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In conformity with the provisions of Part VI of the Regulation for the Control of Atmospheric 
Pollution (RCAP) and the provisions ofthe Code ofFederal Regulations (CFR), Volume 40, Paii 
70 we authorize: 

FENWAL INTERNATIONAL, INC. 
SAN GERMÁN, PUERTO RICO 

hereinafter FENWAL INTERNATIONAL, INC. or the permittee, to operate a stationary source 
of air pollutants emissions consisting of the units described in this permit. Until this permit expires, 
is modified or revoked, Fenwal International, Inc. shall be able to emit atmospheric pollutants 
as a result of those processes and activities directly related and associated with the sources of 
emission, in compliance with the requirements, limitations and conditions of this permit, until its 
expiration date or until such is modified or revoked. 

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

Cruz A. Matos Environmental Sciences Building 
Urb. San José Industrial Park, 1375 Ave. Ponce de León, San Juan, PR 00926-2604 

Postal Address: PO Box 11488, Santurce, PR 00910 
Tel. 787-767-8181, Fax 787-756-5906 
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Section 1 - General Information 

A. Facility lnformation 

Company Name: 

Postal address: 

City: 

State: 

Zip Code: 

Name ofFacility: 

Location of the Falicity: 

Responsible Official: 

Phone: 

Fax: 

Contact Person ofthe Facility: 

Phone: 

Fax: 

SIC Primary Code: 

B. Process Description 

1 6 MAR 2020 

Fenwal Intemational, Inc. 

P.O. Box 5200 

San Germán 

Puerto Rico 

00683 

Fenwal Intemational, Inc. 

Road PR-122 Km. 0.5 
San Gennán, Puerto Rico 

Eric Santiago 
General Manager 

787-892-7000 
Extension 1700 

787-264-0808 

Joann Molina 
Environmental, Health and 
Safety Coordinator 

787-892-7000 
Extensi on 17 5 O 

787-264-0808 

3841 

Fenwal Intemational, Inc. is a company that manufactures a variety of medica! 
devices for the collection and separation ofblood components. It is located on State 
Road PR-122 Km 0.5 in San Germán. This facility manufactures a variety of 
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products for the automated and manual collection, filtration, separation, storage and 
transfusion of blood and its components. 

The unit EU-1 is an interna! combustion engine for a fire pump to control fire that is 
used when there is a fire related emergency. The EU-2, EU-3, EU-8 and EU-9 units 
are interna! combustion engines from emergency power generators. 

Four emission units are used in the manufacturing process; EU-4, EU-5, EU-6 and 
EU-7. The device assembly unit (EU-4) consists of five machines for units 
assembling, labeling and integrity testing. Methylene chloride and isopropyl alcohol 
are used in this unit. The EU-4 unit also includes EU-4A, Umbilicus overmolding 
process (Etching Process). The unit EU-5 includes solvent dispatching process. The 
unit EU-6 is the Plaletcell/ Alyx/ Amicus manufacturing process, fugitive emissions 
are methyl ethyl ketone and cyclohexanone. The emissions of EU-7 are from 
cleaning processes of the equipment, working areas and clean rooms. The cleaning 
is carried out with isopropyl alcohol. 

Fenwal International, Inc. is a majar source of hazardous air pollutants because it 
has the potential to emit more than 1 O tons per year of methylene chloride. 

Section II - Description of the Emission Units 

The emission units regulated by this permit are as follows: 

Control 
Emission Unit Description Euuioment 

EU-1 It is used to provide power to the water pump for None 
Interna] combustion fire suppression or protection. 
engine (Fire pump) Engine power: 251 hp 

Uses diese! fue! ata rate of 13 gals/hr. 
Displacement: l.30 L/ cylinder 

EU-2 Engine power: 1,818 hp No ne 
Interna! Combustion Use diese] fue! ata rate of 87 gal/hr. 
Engine (Emergency Displacement: 4.32 L/ cylinder 
Power Generator) 

EU-3 Engine power: l ,341 hp 
Interna! combustion Use diese! fue! ata rate of72 gal/hr. None 
engine (Emergency Displacement: 32. I O L 
Power Generator Model year: 2011 
1,000 kW) EPA Certified: Tier 2 Emission leve/s 
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Emission Unit Description 
EU-4 Consists of five machines for assembling units, 

Device Assemb !y labeling, and integrity testing. The inaximum 
consumption is 504 gal/year of methylene chloride 
and 457 gal/year of isopropyl alcohol. 

EU-5 Consists in the manual application of the solvent 
Umbilicus Etching methylene chloride, to an umbilicus tube. This is 

and Solvent intended to create a !ayer in the tube before the 
dispatching molding stage of this componen!. The maximum 

consurnption of methylene chloride is 2,010 
gals/year and 775 gals/year of isopropyl alcohol in 
this unit that are dispensed for consumption on EU-
4 and EU-7 units. 

EU-6- These fugitive emissions are from 
Manufacturing: methylethylketone and cyclohexanone. A 

maximum of61 gals/year ofmethylethylketone and 

Alyx/ Amicus 361 gals/year of cyclohexanone is used in this 
mariufacturing. 

EU-7 These emissions are from the process of cleaning 
Fugitive emissions of equipment, working areas and clean rooms. A 
VOC from equipment maximum of 318 gallons per year of isopropyl 

cleaning alcohol is used in this area. 

EU-8 EU-8a 
Interna! Combustion Engine: 9 hp 

Engines Model Briggs and Straton 
GN503100AC 

EU-8b 
Engine: 3 hp 
Model Ryobi RYi200TA 

EU-8c 
Engine: 6.5 hp 
Model UST 3500W 

EU-9 Engine power: 33 hp 
Interna! combustion Use diese! fue! ata rate of I.70 gal/hr 
engine (Emergency Displacement: 2.2 L 
Power Generator 20 EPA Certified: Tier 4 Emission Levels 

kW) 

1 lt does not exceed the thresholds of RCAP Rule 419. 

1 5 MAR 2020 

Control 
Ecrnipment 

Does not require1 

Does not require1 

Does not require1 

Does not require1 

None 

Non e 
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Section III - General Conditions of the Permit 

1 & MAR Z02ü 

l. Sanctions and Penalties: The petmittee will keep a copy of this permit at 
the facility at ali times. It will be available for inspection by the technical 
staff ofthe Department ofNatural and Environmental Resources (hereinafter 
DRNA and Board or JCA where the Regulation for the Control of 
Atmospheric Pollution (RCAP) is cited)2. 

2. Right ofEntry: As specified under Rules 103 and 603(c)(2) ofthe RCAP, 
the permittee shall allow the EQB or an authorized representative, upon 
presentation of credentials and other documents as may be required by law, 
to perform the following activities: 

a. Enter upon the petmittee's premises where an emission so.urce is 
located or where emission related activities are conducted, or where 
records must be kept under the conditions of this permit, under the 
RCAP, or under the Clean Air Act; 

b. Have access to and copy, at reasonable times, any records that must 
be kept under the conditions ofthe permit, under the RCAP, or under 
the Clean Air Act; 

c. Inspect and examine any facility, equipment (including monitoring 
and air pollution control equipment), practices or operations 
(including QA/QC methods) regulated or required under this permit; 
as well as fuels and emissions monitoring; and 

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

3. Sworn Statement: Ali reports required pursuant Rule 103(D) of the RCAP 
(i.e., semiannual monitoring reports and annual compliance certification) 
shall be submitted together with a sworn statement or affidavit by the 
Responsible Official or a duly authorized representative. Such sworn 

2In accordance with the Reorganization Plan of the Department of Natural and Environmental 
Resources of 2018, Law 171 of August 2, 2018, Section 28, is transferred to the Depaiiment of 
Natural and Environmental Resources, for execution by the Secretary, the powers and functions 
previously delegated to the Environmental Quality Board, its Presiden! and / or its Goveming Board 
through Act 416-2004, as amended, known as, "Law on Environmental Public Policy." This is why, 
wherever the pennit is established by JCA, Board, Enviromnental Quality Board or agency, it will be 
understood that it is currently referring to the Depatiment of Natural and Environmental Resources 
(DRNA). 
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statement shall attest to the truth, correctness and completeness of such 
records and reports. 

