S RID THRINSITHEERKLFECAKIEME RD THOTHD LEX LN,
HIARC {37 v b+ 90 HHRERT X VKV NOAEL (5 mgkg/R) ZHEB L7435, NOAEL &
LOAEL (50 mg/kg/A) DEICKERF Yy v (10 fZ0E) BhoToloh, ZTORRE R
WLghol, ZOLICKERF Y v TR H DHE. ED NOAEL |IBE S h 7z NOAEL
LYV ENTEERDH S, ZOZLix, Tv k90 BEIRAR (50 mgkg/A) 3 X UMEM: RD
EEET20ICBR LT v MEMEMRAER (42.89 mgkg/H) O LOAEL RRETH D &
WHIBRIZL - TCERINTNS, ThbHDRBRICE TS NOAEL OEIIHEREIC LD
T—F772 bThD, £7z, HIARC (I, 8 RID IZELRBRL 2o RREHDOH D
7 v M A —iREFEFEERRICR T 2 B8/ 25 LOAEL 2% 194 mgkg/B TH 5
L bR L. (NOAEAL i3 EINT), 7 v FiRARBURR T, Hgwiesy
= LOAEL 28 40 mg/kg/H, LOAEL % 149 mg/kg/B & 72 v | —HRATAEHRBROERENET
BRahholeledd, —HRRRICEEESL2VEWVWIBEBTIORRIJBIREN 202
7o

— A RER 08 RID=13.8 mg/kg (NOAEL) /100 (UF) =0.14 mg/kg
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USA

(P-US-141(3))

EPA

Office of Prevention, Pesticides And Toxic Substances, Carboxin HED Risk Assessment for
Reregistration Eligibility Decision (RED.) PC Code No0:090201; DP Barcode No:288406

(2003)

1N R

ZOHFERFNT —FIR—RFINRX VU OERZHFERSIT B0 HBEETH B, A
NEFT RO (FEHEATIY ), BRA (FEEIT TV —IV) BLXTBE (40
7Y —) BEREROETEN L TEVWEMEEEEZRT, ZDHEEIBVIRMEDE TH S
(BHEAT YO, INVKFL IRERBHE TR EHEITIY—-IV), KB
BAECELTRETH B,

7y FERAWEEBER I UBHEERERRICBW T . BEINFTEENBSRE THo &,
LOAEL {28\ T, HHERSFDOT7 v FC—BLTREICHEE L -BRHEEEESRBD LN
2o ZHDHITIIBREMELTRT DEMERENRT A2 OEL (REERLABLIVY
VT F=rER) BREEE TR T IRBREMEEL (REENBSLCREEET). AR
MEBRE (KEZEH) ORERER, BIUHEL OBBRERBREAREDORER |
AR EREETN TV, BRICEIT 5 0B ICHE L REERSAREICIT. BB,
ROEBR, LERIFXTVE—Ta v BRENE, BRIEKRB XUCHBERBERIE
hTWwie, 7y MRV 2 FHOBRHEREEBEESE/REPAMMEEERRICBVT, +/A
B -BHAEBOHT vy FNIUEREOHT v FOZ ORTCRANBRETH 7,

A X & AW BERERGRBRICEVT, TEENEBIIFRTH 5 EEX b,
ZORBRIZIBN T, FHBICALEICBEE L MR ERRE IR b b oo, fFeE
Fr2RRT HEEICIE, AMEFREEEL AWV T+ RT7 72 —F ERABITRaLX
Tu— bR) BLUHSHHFIRERER L UCHEMOFRER/AELO FARE T TV,
E DT, REICEE L MRFHIEL LR b, Zh b OB ICiZE mEE (R,
~7h7 Yy b NEZuEURT ) FRRLKRERL L OEYFRLK~E a0k
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) BEEh W, v TVRAZAVEEPAMRRIIBWT, FHE - EREDOHE T X
BIURHEOMH~ Y A THEIZHLE U THB/NEF OMBRORBEE LA RED b,
LLRRo, ZTRREERIGEWVI IV LABGRISTHD LEx bz, ZOR
ROM< I AZBNWT, FHAE - BAEH CLAEICEE L2 TE EFMBRD b5,
BREOR~ YV A TIEBD bRErosT,

Ty FERAVWERABHERRICENT, B LERBRAECTRIECREREEIZD L
ehrofc, ZORROBEY THEERD . FEHEMME R L OEBEERSSBD bhiz,
UHXERAWERBAEFBEHERRICBWT, LBIEE L THERERENLER L, LiLA
Vo, ThbORENLBEYEFNE BIXE. A PLRAORER) L3560 200, HBHWN
IREFE/RAERA = AL T DB L D b DORONITHE LR BRI T, BiEENE
(B8) BIURLERE (BE) TAERHEICH L TRBREOREMERTEELD
Nice Ty bERAVWEZHAREREEERRICEV T, S8mEkcET I F8EA b
IXEEMIIHE L OBRESICE S O THo e, FMURRICBW T, ARESHICE
T5x2 FRA L ME (Foo HHROFRFERINC L D) Fu BB OZBERIETICESL
bDOTHY, 72, RittREHFHICET 2= FRA 2 M Fo BEFAEROEERBD I
ESbDTHoT, Tb 2 DOREFMHRRE L UAERBEHRROERENS ., B8y
EHEBLT, BRELIFHEROINVAXF VU CHTIREMNR LR T Z 2w &
VR END,

BFHEPFENRE LETERINAXF TV ARREATEISRROI L 2RRTHILRF
DEEEMENERINTVD, BERIENRELNEZOIX. 7y MIRFFRREREREZ AV
5 EH DNA S ER (MRID 00132454) 3L T'F v b SO BEHARBFETFT TOF v A
=—XNLRAZ—FR (CHO) Mf% FVv 5 in vitro Refafk 2% R5B (MRID 45541102)
ThHd, EbIT, MTHRESNTWHRARTHS 7 v MEEEMIRZ AV 2 in vivo Jefa
GERERBRCRAKEREFIRERICHHERINTVWS (Environ, Molec. Muta. 12:235-242,
1988), AR F 2 DRIZFMEICE T 2 XMAED b /hEB L UVNERKEY (Cytologia
45(1-2);169-175, 1980) B X *k*% (Acta Bot Hung 29(1-4):55-66, 1984) THFEHE DY
BEEE BEED) BERINDIIEBHLMIR T, LOLEEL, Ty NEBM
Rk BBl in vivo EEREXR CIEHAETLERETHY., FLEXT (S
typhimurium) ZBVWAERBREERRRTHLRETH -,

ANBRXV o ERORET D L RENL OSBRI, RFEh, 24 BEREILIPICKERS
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BERE I NS, 72 RBZICEERBRFIIRD b2V, TEHRERKIIR PHEM RE5E
D 71~82%) Th b, EPHRURIZIREED 6~12%ITBE 2, St 37— I3EHE.
BRAEBIUCRERSTHEHULTWAS L& b, HETHHEEHELTWS, REIh TS
FERTREDIIE FaFx P b IV EAXF T UV ANVEFY R 4T NI F72 /-0,
BLR4TEITIRTz /) —A7Arn=KThHY, BIRMOREMWITE F7=) FE
LFON-TEFAIRTFALA=AT =) Thole, WTNOLBREIZENTH, IARFY
VANKY (AFRTVANEXT V) BREED 34% B2 5 Lidiehot, RPICH
kB8 (WARFT V) B EhEdroTz,

M#ET v PRI UM~ T X 2 AWERBAMRRICBW T, IAVREF T AW EN
ICEKRDOH DB AR O 2R &R > T, EPABERLTWDHREBAMLY X7 FF
BHA FFAER (19947 A2R0) ZE>T, AAFFT A3 Te M LTEEDL
KEBRAERL] TRESIhD,

32 FQPA Z%ff

321 (F—FRERIZAE L) GHAEIMTAREEERE

ANER A BLRREEREFZRIEA LT T I EAHALNITR > TS DT, FQPA
REREZERT. BRIIFLVIBRHT —F XA RNERERELBRT L %
HIR L7, YHZEDIIEEATEBIRICNT 2 ONVEF Vo OEREZHERT D L L b,
KR 21T O BB & ER L7~ (TXR No.0050286, E. Budd, 2001 4E 11 A 26 H),
2003 4£1 A 16 B, HIARC X 10 £ & V" 5 2002 OPP Guidance % FV>T FQPA Ff RIZHOW\C
Bl L7z, £ ORFICEBV T, HIARC i3, R THER S W EERNR AR T LR X
VUBREREREFREAEZRL, Ty FEAWI T HREEEHRRO F, BHERBLIWT
MRS COBICEE L ZRERETAROONDIZ L ZBFHR L, L2 LAERS,
HIARC 137 v MNEEEMILE BV D RDOFBEENDIHA K74 %L in vivo LB KR ER
BRICBWT, REGAECRAKEEFREICELTRETHIZ L bR L, ik,
ZESRTEBRRIIBVWTHBRNE AR CRAKREFIRIEAPTOONDI I L HbERL
7z (191 mg/kg/H, NOAEL=95.5 mg/kg/H), & HiZ, HIARC i%, FEEF CRIERD 57 H

BZDMNEIDEIFEETH LM, BEBIUOREREERTT->727 v MUEBRRNL L,
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RPICHFET2ORREEOBOBIRERZVWI EBRFRBRENTWAZ L bR L, &
®IZ, HIARC X, 7 v bz AW BEEH/RSAEEESTRRICESWGRIRLHH A
& 0.8 mg/kg/B ik, “HHRAEFEFHERROZ KK TICE 4% NOAEL Th5 20 mg/kg/ A
IVEBIENZEbHER LT, - T, HIARC i1, Sy b AW EBHBERR L T2 4E
1372 Yo T, ZOF —4F %y 72 ZER U TUMIBEA LR 3 £V F —F_R— AR FEEM
BEIHIBRTRETH D LHEHR L= (TXR No0.0051467, B. Tarplee, 2003 45 1 A 27 H),

2 %372 FQPA ZE{REK

FQPA SFC 8 L (P HIRAC X, WLV ARF LU OBRBERBLICY X Z7FHEICBWT, LWRB &
WARRED - DRR 72 FQPA BRBRBUIFRETH D LEwm Lz, TOEMAIX, AR
XU UDEMFHT —FN—RTHFREINDI A T4 VMR AR X AR ERER,
ZHNCAMR L UHEBHEMEREMERBRNBEEIN TN E15TH B, HIARC i3, RASMH
BRECIIEEFEERRONTRICEBN TS, FEASZLITHAERBREIC L > TRZHER
ERT B2 L ERTEEME ITERGERII A2\ LR LTz, HES L7 RID B L UEM
FHTY FRA 2 PIEERB I UCBHEBRREOHAR/HAREE L RETILOTH S,

3 ARG EHE

SRR

SHERFBREI TV ACHAL T AFERL TR ILRF L U OFEEHZHRRICBW T,
Tt (13~50 %) FE—BHOER LRERBIWHNEZET) KEATEZIEEROKRS
CEBEHENT S FRA V MIBES Doz, Ty MRV ERAEEERRIZBWL
T, BB TRD ONEERD. FESMGH, BEEE TR L OBREBELE EEER
BIIERTA DO THDLIEIBZXx N7, VX EZAWERAEZEHERRICIBWVT,
375 B LR 750 mglkg/ A TREIZEE L MENBD b, 2 TORMENTIR27 BB
¥iT28 BB (BRR) KRBELELOTHY ILRF VU OLABRET LEEDO S
DT Thotc (HR6 HENS 2T REETOERARE), £/, ABRERRIIBWVT,
$E4% 20 HEH D 26 BEOBMOHFETBVRHICOZBEDETERRAD bz (900
mg/kg/ B T 3/5, 1200 mg/kg/H T 5/5), JMESLHETB N EDRBRORKEMEDOHL TRAEL
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T enb, TNODEANBERBEL VI LV REBRZICERT 3 TiEENEL. #
ST AHAEERRD OE#ME L THWADIZEE 2T RARA > h TldRv & HIRAC
R L, 7y hERAWEEHHREERBRIIAFIN TV 2N,

BHsRARE

[EREM) ICET 2BHREEIREICEAL T, EH¥EHNT 2 FRA > M, NOAEL
0.8 mg/kg/H. LOAEL 9 mg/kg/H (BEZ v b) L &Ni=Ty AW AR5 BTN/
DB G RR D L BIR SN EERD . FEHNAH, REZRER. 7LV 7F=
L&, BKESEM, REWM, REEET. BROFEEBRFNELTH -7, FLRR
BV, BligREERENEICES<#T » F @ NOAEL /X 1.0 mg/kg/H . LOAEL
16 mgkg/B ThoTz, BIRENTEAERB IRV FRA > MI, KEHENHFHE B L UCHER
) - RERRERBIRE LI ESWV T, HEMIO NOAEL 2% 1.0 mg/kg/H, LOAEL 7% 10
mg/kg/H (BT v B) THhHLREEINZT v I HREBEERBROMERIC X - TEA
Foh T3, BAEENC BT 2 FREEMELRE 10 53 L URERMAMEIC BT 2 RREEM®AK
10 fFIT &S < R EMESAE (UF) 100 258A LT, 18H RID 53 0.008 mghkg/H L BH S
7o

8% RID _ g pam=0.8 mgkg (NOAEL) 100 (UF) =0.008 mg/kg
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USA

(P-US-143(3))
EPA
Criteria and Standard Division Office of Drinking Water, TR-1242-59, The Drinking Water

Criteria Document on Carbofuran (1990)

ANKTZ Z 3T 8FNal) XTI —EHERREZETIRRATHY . BPICE
T BEMERIZ T OEABFICHREN R LD TH S, WHLEMICKIT 5 2R D LDs fEik
20~14.1mgkg DHEHTH D, SERBROBEERIT EFLaY) X7 F—FHRE
DIERTH D, T OMIZRFERRPMRICKTT 2RHEABRREIN TS, L LR b,
IhbDERIIBMIRLDOTIIRS FILEYOBRELFLTDIZ LIk, FHICH
HHR2bDTHDEEZLNS,

TEFALAY VI RT T —VPHERINKT T OEMERICET &L ERERET
% 5, Sprague-Dawley & J » MZ 2.5 mghkg 2RO ET 5 L. HRELREMEDEERS4E
C%, 005 mghg R OKRELTH, MBRBLOFBTEFAL2Y 22T 7 —EEHIC
BOTHIHREENAELIETTHY Ma) X753 —BIZEEREZIIRD o120,
025 mghkg #ROKFET DL, bTPTRHPEN, HHNDIKEERHaY) >z XTF—¥
RSB NG, BIEEESRRICBI 57 EF L) LT T — PRI ES<
EEME (NOAEL) 137 v hT1.0mgkg/H. <~ %X T3.0mgkg/H ThoT,

ANRT T OEREHERICE L TEHROEHRRNBEB I TS, PEORR,
BIZHIVEXRT (Salmonella typhimurium) TA 98 35 X T} TA1538 Hikk % IV 5 = — b X RER
TEBERERRIBEON TS, MMOFVEXTEKRE AV IRBRE LT OEHRR Ciia
WThol, 7y FBIUUREZAWS 2FHORERGREPAMRRTIL. WTho
BYRICBWTOLIEERARI LR Libot,

BREBETHOINVRT 7 2 BHEBILEMERESEE L TERNZ N-= e VL
RT3 2RBT D LEBFRETH D, FRED in vitro RERICE VT, Z ORISHEITATEE
THHZEPIEHASNTEBY NV IALRTF o BIR3-t Rexs AR T T
BIR3-F bANKRT T D= bha YFEEIZET 2V AVEFR T (Salmonella typhimurium)
TA 100 @ik E AV 2 ERFHERR CHERERBE LN TVS, Zh b OWEIT TA100 Bk
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TRE LAY O P THRLERFEOBWEVMELEN TH D, 7y MIN-=ba Y
R7TrerETHE. BEEESEM U, FICHBEICR22Z&& LT, & MBI pH
BN-=b BV HNRT T DERICERTHDLZ EBTRINTNWDEIETHEMR, 20D
RISA invivo TR Z 5 Z & 2R TREMIR G TV 3,

