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hereinafter referred to as "the pennittee" 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. 

1 The initial application covered all sources that today belong to Abb Vie 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. 
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Section I - General Infommtion 

A. Facility Inf orll1ation 

Cornpany Nmne: 

Postal Address: 

Facility Location: 

Hesponsible Officer 

Contact Person 

Phone: 

Fax: 

SIC Primary Code; 

B. Process Overview 

Abbott Healthcare (Pl1erto Rico) Ltd. 

PO Box 5050 
Barceloneta, PH 00617 

Hoad No. 2 kn1 58.2 Cruce Davila 
Barceloneta, PR 00617 

Otto E, Aldahomio Delgado 
Site Director - AHL 
otto.aldaho11do@?abbott.com 

Otto E. Aldahondo Delgado 
Site Director - AHL 
otto. aldahond0{(1Jabbott .cqm 

787-846-3500, ext. 5001 

787-846.,8468 

Abbott Laboratories (Abbott) is a global, science-based healthcare company, with diversified 
tnarket offerings ln diagnostic, medical devices, n11tritionals and generic phanrvtceuticals. 

Abbott Healthcare (Ptterto Rko) Ltd. (AHL) and Abbott Diag11ostics fntemational Ltd. (ADI) 
are subsidiaries of Abbott. Both conduct their operations in portions of the north and south of 
a property of 284 acres located on Road No. 2, km 58.2 in Barce1oneta. 

Previously Abbott operations covered the operations of what is now known today as Abbvie, 
Ltd, In January 2013, Abbott was separated between two independent healthcare companies: a 
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diversified rnedical products corporation, which retained the Abbott rmrne, and a new rcscarch
based company that mvns the ptoprictary pharmaceutical business, named Abbvle. ln Puerto 
Rico, Abbott will be the parent company of Abbott Healthcare (AHL), forn1cdy known as APL 
(South Chemical Plant) and Abbott Diagnostics (ADI). 'l11is 'I"itle V permit covers AHL and 
ADI, as both arc under Abbott's common control. 

Emission sources include chemical synthesis of pharmaceuticals (EU-1), in which two 
phannaccutkal drugs are currently being irnmufactured: Clarithromydn and Fcno~Acid Fibrate, 
loading, unloading 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 (HTO) 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 
S01 and add gases emissions. As part of the agreeinents between Abbott and Abbvie, the latter 
provides utility services to AHL and ADit which indudc water, steam, and clectddty, among 
other supplies. 

CmTcntly Abbott potential emissions arc below the threshold to consider it a nwjor source. 
However, the Clarlthromydn process is subject to regulations in 40 CFR Part 63 Subpart GGG 
(Pharmaceutical Productio11 MACT), as determined by the EPA on October 22, 2013. 
Theref()re, under Rule 601(A)(3), Abbott ls covered by the Title V perrnit program. 
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Section II - Emission Units Description and Control Equipment 

The emission units regulated by this permit are the following: 

'HMWH"'H""WM"""""-NN•H-' 

Emission Description 
Uri.it 
EU-l Chemical Synthesis of Pharmaceutical 

Bulk Pharmaceuticals products are produced 

" 

using batch 
chemical processing techniques. Several unit processes are 
typically used such as; reactions, distillation, 
crysta1lization, separation, drying and grinding. Although 
the equipment has the capability to manufacture different 
pharmaceutical products, they are currently engaged in the 
manufactttre of two products: ClHrithrom ycln :md Feno 
Acid Filmw1. 

EU-14 Loading, Unloading and Storage of Chernkals (RTO) 

·------· 
EU~lB Solvent Recovery Operations (S.F.) 

·-···-·····-·····--······ 

EU-25 M::mufacturing of Guide Wires 

.,, .... , ............... """" ..... '"'_._. .. _.,....,,, 

Section III - General Permit Conditions 

,,.,,~-., .. ,,~_..,..,..,-.,.._......,._._ 

Control 
Equipment 

DF-100/SC-103 
or DF-200 

DC-791 
DC-792 
DC-793 
Dc,_794 
DC-795 

DF-100/SC-103 
or DF-200 

-···----·-············- ············-:···::~--~---~-

DP-:! OO/SC-103 
or DF-200 

Dust Collector 

L Sanctions and Penalties~ Abbott must cmnply with all terms, conditions, requirements1 

limitations and restrictions established in this pennit. Any violation to the terrns of this 
perrnit is subject to adrninistrative, civil or criminal measures, as established in Section 16 of 
the Environmental Public Policy Act (Law No. 416 of September 22, 2004, as amended). 

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

a. Enter upon Abbott premises where an emission source ls located or where erilissions 
related activities are conducted1 or where records must be kept under the conditions 
of this pennit, under the RCAP, or under the Clean Air Act; 
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3. 

4. 

5. 

6. 

b. lfavc access to and copy; at reasonable ti1nes, any records that nrnsi be kept under 
the conditions of the permit, under the RCAP, or under the Clean Air Act; 

c Inspect and exam]ne any facility, equipment (including monitoring and air pollution 
control equipment), practices or operations (including QA/QC methods) regulated or 
required under this pennit; as well as sampling .emissions of alt quality and fuels; and 

d. As authorized by the Clean Air Act and the RCAP, to sample or 1nonitor, at reasonable 
times, substance.S- or pararneters for the purpose of assuring compliance with the 
permit or other applicable rcquircm.ents. 

Swom Statement or Affidavit: All reports required pursuant Rule 103(D) of the RCAP (i.e., 
semianmrnl n1onitoring reports and annual co1npliancc certification) should be subrnitted 
together with a sworn statement nr 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. 

Data Availability: As specified u11dcr Rule 104 of the RCAP, aJl crnission data obtained by or 
submitted to the EQB, including data reported pursuant to Rule 103 nf the HCAP, as well as 
that obtained in any other way, shall be available for public inspection and 1.nay ahm be made 
available to the public in any additional m.anner that the EQB rnay deem app!'opriate 

Emergency Plan; As specified under Rule 107 of the HCAP, Abbott shall have available an 
Emergency Plan which must be consistent with adequate safoty practices, and provides for 
the reducti()n or retention of the emissions from the plant during pedods classified by the 
EQB as air poIIutkm ~1lerts, warnings or ernergcncics. These plans shall identify the emission 
soUJTCS; include the reduction to be accornplished for ench source, and the means by which 
such reduction will be accomplished. These plans will be <Mtilable fbr any authorized 
representative: of the EQB at any time. 

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

a. All air pollution control equipment or control measures shall provide for continuous 
compliance with applicable tulcs m1d regulations. Such equipn1ent ot measures shall 
be installed, rnaintained, and operated according to those conditions imposed by this 
'J'itle V pcnuit, within tbc specified operating limitations of the manufacturer. 

b. 'The coHetted n:mterial from air pollution control equipment shall be dis1x'>sed in 
accordance with applicable rules and regulations. The removal, ma11ipulation, 
transportation; storage, treatment or disposal wi11 be done in such or manner that shall 
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not to produce environme11tal degradation, and in accordance vvith applicable rules and 
regnlatl.ons. 

c. The Board may requin\ when deemed appropriate m safeguard the health and welfare 

of hu1nan beings, the instalfa.tiot1 and maintenance of additional, cornplete and separate 

air pollution contto1 equipment of a capadty equal to the capacity of the primary 
contn)l equipment. Ft1rthennore, the Board may require that such additional air 
pollution control equipment be operated coritinuot1sly and conjunctionally with the 
prhnary air pollution control equipment. 

d. All flir pollution control equipment shall be operated at all times while the source 
being controlled is Jn operation, 

e, In the case of a sh1Jtdown of air pollution control equiprnent fbr the necessary 
scheduled maintenance, the intent to shutdown such equipment shall be reported to 
the Board at least three days prior to the planned shui:dowrt Such prior notice shall 
include, but is not limited to the following; 

L Identification ofthe specific source to be taken out of service with its locatlon 
tmd permit number. 

ii. The expected length of tirne that the air pollmion control eqnipment will be 
om of service. 

iiL The nrtture and quantity of emissions of air pollutnnts lik~Jy to be permitti~d 
during the shutdown per.iod. 

iv. Measures such as the use of off-shift labor and equipment that will be tHken 

to minimize the length of the shutdown period. 

v. 'TI1e reasons why it will be impossible or impractica.l to shtttdown the operating 

source during the maintenance period. 
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7. Compliance Certification: As specified under Hu1e 602(c)(2)(ix)(C) of the RCAP, Abbott 

shall submit each year a i:'.ompllance certification. This certification must be st1bmitted to 
both the EQB and the Environmental Ptotccti.on /\gcncy (EPA)2 

110 later than April P\ 
covering the previous calendar year, after the permit effective date. The compliance 
ccrtillcation shall include, but is not limited to1 the inlonnation required under Rule 603(c) 
of the HCAP as follows: 

9. 

a, The identification of each term or conditimt of the permit that ls the basis or the 
certification; and 

b. 'fbc con1pli:mcc status. Each deviation shall be identified and taken into account in 
the cornpliance ccrtifk:ation; and 

c A statement indicating vvhcther the compliance. was contim1ous or intermittent; and 

cL The methods or other means used for determining lbc comp1i.aj1cc status with each 
tcnn and condition, currently and over the rept)fting period consistent with sections 
(a)(3)-(5) of Rule 603 of the RCAP; and 

c. Identification of possible exceptions to compliance, any periods which com.pliance is 
required and in whkh an excursion or exceedance as defined under 40 CFH Part 64 
(CAM) occurred; and 

f. Such other facts as the Board may require to determine the co1npliance status of a 

source. 

Regulatio11 Compliance: As specified under Ruic 115 of the RCAP, any vi.olation to the RCAP, 
or to any other applicable ruk: or regulation, shall be grounds fbr the Board to suspend, 

modify, or revoke any relevant permit, approval, variance or other authorization issued by the 

Board. 

Location Approval: As spcdfiecl under Jhtle 201 oC the l~CAP, nothing in this permit 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 fronl the Board and without first demonstrnting 

7 The certification to the EQB shall be mailed to: Mnnnger, Air Quality Area, P.O. Box 11488, Sau Juan, P.R. 
00910. The certifkation to the EPA shall be mailed to: Chief, Enforcement and Superfu11d Branch, CEPD, US 
EPA-Region ll, City View Plaza - Suite 7000, #48 Rd. !65 Km L2 Guaynribo, P.R. 00968··8069. 
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10. 

lL 

12. 

cornpliance with the National Ambient Air Quality Standards (NAAQS), This permit does 
not allow the construction of ne\V minor sources withcmt the required permit ~mder Rule 203 
oftheRCAP. 

Objectionable Odors: As specified under Rule 420 of the RCAP, Abbott shaU not cat1se or 
permit emissions to the atmosphere of any matter which·produces an ol~jectiom1bleodot that 

can be perceived it1 an area other than that designated for industrial. purposes. If objectionable 
odors are detectable beyond Abbott property perirneter, and complaints are received, the 
pennittee shall investigate and take rneasures to n1inimize and/or diminate the objectionable 
odors, if necessary. [Iltis condition is enforceable cmly by the State] 

Permit Renewal Applications: As established under Rule 602 (a)(l)(iv) of the RCAP, Abbott 

shill] submit a permit renewal application applications for permit renewal shall be submitted 

at least 12 months prior to the date of perrnit expiration. A responsible official n1ust certify 

all required applications consistent with paragraph (c)(3) of Rule 602. 

Per:tnit Duration: As specified under Rule 603 of the RCAP, the following tern1s will i1pply 
during the duration of this permit: 

a. Explratfon: This authorization shall have a fixed terni of 5 years since the efibctive 
date. 'T11e expin1tiot1 date will be automatkally exte11ded until the Boatd approves or 
denies a renewa] application (Rule 605(c)( 4)0.l) of the RCAP) but only in those cases 

where Abbott submits a complete renewal application at least twelve (12) months 
before the expiration (fate, [Rules 603 (a )(2}. 605 (c)(2), and 605(c )( 4) of the RCAP] 

b, Pennit Shield: As specified under Rule 605 (c)(4)(i) of the RCAJ\ the permit shield 
may be extended until the time the pennit is renewed if a timely and complete renev1a] 
application is submitted. 

c. In case that this pennit is subject to any chailenge by third parties, the perrnit shall 

remain in effect until the time .it is revoked by a court of law with jurisdiction in the 
tnatter. 

13. Recordk.eeping Requirement: As established under Rule 603(a)(4)(ii) of the .RCAP, Abbott 
shall retain rewrds of all required r:nonitodng data and support: infonnation for a period of 5 
years frorn the date of the rnonitorin.g sample, 1neasurement, report, or appJic;,1tion. 

14, Semiannual Monitoring Reports/Samplings: As estabHshcd under Ru.le 603(a)(5)(i) of the 
RCAP, the permittee shall submit reports to the EQB of all required monitoring every 6 
n1onths1 or more frequently if required by the Board or any other underlying applicable 
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15. 

requiremenL ll1ese reports cover two major elements, ·nw first element is the summary of 
all periodic monitoring I sarnµling required in this permit. The second element requires that 
alt deviations from permit conditions <liT dearly ident.ificdr surmnarizcd and reported to the 
Board. AU instances of deviations fron1 pennit requirements must be dearly identified in 
such reports. All required reports must be certified by a responsible official as established 
under Rule 602( c)(3) of the RCAP. Ilic report covering the peric>ti from January through jn11e 
shall be submitted no later than October pt of the same year and the report covering the 
period from July through December shall be submitted no later than April i•t of the follmving 
year. The first serniannual report shall cover the period starting n~om the effective date of 
the permit. Once the guidelines arc developed by the Board, the permittee must use t.hem tQ 

complete these reports. 

Deviations Reporting due to Emergencies3! According to Rule 603(a)(5)(ii)(a) of the RCAP, 
any deviation resulting from an upset (such as sudden malfunction or hreak~down) or 
emergency conditions, as defined in Rule 603(e) of the I:tCAP, must bt~ reported within the 
next 2 working days frorn the thuc the emission liinits ore exceeded due to the emergency, if 
Abbott \Vlshcs to assert the affirmative defense authorized under Rule 603 (c) of the RCAP, 
If Abbott raises the emergency defense upon an enforcement action, the pcrmittce shall 
demonstrate that such deviation happens due to an e1ncrgcn<::y and that the Board was 

adequately notilled. 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 operatioll of an emission source in excess of 48 hours1 if the source 
demonstrates to the Board's satisfaction that the National Air Quality Standards have not 
been exceeded and that there is no tisk to the public health. 

Deviation Reporting (Hazardous Air Pollutants): The source (except sources affected by the 
.Pharniaceutical Production MACT' and included in Abbott's SSMP which shall comply with 
the provisions of the 40 C.FR §63.6(e) specifically) shall act as specified in its Einergcncy 
Rcspcmse Pbn (established in Rule 107 (C) of the RCAP), when such Plan has shown no 
significant impact t111 an area other than those that have been designated fbr industrial 
purposes or wi1J cease operations imrnediately if there is a significant impact on an area other 
than those that have been designated for industrial purposes (state-only enforceable 
condition). In nccordance \Vith Rule 603(a)(5)(ii)(b) of the RCAP, he shall notify the Board 
within the next 24 hours if a deviation that results ln the release of ernissions of hazardous 
air pollutants for more than occurs an hour in excess of the applicable limit. For the discharge 
of any regulated air pollutant that continues for more than 2 hours in excess of the e1pplicable 

----------------
J Except souret's af!Ccted by the 40 CFR part 63, :-;ubpart GGG (Pharmaceutical Production MACT) and lududed 
in Abbott's Startup, Shutdown and Malfunction Pfau which shaU comply with the provisior1s of the 40 CFR 
§63.6(e) six:ciflcally. 
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17. 

18. 

~19. 

20. 

limit, the permittee shall notify the Board wlthh1 24 hours of the deviation, The permittee 

shaJl submit to the Board, within 7 days of the deviation, a detailed written report which 
includes probable rnrnses, time and duration of the deviation, remedial action taken and the 

steps you are following; to prevent recurrence. 

Severability Claus~ As specified under Rule 603(a)(6) of the HCAP. the clauses in this pennit 
are sev{:n1bk. In the ~~vent of a successful challenge to any portion of the pern1it in an 
administrative or Judicial fhnnn, or in the event any of its clauses is held to he invalid,. all 
other portions of the permit sha1J rernain valid and effective, including those related to 

emission lhnits, terms and conditions, be they specific or general, as well as rnoni.toring, record 
keeping and reporting reqnircn1ents. 

Permit Noncompliance: According to Rule 603(a)(7)(i) of th~': RCAP, Abbott must comply 
with all conditions of the permit Permit noncompliance constitutes a violation of the HCAP 

and will be grounds for taking the appropriate enforcentent action, impose sanctions, revoke, 
terminnte, 1nodify, and/or reissue the permit, or to deny a permit renewal application. 

Defense not Allowed: As specified under Rule 603(a)(7)(U) of the RCAP, Abbott shall not 
allege us a defense in an enforce.rnent action, tlrnt it wotdd have been neccss;1ry to halt or 

reduce the permitted acdvtty in order to maintain cmupliance with the condlti6ns of this 

permit. 

Permit Modification and Revocation: As specified under Rule 603(a)(7)(iii) of the RCAP. the 

pennit may be niodifled, revoked, reopened, reissued, or terminated for cause. 'the filing of 
a request by Abbott for a permit modification, revocation and reissuance, or termirnttion, or 

of a notification of planned changes or anticipated nonco111pUance docs not stny any pennlt 

condition. 

21. Property Rights: As specified under Rule 603(a)(7)(iv) of the HCAP, this permit does not 

convey any property rights of any sort, nor does it gram any exch1slve privilege. 

22. Obligation to Furnish Information: As spedfied under Rule 603(a)(7)(v) of the HCAP, Abbott 
:-1hall fhrn!sh to the EQB, within u reasonable time, any infornrntion that the EQB 1nay reqtiest 

in writing to determine whether cause exists for modifying, revoking and reissuing, or 

renninating the permit or to determ.ine compliance with the pennit. Upon request, Abbott 

shall also furnish to the EQB copies of documents related to this permiL 
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23. Change in Operating Scenario: As specified under .Rule 603(a)(10)(i) of the RCAP, the 

pcrmittcc shall record in a logbook, conternporaneously 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. 

2r.: J. 

26. 

Prohibition on Default Issuance: As specified under Rule 605(d) of the RCAP, it shall never 
be considered that a permit hri,s been issued by default as a resuk 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 rn months should be treated as a final action $.Qkj,y, for the purpose of obtaining 
judicial review in a state court. 

Administrative Penn.it Amendments and PennitModifications: As specified under Rule 606 
of the RCAP, the permit shall not be amended nor modified unless Abbott complles with the 
rcquircrncnts for rtdministrativc JX~rmit amendments and permit modifications as described in 
the RCAP. 

Source Modifications without a pcnnit revision: According to Rule 607 of the RCAP, Abbott 
may perform: 

a, Source changes 

L Permitted sources may make Sectiort 502(b)(l0) chtt1lges without requiring a 
pennit revision, if the changes are not tnodiflcations under any pnwisiou of 
Title l of the Act and the changes do not exceed the emissions ~tllnwable under 
the permit (whether exprcs:.ied therein as a rate of emissions or in terms of 
totaJ ernissions). 

(l) For each such changej the facility must provide the Adiuinistrator and 
the Board with written t1otification in advance of the proposed 
changes, which shall be seven (7) days. Tl1e written notification shall 
include a brief description of the change Within the permitted facility 1 

the date on which the change will occur, any change in emissions1 and 
any permit tenn or condition that is no longer applicable as a result of 
the change. ·n1e source, the Board, and EPA shall attach each such 
notice to their copy of the relevant permit. 

(2) The permit shield described .in paragtaph (d) of Rule 603 shall oot 
apply to any change made pursuant to section (a)(l) of Rule 607, 
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ii. Permitted S(mrces nmy trade increases and decreases in emis.siont in the 
permitted focl1fry for the same p<.)llutant1 where the permit provides for such 
ernissions trades without requiring a per1nit revision and based on the 7-day 
notice prescribed in section (a)(2) of Rule 607. 'I'bis provision is available in 
those cases where the permit does not already provide for such emissions 
trading. 

(l) Under parag;raph (a)(2) of Rule 607, the written notification required 
shall include such information as rnay be required by the provision in 
the Ptterto Rico State Irnplernentation Plan (PR-SIP) at1thorizing the 
emissions trade, including when the proposed change will occur, a 
description of each such change, any dumge In emissions, the permit 
requlrernents with which the source witl comply using the emissions 
trading previsions of the PR~SIP, n,nd the polh1t:mts ernitted subject 
to the emissions trade. The notice shall ~1so refer to the provisicms 
with which the source will corn ply in the PR- StP and that provide for 
the ernissions trade. 

(2) 111e pennit shield described in paragraph (d) of Rule 603 shall not 
extend to any change made under section (a)(2) of Rule 607. 
Cornpliance with the permit requireITients that the source will meet 
using the emissions trade shall be determhied according to 
requirements of the applicable hnplementation plan authorizing the 
e1nissio11s trade. 

iii. ff a pennit applicant requests it, the Board shall issue permits that contain 
terms and conditions (lncluding all terrns required under sections (a) and (c) 
of Rule 603 to determine co1np1innce) 111lowing for the trading of emissions 
hi.creases nnd decreases in the permitted facility solely for the purpose of 

complying with a fedeta11y-enforceable einisslons cap, Such a cap must be 
established in the permit independent of otherwise applicable requirernents. 
The perrnit applicant shall Include in. its application proposed replkablc 
procedures and permit terms that ensure the emissions trades are qmmtifiable 
and enforceable. 'Ille Board i>hall not be required to include in the en1issions 
trading provisions any emissions units for which emissions are not 
quantifiable or for whkh there fl.re nn replicable procedures to enforce the 
emlssions trades. T'he permit shall also require compliance with all app1kab1e 
requlrements. 
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(1) Under section ( a)(3) of Rufo 607, the written notification required shaJJ 
state when the change will occur and shall describe the changes in 

emissions that will result and how these increases and decreases in 

emissions will comply with the terms and conditions of the permit. 

(2) The permit shield described in paragraph (d) of Rule 603 may extend 

to terms and conditions that allow such increases and decreases in 
c1nissions. 

b. Off-Permit Changes, The Board may allow changes that arc not addressed or 

prohibited by the permit and/or State Law. 

1. A perm.itted fadHty may make changes without obtaining a permit teviskm if 
such changes arc not addressed or prohibited by the permit, othe-r than those 

described in paragraph (c) of Rule 607. 

(1) Each such dwngc shall meet all applicable requirements and shall not 

violate any existing permit tcnn or condition. 

(2) Sources um.st provide contemporaneous written notice to the Board 

and EPA of each such change, except for changes that quaHfy as 

insignificant under paragraph (~:)(l) of Huie. 602. Stich written notice 
shall describe each such change, including the date, any change in 

einissions, pollutants emitted and any applicable requirement that 
would apply because of the change. 

(3) The cbangc shall not qualify for the shield undetparagraph (d) of Rule 

603. 

( 4) The pcrmittcc shall keep a record describing changes 1uade at the 

source that result in emissions of a regufatcd air pollutant subject to 

an applicable requirement, but not otherwise tegulated under the 

permit, and the emissions res11lting from those changes. 

c, A permitted facility cannot make changes witho'\Jt a permit revision if such changes 

arc modifications under any provision of Title I ofthe Act 
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The permittee may make changes under section 502(b )(10) of the Act Without 

requiring a permit revision if such changes: 

(l) are not nwdffications under any provision of Title I of the Act, 

(2) the changes do not exceed the emissions aJlowable under the permit 

(3) do not result in the emission of any pollutant not previously emitted, 

(4) do not violate) any applicable requiren1ent or contravene federally enforceable 
terms and permit conditions such .as monitoring (including test methods), 
rccordk.eeping, reporting and con1p1i:mce certification requirements, nre not 
changes under Title J of the Act to an emission Hrnlt, fl work practice or a 
voluntary ernission cup. 

b. Huie 203 of the RCAP is required for any constn.1ctfon or modification of an emission 
source, unless it is exempt under Rule 206 of the HCAP. For purposes of part II of 
the RCAP. a modification is defined as any physic,·\! change in, change in the tnethod 
of opemti.<)n or a change in type of fhel used of an existing stationary source, that 

would result in a net increase i.n that stationary source's potential to emit any air 
pollutant (subject w any standard), or whieh results in the emission of any pollutant 
(subject to an stf1ndard) not previow~ly emittecl. A physical change shall not include 
rcmtine mahttenance1 repair and the replacement of any equipment having the san1e 
capacity, equal efficiency or greater environmental benefit to bt~ used f()f the same 

purpose. 

c. The written notification addressed in condition 42(a)(1)(i) refers to changes covered 
under conditi.on 42(a)(l). 

d. Any emission trading as pn,wided in condition 42(!1)(2) above will not be authorized 
if the facility does not provide the reference to the PR-SlP provi~dons authorizing such 

emissions trading. 

e. If the pennlttee requests so, the Board may allow the emission tradh1g in. the facility 
solely for the purpose .of complying with a federaJJy-enforceable ernissions cap. The 
applka.tion shall be based in replicable procedures and shall include permit terrns that 
ensure the emlssion tracks are quantifoib1e, replicable and enfcrcc:able.. 

f. Off- permit changes will not be exempt froin complying with the requirements and 

procedures of Rule 203 of the RCAP, if applicable, 



ABBOTT HEAI:rHCARE (PUERTO HICO) .LTD. 
BARCELONETA, PH 
PFE-'rV -2833-09-1096-0011-B 
PAGE 16 OF 98 

28. Pemut ReQpening: As spe:dfied under Hulc 608(a)(l), this pcnnit sha11 be reopened and revised 
under the following circumstances: 

29. 

