" Toxicology Branch/HED Review

To: _Honry Jacoby P M 21 | ) c;t::
Registration No(s).: 359-685 CFR 180-539 - | /CE~’é;

Pesticide Petition No(s).: 2F 2596 Ace. No 070441 070443

Caswell No(s).:. 470 A

Chemical(s): JIprodione ( Rovral )

o RACts) -'tolerance(s):- Requesf for tolerances of 10 ppm in appricots , nectarines,

.. peaches , plums ime. prunes and cherries.

Inert(s) cleared 180.1001: (el Yes

% of ADI occupied: Existing: 0:03 ~ Resulting: 2-98 i
Resulting % increase in TMRC: £rom 0.0045 to 0-3375 )
Attached (?):  ADI printout: YES/B® ; TOX "one-liner": YES/#% ; DER: /NO

Existing regulatory actions against registration; _ None

| RPAﬁ status: Is not in the R P A R list

New Data: None Submited / Data requived on behalf of this action (‘héxf‘p&ge )

Data considered in setting the ADI: Rat reproduction , 3 generations , study .NOEL= 500ppm

Data gaps: The three following studu,haé been clasgified as supplementary data * .
.. 7

Acute dermal toxicity, second teratology study and mitagenicity other test.

- The studies classified as supplementafy data must be upgraded.

Recommendation: _ Granting this request will not present a hdzard since the ADI is

not exceeded -

' Comments: _ 4 ome year dog feeding study has been initiated and the report will be

:mbmif-ted within g uear" \ ( Mﬂ o, v&"t /?lvowe /(/‘4 The PM\

The study 3 generation revroductzon--rat has been usedto find the ADI instead of the

- 3 month dog féedzng study It will lead to a better appriasal of the toxieity potential of

Reviewer: Date: the rroduct

Semonnead-W_ M‘"ﬂ S 3T g o



Data required ‘ ‘

Acute oral ,-r;a‘t | 3,700 mg/kg »
Aéute dermal -rabbit 30, 000mg/kg male -5,000 mg/kg female
Acute inhal\ation—vra't 3.29mg/1l/4h

Primary éye-sk'in-rabbit | Not an irritant _

90 day feeding -dog  gomz 2,400' ppm - LEL 7,200 ppm
Teratology - rat | - NOEL 400 mg/kg /day \

Temtogenzcv,ty - rabb'bt NOEL 400 mg/kg/day

Chronic oncogenicity -rat - NOEL 1,000 ppm
24 month feeding

- 18 months oncogenw'z,f;y ~mouse NOEL 1,250 ppm

-

~or at 6,000 ppm

Three genemfidns reproduction study -rat NOEL 500" ppm

Classification
m .

s

m

m

- Mutagenicity , dqmvnant lethal - mouse - No evidence of mutagenicity at ‘1,500

m

m

/Justification for using the & generation reproduction study -ra'l:"ihst'ead of the

"3 month dog feedﬂ,ng study, to find the A DI

The NOEL in the 3 monthsfeeding study -( dog)was found at the 2,400 ppm dose |

level. Ihe LEL was 7,200 ppm and the symptom observed was muscular atony , no

other signs. of toxicity were reported

The three generatwn reproductwn study ( rat) with a NOEL of 500 ppm and with

no to.mc signs observed in the parent animals, will give a better zndzcatwn of the

potential toxicity of the material . The only adverse effect observed during the

3 generations study was the post natal pupgrowth for group 1V that was reduced

in a minor percent as compared with group .1.
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’1 Almonds(__1) ... 0,050 UJ_”__NM“U Quuue e —_
o ' apricots(  J) lu.Uuy LIl LUl6eo

o Cnerries( 3U)-- 16,060 U.lu 0.01533

0 viectarines (10¢) l1o,u0u 0.3 0. 00450 e e e et o
B Peacnes (114) 10,000 0.9 0.13490
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i SECTION F
o PROPOSED PERMANENT TOLERANCES FOR RESIDUES OF THE FUNGICIDE

-}:IPRODIONE, ITS ISOMER AND METABOLITE IN OR ON THE RAW
“*AGRICULTURAL COMMODITY STONE FRUITS INCLUDING FRESH AND

& Stone Fruits

L

o SR
Y] “-"

It is hereby proposed a tolerance for the combined residues of

i, iprodione [?—(3,5—diChloropheny1)-N—(l—méthyl ethyl)-2,4-dioxo-
4% 1-imidazolidinecarboxamide], its isomer [B—(l—methyl ethyl)=-N-

k ;(3,5—dichloropheny1)—2,4édioxo-l—imidazolidinecarboxamide],}and
+'its metabolite [3—(3;5-dichlorophenyl)—2,4—dioxo-1—imidazolidine-
! carboxamid€] in and/or on: . : - |

v

i ‘ o
;i:; apricot, cherries (sour and sweet), nectarines,

o peaches, plums (fresh prunes) : 10 ppm
i _

t+ Animal Products .. ‘ ' -

. It is hereby proposed a modified use to restrict grazing livestock
¥..in treated orchard and to restrict the feeding of cover crops,
F-otherefore, no tolerances for residues in meat, milk, poultry and

% eggs would be needed. Section 180.6 (a) (3). .

¥ ¢ j RHONE-POULENC

20T - P G i AT R
Rl

"9 NOIIDIS

g
s

I T‘:?’r:\'??"‘. N

LINCR I ey

ML)




