of operation of equipment, and
the reasonis why the thermal oxidizer/scrubber system was hot in service, The
logs must be available at all times for inspection by the technical personnel of
the EQB.

2. Ouperating Parameter
a. Shall maintain 4 temperature of 1600°F or higher in the EFVCS, based onan

average of 24 hours Guidnight to midnight). [PFE-09-0193-0057-1-11-C]

b, The EFVCS must be equipped with a temperature senser to record the
operating temperature of the burner. [PFE-09-0193-0057-1-11-C]

e, Abbott shall maintain a record with the temperature of operation of the
burner, which must be availuble at all times for inspection by the technical
personnel of the EQB,

3, Fuel consumption

a Diesel fuel consumption of EFVCS shall be limited to 74,830 gal/year.
[Curmulative increase]

b The EFVCS must be provided with a diesel flow meter, so that fuel
conswption can be verified. The fuel flowmeters shall be calibrated every
six months,  Abbott shall maintdin the dalibration records or documents
available at all times for inspection by the technical personnel of the EQB.

4, Sulfur Content Limit in the Fuel
. The EFVCS shall use diesel fuel with a maximum sulfur content of 0.5% by
weight.
b. Abbott will keep a copy of the fuel supplier certification whenever fuel is

received i the facility. Such certification shall indicate the fuel sulfur content
to demonstrate compliance with the above condition.

¢ Abbott shall subruit a report every six meonths indicating the monthly tfuel
consuniption, the hours of operation ‘and daily fuel sulfur content in weight
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d.

Visihle

b,

€,

percent. This report shall be sent to tlie Data Validation and Mathematical
Muodeling Drivision of the Air Quality Aveaof the EQB no later than the next
15 days from the end of each period of six calendar months. A copy of this
report must be available at the facility for inspection by the technical
personnel of the POB.

Abbott must submit 2 summary with the information coutained in these
reports inn the annual compliance certification,

Fmissions Limit

Abbott shall not exceed the opacity limit of 20% for the EFVCS tna 6-minutes
average. However, according to RCAP Rule 403(A), the permittee may
discharge visible emissions with an opacity of 0% for a period no longer than
4 miimites in any consecutive 30 minutes, [RCAP Rule 403(A))

Abbott shall lire an independent opacity reader, certitied ina school endorsed
by the EPA to nwke one opacity reading on the EFVCS chimmey stack during:
the first year of the permit using Method 9 described in Appeudix A of 40
CFR Part 60, The equipment shiould be operating at the time of the apacity
reading,

Abbott shall submit to the Board at least thirty (30) days prior to the initial
apacity reading 4 copy-of the format to be used to record the veadings of visible
enissions.

Abbott shall notify in writing to the Board at least fifteen (15) days before the
initial reading vising Method 9, to afford the Bosrd the opportunity to have an
observer present, [RCAP Rule 106(D)]

Two (2) coples of the initial sampling results report using Method 9 shall be
submitted within 60 days after the tests. This report shall contain the
information required under Rule 106(E) of the RCAP.

Abbott will conduet weekly visual opacity inspections of the EFVCS during
daylight hours i the chimmey stack of the equipment using a Visible
Emissions Reader certified by a program endorsed by the EPA or the Board.
When the certified reader establishes that the opacity limit uoder RCAP Rule
403 is being exceeded, Abbott shall verify that the equipment causing the
vigible emissions is operating in accordance with the manufacturer's
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specifications and permit conditions. If the unit is not working properly, shall
take nnuediate corrective actions in order to eliminate the excess opacity and
document the steps taken to correct any deficiencies,

i Weekly visible emission tests shall be conducted in accordance with
Method 9 of 40 CFR Part 60, Appendix A, for a mininwm of 6
minutes, and inaccordance with the following requirements:

H Shall conduet weekly opuacity rveadings for at least 8
consecutive weeks, I no emissions above the established
provisions are observed, then -

(2) May take the opacity readings once every two weeks for a
period of 8 comsecutive weeks, If emissions above the
provisions of RCAP Rule 403 are observed, Abbott must revert
the frequency to weekly readings (according to subparagraph
(1) above). If emissions above the provisions of RCAP Rule
203 are not observed, then-

(3) The opacity readings may be perforined once per month, If
emissions above the provisions of RCAP Rule 403 are
observed, Abbott shall revert the frequency to weekly readings
(according to subparagraph (1) above).

