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5.60.10. Other Impurities in USP ana NF Articles

If a USP or NF monograph includes an assay or organic
impurity test based on chromatography, other than a test

for residual solvents, and that monograph procedure does

not detect an impurity present in the substance, the amount
and identity of the impurity, where both are known, shall
be stated in the labeling (certificate of analysis) of the offi-
cial substance, under the heading Other Impurity(ies).

The presence of any unlabeled other impurity in an offi-
cial substance is a variance from the standard it the content
is 0.1% or greater. The sum of all Other Impurities combined
with the monograph-detected impurities may not exceed
2.0% (see Ordinary Impurities (466)), unless otherwise stated

in the monograph.
The following categories of drug substances are excluded

from Other Impurities requirements:

¢ Fermentation products and semi-synthetics derived
therefrom,

o Radiopharmaceuticals,

s Biologics,

e Biotechnology-derived products,

e Peptides,

e Herbals, and

o Crude products of animal or plant origin.
Any substance known to be toxic shall not be listed under

Other Impurities.

5.60.20. Residual Solvents in USP and NF Articles

All USP and NF articles are subject to relevant control of
residual solvents, even when no test is specified in the indi-
vidual monograph. If solvents are used during production,
they must be of suitable quality. In addition, the toxicity
and residual level of each solvent shall be taken into consid-
eration, and the solvents limited according to the principles
defined and the requirements specified in Residual Solvents
(467), using the general methods presented therein or other
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suitable methods.
5.60.30. Elemental impurities in USP Drug Products and
Dietary Supplements

4ausear Elemental im :
ucts Aare controllediaismi according to the principles defined
and requirements specified in Elemental Impurities—Limits
(232). Aaysear Elemental contaminants &xuse in official die-
tary supplements #are controliedaysess according to the prin-
ciples defined and requirements specified_in Elemental Con-
taminants in Dietary Supplements (2232). 2.pp4;
5.70. Performance Tests

Where content uniformity determinations have been
made using the same analytical methodology specified in
the Assay, with appropriate allowances made for differences
in sample preparation, the average of all of the individual
content uniformity determinations may be used as the Assay
value.
5.80. USP Reference Standards

USP Reference Standards are authentic specimens that
have been approved as suitable for use as comparison stan-
dards in USP or NF tests and assays. (See USP Reference Stan-
dards (11).) Where USP or NF tests or assays call for the use
of a USP Reference Standard, only those results obtained
using the specified USP Reference Standard are conclusive.
Where a procedure calis for the use of a compendial article
rather than for a USP Reference Standard as a material stan-
dard of reference, a substance meeting all of the com-
pendial monograph requirements for that article shall be
used. If any new USP or NF standard requires the use of a
new USP Reference Standard that is not yet available, that

ortion of the standard containing the requirement shall not

e official until the specified USP reference material is
available.

Unless a Reference Standard label bears a specific potency
or content, assume the Reference Standard is 100.0% pure
in the official application. Uniess otherwise directed in the
procedure in the individual monograph or in a general
chapter, USP Reference Standards are to be used in accor-
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dance with the instructions on the label of the Reference
Standard.
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6. TESTING PRACTICES AND PROCEDURES

6.10. Safe Laboratory Practices

In performing compendial procedures, safe laboratory
practices shall be followed, including precautionary meas-
ures, protective equipment, and work practices consistent
with the chemicals and fmcedures used. Before undertaking
any procedure described in the compendia, the analyst
should be aware of the hazards associated with the chemi-
cals and the technigues and means of protecting against
them. These compendia are not designed to describe such

hazards or protective measures.

6.20. Automated Procedures
Automated and manual procedures employing the same
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6.30. Alternative and Harmonizeg Methods and
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Monographs).

Certain general chapters contain a statement that the text
in question Is harmonized with the corresponding text of
the European Pharmacopoeia and/or the Japanese Pharmaco-
poeia and that these texts are interchangeable. Therefore, if
a substance or preparation is found to comply with a re-
quirement using an interchangeable method or procedure
from one of these pharmacopeias, it should comply with the
requirements of the USP-NF. When a difference appears, or
in the event of dispute, only the result obtained by the
method and/or procedure given in the USP-NF is conclusive.

6.40. Dried, Anhydrous, ignited, or Solvent-Free Basis

All calculations in the compendia assume an “as-is” basis
unless otherwise specified.

Test procedures may be performed on the undried or
unignited substance and the results caiculated on the dried,
anhydrous, or ignited basis, provided a test for Loss on Dry-
ing, or Water Determination, or Loss on Ignition, respectively,
is given in the monograph. Where the presence of moisture
or other volatile material may interfere with the procedure,
previous drying of the substance is specified in the individ-
ual monograph and is obligatory.

The term “solvent-free” signifies that the calculation shall
be corrected for the presence of known solvents as deter-
mined using the methods described in (467) unless a test
for limit of organic solvents is provided in the monograph.

The term “previously dried” without qualification signifies
that the substance shall be dried as directed under Loss on
Drying (731) or Water Determination (921) (gravimetric
determination).