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

5. Emergency Plan: As specified under Rule 107 ofthe RCAP, the permittee 
shall have available an Emergency Plan which must be consistent with 
adequate safety practices, and provides for the reduction or retention of the 
emissions from the plant during periods classified by EQB as air pollution 
alerts, wamings or emergencies. These plans shall identify the emission 
sources, include the reduction to be accomplished for each source and the 
means by which such reduction will be accomplished. These plans shall be 
available for inspection, as required by representatives of EQB at any times. 

6. Compliance Certification: As specified under Rule 602(c)(2)(ix)(C) ofthe 
RCAP, the permittee shall submit each year a compliance ce1iification. This 
certification must be submitted to both the Board and the U. S. Environmental 
Protection Agency (EP A)3 no later than the 1 st of April of each year, covering 
the previous calendar year. The compliance certification shall include, but is 
not limited to, the info1mation required under Rule 603( e) of the RCAP as 
follows: 

a. The identification of each term or condition of the permit that is the 
basis of the certification; and 

b. The compliance status. Each deviation shall be identified and 
considered in the compliance certification; and 

c. Whether compliance was continuous or intermittent; and 

d. The methods or other means used for dete1mining the compliance 
status ofthe source, with each te1m and condition, cunently and over 
the rep01iing period, consistent with Rule 603 (a)(3) - (5) of the 
RCAP; and 

3 The certification to the EQB shall be mailed to: Manager, Air Quality Area, P.O. Box 11488, San 
Juan, PR, 00910. The certification to the EPA shall be mailed to: U.S. Environmental Protection 
Agency, 48 Carr. 165 Suite 7000, Guaynabo, P.R. 00968-8073. 
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e. Identification of possible exceptions to compliance, any periods 
which compliance is required and in which an excursion or 
exceedance as defined under 40 CFR Part 64 (CAM) occuned; and 

f. Such other facts as the Board may require to determine the 
compliance status of the source. 

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

8. Location Approval: As specified under Rule 201 ofthe RCAP, nothing in 
this permit shall be interpreted as authorizing the location or construction of 
a major stationary source, or the modification of a majar stationary source, 
or a majar modification of a significant source, without obtaining first a 
location approval from the Board and without first demonstrating compliance 
with the National Ambient Air Quality Standards (NAAQS). · This pemüt 
<loes not allow the construction of new minar sources without the required 
permit under Rule 203 ofthe RCAP. 

9. Objectionable Odors: As specified under Rule 420 of the RCAP, the 
pe1mittee shall not cause or permit emissions to the atmosphere of any matter 
which produces objectionable odors that can be perceived in an area other 
than that designated for industrial purposes. If objectionable odors are 
detectable beyond property perimeter, and complaints are received, the 
permittee shall investigate and take measures to minimize and/or eliminate 
the objectionable odors, ifnecessary. [This condition is enforceable only by 
the State]. 

10. Permit Renewal Applications: As specified under the Rule 602(a)(l)(iv) of 
the RCAP, the permittee's applications for permit renewal shall be submitted 
at least 12 months prior to the date of permit expiration. A responsible 
official must certify all required applications consistent with paragraph ( c )(3) 
ofRule 602 ofthe RCAP. 

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

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



FENWAL INTERNATIONAL, INC. 
SAN GERMÁN, PUERTO RICO 
PFE-TV-3841-64-0510-0335 
PAGE 7 OF 31 

'I 6 MAR 2U20 

expiration date. [Rules 603(a)(2), 605(c)(2) and 605(c)(4) of the 
RCAP] 

(b) Permit Shield: As specified under Rule 605(c)(4)(i) ofthe RCAP, the 
pe1mit shield may be extended until the time it is renewed if a timely 
and complete renewal application is submitted. 

(c) In the case that this pe1mit is subject to any challenge by third parties, 
the permit shall remain in effect until the time it is revoked by a court 
oflaw with jurisdiction in the matter. 

12. Recordkeeping Requirement: As specified under Rule 603(a)(4)(ii) ofthe 
RCAP, the permittee shall retain al! required monitoring data and supporting 
information for a period of 5 years from the date of the monitoring sample, 
measurement, report or application. 

13. Semiannual Monitoring Reports/Samplings4: As specified under Rule 
603(a)(5)(i) of the RCAP, the permittee shall submit the Board, the reports 
of al! required monitoring, every six months or more frequently if required 
by the EQB or any other underlying applicable requirement. All instances of 
deviations from permit requirements must be clearly identified in such 
reports. These reports cover two major elements. The first element is the 
summary of al! periodic monitoring / sampling required in this pennit. The 
second element requires that al! deviations from permit conditions are clearly 
identified, summarized and reported to the Board. All required reports must 
be certified by a responsible official as established under Rule 602( c )(3) of 
the RCAP. The report that covers the period from January to June shall be 
submitted no later than October 1 st ofthe same year, and the report covering 
the period from July to December shall be submitted no later than April 1 st 

of the next year. Once the guidelines are developed by the Board, the 
permittee must use them to complete these reports. 

14. Deviations Reporting due to Emergencies: As specified under Rule 
603(a)(5)(ii)(a) ofthe RCAP, any deviation resulting from an upset (such as 
sudden malfunction or break-down) or emergency conditions, as defined in 
Rule 603(e) ofthe RCAP, must be reported within the next 2 working days 
from the time the emission limits are exceeded due to the emergency, if the 
permittee wishes to assert the affirmative defense authorized under Rule 
603( e) of the RCAP. If the permittee raises the emergency defense upon an 
enforcement action, the permittee shall demonstrate that such deviation 
happens due to an emergency and that the Board was adequately notified. If 

4These reports cover two major elements. The frrst elemet is the summary of al! the periodic 
monitoring / sampling required in this permit. The second element requires that al! deviations from 
the permit conditions be clearly identified, summarized and reported to the Board. 
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such emergency deviation last for more than 24 hours, the affected units may 
be operated until the end of the cycle or 48 hours, what occurs first. The 
Board may only extend the operation of an emission so urce in excess of 48 
hours, ifthe source demonstrates to the Board's satisfaction that the National 
Air Quality Standards ha ve not been exceeded and that there is no risk to the 
public health. 

15. Deviation Reporting (Hazardous Air Pollutants ): The source shall act as 
specified in its Emergency Response Plan (established in Rule 107(C) ofthe 
RCAP), when such Plan has shown no significan! impact on an area other 
than those that have been designated for industrial purposes or will cease 
operations immediately if there is a significan! impact on an area other than 
those that have been designated for industrial purposes (state-only 
enforceable condition). In accordance with Rule 603(a)(5)(ii)(b) of the 
RCAP, he shall notify the Board within the next 24 hours if a deviation that 
results in the release of emissions 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 
applicable limit, the permittee shall notify the Board within 24 hours of the 
deviation. The permittee shall submit to the Board, within 7 days of the 
deviation, a detailed written report which includes probable causes, time and 
duration of the deviation, remedia! action taken and the steps you are 
following to prevent recurrence. 

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

17. Permit Noncompliance: As specified under Rule 603(a)(7)(i) ofthe RCAP, 
the permittee must comply with al! conditions of the permit. Permit 
noncompliance constitutes a violation of the Regulation and will be grounds 
for taking the appropriate enforcement action, impose sanctions, revolee, 
termínate, modify, and/or reissue the permit, or to deny a permit renewal 
application. 

18. Defense not Allowed: As specified under Rule 603(a)(7)(ii) ofthe RCAP, 
the permittee shall not allege as a defense in an enforcement action, that it 
would have been necessary to hall or reduce the permitted activity in arder 
to maintain compliance with the conditions ofthis permit. 
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19. Permit Modification and Revocation: As specified under Rule 
603(a)(7)(iii) ofthe RCAP, the pe1mit may be modified, revoked, reopened, 
reissued, or terminated for cause. The filing of a request by the permittee for 
a permit modification, revocation and reissuance, or termination, or of a 
notification of planned changes or anticipated noncompliance <loes not stay 
any permit condition. 

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

21. Obligation to Furnish Information: As specified under Rule 603(a)(7)(v) 
of the RCAP, the permittee shall furnish to EQB, within a reasonable time, 
any information that the Board may request in writing to determine whether 
cause exists for modifying, revoking and reissuing, or terminating the permit 
orto determine compliance with the permit. U pon request, the permittee shall 
also fümish to EQB copies of documents related to this pe1mit. 

