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Preface

I. PREFACE

This is the Third Edition of one of the world’s youngest
pharmacopoeias, perhaps the youngest of all. It is a
little more than thirty years since the Convention on
which our work is based was signed by the eight found-
ing members. Each of the first two editions was pub-
lished over a period of about fifteen years: the first rep-
resented a formative period during which were devel-
oped the principles on which this international co-op-
erative project was to be based; during the period of
expansion represented by the second edition the number
of monographs has quadrupled, reaching almost 1200.

In 1994, the European Pharmacopoeia Commission
decided that the time had come to consolidate the work
achieved, to implement a limited number of technical
revision changes and to present the European Pharma-
copoeia in a form that would be more convenient for
users than the loose-leaf format that had served well
during a period of expansion but was beginning to out-
live its purpose. In view of the resources available and
the strong desire to commit as much of them as possi-
ble to continued expansion, this decision was made only
when there was assurance that such consolidation could
be carried out without interfering with other work.

The Third Edition will be published over a much shorter
period than its predecessors. Since the basis of the edi-
tion has been consolidation rather than extensive tech-
nical revision, the Commission has already initiated plans
for a more extensive revision programme whose results
will be incorporated into the Fourth Edition in four or
five years’ time. For the Third Edition, the Commission
decided to concentrate on a limited number of revision
topics: priority has been given to replacement of tests
using experimental animals and to elimination wherever
possible of toxic reagents from test methods. The reduc-
tion in the need for experimental animals is impressive
with wide introduction of the test for bacterial
endotoxins instead of the pyrogens test in rabbits in
many monographs, especially antibiotics, the elimina-
tion of the test for abnormal toxicity in many mono-
graphs on antibiotics and vaccines and the introduc-
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tion of physico-chemical assay methods for a number of
biological products.

Users will note that the opportunity has been taken to
reorganise parts of the Pharmacopoeia in such a way as
to make them more easy to use. The former annexes,
which had a special status, have been moved so that
they are placed at the end of the monographs or gen-
eral chapters that they concern; their different status is
explained at the head of each text. The General Notices,
which define interpretation rules for the texts of the
Pharmacopoeia, have been thoroughly revised and re-
organised: they should be consulted by all users. Some
informative statements formerly included in the Gen-
eral Notices have been moved to an Introduction which
gives amongst other things general information on policy
matters of the Commission.

The period covered by the Second Edition was marked
by innovation as well as expansion: the Biological Stand-
ardisation Programme, a joint activity with the Com-
mission of the European Communities was initiated in
1991 and many reference preparations established un-
der the programme are now in use; the Scheme for Cer-
tification of Suitability of Monographs was launched
and is now functioning routinely; the European Phar-
macopoeia was made available in CD-ROM form with an
innovative operating system that enables users to ex-
ploit fully the resources. All of these will continue dur-
ing the Third Edition. The most recent innovation has
been the creation of the European network of official
medicines control laboratories. This has entailed admin-
istrative restructuring with the creation within the Coun-
cil of Europe of the European Department for the Qual-
ity of Medicines having two distinct branches, one deal-
ing with the pharmacopoeia, the other with the net-
work. The network will bring the Pharmacopoeia closer
to one of its groups of users and we hope will bring
benefits for all concerned.

As a result of the publication of the medical devices
directive of the European Union, the inclusion of
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sutures and dressings in the Pharmacopoeia has been
reconsidered. A memorandum of understanding drawn
up with CEN now defines the responsibilities of each
body for standardisation of medical devices. The mono-
graphs on sutures will be maintained in the Pharmaco-
poeia but most dressings have been deleted with the
publication of the Third Edition.

One of the aims of our work has always been interna-
tional harmonisation within Europe but the global na-
ture of the pharmaceutical industry obliges us to look
towards even wider horizons. In the past few years a
considerable effort in international harmonisation of
pharmacopoeial standards has been made in co-opera-
tion with the pharmacopoeias of Japan and the United
States of America. The goal of harmonisation is to bring
the policies, standards, monograph specifications, ana-
lytical methods and acceptance criteria of these
pharmacopoeias into agreement. Where a single com-
mon standard cannot be achieved, harmonisation means
agreement based upon objective comparability and a
clear statement of any differences. The procedures are
now well-established and readers of Pharmeuropa will
be familiar with the regular section devoted to the vari-
ous stages of the system. The different stages in the
harmonisation process from the ‘Proposal stage’ (stage
1) where a first draft is prepared, to the ‘Consensus
stage’ (stage 5) are explained more fully in Pharmeuropa
7.1 under the annual review of the activities of the
Pharmacopeial Discussion Group (PDG). The general
chapters and monographs included in the Third Edi-
tion that have completed all the stages of international
harmonisation are listed under “IV. Contents of the Third
Edition”.

