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TITLE 40--PROTECTION QF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
General Provisions

5 439.0 Applicability.
This part applies to any pharmaceutical manufacturing facility which discharges
or may discharge process wastewater pollutants to the waters of the United States,

or which introduces or may introduce process wastewater pollutants intc a publicly
owned treatment works.

{48 FR 50322, Nov. 1, 1983]

Authority: Sec. 301, 304(b), {c), (e), and (g}, 306(b) and (cy, 307(b) and (g},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977} (the "Act"):; 33 U.s.C. 1311,
1314(b), (c), (e}, and (g}, 1316(b) and (c}, 1317(b} and {c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

) Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40--PRCTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
General Provisions

s 439.1 General definitions.

In addition to the definitions set forth in 40 CFR Part 401, the following
definitions apply to this part:

(a) The term "maximum 30 day average” shall mean the maximum average of daily
values for 30 consecutive days.

(b} The term "cyanide destruction unit" shall mean a treatment system designed
specifically to remove cyanide.

Authority: Sec. 301, 304(b}, (c), (e), and (g), 306(b) and {c), 307{(b} and (c),
and 501 of the Clean Water Act (the Federal Watér Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {the "Act"): 33 U.5.C. 1311,
1314 (b), (c), (e), and (g}, 1316(b) and {(c), 1317(b) and (c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Catégory
General Provisions

5 439.2 Monitoring requirements.

Unless otherwise noted, self-monitoring will be conducted at-the final effluent
discharge point,

Authority: Sec. 301, 304(b), (c), {e), and (g). 306(b) and (c), 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Follution Centrol Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act™); 33 U.§.C. 1311,
1314(b), (<), {e), and (g), 1316(b} and {(c)}, 1317(b) and (c}, and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; .48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40;—PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N-~Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

5 439.10 Applicability; description of the fermentation products subcategory.

The provisions of this subpart are applicable to discharges resulting from the
manufacture of pharmaceuticals by fermentation.

Authority: Sec. 301, 304(b), (c), (e), and {g], 306(b) and (c), 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977} (the "Act"); 33 U.5.C. 1311,
1314(b), {c), (e}, and {(g), 1316(b) and (c), 1317(b) and (c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov, 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
ctherwise noted.
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TITLE 40--PRGTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

s 439.11 Specialized definitions.

For the purpose of this subpart:

{a) Except as provided below, the general definitions,- abbreviations, and
methods of analysis set forth in 40 CFR Part 401 and 439.01 shall apply to this

subpart.

(b) The term "product® shall mean pharmaceutical products derived from
fermentation processes.
huthority: Sec. 301, 304(b}, (c), (e}, and (g), 306(b) and (c}, 307{b} and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977} (the "Act™); 33 U.s5.C. 1311,
1314 (b), (c), (e), and (g}, 1316(b) and (c), 1317(b) and (c), and 1361; B6 Stat.
) 816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Scurce: 4@ FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted,
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TITLE 40--PRCTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

5 439.12 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best practicable control technology currently

available (BPT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by the application of the
best practicable control technology currently available (BPT).

(a} The following limitations establish the quantity or quality of pollutants or
pollutant properties, controlled by this paragraph, which may be discharged by a
fermentation products plant from a point source subject to the provisions of this
paragraph after application of the best practicable control technology currently

available:

(2) {1} The allowable effluent discharge limitation for the daily average mass
of BOD5 in any calendar month shall be expressed in mass per unit time and shall
specifically reflect not less than 20% reduction in the long term daily average
raw waste content of BOD5 multiplied by a variability factor of 3.0.

(a) (2) The allowable effluent discharge limitation for the daily average mass
of COD in any calendar month shall be expressed in mass per unit time and shall
specifically reflect not less than 74 percent reduction in the long term daily
average raw waste content of COD multiplied by a variability factor of 2.2.

{a) (3) The long term daily average raw waste load for the pollutants BODS5 and
COD is defined as the average daily mass of each pollutant discharged in the
influent to the wastewater treatment system over a 12 consecutive month period
within the most recent 36 months, which shall include the greatest production

effort.

(a)(4) To assure equity in regulating discharges from the point sources
covered by this subpart of the point source category, calculation of raw waste
loads of BODS and COD feor the purpose of determining NPDES permit limitations
(i.e., the base numbers to which the percent reductions are applied} shall exclude
any waste load assoclated with separable mycelia and solvents in those raw waste
loads, except that residual amounts of mycelia and solvents remaining after the
practice of recovery and/or separate disposal or reuse may be included in the
calculation of the raw waste loads. These practices of removal, disposal, or
reuse include physical separation and removal of separable mycelia, recovery of
solvents from waste streams, incineration of concentrated solvent waste streams

© 2006 Thomson/West. No Claim to Orig. U.S. Govt. Works.
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(including tar still bottoms), and broth concentration for disposal other than to
the treatment system. This fegulation does not prohibit inclusion of such waste
in the raw waste loads in fact, nor does it mandate any specific practice, but
‘rather describes the rationale for determining the permit conditions. These
limits may be achieved by any of several or a combination thereof of programs and

practices.

{a) (5} The pH shall be within the range of 6.0-9.0 standard units.

(a) {(6) The allowable effluent discharge limitation for the daily average mass
of TSS in any calendar month shall be 1.7 times the BOD5 limitation determined in
paragraph {a) (1} of this section.

(a} {7) For those plants using or generating cyanide in the manufacturing
process, the allowable.effluent discharge for cyanide is shown below.

{a) {7) {i) See table below:
TABULAR OR GRAPHIC MATERIAI SET AT THIS POINT IS NOT DISPLAYARLE

(a) {7) (ii) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum

" cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge peoint and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 30 day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratioc of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

{b} Dilution to meet the above effluent limitations may not he practiced.

(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).

[41 FR 50677, Nov. 17, 1976, as amended at 42 FR 6814, Feb. 4, 1977; 49 FR 1190,
Jan. 10, 1984; 50 FR 4515, Jan. 31, 1985)

Authority: Sec. 301, 304(b), (c), (e}, and (g}, 306(b) and (c), 307(b) and {c),
and 501 of the Clean Water Act {the Federal Water Polluticn Controcl Act Amendments
of 1972, as amended by the Clean Water Act of 19877) (the "Act"}): 33 U.s.C. 1311,
1314(b), (c}, (e}, and {(g), 1316(b) and (c), 1317(b) and (¢}, and 1361; 8& Stat.
816, Pub. L. 92-500; 91 Stat, 1567, Pub. L. 95-217.
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Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N—-Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

5 439.13 Effluent limitations répresenting the degree of effluent reduction
attainable by the application of the best conventional pollutant centrol

technology (BCT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by application of the
best conventional pollutant contreol technology {BCT}: The limitations shall be
the same as those specified for conventional pollutants (which are defined in §
401.16) in § 4359.12 of this subpart for best practicable contrel technology

currently available (BPT).