E—IAR, Ty MBIV UYFERAWT, VKT T OATEEER L OMEFRAEE
R OWTHEHM L7z, #9125 mgkg/ADIART 5 2 2REHRE LI E— VR TREE
HRRBDoNTZ, Ty FBIXUOUYFIIBITSEEREIT T TR 1.0 BL T 2.0 mgkg/
AThol, TNHLDOEBPEOWTHIZBWTHHERIIRDO bR o7,

EMIBWT, BEBLUROILVETZ 7 VBRBICE-> T, B, BE® BT, EK
SUWTCHE, RER DY xR T 5 —EHBERPELC 5, b FERRICEBVT, 05
mgkg/ RLAEDHINRT Z &2 0kETH L, TEFLral) X7 7 —FBHEERR
FERLT,

ANKT T OERBFIIEARTEFLaY) V2 RT 7 —ERETH B, IVRTT
VIZEZSNOEERATHY . BEEDEICRITDICRBEELEL LRV,

EbTTEFARY) 2 AT T —EREERBBO LNV LICESWTRES N
NOAEL 0.05 mg/kg/ B VT, K& 10kg O/NROBEICET 3 1 BEIESE (HA) 75 0.05
mg/l THHEEHENE, TEFAa) vz RT 5 —PIIdd 5B BIIRHNTHY . &
HToLi3ZBAONR2NOT, 10 BHACHFE CENERENE, 1 ERlicbiy 8E%
NTERBELEITROTLE—TARIIBNT, TEFALa) v RT 5 —EHECEREN
PR H IRV T LT E-S < NOAEL 0.50 mg/kg/ B % IV T K& 10kg D/NED L W B
D HA 23 005mg/ll THY ., KE 70kg DERAIZEITHRH HA 230.18 mg/L TH D L HH
Ehiz, A XZRAWZIREER 5RAERN 614G bz NOAEL Th 5 0.50 mg/kg/H & VTR
BhAkFE Y e (DWEL) 11018 mg/L Thd LB SNz,

BETn 77 A (OPP) [IRMIBERSPELIBRLOIART T ATEHT B
REZHIL TS, ZhbDHEAEIZ0005 mgkg/B &5 1 BFAERE (ADD) &
SNTW5, HRREEEIIIALERT T 0 ADI % 0.0l mghkeg/R EBEHLTW5, EER
BT BRAREORRIINE (8hou/H) BEEIL 0.1 mgim’ TH 5,
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USA

(P-US-146)
EPA
Quinoxyfen; Pesticide Tolerance

Federal Register Vol.68. page 55849, September 29 (2003)

EMEH ST AN

¥/ XV T2 VX o THERSNDIBHEAOHEIZONT, TRTELEL, AXED
£ 1REHLTRTEEbIZ, EHRRTHELN-ESFEMHE (NOAEL) ®R/NEHE
(LOAEL) oW TFMET 5,

X/ XV VLK BEBRER TSI TEENBEIIFRLBR TH D, 7y FBLU=
U AHBMEERRR LU XBHEBFEERRICB VT, FFRERSRD LN, Ty B
K= U2 TRO o -EBEERIT. FREEHEMN, FMIRER. 84 OFFMIREFE R
EThol, TNODERIIEAETRDbh, BAETERMINEZT Yy FBLBw T X
BUEBERBRCTHIRO bR ed o, A XTROOLNBHERIIFREEEMN. 7o 5
V742778 —ERELR,. BEFBREBRERERERO LT (BME P OBEHEME
KUY A XDEK) 2EThot, 7 v MEMBE/EPAMEEATHRRO L TEHE
TERABRO LN, BT v FOBMETHERRER 7o RV —DBEEER LR L, V¥X
OB TE ) X7 =2 ORI T IRBZHENIIDNICE . VXL
BEERRTRO Oh -2 ERIIL, SRS, AERYD. SBRER. RICEET 57—
IR OMKRIEYR, MEZEREEND, 7y MBI~V XOEBMEME, BESM,
EBELMERR, VI XOREBUERRBLIVT v FOEBESHRRICBWT, BERDR
BT, BERERENLEERERO N7, BB LI UHREBHMEESHRASR
2EHT, BRHINERRTHEEHELIIHREE 2T IERERD ooz, T
v MEMBMH/REPAMRRE II- VAP AERRIIEBW T, BBAME TR TIERIIR
Lo, BREHOBE Lok, Ty MBIOU I FRORABTUHRR TRZIMD
ERERTERIIE SN o, 7y MEEBEERRICSWCHARN/EAERBREZ 2T
EEBRSMOERMBSHEEANRBD LN, TORRTIR. RELEZEEAE (100
mgkeg/H) E TREMERIIBDONLR»o7, Lol b, 100 mgky/ BRERHTF,

451




REMOBEEDEERD MO bhi,

EMZEHT Y REAL L b
MY RIFMERLEX ) X 72 OFEEFRNT Y RRA U MIHOWT, AXE
DE2ICEHLTRT,

LREB L WNROI D DEREFEK

HARTR L CHARBRS S
RABHERRIIBVWT, FENBREROT v FELR VI FREOBRZMN LFE2RTE
HH/ERMFERIERE Sh Ty, 7y FEHRBRCTEENRZME EH 2 RTIER
(FL. BBV OBBREDEKERD) BELRATVWERE, UTOBEML, BAREIEVWLE
AbhD, TRbbL, (1) REMTHIT2EBIC O W THBRFEMEEMEITONTEY,
BARE/2 NOAEL 23§ LTV 5 ; (2) LOAEL IZRI1T 5 REMMERITBERE TH Y . H—1it
RORBYDOHTHEDOOLNTVD; Q) HBIEMNTEBRLEARB IR FRA - M,
7y MERESRRRTRD b RBMEROMBICLT b0 THE EEXBND,
o T, ZORBROMAER/HARBEICET 2BEEREEEITFEL R,

7
S

XXV T2 VCHETOIRERERET I N—ARFETIHIL LI, BET—Fb5E
ETHD, ThbL, BIHWREOHIBELSENIHAT 27 —FICESWTHTE
INTVD, HAERMARBEICE T IRFERRERIIFELRY, T —FX— AR HEE
WD DEMEZLLRIILER, TNHDTFT —F_XR—X THEEHILIHEREED
BRARMERIZER D bhiehr o, BEMBBEURRIZIERI T2, #oT, LR/
ReRETDIZDD10F L VI R2HEE | FITH/NTRETHD L EPARRE LK,
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TaBLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guidelinz No. Study Type Resulis
870.3100 80-Day oral ioxicity rodenis (rat) NOAEL = 10 mg/kg/day
LOAEL = 100 mg/kg/day based on decreased body
wieight gain in females, increased liver weights in
mates and slight hepatocellular hypertrophy
{centrilobular and midzonal, both sexes)
870.3100 g0-Day oral foxicity rodents | NOAEL = 100 mg/kg/iday
{mouse) LOAEL = 500 mg/kg/day based on increased Hver
weights, individual cell hepatocellular necrosis
and hepatocellular hypertrophy in both sexes
870.3150 80-Day oral toxicity in nonrodents | NOAEL = 100 mg/kg/day
{dog) LOAEL = Not identified
870.3200 28-Day demmal toxicity (raf) NOAEL = 1,000 mg/kg/day
LOAEL = Not identified
870.3700 Prenatal developmental in rodents | Maternal NOAEL = 1,000 mg/kg/day
{rat) LOAEL = Not idenfified
Developmental NOAEL = 1,000 mg/kg/day
LOAEL = Not identified
870.3700 Prenatal developmental in non- | Matemal NOAEL = 80 mgfkg/day
rodents {rabbit) LOAEL = 200 mg/kg/day based on inanition, clinical
signs, decreased body weights, body weight
gains, and food consumption and on increased
incidences of aborlion
Developmental NOAEL = 80 mgikgiday
LOAEL = 200 mg/kgiday based on increased
incidences of aboriion
870.3800 Reproduction and fertility effects | Parenial/Systemic NOAEL = 100 mg/kg/day
{rat) LOAEL = Not identified
Reproductive NOAEL = 100 mg/kgfday
LOAEL = Not identified
Offspring NOAEL = 20 mgkg/day
LOAEL = 100 mogfkg/day based on a minimal de-
crease in Fi, pup weights
870.4100 Chronic toxicity rodents See 870.4300
8704100 Chronic toxicity dogs NOAEL = 20 mg/kgiday
LOAEL = 200 mg/kg/day based on increased alka-
line phosphatase, increased absolute and relative
{to body) hver weights, and 2n increased inci
dence of very slight to slight microscopic hepatic
lesions
870.4200 Carcinogenicity rats See 870.4300
870.4200 Carcinogenicity mouse NCAEL = 80 mg/kg/day
LOAEL = 250 mgfkg/day based on decreased body
weight gain in both sexes
No evidence of carcinogenicily
870.4300 Combined chronic/carcinogenicity | NCAEL = 20 mg/kg/day
(rat) LOAEL = 80 mgﬁ(gtday based on increases in se-
verity chronic progressive
g[omemionepttropaﬂw in the males and minimal
decreases in body weight and body weight gain
in the males and females
No evidence of carcinogenicity
8705100 Gene mutation (bacterial reverse | Negative for inducing reverse mutation in bacteria
mutation) exposed to doses up to 5,000 pg/plate (-S89} and
1,000 pgfplate (+S9)
870.5300 Gene mutation (In vitro mamma- | Negalive for inducing forward mutation in CHO
lian cell gene mutation) (mammalian) celis treated up fo 28 ug/ml (-S9)
and 80 pg/mi (+89)
B870.5375 Cytogenetics (in vitro mammalian | Negative up to 100 pg/mi (-89 and +S9)
chromosome aberration (RL))
870.5395 Cytogenetics (mammalian micro- | Negative up to 5,000 mg/kg
nucleus {mousa))
870.6200 Acute neurotoxicily screening bat- | NOAEL = 2,000 mgikg
tery {rat} LOAEL = Not identified
8706200 Subchronit neurcloxicity sereening | NOAEL = 80 mg/kg/day

battery

LOAEL = Not identified
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guideline No. Study Type Results
B870.7485 Metabolism and phamacokinetics | Quinoline-labeled and phenyllabeled quinoxyfen
{rat} were rapidly absorbed with approximately 68-

85% of the administered dose being eliminated
within 24 hours. Overall recavery of the dosed ra-
dioactivity ranged from 83.586.2%. Sex, dose,
and multiple dosing had littte or no effect on the
excretion profile at 48 hours post-dosing. Chang-
ing the position of the 14CHabet altered the pat-
tern of excrefion. The major route of elimination
was through the urine in the phenylHabeled test
substance {44.9-48.7% of dose in urine and 38.2-
39.8% af dose in feces) and through the feces in
the quinoline-Jabeled test substance (65.8-78.3%
of dose in feces and 13.4-19.7% of dose in
urine). Biliary excretion increased ifs contribution
{o fecal radioactivity as the dose increased. Con-
centrations of radioactivity in the tissues were
generally sfightly lower in the males than females
and in the low-dose compared to the high-dose
group. The highest concentrations of radioactivity
were found in the kidney, liver, ovaries, perirenal
fat, Gl {ract and carcass. Maximum plasma con-
centration occurred between 0.5 and 1.5 hours,
and elimination halfdives were <= 1 hour and 15-
19 hours (10 mgfkg group) and 2-3 hours and 18-
22 hours (500 mg/kg group).

The presence of several radioaclive components
was determined in the unhydrolyzed urine (up to
12), fecal extracts (up to 8), and bile {up {o 6). No
differences in the metabolite profie were aob-
served that were related to sex or multiple dos-
ing. Increasing amounts of the parent compound
were found in the feces with increasing dose. No
other dose-related differences were observed.
Identified metabolites accounted for 41.0-42.8%
dose in the [PhenytU-1¢C] XDE-795 treated
group, and only 17.0-31.7% dose in the other
treated groups. The [Phenyl-U-14C] XDE-795
treated group had no urinary metabolites in com-
mon with the [2-Quinoline-1+C] XDE-795 treated
groups suggesting cleavage of the parent mol-
ecule. An acid-labile conjugate of 4-fluorophenol
was found in the urine of the [PhenylU-1¢C)
XDE-795 treated group (28.7-32.8% dose). 5,7-
Dichloro-4-hydroxyquinoline was observed in the
urine of the [2-Quinoline-19C] XDE-795 treated
groups in small quantities (0.7-1.7% dose). Thus,
the identified metabolites in the uring followed
diaryl-ether cleavage of the parent compound.
Fluorophenyt-ring-OH-XDE-785 (two  isomers)
were found in the feces of all freated groups (5.4-
10.6% dose). In the bile of the {reated groups,
two major metabolites were idemtified, a glu-
curonide and/or sulfate conjugate(s) of the two
isomers of fluoropheny! ring-hydroxy-XDE-795 (9-
19% dose) and zn unidentified metabolite (13-
21% dose).

TABLE 2 —SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR QUINOXYFEN FOR USE IN HUMAN RISK ASSESSMENT

- FOPA SF* and Level of
Exposure Scenario Dose Used in Risk Assess- | concer for Risk Assess- Study and Taxicalogical Effects
ment, UF ment
Acute dielary (females 13- Not applicable Not applicable There were no toxic effects aliributable o
50 years of age) and 2 single dose. Therefore, an endpoint
acule dietary {general of concem was not identified fo
population including in- quantitate acute-dietary risk o the gen-
fants and children) eral poputation or fo the subpopulation
females 13-50 years old
Chronic dietary (all popu- NOAEL= 20 mgfkg/day | FQPASF =1 Combined chronic toxicity/carcinogenicity
lations} UF = 100 cPAD = chronic RfD/ study in rat
Chronic RfD = 0.20 mg/ FQPA SF =020 mgf | LOAEL = 80 mg/kg/day, based upon in-
kg/day kg/day creases in severity of chronic progres-
sive glomerulonephropathy in  the
males and minimal decreases in body
weight and body weight gain in bokh
sexes
Cancey {oral, dermal, inhala- | Classified as nof likely Not applicable No evidence of carcinogenicity in rats and
tion) }]o be carcinogenic io mice
umans

*The reference to the FOPA Safely Factor refers to any additional safety factor retained due to concems unique fo the FQPA.

454



162 Z7ux>rbrEy AN

USA

(P-US-162)
EPA
Cloquintocet-mexyl; Pesticide Tolerance

Federal Register Vol.6S. page 38757, June 22 (2000)

BN T T AL

7uax by PAFUNMZE o TERINIFEMEROHEHIZOWT, AXETELE
TB5LLEHIC. BHARARTEON-ESME (NOAEL) &/ EME (LOAEL) oW
TFHMET 5,

BHEFEH FRA b

TR X TV 5 EPA Weight-of-the-Evidence Categories, August 1999 {29 > T, EPA X7 1
¥UhEy bAZFUAE T MCHLTBELOLSBBAMRL] IWHELE, 7y bBX
Vv U R ERAVWEERAMRRIZIEWT, BREEBEBBERERN ERATHI L3RV L
BHLPICR T, —EOERFHRRTREERBI/BOLATEY, JuX by b2
XU, BELL € MEXTARBAMIERR W LATFREIND,

HIRB L ONROT- D DE2HEE
HARBIOHAERBRSME, 70X by PAFVIVORAESHEHIIEWBEER
TEHIIIBLNATWRY, FERNBREIIIRHHERBEICZLD Ty bERR VX

BORBRSHEEREPIHTHIT—ZEIBEINLTW AR, BEY/EBHEEICETS
NOAEL I35 IR - I3 4AMEEMICE T 5 NOAEL LA T Th o -,

455



foim, Z7uX by PAXRVNIIET REEREBMET —FX—2AREET D, BET
—HEREETHD. T2bb, BZAFEEOHIBELABENIHATITF—FICES
WTHESINL TS, BEFENT —F -2 (Thbb, Ty hBIVTHEERHOER
ABERER . Ty FEAVWE HRAEEBEERR) BRLTHIL LB, AFEATY
LEMT—FTT7y NERRUVYFORZME LR 2T T EENE I EHAGERIIE LN
TW2RWNZ Ehb, AWRD/NREFRETIDDO10F LV IRLBEZHERR (T2bb,
1 f5ICHE/ ) T _&ETHD L EPAIREL TV 5,

456



TASLE 1.—SUBCHRONIC, CHRONIC AND OTHER TOXICITY

Guidefine No/Study Type Results
870.3100 28-Day Oral in Rodents ... NOAEL = 10 mg/kg/day
LOAEL = 100 ma/kg/day based on microscopic kidney fesions.
8703100 28-Day Oraf in Rodents ... | NOAEL = 10 mg/kg/day {females only)

10ARl = 400 mg/kgiday based on transient decrease in body weight gain, micrescopic alterations of
the pituitary and thyroid and possible increased SGPT.

