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Professor R. H. Thorp, Professor of Pharmacology, Director of Pharmaceubilcal
Studies, University of Sydney, Australia.
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P. Blanc, Chief, Pharmaceutical Section, Division of Therapeutic Substances.
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The Deputy Director-General opened the meeting by welcoming the members and
thanking thém for their work, as a result of which Volume II of the first edition
of the International Pharmacopoeia had now been published in English and French.
He alsc mentioned the great contribution of the late Dr Hampshire, who as early
as 1937 acted as Chairman of the first Technical Commission of Pharmacopoeial
Experts of the League of Nations, and whose enthusiasm and devoted collaboration
were in large part responsible for the realization of this project in the form of

the International Pharmacopoeia,

The main task of the Expert Committee would be to comsider draft monographs
and comments on them received from members of the Expert Advisory Panel and other
specialists, and to prépare the texts Tfor the Supplement to the first edition in
order that they can be made available for consultation in the Member States of

WHO, and to consider the revision of the first edition,

1. Resolutions of the Executive Board

The Executive Board at its fifteenth session noted the thirteenth repdrf of
the Expert Committee on the International Pharmacopoeia and the sixth report of
the Sub-Committee on Non-Proprietary Nemes, and thanked the members for their

work.

2. Publication of Volume I and Volume II of the International Pharmacopoeia

Since the last sessioﬁ, Volume II of the'first»gdition of the International
Pharmécopoeia was published in the autumn of 1955 after consultation with Member
States énd integration of the comments received. As for Volume I, ‘and again due

to the work of Professor Hazard, it was again possible to issue the French

edition at the same time as the English.

Volume I was publisned by WHO in 2 Spanish edition in December 1955, thanks
to assistance from Professor Sellés of Madrid. 4 firm pgblished on its own
initiative a German edition of Volume I, the translation having been supervised
by Professor Fliick, and enother firm Las published a Japanese edition of Volume
I, the translation having been supervised by Professor Kariyone, Both firms
requestéd permission, which was granted by WHO, also to translate Volume II for

early publication.
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Comments and information received on Volumes I and II point to their exten~
sive use as a basis in the compilation of national specifications for pharmaceuti-

cal preparations.

3, Supplement to the First Edition of the International Pharmacopoeia

A major part of the session was devoted to en examination of the many docu-
meﬁts submitted by members of the Expert Advisory Panel and others for the
preparabtion of a Supplement, Considerable efforts had been made by certain of
the experts to chsck experimentally specific points and to obtain agreement by
correspondcncc so as to nave drafts available at the session for corment,
criticism and sugccstlons. The Commlttee cxpresQed its thanks in partlcular £0
the members who had suppllcc draft monographs and laboratory reports. The carlier
correspondence through the Seerebariat and the discussions during the session were
of importance in achieving a greater unification of symbols, specifications for
purity, assays, nomenclature and other aspects of pharmacopoeial work in the

different countries.

The Expert Committee reviewed the considerable amount of information supplied
by the members of the Expert Advisory Penel on the International PharmaCOpéeia and
Pharmaceutical Preparations for the preparation of the Supplement and second |
edition, This information is obtained from laboratories, institutes, universities,
national pharmacopoeia commissions, specialists, etc., in many countries and makes
possible the.drafting of spccifications for the more important pharmaceutical
pre?a.rations , including the tests for identification and purity, assays, and
posology. It had been possible to circulate draft specificetions to the experts
fof review. The comments received hed been exami =d end for some preparations it
was not possible to agrec on the propcsed specifications, so that these were held
over for examination and possible inclusion in the second edition of the Inter-
netional Pharmacopoeia. The specifications of preparations intended for the

Supplement are to be sent to Member States as a separate document.



The Committee expressed the view that,
drafts available,
TII" might be more appropriatc thon "Supplement®,

smallcr publication was envisaged.