[51 FR 45098, Dec. 16, 1986]

Authority: Sec., 301, 304(b), (c), (e), and {(g), 306(b) and (c), 307(b) and (c},
and 501 of the Clean Water Act {the Federal Water Pollution Controcl Act Amendments
of 1872, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314(b), (c}, (e}, and (g}, 1316(b) and {(c), 1317(b) and (c), and 1361; 86 Stat.

816, Pub. L. 92-500; 21 Stat. 1567, Pub. L. 95-217.

Source: 41-FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.13
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TITLE 40--PRCTECTION OF ENVIRONMENT
Chapter I--Envirommental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439~-Pharmaceutical Manufacturing Point Source Category
Subpart A-—-Fermentation Products Subcategory

5 439.14 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best available technology economically

achievable (BAT).

(a) Except as provided in 40 CFR 125.30 through 125.32, any existing point
source subject to this subpart where cyanide is used or generated in the

manufacturing process must achieve the foliowing effluent limitations representing

the degree of effluent reduction attainable by the application of the best
available technology economically achievable {BAT).

{1

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYAELE

{a}{2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratic of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
dally maximum cyanide limitation must be multiplied by 0.18, the maximum 3¢ day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratioc of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

{b) Dilution in order to meet the above effluent limitations may not be

practiced.

(Information collecticn requirements'in paragraph (a} were approved by the
Office of Management and Budget under control number 2840-0033).

[30 FR 4515, Jan. 31, 1985]
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Authority: Sec. 301, 304(b), (c), (e}, and (g), 306(b) and (c), 307{b) and (ec),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S5.C. 1311,
1314(b), (c), (e), and (g), 1316(b) and (c), 1317(b) and {c}, and 13el; 86 Stat,.
816, Pub. L. 92-500; 91 Stat. 1567, Pub., L. 95-217.

-Source: 41 FR 50677, Nov. 17, 1976; - 48 FR 49821, Oct. 27, 1983, unless
‘otherwise noted.

-40 CFR s 439.14
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Envircnmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439%9--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

5 439.15 New source performance standards (NSPS).

(@) The following standards of performance establish the quantity or gquality of
pellutants or pollutant properties, controlled by this section, which may be
discharged by a new source subject to the provisions of this subpart.

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POIRT IS NOT DISPLAYABLE

(a}{2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide standard is multiplied by 0.18, the maximum 30 day average cyanide
standard is multiplied by 0.35, and both standards are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide standard must be multiplied by 0.18, the maximum 30 day
average cyanide standard must be multiplied by 0.35, and both standards must be
adjusted based on the dilution ratio of the cyanide-~contaminated waste stream flow
to the total process wastewater discharge flow. Only facilities where cyanide is
used or generated in the manufacturing process are subject tec cyanide standards.
Permittees not using or generating cyanide must certify to the permit-issuing
authority that they are not using or generating this compound.

(b} Dilution in order to meet the above standards may not be practiced.

(Information collection requirements in paragraph (a) were approved by the Office
of Management and Budget under control number 2040-0033)

[48 FR 49821, Oct. 27, 1983; 50 FR 18486, May 1, 1985)

‘ARuthority: Sec. 301, 304(b), {(c}), (e), and {g), 306(b) and fc), 307(h) and (c),
and 501 of the Clean Water Act (the Federal Water Polluticn Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "RAct"); 33 U.S.C. 1311,
1314 (b}, {c), fte), and {g), 1316(b) and (¢}, 1317(b} and (c!, and 1361; 86 Stat.

© 2006 Thomscn/West. No Claim to Orig. U.S., Govt. Works.

hittp://print. westlaw.com/delivery .html?dest=atp& format=HTMLE&dataid=A00558000000...

3/6/2006



Page 14 of 69

40 CFR § 439.15 Page 2

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted. -
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TITLE 40--PROTECTION OF ENVIRCNMENT
Chapter I-~Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart A--Fermentation Products Subcategory

5 439.16 Pretreatment standards for existing sources {PSES).

(a} Except as provided in 40 CFR 403.7 and 403.13, any existing source subject
te this subpart that introduces pollutants into a publicly owned treatment works
must comply with 40 CFR Part 403 and by October 27, 1986, where cyanide is used or
generated in the manufacturing process, must achieve the following pretreatment
standards for existing sources (PSES).

(1}

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a) (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing waste
streams are not treated, self-moniteoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. 1Indirect dischargers not using or generating cyanide must certify to the
publiciy owned treatment works that they are not using or generating this compound.

(b) Dilution in order to meet the above standards may not be practiced.

{Information collectien requirements in paragraph {(a) were approved by the
Office of Management and Budget under control number 2040~0033}.

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b), (¢}, (e), and (g}, 306{b) and (c), 307{L) and (c},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1877) (the "Act™); 33 U.S5.C. 1311,

1314 (b}, (c), (e), and (g}, 1316(k} and (c), 1317(b}) and (¢}, and 1361; 86 Stat.
8l6, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Peint Source Category
Subpart A--Fermentation Products Subcategory

s 439.17 Pretreatment standards for new sources (PSNS) .

(a) Except as provided in 40 CFR 403.7, any new source subject to this subpart
that introduces poliutants into a publicly owned treatment works must comply with
40 CFR Part 403 and where cyanide is used or generated in the manufacturing
process, must achieve the following pretreatment standards for new sources (PSNS).

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS5 NOT DISPLAYABLE

(a) (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing waste
streams are not treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the
publicly owned treatment works that they are not using or generating this compound.

{b) Dilution in order to meet the above standards may not be practiced.

(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under contrcl number 2040-0033).

[50 FR 4515, Jan. 31, 1985)

Authority: Sec. 301, 304(b), (c), (e}, and {g), 306(b) and (c), 307{b} and (c),
and 501 of the Clean Water Act {the Federal Water Polluticn Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) ({(the "Act"); 33 U.s5.C. 1311,
1314(b), (c}, (e), and (g}, 1316¢(b) and (c), 1317(b) and (¢}, and 1361; &6 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

"Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.17
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TITLE 40--PROTECTICN OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

s 439.20 Applicability; description of the extraction products subcategory.

The provisions of this subpart are applicable to discharges resulting from the
manufacture of pharmaceuticals by extraction.

Authority: Sec. 301, 304(b), (c), (e}, and (g), 306{b) and (c), 307(b) and {c),
and 501 of the Clean Water Act {the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314(b), (<}, (e}, and (g), 1316(b) and (c), 1317(b) and {c), and 1361; 86 Stat.

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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'TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 43%9--Pharmaceutical Manufacturing Point Source Category
Subpart B-—-Extraction Products Subcategory

s 439.21 Specialized definitions.
For the purpose of this subpart:

(ai Except as provided below, the general definitions, abbreviations, and
methods of analysis set forth in 40 CFR Part 401 and 439.01 shall apply to this
subpart.

(b} The term "product" shall mean biological and natural extraction products.
This subcategory shall include blood fractions, vaccines, serums, animal bile
derivatives, endocrine products, and isolation of medicinal products, such as
alkaloids, from botanical drugs and herbs.