30. 

a. Whenever additional applicable requirements under any law or regulation become 

applicable to Abbott, when the remaining pcnnit tetln is of 3 or n1orc years. Such 

reopening shall be completed 18 months after promulgation of said applic::iblc 
requirement. No such reopening is requited if the effective date of the 

requirement is later than the date on which the permit is due to expire, unless the 

original permit or any of its terms and conditions have, been extended pursuant to 

Rule 605( c)( 4)(i) or Rule 605(c )(4)(ii) of the RCAP. 

b. Whenever the EQB or the EPA determines that the permit contains a material 1nistake 
or that inaccurate statements were m.adc !11 establishing the emission standards or other 
terms or conditions of the permit. 

c Whenever the EQB or the EPA determines that the per1nit nmst be revised or revoked to 
assure compliance with the applicable requirements. 

Changes in Name or Responsible Official: This permit is issued to Abbott Healthcare (Puerto 
Rico) Ltd. In the event that: the coinpany and/or facility change its nan1e, the responsible 
offida1 inust submit an administrative amendment to this permit to reflect the change in 

nan1e. ff the event that the responsible official changes, the new responsible official ntust 
sttbmH no later than 30 days after the change, an achninistrative amendment including a sworn 

statement in which he/she accepts and promises to comply with all the conditions of this 
permit. 

01anges in Ownership: 'This permit is issued to Abbott Healthcare (Puerto Rico) Ltd. In 
the. event that the company and/or facility is trausforred to a different owner or change 
operational control and the Board determines that no other change in the permit is necessary, 
the new responsible official must submit an adn1inistrativc amcndn1cnt. 'T'hc adrninistratlve 

arnend1nent shall include a sworn statement in which the new responsible official accepts and 
promises to comply with all the conditions of this pennit, 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 applil:able if the Board determines that changes to the perm.it 
are necessary. 
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31. Renovation Wotk/ Demolition: Abbott shall cmnply wi,th the provisions set forth In 40 CFR 
§61.145 and §61.150, and Rule 422 oftheRCAP, and Regulations for the Processing of General 
Permits (General Permit for the Handling of Asbestos Containing Materials) when doing 
renovation or det)')oHtion activities of asbestos containing nrnterials at the facility. 

3:2. Pfon de Manejo de Riesgo: If during the efft~ctiveness of this permitr Abbott is subject to the 
40 CFR patt 681 the pennittee shaJl submit a. Risk Management Plan according with the 
con1pliance schedule in the 40 CPR part 68.10. lf during the effectiveness of this perrnit, 
Abbott is subject to the 40 CFR part 68, the permittee shall submit a complfrmce certitlcation 
with the requirernents of part 68 as part of the annual complim1ce certific~1tion required under 
40 CFR pan 70, indudli1g the recordkeeping and the Risk Managernent Plan. 

33, General Duty: Abbott has the:~ general obUgatkm of identifying hazrirds which l11f1Y result 
from accidental releases of any controlled substance mider section l l2(r) of the Clean Air Act 
or any other extrerneJy hazardous substance in a process, using appropriate hazard assessrnent 
techniques, designing, maimaining, and operating a safe facility and mlnirnizing the 
consequences of accidental releases if they occur as required in section 112(r)(l) of the Act 
and Ru Je l 07(D) of the RCAP. 

Requirements for Refrigerants (Climatologic and Stratospheric Ozone Protection): 

a. In the event that Abbott has equipment or appliances~ including air conditioning units, 
which use Class J or II refrigerants as defined in 40 CFR part 82, subpart A1 

Appendices A nnd B, Abbott shall take the necessary measures to ensure that all 
rnainternmce, service or repoir services performed Hre done so according to the 
prnctkes, certification and p<;:rsonne1 requirements, disposltion reqt1irernents, and 
recycling and/or recovery equiprnent certification requirements specified under 40 
CFR part 82, subp;.1rt F. 

b. Owners/ operators of appliances nonnally containing 50 or more pounds of refrige.tant 
nmst keep records of refiigenmt purchased and added to such appliances pursuant to 
§82.166. 

c. Service on Motor Vehicles: If Abbott performs a service on rnotor (fleet) vehicles 
when this service involves ozone-depleting substance refrigerant (or regulated 
substitute substance) in the motor vehicle air conditioner (MVAC), Abbott is subject 
to all the applicable reqlliren1ents us specified in 40 CFR part 82, subpart 131 Servicing 
of Motor Vehicle Air Conditioners. 11ie term motor vehicle, as used in subpart B 
does not include the ;lir-tight sealed refrigeration systern used as refrigerated cargo or 
systern used on passenger buses using HCFC-'22 refrigerant. 
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35. Labeling of Products Using Ozone~Depleting Substances: Abbott shall cmnply with the 
standards for labeling or products using ozone-depleting substances pursuant to 40 CFH part 
82, subpart E. 

a. All containers in which a class I or class II substance is stored ot t:ransportccl, all 
products containing a class I substance1 and all products directly manufactured with 
a class I substance must bear the required \Varning statement if it is being inttoduccd 
into interstate co1nmerce putsuant to 40 CFR §82.106. 

b. The placement of the required wan1ing statement must comply with the requirements 
pursuant to 40 CFH §82.108. 

c. Tbe form of the label bearing the required warning statement inust cmnply with the 
require1nents pursuant to 40 CFR §82Jl0, 

d. No person may nmdify, remove, or interfere with the required warning staten1ent 
except as described in 40 CFR §82.112. 

36. Roof Surfoc-e Coating: Abbott shnll not cause or perrnit the roof surface coating by applying 
hot tar or any other coating material containing 01·ganic compounds without: ptevious 
notification to the Board. The use of used o.il or hazardous waste (or roof surfo.ce coating is 
prohibited.rrhls is a state·only enforceable requirement] 

37. Open Burning: Pursuant to Rule 402 of the RCAP, Abbott shall not cause or permit the open 
burning of refuse in their premises except as established under paragraph (E) of such rule 
whkb authorizes to conduct tra.lning or research of firefighting techniques, as previously 

approved by the Board. 

38. 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 roads, or the clearing of lands. 

b. Abbott shall not cause or permit the discharge of visible emissions of fugitive dust 
beyond the boundary line of the property on which the emissions originate. 

c. When air pollutants escape frmn a building or cquipn:1ent and cause and nuisance ot 
violate any regulations, the Board inay order that building or equip1nent in which 
proccssh1g, handling, and storage are done, be tightly closed and/or ventifated so that 
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39 .. 

40. 

4L 

42. 

43. 

~44 

all emlssfons Crom the building or equipment are cQntrolled tQ rermwe or destroy such 
air pollutants before being discharged t() the open air. The implementation of this 
m1Jasure should not create occupational health hazards. 

O:mlpliarn:;e Clause: Under nodrcurnstnnces does compliance with this pennit exeinpt Abbott 
from cornplylng wlth all other applicable state or federal law$, regttlaticms, pennits, 
administrative orders or applicable court orders. 

Emissions Calculations: Abbott shall submit, on or before April pt of each year, the actual or 
pennissible emissions (;alcufotions for the previous naturnl year; ~Ibe ernl.sskm.s calcufatkm.s 
shall be submitted on the forms prepared by the Board for this purpose and the responsible 
official must certify all the information snb1nitted as tme, correct and representative of the 
permitted activity. 

Annual Fee: As specified under Rule 610 of the RCAP, Abbott must subrnit an annual 
p~tyment based on the emissions calculations for each regulated pollutant, The payment will 
be based on their actual emissions at a ra:t<~ Qf $37.00 per ton, unless the Board decides 
otherwise as permittt;d under Rule 610(b)(2)(iv) of the RCAF" This payrnent fr)t the previous 
yeitr must be rmide 011 or before June 30 of each year. 

New or Amended Regulation: Whether a federal or stnte regulation Is prornnlgated or 
amended and the facility is affected by it, the owner or operator shall comply with the 
requireme;nts of the new or amended rcguiat!on. 

Reports: Any .requirement of infornrntion submittal to the Board shall be addressed to: 
Manager, Alr Quality Arca, P.O. Box 11488, Sanjuan, P.R. 00910. 

Reservation of Rights: Except as expressly provided in this Title V pern1it: 

a. Nothing herein shall prevent Board or the .EPA frorn taking adrninistmtive 
enforcement measures or seeking legal or equitable relief to enforce the terms of the 
Title V permit, including but not limited to the right to seek injunctive relief~ and 
hnposition of statqtory pemtlties and/or fines. 

h, Nothing herein shall he construed to limit the rights of EPA or tbe Board to tmdertake 
any criminal enforcement activity against Abbott or any person. 

c. Nothing: herein shall be construed to Hrnit the authocity ()f EPA or the Board to 
undertake any actions in response to conditions that prt'.;sent an irnminent and 

substantial end::mgerment to ptiblic health or welfare, or the envircmment. 
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d. Nothing herein shall be construed to limit Abbott's tights to adn1inistrative hearing 
and judicial appeal of tenuination/ revocation/ disputes over modification/ denial 
actions in accordance with regulations and the Environm.enta] Public Policy Act. 

Section IV - Emissions Limits 

The c1nlssions described in the follo\viug table represent the allowable emission limits at the thne of 
the permit appli.cation. According to Resolution Rl-06-0i· the emissions calculations will be based 
on Abbotfs actual emissions, however caknlations based on the facility's allowable emissions \vill be 
accepted. If Abbott decides to perform the cakulations based on allowable emissions.; Abbott shall 
pay the same charge per ton as the facilities that decide to do calculations based on thefr actual 
emissions. Also, \Vhcn Abbott requests a modification, administrative change or minor modification 
to its 'l'itlc V permit, the source will pay only those charges related with any emission increase (if 
any) per ton, based 011 the change and not based on the previous total charges in accordance with 
Rule 610(a) of the RCAP. 

PM 
-'~"~nmnn~m~~"'="'A""'A""'"""'"'."'"'"°""""''"''"""''"""'""'"'"""'""""°';-.w;. 

SO; K256 

1--··-·"-·---·-"'-'''"-"'~-------...... -............ + .................................... _ 
co 1.511 --- ·-·-----·--------· ••v-.-v•··---------""''"m=w.•w.wAw,m,vA 

voe 47.395 
""'"'""'""'""'"""""""'A'~"'"""'""""'""'''"'"'- "'" 

...............••.•..• ._ ....... _. ________ _ 
HAP (Includes Aceto11itrile I 

6.332 
·--·- ar~~~ett~yl Bromide) I 

>.n·~-"'"1_.,.,_,...__•"•-·••--·-----·- --------! 
.,,,,,,,,,,,,,,,,_,,,,,,,_,,.5~92:~,,,,. ___ ,,,, _ _J_,,, __ ,,,, __ , ___ ~!?15.~_8 ____ ~ 

4EQB Resolution - Pay1ncot procedure for Title V operating charges and Title V permit renewal charges, issued 
on March 20) 2006. 

5 Includes fugitive and Abbott Diagnostics ernissions. 
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Section V ~· Specific Permit Conditions 

A. Requirements for each e1nission unit: Authorized eq1lipment for each emission unit are 
included in Appendix. 11 of this permit. 

1. EU-1 Chemical Synthesis of Pharmaceuticals 

Condition Pat~°*r 
Test 

M~ihod -
f>nxiu<:don Cladthmmydn 225 lots I ytat Reeotds Qm1rterlv Logbook Semlmtnmd 
limit 

Feno Add 5rt 
··-.. ·---~---------··-···-····- -

Clnrlthromydn PM 0.13 t.011/yent J!t,cords Q1wrredy Logb(1<'1k Semfannual 
enilssion limits 

voe 06! 

HAP Q,016 

Wastewater Water 3,<>40.3 kg lkeu1Tfs Quarterly LogbtK)k Semhmnual 

~· 
Disehurg<' Disdia.rg1; Jmlxt11res 
Limit run 

lltile 41 l) of the voe 3 lb/ht E1niss\on NIA Kt•ep records 

RCAP t:ak:nfatlnns with the 
Nii\ 

15 lb/day 
emi~sjon 

caknhltioHs ------
.Emiss:ion l1 mft 
for non-process PM (}J)5 output Pre$sure 
$ottrces lbs/input drop Weekly LDgbqok 

Pnk 4(}9 of the or lbs-hr 

IK'AP 
95 % 

40 cm Part 63 See Section 
SuhpartGGG V,Jt of the 

permit: 

a. Clarithromycin and Feno Add Production Limit (PFE-09-0193-0057-I-Il-C) 

L Clarithrotnydn process production is limited to 225 lots per year (equivalent to 206 
metric tons per year). 

iL Feno-Acid production will not exceed 517 lots/year in existing equipment and 714 
lots/year in new equiprn.ent. 
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iii. Abbott shall prepare and maintain records containing the quarterly amount (cm an 

annual rotating basis) of nianufoctured lots. T'hc logs shall indicate the nurnbcr of' 
lots manufactured on existing equipment and the lots manufactured in new 
equipment. 'fhcse will be available no later than 30 days from the last day of the 
period of the previous 4 quarters. The logs 1nust be available at all times for inspection 

by the tedmkal personnel of the Board. 

b. Clarithromydn production emission limits (PFE-09-0193-0057-l-H-C) 

L Emissions of particulate rnatter for the production of Clarithromycin shall nm exceed 

0.13 ton/year. 

ll. Emlssions or volatile organic con1pounds (VOC) for the production of Clarithromydn 
shall not exceed 0.61 ton/year including production, equipn1cnt cleaoing, tank farm 

and solvent recovery. 

iii. Emissions or lrnzardous atmospheric pollutants (HAP) for the production of 

Clarithrornydn shall not exceed 0.016 ton/year including production, equipment 
deaning, tank fann and solvent recovery, 

iv. 'I'bc pcrmittee shall prcpate an minual report showing that cnuss1ons from the 

production of Clarithrnn1ydn 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 profossional engineer authorized to practice in Puerto Rico. The 
report must be available at all times for inspection by the technical personnd of the 
Board. 

v. A sUt1unary of the report shall be included along with the semiannual tcport required 
in the gencn1l condition IIl.14. 

c. Limits for the steam stripper (PFE-09-0193-0057-I-H-C) 

i. The stearn stripper shall be inspected, operated and maintained according to the 
m;inuCacturer's rccom1ne11datkll1s. 

ii. The discharge of wastewater containing acctonitrHc in the steam stripper for the 

Cladthromycin manufacturing process shall not exceed 3,040.3 kg per wastewater 
mix run. 
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HL Abbott shall prepare and mah1ta!n records containing the quarterly arnoum (on l}tl 
annual rotating basis)of d!sc:harge required by the previous condition, T11.e logs must 
be available at all tim.es for inspection by the technical personnel of the EQB. 

cL Rn1e4l9 of the RCAP [state-only enforceable] 

L According to Rule 419 of tbe RCAP, Abbott wm not cause or permit the ernission of 
3 pounds in any orie hour or 15 pounds in any one day or voe frnrn any article, 
machine, equipment or any other contrivance unless it ls provided with an control 
system, pollution prevention and redt1ctions rnechanism or programs or both, as 
approved or required by the Board. 

iL Abbott shall npernte control equipment at n.11 times while emissions in excess of the 
threshold set by Rule 419 of the RCAP are being generated or crin bt generated during 
mam1facturing processes, except as specified in conditions 15 and 16 of Section rn of 
this permit. 

e. Control .Equipment 

L Under normal opt:rating scenario, emissions frcm1 this emission unit will be controlled 
by n regenerative thermal oxidizer and a gas scrubber, 1he.se equiprnenx will meet the 
conditions set out in Section V.A.4. of this permit. As an 11ltemate scenario, Abbott 
may use the EFVCS, according to the conditions contained in Section Vl of this 
pennit. If affected by the 40 CPR Part 63 Subpart GGG, it shall also meet the 

i conditions <>f section V~.·B bf thi.s t:>errn.it. 

ii. Emissions of particulate inatter will be controlled by dust collectors. 

f. Rule 409 of the .RCAP - Non-Process Sot1rct:s Limit 

L According to Rule 409 of the RCAP, Abbott shall not canse or pcnnit the emission 
of particulate matter in any one hour in excess of 0.05 pounds per pound of 
uncontrolled e1nissions fr<)n1 any non-process source. 

lt. .Abbott shall den1m1strate compliance w:ith this condition keeping the pressure drop 
co1Jectors as recommended by the manufacturer and the following: 

(l) Calibrate every six months the pressure drop meter of the dust collectors 
Jnduded in this permit. Abbott shall prepare and maintain alog of the date, 
tin1e, methodofogy ;;1nd results of the crtllbn1tions, The logs must be available 
at all times for inspection by the technical personnel of the Board. 



ABBOTT HEAI.:rHCARE (PUERTO RICO) LTD. 
BARCELONE'l'A, PR 
PFE-TV-2833-09-1096-0011 ~B 

PAGE 240F 98 

(2) Verify weekly the l'eadings of the pressure drop meters during the operation 

of each dust collector to ensure that these arc working within the range 
established by the 111fmufactttrcr to ensure the required control efficiency. 

(J) Shall prepare a Preventive Maintenance Peogram to ensure proper operation of 
the dust collectors. 'The prognun must be available for review by the Board. 

At any time the Board muy 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 maintcmtnce program to the Air Quality Arna for 
approval. 

(4) Abbott shall inspect the dust collectors according tt1 the Preventive 

Maintenance Proghnn to ensure they work properly and to observe changes 
that may indicate potential malfw1ction. 

(5) Abbott shall keep a logbook with the results of the dust collector's inspections 

including tbe following lnfonnatlon: 

(A) Thne and date of inspection 

(B) Inspection Results 

(C) lf a problem i.s found: 

(i) Nature of the problem 

(ii) Corrective mcasur<!S 

g. 'Ihe process of Clarithromydn is subject to regulations in 40 CFR Part 63 Subpart GGG 

(Pharmaceutical Production MAGI'). 'fhc conditions applicable to this regulation are in 
section V.B. of this pcnnit 

2. EU-14 - Loadingt Unloading and Storage of Chemicals 

C:m:illtion. 

Stationury 
Tanks 

Paratneter 

N/A 

Value 

NIA 

Units 

NIA 

test 
Metha:i 

Metha:i 
Fr~uency 

Dr:sign (Jr N/A 
conlTnl 

equipment 

Recordkeeping 
Requlrerne11ts 

Maimernittre, 
repairs 

Reports 
Ftcquenc:y 

Semiannual 

40 CFR Pan Set• cm1dition 
···························--·--·--···-·----+------f-------+-----

(l3 Subpart V.B of this 
GCK; p0nnit 

lwwM''''--·'·"'""""'""_'_,__.~-----'----->.---""'"'"'•"""""~"""'~"'-''-'-~"""'-·-~-MMM.Mw ... _ ... -.. -... ,,_._ .... -..... ,_ •. __ ·······M•··'-·-··--·············-·····-······~ 
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a. Stationary Tanks - Rule 417 of the RCAP 

L Abbott shall not place, store, or hold il1 any stationary trink1 rese1~volr1 or other 
container of more than l51Al2 liters (40,000 gallons) capacity ofany volatile 
organic compounds unless such tank, reservoir, or other container is a 
pressure tank capable of trntintaining working pressures sufficient, under 
normal operating conditions, to control vapor or gas loss to the atniosphere, 
or unless It is desig11ed and equipped wlth one of the following vapor loss 
control devices: 

(1) 

(2) 

A floating roof, consisting of a pontoon type, double deck type roof 
or internal floating cover, which will rest on the surface of the liquid 

contents to be eqnipped with a closure seal or seals to close the space 
between the roof edge and tank wall, This control equiprnent shall 
not be pertnitted if the volatile organic conrpm:mds have rt vapor 
pressure of 568 nliliimeters H.g or ll.O pounds per square inch absolute 
or greater, nnder normal storage conditions. All tank gauging or 
sampling devices shall be gastlght to prevent leakage when sampling. 
[Rule i~l7(A) of the RCAP]. 

A vapor recovery systern, consisting of a vapor gathering systein 
capable of collecting volatile organic co1npotmdsr vapor:>, and gases 
discharged, and a vapor disposal system capable of processing such 
volatile organic vapors and gases to control their emission to l'he 

atmosphere. All tank gauging and sampling devices must be gastlght. 
except when gauging or sampling is taking place, [Rule 4l7(B) of the 
RCAP], 

!L Ccm1pli;:uwe with condition (i) is ex.empted for th~~ following: 

(l) Storage tanks that are used for storage of any liquid having no 
photochemical reactivity (including those compounds listed under the 
definition ofVOC) and/or hflving an absolute vapor pressure less than. 
0.75 psia; and 

(2) tanks that treat waste water permitted undedhe Clean Water Act and 
exernpted by RCRA or CERCLA rules. 

Hi. Exernptlons based on vapor pressure shall be demonstrated with calculations 
using Antoine\; equation and average temperature of the liquid surface. 



ABBCJT'T' HEALTHCARE (PUERTO RICO) LTD. 
BARCELONE'T'A, PR 
PFE--TV-2833-09-1096~0011-B 

PAGE 260F 98 

b. Control Equipn1ent 

i. Emissions from this emission unit will be ctmtrolle:d by a thermal oxidizer and 
a gas scrubber. 'fhese equipment will meet the conditions set out in Section 
V. AA. of this permit. If subject to 40 CFR Part 63 Subpart GGG, it shall also 
meet the conditions of section V,B of this permit. 

c. Abbott shall maintain records which indicate the type of material and amount stored 
in each tank. The logs must be available at all tinles for inspection by the technical 

personnel of the EQB. 

cl. Tanks subject to 40 CFR Part 63 Subpart GGG, will also inect the applicable conditions 
included in section V .B. of this pcrmlt. 

3. EU-18 Solvent Recovery Operations 

C'AJudltkm :Patarnctru: Value Units 
Test 

Methtld 

Ethanol Etlrnnol L65E6 gal/rear Hct:ord 

lkcovcry Mixturl'.' 
Limit 

Hule 419 or voe J pounds/hr fanission 
U111 RCAP c~kufotions 

15 'l()\lrl\fa!dt\\I 

40 CF!\ P•m See wctlon 
63 Subpllrt V.B of'tli1'. 
GGG pcnnit: 

Ethanol Recovery Limlt [PFE-09-1195-142:3-1-C] 

Mcthoo 
Frequem:y 

Quarterly 

NIA 

Recordkeeplng 
l~equltcrrtentl'I 

Lngbook 

Keep records 
with ~hr: ernisslnn 
cakrllationi; 

NIA 

L Abbott shall process a nH1xi1mun of L65E6 gallons per year on the equipment for the 
recovery of ethanol. 

ii. Abbott shall maintain a quarterly record with the amount of ethanol ptocesscd, based 
on a rolling period of 12 months. The logs must be available at all times for inspection 
by the technical personnel of the EQB. 

b. RCAP Rule 419 [state-only enforceable] 

L According to RCAP Rule 419, Abbott will not permit the emission of 3 pounds per 
hmir or 15 pounds per day of voe in any article, machine, equipment or any other 
device without an acceptable control system, program or emissions reduction and 
prevention mechanism or both1 as approved or required by the Board. 
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ii. Abbott will operate the control e,quipment at all times while emissions are or can be 
generated during the ma1mfacturing processes In excess of the threshold established 
by RCAP Rule 419, except as specified under coridltions 15 and 16 of Section IU of 
this permit. 

c. Control Equi.p1nent 

I. Emissions from this ernission unit w.Ul be controlled by a regenerative thermal oxidizer 
and a gas scrubber. These equipment sha1l tneet the conditions set out in Section 
V.A,5 of this permit. 

d. For those equipment included in this emission unit which are subject to 40 CF,R Part 63 
Subpart ('JGG, shail meet the *tpplicabk~ reqt1irernents included in section V.B. of this pennit 

4. Operating Conditiorrn for Thermal Oxidizer/Gas Scrubber 

--·r---·-·-,--·-' 
Condltion Parameter Value U;nit$ Method 

Frequenc}' 
······························-·!-------!···-······-- ···--- ...... ,_ .. ________ ------··f ---·-

Vblbfo. 
' 'Emhi.sl~ms 

Lhnit 

Visible 
}]n1i$$kJl1S 

20 Pcrcentnge 
6·mhll1tes 

Method. 9 

Vi~ible 

fanissinns 

Once during 
thi: nrst year of 
the pem1it 

Recordk.eeplng 
ll(;(1ttirements 

R,epnrtll 
Fr!!quency 

------·- ______ , 
Wit.h INl(.:h 

reudlng 
60 day~ frnm 
e;1eh re;wling 

1------·1-------+------1·-----+------+-------1--------t--------
Fuel 
Copstanprlon 
Limit 

LPG 
const1rt1primt 

Dfosd 
em1:>umntirn1 

247,982 Flnwtniitet Ctmllnurn.ts 

157,61{0 

--------1--~--.--.k--.. --,l'"-------1·--------···-···1---·--- -··---· 
$11H\.1r CQl\tent Sull\Jr 05 percentage Fuel suppli<ir With ead1 hwl 
llmh in the Cuntem (dksd) per weight certiflc()tion receipt 
fuel 

equipnwnr for 
S01 and 
hsk1gem' 

\),003 
(LPG) 

S01 

Acid Giises 

95% Design 
Ev11lnation 

NIA 

H.ecnrd with 
the monthly 
f\11!1 
"'01·1st11nption 

Semhtnrnml 

Ri?cord With Monthly 
each recdpt. of 
fi1d sulfur 
cont'c;nt 

K<~epeopy of 
the dmllgn. 
eva!tmtit.in 

NIA 

'' Accon:iing to sealon. 63.l252(g} <if 4Q CFR, 11, dcvk:e frw redudng; the halogens from a combustlon conrml t•9uipment must reduc11 global 
rnnisNions or hydrogen h~lides and halogens by 95%, (For those sources subjecr to 40 CFR Part 63 Snbptt.rt. CiGG) 
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................................................................................ - ·············----··--·.--------,.---··---····r ... ·-.. -······.,,·-···········---·.,,r 
Condition Parameter Value Units Test Method Method 

Frequency 
Recordkeeping 
ltequiretnents 

...,._ ___ ,,,_.,,,,,,_, __ ,,.1-......... - ......... ,,..,.,,,,,,,, ... - ... - ...... ,,,,, ...................... ----1-----·-·--I--····-·····"·······--····--· ·"·"·····- ·············-
Thermal 
Oxklizer 
Opcorntlng 
Parnmcters 

rt?1i1petar.me 

Chanibers 34U> 
Volum" 

MHXimuni -Tzoil· 
V\Jil\l11etrk 
Cnpadty 

re 

din 

'.fomperntUIT 
sensrn 

Design 
Evaluation 

Design 
bvaluatkm 

Cnnt.lnumts Log with 

NIA 

tempet:t1ltm: 

readings 

Keep copy nr 
thcdei;lga 
evalrn11 ln11 
Kelc'.prnpynr 
the design 
t'v11 luat k111 

''-;r11er;~;;;t, __ ,,,,,, i\;;1;1~-;~~-,-- .. ,,_~T;fo--~;;;-,,onds -· -1:5;,~4;i~,,, ____ ···· --N/~\-
copy oC 

the design 
evaluution 

Oxi.dizcr U.1.1w Evahrntlo11 
Op<'rnting 
Parameters 

Reports 
Frequency 

NIA 

NIA 

NIA 

<:.;;;;·g;::;~;i,[;~,; ..... ~;fi;~h-m_l.l_n __ , ... ___ ... _ 1s·····---i-g-p-m---+-F-ln_w_n_ie_re-r --i--C-\:i1~\:;;;~~;~;;;--- --H~~;~·;fy r~~<.:md;- -·&:nliatmu>tl 
Operating flow of tht (Every·!-· 
.ParnH.te.lcrs so\utlnn lmut) 

·----l""'""""-w"'"""'''"'"""""'-'"''""'~ ·"'--""""··~•~-"'"•'.,._,.,,,_,_,__ .. _~ .. --.. ··-·--··-·-··~··• 

pH 9.() pH pH Meter Continmius Hourly rcc\Jn.ls Semianrn.1;.iJ 
(Ev•~rr + 

---- --"----·---'---·- -'------'--·---··---- J.1?.~~'.:l 

a, Visible Emissions Limit 

(i) Abbott shall not exceed the opacity limit of 20% for each unit in a 6-minutcs average. 
Ho;vcvcr, according to RCAP Rule 403(A), the pennittcc .may discharge visible 

emissions of an opacity up to 60'% for a period of no inorc than 4 minutes in any 
consecutive 30 minutes interval. [RCAP Huie 403(A)J 

(ii) Abbott shall hire an independent opacity reader, certified in a school endorsed by the 

EPA to make 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 CPR Part 

60. 'The equipment slrnH be operating at the thne of the opacity reading. 