The increase in the number of monographs has led to a
similar increase in the number of reference substances
and there are now over seven hundred in the catalogue.
These reference materials are supplied to countries
throughout the world in steadily increasing quantities.
Their establishment and monitoring represent a major
responsibility for the Technical Secretariat.

In addition to the expansion of coverage of the Euro-
pean Pharmacopoeia in terms of the number of mono-
graphs, there has been a steady increase in the number
of participating countries which has tripled from the
number of founding members of 1964. We can expect
this expansion to continue over the next few years until
this becomes truly the pharmacopoeia of the whole of
Europe. The Commission, composed of delegations from
the member States, welcomes to its Sessions a number
of observer delegations, some from European countries
that have the opportunity to sign the Convention: Bul-
garia, the Czech Republic, Hungary, Lithuania, Poland,
Roumania. Other observers come from further afield:
Australia, Canada, the People’s Republic of China and
Syria.

In 1991, arrangements were made for new premises in
Strasbourg for the Technical Secretariat which had for
many years been housed in a very picturesque wood-
frame building with a interesting history but which was

increasingly unsuited to current needs. The new premises
have been tailored to the needs of the Secretariat and
are able to accommodate the substantial increase in staff
numbers. The Commission records its indebtedness to
the governments of the Member States for the financial
contributions that have made this possible.

The Commission is greatly indebted to those many peo-
ple who do the detailed work needed to maintain and
expand the Pharmacopoeia. The many experts and spe-
cialists contribute an enormous amount of expertise and
experience, on a voluntary basis. Colleagues in national
pharmacopoeial authorities, control laboratories, the
universities and industry all make their contribution.
We gratefully acknowledge all that these people bring
to our work.

On behalf of the Commission and myself, I thank very
warmly all the members of the Technical Secretariat,
the Director and her Deputy, scientists in the offices
and laboratories, translators, secretaries and adminis-
trative staff, for their special contribution to the suc-
cess of the Pharmacopoeia.

Lastly, I thank members of the European Pharmaco-
poeia Commission for their individual efforts which con-
tribute largely to the success of the European Pharma-
copoeia and for their inspiring support and goodwill
that has been shown to me.

Prof. Dr D Schnadelbach

Chairman of the European Pharmacopoeia
Commission

EUROPEAN PHARMACOPOEIA - 1997
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[I. INTRODUCTION

The European Pharmacopoeia is published in accord-
ance with the terms of the Convention on the elabora-
tion of a European Pharmacopoeia (European Treaty
Series No. 50) as amended by the Protocol to the Con-
vention (European Treaty Series No. 134) under the
auspices of the Council of Europe, signed by the Gov-
ernments of Austria, Belgium, Bosnia-Herzegovina,
Croatia, Cyprus, Denmark, Finland, France, Germany,
Greece, Iceland, Ireland, Italy, Luxembourg, the Nether-
lands, Norway, Portugal, Slovakia, Slovenia, Spain, Swe-
den, Switzerland, “the Former Yugoslav Republic of Mac-
edonia”, Turkey, the United Kingdom of Great Britain
and Northern Ireland, and by the European Commu-
nity.

The preparation of the Pharmacopoeia is the responsi-
bility of two principal bodies:

1. The Public Health Committee, whose composition
and functions are set out in Articles 3 and 4 of the
Convention as amended by the Protocol:

Article 3.

“For the purposes of the present Convention, the
Public Health Committee shall be composed of del-
egations appointed by the Contracting Parties”.

Article 4.

“1) The Public Health Committee shall exercise a
general oversight over the activities of the Commis-
sion and for this purpose the Commission shall sub-
mit a report on each of its sessions to the Public
Health Committee.

2) All decisions taken by the Commission, other than
those of a technical or procedural character, shall
be subject to the approval of the Public Health Com-
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mittee. If the Public Health Committee does not
approve a decision or approves it only partially, the
Committee shall refer it back to the Commission
for further consideration.

