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The Expert Committee on the International Pharmacopoeia met in Geneva from

10-15 November 1958,

l'

Participants

" Members

* Professor H, Baggesgaard Rasmussen, Professor of Organic Chemistry, Royal
Danish School of Pharmacy, Copenhagen; lMember of the Danish Pharmacopoeia
Commission and of the Scand1nav1an Dh?rmacopoela Council

Professor A, Calo, General Inspector Chemlst, Istituto Superlore di Saniti,
Rome; Member of the Italian Pharmacopoeia Commission :

Dr T. Canbéck, Dlrector of Chemical Research, Pharmaceutlcal Control Laboratory,
Stockholm; Vlce—Chalrman ‘of the Swedish Pharmacopoeia Commission; Member of
the Scandinavian Pharmacopoela ‘Council (Chairman)

Mr T. C. Denston, Secretery, British Pharmacopoeia Comm1531on, Iondon (Rapporteur)

Professor J. A. Gautler, Professor of Organic Chemistry, Faculty of Pharmacy,
Uhlvers1ty of Paris, Member of the French Pharmacopoeia Commission

Dr P, H, Iist,. Pharmaceutlcal Institute, Wirzburg University

Dr L. C, Miller, Director of Revision of the Pharmacopeia of the Uhlted States
of America, New York (Rapporteur)

-Professor P, Senov, Professer of Pharmaceutlcgl Chemistry, Pharmaceutical Faculty,

First Medical Institute, Moscow; Chairman of the USSR Pharmacopoeia Commission

Professor €, Suvagondha, Dlrector General, Department of Medical 801ences,
Ministry of Publlc Health, Bangkok (Vlce—Chalrman)

,Secretarlat

Mr P, Blanc, Chlef Pharmaceutical Section, Division of Therapeutic Substances
(WHO) , (Secretary) :

Mr G, R. Brown, 801ent1flc Publications Department, Dhcrmaceutlcal Society of
Great Britain, London (Consultant)

Professor H, Fliick, Professor of FPharmacognosy at the Federal Instltute of
Technology, Zurich; Member of the Federal Pharmacopoeia Commission (Consultant)

Professor R, Hazard, Honorary Professor of Pharmacology and Materia Medica,
Faculty of Medicine of Paris University; Member of the French Pharmacopoeia
Commission (Consultant) ’

Dr 6., Vinokouroff,iDirector, Division of Therapeutlc Substances (WHO)
Mr 0, Wallén, Pharmaceutical Section (WHO)

* lhable to attend
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2, Introduction

The Director of the bivision_of.Therapeutic Substances opened the session by

fhanking members for thelr help in submitting in advance proposals for discussion at

the meeting. Many documents had been received from members of the Expert Advisory
Panel on the International Pharmacopoeia and Pharmaceutical Preparations and other
pecialists throughout the world as a result of requests from WHO for information,
draft texts, criticisms and suggestions, and their co-operation was greatly appreciated.
The aciive participationlof many experts, institutes, national laborafories of

control and laboratories of pharmaceutical firms in many countries was also much
appreciated as it is important that the sp901ficatlons proposed by WHO for the
quality control of pharmaceutical preparations should result from as wide a

consultation as possible.

Volumes I and II of the first edition had already been published in English,
French and Spanish by WHO, with translations by private firms into German and
Japanese, Furthermore, the helpful comments received from the Member States on
the text of a Supnlement¢to Volumes I and-II had made it possible to advance the
text to the galley proof stage. Additional comments submitted recently would be

considered and it was hoped foicomplete the revision of the proofs during the session.

An important part of the agenda of this sesslon would deal with the preparation
of a second edition. As a result of the fevision, which represents a task of the
first magnitude, the I.Ph. will provide authorities concerned with the control of
quality of pharmaceutical preparations or the establishment ¢f national pharmacopoelas
with the latest recommendations of international experts wo:king under the aegls of
WHO, Many articles in professional Jjournals and other information received in
correspondence or direct from officials and experts in various countries indicate
how this undertaking has filled a great need and is used in many ocountries as one

of the bases for work on the national level,

Reports received from the Centre for Authentic Chemical Substances would be
examined and possible additions to the list of substances could be suggested,

Further consideration would be given to the programme on information sheets in
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keeping with the suggestions made in the fifteenth report of this Expeft Committee,l
and the report of a study group2 on the use of specifications for pharaceutical

preparations,

2. Use of Proposed Specifications

The'Secretary and members of the Committee reported that the specifications
of the I.Ph. continue to be used extensively in the preparation of specifications A
for the quallty control of pharmasceutical preoarations on the natlonal level. . A
number of national pharmacopoeias have referred to the consideration they have given
to these proposed specifications The Committee noted the resolution adopted at
the IV Pan-American Congress of Pharmacy and Blochemistry, held in Washington, '
November 19573 and the resolution adopted at the XVII meeting of the International
Pharmaceutical Federation, held in Brussels, September 1958} commending the.
World Health Organization for its work in the field of pharmaceutical preparetions.

