217/ 782-2113
CONSTRUCTI ON PERM T NESHAP SOURCE
PERM TTEE

Abbott Laboratories
Attn: Daniel J. Wozni ak, Air Manager, Lake County EH&S
1401 Sheridan Road D72N P14

North Chicago, Illinois 60048-4000
Application No.: 01070032 |.D. No.: 097125AAA
Applicant’s Designation: PC 830 Date Received: July 10, 2001

Operation of: Pharmaceutical Manufacturing Pl ant
Dat e |ssued:
Source Location: 1401 Sheridan Road, North Chi cago, Lake County

This Permit is hereby granted to the above-designated Pernmittee to CONSTRUCT
em ssi ons source(s) and/or air pollution control equipnent consisting of a
repl acenent reactor PC830 as described in the above-referenced application
This Permit is subject to standard conditions attacked hereto and the
foll owi ng special condition(s):

1.0 Unit Specific Conditions
1.1 1,500 Gallon Reactor
1.1.1 Description

The equi pnment in Building CG-10 is used to produce a wide
vari ety of pharmaceutical and pharmaceutical -1ike products
via batch chem cal processing techniques, termed Chenica
Manuf acturing by the source.

1.1.2 List of Em ssion Units and Pollution Control Equi prment

Em ssi on Em ssion Control Equi pnent
Uni t Description
R-0760 | 1,500 Gallon Reactor [PC-828 Vacuum System VS-601
(React or 830, Surge Tank and PC-839
PC- 830) Scrubber, Various Contro
Equi prrent, CMA Ther mal
Oxidizer 1 and 2 Systens

1.1.3 Applicability Provisions and Applicabl e Regul ations

a. The Buil ding C-10 process reactors are “affected
chemi cal manufacturing units” for the purpose of
t hese unit-specific conditions.

b. Each affected chenical manufacturing unit is subject
to the emission limts identified in Condition 5.2.2
of the sources Title V permt.
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The affected chem cal manufacturing units are subject
to the NESHAP for Pharnaceuticals Production, 40 CFR
63 Subparts A and GGG, specifically 40 CFR 63. 1254(a)
for Process Vents at Existing Sources. The Illinois
EPA is adm nistering the NESHAP in Illinois on behalf
of the USEPA under a del egation agreenment. Pursuant
to 40 CFR 63.1250(f)(1), an owner or operator of an
exi sting affected source nmust conply with the

provi sions of 40 CFR 63 Subpart GGG within 3 years
after Septenber 21, 1998.

The affected chenical manufacturing units are subject
to 35  AC 218 Subpart G Use of Organic Mteri al
whi ch provides that:

i No person shall cause or allow the discharge
of nore than 3.6 kg/hr (8 Ib/hr) of organic
material into the atnosphere from any enission
unit, except as provided in Condition 1.1.3
(d)(ii) (See also 35 | AC 218.302) and the
followi ng exception: |If no odor nuisance
exists the limtation of 35 | AC 218 Subpart G
shall apply only to photochenically reactive
material [35 | AC 218. 301].

ii. Pursuant to 35 | AC 218. 302, emnissions of
organic material in excess of those permtted
by Condition 1.1.3(d)(i) (See also 35 | AC
218.301) are allowable if such enissions are
controlled by one of the foll owi ng nethods:

A A vapor recovery system whi ch adsorbs
and/ or condenses at | east 85 percent of
the total uncontrolled organic materia
that woul d otherwi se be enitted to the
at mosphere [35 | AC 218.302(b)]; or

B. Any other air pollution control equipnent
approved by the Illinois EPA and approved
by the USEPA as a SIP revision capabl e of
reduci ng by 85 percent or nore the
uncontrol l ed organic material that would
be otherwi se emitted to the atnosphere
[35 I AC 218.302(c)].

1.1.4 Non-Applicability of Regulations of Concern

a.

The affected chenical manufacturing units are not
subject to the control requirenments of 35 | AC 218
Subpart T, because, pursuant to 35 | AC 218.480(a),
the rules of 35 | AC 218 Subpart T, Pharnaceutica
Manuf acturi ng, except for 35 | AC 218. 483 t hrough
218.485, apply to all emission units of VOM
including but not limted to reactors, distillation
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units, dryers, storage tanks for VOL, equipnent for
the transfer of VOL, filters, crystallizers, washers,
| aboratory hoods, pharmaceutical coating operations,
m Xi ng operations and centrifuges used in
manuf act uri ng, including packagi ng, of
pharmaceuticals, and emtting nore than 6.8 kg/day
(15 | b/ day) and nore than 2,268 kg/year (2.5
tons/year) of VOM If such an emission unit enits

| ess than 2,268 kg/year (2.5 tons/year) of VOM the
requi renments of 35 | AC 218 Subpart T still apply to
the emi ssion unit if VOM enissions fromthe em ssion
unit exceed 45.4 kg/day (100 |b/day).

The affected chenical manufacturing units are not
subj ect to the control requirenents of 35 | AC
218.501, Control Requirements for Batch QOperations,
pursuant to 35 | AC 218.501(b)(2), which excludes any
em ssion unit included within the category specified
in 35 | AC 218 Subpart T.