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

(iv) Abbott shall notify in writing to the Board at least fifteen (15) days prior to the initial 
reading using Method 9, to allow the Board the opportunity to h~tve an observer 
present. [RCAP Hule l06(D)] 
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(v) The permitree shall submit two (2) copies ofthe .initial sampling results report under 
Metht1d 9 within 60 days after the tests, This report shall contain the infrmnution 
required under RCAP Rule 106(E), 

(vi) Abbt;tt shall ct1nduct weekly visual opacity inspections of the thermal oxidizer during 
daylight hours in the chJn:iney stack of the equipn1ent using a Visible Emissions 
Reader certified by a pri:,1gram endorsed by the EPA or the Board. When the certified 
reader establishes that the opacity limit under RCAP Rule 403 is being exceeded, 
Abbott shall verify that the equipment causing the visible emissions is operating in 
accordance with the manufacturer's specifications and permit conditions. If tb,12,,1mi.t 
is not working properly, shall take immediate corrective actions in order to eliminate 
the excess opacity and shall ·dQ9JJrnentJh~2t~P?t!!k1,1n,t9!;'.Qitg;~tJitXY~ti§,fa:it;;ni;;JQ51 

1) Weekly visible emission test shall be conducted in accordance with Method 9 
of 40 CFR Patt 60, Appendix: A, for a Ininhnum of 6 rninutes, and in 
accordance with the following requirements: 

a) Abbott shall conduct weekly opacity readings for at least 8 consecutive 
\Neeks. If no en1issi()flS (1tmvt: the established provisions ate Clbserved1 

then-

b) Abbott may take the opacity readings once every two weeks for a 
period t1f 8 consecutive weeks. If emissions above the limits 
established in Rule 403 of the RCAP arc observed, Abbott shall revert 
to weekly the frequency of readings (according to subparagraph (a) 
above) If emissions above the provisions of Rule 203 of the RCAP are 
not observed, then-

c) 'fhe opadty readings n1ay be performed once per month. lf emissions 
above the provisions of Rule 403 of the RCAP are observed, shall 
revert the frequency of readings to weekly (according to subparagraph 
(a) above), 

(d) If the facility reverts to a weekly frequency at any time, the frequency 
of tests vvi1l advance in accordance fi·om the initial frequency, This 
means that, upon completion of s:tep (a), may· proceed to step (b) und 
sl1bsequently to step ( c ), If ernlssions above the provisions of Ru le 403 
of the RCAP are not (lbserved, and so forth successively. 

(2) All visible t~missions readings shall be recorded ln accordance with Method 9, 

Shall prepare and rnaintain a record indicating the dateR and results of the 
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readings, such readings record must be available in the facility at all times for 
Board persrnmel to review. 

(3) If the unit is not ln operation on the day that corresponds to taking a teading, 
or the conditions or Method 9 are not met; the pcrmittee shall document such 

in the readings record, and inform it in the visible emissions summai-y to be 
submitted to the Board with the semiannual report required in this permit. 

(vii) The pennittee ni.ust submit a st11n1nary of the visible emissions readings along with 
the semi-annual repotts required in this permit. This report shall indude a. sumrnary 
of the results of the readings with thdr beginning and ending ti.me, and the date when 
the reading of visible emissions was performed, 'llle report shall ulw include the total 
munbcr of visible emission readings inadc in that period for untts subject to this 
rcquJrement. The pcrmlttec shall retain a copy of the visible emission re<idings 

including date and ti1ne of the readiug for at least five years, pursuant to Rule 603 (A) 

(4) (il) of the RCAP. 

(viii) The Board reserves the right to require additional visible emissions readings in order 
to demonstrate compliance With the opacity limit. 

c, Fuel Consumption Lhnit (PFE-09-019Jc()CJ57-1-ll~C) 

L The maximum consum.ption of LPG fuel to be oxidized in the thennal oxidizer shall 

not exceed 247,982 gallons per year. If Abbott: wants to substitute LPG fuel with 
diesel in the thermal oxidizer, it may oxidize a 1uaximum of 157,680 gallons of diesel 
per year, provided Abbott con1plics with the following: 

(l) For each gallon of diesel that is oxidized ln the thermal oxidizer, 1..57 gallons 
of LPG will be subtracted fronl the total of 247, 982 gallons ofLPG. The result 
will he the limit of LPG fuel that the facility is allowed to burn in the thermal 
oxidizer. 

(2) Shall keep a logbook to record the type and consumption of fuel oxidized 

monthly, and its sulfur content in weight percent for the thermal oxidizer. 
This record shall be kept on a 12 1nontb rolling basis. Such record must be 

available at all times for inspection by the tcclmica1 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 thertnal oxidizet must be provided With a diesel flow n1etet and LPG fuel flow 
tl1eter at the input to the thermal oxidizer, so thnt fuel consumption can be verified. 
Flowrneters shall be calibrated every slx. months to ensure that the fuel consumption 
limit is not excet~ded. Elowmeters will be operated according to the manufacturer1s 
recorm:nendations. Abbott shaH keep calibration documents or logs available in the 
facility at all times for Board staffreview or sub1nission to the T3oard when required, 

c. I:;\1el sulfur content limit 

i, The therm.al oxidizer will use a fuel with a rnaximtnn sulfur content of 0.5% by 
weight fi:Jt diesel an.cl 0.0031% by weight for LPG fuel. (PFE-09-0193-0057~Fll-C) 

ii. Abbott shall keep a copy of tht:: fuel snpplier certification whe11ever fuel ir> delivered 
inthe facility. Such certificates shall indicate the fuel sulfur content. to dernonstrate 

its compliance with the above condition, 

iiL Abbott shll.ll subrnir a report every six rnonths indicating the rnrmthly fiJei 
consumption, hours of operation and dally fuel sulfur content in weight percent. This 
report wi11 be sent to the Data. Validation and Mathemaf'ftal Modeling Division of the 
Air Quality Area of the EQB no later than the next 15 days frorn 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 EQB. 

vi. Abbott must submit a summary with the infonrn1tfon conti'.lined in these reports in 
the sen1iannual report required under general cclndition III.14. 

d. Thennal Oxidizer Operating Paran1eters 

L T'he thenrnil oxidizer shall operate under the follo\ving operational patam.<)ters, 
according to report submitted on July 23, 2012: 

Parameter Vulue 

r--------------··---- .. ---
T'emperature of the combustion chmnber ?:,1800°F (24 

hours average) 

347.6 ft3 

··-····--···-··-····-·-·-----···--·ii 0 cfm 

nhers Volmne 

lnmn1 Volurnetric Load 
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Parameter 

Residence time 

Value 

""'"~""'"""'""'-"'""°~'"M"""'.W.'W-"''-

2.26 seconds 
(24 hours 
average) 

iL Shall rrntintain a 1:c•n1peraturc of 1800i>F or higher in the thennal oxidizer, based on an 
average of 24 hours (midnight to tuidnight). 'rJ1e tuinimum residence Urne in the 
combustion chamber will be 2.26 seconds, based on an average of 24 hours (midnight 
to midnight). 

liL The thermal oxidizer shall be provided with a temperature sensor, Abbott must 
maintain a continuous record indicating the ten1peraturcs of the combustion 
chmnbcrs. This record must be kept in the facility at all tirnes for review by the Board 
personnel or to submit to the Board when required. 

e. Gas Scrubber Operating Parameters 

L The gas scrubber shall operate under the following operational parameters, accordlng tQ report 
submitted on July 23, 2012: 

Parameter Value 

pH of the caustic solution ;:::9.0 (24 hours 
average) 

1in1urn flow 15 gpm 

ii. The gas scrubber shall be provided with a p.H. meter in the caustic solution. Abbott 

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

Hi. The gas scrubber slitlll be provided with a tlowmeter. The flowmetcr must be certified 
by the manufacturer and shall have an accuracy within ± 10% of the design flow. 
Shall keep a record per hour1 indicating the average flow for each hour in the scrubber. 

7Except when controlling emissions subject to 40 CFR Part 63 Subpart GGG. Section 63.1558(b)(l)(il) of 40 
CFR requires that the Oow rate is measured and recorded every 15 mirtutes. 
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'This recot'd shall he available all th11es for review by the Boards" technical personnel 
or to be subinitted to the Board when required, 

f. Shall rnal.nta.in and irnplement a Preventive Maintenance Plan for the thermal oxidizer/gas 
scrubber. Shall ntait1t11i11 a record of the maintenance petibnned on the thermal oxidizer and 
the gas scrubber. This record must be kept in the facility at all tirnes for review by the Boards' 
technical personnel to si1bmit to the Boatd when required. 

g. Abbott shall keep a copy of the control equipn:ient design evaluationt n:vttilable at all times for 
inspection by the technical personnel ofthe EQB. 

h, Tbe thermal oxidizer and the gas scrubber shall comply \Vlth the monitoring requirements 
included in section V.B. of this pet111lti when contn:'.)lling emissio11 sources subject: to the 
requirements pf 40 CFR Part 631 Subpart CiGG. In case of conf1ict between the requirements 
ofthis section and the requirements included in sectionV.R of this permit, the more stringent 
reqttirement shaU prevail. 

B. Compliance with 40 CFR Part 63, Subpart GGG (National Emission Standards for 
Pharmaceuticals Proouctio!lt EU-1 and EU-14) 

L The emission units .EU-1 and EU-14 are subject to the national ernfssion standards fr)r 
hazardous nir pollutants fi.-,r pharmaceutical production included in 40 CPR Patt 63 Subpart 
GGG. Abbott shall comply with the requirements of this subpart and with the applicable 
requirements of the 40 CFH Part 63 Subpart A, as provided in Table l of 4D CFR Subpart 
GGG. 

According to 40 CFR §63.l250(g)(1), the emission limi~s in Subp:m GGG apply at a1J times, 
except that the provisions in §63.1255 of Subpart GGG shall not apply di1ring periods of 
nonoperation of the PMPU (or specific portion thereof) in which the lines are drained and 
depressudzed resulting in the cessation of the emissions to which §63.1255 of subpart GCG 
appli.es, 

3. Abbott shall not shutdown itenw of equip111ent that are required or utilized for compliance 
with the ernissfr)n limitations of subpart GGG during times when emissions (or when;,; 
applicable. wastewater streams or residuals) are being ro11ted to such items of eqtHp1nent, if 
the shutdown wot1ldcontravene emissions limitations applicable to such iterns of equipment. 
T'his statement does not apply If Abbott must shut down the equipment to avoid damage to 
a pharmaceutical tnanufacturing proce£>s unft (PMPU) t)r portion thereof, according to 40 GFR 
Section 63. l250(g)(2), 
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4. According to Section 63J250(g)(3) of the 40 C:FR, at all tirncs, Abbott ruust operate and 
1naintain any affected source subject to the requirements of subpart GGG, including 
associated .:iir pollution control equipment and monitoring equipment, in a n1annet consistent 

with safety and good air pollution control practices f(lr minimizing emissions. The general 

duty to minimize emissions docs not require Abbott to make any further eff()lts to reduce 

en1issions if levels required by the standards have been achieved. Determination of whether 

such operation and 1naintcnance procedures are being used will be based on information 
available to the Board, which may include, but is not limited to, rnonitorlngrcsults, review of 

operation aud rnaintc•rrnncc procedures, review of operations and maintenance records1 and 
inspection of the source. 

5. According to section 63.1250(g)( 4) of 40 CFR, in response to an action to enforce the standards 
set forth in subpart GGG, Abbott 1nay assert an affirmative defense to claim for civil penalties 

for cxceedanccs of such standards that are caused by malfunction, as defined at 40 CFR §63.2. 

Appropriate penalties .may be assessed, however, if Abbott fails to meet the burden of proving 

all the requirements in the afllnrnitlvc defense, as provided in 40 CFR §63J250(g)(4). 

a. According to §63.1250(g)(4)(ii), if Abbott experiences an exccedance of its en1ission 
lirn.its dttring a rnalfonction, Abbott shall notify the EQB by telephone or .fax as won 
as possible, but no later than 2 business days after the iuJtiaI occurrertce of the 
l1ialfunction, if it wishes to avail itself of an affirmative defonse to dvll penalties for 

that malfunction. ff seeking to assert an affirmative defense, Abbott shall also submit 

a written report to the EQB within 45 days of the initial occum:ncc or the cxcecdancr 
of the standard in subpart GGG to demonstrate, with all necessary supporting 
docmuentatfon, that it has met the requirements set forth in §63.1250(g)(4)(i). Abbott 

may seek an extension of this deadline for up to 30 additional days by submitting a 

written reque$t to the EQB before the expiration of the 45 day period, Until a request 
fbr an extension has been approved by the EQB, Abbott is subject to the requirement 
to subrnit such report within 45 days of the initial occurrence of the exceedance, 

6. Opening or a safety device .m. As provided in 40 CFR §63J252(a), Abbott can open a safety 
device, as defined in §63.1251, at any time conditions require it to do so to avoid unsafe 
conditions. 

7. G!9?~9d::::YGJJt§Y?~QU:rn m. According to 40 CFR Section 63.1252(b), dosed vent systems that 
contain byp;1ss lines that could dive re a vent strearn away fmm 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 reqnitemcnts Jn §63J252(b)(1) and (2) of 40 
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8. 

9. 

CFR Equipment such as low leg drains, high point bleeds, analyzer vents~ open-t:ndedvalves 
or lines, rupture disks and pressure relief valves needed for safety purposes are not subject to 

this requirements. 

a. Shall install, calibrate, maintain, and operate a flow.inclk<Ltor that deterruines whether 
vent strearn flow is present at least once every 15 lnlnntes, Records shall be 1nalntaiHt:'d 
as specified in§ 63.l259(i)(6)(i). The flow indicator shall be installed at the entrance 
to any bypass line that could divert: the vent stream. away frorn the control device to 

the atmosphere; or 

b. Sha11 secure the bypass line valve in the closed position with a car seal or lock and key 
type configuration. A visual in:ipection of the seal or closure niechan1sm shall be 
performed at least once every month to ensure that the valve is nui.intained in the 
dosed position and the vent stream is not diverted through the bypass line. Records 
shall be maintained as specified in 40 CFR §63J259(l)(6)(i). 

li~!lL~A,d:rnng~,5-Y$,~~ms - Except as provided in 40 CFR §63J252(c)(2); heat exchange systems 
that cool process equipment or rnaterials used in pharmaceutical manuCactudng operations 
shall comply with the requirements in 40 CFR § 63.104, except that the monitoring frequency 
shall be 110 less than quarterly. For identifying leaking equl.pmerlt, the owner or operator of 
he:1t exchange systems on equiprnent which meet current good manufacturing practice 
(cGMP) requirt~ments of21 CFR Part 211 may elect to use the physical integrity of the reactor 
as the surrogate indicator of heat exchange system leaks around the reactor. 

~~QnttQLI~£llliXCJ11GDL$,,,fQ[,Qf:ttHinJJqµid ;ii;r.~mn~Jn"QPQH ?Y?~~l110 \:Yithln µ,J?IvlPUI4Q"Cl~g 
§63;lZ52(f)] - Abbott shall cotnpiy vvith the provisions of Table 5 of Subpart GGC:I, for each 
item of equiprnent meeting all the criteria specified in paragrnphs (l)(2) through (4) and either 
paragraph (f)(5)(1) or (Ji) of 40 CFR §63.1252: 

a. The item of equiprnent is of a. type identified in Tf1ble 5 to 4() CPR Subpart GGG. [40 
CFR §63.1252 (f)(2)] 

b, 'I11e item of equipment is part of a PMPU, as defined in 40 CFR §63.1251. [40 CFR 
§63.1252([)(3)] 

c. The item of e,quiprnent is controlled less srringcndy thnn In Table 5 of this subpart 
and rhe lte1n of eqtlipm.ent ls not otherwise exempt fron1 controls by the provisions 
of Subpart GGG or Subpart A and; [40 CFR §63.1252 (f)(4)] 
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d. 'I'he item of equipment: 

i. Is a drain, drain hub, manhole, lift station, trencl11 pipe, i_x oil/watct separator 
that conveys water with an annual average concentratlon greater than or equal 

to 1,300 ppmw of partially soluble HAP compounds; or an anilltal average 
concentration greater than or equal to 5~200 l_)pmw of partially soluble and/or 
soluble HAP compounds. The ammal average concentration shall be 

determined according to the procedures in 40 CFR § 611257( e )(l)(ii). [40 CPR 
§63.1252(f)(5)(i)J 

iL ls a tank that receives one or .more streams that contain water with an annual 

average concentration greater than or equal to 1,300 ppn1w of partially soluble 

HAP compounds, or greater than or cquaI to 5,200 ppmw of total partially 

soluble and/or soluble HAP con1pounds, 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.l257(t~)(l)(ii). [40 CFil 
§63.1252(f)(S)(ii)] 

10' ~~QntmLE!?JJ.\,!i£Q!Jl<:;UtSJQLhJ)1Qg~nl1L9~tY£HL.~1I9J1U1S .. tl1fltJmLs;:QlJ\JS2llcd.l2;:~j';;Qlntms~im:ujgyi~;~~-;i 
"- In compliance with the section §63.1252(g) of the 40 CFR, the halogenated vent streams 

treated with a combustion device to crnnply with the provisions of §63.1253 (storage tanks, 

EU~l4) and 63.1254 (process vents, EU-1) shall be ducted to a halogen reduction device such 
as1 but not Hmit:ed t:o, a scrubber, before it is discharged to the atmosphere. The scrubber 

~ Sle!ld•:::::::~::s:~C:~=jhalidcs al1d halogetw by 95%'. 
lL Abbott must .meet the sta11dards for storage tanks included in §63.1256(b)(1) of the 40 CFR, 

as provided in that sccti.on. As primary compliance strategy, storage tanks will be equipped 
with a closed vent system with a control device9 that reduces total HAP emissions from the 
equipment input by 90 percellt by weight or greater.HJ Compliar1ce with these provisions 

17fhcPFE~09-0l93-0057-HJ-C permit establishes an efficiency fi.1r: the scrubber of90% for HCJ, l:lFand HBr1. 
Hovlever Abbott must meet a minimum effidern:::y of 95% when controlling emission sources subject to 40 
CFH Patt 63 Subpntt GGG. 
9 According to lts compliance strategy, Abbott will use a dosed ventilatlon system connected to a thermal 

oxidizer/scrubber to control einissions from storage tanks. As an alternate scenario, tank emissions will be 

controlled connecting the dosexl vent system. to an EFVCS (See Section V .. B. of this permit). 
10Thc PFlHJ9-0!93-0057-l·ll-C permit requires a minh:nmn efficiency of 99% for VOCs and HAPs. 
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shall be determined in accordance with the procedures of Section 63.l257(c) of the 40 CPR 
and monitoring requirements of Section 63.1258 of the 40 CFR. 

12. PJrumr;;i;LJ~1;;mtill~,..M;:1int~11£tni;0 :- 'I11e spedt1cations and requirements ln the above condition 
for control devices do not apply during periods of planned routine inai.ntenance. Periods of 
planned routine maintenance of the control devices during which the control device does not 
meet the specifications of the above condition shal1 nm exceed 240 hours in any 365 day 
period. Abbott rm1y submit an a:ppHc\ltion to the Administrator requesting an extension of 
this tirnt~ llmit to a total of 360 h011rs ht any 365 days period. 'T11e applic~1tion nmst explain 
why the extension is needed, it must spedfy that no material wlll be added to the storage 
tank between the tirne the 240-hour limit is exceeded and the control device is again 
operational, and it must be submitted at least 60 dirys before the 240-hour lirnit will be 
exceeded.. [40 CFR §63.1253(e)] 

13. 

r{.. 

For each process, Abbott must comply with the requirements in Section 63J254(a) of the 40 
CFR Cmnpliarn::e with these prnvisions shall be demonstrated it1 accordance with the 
procedures of Section 63J257(d) of the 40 CPR and the monitoring requiren1l:nts of Section 
63.1258 of the 40 CFR According to its priJrnn'y con1plia11ce strategy, Abbcltt will comply 
with the process vents pmvisim1s included In Section 63.1254(11)(1) of the 40 CFR. 
U11co11trolled HAP emissions from process vents should be: reduced by 93% or more. 11 

Notification of changes in the method of compliance shall be reported in actQrdance \:vitl1 fhe. 
procedures in 40 CFR §63.1260(h). 