22. Prohibition on Default Issuance: As specified nnder Rule 605( d) of the 
RCAP, it shall never be considered that a permit has been issued by default 
as a result ofthe EQB's failure to take final action on a permit application 
within 18 months. The EQB's failure to issue a final pe1mit within 18 months 
should be treated as a final action solely for the purpose of obtaining judicial 
review in a state court. 

23. Administrative Permit Amendments and Permit Modifications: As 
specified under Rule 606 of the RCAP, the permit shall not be amended nor 
modified unless the permittee complies with the requirements for 
administrative permit amendments and permit modifications as described in 
theRCAP. 

24. Permit Reopenings: As specified under Rule 608(a)(l) of the RCAP, this 
permit shall be reopened and revised under the following circumstances: 

A. Whenever additional applicable requirements under any law or 
regulation become applicable to the permittee, when the remaining 
permit term is of 3 or more years. Such reopening shall be completed 
18 months after promulgation of said applicable requirement. No such 
reopening is required if the effective date of the requirement is later 
than the date on which the permit is due to expire, unless the original 
permit or any of its terms and conditions have been extended pursuant 
to Rule 605(c)(4)(i) or Rule 605(c)(4)(ii) ofthe RCAP. 

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

C. Whenever the EQB or the EPA determines that the permit must be 
revised or revoked to assure compliance with the applicable 
requirements. 

25. Changes in Name or Responsible Official: This permit is issued to Fenwal 
International, Inc. In the event that the company and/or installation change 
its name, the responsible official must submit an administrative amendment 
to this petmit to reflect the change in name. If the event that the responsible 
official changes, the new responsible official must submit no later than 30 
days after the change, an administrative amendment including a sworn 
statement in which he/she accepts and promises to comply with ali the 
conditions of this permit. · 

26. Changes in Ownership: This permit is issued to Fenwal International, 
Inc. In the event that the company and/or installation is transferred to a 
different owner or change operational control and the EQB determines that 
no other change in the permit is necessary, the new responsible official must 
submit an administrative amendment. The administrative amendment shall 
include a sworn statement in which the new responsible official accepts and 
promises to comply with ali the conditions of this permit, and a written 
agreement containing a specific date for transfer of permit responsibility, 
coverage, and liability between the curren! and new permittee. This is not 
applicable if the Board determines that changes to the permit are necessary. 

27. Renovation World Demolition: The permittee shall comply with the 
provisions set forth in 40 CFR §61.145 and §61.150, and Rule 422 of the 
RCAP, and Regulations for the Processing of General Petmits (General 
Permit for the Handling of Asbestos Containing Materials) when doing 
renovation or demolition activities of asbestos containing materials at the 
facility. 

28. Risk Management Plan: If during the effectiveness of this permit, the 
permittee is subject to the 40 CFR Part 68, the permittee shall submit a Risk 
Management Plan according with the compliance schedule in the 40 CFR 
§68.1 O. If during the effectiveness of this permit, the permittee is subject to 
the 40 CFR Part 68, the permittee shall submit a compliance certification 
with the requirements of part 68 as patt of the annual compliance certification 
required under 40 CFR part 70, including the recordkeeping and the Risk 
Management Plan. 
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29. General Duty Requirements: The pennittee has the general obligation of 
identifying hazards which may result from accidental releases of any 
controlled substance under section l 12(r) ofthe Clean Air Actor any other 
extremely hazardous substance in a process, using appropriate hazard 
assessment techniques, designing, maintaining and operating a safe facility 
and minimizing the consequences of accidental releases if they occur as 
required in section 112(r)(l) ofthe Act and Rule 107(D) ofthe RCAP. 

30. Requirements for Refrigerants (Climatologic and Stratospheric Ozone 
Protection): 

a) In the event that the permittee has equipment or appliances, including 
air conditioning units, which use Class I or II refrigerants as defined 
in 40 CFR Paii 82, Subpaii A, Appendices A and B, the permittee 
shall take the necessary measures to ensure that all maintenance, 
service or repair services performed are done so according to the 
practices, certification and personnel requirements, disposition 
requirements, and recycling and/or recovery equipment certification 
requirements specified under 40 CFR Paii 82, Subpaii F. 

b) Owners/ operators of appliances normally containing 50 or more 
pounds of refrigeran! must keep records of refrigeran! purchased and 
added to such appliances pursuant to 40 CFR §82.166. 

31. Labeling of Products Using Ozone-Depleting Substances: The permittee 
shall comply with the standards for labeling of products using ozone­
depleting substances pursuant to 40 CFR Part 82, subpaii E. 

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

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

c. The form of the !abe! bearing the required waining statement must 
comply with the requirements pursuant to 40 CFR §82.110. 

d. No person may modify, remove or interfere with the required warning 
statement except as described in 40 CFR §82.112. 
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32. Roof Surface Coating: This is a state-only requirement. The pe1mittee shall 
not cause or permit the roof surface coating by applying hot tar or any other 
coating material containing organic compounds without previous notification 
to the Board. The use ofused oil or hazardous waste for roof surface coating 
is prohibited. 

33. Open Burning: As specified under the Rule 402 ofthe RCAP, the permittee 
shall not cause or permit the open burning of refuse in their premises except 
as established under Rule 402 (E) of the RCAP to conduct training or 
research of firefighting techniques, as previously approved by the Board. 
(Condition enforceable only by the State.] 

34. Fugitive Emissions: As established in Rule 404 ofthe RCAP: 

a) The permittee shall use, as much as possible, 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 land. 

b) The pe1mittee shall not cause or pern1it 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 from a building or equipment and cause a 
nuisance or violate any regulations, the Board may order that the 
building or the equipment in which processing, handling and storage 
are done, be tightly closed and/or ventilated so that ali emissions from 
the building or equipment are controlled to remove or destroy such 
air pollutants befare being discharged to the open air. The 
implementation of this measure shall not create occupational health 
hazards. 

35. Compliance Clause: Under no circumstances <loes compliance with this 
permit exempt the permittee from complying with al! other applicable state 
or federal laws, regulations, permits, administrative orders or applicable 
court orders. 

36. Emissions Calculations: The permittee shall submit, on the first day of April 
of each year, the actual or permissible emissions calculations for the previous 
natural year. The emissions calculations shall be submitted on the forms 
prepared by the EQB for this purpose and the responsible official must certify 
al! the information submitted as true, corree! and representative of the 
permitted activity. The emission calculations should include but not be 
limited to emissions of PM/PM10, NOx, VOC, CO, Pb, S02, HAP's and C02e. 



FENWAL INTERNATIONAL, INC. 
SAN GERMÁN, PUERTO RJCO 
PFE-TV-3841-64-0510-0335 1 6 ~\r.11 2020 
PAGE 13 OF 31 

37. Annual Fee: According to Rule 61 O ofthe RCAP, the permittee shall submit 
an annual payment based on the emissions calculations for each regulated 
pollutant. The payment will be based on their actual emissions at rate of 
$3 7 .00 per ton, unless the Board decides otherwise as pe1mitted under Rule 
6 lü(b )(2)(iv) of the RCAP. This payment for the previous calendar year 
must be made on or before June 30 of each year. 

38. Amendments or New Regulations: In case a new regulation is established 
or an existing one is amended ( state or federal) and it is determined that it 
applies to the facility, the permittee shall comply with the provisions ofthis 
regulation or amendment by the compliance date or compliance extension of 
the new or amended regulation. 

39. Reports: Unless stated otherwise specifically provided in a condition, any 
requirement of information submittal to the Board shall be addressed to: 
Manager, Air Quality Area, P.O. Box 11488, San Juan, P.R. 00910. 

40. Reservation of Rights: Except as expressly provided in this pennit: 

a) Nothing herein shall prevent EQB or EPA from taking administrative 
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 imposition of statutory penalties and 
fines. 

b) Nothing herein shall be construed to limit the rights of EQB or EPA 
to undertake any criminal enforcement activity against the pennittee 
or any person. 

c) Nothing herein shall be construed to limit the authority of EQB or 
EPA to undertake any actions in response to conditions that present 
an imminent and substantial endangerment to public health or 
welfare, or the environment. 

d) N othing herein shall be construed to limit the permittee rights to 
administrative hearing andjudicial appeal oftermination/ revocation/ 
disputes over modification/ denial actions in accordance with 
regulations and the Environmental Public Policy Act. 