4, Supplement to the First Edition of the International Pharmacopoeia

The Committee noted that drafts of the propOSed monographs'and appendices
intended for inclusion in a Supplement had been circulated to Member States;’-
pharmaceutical and medlcal associations, members of the Expert Advisory Panel and
other specialists, and that the comments received had been examined and integrated
in the text for printing, as suggesteu at the session of the Expert Committee held
in October 1957. A number of further comments received from various authorities -
were examined and appropriate amendments to the text of the galley prodfs were
approved, Paragraphs on storage were added in order to complete a number of

monographs in conformity with the style of volumes I and . IT,

1 ymo /Pharm/330

2 Wld Hlth Org. techn, Rep. Ser. w38

>

See Annex 2,
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Arrangements were in hand for completing the English and French.editions and
preparing the Spanish translation of the Supplement which would include
monographs, Appendices included in the Supplement nould cover such matters as
the determination of pH, reagents for carryinv out assays by non-aqneous titration,
and the generally applicable method of titration of calcium with sodium ethylenediamine
tetra-acetate, In thls last case the method could be applied as an alternative
to the method of assay provided in some of the monographs in volumes I and II of the

first‘edition.

5. Reagents

The Committee noted that draft specifications'had been made-available in'
roneced form on all reagents used in the first eQition of the I.Ph, These were
being submitted for consideration and comment to a number of manufacturers of
reagent chemicals. It wes recommended that a notice should be inserted in the

WHO Chronicle, on the following lines.

"The World ‘Health Organization proposes to publith & volume containing
specifications for the reagents required in connexion with the tests described in
volumes I and II arduﬂraSupmeaﬁ;c& the 1.5, Draft specifications have been ‘
prepared with the advice of members of the Expert Advisory Panel on the International

Pharmacopoeia and Pharmaceutical Preparations.

"A tentative 1list of these reagents will be supplied on request. Comments:
on the draft specifications are invited, and copies of the drafts may be obtalned
for this purpose from the Secretary of the Expert Advisory Panel, on the
International Pharmacopoeia and Pharmaceutical Preparations, Palais des Nations,

Geneva."

It was expected that comments received could be examined for possible integration
by a consultant and that they should be reviewed at the next session of the
Expert Committee before being issued as a separate publication,
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6. Second Edition

The Expert Committee continued the work of preccding’sessioﬁs an the
preparation of a second edltion of the i;Ph} The first edition adopted the
analytical methods and.principlés in established use when thé first volume was
prepared. Some of thé newer techniques reported to the ExpértiCommittee and
discusééd at various sessions, wohld be includea in the second edition.‘ In
drafting monographs for\the second'edifioh, the Committee‘now'has the opportunity
to take full advantage of the improvements in general methods that have been made
since the publication of the first edition., Special attention would be given to
the needs of lesser gdeveloped areas which would retuire adéquate specifiéations

for control of imported and locally manufactured pharmaceutical preparations,

The Expert Committee noted that as'a result of work in thc Secretariat a
number of reporté were avalilable summarizing the extensive preparatory work already
performed for the second edition. These reports assisted the Expert Committee in

establishing some principles for guldance in dréwing up the monographs and appendices.

fnce the'basic‘plan and general methods have been wbrked out, monographs can
be wpitten'accorﬁing to fhese prinéiples, but careful labdratory work 1s essential
an& subseqdent modification of tﬁe fest may be required to ensure that the
specifiéations are satisfactory. Hltherto it has been possible to obtain the
necessary practieal trials of the monographs through members of the Expert Advisory
Panel and other sgpeclalists. Future work is likely to be increasingly complex
because of the number of new substaﬁces being introduced and of the application of

new techniques to the older preparatlons.