(4 I the facility reverts to a weekly frequency at any time, the
frequency of tests shall progress in the same way from the
initial frequency. This-means that, upou completion of step
{1), may proceed to step (Z) and subsequently to step (3), if
emissions above the provisions of RCAP Rule 403 are not
abserved, and so forth successively.

il. All visible emissions readings shall be recorded in accordance witlh
Method 9. Shall prepare and keep a record indicating the dates and
results of the readings, such record of the readings must be available
i1 the facility at all times for Board staff to review.

i, If the unit is not in operation on the day that corrésponds to taking a
reading, or the conditions of Methiod 9 are not met, the perinittee shall
document such in the readings record, and inform it in the visible
emissions summary to be submitted to the Board with the semiamival
report required in this permit.
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{. The permitiee shall submit a summary of the visible emissions readings along
with the semitannual reports required in this permit. This report shall include
a surpmary of the results of the readings with their beginning and ending
thme, and the date when the reading of visible emissions was performed. The
report shall also include the total number of visible emission readings made in
that period for units subject to this requirement. The permittes shall retaina
copy of the visible emission readings including date and time of the reading
for at least five years, purstuant to RCAP Rule GO3CAYHGD.

I The Board reserves the right to require additional visible emissions readings
in order to demonstrate complisnce with the opacity limit.

6, Abbott must maintain and implement a Preventive Maintenance Plan for EFVCS.
Shall maintain a record of maintennnge performed on the thermal exidizer and the
serubber. This record must be kept inthe facility ac all times for Board technical staff
review or submission to the Board when required.

7. The EFVCS shall comply with the requirenients establishied under 40 CER Part 63,
Subpart GGG, ncluded in section V.B. of this permit, when controlling emission
sources subject to the requirements of this subpart.

B AOS-2

This seenario gllow the execution of pollutant emitting activities of temporary and
experimental nature typical of the phanmaceutical business development and operations such
as trial rune at existing process equipment to: validate new products, conduct pilot
manufacturing research tial runs and conduct engineering/technical assessments,  This
scenatio is subject to the following conditions:

i, The operation of this scenario does not authorize construction or medification, as
detined under Rule 102 of the RCAP, without first obtaining a construction permit
under Rule 203 of the RCAP.

2. Activities under this operating scenario will be subject to-the same reguirements
applicable to emission unit BU-1. The operation under this alternate scenario is
unianthorized if it is subject to new applicable requirenients net included in the
ernission unit BU-1, For such changes, shall comply with the requirements established
unicler Rule 607 of the RCAP,




ABBOTT HEALTHCARE (PUERTO RICO) LTD.

BARCELONETA, PR
PFE-TV-2833-09-1096-0011-B
PAGE 90 OF 98

3 Activities wnder this alternate scenario will be temporary in nature (period 1ot
exceeding two years) and shall use the existing equipment corresponding to the

emission unit FU-1,

4, Shall maintain records indicating the nature of the activities carried out under this

alternate operation scenario, smount and type of pollutants emitted, and the
equipment used. The logs must be available at all times for inspection by the technical

personnel of the EQB.

C. According to Rule 603(a)(10) of the RCAP, the perniittee shall, contemiporaneously with
making a change from one scenario to another, keep a record of the scenario under which it

is operating. The record shall be kept at the facility at all times.

Section VII - Insignificant Emission Units

L Abbott pravided the following list of insignificant activities for a better understanding of its
operations and cquipment layout. Since there is no requirenient to update this list, activities
may have changed since the time it was submitted, however Abbott shall include the list of
insignificant activities that are exempted because of size or production rate. The following
activities are considered insignificant i Abbott meets the descriptions below.