Authority:  Sec. 301, 304(b), (c)}, {e), and (g}, 306{b) and {c), 307(b) and (cJ,
and 501 of the Clean Water Act {the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {the "Act"); 33 U.S.C. 1311,
1314 (b), (c}, (e), and (g), 1316(b) and (c), 1317(b) and (c), and 1361; 86 Stat.

- 816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 4B FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.21
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40 CFR § 439.22

TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Envircnmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

§ 439.22 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best practicable control technelegy currently

available (BPT}.

Except as provided in 40 CFR 125.30 through 125.32, any existing peoint source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by the application cf the
best practicable control technology currently available (BPT).

{a) The following limitations establish the quantity or quality of pollutants or
pollutant properties, controlled by this paragraph, which may be discharged by an
extraction products plant from a point source subject to the provisions of this
paragraph after application of the best practicable control technolegy currently

available:

(a) (1) The allowable discharge for the pollutant parameters BOD5 and COD shall
be expressed in mass per unit time and shall represent the specified wastewater
treatment efficiency in terms of a residual discharge associated with an influent
to the wastewater treatment plant corresponding to the maximum production periocd
for a given pharmaceutical plant as defined in paragraph (a) (4) of this secticn.

(a} {2) The allowable effluent discharge limitation for the daily average mass
of BODE in any calendar month shall specifically reflect not less than 90 percent
reduction in the long term daily average raw waste content of BODS multiplied by a
variability factor of 3.0. However, a plant shall not be required to attain a
maximum 30 day average BODS effluent limitation of less than the equivalent of 45

mg/l.

(a) (3} The allowable effluent discharge limitation for the daily average mass
of COD in any calendar month shall specifically reflect not less than 74 percent
reduction in the long term daily average raw waste content of COD multiplied by a
variability factor of 2.2. However, a plant shall not be required to attain a
maximum 30 day average COD effluent limitation cf less than the equivalent of 220

mg/l.

(a) (4) The long term daily average raw waste load for the pollutants BOD5 and
CoD is defined as the average daily mass of each pollutant discharged in the
influent to the wastewater treatment system over.a 12 consecutive month period.
within the most recent 36 months, which shall include the greatest production

effort.
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(a) {5} To assure equity in. regulating discharges from the point sources
covered by this subpart of the point source category, calculation of raw waste
loads of BODS and COD for the purpose of determining NPDES permit limitations
{(i.e., the base numbers to which the percent reductions are applied) shall exclude
any waste load associated with solvents in those raw waste loads, except that
residual amounts of solvents remaining after the practice of recovery and/or
Separate disposal or reuse may be included in the calculation of the raw waste
loads. Those practices of removal, disposal, or reuse include recovery of
solvents from waste streams and incineration of concentrated solvent waste streams
{including tar still bottoms). This regulation does not prohibit inclusion of
such wastes in the raw waste loads in fact, nor does it mandate any specific
practice, but rather describes the rationale for determining the permit
conditions. These limits may be achieved by any one of several or a combination
therecf of programs and practices.

(a) {6) The allowable effluent discharge limitation for the daily mass of TSS
in any calendar month shall be 1.7 times the BODS limitation determined in
paragraph {a) (2) of this section.

(a) {7) The pH shall be within the range of 6.0-9.0 standard units.

(a) (8) For those plants using or generating cyanide in the manufacturing
process, the allowable effluent discharge for cyanide is shown below.

(i)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(ii) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitering must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total precess
wastewater discharge flow. However, if all cyanide-centaining waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biclogical treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 3¢ day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilutien ratioc of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

(b} Dilution to meet the above effluent limitations may not be practiced.
(Informatien collection reguirements in paragraph {a) were approved by the

Office of Management and Budget under control number 2040-0033) .
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[50 FR 4515, Jan. 31, 1985)

Authority: Sec. 301, 304(b), (c), (e}, and (g), 306{(b) and (c), 307(b}) and (¢},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 15972, as amended by the Clean Water Act of 1977) (the "Act"): 33 U.S.C. 1311,
13141{b}, (c), (e), and (g), 1316(b) -and (c}, 1317(b) and (g), and 1361; 86 Stat.
Bl6, Pub., L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 30677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.22
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N~-~Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

.. s 439.23 Efflqen; limitations representing the degree of effluent reduction
attainable by the application of the best conventional pellutant control

technology (BCT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by application of the
best conventional pollutant control technology (BCT): The limitations shall be
the same as those specified for conventional pollutants (which are defined in §
401.16) in § 439.22 of this subpart. for best practicable control technology

currently available (BPT).

[51 FR 45099, Dec. 16, 1986]

Authority: Sec. 301, 304(b), (¢), (e), and (g}, 306(b} and (c}, 307(b) and {c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Bmendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.5.C. 1311,

© 1314 (b}, (c), {e), and (g), 1316(b} and (c), 1317{(b) and (c}, and 1361; 86 Stat.
816, Pub. L. 92-500; 921 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.23
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

s 43%.24 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best available technology economically

achievapble (BAT).

(a) Except as provided in 40 CFR 125.30 through 125.32, any existing point
source subject to this subpart where cyanide is used or generated in the

manufacturing process must achieve the following effluent limitations representing

the degree of effluent reduction attainable by the application of the best
available technology economically achievable (BAT).

(1)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYARLE

(a){2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitering must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is muitiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide~containing waste streams are
net treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 30 day
average cyanide limitations must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratio of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

(b} Dilution in order to meet the above effluent limitations may not be

practiced.

(Information collecticn requirements in paragraph (a) were approved by the
Office of Management and Budget under contrcl number 2040-0033).

[50 FR 4215, Jan. 31, 1985]
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Authority: Sec. 301, 304(b), (c), (e}, and (g, 306(b) and (c), 307(b) and (),
and 501 of the Clean Water Act {the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act™); 33 u.s.c. 1311,
1314(b), (c), fe), and (g), 1316(b) and (c), 1317(b) and {c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 4B FR 49821, Oct. 27, 1983, unless
otherwise noted.

-40 CFR s 439%.24
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N~~Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

5 439.25 New source performance standards {NSPS).

(@) The following standards of performance establish the guantity or gquality of
pellutants or pollutant properties, controlled by this section, which may be
discharged by a new source subject to the provisions of this subpart.

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a) (2) If &1l cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biclogical treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitering
may be conducted at the final effluent discharge point, if the daily maximum
cyanide standard is multiplied by 0.18, the maximum 30 day average cyanide
standard is multiplied by 0.35, and both standards are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in & cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide standard must be multiplied by 0.18, the maximum 30 day
average cyanide standard must be multiplied by 0.35, and both standards must be
adjusted based on the dilution ratic of the cyanide-contaminated waste stream flow
to the total process wastewater discharge flow. Only facilities where cyanide is
used or generated in the manufacturing process are subject to cyanide standards.
Permittees not using or generating cyanide must certify to the permit-issuing
authority that they are not using or generating this compound.