870.310D 80-Day Oral Toxicity Rodents

NOAEL = males: 150 ppm (9.7 ma/kg/day), females: 6,000 ppm (407) mg/kg/day
LOAEL = males: 1000 ppm (63.9 mg/kg/day); females: = 6,000 ppm (= 407 mg/kg/day based on un-
nary bladder hyerplasia, kidney hydronephrosis and increased sefum bifirubin in males.

8703150 80-Day Ol Toxicity in Non-
rodents.

NOAEL = 100 ppm (2.9 mg/kg/day in males and 3.3 mg/kgiday in females)
LOAFL = 1,080 ppm { 302 mgfkg/day in males and females based on perivascular mixed inflam-
matory cell infilirates and mulcellular nwitifocal necrosis of the tiver and thymic afrophy.

870.3200 28-Day Dermal Toxicity ........

NOQAEL = 20D mg/kg/day
LOAFL = 100D mglkglday hased on moftled or reddish livers accompanied by histopathological
changes including necrosis and fibrosis.

870.3700a Prenatal Developmental in
Rodents.

Matemnal NOAEL = 100 mg/kg/day
LOAEL = 400 mgfkgiday based on clinical signs and decrease in body weight gain and food con-

sumption.

Developmental NOAEL = 100 mg/kgiday

LOAEL = 400 y based on the higher incidence of sketetal variants and decrease in fetal
body weights in the high dose group.

8703700k Prenatal Developmental in
Nonrodents.

Matermal NOAEL = 60 mg/kgiday
LOAEL = 300 mg/kg/day based on maternal toxicity (death) in high dose group.
Developmental NOAFL = 300 mg/koiday

LOAFL ™ 300 mgikg/day

870.3800 Reproduction and Fertilty £f-
fects.

ParentaifSystemic NOAEL = 5,000 ppm (males: 370.7 mg/kg/day; females: 442.8 mg/kgiday

LOAEL = 10,000 ppm {males: 721.7 mg/kg/day, females: 846.9 mg/kg/day based on decreased body
weight, decreased food consumption, and pathological thanges in the kidney {dilated renal pehis,
nephrolith, hydronephrosis, urethral constrictions) and urinary biadder {cyfoliths, hyperemia, cystitis
and urothelial hyperpiasia).

Reproductive NOAEL = 10,000 ppm {721.7 mg/kg/day}

LOAEL = 10,000 ppm (721.7) mo/kgiday.

Developmental NOAEL = 5,000 ppm (442 8} mgika/day

LOAF1 = 10,000 ppm (B46.9 mg/kg/day based on decreased pup weight and dilated renal pelvis.

870.4100b Chyonic Toxicity in Non-
rodents.

NOAEL = 1,500 ppm {males: 43 mg/kg/day; females: 45 mg/kg/day

LOAFL = 15,000/10,000 pprm M: 196 F: 216 mg/kg/day based on decreased body weightweight gein
and: food consumption, anemia, increased serum iron, protein alterations, bone marmow hypoplasia

and possible decreased testes/prostate weights and intersfitial nephritis.

870.4200 Carcinogenicity Mice ...

NOAEL = 1000 ppm {males: 111 mg/kg/day, females: 102 mg/kgiday

LOAFL = 5806 ppm {mates: 583 mglkgiday' females: 520 mgfkg/day based on decreased body
weightiweight gain in both sexes, urinary bladder lesions (chronic inflammation, ulceration, calculus
and submucosa edema) in males and possible skightly increased water consumpﬁnn in both Sexes.
Negafive for oncogenicity.

8704300 Combinad Chronie!

oncogenicity in rat.

NOAEL = females: 100 ppm (4.3 mg/kg/day), males: 1,000 ppm 36.4 mg/kglday}

LOAFL = females: 1,000 ppm {412 mgfkg/dayj; melﬁ 2,600 Ppm {81.5 mgikg/day} bazed on in-
creassd incidence si thyroid follicular epithelial hyperplassa in females and based on lymphoid
hyperplasis of the thymus in males.

870.5100 Gens Mutstion ...

Testing up to 5,000 ugiplate with or without S9 mitrozomes produces no evidence that cloguintocet-
mexyl tedtmwl induced @ mutagenic effect in any strain. Negative mutagen.

B870.5200 Gens Mutalion ... .. .. -

There was no evidence of any mutagenic effect at any dose (up to SO0 pgiplate) with or without S9
activation. Negafive mutagen.

870.5375 Human Lymphocytes. in vifro ..

Human lymphocytes were exposed in vitro up to 75 ug/mi. with or without S9 activation showed no
evidence of inducing a cylogenetic effect at any dose. Negative mutagen.

870.5395 Micronueleus Test .

Chinese hamsters dosed from 625 to 2,000 mg/kg showed no evidence of inducing a dlastogenic or
aneugenic effect in either sex at any dose or sacrifice time. Negafive mutagen.

8705550 DNA Repair Humsan Fibro-
blasts.

Cultured human fibrocytes were exposed /n vifro to up to 80 po/ml for 5 hrs. and scored for siver
grains in the nucleus. There was no evidence that cloguintocet-mexyl technical in the absence of
S9 activation induced a genofoxic response.

870.5550 DNA Repair Rat Hepatocytes

Primary rat hepatocytes exposed to 200 pgfmt. for 16—-18 hours and scored for nuclear grain showed
no evidence that doquintocet-mexyl technical induced a genotoxic response. Negative mutagen.

870.7485 Metabolism and

phamcokinetics.

Absorpfion sfier a single fow oral dose (50 mg/kg bw), was be(ween 40.2% {males) and 35.6% {fe-
males). The major metabolite in the 4 to 24 hour fecal and urinary pools was determined to be
quinoiinoxy acelic acid, acoounting for approximately 95% of ihe recovered radioactivity.

8707485 Metabolism amd pharmaco-
kinelics.

The major melabalic pathway was determined to be hydrolysis of the ester group, meulting in the for-
mation of 5-chioro-B-quinolinoxy acstic acid. The major metabolic pathway was not significantly af-
fected by sex, dose level or dosing regime.
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TABLE 2 —SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR CEOQUINTOCET-MEXYE FOR USE 1N Human RISk

ASSESSMENT

Exposure Scenario

Dose Used in Risk

FQPA SF* and Level of

Study and Toxicological Effects

Concem for Risk
Assessment, UF Assessment
Acute Diefary females 13-50 NOAEL = 100 mgkgiday. FQPA SF = 1x Developmental toxicity study in rats.
years of age. UF =100 ... |&PAD = acute RID/FQPA _. | LOAEL = 400 mo/kgday based on higher inci-
Acute RD = 1.0 mgfkglday | SF= 1.0 mgfkg/day ............ dence of skeletal varants and decrease in
fetal body weights.
Acute Dietary general population | None Not appficable Not applicable.
inctuding infants and chikiren.
Chronic Dietary alt poputations .. | NOAEL = 4.3 mg/kg/day. FQPA SF = 1x Chronic/Oncogenicity Toxicity-Rats LOAEL =
UF =100 ..occcoveneceeeneee. | CPAD = chronic RIDFQPA 412 mgkg/day based on observation of thy-
Chronic RfD = 0.04 ma/kg/ | SF = 0.04 mg/kg/day ... roid hyperplasia in females.

day.

Short-Term Dermal (1 to 7 days)

Dermal NOAEE = 200 mg/f
kagfday.

LOC for MOE = 100.

28-Day Dermal Foxicity-Rats.

LOAEL = 1,000 mg/kg/day based on mottied or
reddish [ivers accompanied by histopatho-
logical changes including necrosis and fibrosis
in two of five female rats.

Intermediate-Tenm Demmal {1
week to several months).

Dermal NOAEL = 200 mgf
kg/day.

LOC for MOE = 100.

28Day Dermal Toxicity-Rats LOAEL = 1,000
mgfkg/day based on motiled or reddish livers
accompanied by histopathological changes in-
cluding necrosis and fibrosis in fwo of five fe-
male rats.

Long-Term. Denmal (several
months ¢o lifetime).

None

Not applicable

Based on the current use patten, no long-term
dermal exposure is expected to occur.

Short-Term inhalation (1o 7
days).

Oral NOAEL = 100 mg/kgf
day.
absorption rate = 400% ...

LOC for MOE = 100.

Developmental toxicity study in rats LOAEL =
400 mg/kg/day based on higher incidence of
skeletal variants and decrease in {etal body
weights in the high dose group.

Intermediate-Tem Inhalation (1
week to several months).

Oral NOAEL = 4.3 mg/kg!
day.
absorption rate = 100% ......

LOC for MOE = 100

Chronic/Oncogenicity Toxicity Rat.
LOAEL = 41.2 mg/kg/day based on observation
of thyroid hyperplasia in females.

Long-Term inhalation (several
months to lifefime).

None

Not applicabte

Based on the current use pattemn, no long-term
inhatation exposure is expected to ocour.

 The reference to the FQPA Safety Factor refers to any additional safety factor retained due to concems unigue to the FQPA.
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TABLE 1.—SUBCHRONIC, CHRONIC AND OTHER TOXICITY

Guideline No.f Study Type

Results

870.3100 28-Day Oral Gavage ............

NOAEL <5 mg/kg
LOAEL = 5 mgfkg for M and F based on liver toxicity (enzyme changes),

8703100 13-Week Oral Toxicily in Ro-
dent.

NOAEL = M: D.9 mglkg; F: 82 mg!kglday

LOAEL = M: 120 ppm {8.2 mgfkg/day); F: 1000 ppm (71.1 mgfkg/day) decreased body weight; based
mma‘easedlivermghfsarﬁm( Ptase); decreased thymus weight {(afrophy). Reversed
afier 28 day recovery period.

870.3100 13-Week Oral Toxicity in Mice

NOAEL = M: 0.9 mgfkg/day; F: 1.1 mg/kgiday
LOAEL = M: 7.3 my/kg/day ; F: 86 mgfkgfday based on clinical chemisfry, glucose, sodium, and
chloride increases and hepatocelhdar hiypertrophy in males and females.

870.3150 90-Day Oral Toxicity in Dogs ..

The NOAEL = M: 0.346 mgfkg/day, F: 1.89 mgfkg/day.
The LOAEL = M: 1.73 mg/kg/day ; F: 7.16 mg/kg/day based on occurrence of skin lesions.

8703200 28-Day Dermal Toxicity in
Rats.

Systemic NOAEL = 50 mo/kg/day
Systemic LOAEL = 200 mg/kg based on dose-related increases in liver waghts and clinical signs

{pitoerection and hunched posture) in male rats.
Dermal NOAEL = 1000 mg/kg/day.

870.3700a Prenatal Developmental in
Rats.

Maternal NOAEL = 166 mgfkg/day

Matema!l LOAEL » 60 mg/kg/day based on lack of effect.

Developmental NOAEL = 5 mg/kgiday

bBevelopmental LOAEL = 40 mg/kg/day based on increased incidences of bilateral distension and tor-
sion of the ureters, unilateral 14th ribs, and incomplete ossification of the metacarpals and vasious
cranial bones {parietals, interparielals, occipital, and squamosal).

870.3700b Prenatal Developmental in
Rabbits.

Maternal NOAEL = 25 mg/kgfday pMatemnal LOAEL = 125 mg/kg/day based on monalily, dlinical
signs and body weight ioss

Bevelopmental NOAEL = 125 mg/kg/day

Developmental LOAEL » 125 mgfkg/day

870.3800 Two Generafion Reproduction

ParentalfSystemic NOAEL = 3.2 mg/kgiday.

Parental/Systemic LOAFL = 31.7 mgfkg/day based on decrease in body weight gain, reduced food
consumption, increased fiver and kidney weights and histopathological changes in the liver and
renal fubules.

Offspring NOAEL = 3.2 mg/kg/day

Offspring LOAEL = 31.7 mgfkgiday hased on reduced viability, decreased pup body weight and dils-
tation of renal pelvis.

Reproductive NOAEL = 64.2 mgfkg/fday.

Reproductive LOAEL % 642 mgfka/day

870.4100b Chronic Taxicity Nonrodent

NOAEL = M: 3.38 mg/kg/day; F: 3.37 mgfkg/day
LOAEL = M: 152 mgfkg/day; F: 16.7 mg/kg/day based on occummence of skin lesions, dinical signs,
and reduced body weight gain and food consumption.

870.4200Db Carcinogenicity Mice ...

NOAEL = M: 1.10 mg/kg/day; F: 135 mgfko/day

ECAFL = M: 11.0 mg/kg/day; F- 12.6 mgfkgfday based on increase in liver enzyme aclivity and fiver
weights. Under the conditions of this study, clodinsfop-propargyl induced hepatoceflular tumors. at
296 mgfkg. The chemical was lested at doses sufficient to measure its carcinogenic patenfial.

8704300 Chronic/Oncogenicity in the
Rat

NOAEL = M:0.03 mg/kg/day ; F: §.03 mg/kg/day

ECAFL = M 8.3 mg/kg/day; F: 0.4 mg/kg/day based on hepatocyfic hypertrophy, chronic progressive
nephropathy, and tubular pigmentation.

Under the conditions of this study, reatment with clodinafoppropargyl increased the incidence of
prostate and ovarian himors in rats at 750 ppm. For males, an increased incidence of prostate ade-
noma was seen in the high-dose group. The chemical was administered at a dose sufficient to test
its carcinogenic potential.
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TABLE 1. —SuUBCHRONIC, CHRONIC AND OTHER TOxiCITy—Continued

Guideline NoJ Stxly Type

Results

8705100 Gene Mutaton Salmonefiz
and Escherichialtiver Microsome Test

Negalive for mutagenicity.

8705200 Gene Mutation Mutation Test
with Chinese Hamster celis V79,

Negalive for mutagenicity.

8705315 Chromosome Studies; Human
Lymphocytes in vifro.

Owing to the conflicling reaults from the cytoloxicity assessment and the presence of rare complex
chromosome abenations both with and without S9 activation, the study ie considered inconclusive.

8705395 Mconucteus Test (Chinese
Hamgter).

No dear evidence that dodinafop-propargyl induced a dastogenic or aneugenic effect in either sex at
any dose or sacsifice time.

8705550 DNA Repair Human Fibro-
blasts.

Compound precipitation was seen at doses = 320 ug/mL- there was, however, no indication of a
cylotoxic effect at any dose. The positive control induced the expected marked increases in un-
scheduled DNA synthesis {UDS). There was, however, no evidence that CGA-184927 in the ab-
sence of S activation induced a genctoxic response i either trial.

870.5550 DNA Repair Rat Hepatocytes

Compound precipitation was noted at levels = 4000 p/mt_ Lethality was apparent in the preliminary
cytotoxicity test at 84.8 ugiml. The positive control induced the expected marked increases in
UDS. There was, however, no evidence that clodinafop-propargy! induced a genotoxic response in
either tial.