The affected chem cal manufacturing units are not
subject to 35 | AC 212. 324, Process Emi ssion Units In
Certain Areas, because the source is not located in a
non-attai nment area for PMyg, as identified in 35 | AC
212.324(a)(1).

Operational and Production Linmts and Work Practices

a.

The owner or operator of a pharnmaceutica

manuf acturing source shall repair any conmponent from
which a | eak of VOL can be observed. The repair

shal |l be conpleted as soon as practicable but no
|ater than 15 days after the leak is found. If the

| eaki ng conmponent cannot be repaired until the
process unit is shut down, the |eaking conponent nust
then be repaired before the unit is restarted [35 | AC
218. 485] .

The Permittee shall follow good operating practices
for the scrubbers, condensers, steamjets, cyclones,
vacuum punps, surge tanks, and dust collectors

i ncl udi ng periodic inspection, routine maintenance
and pronpt repair of defects.

The affected chemi cal manufacturing units are not
restricted to using the specific air contro

equi pnent listed in Condition 1.1.2, so long as
em ssions are kept below the applicable linmts
specified in Conditions 1.1.3, and 1.1.6.

Em ssion Linitations

In addition to Condition 5.2.2 and the source w de
emssion limtations in Condition 5.5 of the sources Title
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1.

V pernit, the affected chenical manufacturing units are
subject to the follow ng:

a.

This permt is issued based on emi ssions of volatile
organic material (VOM fromthe new 1,500-gallon
react or PC-830 not exceeding 0.05 tons/nmonth and 0.5
ton/yr.

Conpliance with annual linmts shall be determ ned on
a nonthly basis fromthe sumof the data for the
current nmonth plus the preceding 11 nonths (running
12 nonth total).

This permt is issued based upon this project not
constituting a major nodification in accordance with
35 I AC 203, New Source Review (NSR). Maxi nmum
potential em ssions fromthe affected equi pment is

| ess than significant net emi ssion increase. (See
attachnent 1)

Testing Requirenents

a.

General. Except as specified in 40 CFR

63. 1257(a)(5), the procedures specified in 40 CFR
63. 1257(d) and (f) are required to denobnstrate
initial conpliance with 40 CFR 63. 1254 and

63. 1252(e), respectively. The provisions in 40 CFR
63. 1257(a)(2) apply to performance tests that are
specified in 40 CFR 63.1257(d). The provisions in 40
CFR 63. 1257(a)(5) are used to denonstrate initia
conpliance with the alternative standards specified
in 40 CFR 63.1254(c). The provisions in 40 CFR

63. 1257(a)(6) are used to conply with the outl et
concentration requirements specified in 40 CFR
63.1254(a)(2)(i) and (a)(3)(ii)(B) [40 CFR
63.1257(a)].

Test Methods. When testing is conducted to neasure
em ssions froman affected source, the test nethods
specified in 40 CFR 63.1257(b) (1) through (10) shal
be used [40 CFR 63.1257(b)].

Upon request by the Illinois EPA or the USEPA, the
owner or operator of any VOM source subject to 35 | AC
218 Subpart T or exenpt from 35 | AC 218 Subpart T by
virtue of the provisions of Condition 1.1.4(a) (See

al so 35 | AC 218.480), at his own expense, denonstrate
conpliance to the Illinois EPA and the USEPA by the
met hods or procedures listed in Condition 1.1.7
(d)(i)(A) (See also 35 I AC 218.105(f) (1)) [35 I AC
218. 487] .

Pursuant to 35 | AC 218. 105(d) (1) and Section
39.5(7)(b) of the Act, the control device efficiency
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shal |l be determ ned by simultaneously neasuring the
inlet and outl et gas phase VOM concentrations and gas
volunetric flow rates in accordance with the gas
phase test nethods specified bel ow (See also 35 | AC
218.105(f)):

i Vol atile Organic Material Gas Phase Source
Test Methods. The nethods in 40 CFR Part 60,
Appendi x A, delineated bel ow shall be used to
deternine control device efficiencies [35 | AC
218.105(f)].

A CFR Part 60, Appendix A, Method 18, 25 or
25A, as appropriate to the conditions at
the site, shall be used to determ ne VOM
concentration. Method selection shall be
based on consideration of the diversity
of organic species present and their
total concentration and on consideration
of the potential presence of interfering
gases. The test shall consist of three
separate runs, each lasting a m ni num of
60 min, unless the Illinois EPA and the
USEPA determ ne that process vari abl es
dictate shorter sanpling tinmes [35 | AC
218.105(f)(1)].

B. 40 CFR Part 60, Appendix A, Method 1 or
1A shall be used for sanple and velocity
traverses [35 | AC 218.105(f)(2)].

C. 40 CFR Part 60, Appendix A Method 2, 2A,
2C or 2D shall be used for velocity and
volunetric flowrates [35 | AC
218.105(f)(3)].

D. 40 CFR Part 60, Appendix A, Method 3
shall be used for gas analysis [35 | AC
218.105(f)(4)].

E. 40 CFR Part 60, Appendix A, Method 4
shall be used for stack gas mpisture [35
| AC 218.105(f)(5)].

F. 40 CFR Part 60, Appendi x A, Methods 2,
2A, 2C, 2D, 3 and 4 shall be perfornmed,
as applicable, at least tw ce during each
test run [35 | AC 218.105(f)(6)].

