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CORRECTIONS OF TEXT ON PAGES xi AND xiii OF USP XX

Advisory Panels to the Subcommittee on Scope and the Subcommittee on Posology and Related Information

In the listing under Panel on Allergy, Immunology, and Connective
Tissue Disease, on page xi, change entry in line 5 to read:
STEVEN R. KAPLAN, M.D., Providence, R. 1.

Members of the Un’ited States Pharmacopeial Convention and the Institutions and Organizations Represented,

as of July 1, 1979

In the listing under National Organizations— American Pharma-
ceutical Association, on page Xiii, change name to read:

EDWARD G. FELDMANN, PH.D.,*

Constitution and Bylaws

THE UNITED STATES

PHARMACOPEIAL CONVENTION

As revised by the Convention

at its Quinquennial meeting, April 17-19, 1980

CONSTITUTION

Article I—Name and Objects

Section I. The corporate name of this corporation shall be
“The United States Pharmacopoeial Convention,” hereinafter
referred to in this Constitution as the Pharmacopeial Conven-
tion.

The alternative spelling, “Pharmacopeial,” also shall be
considered as officiaEe

Section 2.  lIts objects shall be those declared in its Certifi-
cate of Incorporation, and include (a) the revision and publi-
cation of the Pharmacopeia of the United States of America and
the National Formulary, also referred to as The United States
Pharmacopeia and as the USP and as the NF, respectively, and
of the supplements thereto; and (b) the publication regularly or
at suitable times of other information of related scientific pur-
pose. The term authorized shall be applied to such information
when it has been prepared in accordance with the rules and
groccdures adopted by the Committee of Revision, or otherwise

y direction of the Board of Trustees. Approval of the Board
of Trustees shall be required for publication in either case.

Section 3. The Pharmacopeia of the United States of
America and the National Formulary, together with their sup-
plements, are published by and issued under the authority of the
Pharmacopeial Convention; they are prepared and regularly
revised entirely or in part by a committee or committees of
representative medical and pharmaceutical experts and other
apprc()jpriatcly qualified individuals; their primary Furpose is to
provide authoritative standards and specifications for materials
and substances and their preparations that are used in the
practice of the healing arts; they establish titles, definitions,
descriptions, and standards for identity, quality, strength, purity,
packaging and labeling, and also, where practicable, bioavail-

-ability, stability, procedures for proper handling and storage,

and methods for their examination and formulas for their -

manufacture or preparation.

Article IIl—Membership

Section 1. The members of the Pharmacopeial Convention
shall consist of: accredited delegates representing the following
educational institutions, professional and scientific organiza-
tions, and designated divisions of the Federal Government, -
hereafter designated as eligible organizations, and others as
herein provided.

In this Constitution and Bylaws “state” or “United States”
includes each of the several states, the District of Columbia, the
Commonwealth of Puerto Rico, and all territorial possessions
of the United States of America.

(a) Colleges and schools of medicine in the United States,
accredited by the Liaison Committee on Medical Education
sponsored by the Association of American Medical Colleges and
by the Council on Medical Education of the American Medical
Association; colleges and schools of pharmacy in the United
States with programs accredited by the American Council on
Pharmaceutical Education; state medical associations or state
medical societies, which are constituents of the American
Medical Association; and state pharmaceutical associations or
state pharmaceutical societies, which are entitled to voting
delegates in the House of Delegates of the American Pharma-
ceutical Association.

(b) The American Chemical Society, the American Dental
Association, the American Hospital Association, the American
Medical Associatian, the American Nurses Association, the
American Pharmaceutical, Association, the American Society
for Clinical Pharmacology and Therapeutics, the American
Society of Hospital Pharmacists, the American Society for
Pharmacology and Experimental Therapeutics, the American
Society for Quality Control, the American Veterinary Medical
Association, the Association of Foad and Drug Officials, the
Association of Official Analytical Chemists, the Chemical
Manufacturers Association, the Cosmetic, Toiletry, and Fra-
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grance Association, the Health Industry Manufacturers Asso-
ciation, the National Association of Chain Drug Stores, the
National Association of Retail Druggists, the National

Wholesale Druggists’ Association, the Parenteral Drug Asso-

ciation, the Pharmaceutical Manufacturers Association, and
The Proprietary Association; or the successors thereto.

(¢) The Bureau of Medicine and Surgery, United States
Navy; the Department of Medicine and Surgery, Veterans
Administration; the Food and Drug Administration; the Na-
tional Bureau of Standards; the office of the Surgeon General,
United States Air Force; the office of the Surgeon General,
United States Army; the office of the Surgeon General, United
States Public Health Service; the office of the Secretary of the
Department of Health and Human Services; and the Office of
the President of the United States to represent Consumer Af-
fairs; or the successors thereto. )

(d) An individual who has been appointed to be a delegate
by one of not more than five organizations that have beendes-
ignated as eligible organizations by the Board of Trustees. Such
designation by the Board of Trustees shall be effective until the
next stated meeting.

(e) The Officers, the Board of Trustees, and the Chairmen
of Committees directed to report at a stated meeting, serving
by authority of the preceding stated Pharmacopeial Convention
or the Constitution and Bylaws, also shall be members, ex officio,
of the Pharmacopeial Convention. '

(/) Not more than twenty members-at-large, selected by the
Board of Trustees for their special competence in relation to the
administrative or scientific needs of the Pharmacopeia, also shall
be members of the Pharmacopeial Convention until the next
stated meeting.

(g) Not more than five members-at-large selected by the
Board of Trustees to serve as public members also shall be
members of the Pharmacopeial Convention until the next stated
meeting.

(k) Not more than five members-at-large selected by the
Board of Trustees to represent nations, other than the United
States, that give official recognition to the standards of the USP
and the NF also shall be members of the Pharmacopeial Con-
vention until the next stated meeting.

(f) Nominees for elective offices, selected in accordance with
Chapter IX, Sections 2 and 3, of the Bylaws, shall be members
of the Pharmacopeial Convention for the stated mecting when
their names are presented as nominees in accordance with
Chapter 1V, Section 13 (h), of the Bylaws, whether present o
not. :

Section 2. Each eligible organization entitled to represen-
tation in the Pharmacopeial Convention, as provided for in
Article I1, Section 1, of this Constitution shall elect ar appoint
in such manner as it may determine, one delegate and one al-
ternate delegate. One of these shall be accredited and seated
as a member of the Pharmacopeial Convention, as provided in
the Bylaws.

Section 3. Each delegate and alternate delegate, at the time
of his or her election or appointment, and each member of the
Convention, during his or her membership, except those named
under Article 1, Sections 1 (f) and (g), shall be an officer or a
member of the academic staff of the educational institution, an
officer, active member, or employee of the organization, or an
employee of the division of the Federal Government, that he or
she represents.

Section 4. Honorary Members. By unanimous vote the
Board of Trustees may elect honorary members to the Con-
vention in recognition of their distinguished contribution to drug
standardization, the sciences of medicine and pharmacy, and
the public health. Each honorary member shall have the rights,
privileges, and duties prescribed by the Constitution and Bylaws
- and defined by the Board of Trustees except the right to vote,
to hold office, or to otherwise determine the policy and admin-
istration of the Convention.

Article III—Officers

Section 1. The officers of the Pharmacopeial Convention
shall be a President and a Vice-President, each of whom, at the
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titne of his or her election, shall be a member of the Pharmaco-
peial Convention; a Past President; a Treasurer; and a Secretary.
The President, the Vice-President, and the Treasurer shall be
elected by ballot at each stated meeting. The Secretary of the
Board of Trustees shall act as Secretary of the Pharmacopeial
Convention.