3) The Public Health Committee, having regard to
the recommendations of the Commission under Ar-
ticle 6 (d), shall fix the time limits within which
decisions of a technical character relating to the
European Pharmacopoeia shall be implemented
within the territories of the contracting Parties”.

The European Pharmacopoeia Commission is ap-
pointed in accordance with Article 5 of the above-
mentioned Convention. It is composed of delega-
tions appointed by the Contracting Parties. Each
delegation consists of not more than three mem-
bers chosen for their competence in matters within
the functions of the Commission.

The functions of the commission established by Ar-
ticle 6 of the Convention as amended by the Proto-
col are:

Article 6.

“Subject to the provision of Article 4 of the present
Convention, the functions of the Commission shall be:

(a) to determine the general principles applicable
to the elaboration of the European Pharmacopoeia;

(b) to decide upon methods of analysis for that pur-
pose;

(c) to arrange for the preparation of and to adopt
monographs to be included in the European Phar-
macopoeia and;

(d) to recommend the fixing of the time limits within
which its decisions of a technical character relating

iii
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to the European Pharmacopoeia shall be imple-
mented within the territories of the Contracting
Parties.”

In accordance with the terms of the Convention, the
Contracting Parties undertake to take the necessary
measures to ensure that the monographs of the Euro-
pean Pharmacopoeia shall become the official standards
applicable within their respective territories.

PURPOSE OF THE EUROPEAN PHARMACOPOEIA

The purpose of the European Pharmacopoeia is to pro-
mote public health by the provision of recognised com-
mon standards for use by health-care professionals and
others concerned with the quality of medicines. Such
standards are to be of appropriate quality as a basis for
the safe use of medicines by patients and consumers.
Their existence:

— facilitates the free movement of medicinal products
in Europe;

— ensures the quality of medicinal products exported
from Europe.

European Pharmacopoeia monographs and other texts
are designed to be appropriate to the needs of:

— regulatory authorities;
— those engaged in the control of quality;

— manufacturers of starting materials and medicinal
products.

The European Pharmacopoeia is widely used interna-
tionally and it is the intention of the Pharmacopoeia
Commission to work more closely with users of the
Pharmacopoeia in order to better satisfy their needs
and facilitate their cooperation. To this end improved
procedures will be sought for obtaining advice on pri-
orities for elaborating new monographs and enhancing
the quality of the Pharmacopoeia.

TECHNICAL SECRETARIAT AND LABORATORY

The European Pharmacopoeia Commission has a Tech-
nical Secretariat with scientific and administrative staff,
situated in Strasbourg. The European Pharmacopoeia
Laboratory is situated within the Secretariat and,
amongst other duties, is in charge of the establishment
and monitoring of all reference materials needed for the
monographs of the Pharmacopoeia.

iv

GENERAL PRINCIPLES

General rules for interpretation of the texts of the Phar-
macopoeia are given in the General Notices. The follow-
ing information should also be noted.

The general principles applied in the elaboration of the
European Pharmacopoeia are laid down in the Techni-
cal Guide for the Elaboration of Monographs available
as a special issue of Pharmeuropa.

It is recognised that general chapters are used elsewhere
than in the monographs of the Pharmacopoeia; in these
circumstances users are recommended to consult the
Technical Guide which gives extensive information on
the application of many of the methods.

Patents. The description in the Pharmacopoeia of arti-
cles subject to protection by patent does not confer or
imply any right to the use of such patents by any per-
son or persons other than the proprietors of the pat-
ents concerned.

Use of animals. The Commission is committed to the
reduction of animal usage, wherever possible, in phar-
macopoeia testing and encourages those associated with
its work to seek alternative procedures. An alternative
or modified method is adopted by the Commission once
it has been clearly demonstrated that it offers satisfac-
tory control for pharmacopoeial purposes.

Hydrates. The degree of hydration is indicated in the
titles of monographs only where more than one form is
included in the Pharmacopoeia or where more than one
form is currently available in commerce.

Chiral substances. The present policy of the Commis-
sion is to include a test for optical rotation for all chiral
substances, either to confirm the racemic nature or to
determine the specific optical rotation where a particu-
lar enantioner is required by the monograph. In older
monographs published in the Second Edition and not
technically revised since the present policy was estab-
lished, for racemates and racemic mixtures a test to con-
firm the racemic nature has not usually been included
unless the optically active form is also described or is
readily available in commerce.