G Use of an adaptation to any of the test
nmet hods specified in Conditions 1.1.7
() A, (B, (9, (D, (B and (F)
(See also 35 I AC 218.105(f)(1), (2), (3),
(4), (5) and (6)) may not be used unl ess
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approved by the Illinois EPA and the
USEPA on a case by case basis. An owner
or operator must submt sufficient
docunentation for the Illinois EPA and
the USEPA to find that the test nethods
specified in Conditions 1.1.7(d)(i)(A),
(B), (O, (D, (E) and (F) (See also 35
| AC 218.105(f) (1), (2), (3), (4), (5 and
(6)) will yield inaccurate results and
that the proposed adaptation is
appropriate [35 I AC 218.105(f)(7)].

Not wi t hst andi ng ot her requirenents of 35 | AC
Part 218, upon request of the Illinois EPA
where it is necessary to denonstrate
conpliance, an owner or operator of an

enmi ssion unit which is subject to 35 | AC Part
218 shall, at his own expense, conduct tests
in accordance with the applicable test nethods
and procedures specific in 35 | AC Part 218.
Nothing in this Condition (See also 35 | AC
218.105) shall limt the authority of the
USEPA pursuant to the Clean Air Act, as
anended, to require testing [35 | AC
218.105(i)].

1.1.8 Monitoring Requirenments

a.

The owner or operator of any existing, new, or
reconstructed affected source shall provide evidence
of continued conpliance with the standard as
specified in 40 CFR 63.1258. During the initia
conpl i ance denonstration, nmaxi nmum or m ni mum
operating paraneter |evels, as appropriate, shall be
established for em ssion sources that will indicate
the source is in conpliance. Test data,

cal cul ations, or information fromthe eval uati on of
the control device design shall be used to establish
the operating paraneter |evel [40 CFR 63.1258(a)].

Monitoring for Control Devices.

Paraneters to Monitor. Except as specified in
40 CFR 63.1258(b) (1) (i), for each contro
device, the owner or operator shall instal

and operate nonitoring devices and operate
within the established paraneter levels to
ensure continued conpliance with the standard.
Monitoring paraneters are specified for
control scenarios in Table 4 of 40 CFR 63
Subpart GGG and in 40 CFR 63.1258(b) (1) (ii)
through (xi) [40 CFR 63.1258(b)(1)].
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Aver agi ng Periods. Averaging periods for
paranetric nonitoring | evels shall be
established according to 40 CFR
63.1258(b) (2) (i) through (iii) [40 CFR
63.1258(b) (2)].

Monitoring for the Alternative Standards. For
control devices that are used to conply with
the provisions of 40 CFR 63.1254(c), the owner
or operator shall nonitor and record the

outl et TOC concentration and the outl et
hydrogen hal i de and hal ogen concentration
every 15 minutes during the period in which
the device is functioning in achieving the HAP
removal required by 40 CFR 63 Subpart GGG A
TOC nonitor neeting the requirenents of
Performance Specification 8 or 9 of appendix B
of 40 CFR Part 60 shall be installed,

cal i brated, and numintained, according to 40
CFR 63.8. The owner or operator need not

nmoni tor the hydrogen halide and hal ogen
concentration if, based on process know edge,
the owner or operator deternines that the

em ssi on stream does not contain hydrogen
hal i des or hal ogens [40 CFR 63.1258(b)(5)].

Exceedances of Operating Paraneters. Pursuant
to 40 CFR 63.1258(b)(6), an exceedance of an
operating paraneter is defined as one of the
foll owi ng:

A If the paraneter, averaged over the
operating day or block, is below a
m ni mum val ue established during the
initial conpliance denonstration [40 CFR
63.1258 (b)(6)(i)].

B. If the paraneter, averaged over the
operating day or block, is above the
maxi mum val ue established during the
initial conpliance denonstration [40 CFR
63.1258(b)(6) (ii)].

C. Each | oss of pilot flame for flares [40
CFR 63. 1258(b)(6) (iii)].

Excursions. Pursuant to 40 CFR 63. 1258(b)(7),
excursions are defined by either of the two
cases listed in Conditions 1.1.8(b)(v)(A) or
(B) (See also 40 CFR 63.1258(b)(7)(i) or

(ii)).

A When the period of control device
operation is 4 hours or greater in an
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Vi .

operating day and nonitoring data are
insufficient to constitute a valid hour
of data, as defined in Condition 1.1.8
(b)(v)(C) (See also 40 CFR 63. 1258
(b)(7)(iii)), for at |least 75 percent of
the operating hours [40 CFR 63. 1258

(b)y(7)(i)].

B. When the period of control device
operation is less than 4 hours in an
operating day and nore than one of the
hours during the period of operation does
not constitute a valid hour of data due
to insufficient nmonitoring data [40 CFR
63.1258(b) (7)(ii)].

C. Monitoring data are insufficient to
constitute a valid hour of data, as used
in Conditions 1.1.8(b)(v)(A) and (B) (See
al so 40 CFR 63.1258(b)(7)(i) and (ii)),

i f measured val ues are unavail able for
any of the required 15-m nute periods
within the hour [40 CFR

63.1258(b) (7)(iii)].