In order that the results of this work may be‘made available for the second
edition, the Expert Committee agreéd with the programme suggested by the Secretariat
t  ask a number of suitable laboratories to co-operate, and agreed that it would be
necessary in some cases to provide grants to enable additional staff and eyuipment
to be obtained for this work, The Apotekens Kontrollaboratorium, Stockholm had
already steted that it would be willing to carry out work »f this kind for WHO and

other laboratories, including perhaps two industrial pharmaceutical contrel
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1aboratories, could be asked to co-operate. By proceeding in this way, and
organizing an interchange of samples between co-operating laboratories, it should

be possible to produoe specifications of the greatest possible value,

It was agreed that before the propssed monographs were subjected to 1cboratory
examination, the draft text would be reviewed by a working group for the ourpose
of advising the Secretariat as to the acequacy of the draft specification
Furthermore 1t was considered essential that arrangements should be made with all
the collaborating laboratories before drafts are sent to any of them in order that

the requests may~beAappropriate to the facilities of that laboratory.

6.1 List of contents. The Expert Committee noted that as a resnlt of work in

the Secretariat and suggestions by the Expert Committee at earller sessions,
comments and suggestions have been obtained from members of the Expert Advisory
Panel and many others, In conformity with the general principles expressed by
the Expert Commifttee in its Lifteenth report, a list of groposals‘for new mOnographs
and also a list of deletions were examined end on this ba31s a prov1s1onal worklng
1list of additions and deletions was prepared and 1s annexed to thls report, 1 It
is agreed that comments and suggestions should be invited from members of the
Expert Advisory Panel, other speciallsts and national pharmacopoeia commissions

on this list, The 1list would also be submitted to the World Mediczal Association,
the International Pharmaceutical Federation and mecical authorities and technical
sections within the WHO Secretariat, with a view to obtaining further reviewﬂand

suggestions.,

The Secretariat was asked to make a survey of recently published national
pharmacopoeias and other volumes of specifications, taking into account provisional
lists, to establish what other substances are sufficiently used in the various

countries to merit consideration for recognition in the I.Ph,

6.2 Crude drugs, A working group recommended that crude drugs (vegetable and
animal) selected should meet the following three criteria: (a) the drug should
have a recognized therapeutic activity, (b) a sultable method of assay (chemical,
physical or biological) should be available in order that standands may be set up,

Annex 1.
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based on the quality generally available on the market, and (c) the drug should
be widely used throughou® the world. A working group agreed to submit a list

»f such drugs to be circulated

6.3 Arrangement of monographs. A number of suggestions from members of the

Expert Advisory Panel were considered and it was agreed that the arrangement of
the sections of each monograph should follow that used in the first edition, with

certain modifications.

6.4 Titles. Titles of the form "Phenobarbital Tablets", "Belladonna Tincture",
*pdrenaline Injection", ete, were recommended in place of "Tablets of Phenobarbital”
etc. and it was agreed that the text of each monograph should begln with a
definition including its title in the language in which the edition is printed.

6.5 Description. A suggestion was considered that the statements made under
the heading "Description" should not be regarded as part of the specification but
i+ s agreed that this would be undesirable,

6.0 Solubilitz It was agreed that the statements made under the heading
"Solubility should be included for information only and that they should not be
regarded as part of the specification unless indicated by speclal heading, €,8.

"golubility in alcohol®.

6.7 General notices, The Expert Committee examined suggestions for the

modification of the General Notices included in the first editlon and recommended
certain changes, including the following: '(l) titles in Englisbh, French and
Spanish, should be regarded as the recommended titles, equivalent to the respeotive
Latin titles; (2) where a substance is defined as being obtained from a specified
biological source, synthetic material may be substituted if it 1is identical in

composition.
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6.8 Identification tests. It was agreed that an attempt should be made to

follow the principle, of providing as specific an identification as possible of all
substances included in the I.Ph, In some instances, = gfoup reaction might also be
included as a rapid means of confirminz the class of compound. This would be
particularly helpful when other tests could not be applied or in emergencies such.
as cases of polsoning. Several deccuments prepared by members of the Expert
Advisory Panel and other speclalists were examined with a view to improving the
existing appendix on general identification tests; as a2 result a number of
amendments to the text were prcposed. However, where the refinements in testing
suggested in the documents =zppeared to complicate the process of identification

unnecessarily, their adoption was not recommended,

6.9 Tests for non-specific impurities, heavy metals, lead, arsenic. It was

noted that diverse comments had been received on the value of these tests but it
was agreed that in general it would be inadviseble to adopt an elaborate scheme
for testing for non-specific impurities such>as chloride and sulfate, The
Committee agreed that materials of exceedingly high purity are not necessary for
medicinal purposes, prdvided that a reliable assay method and limit tests for
likely impurities are availsable. This view confirmed the recommendation of the
Expert Committee in its thirteenth report in respect to providing standards to
insure adequate purity for medicinal purposes without unduly increasing the cost

of treatment.