The following 123 draft monographs werc ¢

Acidum Acetrizoicum, Acidum Doricuny

Aethylis Biscoumacetas, Amobarbitalumn, Arobarbitalum
Natricum pro Injectione, Agqua Deminecralisate,
Benzalkonii Chloridum, Benzethonii Chloricum, Calcii
Capsulae Oxytctracyclini Hydrochloridi, Carbimazolumn;
Chlorcyclizini Hydrochloridum, Chloroquini Sulfa
Compressi Acidi Topenoici, Comprecssi Amobarbitali,

Hydrochloridi, Compressi Carbimazoii, Compres

Compressi Chloroquini Sulfatis, Compressi Chlorpromazini Hydrochl

Dextro Amphetamini Sulfetis, Compressi Diaeshyl

Zan

Dienoestroli, Compressi Digitoxosidi, Compressi Hc
Hydrocortisoni,

Compressi Mephenytoini,

the title "Internationel Pharmacopoeia, Tirs

Atropin

s, Chlorpromaz

gl Chlocx

Compressi Hyoscini Hydrobromldi, CompressivIsopre

Compressi Mepyramini Malcutis, Compress
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4 Edition, Volume

the title considered when a

onsicdercd by the Expert Committee:

cidum Topenoicum, Acidum Salicylicum,

Amoberbitalum

AT+ ~a
NowT

icum,
i Methonitras, Bacitracinum,
Pora-aminosalicylas Hemihydras,
Cetrimonii. Bromidum,

ini Hydrochloridum,

Compressi Apornorphini

cyclizini Hydrochloridi,

oridi, Compressi

carbamazini Citrebils Compressi
P)

ethonii Tarbratis, Compressi

nalini Sulfatis,

i Methamphetamini

Hydrochloridi, Compressi Vethyltestostereni, Compressi Morphini Sulfatis, Com~

pressi Natrii Witritis, Compressi Obducti, Comprossi
Compressi Primidoni, Compressi Pr
Compressi Quinini Sulfa

dimidini, Decamethonii Todidum, Deslanocsidum, Dextro

Diasthylcarbamazini Citras Dibutyllis Phthalas, Dienoesbr

quinolinum, Diprophyllinum, Erythromycinum,
Hexachloridum,

Acetas, Hydrocortisonum, Injectio 4

Tartratis, Injectio Deslanosidi, Injectio Hexamethoni

Tnsulini Zinci Globinati, Injectio Mcthoxamini Hydrochlox

~ Hydrochloridi, Tnjectio Natrii Citratl

JInjectio Procainamidi

Hexamethonii Tartras, Hyaluronidasum pro Injectione,

Phenacoxoni Hydrochloridi,

omcthezini Hydrochloridi, Compressi Pyrimethamini,

tis, Compressi Secobarbitali Natrici, Compressi Sulfa-

fmphetaminl Sulfas,

olum, Diilodohydroxy-

Tluoresceinum Natricum, Gammabenzeni

Hydrocortisoni

cotrigoici Natrici, Injectio Bismuthi eb Kelii

i Tartratis, Injectio

idi, Injectio Nalorphini

s Anticoagulens, Injectio Quabaini,

Hrdrochloridi, Injcetioc Procaini Benuylpenicillini cum
S S o
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Benzylpenicillino, Injectio Procaini Benzylpenicillini Oleosa, Injectio
Streptomycini et Calcii Chloridi, Injectio Suxamethonii Chloridi, Injectio
Testosteroni Propionatis, Isoniazidum, Kalii Nitras, Lidocaini Hydrochloridum,
Lidocainum, Mephenesinum, Mephenytoinum, Methamphetamini Hydrochloridum,
Methandriolum, Methioninum, Methoxamini Hydrochloridum, Methylthiouracilum{
Nalorphini Hydrochloridum,_Natrii Tetraboras, Penicillinum Amorphum, Phenadoxoni
Hydrochloridum, Phthaiylsulfathiazolam, Plasma Humenum Dessiccatum, Polymyxini
B Sulfas, Primaquini Diphosphas, Primidonum, Procainamidi Hydrochloridum,
Procaini Benzylpenicillinum cum Benzylpeﬁicillino pro Injectione, Pyridoxini
Bydrochloridum, Pyrimethaminum, Secobardbitalum Natricum, Solutio Acidi Citratis
et Glucosi Anticoagulans, Solutio Benzalkonii Chloridi, Soclutio Benzethonii
Chloridi, Solutio Natrii Citratis Anticoagulans, Streptomycini et Calecii
Chloridum pro Injectione, Strepbomycini Hydrochloridum pro Injectione;
Streptomycini Sulfas pro Injéctione, Sulfadimidinﬁm, Suraminum Natricum,
Suspensio Insulini Zinci, Suspensio Insulini Zinei Zmorphi, Suspensio Insulini
Zinci Crystallisati, Suxamcthonii Chloridum, Tetracyclini Hydrochloridum,

