Nebraska Department of Water, Energy, and Environment

The National Emission Standards for Hazardous Air Pollutants (NESHAP) and New Source Performance
Standards (NSPS) notebooks are to be used as an assistance tool to help comply with state and federal
regulations. The Notebooks are not inclusive and are not meant to serve as a substitute for compliance
with all applicable regulations. If you have corrections, comments, or questions regarding the notebooks,
NSPS, NESHAP or permitting, please contact us at DWEE.AirQuality@nebraska.qov or 402-471-2186.

Air Toxics Notebook

Pharmaceutical Production
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I. This subpart applies to:

(A) Manufactures of pharmaceutical product which
process, use, or produce HAPs and are located at plant
site that is a major source.

(B) "Pharmaceutical product" means any of the following,
except for nonreactive solvents, excipient, binder, or
filler or any material produced in a chemical
manufacturing process units that is subject to subpart F
and G of this part:

Am | Subject to (1) Any material described by SIC code 2833 or 2834;

this subpart? (2) Any material whose manufacturing process is
described by NAICS code 325411 or 325412;

(3) A finished dosage form of a drug (e.g., tablet,
capsule, solution, etc.);

(4) Any active ingredient or precursor that is produced
at a facility whose primary manufacturing
operations are described by SIC code 2833 or
2834;

(5) At facilities whose primary operations are not
described by SIC code 2833 or 2834, any material
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who'’s primary use is as an active ingredient or
precursor.

*Major Sources of HAPs emit or have the potential to emit:
(1) =10 tons/year of any single HAP; or
(2) = 25 tons/year of total HAPs.

Area Sources emit less than Major Sources.

Il. Exempt to this Subpart:
(A) Research and development facilities

NESHAP - 40 CFR Part 63

Subpart F — Organic Hazardous Air Pollutants from the

Synthetic Organic Chemical Manufacturing
Related Rules Industry (SOCMI)
Subpart G — Equipment Specific Organic HAPs from
SOCMI
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