A working group examined a document proposing principles for limit tests for
acidic and alkaline impur-ities,l which had been submitted before the session, and
it was agreed that this system should be followed as “ar as pocssible in drafting

the monographs for the second edition.

1 Unpublished working document WHO/Pharm/Ed.Sec./49
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In the first edition of the I.Ph. sepz rate limit tests were included for [
heavy metals and lead so that one cr the otier could be taken by the national

authorities according to their preference, The Expert Committee reviewed the
comments which had been received and, on the basis of these and their own experience, é
recommended that consideration should be given to retaining only a revised general .

test for heavy metzls in the second edition, 2nd retaining the specific test for

lead in the few instances that such appeared desirable.

Two arsenic 1limit tests were included in the first editiocn, but the concensus’
appeared to be that method A (see Appendix 10, vol. T) is the better procedure and

that only this meihod should be retainec in the second ecition.

The Expert Committee expressed the opinion that the inclusion of limits for
heavy metsls, lead, and arsenic in indivicual meonographs ghould be reviewed

critically as these impurities are now less common.

6.10 Assay procedures. It was agreed to adopt, where appropriate, certain new

—

techniques such as non-aqueous titratior of weak acids and weak bases, complexone
methods for calcium and some other me taTS, uT tra-violiet SOcctroaqotometry, and
electrometric determination of end-points; proposals submittcd by the members of
vhe Expert Advisory Panel and others, would bs ex amined later, The Expert
Committee discussed the advisability of applying infra-red spectrophotometry. It
was agreed that .although such procedures reguire the use of expensive apparatus,
infra-red data wculd be valuable és a means of identificationc It was agreed to

inelude infra-red methods in the sccond editlion wnerever desirable,

€.11  lielting, coagealing and bolling ranges, Severzl reports on the cdetermination”

of melting-range had been reccived and 1t was agreed that vor the gecond edition

the capillary tube method should be retalined. Jowever the meithod included in.

volmu: U ol tine d 2in minor respects. Con-

]

sideration would 2lso be given to including a Geterminztion with a heated block in

sultable instances.
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A number of comments had been received on the method included in the first
edition for boiling range, notably on the fragility of the apparatus and the
difficulty in obtzining it. In view of this, it was agreed to éonsider specifying
apparatus similar to that described in the British Pharmacopoeia 1958, which
appears to be readily available. A semi-micrc methdd of determining boiling-points

for identification purposes would a2lso be studied.

6.12 Tests for sterility. It was agreed that the tests for sterility should be

revised taking into account the various sterile preparations for which they would
be required, including a number of antibiotics and other substances that present
special problems, It was agreed to_ask the Expert Advisory Panel on Biological
Sténdardization to prepare a draft text which could be examined in collaboratibn.
with some members of‘thé Expert Advisory Panel on the International Pharmacopoeia
and Pharmaceutical Preparations. It was expected that in this way a test might

be prepared in line with that to be recommended by WH) in "Recommended Requirements”

issued for vaccines and other biological requirements.

6.13 Powders and Sievés. Comments had_been received from the International

Standardization Organization on the appendix on powders and sieves included in the
first edition and it was agreed to maintain collaborstion with a view to re&ising

the appendix if necessary.

6.14 Chemical names and graphic formulzss. It was agreed to adopt 2 number of

general principlesl in agreement with the rules for organic chemical nomenclature
issued by the International Union of Pure and Applied Chemistry. These principles
and the Ring Index (Patterson & Capell) should form the basis of nomenclature and

graphic formulas for the second edition.

: WHO /Pharm/Ed.Sec. /62
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6.15 Tncompatibilities. A number of requests for the inclusion of information
‘on incompatibilities have been received. The Expert Committee agreed that the

problem is too complex to be solved by the insertion of short statements in the

I.Ph. However it was suggested that. the publication of articles on incompatibilities
of 211 kinds, physical, chemical 2nd pharmacological,‘in the Bulletin of the

World Hezlth Organization should be encouraged.

6.16 Ph"rm=ceutlcel radioactive isotopes. The Committee noted that a working

group had been formed to supply specifications cn pharmaceutical radioactive

isotopes used in medicine.