_ Tetracyclinum, Trimethadionum, Tyrothricinum, Zinci Oxydum, Zinci Sulfas,

Tt was agreed that the following monographs, for which drafts had been

studicd, should not be included in the International Pharmacopoeias

- Compressi Apomorphini Hydrochloridi, Compressi Morphini Sulfatis,
Compressi Natrii Nitritis, Comprcssi Phenadéioni Hydrochloridi, Decamethonii
Todidum, Injectio Bismuthil et Kalii Tertratis, Injectio Methoxamini Hydrochloridi,
Injectio Procaini Benzylpenicillini Oleosa, Injectio Streptomycini et Calcii
Chloridi, Methioninum, Penicillinum Amorﬁhﬁm, Phenadoxoni Hydrochloridum,
Streptomycini et Calcii Chloridum pro Injectione, Streptomycini Hydrochloridum

- pro Injectione, Streptomycini Sulfes pro Injectione, Tyrothricinum,

The following drafts were deferred for further investigation and for possible

inclusion in the sccond edition of the International Pharmacopoeilas

Bacitracinum, Compressi Mephenytoini, Compressi Pyrimcthamini, Deslanosidum,

Diprophyllinum, Injectio Deslanosidi, Injectio Insulini Zineci Globinati, Injectio
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(Vi)

Habril Citratis Antlicoagulans, Injectio Ousbaini, Mephenytoinum, Plasma Humanun

Dessiccatum, Solutio Acidi Citratis et Glucosi inticoagulens, Solutio Nebrii

Citratis Anticoagulans, Tctracyclini Hydrochloridum.

Consultation on the drafi specifications

The draft monographs™ and appendices for the Supplement on which agreemznt
had been obtained will be sent to the Member States of WHO with the object of
obtaining comments. Ian facilitets as wids a siady as possible of tlzse

draft specificalions it was hoped thet, as in the case of the specifications

included in Volunme I of edition, the Member Statcs would arrange for

a Jerge comsulbation and that to o lirited exbent additional copies of these

texts might bo made availsble for reviey upon rsqusast., It is expected that 211
3 ]

commonts and svggestions for amendments would be forwarded by Member States ond

phermacopoeia commissions to cussicn with the members of the Expert

Advisory Pancl on the Intcerna rnecopocia and Pharmaceutical

1 Jo Y o

Preparations end with obher specialists, with a view to incorporating them in

the Supplement to *he first edibion of the Internetionsl Pharmacopoela. It is

- hoped that thess comments can be recelvec promptly to facilitate the completion

of the text.

In addition %o this world-wide consultation throughout the Member States it

is expected that the membsrs of the Pampl will consult national pharmacopoeia

3 3

cormissions or othtr authoritiess deeling with the csbteblishment of specifications
<« N
and subwmit directly to the

1

wggestions or othier informaticn to be

’

o I ~ -
0/ Prarm/ton/Sup/% to 93

Unpublished workin

2
“~ . _n .- : T I } o/ .
Unpublished workin Aty WHO/Pharn/Sip/L to 6
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The Committee wishes to emphasize that the specifications in these monographs
are intended only as a basis of study, and may be subject to modification which may
be extensive in the light of further informetion recceived. They are not intended
at this stage of their preparation to be taken as a basis for the establishment of

national spécifications;

Aqua Demineralisata. A working group of members of the Expert Committee

repoftéd'on this subjéct. It was agreed that a separate mbnograph should be
preparcd desoribing water purified by ion exchange techniques in additioﬁ to the
present mohograph on Distilled Water included in Volume II of the first edition.
The intention was to pro#idé a specification for the material which is used in
large quantities in commerce as’ the basis of pharmaceutical preparations and
analytical solutions, ‘It was agreed to include in the monograph a statement that
demineralized water must not be usec for preparing injections, although its usc

"in ophthalmic preparatioﬁs would be permitted providing that it was sterilized immec
ately before use. The use of demineralized water as an alternative to freshly

distilled water would also be permitted for the preparation of Agua pro Injectione.