Section 2. Vacancies in these offices shall be filled as pro-
yided in the Bylaws.

Article [IV—Board of Trustees

The members of the Pharmacopeial Convention shall elect
a Board of Trustees from the members of the Convention at each
stated meeting, as provided in the Bylaws.

Article V—The General Committee of Revision

The members of the Pharmacopeial Convention shall elect
a General Committee of Revision at each stated meeting, as
provided in the Bylaws. The members of the Committee shall
act as the Committee until its successor committee shall have
been elected and shall have assumed the duties of the Com-
mittee.

Article VI—Meetings

Section 1. The stated meetings of the Pharmacopeial
Convention shall be held in the United States at five-year in-
tervals, beginning in 1980. The Board of Trustees is authorized
to determine the day within the year and the place of the
meeting.

Section 2. The President shall call a special meeting upon
the written request of not fewer than fifty members of the
Pharmacopeial Convention.

Article VII—Quorum

At any session of a meeting of the Pharmacopeial Convention,
one hundred members who are eligible to vote shall constitute
a quorum.

Article VIII—Amendments

Section 1. Every proposition to amend this Constitution,
except as hereinafter provided, shall be submitted to the Board
of Trustees in writing, subscribed to by at least five members of
the Pharmacopeial Convention, not later than one hundred and
twenty days prior to a stated or a special meeting and, after re-
view by the Board, shall be submitted, together with the Board’s
recommendation, not later than sixty days prior to a stated or
a special meeting of the Pharmacopeial Convention, to the
medical and pharmaceutical press, to those authorized to send
delegates to the Pharmacopeial Convention, and to those persqns
who are authorized to attend the stated or a special meeting.
Except as provided in Section 4, at the next ensuing meeting of
the Pharmacopeial Convention, after the expiration of the said
sixty days, upon receiving the affirmative votes of not less than
three-fourths of the members present and voting, the proposition
shall become a part of this Constitution.

Section 2. An amendment also may be proposed in writing
by ten or more members at any session of a stated meeting except
the final session. Such amendment shall be referred to the
Board of Trustees, which shall report upon it at the aext suc-
ceeding session when, upon receiving the affirmative votes of not
less than seven-eighths of the members present and voting, it

.shall become a.part of this Constitution.

Section 3. The Board of Trustees may at its discretion mail
to the members of the Convention a proposition to amend or alter
this Constitution. A period of sixty days shall be allowed for
the submission of comments on the proposition. A summary
of the comments shall accompany the mail ballot by which the
vote of the member may be recorded and returned within ninety
days of the date appearing on the ballot. lipon receiving-the
affirmative vote of seven-eighths of the mémbers voting, with
a total of not less than one hundred members voting, the prop-
osition shall become a part of this Constitution.



Third Supplement, USP-NF
BYLAWS

Chapter I—The President

Section 1. The President shall preside at all meetings of The
United States Pharmacopeial Convention, hereinafter referred
to in these Bylaws as the Pharmacopeial Convention. In the
absence of the President or in the event of his or her inability to
preside, the Vice-President, or in the absence or inability of both,

a President pro tempore, to be appointed by the Board of

Trustees, shall conduct the meeting.

Section 2. The presiding officer shall present an address at
the stated meeting.

Section 3. The presiding officer shall have the right to call
a member to the chair in order that he or she may take the floor
in debate. The presiding officer shall not vote except in case of
a tie, when he or she shall cast the deciding baliot. '

Section 4. Not later than six months before the stated
meeting of the Pharmacopeial Convention, the President shall
appoint, subject to the advice and consent of the Board of
Trustees, five members of the Convention as a Nominating
Committee for Officers and Trustees, two of whom shall be
members of the Board of Trustees. Of the members appointed
from the Board of Trustees, one shall be representative of the
pharmaceutical sciences and one shall be representative of the
medical sciences.

Section 5. The President shall appoint all committees not
otherwise provided for in these Bylaws.

Section 6. Not later than one year prior to the stated
meeting of the Pharmacopeial Convention, the President,
through the Secretary, shall mail a notice of the meeting and a
request to prepare for the authorization or reauthorization of
a delegate and an alternate delegate to each of those organiza-
tions eligible for representation under the Constitution. He or
she shall mail a second notice of the meeting and the request for
the authorization or reauthorization of a delegate and an al-
ternate delegate not later than six months prior to the stated
meeting. He or she shall also request medical, pharmaceutical,
and other appropriate journals to publish the announcement of
the said meeting. At suitable intervals the President, through
the Secretary, may request by mail from an eligible organization,
authorization or reauthorization of a delegate and alternate
delegate. .

Section7. The President shall be a member, ex officio, of
the Board of Trustees, and of all committees except the Com-
mittee of Revision.

Section8. The President shall act as President until his or
her successor shall have been elected and installed.

Section 9. In the event of a vacancy in the office of Presi-
dent, the Vice-President shall become President, or in the event
the Vice-President is unable to serve, the Board of Trustees shall
elect a President. :

Chapter II—The Vice-President

Section 1. The Vice-President shall preside in the absence
of the President or in the event of his or her inability to serve.

Section 2. The Vice-President shall become President in
case of a vacancy in the office of President.

Section 3. 'The Vice-President shall be a member, ex officio,
of the Board of-Trustees. :

Section 4. The Vice-President shall act as Vice-President
until his or her successor shall have been elected and in-
stalled. .

Section 5. A vacancy in the office of Vice-President shall
be filled by the Board of Trustees.

Chapter III—The Past President

Section 1. The Past President shall be the immediate past
president.

Section 2. The Past President shall be a member, ex officio,
of the Board of Trustees.

Section 3. Inthe event the immediate past president is un-
able to serve as Past President, the office shall remain vacant.
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Chapter [V—The Executive Director and Secretary

Section 1. The Executive Director shall be elected by the
Board of Trustees as provided in Chapter VI, Section 18, of these
Bylaws.

ySection 2. The Executive Director shall be a member, ex
officio, and Chairman of the General Committee of Revision
and of the Executive Committee of Revision.

Section 3. The Executive Director shall organize the Gen-
eral Committee of Revision into not fewer than six Subcom-
mittees, each to cover a specific phase of the work of revision.
The rosters of the Subcommittees shali be subject to the advice
and consent of the General Committee of Revision. The Ex-
ecutive Director shall appoint the Chairmen of the Subcom-
mittees, subject to the approval of the respective Subcommittees.
The Executive Directer shalkappoint all other committees re-
quired for the work of revision.

Section 4. The Executive-Director shail have charge of the
work of Revision, and shall cause to be prepared the final
manuscript of The United States Pharmacopeia, the Natjonal
Formulary, and other authorized publications, and any ‘sup-
plementsthereto. - ' R

Section 5. The Executive. Director and the Exécutive
Committee of Revision shall consult on matters of general policy
concerning the planning and executing of the revision of the
Pharmacopeia, the National Formulary, and other authorized
publications, and of supplements thereto. - -

Section 6. Whenever the occasion requires, the Executive
Director shall certify in writing to the Board of Trustees thata
new United States Pharmacopeia and new National Formulary,
or a new supplement, has been completed, that each section of
it has been approved by the Subcommittee to which its revision
or preparation was assigned, and that the text in its entirety has
been approved by the Executive Committee of Revision. The
Executive Director shall also certify in writing to the Board of
Trustees that an authorized publication or its supplement has
been completed in accordance with existing rules and proce-
dures.

