
6 General Notices

Added substances and excipients employed solely to im-
part color may be incorporated into official products other
than those intended for parenteral or ophthalmic use, in
accordance with the regulations pertaining to the use of
colors issued by the U.S. Food and Drug Administration
(FDA), provided such added substances or excipients are
otherwise appropriate in all respects. (See also Injections
and Implanted Drugs Products (1), Product Quality Tests Com-
mon to Parenteral Dosage Forms, Specific Tests, Vehicles and
added substances, Added substances.)
The proportions of the substances constituting the base in

ointment and suppository products and preparations may
be varied to maintain a suitable consistency under different
climatic conditions, provided that the concentrations of

are not varied and provided that the
bioavailability, therapeutic efficacy, and safety of the prepa-
ration are not impaired.
5.20.20.1. in Compounded Preparations
Compounded preparations for which a complete compo-

sition is given shall contain only the ingredients named in
the formulas unless specifically exempted herein or in the
individual monograph. Deviation from the specified
processes or methods of compounding, although not from
the ingredients or proportions thereof, may occur provided
that the finished preparation conforms to the relevant stan-
dards and to preparations produced by following the speci-
fied process.
Where a monograph for a compounded preparation calls

for an ingredient in an amount expressed on the dried ba-
sis, the ingredient need not be dried before use if due al-
lowance is made for the water or other volatile substances
present in the quantity taken.

Specially denatured alcohol formulas are available for use
in accordance with federal statutes andregulations of the
internal Revenue Service. A suitable formula of specially de-
natured alcohol may be substituted for Alcohol in the manu-
facture of official preparations intended for internal or topi-
cal use, provided that the denaturant is volatile and does
not remain in the finished product. A preparation that is
intended for topical application to the skin may contain spe-
cially denatured alcohol, provided that the denaturant is ei-
ther a usual ingredient in the preparation or a permissible
added substance; in either case the denaturant shall be
identified on the label of the topical preparation. Where a
process is given in the individual monograph, any prepara-
tion compounded using denatured alcohol shall be identical
to that prepared by the monograph process.
5.20.20.2. in Dietary Supplements

Additional ingredients may be added to dietary supple-
ment products provided that the additional ingredients: (1)
comply with applicable regulatory requirements; and (2) do
not interfere with the assays and tests prescribed for deter-
mining compliance with compendial standards.
5.30. Description and Solubility
Only where a quantitative solubility test is given in a

monograph and is designated as such is it a test for purity.
A monograph may include information regarding the arti-

cle’s description. Information about an articie’s “description
and solubility” also is provided in the reference table
Description and Relative Solubility of USP and NF Articles. The

: reference table merely denotes the properties of articles that
comply with monograph standards. The reference table is
intendedfrimanly or those who use, prepare, and dispense
drugs and/or related articles. Although the information pro-
vided in monographs and the information in the reference
table may indirectly assist in the preliminary evaluation of an
article, iC is not intended to serve as a standard or test for
urity.

P The approximate solubility of a compendial substance is
indicated by one of the following descriptive terms:
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Parts of Solvent Required

Descriptive Term for 1 Part of Solute
 

 

 

 

Very soluble Less than]

Freely soluble From 71 to 10

Soluble From 10 to 30

Sparingly soluble From 30 to 100
 

From 100 to 1,000

From 1,000 to 10,000

Greater than or equal to

10,000

Slightly soluble

Very slightly soluble
    Practically insoluble, or Insoluble
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A compendial test titled 4 Identification is provided as

an aid in verifying the identity of articles as they are pur-
ported to be, e.g., those taken from labeled containers, and
to establish whether it is the article named in USP-NF. The

Identification test for a particular article may consist of
one or more procedures. When a compendial 4gusex; Identifi-
cation ; is undertaken, all requirements of all speci-
fied procedures in the test must be met to satisfy the re-
quirements of the test. Failure of an article to meet ail the
requirements of a prescribed Agispz; Identification test (i.e.,
failure to meet the requirementsof ail of the specified pro-
cedures that are components of that test) indicates that the
article is mislabeled and/or adulterated.
5.50. Assay

Assay tests for compounded preparations are not in-
tended for evaluating a compounded preparation before
dispensing, but instead are intended to serve as the official
test in the event of a question or dispute regarding the
preparation’s conformance to official standards.
5.50.10. Units of Potency (Biological)

For substances that cannot be completely characterized
by chemical or physical means or that need confirmation of
functionality or tertiary structure, it may be necessary to ex-
press quantities of biological activity in units of biological
potency, each defined by an authoritative, designated refer-
ence standard. In cases where international reference mater-
ials have been discontinued, international units of potency
may be defined in terms of molecular mass, such as in the
cases of vitamins A, D, and E.
Where available, World Health Organization (WHO) inter-

national biological standards define the International Units
(IU). USP monographs refer to the units assigned by USP
Reference Stanards either directly as International Units (iU)
or as “USP Units.” For some biological products, units of
potency are value assigned against a corresponding U.S.
Standard established by FDA, whether or not International
Units or USP Units have been defined (see Biologics (1041)).
Note that product-related labeling, e.g., on containers, need
not use the full phrase “USP [product name] Units” that
appears in many USP monograph labeling sections. The
term “USP Units” can be used on product labeling consis-
tent with USP compendial requirements, provided it is clear
from the context that the is stated in terms
of USP [product name] Units. In such circumstances it
should be clear that “USP Units” and “USP [product name]
Units” share the same meaning.
5.60. impurities and Foreign Substances

Tests for the presence of impurities and foreign substances
are provided to limit such substances to amounts that are
unobjectionable under conditions in which the article is cus-
tomarily employed (see also impurities in Drug Substances
and Drug Products (1086)).
Nonmonograph tests and acceptance criteria suitable for

detecting and controlling impurities that may result from a
change in the processing methods or that may be intro-
duced from external sources should be employed in addi-
tion to the tests provided in the individual monograph,
where the presence of the impurity is inconsistent with ap-
plicable good manufacturing practices or good pharmaceu-
tical practices.

 

 

  

  

  

 