6.17 Pharmacological indications and posology. The Expert Committee discussed

s number of comments on the tebles of doses of the first edition and considered
the possibility of arrenging the mzterial in the most convenient manner in the
light of experience gained with the first edition and of including additional
information which might be of service to the users of the book, It was agreed to
recommend that informaetion on doses should be included in the individual monographs
and that the same information should appear in tabular form in an appendix. The
information should include the route of administration and any special indications
that might be appropriate. Further, it was agreed that an indication of the
phurmacologlcal class of the preparation should be given in the monographs. - It
was also agreed that the implementation of the decision should be studied by a
working group consisting of members of the Expert Advisory Panel and discussed by

correspondence and at future sessions of the Expert Cammlttee

7. Tnternational Non-Proprietary Names

The Expert Committee reviewed the report of its Sub-Committee on Non-Proprietary
Namesg.l I+ was noted that, thanks to the extensive correspondence that had been
conducted between members of the Expert Advisory Panel before the meeting, it was
possible to agree on many new proposed international non-proprietary names and that

these names will be issued shortly in two separate lists. The genersl principles

1 WHO /Pharm/34k
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for guidance in devising international non~proprietary names had bsen examined in
the light of comments received, and 2 few amendmentsvhad been made, The Committee
welcomed the proposal to publish, =2s =2 separate document, a consolidated list of
all the proposed and recommended international non—proprietary names which had so
_fer been issued. The list would give the names in alphabetical order with their
chemical name or description, including, if possible, the graphic formulas z2nd a
reference to the list in which they had first appeared, and would show whether the

name had progressed from the status of a "proposed" tc a "recommended" name,

The Committee expressed the view that consideration should be given to the
inclusion of comments, where applicable, on the proposed names to which formal

objections had been sustained.

The Committee noted that a report had been submitted at the Conference of the
Internatlonal Bureau for the Protection of Industrial Property held in Lisbon in
October 1958 explaining why the Bureau had not been requested to include an article

concerning non-proprietary names in the Paris Conventlon.1

8. Information Sheets

The Seoretary reported on the study and action undertaken to implement the
programme on information sheets described in a report of a Study Group on the Use
of Spec1fications for Pharmaceutical Preparatlon52 and in the flfteenth report of
the Expert Committee Contact has been established with certain manufacturers
or representatives of groups of manufacturers in different countries in order to
examine with them what information they could supply direct on specifications for
new important pharmaceutical preparations as set out in Annex ) t5 the above-
mentioned Expert Committee report. This would apply particularly in countries
where there does not exist an activerorganization such as a Pharmacopoeia
Commission which can supply the required information. Further efforts could be

mede in order-to obtain the active co-operation from these different sources.

1 ymo /Pharm/349
2 Wld Hlth Org. techn. Rep. Ser, 138
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The programme is of great importance as it would make it possible to supply, without
undue delay, the necessary information on new pharmaceutical preparations to
authorities dealing with regulations on pharmaceutical preparations or initiating
a'laboratory control of them. The opinion was expressed that not only will the
information sheets be of direct =ssistance tz the national hezalth administrations,
but they will provide a means of soliciting comments and suggestions which would

‘be useful as a2 basis of specifications to be included in the I.Ph,

g. Centre for Authentic Chemiczl Substances

A comprehensive report was made to the Committee on the activity of the
WHO Centre for Authentic Chemical Substances. It was reported that there had
been a substential demand from =211 parts of the world dﬁring the past year for
each of the eight authentic specimens now held for distributioen. The original
stock Qf one of the sgbstances, dftubocurarine, was nearly exhausted and replacement
was under way. Another substance, beta-carotene, was also nearing exhausiion but
there were no plans for renewing the stock since it is not needed especially in
checking the quality of drugs but rather in testing foods. ThevCommittee
recommended that grateful thanks be expressed to the Apotekens Kontrollaboratorium
which thus fer has carried the full burden of administering this programme. It
was reported that the WHO Centre for Authentic Chemical Substances had been carrying
out an 1nvestig tlon into the possibillty of providing a series of authentic
chemical substances intended to serve 2s standards for the determination of
melting=points as recommended by the Expert Committee in its fifteenth report.
The EZpeft Committee agreed that the basis suggested by the Apotekens Kontfollaboratcrlun
would be a saﬁisfaetory one znd that specimens should be collected and eollaborative
tests carried.out‘to:establish the exact melting-point of these substances. The
provisidﬁ of a2 series of standards for calibratingrsbectrophotometers, which had
also Eeen suggested by the Expert Committee in its fifteenth feport, was also under
study and the report would be circulated af a later date. In this connexion the
practice adopted for the next edition of the United states Pharmacopeia was reported

to the Committee, whereby authentic specimens of zbout 60 additional drugs will be
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made avallable for use in spectrometrie £gsts and assays. The latter involve both
ultra-violet and infra-red methods where it was found -that certain errors may be
avolded by employing the specihens. The possibility was suggested by the Committee
that if it proved desirable to specify the use of such reference standards, they
might be distributed as WHO Authentic Chemical Substences,