Section IV - Allowable Emissions 

A. The pe1missible emissions authorized under this permit are mentioned 
below. The source shall certify annually that its actual emissions do not 
exceed the permissible emissions. It should be used for these purposes, the 
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same emission factors used and approved in the application for construction 
permit PFE-64-0112-0060-I-II-C. 

Pollutants Allowable 
Emissions 

(tons /year) 
PM 0.60 
S02 3.2 
NOx 18.2 
co 4.8 

voc 3.0 
C02e 931.19 

Hazardous Air Allowable 
Pollutants (HAP's) Emissions 

(tons /year) 
Methylene chloride 13.07 

Total HAP's 13.10 

Section V- Specific Permit Conditions 

A. Normal operating scenario: Interna! combustion engines - EU-1 (Fire 
pnmp ), EU-2 (Generator with engine of 1,818 hp ), EU-3 (Generator with 
engine of 1,341 hp) and EU-9 (Generator with engine of 33 hp). 

The fo!lowing table contains a summary of applicable requirements, as well as the 
test methods, for emission units EU-1, EU-2, EU-3 and EU-9 identified in Section 
II ofthis permit. For other requirements must refer to the pennit conditions. 

Condition Para meter Value Units Test JVIethod l'vlcthod Record Keeping Reporting 
Frequency Requirements Frequency 

Visible Visible 20 Percent Method 9 Once during Tests results Within 60 
emissions Emissions (6-minute the first year days after 
Limit average) of pennit finishing the 

approval. test. 

so, 
Sulfur 0.0015 Percent by Fue! supp\ier V.lith every Record with each Semiannual Emission 

Limit content in weight certification fue! receipt. receipt offue! 
diese! sulfur content. 

Limit on EU-2 500 Hours per Non-resettable Monthly Record Semiannua! 
Hours of EU-3 500 ye ar hour meter 
Operatlon 

EU-9 100 

EU-1 200 
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a. VISIBLE EMISSIONS LIMIT: 

í ti MAR 2020 

(i) The permittee shall not exceed the opacity limit of20% on 6-minutes average 
except for units EU-1, EU-2, EU-3 and EU-9. Nevertheless, the permittee 
may discharge into the atmosphere visible emissions of an opacity up to 60% 
for a period ofno more than four (4) minutes in any consecutive thirty (30) 
minutes interval. [Rule 403 (A) ofthe RCAP] 

(ii) The pennittee shall contract an independent opacity reader, ceiiified in a 
school approved by the EPA or EQB, to perform one (1) opacity reading in 
the stack ofthe units EU-1, EU-2, EU-3 and EU-9 during the first year of the 
permit approval using Method 9 established under Appendix A in 40 CFR 
Part 60. The engines shall be operating at the time of perfonnance of the 
opacity readings. 

(iii) The permittee shall submit to the Board, a copy of the format to be used to 
record the readings ofvisible emissions at least thirty (30) days prior to the 
reading of the initial opacity reading. · · 

(iv) The permittee shall notify in writing the Board at least fifteen (15) days of 
prior ofthe initial reading ofMethod 9, to allow the EQB the opportunity to 
have an observer present. [Rule 106(D) of the RCAP] 

(v) Two (2) copies of the report of the initial reading under Method 9 shall be 
submitted by the permittee within 60 days after the tests. This report shall 
contain the information required in Rule 106(E) ofthe RCAP. 

b. SULFURCONTENT LIMIT: 

(i) The interna! combustion engines ofthe units EU-3 and EU-9 are affected by 
the 40 CFR, Part 60, Subpart IIII, so the maximum sulfur content in diese! 
fue! to be burned shall not exceed 0.0015% by weight. [ 40 CFR Section 
60.4207(b)] 

(ii) The maximum sulfur content in diese! fue! to be oxidized in interna! 
combustion engines ofthe units EU-1 and EU-2, shall not exceed 0.0015% 
by weight. [PFE-64-0112-0060-I-II-C] 

(iii) The permittee shall install, operate and maintain a non-resettable hour meter 
for each ofinternal combustion engines EU-1, EU-2, EU-3 and EU-9 so that 
the hours of operation and fue! consumption can be verified. [PFE-64-0112-
0060-I-II-C.] 

(iv) The pennittee must keep a monthly record of the hours of operation as 
recorded in the non-resettable hours meter, the operating reason ( operating 
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purpose; emergency, non-emergency, maintenance, demand response, etc.), 
the fue[ consumption and daily sulfur content of fue! in weight percent for 
each interna[ combustion engine ofthe units EU-1, EU-2, EU-3 and EU-9. 
[PFE-64-0112-0060-1-II-C] 

a. Must document how many hours are spent for emergency operation, 
including what classified the operation as emergency and how many 
hours are spent the engine for non-emergency operation. 

b. The registered hour meter will be used to calculate the cumulative 
fue! consumption on a monthly basis. The calculation of fue! 
consumption during any consecutive 12 months period shall be 
calculated by adding the fue! consumption of each month. It shall be 
available at all times in the facility for review by technical staff ofthe 
Board. 

(v) This pe1mit <loes not authorize the use of alternative fuels and other fuels in 
the emission sources described in this permit. [PFE-64-0112-0060-1-II-C) 

(vi) Maintain a monthly repo1i for al! interna! combustion engines included in 
Section V(A) of this permit that indicating the date, hour meter reading and 
the total hours of operation, the purpose of engine use, the monthly 
consumption fue! and the sulfur content of the fue! in percent by weight of 
each engine of the units EU-1, EU-2, EU-3 and EU-9 for evaluation and 
review by technical staff of the Board. The registered hour meter will be 
used to calculate the cumulative fue! consumption which will remain on a 
monthly basis over a period of 12 months. The calculation of the fue! 
consumption during any consecutive 12-month period is calculated by 
adding the consumption fue! of each month to the total fue! consumption of 
the previous 11 months. [PFE-64-0112-0060-1-II-C) 

(vii) The pe1mittee shall submit to the Board a semiannual report which indicates 
the hours of operation and purpose thereof, the monthly fue! consumption 
and fue! sulfur content in percent by weight of ali interna! combustion 
engines ofEU-1, EU-2, EU-3 and EU-9 units. [PFE-64-0112-0060-1-II-C) 

a. The report shall be accompanied by the fue! supplier ce1iification 
indicating the sulfur content which should be obtained each time the 
fue! is received. This shall regularly accompany the report as fue! is 
received at the facility. This report shall be submitted to the attention 
of the Chief of the Validation and Data Management Division, Air 
Quality Area. 

b. The report covering the period from January to June must be 
submitted no later than October 1 st of the same year and the report 
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covering the period from July to December must be submitted no later 
than April 1 st of next year. 

(viii) According to Rule 603(a)(4)(ii) of the RCAP, the permittee shall keep ali 
records of required monitoring data and supporting information for a period 
of five (5) years from the date of the monitoring sample, measurement, 
rep01i, or application. This includes records of the hours of operations and 
sulfur content of consumed fuels. 

c. LIMITS OF HOURS OF OPERATION: 

(i) The maximum operating hours of the engine for the emergency generator in 
the emission unit EU-1 is 200 hours per year, according to the perrnit PFE-
64-0l 12-0060cI II-C. In order to maintain the emergency use category as 
specified in 40 CFR Pa:ti 63 Subpart ZZZZ, the engine is authorized to 
operate for a maximum of 100 hours per calendar year for any of the 
combination ofthe purposes specified in 40 CFR §63.6640(f)(2)(i) through 
(iii), and up to 50 hours of operation in non-emergency situations, as 
specified in 40 CFR 63.6640(f)(4). The 50 hours of operation in non­
emergency situations are counted as pa:ti of the 100 hours per calendar year 
for maintenance and testing and emergency demand response provided in 
section 63.6640(f)(2) ofthe 40 CFR, whereas these 100 hours of operation 
shall be counted as part ofthe 200 hours of operation limit. 

(ii) The maximum operating hours of the engines for the emergency generators 
in the emission units EU-2 and EU-3 is 500 hours each per year, according 
to the perrnit PFE-64-0112-0060-I II-C. In order to maintain the emergency 
use category as specified in 40 CFR Part 63 Subpart ZZZZ, the engine is 
authorized to operate for a maximum of 100 hours per calendar year for any 
of the combination of the purposes specified in 40 CFR §63.6640(f)(2)(i) 
through (iii), and up to 50 hours of operation in non-emergency situations, as 
specified in 40 CFR 63.6640(f)(4). The 50 hours of operation in non­
emergency situations are counted as part of the 100 hours per calendar year 
for maintenance and testing and emergency demand response provided in 
section 63 .6640(f)(2) of the 40 CFR, whereas these 100 hours of operation 
shall be counted as part ofthe 500 hours of operation limit for each. 