(b) Dilution in order to meet the above standards may not be practiced.

{Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985)

Authority: Sec. 301, 304(b), (c), (e), and (g}, 306(b} and {(c}, 307(b} and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314 (b}, (c), {e), and (g), 1316(b) and (¢}, 1317{(b}) and (c}, and 1361; 86 Stat.
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816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source; 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.25

END OF DOCUMENT

) @ 2006 Thomson/West. No Claim to Orig. U.5. Govt. Works.

http://print. westlaw.com/delivery. html?dest=atp& format=HTMLE&dataid=A00558000000... 3/6/2006



http://print.westlaw.com/delivery html?dest=atp& format=HTMLE&dataid=A00558000000. ..

Page 29 of 69

Westlaw

40 CFR § 439.26 Page

TITLE 40--PROTECTION OF ENVIRCNMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

5 435.26 Pretreatment standards for existing sources (PSES).

(a} Except as provided in 40 CFR 403.7 and 403.13, any existing source subject
to this subpart that introduces pollutants into a publicly owned treatment works
must comply with 40 CFR Part 403 and by October 27, 1986, where cyanide is used or
generated in the manufacturing process, must achieve the following pretreatment

standards for existing sources (PSES).

{1)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a) {2) If all cyanide-containing waste streams are diverted toc a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide—containing waste
streams are not treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the
publicly cwned treatment works that they are not using or generating this compound.

(b) Dilution in order to meet the above standards may not be practiced.

(Information collection requirements in paragraph {a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985]

AButhority: Sec. 301, 304(b), (c), (e}, and {g), 306(b} and {c¢}, 307(b) and {c},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314 (b), (c}. {e), and (g), 1316(b) and {(c), 1317(b} and (c), and 1361; 86 Stat.
8i6, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.2¢
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TITLE 40--PROTECTICN OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart B--Extraction Products Subcategory

s 439.27 Pretreatment standards for new sources {(PSNS).

{a} Except as provided in 40 CFR 403.7, any new source subject to this subpart
that introduces pollutants into a publicly owned treatment works must comply with
40 CFR Part 403 and where cyanide is used or generated in the manufacturing
process, must achieve the following pretreatment standards for new sources (PSNS).

(1)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

{a) {2} If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, selif-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing waste
streams are not treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the
publicly owned treatment works that they are not using or generating this compound.

(b} Ditution in order to meet the above standards may not be practiced.

(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control nhumber 2040-0033).

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b}, (¢), (e}, and (g), 306(b) and {c), 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977} (the "Act"): 33 U.s5.C. 1311,
1314 (b}, (c¢), (e), and {g), 1316(b} and (¢}, 1317(b) and {c), and 1361y 86 Stat.
8l6, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.27
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TITLE 40--PROTECTICN OF ENVIRONMENT
Chapter I--Environmental Protecticn Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

5 439.30 Applicability; description of the chemical synthesis products
subcategory. ‘

The provisions of this subpart are applicable to discharges resulting from the
manufacture of pharmaceuticals by chemical synthesis.
Butherity: Sec. 301, 304(b), (c), (e), and (g}, 306(b) and (c), 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Bct of 1977) (the "Act"}); 33 U.S.C. 1311,

1314 (b}, (c), (e}, and (g}, 1316(b} and (c), 1317(b) and (¢}, and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub, L, 95-217.

Source: 41 FR 50677, Nov. 17, 1876; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.30
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TITLE 40--PROTECTION OF ENVIRONMENT .
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

s 439.31 Specialized definitions.
For the purpose of this subpart:
(ai Except as provided below, the general definitions, abbreviations, and
methods of analysis set forth in 40 CFR 401 and 438.01 of this chapter shall apply

to this sﬁbpart.

(b) The term "product” shall mean pharmaceutical products derived from chemical
synthesis processes.
Authority: Sec. 301, 304(b), (<), (e}, and (g), 306(b} and {(c), 307(b) and ({(c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"): 33 U.S5.C. 1311,
1314 (b), (¢), (e), and (g), 1316(b) and (c), 1317(b) and (¢}, and 1361:; 86 Stat.
) 816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.31
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I-~Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

s 439.32 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best practicable control technology currently

avallable (BPT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point socurce
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by the application of the
best practicable control technelogy currently available (BPT).

fa) The following limitations establish the guantity or quality of pollutants or
pellutant properties, controiled by this paragraph, which may be discharged by a
chemical synthesis plant from a point source subject to the provisions of this
paragraph after application of the best practicable contrel technology. currently
available:

{a}{1l) The allowable discharge for the pollutant parameters BODS and €OD shall
be expressed in mass per unit time and shall represent the specified wastewater
treatment efficiency in terms of a residual discharge associated with an influent
to the wastewater treatment plant corresponding to the maximum production periocd
for a given pharmaceutical plant as defined in paragraph (a) (4} of this section.

(a) (2} The allowable effluent discharge limitation for the daily average mass
of BODS in any calendar month shall specifically reflect not less than 90 percent
reduction in the long term daily average raw waste content of BODS multiplied by a

variability factor of 3.0.

{a} {3) The allowable effluent discharge limitation for the daily average mass
of COD in any calendar month shall specifically reflect not less than 74 percent
reduction in the long term daily average raw waste content of COD multiplied by a
variability factor of 2,2,

{a}) (4) The long term daily average raw waste load for the pollutant
paramenters BODS and COD is defined as the average daily mass of each pollutant
discharged in the influent to the wastewater treatment system over a 12
consecutive month period within the most recent 36 months, which shall include the

greatest production effort.

{a){3) To assure equity in regulating discharges from the point sources
covered by this subpart of the point source category, calculation of raw waste
loads of BODS and COD fer the purpose of determining NPDES permit limitations
(i.e., the base numbers to which the percent reductions are applied) shall exclude
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any waste lcad associated with solwvents in those raw waste loads, except that
residual amounts of solvents remaining after the practice of recovery and/or
separate disposal or reuse may be included in the calculation of the raw waste
loads. These practices of removal, dispeosal, or reuse include recovery of
solvents from waste streams and incineration of concentrated solvent waste streams
{including tar still bottoms}. This regulation does not prohibit inclusion of
such wastes in the raw waste loads in fact, nor does it mandate any specific
practice, but rather describes the rationale for determining the permit
conditions. These limits may be achieved by any.one of several or a combination
therecf of programs and practices.

(a) {(6) The pH shall be within the range of 6.0 to 9.0 standard units.

{a) (7) The allowable effluent discharge limitation for the daily average mass
of TSS in any calendar month shall be 1.7 times the BCD5 limitation determined in

paragraph (a)(2) of this section.

(a} (8) For those plants using or generating cyanide in the manufacturing
process, the allowable effluent discharge for cyanide is shown below.

{i)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

{ii) If all cyanide-containing waste streams are diverted tc a cyanide

. destruction unit and the effluent from the cyanide destruction unit is discharged

) to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 320 day average cyanide
limitation is multiplied by 0.35, and both limitations are adiusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biclogical treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 30 day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratic of the cyanide-contaminated waste stream
flow to the total process wastewater discharge filow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

{b) Pilution to meet the above effluent limitations may not be practiced.