Section7. The Executive Director shall present an annual
report to the Board of Trustees and also shall present a report
of the General Committee of Revision at the stated meeting of
the Pharmacopeial Convention. )

Section8. The Executive Director shall fill vacancies in the-
General Committee of Revision with the advice and consent of
the General Committee of Revision and of the Board of
Trustees. o

Section 9. The Executive Director, with the advice and
consent of the Board of Trustees, may appoint a committee
composed of individuals from other nations who by law recognize
or utilize the standards of the United States Pharmacopeia or
the National Formulary to provide advice to the Committee of
Revision.

Section 10.  The Executive Director shall act as Executive
Director until his or her successor shall have been elected and
shall have assumed the duties of the office.

Section 11. In case of a vacancy in the position of Executive
Director, the Chairman of the Board of Trustees shall appoint
an Executive Director pro tempore, who shall serve until an
Executive Director shall have been elected by the Board of
Trustees.

Section 12.  The Executive Director shall serve as the Sec-
retary of the Board of Trustees and as Secretary of the Phar-
macopeial Convention. :

h.S;lecn'on 13.  Acting as the Secretary, the Exccutive Director
shall:

(a) Keep the minutes of each meeting of the Pharmacopeial
Convention and receive all reports, essays, and papers presented
to the said meeting;

(b) Compile abstracts of the proceedings of the stated and

“special meetings and submit them to the Board of Trustees and,

upon its order, arrange for their publication;
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(c) At each stated meeting of the Pharmacopeial Convention,
present a summary of the minutes of the preceding stated
meeting; )

(d) Present a report at the stated meeting of the Pharma-
copeial Convention; J .

(e) Present to the Pharmacopeial Convention papers handed
in for such purpose by the President;

+Record the ayes and nays when required;

&)) Notify the cl)xlairman and other members of each com-
mittee of their appointment, giving each member the name of
the chairman of that committee and the names of the members
and stating the business upon which the committee is to act;

(#) Immediately before the opening of the stated meeting
of the Pharmacopeial Convention, post, in a conspicuous place
in the meeting hall, a roll containing the names of the Officers
of the Pharmacopeial Convention, the members of the Board
of Trustees, the members of the General Committee of Revision,
the Chairmen of Committees directed to report at the stated
meeting, the persons selected by the Board of Trustees as
members-at-large, the organizations designated as eligible or-
ganizations by the Board of Trustees, the persons selected by the
Nominating Committee for Officers and Trustees as nominees
for elected office, the delegates whose credentials have been
approved by the Credentials Committee, and the order of
‘business; ,

(1) During the stated meeting of the Pharmacopeial Con-
vention, provide for each member two official ballots. One
ballot shall contain the names of those nominated for President,
for Vice-President, and for Treasurer of the Pharmacopeial
Convention, and for the seven elective memberships on the Board
of Trustees. A second ballot shall contain the names of those
nominated for the General Committee of Revision, classified
according to the outline of specific classifications of service

repared by the Executive Committee of Revision as provided
in Chapter VII, Section 13, of these Bylaws, and designate the
nur}lber to be elected in each classification, as provided in said
outline; :

(/) Deliver all reports, papers, and other documents of the
Pharmacopeial Convention to the Board of Trustees;

(k) Issue such notices, announcements, and requests as

provided for in Chapter I, Section 6, of these Bylaws, together
with credential forms which shall be mailed with the second
notice, and also mail the notices of special meetings as provided
in S?agter XIII, Section 1, of these Bylaws;
Committee of Revision, not later than 90 days prior to the stated
meeting of the Pharmacopeial Convention, all recommendations
that have been submitted for membership .on the General
Committee of Revision; :

(m) Acknowledge in writing the receipt of all resignation
of membership and report them to the Board of Trustees;

(n) Serve as Secretary of all committees appointed by the
President.

. Section 14. In the absence of the Executive Director or in
the event of his or her inability to serve as Secretary, the

» Chairman of the Board of Trustees shall appoint a Secretary pro
tempore.

Section 15. The Executive Director shall act as Secretary

. u?t!il his or her successor shall have assumed the duties of the
office.

Chapter V—The Treasurer
~ Secfion 1. The Treasurer shall receive all moneys coming

from any source to the Pharmacopeial Convention and shall pay’

out moneys only on the authorization of and in accordance with

the procedures adopted by the Board of Trustees.

- Section2. The Treasurer shall present annually to the Board
of Trustees a complete financial statement and shall present at
the stated meeting of the Pharmacopeial Convention a complete
financial statement for the period since the preceding stated
meeting. . :

The abovg statements of the Treasurer shall be audited by a
certified public accountant. :

ubmit to the Nominating Committee for the General
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Section 3. The Treasurer shall be a member, ex officio, of
the Board of Trustees.

Section 4. During any temporary disability or absence of
the Treasurer, an ‘Acting Treasurer may be appointed by the
Board of Trustees to serve in place of the Treasurer.

Section 5. The Treasurer shall act as Treasurer until his or
her successor shall have been elected and installed.

Section6. A vacancy in the office of Treasurer shall be filled

" by the Board of Trustees.

Chapter VI—The Board of Trustees

Section 1. The Board of Trustees shall consist of seven
members of the Pharmacopeial Convention elected by plurality
vote at the stated meeting; and the President, the Past President,

" the Vice-President, and the Treasurer, ex officio.

Of the seven elected members of the Board of Trustees, at
least two shall be representative of the pharmaceutical sciences,
and at least two shall be representative of the medical sciences.
At least one of the elected members of the Board of Trustees
shall be a public member.

The members of the Board of Trustees shall not be members

of the General Committee of Revision.
- No person shall be eligible to be an elected member of the
Board of Trustees who, at the adjournment of the stated meeting,
shall have served two successive terms as an elected member of
the Board of Trustees.

Section 2. The officers of the Board of Trustees shall consist
of a Chairman who shall be elected by a majority vote of the
Board, and a Secretary. The Chairman of the Board of Trustees
shall serve as a member, ex officio, of the Credentials Com-
mitice. The Secretary of the Board of Trustees need not be a
member of the Bozrd of Trustees or a member of the Pharma-
copeial Convention. The Secretary of the Board of Trustees
shall serve as Secretary of the Convention.

Section 3. The Board of Trustees shall have the right to
transact business by correspondence. A motion by mail shall
require na seconder.

Section 4. The Board of Trustees shall meet annually at
such time anq[place as it shall determine. Special meetings of
the Board of Trustees shall be called upon tge written request
of at least four members. The Chairman shall have the right
to call a special meeting whenever he shall deem it necessary.
Six members of the Board of Trustees shall constitute a

- quorum,

Section 5. Members of the Board of Trustees may partici-
pate in a special meeting of such Board by means of a telephone
conference or similar communications equipment by means of
which all persons participating in the meeting can hear each
other at the same time, and participation by such means shall
constitute presence in person at a meeting.

Section6. No member of the Board of Trustees shall receive
compensation for his services. Members of the Board of
Trustees shall be reimbursed from the funds of the Pharmaco-
peial Convention for traveling and other necessary expenses that -
may be incurred by them in the performance of their duties.

Section7. The Board of Trustees shall manage and control
the affairs, funds, and property of the Pharmacopeial Conven-
tion, except as is herein otherwise provided.

