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HEEDORRORE., BEROQIERESOEEREZENE LT 1963 F(C FAO & WHO iMERETHIZUE
J—7wvOXREES (Joint FAO/WHO Codex Alimentarius Commission) ME0(ED X FHiitkES (Cd iz
DHEMREZEESHN FAO/WHO ERIEMFINYIEFIFKEE S (JECFA: The Joint FAO/WHO Expert Committee
on Food Additives) T#%%. FAO. WHO. ZNEND Web B+ MM D JECFA DT —HFNR—X(CDLTEH

B9 D,

1. WHO ([C$H+D JECFA DT —HFINR—X
(hyTIR—-2]
-V IRRERDO MY IR—= —  Scientific basis for Codex work — JECFA — JECFA at
WHO — JECFA database DIETZED, BFEHEG 3 ELE,

http://apps.who.int/food-additives-contaminants-jecfa-database/search.aspx

Evaluations of the Joint FAO/WHO Expert Committee on Food Additives (JECFA)

A
%%%b\ CAS number ummari %E%@%*)J@_?_C s, contaminants, toxicants and veterinary drugs JECFA has performed.

informa s and monographs as well as to the specification database, and a
35e 15 5 rst character (letter or symbol), or by functional class.

InNaII updates up to the 78th JECFA (4Ovember 2013).

I Partial Name/CAS l First Character l Functional Classl\

Partial name or CAS number: ﬁﬁi%@ﬁ;?f*ﬁ%
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(#&3=45) (Zeranol)]

Functional Class

7

Partial Name/CAS | | First Character

Partial name or CAS number] Zeranol

Search results for Zeranol
ZERAMOL (0} 0.5 pg'kg bw)

Search

AN

ZERANOL

General Information :

General Infermation

Synonyms:
Chemical Mames:
CAS number:

Functional Class:

waluations

Ewaluation year:
ADI:
Comments:

MRL Comment:

Bll&¥> CAS number £

P-1488, alpha-ZEARALANCL
8-6,10-DIHYDROXYUNDECY L-beta-RESORCYLIC ACID-alpha-LACTONE

55331-23-8

Veterinary Drug
GROWTH_PROMOTER i
Evaluations :

1988
0-0.5 pghg bw

JECFA [CHITDEERR

Zeranol was shown to be 8 wesk estrogen in long-term studies in mice, rats, dogs, and monkeys. A no-hormenal-eNed 1evel could not be
established in male cynomaolgus monkeys since no estrogenic effects were observed even at the highest dose administered (5 mg/ig bw'd).
In intact female cynomelgus and rhesus macague monkeys, 5 mg'fkg bw'd was the no-hormonal-effect level. In ovariectomized female
oynomolgus monkeys the no-hormonal-effect level was 0.05 mg/g bw/'d. The Committee concluded that this study was relevant to the
human population and, since the ovariectomized female cynomelgus monkey is highly sensitive to estrogenic substances, set an ADI of 0 -
0.5 pg/kg bw using the NOEL in ovarjmseksie L i 100-fold safety factor,

0

Acceptable residue level: 0.01 mg/g nt with good animal husbandry practice; 0.002 mg/kg bovine

muscle Report . 52%1 3_5
MRL Code: MAL
. Tox Monograph : &1
Intake: TMDI 70 pg/d for 70-kg persol AN H==
eeting. - JECFA &5 DHEE
Report: TRS 7E2-JECFA 32/26 [CDWTOFHE

Tox Monograph:

FAS Z3-JECFA 32123

Residues:

Previous Years:

FNF 41-JECFA 32/38

1883, TRS 886-JECFA 27/33, NOT PRERPARED, NOT PREPARED. MAXIMUM TOLERABLE DAILY INTAKE {MTDI) LIMITED BY GOOD
HUSBANDRY PRACTICE (PROVISIONAL ACCEPTANCE)
1282, TRS 683-JECFA 268/32, NOT PREPARED, NOT PREPARED. NO ADI ALLOCATED. NO. O

J

oxicological study

Pivotal Study:

Animal specie:
Effect:

NOEL:

Paoint of departure:

13-week monkey study (Singh et al., 1984a; CIC, 1985): Bilaterally-cvariectomized cynomolgus monkeys (8/group) were dosed orally with
zeranol in 0.2% carboxymethylcellulose in a flavoured beverage at levels equivalent to 0.05, 0.5, or 5§ mg/g bw/d for 13 weelks. A
control group was not used. Routine dinical chemistry, haematology, and urinalysis determinations were made one month prior to
dosing, and at 1 and 3 menths during the test pericd. Serum insulin and TSH were determined cnoe prior to dosing, and at 1 and 3
manths during the dosing period. FSH was determined on a weekly basis during the study through 4 weeks post-dosing. Baseline
messurements and messurements of maturation index of vaginal epithelial cells during the course of the study indicated an estrogenic
effect in animals receiving 0.5 and 5 mg/kg bw/d. The effect was not apparent at 0.05 mg/kg bw/d.

Cynomoalgus monkeys

Estrogenic effects on maturation of wvaginal epithelial c2lls
0.05 myg/ig bw/d

0.05 mg/ig bw/d

Toxicological study :

BUF FOFERER
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— Scientific basis for Codex work — JECFA — JECFA at

FAO — JECFA databases ®>%. Residues of veterinary drugs DIET/ZzE S (FAO Tl BRI,

EFRL BVMAEERTT —IR-—IANDHNTND).

http://www.fao.org/food/food-safety-quality/scientific-advice/jecfa/jecfa-vetdrugs/en/

Food and Agriculture
Organization of the
United Nations

Custom Search I:l

Online Edition: "Residues of some veterinary drugs in foods and

animals"

Online help Terminology

This contains the most recent information on maximum resig

FAQ Home

Food safety & quality
About us
Events & projects

Capacity development

JECFA. All monographs published in the FAQ Food and Mutrition Pape;

englis| francais espafiol
Food safety and quality

Lo,

E u n | shara

Aupsll M Francais Espafiol

letacyatarinacedninsastacommeandedbe

monographs are available only in English although some parts ofthe
information are provided in English, French, Spanish, Arabic and Chin

MBELE UL ([FABRE TORER

To search for veterinary drugs select a field below, enter a search term (name or fragment) in Keywo click SEARCH or

press ENTER

Scientific advice

Calls for data and
experts

Microbiological risks

Keyword:

Drug mame or fragment

Search Cle_ar

-

—HERFEED &

Or search for veterinary drugs according to their evaluation status :

/ EBEAE(E T DR

and JEMRA
Chemical risks and Ma ADL allacated -
EEE Search
Publications
E—

(#&3=45) (Zeranol)]

Keyword:

Search ] [

Clear ]

Drug name ar fragment

* Zeranol

Search

oUwo

Mew search

Zeranaol

Found 1 veterinary drugs who%e name contains keyword "
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Veterinary Cirug
Functicnal class
Latest evaluation
JECF& meeting
ADI

ADI status

Residue monographs

Marker residue

evaiuation

Zeranol

¥enobiotic growth promoter

1987

32

0-0.5 walka Bl [Temporaryl. [T) DIEEEEERE.
Full

/41-1 /

Parent drug P

n

Cattle Muscle 2 pg/lkag
Cattle Liver 10 ;lg.-"l-cg F

/

An ADI of 0-0.5 pgfkg of body weight/vas
establizhed fo rzerancl.

For a 70 kg person consuming 5 S SIS
the maximum permissible level g BT CDIREBEAE(E

Residue monographs :

REBBEIC DLW TOIHMEE

in meat would be 70 pogfkg of ediore-resoes
However, the Committee pointed out that levels of
residues of zeranol in meat from animals treated
according to good practice in the use of veterinary
drugs would be below this figure. Therefore an
Acceptable Residue Level was established for

zeranol: 10 pgfkg for bovine liver and 2 pafkg for
bovine muscle. The latter level is higher than that
observed in cattle treated according to good
practice in the use of veterinary drugs, but is the
lowest level consistent with the practical analytical
methods available for routine residue analysis.
TRS 763
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