One or more vents within a process could be controlled nsing the EFVCS, in cornpliance with 
§63.1254{a)(l)(H)(B). The flare will comply with the requiren1enrs of §63J1(b) of the 40 CFR 

15, General Equipment Leaks Requirements [40 CPR §63.1255(a}] 

a. The provisions of 40 CFR §63.1255 apply to pumps1 compressors, agitators, pressure 
relief devices, sampling cormectlon sysrems, open~ended valves or lines, valves, 
connectors, instrumentation systems, contm1 devices, and dosed7vent systems 
required by 40 CFR Part 63, Subpart GGG that are intended to ope1~ate in organic 
hazardous air pollutant. service 300 hours or more during the calendar year within a 

nAccordi.ng to the pennit PFE-09-0193~0057""H 1-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 CPR Part 63, Sttbpart GGG, [40 CPR 
§63.1255(a)(1)] 

b. The provisions in section 63J(a)(3), Subpart A of part 63 do not alter the provisions 
of paragraph (a)(2) of section 63.1255. [40 CFR §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 ;n1Cl 

cooling systems which do not combine tht~ir materials with those in the processes they 
serve, are not considered to be part of a process. [40 CFR §63J255(a)(5)] 

d. 'fhc provisions of this sec:tion do not apply to bcnch .. scale14 processes, regardless of 

whether the processes are located at the same plant site as a process S\tbject to the 
provisions of 40 CFH Part 63, Subpart GGG. [40 CFR §63.l255(a)(6)] 

'fhe equipment to which section 63.125:) upplics sbo.11 be identified so that it can be 
distinguished readily from equip1uent 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 bmmdaries by smne form or weatherproof identification, If 
changes are 1nade to the aff cctcd source sub jed to the leak detection rcqt1ircn1ents, 

equlprnent identification for each type of com.ponent shall be updated~ jf needed, 
within 90 calendar days or by the next Periodic Report following the end of the 
tnonitoring period for that component, whichever is later.[40 CFR §63.l255(a)(7)] 

L Equipment that is in vacuum scrvke ls excluded from the requirements of 40 CFR 
Section 63.1255. [40 CFH §63.1255(a)(8)] 

g, Equipment that ls in organic HAP service, but is in such service less than 300 hours 

per calendar year, is exduded 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)(9)] 

h. In accordance \vith 40 CFR §63.1255 (a)(lO), when each leak is detected by visua.l, 
audible, or olfhctory n1eans, or by monitoring as described in§ 63.180(b) or (c)j the 
following requirements apply: 

12Benc/1-so1Je rcfors to a b:;itch }Jrocess (other thai1 a research }md devdoprnent focility) which can be k;cated 
on top of a lab bench. This bench-scale equipment typically includes a reagent supply vessel, a small reactor 
and associated equipment for separation, recovery ai1d containment of product. '11iese processes arc capable of 
producing only small amounts of product; 



ABBOTT HEALTHCARE (PUERTORICO) LTD~ 

BARCELONETA, PR 
PFE-TV-2833-09-1096~0011-B 

PAGE39 OF 98 

1. A weatherproof and readily visible identification, inarked with the cquiprnent 

identification number, shall be attached to the leaking equipment. (40 CFR 
§63.1255(a)(lO)(i)] 

iL The identific0tion on a valvt' ln light liquid or gas/vapor se:rvk;e may be 
removed after it has been rnonitored as specified in paragraph (e)(7)(Hi) of 
section 63J255, and no leak has been detected during the follow-up 
mnnltoring. [40CFR §63,1255 (a)(lO)(!i)] 

Hi. The .identification ml equipment. e.xcept on a valve in light liquid or gas/vapor 
service; may be removed after it hris been repaired. [40CFR §63.1255 
(a)(lO)(iii)] 

t. Except as provided in paragraph (a)(ll)(i) of Section63J255, all terms in Subpart GGG 
that define a period pf time for completion of rnq~iired tasks (e.g., weekly, monthly, 
quarterly, annual) refe.r to the standard ca.lendar periods unless specified otherwise in 
the ::;ection or paragraph that imposes tbe requirernent. [40 CFR §63J255(a)(1 l)] 

L ff the initial compliance date does not: coincide with the beginning of the 
standard calendar period, Abbott may elect to utilize a. period beginning m1 
the compliance datet or may elect to con1ply in accordance with the ptovlslons 
of paragraph (a)(11)(ii) or (iii) of 40 CFJ( Secti<m 63.1255. [40 CFR 
§63.1255(a)(ll )(i)] 

H. Time periods specified in Subpart GGG for corupletion of required tasks rnay 
be di;mged by mutual agreement between Abbott and the Admhtistrator, as 
specified in subpart A of Part 63. For each time period that is changed by 
agreernent, the revised period shall re1nain in effect tmtil it is changed. A new 
n~quest i.s not rn.~cessary for each recurri.ng period. [40 CFH §63J255(a)(ll)(ii)] 

iii. Except as provided in paragraph (a)(ll)(i) or (il) of s~~ction 63.1255, vihere the 
period specified for compliance is a standard calendar period, if the initial 
C()tnpliurv.:;e> <faJe does not coincidt~ with the beginning t1f rhe calendar period, 
compliance shall be required according to the schedule specified in paragraph 
(a.)(11 )(lff)(A) ot (B) of section 63.1255, as uppropriate. [40 CFR 
§63. l 255(a)(ll )(iii)] 

(A) Compliarn:::e shall he required before the end of the standard calendar 
period within which the initial cornpHance date occurs .if there reurnin 

at least 3 tfoys for tasks that must be performed weekly, at least 2 
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weeks for ta,sks that must be performed n1onthly, at least 1 month for 
tasks that must he performed each quarter, or a.t least 3 months for 
tasks that must be pcrfonned annually; or [40CFI{ 
§63J255(a)(l I)(iii)(A)] 

(B) In all other cases, compliance shall be required before the end of the 
first full stand{lrd calendar period after the period withh1 which the 
initial compliance date occurs. [40 CFR §63J255 (a)(ll)(iii)(B)] 

iv. In ;111 instances where a provision of subpart GGG requires cmnpletion of a 
task during (~ach of nmltiple successive periods, Abbott may perform the 
required task at any time during each period1 provided the task is conducted 
at a reasonable interval after completion of the task during the previous period. 
[40 CFR §63.1255 (u)(l1)(iv)] 

j, In all cases where the provisions subpart GGG require an owner or operator to repair 
leaks by a specified time after the leak is detected, it is a violation of 40 CFH Section 
63.1255 to fail to take actkm to repair the leaks within the specified time. If action 
is taken to repair the leaks within the specified time, failure of that action to 
successfl.1Ily repair the leak is not a violation of 40 CPR Section 63J255. However, if 
the repairs are unsuccessftll, a leak is detected and the owner or operator shall take 
further action as required by applicable provisions under Section 63.1255 qf the 40 
CFR. [40 CFR §63.1255(a)(12)] 

16, Hefetcnccs [ 40 CFR §63. l255(b)] 

a. 'T11c mYner or operator of a source subject to sec~Jon 63.1255 shall comply with tbe 
provisions of subpart .H of part 63, as specified in paragraphs (b)(2) through (4) of 
Section 63. 1255. Tbc tern1 ''process uniti. us used in Subpatt H of Part 63 shall be 
considered to be defined the same as "group of processes" for sources subject to 
Subpart GC-iCi. T11e tern1 "fuel gas syst<'m," as used in Subpart H of Part 63, shall not 
apply for the purposes of Subpart GCG. [40 CFR §63.1255(b)(l)J 

b. Sections 63.160, 63.161, 63.1621 63.1631 63.167, 63.1681 63.170, 63.173, 63.175, 63.176, 
63.181 and 63.182 shalJ not apply for purposes of Subpart GGG. Abbott shall comply 
with the provisions specified in paragraphs (b)(2)(i) through (viii) of section 63.1255. 
[40 CFR §63J255(b)(2)] 

L Sections 63.160 and 63.162 shall not apply; however, Abbott shall comply with 
paragraph (a) of Section 63.1255 of the 40 CPR, [40 CFR §63.1255(b){2)(i)J 
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ii. Section 63.161 shall not apply; however, Abbott shall comply with Section 
63.1251 of the 40 CFR [40 CPR §63.1255(b)(2)(ii)] 

iiL Sections 63.163 and 63.173 shall not apply; however, Abbott sha11 con1ply wlth 
paragraph (c) of Section 63.1255 of the 40 CFR .. [40 CFR §63J255(b )(2)(iii)] 

iv. Section 63J67 shall not apply; however, Abbott shill comply with .Paragraph 
(d) of Sectio1163J255 of the 40 CPR [40 CPR §63J255(b)(2)(iv)] 

v. Section 63.168 shall not apply; however1 Abbott shall com.ply With parngraph 
(e) of Section 63.1255 of the 40 CFR. [40 CFR §63.1255(b )(2)(v)] 

vi. Section 63.170 shf111 not apply; .however, .Abbott shall comply with Section 
63.1254 of the 40 CPR. [40 CPR §63.1255(b)(2)(vi)] 

vii, Section 63.181 shall not apply; however, Abbott sha11 comply with paragraph 
(g) of Se~tion 63J255 of the 40 CFR. [40 CFR §63J255(b)(2)(vii)] 

viii. Section 63.f 82 shall not apply; however, Abbott sha11 comply with p!ltagrnph 
(h) of Section 63.1255 of the 40 CFft [40 CFR.§63.1255(b)(2)(vfii)] 

c. Abbott shall comply with 40 CF'.R Sections 63.164, 63.165, 63,166, 63,169, 63.177 and 
63,179 of the 40 CFR in their entirety, except where thiB sections reference other 
sections of Subpart H of .Part 63; the ref eren.ces shall rne::u1 the sectim:1s. specified U'.l 
paragraphs (b)(2) tl:nrl (4) of Section 63.1255 of the 40 CFR. Section 60.164 of the 40 
CF:R applies to compressors. Section 63.165 of the 40 CFR applies to pressure relief 
equipment in gas/vapor service. 40 CFR Section 63.166 applles to sampling connection 
systems. Section 63.169 of the 40 CFR applies to puwps. valves~ connectors and 
agitator~ in heavy liquid service; Instrumentation systems and pressure relief 
equipmentinJiqttid service. Section 63J77 of the 40 CPR applies to genera] alternative 
means of emissions H:r:nitation. Section 40 CPR 63;179 applies to alternative means of 
emissions lhnitationfot enclosed-vented process tullts. [40 CFit §63.1255(b)(3)J 

cl Abbott shaU comply with Sections 63.171., 63.172, 6:5.174, 63J78 and 63.180 of the 40 
CPR, except as specified in paragraphs (b)(4)(i) to (vi) of Section 63.1255 of the 40 
CF.R. [40 CFR §63.1255(b )( 4)] 

L Section 63.171 s~111 ;;rppJy; except §63.171(a) of the 40 CF'.R shall not i:tpply. 
Instead, delay of repair of equipment' for which .foak:s hn:ve been detected Is 
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allowed if one of tbe conditions in the follovving paragraphs (d)(i)(A) through 
(B) exists: 

(A) The repair is tecln1ically infeasible without a 1Jroccss shutdown. 
Repair of this equipn1ent shall occur by the end of next scheduled 
process shutdtrwn. [40 CFR §63.1255(b)(4)(i)(A)) 

(B) Abbott deternlines that repair personnel would be exposed to ru1 

immediate danger if attempting to repair without aprocess shutdown. 
Repah: of this equipm.ent shaJJ be oGcur by the end ofne;;tt scheduled 
process shutdown. [40 CFR. §63.1255(b)(4)(i)(B)] 

ii. Section 63.172 of the 40 GER shill apply for closed,.. ve11t systems used to 
cmuply with 40 CFR Section 63.1255, and for control devices used to comply 
\'Vi.th Section 63.1255 of the 40 CPR only, except: 

(A) Section 63.172(k) and (1) shall not apply, Abbott shall instead cornply 
with paragraph (f) of Section 63.1255 of the 40 CPR [40 CFR 
§63J255(b )( 4)(ii)(A)] 

(B) Abbott may, itistead of complying with the provl,sions of §63.172(£) of 
the 40 CPR design a dosed vent system to operate at a. pressure below 
atmosphedc pressure, The systen1 shall be equipped with at least one 
pressure gage or other pressure measuring equipment that can he read 
from a readily accessible location to verify that negative pressure is 
being n1a.h1tau1ed .in the closed-vent system when the associated 
control equiriment fa operating. [40 CFR §63.1255(b)(4)(il)(B)] 

(C) The requirements apply at all times, except as specified in §63.1250(g) 
of the 40 CFR. Abbott may not comply with the pl.armed touti11e 
maintenance provisions under Section 63.1252(h) of the 40 CFR. [40 
CFR §63J255(b)(4)(ii)(C)] 

iii. Section 63.174 of the 40 CH~ shall apply. e,;i;:cept: 

(A) Sectiows 63J74(t), (g) and (h) shall not apply. hrnteatl of §63.1,74(£), 
(g) and (h), Abbott shall comply with paragraph (f) of Secti011 63.1?.55. 
Section 63J74(b)(3) shall not apply. Instead of §63S/4(b)(3), Abbott 

shall comply with paragraphs (b)(4)(ili)(B) through (F) of section 
63.1455. (40 CFR §63.1255(b)(4)(iii)(A)] 
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(,B) If the percent leaking connectors in a group of processes was greater 
than or equnl ti;' 0.5% during the initial rnonitoring period, monitoring 
shall be perforrned once per year until the percent leaking connectors 
is less than 0.5%. [40 CFR§63,l255(b)(4)(iii)(B)] 

(C) If the percent leakl.ng connectors in the group t)f processes was less 
than 05 percent, hut equal to or greater than 0,2Sperctmt, duting the 
initial or last required monitoring period, Abbott rrmy elect to rnonitor 
once every 4 years. An owner or operator rnay cmnply with the 
requirenients of paragraph (b)(4)(iii)(C) of Section 63.1255; by 

rnoni.todng at least 40% of the connectors in the first 2 years and the 
remainder of the connectors within the next 2 years, The p{~rcem 
le~~king i;:onnectors will be calculated. for the total cif an required 
rnottitodng performed during the 4-year period, [40 CFR §611255 (1)) 
(4) (ill) (C)] 

(D) Ex:cept as provided in paragraph (b)(4)(Hi)(B) of section 63J255, lf 
leaking connectors coinprise at le;.ist 0.5 percent but less than LO 
percent of the connectors during the last n1onitoring period, Abbott 

shall monitor at least once every 2 years for the next nJonitoring 
period. At the end of that 2-year monitoring period, if the percent 

leaking connectors is greater than or equal to 0.5'%, Abbott shall 
rnonitor once per year untll the percent leaking connectors is Jess than 
OS%. ff at the end of n. n1onitoring period; the percent leaking 
connectors. is less than 0 .5 percent, Abbott shall monitor Jn accordance 
with paragraph (b )( 4)(iii)(C) or (F) of section 63.1255, as appropriate. 
[40 CFR §63.1255(b)(4)(lli)(D)] 

(E) If Abbott determines that 1% or more.of the cormectors in a group of 
processes are leaking, Abbott shall rnonitor the connectors once a year. 
Abbott may elect to use the provisions of paragraphs (b)(4)(Hi)(C), 
(D) or (F) of section 63J255 of the 40 CPR, as appropriat<:, after a 
rn(1nitori11g period in which less than 1 percent of the connectors are 
determined to be leaking, [ 40 CPR §63. l255(b)( 4)(ili)(E)] 

(F) Abbott ntay elect to petfbrm rnonkoring once every 8 years if the 
percent leaking connectors In the group of processes was less than 
0.25%1 during the initial or last required monitori11g period, Abbott 
shall monitor at least 50 percent of the connectors in the first 4 years 
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and the remainder of the connectors within the next 4 years. 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 <ippropriate inonitoring frequency specified ill paragraph 
(b)(4)(iii)(C), (D), or (E) of section 63.1255. [ 40 CFR 
§63.1255(b)(4)(iii)(F] 

iv. Section 63.178 of the 40 CFR shall apply, except: 

(A) Section 61178(b ), requirements for pressure testing, rnay be applied to 
all processes (not just batch processes) and to supply lines between 
storage and processing areas. [40 CFR §63J255(b)(4)(iv)(A)J 

(B) For pmnps, the phrase "at the frequencies specified in ·rablc 1 of this 
subpart" in§ 63.178(c)(3)(iii) shall mean "quarterly" for the purposes 
of Subpatt GC.JG [40 CFR §63J255(b)(4)(iv)(B)] 

v, Section 63.180 shaU apply except § 63J80(b)(4)(ii)(A) through (C) shall not 
apply. Instead, calibration gases shall be a i.nixtttrc of methane and air at a 
concentration oC approximately, but less than, 10,000 parts per million 
methane for agitators; 2,000 parts per .million for pumps; and 500 parts per 
tnillion for all other equipment, except as provid<xl in § 63.l80(b )( 4 )(iii). [40 
CFR §63.1255(b )(4)(v)] 

vL When sections 63J7l, 63J72, 63.174, 63.178, and 63J80 reference other 
st~cti.ons ill subpart H part 63, the refere11ces shall rnean those sections 
specified in paragraphs (b )(2) and (b )( 4)(i) through (v) of section 63.1255, as 
applicable, [40 CFR §63.1255(b){4)(vi)] 

17. Stand~ltds for pumps in light liquid service and agitators in gas/vapor service at1d io light 
liquid service [40 CFR §63.1255(c)] 

a. T11c provisions of Section 63.1255 of the 40 CFR apply to each pump that is in light 
organic HAP liquld service; and to each agitator in organic HAP gas/vapor service or 
in light ~xganic HAP liquid service. [40 CPR §63.1255(c)(l)J 

b. i. M2!1i!9rin.g. Each pump and agitator subject to this section shall be monitored 
quarterly to detect leaks by the n1cthod specified iu § 63.180(b) except as 
provided in §63.177, §63J 78, paragraph (f) of Section 63.1255, and paragraphs 
(c)(5) through (9) ofSe.ction 63.1255 of the 40 CFR [40 CFR §63.1255(c)(2)(i)] 
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iL L.s:.11ls._~J.t;fi;1igg11,. In accordance With 40 CFR §63.6625, the instrument reading, 
as determined by the method specified in §63.l80(b )1 t:hatdefines a leak is: 

(A) For agitators, an instrument reading of to,000 parts per million or 
greater; [40 CFR §63J255(c)(2)(ii)(A)] 

(B) For pumps, an instrument reading of 2,000 parts per rnHlkm or greater. 
( 40 CFR §63. l255(c)(2)(U)(B)] 

iii. YJ?1i!iLJtrnJJ~ctigns - Each pump and agitator shall be checked by visual 
inspection each calendar week for indications of liquids dripping frorn the 
pmnp or agitator seal. If there are indications of liquids dripping frorn the 
pmnp or agitator seal at the time of the weekly inspection, Abbott shall fQllow 
the procedure specified in either paragraph (c)(2)(iii)(A) or (B) of Section 
63.1255 of the 40 CFR prior to the next weekly inspection: [40 CFR 
§63.1255( C)(2)(iii)] 

(A) Abbott shall monitor the purnp or t1gitator by the method specified ln. 
63.lBO(b ), If the instrument reading indicates a leak as specified in 
§63.1255(c)(2)(il.)1 a leak is detected. [40 CFR §63.l255(c)(2)(iii)(A)) 

(B) Abbott shall eliminate the visual indications of liquids dripping. [40 
CFR §63. 1255(c )(2)(Hi)(B)] 

c. Repair provisions. [40 CPR §63.1255(c)(3)] 

i. When a leak is detected pursuant to paragraphs (c)(2)(i), (c)(2)(iii)(A), 
(t)(S)(iv)(AJ or (c)(5)(vi)(B) 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 (b)(4)(i) of section 63.1255, [40 CFR §63,1255(<:)(3)(i)] 

iL According to 40 CFR §63J255(c)(3)(ii), a first attempt at repair shall be made 
no later than 5 calendar days after the leak is detected, First attempts at repair 
htdude, but are not limited to, the following practices where practicable: 

(A) 'fightening of packing gland nuts. [40 CPR §63J255(c)(3)(H)(A)] 

(B) Ensuring that the seal flush is operating at design pressure and 
ternpetature. [40 CFR §63J255(c)(3)(fi)(B)] 
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d. Calculation of percent lcakcrs [40 CFR §63J255(c)(4)] 

1. Abbott shall decide no later than the end of the first monitoring period what 
groups of processes will be dc:veloped. Once Abbott has decided, all 
subsequent percent cakulations shall be tnade on the same basis. [40 CPR 
§63.1255( c)(4)(i)] 

iL If~ cakulated on a l-year rolling average, the greater of either 10 percent or 
three of the pumps in a group or processes: kak, Abbott shall monitor each 
pump once per month, until the c:a1culated 1-ycar rolling average value drops 
below 10 percent or three pumps, as applicable. [40 CFR §63.1255(c)(4)(ii)] 

iiL The number of pumps in a gronp of processes shall be the sum of all the 
pumps in organic HAP service, except that pumps found leaking in a 
continuous process within l quarter after startup of the pump shall not count 
in the percent leaking pumps calculation for that one monitoring period only. 
[40 CFR §63.l255(c)(4)(Ui)] 

iv. In accordance with 40 CFR §63.1255(c)(4)(iv), percent leaking pumps shall be 

determined by the following c<::Jtrntion: 

% I\;;;; percent leaking pumps. 

PL c:::• number of pumps found leaking as determined through 
periodic monitoring as required in paragraphs (c)(2)(i) and (ii) 
or section 63.1255. 

PT = total pumps in organic: HAP service, including those meeting 
the criteria in paragraphs (c)(5) and (6) of section 63.1255. 

Ps = number of pumps in a continuous process leaking within 1 
quarter of startup during the current 1nonitoring period. 

e, Exemptions. In accordance with 40 CFR §63.1255 (c) (5), each prnnp or agitator 
equipped with a dual mechanical seal system that includes a barrier' fluid systen1 is 

exempt from the requirements of paragraphs (c)(l) through (c)(4)(Hi) of section 
63.1255, provided the following tequircments are tnet: 
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L Each dual rnechrtnical seal system is: 

(A) Operated with the harrier i1uid at apressure tlrn.t is at aJl times greater 

than the purnp/agltator stuffing box pressnre; or [40 CFR 
§63.1255( t )( S)(i)( A)] 

(B) Equipped with a btwrier fli,_1id degassing reservoir that is connected by 
a closed-vent system to a control device that cmnplies with the 
requirements of paragraph (b )( 4)(H) of Section 63.1255; or [40 CFR 
§63.1255(c)(5)(i)(~)] 

(C) Equipped with a dosetHoop systern that purges the harrier fluid lnt:o 
a process strearn, (40 CFR §63.l255(c)(5)(i)(C)) 

iL The barrier ffuid ls not in light liquid service, [40 CFR §63J255(c)(5)(ii)] 

iiL Each barrier fluid system is equipped with n sensor that will detect fol.lure of 
the seal system. the barrier fluid system, or both. [40 CFR §63J255(c)(5)(Hi)] 

iv. Each pump/agitator is checked by visual inspection each calendar week for 
indications of liquids dripping frorn the pump/agitator seal. If there are 
indications of liquids dripping from the purnp or agitator seal at the time of 
the weekly inspection, Abbott shall follow the procedures specified in either 
paragraph (c)(5)(iv)(A) or (B) of section 63.1255 prior to the next required 
inspection. [40 CFR §63.1255( c)(5)(iv)] 

(A) Abbott shall monitor the pump or agitator using the rnethod specified 
in § 63J80(h) to deten:nine. if there is a leak of organic HAP in the 
barrier fluid. If the instrmnent reading indicates a leak, as specified 
in paragraph (c)(2)(1i) of section 63J255, a leak is detected. [40 CFR 
§63;l255(c)(5)(iv)(A)] 

(B) Abbott shall eliminate the visual indications of liquids dripping. [40 
CFR §63J255(c)(5)(iv)(B)] 

v. Each sensor as described in parngraph (c)(5)(iJi) of section 63;1255 ls observed 
daily or is equipped with an alarm unless the pump is located within the 
bout1dary nf an unmmmed phmt site. [40 CFR §63,l255(c)(5)(v)] 
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vi. (A) Abbott dctermines1 based on design: considerations and operating 
cxpedcnce, criteria applicable to the presence and frequency of drips 
and to the sen.soi' that indicate failure of the seal system, the barrier 
fluid systern, or both. [40 CPR §63.1255(c)(5)(vi)(A)] 

(B) If indications of liquids dri11ping frorn the puinp/agitator seal exceed 
the criteria established ln paragraph (c)(5)(vi)(A) of section 63.1255, 
or JC b:Ised on the criteria established in paragraph (c)(5)(vi)(A) of 
Section 611255, the sensor indicates failnre of the seal syste1n, the 
barrier fluid system, or both, a le;1k is detected. [40 CFR 

§63.1255(c)(5)(vi,J(B)] 

vii. When a leak is detected pursuant to paragraph (c)(5)(iv)(A) or (B) of Section 
63.1255, the leak must be repaired as specified in paragraph (c)(3) of Section 
611255. [40 CFH §63.1255(c)(5)(vii)] 

f Any pump/agitator that is designed with no externally actuated shaft penetrating the 
pump/agitator housing is exempt from the requirements of paragraphs (c)(l) thmngh 
(3) of 40 CFR Section 63.1255. [40 CFR §63J255(c)(6)] 

g. Any purnp/agitator equipped with a dosed-vent system capable of capturing and 
transpmi:ing any leakage from the seal or seals back to the process or to a control 
device that complles with the requirements of paragraph (b)(4)(ii) of Section 63.1255 
is exe1npt frorn the requircnients of paragraphs (c)(2) through (5) of Scction 63.1255. 
[40 CPR §63.1255(c)(7)] 

h. Any ptnnp/agitator that ls located within the boundary of an urnnanncd plant site is 
exempt from the weekly visual inspection requirement of paragraphs (c)(2)(iii) and 
(c)(S)(iv) of Section 63.1255, and the daily requirements of paragraph (c)(5)(v) of 
Section 63.1255, provided that each pump/agitator is visually inspected as often as 
practicable and at least monthly. [40 CFH §63J255( c)(8)] 

i, Ir n1ore than 90 percent of the pumps in a group of processes meet the criteria in 
either paragraph (c)(5) or (6) of section 63.1255 of the 40 CFR, the group of processes 
is exempt from the requirements of paragraph (c)(4) of 40 CFR §63.1255. [40 CFR 
§63.1255(c)(9)] 
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18. Standards: Open-ended valves or lines [40 CPR §63.1255(d)J 

b. 

c:. 

i. Ench open-ended valve or line shall be equipped with a cap, blind flange\ ping. 
or a second valve, except as provided in § 63.177 and paragi'aphs (d)(4) tllt(mgh 
(6) of section 63.1255 of the 40 CFI{. (40 CPR §63J255(d)(l)(i)J 

ii. The car» blind fl;'i.nge, plug, or second valve shall seal the ()pen end at all times 
except during operations requiring process fluid fk1w through the open-ended 
valve or line, or during n1rdntenance or repair, 'Dve cftp, blind flange, plug, (.)!.' 

second valve shall be in place within 1 hour of cessation of ope.rations requiring 
process fluid How through the\ open-ended va1ve or line or within l hour of 

cessation ofma.internmce or repair. The owner or operator is not .required to 
kee;p a record doctnriemi.ng compliance with the 1 ~hour requirement. [40 CPR 
§63.1255(d)(l)(ii)] 

Each open-ended valve or Hne equipped with a second valve shall be operat~~d in a. 
tnatmer such that the valve on the process fluid end]s dosed before the second valve 
is dosed. [40 CFR §63J255(d)(2)] 

When a doubie block and bleed systern fa being used, the bleed valve or line n1<1y 
rem:ain open during operations that require venting the line between the block valves 
but shall comply with paragraph (d)(l) of section 63.J255 at all other times. [40 CFR 
§63J255(d)(3)] 

d. Open-ended valves or lines in an emergency shutdc;wn systen1 which are designed to 
open aqton1atically in the evr~nt of a process upset are exempt from the requin:;ments 
of paragraphs (d)(l) through (d)(3) of section 63.1255, [40 CFH §63J255(d)(4fl 

e. Open-ended valves l)r lines containing materials which would autocatalytically 
polymerize are exempt from the requirements of paragraphs (d)(l) through (d)(3) of 
section 63.1255. [40 CFR §63,l255(d)(5)) 

f. Open-·(~nded valves or lines containing rnnterials which could cause an explosion, 
seriotls overpressi:ffe, or other safety hazard lf capped or equipped with a double block 
arid bleed system ns specified Jn paragraphs (d)(1) (d)(3) of section 63J255 are to 
exempt from the requiren1ents of paragraphs (d)(l) through (d)(3) of section 63.1255, 
[40 CFR §63. l255(d)(6)] 
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19. Standards: Valves in gas/vapor service ~ind in light liquid service [40 CPR §63.1255(e)] 

a. The provisions of section 63.1255 apply to valves that are either in gas organic HAP 
service or in light liquid organic HAP service. [40 CFR §63.l255(c)(l)] 

b. for existing and new affected sources, all valves subject to this sectioi1 sh:;ill be 

monitored, except as provided in paragl'aph (f) of secticm 63.125 ai1d in section 63.177, 
by no later than 1 year after the compliance date. [40 CFR §63,1255(e)(2)] 

c. MsmiJqdrig, Accordii1g to 40 CFR §63.l255(e)(3), the owner or operator of a source 
subject to §63.1255 shall monitor all valves, except as provided in paragraph (f) of 
§63.1255 and in §63J77f at the intervals specified in paragraph (e)(4) of this section 
and shall comply with all other provisions of this section, except as provided in 
paragraph (b)(4)(i) of sectioi1 63.1255, sections 63.178 and §63.179. 

