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ANNEX 1

RECOMMENDATIONS ON COMPOUNDS ON THE AGENDA AND FURTHER
INFORMATION REQUIRED

Avilamycin (antimicrobial agent)

Acceptable daily intake: The Committee established an ADI of 0-2 mg/kg bw on the basis of
a NOAEL of 150 mg avilamycin activity/kg bw per day and a safety
factor of 100 and rounding to one significant figure.

Residue definition: Dichloroisoeverninic acid (DIA)

Recommended maximum residue limits (MRLs)

Species Skin/fat Kidney Liver Muscle
(ng/kg) (ng/kg) (ng/kg) (ng/kg)
Pigs 200 200 300 200
Chickens 200 200 300 200
Turkeys 200 200 300 200
Rabbits 200 200 300 200

Dexamethasone (glucocorticosteroid)

Acceptable daily intake: The Committee established an ADI of 0-0.015 pg/kg bw at the 42nd
meeting of the Committee (WHO TRS No. 851, 1995, reference 9).

Residue definition: Dexamethasone

Recommended maximum residue limits (MRLs)

Species Kidney Liver Muscle Milk
(ng/kg) (ng/kg) (ng/kg) (ng/h

Cattle 1.0 2.0 1.0 0.3

Pigs 1.0 2.0 1.0

Horses 1.0 2.0 1.0

Malachite green (antimicrobial agent and contaminant)

Acceptable daily intake: The Committee considered it inappropriate to establish an ADI for
malachite green and did not support the use of malachite green for
food-producing animals.

Residues: The Committee did not recommend MRLs for malachite green and
leucomalachite green, as it did not support the use of malachite green
for food-producing animals.
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Melengestrol acetate (production aid)

Acceptable daily intake: The Committee established an ADI of 0-0.03 pg/kg bw at its 54th
meeting (WHO TRS No. 900, 2001, reference 18). It did not consider
it necessary to reconsider the ADI at the current meeting on the basis
of new data provided.

Residues: The MRLs that were recommended by the 66th meeting of the
Committee (WHO TRS No. 939, 2006, reference 22) were not
reconsidered and were maintained.

Monensin (antimicrobial agent and production aid)

Acceptable daily intake: The Committee established an ADI of 0-10 pg/kg bw on the basis of
a NOAEL of 1.14 mg/kg bw per day and a safety factor of 100 and
rounding to one significant figure.

Residue definition: Monensin

Recommended maximum residue limits (MRLs)

Species Fat Kidney Liver Muscle Milk
(ng/kg) (ng/kg) (ng/kg) (ng/kg) (ng/kg)

Cattle 100 10 20 10 2
Sheep 100 10 20 10

Goats 100 10 20 10

Chickens 100 10 10 10

Turkeys 100 10 10 10

Quail 100 10 10 10

Narasin (antimicrobial agent and production aid)

Acceptable daily intake: The Committee established an ADI of 0-5 pg/kg bw on the basis of a
NOAEL of 0.5 mg/kg bw per day and a safety factor of 100.

Residues: Narasin A

Recommended maximum residue limits (MRLs)

Species Fat Kidney Liver Muscle
(ng/kg) (ng/kg) (ng/kg) (ng/kg)
Cattle 50° 15° 50° 15*
Chickens 50 15 50 15
Pigs 50 15 50 15

* The MRL is temporary.

Before a re-evaluation of narasin with the aim of recommending MRLs in tissues of cattle, the
Committee would require a detailed description of a regulatory method, including its performance
characteristics and validation data. This information is required by the end of 2010.
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Tilmicosin (antimicrobial agent)

Acceptable daily intake: The Committee established an ADI of 0-40 pg/kg bw at its 47th
meeting (WHO TRS No. 876, 1998, reference 12).
Residue definition: Tilmicosin

Recommended maximum residue limits (MRLs)

Species Skin/fat Kidney Liver Muscle
(ng/kg) (ng/kg) (ng/kg) (ng/kg)

Chickens 250 600 2400 150

Turkeys 250 1200 1400 100

The Committee was not able to recommend a MRL for sheep milk.

Before a re-evaluation of tilmicosin with the aim of recommending MRLs in tissues of rabbits, the
Committee would require adequately designed residue studies with doses and routes of administration
under authorized conditions of use and using a validated method suitable for the purpose.

