1550 1817- 7077

FACQ JECFA Monographs

RESIDUE EVALUATION

OF CERTAIN
VETERINARY DRUGS

Joint FAO/WHO Expert Committee on Food Additives

/0th meeting 2008




FAO JECFA Monographs 6

RESIDUE EVALUATION
OF CERTAIN
VETERINARY DRUGS

Joint FAO/WHO Expert Committee on Food Additives

70" meeting 2008

FOOD AND AGRICULTURE ORGANIZATION OF THE UNITED NATIONS
Rome, 2009



The designations employed and the presentation of material in this information
product do not imply the expression of any opinion whatsoever on the part

of the Food and Agriculture Organization of the United Nations (FAO) concerning the
legal or development status of any country, territory, city or area or of its authorities,
or concerning the delimitation of its frontiers or boundaries. The mention of specific
companies or products of manufacturers, whether or not these have been patented, does
not imply that these have been endorsed or recommended by FAO in preference to
others of a similar nature that are not mentioned.

ISBN 978-92-5-106213-5

All rights reserved. Reproduction and dissemination of material in this information
product for educational or other non-commercial purposes are authorized without

any prior written permission from the copyright holders provided the source is fully
acknowledged. Reproduction of material in this information product for resale or other
commercial purposes is prohibited without written permission of the copyright holders.
Applications for such permission should be addressed to:

Chief

Electronic Publishing Policy and Support Branch

Communication Division

FAO

Viale delle Terme di Caracalla, 00153 Rome, Italy

or by e-mail to:

copyright@fao.org

© FAO 2009



SPECIAL NOTE

While the greatest care has been exercised in the preparation of this information, FAO
expressly disclaims any liability to users of these procedures for consequential damages of any
kind arising out of, or connected with, their use.




CORRIGENDA

RESIDUE EVALUATION OF CERTAIN VETERINARY DRUGS

FAO JECFA Monographs 6 (2009).

Page 4, last line: The word honey is corrected to residues.
Page 122, 3" paragraph first line: The word boiler is corrected to broiler.
Page 288: The data for the veterinary drug Doramectin are missing and the information is
inserted between the entries for Diminazene and Enrofloxacin as follows:

Substance ADI ADI JECFA MRL Tissue Species Marker
(Mg/kg bw) | Status (ng/kg) residue and
other remarks
Doramectin 0-1 Full 62 (2004) 10 Muscle Cattle Doramectin
5 Muscle Pigs
100 Liver Cattle, Pigs
30 Kidney
150 Fat
15 Milk Cattle

Page 290: The data for Lincomycin is corrected with respect to the number and year of the last
meeting JECFA meeting at which the veterinary drug was on the agenda. The correct text is: 62
(2004).

Page 293: The data for Thiabendazole is corrected with respect to the tissues in the last line of

the entry. The correct text for MRL 100 pg/kg for Cattle, goat is Milk as follows:

Substance ADI ADI JECFA MRL Tissue Species Marker
(ug/kg | Status (Ha/kg) residue and

bw) other remarks

Tiabendazole 0-100 Full | 58 (2002) 100 Muscle, Cattle, Pigs, | Sum of
(Thiabendazole) Liver, Goat, Sheep | tiabendazole
Kidney, Fat + 5-hydroxy
tiabendazole

100 Milk Cattle, Goat
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INTRODUCTION

The monographs in this volume of the FAO JECFA Monographs on the residues of, statements on, or
other parameters of the veterinary drugs on the agenda were prepared by the invited experts for the
seventieth meeting of the Joint FAO/WHO Expert Committee on Food Additives (JECFA) that was
held in Geneva, Switzerland, 21-29 October, 2008. This was the eighteenth meeting of JECFA
convened specifically to consider residues of veterinary drugs in food producing animal species. The
Committee has evaluated residues of veterinary drugs at its 12", 26™, 27", 32 34™ 36™ 38" 40™,
42" 437 45" 47" 48™ 50", 52M 54" 58™ 60", 62" and 66™ meetings (ref. 1-15 and 18-22). The
tasks for the Committee were to further elaborate principles for evaluating the safety of residues of
veterinary drugs in food and for establishing acceptable daily intakes (ADIs) and recommend
maximum residue limits (MRLs) for substances on the agenda when they are administered to food
producing animals in accordance with good veterinary practice in the use of veterinary drugs. The
enclosed monographs provided the scientific basis for the recommendations of MRLs.