i. The valves shall be 1nonitored to detect leaks by the method specified in 
section 63J80(b). [40 CFR §63J255(c)(3)(i)] 

ii. An instrument reading of 500 parts per nli.llion or greater defines a leak, [40 
CFR §63J255(c )(3)(ii)] 

d. SnlJ?~mmmn19nitP.ting_[rnqµ~rn;i¢i:!! In acwtdauce with 40 CFR §63. l255(e)(4)1 after 
conducting the initial sutvey required in paragraph (e)(2) of section 63.1255, Abbott 
shall monitor valves for le11ks at the intervals specified below: 

L for a group of processes with 2% or greater leaking valves, calculated 
according to paragraph (e)(6) of section 63.1255, Abbott shall monitor each 
valve once per month, except as: specified in paragraph (e)(9) of §63.1255 of 
the. 40 CFR [40 CFR §63J255(e)(4)(i)] 

iL For a group of processes with less than 2%1 leaking valves, Abbott shall 
monitor each valve once each quarter, except as provided in paragraphs 
(e)(4)(ili) through (e)(4)(v) or Section 63.1255 of the 40 Cf'R [40 CFR 
§63J255(e)( 4)(ii)] 

iiL for a group of proce::;ses with less than 1 percent leaking valves, Abbott may 
elect to tnonltor each valve once every 2 quarters. [40 CFR §63.l255(e)(4)(Hi)] 
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iv. Fot a group (_)f pn:;cesses with less than 0.5 percent leaking valves, Abbott may 
elect to rnonitor each valve once every 4 quarters (every 12 months). [40 CFR 
§63.1255(e)( 4)(iv)] 

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

e. Qnk:n.hi.tJQnof.1?.~r~~ntk:nr~~r~, In accordance with 40 CFR §63.l255(e)(5) to a group 
of processes to which subpart GGG applies. Abbott inay choose to subdivide the valves 
in the applicable groups of processes and 'lpply the prcvl.sions of paragraph (e)(4) of 
section 63J255 for each subgroup. If Abbott elects to subdivide the valves in the 
applicable group of processes, then the provisions of paragraphs (e)(5)(i) through 
(e)(S)(viii) of Section 63.1255 <ipply, 

L 

iL 

I'he overall performance of total valves h~ the applicable group of processes 
r:nusr he less than 2tMi leaking valves; as detected according to paragraphs 
(e)(3)(i) and (ii) of this section and as calculated according to paragraphs 
(e)(6)(H) and (Hi) of 40 CFR section 63.1255 of the 40 CFR. [40 CFR 
§63.1255(eX5)(i)] 

The initial assignment or subsequent rertssigun1ent of valves to subgroups 
shall he governed by the provisions of paragraphs (e)(5)(ii) (A) through (C) 
of section 63J255 of the 40 CFR [40 CFR §63J255(e)(5)(H)] 

(A) Abbott shall determine which valves are assigned to each subgroup. 
Valves with less than l year of monitoring data or v~tlves not 
monitored within the last 12 nmnths .must be placed initiaI!y lilto the 
most frequently monitored subgroup until at least l year of t1ionitori11g 
data has been obtained. [40 CFR §63.1255(e)(5)(ii)(A)] 

(B) Any va.lve or group of valves can be reassigned f ron:\ a less frequently 
rnonitored subgroup to a nmre frequently monitored subgroup 
provided that the valves to be reassigned were monitored during the 
n1.0st recent monitoring period for the less frequently monitored 
subgroup. The monitori.ng results must be included with the less 
frequently monitored subgroupfs monitoring event and associated next 
percent leaking valves calculation fbr that group. [40 CFR §63.1255 
(e)(S)(ii)(B)] 
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(C) Any valve or group of valves canbe reassigned from a more frequently 
monitored subgroup to a less frequently nmnitored subgroup provided 
that the valves to be reassigned have not leaked for the period of the 
less frequently monitored subgroup (e.g., for the last 12 months, if the 
valve ot group of valves is to be reassigned to a subgroup being 
monitored mmually). Nonrcp<iirable valves inay not be reassigned to 
a less frequently monitored subgroup. (40 CFR §611255(e)(5)(ii)(C)] 

iiL According to §63J255(e)(5)(iii) of the 40 CFR, Abbt)tt shall determine every 
6 months if 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% kiaklng valves or greater, Abbott shall 
revert to the program required in paragraphs (c)(2) through (e)(4) of section 
63.1255 of 40 CFR The overall perfonmmcc 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 equation: 

II 

L(%Vux Vi) 
%1v1.(1 = .c.-l'"..;_'I -----

i vi 
;,,{ 

where: 

%Vw"' overall perforn1ance of total valves in the applicable process or 
group of processes 

%Vu "" percent leaking valves in subgroup i, most recent value 
calculated according to the procedures in paragraphs (e)(6)(Ji) 
and (iii) of Section 63.1255 

V1 "' number of valves in subgroup i 

n = tmmber of subgroups 

iv. H~<;:qn;:l~ [40 CFR §63J255(c)(5)(iv)] - In addition to records required by 

paragraph (g) of section 63.1255 of the 40 CfH., Abbott shall maintain records 

specified in paragraphs (e)(5)(iv)(A) through (D) of 40 CPR §63.1255. 
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(A) Which valves are assigned to each subgroup, [40 CFR 
§63J 255(e)(5)(iv)(A)] 

(B) Monitoring results and calculations made for each subgrot.tp for each 
inorlltoring period, [40 CFR §63J255(e)(5)(lv)(B)] 

(C) Which valves are reassigt1ed and when they were reassigned, and [40 
CFR §63.l255(e)(5)(iv)(C)J 

(D) The results of the semianni,rnJ C!Verall perfomwnce calculation required 
in paragra.ph (e)(5)(Hi) of Section 63.1255 of the 40 CFR. [ 40 CFR 
§63.1255(e)(5)(iv)(D)] 

v. Abbott shall notify the EQB and EPA no later than 3() 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 ench subgroup. [40 CFR §63.1255(e)(5)(v)] 

vi. S~m1iru1t1mtLI~PQitii.... In addition to the information required by paragraph 
(h)(3) of section, 63.1255; Abbott shall suhrnit in the periodic reports tlm 
.information specified in paragraphs (e)(S)(vi)(A) und (B) of Section 63.1255 of 
the 40 CFR [ 40 CFR §63.1255( e )(5)( vi)] 

(A) Valve reassigmnents <,Kcurring during the reporting period, and [ 40 
CPR §63J255(e)(5)(vi)(A)] 

(B) Results of the se:mia1mtrn] overall performance calculation required by 
paragraph (e)(5)(1H) of section 63J255 of the 40 CPR. [40 CFR 
§63<!255( e )( 5 )(vi)(B)] 

vii, To determine the monitoring frequency for each subgroup, the cakulation 
procedures ofpm:agraph (e)(6)(iii) of section 63.1255 of the 40 CFR shaJJ be 
used. [40 CFR §63.t255(e)(5)(vii)] 

vHL Except for the overall performance calculations required by paragraphs 
(e)(5)(l) and (e)(5)(iii) of section 63.1255 of the 40 CFR, each subgroup shall 
be trented as lf jt were a. process for the purposes of applying the provisions 
of section 63J255, [40 CFR §63J255(e)(5)(Viii)] 
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i. Abbott shall decide no later than the hnplcmentationdatc of Subpart GGG or 
upon revision of an operating permit how to group the processes. Once 
Abbott has decided; aU subsequent percentage calculations shall be made on 

the same basis. [40 CFR §63.l255(e)(6)(i)] 

ii. Accotdlng to 40 CFR §63.1255(e)(6)(ii); percent leaking valves for each gtoup 
of processes or subgroup shall be detcnnined by the following equation: 

liL 

iv. 

Where: 

%Vt =percent le+1klng valves as detennined through periodic monitoring 
required in paragraphs (e)(2) through (4) of section 63.1255 of the 40 
CFR. 

Vt::::: munbcr of valves found leaking exdudh1g non-repairable as provided 
in paragraph (e)(6)(iv)(A) of 40 CER Section 63.1255 of the 40 CFR. 

Vr •::: total valves nmnitored .in a monitoring period excluding valves 
monitored as required by paragraph ((~)(7)(iii)of section 63'1255 of the 
40CFR 

When determining monitoring frequency for each group of processes or 

subgroup subject to monthly; quarterly, qr semiannual monitoring 
frequencies, the percent leaking valves shall be the arithmetic average of the 

percent leaking valves from the last two inonitoring periocls. When 
determining 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 ftom the last three monitoring periods. [40 CFR §63J255(e)(6)(iii)] 

(A) Non-repairable valves shall be included in the calculation of percent 

leaking valves the first time the valve l.s identified as leaking and non
repairrible and as required to comply wlth paragraph (c)(6)(iv)(B) of 

section 63'1255 of the 40 CFR. Othcrwisc1 a ntnnbet of non-repairable 
valves (ickmtificd and included in the percent leaking calculation in a 

previous perkxl) up to a 1naximurn of l percent of the total t1umber of 
valves ln organic HAP sexvicc at a process .may be excluded from 
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calculation of percent leaking valves for subsequent monitoring 
periods. [40 CFR §63.1255(e)(6)(iv)(A)] 

(B) If the number of non-rep<tirable valves exceeds l % of the total number 
of valves in organic HAP service at a process, the number of non:-
repa.In:ible valves e'1u:eed1ng 1'% of the totnl 1mroL1er of valves in organic 
HAP service shall be included in the cakl1fation of percent leaking 
valves, [40 CFR §63.1255(e)(6)(iv)(B)] 

i. When a leak is detected, it shall be repaired as soon as practicable, but no later 
than 15 calendar days after the leak is detected, except as provided in 
paragraph (h)( 4)(i)) of section 63J255 of the 40 CFit [40 CFJl 
§63.1255( e)(7)(i)] 

(A) A first attempt at repair shnJl be m11de no later thrm5 calendar <.fays after each 
leak is detected. [40 CPR §63J255(e)(7)(ii)] 

iii. When a leak IS- repaired~ the valve shall be monitored at least once within the 
first 3 months after its repair, Days that the vu.lve is not in organic HAP 
service shall not be considered part of this 3 month period. The monitoring 

required by this paragraph is in addition to the monitoring required to satisfy 
the definitions of "repaired" u and "first attempt at repair." 14 [40 CFR 
§63J255(e )(7)(iii)] 

(A) The rnoniroring shall be conducted as specified in §63.l80(b) and (c) 

of the 40 CFR as appropriate to cleterrnine whether the valve has 
resumed le<tklng. [40 CFR §63.l255(e)(7)(Hi)(A)J 

(B) Pt:riodic monitoring requited by paragraphs (e)(2) through (4) of 
section 63,'1255 of the 40 CFR Jnay he used to satisfy the require1t1ents 
of p:i.rngraph (e)(7)(iH) of section 63.1255 of the 40 CFR, if the tin1ing 

13 Repaired means that the equipment is adjusted, or otherwise altered, to elimirnite a leak as defined in 
the applicable paragraphs of §63.1255 and is, unless specified otherwise in the applicable provisions of§6l 1255, 
monitored acmrding to the specified in Section 63.180(b) and (c) as appropi'iate, to verify th,at emission from 
the equipment are below the applicable leak definitkm. [40 CFH §63.1251) 
14 First attempt at repair means to take action in. order of stopping or reducing leakage of organic material 

into the atmosphere. (40 CFR §63,1251} 
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of the rnonitoring period coincides with the time specified in paragraph 
(e)(7)(iii) of section 63.1255. Alternatively, other monitoring may be 
performed to satisfy the requirements of paragraph (e)(7)(lii) of 

section 611255, rcg<rrdl.ess of whether the timing of the n1onitoring 
period for periodic monitoring coincides with the time specified in 

paragraph (e)(7)(iii) of section 611255 of the 40 CFR, (40 CFR 

§63.1255( e )(7)(iii)(B)] 

(C) If a leak is detected hy monitoring that is co11d11ctcd pursuant to 

paragt·aph (e)(7)(iii) of section 63.12551 Abbott shall follow the 

provisions of paragraphs (e)(7)(iii)(C)(l) and (2) of section 63.1255 of 
the 40 CFR to determine whether that valve must be counted as a 

leaking valve for purposes of para.graph (e)(6) of section 63<1255 of the 

40 CPR. [40 CFR §63.1255(e)(7)(iii)(C)] 

(1) If Abbott elects to use periodic: HKlllitoring required by 
paragraphs (e)(2) through ( 4) of section 63.1255 to satisfy the 

requirements of paragn1ph (e.)(7)(iii) of section 63.1255, then 

the valve shall be cmmted as a leaking valve, [40 CFR 

§63.1255(c )(7)(iii)(C)(/J] 

(2) If Abbott elects to use other monitoring prior to the periodic 

monitoring required by paragraphs (e)(2) through (4) of 
section 63J255 to satisfy the requirements of paragraph 

(e)(7)(iii}of section 63.1255, then the valve shall be counted as 

a leaking valve unless it is repaired and shown by periodic 
monitoring not to be leaking. [ 40 CFR 
§63.l255(e)(7)(iii)(C)(2)] 

h, According to 40 CFR §63.1255(e)(8)1 first attempts at repair include, but are not 

!Jn1ited to, the following practices where practicable: 

i. Tightening of bonnet bolts, 

ii. Replacement of bonnet bolts, 

iii. Tightening of packing gland nuts, and 

iv. Injection of lubricant into lubricated packing. 
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L Any equipment located at a plant :rite with fewer than 250 valves in organic H.AP 
service in the affected source Is exe111pt from the requirements for rnonth1y 
monitoring specified in paragraph (e)(4)(i) of section 63.1255 of the 40 CFR, Instead, 
Abbott shall monitor each valve in orga1\k HAP service for leaks once C<\Ch quarter, 
or t:ornply with paragraph (e)( 4)(iii)1 (iv), or (V) of section 63.1255 of the 40 CPR, 
except as provided ln paragraph (f) of section 63.1255 of the 40 CFR. [40 CFR 
§63.l255(e)(9)] 

20' bl.!11~!f~,J&tJJlQJlitm:Ll11?.ti~!2t •. J!il]}gJ1ltJQ.111QrJiJ;Qr:ih1t1?~~1t,JI[ld j l'lUCCl0~liihlr"J;l£lUW111Cl1t,,14QJ;;:ER 
§6J.,1i~~(f)J 

a,. According to 40 CFR §63J255(t)(1), eqniprnent that ls designated as unsafe to 

monitort unsafe m Inspect, diffkult to 1nonitnr, difficult to inspect, or inaccessible is 
exempt from the monitoring requirernents as specified in paragraphs (f)(l)(i) through 
(iv) of section 63.1255 of the 40 CFR providedAbhott meets the, requiren1ents specified 
in parngrnph (f)(2), (3), or (4) of section 63.1255 of the 40 CFI~, as applicable. .All 
ec1ulpment must be assigned to a gr<ntp of processes. Ceramic or cetan1k~lined 
connectnts are subject to the same requirements as inaccessible connectors. 

i. For pumps and agitators, paragrn.phs (c)(2)1 (3), and (4) of section 63J255 of 
the 40 CFR do not apply. [40 Cr"R §63.1255(t)(l)(i)] 

ii. For valves, paragraphs (e)(2) through (7) of sectfon 63.1255 oftbe 40 CFR do 
not apply. I 40 · CFR §63, 1255(f)(l)(ii.)] 

m. For cmmectors, § 63.174(b) through (e) andparngraphs (b)(4)(Hi)(B) through 
(F) of section 63J255 of th~; 40 CPR do not apply, [40 Cf'R §63J255(f)(l)(i1i)] 

iv. For closed-vent systems, § 63.172(f)(l) and (2) and § 63J72(g) of the 40 CPR 
do not apply. [40 CPR §63.1255(f)(l)(iv)J 

L Valves, conr1ectors1 agitators, and purnps may be designated as rtnst1le, to 
monitor if Abbott determines that monitoring personnel would b(;~ exposed to 
an immediate dang<~r as a consequence of complying with the 111onitodng 
requirem.ents referred to in paragraphs (f)(l)(i) through (ii!) of section 63.1255 
of the 40 CPR [40 CFR §63J255(f)(2)(i)J 
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ii. Any part of a closed-vent system may be designated as unsafe to inspect if 
the owne1· or operator dctcnnines tlrnt uionitoring personnel would be exposed 
to an immediate danger as a consequence of complying with the monitoring 
requirements referred to in parngniph (f)(l)(iv) of section 63.1255 of the 40 
CPR [40 CFR §63.1255(f)(2)(ii)J 

Hi. The owner or opcrµtor of equipmc11t that is designated as unsafe to monitor 
must have a written plan that requires mo11itorlng of the equipment as 
frequently as practicable during safe to monitor times, but not more 
frequently than the periodic: tnonitoring schedule otherwise applicable to the 
group or processes iu which the equipment is located, [40 CPH 

§63, 1255(f)(2)(iii)] 

iv. for any parts of a dosed-vent system designated as unsafe to inspect, Abbott 
inust lwve a written plan that requires inspection of the closed-vent systems 
as frequently as practicable during safe to inspect times, but not rnorc 
frequently than annually. [40 CFR §63J255(f)(2)(iv)] 

i. A valve, agitator, or pmnp may be designated as difficult to .monitor if Abbott 
detennincs that the valve, agitator, or pump cannot be monitored without 
elevating the monitoring personnel more than 2 meters above a support 
surface, or it is not accessible in a safe manner when it is in organic HAP 
service. [40 CFR §63.1255(f)(3)(i)] 

ii. Any part of a dosed-vent syst<:."111 may be designated as difficult to inspect if 
Abbott detennines that the equipment cannot be inspected vvlthout elevating 
the monitoring personnel more than 2 meters above a support surface, or it is 
not accessible in a safe nrnnncr wheu it is in organic HAP service. [ 40 CFH. 
§63.1255(f)(3)(ii )] 

iii. At an existing source, any valve, agitator or pump within a group of processes 
that meets the criteria of paragraph (f)(3)(i) of section 63.1255 may be 
designated as difficult to monitor, and any parts of a dosed~vcnt system that 
meet the requirements of paragraph (0(3)(ii) of section 611255 may be 
designated as diffkult to inspect At a new affected source, Abbott may 

designate no tnore than 3 percent of valv(;s as difficult to monitor. [40 CFR 

§63.1255(!)(3 )(l ii)] 
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Iv. The owner or operator of valves, agitators) or pumps designated as difficult to 
monitor must have a written plun that requires tnonitoring of the equi15ment 
at least once per calendar year or on the periodic monitoring schedule 
otherwise applicable to the gronp of processes in 'Nhid1 the equipn:ient is 
located, whichever is Jess freqqent. for any part of a dosed·vent system 
designated as difficult to inspectt Abbott must have a written plan that 
requires inspection of the closed-vent systern at least once every 5 years. [40 
CPR §63J255(f)(3)(iv)] 

i. In accordance with 40 CFR §63.1255(f)(4)(i), a connector may be designated 
ns inaccessible if it is: 

(A) Buried; 

(B) 

(C) 

Insulated in a rnnnner that prevents access to the connector by a 
rnonitor probe; 

Obstructed by equipment or piping that prevents access to the 
connector by a monitor probe; 

(D) Unable to be re11ched from a \Vheeled !'>dssot-lift or hydraulic-type 
scaffold which would allow access to equipment up to 7.6 rneters (25 
feet) above the ground; or 

(E) Not able to be accessed at any time in a safe manner to perfr1rm 
n1onitoring. Unsafe access includes, but is not limited to1 the use of a 
wheeled scissor-lift on unstable: (it uneven terrain, the use of a 
inotodzed man~Hft basket in nreas where an ignition potential exists, 
or access would require nenr prbximity to hazards such as electrknl 
lines, or would risk dm11uge to equipment. 

iL A connector may be designated as inaccessible if it would require elevating 
the monitoring personnel l11ore than 2 meters above a pertmmettt support 
surface or would require the erection of scaffi:.1kt [40 CFR §63J255(f)(4)(ii)] 

UL At an exJsthig source) any connector that meets the criteria of paragraph 
({)(4)(i) or (ii) of section 63.1255 of the 40 CFR may be designated tts 
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a. 

~b. 

inaccessible. At a new affected soltrcc, Abbott may .designate 110 more than 

3%) of connectors as inaccess.iblc, [40 CFR §63 . .l255(f)(4)(Hi)] 

1v. If any lrni.ccessible, ceramic, or ceramic-lined connector is observed by visual, 

audiblc1 olfactory, or other means to be leakingt the leak shall be rel):titcd as 
soon as practicable, but no later tha.n 15 cnlendardays after the leak is detected, 
except as provided in paragraph (b)(4)(i) of section 63.1255 of the 40 CFR [40 
CFR §63J255(f)(4)(iv)J 

v. Any connector that is ina.ccessib.le or that is ceramic or ceramic-lined is 
e.xe111pt from the rccordkceping and reporting requirements of p~1ragraphs (g) 
at1d (h) of Section 63.1255. (40 CFR §63J255(f)(4)(v)] 

An owner or operator of innre than one group of processes snbJcct to the provisions 
of section 63.1255 of the 40 CFH. may comply with the rccordkceping rcquirernents 
for the groups of processes in one recordkeeping system if the system identifies with 

each record the program being ilnplemcnted (e.g., quarterly tnonitorlng) for each type 
of equipment. All records and information required by section 63Jl55 of the 40 CFR 
shall be inaintained in a manner that can be readily accessed at the pfant site. This 

could inc]ude physically locating the records at the plant site or accessing the records 
frou1 a central location by computer at the plant site, [40 CFR §63J255(g)(l)J 

c;~~JJPJ::i!LBs:.rnrdk~~;pjng, According to 40 CFR §63J255(g)(2), except as provided in 
pi~ragraph (g)(5)(i) of section 63.1255 and In paragraph (a)(9) of section 63J255, the 
following infonnatlon pertaining to all equipment subject to the requiren1ents in 
section 63.1255 shall he recorded: 

L (A) A list of identification mnnbersfor equipment (except connectors that 

arc subject tCJ parngraph (IJ( 4) of this section) subject to the 
requirements of section 63.1255 of the 40 CPR Except for equipment 
subject to the recordkeeplng requirements in paragraphs (g)(2)(ii) 
through (viii) of section 63.1255 of thf) 40 CPR, equipn1cnt need not 
be individually identified if, for a partictilar type or equipment, all 
items of that equipment in a designated area or length of ptpc subject 
to the provlsions of section 63.1255 of the 40 CFR arc identified as a 

gi:oup1 and the number of subject items of equipn1ent is .indicated. 
The list for each type of equipment shall be completed no later than 
the completion of the initial survey required for that cmnponent. 1'he 
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iL 

iii. 