Polymorphism. Where a substance may show polymor-
phism, this is usually stated under Characters. In gen-
eral, no particular crystalline form is required in mono-
graphs; exceptionally, in a few monographs, the crystal-
line form required is specified, for example, via an infra-
red absorption spectrophotometric identification test
where the spectrum is required to be recorded using
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the substance in the solid state without recrystallisation,
the chemical reference substance provided being of the
required crystalline form. However, for substances other
than these exceptional cases, depending on the use of a
given substance in a dosage form, it may be necessary
for a manufacturer to ensure that a particular crystal-
line form is used. The information given under Charac-
ters is intended to alert users to the need to evaluate
this aspect during the development of a dosage form.

Specificity of assays. For the elaboration of monographs
on chemical substances, the approach preferred by the
Commission is to provide control of impurities via a well
designed Tests section rather than by the inclusion of
an assay that is specific for the active principle. It is
therefore the full set of requirements of a monograph
that is designed to ensure that the product is of suit-
able quality.

Impurities. Many monographs, particularly those re-
cently published, now have appended a list of known or
potential impurities shown to be controlled by the tests.
Known impurities (also referred to as ‘actual impuri-
ties’) are those that have been observed in batches of
the substance; potential impurities are those that al-
though they might be expected, from knowledge of the
manufacturing process, to occur have not in fact been
observed in batches during elaboration of the mono-
graph. This list is intended to facilitate use of the mono-
graph, especially during the licensing process for medi-
cines (see Impurities in new drug substances, ICH tri-
partite note for guidance, May 1995). A series of poten-
tial impurities for a substance obtained by a given manu-
facturing process may be compared with the list to es-
tablish whether the monograph provides sufficient con-
trol. It is the intention of the Commission to include
such lists wherever possible in new monographs and to
add them to existing monographs during revision.

Medical devices. All editions of the Pharmacopoeia have
contained monographs on articles that are regarded as
medical devices, notably surgical sutures and dressings.
For member States of the European Union, a unified
framework for standardisation of medical devices is now
provided by a directive. Following an agreement between
the various parties involved, the Commission has de-
cided that the monographs on dressings will be deleted
once standards have been developed as foreseen by the
directive. Specifications included in the section on con-
" tainers will be adapted or, in some instances, deleted, to
take account of future standards developed within the
framework of the directive. The monographs on surgi-
cal sutures are to remain in the Pharmacopoeia but they
have been modified to conform to the requirements of
the directive and are now to be seen as standards of the

1997 - EUROPEAN PHARMACOPOEIA

type foreseen there. This adaptation of the monographs
has involved deletion of some monographs on specific
types of sutures in favour of a more general approach.

CERTIFICATION PROCEDURE

A procedure for the certification of suitability of mono-
graphs of the Pharmacopoeia with respect to control of
the purity of a product from a given source has been
established [see Public Health Committee (Partial Agree-
ment) Resolution AP-CSP (93) 5]. Certificates may be
granted with respect to published monographs or those
available as definitive texts (see below). Details of the
operation of this scheme are available from the Secre-
tariat.

PUBLICATIONS

The European Pharmacopoeia is available in English
and French versions in the form of a book with an an-
nual supplement, and as an annually updated CD-ROM.

Pharmeuropa, the European Pharmacopoeia Forum,
is published several times each year as an aid in the
elaboration of monographs and as a vehicle for infor-
mation on pharmacopoeial and related matters. It is
available on subscription from the Technical Secretariat.

Definitive texts. Texts adopted by the Commission in
any given year are published in the first half of the fol-
lowing year. In the period between adoption and publi-
cation, they are available from the Technical Secretariat
as definitive texts in a ‘Prepublication’ brochure.

Implementation. The date on which monographs are to
be implemented is fixed by the Public Health Commit-
tee following a recommendation by the Commission. This
date is usually about six months after publication. Where
a monograph is to be implemented at a date earlier than
the next publication date of the Pharmacopoeia or a
supplement, a Resolution of the Public Health Commit-
tee gives the full text to be implemented. The text is
also published in Pharmeuropa for information.