(iii) The maximum operating hours of the engine for the emergency generator in 
the emission unit EU-9 is 100 hours per year, according to the perrnit PFE-
64-0112-0060-I II-C. In order to maintain the emergency use category as 
specified in 40 CFR Part 63 Subpart ZZZZ, the engine is authorized to 
operate for a maximum of 100 hours per calendar yem· for any of the 
combination of the purposes specified in 40 CFR §63.6640(f)(2)(i) through 
(iii), and up to 50 hours of operation in non-emergency situations, as 
specified in 40 CFR 63.6640(f)(4). The 50 hours of operation in non-
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emergency situations are counted as part of the 100 hours per calendar year 
for maintenance and testing and emergency demand response provided in 
section 63.6640(f)(2) ofthe 40 CFR, whereas these 100 hours of operation 
shall be counted as part of the 100 hours of operation limit. 

d. Other federal requirements 

(i) EU-1: Interna! combustion engines of !he fire pump (251 hp ): 

l. The interna! combustion engines for the fire pump of251 hp (EU-1) is subject 
to 40 CFR Part 63, Subpart ZZZZ: National Emission Standards for 
Hazardous Air Pollutants for Stationary Reciprocating Engines Stationary 
Interna! Combustion Engines (RICE NESHAP), as defined in Section 
63.6585(a) of 40 CFR. The pennittee shall comply with the applicable 
requirements of this regulation in accordance with, but not limited to, the 
following requirements: 

a) According to Table 2d, subsection 4 ofthe Subpart ZZZZ shall: 

i) Change oil and fil ter eve1y 500 hours of operation or annually, 
whichever comes first; 

1. Sources have the option to utilize an oil analysis 
programas described in section 63.6625(i) of 40 CFR 
in order to extend the specified oil change 
requirements in Table 2d of the Subpart ZZZZ. 

ii) Inspect air cleauer every 1,000 hours of operation or annually, 
whichever comes first, and replace as necessary; and 

iii) Inspect all hoses and belts every 500 hours of operation or 
annually, whichever comes first, and replace as necessary. 

b) The permittee shall: 

i) 

ii) 

Operate and maintain the engine and after-treatment control 
device (if any) according to the manufacturer's emission­
related written instructions or develop your own maintenance 
plan which must provide to the extent practicable for the 
maintenance and operation of the engine in a mauner 
consistent with good air pollution control practice for 
minimizing emissions. [40 CFR §63.6625(e)] 

Install a non-resettable hour meter if one is not already 
installed. [40 CFR §63.6625(f)] 
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2. 

iii) Minimize the engine's time spent at idle during startup and 
minimize the engine's startup time to a period needed far 
appropriate and safe loading of the engine, not to exceed 3 O 
minutes. [40 CFR §63.6625(h)] 

e) In accordance with 40 CFR §63.6605, the peimittee shall operate 
each engine in a manner that minimizes emissions. 

d) In accordance with 40 CFR §63.6640 must operate and demonstrate 
compliance with the Work and Management Practices contained in 
Table 6 to this Subpart. 

e) To rnaintain the ernergency engine category, the perrnittee shall 
cornply with the lirnitations on use and operation contained in 40 
CFR §63.6640(f). For any engine operation that does not mee! these 
requirements, the engine will not be considered as one of ernergency 
under this subpart and shall comply with all requirements far non­
emergency engmes. 

f) It shall maintain applicable records in accordance with the provisions 
of 40 CFR §63.6655(f). 

i) The permittee shall keep records of the hours of operation of 
the engine that is recorded through the non-resettable hour 
meter. 

ii) The permittee shall document how many hours are spent far 
emergency operation, including what classified the operation 
as emergency and how many hours are spent far non­
emergency operation. 

iii) If the engine is used far the purposes specified in 
§63.6640(f)(2)(ii) or (iii) or §63.6640(f)(4)(ii), the permittee 
shall keep records of the notification of the emergency 
situation, and the date, start time, and end time of engine 
operation far these purposes. 

In the case that the interna! combustion engine unit EU-1 is reconstructed, 
the permittee shall comply with the applicable requirements of 40 CFR Par! 
60, Subpart IIII, as applicable. 
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(ii) EU-2: Interna! combustion engine of 1,818 hp of an electric generator 
for emergencies 

l. In the case that the interna! combustion engine ofunit EU-2 is reconstructed, 
the permittee shall comply with the applicable requirements of 40 CFR Paii 
60, Subpaii Illl, as applicable. 

2. The interna! combustion engines for unit EU-2 is subject to 40 CFR Part 63, 
Subpart ZZZZ: National Emission Standards for Hazardous Air Pollutants 
for Stationary Reciprocating Engines Stationary Interna! Combustion 
Engines (RICE NESHAP), as defined in Section 63.6585(a) of 40 CFR. 
However, it does not have applicable requirements as long as it is considered 
an emergency engine. To maintain the emergency engine category, the 
permittee shall comply with the limitations on use and operation 
contained in 40 CFR §63.6640(f). For any engine operation that does not 
meet these requirements, the engine will not be considered as one of 
emergency under this subpaii and shall comply with ali requirements for non­
emergency engmes. 

(iii) EU-3: Interna! combustion engine of 1,341 hp of an electric generator for 
emergencies 

l. The interna! combustion engine unit EU-3 is subject by the regulations 
described in 40 CFR Paii 60 Subpart IIII (Standards of Performance for New 
Sources for Stationary Compression Ignition Interna! Combustion Engines), 
so the engine must comply with ali applicable requirements under this 
Subpart. 

a) In accordance with section 60.4205(b) of 40 CFR, each engine must comply 

with the applicable emission standards in Section 60.4202, for ali pollutants, 
for the same model year and maximum engine power. In accordance with 

40 CFR sections 89.112, and 89.113, each engine must not exceed Tier 2 
emissions and opacity as follows: 

!. 6.4 g/KW-hr for NMHC + Nüx, 

JI. 3.5 g/KW-hr for CO, and 

111. 0.20 g/KW-hr for PM. 

IV. Opacity within the limits set out in 40 CFR section 89 .113. 
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b) The permittee shall obtain a certification from the manufacturer that the 
engine meets the emission standards specified for the same model yeaT and 
maximum engine power in 40 CFR 89.112 and 40 CFR 89.113 for ali 
pollutants beginning in model year 2007. [40 CFR 60.4202(a)(2)] 

e) The permittee shall operate and maintain each engine so that it complies with 
the emission standards required under ítem b. ofthis condition ofthis section 
during the entire life ofthe engine. [40 CFR section 60.4206] 

d) In accordance with section 60.4207(b) of 40 CFR, the pe1mittee shall use 
diese! for each engine that meets the requirements of 40 CFR Section 
80.51 O(b ). That is, 

l. The maximum sulfur content of the fue! shall not exceed 15 ppm or 
0.0015% by weight. 

u. The fue! shall meet a mínimum cetane index of 40 or a maximum 
aromatic content of 35 volume percent. 

e) The permittee shall comply with the applicable monitoring requirements of 
40 CFR Section 60.4209. 

f) The permittee shall demonstrate compliance, purchasing an engine certified 
to the standards in 40 CFR Section 60.4205(b) and item b. of this condition 
for the same model year and maximum engine power. The engine must be 
installed and configured according to the manufacturer's emission-related 
written specifications, except as permitted by paragraph (g) of section 
60.4211. [40 CFR Section 60.42ll(c)] · · 

g) The permittee shall opera te the engine according to the requirements of 
paragraph (f) of section 60.4211, to be considered an emergency engine 
under this subpart. If the engine is not operated according to the 
requirements ofthat paragraph (f) ofsection 60.4211, the engine will not be 
considered an emergency engine under this subpart and the permittee shall 
comply with ali applicable requirements under the same subpart for non­
emergency engmes. 

h) The permittee shall comply with the test methods and other procedures of 
Section 40 CFR 60.4212, as applicable. 

i) The permittee shall comply with the applicable notification requirements, 
reporting and maintenance ofrecords applicable in 40 CFR section 60.4214. 
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j) The permittee shall comply with the General Provisions of sections 60.1 
through section 60.19 that apply, which are included in Table 8 of 40 CFR 
Subpart IIII. 