The Board of Trustees may invest the funds of the Pharma-
copeial Convention, authorize the payment of all moneys due
for services performed, transact business involving financial or
other matters that may be for the best interests of the Pharma-
copeial Convention, and perform such other duties as the
Pharmacopeial Convention may direct. Any and all contracts
or agreements authorized by the Pharmacopeial Convention or
by the Board of Trustees shall be executed on behalf of the
Pharmacopeial Convention by the Chairman and the Secretary
of the Board of Trustees, or by such other person or persons as
the Board may designate.

Section 8.  The Board of Trustees shall authorize a general
revision of the United States Pharmacopeia, the National For-

. mulary, or other authorized publication at suitabie intervals and

such supplements during the intervening periods as may be
deemed necessary. ‘



v

Third Supplement, USP-NF

Upon receipt of written certification from the Executive Di-
rector that a new United States Pharmacopeia or National
Formulary or a new supplement has been completed, that each
section of it has been approved by the Subcommittee to which

" its revision or preparation had been assigned, and that it has been

approved in its entirety by the Executive Committee of Revision,
the Board of Trustees shall then act upon releasing the text and
upon designating the date when it is to become official, said date
to be reasonably distant from the date of its release. Upon the
receipt of written certification from the Executive Director that
an authorized publication or supplement has been completed
in accordance with the rules and procedures adopted under
Section 9, the Board of Trustees shall then act upon releasing
the text.

Section 9. The Board of Trustees shall review all rules and
procedures made or adopted by the General Committee of Re-
vision and the Executive Committee of Revision and shall de-
termine whether the rules and procedures conflict with the
Constitution and Bylaws and whether they are sufficient to in-
sure the accuracy and adequacy of the text of the Pharmacopeia
and the National Formulary and other authorized publications.
The Board shall determine whether such rules and procedures
shall be sufficient to provide adequate notice and opportunity
for comment and full and impartial consideration of all proposed
changes in, and additions to, the text. Where such conflict or
insuf%ciency is found, the Board shall propose such amendments
as may be indicated and, after having given the General Com-
mittee of Revision and the Executive Committee of Revision an
opportunity to be heard, shall revise or modify the rules and
procedures to bring about conformity with the Constitution and

_ Bylaws and to insure their sufficiency.

Section 10. The-Board of Trustees shall be informed of the
decisions of the Executive Committee of Revision on appeals for
reconsideration, revision or abrogation of standards adopted and
decisions made by a USP Subcommittee of Revision and, upon
consideration of tﬂe facts, may request the Executive Committee
to review its decision. '

Section 11. -The advice and consent of the Board of Trustees
shall be required for filling vacancies on the General Committée
of Revision.

Section 12. Upon recommendation of the Executive
Comnmittee of Revision, the Board of Trustees may remove any
member of the General Committee of Revision for cause.

Section 13. - The Board of Trustees shall issue an annual
financial report of the Pharmacopeial Convention audited by
a certified public accountant. )

Section 14. The Board of Trustees shall arrange for the
bonding of Officers and employees to the extent necessary to
protect the interests of the Pharmacopeial Convention.

Section 15. The Board of Trustees shall maintain a head-
%uarters. for conducting the business of the Pharmacopeial

onvention.

Section 16.  In the absence of or in the event of the inability
of the President and Vice-President to preside at-a meeting of
the Pharmacopeial Convention, the Board of Trustees shall
appoint a President pro tempore to conduct the meeting.

Section 17. During any temporary inability or absence of
the Treasurer, an Acting Treasurer may be appointed by the
Board of Trustees.

Section 18. At least sixty days prior to each stated meeting
of the Pharmacopeial Convention, or at any time in the event
of a vacancy in the position, the Board of Trustees shall elect an
Executive Director. The Executive Director shall serve at the
will of the Board of Trustees. In case of a vacancy in the posi-
tion of Executive Director, the Chairman of the Board of
Trustees shall appoint an Executive Director pro tempore, who
shall serve until the Board of Trustees shall have elected an
Executive Director. The Board of Trustees may request the
advice of the Executive Committee of Revision before electing
an Executive Director.

Section 19. The Board of Trustees shall provide for such
assistants to the Executive Director as may be deemed neces-
sary.

Section 20. The Board of Trustees shall select four members
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of the Pharmacopeial Convention, at least two of whom are
representative of the medical and pharmaceutical sciences, who
are neither members of the General Committee of Revision or -
of the Board of Trustees, nor salaried employees or Officers of
the Pharmacopeial Convention, to serve on the Nominating
Committee for the General Committee of Revision.

- Section 2]1. Prior to each stated meeting of the Pharmaco-
peial Convention, the Board of Trustees may select not more
than twenty persons for their special competence in relation to
the administrative or scientific needs of the Pharmacopeia, to
be members-at-large of the ensuing Pharmacopeial Conven-
tion.

Section 22.  Prior to each stated meeting of the Pharmaco-
peial Convention, the Board of Trustees may select not more
than five persons to be members-at-large of the ensuing Phar-
macopeial Convention to serve as public members.

Section 23.  Prior to each stated meeting of the Pharmaco-
peial Convention, the Board of Trustees may select not more
than five persons to serve as members-at-large of the ensuing
Pharmacopeial Convention to represent nations, other than the
United States, that give official recognition to the standards of
the USP and the NF.

Section 24.  The Board of Trustees may designaternot more
than five organizations as eligible organizations until the next
stated meeting and request the appointment of one delegate b
each, who, upon approval of the Credentials Committee, shall
be seated as a member of the Pharmacopeial Convention.

Section 25. The Board of Trustees may invite the national
professional medical and pharmaceutical associations of other
nations to send representatives as observers to a stated meeting
of the Pharmacopeial Convention.

Section 26. The Chairman of the Board of Trustees shall
grescm a report for the Board at each stated meeting of the

harmacopeial Convention.

Section 27. The Board of Trustees shall receive from the
Secretary abstracts of the stated and special meetings of the
Pharmacopeial Convention and shall arrange for their fubli-
cation.

Section 28. The Board of Trustees shall receive and review
any proposition to amend the Constitution and Bylaws and shall
recommend such action as it deems advisable as provided in the
Constitution and Bylaws. :

Section 29. .The Board of Trustees shall fill vacancies for
unexpired terms of office of the seven elected members of the
Board of Trustees, each of whom, at the time of his or her elec-
tion, shall be a member of the Pharmacopeial Convention;the
President, in case the Vice-President is unable to serve; the
Vice-President; the Treasurer; and the Executive Director and
Secretary; as herein provided.

Section 30. Any officer or member of the Board of Trustees
may be removed for cause by the Board of Trustees by an af-
firmative vote of not less than two-thirds of the members of the
Board, other than himself or herseif.

Section 31.  The Board of Trustees shall approve the outline
of specific classifications of service prepared by the Executive

-Committee of Revision and deemed necessary for the work of

the next revisions of the United States Pharmacopeia, the Na-
tional Formulary, and other authorized publications, and the
number of persons to be elected to each classification.

Chapter VII—The General and Executivz
Committees of Revision :

Section 1. The General Committee of Revision shall be
composed of appropriately qualified individuals, including public
members, together with the Executive Director, ex officio. The
General Committee of Revision shall be elected at the stated
meeting by a plurality of the votes cast by the members of the
Pharmacopeial Convention as provided in these Bylaws. The
Executive Director shall be Chairman of the General Committee
of Revision.

Section 2. The General Committee of Revision shall be
organized by the Executive Director into not fewer than. six
Subcommittees, each to cover a specific portion of the work of
revision. The General Committee of Revision may also be or-
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ganized by the Executive Director with the approval of the Board
-of Trustees into appropriate divisions; each of these may be
under the supervision of a Director, who shall act under the
authority of the Executive Director. The rosters of the Sub-
committees shall be subject to the advice and consent of the
General Committee of Revision. The appointment of the
Chairmen of the Subcommittees by the Executive Director shall
be subject to the approval of the respective Subcommittees.