870.7485 Metsholism and Phamaco-
kinetics.

The main metabolite was CGA-193469 (76% in male urine). Additional 5% was in the form of taurine
conjugate of CGA-133469. Similar distribution was found in feces.

870.7485 Metaholism and Pharmmaco-
kinefics.

The major metabolite in urine and feces was determined to be CGA-193469, accounting for about
36% to 47% of the administered dose {AD} for males, and 80% to 85% of the AD for females. in
addition, 11 minor metabofite fractions were isolated from urine and feces. Three were further iden-
tified as reference matenals CGA— 193468, CGA-214111 and unchanged clodinofop-propargyl.

Special Study: Determinafion Of Resi-
dues As CGA-193469 in Abdominal
Fat After A 3-Month Oral Toxicity
Study in Rat.

There was a dose-dependent intrease in clfinofop-propargyl residues in fat samples from both
sexes taken at the end of treatment (14 weeks) and after the 4-week recovery period (1B weeks).
Concentrations of clodinofop-propargyl were higher in male rats at all dose levels tested. With the
exception of low-dose group males, for all remaining groups, residues in the fat af 18 weeks had
decreased by between 40%—51.5% of the 14 week value.

Special Study Determination of Resi-
dues as CGA-193469 in Abdominal
Fat After 12 Months in Study.

1 ppm and 10 ppen, the concentration of CGA-184927 in the abdominal fat was higher in males when
compared to females. Af 300 and 750 ppm, the concentration of CGA-184927 in the abdominal fat
was comparable between males and females. The resufts of this study also indicate that the
clodinafop-propargy! residue in fat is reduced after 1 year of treatment compared to 3 month treat-
ment.

Special Study: The Effect Of CGA-
184927 on Selected Biochemical Pa-
rameters in the Rat Liver Foliowing
Subchronic Administration.

The effects of clodinafop-propargyl on selected liver enzymes in the rat were similar to the effects
seen after subchronic freatment with known peroxisome profiferators (hypolipidemic compounds,
phenoxyacetic acid derivatives). Hence, clodinafop-propargyl was considered to most likely be a
peroxisome profiferator in the rat liver.

Spead Study: Apparentty Clonal Thy-
roid Adenomas May Contain Hetero-
geneously Growing and Functoning
Cefl Subpopudations. New Frontiers in
Thyroidology, p. 901-S05, 1986.

The asynchronaus growth rate of subsets of cells within the oid adenomas as well as the intercellular
heterogeneity of the endocytotic response o TSH suggests that clonal thyroikd adenomas may ac-
quire new qualities and can modify gene expression via much debated mechaniam. The author
conciudes that the growth of benign thyroid tumors and progression does not require a change in
genomic expression in any cell. The apparent heterogeneity of a tumor does not necessarily ex-
clude its monocional origin.

Special Study.  Assessment  of
Hyperplastic and Neoplastic Lesions
of the Thyroid Gland. TIPS, Vol. 8, p.
511-514.

In cell cutteres, TSH does not induce profiferaion of human thyroid cells, but does stimulate the
growth of cells obtained from rat and dog thymids. Conventional procedures of evaluating carcino-
genicity tests by simply counfing fumors in rodents freated with high doses, and by mathematical
extrapolation to the low doses fo which humans are exposed, are not suitable for the profiferative
reactions of the thyroid gland. In assessing the human risk, relevant conclusions can only be drawn
if the physiological factors of growth control are known, and if the biclogical mechaniems by which
chemicals inittate focal proliferation and support their progression to tumors are considared.

Special Study: Stolt, W.T. Chemically in-
duced Profiferation of Peroxisomes:
Implicaions for Risk Assessment
Regutatory Toxicology and Phanmna-
cology, Vol. 8, p. 125-158, 1988.

The author concludes that a more appropsate maximam tolerated dose (MTD) of a peroxisome profif-
erative agent in sensifive species would appear to be based upon evidence of the profiferation of
peroxisomes and the induction of peroxisomal enzymes capable of producing an increased
intracellular oxidative stress. Exceeding these dosages will only result in a predictable sequence of
events Jeading, ultimately, fo tumor formation due to physiclogical adaptation of the animal to the
administered caompourid rather than from the direct effects of the compound itself.

Special Study Bieri, F. The Effect of
CGA-193463, the Free Acid Deriva-
five of CGA-184327, on Peroxisomal-
oxidation in Primary Cultures of Rat,
Mouse, Marmoset and Guinea Pig
Hepatocytes.

This study characterized and compared the in vitrceftects of dotﬁnafop—pmpargyl on selected param-
eters {ie., cytotoxicity and induction of peroxisomal beta-axidation) in primary hepatocytes from var-
ious specxee

The mondlayer cultures were treated with medium containing clodinafop-propangyl, CGA-193469 or
propargyl alcohal at the appropriate concentrations (0.1 fo 100 pg/mt), or solvent controls and incu-
bated for three days. Hepatocytes were then examined for morphological alterations and cell viabit-
ty. The lactate dehydrogenase (L DH) aclivity was measured as an indicator of cytotoxicity. In addi-
fion, protein content of hepatocyles were measured o defermine the membrane damage.
Peroxisomal beta-oxidation was measured in hepatocyfe | ates trested with {1-14]palmitoyl-
CoA, a peroxisomal enzyme merker. Clodinafop-propargyl-induced cytotoxicity through propargyl al-
cohol.

Special Study Guyomard, C. (1992). B-
fects of CGA-133469, the Acid Deriv-
ative of CGA-184927, on the
Peroxisomnal Beta-oxidation in Human

Under the condifions of this shudy, nefther CGA-193463 nor bezafibwic acid induced peroxisomal
bets-oxidzfion in human hepatotytes, i vifro. However, in the absence of a known concutrent
human positive confrol to validate the test system, (i.e., a substance known © elicit peroxdsomal
beta-oxidation in human hepatocytes, ) this camnot be definitely concluded.

Special Study. Trendelenburg, C. Effects
on Selected Plasma Concentrations
awt Biochemical Parameters in the
Liver upon Subchronic Administration
to Male Adidt Rats.

Clodinafop-propargy! may act as a peroxisamal prolifesating agent and alters monocoxygenase activity
in subfamilies of cytochrome P450 which are known fo be invelved in the synthesis or catsholism of
steroid hormones.
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TABLE 2. SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR CLODINAFOP-PROPARGYL FOR USE 1N HUuMAN RisK

ASSESSMENT
in R FQPA SF* and Level of
< Dose Used in Risk : . .
Scenario i Cancem. for Risk Study and Toxd ical Effects
BExposure Assessment, UF et dy coiog
Acute Dictary femles 13- | NOAEL = 5 mghkgiday FQPA SF = 10X Developmental Toxicity Study in Rats

50 years of age.

UF = 100 Acute RD = 0.05 mgfkg/
day.

aPAD = acute RID + FOPA
SF = 0.005 mgfka/day.

LOAEL = 40 mgfkgiday based on increased
incidences of bilaterat distension and tor-
sion of the ureters, unilateral 14th ribs, and
incomptete ossification of the metacarpals
and various cranial bones (paretals,
interpavictals, occipital, and equamosal) .

Acide Dietary infants and
children.

NOAEL = 25 mgfkofday
UF =100

FQPA SF =3XaPAD =
acute RID <+ FQPA SF =

Devetopmental Toxicity Study in Rabbits
LOAFEL = 125 mg/kg/day based on increased

Acute RfD = 0:25 mg/kg/day .......... | 0.083 mgkg/day mortafity, clinical signs and body weight
loss
Acute Dietary general papu- | NOAEL = 25 mg/kgiday FQPA SF = 1X Developmental Toxicity Stedy in Rabbits
{ation. UF = 100 aPAD = acute RID + FQPA | LOAEL = 125 mg/kg/day based on increased

Acite RID = 8.25 mgfkg/day .........

SF = 0.25 mg/kg/day.

mortaity, clinical signs and body weight
loss

Chronic Dietary all popu-
fations.

NOAEL = 0.03 mg/kg/day
UF =100
Chronic RfD = 0.0003 mgfkglday ....

FQPA SF = 10X

¢PAD = chronic RD =
FQPA SF = 0.00003 mg/
kgfday.

Chronic Toxicity Study in Rats

LOAEL = 03 mgfkgiday based on
Hepatocytic hypertrophy, chronic progres-

sive nephropathy, and tubular pigmentation

1The reference tn the FQPA Safety Factor refers to any additional safety factor retained due fo concems unigue to the FQPA.
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USA

(P-US-167)
EPA

Clopyralid; Pesticide Tolerance

Federal Register Vol.67. page 60152, September 25 (2002)

EHENTOT 71

ZOESY RZE> THRINIERERAOHEEIIDNT. UTOXR1BLUE 2 TE
HIHLEDIT. BHERTHESNZESEMEE (NOAEL) ©HR/NEME (LOAEL) IZD
WTFHET 5.

EMHENI RRA b
EMUZAVEMICERALZZ70ESY ROBHEFEMI REA 2 MIDWT, UTOE
2ICEHLTRY.

AEBLWNEDZHDEREFKREK

HARS L A RREZ
HAMBLIVOHARBREIC L2 EENEZIIEHMNRZNE ERIIRD SN2, 5
v hEAWEREBEHHKRICBNT, B, AEHNNG. BEEBETE L TREATZE
EREBYEENRED 5N S5 HDT (250 mgkg/H) TH-oTh., REEHIERIZRD SNAR
Mofz, ZHREBEEARIIBNT, REHOKERDBIVOFEREMZ SOk E
R BEREMBEVEEAE (1,000 mgkg/H) LOEWHDT (1,500 mg/kg/H) DA T
RELZ, INSORLREERBMEE (BRERD. FEHENNE. BEEETHXIV
BREOBREREAEEME OFETTRELE, UYFREBHERIIBNT, @it
Li-Em AR (250 mghkg/H) OAT. T, FHEERD, BHEREELTRETS
EEBEYBEHOEFEET TS EOKIE (REE 3/15) KKEENBD SN, BEBHI
B89 % NOAEL i2 110 mgkg/HTHo72. AFZINTWABT—FN5, AE 250 mgkg/H
DTy NTREBEDRDOENTNRENI ENS, 250 mghkg/ BL D ERARTRAMRS
HRBREERTILENH D I LMNREIND, 610, ZiHREBEEHRICB T 2%
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HAREMEEICBI T S NOAEL 14 500 mg/kg/H T D . LOAEL 13 1,500 mg/kg/ H TH - 7z,
o T, REARBUHEBR TR IIMRRREZHERTID. 500 mghkg HEDEWRAE
KEZBIRTRETHDETFEINS, REPREEAROAE/KAEEIZ 500 mg/kg/HLEAE
WRETHDFETHD., TOHRELTHESNS NOAEL id. UV AVFHMICHREFERAL T
WOLARERFELRINLDEL RS EEZ NS, 8% RD OLEDITERLE 75
mg/kg/H &35 NOAEL 13, £EBMHHBROBRMEREMBEICET S NOAEL O 7 5D 1
THd, Floo BERD BIUBERE) AVFMODITEIRL - 15 mgkg/HEWND
NOAEL 3. £EE AR O% R BB TR T 2 NOAEL D 33 D 1 TH B /- T,
REMBEEMERRICEL > T, BEWY A TFHHICAWNWSRFARNEET 5 AIHEEIZE
ERbHNS,

e =
ra

%

LIEBLIVNEREDDDBMESHRENIBEY) T2 & EPA 1ZHIBT L 7=, R MRS
P (DNT) HEREERLAVIOREIR. W ONDRFAZEL TV A,

i UUFREBUHAROBARTCKEENZD SN, CNIEERBYBELOE
ETFTRDLNTZHDTH S,

ii. v FREFEERRIIBWT, AICAHE 250 mgky/RA) THRIEHRZRDEILIZER
S5NEM Tz,

i, ZHREBEERRICBN T, BEZE LR RTEENEZIIESMERIIE SN
RInoT7z,

iv. HEMBITHERBRICHET 28T, BEFEEE RN,

v. BEEELEEEBHEMREERRIIEREINTHRVE, WTNORRIZBWVWTDH,
AP OMRELE L IIHRREEZRTAMIZIESN TRV, UTOEBENS, 10 1F
EWSEEREREKE | fFICHBNTRETHDE EPAITHIH Lz, ThI, BHEOEME
WTF—IRX—ZANTELTHDLEEDIT. Ty FBIUTYFOFENRERZZITS v b
OHER/HAERBRBERICRZME LR ERITEENELITERHNERIMRD SN TN
& BE (BRBIUKEK) BESIUVBEBRETIMICE->T. 7o) RERK
FDEIDEEZASNZARE., NEBLUVRIRFREFEHOLEDOBEEIG/NIMINS Z
ERZNEEZSNB I ETH S,
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TasLtE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY OF CLOPYRALID

Guadeline No. Study Type Resutts
B70.3100 9D-Day oral toxicity in NOAEL = 2000 mg/kg/day in both sexes.
mice 1OAEL = 5,000 mgfkg/day in both sexes based on decreased body weight in both
SEXES.
870.3200 24/28-Day desmal toxicily | NOAEL = 1,000 mg/kg/day for both sexes.
in rabbits
870.3700 Prenatal developmental Maternal NOAEL = 75 mgikg/day
toxicity in rats LOAFL = 250 mgfkgrday based on montality, reduced body weight gains and reduced
food consumption.
Developmental NCAEL = 250 mgfkg/day highest dose tested (HDT).
BF3.3700 Prenstal Matemal NOAEL = 110 mgfkg/day.
toxicity in rabbits LOAEL = 250 mg fkg/day based on mortality, clinical signs, decreazed body weight
gaing, and lesions of the gastiic mucosa.

Developmental NOAEL = 110 mgfkg/day.

LOAEL = 250 mgfkg/day based on decreased fetal body weight and hydrocephalus.

B870.3800 Reproduction and fertflity | Systemic NOAEL = 500 mg/kg/day for males and females
effects inrats LOAEL = 1500nwgfdanyMaammmedmdeamedmdywem
decreased weight gdin, and decreazed food consumption in both sexes and slight
focal hyperkeratolic changes in gastic sguamous mucosa in males.

Reproductive/Offspring NOAEL = 500 moafkg/day

LOAEL = 1,500 mg/ko/day for males and females based on reduced pup weights in
males and increased relative fiver weight in pups of both sexes.

B70.4100 Chronic toxicity dogs NOAEL = 100 mg/kgfday in. males and females.

LOAEL = 320 mg/kgiday based upon reduction in hematological parameters in both
sexes, increased absohste liver weight in males, and vacuolated adrenal cortical
cells in females.

B70.4200 Carcinogenicity mice NOAEL = 500 mgfkg/day and 22,000 mg/kg/day in females.
LOAEL = 2,060 mogkg/dsy in males based on decreased body weight, body weight
gains, and food efficiency. No evidence of carcinogenicity.
8704300 Combined Chronic NOAR. = 15 mgikg/day.
To:amtyl Carcinogenicity | LOAEL = 15D mgfko/day based on epithefial hyperplasia and thickening of the limiting
ridge of the stomach in both sexes.

No evidence of carcinogencity.

B70.5300 in vitro and in vivo: host No evidence of induced mutant colonies over background in Ssimonefia strains TA
mediated assay in bac- 1,530 bacteria and G486 and Saccharomyces strain D-3
teria

8735385 Bone marow chyo- There waa no significant increase in the frequency of chromosome aberrations in
mosome aberations bone marrow at any dose tested.
assay

B70.5550 n vitro unscheduled DNA | There was no evidence of unscheduled DNA synthesis in initia or supplementary as-
gynthesis assay Says.

B70.5450 Dominant fethal assay in No evidence of freatment related resorptions up {o 400 mg/kg/day for 5 days.
rats.