(iv) EU-9: Interna! combustion engine of 33 hp for an electric generator for 
emergencies 

1. The interna! combustion engine unit EU-9 is subject to 40 CFR Part 63, 
Subpart ZZZZ (National Emission Standards for Hazardous Air Pollutants 
for Stationary Reciprocating Engines Stationary Interna! Combustion 
Engines ). In accordance with Section 63 .6590( e) of 40 CFR, the engine must 
meet the requirements of Subpmi ZZZZ by meeting the requirements of 40 
CFR Pmi 60 Subpart IIII. 

a. The interna! combustion engine is subject to 40 CFR Part 60, Subpart IIII 
(Standards of Perfmmance for New Sources for Stationary Compression 
Ignition Interna! Combustion Engines ). 

b. Y ou must comply with all applicable requirements under such Subpmi. 

c. In accordance with section 60.4205(b) of 40 CFR, the engine must comply 
with the applicable emission standards in Section 60.4202(a)(l), for all 
pollutants, for the same model year and maximum engine power. 

d. The permittee shall operate and maintain each engine so that it complies with 
the emission standards required under item c. ofthis condition ofthis section 
during the entire life ofthe engine. [40 CFR section 60.4206] 

e. In accordance with section 60.4207(b) of 40 CFR, the permittee shall use 
diese! for this engine that meets the requirements of 40 CFR Section 
80.510(b). That is, 

f. 

L The maximum sulfur canten! af the fue! shall nat exceed 15 ppm ar 
0.0015% byweight. 

n. The fue! shall meet a minimum cetane index of 40 or a maximum 
aromatic content af 35 va Jume percent. 

The permittee shall camply with the applicable monitoring requirements of 
40 CFR Section 60.4209. 

g. The permittee shall demanstrate compliance, purchasing an engine ce1iified 
to the standards in 40 CFR Sectian 60.4205(b) and item c. af this candition 
for the same madel year and maximum engine pawer. The engine must be 
installed and canfigured according to the manufacturer's emission-related 
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written specifications, except as perrnitted by paragraph (g) of section 
60.4211. [40 CFR Section 60.421 l(c)] 

h. The permittee shall operate the engine according to the requirements of 
paragraph (f) of section 60.4211, to be considered an emergency engine 
under this subpart. If the engine is not operated according to the 
requirements of that paragraph (f) of section 60.4211, the engine will not be 
considered an emergency engine under this subpart and the perrnittee shall 
comply with all applicable requirements under the same subpart for non­
emergency engmes. 

1. The perrnittee shall comply with the test methods and other procedures of 
Section 40 CFR 60.4212, as applicable. 

J. The perrnittee shall comply with the applicable notification requirements, 
reporting and maintenance ofrecords applicable in 40 CFR section 60.4214. 

k. The perrnittee shall comply with the General Provisions of sections 60.l 
through section 60.19 that apply, which are included in Table 8 of 40 CFR 
Subpart IIII. 

B. Normal operating scenario: EU-4 (Device Assembly and Umbilicus 
overmolding Etching Process), EU-5 (Solvent Dispatching Process), EU-
6 (Manufacturing Process-Plaletcell/Amicus and Alyx) and EU-7 
(Solvent Mixing Area and Manufacturing Process) 

l. The emission units EU-4, EU-5, EU-6 and EU-7 shall not exceed the 
consumption indicated in the following table in any period of 12 consecutive 
months. At the end of each month, the used amount of isopropyl alcohol, 
methylene chloride, methyl ethyl ketone and cyclohexanone during the 
period of 12 consecutive months shali be calculated by adding the amount 
used in that month to the total of the previous 11 months. [PFE-64-0112-
0060-I-II-C] 

Substance Maximum 
Consumption 
( e:allons/year) 

Methylene chloride 2,514 
Isopropvl alcohol 775 

Methyl Ethyl Ketone 61 
Cyclohexanone 361 
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2. The permittee shall maintain at the facility, available to EQB personnel, the 
following record: 

a. A monthly record of consumption ofisopropyl alcohol, methylene chloride, 
methyl ethyl ketone and cyclohexanone. Also, keep the following 
information for isopropyl alcohol, methylene chloride, methyl ethyl ketone 
and cyclohexanone. 

1. Name ofthe substance or product and the corresponding Safety Data 
Sheet (SDS). 

11. Amount used in the month and the amount accumulated in the last 12 
months. [PFE-64-0112-0060-I-II-C] 

3. The permittee shall submit to the Board a semiannual report which 
sumrnarizes the total amounts of isopropyl alcohol, methylene chloride, 
methyl ethyl ketone and cyclohexanone consumed in the emission units EU-
4, EU-5, EU-6 and EU-7. The report covering the period from January to 
June shall be submitted no later than October 1 '' of that year and the record 
covering the period from July to December must be submitted no later than 
April !'' ofthe next year. [PFE-64-0112-0060-I-II-C] 

4. The pennittee should keep accessible to personnel of tbis Board for a period 
of five (5) year, the following documentation and any other evidencing the 
information contained in the record required in condition 2 above: 

5. 

a. Invoices or delivery orders of isopropyl alcohol, methylene chloride, 
methyl ethyl ketone and cyclohexanone. [PFE-64-0112-0060-I-II-C] 

Emission Limit of Volatile Organic Compounds (VOC): Units EU-4, 
EU-5, EU-6 and EU-7: In accordance with Rule 419 of RCAP, the 
permittee shall not permit the emission of 3 pounds of volatile organic 
compounds in any one hour, nor more than 15 pounds in any one day, from 
any article, machine, equipment or any other contri vanee unless it is provided 
with a control system, pollution prevention and reductions mechanism or 
programs or both, as approved or required by the Board. In accordance with 
Rule 419(F)(3), this rule will not apply to equipment, activities, or emission 
units that emit less than 3 pounds/Ju· or 15 pounds/day of volatile organic 
compounds. [Condition enforceable only by the State.] 

a. The permittee shall submit to the Board a semiannual report ofVOC 
emissions in each unit of emissions (EU-4, EU-5, EU-6 and EU-7) in 
pounds per hour and pounds per day to demonstrate the exemption of 
applicability ofthe Rule. The report covering the period from January 
to June shall be submitted no !ater than October 1 '' of that year and 
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the report covering the period from July to December must be 
submitted no later than April 1 st of the next year. 

b. If the permittee needs to increase the consumption of substances VOC 
within a nnit that may affect these valnes and the applicability of the 
Rule 419 of the RCAP or sorne unit uses VOCs, the pe1mittee shall 
apply and obtain a review ofthe construction permit PFE-64-0112-
0060-I-II-C, along with a demonstration of compliance or exemption 
limit VOC for that emission unit before increasing. 

6. Emission limits for methylene chloride: The permittee shall not exceed 
13.07 tons per year (in any period of 12 consecutive months) of methylene 
chloride. [PFE-64-0112-0060-I-II-C] 

C. Normal operating scenario for EU-8: Interna! Combustion Engines 

(i) EU-Sa - MotorBriggs & Straton de 9 hp 

1. This interna! combustion engine are subject to 40 CFR Part 63, Subpart ZZZZ: 

a. 

b. 

c. 

d. 

e. 

f. 

g. 

National Emission Standards for Hazardous Air Pollutants for Stationary 
Reciprocating Engines Stationary Interna! Combustion Engines (RICE 
NESHAP), as defined in Section 63.6585(a) of 40 CFR, so must meet the 
following applicable requirements: 

Requirements Reference 

Coinpliance Date · Section 63.6595(a)(l) of40 CFR 

Operating Limitations Section 63.6602 of 40 CFR 

Monitoring requirements, Section 63 .6625( e), (h), and (j) of 40 
operation and maintenance CFR 

Continuous Compliance Section 63.6640(a) of 40 CFR 
Requirements 

Requirements Table 2c (#7) and 6 (#9) of 40 CFR 

Section 63.6655 (a)(2) and (5), (d) and 
Recordkeeping Requirements (e)(l) and 63.6660 of 40 CFR. 