Violations. Pursuant to 40 CFR 63. 1258(b)(8),
exceedances of parameters nonitored according
to the provisions of 40 CFR 63.1258(b) (1) (ii)
and (iv) through (ix) or excursions as defined
by Conditions 1.1.8(b)(v)(A) through (C) (See
al so 40 CFR 63.1258(b)(7)(i) through (iii))
constitute violations of the operating limt
according to Conditions 1.1.8(b)(vi)(A), (B),
and (D) (See also 40 CFR 63. 1258(b)(8) (i),
(ii), and (iv)). Exceedances of the outlet
concentrations nmonitored according to the
provi sions of 40 CFR 63.1258(b) (1) (x)
constitute violations of the emission limt
according to Conditions 1.1.8(b)(vi)(A), (B),
and (D) (See also 40 CFR 63. 1258(b)(8) (i),
(ii), and (iv)). Exceedances of the outlet
concentrations nonitored according to the
provi sions of Condition 1.1.8(b)(iii) (See

al so 40 CFR 63.1258(b)(5)) constitute
violations of the emission linmt according to
the provisions of Conditions 1.1.8(b)(vi)(C
and (D) (See also 40 CFR 63.1258(b)(8) (iii)
and (iv)).

A Except as provided in Condition 1.1.8
(b)(vi)(D) (See also 40 CFR 63. 1258
(b)(8)(iv)), for episodes occurring nore
t han once per day, exceedances of
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establ i shed paraneter limts or
excursions will result in no nore than
one violation per operating day for each
nonitored item of equipnent utilized in
the process [40 CFR 63.1258(b)(8)(i)].

B. Except as provided in Condition 1.1.8
(b)(vi)(D) (See also 40 CFR 63. 1258
(b)(8)(iv)), for control devices used for
nore than one process in the course of an
operating day, exceedances or excursions
will result in no nore than one violation
per operating day, per control device,
for each process for which the contro
device is in service [40 CFR
63.1258(b) (8)(ii)].

C. Except as provided in Condition 1.1.8
(b)(vi)(D) (See also 40 CFR 63. 1258
(b)(8)(iv)), exceedances of the 20 ppnmv
TOC outlet em ssion |imt, averaged over
the operating day, will result in no nore
than one violation per day per control
device. Except as provided in Condition
1.1.8(b)(vi)(D) (See also 40 CFR 63. 1258
(b)(8)(iv)), exceedances of the 20 ppnv
hydrogen hal i de or hal ogen outl et
em ssion limt, averaged over the
operating day, will result in no nore
t han one viol ation per day per control
device [40 CFR 63.1258 (b)(8)(iii)].

D. Peri ods of tinme when nonitoring
measur enents exceed the paraneter val ues
as well as periods of inadequate
nmonitoring data do not constitute a
violation if they occur during a startup
shutdown, or nmel function, and the
facility follows its startup, shutdown,
and mal function plan [40 CFR 63. 1258

(b)(8)(iv)].

Monitoring for Emission Limts. The owner or
operator of any affected source conplying with the
provi sions of 40 CFR 63.1254(a) (1) shall denonstrate
conti nuous conpliance with the 2,000 | b/yr em ssion
limts by calculating daily a 365-day rolling
summati on of em ssions. For owners and operators
opting to switch conpliance strategy fromthe 93
percent control requirenment to the 2,000 |b/yr
conpl i ance nethod, as described in 40 CFR 63. 1254(a),
the rolling average nust include enissions fromthe
past 365 days. Each day that the total enissions per
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1.

process exceed 2,000 Ib/yr will be considered a

violation of the emssion limt [40 CFR 63.1258(c)].

Recor dkeepi ng Requirenents

The Permittee shall mamintain records of the follow ng

itens for

each affected chemical manufacturing unit to

dermonstrate conpliance with Conditions 1.1.3, 1.1.5, and
1.1.6, pursuant to Section 39.5(7)(b) of the Act:

a.

Records of Equi pment Operation. Pursuant to 40 CFR
63. 1259(b), the owner or operator nust keep the
foll owing records up-to-date and readily accessi bl e:

Vi .

viii.

Each nmeasurenent of a control device operating
paranmeter nonitored in accordance with
Condition 1.1.8 (See also 40 CFR 63.1258) [40
CFR 63.1259 (b)(1)].

For each continuous nonitoring systemused to
comply with 40 CFR 63 Subpart GGG records
docurenting the conpletion of calibration
checks and mai nt enance of continuous

moni toring systems [40 CFR 63.1259(hb)(3)].

For processes in conpliance with the 2,000

I b/yr emission Iimt of 40 CFR 63.1254(a)(1),
records of the rolling annual total em ssions
[40 CFR 63.1259(b)(4)].

Pursuant to 40 CFR 63.1259(a)(5), records of
the follow ng, as appropriate:

A The nunber of batches per year for each
batch process [40 CFR 63.1259(a)(5)(i)].

B. The operating hours per year for
conti nuous processes [40 CFR 63. 1259

(a)(3)(ii)].

Uncontroll ed and controll ed em ssions per
batch for each process [40 CFR 63. 1259(b)(6)].