B70.7485 Metabaofism in rafa Rapidly absorbed and excreted mainly in the urine. Parent compound only is de-

tected in the excreta.
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TABLE 2. —SUmMMARY OF ToXICOLOGICAL DOSE AND ENDPOINTS FOR CLOPYRAUD FOR USE IN HUMAN RISK ASSESSMENT

o FQPA SF* and Level of
Exposure Scenario Dose Usf,‘;‘fﬁ‘ ASSESS- | ooncem for Risk Assess- Study and Toxicological Effects
me;
Acute Dietary (General popu- NOAEL = 75 mgfkg/day FAPA SF = 1X Developmental Taxicity Study - rat

iation, inchuding infants and

UF = 100

aPAD = acute RIDIFGPA

Maternal LOAEL = 250 mg aif kgfday based on

children) Acute RID = 0.75 mg/kg/day SF decreased weight gain during gestation days
= 0.75 mgfkg/day &9
Chronic Dietary {All poputations) | NOAEL = 15 mgfkg/day FQPA SF = 1X 2-Year Chronic Toxicity/Carcinogenicity Shudy -
UF = 100 Chroni¢c RfD = cPAD = chronic RID/IFQPA rat
0.5 mgfkgiday SF LOAFL = 150 mg ai/kg/day based on increased
= 0.15 mg/kgiday epithelial hyperplasia and thickening of the

fimiting ridge of the stomach in both sexes

Short-Temn [ncidental Oral

NOAEL = 75 mgfg/day

LOC for MOE = 100

Developmental Toxicity Study - rat

Matemnal LGAEL = Z50 mg aif kg/day based on
decreased weight gain during gestation days
€9

intermediate Term incidental
Oral

NOAEL = 15 mghg/day

LOC for MOE = 100

2-Year Cluonic Toxicity/Carcinogenicity Study -
rat

LOAEL = 150 mg aifkg/day based on increased
epithelial hyperplasia and thickening of the
{imiting ridge of the stomach in both sexes

Short—Term (1-7 days) and In-
termediate-Term (1 week -
several months) Dermal

No systemic toxicity was
seen at the limit dose
{1,060 ma/kg/day} in the
21-day dermal toxicity
study in rabbits. This nisk
assessment is not re-
quired.

Not Applicable (N/A)

Short-Tenmn (1-7 days) inhale-
tion

NOAEL = 75 mgfkg/day (in-
ion rate =

£OC for MOE = 10D

Developmental Toxicity Study - rat

hatation absorption Maternal LOAEL = 250 mg aikg/day based on
108%) decreased body weight gain
Cancer (Oral, deanal, inhalation) | Not likely NIA Acceptabie oml mt end mouse carcinogenicity

siuqies; nc gvidence of carcinogenic or muta-
genic potential.

* The rederence to the FQPA Safety Factor refers to any additiona! safety factor retained due 10 concerns unique to the FQPA.
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USA

(P-US-168-1)
EPA

Clofencet; Pesticide Tolerances. Federal Register Vol.62. page 9979, March 5 (1997)

BHFHT0 T AN

H

1. —EHo2MEFEHERNS, TEA7 o7y MIBREEICE L TEEATIY
—II, BOBHECELTEEI T Y —1I. RARMES L CRFERIBHEICE L TEE
ATV —IV, BREMICELTEEIT I —VIZSEEA TS,

2. &0, 200. 2,000, 20,000 ppm (EE=0. 12.3, 124.5, 1,232 mg/kg/A ; #E=0. 15.2,
149.8. 1,537.2 mgkg/H) ZAWVWZT v F 90 AEHRBEERRICIBITIEEEER

(NOEL) 13t CAERMIHEICE-I< 2,000 ppm. T 20,000 ppm TH -7z, 20,000
ppm (BFtL72RBHE. HDT) IZBWT, BELERES v FOWTHIZBWTH,
HREBFEIIRD NPT,

3. FE 0. 100, 300, 1,000 mgkg/B Z AWz 7 v b 21 HERKEERRIZBW T, B
LEWTHORAECBWTHRIBEL 25BHERIIRD AT, 25T LUEBR
#=MIZB+ 5 NOEL X 1,000 mg/kg/ B TH o7z,

A& 0. 10, 50, 200. 500 mgkg/H %AV X 90 HREREEHRSHEHERRICBITS
NOEL 3R 5 L CHREROMEBFRIT R E-5< 50 mgkg/R TH o7z,

>

hd

FAE& 0. 200, 1,000, 5,000, 20,000 ppm (BE=0. 12, 60, 311, 1,207 mg/kg/H ; HE=0,

15, 75. 373, 1,477 mg/kg/ B) #H\\ =7 > b 90 A ERfEER 5-ZMEREBRICE T B NOEL

X O R EEMIE B L R EBEESNCE SV CTHERFRERE T 5,000

ppm. &HEI NI,

6. FBE 0. 100. 300, 1,000 mgkeg/F AWz T v RABERRIZB VT, BEMEE
BLUORAZHIZET S NOEL i HDT TH 5 1,000 mgkg/B Thofz, 7 n77= k&
v MEEBRFRETHD LEZONIBRARBHIIBDO IR 2T,

7. FE 0. 50, 150. 500 mgkg/B %AV U XRAFHRRICB VT, BEYEER

FORAEFMICE TS NOEL II3ET-R, MEEME X TMEEBMME, FEEET,

469




8.

9.

10.

11.

12.

13.

R REERD, BIRARERER EAB I CBERRARZET 5B IR/RBERE O
IZE3< 150 mg/kg/B TH o172,

FRFRIREE 0. 500, 5,000, 20,000 ppm (HE=0, 38, 393, 1,602 mg/kg/B ; =0, 52.
529, 2,044 mg/kg/B) ZAVWZT v P THRAEZSHRRICBIT 3 BEYESEICET
% NOEL I3SE TR EH | AERD . FEBIHFHE L OHRERRR I N Lick
SUNT 5,000 ppm ERE ST, Eo, EFEBMICET S NOEL IIHE 1~4 HAICH
7% FlaRB XU F1b REMIDIECE EFRB L UWE P OEKERAIZE-SVT 500 ppm
LHEINT,

A& 0. 5. 30, 200 mg/kg/H & VA X 1 ERBHEZHERRICEIT 5 NOEL i1, B
gt L U R LB RIERICESWT Smgkg/B THoT72,

R 0. 70, 300. 3,000, 7,000 ppm (HE=0. 11.45, 50.31, 501.20, 1,228.22 mg/kg/
A ; #=0. 16.92. 70.67. 710.79. 1,608.46 mg/kg/B) %R\ /=<7 X 18 » A REIRMN
AMERERIZIT 525 FHICE T 5 NOEL I%, 7,000 ppm (HDT) IZ31F 3 4EHFHIE
T, BEOBEEREE. D oM X UREHRERE, HWOMBERERERER EFICES
< 3,000 ppm Tdh > 7z,

FRHPIRE 0. 100, 1,000, 10,000, 20,000 ppm (HE=0. 4.7, 47, 470, 989 mg/kg/ R ;
=0, 5.9, 58, 607, 1,288 mg/kg/B) ZAVVET v b 2 EMBHEEMH/RS AR
BT HEHBTMICE YT 5 NOEL MR, BE/KAMKREB X CBIRREICES5<
1,000 ppm T& - 72, 20,000 ppm (HDT) D7 v 7 x & v MIFFHIAEER L CBRE

EEER Y D REEEEE L OCRIRR C MIRIRIEL A ¥ 2 MBI O8N % 55
THAEEEH D,

7 v MUSRE2 L, Jn Tzt y MIFESHRBIEh, BE5 7 B ¥ Tl
. BRELICHBSHBEDORERS (>78%) 23 24 RELINICRPICHE &S h 5 Z &2
R E Tz, BRSO HTH S C MON 21200 I3 IR EE L LTRYT 58D
87.9~92.1%) BLUEF (REED 4.5~9.1%) PRI Z L ARREN, &
5 L7z BURRED 1%RERFRFIC CO, & LTHEt &z, &5 7 BEZDEEAICZERT
LHBBRTFRIZI1%RMTH Y EERNERFILENZ EBRREINT, BIL, 577,
RBEISMICAR U ER I CHRICEE L ZEIRD bh R o1,
BETFRI/ERBI OB GEEIEAICET 2FARR,. T2bb, ¥ALEXT %
A3 > — ARAER. CHO/HGPRT RZERZERKR. & MU /38R % AV 3 in vitro H
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FBESHRER. ~ 7 X/ZERBR. in vivo/in vitro FTHEE DNA EERARICEWT, B
HREERE LN,

. FAERGFHM

ZHEAE RMD), RD —EEICbEYVRBICLIEAEFRELZ T Thbe MO/EK
IHLTiE-EY MDYV R BELIAREEDORVERELZERT S, RIDIEIELE
BRERBASDEERROELHZMN T FRA > FEXIX NOEL # AVWTEHEN S,
RID DR UHLRIET B72, EPA X EDREHICFREMSRZERT 5. ZORERE
FEITEE. EEENT —F I o TREINIBEHNMEB L UCRERNEBHOm A EZRL
72100 Th B, EPAIL. = FRAV MER L L THRREEAR, RETEEMESR X TES
FREDEENIFINTA X 1| FHEHFRERBRE KD NOEL 5.0 mgkg/H & RHEEME
{23100 5% AV T RID 0.05 mgkg/ B #EHH L T3,

EBNAMSEH, EPAIL 1986429 A 24 RICRBINREBAMY R IFHMETA BT A2
(51 FR 33992) AWT, M~ T RIZBITDRIEDH DHRER L BEAREDOE H I L DR
W AN ARREEREAIE (BtE) BARERIZESWT, /urzrty hESA—TCOD
ERAMHE (& MU TREBAMEZRTRREERH D) L, #F v MIBIT
5 RRRCHIERE (L LTRE) ITARARBDLTRELLLDOTHD LEZ LI,
BET A/ NERER 7 =V ¥V o ERWEEE-ENAEE (SAR) 0¥ LT, HAR
BEEEBESIT 2 BBAMZEMT 2 BINGEBIXIZ LA LRWVWEEZLND HE- T,
EPA DEBAMET L E2—ZBRX Y A7 HFEFMEZBAENE LT, E P R OEEL
K RIDEZANVD Z EE2#HRLTWVWS,

VIL AR LUNEROH 0ELMEHE
LRBIWHRICHT RV X7, ERL7ZZ7 vy FBIC VXAV 2 BHOREE
EMRBRBLCT v P2 AVWEZHARETESEERRE AV CHE L, BEBERR TIE,
BEMIC KT B HAERTOREBRMICKIT 2BBENRE T, BERTOEMIEERZEN
AU BAEMEND DN E I DICOVWTHET 3, AEBHERRTIE. £HEEIDH S (X
i) BEMOATEENB I UCEEBHICHTEEHDERBOEBICETIFRBIELN
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D,

RS - EES - {LER B (FFDCA section 408) 1B W T, EEMEOB VT —FIck
DNWT, BRLILZEFBBIRYE THD & EPA BT LARWRY | HARTRS L AR ESHE
EERLICARBIONRICHT2BREEARLIGT —F R—2 D&M LT 10 &
EWV)EMELBBELBEATRETHLILHAEENTVD, T—FRXR—ZARBRELETHY .
AR EIVNREBIT 2EAOEEE S 5 WVIMLAMO AWM E IR ERERERICL -
TIEROZLHRBOZSHICET2HENRBEIN S Z L 32V EA, EPA I3, FEMED
HDT—FIZEINT, ZOBNRLEHE TR @EIL 1001 . BR2R25 8% 6E
BT 5Z EBREMT O EHBT5, 22T, BWEBIUMNEDOD DBMELHRE
IBERVE EPA ZEZ TS, F—I0, REBEBICAERBHRAROEL2T 4 &
Yy FBRHENTRY, THOBFRTEDILDTHHI L X EPARKERL TS,
2. BABERBRE L UATEEERER B O NOEL 25 RfD OB HIZ AV 2 NOEL @ 7.6 f%
~200 FETHY ., ZThHDRRTHEDONEAPENZ LK LEL THIZEDOME
TIAZRWVWE EPAIXE X TWS, o T, RD TLERBIWNROEDO+H R FRE~—
UBB/ONBEEPAIIEA TV, 772ty FOEFBBRBICL > THIAE SIS RD
FEIX FEERHAILIRD0.6% D5 1~6ED/LNED1.6% E TORHEICRD EEX BN D,
ra7=rky OEBMBREIC L) LRS/NRICHEEREENE LB ABRMBEEE TRV
& EPA I3 L7,
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USA

(P-US-172)
EPA
Clomazone; Pesticide Tolerance

Federal Register Vol.66. page 10196, February 14 (2001)

ENEN T T4
e N E o TERINDIBERERAOHEIZOWT, UTDXR 1 TELTHL LY
I, BHRRTELON-ESHER (NOAEL) RR/INEMHE (LOAEL) ZOWTH MY 5,

EMFEHT PR R
t M) RIJFHBICER L n< Yy v OBEEZERZ Y RRA » MZOWT, AFTDFE 2
WWEHLTRT,

ALIRB I OWNROID DREFE

HARTE L CHARBZ

7ua<ey  rOHARBICHAREEICE T2 7 — & X—X|X, FQPA BEEFHD AT
FTETHD, REEHERRICBITIZFERNRBICL-TT v FERRB VI FBRIROEZHE
BERT DI L ERTERMELITERMEIIIF/ LN TR, Ty MRAFEHRERIC
BT, BIROBBESRD b Z Lo bEBE TR0 T WA R S a3,
UTOEBMS, REEAPBEBMIERICLRTEETHD L) Z i3V & EPA I3#E
L, Thit, BUBECARRGEAARD bRV L (Thbb, AR
SRERERBPR LR  BRFBERHBERMENZ & BBENEETHD LI
ZX0NRNIE  ARERIIERTENLBDONRI 2722 L TH D,

s R

ruwY VBT ARERENT — I RN—ARFETH L L BIC, BEF—FZLRET
HD. TRbb, BIZWREEDCHIBRELSEMICHHAT I 7T —ZICESWTHES L
TW5b, UTOHEBENDL, FQPA BE&FE%E 1 fFICHi/ L, £hid, FERNELIIHAE
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BREC LTIy bELRYYFXFORZIEP ER TS L 2R T EEBNELITESED

E‘-l“

BB TWNZ & BAMBESEHARRIERIR WAV L AFER (AL
S UEBIAK) WX ABBEFMIZE > THIRS/NEOBRENB/NFMENDZ Lidhno e
(RE. FEFEROREIIZV) TH D,

TABLE 1. — SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Results

8703100

90-Day oral toxicity rat

NOAEL = 133.2/160.9 mg/kg/day, malesifemales LOAEL = 273/
319.3 mg/kg/day, malesffemales, based on decreased boady
weight, body weight gains, food consumpfion and increased ab-
solute and relative fiver weights in females and increased abso-
fute liver weights in males

8703100

90-Day oral toxicity mouse

NOAEL 2 1,200 mgfkg/day (limit dose} LOAEL > 1,200 mo/kgiday

870.3700a

Prenatal develcpmental rat

Maternal NOAEL = 100 mg/kgfday LOAEL = 300 mg/kg/day based
on chromorhinorrhea andfor abdoménogenital staining Develop-
mental NOAEL = 100 mg/kg/day LOAEL = 300 mg/kg/day based
on indicaions of delayed ossification in the form of either partial
ossification or the absence of manubrium, stemebrae 3-4, xiph-
oid, caudal, and metacarpals

87D.3700b

Prenatal devetopmental rabbits

Matemal NOAEL = 240 mg/kg/day LOAEL = 700 mgfkg/day based
on effects seen at 1,000 mg/kg/day, which included mortality,
abortions, decreased body weight gain, and decreased defeca-
tion or no feces Developmental NOAEL > 700 mghg/day highest
dase tested {HDT} LOAEL > 700 mg/kg/day

870.3800

2-Generation reproduction and fertility effects

Parental NOAEL = 50 mgkg/day LOAEL = 100 mgfkg/day based
on statistically significanfly decreased body weight and body
weight gain during pre-mating, and decreased body weight during
gestation & |actation male & female. In addition decreased food
consumption in females and hydro-nephritic kidneys in males.
Offepring NOAEL = 50 mg/kgiday LOAEL = 100 mgikg/day
based on decreased body weight in F2a and F2b fitters

870.4100b

Chronic toxicity dogs

NOAEL > 1,038/1,012 mglkg/day, malesffemales {HDT) LOAEL >
1,038/1,012 mgfkg/day

8704300

Chronic toxicity/ Carcinogenicity rats

NOAEL = 84.4/112.9 mg/kg/day, malesffemales (HDT) LOAEL >
84 4/1112.9 mg/kgiday, malesffemales Classified as a 'not fikely
human carcinogery”

870.4300

Carcinogenicity mice

NOAEL = 30D mg/kg/day (HDT} LOAEL = > 300 mg/kg/day Classi-
fied as a “not likely human carcinogen™

8705100

Gene mutation Salmonelia fyphimeurium and Esch-
eyichia coff reverse gene mutation assay)

The test article was assayed up to cytotoxic concentrations (5,000
po/plate), but in no instance were appreciably increased numher
of revertants to histidine prototrophy (his+) found in any of the
tester strains, either in the presence or absence of metabolic ac-
tvafion.