General Provisions 
Table 8 of the Part 63, Subpart ZZZZ 
of 40 CFR. 
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(ii) EU-8b (Engine Ryobi of 3 hp) and EU-8c (UST 3500W of 6.5 hp) 

1. These interna! combustion engines are subject to 40 CFR Part 60, Subpaii JJJJ: 
Standards of Performance for Stationary Spark Ignition Interna! Combustion 
Engines, so must meet the following applicable requirements: 

Requirements Reference 

Emission standards 
Section 60.423l(a) and 

a. 
60.4233(a) of 40 CFR 

b. Requirements of fue! For gasoline: 60.4235 of 40 CFR 

c. Requirements Importing/ Installing Section 60.4236(a) and (d) of 40 CFR 

d. General Compliance 
Section 60.4234 of 40 CFR 

e. 
Requirements of Notifications, reports Section 60.4245(a) of 40 CFR 
and records 

f. General Provisions 
Section 60.4246 Table 3 of Parte 60, 
Subpart ZZZZ of 40 CFR. 

Section VI - Insignificant Emission Units 

The activities may have suffered changes from the time when it was submitted. 
However, Fenwal International, Inc. must include the list of insignificant activities 
that are exempt due to size or production and sorne of these may require a 
construction pennit under Rule 203 ofthe RCAP. 

Emission Unit ID Description (Exemotion criteria) 
Two liquefied petroleum gas (LPG) Storage tanks with a capacity ofless 
storage tanks (200 lbs each) than 10,000 gallons. 

Appendix B(3)(ii)(N) ofthe RCAP 

Laboratory equipment u sed Rule 206(B)(4) ofthe RCAP 
exclusively for chemical and 
physical analyses. 
Three aboveground diese! storage Storage tanks with a capacity of less 
tanks ( one tank of 25 O gallo ns and than 10,000 gallons. 
two tanks of 6,000 gallons each) Appendix B(3)(ii)(N) of the RCAP 

Comfort cooling towers Water cooling tower, except for 
systems including contact process 
water or water treatment with 
chromium-based chemicals. 
Appendix B(3)(xxxiii ofthe RCAP 
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. · Emission Unit ID 

Laundry operations that 

. 
.• 

serv1ce 
uniforrns or other clothing used at 
the facility. This <loes not include 
machines that use PERC. 

Section VII - Permit Shield 

1 fi MAR ZOZO 

Description (Exemption criteria) 

Appendix B(3)(ii)(G) ofthe RCAP 

1- Pursuant to Rule 603(d) ofthe RCAP, compliance with the conditions ofthe 
perrnit shall be deemed compliance with any applicable requirement at the 
date the perrnit is issued, whenever said requirement is specifically identified 
in the perrnit. Likewise, it will be considered to be in compliance with any 
requirement specifically identified as Non Applicable in the pennit. 

A. Non- applicable requirements 

·. ·.· •.•·.· .. ·. ·· < I>etermination ofNoll-Applicabilify ·· ····. ·· 
. 

·.··· · ... . . ..... 
Code Reason 

National Emission Standards for Hazardous Air 
Pollutants: Reinforced Plastic Composites Do es not me et the applicability 
Production criteria of this subpmi. 
(40 CFR Pmi 63, Subpmi WWWW) 

National Emission Standards for Hazardous Air Do es not meet the applicability 
Pollutants: Surface Coating of Plastic Parts and criteria of this subpart. 
Products 
(40 CFR Pmi 63, Subpmi PPPP) 

N ational Emission Standards for Hazardous Air Do es not meet the applicability 
Pollutants: Hazardous Organic NESHAP (HON) criteria of this subpmi. 
( 40 CFR Pmi 63, Subpmis F, G, H and I) 

Compliance Assurance Monitoring (CAM) (40 The pmi is not applicable, except for 
CFRPart64) its definition of excursion and leave 

in section 64.1 ofthe 40 CFR as cited 
m Rule 605( e )(5)(iii)(E) of the 
RCAP. 
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Section VIII - Permit Approval 

1 ü MAR 2Ulü 

Pursuant to the powers granted by the Enviromnental Public Policy Act, Public Law 
Number 416 of September 22, 2004, as amended, and after verifying the 
administrative file and compliance with the Uniform Administrative Procedures Act, 
Public Law Number 38 of June 30,2017, as amended, the US Clean Air Act, the 
Puerto Rico Enviromnental Public Policy Act, and the Regulations for the Control 
of Atmospheric Pollution, the Department ofNatural and Enviromnental Resources 
approves the permit subject to the te1ms and conditions stated therein. 

In San Juan, Puerto Rico, today />'\c:Li'C-h 10, 
• 

, 2020 . 

?;~~~ 
Cyn ílilllRiVeJ1; Morales 
Acting Secretary 
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Appendix I - Definitions and Abbreviations 

A. Definitions: 

l. Act- US Clean Air Act, as amended, 42 U.S. 7401, et seq. 

¡ 5 MAR ?D2G 

2. Responsible Official - See definition for Responsible Official as established 
in the Environmental Quality Board Regulations for the Control of 
Atmospheric Pollution (1995). 

3. Regulations - Environmental Quality Board Regulations for the Control of 
Atmospheric Pollution. 

4. Title V - Title V ofthe U.S. Clean Air Act (42 U.S.C. 7661). 

B. Abbreviations 

AP-42 Compilation of Air Pollutant Emission Factors 

Btu British thermal unit 

CFR Code ofFederal Regulations 

co Carbon Monoxide 

C02e Carbon dioxide equivalen! 

EPA US Environmental Protection Agency 

EQB Puerto Rico Environmental Quality Board 

hp horsepower 

HAP Hazardous Air Pollutants 

Lbs Pounds 

MMBtu Million Btu 

NAAQS National Arnbient Air Quality Standards 

NOx Nitrogen Oxide 

Pb Le ad 
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PM 

RCAP 

RMP 

SIC 

SOx 

voc 

Particulate Matter 

Pmiiculate matter with a mass median aerodynamic dimueter equal 
to or less than 1 O microns. 

Environmental Quality Board Regulations for the Control of 
Atmospheric Pollution 

Risk Management Plan 

Standard Industrial Classification 

Sulfur Oxides 

Sulfur Dioxide 

Volatile Organic Compounds 
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Statement of Basis - Title V Pennit 
Fenwal International, Inc. 

PFE-TV-3841-64-0510-0335 

The Puerto Rico Environrnental Quality Board (EQB) is issuing a Title V permit pursuant to 40 Code 
of Federal Regulations (CFR) Part 70 and Part VI of the Regulations for the Control of Atmospheric 
Pollution (RCAP) for Fenwal International, Inc. Fenwal International, Inc. is located in the Road #122 
km 0.5 in San Germán, Puerto Rico. EQB received a Title V permit application from on May 18, 2010 
which it was amended on July 20, 2012. 

Fenwal International, lnc. is a company that manufactures a variety of medical devices for the 
collection and separation of blood components. In addition, it is dedicated to a variety of products for 
the autornated and manual collection, filtration, separation, storage and transfusion of blood and its 
components. The facility has internal combustion engines (emergency power generators and a fire 
pump) (EU-1, EU-2, EU-3, EU-8 and EU-9). Also, Fenwal International, Inc. has manufacturing 
processes which are four emission units (EU-4, EU-5, EU-6 and EU-7): five machines far assembling, 
Umbilicus overmolding process and solvent dispatching, Plaletcell/ Alyx/ Amicus manufacturing 
process and the solvent mixture area. 

This facility is required to obtain a Title V operating permit because it is a majar source of hazardous 
air pollutant (HAPs) as it has the potential to emit methylene cbloride in excess of 10 tons per year. 

Emission Units 

The Emission Units section lists the significant emission units, the associated control equipment, if 
any, and the type of fuel. This section is a general description of the facility. The emission units are 
as follows: 

1 
/J/'dÍ EU-1: Fire pump: It has an interna! combustion engine with a capacity of 251 hp. It consumes diese! 
~ t arate of 13 gallons per hour. Although 40 CFR Part 63 Subpart ZZZZ does not limit the yearly 

operating hours in an emergency, the PREQB construction permit limit hour operating hours far EU­
to 200 hours/year. It does not have a control equipment. 

EU-2: Electric Generator for Emergencies: It has an interna! combustion engine with a capacity of 
1,818 hp. It consumes diesel ata rate of 87 gallons per hour. Although 40 CFR Part 63 Subpart ZZZZ 
does not limit the yearly operating hours in an emergency, the PREQB construction pemtit limit 
yearly operating hours far EU-2 to 500 hours/year. It does not have a control equipment. 