{(Information collection requirements in paragraph {a) were approved by the
Office of Management and Budget under control number 2040-0033}.

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b), {(c}, (e), and (g}, 306(b) and (c), 307(b) and (¢},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments

) © 2006 Thomson/West. No Claim to Orig. U.5. Govt. Works.

http://print.westlaw.com/delivery.html?dest=atp& format=HTMLE&dataid=A00558000000... 3/6/2006



Page 37 of 69

40 CFR § 439.32 N Page 3

of 1972, as amended by the Clean Water BAct of 1977} (the "Act"); 33 U.S5.C. 1311,
1314(b), (c), (e), and (g}, 1316(b) and {c), 1317(b) and (c), and 1361; 86 Stat.
Ble, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted. :

40 CFR s 439.32

END OF DOCUMENT

© 2006 Thomson/West. No Claim to Orig. U.$S. Govt. Works.

http://print. westlaw.com/delivery.html?dest=atp& format=HTMLE&dataid=A00558000000... 3/6/2006



Page 38 of 69

40 CFR § 439.33 Page 1

TITLE 40--PROTECTION QF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439%9--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

s 439.33 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best conventional pollutant control

technology (BCT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by application of the
best conventional pollutant control technolegy {BCT): The limitations shall be
the same as those specified for conventional pollutants (which are defined in §
401.16) in § 439.32 of this subpart for best practicable control technology

currently available (BPT.
[51 FR 45099, Dec. 16, 1986]

Ruthority: Sec. 301, 304(b), (c}, {e), and {g), 306(b) and (¢}, 307(b) ang (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S5.C. 1311,
1314 (b), (ci, (e), and {g), 1316(b} and {(c¢), 1317{(b) and (c), and 1361; 86 Stat.
Bl6, Pub. L. 92-500; 91 Stat. 1567, Pub. I. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.33

END OF DOCUMENT
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

s 439.34 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best available technology economically

achievable (BAT).

(a) Except as provided in 40 CFR 125.30 through 125.32, any existing point
source subject to this subpart where cyanide is used or generated in the
manufacturing process must achieve the following effluent limitations representing
the degree of effluent reduction attainable by the application of the best
available technology economically achievable (BAT).

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS PQINT IS NOT DISPLAYABLE

{a) (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-moniteoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35%, and both limitations are adjusted based on the
diluticn ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit is not discharged to a biological
treatment system, self-monitoring must be conducted at the final effluent
discharge peint and the daily maximum cyanide limitation must be multiplied by
G.18, the maximum 30 day average cyanide limitation must be multiplied by 0.35,
and both limitations must be adjusted based on the dilution ratio of the
cyanide-contaminated waste stream flow to the total process wastewater discharge
flow. Permittees not using or generating cyanide must certify to the
permit-issuing authority that they are not using or generating this compound.

(b} Dilution in order to meet the above effluent limitations may not be

practiced.

(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985}
Buthority: Sec. 301, 304(b), (c), (e}, and (g), 306(b) and (¢), 307(b) and (¢},
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and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314(b), (e}, (e), and {g)}, 1316(b) and (c), 1317(b) and (c), and 1361:; 86 Stat.

Bl6, Pub. L. 92-500; 91 Stat., 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.34
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 43%9--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

s 439.35 New source performance standards (NSPS).

(a} The following standards of performance establish the gquantity or quality of
pellutants or pellutant properties, controlled by this section, which may be
discharged by a new source subject to the provisions of this subpart.

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a)(2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effiluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitering must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge peoint, if the daily maximum
cyanide standard is multiplied by 0.18, the maximum 30 day average cyanide
standard is multiplied by 0.35, and both standards are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow toc the total process
wastewater ‘discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanlde
destruction unit is not discharged to a biclogical treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide standard must be multiplied by 0.18, the maximum 30 day
average cyanide standard must be multiplied by ¢.35, and both standards must be
adjusted based on the dilution ratio of the cyanide-contaminated waste stream flow
to the total process wastewater discharge flow. Only facilities where cyanide is
used or generated in the manufacturing process are subject to cyanide standards.
Permittees not using or generating cyanide must certify to the permit-issuing
authority that they are not using or generating this compound.

(b} Dilution in order to meet the above standards may not be practiced.

(Information collection reguirements in paragraph {(a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985]
Authority: Sec. 301, 304(b), (c), {e), and (g}, 306(b) and (c), 307(b) and (g},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments

of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314 (b}, (c}, (e}, and (g}, 131l6(b) and {(c), 1317(b) and {c), and 1361; 86 Stat.
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816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted. ' :

40 CFR s 439.35
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

5 439.36 Pretreatment standards for existing sources (PSES).

(a) Except as provided in 40 CFR 403.7 and 403.13, any existing source subject
to this subpart that. introduces pollutants into a publicly owned treatment works
must comply with 40 CFR Part 403 and by October 27, 1986, where cyanide is used or
generated in the manufacturing process, must achieve the following pretreatment

'standards for existing sources (PSES). '

(1)
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYARLE

(a) {2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-meonitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is \
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing waste
streams are neot treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the
publicly owned treatment works that they are not using or generating this compound.

(b) Dilution in order te meet the above standards may not be practiced.

{Information collection requirements in paragraph {a) were approved by the
Qffice of Management and Budget under contrel number 2040-0033).

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b), (c), {(e), and (g}, 306(b}) and (c), 307(b} and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act BAmendments
of 1972, as amended by the Clean Water Act of 1977) {(the "Act"); 33 U.S.C. 1311,

1314 k), (c), {e), and {(g), 1316(b) and (c), 1317(b) and (c}, and 1361; 86 Stat.
Bl6, Pub. L. $%2-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.3¢
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N-~Effluent Guidelines and Standards
Part 43%~-Pharmaceutical Manufacturing Point Source Category
Subpart C--Chemical Synthesis Products Subcategory

5 439.37 Pretreatment standards for new sources (PSNS).

(a) Except as provided in 40 CFR 403.7, any new source subject to this subpart
that introduces pollutants into a publicly owned treatment works must comply with
40 CFR Part 403 and where cyanide is used or generated in the manufacturing
process, must achieve the following pretreatment standards for new sources (PSNS).

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS5 NOT DISPLAYABLE

{a) {2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. BAlternatively, self-monitoring
may ‘be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratio of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing
streams are not treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. TIndirect dischargers not using or generating cyanide must certify to the

publicly owned treatment works that they are not using or generating this compound.

(b) Dilution in order to meet the above standards may not be practiced.

{Information collection requirements in paragraph {(a) were approved by the
Office of Management and Budget under contrel number 2040-0033).