870.5335

Cyfogenetics In vivo rat

Negative. The incidence of aberrelions and the aberations/cell
‘were not significantly increased.

870.5550

Other effects In vito UDS assay in primary rat
hepatocytes

Clomazone was tested up to cytotoxicity (relative toxicity at 0.10
pliml was 88.6%), but in no culiures treated with test arficle was
a significant increase in mean net nuclear counts indicative of
UDBS recorded.

8707485

Metabolism and pharmacokinefics

Clomazone is extensively metabalized by the fiver and excreted in
the wine and feces within 24 hours. Sixteen metabolites, includ-
ing the parent, were identified; and the predominant route of ex-
cretion was in urine.
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR CLOMAZONE USE IN HUMAN RISK ASSESSMENT

Exposure Scenaric Dose Used in ?;;’k Assessment, Focgﬁ gtR?;? m Study and Toxicological Effects
Acute Dietary females 13-50 years of | NOAEL = 100 mgfkg/day FQPA SF = 1X Developmental rat
age
UF =100 aPAD = acute RID +FQPA SF = | LOAEL = 300 mgfkgiday based
1.0 mgikg/day on delayed ossification.

Acute RD = 1.0 mg/kg!day

Acute Dietary general population includ- | None None A rick assessment is not re-
ing infards and children quired for this popidation sub-
qroup.

Chronic Dietary all populations NOAEL = 84 4 mgfkg/day FQPA SF = 1X 2—-year rat feeding study

UF =100 cPAD = chronic RID = FQPA | LOAEL » 84.4 mgfkg/iday (HDT)
SF = (.84 mgfkg/day
Chronic RfD = 0.84 mgikg/day 80—day oral rat

LOAEL = 3193 mgkg/day

bazed on based on de-
creased body weight, body
weight gains, food consump-
ton and increased absolute
and relative liver weights in
females and increased abso-
fute fiver weights in males.

2-Generation ction

LQAEL = 160 mg/kgidzy based
on statisfically significantly
decreased body weight &
body weight gain during pre-
mating, and decreased body
weight during gestation & lac-
‘aﬁhﬂs‘i male & female. In

sumption in females and
hydronephriic  kidneys in
mates.
Oral, Short-Term (1 to 7 days) (Residen- | None None No residential uses. An end-
tiaf) point was not selected.
Oral, intermiediate-Term {1 week fo sev- | None None No resdentia! uses. An end-
eral months) {Residentialy point was not selected.
Dermal and Inhalation Short-Termn {1 to | Matemal LOC for MOE = 100 Developmentat rat study
7 days) (Residential)
NOAEL = 100 mgfkgiday Maternal
Dermal absamption = 100% LOAEL = 30D mg/kg/day, based

inhalation absorption = 106

en chromorhinomhea and
abdominogenital staining

Deymal and Inhalation, intermediate-term
{1 week - several months} and Long-
Term (several months - lifeime) (Resi-
dential)

Oral

NOAEL= 84 4 mgfkg/day

1LOC for MOE = 100

2-year rat feeding study

LOAEL > 84.4 ngﬂtg!da’y {HDT)
90-day oral rat

Dermmnal Absorplion = 100%
inhatation absorpfion = 100%

LOAEL = 3193 mg/kglday
based on based on de-
creased body weight, body
weight gains, food consump-
tion and increased absolute
and relative fiver weights in
females and increased abso-
kite liver weights in males

2-Generation Repeoduction

LOAEL = 100 mgfkgiday based
aon statistically significantly
decreazed body weight and
body weight gain during pre-
mating, and decreased body
weight during gestation & fac-
tation male & female. In sddi-
tion decrcased food con-
sumpion in females and

hydro-nephriic  Kidneys i

mates.

* The reference fo the FQPA Safety Factor refers to any additional safety factor retained due to concems unique fo the FQPA.
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175 a5 AT AAFNL

USA

(P-US-175(2))
EPA

Federal Register, Vol. 62, No. 182, Rules and Regulations (1997)

A BEEEEMNTa 77N

L. 7y MEa#BEORSARICENTHT v XV » FDFEH T LDs fE2S 5,000
mg/kg ## x TV,

2. 90 Bifl= U RBAHRERRITIBN T, i~ U ROEEZERE (NOEL) 1 50 mg/kg/H
TNAYTART 7 2 —BRED LA, FFREED LF B X UMY A XOEKRICES
< &H/INEEE (NOEL) X 100 mgkg/H Téh - 7=,

3. 21 HM U FREEEHRBRITBVT, #E LU Y 9 ¥ 0 R E#RIEICES 3 5 NOEL
iX 1,000 mg/kg/ B 24 % . £ 5 F MBI 5 NOEL i3 500 mg/kg/ B (HEB X OME) TH Y,
R, ~E/aby ~<bh7 Uy METF, FROBRK/NREEESR L CRARMEBRAE I
S3< £5FMITEE ¥ 5 LOEL (X 1,000 mgkg/H Th -7z,

4. <= RABEPAMERBRIZEBV T, NOEL [Lit#R 5 T 10 mghkg/B TH Y, T AD
BRMEZRRCET., v X0EGHFEEILE D NEPOMH - FRIFEFRY A X0
BRE L UHE~ U X D/MERDEFHAAERICE-3< LOEL iX 100 mg/kg/ B (H K UHf)
Thole, 787V RATLAFNVERE L THRIBERAEE (RE+HEE) ORB4AENE
AT Li3rot,

5. 7 v MEEEREBMEEH/FRESAMERRIZEBV T, NOEL X 75 mgkg/H TH Y | B~
U ADRMERE, ~ETus ~< 7V hOFERLER, B~V XDOfFBERT A
IXVBTI /I NIVRT7 25—, T79=VT I/ MGV R 725 EBBIXBT LAY
THRT7 7 Z—EBEEDET, vV ADa VAT a— /KT, i~y ADOREEERT,
B~ U AOHMOFBERRS LUCHMHBRERD L7, B~V ROEEEIERRERE
AB I UM~ 7 2R OBIRZERRERER ERICE-S< LOEL (3R 5 T 325 mg/kg/B TH
2T, ZORRIZBWT, 787 VAT AAFADOREBAMERTIFHMIED bhieho
7o
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6. A XBHEMEERBRICB VT, NOEL /X 10 mgkg/R TH Y, FFHREKRE L &
REW. WFERTAIV I7ART7 72 —ERBIOT FT=0T73I ) bR 725 —PEH
DEF. TUTIVBIUE Y LVE AETIZE-S< LOEL i3 50 mg/kg/H TH - 7=,

7. Fv FVEAWEZHREEBHERRICBWV T, ERNLHEMICET 5 NOEL i1 10
mgkg/B TH Y, EEERERB L UIEHELE —B L2 ZRLICES RN EH T
B89 % LOEL X 100 mg/kg/H ppm Th o7z, AFER X OAFMIZEET 5 NOEL i1 100
mg/kg/B ThH Y, AREOBAH B L UOHFEIRFCEOEMICES £MHE L U4z
B84 % LOEL X 500 mg/kg/B Tdh - 7=,

8. UYFEZAWERAETERRIZBV T, BEMHMICEE T 5 NOEL i 100 mg/kg/H |
FA BB 5 NOEL id 300 mgkeg/H (& LK & AEMDT]) ThY . KEHNHT
fil. FPEIZIR DK T SREEDHEMN, I K U ELIBART R.ic &3 < B84 LOEL X 300 mg/kg/
AToh-oT,

9. Fv hERWEREEERRICKWT, BEHEMHICET S NOEL B L URAEME
{ZB83 % NOEL i1 1,000 mg/kg/H (HDT) Tho7e,

10. = U R/MERRICBWT, BFEMEF 1 IEROHMRESE OFITRD b, S
RIERO/NMEEBRBEENFRIC LR T3 L3k ol 2 BEOBIBEFHRRICE
WT, 7RI VRTAATFMEE ST T v Y - BRCHIRBMER £ i Ak R TS
FHUERAPBREINDIZLE R o7, BT ¥ A =—ANLRAZ—IREBRE AW -REkR
WEWT, 78T AT LAFNME X > THREMHERAEZEIEREREERARSERIND
NP = 4 DI

11. 7y MEHRRIIBOW T, BAMER I S U RS AAFARKETIREL LTRE
MLT, ETIIRBLOCEEZNM LTINS Z EBHLMICR T, BE 72 BEf% O
RIZBT BEFRIIREED 0.1% KM TH o7,

B. ZEMEM FRAL b

1L SMEN, —REREERBRRICLIAERESHOMNERET ST FRA

FMIFELRZWI DD, VRAIZHEEEIIRETHS L EPAIHERL TS,

2. BHBLICHEEE, AFINR TV AL SEHRB L UCTHREBICER T 58
L EHITTRRENRWVWE EPA i3EHB L TV 5,
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3. BHEM, BPARII T AT AAFLORD # 0.1 mgkg/BLHELTWS, I
D RID 131 X GMIRER GRS 525 HHICET 5 NOEL 10 mg/kg/B & FERSME
BLUENEESZZRE L2 ZE2HRE 100 ICESVWTn 5,

4. FEHBAM, HED BBPAMET LE2—ZERX, 7y PRI R TEBAMEDN
ROONEDoT2Z LIESNT, 27T AT AAFVE T MIHLTEEDL K B
AMEIZ LT IZHELTWS,
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178 7l %74 2A

USA

(P-US-178(2))
EPA
HUMAN HEALTH RISK ASSESSMENT Chlorethoxyfos, Office of Pesticide Programs

Health Effects Division (7509C) (1999)

A EHFHFME

JanNT hR T FRADERT —FX—RIELTH D, BEEHN a7 7V %R 1
WWRY, 70T hXU 7+ R3O0, BEBLCRARBERRZ L CALEHIERE
Y, BRBLUOKEIERRE ERT 2 ICITENRTE, FEREEYE Ty, 7
AT hFU T+ AR THERY VHEEREMZREML (OPIDN) 2FH¥T. 7o b
WCHEZEORES L TCHHBRIRBEERAZ R IR 2T, vUX, v MBLXOA XEAWVE
WEMR I UBHERORE (RERE) RRICBVWTRD b E2BHER. Mg,
FMIRBIOR Y X7 5 —EBEEOHRETH -7, IREMHICOVTRE L2RERIC
BWT, HEROBESCHBELIMET 5 DAV KB OFEICTBW T, IBFICEEL
TABREF REIIRFEIRD oo, 21 BECOEIREREREIZXL ST,
M, RORBLUEE=2Y) R T 57— BEENHEES Nz, BRAMEICOWTHMT S
DITHETHD LHWEINIAETHRILEZBE. vUVRABITT v MIBWTESAMK
EARTIHHMIGE bR ol, Zalx hF U7 4 R in vivo B X Win vitro DHF TE
BEREERE R o, 7T b HI T RITN—T D DILEME TH S L HEEN
5, £io. BBAMEZRTIHEURZNIENOHM LT, & MIHT2RBAMICEL T
SETERVWE SN, ZOZLEIERRERRNZ LIZXsTEMIT A TWS, HAR]
RABHRRIIBWT, TENBREROT v FERIIV Y FRIBICESZE LR 2R3 IEH
BEDLNT, “HRAMEBHRR CTRFE LEEBEAETHERSHERIBOLAT. h
b ORR T EMHERREEDORE 2R §REIII 20 o T,

B. H&E-RISFHm

L RO
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NP — FMEEFMEFEEZERS (HIARC) EEMFHT —F_X—XZOWTFHEL, UT
DEIICHER LI, 1) ZOBEMT —FR—IRLTH5D, 2) EEX AV -HREEHR
BRT OPIDN IRH oI . 7y M AW EEERRD 2V idhoEHRBR TR
BABEZFIIEDONT, 7o, HEMBARRRICBVWTHEMRRAREORE 2RT
FEHLITIR/ b2 272, 3) 7y PBLUBU X EAVWEHARMBABHRARBL VT v b
ZRWE ZHARABBEERRICEW T, BEH LA 2R THREIRD bhiehot, 4)
LN HMRADEENM (weight-of-the evidence) 22HHIMTL T, 7 v &AW RAEMREMNE
REROVEMNRREIND Z L1ERdoTs,

FQPA ZEMBHEZRRII/ ol b E VT + ZADONP - FBIUVBRET —F 125\ T
FML. UTOEERD»G, LEBLGNEREDT DD FQPA ZEMBEEEIRT & T
HDHERELT,

i 7y PRI UTFERAWHATNBAEEHRRICBONT, B8 L v EVA
BETFENBBELZTRRCREZFHEAXRBERINDI Z L322 BEHOE
HHEUTORECTERBEN LR T2 Z L 2RI NIRD bhiho iz,

ii 7 v MRV HARMAR T HREEEERRICBSV T BBH LB L T
R TREZUEN ERT DI LE2RTHRIIBD ORI (Tihbh, B8
DEMEAEU ETHREBREMICEERRD o),

iii BHEERBLVEEBRBIC OV THSRFMEZITV., A7V —=0 7 LRAT
DECEIKREEFTE 21T 5 DIC+HREBEOF—F, RBF—FB L TEFMLHS
PBFAFETH D,

2. FMEx FRA v FOER
BEERUCLZV R 7FMMBIURBEDMCE DY X 7FMO7-DIBIR L ST
KRA > b &R 2ITRT,

AEBRICL5E8MY X 7FMICEL T .HIARC 115 v M2 AV 3 AR SRR
BIRL 2o, TOEMBIZ, | BEOAERICKRN LERIEAEOHBER STy T
27 7 —ERENBO LI, ETEFERICET S NOAEL B INB - TH S,
PE- T, ZDRBRTEONI- LOAEL % AV /=354, 0.0008 mgkg/B &\ 5 24 RID 218
DD 3 EOBMAEREREBIMLETHY (0.25 mgkg/H +300=0.0008 mgkg/H), =
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A% 0.6 mg/kg/H &5 NOAEL (A X # W2 6 » AEIDREERBRO3I HA) Ltk
FHeFEMAREK 100 52> 5B H L 7= &M RD 0.0006 mg/kg/BIZ#VY, LOAEL & iBhNRE %
V5 & W NOAEL Z# V3 FBREE LWOT, S RID OB HICIT NOAEL AHELE 1
fo A XRBREBIR U,

HATAE Y Y ORA NOAEL (mg/kg/H) i3, Sprague-Dawley 25 v MIRETSH 1 U »
M EY)ORBECHREEZRLTTy h\OKETEIZZ LITK>THEBEIN S,