WAast ewat er concentration per POD or process
[40 CFR 63.1259(b)(7)].

Daily schedule or |og of each operating
scenario prior to its operation [40 CFR
63.1259(b)(9)].

Description of worst-case operating conditions
as determ ned using the procedures described
in 40 CFR 63.1257(b)(8) for control devices
[40 CFR 63.1259(b)(10)].
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Records of Operating Scenarios. The owner or
operator of an affected source shall keep records of
each operating scenari o which denonstrates conpliance
with 40 CFR 63 Subpart GGG [40 CFR 63.1259(c)].

Records of the testing of the efficiency of each
capture system and control device pursuant to
Condition 1.1.7, which include the follow ng [Section
39.5(7)(e) of the Act]:

i The date, place and time of sanpling or
neasur enent s;

ii. The date(s) anal yses were perfornmed,

Pii. The conpany or entity that perforned the

anal yses;
iv. The anal ytical techniques or nethods used;
V. The results of such anal yses; and
Vi . The operating conditions as existing at the

time of sanpling or neasurenent.

Pursuant to 35 | AC 218.489(b), for any |leak subject
to Condition 1.1.5(b) (See also 35 | AC 218. 485) which
cannot be readily repaired within one hour after
detection, the follow ng records shall be kept:

i The nane of the |eaking equipnent [35 | AC
218.489(b)(1)];

ii. The date and time the leak is detected [35 | AC
218.489(b)(2)1;

Pii. The action taken to repair the leak [35 | AC
218.489(b)(3)]; and

iv. The date and tinme the leak is repaired [35 | AC
218.489(b)(4)].

Pursuant to 35 | AC 218.489(c), the follow ng records
shall be kept for em ssion units subject to Condition
1.1.5(a) (See also 35 | AC 218.484) which contain VOL:

i For nmi ntenance and i nspection

A The date and tinme each cover is opened
[35 I AC 218.489(c) (1) (A1;

B. The I ength of time the cover renains open
[35 I AC 218.489(c)(1)(B)]; and

C. The reason why the cover is opened [35
| AC 218.489(c)(1)(O].
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ii. For production and sanpling, detailed witten
procedures or manufacturing directions
speci fying the circunstances under which
covers may be opened and the procedures for
openi ng covers [35 | AC 218.489(c)(2)].

Pursuant to 35 | AC 218.489(d), for each em ssion unit
used in the manufacture of pharmaceuticals for which
the owner or operator of a pharnmaceutica

manuf acturing source clains en ssion standards are
not applicable, because the em ssions are below the
applicability cutoffs in Condition 1.1.4(a) (See al so
35 I AC 218.480(a)), the owner or operator shall

i Mai ntain a denonstration including detailed
engi neering cal cul ati ons of the maxi mum daily
and annual em ssions for each such em ssion
unit showi ng that the enissions are below the
applicability cutoffs in Condition 1.1.4(a)
(See also 35 | AC 218.480(a)) for the current
and prior calendar years [35 | AC
218.489(d)(1)]; and

i Mai ntai n appropriate operating records for
each such emni ssion source to identify whether
the applicability cutoffs in Condition
1.1.4(a) (See also 35 | AC 218.480(a)) are ever
exceeded [35 | AC 218.489(d)(2)].

Copi es of the records shall be nmade available to the
I1linois EPA or the USEPA upon verbal or witten
request [35 | AC 218.489(f)].

The Permittee shall keep the follow ng records for
each product manufactured using the affected chemi cal
manufacturing units. These records shall foll ow
established techniques to cal cul ate em ssions:

i A listing of the raw materials, process
mat eri al s and associated air pollution contro
equi pnent used in nmaki ng each product
manuf act ured using affected cheni cal
manuf acturing units;

ii. A denonstration including engineering
cal culations for the HAP, PM and VOM
eni ssions generated for each process per batch
of each product manufactured using affected
cheni cal manufacturing units;

Pii. A denonstration including engineering
cal culations for the HAP, PM and VOM contro
efficiencies of air pollution control
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equi pnent, if any, and em ssions to the

at nrosphere for any air pollution contro

equi pnent operating in a nornal manner. This
dermonstration shall also show conpliance with
the control requirements of 35 | AC 218
Subpart T, if applicable to any of the

af fected chem cal nmanufacturing units;

The operating paranmeters of air pollution
control equipnment, if any, when operating
normal ly (e.g., tenperature of condenser
cooling water supply); and

Met hodol ogi es for recal culating em ssions from
bat ches run during the mal function of contro
equi pnent .

The Permittee shall keep the follow ng records on a
bat ch basi s:

Records to show that air pollution control

equi pment is operated in a normal manner, as
specified by the above records for a
particul ar product manufactured using affected
chem cal manufacturing units;

Records of the nunmber and size of batches run
for each product manufactured using affected
chem cal manufacturing units. For this

pur pose, a batch shall be considered to run on
the day the batch is initiated. Any batch
term nated prematurely will be assuned to be a
conpl eted batch; and

Records of the times and duration of any
mal function in any air pollution contro
equi pnent .