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b), (c), (e}, and {g), 306(b) and (c), 307(b) and (<),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"™); 33 U.S.C. 1311,
1314 (b), (c), (e}, and (g), 1316(b) and (c), 1317(b} and (c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov, 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted, :

40 CFR s 439.37
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TITLE 40--PROTECTION QF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 43%--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

5 439.40 Applicability; description of the mixing/compounding and formulation
subcategory.

The provisions of this subpart are applicable to discharges resulting from
mixing/compounding and formulation operations of pharmaceutical products.

Authority: Sec. 301, 304(b}, (c), (e), and (g}, 306(b) and (c), 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Ret"); 33 U.S.C. 1311,
1314(b), {c). (e}, and {(g), 1316(b) and (c), 1317{(b) and (c}, and 1361l; B6 Stat.

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217,

Source: 41 FR 50677, Now. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.40

END OF DOCUMENT
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protecticn Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Scurce Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.41 Specialized definitions.
For the purpose of this subpart:

{a) Except as provided below, the general definitions, abbreviaticns, and
methods of analysis set forth in 40 CFR Part 401 and 439.01 of this chapter shall
apply to this subpart.

(b} The term "product" shall mean products from plants which blend, mix,
compound, and formulate pharmaceutical ingredients. Pharmaceutical preparations
for human and veterinary use such as ampules, tablets, capsules, vials, ocintments,
medicinal powders, solutions, and suspensicns are included.

Authority: Sec. 301, 304(b), (c), (e}, and (g), 306(b) and (c), 307(b) and (c},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments

) of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.5.C. 1311,
1314 (b), (¢}, {e), and {g), 13lé(b) and (c}), 1317{(b) and (c), and 1361l; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.41
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N-—-Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.42 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best practicable contrel technology currently

available {BPT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by the application of the
best practicable control technology currently available {BPT).

(a) The following limitations establish the quantity or quality of peollutants or
pollutant properties, controlled by this paragraph, which may be discharged by a
mixing/compounding and formulation plant from a peoint source .subject to the
provisions of this paragraph after application of the best practicable contrel
technology currently available:

(a) (1) The allowable discharge for the pollutant parameters BOD5 and COD shall
be expressed in mass per unit time and shall represent the specified wastewater
treatment efficiency in terms of a residual discharge associated with an influent
to the wastewater treatment plant corresponding to the maximum production period
for a given pharmaceutical plant as defined in paragraph {a) {4} of this section.

{a) (2) The allowable effluent discharge limitation for the daily average mass
of BOD5 in any calendar month shall specifically reflect not less than 90 percent
reduction in the long term daily average raw waste content of BOD5 multiplied by a
variability factor 3.0. However, a plant shall not be required to attain a
maximum 30 day average BOD5 effluent limitation of less than the equivalent of 45

mg/l.

{a) (3] The allowable effluent discharge limitation for the daily average mass
of COD in any calendar month shall specifically reflect not less than 74 percent
reduction in the long term daily average raw waste content of COD multiplied by a
variability factor of 2.2. However, a plant shall not be regquired to attain a
maximum 30 day average COD effluent limitation of less than the equivalent of 220

mg/l.

{a}{4) The long term daily average raw waste load for the pollutant parameters
BODS and COD is defined as the average daily mass of each pollutant discharged in
the influent to the wastewater treatment system over a 12 consecutive month pericd
within the most recent 36 months, which shall include the greatest production

effort.
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(2) (5) To assure equity in regulating discharges from the point sources
covered by this subpart of the point source category, calculation of raw waste
loads of BOD5 and COD for the purpose of determining NPDES per limitations (i.e.,
the base numbers to which the percent reductions are applied)} shall exclude any
waste load associated with solvents in those raw waste loads except that residual
amounts of solvents remaining after the practice of recovery and/or separate
disposal or reuse may be included in the calculation of the raw waste loads.
These practices of removal, disposal, or reuse include recovery of sclvents from
waste streams and incineration of concentrated solvent waste streams {including

tar still bottoms). This regulation does not prohibit inclusion of such wastes in
the raw waste loads in fact, nor does it mandate any specific practice, but rather

describes the raticnale for determining the permit conditions. These limits may
- be achieved by any one of several or a combination therecof of programs and
practices.

(a) {(6) The allowable effluent discharge limitation for the daily average mass
of TSS in any calendar month shall be 1.7 times the BODS5 limitation determined in
paragraph (a} (2) of this section.

(a) (7} The pR shall be within the range of 6.0-9.0 standard units.

{a) (8) For those plants using cr generating cyanide in the manufacturing
process, the allowable effluent discharge for cyanide is shown below.

(a) {8) (i) See table below:
TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

{a}(8) (ii) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biclogical treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge peint and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 30 day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratic of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

(b) Dilution to meet the above effluent limitations may not be practiced.

{Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).
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[50 FR 4515, Jan. 31, 1985]

Buthority: Sec. 301, 304(b), (c), (e), and (g), 306(b) and {c), 307(b) and (c},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {the "Act™); 33 U.5.C. 1311,
1314(b), f{(c), (e}, and {g), 1316(b) and (c), 1317(b) and (c), and 136l; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.42
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TITLE 40~-PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 43%--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.43 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best conventional pollutant control
technology (BCT).

Except as provided in 40 CFR 125.30 through 125.32, any existing point source
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by application of the
best conventional pollutant control technology (BCT): The limitations shall be
the same as those specified for conventional pollutants {which are defined in §
401.16) in § 439,42 of this subpart for best practicable control technology

currently available (BPT).

[51 FR 45099, Dec. 16, 1986)

Authority: Sec. 301, 304(b}, {(c}, {(e), and (g}, 306(b) and (¢}, 307(b} and {(c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Bmendments
of 1872, as amended by the Clean Water Act of 1977) (the "Act™); 33 U.S5.C. 1311,
1314(b)}, (c}, {e), and {(g), 1316(b} and {(c), 1317(b) and (c), and 1361; 8¢ Stat.

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR.49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR 5 439.43
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Envirconmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439%9--Pharmaceutical Manufacturing Point Source Category
Subpart Bb--Mixing/Compounding and Formulation Subcategory

5 439.44 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best available technology economically

achievable {BAT)}.

(a) Except as provided in 40 CFR 125.30 through 125.32, any existing point
source subject to this subpart where cyanide is used or generated in the
manufacturing process must achieve the following effluent limitations representing
the degree of effluent reduction attainable by the application of the best
available technology economically achievable (BAT).

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NQT DISPLAYABLE

{a}{2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide limitation is multiplied by 0.18, the maximum 30 day average cyanide
limitation is multiplied by 0.35, and both limitations are adjusted based on the
dilution ratio of the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biolegical treatment system,
self-monitoring must be conducted at the final effluent discharge pecint and the
daily maximum cyanide limitation must be multiplied by 0.18, the maximum 30 day
average cyanide limitation must be multiplied by 0.35, and both limitations must
be adjusted based on the dilution ratio of the cyanide-contaminated waste stream
flow to the total process wastewater discharge flow. Permittees not using or
generating cyanide must certify to the permit-issuing authority that they are not
using or generating this compound.