0.000508 mg/1(10.3 Vhr Sprague-Dawley rat W ASEFEEXN6 RERIDIRE/B) /0236 kg

(Sprague-Dawley rat D{&AE) =0.13 mg/kg/B
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 Results’

7-Day - Inhalation Toxicity-Rat

44382101

NOAEL (ChE Inhibition}= 0.000508 mgd (0.13
mgikg/d;
LOAEL {ChE Inhibition) = 0.001324 mg/L (0.5 mgfka/d)

21-Day Dsrmal Toxicity-Rat

44389801

NCAEL (ChE Inhibition} = 1.25 mg/kgfday
LOAEL {ChE Inhikition) = 3.75 mg/kgiday

Subchronic-Feeding-Mouse

41280629

NOAEL (systemic) = 8.89 mg‘kgiday

LOAEL {systemic) = >8.8%9 mg/kg/day (HDT)
NOAEL (ChE Inhibition}= Not established.
LOAEL {ChE Inhibition}= 2.19 mg’kg/day (LDT}

Subchronic-Feeding-Rat

41280627

NOAEL {systemic) = 0.357 mg/kg/day
LOAEL {systemic) = 0.784 mg/kg/day
NOAEL (ChE Inhibition}=0.083 mg/kg/day
LOAEL {ChE Inhibition}= 0.472 mg/kg/day

Subchronic-Feeding-Rat

425659215

NCAEL (systemic) = 0.635 mgkg/day
LOAEL {systemic) = 1.23 mg/kg/day
NOAEL (ChE Inhihition}=0.080 mg/kgiday
LOAEL {ChE Inhikition)= 0.635 mg/kg/day

Subchronic-Feeding-Dog

408588703
40858704

NOAEL (systemic) = 0.185 mg’kg/day
LOAEL {systemic) = 1.820 mg/kgiday
NCAEL (ChE Inhibition}=0.017 mgfkg/day
LOAEL (ChE Inhikition)= 0.185 mg/kg/day

Six Month-Feeding-Dog

42559221

NOAEL (systemic) = 0.061 mg/kg/day
LOAEL {systemic) = 0.578 mg/kg/day
NOAEL (ChE Inhibition} = Not established
LOAEL {ChE Inhibition) = 0.061 mg/kg/day

Chronic-Feeding-Dog

41736833

NGAEL (systemic) = 0.616 mg/kg/day
LOAEL {systemic) = 2.24 mg/kg/day
NOCAEL (ChE Inhibition}=0.063 mg/kg/day
LOAEL {ChE Inhibition)= 0.618 mg/kg/day

Chronic
toxicity/Carcinogenicity-Rat

41736837

NGAEL (systemic) = 0.311 mg/kg/day
LOAEL {systemic} = >0.311 mg/kgiday (HDT)
NOAEL (ChE Inhibitionj=0.154 mgikgiday
LOAEL {ChE Inhibitionj= 0.311 mg/kg/day

No evidence of carcinogenicity

Carcinogenicity-Mouse

NOAEL (systemic) = 3.25 mgikgiday
LOAEL {systemic) = 14.9 mg/kg/day

No evidence of carcinogenicity

Developmental Toxicity-Rat

40898705

Maternal NOAEL = 0.25 mg/kg/day
LOAEL = 0.50 mg/kgiday
NGOAEL= 0.25 mg/kg/day

LOAEL = 0.50 mg/kg/day

Developmental

Developmental Toxicity-Rabbit

41290633
42559218

Maternal NOAEL = 0.76 mg/kg/day
LCAEL = 1.38 mgtkgiday
NOAEL= 1.38 mg/kg/day

LOAEL = 2.1 mgrkg/day

Developmental
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MRIDNo. |

Reproductive Toxicity 41736836 L Parental/Systemic NOAEL = 0.296 mg/kg/day
i LOAEL = 0.807 mgikg/day
Cffspring NOAEL= 0.607 mg/kg/day (HDT)
LOAEL >0.6047 mgrkg/day (HDT}
Gene Mutation - Salmonelia 40883726 Non-mutagenic {+)activation.
Gene Mutation - HGPRT 40883727 | Non-mutagenic {+)activation.
Mouse Lymphoma 40883728 Non-mutagsnic {+)activation.
Micronucleus Assay 40883720 Non-mutagenic {t)activation.
DNA Repair Assay 40883730 Non-mutagenic {+)activation.
CHO Assay 40883731 Non-mutagenic {+)activation.
Metabolism-Rat 42558220 Greater than 95% of the administerad radioactivity was
41260835 recovered by 7 days post-dosing. Radioactivity

- eliminated in the urine {(60-56%), feces (13-26%),
L expired air (11%} and tissues/ carcass (5-6%).

Trichlorcacetic acid, dichlorcacetic acid,
trichloroethancl and trichloroethanol’s glucuronide
conjugates (the majar urinary metabolite} detected in
the urine and feces. Unchanged parent was the major
fecal metabolite in females, but was not detected in
males.
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Table 2. Toxicolegy Endpoints Selected for Risk Assessments

s E':'(ﬁ@vsyr:e ' Exposure: |- " Endpoint Comments
“Duration” . _:Route -{ SN :
Acute Dietary Acute RfD= Plasma NOAEL=0.06 rmg/kg/day based on plasma ChE
0.0006 mg/kg cholinesterase inhibition seen on day 3 in 6-month ocular toxicity
inhibition {ChEI} study in dogs. RBC inhibition was seen at the
LOAEL of 1.85 mg/kgiday. An Uncertainty Factor
of 100 is applied. No FQPA Safety Factor.
Chronic Dietary Chronic RiD= Plasma, RBC and/or | The NCAEL=0.061 mgkg/day for ChEl is based
©.0008 brain ChEl following | on the_combined results of the 90-day, 6-month
mg/kgiday subchronic and and 1-year studies in dogs. An Uncertainty Factor
chronic exposures of 10D is applied. No FQPA Safety Factor.
Short-Term Dermal Dermal NOAEL | RBC ChEl A MOE of 100 is adequate for occupational
{1-7 Days) = exposure risk assessments. There are no
1.25 mgfkg/day residential uses.
Intermediate-Term | Dermal Dermal NOAEL { RBC ChEl A MOE of 100 is adequate for occupational
{7 days-several = exposure risk assessiients. There are no
months} 1.25 mgikgiday residential uses.
Long-Term (several | Dermal Nong Nong Based on the use pattern {1 applicationfyear},
months to life-time}) there is no potential Inng-term dermal exposure.
Therefore, this risk assessment is not required.
Short-Term Inhalation | Inhalation Plasma. RBC. and The rat 7- day study is based on 6 hours of
{1-7 Days) NOAEL brain ChE! exposure per day. A MOE of 100 is adequate for
0.00058 mg/L occupational exposure risk assessments. There
{0.13 are no residential uses.
myg/kgidayj
Intermediate-Term | Inhalation | Oral NOAEL= Plasma Inhalation study duration only 7 days. Not
{7 days - several 0.08 mgikg/day | cholinesterase appropriate for this exposure period. Therefore.
months} inhibition the oral NOAEL was selected A MOE of 100 is
adequate for occupational exposure risk
assessments. There are no residential uses.
Long-Term (several | Inhalation | None None Based an the use pattern {1 applicationfyear),

months to life-time)

there is no potential long-term dermal exposure.
Therefore, this risk assessment is not required.
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182 Zu s (LEH)

USA

(P-US-182)
EPA
Toxicological Review of Chlordane (Technical) (CAS No. 12789-03-6). In Support of

Summary Information on the Integrated Risk Information System (1997)

NP — ROREICEET 2 iR O B GHE

1 NP— FOFRFE
IaNT(TEMIT. BELE S-RR T-REREP LD RFEEROEA OERME

ETD 140 U LORZRBICEMDOREYM TH D, 7uLT (LERIX. BIEHET

FER., CARVER. BEYHOEBOHMTREOZBA L LT 1947 FHDTRESH

Too BBAYRT DBENHDT-HARE EPA 1T 1978 FlcH ETOEMAEZEEIE L, 1988

FELBEITT_XTOEREELE L,

IO DIEEWITKICARET, BHICFETHY . BHERICBWTEDFNICREX
h5, EVEBT TRLBETAH LAY IILI XL 7ulTy (ZRFVR) RUNTE S
BAIRFYRTHY, Zhbi3EL LTEDENCERE DD, BRUNLDO I LT v
EEDBRVWZ S6 BEUETH T v MIERE T 5. BE3 » A~12 » ARNCiXe Meli$
TREEVANVZEELZVE VI W ODROFEARBLA TS, ZOHERITOWVWT,
Y7 a30 TEETD,

7 anTF U EMET B THTH 2 L THERCREFBIRD LTV RVE, BR
REEBRERLED, JuLT v L EEEMTIANA RUAREY LB IN B TRE
KIEBEINA AL TiX, AEERACETIV O00RERDH D, ThHLDERIX, 7 u
NTF U ROEOMDBELZER L TWSRRICEITS NHL, RCLBEERITEL AL ITE
T BRI R UREZRE. KRR E T N ZomoBHEMERE EOBBEREEN S,

BMERTIE, 7uiTid, RELES REO 7 RIZBWTHBERE., YRicvr X
BTy MBI AHBEVCERBELEZE L, v TVRIIRBITBIENA A D =X AIZE
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TOHREDHARNL, 7 olT UBRIFERIL. BRBEEF L IRRIMRT A 715
ALDHE, FRELEBEBEOWS 90 (TTTEARWVA) X7 AT &5 IE#ICHEE
T 5,

BRORETOT -EBMIC I aAT 2R ET 5L, FRERICBWTHAR BT,
RBEBERUVEF RO, NI, £L I 2EEOHEFNLVE U BERERL & U,

Y RAIBVWTHBORPAFTRBRELTRbND D, Z7uATF ide ML T
EBAVDEDORIREMEDRH D, 1986 FORBADE Y A7 FMHIA 544V DFTiE, 71
NT R MEH L TEBRAMETHSREESH Y (B2), 1996 FDHA KTA4 VROTF
TIIEPAMEOFREED Y BTN D,

ZOFHIICRIT DR ERRAEEEOHETIE, b MNIBITB 7 u LT ro@gusEkt
IHEEE. AEEERVCLREELECLI2BENRDH D, RUOIZ O LTFUVRETIE. #
BEEIE PRUBIM L bICFEROER T M 5 —ROFMEE A H Sz, BiicEsy
57 aNT o OBERRTIE, HBESEEENRBTHLLEX DN, FRMNHBA LK,
LA L, MEFHIISREDCKIE EOBRELEHET SN, BHEMICZ oLT VIZRESH
T BE OB EORR TIE, FRBMEIIRELI IS0k, L L, RiEOEEREH
. FBEMICRE SN 3R —  CIANRBREERTRECREEEERT Ob
DOERERBRRBDONT, TNOHOFRIX., 7y b TIIHEHXIIRET XT A LD Figixs
AT OERIZERZERBN L 2EBKT 5, FRICHT2ERZTTRELVAVA
BT, BERBRTEL2MBEBHEL T v NERDODLNBZ L EZFTTWLONDF—FNdH
5 (NCI[1977 ] TT v b O—BHREIBEIND), LL, HEEEHIC OV THICHE
L7 RMORERGICIIBMABRIIEZHBE N o, ZOTREEREI»D LN
DT ERTERY, BEEORRPFRBICHT 2EREZMEAT L O RIS TV L
D, INODHRBARIZASA T AR hoERTHoz, Alvarez XX Hyman (1953)
& Fishbein f (1964) 13, BE OFEERELAVWT, BEOHEZREIC L Y #ERZH
SEBEDHIZOWVWTIRY A, REZAERAIC SV TIRE<RY B hotz, ZOFEIT
TYA L LFHBEEE OB RS HDRRICE S TEERD S, ZORROD, B
YERe NEEZRBWTZ BT OFRERRCREBHIC OV TN TH S AICBEL
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THEEINETF—F - (FIziE, BERR) IZESWTRMD (X RC) DFFkoiE
T SBRERIZOVWTHERE LRITHRIEER G220,

ZOFEIZ BT 5 E OMOBFENRAEELOHEHIT., 7 v T  ORSWOEBIER
KL AEMZNERCHEEYT S, KMABOBMET —F ITIRBERT o FEEHR LY
AT (TERA) (RXZOREY) L —BLEALFHNRCTBHRZNELETTRR
e, TROOERIT. £AHETHLELARRTIRIND, 7T U (TA) (X
X OR#Y) RGBT ICATERESICRESESENT S L EX LN DD, MBS
F—F THAEMEREBHENBENTIMER ChokFIRB(BELNS, LI L, EHHERD
ATERBARZ2NED, ThbDEL LEfTBRUEG T, £HEITEIZEIL 5 DH#EEN
FERBPRRLTWVWD,

JuNTFURERPICEOMOBEL LHCLBERUCHEBRT TRERCEE~OER
B HAT I, B, 18, ROBREURUCEHOEEPIZINbZOMOEKR L &
bIHEETHTRESD Y, REROREXIIZOEFEOBREICEEET 3 &6F (Bl
NHL) KHETDREMERH D, o T, B ~ORBRELFMINIBEITIE. T
TREAIRL TRV BTV RUTEOMOBEDOEEITER T & TIIR,

2 FE— RISHERHE

b F CTEWERABRERNTVEHEDOE b~D+LRBRET —FBFIATE Vi), B
HOBHE o7 VBREORER L LTE MIRT 2 ARMICET 5 EBNHEEEIIEY
ERICESL, Ty MBS FEEEE. BRERVRAFRRICE T SRERBRAET
BEINERTHD,

BIfER RID) BRWEEZ LD E FTEREINT T OEEMAEIX 5E-4 mg/kg
Thd, ZOMFEK. TTEENE (0.15mgkg) ZHELRWTHERY UF TZORAELZER
THILILX YV ROEERERS TRESNFRELORAERICE S\, THEXE
MEF 300 ZHWVE, TARbL, Ty bhbe h~DOAEICIEZ 10, & NEOEENITI 10,
B, BERF—FRN—RI, ETOEEOHUEEZET 3O MLELBEHIROLTHESE
HRBRERELTWARD 3 2ERALE,
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RfD @ UF X300 THY ., ERNEHERITETH D, ZOLKRHREEOBRERIT
FELZARROEEE., HMAINPRERTET —F N—Xch+ 3EEE (DRIE) »
5725, FEZABRIIHEBHABMEH CER SN AOBERORRTHY . Z0OR
RT3, BEROBMOBRRERTH 2HFBOREABRENRENZLECERI LTV 3,
WARC bFBHICES D FEHOEEREAIIBRERK L —BH L T\ iz, LaL,
B/ LN R TIR, #EEE (BMBRBICRITS FOBMOFMER) It Folg
HIREIZBIT D YUHOFMEEE THLFREERSH Y . 8% AV BHERR TIdmEES
ERFE LB EBTFREND, 7T UBHRAT oA FEEBT 52 & 2RRY
5 HAERMKRUCHARRR T, AAEHOBISEEL, TRTORRIC L 2B OL
FERERIZBED & ZAHFELRV, - T, BULFEER O W TRt S i
ST Z ECHET2ETOREN., BEDT —F_X—2FiEd b, ZOREICLL1bS
T 2anT ISRV T—EE2FTHEOMOIEBITONTRIHOHREEZE LSBT
M H D REEORINRZRR, RO—BLERREF TS HOBMRRN, FELL
TT—FN—RCHT D2 EBRMEEELTMET 2103+ ERTH S LHET SN 3,

BIERBR 2L E2bhdt FOBHEREE (RfC) iX. 8E-5 mgm’ THB, ZDE
X, ETESEHE (1omym’) 2HELKWTARM UF CZORBYRTAZLICED T
v bD 3 r ARRARRTRD bW - FBAEED RIEZEDREKICE SV, FREEME
KF 3000 B\ e, $72bb, 3 » ARBROLEERR~O/MEIZIZ 10, 7y kb e b
~DHEITIZ 10, & FEOEENTIZ 10, RURERT —F_XR—X X, 2TOEHORKEE
ZRT DO LERERHAROATEEERBRNRFTRLTWALD, 3 #FEALE, Zhb
D RD & RFCEIETORBEOBHEZRET IICH+SEVEHEINS,