Compressi Digitoxosidi. The Expert Committee examined a new draft monograph
D XP )

including a chromatographic method of assay, prepared by a working group of
members of the Expert Advisory Panel. It was agreed that the text should be con-

sidered for inclusion in the Supplement.

Hyaluronidasum. In view of the wide interest in this product it was decided

that the draft monograph be annexed to this report for comment, although it was
recognized that much work remains to be done. Special attention was drawn to the
need to provide adequate directions for the preparation of all the reagents used

in the tests.

Preparations of insulin, It was agreed that the monographs preparcd on some

of the newer preparations of insulin under the titlcs Suspensio Insulini Zineci
fmorphi, Suspensio Insulini Zinci Crystalliseti and Suspensio Insulini Zinci should
be included in the Supplement. It was agreed that members of the Expert Advisory
Panel should be asked to report on the extent to which Injoction of Globin Zine

Insulin is still in use.
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Injectio Ouabaini. The Expert Committee noted that while this preparation is

not employed extensively it is needed in emorgencies. It was agrecd that the
monograph considered by the Expert Committec at its thirteenth session should be
revised and considered for inclusion in the Supplement. Members undertook to
provide identification tests ﬁhich, together with a simple chemical method of
assay, would provide an adequate control without resort to a biclogical test for

potency.

Suraminum Natricum, - The Expert Committee noted that Suramin Scciunm is still
used in the treatment of trypanosomiasis, although it has to scme extent been ‘
replaced by pentamidine., Used together the two substances appcar to counteract
sach other as far as toxieity is conccrned without $mpairment of their
therapcutic or prophylactic propertics. Combined trcatment by Suramin Sodium
end other trypanocides is thersfore of grcet interest. It was agreed that the
draft monograph, as amended, should be considered for inclusion in the International

Pharmacopoeia.

Compressi Obducti. The text agreed at the thirteenth session of the Expert

Committes describing Coated Tablets intended for oral administration;. was further
revised and was accepted for inclusion in the Supplement. Among other provisicns,

it allows for the use of harmless colouring agents in the coating of tablets.

Tablets intended for sublingual administration. Members undertoock to report

on the maxirum end minimum disintegration times desirable for tablets intended for

sublingual acdministration, which could later be included in the monograph.,

Synonyms. The Expert Cormmittee discussed the extent to which synonyms should
ve included in the Internaticnal Pharmacopoeia, and it was agreed to follow in the
Supplement the policy acopted for Volume I and Volume II of the International

Pharmacopoeia, first edition, of providing synonyms only in special cascs.

. . .. . . . . . ’ . 1
Titrations in glacial acetic acid solution, The methocs previously examined

were considered again (in the light of information that dn some quarters dioxane or

mixtures of solvents including dioxane is used instead of acetic acid as a non-

— | _
Unpublished working document WHO/Pharm/232 and Adds. 1, 2, 3, 4 and 5
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aqueous medium for perchloric acid titrations), Members reported that glacial
acetic acid of suitable quality is readily available and this was agreed upon as a
satisfactory medium in all the cases proposed. It was therefore agreednto apply
the method as drafted where appropriate in the Supplement. The neéessary details
of procedure will be given in the individual monogrephs and the reagents will be

describec in the appendix on reagents and test solutions,

Tests for glass containers for injections. The text previously prepared by

the Expert Committec on the recormendation of a working g;roup:L was re-exémined_

and amended, taking into account recent work on this subject; »ItAwas agreed that
the text provides .a rapid tést which mey be carried out by the pharmacist, and that
a note should be inserted stating that containers which have passed the test may,
after further storage, fail to do so. The test provides separaté specifications

for containers below and above 100 ml in capacity.