EU-3: Electric Generator for Emergencies: It has an interna} combustion engine with a capacity of 
1,341 hp. It consumes diesel at arate of 72 gallons per hour. Although 40 CFR Part 63 Subpart ZZZZ 

Edificio de Agencias Ambientales Cruz A. Macos 
Urb. San José Industrial Park, Ave. Ponce de León 1375, San Juan, PR 00926-2604 
P.O. Box 11488, San Juan, PR 00910 
Tel. 787-767-8181, Fax 787-767-4'&51 
\vww.jca. pr.gov 
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does not limit the yearly operating hours in an emergency, the PREQB construction permit limit 
yearly operating hours for EU-3 to 500 hours/year. It does not have a control equipment. 

EU-4: Device Assembly and Umbilicus overmolding-Etching Process (EU-4A). Consists of five 

machines for assembling units, labeling and integrity testing. Umbilicus ovem1olding process consists 
on delaminating the tubes called umbilicus with methylene chloride before proceeding with the 

ovennolding step. The Umbilicus Etching process consists to apply rnethylene chloride to the ends of 
the Umbilicus. The sole purpose for doing this is to create a rough surface on the tube ends where 
the new molded parts can be attached to. Once the umbilicus pass the dry out period it is send to the 

molding machine to be overmolded on both ends. 

It will use 504 gal/year of methylene chloride and 1,374 gal/year of isopropyl alcohol. Between the 
unit process of EU-4A and EU-5, the consumption of methy1ene ch1oride is 2,010 gals/year in this 

un.it. 

EU-5: Solvent dispatching process. Between the unit process of EU-4A and EU-5, the consumption 
of methylene chloride is 2,010 gals/year in this unit. 

EU-{): Plaletcell/ Alyx/ Amicus Manuf acturing Process. Pure cyclohexanone and a mixture of equal 

parts (50/50) of methyl ethyl ketone and cyclohexanone are used in the solvent b onding processes 

known as the Plaletcell/ Amicus/ Alyx Process. These solutions are in container which is called Medica 
Dispenser which is a stainless steel unit designed in such a way that the assembler can enter the plastic 
tube in the solutions and then remove the solvent for j oining plastic parts. The fugitive enússions 
processes are methyl ethyl ketone and cyclohexanone. It will use 61 gals/year of methyl ethyl ketone 
and 361 gals/year of cyclohexanone in these manufacturing processes. 

EU-7: Solvent mixture area and manufacturing process. The fugitive emissions are cleaning of the 

equipment, work areas and clean rooms. It will be used 1,577 gal/year of isopropyl alcohol in these 
areas . 

U-8: Interna! combustion engines. The three interna1 combustion engine consume gasoline at a rate 
of 2.55 gallons per hour. 

a. EU-8a-Internal combustion engine-generator. Engine power is 9 hp. Briggs and Straton Model 

GN503100AC 

b. EU-8b- Interna! combustion engine-generator. Engine power is 3 hp. Ryobi Model RYi200T A. 

c. EU-8c- Interna! combustion engine-generator. Engine power is 6.5 hp. UST Model 3500W. 

EU-9: Electric Generator for Emergencies. It h as an interna! combustion engine with a capacity of 33 
hp. It consumes diesel at a rate of 1.70 gallons per hour. It is a Caterpillar, model C2.2. Although 
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40 CFR Part 63 Subpart ZZZZ does not limit the yearly operating hours in an emergency, the PREQB 
construction pem1it lirnit yearly operating hours for EU-9 to 100 hours/year. It does not h ave a control 
equipment. 

Allowable Emissions 

The pemussible enussions described in the following tab le represents the permissible emissions at the 
moment of pem1it application and will be used only for payment purposes. In accordance with Rule 
610(a) of the RCAP, when Fenwal International, Inc. applies for a modification, adn1i11istrative change 
or minar modification to its Title V pem1it, the source will pay on.ly for those charges related with 
any en.1ission increase (if any) per ton, based on the change and not based on the total fees previously 
paid. 

Pollutants Allowable 
Emissions 

(tons /year) 

PM 0.60 

S02 3.2 

NOx 18.2 

co 4.8 

voc 6.8 

C02e 931.19 

Hazardous Air Allowable 
Pollutants (HAP's) Emissions 

(tons/year) 

Methylene chloride 13.07 
Total HAP's 13.10 

According to EQB Resolution RI-06-021
, em1ss1ons calculations should be based on the actual 

emissions of Fenwal Intemational, Inc.; however, the calculations based on the allowable emissions of 
the facility will be accepted. If Fenwal Intemational, Inc. decides to perform calculations based on 
allowable emissions, Fenwal International, Inc. shall pay the same fee per ton as the sources that decide 
to do the calculations based on actual emissions. 

1EQB Resolutions-Paymenr procedure for Title V operating fees and for renovat ion fees of Title V permit issued March 20, 

2006. 
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Applicable Requirements 

National Emission Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal 
Cornbustion Engines (RICE NESHAP) - 40 CFR Part 63 Subpart ZZZZ 

This subpart applies to any existing, new or reconstructed stationary reciprocating interna! combustion 
engine Jocated in major sources of hazardous air pollutants. Fenwal International, Inc. is a major 
so urce of hazardous air pollutants. All the engines are aff ected by this regulation. The EU-2 has no 
applicable requirements under this regulation provided that operates as an emergency engine. 

Standards of Performance for Stationary Compressíon lgnition Internal Cornbustion Engines - 40 CFR 
Part 60 Subpart IIII 

This subpart applies to stationary compression ignition interna] combustion engines who the pemlittee 
were ordered after July 11, 2005 and manufactured after April l'\ 2006. This subpart applies to EU-
3 engine. The EU-3 is affected by emission linlits for which require a certification from the 
manufacturer of the engine. 

Standards of Performance for Stationary Spark lgnition Internal Combustion Engines - 40 CFR Part 
60 Subpart JJJJ 

The interna! combustion engines ofthe two power generators (engine of 3 hp [Ryobi RYi200TA] and 
engine of 6.5 hp [UST 3500W]) are subject to the National Enlission Standards for Hazardous Air 
Pollutants for Stationary Reciprocating lnternal Combustion Engines contained in 40 CFR Part 63 
Subpart ZZZZ. The pemlittee shall comply with the applicable requirements of the Subpart ZZZZ 
through the compliance with the applicable requirements of 40 CFR Part 60 Subpart JJJJ. 

Emission Limit of Volatile Organic Compounds (VOC): Units EU-4, EU-5, EU-6 and EU-7 

f ff~ In accordance with Rule 419 of RCAP, the permittee shall not pem1it the emission of more than 3 

~
pounds of volatile organic compounds at any hour, or more than 15 pounds per day in any article, 
machine, equipment or any other contrivance unless such equipment is provided with an acceptable 
control system, programs or mechanism to reduce and prevent emissions or both, as approved or 
required by the Board. The pemtittee shall submit to the Board for approval, an acceptable control 
system for the unit or prograrn to prevent and reduce en1issions no later than 60 days from the 
effective date of the modification of the construction permit PFE- 64-0112-0060-1-II-C issued on 
March 13, 2014. [Condition is enforceable only by the State.] 
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The following requirements do not apply to Fenwal International, Inc.: 

• National Ern.ission Standards for Hazardous Air Pollutants: Reinf orced Plastic Cornposites 
Production (40 CFR Parte 63, Subpart WWWW): The facility does not meet applicability 
criteria of this Subpart. 

• National Emission Standards for Hazardous A.ir Pollutants: Surface Coating of Plastic Parts 
and Products ( 40 CFR Parte 63, Subpart PPPP): The facility does not meet applicability criteria 
of this Subpart. 

• National Emission Standards for Hazardous Air Pollutants: Hazardous Organic NESHAP 
(HON) ( 40 CFR Parte 63, Subparts F, G, H, I of 40 CFR): The facility does not meet 
applicability criteria of this Subpart. 

The frequency of reporting for compliance certification for this source should be annual. Unless 
specifically stated, all terms and conditions of Title V permit, including provisions designed to limit 
the potential to ernit of the source, are enforceable by EPA and by the citizens, under the Federal 
Clean Air Act. These terms and conditions are designated as executable only by the state, as indicated 
by the permit are erúorceable only by the EQB. 

EQB has detemlined that this Title V Operating Permit satisfies the requirements under Part VI of ;fi;RCAP 




