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Patents

Effective dates

Notices

Monographs of the European Pharmacopoeia are distinguished by a chaplet
of stars against the title. The term European Pharmacopoeia, used without
qualification, means the Sixth Edition of the European Pharmacopoeia
comprising, unless otherwise stated, the main volume, published in 2007

as amended by any subsequent supplements and revisions.

In this Pharmacopoeia certain drugs and preparations have been included
notwithstanding the existence of actual or potential patent rights. In so far
as such substances are protected by Letters Patent their inclusion in this
Pharmacopoeia neither conveys, nor implies, licence to manufacture.

New and revised monographs of national origin enter into force on

1 January 2010. Monographs of the European Pharmacopoeia have
previously been published by the Council of Europe and have been brought
into effect by means of Notices published in the Belfast, Edinburgh and
London Gazettes.



Preface

The British Pharmacopoeia (Veterinary) 2010, a companion volume to the
British Pharmacopoeia 2010, is prepared by the British Pharmacopoeia
Commission and is published for Ministers in accordance with Section
99(6) of The Medicines Act 1968.

The British Pharmacopoeia Commission believes that the British
Pharmacopoeia (Veterinary) contributes significantly to the overall control
of the quality of materials used in the practice of veterinary medicine, by
providing an authoritative statement of the quality that a product, material
or article is expected to meet at any time during its period of use.

The Pharmacopoeial standards, which are publicly available and legally
enforceable, are designed to complement and assist the licensing and
inspection processes and are part of the system for safeguarding animal
and human health.

The British Pharmacopoeia Commission wishes to record its appreciation
of the services of all those who have contributed to the preparation of
this work.
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British Pharmacopoeia
Commission

The British Pharmacopoeia Commission is appointed, on behalf of the
Secretary of State for Health, by the Appointments Commission, the body
responsible for appointments to all of the Medicines Act 1968 Advisory

Bodies.

The duties of the British Pharmacopoeia Commission are as follows:

(a)

(b)

(©)

(d)

(e)

the preparation under section 99(1) of the Act of any new edition of
the British Pharmacopoeia;

the preparation under section 99(1) of the Act, as given effect by
section 102(1) thereof, of any amendments of the edition of the
British Pharmacopoeia published in 1968 or any new edition of it;

the preparation under section 100 of the Act (which provides for the
preparation and publication of lists of names to be used as headings
to monographs in the British Pharmacopoeia) of any list of names
and the preparation under that section as given effect by section
102(3) of the Act of any amendments of any published list;

the preparation under section 99(6) of the Act, of any compendium,
or any new edition thereof, containing information relating to
substances and articles which are or may be used in the practice of
veterinary medicine or veterinary surgery;

to frame clear and unequivocal technical advice in order to
discharge the Commission’s responsibilities both for the British
Pharmacopoeia, the British Pharmacopoeia (Veterinary) and British
Approved Names and as the national pharmacopoeial authority with
respect to the European Pharmacopoeia.

Members of the British Pharmacopoeia Commission are appointed for a
(renewable) term of 4 years and, under the requirements laid down by the
Office of the Commissioner for Public Appointments, can serve for a
maximum of 10 years.



Expert Advisory Groups, Panels
of Experts and Working Parties

Members of Expert Advisory Groups, Panels of Experts and Working
Parties are appointed by the British Pharmacopoeia Commission.

The duties of the members are as follows:

(a) To collaborate in the preparation and revision of Monographs,
Appendices and Supplementary Chapters for inclusion in the
British Pharmacopoeia and British Pharmacopoeia (Veterinary).

(b) To collaborate in the preparation and revision of Monographs,
Methods and General Chapters of the European Pharmacopoeia.

(c) To collaborate in the preparation and revision of the list of names to
be used as titles for monographs of the British Pharmacopoeia and
British Pharmacopoeia (Veterinary).

Members of Expert Advisory Groups, Panels of Experts and Working
Parties are usually appointed for a (renewable) term of 4 years.
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MC2: Medicinal
Chemicals

MC3: Medicinal
Chemicals
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ULM: Unlicensed
Medicines
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Introduction xvii

Book Format

Effective Date

General Notices

Introduction

The British Pharmacopoeia (Veterinary) 2010 supersedes the British
Pharmacopoeia (Veterinary) 2009. The British Pharmacopoeia (Veterinary)
2010 has been prepared by the British Pharmacopoeia Commission in
accordance with the Medicines (British Pharmacopoeia Commission) Order
1970 (SI 1970 No. 1256) as amended (SI 1982 No. 1335). This empowers
the British Pharmacopoeia Commission to prepare a compendium under
Section 99(3)(b) of the Medicines Act 1968 containing information relating
to substances and articles which are or may be used in the practice of
veterinary medicine or veterinary surgery. Under the terms of the Medicines
Act 1968 it is an offence to sell or supply a medicinal product in the United
Kingdom that is the subject of a monograph in the Pharmacopoeia if that
product does not comply with the standards specified in the monograph.