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 Periodic 
Repott, following the end of the monitoring period for the type of 
equipment cornponent monitored, whichever is later. [40 CFR 
§63.1255(g)(2)(i)(A)J 

(B) A schednle for monitoring co1111ectt;1rs subject to the provisions of 
§63J74(a) t;,)f the 40 CFR and valves snb Ject to the provisions of 
paragraph (e)(4) of section 63.1255 of the 40 CFit [40 CFR 
§63.1255(g)(2 )(i)(B)] 

(C) Physical tagging of the equipn:1ent to indicate that it is in organic HAP 
service is not required. Equipment subject to the provisions of section 
63.1255 rnay be i.dentlfied on a plant site plan; in log entries, or by 
other appropriate methods. [40 CFR §63.1255(g)(2)(i)(C)] 

(A) A list of identification numbers for equipruent that Abbott elects to 
equip with a dosed~vent system rind co1itrol devke, under the 
provisions of paragraph (c)(7) of §63.1255, §63J64(h), or §63.165(c). 
[40 CFR §63J255(g)(2)(ii)(A)] 

(B) A list of identification munbers for cornpressors that Abbott elects to 

designate as 6peratlng with an instrume11t readI11g of less than 500 
parts per rnillion above background, rmdet the provisions of §63J64(i) 
of the 40 CFR. [40 CFR §63.l255(g:)(2)(ii)(B)] 

(A) A list of identification 1rnrnbets for pressure relief devices subject to 
the provisions in 40 CFR §63J65(a) of the 40 CFit {40 CFR 
§63:.1255(g)(2)(iii)(A) J 

(B) A list of identification. numbers for pressure relief devices equipped 
With rt1pture disks, under the provisions of §63.l65(d) of the 40 CFR 
[40 CPR §63.1255(g)(2)(iii)(B)] 

iv. Identification of instrnmentatlon systems subject to the provisions of section 
63.1255. Individual components in <m instmmentatfon system need not be 
identified. [40 CFR §63.1255(g)(2)(iv)] 
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v. Accotding to 40 CFR §63J255(g)(2)(v), the following infonriation sba11 be 
recorded for each dual mechanical seal system; 

(A) Design criteria l'equired by §63.1255(c)(5)(vi)(A) and §63.164(e)(2), 
and an explanation of the design criteria; and [40 CPR 
§63. l255(g)(2)(v)(A)] 

(B) Any changes to these crit:eria and the reasons for the changes. [40 CFR 
§63.l255(g)(2)(v)(B)] 

vL A list of equipment designated as unsafe to monitor/Inspect or difncult to 
monitor/inspect undet paragraph (f) of section 63.1255 of the 40 CFR and a 
copy of the plan for monitoring or inspecting this equipment. [40 CFR 
§63.l255{g)(2)(vi)] 

viL A list of connectors removed ft01n and added to the process, as described in 
§63.l74(i)(l) of the 40 CFR, and documentation of the integrity of tbe weld 
for any removed connectors, as required in §63.174(j) of the 40 CFR This is 
not required unless the net credits for removed connectors is expected to be 
used. (40 CPR §63J255(g)(2)(vii)] 

vm. For equipment that Abbott elects to monitor as provided under §63.178( c) of 
the 40 CFR, a list Qf equipment added to hatch product processes since the 
last monitoring period required in §63.l78(c)(3)(ii) and (Bi), Thls list must be 
completed f()r each type of equipnlent within 90 calendar days1 or by the next 
Periodic Report, following the end of the monitoring period for the type of 
equipment 1no11itorcd1 whichever is later. Also, if Abbott elects to adjust 
monitoring frequency by the tirne in use, as provided in §63. l78(c)(3)(iii) of 
the 40 CFR, records demonstrating the proportion of the time during the 
calendar year the equipment is in use in a manner subject to the provisions of 
section 63.1255 arc required. Examples of suitable docuinentation arc records 
of time in use for individual pieces or equipment or average time in ttsc for 
the process unit. [40 CFR §63.1255(g)(2)(viii)] 

c, B,,t;,~~,1;,n:\:i~,,9[~yi,$~rnLin2p0~:.ti.9.H.$.!. For visual inspections of equipment subject to the 
provisions of paragraphs (c)(2)(Hi) and (c)(S)(iv) of scctirn1 63.1255, Abbott shall 
document that the inspection was conducted and the date of the inspection. Abbott 

shall maintain records as specified ill 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 CFH. These records shall be retained for 2 years, J40 Cf"R 
§63, l255(g)(3)] 

d, MDIUJ;Qfll1!LJ:t;£QJ:~fa, In accordance with 40 CFR §63. 1255(g)(4); when each .leak is 
detected as specified in paragraph (c) of section 63J255 of the 40 CFR and § 63J64, 
paragraph (e) of section 63.1255 and §63.1691 and §63.172 and §63.174, the following 
information sh;ill be 1-e<.xirded and kept for 5 years (at least 2 ye\irs cmsit:e, wtth the 
remaining 3 years dther onsite or off site): 

L The instrument and the equipment identification number and the operator 
name, initials, or identification number, [40 CFR §63J255(g)(4)(i)] 

ii, 'I11edate the leak was detected and the date of the first attempt to repair the 
le~k. (40 CPR §63J255(g)(4)(ii)] 

iii. 'TI1e. chtte of successful repair of the leak, [40 CFR §63J255(g)(4)(iH)] 

iv. The 1na)dm1nti instrument reading mea~mxed by Method 21 of 40 CPR Part 
60, Appendix A, after the leak is successfully repaired or determined to be 
non-repairah1e. [40 CFR §63.1255(g)(4)(Jv)J 

v. ''Repair delayed" and the reason for the delay if a leak is not tepa!red within 
15 calendar days after discovery of the leak. [40 CPR §63.1255(g)(4)(v)] 

(A) Abbott may develop a written procedure that iden.tU1es the conditions 
thatjustify a delay ofrcpair. The written procedures shRH be included 
in a document that is n1aintained at the plant site. Rerlsr>ns for de.fay 
of repair may be documented by citing the televa1H sections of the 
written proced11re, [40 CPR §63.l255(g)(4)(v)(A)] 

(B) If delay ofrepair was caused by depletion of stocked pans, there must 
be docurnennition that the spare parts were sufficiently stocked onsit.e 
before depletion and the reason for depletion. [ 40 CFR 
§63. 1255(g)(4)(v)(B)] 

vL If repairs were delayed, dates of process shutdowns that occur while the 
equipment is unrepaired, [40 CFR §63. l255(g)( 4)(vi) J 

vii. (A) If the alternative in § 63J74(c)(l)(ii) of the 40 CPR is not in use, for 
the monitoring period, identification, either by list, location (area or 
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grouping)1 or tagging of connectors disturbed since the last monitodng 
period required in §63.174(b), as described in §63.174(c)(1) or the 40 
CFR. [40 CfR §63.1255(g)(4)(vii)(A)] 

(B) 'Il1e date and results of fbllow-up monitoring as requited in 40. CFH § 
63.174(c)(l)(i) and (c)(2)(ii), J[ identification of disturbed com1cctors 
is made by location, then all conncctars within the designated location 
shall be nmnitored. [40 CFR §63.1255(g)(4)(vii)(BJ] 

viiL 'l'he date and tosults of the monitoring tequired in § 63J78(c)(3)(i) for 
equiprnent added to a batch process since the last inonitoring period required 
in §63.178(c)(3)(H) and (iii) of the 40 CFR. If no leaking equipment is found 
in this rnonitorlng, Abbott shall record that the inspection was performed. 
Records of the actual monitoring results are not required. [40 CFR 

§63.1255(g)( 4)( viii) J 

ix. Copies of the periodic reports as specified in paragraph (h)(3) of sectkm 
63.1255 of the 40 CFR, if records arc not maintuined on a computerized data 
base capable of generating summary reports froin the records. [40 CFR 
§63.1255(g)( 4 )(ix)] 

ASG!;!qgjq_QfJ,':!:qtrnm~tq§!;;_, According to the 40 CFR §63.l255(g)(5), the owner or 
operator who elects to pressure test a process cquiprncnt train or supply Hnes between 
storage and processing areas to demonstrate (X)mpliance with section 63J255 is exempt 
from the requirements of paragraphs (g)(2), (3), (4)1 and (6) of section 63.1255 of the 
40 CFR. Instead~ the owner or opera.tor shall inaintain rt'cords of the fi.11lowing 
lnformation: 

L The identification or each product, or prodi1ct code, produced during the 

calendar year. It is not necessaty to identify individual items of cquiprnent in 
the process equipment train. [40 CFR §63.1255{g)(5)(i)] 

iL Physical tagging of the equipment tq identify that it is h1 organic HAP service 
and subject to the provisions of section 63. 1255 of the 40 CFR is not required. 
Equipnieut in a process subject to the provisions of section 63.1255 of the 40 
CFR may be identified on a plant site plan, Jn Jog entries, or by other 
appropriate 1nethods. [40 CFR §63.l255(g)(5)(ii)J 
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iii. The dates of each pressure test required in sectkm 63.l78(b) of the 40 CFR1 

the test pressure, and the pressure drop observed dttring the test [4{) CFR 
§63J255(g)(5)(iii)] 

iv. Records of any visible, audible, or olfactory evidence of fluid }Qss, [40 CFR 
§63.l255(g)(5)(iv)J 

v. According to §63. l255(g)(5)(v) of the 40 CFR1 when a process equipment train 
does not pass two consecutive pressure tests, the. following !nfonnation shall 
be recorded in a log and kept for 2 years: 

(A) The date of each presm1re test and the date of each leak repair attempt, 
[40 CPR §63J255(g)(5)(v)(A)] 

(B) Repair methods applied in each attempt to repait the leak. [40 CPR 
§63, 1255(g)(5)( v)(B)] 

(C) The reason for the delay of repi1ir. [40 CER §63J255(g)(5)(v)(CJ] 

(D) T11e expected date for delivery of the replacement equipment ;ind the 
actual date of delivery of the replacement equipment. [40 CFR 
§63.1255(g)(5)(\f)(D)] 

(E) The date of successful repair, [40 CFR §63,l255(g)(5)(v)(E)] 

f. Bt£fi11'.Qg.-9"L~om12ressot _"n!1£LL~l}~[dt;Yk~ Q'.!.!11Plfami::;_!2 t~$t~, According to 40 CPH 
§63.1255(g)(6)1 the dates and results of each compliance test required fat compressors 
suh ject to the provisions in section 63. 164(1) of the 40 CFit and the dates {tnd results 
of the rnonitorlng .following a pre$sure release f{)r each pressure relief de.vice m1bject 
to the provisions in sectio11s: 63.165( a) and {b) of the 40 CFR. The results shall include: 

i. The background level measured during each compliance test. [40 CFR 
§63.1255(g)(6)(i)) 

iL The maxhmun instrument reading measured at M.ch piece of equiprnent 
duringeach compliance test [40 CFR §63.1255(g)(6)(ii)] 

g. [!~!;,Qt;dLtQI'. .. clQZll£4-v~nt lfYJ:itt).lli~ According to 40 CPR §63. l255(g)(7), Abbott shall 
maintain records of tbe information specified in paragraphs (g)(7)(i) through (iii) of 
section 63.1255 of the40 CFR for dosed-vent systerns and control devices subject to 



ABBCJI'T HEALTHCARE (PUERTO RICO) LTD, 
BARCELONETA, PH 
PFE-TV-2833-09-1096-0011-B 
PAGE 660F 98 

the provisions of paragraph (b)(4)(ii) of section 63.1255 of the 40 CPR. 'The records 
spec med Jn paragraph (g)(7)(i) of section 63. 1255 of the 40 CFR shall be retained for 
the life of the equipment. 'fbe records specified Jn paragn1phs (g)(7)(ii) and (g)(7)(iii) 
of section 63.1255 of the 40 CFR shall be retained for2 years. 

L The design specifications and performance demonstrations specified in 
paragraphs (g)(7)(i)(A) through (g)(7)(i)(D) of section 63J255 Qf the 40 CFR, 
mentioned below: 

(A) Detailed schematics, design specifications of the control device, and 
piping and instrumentation diagrams. [40 CFR §63J255(g)(7)(A)] 

(B) The dates and descriptions of any changes iii the design specifications. 
[40 CFR §63.l255(g)(7)(B)] 

(C) The Hare design (i,e., steam assisted, air assisted1 or non-assisted) aud 
the results of the cornpliancc demonstration required by §63.ll(b) of 
the 40 CFR. ( 40 CFR §63.l255(g)(7)(C)] 

([)) A description of the parameter or paranietcrs monitored, as required 
in paragraph (b)(4)(ii) of section 63.1255; to ensure that control devices 
arc operntcd and maintained in confonnancc with their design and an 
explanation of why that parameter (or parameters) was selected for 
the monitoring. [40 CFR §63J255(g)(7)(D)] 

iL Records of operation of closed~vent systems and control devices. [40 CFR 
§63. l 255(g)(7)(i i) J 

(A) Dates and durations when the closed-vent systerns and control devices 
required in paragraph (c) of §63.1255 and §63.164 through §63.166 are 
Hot operated as designed as indicated by the monitored parameters, 
including periods 'When a flare pilot light system does npt have a !1amc. 
[40 CFR §63,l255(g)(7)(ii)(A)] 

(B) Dates and durations d11ring which the monitoring systen1 or 
monitoring device ls inoperative. [40 CFH §63.l255(g)(7)(ii)(B)] 

(C) Dates and durations of startups and shutdowns of control devices 
requit'cd in patagraph (c)(7) of section 63.1255 and sections 63J64 
through 63.166 of the 40 CPR. [40 CFR §63.1255(g)(7)(ii)(C)] 
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h. 

iiL Records of inspections of dosed-vent systems subject to the provisions of 
§63.172 of the 40 CFR [ 40 CFR §63~ 1255(g)(7)(Hi)) 

(A) For each inspection conducted in accordance with the provisions of 
section 63.172(1)(1) or (1)(2) of the 40 CFR during which llO leaks were. 
detected, a record that the inspection was performed, thi7 date of the 
inspection, and a staternent that no leaks were detected, [40 CFR 
§63.1255(g)(7)(Hi)(A )] 

(B) For each inHpection conducted h1 accordance with the provisions of 

section 63.172(f)(1) or (1)(2) of the 40 CFR during which leaks were 
detectedi rhe information specified ln paragraph (g)(4) of section 
63.1255 of the 40 CFR shalt be recorded. [40 CFR §63.l255(g)(7)(iH)(B)] 

I<~~LQ!:fuL[QL~Qn2l;?QJJ~llt~LlnJ1~~yyJlg,11!d $<,::<ryice. -lnforn:i.ation, data, and analysis used 
to determine that a piece of equtpment or process ls in heavy liquid service shall be 
recorded. Such a determination shall include an analysis or demonstration that the 
process fluids do not meet the criteria of ''in light liquid or gas service.'' Exarnples of 
information that could document this include, but are not limited to, records of 
cherniculs pnrch11sed for the process, analyses of process strerun compositibn, 
engineering cak:ulations, or process knowledge. [40 CPR §63.1255(g)(8)) 

L B,{;(;\Jnl~,,o[e~~}l11112UL9llll?QD~nt~,, Identification, either by Hst1 location (area or group) 
of eqt!iprnent in organic HAP service less than 300 hours per year subject to the 
provisions of section 63.1255 of the 40 CFR. [40 CFR §611255(a)(9)] 

j. R~~,ordf.lQ[?.lt~In~tiY~111~nn~.o[~iQn1plfa11:11;;:\LQ~t~nnlm1tkm, tn accordance with 40 
CPR §63.1255(g)(l0). owners and operators choosing to comply with the requireme11ts 
of §63J.79 shall maintain the foHowing records; 

L Identification of the process(es) and the organic HAP they hand]c, [40 CFR 
§63.1255(g)(l0 )(i)] 

iL A schernatk of the process. enclosure; and closed-vent systen:i., [40 CFH 
§63.l255(g)(lG)(ii)] 

iii. A description of the system used to ctente n negative pressure in the enclosure 
to ensure. that all emissions are routed to the control device. [40 CFR 
§63, 1255(g)(10)(Ui)] 
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a. According to 40 CFR §63.1255(h)(l), each owner or operator of a source subject to 
section 63J255 shall s1Jbn1it the reports listed in paragraphs (h)(l)(i) through (ii) of 
sectlon 63.1255 of the 40 CFR. [40 CFR §63.1255(h)(l)] 

L A Notifkation of Compliance Status Report described in paragraph (h)(2) of 
section 63.1255 of the 40 CFR. [40 CFR §63.l255(h)( 1 )(i)] 

ii. Periodic rcpons described in paragraph (h)(3) of section 63.1255 of the 40 CFR. 

[40 CFR §63J255(h)(l)(ii)J 

b. ti!gtiJl~!!ti9rt9LC9JJ1PJ1!!llG~;LS!c&l.UHLl1.('al9~Lk According to 40 CFR §63. l255(h)(2), each 
owner or operator of a source subject section 63.1255 shall submit the informatiort 
speciflcd in paragraphs (h)(2)(i) through (iii) of this section in the Notification of 
Compliance Status Report described in section 611260(0 40 CFR. 

The notification shnll provide the informatio11 listed in paragraphs (h)(2)(i)(A) 
through (C) of this section 63.1255 for each process subject t() the 
requirements of paragraphs (b) through (g) of 40 CPR section 63.1255 of the 
40CFR 

(A) Process group identification . .(40 CFR §63.1255(h)(2)(i)(A)J 

(B) Number of each equipment type (e.g., V<1lves, pumps) iu organic HAP 
servicet excluding equipment in V'i:lcuum service, [40 CFR 
§63. 1255(h)(2 )0 )(B)] 

(C) Method ofcompliai1ce with the standard (for example, "n1011tbly leak 
detection and repair" or "equipped with dual mechanical seals"). [40 
Cl"Jt §63. l255(h)(2)(i)(C)] 

U. The notification shall provide the information listed in paragraphs 
(h)(2)(ii)(A) and (B) of section 63.1255 for each process subject to the 
requirements of paragraph (b)(4)(iv) of section 63.1255 and 63J78(b) of the 
40 CFR [40 CFR §63.1255(h)(2)(ii)] 

(A) Products or product; codes subject to the provisions of section 63J255 
of the 40 CFH, and [40 CFR §63J255(h)(2)(H)(A)] 
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(B) Planned schedule for pressure testing when equipment is configured 
for production of products subject to the provisions of sectfom 63'1255 
of the 40 CPR. [40 CFR §63,J255(h)(2)(ii)(B)] 

m, The notification shi1U provide the infomJation listed in paragraphs 
(h)(2)(iil)(A}and (B) of section 6~U255 of the 40 CFR for each process ::;ubjecr 
to the requirements in 63.179 of the 40 CPR [40 CFR §63J255(h)(2)(iii)] 

(A) Process identification. [40 CFR §63J255(h)(2)(iH)(A)] 

(B) A description of the systern used to create a negative pressure in the 
enclosure and the cor1troldevlce used tncomply with the requirements 
of paragraph (b)(4)(ii) of section 63.1255 crf the 40 CFI<.. [40 CFR 
§63.l255(h)(2 )(iii)(B)] 

lv, Any change in the infonnation submitted under paragraph (h) of 40 CPR 
§63;1255 shall be provided to the Board and EPA as part of the periodic reports 
thereafter. 

v, Section 63. 9(j) shall not apply to the Notification of Compliance Status report 
descdbed in this paragraph (h)(2) of 40 CPR Section 63,1255. 

c. R~Ii.Q~UG:.~:PPtt~; Accc1rding to the 40 CFR §63. 1255(h)(3 ). the <)wner or operator of a 
source subject to section 63.1255 of the 40 CFR shall submit Periodic Heports. 

L A report containing the infor:mationin paragraphs (h)(3)(ii), (iii), and (iv) of 
40 CPR Section 63.1255 shall be submitted semianntrn.lly. 'l11c first report shall 
be sub111Itted no later than. 240 days after the Notification of Compliance 
Status Report is due and shall cover the 6-rnonth perlod begl.nning on the date 
the Notification of Compliance Status H.eport is due. Each subsequent report 
shall cover the 6-month period fC>llowing the l"iteceding perkid. Abbc1tt shall 
subrnlt the repc>rts bn May 15 and November 15 of each year. [40 CFR 
§63, 1255(h)(3)(i)] 

ii. For eqtlipment complying with the provisions of paragraphs (b) through (g) 
of section 63.1255, except paragraph (b)(4)(iv) of §63.1255 and §63.179, the 
sumnmry information listed in paragrnphs (h)(3)(ii)(A) through (L) of sectkm 
63J255 of th<:-; 40 CFR for each monitoring period during the 6-month per.ind. 
[40 CFR §63.1255(h)(3)(ii)] 
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(A) The nrnnber 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 val vcs lnonitorcd; [40 CFH 
§63.1255(h )( 3)(ii)(A)] 

(B) The nutnbcr of valves for which leaks were not repaired as requited in 
paragraph (c)(7) of section 63.1255 ()f the 40 CFR, identifying the 
number <)f those that are determined non-repairable; [40 CFR 
§63. l255(h)(3)( ii)(B)] 

(C) Separately, the number of purups and agitators for which leaks were 
detected as described in paragraph (c)(2) of section 63.12:55 of the 40 
Cl'1~, the total number of pumps and agitators monitored, and, for 
pumps1 the percent k:akers; [40 CFR §63.1255(h)(3)(ii)(C)] 

(D) Separately, the mnnber of pumps and agitators for which leaks were 
not repaired as required in paragraph ( c)(3) of §63.1255; [40 CFR 
§63. l255(b )(3)(ii)(D)] 

(E) 

(F) 

The 1mmber of compressors for which leaks were detected as de.scribed 
in §63.164(f); [40 CFR §63.1255(h)(3)(ii)(E)] 

Tl1e number of compressors for which leaks were not repaired as 
required in §63.164(g) of the 40 CFR; [40 CFR §63.1255(h)(3)(li)(F)] 

(G) T'he number of connectors for which leaks were detected as described 
in §63.174(a) of the 40 CFR, the percent of connectors leaking, and the 
total mnnbcr of connectors: n1011itored. [40 CPR §63.1255(h)(3)(ii)(G)] 

(H) The number of connectors for which leaks were not repaired as 
tequired in §63J74(d} of the 40 CFRi identifying the number of those 
tliat ure detennined nonrcpairablc; [40 CFR §63'1255(h)(3)(ii)(H)] 

(I) The facts that explain any delay of repafrs and, where appropriate, 
why a process shutdown was technically infeasible. [40 CFR 
§63.1255(h )(3)(ii)( I)] 
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(J) The results of all n10nitoring to show cornpliance with sections 
63J64(i)1 63.165(a), nnd 61172(0 of the 40 CPR conducted within the 
semiannual reporting period. [40 CFR §63J255(h)(3)(ii)(DJ 

(K) If applicable, the initiation of a monthly monitoring prQgram under 
either pnragraph (c)(4)(H) or pan1gra.ph (e)(4)(i) of sectim1 63.1255 of 
the 40 CFR [40 CFR §63.t255(h)(3)(ii)(K)] 

(L) If applicable, notification of a change in connector monitoring 
alternatives as described in §63.l74(c)(1) of the 40 CFit [40 CFR 
§63.1255(h)(3)(H)(L)] 

m. For own(:rs or operators electing to meet the requirements of §63.)78(b), the 
report shall include the information listed itl paragraphs (h)(3)(Hi)(A) through 
(E) of section 63,1255 of the 40 CFR for each process. [40 CFR 
§63.1255(h )(3)(iii)] 

(A) Product process equipment train identification; [40 CFR. 
§63.1255(h)(3)(iii)(A) J 

(B) TI1e immher of pressure tests cmtducted; [40 CFR 
§63.1255(h)(3)(iil )(BJ] 

(C) The number of pressure tests where the equipment train failed either 
the retest or two consecutive pressure tests; [40 CPR 
§63.1255(h)(3)(iii)(C)] 

(D) The facts that explain any delay of repairs; and [40 CFR 
§63J255(h)(3)( iii )(D)) 

(E) The results of all monitoring to determine cornpliance with §63.172(f) 
of Subpart FI of the 40 CFR (40 CFR §63.l255(h)(3)(lii)(E)) 

iv. Any revisions tQ iten1s reported in earlier Notification of Compliance Statlts 
repott, if the method of compliance has changed since the lnst report. [40 CPR 
§63.l255(h)(3)(iv)] 
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23. Cutrently Abbt)tt has: not affected wastewater by 40 CFH .Part 63 Subpart GGG at the facility. 
Should Abbott have affected wastewater, lt sh a II comply with 40 CPR §63J256. 

24. (;§JJG:nd: Except as specified in paragraph (a)(5) of section 63.1257 of the 40 CFR, the 
procedures specified in paragraphs (c), (d), (e), and (f) of section 63.1257 are required to 
demonstrate initial compliance with standards for storage tanks, process vents, equiprnent 
leaks and wastc\vater. 'l11e provisions in pm~agraphs (a)(2) and (3) of section 63.1257 apply to 
perfornrnnce tests that are specified in paragraphs (c), (d), and (e) of section 63.1257 of the 
40 CFit The provisions in paragraph (a)(5) of section 63.1257 of the 40 Cfll arc used to 
dcnmnstrate initial compliance with the alternative standards specified in sections 63.l253(d) 
and 63J254(c) of the 40 CFR. T11e provisions in paragraph (a)(6) of §63.1257 are used to 
co1nply with the outlet concentration requirements specified in sections 63J253(c), 
63J254(a)(2)(i), and (a)(3)(ii)(B), 63. l254(b )(i), and 63.1256(h)(2) of the 40 CFR Performance 
tests slrnll be conducted under such conditions representative of performanct! of th(~ affected 
source for the period being tested, Upon request, the owner or operator shall 1nake available 
to the~ Adn1inistrator such records as may be necessary to deterJnine the conditions of 
perfonnance tests. 

a. J2S:'.?.(gn~Y~ll1J.lltis:i!1 - To demonstrate that a control device meets the required control 
efficiency, a design evaluation rnust address the composition and organic HAP 
concentration of the vent stream entering the contml device. A design evaluation also 
rnust address other vent stremn characteristics and control device open1tlng 
parameters as specified in any one of paragraphs (a)(l)(l) through (vi) of section 
63.1257 of the 40 CFH1 depending on the type of control device that is used. lf the 
vent sti-eam is not the only inlet to the conttol device, the efficiency demonstration 
also must consider all other vapors, gases, and liquids,, other than fuels; received by 
the control device. [40 CFR §63.l257(a)(l)] 

25, It'!!'l10JJ';Jht'?d!'J, -" When testing is conducted to measure emissions frcnn an affected source,. the 
test inethods specified in paragraphs (b)(l) through (10) of section 63.1257 of the 40 CFR 
shall be used, in conipliance with section §63.1257 of the 40 CPR 

26. lniti;1!J,'.iPIJU?Ui1nc~~:w:iJh$JPtJl.g,~J:Jll1~.tm1Y:t,'liQIX!i:, -The owner or operator of il11 affected storage 
tank shall demonstrate initial compliance with section 611253(b) or (c:}, as applicable, by 
fulfilling the requirements of paragrapb (c)(1),or (c)(2), or (c)(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)(l) through (4) of 63.1257. 

Monitoring Requirements. [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: 

Equipment Parameter Value 
Monitoring Averaging Requirements for the 
Frequency Period indicators or monitors 

Bypass lines Valve position Closed/Open Monthly NIA NIA 
Thermal Temperature of the Greater than or Continuous Daily The tern perature 
Oxidizer combustion chamber, equal to 1,800~F (every 15 monitoring device must 

§63.1258 (b )(l)(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. 

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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Equipme11t 

Gas Scrubber 

Parameter 

Flow rate of the 

solution, 40 CFH 
§63, 1258 (b )(1 )(ii) 

Value 

15 gpn1 

Monitoring Averaging 
. . Freg~en~y__ _ Period 

Continuous Daily 
(every 15 

minutes) 

Requirements for the 

indicators or monitors 
'I11c monitoring device 
must be accurate withln 

±10 percent of the design 
scrubber liquid flowrntc. 
[ 40CFR §63.1258 
(b)(l)(i i)(B)] 

Shall be calibrated 
, annually. [40 CFR 

··-·--··--·-·-·----·-·----·------+·--- j §63.1258(b )(l )( ii)(C)] 
pH, 40 CFR §63.1258 :;:9.0 ~on:inuous Daily Sha11 be calibrated 

(b) (1) (ii) io (!:very -l- !I annually [40CFH 
~?Ur) §63.l258(b)(l' (ii)(C)_l __ _ 

Closed. Veut Visual inspection, N/ A Monthly NI A I N/A 
Systems §63.1258 (b )(l)(xi) of 

40CFR I ................................ __ ,,~-~------"-~---·-"-""'"'_' ____ "' _ ___, 

b, The rnonitoring of the control equipmcuCs operating paran1eters shall take place 
during the periods in which the device is working to achieve the removal of HAPs 
required by Subpart GGG. 

c. Ten1perature gauges and flow meters used to comply with the monitoring 

requirements of this permit shall be calibrated annually, as required by sections 

63.1258(b)(1)(ii)(C) and 63.1258(b )(1)(viii)(B) of the 40 CFRt or more frequently, as 

required by the EQB, Abbott shall prepare and maintain a log of the date, time and 

results of the calibrations available for inspection by technical personnel of the Board. 

d. Abbott shall perform monthly vismil inspections of each dosed vent system as 

specified in Scction 63J252(b) of 40 CPR [40 CFR §6l1258(b)(l)(xi)]. 

e. A daily average (24-hour) average shall be calculated as the average of all values for a 

monitored parnmeter 1evel set according to the procedures in (b )(3)(iii) of the 40 CFR 
recorded during the operating day or block. [40 CPR 63.1258(b)(2)(i)] 

15Sectlon 63.1258 (b)(l)(li) or 40 CFR state.s that the pH should be moniMted at least once daily. However; 
permit PFE-09-0193-0057+! [-C requires that the pH is monitored evt~ry hour. 
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C Mol1itodng values taken during pcritids in which the control devices are not 
functioning tn controlHng ernissions, as indicated by periods of no flow, shall not be 
considered in the; averages. Where flow to the device could be intennittent, the owner 
or operator shall instal.1, calibrate aud operate a flow indicator at the inlet or outlet of 
the control device to identify periods of 110 flow. [40 CFR §63,l258(b)(2)(iU)] 

g. Abbott shall maintain a record where nQ-flow periods are identified, which wm be 
available for review by the technical personnel oC the Board. 

h. Instead of monitoring the HCl conce11tration ush1g a CEM to monitor halogenated 
vent stream. that arc controlled by a combustim1 equipment followed by a scrubber, 
Abbott shall monitor scrubber operating parameters as·spedfied in the previous table 
included under this condition that demonstrate the llCl emissions are reduced by at 
1east 95% by weight, in con1pJhmce with §63.1258(b)(5)(I)(C) of the 40 CFR. 