Revision programme. Monographs and other texts of
the Pharmacopoeia are revised as necessary following a
decision of the Commission. The current revision pro-
gramme is published in Pharmeuropa.
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[II. EUROPEAN PHARMACOPOEIA COMMISSION
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vii



European Pharmacopoeia Commission

Austria

Belgium

E.C.

Denmark

France

Finland

Germany

Chair:

Experts:
B

CH

D

F

GB

GR

I

NL

S

Specialists:
CH

D

GB

I

Chair:
Experts :

B
CH
D
E
F
GB
|
NL
S

Specialists:

ALTERNATE MEMBERS
H. HALBICH-ZANKL Italy E. CIRANNI SIGNORETTI
K. PFLEGER A. MACRI
J. TRENKER G. OREFICI
L. ANGENOT Luxembourg M. BACKES-LIES
J. DE BEER J.L. ROBERT
A. VLIETINCK poa D B KASTE
Netherlands 5
B. HUGHES JW. DORPEMA
K. BRONNUM-HANSEN HL VOS
S. GRELL =
A. SORENSEN Slovakia D. GRANCAI
H.J. DE JONG % LUCHNERY
M. GACHON L. SOVIK
C. NICOLAS Sweden L. SJODIN
e : Switzerland 1. KAPETANIDIS
A. BAECKMANN
S. EBEL United J.A. GOLDSMITH
R. KURTH Kingdom M.L. RABOUHANS
GROUPS OF EXPERTS
Group 1CM — Microbial Contamination Group No 6 — Biological Substances
D. KRUGER Chair: J. VAN NOORDWIJK
Experts:
J. DONY B A. LAUWERS
P. FELS CH H. WINDEMANN
H. SEYFARTH 3 Th. DOLL
S iy DK S. GRELL
oy E J.C. DIEZ-MASA
J. LAVDIOTIS
F A. BAYOL
G OREFIL FIN J.J. HIMBERG
H. VAN DOORNE CB i
L. HAMILTON A.F. BRISTOW
I M. VANNINI
N W. SKARE
J. FAVET NL P.M.J.M. JONGEN
K. HABERER S L. SJODIN
K. HELLIWELL TR F 1ZGU
M. GALLIANO RASPINO
Specialists:
CH 0. KRIECH
Group No 1L — Limulus Amoebocyte Lysate (LAL) D G. REBER
J. VAN NOORDWIJK | A.M. SALVATI VACCARI
I P. BIANCHINI
C. BORENSZTEIN NL G.W.K. VAN DEDEM
D. WITTHAUER NL H.J.M. LINSEN
D. KRUGER
V. MONTEJO Group No 6B — Human Blood and Blood Products
J. GIROUX *
L. BELLENTANI Experts:
}L"I‘;}ggf;MER A H. IGEL
’ B D. VAN GYSEGEM
CH N. CHARIATTE
P. NABET D R. SEITZ

F

viii

EUROPEAN PHARMACOPOEIA - 1997



European Pharmacopoeia Commission

DK E. SANDBERG S P. HOLMQVIST
E C. ALONSO VERDURAS TR N. NOYANALPAN
F L. MOUILLOT Specialists
FIN R. SOININEN
GB T.J. SNAPE B e
I M. ORLANDO EH D. JAKEL
N M. K. FAGERHOL F J. FERRET
NL F.G. KORSE
o Sl Group No 9G — Medicinal Gases
Specialists: : 2
Chair: H. TSCHIERSKY-SCHONEBURG
CH A. GARDI
D P. GRONSKI Experts:
F L. PEYRON B M. KUPPERS
Observers: D H. MULLER
WHO A. M. PADILLA MARROQUIN r f. ANDRE
GB P. HENRYS
I V. ZURLETTI
Group No 61 — Insulin Preparations NL J. DEN HARTIGH
Chair: J. VAN NOORDWIJK S E. SUNDSTROM
Experts:
D G. SEIPKE Group No 10A — Organic Chemistry - Synthetic Products
DK M. MPLLER CHRISTENSEN Chair: J.P. FOURNIER
F V. GRIFFOUL
GB AF. BRISTOW Experts:
NL P.M.J.M. JONGEN B J. BONNARD
S L. SJODIN CH E. SCHLAFLI
D H.J. SCHEUERMANN
Group No 7 — Antibiotics il K. BRONNUM-HANSEN
) E A. MARTIN-GONZALEZ HERNAN
Chair: D.H. CALAM F G. GERNEZ
Experts: GB B. EVERETT
A P. INAMA I F. LA TORRE
B J. HOOGMARTENS N L. BORKA
CH E. WACHBERGER NL O.M. VAN BERKEL-GELDOF
D C.P. CHRISTIANSEN S K.G. SVENSSON
DK L. THOMSEN
E E. PORQUERAS
F S. GUYOMARD Group 10B — Organic chemistry - Synthetic Products
GB R.C. HUTTON Chair: S. WEBER BRUNNER
I S. TEDESCHI Fxperis:
NL C. VAN DER VLIES
S K. GRONINGSSON A J. TRENKER
TR H. GUNDUZ B J.F.H. VAN ROMPAY
CH E. KELLER
D V. SCHULZE
Group No 9 — Inorganic and Organic Chemistry DK A. SORENSEN
Chair: S. EBEL E J.M. DE CIURANA GAY
Exferts: F H.J. DE JONG
FIN K. SINIVUO
B M. HANOCQ GB A. HOLBROOK
CH H. ALTORFER GR E. SOULI
D M. TURCK I L. VALVO
F M. MAZZA L J.L. ROBERT
GB A. RIXON N E. A. HAGEN
I G. ZANNI NL A. VAN DEN HOEK
NL A.D. FORCH S M. EK
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Group No 10C — Organic Chemistry - Synthetic Products Group No 12 — Galenical Products