There is an important feature to bring to the attention of readers. This volume of the FAO JECFA
Monographs is the second in a new format for the presentation of monographs from meetings of the
Committee. It was also the second meeting of JECFA subsequent to the completion of the workshop to
update the principles and methods of risk assessment for MRLs for pesticides and veterinary drugs,
held jointly by FAO/RIVM/WHO, in Bilthoven, The Netherlands, 7 - 11 November, 2005 (ref. 23).
Specifically, the Committee continued to implement some of the more significant recommendations in
the workshop report, including the concept of using median residue values to estimate daily intakes of
residues of veterinary drugs in food for chronic exposure intake estimates and to consider a specific
approach for recommending MRLs for substances used in apiculture.

Background

In response to the growing use of veterinary medicines in food animal production systems
internationally and the potential implications for human health and fair trading practices, a Joint
FAO/WHO Expert Consultation on Residues of Veterinary Drugs was convened in Rome, November
1984 (ref. 16). One of the major recommendations of this consultation was the establishment of the
Codex Committee on Residues of Veterinary Drugs in Foods (CCRVDF) and the periodic convening
of an appropriate expert body to provide independent scientific advice to this Committee and to
member countries of FAO and WHO. At its first session in Washington, DC in November 1986, the
CCRVDF reaffirmed the need for such a scientific body and made a number of recommendations and
suggestions to be considered by JECFA (ref. 17). In response to these recommendations, the 32™
JECFA meeting was devoted entirely to the evaluation of residues of veterinary drugs in food — a new
responsibility for the Joint FAO/WHO Expert Committee on Food Additives. Seventeen such
meetings of JECFA have been held prior to this meeting of JECFA.

70th Meeting of JECFA

The present volume, in the new format, contains monographs of the residue data on eight of the
substances scheduled for evaluation at the 70" meeting of the Committee. One substance,
melengestrol acetate, was for review of toxicological data only and no residue monograph was
prepared. In addition, a discussion paper and recommendations to CCRVDF was elaborated regarding
specific approaches for MRLs in honey. The Committee was also asked to comment on use of
malachite green in aquaculture. The monographs are prepared in a uniform format consistent with the
data provided and the specific request for risk assessment by CCRVDEF. The format includes identity
of substance, residues in food and their evaluation, metabolism studies, tissue residue depletion
studies, methods of residue analysis, a final appraisal of the study results, and if appropriate,
recommendations on MRLs. A summary of the recommendations on compounds on the agenda and
further information required is included in Annex 1. In addition, a summary of JECFA evaluations of
residues of veterinary drugs in foods from the 32" meeting to the present 70" meeting is found in
Annex 2. The monographs and general considerations on risk assessment principles of this
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volume must be considered in context of the full report of the meeting, which will be published
in the WHO Technical Report Series.

On-line edition of Residues of some veterinary drugs in animals and foods (from FAO JECFA
Monographs and FAO Food and Nutrition paper Number 41)

The monographs and statements that have been published in the FAO JECFA Monographs 2 and this
volume as well as those published in FAO Food and Nutrition Paper Series 41 (sixteen volumes since
1988) are all available online at http://www.fao.org/ag/agn/jecfa-vetdrugs/search.html. The search
interface is available in five languages (Arabic, Chinese, English, French and Spanish) and allows
searching for compounds, functional classes, ADI and MRL status.

Contact and Feedback

More information on the work of the Committee is available from the FAO homepage of JECFA at
http://www.fao.org/ag/agn/agns/jecfa_index_en.asp . Readers are invited to address comments and
questions on this publication and other topics related to the work of JECFA to:

JECFA@fao.org
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