L Ei.!;t;;t;~df!U<;f~5.0L9l?Sir11ting.17gr,1n1~.n~r,5 - Accordlng to section 63.l258(h)(6) of 40 CFR, 
ati.exceeda:nce of an operating parameter is defined as one of the fdllowing: 

L If the para.meter, averaged over an operating day or bfotk; ls below a minirnum 
value established during the initial com:pliance demonstration. [40 CFR 
§63.l258(b)(6)(i)] 

iL If ~he parameter; averaged over an operating day or block, ls above the 
maxinmtn value established dudng the initial compliance demonstration. [40 
CFR §63.1258(b)(6)(i)J 

iii. Each loss of a11 pilot flames for flares. [40 CFR 63J258(b)(6)(iii)] 

J. }.;;?;li11t$!9n.li- According to section 63J258(b)(7J of 40 CFR, excursions ate defined by 
either of the two cases mentioned below: 

l. When the period of control device operation is 4 hours or greater in an 
operating day and monitorhtg data are tnsuff1cient to con.stltute a valid hour 
of data~ as defined in paragn1ph (b )(7)(Hi) of §63.1258, for at least 75 percent 
of the operatlrig hmm:.(40 CPR §63.l258(b)(7)(i)] 

l. When the period of control device operation is le:is than 4 hours in an operating 
day and more than one of the hours during the period of operation does not 
constitnte a valid hour of data due to insufficient monitoriilg data.[40 CPR 
§63J 258(h)(7)(ii )] 
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iiL Monitoring data are insufficient to constitute a valid h<,)lff of data, as used in 
paragraphs (b)(7)(i) and (ii) of section 63.1258, if measured values ate 
urmvailablc for any of the required l5-n1inttte periods within the hour- [40 
CFR §63.1258(h)(7)(iii)] 

k. Yighi,tiQ!1? - Excccdances of pannnetcrs monitored according to the provisions of 
paragraphs (b)(l)(ii), (iv) through (ix), and (b )(S)([i)(A) and {B) of 40 CFR section 
63.1258, or excursions :is defined by parfigraphs (b)(7)(i) through (Hi) of 40 CFR 
section 63.1258 constitute violations nf the operating lim.it according to paragraphs 
(b)(8)(i), (ii), and (iv) of 40 CFR section 63,1258. Exceedances of the temperature 
limit monitored according to the provisions of paragraph (b)(l)(Hi) of 40 CFR section 
63.1258 ct1nstitutc violations of the emission lhuit according to paragn1phs (b)(8)(i)1 

(ii), and (iv) of 40 CFR section 63.1258. [40 CFH §63J258(b)(8)) 

L 

iL 

Except as provided in paragraph (b)(8)(iv) of section 63, 1258, for episodes that 
occur rnorc thru1 once per day, ext:eeda.nccs of established parnn1cter limits or 
excursions will result in no inore than one violation per day of operation for 
each monitored item of equipment used in the process. [40 CFR §63.1258 (h) 

(8) (i)J 

Except as provided in paragraph (b )(8)(iv) of section 63'1258 of the 40 CFR, 

ft'r control devices used for more than one process in the course of an 
operating da)'\ c:itcecdances or excursions will result in no more than one 
violation per operating day, per control device, for e<ich process for which the 
control device is in service. [40 CfR §63J258(b)(8)(i)] 

29. Msn1itm:ingfQr~gJ1inmc;11tJg __ Qkl? - According to 63,1258(d) of 40 CFR, for equipment 1caks1 

Abbott shall meet the monitoring requirements described in section 63J255 of the 40 CPR. 

30. L~.gJ~ ... iJl?JJQ~JJQlLPXQYi1li<?JJ$ ... f9I .. Yl.1P9!'..§.qp1,2n~?.$.19Jl~q11l.V,J1lQill:•~!Q C.!:R§fa3-.tl?5mh) - Except as 
provided in paragraph (h)(9) and (10) of §63J2581 for each vapor collection system, closcd
vent systcmf rixc~d rool~ cover1 or enclosure required to comply with §63.1258 of the 40 CFR, 
the ovvner or operator shall comply with the requirements of paragraphs (h)(2) through (8) 
of section 63J258(b) of the 40 CFR, described below: (40 CPR §63.l258(h)(1)] 

a. Except as provided in paragraphs (h)(6) and (7) of section 63.1258, each vapor 
collection system and Closed-vent systern shall be inspected according to the 

prm::edures and scJredufo specified in paragraphs (h)(2)(i) and (ii) of this section and 
each fixed roof, cover, and endosute shall be hispected according to the procedures 
and schedule specified in §63, 1258(h)(2)(iii) of the 40 CFR [40 CFR §63J258(h)(2)] 
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L According to §63.1258 (h)(2)(i) of 40 CFR, if the vapor coilection system ()f' 

dosed~vent system .fa. constructed of hard piping, Abbott shall: 

(A) Conduct an initial .inspection according to the procedures in 40 CFR 
§63.1258(h)(3) [ §63.l258(h)(2)(i)(A)]. 

(B) Conduct arn1tud visual fospections for visible, aucUble, or olfactory 
indications of leaks. [40 CfR §63J258(h)(2)(l)(fj)J 

ii. Each vapor collection system and closed"-vent systems shall be inspected 
according to the requirernents of §63.1258(h)(3) del 40 CFR. 

Hi. Leaks, as indicated by an insrrunient reading greaterthan 500 parts per million 
above background or by visual inspections, shall he repaired as soon as 
practicahle1 except as provided in of §63.1258(h)(5) del 40 CFR. [40 CPR 
§63. l258(h)(4)] 

(A) A first attcrnpt at repair shall be made no later than 5 calendar days 
after the leak is detected. [40 CFR §63J258(h)(4)(i)] 

(B) Repair shall be completed no latet than 15 calendar days after the leak 
is detected, except as provided in §63.1258(h)(4)(ii). (40 CFR 
§63.1258(h)( 4)(i)] 

(C) For leaks found in vapor collection systems tised for transfer 
operations, repairs shall be cornpleted no later than 15 calendat days 

after the leak is detected or at the beginning of the next tnmsfer 
loading operation, whichever is latec [40 CFR §63J258(h)(4)(iii)] 

iv, Delay in repair a vapor collectkm systen1, dosed-vent system, fixed roof, 
cover, or enclosure for which leaks have been detected is allowed lf the repair 
is tedmically infeasible without.a. shutdown as defined in §63.1251. or If Abbott 

determines that etnissions resulting from immediate repair wou1d be greater 
than the fugitive emissions tlwt would result frorn a delay in repair, The 
repair of such equipment shnll be completed by the end of next shutdown. 
[40 cmt §63J25B(h)(S)J 

v, Any part of a vapor collection system, closed-vent system1 fixed roof, cover, 
or enclosure that are designated as described in (h)(8) of section 63.1258 of the 
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44. 

40 CPR, as unsafe to inspect are exempt fn>n1 the inspection requirements or 
paragraphs (h)(2)(i), (ii) or (iii) of section 63.1258 if they rnect the 
requirements of paragrapbs (h)(6 )( i) and (ii) of section 63.1258 of the 40 CFR. 
[40 CFR §63.1258(h)(6)] 

vi. Any parts of a vapor collection system, closed-vent system, fixed root~ cover, 
or enclosure that are designated, as described in (h)(8) of section 63.1258 of 
the 40 CFR, as difficult to inspect are exempt frorn the inspection 

requirements ofparagraphs (h)(2)(l)~ (ii) or (iii) or section 63.1258 if they meet 
the requirements of paragraphs (h)(7)(i) and (ii) of section 63.1258 of the 40 
CFH. [40 CFR §63J258(h)(7)] 

g. Records shall be ma.intaincd as specified in §63.1259(i)(4) through (9). [40 CFR 
§63 .1258(h)( 8)] 

h. [fa dosed-vent system subject to §63J258 is also subject to the equipment 
leak provisions of section 63.1255 as described in (h)(8) of section 63.1258 of 

the 40 CfRu the <;;wner or operator shaJJ comply with the proviskms of 
§63.1255 and is exempt from. the rcqulrc1ncnts or §63.1258 of the 40 CFR. [40 
CFR §63.!258(h)(9)] 

According to SC('.tion 63.1259( a) of the 40 CFR, Abbott shaU corn ply with the recordkecping 
requirements in Subpart A of 40 CFR Part. 63 as specifi.ed in Table l of Subpart GGG and in 
paragraphs (a)(l) through (5) of section 63.1259 of the 40 CPR. 

a. l2iit!U1'LtJ;;J1UQU -Abbott shall keep copies of all records and reports required by subpart 
GGG for at least 5 years, as specified h1 §63.lO(b)(l), [40 CFR §63J259(a)(l)J 

h, MnlfUU£,~lQHX~£9.nfa,- Abbott shall maintain records of the occ11rrem~e and d:uration 
of each malfunction of operation (i.e,, process egulpment)i air pollution control 

equipme11t, or monitoring equipment Abbott shall maintain records of actions taken 
during periods of malfunction to minimize ernissions in accordance with 
§63,l250(g)(3), including cortective actions to restore malfunctioning process and air 
polintlon control and rnonitoring equipment to its nonnal or usual n1anner of 
operation. [40 CPR 63.1259(a)(3)] 
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c. lkQQtrlk~~Pimz; ... .r.~qqJtQm~.m.~ ... far S.9.hl.CG.~$., W.it.h ..... 9.9.nthmQhl§ xn9n!t9rlng. sy9t!:l1U.~. -· 
Abbc)tt shall maintain records specified in § 63.lO(c)(l) through (14) for the 
contbmous monitoring systems. [40 CFR §63.1259(a)( 4)] 

d. Agp1k:Bo.ti9ttfar.i112prnY.llJQfG.Qll$.tl:1J.i;tiQ!l9Lni.QQI1flLntr;tim1 ~ for new ~tff ected sotirces\ 
Abbott: shall comply with Rule 203 of the RCAP and the provisions Jn §63.5 regarding 
construction and reconstruction1 excluding the provisions s~dfk~d in 
§63.S(d)(l)(ii)(B.), (d)(2), and (d)(3)(ii) of the 40 CFR. 

45. R~fgnlLof ~JJ111m.~11t~QJ?.er;iti0n - According to section. 63, 1259(h) of the 40 CF1l, 
Abbott must keep the following .records up-to-date and readlly accessible: 

a. Each 111easurement of a control device operating pararneter rnonitored in 
accordance \.vitb §63.1258 of the 40 CFR :111d each measurement of a treatment 
process parameter monitored in accordance with §63J258(g)(2) and (3), [40 
CFR §63J259(b)(1)] 

b. For each continuous rnonitoring ~ystem used to comply with this subpart, 
records documenting the corupletion of calibration checks and maintenance of 
continuous monitoring systems. [40 CPR §63J 259(b )(3)] 

c. A schedule or log of each operating scenario updated daily oti at a 111!nimum, 
each time a different operating scemlfio ls put intn operation. (40 CFR 
§63. l259(b )(8) J 

d. Description of worst-case operating conditions as required in §63.1.257(b)(8). 
[40 CFR §63.l259(b)(9)] 

e. Periods of planned routine rnaintenance as described in §63.1252(h) and 
§63.1257(c)(5). [40 CFR §63.1259(b)(:IO)] 

f. AH mah1tenance pt~rfonned on the air po11ution control equiprnent. [40 CFR 
§63.l259(b )(13)] 

46. R~~Q.t.Q~, .. 9LQ.1];lrJAtingJ!t;;:~~IlildQ,~ - Abbott sha.II keep records of each operating scenario 
which demonstrates con1plian.ce with subpart GGG of part 63 of the 40 CFR. [40 CFH. 
§63.1259(c )] 
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47. l\~<:c;ir~1;t.Qft;:qqi,pn:ign_tJg<JK.!=l~t~~Jl91t?HQIS:Hi:liLRKS1&r.lUil!?. - Abbott shall irnpleinent 
the recordkecping requirements in section 63.1255 of subpart GGG of part 63 of the 
40 CFR. [40 CFR §63.1259(d)] 

48, J;St;:~:qr:~Iri. qf d!Cl!lY Q[f.9.J;J.'-'l.it - Documentation of a decision t<l use a delay of repair d uc 
to unavailability of parts; as spctlfied in §63.1256(i}, shall include a description of the 
failure, the reason additional time was r1eccssary (including a statcnit•nt of why 
replacement. parts were not kept onsite and when delivery from the manufacturer is 
scbech1lcd)1 and the date when the repair was cmnpleted. [40 CFR §63.1259(1)) 

49, R~:.&:9ri:"J9[yy;1~t~WhltGLSitI\2%!Il19Lr£:?!dJ!i!L!J:il11§frX - Abbott shall keep a record of the 
notice sent to the trcat1uent operator when transferring an aficctcd wastewater stream 
or residual removed frou1 an aff ccted wastcw:1ter stream in accutdance with 
§6J.1256(a)(5). The notice shall state that the wastewater stream or residual contains 
organic HAP which arc tequircd to be managed and treated in accordance with the 
provisions of Subpart GGG [40 CFR §63.1259(g)] 

50. Hff!,,~Qt4$.9[%.X~gn§l9n$- Abbott shall keep documentation of a decision to use an 
extension, as specified in §63.l256(b)(6)(ii) m (b)(9) of the 40 CPR., in a readily 
accessible location. The documentation shall include a description of the failure, 
documentation that altematc storage capacity is unavailable} and specification of a 
schedule of actiQns that will ensure that the control equipment will be repaired and 
the tank will be emptied as soon as practical. [40 CFH. §63.l259(h)] 

SL g!':<.;gnJ;;q{jn?PG~;JmlJS - Abbott shall k.ccp applicable records specified in paragraphs 
(l)(l) through (9) of section 63.1259 of the 40 CPR: 

a. A record that each waste rnanagenient unit inspection required by §63. l256(b) 
through (f) of the 40 CFR was performed. [40 CFR §63J259(i)(l)J 

b. A record that each inspection for control devices requited by §63J256(h) was 
pcrfonned. [ 40 CFR §(;3J259(i)(2)] 

c, Records identifying all parts of the vapor collect.ion system, closed-vent 
system, fixed roof~ cover, or enclosure that arc designated as unsafe to inspect 
in accordance with §63.1258(h)(6) of the 40 CFR, an explanation of why the 
equipment is unsafo to inspect, <md the plan for inspecting the equlp1nenL [40 
CFH. §63J259(i)(4)] 
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d. Records identifying all parts of the vapor colleccinn syste.mt dosed-vent 

systern, fixed roof, cover, or enclosure that are designated as ditficult to 
inspect in accordance with §63J258(h)(7> of the 40 CFR, an explanation of 
why the equipment is difficult to h1spect, and the plan for inspecting tbe 
equipment. [40 CPR §63.1258(h)(7)] 

e. For each vapor CQlltctfon system or closed~vent system that contains bypass 
lines thil.t could div<~rt a vellt strearn away from the control device and to the 
atmosphere, Abbott shall keep a hourly records pf whether the flow indicator 
spedfied m1der §63J252(b)(l) was operating and wlv~ther a diversion was 
detected at ;:1ny time during the hour, as well flB r~cords of the times and 
durations of all periods when the vent streatt1. is diverted from the control 
device or the f1ow Indicator is not operating, [40 CFR §63.1259(1)(6)(1)] 

f. For each inspection conducted in accordnnce with § 63J258(h)(2) atid (3) 
during which a leak is detected, a record of the information specified in 
paragraphs (i)(7)(i) through (ix) .of §63.1259 of the 40 CFR 

L ldentlfkation of the leaking equipment. [40 CPR §63.1259(i)(7)(l)] 

ii. The instrument identification numbers and operator name or initials, 
if the leak was detected using the procedures described in 
§63.1258(h)(3); or a record that the leak was detected by sensory 
6bservations. [40 CFR §63.l259(i)(7)(iI)] 

iiL The date the leak was detected and the date of the first a.ttempt to 
repair the leak [40 CFR §63.1259(1)(7)(.iii)J 

iv, Maxlmu1n Instrnrnent reading measured by. the method specified in 
§63.l258(h)(4) after the leak is successfully repaired or deter.mined to 
be non-repairable, [40 CFR §63.l259(i)(7)(iv)J 

v; "Repair delayed'! and the reason for the delay if a leak Is not repaired 
within' 15 cnlendar days after discovery of the leak [ 40 CFR 
§63,1259(l)(7)(v)J 

vL The name, inltials. or other form of identifkatlon of the owner or 
operator (or designee) whose decision it Wf\$ that repair could not be 
effected without a shtJtdown. [40 CFR §63.l259(i)(7)(vi)] 
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52. 

vii 'I11c expected date of successful repair of the leak if a leak is not 
repaired within 15 calendar days. [40 CFR §63J259(i)(7)(vii}] 

viii. Dates of shutdowns that occur while the equipment is unrepi1irecL [40 
CFR §63.l259(i)(7)(viii)] 

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

g, For each inspection conducted in accordance with §63J258(h)(3) during 

which no leaks arc detected, a record that the .inspection was performed, the 
date of the inspection, and a statement that no leaks \<V'erc detected, [ 40 CFR 

§63.l259(i)(8)] 

h. For each visual inspection conducted in accordance with 40 CFR 
§63.l258(h)(2)(i)(B) or (h)(2)(Hi)(B) of the 40 CFR during which no leaks are 
detected, a tecord that the inspection was pcrfbrmed, the date of the 
inspection, and a statement that no leaks were detected, [40 CFR 
§63.l259(i)(9)] 

Abbott shall comply with the reporting requirements of paragraphs (b) through {n) 
of 40 CFH §63.1260. Applicable repnrting rcqulrerncnts of sections 63.9 and 63JO of 
the 40 CPR are also sun1111arizcd in T~tble 1 of Subpart GGG. [40 CFR §63J260(a)] 

53. P<:riqdigr~_pgn~ - Abbott shall prepare Periodic reports in accordance with paragraphs 
(g)(l) and (2) of §63.1260 and submit them to the Board. [40 CFR §63.l260(g)) 

a. S.1!b.tniJt~L$.~;J1qdg)Q - Except as provided in paragraphs (g)(l)(i), (ii), and (iii) 
of section 63.1:260 of the 40 CFT\, Abbott shall subrnit periodic reports 
semiannually. '111e first report shall be sitbrnittcd no later than 240 days after 
the Notification of Cornp1im1ce Status is due and shall cover the 6-rnonth 
period beginning 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 CPR §63.1260 (g) (1)] 

L The Administtator 1nay determine on a case-by-case basis that more 

frequc11t reporting is necessary to accuratc.ly assess the co1npliance 

::;tatus o[ the affected source. [40 CFR §63<1260(g)(l)(i)] 
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i.i. Quartedy reports shaH be submitted when the source experien\:es an 
exceedance of a temperature limit monitored according to the 
provisions of §63.1258(b )(l)(ffi) or an cxceedance of the outlet 
concentratkm monitored according to the provisions of 
§63J258(b)(1)(x) ot (b)(5). Once at1 affected source reports quarterly, 
the affected source shall follow a quarterly reporting format until a 
request to reduce reporting frequency is approved, If Abbott submits 
a request to reduce the frequency of reportlng1 the provisions in 
§63.lO(e)(3)(ii) and (Hi) shi:tll apply, except that the phrase: <>excess 
emissions and contlnumrn monitoring system perfornHtnce report 
t1nd/or smnmary repore1 shall me;in "Periodic report" for the prn:poses 
of section 63.1260 of the 40 CPR. [40 CPR §63J260 (g)(l)(ii)] 

m. If a new operatir1g scenario has been operated since the fast report; 
quarterly reports shall be submitted. [40 CFR §63.1260(g)(l)(iii)] 

b. Cmm~nt.JJ[I?.~iriQ0J£:_rt:J;?Qtt14QJ~;J:R.§9~,J,2f2Q,(g)f2)1~ Abbott slrnll include the 
information ln paragraphs (g)(2)(i) through (vii) of 40 CFR §63.1260, as 
applicahle. 

a. Except ns specified in paragraph (h)(2) of section 63J26(\ whenever a process 
change is made, or a change in any of the htformation submitted in the 
Notification of Compliance Status Repm't, Abbott shall submit the 
information specified in paragraphs (h)(l)(i) through (iv) of §63.1260 with the 
next Periodic. report required under paragrnph (g) cf section 63.l 260. [40 CFR 
§63.1260(h)(l)] 

L A brief desttiption of the process change. [40 CFR §63J260(h)(1)(i)] 

ii. A description of any modifications to standard procedures or quality 
assurance procedures. [40 CFR §63J260(h)(l)(ii)] 

iiL Revisions to nny of the information reported tn the orlginu.l 
Notification of Compliance Status Report under paragraph (f) of 
section 63.1260. [40 CFR §63J260(h)(1)(Hi)] 
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1v. lnforrt1ation required by the Notification of Compliance Status Report 
under paragniph (f) of section 63.1260 for changes involving the 
addition of processes or equipment. [40 CFR §63.l260(h)(l)(iv)] 

h. Abbott must subrnit a report 60 days before the scheduled impkmentation 
date t1f either of the fr11lt)Wing: [40 CPR §63.1260(h)(2)] 

L Any change in the activity covered by the Prc-complianc~; report. [40 
CFR §611260(b)(2)(i)] 

iL A change in the status of a control device froin small to large. [40 CFR 
§63. l260(h)(2 )(ii)] 

55. Abbott shall submit a report of the nrnnber, duration; and a brief description for each 
type of malfunction which occurred during the reporting period and which caused or 
may have caused any applicable emission liinltation to be exceeded, The report n1ust 
also include a description of actions taken by Abbott during a malfunction of an 
affected source to minhnize en1issions in accordance with §63.J250(g)(3) of the 40 
CFR, induding actions taken to correct a 1rn:ilfunction. The report shall be suhrnitted 
on the same schedule as the periodic reports required under §63.1259(g). 

56, !kn~1t£§ gf,1&111'.;J2£tQ9timLI!n~Ll~,m1iL,kKQgr.i:ln1$.H\>. CfR§\?.:J,1?.9Q(J)]. - Abbott sl1all 
implement the reporting requirements in §63J255 of the 40 CFR Copies of all reports 
shall be retained as records .for a period or 5 years, in accordance with the requirements 
of §63.lO(b)(l) of the 40 CFR 

57. t'i2KUk~Ki.Q!1QLP~rf9.nrnm<:::gI<:::§tmJ(LT9$!. P..l!!.JtH.OC:l~'.R,.§r2~!1i§Q(D] - Ac.cordil.1g to 
§63.1260(1), Abbott shall notify the EQB of the planned date of a perfi:1nnance test at 
least 60 days befr)re the test in accordance \vith §63.7(b), Abbott also must submit 

the test plan required by §63.7(c) and the eu1ission profile required by 63.l257(b )(8)(ii) 
with the notification of the perfbnnance tesL ;The tests shall be conducted in 
accordance with the requirerncnts of Subpart GCiG and in compliance with Rule 106 
of the RCAP, 
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Section VI - Alternate Operating Scenarios 

Under this permit1 the following alternate operating scenarios are authorized: 

A. AOS·l 

'I11is scenario contemplates the operation of the EFVCS as rm alternate backup equipment for 
the thermal oxidizer/gas scrubber system. The conditions applicable to this scenario a.re the 
following: 

Conditlon 

!fours nr 
Op~,mtlon 

EI'VCS 
Opemtlng 
Parameters 

Open1tion 
thne 

Teinpernture 

Value 

10RO 

-~=-·· 

1600 

Units Test Method 

honrs/y1~Hr Heeords 

.,,,_,_ .... .,._,.,,_ 

"F; 'fempen;turc 
sensor 

Method Reco.rdkeeplng Report11 
F~uency Requirements Prequeru:y 

" 
fn Cl\Ch llVCllt k)gbonk Semlaminal 

Records S\:imilirn1qa] 
(Every -'1-
hmir) 

·-· ....... ···-·-···--»-··-··-·-·-·--·-·------+ .. -·····----······-· ....... [-......-.. --····-----~-- ;...._----. --·--~ _...,...,,.,_,,,.,,,__~_ .. ~ ....... .....,,,. ___ ~_,_,......,_.,. .............. -.----l 
fuel D!esd ?4,880 gullnns!year Flowmerer Cont:!numis Rcco(d with Semlannuti! 
c:onstlnlptlon co1tsun1p!Jon 
Limit 

Sulfu1'. conti~11t Sulfur 
llm\t in the Content 
fod 

Visible 
Ernlssions 
Limit 

40 CF1l P;irt 
63 Subpart 
GGG 

Visible 
Hrniss io11s 

See Section 
v.n. of this 
penntt 

L Operation Hours 

0.5 percentage 
~rwdght 

20 perci.'ntuge 
6-rn!nntes 

;ivernge 

Fud supplier Wlth·i~nch fod 
ciortlllcatlon receipt 

Method 9 Once drn·iug 

the first year of 
the perrnlr 

Weekly 
Vlsiblt~ 

Fmlssiorn; 

the monthly 
fuel 
consump:;,i'_n_n_.b-------i 
.Record with Semi:mnual 
each re~:dpt of 
fuel snl for 
content 

With each 60 days nfrnr 
ilW:h r<i;1dh1g 
dM:e 

Semiaunnal 

a, Abbott wi11 operate an Bi1closed Fhm1e Vapor Comln1stor System, (EFV CS) as 
alternate control equipment, to control emisslons of emission units EU-1, EU~ 
14and EU-18, 
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b. The Ef:YCS shall operate for a period not greater than 2,080 hrs/year when 
the thennal oxidizer/scrubber systeni is out of operation whether by 
scheduled maintenance of the equipment ormalfonctfon of the control device. 

c. Abbott shall maintain a record with the time of operation of equipment, and 
the reasons why the thcnnal oxidizer/scrubber system was 11ot in service\ The 
logs must be available at all tJrncs for inspection by the technical personnel of 
the EQB. 