Chair:
Experts:

B
CH
D
DK
E
F
GB
I
NL

J. VESSMAN

J. DE BEER

H. LUDWIG

W. ARZ

M. HANDLOS

D. MAULEON

T. BOURQUIN

K.J. LEIPER

G. COLLI

F.J. VAN DE VAART

Group No 11 — Organic Chemistry - Natural Products

Chair:
Experts:

B
CH
D
E
F
GB
GR
I

N
NL
S
TR

H. PARTENHEIMER

J. CROMMEN

M. RICHTER

A. MULLER

J. RUIZ COMBALIA
M. GACHON

A.G. DAVIDSON
V. HARTOFYLAX
C. GALEFFI

K. @YDVIN

D. DE KASTE

E. EHRIN

H. CAN BASER

Sub-group No 11A — Vitamin A

Chair:
Experts :
CH

D

F
GB

B. BORSJE

E. WACHBERGER
E. OHST

Y. ROCHE

G.F. PHILLIPS

Sub-group No 11C — Cellulose Ethers

Chair:
Experts :

CH
D
F
GB
1
NL

Specialists:
D

G. ROTZLER

E. DOELKER

L. GROSSE

J. RABIANT

L.J. BLACKWELL
M. PEDRANI

E. IZEBOUD

E. GRUNBERGER

Chair:
Experts:

B
CH
D

E

F
FIN
GB
|
MAC
N
NL
S
TR

Specialists :
D

F

GB

I

I

GB
GB
GB
GB
GB
NL

H. G. KRISTENSEN

L. DELATTRE

J. SCHRANK

W. POHLER

A. VELAZQUEZ CARVAJAL
M. VEILLARD
L. TURAKKA

D. GANDERTON
A. GAZZANIGA
A. SIMOV

J. KARLSEN

H. BURGER

S. WAHLGREN
0. VAIZOGLU

H. MOLLER
J.M. AIACHE
W.J. MOSSOP
L. MONTANARI
G. GUALANDI

Inhalanda
H.BULL

J.M. AIACHE
D. GANDERTON
B. MEAKIN
S.C. NICHOLS
K. TRUMAN

P. WRIGHT

A. FORCH

S. HUGOSSON
B. OLSSON

Group of Experts No 13 — Phytochemistry

Chair:
Experts:

A
B
CH
D
F
GB
GR
I
NL
S
TR

Specialists:
I

M.H. LOULERGUE

T. KARTNIG

A. VLIETINCK
0. STICHER

G. HARNISCHFEGER
I. FOURASTE
K. HELLIWELL
S. PHILIANOS
A. IMBESI

J.H. ZWAVING
L. BOHLIN

E. SEZIK

A. DE PASQUALE
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Group No 13H — Fatty Oils and Derivatives

Chair:
Experts :