Determination of pH. The Expert Committee examined the appendix on buffer

solutions and the determination of pH previously approved, and agreed that this

2 . . . .
document”™ as amendcd should be considercd for inclusion in the Supplement.

Posology. A draft of the appendix giving a table of usual and maximal doses
-of the drugs proposed for inclusion in the Supplement was discussed. It was
agreed that an additional colum should be added to the table in order to allow for
brief comments on some of the doses. It was decided that the table of doses should
be circulated to members of the Panel. Comments received from them énd from other

spccialists would be teken into consideration in revising the draft appendix.

Complexone determinations. The Expert Comittee examined the draft method of

assay which had been investigated by members of the Expert Advisory Panel and
others3. It was agreed that the reagents for the method of assay employing
disodium ethylenediamine tetraacetate should be given in the Supplement, together
with directions for employing them in the determination of calcium, as an alterna-

tive to the oxalate method described in Volume I and Volums IT,

. Unpublished working document WHO/Pharm/134 Rev.5
2 Unpublished working document WHO/Pharm/226 Rev.2
3 Unpublished working documents WHO/Pharm/227 and Adds. 1, 2 and 3
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Amendments to Volumes I ond II. The Expert Commlttec examined a number of

suggestions for amendments to Volume T and Volume IT. While the majority of points
raised werc deferred for_consideration in revising the monographs and preparing a
second edition, it was consiéeréd desirable to rcvise the published texts in
respect to the three items listed below, with an appropriate notice to this effect

to be inserted in the Supplement,

(a) Standard dropper. It was agreed to replacc the existing specification

(Volume I) by the cne included in the thirteenth report of the Expert Committee
(WHO/Pharm/282 p. 8) which had been investigated by members of the Expert

Advisory Panel and reported to be.satisfachory.

(b) Digitoxosidum. It was reported that samples of high purity may not com-

ply with the solubility requirements given in Volume I, and it was agreed

that the figures should be amended so as to cover material of higher purity.

(¢) Serum Antitetanicum. I% was noted that through a change in the value of

the International Unit of potency of antitetanus serum, the specifications of

the monograph in Volume I, page 210, require revision to one~half of the

values stated, It was decided %o effect the necessary revision.

4. Second Edition of the Internaticnal Pharmacopoeia

Aims andiscqpe. It was agreed thatv the International Pharmacopoeis should

provide specifications for those phérmaceutical preparations which are selected as
being established in medical practice and generally used. The monographs should
include a definition, tests for identity and a sﬁecification for purity or potency
with such experimental details as would be essenbial to demonstrate compliance with
the specificaticns provided. In accordence with the decisions reached earlier (see
- Report of Eleventh Session), the standards should rsflect a quality of drug readily

obtainable from commercial sources and high encugh for effective therapeutic use,

In addition to provisions relating to identity, strength, quality and puriﬁy,
the specifications should include provisions on packaging and on labelling and,
where appropriate, on storage, to ensurs that the drug continuves to meet the purity

and potency standards.
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In view of the present indications that the proposed specifications of the
Tnternational Pharmacopoeia are coming into use by pharmacists in certain areas,
it appears somewhat desirable to include information on incompatibilities where

possible inactivation of the drug concerned is involved,

Tnformation on dosage should continue to be given in such form as agreed upon

by the Expert Committee.

Tt was agreed that the trade-names for the Intemational Pharmacopoeia
preparations should not be included, but when a preparation is listed in one or
more national pharmacopoeias or other official compendia of specifications under a
title differing substantially from that used for it in the International
Pharmacopoeia, such titles may be given as supplementary information but not as
synonyms. Members of the Expert Advisory Panel would e asked to provide informa-
tion on the non-proprietary names used in national pharmacopoeias and other
official compendia for substances incluced in Volume I, Volume II or proposed for

inclusion in the Supplement,

In respect to the selection of drugs to be described in the Intcrnational
Pharmacopoeia, it was agreed that special study should be given to the subject
and that the Secretary should be asked tc inquire of several national pharmacopocial
bodies what policy is followed in making the selection for their respective

pharmacopoeias.

Appendices should be provided to supply the neceésary special and general tests
and assays, to describe the sclutions neceded and to provide suitable specifications

for the required reagents.