No person who, during his or her service on the Committee,
has a direct or indirect financial interest that conflicts or appears
to conflict with his or her duties and responsibilities, may par-
ticipate in the selection for admission to the United States
Pharrhacopeia or the National Formulary of therapeutic articles
in which he or her has any financial interest,

Section 3. During the period between stated meetings ad-
ditional Committee members may be added to the Committee
of Revision if the Executive Committee and the Board of
Trustees determine that such a need exists. Members Jf the
Convention shall be requested to submit the names of persons
whose qualifications entitle them to consideration as nominees
for membership on the General Committee of Revision. The
Executive Committee, insofar as possible, shall nominate twice
the number of qualified persons, from among whom the Com-
mittee of Revision shall elect the additional Committee members
who shall be added to the Committee roster until the next stated
meeting.

Section 4. The Chairmen of the Subcommittees and the
Executive Director, ex officio, shall constitute the Executive
Committee of Revision. The Executive Director shall be
Chairman of the Executive Committee.

Section 5. The General Committee of Revision and the
Executive Committee of Revision shall make such rules and
adopt such procedures, not in conflict with the Constitution and
Bylaws, as are sufficient to insure the accuracy and adequacy
of the text of the Pharmacopeia and the National Formulary and
other authorized publications, and to provide for adequate notice
and opportunity for comment and full and impartial consider-
ation of all proposed changes in, and additions to, the text, as
may be necessary to the proper discharge of their respective
functions. The rules and procedures shall be made available
to the Members of the Pharmacopeial Convention for comment.
The Committee shall submit the rules and procedures so made
or adopted for review by the Board and shall comment upon any
proposals made by the latter pursuant to such review.

Section 6. Each Subcommittee shall undertake the revision
and preparation of assigned portions of each new Pharmacopeia
and National Formulary, and other authorized publications,
having regard for the principles of revision laid down by the
Pharmacopeial Convention at the last meeting. Upon com-
pletion of its assignment, each Subcommiittee shall review, with
a view to approval, the final text of those portions for which it
has been responsible.

Section 7. The General Committee of Revision, through
the Executive Director, shall present a report at the stated
meeting of the Pharmacopeial Convention.

Section 8. The Chairmen of the Subcommittees shall be
members, ex officio, of the Nominating Committee for the
General Committee of Revision.

Section 9. A vacancy in the General Committee of Revision
shall be filled by the Executive Director with the advice and
consent of the General Committee of Revision and of the Board
of Trustees. _

Section 10. The Executive Commrittee and the Executive
Director shall consult on matters of general policy concerning
the planning and executing of the revision of the Pharmacopeia
and the National Formulary and other authorized publications
and of supplements thereto. The Executive Committee shall
review, with a view to approval, the proposals of all Subcdm-
mittees and other committees for monographs on articles newly
admitted and for revisions of, additions to, and deletions from
existing text. The Executive Committee shall authorize that
appropriate publicity be given to all such proposals prior to their
final approval and shall consider suggestions for changes arising
from the publicity thus given.
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Section 11. The Executive Committee of Revision shall
receive and rule upon all appeals for reconsideration, revision
or abrogation of standards adopted and decisions made by a USP
Subcommittee. Each decision of the Executive Committee of
Revision on such appeals shall be referred to the Board of
Trustees which, upon consideration of the facts, may request the
Executive Commuittee to review its decision. After such review,
which shall be given as promptly as practicable, the Executive
Committee may reaffirm its decision by an affirmative vote of
four-fifths of the members of the Committee. Lacking a
four-fifths affirmative vote, the question shall be returned to the
USP Subcommittee concerned for additional study.

Section 12. The Executive Committee of Revision shall
approve the completed text before a new United States Phar-
macopeia or a new National Formulary or a new supplement is
released for publication.

Section 13. At least one year before the stated meeting of
the Pharmacopeial Convention, the Executive Committee of
Revision shall prepare and publish an outline of specific classi-
fications of service decmed necessary to the efficient prosecution
of the work of the next revisions of The United States Pharma-
copeia and the National Formulary and other authorized pub-
lications and a statement of the number of persons to be elected
in each classification. Upon approval of the Board of Trustees,

 this outline shall be followed in submitting to the Nominating

Committee for the General Committee of Revision the names
of persons to be considered for membership on the General
Committee of Revision that is to be elected at the forthcoming
stated meeting of the Pharmacopeial Convention.

Section 14. The Executive Committee of Revision may

recommend to the Board of Trustees the removal, for cause, of

any member of the General Committee of Revision.

Chapter VIII—The Committee on Resolutions

Section 1. The Committee on Resolutions, hereinafter re-
ferred to in this Chapter as the Committee, shall consist of five
members of the Pharmacopeial Convention.

Prior to the stated meeting of the Pharmacopeial Convention,
the President shall appoint five members of the Pharmacopeial
Convention to serve as members of the Committee, one of whom
shall be designated as Chairman, and such additional associates,
who need not be members of the Convention, as may be required
to aid the Committee. '

Section 2. The Committee shall be responsible for reviewing
the recommendations made in the addresses and reports of the
Officers,, Committees, and Board of Trustees; reviewing reso-
lutions that have been submitted to it in written form at least 30
days prior to a stated meeting by eligible organizations and prior
to the first session by individual members of the Pharmacopeial
Convention, conferring with the parties concerned whenever
necessary about the intent or any other aspect of the resolution;
for drafting statements in resolution form that shall reflect the
official policy of the Pharmacopeial Convention; and for pre-
senting all resolutions to the Convention for consideration, unless
later introduction of a resolution by a member is permitted by
two-thirds vote of the members present and voting.

Section 3. The Committee shall make an initial report in
at least one session prior to the Final Session of the meeting; the
final report of the Committee and the vote on the resolutions
ssubn_litted by the Committee shall be conducted in the Final

ession.

Chapter IX—The Nominating Committee
for Officers and Trustees

Section 1. The Nominating Committee for Officers and
Trustees, hereinafter referred to in this Chapter as the Com- .
mittee, shall consist of five members of the Pharmacopeiat”
Convention, one of whom shall be designated as Chairman,
appointed by the President with the advice and consent of the
Board of Trustees, not later than six months before the stated
meeting. ‘

Section 2. The Committee shall nominate from the mem-
bership of the Pharmacopeial Convention or the General
Committee of Revision two members for the office of President,
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two members for the office of Vice-President, and one or more
persons, who need not be members of the Convention, for the
office of Treasurer.

Section 3. The Committee shall nominate from the mem-
bership of the Pharmacopeial Convention or the General
Committee of Revision fourteen members for the ¢lected office
of Trustee, divided into four classes: four shall represent
pharmaceutical sciences; four shall represent medical sciences;
four shall be without restriction concerning their affiliations;
and two shall represent the public. )

Section 4. The report of the Committee shall be submitted
to the Secretary of the Pharmacopeial Convention not later than
sixty days before the stated meeting; not later than forty-five
days bet{)re the stated meeting, the Secretary shall notify the
nominees of their selection by the Committee and the date of the
stated meeting.

Section 5.  The Committee shall present its report to the
Convention, at which time additional nominations of Convention
or Committee of Revision members may be made from the floor
for Officers and the Board of Trustees, which shall be seconded
by at least four members of the Pharmacopeial Convention and
submitted in writing at once to the Secretary. A nomination
for Trustee shall indicate in which of the four classes the nomi-
nation is being made.