CH
D
GB
GR
I
NL
S

Specialists:

e oS- Sln B I B )

o}

A. VLIETINCK

M. THEVENIN
V. BUHLER
M.R. HARRISON
S. PHILIANOS
M. PEDRANI
J.H. ZWAVING
L. SVENSSON

S.K. ALI

B. PRILLEUX

S. BESSET

B. BRANCQ

G. DUGO

H. BREIVIK
H.D. KASEBORN
C. LEGE

W. BUNTING

Group No 14 — Radioactive Compounds

Chair:
Experts:

B
CH
D
DK
E
F
GB
I

N
NL
Specialists:
D
F
GB
S

CJ. FALLAIS

A. VERBRUGGEN
C. WASTIEL

R. SUCHI

B. PEDERSEN
M. ROCA

L. MERLIN

R.D. PICKETT

P. SALVADORI
P.0. BREMER

M. KROON

G.J. MEYER
B. MAZIERE
S. WATERS
B. LANGSTROM

Group No 15 — Sera and Vaccines

Chair:
Experts :

A
B
CH
D
DK
F

R. WINSNES

W. MAURER

R. DOBBELAER
F. REIGEL

M. SCHWANIG

A. BJERREGAARD
F. FUCHS
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FIN

GB

I

NL
Specialists:
CH

F
Observers:

WHO

Group No 15V —

Chair:
Experts:

A
B
CH
D
DK
F
GB
I
IRL
N
NL

Specialists:

F
F

Observers:
EC

T. KURONEN
LG.S. FURMINGER
L. NICOLETTI
H.H.M. TUMMERS

J. STALDER
L. PEYRON

E. GRIFFITHS

Veterinary Sera and Vaccines
J.M. PERSON

J.P. BINDER
M. PENSAERT
L. BRUCKNER
M. MOOS

R. HOFF-JORGENSEN
J.C. ROUBY
AM.T. LEE

M. TOLLIS

P.J. 0’'CONNOR
A. LILLEHAUG
H.H. LENSING

M. GUITTET
P. VANNIER

P. van HOUWELINGEN

Group No 16 — Plastic Containers

Chair:
Experts:

B
CH
D
F
GB
I
NL
S
TR

Specialists:

D
F
I

G. GERNEZ

P. HOET
E. SPINGLER

R. ROSSLER

D. BAYLOCQ-FERRIER

I.D. NEWTON

L. GRAMICCIONI VALSECCHI
L.R. BERKENBOSCH

A. ARBIN

N. HASIRCI

S. JAGER
A. FOUCAULT
A. MAGGIO

Drafting and Nomenclature

Advisor:

P. JACQMAIN
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A. ARTIGES
P.J. SCHORN

P. CASTLE

C. COUNE

J.H. McB. MILLER
J.M. SPIESER

H.J. BIGALKE
K.F. BOPP

E. CHARTON
V. EGLOFF

B. JACQUEL

I. MERCY

M. OCHOA-LLIDO
C. POUGET

K. QUIGLEY
G. RAUTMANN
A. REILLY

F. ROGISTER
U. ROSE

C. le TARNEC
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Contents of the Third Edition

IV. CONTENTS OF THE THIRD EDITION

For the information of the reader, lists are given below of:
new monographs and general chapters added to the Pharma-
copoeia with the publication of the Third Edition; monographs
and general chapters that have been technically revised since
the publication of the last fascicule of the Second Edition;
monographs that were suppressed during the course of the
Second Edition or that will be suppressed with the imple-
mentation of the Third Edition; list of monographs that have
been revised or elaborated in collaboration with the Pharma-
copoeias of the United States and Japan.

There has been a general change to the system of alternative
identification schemes that was introduced in the Second
Edition which is to be regarded as a technical change. The
two identifications no longer have the same status and the

second identification is subsidiary, as defined in the General
Notices. The monographs having undergone such revision
are not included in the list of technically revised monographs
given below.

The monographs on dosage forms have been rearranged and
are published apart from the other monographs. During this
rearrangement, some dosage forms previously the subject of
an individual monograph have been placed as sub-monographs
in a more general category. Although such monographs may
appear to have been suppressed, in reality this is not the case
since specifications for the dosage forms in question are still
included. Similarly the former annexes to the Pharmacopoeia
have been re-arranged editorially and now appear with the
monographs or general chapters concerned.