Ermission Unit Identification

» Capacity Description (Exemption basis)
';})ec'l'mic:al Support Lab N/A Appendix B of the: RCAP

Diesel Tank 2,250 gal. Appendix B.3:xi of the RCAP

Propaiie Tank 500 gal Appendix B.Z of the RCAP

EU-25 Guide Wires Manufacturing | N/A Appendix B2 of the RCAP (VOC

Eaissions: 0.36 ton/year, according to

PFE-09-0607-0644-1-C, June 10, 2009)

Section VIII - Permit Shield

A, In accordance with RCAP Rule 603(D), compliance with perinit conditions shall be deemed as
compliance with any requirement applicable at the date of issuance, provided that this
requirement is included and specifically identified i the permitc Similirly, it is considered in
compliance with any requireinent specifically identified as "Not Applicable” in the permit.
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B. Non-Applicable Requirements

Non-Applicable Requirement

Regulation

Fundarment/Basis

Chemicdl Accident Prevention
Provisions

40 CFR Part 68

Mot applicable since it does not store
any substances regulated by this
regulation,

Fuel Burning Equipment

RCAP

Rule 406 of the

Not applicable to thermal oxidizer or
the EFVCS as they are not fuel
burning equipment as defined in Rule
102 of the RCAP.

Section IX - Permit Approval

By virtue of the authority conferved upon the Environmental Quality Board by the Environmental
Public Policy Act, Law No, 416 of September 22, 2004, as amended, and alter verifying the
administeative record and comipliance with the Uniform Administrative Procedure Law, Law No. 170
of August 12, 1988, as amended, the Clean Air Act, Environmental Public Policy Act and the
Regulation for the Contral of Atmospheric Pollution of Puerto Rico, the Environmental Quality Board
approves the permit subject to the terms and conditions herein established.

I San Juan, Puerto Rico, today March ___, 2016,

ENVIRONMENTAL QUALITY BOARD

Suzette M. Meléndez Coldn

Vice President

Rebeca Acosta Pérez 5
Associate Member

Weldin F‘ é{f}{z {"mnw

President
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Appendix I~ Definitions y Abbreviations
L Definitions:
L Act - Clean Air Act, ag amended, 42 US. 0L, er seq.

2 Administrator - Administrator of the Pederal Environmental Protection
Agency and ity authorized representative or the Administrator of a State

Agency for Air Pollution Control,

3 Responsible Officer - See the definition of Responsible Officer as established
vnder the Regulation for the Control of Atnmicspheric Polhution of the
Environmental Guality Board {1995),

4 Regulation ~ Regulation for the Control of Atmospheric Pollution of the
Environmental Quality Board.

5. Permittee ~ Person and/or entity to which the Environmental Quality Board
of Puerto Rico has issted an Operating Permit for an Emission Soirce covered
under Title V.
W &, Title 'V - Title V of the Federal Clean Air Act (42 U.S.C. 7661,

1L Abbreviations

: L. ADI ~ Abbott Diggnostics
fﬁ‘;’“‘/”‘”}{/ 2. AHL~- Abbott Healtheare

2

3 CAM -~ Compliance Assurance Monitoring

4, ¢fim - cubic feer per minute (clin)

5 CFR=Code of Federal Regulations

£, ¢GMP - current Good Manufacturing Practices

7. CO ~ Carbion monexide

8. COse - Carbon dioxide equivalent

g, EFVCS - Enclosed Flame Vapor Combustion System

10, EPA~ Environmental Protection Agency

11 FiJ - Bmigsion Uit
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12, °F - degrees Fahrenheit

13. ft - feet

14. gal ~ gallons

15, gpm - gallons per minute

16. HAP - Hazardous Air Pollutants

17. hr - hour

18. IR - Interpretative Resolution

19. EQB - Environmental Quality Board of Puette Rico
20. kg - kilogram

21 Ib - pounds

22.  LPG - Liquefied Petroleum Gas

23, MACT - Maximum Achievable Control Technology
24, NAAQS - National Ambient Air Quality Standards
25. NOx ~ Nitrogen oxides

26. SIP - State Implementation Plan

27. PM - particulate matter

28. PMio-Particulate matter with a particle which diameter has an aerodynanic
inass size equal to or less than (10) microns

29, ppmw - parts per million by weight

30. RCAP -~ Regulation for the Control of Atmoespheric Pollution of the
Environental Quality Board,

31 SIC-Standard Industrial Classification

32 80 - Sulfur dioxide

33, ton ~ tou

34, VOC - Volatile Organic Compound
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Appendix II - Emission Units with their Respective Emission Pointg

Description

BU-01

Fquipment Number Capacity Cottrol Equipment
‘Reactor 100 2,500 gallons DE-100/3C-103 or DF-200