The Permittee shall keep the follow ng records on a
mont hly basis, prepared by the 15th day of the
fol |l owi ng nont h:

Records of HAP, PM and VOM enissions for each
product manufactured using affected chem ca
manufacturing units in the nmonth, determ ned
by combi ni ng the above records for generated
eni ssions, control efficiency (if contro
operated in a nornmal manner) and production
rate;

Records of HAP, PM and VOM eni ssions for the
mont h for each batch made using affected
chenmi cal manufacturing units during any
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mal function of air pollution contro
equi pnent; and

iii. Records of the aggregate annual HAP, PM and
VOM eni ssions fromthe affected chenica
manufacturing units for each nonth, determ ned
fromthe sumof the current nonth's em ssions
and the em ssions fromthe previous 11 nonths.

k. The Permittee shall maintain an On-Site
| mpl ementation Log (OSIL) which shall contain the
following information with respect to the equi pnent
changes aut horized by Conditions 1.1.11(b) and (c):

i Nane and | ocation of batch process with
repl acenent conponent(s) or control device(s);

ii. Description of the conponent(s) or contro
devi ce(s) repl aced;

Pii. Asset or identification nunber of replacenent
component (s) or control device(s);

iv. The effective size or capacity of the origina
and each repl acenent conponent;

V. The effective efficiencies of the original
control device(s) and the replacement contro
devi ce(s);

Vi . Manuf acturer(s) and nodel number(s) of the

repl acenent comnponent (s) or control device(s);

vii. The date of installation of the replacenent
conmponent (s) or control device(s); and

viii. O her informati on as needed to show the change is
within the scope of Condition 1.1.11(b) or (c).

1.1.10 Reporting Requirenents

The Pernmittee shall pronptly notify the Illinois EPA,
Compl i ance Section of nonconpliance of an affected

chem cal manufacturing unit with the permt requirenents
as follows, pursuant to Section 39.5(7)(f)(ii) of the Act.
Reports shall describe the probabl e cause of such

devi ations, and any corrective actions or preventive
measur es taken:

a. Periodi ¢ Reports. Pursuant to 40 CFR 63.1260(g), an
owner or operator shall prepare Periodic reports in
accordance with Conditions 1.1.10(a)(i) and (ii) (See
al so 40 CFR 63.1260(g)(1) and (2)) and submit themto
the I'llinois EPA and/ or USEPA.
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Subm ttal Schedule. Pursuant to 40 CFR
63.1260 (g)(1), Except as provided in
Conditions 7.11.10 (a)(i)(A), (B), and (C
(See also 40 CFR 63.1260 (g)(1)(i), (ii) and
(iii)), an owner or operator shall submnit
Periodic reports sem annual |y, begi nning 60
operating days after the end of the applicable
reporting period. The first report shall be
submitted no later than 240 days after the
date the Notification of Conpliance Status is
due and shall cover the 6-nonth period

begi nning on the date the Notification of
Conpl i ance Status is due.

A. VWhen the Illinois EPA and/or USEPA
determ nes on a case-by-case basis that
nore frequent reporting is necessary to
accurately assess the conpliance status
of the affected source [40 CFR 63. 1260

(9)(1)(i)]; or

B. When the nmonitoring data are used
directly for conpliance determ nation and
the source experience excess eni ssions,
in which case quarterly reports shall be
submitted. Once an affected source
reports excess em ssions, the affected
source shall follow a quarterly reporting
format until a request to reduce
reporting frequency is approved. |If an
owner or operator submits a request to
reduce the frequency of reporting, the
provisions in 40 CFR 63.10(e)(3)(ii) and
(iii) shall apply, except that the term
"excess em ssions and conti nuous
nmoni tori ng system performance report
and/or sunmary report" shall mean
"Periodic report” for the purposes of
Condition 1.1.10 (See also 40 CFR
63.1260) [40 CFR 63.1260(g)(1)(ii)].

C. When a new operating scenari o has been
operated since the last report, in which
case quarterly reports shall be submtted
[40 CFR 63.1260(g) (1) (iii)].

Content of Periodic Report. Pursuant to 40
CFR 63.1260(g)(2), the owner or operator shal
i nclude the information in Conditions 1.1.10
(a)(ii)(A through (D) (See also 40 CFR
63.1260 (g)(2)(i) through (vii)), as
applicabl e.
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Each Periodic report must include the
information in 40 CFR 63.10(e)(3)(vi) (A
through (1) and (K) through (M. For
each continuous nonitoring system the
Periodic report nust also include the
information in 40 CFR 63.10(e)(3)(vi)(J)
[40 CFR 63.1260(g)(2)(i)].

Pursuant to 40 CFR 63.1260(g)(2)(ii), if
the total duration of excess enissions,
par amet er exceedances, or excursions for
the reporting period is 1 percent or
greater of the total operating tinme for
the reporting period, or the tota

conti nuous nonitoring system downtine for
the reporting period is 5 percent or
greater of the total operating tine for
the reporting period, the Periodic report
must include the information in
Conditions 1.1.10(a)(ii)(B)(l) through
(IV) (See also 40 CFR
63.1260(g)(2)(ii)(A) through (D).

l. Moni toring data, including
15-m nute nmonitoring val ues as wel
as daily average val ues of
noni t ored paraneters, for al
operating days when the average
val ues were outside the ranges
established in the Notification of
Conpl i ance Status report or
operating permt [40 CFR
63.1260(9) (2)(ii)(A].