Appendices should also be included (1)-to cover certain broad aspects of
analysis and pharmaceutical compounding; (2) cefiritions of pharmaceutical dosage

forms; and (3) to a limited extent, tables of constants.

General notices. The Expert Committee agreed that the General Notices includec

in Volume I and Volume II of the first edition would form a satisfactory basis for

the second edition with relatively few changes. It was suggested that the state-
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ment on the status and use of the Internaticnal Phermacopoela should be included in
the General Notices rather than the Preface. Suggestions for additions to the
General Notices included points about sterilizaticn of injections by methods other
than those specified in the general monograph and a statemént that solubilities
should be regarded as general information except in a few special cases where solu-
bility forms an importent test for purity., It was suggested that the information
given under "Description® should not be considered part of the standard for the
substance provided that other tests ensured adequate control of purity, 4 limit
test for colour of a solution might be intrcduced. A working group of members of
the Expert Committee uncertook to preparec a report on the General Notices for the

second edition,

Reagents and test soluticns. The Expert Committee examined a scries of spe-

cifications for reagents prepared since the last session by the working group.

The working group had élso providsd an introductory statement including a series

of general tests. It was agreed that published specificaticns should be adapted
to fit the needs of the International Pharmacopoeia; they would be considered for
publication in the International Pharmacopoeia as soon as the work could be com-
pleted. Standard methods of testing would be described and tests would be given
for a number of impurities., However, the number of tests to be carried out would
be kept to a minimum consistent with defining reagents suitable for ordinary
laboratory work having regafd to tests for which they are used in the International
Pharmacopoeia. Members'pf the working group undertake to review the draft specifi-
cations on introductory materiall in the light of comments received from members of
the Expert Advisory Panel and to continue the work of preparing specifications so

as to provide a complete Appendix on reagents and test solutions as soon as possible.

Graphic formulas and chemical names. The Expert Committee noted that by

consultation with specialists in corresponcence, the Secretariat endeavoured to

obtain clear and precise chemiczl names and graphic formulas for all pure substances

1 Unpublished working documents W'O/Pharm/Ed.Sec./4, WHO/Pharm/Ed.Sec,/4 Ldd,
14 and 15, and Pharm S. 70
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Réactifs et solutions-témoins. ILe Comité a examiné une série de spéci-

fications pour les réactifs, qui ont été préparées depuis la derniere session du
Comité par le groupe de travail désigné & cet effet. Le groupe de travail a égale-
ment présenté un exposé introductif décrivant une série dlessais généraux. Il a

é4é décidé que les spécifications devreient €tre adapitées aux besoins de la
Pharmacopée internationale; elles seront examinédes en vue de leur publication

dans cette Pharmacopde doés que le traveil préparatoire aura été achevé. Des méthodes
types dlessai seront décrites et llon indicuera les essails appropriés pouf un
certain nombre d'impuretés. Toutefols, le nombre des essails & exécuter sera réduit
au minimum compte tenu de la nécessité de définir des réactifs qui puissent &tre
utilisés pour les travaux ordinaires de laboratoire,qu’exigent les essais prévus
dans la Pharmacopée internationale. Les membres du groupe de travail ont accepté

de revoir les'projets de spécificetions pour réactifs a inclure dans la Pharmacopéel
&4 la lumiére des observations qu'on fait parvenir diverses personnalités inscrites
au Tableau dlexperts et ils poursulvrons 1'établissement de spécifications de
manisére & pouvoir présenter aussitdt que possible un appendice complet sur les

réactifs et les solutions-témoins.

Formules développées et noms chimigues. ILe Comité & noté que le

Secrétariat a consulté par correspondance un certain nombre de spécialistes afin
dtobtenir des noms chimiques clairs et précis, ainsi que des formules développées,
pour toutes les substances pures décrites dans les monographies de la Pharmacopée
internationale. On pout espérer arriver a L'uniformité en a?pliquant les principes
internationalement admis gréce aux efforis de l!Uhion internationale de Chimie
pure et appliquée et en se conforment aux régles publides par cette Union. Le
Secrétaire de 1'Union internationale, divers comités de nomenclatures et dlautres
sutorités ont été consultds & propos de probldmes particuliérement délicats. ILe
Comité a recommu la nécessité d'adopter un mode uniforme de présentation qui solt
internationalement acceptable. Il & également reconnu que les dispositions prises

par le Secrétariat fournissaient une bonne base de départ.