NEW TEXTS INCLUDED IN THE THIRD EDITION

Monographs

Alfentanil hydrochloride (1062)
Allergen products (1063)
Almond oil, refined (1064)
Alprazolam (1065)

Alprenolol benzoate (1066)
Astemizole (1067)

Avian infectious laryngotracheitis vaccine (live)
for chickens (1068)

Betacarotene (1069)
Betacyclodextrin (1070)
Betahistine mesilate(1071)
Betaxolol hydrochloride (1072)
Biotin (1073)

Biperiden hydrochloride (1074)
Budesonide (1075)
Bumetanide (1076)

Buserelin (1077)

Calcium hydroxide (1078)
Captopril (1079)
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Caraway fruit (1080)

Carboplatin (1081)

Castor oil, polyoxyl (1082)

Castor oil, polyoxyl hydrogenated (1083)
Cetirizine dihydrochloride (1084)
Cetostearyl isononanoate (1085)
Chlorcyclizine hydrochloride (1086)
Chlorpropamide (1087)

Cinchocaine hydrochloride (1088)
Ciprofloxacin (1089)

Clobetasone butyrate (1090)

Clove oil (1091)

Cyclizine hydrochloride (1092)
Cyclopentolate hydrochloride (1093)
Cyproterone acetate (1094)

Devil’s claw root (1095)
Doxepin hydrochloride (1096)

Enoxaparin sodium (1097)
Erythromycin lactobionate (1098)
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Ethylene glycol monostearate (1099)
Eugenol (1100)

Feline calcivirosis vaccine (inactivated) (1101)
Feline calcivirosis vaccine (live) (1102)
Fentanyl citrate (1103)

Fluoxetine hydrochloride (1104)

Glycerol triacetate (1106)

Hepatitis A vaccine (inactivated) (1107)

Indapamide (1108)

Indium (*!In) oxine solution (1109)

Interferon alpha 2 solution, concentrated (1110)
lobenguane (*#I) injection (1113)

Tobenguane (*I) injection for diagnostic use (1111)
Iobenguane (**'I) injection for therapeutic use (1112)
Tohexol (1114)

Iopamidol (1115)

Isosorbide dinitrate, diluted (1117)

Isosorbide mononitrate, diluted (1118)

Isoxsuprine hydrochloride (1119)

Lactose, anhydrous (1061)
Lisinopril dihydrate (1120)
Lorazepam (1121)

Macrogol 7 glycerol cocoate (1122)
Macrogol cetostearyl ether (1123)
Macrogol lauryl ether (1124)
Macrogol oleyl ether (1125)
Marshmallow root (1126)

Methacrylic acid-acrylate copolymer (1:1) L100 (1127)
Methacrylic acid-acrylate copolymer (1:1) L100-55 (1128)

Methacrylic acid-acrylate copolymer dispersion 30 per cent

L30D (1128)
Methacrylic acid-acrylate copolymer(1:2) S100 (1130)
Methyl prednisolone hydrogen succinate (1131)
Methylthioninium chloride for external use (1132)
Metrifonate (1133)

Nadroparin calcium (1134)
Nitrofural (1135)

Octydodecanol (1136)

Pentamidine di-isetionate (1137)
Phentolamine mesilate (1138)
Potassium acetate (1139)

Xiv

Potassium clavulanate (1140)
Potassium hydrogen carbonate (1141)
Povidone, iodinated (1142)

Propylene glycol monostearate (1143)
Protirelin (1144)

Roxitromycin (1146)

Selenium disulphide (1147)
Sertaconazole nitrate (1148)
Shellac (1149)

Sodium amidotrizoate (1150)
Sodium lactate solution (1151)
Spectinomycin hydrochloride (1152)
Star anise (1153)

Tenoxicam (1156)

Tiaprofenic acid (1157)

Tolnaftate (1158)

Tropicamide (1159)

Typhoid polysaccharide vaccine (1160)
Tyrosine (1161)

Xylometazoline hydrochloride (1162)

General Monographs on Dosage Forms

Foams, medicated (1105)
Preparations for irrigation (1116)
Rectal preparations (1145)

Sticks (1154)

Eye preparations (1163)

Vaginal preparations (1164)

Oral powders (1165)

Topical powders (1166)
Medicated tampons (1155)

General Chapters
Near-infrared spectrometry (2.2.40)
Sialic acid in polysaccharide vaccines (2.5.23)

Application of the F, concept to steam sterilisation of
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