This edition is published as a companion volume to the British
Pharmacopoeia 2010 and thus contains only those monographs for
substances and preparations used exclusively or predominantly in veterinary
medicine within the United Kingdom, together with such additional texts as
are necessary to support them. It therefore follows that any reference to a
monograph, appendix or reagent not contained within this edition is to be
construed as a reference to the said monograph, appendix or reagent
contained within the British Pharmacopoeia 2010.

This edition, together with the British Pharmacopoeia 2010, contains all the
monographs of the 6th edition of the European Pharmacopoeia as amended
by Supplements 6.1 to 6.5. Users of the British Pharmacopoeia and British
Pharmacopoeia (Veterinary) therefore benefit by finding within these two
compendia all current pharmacopoeial standards for veterinary medicines
used within the United Kingdom.

The formats of the British Pharmacopoeia are regularly reviewed. For this
new edition, the weight of the book format for the British Pharmacopoeia
(Veterinary) has been reduced with the use of a lighter weight paper.

The effective date for this edition is 1 January 2010.

Where a monograph which appeared previously in an earlier edition of the
British Pharmacopoeia has not been included in this edition, it remains
effective in accordance with the Medicines Act 1968.

The British Pharmacopoeia (Veterinary) General Notices (Parts IT and III)
have been amended as follows.

Crude Drugs: Traditional Herbal and Complementary Medicines;
Homoeopathic Medicines

These General Notices in Part II have been amended to clarify the use of
the acronyms “THM’ and “THMP’ and to provide a definition of the term
‘Potentisation’ when used in homoeopathic medicines.



xviii Introduction

Additions

General Monographs

Revisions

Infrared Reference
Spectra

Editorial Changes

European
Pharmacopoeia

Part III

The British Pharmacopoeia General Notices (Part III) have been amended
to harmonise with the changes published in Supplement 6.5 of the 6™
edition of the European Pharmacopoeia.

A list of monographs included for the first time in the British
Pharmacopoeia (Veterinary) 2010 is given at the end of this introduction.
It includes 2 new monographs reproduced from the 6th edition of the
European Pharmacopoeia as amended by Supplements 6.1 to 6.5.

The General Monographs, which are applicable only to veterinary dosage
forms, are grouped together within this volume at the beginning of the
Formulated Preparations section. They are followed by the individual
dosage form monographs arranged in alphabetical order. The General
Monographs of the European Pharmacopoeia apply to all individual dosage
forms of the type defined rather than only to those preparations for which a
specific monograph is described (see the General Notices).

Bacterial Endotoxins

In line with the BP policy on refinement of methods, the monograph for
Oxytetracycline Injection has been revised to replace the test for Pyrogens
with a test for Bacterial endotoxins.

Reference Substances

5 monographs for formulated preparations have been amended to refer to
new British Pharmacopoeia Chemical Reference Substances established by
the British Pharmacopoeia Laboratory.

As with the previous edition, the reference spectra are placed in alphabetical
order within this edition.

Chromatographic tests

The new format for chromatographic tests, introduced in the BP (Vet)
2008 to delineate sample preparation, chromatographic conditions, system
suitability and acceptance criteria has been refined and applied to a further
7 monographs. The format will continue to be harmonised in future
editions for all BP (Vet) monographs.

Dissolution tests

A new format, similar to the one for chromatographic tests, has been
applied to tests for Dissolution in BP monographs. The new format will
continue to be harmonised in future editions for all BP monographs.

All monographs of the 6™ edition of the European Pharmacopoeia, which
are used in veterinary practice but not normally in human medicine in the
United Kingdom, are reproduced in this edition of the British
Pharmacopoeia (Veterinary). Each of these monographs is signified by a
European chaplet of stars alongside its title. Additionally, reference to the
European Pharmacopoeia monograph number is included immediately
below the title in italics in the form ‘Ph Eur monograph xxxx’. Where the