(b} Dilution in crder to meet the above effluent limitations may not be
practiced.

(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985]
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Authority: Sec. 301, 304(b), {c)}, (e), and {g), 306(b) and (c}, 307(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {(the "Act"); 33 U.S5.C. 1311,
1314 (b}, (e}, {e), and {(g), 1316(b) and (c), 1317(b) and {(c), and 1361; 86 Stat.

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov, 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.45 New source performance standards (NSPES).

(a) The following standard of performance establish the quantity or quality of
pollutants or pollutant properties, controlled by this section, which may be
discharged by a new source subject to the provisions of this subpart.

{1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a} (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit and the effluent from the cyanide destruction unit is discharged
to a biological treatment system, self-monitoring must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the daily maximum
cyanide standard is multiplied by 0.18, the maximum 30 day average cyanide
standard is multiplied by 0.35, and both standards are adjusted based on the
dilution ratio of -the cyanide-contaminated waste stream flow to the total process
wastewater discharge flow. However, if all cyanide-containing waste streams are
not treated in a cyanide destruction unit or if the effluent from the cyanide
destruction unit is not discharged to a biological treatment system,
self-monitoring must be conducted at the final effluent discharge point and the
daily maximum cyanide standard must be multiplied by 0.18, the maximum 30 day
average cyanide standard must multiplied by 0.35, and both standards must be
adjusted based on the dilution ratio of the cyanide-contaminated waste stream flow
to the total process wastewater discharge flow. Only facilities where cyanide is
used or generated in the manuvfacturing process are subject to ¢yanide standards.
Permittees not using or generating cyanide most certify to the permit-issuing
authority that they are not using or generating this compound.

(b) Dilution in order to meet the above standards may not be practiced.

(Infoermation cellection regquirements in paragraph {a) were approved by the
Office of Management and Budget under control number 2040-0033}.

[50 FR 4515, Jan. 31, 1985]

Authority: Sec. 301, 304(b), {(c), (e), and {(g), 306(b) and (¢), 307(b) and (c),
and 501 of the Clean Water Act {the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act cf 1977} {the "Act™); 33 U.S.C. 1311,
1314(b), (c), {e), and (g}, 1316(b) and (c), 1317(b) and {c), and 1361; 86 Stat.
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816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.45
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TITLE 40--PROTECTION COF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter RN--Effluent Guidelines and Standards
Part 43%--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.46 Pretreatment standards for existing sources (PSES}.

{a} Except as provided in 40 CFR 403.7 and 403.13, any existing source subject
to this subpart that introduces pollutants into a publicly owned treatment works
must comply with 40 CFR Part 403 and by October 27, 1986, where cyanide is used or
generated in the manufacturing process, must achieve the following pretreatment
standards feor existing sources (PSES).

(1}

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

{a) (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before diluticon with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge point, if the cyanide standard is
adjusted based on the dilution ratic of contaminated waste stream flow to the
total process wastewater discharge flow., However, if all cyanide-containing waste
streams are not treated, self-monitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratico of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the

publicly owned treatment works that they are not using or generating this compound.

(b) Pilution in order to meet the above standards may not be practiced.

{(Information collection requirements in paragraph (a) were approved by the
Office of Management and Budget under control number 2040-0033).

{50 FR 4515, Jan. 31, 19285]

Authority: Sec. 301, 304(b}, (c), (e}, and (g), 306(b) and {(c}, 307(b) and (c),
and 501 of the Clean Water Act (the PFederal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.S.C. 1311,
1314(b), {c), (e), and (g), 1316(b) and (c}, 1317(b) and {c), and 1361:; B6 Stat.
816, Pub. L. 9%2-~500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, OCct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart D--Mixing/Compounding and Formulation Subcategory

s 439.47 Pretreatment standards for new scurces (PSNS).

{a) Except as provided in 40 CFR 403.7 any new source subject to this subpart
that introduces pollutants into a publicly owned treatment works must comply with
40 CFR Part 403 and where cyanide is used or generated in the manufacturing
process, must achieve the following pretreatment standards for new sources {PSNS).

(1)

TABULAR OR GRAPHIC MATERIAL SET AT THIS POINT IS NOT DISPLAYABLE

(a) (2) If all cyanide-containing waste streams are diverted to a cyanide
destruction unit, self-monitoring for cyanide must be conducted after cyanide
treatment and before dilution with other streams. Alternatively, self-monitoring
may be conducted at the final effluent discharge peoint, if the cyanide standard is
adjusted based on the dilution ratic of contaminated waste stream flow to the
total process wastewater discharge flow. However, if all cyanide-containing waste
streams are not treated, self-meonitoring must be conducted at the final effluent
discharge point and the cyanide standard must be adjusted based on the dilution
ratio of contaminated waste stream flow to the total process wastewater discharge
flow. Indirect dischargers not using or generating cyanide must certify to the

publicly owned treatment works that they are not using or generating this compound.

(b} Dilution in order to meet the above standards may not be practiced.

(Information collection requirements in paragraph {(a) were approved by the
Office of Management and Budget under control number 2040-0033).

[50 FR 4515, Jan. 31, 1985]

Authority: - Sec, 301, 304(b), {c)}, (e}, and (g}, 306(b) and {(c), 307¢(b) and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"):; 33 U.S.C. 1311,
1314 (b}, (c), (e}, and (g}, 1316(b) and (c), 1317(b)} and {(c}), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Scurce: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.47
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TITLE 40--PROTECTICN OF ENVIRONMENT
Chapter I-—-Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Scurce Category
Subpart E--Research Subcategory

s 439,50 Applicability; descripticn of the research subcategory.

The provisions of this subpart are appliéable to discharges resulting from
pharmaceutical research.

Authority: Sec. 301, 304(b), (c), {e), and (g}, 306(b) and (¢}, 307(b) and (¢},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {(the "Act"); 33 U.S8.C. 1311,
1314(b), {c), (e}, and (g), 1316(b) and (c), 1317(b) and {c), and 1361; 86 Stat.

816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 4B FR 49821, Cct. 27, 1983, unless
otherwise noted.

40 CFR s 439.50
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TITLE 40~-PROTECTION OF ENVIRONMENT
Chapter I-—-Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 43%--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

s 439.51 Specialized definitions.

For the purpose of this subpart:

(a) Except as provided below, the general definitions, abbreviations, and
methods of analysis set forth in 40 CFR Part 401 and 439.01 shall apply to this

subpart.

(b) The term "product" shall mean products or services resulting from
pharmaceutical research, which includes microbiological, biological, and chemical

operations.

Authoerity: Sec. 301, 304{b), (c), (e}, and (g}, 306{(bk) and {(c}, 307(b} and (c),
and 501 of the Clean Water Act (the Federal Water Polluticn Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "Aect"); 33 U.S.C. 1311,

) 1314(b}, (¢}, {e}, and (g), 1316(b) and {c), 1317(b) and (c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.51
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Peint Source Category
Subpart E--Research Subcategory

s 439.52 Effluent limitations representing the degree of effluent reduction
attainable by the application cf the best practicable contrel technology currently

available (BPT).