1. Dur ati on of excursions, as defined
in Condition 1.1.8(b)(v) (See al so
40 CFR 63.1258(b)(7)) [40 CFR
63.1260(g)(2)(ii)(B)].

[11. Operating | ogs and operating
scenarios for all operating
scenarios for all operating days
when the val ues are outside the
| evel s established in the
Notification of Conpliance Status
report or operating permt [40 CFR
63.1260(g)(2)(ii)(O].

I V. When a continuous nonitoring system
is used, the information required
in 40 CFR 63.10(c)(5) through (13)
[40 CFR 63.1260(g)(2)(ii)(D].
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C. Pursuant to 40 CFR 63.1260(g)(2)(v), the
information in Conditions 1.1.10
(a)(ii)(Q (1) through (1V) (See al so 40
CFR 63.1260(g)(2)(v)(A) through (D))
shall be stated in the Periodic report,
when applicable.

l. No excess em ssions [40 CFR 63. 1260
(9)(2) (V) (A].

. No exceedances of a parameter [40
CFR 63.1260(g)(2)(Vv)(B)].

[11. No excursions [40 CFR 63.1260
(9)(2)(v)(9].

V. No conti nuous monitoring system has
been inoperative, out of control
repaired, or adjusted [40 CFR
63.1260(g)(2)(v)(D)].

D. Each new operating scenario which has
been operated since the tine period
covered by the last Periodic report. For
the initial Periodic report, each
operating scenario for each process
operated since the conpliance date shal
be submitted [40 CFR 63.1260(Qg)(2)(vii)].

b. Notification of Process Change.

Pursuant to 40 CFR 63.1260(h) (1), except as
specified in Condition 1.1.10(b)(ii) (See also
40 CFR 63.1260(h)(2)), whenever a process
change is made, or a change in any of the
informati on submitted in the Notification of
Compl i ance Status Report, the owner or
operator shall submit a report quarterly. The
report may be subnmitted as part of the next
Periodic report required under Condition
1.1.10(a) (See also 40 CFR 63.1260(g)). The

report shall include:

A A brief description of the process change
[40 CFR 63.1260(h)(1)(i)]-

B. A description of any nodifications to
standard procedures or quality assurance
procedures [40 CFR 63.1260(h)(1)(ii)].

C. Revi sions to any of the information

reported in the original Notification of
Conpl i ance Status Report under Condition
5.7.3(k) of the sources Title V perm't
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(See al so 40 CFR 63.1260(f)) [40 CFR
63.1260(h) (1) (iii)].

D. Information required by the Notification
of Compliance Status Report under
Condition 5.7.3(k) of the sources title V
permt (See also 40 CFR 63.1260(f)) for
changes involving the addition of
processes or equi pnent [40 CFR
63.1260(h) (1) (iv)].

ii. Pursuant to 40 CFR 63.1260(h)(2), an owner or
operator nmust submt a report 60 days before
the schedul ed i npl ementation date of either of
the follow ng:

A Any change in the activity covered by the
Preconpl i ance report [40 CFR 63. 1260

(h(2)(i)T.

B. A change in the status of a contro
device fromsmall to large [40 CFR
63. 1260 (h)(2)(ii)].

Reports of Startup, Shutdown, and Ml function. For

t he purposes of 40 CFR 63 Subpart GGG the startup,
shut down, and mal function reports shall be submitted
on the sanme schedul e as the periodic reports required
under Condition 1.1.10(a) (See also 40 CFR
63.1260(g)) instead of the schedule specified in 40
CFR 63.10 (d)(5)(i). These reports shall include the
i nformati on specified in Condition 5.6.2(n)(iii)(A)
through (C) of the sources Title V permt (See al so
40 CFR 63.1259(a)(3)(i) through (iii)) and shal
contain the nanme, title, and signature of the owner
or operator or other responsible official who is
certifying its accuracy. Reports are only required
if a startup, shutdown, or mal function occurred
during the reporting period. Any time an owner or
operator takes an action that is not consistent with
the procedures specified in the affected source's
startup, shutdown, and mal function plan, the owner or
operator shall submit an inmediate startup, shutdown,
and mal function report as specified in 40 CFR 63. 10
(d)(4)(ii) [40 CFR 63.1260(i)].

Notification of Performance Test and Test Plan. The
owner or operator of an affected source shall notify
the Illinois EPA and/or USEPA of the planned date of
a performance test at |east 60 days before the test
in accordance with 40 CFR 63.7(b). The owner or
operator also nmust subnit the test plan required by
40 CFR 63.7(c) and the em ssion profile required by
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1.1.11

40 CFR 63.1257(b)(8)(ii) with the notification of the
performance test [40 CFR 63.1260(1)].

e. Request for Extension of Conpliance. An owner or
operator may submit to the Illinois EPA and/or USEPA
a request for an extension of conpliance in
accordance with 40 CFR 63. 1250(f)(4) [40 CFR

63.1260(m] .

f. A person planning to conduct a VOM emi ssions test to
denonstrate conpliance with 35 | AC 218 Subpart T
shall notify the Illinois EPA and the USEPA of that

intent not |less than 30 cal endar days before the
pl anned initiation of the test [35 | AC 218.487(hb)].