Chapter X—The Nominating Cémmittee for
the General Committee of Revision

Section . The Nominating Committee for the General
Comnmittee of Revision, hereinafter referred to in this Chaspter
as the Committee, shall consist of the Chairmen of the Sub-
committees of the General Committee of Revision, ex officio,
together with four members of the Pharmacopeial Convention
at least two of whom are representative of the medical and
pharmaceutical sciences, selected by the Board of Trustees, as
provided in Chapter VI, Section 20, of these Bylaws. The
President of the Pharmacopeial Convention and the Exgcutive
Director shall be members, ex officio, of the Committe&

The Committee shall be organized at least one year pNor to
the stated meeting of the Pharmacopeial Convention and shall
elect its own Chairman. The Secretary of the Convention shall
serve as Secretary of the Committee.

Section 2. Not later than seven months prior to the stated
meeting of the Pharmacopeial Convention, the Secretary of the
Committee shall issue to all who are entitled to representation
in the Pharmacopeial Convention, as provided in Article II,
Section 1, of the Constitution, and to the members of the General
Committee of Revision, a request that they submit the names
of persons whose qualifications entitle them to consideration as
nominees for membership on the General Committee of Revi-
sion. Each name submitted shall be accompanied by a state-
ment on an official form supplied by the Committee indicating
affiliations, academic and professional backgrounds, and the
qualifications for the specific classification or classifications of
membership on the General Committee of Revision as set forth
in the outline referred to in Chapter VII, Section 13, of these
Bylaws. All recommendations shall be mailed to the Secretary
ofy the Pharmacopeial Convention not later than one hundred
and twenty days prior to the stated meeting.

All recommendations received by the Secretary shall be
submitted to the Committee not later than ninety days prior to
the stated meeting and shall be given primary consideration by
the Committee in selecting nominees for membership on the
General Committee of Revision.

Section 3. At the stated meeting of the Pharmacopeial
Convention, the Committee shall submit, through the Secretary,
to each member, a list of names of persons whom it deems
qualified to serve on the General Committee of Revision, to-
gether with a statement covering the classification or classifi-
cations of the work of revision for which each nominee is deemed
best qualified, and the affiliations, academic and professional
backgrounds and specific qualifications of each nominee.

The Committee shall nominate, insofar as possible, twice the
number of qualified persons to be elected to meet each need
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shown in the outline referred to in Chapter VII, Section 13, of
these Bylaws.

Additional nominations may be made from the floor for
membership on the General Committee of Revision and shall
be seconded on the floor by at least four members of the Phar-
macopeial Convention. Each such nomination shall be sub-
mitted on the official form and preserited at once to the Secretary
of the Pharmacopeial Convention.

Chapter XI—The Credentials Committee

Section 1. The Credentials Committee shall consist of five
members and shall be appointed by the President, who shall also
appoint the Chairman, not later than sixty days after the stated
meeting of the Pharmacopeial Convention. The Chairman of
the Board of Trustees, and the President, and the Secretary of
the Pharmacopeial Convention shall be members, ex officio, of
the Credentials Committee. Members of the Credentials
Committee shall retain their Pharmacopeial Convention
membership until their successors are appointed.

Section 2. The Credentials Committee shall examine
carefully the credentials of all delegates or alternate delegates
in the absence of delegates. Credentials issued in blank, with
the names of the delegates and alternate delegates to be inserted
subsequently by other than the regularly constituted officers of
the appointing educational institution, organization, or desig-
nat divisiogrof the Federal Government shall not be accepted.
Credential forms presented for the first time at a meeting shall
be independently verified before acceptance. “Immediately prior
to the opening of the stated meetirig of the Pharmacopeial
Convention, the Committee shall furnish to the Secretary of the
Pharmacopeial Convention a list of delegates whose credentials
have been approved by the Committee and a list of alternate
dglcgates whom it has approved in lieu of delegates who are
absent.

Section 3. The Credentials Committee shall make a report
to the Pharmacopeial Convention concerning all credentials that
have net been approved. A majority vote of the members of the
Pharmacopeial Convention shall be required to overrule a de-
cision of the Credentials Committee.

Chapter XIi —Members

Section 1.  Each delegate shall present his credentials to the
Credentials Conimittee and, upon report by that Committee that
the credentials are approved, shall be accredited and be seated
as a member. Ifa (ﬁ:legate is absent from the stated meeting
the alternat. delegate shall present credentials as Alternate
Delegate to the Credentials Committee and, upon report that
the credentials are approved, shall be accredited and be seated
as the member for that stated meeting.

Section 2. The Officers of the Pharmacopeial Convention,
the Board of Trustees, the Chairmen of Committees directed
to report at the stated meeting, serving by authority of the pre-
ceding stated Pharmacopeial Convention or the Constitution
and Bylaws shall be members, ex officio, of the Pharmacopeial
Convention. The persons selected by the Board of Trustees as
members-at-large shall be members of the Convention.

Section 3.  Nominees selected by the Nominating Com-
mittee for Officers and Trustees for the Board of Trustees, the
office of President and the office of Vice-President shall be
members of the Pharmacopeial Convention for the stated
meeting when their names are presented as nominees in accor-
dance with Chapter 1V, Section 13 (d), of the Bylaws, whether
present or not. ’

Section 4. A member of the Pharmacopeial Convention
shall continue to be a member until the next stated meeting of
the Convention unless he or she dies, resigns, or fails to meet the
requirements as provided in Article II, Section 3, of the Con-
stitution or until his or her successor has been authorized by the
Eligible Organization and his or her successor’s credentials
approved by the Credentials Committee. .

Section 5. A member shall represent not more than one
educational institution, organization, or designated division of
the Federal Government.

Section 6. A member may be expelied for i;npropcr conduct
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or for violation of the Constitution and Bylaws, by a vote of not
less than two-thirds of the members present and voting.
Section 7. Resignations of membership in the Pharmaco-
peial Convention shall be submitted in writing to the Secretary
of the Convention. All resignations shall be acknowledged in
writing by the Secretary and shall be reported to the Board of

Trustees.

Chapter XIII—Meetings

Section 1. Meetings of the Pharmacopeial Convention shall
be held as provided in Article VI of the Constitution,

The call for a stated meeting of the Pharmacopeial Conven-
tion shall be issued as provided in Chapter I, Section 6, of these
Bylaws.

The call for a special meeting of the Pharmacopeial Con-
vention shall state the purpose for which the meeting is called,
and shall be mailed by the Secretary to all members and to all
those entitled to representation under the Constitution, not later
than sixty days prior to the meeting. The business of a special
meeting shall be limited to the purpose for which the meeting
has been called.

Section 2. Each stated or special meeting of the Pharma-
copeial Convention shall consist of an opening and a final session,
and such number of intervening sessions as the Convention may
direct in order to conduct the business of the Convention. At
least one hour shall elapse between any two sessions, and no
session shall be opened at a time earlier than that announced at
the session immediately preceding.

Any session may be recessed by a majority vote and shall be
reconvened at the time specified in the recess motion.

Section 3. The Secretdry, with the advice of the President,
shall prepare the order of business for each stated meeting and
shall distribute it to the Members, Delegates, and Alternate
Delegates at least 30 days prior to the meeting. That order of
business shall govern unless otherwise directed by the affirmative
votes of not less than two-thirds of the members present and
voting.

On all questions of procedure, the latest edition of Robert’s”
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Rules of Order, Newly Revised, shall prevail, unless otherwise
specified herein.

