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the article complies with the monograph standards and
other applicable standards in that compendium.
The designation “USP” or “NF” on the label may not and

does not constitute an endorsement by USP and does not
represent assurance by USP that the article is known to
comply with the relevant standards. USP may seek legal re-
dress if an article purports to be or is represented as an
official article in one of USP’s compendia and such claim is
determined by USP not to be made in good faith.
The designation “USP-NF” may be used on the label of

an article provided that the label also bears a statement
such as “Meets NF standards as published by USP,” indicat-
ing the particular compendium to which the article purports
to apply.
When the letters “USP,” “NF,” or “USP-NE” are used on

the label of an article to indicate compliance with com-
pendial standards, the letters shall appear in conjunction
with the official title of the article. The letters are not to be
enclosed in any symbol such as a circle, square, etc., and
shall appear in capital letters.

if a dietary supplement does not comply with all applica-
ble compendial requirements but contains one or more die-
tary ingredients or other ingredients that are recognized in
USP or NF, the individual ingredient(s) may be designated as
complying with USP or NF standards or being of USP or NF
quality provided that the designation is limited to the indi-
vidual ingredient(s) and does not suggest that the dietary
supplement complies with USP standards.
4, MONOGRAPHS AND GENERAL CHAPTERS
4.10. Monographs

Monographs set forth the article’s name, definition, speci-
fication, and other requirements related to packaging, stor-
age, and labeling. The specification consists of tests, proce-
dures, and acceptance criteria that help ensure the identity,
strength, quality, and purity of the article. For general re-
quirements relating to specific monograph sections, see sec-
tion 5 Monograph Components.

Because monographs may not provide standards for all
relevant characteristics, some official substances may con-
form to the USP or NF standard but differ with regard to
nonstandardized properties that are relevant to their use in
specific preparations. To assure substitutability in such in-
stances, users may wish to ascertain functional equivalence
or determine such characteristics before use.
4.10.10. Applicability of Test Procedures
A single monograph may include more than one test,

procedure, and/or acceptance criterion for the same attri-
ute. Unless otherwise specified in the monograph, all tests

are requirements. In some cases, monograph instructions al-
low the selection of tests that reflect attributes of different
manufacturers’ articles, such as different polymorphic forms,
impurities, hydrates, and dissolution. Monograph instruc-
tions indicate the tests, procedures, and/or acceptance crite-
ria to be used and the required labeling.
The order in which the tests are listed in the monograph

is based on the order in which they are approved by the
relevant Expert Committee for inclusion in the monograph.
Test 1 is not necessarily the test for the innovator or for the
reference product. Depending on monograph instructions, a
labeling statement is not typically required if Test 1 is used.
4.10.20. Acceptance Criteria
The acceptance criteria allow for analytical error, for una-

voidable variations in manufacturing and compounding, and
for deterioration to an extent considered acceptable under
practical conditions. The existence of compendia! accep-
tance criteria does not constitute a basis for a claim that an
official substance that more nearly approaches 100% purity
“exceeds” compendial quality. Similarly, the fact that an ar-
ticle has been prepared to tighter criteria than those speci-
fied in the monograph does not constitute a basis for a
claim that the article “exceeds” the compendial
requirements.
An official product shall be formulated with the intent to

provide 100% of the quantity of each ingredient declared
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on the label. Where the minimum amount of a substance
resent in a dietary supplement is required by law to be
igher than the lower acceptance criterion allowed for in

the monograph, the upper acceptance criterion contained
in the monograph may be increased by a corresponding
amount.
The acceptance criteria specified in individual monographs

and in the general chapters for compounded preparations
are based on such attributes of quality as might be ex-
pected to characterize an article compounded from suitable
ulk drug substances and ingredients, using the procedures

provided or recognized principles of good compounding
practice, as described in these compendia.

4.20. General Chapters
Each general chapter is assigned a number that appears in

angle brackets adjacent to the chapter name (e.g., Chroma-
tography (621)). General chapters may contain the
following:

@ Descriptions of tests and procedures for application
through individual monographs,

® Descriptions and specifications of conditions and prac-
tices for pharmaceutical compounding,

@ General information for the interpretation of the com-
pendial requirements,

@ Descriptions of general pharmaceutical storage, dispens-
ing, and packaging practices, or

® General guidance to manufacturers of official substances
or official products.

When a general chapter is referenced in a monograph,
acceptance criteria may be presented after a colon.
Some chapters may serve as introductory overviews of a

test or of analytical techniques. They may reference other
general chapters that contain techniques, details of the pro-
cedures, and, at times, acceptance criteria.

 

5. MONOGRAPH COMPONENTS
5.10. Molecular Formula
_ The use of the molecular formula for the

ea, Named in defining the requir g
compendial article is intended to designate the chemical en-
tity or entities, as given in the complete chemical name of
the article, having absolute (100%) purity.
5.20. Added Substances
Added substances are presumed to be unsuitable for in-

clusion in an official article and therefore prohibited, if their
presence impairs the bioavailability, therapeutic efficacy, or
safety of the official article; or they interfere with the assays
and tests prescribed for determining compliance with the
compendial standards (see section 3.20 Indicating
Conformance).
The air in a container of an official article may, where

appropriate, be evacuated or be replaced by carbon diox-
ide, hellum, argon, or nitrogen, or by a mixture of these
ases. The use of such gas need not be declared in the
abeling.
5.20.10. Added Substances in Official Substances

Official substances may contain only the specific added
substances that are permitted by the individual monograph.
Such added substances shail not exceed the quantity re-
quired for providing their intended effect. Where such addi-
tion is permitted, the label shall indicate the name(s) and
amount(s) of any added substances).
5.20.20. Added Substances (Excipients and Ingredients)
in Official Products

Suitable substances and excipients such as antimicrobial
agents, pharmaceutical bases, carriers, coatings, flavors, pre-
servatives, stabilizers, and vehicles may be added to an offi-
cial product to enhance its stability, usefulness, or elegance,
or to facilitate its preparation, unless otherwise specified in
the individual monograph.

   

 

 