g. For each emi ssion unit used in the manufacture of
pharmaceuticals for which the owner or operator of a
phar maceuti cal manufacturing source clains em ssion
standards are not applicable, because the em ssions
are below the applicability cutoffs in Condition
1.1.4(a) (See also 35 | AC 218.480(a)), the owner or
operator shall provide witten notification to the
I1linois EPA and the USEPA within 30 days of a
determ nati on that such an enission unit has exceeded
the applicability cutoffs in Condition 1.1.4(a) (See
al so 35 | AC 218.480(a)) [35 | AC 218.489(d)(3)].

h. Eni ssions of PM and/or VOMin excess of the limts in
Conditions 1.1.3 and/or 1.1.6 based on the current
month's records plus the preceding 11 nonths within
30 days of such an occurrence.

Operational Flexibility/Anticipated Operating Scenarios

The Permittee is authorized to make the foll ow ng changes
with respect to the affected chemi cal manufacturing units
wi thout prior notification to the Illinois EPA or revision
of this permt. This condition does not affect the
Permittee’'s obligation to properly obtain a construction
permit in a tinmely manner for any activity constituting
construction or nodification pursuant to regul ations
promul gated pursuant to Title I of the CAA (i.e., 40 CFR
52.21 and 35 | AC Part 203):

a. This permt is issued for production of
pharmaceuticals, chem cal internediates for
pharmaceuti cal products and pharmaceutical -1i ke
products such as hornones, enzymes and anti biotics.
In addition to varying the quantities of such
mat eri al s produced, the Permttee may change the
types of such materials produced, making products not
previously made in the affected chem cal
manufacturing units, or changing the process by which
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such materials are made, provided that Conditions
1.1.3, or 1.1.6 are not viol ated.

The repl acement of conponent parts for a batch
process with the same or functionally simlar
conmponent parts, provided there is no effective
increase in the capacity of the batch process (i.e.
i ke-kind replacenent), provided that the

repl acements are not so extensive as to constitute
reconstruction of the batch process and it can be
denonstrated that emi ssions fromthe batch process
remain in conpliance with the limts specified in
Conditions 1.1.3, and 1.1.6 (e.g., reactor).

The repl acenent of control devices with contro
devices with the same or better effective efficiency,
provi ded there is no increase in enissions over the
l[imts specified in Conditions 1.1.3, and 1.1.6
(e.g., condenser).

1.1.12 Conpliance Procedures

Conpliance with the em ssion linits shall be based on the
recordkeeping requirenments in Condition 1.1.9 and the
em ssion factors and formulas |isted bel ow

a.

Det erm nati ons of daily and annual enissions for

pur poses of Condition 1.1.4(a) (See also 35 IAC
218.480) shall be made using both data on the hourly
em ssion rate (or the emi ssions per unit of

t hroughput) and appropriate daily and annual data
fromrecords of emi ssion unit operation (or materia
t hroughput or material consunption data). In the
absence of representative test data pursuant to
Condition 1.1.7(c) (See also 35 | AC 218.487) for the
hourly em ssion rate (or the em ssions per unit of

t hroughput) such itens shall be cal cul ated using
engi neering cal cul ati ons, including the nethods
described in Appendix B of "Control of Volatile
Organi ¢ Em ssions from Manufacturing of Synthesized
Phar maceuti cal Products" (EPA-450/2-78-029). This
Condition shall not affect the Illinois EPA's or the
USEPA' s authority to require em ssion tests to be
performed pursuant to Condition 1.1.7(c) (See also 35
| AC 218.487)) [35 I AC 218.480(h)].

Conpliance with Conditions 1.1.3(b), and (d) is
assunmed by proper operation of the control equipnent.

To determ ne conpliance with Conditions 1.1.3, and
1.1.6, VOM em ssions fromthe affected chenical
manuf acturing units cal cul ati ons based on the
formul as and procedures listed in either Appendix B
of "Control of Volatile Organic Em ssions from
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Manuf act ure of Synthesi zed Pharmaceuti cal Products”
(EPA- 450/ 2-78-029) or "Control of Volatile Organic
Conpound Emi ssions from Batch Processes-Alternative
Control Techni ques I nformation Docunment” (EPA-450/R-
94-020) are acceptable.

If you have any questions on this, please call Kevin Smth at 217/782-2113.

Donald E. Sutton, P.E.
Manager, Permit Section
Di vision of Air Pollution Control

DES: KLS: j ar

cc: Region 1



Attachnment 1

NSR Applicability

Table | — Permitted VOM Em ssions | ncreases Associated Wth The Proposed
Modi fi cati ons

Item of Equi pment Install Date Em ssion Increases (Tons/ Year)
New PC 830 2/ 02 0.5
Table Il — Source-Wde Creditabl e Contenporaneous VOM Em ssi on Decreases

(Tons/ Year)

Item of Equi pnent Renpval / Reducti on Date Em ssi on Decreases

Exi sting PC830 1/ 02 0.1275

Table IV — Net VOM Eni ssi ons Change (Tons/ Year)

Tabl e | 0.5
Table |1 - 0.1275
Tot al s: 0.3725

KLS: 01070032: j ar