Triclabendazole (anthelminthic)

Acceptable daily intake: The Committee established an ADI of 0-3 pg/kg bw at its 40th
meeting (WHO TRS No. 832, 1993, reference 8).
Residue definition: Ketotriclabendazole

Recommended maximum residue limits (MRLSs)

Species Fat Kidney Liver Muscle
(ng/kg) (ng/kg) (ng’kg) (ng/kg)

Cattle 100 400 850 250

Sheep 100 200 300 200

Tylosin (antimicrobial agent)

Acceptable daily intake: The Committee established an ADI of 0-30 pg/kg bw based on a
microbiological end-point derived from in vitro MIC susceptibility
testing and faecal binding data (MIC,. = 1.698).

Residue definition: Tylosin A
Recommended maximum residue limits (MRLSs)
Species Fat Kidney Liver Muscle Skin/fat Milk Eggs
(ng/kg)  (nglkg)  (nglkg)  (nglkg)  (nghkg)  (ngkg)  (nglkg)
Cattle 100 100 100 100 100
Pigs 100 100 100 100

Chickens 100 100 100 100 300
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ANNEX 2

SUMMARY OF JECFA EVALUATIONS OF VETERINARY DRUG RESIDUES
FROM THE 32" MEETING TO THE PRESENT

The following table summarises the veterinary drug evaluations conduced by JECFA at the 32™
(1987), 34™ (1989), 36™ (1990), 38™ (1991), 40™ (1992), 42™ (1994), 43™ (1994), 45™ (1995), 48™
(1997), 50™ (1998), 52™ (1999), 54™ (2000), 58™ (2002), 60™ (2003), 62" (2004), 66™ (2006) and 70"
(2008) meetings. These meetings were devoted exclusively to the evaluation of veterinary drug
residues in food. This table must be considered in context with the full reports of these meetings,
published as WHO Technical Report Series.

Some notes regarding the table:

-The “ADI Status” column refers to the ADI and indicates whether an ADI was established; If a full
ADI was given, or if the ADI is temporary (T).

-Where an MRL is temporary, it is indicated by “T”.

-Where a compound has been evaluated more than once, the data given are for the most recent
evaluation, including the 70™ meeting of the Committee.
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FAO TECHNICAL PAPERS

FAO JECFA MONOGRAPHS

1 Combined compendium of food additive specifications
— JECFA specifications monographs from the 1% to the 65"
meeting. (E)
Vol. 1 Food additives A — D
Vol. 2 Food additives E — O
Vol. 3 Food additives P —Z
Vol. 4 Analytical methods, test procedures
and laboratory solutions

2 Residue evaluation of certain veterinary drugs
Joint FAO/WHO Expert Committee on Food Additives
66" meeting 2006 (E)

3 Compendium of food additive specifications -
Joint FAO/WHO Expert Committee on Food Additives
67" meeting 2006 (E)

4 Compendium of food additive specifications -
Joint FAO/WHO Expert Committee on Food Additives
68" meeting 2007 (E)

5 Compendium of food additive specifications -

Joint FAO/WHO Expert Committee on Food Additives
69" meeting 2008 (E)

Availability: 2009

Ar — Arabic Multil — Multilingual
C - Chinese * Out of print

E - English > In preparation
F - French

P - Portuguese

S - Spanish

The FAO Technical Papers are available through the authorized
FAO Sales Agents or directly from Sales and Marketing Group,
FAO, Viale delle Terme di Caracalla, 00153 Rome, Italy.



RESIDUE EVALUATION
OF CERTAIN
VETERINARY DRUGS

Joint FAO/WHO Expert Committee on Food Additives
TOth mesting 2008

This decurnent contains monographs on resdue evaluations

of cerain vetennary drugs, prepared at the seventiah mesting

at the koint FADMHO Expert Cormmittee on Food Additives (JECRA),
which was hald in Gereva, Switzerand frorm 21 1o 28 October
2008, Three substances were evaluated for the first time for the
anirnal species concernad, avilamycin, monensin and narasin

Faur substanres werg reassassed, dexarmethasane, tilrmkcosin,
triclabendazale and tylosin The residue ranographs provida
infarmaticn on chemical identity and proparties of the compounds,
pharmacokinetics and metabolsm, residue depleton studies and
analytical rethods validated and used for the detection and
guantification of the compounds. In addition to these monographs,
this decument Includes the considerations and recommendations
developed by the Committee for residues of vetarinary drugsin
noney and possinle approachas to derive MRLS tor this commadity,
and a monograph on residues in aguatic species of and an
estirnatation of human dietary exposure to ralachite green {an
antiricreblal agent and contarmirmant) This publication and ather
dacurents producad by JECRA cartain infarmation that is useful
te thase wihic wark with or are inveled wit h recommencing o
cantrelling rmasirnurn residue imits for vaterinary drugs in toods,
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