2. Operating Parameter 

a. Shall nialntain a temperature of 1600°F or higher in the EFVCS., based on an 
average of 24 hours (midnight to midnight). [PFE-·09-0193-0057-T-H··C] 

b. The EFVCS nmst be equipped with a temperature sensor to record the 
operating temperature ()f the burner. [PFE-'·09-0193-0057-I-H-C] 

r Abbott shall maintain n rec(;rd with the temperature of operatfon or the 
burner, which nmst be available at all thnes for inspection by the technical 
personnel of the EQB. 

3, Fnel consumption 

a. Diesel fncl consumption of EFVCS shall be limited to 74,880 gal/year. 
[Cunmlatlve inctease] 

b. ·me EFVCS iuust be provided with a diesel flow meter, so that fuel 
consu1uption can be verified. The fuel flowmctcrs shall be calibrated every 
six months. Abbott shall maintain the calibration records or documents 
available at all times for inspection by the technical personnel of the EQB. 

4. Sttlfnr Content Limit in the Fuel 

a. The EFVCS shall use diesel fuel with a nrn:xinmm sulfur content of 0.51% by 
weight. 

b. Abbott will keep a copy of the fud supplier certificat:kn1 whenever fuel is 
received in the facility. Such certification shall indicate the fuel sulfur content 
to demonstrate compliance with the above conditioit 

c. Abboti: shall subrnit a report every six rnonths indicating the rm:mtbly fuel 
consun1ption, the hours of operation and daily fuel sulfur content in weight 
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percenL This report shall be sent to the Data Validation and Mathematical 
Modeling Dlvision of the Air Quality Area of the EQB no Inter thon the next 
15 days frorn the end of each period of six calendar months. A copy of this 
rep{)ft nmst be available at the facility for inspection by the technical 
personnel of the EQB. 

d. Abbott must submit a summary with the inG.)rmation contained in these 
reports in the annual compliance certification. 

5. Visible Emissions Limit 

a. Abbott shall not exceed the opacity lirnit of 201;,r, for the EFVCS in a 6-n1inutes 
average; However1 according to RCAP Rule 403(A), the pennittee may 
discharge visible emissions with im opacity of 60% for a period no longer than 
4 minutes in any consecutive 30 minutes, [RCAP Rule 403(A)] 

b, Abbott shall hire an independent opacity rea.der, certified in a. school endorsed 
by the EPA to make one opadtyreadingon the EFVCS chinmey stack during 
the first year of the pen:nit using Method 9 desc1:ibed in Appendix A of 40 
CHl Part 60. 'I11e equipment should be operating at the titne of t:he opacity 
reading. 

c, Abbott shall submit to the Board at least thirty (30) days prior to the lnltia.l 
opacity reading a Ct)py of the format to be used to record the readings of visible 
emissions. 

d. Abbott shall notify in writing to the Board at least fifteen (15) days before the 
initinl reading using Method 9, to afford the Board the opportunity to hitve an 
observer present. [RCAP .Rule 106(D)] 

e, Two (2) copies of the initial sm:npling results report using Method 9 shall be 
submitted within 60 days after the tests. ·n1is report shnll contain the 
infonnation requited under Rule l06(E) of the RCAE 

f. Abbott will conduct weekly visual opadty inspections of the EfVCS during 
daylight hours in the chimney 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: tmder RCAP Rule 
403 is being exceeded, Abbott shall verify thnt the equipment causing the 
visible en1!ssions is operating in accordrtnce with the rnanufacturer's 
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~·· 

spcdficatkms and permit conditions. 1f the unit i.s not working pn1pcr1y, shall 
take in1mcdiate corrective actions in order to eliminate the excess oprtcity and 
document the steps taken to correct any deficiencies. 

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

(l) Shall conduct weekly opacity readings for at least 8 
consecutive weeks, If no emissions above the established 
provisions are observedt then -

(2) May take the opacity readings once every two weeks for a 
period of 8 consecutive weeks. If ernissions above the 
provisions of RCAP Rule 403 are observed, Abbott nm st revert 
the frequency to weekly readings (according to subparagraph 
(l) above). If c1uissions above the provisions of RCAP R.ule 
203 are not observed, then-

(3) 

(4) 

·rhc opacity readings may be performed once per rnonth. If 
ernissions above the provisions of RCAP Rule 403 are 
observed, Abbott shall revert the frequency to weekly readings 
(according to subparagraph (i) above). 

lf the facility reverts to a weekly frequency at any time, the 
frequency or tests shall prngrcss in the same way from the 
initial frequency. 111is means that, t:tpon completion of stt:p 
(l), may proceed to step (2) and subsequently to step (3), if 
emissions above the provisions of RCAP Huie 403 are not 
observed, and so finth successively. 

ii. All visible emissions rcndings sh<11l be recorded in accordance with 
Method 9. Shall prepare and keep a record indicating the dates and 
results of the readings, such record of the readings rnust be available 
in the facility at all times for Board staff to review. 

Hi. If the unit is not in operation on the day that corresponds to taking a 
reading, or the conditions of Method 9 are not met, the permittee shall 
document such in the readings record, and infonn it in the visible 
emissions summary to be submitted to the Board with the semianlntal 
report reqnired in this perrnit. 
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g. T11e permittce shall submit a summary of tbe visible emissions readings along 
with the semiannual reports required in this permit. This report shall ir1dude 
a sun:nnary of the results of the readings with their beginning and ending 
time, and the date when the reading of visible emissions \Vas perfiJtmed, 'n1e 
report shall ttlso include the total number of visible ernission readings made in 
that period for units subject to this requirement. The permittee shnll retain a 
copy of the visible emission readings including date and time c}f the reading 
fot at least five years, pursiiant to RCAP Ruk 603(A)(4)(ii). 

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

6, Abbott must maintain and implement a Preventive Maintenance Plan fot EFVCS. 
Shall 1naintain a record of 1nalntenance performed on the thennal oxidizer and the 
scrubber. "Ibis record must be kept in the facility at all times for Board technical staff 
review or submission to the Board when required. 

7. The EFVCS shall cornply with the requirements established under 40 CFR Part 63, 
Subpart GCG, .indttded in section V,B. of this pem1.it, when controlling ernission 
s<'.mrces subject to the requlremeilts of this subpart. 

B. AOS-2 

This scenario nJlow the execution of pollutant e1111ttmg activities of ternporary and 
ex1Jeri.met1tal nature typical t1f the pharmaceutical business development and operations such 
as trial runs at existing process equipment to: validate new products. conduct pilot 
rnanufacturing research trial runs and conduct engineering/technical assessments. 'I11is 

scenario is subject to the fo11owing conditions: 

l. The operation of this scenario does not authorize constrnctlon or modification, as 
defined under Rule 102 of the HCAP. without first obtaining a construction pennit 
under Rule 2()3 of the RCAP. 

2. Activities under this operating scenario will be subject to the same requirements 
applicable to emission unit EU-t 'fhe operation under this alternate scenario is 
umnitharized if it ls subject to new applicable requiren1ents not included in the 
ernission nnit EU-L f'or such changes, shall cQmply with th!: requirernents estabUsh<~d 
under Rule 607 of the RCAP. 
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3. Activities under this alternate scenario will be temporary in 1laturc (period not 
exceeding two years) and shall use the existing equip1nent corresponding Lo the 
emission unit EU-!. 

4. Shall maintain rccotds indicating the nature of the activities caffied out under thi.s 

a.ltematc operatjon scenario~ amount and type of pollutants ernitted, and the 
t"quipment used. 1.1m logs must lx~ <Mtifoblc at all tilries f<->r inspection by the technical 
personnel of the EQR 

C. According to Rule 603(a)(l0) of the RCAP, the pcrmittcc shallt contemporaneously with 
making a change from one scenario to another, keep a record of the scenario lmder which it 
ls ope.rating. The record shall be kept at the facility at all tin:ics. 

Section VU - Insignificant Emission Units 

1. Abbott provided the following hst of insignificant activities for a better understanding of its 
operations and equipment layout. Since there is no requirement to update this list, activities 
iuay 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. 'n1e following 
activities arc considered insignificant ff Abbott meets tile descriptions below. 

/ 

Identification 
edmkal Support Lab 

Diesel Tank 

Propane Titnk 

EU-25 GuWe Wires Manufacturing 

Section VIII - Permit Shield 

Capaci.ty 
NIA 
2,250 gaL 

500 gal 

NIA 

Description (Exemption basis) 
Appendix BJ of the HCAP 

Appendix B.1xi of the HCAP 

Appendix B.2 of the RCAP 

Appendix Il2 of the HCAP (VOC 
E1nissions: CU6 torl/year1 according to 
PFE-09-0607-0644-I-C, June 10; 2009) 

A. In accordance with RCAP Huk 603(D), compliance with pcrinit conditions shall be deemed as 
compliance with any tequirernent applicable at the date of issuance, provided that this 
requirement ls included and specifically identified in the permit. Sin1ilarly, it is considered in 
compliance with any requirement specifically identified as 'Not Applicable'' in the pcm1it. 
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B. Non-Applicable Requirenients 

·~--~-. 

Non-Applicable Requirement Regulation 

Chemical Accident Prevention 
Provisions 

40 CFR Part 68 

Fuel Burning Equipment 
Rule 406 of the 

RCAP 

Section IX - Permit Approval 

Fundament/Basis 

Not applicable since lt does not st ore 
his any substances regulated by t 

regulation. 
-~-·-····-······-··········-········-·----···-···-~---·····-···· 

Not applicable to thermal oxidize. r or 
fuel 
ule 

the BFVCS as they are not 
burning equipment: as defined in R 
102 of the llCAP. 

By virtue of the authority conferred upon the Environmental Quality Board by the Environmental 
Public Policy Act, Law No. 416 of September 22, 2004, as amended, and after verifying the 
adm.inisttative record and compliance 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 Control of Atmospheric Pollution of Puerto Rico, the Environmental Qu{tlity Board 
approves the permit subJect to the tenm a:nd conditions herein established. 

Jn San Juan, Puerto Rico, today March_, 2016, 

ENVIRONMENTAL QUALITY BOARD 

Suzette M. Melendez Col6n 
Vice President 

Franco 
President 

Rebec:.l Acosta Perez 
Associate Member 
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Appendix I - Definitions y Abbreviations 

I. Definitions: 

L Act·- Clean Air Act, as ::nnemled1 42 U,S,7401, c~t seq. 

2. Administrator .,. Admini:m·ator of the Federal E1wirnrnnental .Protection 
Agency and it:i authorized represemati ve or the Administrator of a. State 
Agency for Air Pollution Control. 

3. Responsible Officer . .,. See the definition of Responsible Officer as established 
under the Ilegnlrttion for the Control of Annospheric Pollution of the 
Environmental Quality Board (1995). 

4. Regulation - Regulation for tht; Control of Atmospheric Pollution of the 
Environmental Quality BoarcL 

5, Permtttee - Person and/or entity to which the Environmental Quality Board 
of Puerto Rico has issued an Operating Permit fhr an Emission Smirce covered 
under Title V, 

6. Title V - 'Title V of the Federal Clean Air Act ( 42 USG: 7661). 

Il. Abbreviations 

I~ 
t 

2. 

ADI - Abbott Diagnostics 

AHL - Abbott Herilthcare 

3, CAM - Complfance Assurance Monitoring 

4. cfm - c:ubfc feet per minute (cfm) 

5. CFR- Code of Federal Regulations 

6. cGMP - current Good Manufacn1ring Practices 

7. CO - Carbon n10noxide 

8. C02e ·-· Carbon dioxide equivalent 

9. EFVCS - Enclosed Flame V upor Combustion Systetn 

10. EPA - Environmentttl Protection Agency 

lL EU - .Etnission Unit 
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12. °F - degrees Fahrenheit 

13. ft - feet 

14. gal - gallons 

15. gpm - gallons per rnJ.nute 

16. HAP - Hazardous Air Pollutants 

17. hr-hour 

1R IR - Interpretative Resolution 

19. EQB - Environmental Quality Board of Puerto Rico 

20. kg - kilogran1 

21. lb - pounds 

22. LPG - Liquefied Pctroleurn Gas 

21 MACT - Maximum Achievable Control Technology 

24. NAAQS - National Ambient Air Quality St<mdards 

25. NOx - Nitrogen oxides 

26. 

27. 

SIP - State Implementation Plan 

PM - particulate matter 

28. PMrn~Particulate rnattcr with a particle which di.an1eter has an aerodynamic 
mass size equal to or less than (10) microns 

29. ppmw - parts per rniHion by weight 

30. RCAP - Regulation for the Control of Atmospheric Pollution of the 
Environmental Quality Boant 

31. SIC-Standard Industrial Classification 

32. S02 - Sulfur dioxide 

33. ton - ton 

34. VOC - Volatile Organic Compound 
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Appendix II - Emission Units with their Respective Emission Points 

·---------------------------·---------~ 

Desc~pt!e~~---~-~------· -·------~~-------4 

EU-01 
f-,-----------~·r-----------
-~s~_!Ptnen.t_ N_un_1_b_er_. ____ 1 __ C~ap~ac_i_ty.~·· ------····· !1:q~p~~~--------·-----< 
Reactor 100 2,500 gailons DF-100/SC-103 or DF-200 

DC-792 
J'.leactor 1Q_Q __________ . ___ _1!500 ~all~---- }.:?.~'.=-100/SC-103 or DF-2.QQ _________ _ 
-~ea~9:=_;?2:?. .. .., ............... --~- ············-- g,500 gallons ___ [~~l09J~<;::!Q?or P.!:::1-9.Q__ __ ____ __ 
. Renctor~OO 2,500 gallons DF-100/~~-1Q3 o_i::}}J-2QQ_ ______ ·-----~-
Mix Tank 321 ·f 20(~-g~Uons . ~Qf:tqo;~~::~03 _ _t?E_PF~2QQ__ __ ~------i 
Re:tctor 400 3,000 gallons DF-100/SC-103 or DF-200 

J~~ctor 405 [I;~Q_g_~~11ons_ -i:)FToo;sc-103 orDF-200 
Reactor 500 iJl DF-100/SC-103 or DF-200 

Dissolving Tank 600 . _1,000 g_aI_lo_n_s ___ --+-------·--------i 
Reactor 900 Jons DF-100/SC-103 or DF-200 
Reactor 910 ""' ___ , _____ , _______ , 2,000 gallo:::~,----- DF-100/SC-103 or DF-200 
Reactor 915 DP-100/SC~l03 or DF-200 

Reactor 920 2,000 gallons I2~:}.Q_~!.:?~2:J:Q~~'.~~}?F-200 ... -.,-.. ----
Reactor RX930 _l,OOQ_g~llot.?.~-- ·····---- I?P:!Q_9/~C-lQ~ o_r D_ .. ~-1.QQ _____ 

1 

Reactor RX935 3,000 gallons DF-100/SC-103 or DP.·200 

Mix Tank 215 ,-·--------i--~500 gallons DF-100/SC-103 or DF-200 
-------i-3,"'"""0_00_g:allons _;I,?£-1Q9/SC-l03 or DF-200 

3,000 gallons DF-100/SC-103 c:~_Q!::~Q~~-------~--
_____ 1l!Q.Q_0_ga1lons 

Mix Tank - 105 2 500 gallons 
Intermediate Tank TA-11 __ 8_~-1-·WOg;.ll~, ns .· ·----

Intermediate tank T A-218 _ 100 gallo1_1s ___ ,_, __ 
Intermediate Tank TA-220 300 gallons 
Intern1ediate Tank TA-221 
Intermediate Tank TA-418 
Tank TA-626 

Intermediate Tank }'A -"643 ________ _}g_9_g~)l'?n~ ____ .. __ 
Interi11ecUate Tank T~:~.?.~---··· -~QQ _ _g~!~:1:~ 

TA""555 _____________ .. ~9~!_g~!!9~~~---
TA-690 200 gallons 

300 gallons 

Tank TA-212 J1000_!a_ll_m_1s_· ___ ,_ 
Receiver Tank TA-303 300 

DF-100/SC-103 or DF-200 
DF-100/SC-103 oi· DF-200 
DF-100/SC-103 or DF-200 

DF-200 

DF-1 OO/SC-103 or DF""'.200 
-~--.,-·-------·~-------! 

DF-100/SC-103 or .DF""'.200 
--~~-----! 

DF-100/SC-103 or DF-200 
DF-100/SC-103 or DF-200 

SC-103 or DF-200 
""""'"""""""""""""""""""""""""""""····-·---··--------! 

SC-103 or DF-200 
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[12~s~~.P-i~~~····································- --~::=~~~:=-- _ ················---- ---··----·--·-----------·· 

~~~~~~ -=~.~ =- ~~:1~~~~=~_)1_·"-_20_0_· ___ ___, IT;'.!~~'.T1~~24_ l,000 gallons DF-100/SC-103 or Df~200 
)l~,c~!Y{'.!~J:~i!~~-'.!~A-?03 300 gallons DF-l00/SC>l03 or 

8 ' 300 gallons DF-lOO/SC-103 or DF-·200 

()() 

s DF-100/SC-103 or DF-200 

2,500 ga Hons D f :LQOISC_::~'.~~~~~2~_::?~~~-------------
2, 000 gallons DF-100/SC-103 or DF-200 

Centrifu c CE-530 DF-100/SC-103 or DF-200 
-----------·--·----·--·--·---·--·-"··-··""""""'""••·-,,.,,. ... ,.. .. _ _.....,. ... 

Cf::!~E.!fuge CE-630 ---------------------•----------,,,_I_)P..·10_0_/S_C_,. __ 1 Q_~_o_r ~)_F_·2_0~1, ___________ _ 
Centrifo e CE-950 DF-100/SC-103 or DF-200 

Dryc~~~~::cr_J?R-6_40 ___ _ 
f- Dryer/Mixer DR-652 

Dryer/Mixer DH-960 
Fitz Mill FM 900 

Mill FM 901 
Ethanol Recovery Equipment 

................ ·-······-·--,-·······--·-·~-------------< 
DF-100/SC-103 or DF-200 

NIA ----- ---···-·-··--··-· 
NIA 

---~·-+------·······'-· ·····················································-··-·---
N/ A 

Dust Collector NIA 
Acid Gases Scrubber NIA DF-lOO/SC-103 or DF-200 
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Description 
EU-14 

1-T_ank_-_N_u_mb_~-------1-C~ap~ac_i~tY,~-----+--Co_n_t_r~Eq_l'.!!p!!!:ent.~-~ 
TA-130 J:?iQOO,_.~ga_l1_.01_1s ___ --i_D_I_"-_lO_O_/S_C_,-_l 0_3~ot _Qf_"-· 2_00 

--.. -·----·-·---1-l~_QOO gallons DF-lOO/SC-103 ot DF-200 

-----------JJ.~yOO ~~.!:lot~?_ DF-100/SC-103 or DF-200 
15,000 gall~-~<;·----+ DF-100/SC-103 or DF-200 

DF-100/SC-103 or DF-200 ---- ------·-·--· 

TA-340 
TA-350 

15,000 gallons ____ __, 
15,000 gallons -----·----------+-·__;;,_-""'--·----

TA-360 15,000 gallons i-------------1 

200 

TA-380 15,000 gallons _,, ____________ -+---------· ·-!------· 
TA-390 15,000 :.allons ____ ,, _________ +-______ ,, ____ _ 

TA-400 15,000 gallons 
------+---~-----·-

T A-410 15,000 allons 
•-·-----·-···----------· .. -· -----1--"--"''---------· 

TA-4,20 15,000 gallons 
,_"_I'A_· .. -_44_ -0_ -------------_-_ -------_ ---_ ---+~-1-5,-00-0~g-;:iJ~~~---·- DF-lOO/SC-103 rn,· DF-200 

DF-100/SC-103 or DF-200 TA-450 fls,ooo gallons 
---------11r---~------- -----··--··· .. ·-·······--··· .. ····-·····-··------.. ----

15,000 gallons DF-100/SC-103 or DF-200 
---------r--r---~-------1--·--·····-···············--···-·---·--······---·····-"'--"--

·-----iwwwl,i),OOO gallons DF-l00/~g:::1Q~9!::.1?£:~200 

1---------·---- ,_~5,00_Q_f2~110~~-
1-----------...........;..-l5.,,,,;.,_00_0......1.g~-:-a_llon~---
1
_1_'A_-6_._30 ________ -+--2_0,'-0_00_gallons ________ ·--· 

DF-100/SC-103 or DF-200 
00/SC-l 03 or DF-200 
OO/SC-103 or DF-200 

TA-640 20,000 gallons DF'-100/SC-103 or DF-200 1------·-------.www,,_,_,,.,.,..,_,.,,.,. 
TA-650 15,000 rallons DF-lOO/SC-103 or DF-200 ---.. ----~---·-----,--+----'---'-"-------1-----·----1 

r-'_r1_\-_6_6o ________ +J.?-1909.J~~~~-)~~-"- DF-lOO/SC-103 or DF-200 
'T'A-690 15,000 _B~l_!?.~~:;_ .. DF~lOO/~C-103 or DF~200 

,_'_rA_ .. -_7_oo, ________ -+--L.....;.5,_00_0--"'gallon~------ J?F-toO/SC-103 or DF-200 

1
_'_I'A_. -_7_2<_J _______ ...........;.._2_0.QQ5~_g_:'._1!?.~~'.~---........ - ... _ .. ____ , DF-lOO/SC-103 or DF-200 . 
_J_'A_-7_40_, _______ --+--l_.5'--,o_o_o =ga_H_o_ns ________________ QF:::l .. 00/~,C-103 or DF-200 

15,000 gallons DF-lOO/SC-103 or DF-200 
--WWW-·----------"----'----=-----··--"-··-•·---~""'""'-"""""""'"-" -
'I'A:-750 
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_Q~~~1?:£~~?!:1 
EU-18 

··········-'·······--'-············ ···········-········-····-··-···-·-·--··-·---.-------------l 

=~~~;~~~~l;~~zt:i;~;ik- . . m --·-········rii~ii~~/~~of :~i)F-200 I 
Molecular Sieve Feed ·,-l'<_m_k__ -··i)f'.L1(-)o-_1Sc:~-=i·o3~;:[)r:=2oo··l 
,,,-.......,,,.,~··-~-.. -···-·-· .. ~·-··········«-····-·------·······------.--......... . 

Distillation Colunm Feed Tank DF-100/SC-103 or DF--200 
'"~"""'"·"'"m"'"F.~,.,.,,,_,A'W.W,""""""''"-'~'""'""'"~--'-"'"".,.,,._....""-,.""""''~"'_,," ,...,....,,..,._.,,._,,,,........,.,,,,,,. _ _..,,,._.....,_,,,,__..~--""""'W.W. ____ _ 

...... ,.. 
DF-100/SC-103 or DF-200 

DF-100/SC-103 or DF-200 

Appendix III - Control Equipment 

.... ,, .... , ··········· --······-~·············-

ID Emission Description Manufacturer Pollutant 
Point 

DF-100 EU1-P1 

Design 
Efficiency 

·········-·······················-- ·---··---- ----··--······-.. ····-·-·---·-··----+------------+-·----'--l 
Thennal Oxidizer - Callidns # VOC/HAP 99% 

5.0 MMBtulhr 302000 
, __ "t-_ _..,,_.~-~ . .......,,a,,,. ___ ••-•"'••~"'....._••••----- ----··----.. ----··-····~·-·····••···-•• ••••••·••••••·•••·•·•·•-••••<»••••••••••-• .. •··--

SC-!03 EU1-Pl Gas Scrubber Ceilcote SPT- I AcidC~'ia:ses/S02 
42-120 

1----+-----+------"'""'"''"''""-'"""""'-"""+""""''"""'WWW_.,,,..;,,,,,_,,_,,_,l,,wm"'"''"''WWW-""''"''-'"'-"-""'"''"""'""'"''"'"'""+"'"'"""''"""' _ _.,,,~.,-·-

DF-200 Ell1-P5 

DC-791 EUJ-P3 

DC-792 EUl-P4 

Enclosed Flnm.e Callidus 

Vapor Con1bttstion 

System (EFVCS) -

6.0 MMBtu/hr 
Dust Collector N/A 

Dust Collector ! N/A 

__ ... _____ ,,,,,,,,_ ______ ,,.__ ---·-·-··-·-·······--· 

VOC/HAP 

PM 95% 

PM 95% 

DC-793 EUFP20 Dust Collector NI A I 95% 
,,,,_,~'"WWW''-'-'- .~_,,,,_,_, __ ,,,.i-------·--·-·'-""""""".j •. ,,,,,_,,,,,_,_•»•"•••-•••••••••••••••••••••-••••••••••••-•-' 

DC-794 EU1-P21 Dust Collector NI A PM 951Xi 
---------~~------; 

DC-795 Ell1-P2 Dust Collector Sieve NI A 95% 
~--.... ~ ......... ,,, ..... ,,,_ .......... - ..... ·····-······--·······-··-············-··-··--·······--··-----'-------'-