10, Classification of Pharmaceutical Preparatiens

A resclution was recéived from the General Assembly of the Internationzl
Pharmaceutical Federation, held at Brussels, 8-13 .September 1958,;zregardihg
.prineiples in the classification of toxic and other substances used in therapeutics.
Members of the Committee explained the steps taken in their countries tao control
.the availability of various types of medicinal prépafations in the interest of
public heglth. It was agreed that this subject was of the greatest importanee
and that in addition to those substances usually considered to be "toxic" there
were meny preparations the use of which required supervision, and which shoyld be
mede available to the patient only on the prescription of a medical practitioner,
The Committee recommended thaf a careful study should be made of the prdblém and

members agreed to send reports,

11, Plastic Materials

The Exmpert Committee took note of the probptems arising eut of the increasing
ysae of plastic materials, for packaging, containers and closures, It was agreed
that a working group should be asked te report on thé problem,‘and particularly on
the yse of plastic containers for solutions for injection, which are already in use

in many countries,

12, Poison Control Centres

The Committee received with interest reports from joth Canazda and the
Unfted States of America on the progress in organizing a nation.wide system of

centres from which information on poisons and the treatment of poisoning may be

! Annex 2
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obtained at very short notice. This information is intended to facilitate rapid
identification of agents, particularly household remecies and chemicals, suspected
of having caused symptoms of poisoning and to assist physicians in deciding upon
the most zppropriate treatment. The Committee regarded these Centres eas important
contributions to a public health service and considered that the proposed
information sheets might provide certain particulars helpful to the work of the

Centres,

13, Unpubllshed Worklng Documents

" Baggesgazrd Rasmussen, H, = Chemiczl names and graphic formulas WHO/Pharm/Ed Sec, /62)

Diding, N. ; © Centre for Authentic Chemical Substances -
Report on the work in 1958 (WHO/Pharm/355)

Centre for Authentic Chemiczl Substances -
_Addition of new substances (WHO /Pharm/356)

Merz, . W, Cless of pharmaceutical preparation (WHO/Pharm/}h} Add.1)
Miller, L. C, | Melting;temperature (WHo/Pharm/177)

Secretariat International Phurmacopoeia Second Edltion
(WHO /Pharm/Ed.Sec, /51) -

Style =2nd arrangement of monographs WHO/Pharm/Ed Sec /53)
General Notices (WHO/Pharm/Ed.Sec./54)

Identification tests (WHO/Pharm/Ed.Sec./55)

Purity tests (WHO/Pharm/Ed.Sec./56).

Methods of Assay (WHO/Pharm/Ed.Sec./57)

Class of pharmaceutical preparations (WHQ/Pharm/Ed.Sec./59)
International non-proprietary names (WHO/Pharm/349)

Stevens, €, C, Information sheets (WHO/Pharm/347)

van Os, D. : Identification tests (WHO/Pherm/Ed.Sec./29 Rev,1)
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ANNEX 1

SECOND EDITION OF THE I.PH.

PROVISIONAL LIST OF ADDITIONS AND DELETIONS

Aretazolamide

Acetazolamide Tablets
Acetazolamide Sodium for Injection
Amethopterin

Amethopterin Tablets

Benzathine Penieillin

Benzathine Penicillin Tablets

Benoxinate Hydrochloride

Benoxinate Hydrochloride Ophthalmic
Solution

Betazole Hydrochloride

Betazole Hydrochloride Injection

Bethanechol Chloride

Bethanechol Chloride Injection

Bethanechol Chloride Tablets

Busulfan

Busalfan Tablets

Caleium Disodium Efetate

Caleium Disodium Edetate Injection

Carbromal '

Carbromal Tablets

Carbutamide

Cetyl Pyridinium Chloride :

Cetyl Prridinium Chloride Solution

Chloramphenicol Palmitate o

Chloramphenicol Palmitate Oral
Suspension

Chlormerodrin

Chlormerodrin Tablets

Chlormethin Hydrochloride

Chlormethine InJjection

Chlorothiazide

Chlorothiazide Tablets

ADDITIONS

Crlornhenirominc Malecte
Chlorpheniramine Maleate Injection
Chlorpheniramine Maleate Syrup
Chlorpheniramine Maleate Tablets
Chlorquinaldol ‘
Chlorquinaldol Ointment
Cholesterol
Cvelizine Hydrochloride
Cyelizine Hycdrochloride Tablets
Cveclobarbital
Cvclobarbital Tablets
Cveclopentolate Hydrochloride
Cyeclopentolate Hydrochloride Ophthalmie
Solution