Détermination de la perte a la dessiccation. Comité a décidé que lior

devrait s'efforcer, dans la deuxisme édition, de normaliser les températures indlqué

1 Documents de trevail mon publids WHO/Pharm/Ed.Sec./l, WEO/Pharm/Bd.Sec./:
Add.dh4 et 15 et Pharm S. 70
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Peroxide value of fats and oils. The Expcrt Committee exemined a number of

methods proposed by members of the Expert Advisory Panel and othersl and it was
agreed to include the method recommended by the International Union of Pure -and

Applied Chemistry.

Acidity or alkalinity. It was agrecd to consider including in the second edi-

tion tests to establish definite limits for titrable acidity or alkalinity for the
purpose of detecbing protolytic impurities such as carbbnabes, phosphates and sili-

cates in neutral salts and certain alkalcidal salts.

Solutions. It was agreed to adc to the General Notices a statement to the
effect that unless otherwise specified in the individual monographs, all soluticns

are to be prepared with distilled water or cdemineralized water.

Date of manufacture. It was agreed that, in view of the wide variation between

definitions accepted in national regulations, this term should not be defined in the

International Pharmacopoeia.

Upper limit of -surity for assors. Tt was decided to include a statement to
pp SORELLY

e ek iy e e L

the effect that where no upper limit was given in a monograph for a chemical

'substance, the figure of 100.5 per cent, should apply.

Definition and determination of "colourless", The Expert Committee ccnsidered

a report from a working group, onc agreed to the text contained in unpublished
working document WHO/Pharm/124 Rev.l,

Limit test for turbidity. The Expert Committee agreed that the text proposed

should be circulated to members of the Expert Adviscry Panel for investigation in

connexion with the sccond edition of the International Pharmacopoeia.

Terms used in spectrophotometry and photometfy. It was agreed that the terms

defined in the eppendix on spectrophotometry and photometry (Volume II, page 237)
should be employeC where appropriate in the Supplement. The Expert Committee
reconmenced thet for the second edition these terms shoulc be reviewed, taking into
account the efforts at present being made to achieve uniformity on an international
scale. It was agreed to seek information from the International Union of Pure and

Applied Chemistry on this mabter,

1 Unpublished working documents WHO/Pharm/Ec.Sec./21 an¢ Adds. 1-4
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Optical crystallographic data. It was reported thét the importance of this

data for the identification of crystalline compounds is increasing and it was agreed

that a table should be considered for inclusion in the second edition.

Water-bath and steam-bath. It was agreed that the following wording should be

considered for inclusion in the General Notices: M Water~bath! means a bath of
vigorously boiling water, Where heating on a water-bath is prescribed, a bath of
free~flowing steam may be used as an alternative. When heating in a waterfbath is

mentioned, only immersion in a bath of vigorously boiling water may be used,.®

Units for expression of guantities in the monographs., It was agreed to

express quantities less than 0.1 g in milligrams {(mg) in the monographs of the

second edition, ILarger gquantities woulc be expressed in grams (g).

Rubber for pharmaceutical purposes. A progress report was received from a

working group, and 1t was agreed to await a further report.before meking a

recommendation on this subject.

Limit tests for impurities. A working group of members of the Expert Committee

agreed to continue work on limit tests for chloride, sulfate, turbidity, arsenic,
iron, lead, heavy metals, ete., which have been the subject of previous reports to

the Expert Committee.

Preparations of human blood. A number of reports by members of the Expert

Ldvisory Panel were examined and it was agreed to defer consideration of most of
the draft monographs until further work had been done on the problems involved. It
was agreed to prepare a draft moncgraph on Dried Human Plasma taking into account
the advice of experts on preparations of blocd and information received from the

Tnternational Society for Blood Transfusion.