Chapter XIV—The Corporate Seal

The seal of the Corporation shall contain the words: “The
United States Pharmacopeial Convention. Corporate—
1900—seal, D. C.”

Chapter XV—Amendments

Section 1. Every proposition to amend these Bylaws, except
as hereinafter provided, shall be submitted in accordance with
the procedures to amend the Constitution as set forth in Article
VIII, Sections 1 and 2, of the Constitution, and shall, under ei-
ther procedure, upon receiving the affirmative votes of not less
than three-fourths of the members present and voting, become
a part of these Bylaws.

Section 2. The Board of Trustees may at its discretion mail
to the members of the Pharmacopeial Convention a proposition
to amend or alter these Bylaws. A period of sixty days shall be
allowed for the submission of comments on the proposition. A
summary of the comments shall accompany the mail ballot by
which the vote of the member may be recorded and returned
within ninety days of the date printed on the ballot. Upon re-
ceiving the affirmative vote of seven-eighths of the members
voting, with a total of not less than one hundred members voting,
it shall become a part of these Bylaws.

Chapter XVI—Dissolution

In the event of dissolution of the Corporation, the Board of
Trustees shall after paying or making provision for the payment
of all of the liabilities of the Corporation, dispose of all of the
assets exclusively for the purposes of the Corporation in such
manner as the Board of Trustees shall determine to such orga-
nization or organizations, organized and operated exclusively
for charitable, educational or scientific purposes as at the time
shall qualify as an exempt organization or organizations under
Section 501(c) (3) of the Internal Revenue Code of 1954 (or the
corresponding provision of any future United States Internal
Revenue Law).



Admaissions

New Monographs Appearing for the First Time in This Supplement

USP XX

Amoxicillin Tablets

Ascorbic Acid Oral Solution
Azatadine Maleate
Bacampicillin Hydrochloride
Bacitracin Zinc Ointment
Sterile Bacitracin Zinc
Bromocriptine Mesylate
Bromocriptine Mesylate Tablets
Carbidopa and Levodopa Tablets
Castor Oil Emulsion

Cefadroxil Tablets

Sterile Cefotaxime Sodium
Cinoxacin

Cinoxacin Capsules

Clemastine Fumarate

Ergoloid Mesylates

Ergoloid Mesylates Tablets
Erythromycin Capsules

Sterile Gentamicin Sulfate
Sterile Lincomycin Hydrochloride
Metoprolol Tartrate

Metoprolol Tartrate Tablets
Miconazole

Miconazole Injection

Neomycin Sulfate and Hydrocortisone Otic Suspension
Phendimetrazine Tartrate

Phendimetrazine Tartrate Capsules

Phendimetrazine Tartrate Tablets

Polymyxin B Sulfate and Hydrocortisone Otic Solution
Quinestrol .

Quinestrol Tablets

Secobarbital Sodium and Amobarbital Sodium Capsules
Sodium Acetate Solution

Dibasic Sodium Phosphate

Thiamine Hydrochloride Elixir

Thiamine Mononitrate Elixir

Thonzonium Bromide

Tobramycin Ophthalmic Solution

Sterile Tobramycin Sulfate e

Triamcinolone Acetonide Lotion

Vidarabine Concentrate for Injection

Zomepirac Sodium

Zomepirac Sodium Tablets

NF XV

Diethyl Phthalate

Changes in Official Titles, Appearing for the First Time in This Supplement

New Title Former Title

Methenamine and Monobasic Sodium Phosphate Tablets Methenamine and Sodium Bipiosphate Tablets
Monobasic Sodium Phosphate Sodium Biphosphate
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Important—New Changes Adopted Since the Previous Supplement and Addendum and the Second and
Third Interim Revision Announcements Were Published Pertain to the Following Titles.

ANNOTATED LIST

Monographs, General Chapters, Reagents, and Tables Affected by Changes
Appearing for the First Time in This Supplement

Page citations refer to the pages of this Supplement.
Note—The absence of a parenthetic term after the
section heading denotes a change in the text, as dis-

tinguished from a newly added or deleted section.

Monographs (USP XX)

Acetophenazine Maleate Tablets, 30
Disintegration (deleted)
Dissolution (added)

Alcohol, 31
Identification (test B)
Acetone and isopropyl alcohol

Dehydrated Alcohol, 31
ldentification (test B)
Acetone and isopropyl alcohol

Rubbing Alcohol, 31
Labeling (added)

Alum, 32
Arsenic

Alumina and Magnesia Tablets, 32
Disintegration

Aluminum Chloride, 33
Arsenic

Aluminum Hydroxide Gel, 33
Arsenic

Dried Aluminum Hydroxide Gel, 33
Arsenic

Dried Aluminum Hydroxide Gel Tablets, 33
Disintegration

Aluminum Phosphate Gel, 33
Arsenic

Aluminum Sulfate, 33
Arsenic

Amantadine Hydrochloride Capsules, 33
Dissolution (added)

Amikacin, 34
Reference standard
Identification (added)
Specific rotation
Safety (added)
pH
Water
Residue on ignition
Crystallinity (added)

Other requirements (deleted)
Assay (added)

Amikacin Sulfate Injection, 34
Definition
Reference standard (added)
Identificafion (added)
Pyrogen (added)

Safety (added)

- pH

Other requirements
" Assay (added)

Aminocaproic Acid Tablets, 34
Disintegration (deleted)
Dissolution (added)

Aminophylline, 35
Definition
Water

Aminophylline Enema, 35
Packaging and storage
Amin(;‘phylline Injection, 35
Packaging and storage
Amirophylline Tablets, 35
Disintegration (deleted)
Dissolution (added)
Aminosalicylate Calcium Capsules, 35
Dissolution (added)
Aminosalicylate Calcium Tablets, 35
Disintegration (deleted)
Dissolution (added)
Aminosalicylate Potassium Tablets, 35
Disintegration (deleted)
Dissolution (added)
Aminosalicylate Sodium Tablets, 35
Disintegration (deleted)
Dissolution (added)
Amoxicillin, 36
Definition
Reference standard
Identification (added)
Safety (added)
pH
Water
Crystallinity (added)
Concordance (added)
Amoxicillin content (deleted)
Content of amoxicillin (added)
Other requirements (deleted)
Assay (added)
Amoxicillin Capsules, 37
Definition
Reference standard (added)
Identification (added)
Weight variation (added)
Water
Other requirements (deleted)
Assay (added)
Amoxicillin for Oral Suspension, 37
Definition
Reference standard (added)
Identification (added)
pH
Water
Other requirements (deleted)
Assay (added)
Amoxicillin Tablets (new), 38
Ampicillin, 38
Labeling (added)
Reference standard
Identification (added)
Pyrogen (added)
Safety (added)
pH
Loss on drying
Crystallinity (added)
Concordance (added)
Ampicillin content (deleted)
Content of ampicillin (added)
Other requirements (deleted)
Assay (added)
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Ampicillin Capsules, 39
Definition
Reference standard (added)
ldentification (added)
Dissolution (added)

Weight variation (added)
" Loss ondrying
Assay (added)

Sterile Ampicillin for Suspension, 39
Reference standard (added)
Identification (added)
Pyrogen (added)

Safety (added)
H

P

Loss on drying
Other requirements
Assay (added)

Ampicillin for Oral Suspension, 40
Definition
Reference standard (added)
Identification (added)
pH .