Except as provided in 40 CFR 125,30 through 125.32, any existing point scurce
subject to this subpart must achieve the following effluent limitations
representing the degree of effluent reduction attainable by the application of the
best practicable control technology currently available (BPT).

(a} The fellowing limitations establish the quantity or quality of pollutants or
pollutant properties, ccontrelled by this paragraph, which may be discharged by a
pharmaceutical research operation from a point source subject to the provisions of
this paragraph after application of the best practicable control technelogy
currently available:

(a) {l) The allowable discharge for the pecllutant parameters BOD5 and COD shall
be expressed in mass per unit time and shall represent the specified wastewater
treatment efficiency in terms of a residual discharge associated with an influent
to the wastewater treatment plant corresponding to the maximum production period
for a given pharmaceutical plant as defined in paragraph (a) {(4) of this section.

(a) (2) The allowable effliuent discharge limitation for the daily average mass
of BOD5 in any calendar month shall specifically reflect not less than 90 percent
reduction in the long term daily average raw waste content of BOD5 multiplied by a
variability factor of 3.0. However, a plant shall not be required to attain a
maximum 30 day average BOD5 effluent limitation of less than the equivalent of 45

mg/l.

{a) {3) The aliowable effluent discharge limitation for the daily average mass
of COD in any calendar month shall specifically reflect not less than 74 percent
reduction in the long term daily average raw waste content of COD multiplied by a
variability factor of 2.2. However, a plant shall not be required to attain a
maximum 30 day average COD effluent limitation of less than the egquivalent of 220

mg/l.
(a){4) The long term daily average raw waste load for the pollutant parameters
BOD5 and COD is defined as the average daily mass of each pollutant influent to

the wastewater treatment system over a 12 consecutive month period within the most
recent 36 months, which shall include the greatest production effort.

(a) (5) To assure equity in reqgulation discharges from the point sources
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covered by this subpart of the point source category, calculation of raw waste
loads of BODS and COD for the purpose of determining NPDES permit limitations
{i.e., the base numbers to which the percent reductions are applied) shall exclude
any waste load associated with solvents in those raw waste loads, except that
residual amounts of solvents remaining after the practice of recovery and/er
separate disposal or reuse may be included in the calculation of the raw waste
loads. These practices of removal, disposal, or reuse include recovery of
solvents from waste streams and incineration of concentrated solvent waste streams
(including tar still bottoms). This regulation does not prohibit inclusion of
such wastes in the raw waste loads in fact, nor does it mandate any specific
practice, but rather describes the rationale for determining the permit
conditions. These limits may be achieved by any one of several or a combination
thereof of programs and practices.

(a} (6} -The..allowable effluent discharge limitation for the daily average mass
‘of TS5 in any calendar month shall be 1.7 times the BOD5 limitation determined in
paragraph (a){(2) of this section. .

{a) (7} The pH shall be withih the rahge of 6.0-9.0 standard units.
(b) Dilution to meet the above effluent limitations may not be practiced.
Ruthority: Sec. 301, 304(b), (c), {(e), and (g}, 306(b) and (c), 307(b) and (o),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the "BAct"); 33 U.S.C. 1311,
1314 (b), (c), (e}, and (g), 1316(b) and (c), 1317{b) and (¢}, and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Neov. 17, 1976; 48 FR 49821, Cct. 27, 1983, unless
otherwise noted.
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TITLE 40--PROTECTION QF ENVIRONMENT
Chapter I--Envirconmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

5 439.53 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best conventional pollutant control
technology (BCT). [Reserved]

Authority: Sec. 301, 304(b}, (¢), (e}, and (g}, 306(b) and (c), 307(b) and (c),
angd 501 of the Clean Water Act (the Federal Water Pcllution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977} (the "Act"); 33 U.S.C. 1311,
1314({b), {c), (e}, and (g), 13i6(b) and (c), 1317(b) and (¢}, and 1361; 86 Stat.

8l6, Pub, L. 92-500; 91 Stat. 1567, Pub. L. 95-217,

-Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1%83, unless
otherwise noted.

40 CFR s 439.53
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TITLE 40--PROTECTICN OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

5 439.54 Effluent limitations representing the degree of effluent reduction
attainable by the application of the best available technelegy economically
achievable (BAT). [Reserved]

Authority: Sec. 301, 304(b), {c), (e), and (g}, 306{b) and (c), 307{b) and (<),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {the "Act"™); 33 U.sS.C. 1311,
1314 (b}, (c)}, (e}, and (g), 1316(b} and {c), 1317(b) and (c}, and 1361; 86 Stat.
8le, Pub., L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, NWov. 17, 1976: 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.54
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Environmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

s 439.55 New source performance standards (NSPS). [Reserved]

Authority: Sec. 301, 304(b}, (c), (e}, and (g}, 306(b) and (c)}, 307(b) and (c},
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Bmendments
of 1972, as amended by the Clean Water Act of 1977) (the "Act"); 33 U.5.C. 1311,
1314(b), {c}, t{e), and (g}, 1316(b) and (c), 1317(b) and {c}, and 1361: 86 Stat.
816, Pub. L. 92-500; 981 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Cct. 27, 1983, unless
otherwise noted.

40 CFR s 439.55
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TITLE 40--PROTECTION OF ENVIRONMENT
Chapter I--Eavironmental Protection Agency
Subchapter N--Effluent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

5 439.56 Pretreatment standards for existing sources (PSES). [Reserved]
Authority: Sec. 301, 304(b), (c), (e}, and {g), 306(b} and {(c), 307(b} and (c),
and 501 of the Clean Water Act (the Federal Water Pollutieon Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) {the "Act"™); 33 U.5.C. 1311,
1314(k), {(c), {(e), and (g), 1316(b} and (c), 1317(b) and (c), and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov. 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR s 439.56
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TITLE 40--PROTECTION OQF ENVIRONMENT
Chapter I--Envircnmental Protection Agency
Subchapter N--Effiuent Guidelines and Standards
Part 439--Pharmaceutical Manufacturing Point Source Category
Subpart E--Research Subcategory

s 439.57 Pretreatment standards for new sources (PSNS). [Reserved]

Authority: Sec. 301, 3064(b), (c), (e), and (g), 306(b) and {c), 307(b} and (c),
and 501 of the Clean Water Act (the Federal Water Pollution Control Act Amendments
of 1972, as amended by the Clean Water Act of 1977) (the ™Act™); 33 U.S5.C. 1311,
1314 (b), (c}, {e), and {(g), 131l6(b} and (c), 1317(b) and {(c}, and 1361; 86 Stat.
816, Pub. L. 92-500; 91 Stat. 1567, Pub. L. 95-217.

Source: 41 FR 50677, Nov, 17, 1976; 48 FR 49821, Oct. 27, 1983, unless
otherwise noted.

40 CFR 5 439.57
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