Solutio Natrii Citratis Anticoagulans. Draft monographs on a series of anti-

coagulant solutions were cxamined by the Expert Committeec, but in view of the
difficulty in obtaining agreement on the formulas to be used it was agreed not to
proceed with these monographs for the present. The members uncertook to keep the
Secretary informed of developments in their countries in respect of these solutions

so that the matter might be reconsiderec at a later stage.
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Surgical dressings. The Expert Committee received a report on a number of

problems which arise in connexion with the use of surgical dressings. Attention
was drawn to the difficulties occasioned by the use of optical bleaching agents

and artificial fibres. & request had been received to prepare specifications
taking these matters into account. It was agreed that at the present time it would
be very difficult to prepare specifications fof these substances but members of the
Expert Committee agreed to collect and assemble information on the standardization
of surgical dressings in the'various countries for review later. The posSibility
of including specifications in the International Pharmacopoeia could then be re-—

considered.

Posology. Members undertook to submit their views on the style to be adopted
for the statements oﬁ doses in the second edition, including the expression of
quantities in terms of milligrams and the statement of maximum and minimum doses,
Tt was agreed that the Secretariat would distribute to the members information on

the arrangement of the various pharmacopoecias.

Galenical preparations. A working group of members of the Expert Committee

agreed to continue the review of monographs on galenical preparations included in
the first edition of the International Pharmacopoeia with the object of revising

the monographs and providing some additional ones.

Radicisotopes. The Expert Committee noted that the WHO Study Group on

Radioclogical Units and Radiological Protection had made the following recormenda-
1 )
tion:

YWHO might consider including in the International Pharmacopoeiz suitable
information on preparations of those radioactive substances which may be
utilized in medicine.®
It was agreed to ask the Secretary to obtain informatidn which would be cone

sidered by members of the Expert Advisory Panel in preparing monographs of pharma-
ceutical preparations of radiocactive isotopes and instructions for storing,

handling and dispensing such preparations.

L Unpublished working document Mg/D8/56
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5. Colour spots as a danger signal for pharmaceutical preparations

4 proposal to differentiate pharmaceutical preparations according to toxicity
| by using labcls or spots of three different-colours was examined by the Expert
Committee together with a number of reports and comments on this subject which have
Beeﬁ received from members of the Expert Advisory Panel. It was considered
advisable to defer further study of this proposal because of the great discrepan-
cies between the various countries in the classification of phérmaceutical prepa-

rations with regard to their toxicity in use.

6. International non-proprietary names

The Committee noted that the Exccutive Board had, at its fifteenth session,
"adopted the amendﬁentsl to the procedure for the selection of recommended inter-
national non-proprietary nemes for pharmaceutical preparations and to the general
principles for guidance in devising international non~proprictary hames. A list
of 153 names had been published in the January issue of the Chronicle of the WHO2
after having been sent to Member States. It had been possible to obtain with~-
drawal of a number of the objections received on names selected previously, and in

general there was a better understanding and appreciation of the programme and its

necessary limitations.

Te huthentic chemical substances

The Committee noted and approved an oral report on the work of the Centre for
authentic chemical substances established under the aegis of the WHO at the
Lpotekens Kontrollaboratorium, Stockholm, Two thousand ampoules of 10 mg of
Digitoxoside and 1000 ampoules of 10 mg Ergometrine Maleate have been prepared

and are now available at the Centre,

1 0ff, Rec, Wld Hlth Org, ég, 3 (Resolution EB15.R7)

2 Chron, Wlé Hlth Org. 1956, 0, 2G.~

1
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Concerning Vitamin A, some delays have arisen owing to the difficulty in pro-
ducing an authentie chcmical substance which would be stable for more than {wo
years. The Vitamin Commission of the Food Division of the International Union of
Pure and Applied Chemistry and the Committee on Reference Standards of the
Pharmacopoeia of the United Statcs had been consulted. The Committee agreed that

further investigations would be undertaken.

8, Next mecting

The Expert Committee expresscd the view that in order to ensure adequate
progress, sessions of the Bxpert Committee on the International Pharmacopoeia and
study groups to deal with special problcms on the preparation of the International
Pharmacopoeia should be held with sufficient frequency.