Water :
Assay (added)

Ampicillin Tablets, 40
Definition
Reference standard (added)
Identification (added)
Disintegration (deleted)
Dissolution (added)

Weight variation (added)
Loss on drying

Water

Assay (added)

Sterile Ampicillin Sodium, 41
Reference standard
Identification (added)

Pyrogen (added)

_ Safety (added)
pH
Water
Crystallinity (added)

Concordance (added)
Ampicillin content (deleted)
Content of ampicillin (added)
Other requirements

Assay (added)

Anileridine Hydrochloride Tablets, 41
Disintegration (deleted)
Dissolution (added)

Anticoagulant Citrate Phosphate Dextrose Solution, 42
Definition
Assay for free citric acid
Assay for sodium biphosphate

Arginine Hydrochloride, 43
Arsenic

Ascorbic Acid Oral Solution (new), 43

Aspirin Suppositories, 44
Non-aspirin salicylates (subsection Procedure)

Atropine Sulfate Injection, 45
Identification .
Assay (subsection Chromatographic system)

Azatadine Maleate (new), 46

Bacampicillin Hydrochloride (new), 46

Bacitracin, 47
Labeling (added)

Reference standard
ldentification (added)
Safety (added)

H

P
Loss on drying
Other requirements (deleted)
. Assay (added)
" Bacitracin Ointment, 47
Definition
Reference standard (added)
Water
Assay (added)

Admissions | Latest Changes

Bacitracin Ophthalmic Ointment, 47
Definition
Reference standard (added)
Sterility (added)
Water
Metal particles (added)
Other requirements (deleted)
Assay (added)
Sterile Bacitracin, 47
Reference standard (added)
Pyrogen (added)
pH (deleted)
Loss on drying (deleted)
Residue on ignition
Heavy metals
Other requirements
Assay (added)
Bacitracin Zinc, 48
Definition
Labeling
Reference standard
ldentification (added)
Safety (added)
pH
Loss on drying
Zinc content
Other requirements (deleted)
Assay (added)
Bacitracin Zinc Qintment (new), 49
Sterile Bacitracin Zinc (new), 49
Barium Sulfate, 49
Arsenic
Barium Sulfate for Suspension, 49
Definition
Belladonna Extract, 49

15

Assay (subsections Chromatographic system and Procedure)

Benzoic Acid, 50
Arsenic
Compound Benzoin Tincture, 50
Alcohol content
Benzonatate, 50
Arsenic
Benzoylpas Calcium Tablets, 51
Disintegration (deleted)
Dissolution (added)
Benztropine Mesylate Injection, 51
Identification (test A)
Assay
Benztropine Mesylate Tablets, 52
Assay
Benzyl Benzoate, 52
Reference standard (added)
Identification
- Aldehyde (added)
Acidity
Bephenium Hydroxynaphthoate for Oral Suspension, 52
Assay (subsection Buffer) .
Betamethasone Tablets, 53
Disintegration (deleted)
Dissolution (added)
Betamethasone Sodium Phosphate, 53
Reference standard
Stesile Betamethasone Sodium Phosphate and Betamethasone
Acetate Suspension, 53 |
Reference standards
Betamethasone Valerate, 53
Reference standards
Betamethasone Valerate Ointment, 54
Definition
Bethanechol Chioride Tablets, 54
Disintegration (deleted)
Dissolution (added)
Bisacodyl Tablets, 55
Packaging and storage
Milk of Bismuth, 55
Arsenic
Bismuth Subnitrate, 55
Arsenic
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Bromocriptine Mesylate (new), 55 Casczra Sagrada Fluidextract, 68
Bromocriptine Mesylate Tablets (new), 56 Deriuition '
Bromodiphenhydramine Hydroghloride Capsules, 56 Castor Oil Emulsion (new), 68
Dissolution (added) Cefadroxil Tablets (new), 70
Brompheniramine Maleate Tablets, 57 Sterile Cefotaxime Sodium (new), 70
Disintegration (deleted) Cephalexin Capsules, 71
Dissolution (added) . Reference standard (added)
Bupivacaine Hydrochloride, 57 . Dissolution (added)
Chromatographic purity Cephalexin Tablets, 71 i
Bupivacaine Hydrochloride Injection, 57 Reference standard (added)
Assay (subsection Procedure) Disintegration (deleted)
Caffeine, 60 Dissolution (added)
Arsenic Cephaloglycin Capsules, 72
Calamine, 60 Reference standard (added)
Arsenic Dissolution (added)
Calcium or magnesium Chloral Hydrate, 72
Precipitated Calcium Carbonate, 61 Identification
Arsenic ) Chloral Hydrate Capsules, 73
Calcium Chloride, 61 Identification
Arsenic Chlordiazepoxicd-=, 73
Calcium Gluceptate, 61 Identification (tests B and C)
Arsenic Assay
Calcium Gluconate, 61 Chlordiazepoxide Tablets, 73
Arsenic Identification (test A)
Calcium Hydroxide, 61 Disintegration (deleted)
Arsenic Dissolution (added)
Calcium Levulinate, 62 Content uniformity
Arsenic Assay
Calcium Pantothenate, 62 Chlordiazepoxide and Amitriptyline Hydrochloride Tablets, 74
Assay (deleted) Dissolution
Dibasic Calcium Phosphate, 62 Chlorpheniramine Maleate Tablets, 75
Definition Disintegration (deleted)
Arsenic ' Dissolution (added)
Camphor Spirit, 62 Chlorphenoxamine Hydrochloride Tablets, 75
Alcohol content Disintegration (deleted)
Candicidin, 62 Dissolutiorn (added)
Definition ' Chlortetracycline Hydrochloride Capsules, 75
Reference standard Reference standard (added)
Identification (added) Dissolution (added)
pH Cinoxacin (new), 77
Loss on drying Cinoxacin Capsules (new), 78
Other requirements (deleted) Citric Acid, 78
Assay (added) Arsenic
Candicidin Ointment, 62 Clemastine Fumarate (new), 78
Definition Clidinium Bromide Capsules, 79
Reference standard (added) Assay (subsection Buffer solution)
Water Clindamycin Phosphate, 80
Assay (added) Water
Candicidin Vaginal Tablets, 63 Assay (subsection Procedure)
Definition Clindamycin Phosphate Injection, 81
Reference standard (added) Assay (subsections Chromatographic system, System
Disintegration suitability, and Procedure)
Loss on drying ' Clindamycin Phosphate Topical Solution, 81
Assay (added) Assay (subsections Chromatographic system, System
Sterile Capreomycin Sulfate, 63 suitability, and Procedure)
Definition Sterile Clindamycin Phosphate, 82
Reference standard Other requirements
Depressor substances (added) Clomiphene Citrate, 82
Pyrogen (added) Limit of related compounds
Safety (added) Cloxacillin Sodium Capsules, 85
pH Reference standard (added)
Loss on drying Dissolution (added)
Residue on ignition Codeine Phosphate Tablets, 86
Heaty metals Disintegration (deleted)
Capreomycin I content Dissolution (added)
Other requirements Cortisol Hemisuccinate-—See Hydrocortisone Hemisuccinate
Assay (added) Cortisol Sodium Succinate for Injection—See Hydrocortisone
Carbldopq and Levodopa Tablets (new), 65 Sodium Succinate for Injection
Carbon Dioxide, 65 Cyclizine Hydrochloride Tablets, 91
Notes Disintegration (deleted)
Identification Dissolution (added)
Carbon monoxide ’ Cyclophosphamide, 92
Hydrogen sulfide Definition
Nitric oxide Reference standard
Nitrogen dioxide Identification
Ammonia o Assay

Sulfur dioxide
Warer