Dehydrocholic Acid
Dextran Injection
Dextromoramide
iaphenylsulfone
Diaphenylsulfone Tablets
Diatrizoate S~dium
Diatrizoate Sodium Injection
Diethyvl p-nitroohenyl Phosphate (dispensed
as a 1.66% mixture with sodium chloride)
Disodium Efetate
Doxvlamine Suceinate
Doxylamine Succinate Tablets

Edrophonium Chloricde
E2rophonium Chloride Injection
Fvans Blue

Evans Blue Injection

Ferrous Gluconate
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Glveobiarsol _
Glycobiarsol Tablets

Helium

Hydrocortisone Sodium Succinate for
Injection

Hydroxyamphetamine Hydrobromide

Hydroxyamphetamine Hydrobromide
Ophthalmic Solution

Iodipamide”Meﬁhylgiucamine Injection

Isoflurophate
Isoflurophate Ophthalmic Solutlon

Leucovorin Caleium
Leucoverin Calqium Injection
Levallorphan Tarirate

Nitrofurantoin

Nitrofurantoin Oral Suspension
N:itrofurantoin Tablets
Novobiocin Calecium

Novobiocin Caleium Oral Suspension
Novobiozin Sodium

Nzvobiocin S dium Capsules
Nvstatin

Nystatin for Oral Suspen51on
Nystatin Ointment

Nystatin Tablets

Papaverine Sulfate
Paramethadione
Paramethadione Capsules
Pentamicdine Isothionate
Pentamidine Injection

Peppermint leaves (to give a gener@lly
applicable method for the determination
of volatile oil in vegetable drugs)

Phenindariine Tartrate

Phenindamine Tablets

Phenoxymethylpenicillin

Phenoxymethylpenicillin Calcium

Phenoxymethylpenicillin Potassium

Phenoxymethylpenicillin Tablets

Phentolamine Methanesulfonate

Phentolamine Methanesulfonate for Injection

Phytonadione

Phytonadione Suspension, Sterile

Levallorphan Tartrate Injection
Lucanthone Hylrochloride
Iucanthone Tablets

Mecamylamine Hydrochloride

Mecamylamine Hydrochloride Tablets

Mechlorethamine Hydrochloride

Mechlorethamine Hydrochloride for
Injection

Meclizine Hydrochloride

Meclizine Hydrochloride Tablets

Mephentermine Sulfate

Mephentermine Sulfate Injection

Mephobarbital . Phytonacdiore Tablets
‘Mephobarbital Tablets Piperazine Adipate
Meprobamate Piperazin: Adipate Tablets
Meprobamate Tablets Piperazine Citrate
Mercaptopurine Piperazine Phosphate

Piperazine Phosphate Tablets
Piperocaine Hydrochloride
Piperocaine Hydrochloride Injection
Piperocaine Hydrochloride Ophthalmic Ointment
P~lyethylene Glycol 400 (suitable for inject!

Mercaptopurine Tablets
Methvlene Blue

Methylene Blue Injection
Methylergometrine Maleate
Methylergometrine Injection



Polyoxyl 40 Stearate

oslysorbate 50

Prlyvinylpyrrolicdone

Prednisolone

Prednisolone Acetate

Prednisolone Tablets

Prednisone

Prednisone Azetate

Prednisone Tablets

Probenecgid .

Probenecid Tablets

Prochlorperazine Dimaleat

Prochlorperazine Dzmaleate Injection

Prochlorperazine Dimaleate Tablets

Proecyclidine Hydrochloride

Procyelidine Tablets

Propantheline Bromide

Propantheline Bromide Injection

Propantheline Bromide Tablets

Propyvlene Glycol

Propylhexedrine

Propylhexedrine Inhalant

Psyllium Seed {tc give a generally
applicable method for the
determination of the swelling
factor of vegetable drugs)

Pyridostigmin Bramide
Pyridostigmin Bromide Tablets

Rhatany Root {to give a generally
apnlicable method for the
determination of tannins in

vegetable drugs)
Fauwolfia Root
Reserpine

Senega Root {to give a generally
anplicable method for the
determination of saponins in
vegetable drugs)

Ssdium Levothyroxine

Sodium Levothyroxine Tablets

Sodium Liothyronine

Sodium Liothyronine Tablets
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Sulfacetamide Sodiunm