DC-792

Reactor 200 2,500 gallons DE-100/8C-103 or DF-200
Reactor 225 2,500 gallons DE-100/8C-103 or DE-200
Reactor 300 2,500 gallons DE-100/8C-103 or DE-200
Mix Tank 321 2000 gallons DE-100/8C~103 or DF-200
Reactor 400 3,000 gallons DE-100/8C-103 ar DF-200
Reactor 405 2,500 gallons DF-100/8C-103 or DF-200 and DC-794
Resetor 500 3,000 gallons DF-100/SC-103 or DF-200
Dissolving Tank 600 3,000 gallons

Reactor 900 1,500 gallons DE-100/SC-103 or DF-200
Reactor 910 2,000 gallons DFE-100/8C-103 or DF-200
Reactor 915 2,000 gallons DE-100/8C-103 or DF-200
Reactor 920 2,000 gallons DE-100/5C-103 or DF-200
Reactor RX930 3,000 gallons | DF-100/8C-103 or DE-200
Reactor RX 935 3,.000 gallons DE-100/8C-103 or DF-200
Mix Tank 215 1,500 gallons DF-100/5C-103 or DF-200
Crystallizer 515 3,000 gallons DPF-100/8C-103 or DE-200
Re-Crystallizer 614 3,000 gallons DF-100/SC-103 or DE-200
Re-Crystallizer 616 3,000 gallons DE-100/8C-103 or DF-200
Mix Tank ~ 105 2,500 gallons DF-100/8C-103 or DF-200
Intermediate Tank TA-118 100 gallons DF-100/8C-103 or DF-200
Intermediate tank TA~218 100 gallons DP-100/8C-103 or DF-200
Intermediate Tank TA-220 300 gallons DFE-100/SC-103 or DF-200
Intermediate Tank TA-221 1,000 gallons DIFE=100/8C~103 or DF-200
Intermediate Tank TA-418 100 gallons DIF-100/SC~103 or DF-200
Tank TA-626 500 gallons DF-100/SC-103 6r DE-200
Interntediate Tank TA-643 100 gallons DF-100/5C-103 or DF-200
Intermediate Tank TA-655 100 gallons DE-100/8C-103 or DE-200
Tank TA~555 200 gallons DF-100/5C~103 or DF-200
Tank TA-690 200 gallons DE-100/5C-103 or DF-200
Receiver Tank TA-203 300 gallons DE-100/5C-103 or DF-200
Tank TA-212 2,000 gallons | DP-100/5C-103 or DF-200

Receiver Tank TA-303

300 gallons

DEF-100/5C-103 or DP-200
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Description

EU-01

Equipment Number Capacity Control Equipment
Receiver Tank TA-403 300 gallons DE-100/5C-103 or DF-200
Tank TA-424 1,000 gallous DE-100/8C-103 or DF-200

Recelver Tank TA-503

300 gallons

DF-100/8C-103 or DF-200

Receiver Tank TA-518

300 gallons

DF-100/3C-103 or DF-200

Receiver Tank TA-606

300 gallons

DE-100/SC-103 or DF-200

Tank TA-608

300 gallons

DE-100/5C-103 or DF-200

Reactor RX-910

2,000 gallons

DE-100/5C-103 or DE-200

Tank TA-612

2,500 gallons

DE-100/SC-103 or DF-200

Tank TA-613

2,000 gallons

DE-100/8C-103 or DFE-200

Tank TA-940

200 gallons

DF-100/8C-103 or DF-200

Tank TA-950

200 gallons

DE-100/8C-103 or D200

Washing Tank TA-527

200 gallons

DF-100/8C~103 or DF-200

Tank WT-940

120 liters

DF-100/8C-103 or DF-200

Tank WT-950

200 gallons

DEF-100/5C-103 or DF-200

Centrifuge Holding Tank TA-
525

1,500 gallons

DEF-100/5C-103 or DF-200

Centrifuge CE-530 N/A DE~100/8C~103 or DF-200

Centrifuge CE~630 N/A DF-100/SC-103 or DF-200

Centrifuge CE-950 IN/A DEF-100/5C-103 or DF-200

Dryer/Mixer DR-640 100 DE-100/8C-103 or DF-200

Dryer/Mixer DR-652 100ft? DF-100/5C-103 or DF-200

Dryer/Mixer DR-960 1001 DF-100/5C-103 or DF-200

Fitz Mill EM 900 N/A DC-795 (95%)

Fitz Mill FM 901 N/A DC-793

Ethanol Recovery Equipment 1.65X10°  gal/year  of | DF-100/5C-103 or DF-200
ethanol

Steam  Stripper - Separation | N/A DEF-100/5C-103 or DE-200

Colunm |

Feno Acid Cleaning Operations | N/A DE-100/5C-103 or DF-200

Dust Collector (791) N/A IN/A,

Dust Collector (792) N/A N/A.

Dust Collector (793) N/A N/A

Dust Collector (794) N/A N/A

Dust Collector (795) N/A N/A

Acid Gases Scrubber N/A DF-100/8C-103 or DF-200
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Description
EU-14
Tank Number Capacity Control Equipment
TA-130 15,000 gallons DFE-100/8C-103 or DE-200
TA-140 15,000 gallons DE-100/SC-103 or DE-200
TA~300 15,000 gallons DE-100/8C-103 or DF-200
TA-310 15,000 gallons DE-100/SC~103 or DE-200
TA-320 15,000 gallons DE-100/SC-103 or DF-200
TA-330 15,000 gallons F-100/8C-103 or DE-200
TA-340 15,000 pallons DF-100/8C~103 or DF-200
TA~350 15,000 gallons | DP-100/5C-103 6r DF-200
TA-360 15,000 gallons DE-100/8C-103 or DF-200
TA~380 15,000 gallons DPF100/5C-103 or DF-200
TA~390 15,000 gallons DP-100/8C-103 or DP-200
TA-400 15,000 gallons DE-100/8C~103 or DF-200
TA-410 15,000 gallons DF-100/8C-103 or DF-200
TA-420 15,000 gallons DPF-100/5C-103 or DF-200
TA~440 15,000 gallons DE-100/8C-103 or DF-200
TA-450 15,000 gallons DE-100/SC-103 or DF-200
TA-460 15,000 gallons DF-100/5C-103 or DF-200
TA~600 15,000 gallons DP-100/8C-103 or DF-200
A CTA610 15,000 gallons DE-100/5C-103 or DF-200
W TA~620 15,000 ga‘iions DF-100/8C-103 or DE-200
TA-630 20,000 gallons DE-100/5C-103 or DF-200
TA-640 20,000 gallons DE-100/5C-103 or DF-200
TA-650 15,000 pallons DE-100/8C-103 or DF-200
TA-660 115,000 gallons DE-100/SC~103 or DF-200
TA-690 15,000 gallons | DF-100/SC-103 or DF-200
TA-700 15,000 gallons DF-100/8C-103 or DF-200
TA-720 20,000 gallons DE-100/8C~103 or DF-200
TA-T40 15,000 gallons DF-100/SC~103 or DF-200
TA~750 15,000 gallons DF-100/8C-103 or DF-200
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Description
EU-18
Equipment Control Equipment

Evaporator Peed Tank

DE-100/5C~103 or DE-200

Molecular Sieve Feed Tank

OE-100/8C-103 or DF-200

Distillation Column Feed Tank

H=100/5C-103 or DIF-200

Colunm Forecut Tank

Waste Mixture Tank

2 Fthanol Process Tanks

DPF-100/8C-103 or DFF-200

Stripper Colunm

1

) -]
DF-100/SC-103 or DF-200
DE-100/8C-103 or DF-200
! -1

I 1

OE-100/5C-103 or DF-200

Appendix I1I - Control Equipment

13 Emission | Description Manufacturer | Pollutant Design
Point Efficiency

DFE-100 | BUI-P1 Thermal Oxidizer ~ | Callidus 1 VOC/HAP 99%

5.0 MMBtu/hr 302000
SC-103 | EUL-PL Gas Scrubber Ceilcote  SPT- | Acid Gases/SOy Q0%/95%

42-120

DE-200 | EUL-P5 Enclosed Flame 1 Callidus VOC/HAP Q9%

Vapor Combustion

System  (EFVCS) -

6.0 MMBtu/hr
DC-791 | EUI-P3 Dust Collector N/A PM 95%
DC-792 | EUL-P4 Dust Collector N/A PM 95%
DC-793 | EULI-P20 | Dust Collector N/A PM 95%
DC-794 | EUL-P21 | Dust Collector N/A. PM 95%
DC-795 | EUI-P2 Dust Callector Sieve | N/A PM 95%