Sulfacetamide Sodium Ophthalmic Ointment
Sulfacetamide Sodium Onhthalmic Solution
Sulfisoxazole

Sulfisoxazole Tablets

Sulfisoxazole, Acetyl

Sulfisoxazole, Acetyl, Oral Suspension

Sulfisoxazole Diethanclamine '

Sulfisoxazole Diethanolamine Injection

Sulfisoxazole Diethanolamine Ophthalmic
Ointment ‘

Sulfisoxazole Diethanolamine Ophthalmic
Solution

Sulfoxone “odium

Sulfoxone 3~dium Tablets

Testosterone Cyclonentylpropionate
Testosterone Cy:lopentylpropionate Injection
Testosterone Enanthate '

Testosterone Enanthate Injection

Thiamylal Sodium for Injection

T~lbutamide

Tolbutamide Tablets

Trimethaphan Camphorsulfonate

Trimethaphan Camphorsulfonate Injection

Warfarin Sadium
Warfarin Sodium Injection
Varfarin Sadium Tablets

Zoxazolamine
DELETIONS

Aconiti Tuber

Barbitalum

Butylis Aminobenzoas

Cocaini Nitras

Colchicl Semsn

Compressi Barbitali
Conesgin? Fydrobromidum
Hydrargyri Iodidum Rubrum
Scilliae Bulbus

Streptomyeini et Caleii Chloridum
Streptomyeini Hydrochloridum
Tinctura A-oniti

Tinctura Beclladonnae
Tinctura Colchici

P:nctura Scillae
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I, Resclutions taken at the XVII General Asggmbly of the International
Pharmaceutical Federation, Brussels, 8-13 September 1958

During recent years, ths International Pharmeceutical Federation (1I.P.F.)
has followed with increasing interest the activities of the World Health Organizatio
in the field of medicaments which are essential for the maintenance or re-
establishment of the healih of people the world over. In 1953, it appointed a
liaison officer to establish clcser contacts between WHO and I.P.¥., in accordance
with Article 3, paragraph 1, of its statutes. On the occasion of its XVIIth
General Assembly in Brussels, in the light of the ﬁork already accomplished, and in

perticular:

(1)  +the publication of Volumes I and II of the first edition of the

International Pharmacopoeia and of & Supplement;

(2)  the preparation of other specifications for the examination of the

quality of chemical products and drugs used in medicine;
(3) the establishment of reference chemical substances;

(4) the establishment of international biological standards and of

international reference preparations;

(5) the attribution of internztional non-proprietary names for pharmaceutical |
preparations, and considering the rapidly incréasing numbers of new

pharmaceutical products;

the International Pharmaceutical Federation decides to encourage WHO to intensify
this work in the interests of public health, and to recommend all governmenis to

support WHO in this fxwortant task.

Whereas there are, 1n the different countries, wide divergences in the
regﬁlations governing poisons intended for therapeutic use - divergences which terd

to cause serious complications in the supply of medicaments to the public:
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Whercre *he World Health Organization is elready engaged in preparing and
establishing useful specifications, such as those of the International Pharmacopoeia,
for the purpose of facilitating on the international plane the ezeminetion, analysis

and the dispensing of medicaments;

1. The International Pharmeceutical Federation expresses the wish that the WHO will
be eble, as suggested by & study group of WHO set up %o examine the use of gpecifl-
cations for pharmeceutical preparations, to undertake a study with the object 6f
obtaining uniformity in the principles of classificetion of toxic substances used in

thefapeutiCS in the fifferent countries,

In particular, it would be advantageous to study the possibility of
establishing & list of toxic substances used in therapeutics in respect of which
proposals on labelling and supply to the public might be made to the Governments of

the different countries,

2. The International Pharmaceuticel Federation offers to collaborate in these
tasks and to meke available its experience of questions concerning the gupply of

pharmaceuticel preparations.

11, Resolution taken &t the IV Pan-American Congress of Pharmecy and
Biochemistry, Washington D.C., 3%-9 November 1957

WHEREAS :
The valuable contributions of the World Health Orgcnization in the field of
Pharmaceutical preparctions toward promoting better public hea:th and international

commerce have been noted; and

Both Volumes I and II of the first edition of the International Pharmacopoeia
have been published in Spenish crd & Supplement to this edition is nearing

completion,

The Fourth Pan-Americzn Congress of Pharmecy end Biochemistry
RESOLVES;
Thet the World Health Organization be commended ard encouraged to continue its
work toward the establishment of Proposed specifications and of appropriate tests

for pharmaceutical pfeparations.