Z O RICEIZRT 2 2BROEHEEILEY, ZOLBHRBEOBRERIT. TELRAR
DOFEEE., FMEINEFRERTET —F_X—R AT 3EHE (KE) »ohd, XE
RERIHBRFEH CTERINZT vy FOFEBHBRARRTHY., ZORBKTIE. &
MOEY DRRIME TH S FBOREBEBEFIRENRELRRXERIN TS, JaLF v
(TERDOT —FR=—RCHTHEEEIIE, BWERTIE, BNARLEHEOEER
FMEER & LT, ettt rndcd, FEttoEERERARBRESRR L —BL TV, @
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HORAME, FREEHMER D RID FHMIICET 5#HmE 2 O (LLD) L aiEMic
BRATHLORGET S, ZOFMITT VA o L FHEER M TREN H 5 REBITE-SL
EWVWSHBEMEDRH D, TORRDEDIZ, 8Lt NIBIT D7 a7 o OHEEERT
REBHIZOVWTHEMTHDI I LEBELT, KESNLT—F~—X (FlxiE, B4R
B) ICESKRICOTRTOINNLDERIZOWTER Lzt bin,

2anNT oD FOREBALY R 7 ZHWET D7D, BEEOMERMEIIHAEMEERH
D, E hTAELSAREMEEHIEDADERMBREIITUVXDOFBRALRRTHDI &, 4
RIIEELTWD, SERORRDZVRADT—Fky b BRHEDO~ U M) OFRA
DfERRMER, © MARICHYTIRICRE TS L. ¥ 035mgkg TH Y . REBHIIETF
8 Thd, lpgkg DFHAEERNBRBREENOLBONZAEEY X7 Th 2WERFIT.
3.5E-4 THd, 7unrTs VEENKEKOKTERT 556, 1pg/L OREIKRBREICKHY
BIERRMEIT 1E-5 SHEEN D, lpg/m’ D7 o LF U EBEIIN 1E4 OfaREL £ L3,

RID ABICEABIRE N T 50 RICREICH T 2BRALZI L CHEAMICBRESLZE B
It L TRRBIEB A1 2 EREEZ B L 2T IR bah o 2fe. EEMNRNA
NDYRzE, ERROBPATRVWAREEDHEMEOMHEEIRDOND, ZHODAEREICDT
DHRPAY A7 ITEAFERTIIA 1.75E-4, BRATIX 7E-5 TH Y, B-6 2»b E-4 DEHHIZ
D,
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193-1 Zuoa R~

USA

(P-US-193-1)
EPA
Chloroneb: HED Chapter of the Reregistration Eligibility Decision Document (RED).

December 30. (2004) PC Code: 027301, Case #: 0007,DP Barcode:D297697.

Y R OREEFEAT
1 ™ — FOSFHE

FLLTRITAROURWHWRRTH 20, RBEBRWVWD, BHEFET—FX—2iX
EERLO TRV, BA (FEAFA) ZAV-AMEERRTIX, 7oex7 3
. BEERRARE TIHEWEEEZRTH, BRBIEDE TH D, 7y FVRUAXEHA
W R AT R B R CEBHEMRR TIX, T I h b 0BMEICBW TFBEAT
BHEIEOBSE THDZ LBPRREND, FFETIZ. ALT/SAP DM, fTHEEE&OHEME
CCBEOFRIEIER,. FRRERLERCHREZDOEIREOEEE R REND, Fv
EUA XESIZHEENOBEDORRBFEERZANREOHMARB OO, Zhix &
HETTE) LB Do, C MRXTER ERMRRIR L XA T oh Ty R,
LL, ZOEETTEIR, MEpEL bICMEERFEASI VR (FBD) OXEH2Fblhr
ok, 7y MOBKREZEFRTOS, BIRICEL T, MEEL bIZRT FUEOREMm,
O _LRMEOEME D B MEROEMBR/O b, Zh b OFT RIS TR bR
MEEMEE o7, HRAE (1,000mgkeg) UTXZIUELEDARIZBWT, 7y FRUY
FXLBIIBREBHIIR AR o7, 3 #RT v MAEBBEHRRIIZITI AL LRV
ZExoNH, TORBEITHAR/MEROFHITRD b TWW, Bl TF— Fick
3< FQPA ZE2FBUIIMEL LW, ZiITANRLN S 2 #HRBHARBRN 1o 72D
10X DF —F RXR—ARERERF (UF) BLETHD, BESEEZFML. TTFANLNIS
7 v b2 FERERS/MARERBRII- VR 18 » AP ARERRIIERE Lo
oo ¥ URY T F—<MRERANEHABERROBETRAETRARRICBW THMETTR
BHERINED, 7JuoRXTICRBIND LERREZALD 2RBRENRH B, LA L,
HRT37T -8B/ ohTW5S, 7Rbb, F¥A=—INARXZ—IREMRETAV-E&
RFRAERIZBET % HGPRT B Tl MR EZ A2 inviro RBEEARERR TIT
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BETHoTD, BRREERFEEI VO L ARBEKERZREEEI TR VT r—
HERTIEHBETH o, - T, Imvivo HREBERR (FVR/NERR) 2EHLZ0OF
BEBRL, 19 FOERFETNA FIA VICBET DI ENEREN,

Fable 4.1a Acute Toxicity Profile - Test Substance
Guideline No. | Study Type MRID(s) Results Texicity Category

870.1100 Acute oral -rat; Demosan 88% 00032544 | LDy, > 5,000 v
chioroneb mglkg

870.1200 Acute dermal -rabbit; chloroneb 00093893 | LDy, > 5,000 v
75% WP mgllg

870.1300 Acute inhalation -rat; chloroneb 00004982 | LC,,=252mgl | IV
65% WP

870.2400 Acute eye irritation -rabbit; 00004983 | conjunctivitis m
chloroneb 65% WP

870.2500 Acute dermal irnitation rabbit; Nu | 00032544 | slighily initating | IV
Fio ND chloroneb 30%

870.2600 Skin sensitization -guines pig; 00063019 | sensitizer
chloroneb 35.5% ai.
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TFable 4.1b Subchronic, Chronic and Other Toxicity Profile

Guideline No.f MRID No. (year)/ Results
Study Type Classification /Doses

870.3100 00001446 (1964) NOAEL = 25 mg/kg/day

90-Day oral toxicity | Acceptable/gnideline LOAEL = 250 mg/kg/day based on increased vrinary

(Rat) 0, 50, 300, 5000-7500 glucose i both sexes, urinary epithelial cells in males and
ppm leucocytes in females, larger than nommat liver and kidoeys
M/F: 0.25, 25, 250-375 in both sexes, gross pathological changes in the kidneys of
mg/kg/day males and histological effects in the liver and kidoeys of

males.

870.3200 00001445 {1965) NOAFEL = not established

21/28-Day dermal Unacceptable/non- LOAFI = 5000 mg/kg/day based on decreased body weight

toxicity (Rabbif) guideline gain in males.
M/F: ¢, 5000 mg/kg/day

870.3700a 00131472, 42482401 Maternal NOAEL = 300 mg/kg/day

Prenatal {1983, 1992} LOAEL = 1000 mp/kp/day based on decreased weight gain

developmental (Rat) | Acceptable/goideline and climical signs.
0, 300, 1000, 3500 Developmental NOAEL = 3500 mg/kg/day
mg'ke/day LOAEL = noi established.

£70.3700b 40711302 (1988) Maternal NOAEL = 1000 mg/kg/day

Prenatal Acceptable/guideline LOAEIL = not established.

developmental in Q. 10, 100, 1000 Developmental NOAEL = 1000 mg/kg/day

{Rabbit) mp/kp/day LOAFEL = not established.

870.3800 00001423, 00131471 Parental/Systemic NCAEL =25 mg/kgiday

Reproduction and (1967, 1983) LOAEL = pot established.

fertility effects Usnacceptable/non- Reproductive NOAEL = 25 mg/kg/day

{Rat) gusdehne LOAEL = not established.
0, 100, 500 ppm Offspring NOAEL = 25 mgikg/day
M/F: 5, 25 mg/kg/day LOAEL = not established.

870.4100b 00001421 (1967) NOAEL = 12.5 mg/kg/day

Chronic toxicity Acceptable/non-puideline | LOAEL = 62.5-250 mg/kg/day based on body weight foss,

{dog) 0, 100, 500, 2,500-10,000 | increased absolute and relative liver weight, increazed ALT
ppm and/or alkaline phosphatase, hepatocyte pigmentation,
M/F:2.5,12.5,62.5-250 moderate thyroid activity, and catarrhal gastritis in both
mg/ke/day sexes.

870.4300 00001422, 00093887 NOAEL = 25 mg/kglday

Carcinogenicity (1967, 1981} LOAFIL = 125 mg/kg/day based on decreased body weight

{Rat) Unacceptable/non- gain (both sexes) and decreased food consumption (females).
guideline
0, 100, 500, 2500 ppm Carcinogenic potential could not be evaluated
M/F: 5,25, 125
mg/kg/day
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Fable 4.1b Sabchronic, Chrenic and Other Toxicity Profile
Guideline No./ MRID No. (yeary/ Resulis
Study Type Classification Doses

Gene Mutation 00093888 (1981) In a standard Ames assay using S. typhimurium histidine

870.5265, Ames Acceptable requinng strains TA98 TA100, TA1535,and TA1537, both

assay with and without S-9 metabolic activation, over a range of
eight conceatrations (0-500 ug/plate), chloroneb induced
slight increases in mutant colonies of strain TA100 with
activation based on significantly greater revertant
frequencies (p<<0.01) in comparnison to controls and a
significantly preater postitve finear dose response was
obtained. However, there was no clear dose response and
the greatest increase over background (1.6X) consistently
occurred at 10 ug/plate.

Gene Mutation 43301101 (1994) Chloroneb was positive in the presence of S-9 activation and

870.5375, Mouse Acceptable negative in the absence of activation in an ia vitro

Lymphoma assay mammaltas cell forward gene mutation study with cultured
1L5178Y mouse lymphoma cells, in three independent trials.
Fold increases in the nmtation frequency ranged from 1.8x at
300 ug/mlL to greater than 3x at 125 and 250 ug/ml.. Based
on a consistent increase in small mmtant colonies, it is
conchided that the response is associated with chromosome
damage.

Gene Mutation 00093890 (1981) Chloroneb was negative in the Chinese hamster

870.5375, Chinese Acceptable ovary/forward gene mutation assay, both with and without S-

hamster 9 activation, up to levels of insolubility (> 481.7 ulM).

ovary/forward gene

mutation assay

Cytogenetics 00093889 {1981} In an in vitro cytogenetic assay measunng chromosome

870.5900, in vitro Acceptable aberration frequencies in Chinese hamster ovary cells ({CHO)

Cytogenetic assay both with and without S-9 activation, chloroneb did not
induce a meaningfil increase in chromosome aberrations up
to the 1imit of solubility and is considered negative in this
test under the conditions of the assays.

Other Effects 00104246 (1981) In z rat hepatocyte primary culture/vnscheduled DNA

870.5550, Accepiable syathesis test, chloroneb was dissolved in dimethylsulfoxide

Unscheduled DNA (DMSQ) and assayed at 1.0, 0.1, 0.01, 0.001 and 0.0001

synthesis mg/m in the repair test. Duplicate assays at the highest non-
toxic dose (0.1 mg/ml)} and below did not induce UDS
repair. The negative and positive controls responded
appropriately.

2FQPA " — FIZBT 558

2.6 HERMR /T AEREMNE

B O FAH

HIARC X HIFRAHELU LT/ oo Rx 7 0ERZEIZX VA L AR EE T 2BEIT A
WeER L, 2 PRUBUSXEBIZ, BREAT R 70 e/ 0FERNEBRIEEN
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IO BRI BEZENEMT 2 LW I ERIIRD bhieh oz, 3 HABHERRICBWY
T, HERERO/IIHERBHICHE BREHEOFTRIZ. RRRHRUCBREEHENRRRELT
WHTEHBERTERNoT, UL, AEEST, HAEE., EEEHERCHAERICK
THOERRFRRIBWTHRRLEGHAE TR bR P72 Z LICER LT,

LEOFT 206, HEFMBEHEIZOWTHBEO O 2WFREESEIX WD, HHl72
FQPA ZEMFHIIHLE TR (T2bb, 1X), T ANLND 2 HRABEHRARITEL T
WABZ EIZOWNWTIX DF —F_X—ARHEEMEFIZ Lo T h 3,

3 NP — FORBRUOEET Y FRA - b DBIR

31 BHOBRAE (aRD) —E# 13~49 RO
HEREICHETIEY R2EEFHTIMEE RO BERFEERREF /e X T 0
T—ERXR—ZATRELNRP T, SHEOSBARRBEIIIN 1T,

328H0Z2BAE RMD) ——KRER
HERGICEHET I EY EHEFOTMEE R ORABUERREZED /e X770
FT—EZR—ZATREB LN, BEOSRBRRAEIIEYIN 2o T,

33 @HZHEAE (cRMD)
BRENDREK © A X 2 FMBRHEREGEERR

MRID No.: 00001421

cRID ZHESNITH 1O DHE L FHHIER : 62.5mg/kg/ H @ LOAEL MEREIZ 33T, BERD,

MRt AE B EEOREM . ALT RUOYXBITAD YV AR 77 2 —F L& FFHlRaRtE.
FEEOFRBEETRCHFILEERBBDO SN, EEMHE (NOAEL) I
12.5mg/kg/B Th o7,

AR EMRF(UFs) : 1000 @ UF iX. BMERDOANED 10x. BMHFERNOEEHD 10x. 7 —
FXx I EBT —FX—AREEERF D 10x IZESWTBIRE N,
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181 RfD = 12.5mg/kg/B  (NOAEL) /1000 (UF) =0.013mg/kg/H

TEable 4.4. Summary of Toxicological Doses and Endpoints for Chloroneb for Use in Human Risk
Assessments
Exposure Dose Used in Risk Special FQPA SE* Stady and Toxicological Effects
Scenario Assessment, UF and Level of Concern
for Risk Assessment
Chronic Dietary NOAEL~=125 FQPASF=1 2-year dog feeding study
(All populations) mg/kg/day cPAD = LOAEL = 62.5 mg'kg/day based on
UF= 1000 chronic RfD) body weight loss, increased ALT/SAP,
Chronic RfD = FQPA SF increased absolutefrelative Liver
0.013 mg/kg/day weight, hepatocyte pigmentation,
=0.013 mg/kg/day moderate thyroid activity
Short- and NOAEL=25 Residential LOC for 90-day rat feeding study
Intermediate-Term | mgke/day MOE = 1000 LOAEL =250 mg/kg/day based cn
Incidental Oral {1- wereased vrinary glucose in both
30 days and 1-6 Occupational = NA sexes, increased nrinary epithelial cells
months) in males and uvrinary lenkocytes in
females, liver cell hypertrophy, and
renal tubualar degeneration
Short- and Oral study NOAFL= | Residential LOC for 90-day rat feeding study
Intermediate-Term | 25 mg'kgfday MOE =1000 LOAEL =250 mg/kg/day based on
Dermal {1 to 30 {demmal absorption mcreased urinary ghicose in both
days, and 1-6 rate =100%) Occupational LOC for | sexes, increased urinary epithelial celis
months) MOE =100 in mates and urinary lenkocytes in
females, liver cell hypertrophy, and
renal fbular degeneration
Long-Term Dermal | Oral study NOAEL~= | Residential LOC for 2-year dog feeding study
(6 months) 125 MOE =1000 LOAEL = 62.5 mg'kg/day based on
mgkg/day body weight loss, increased ALT/SAP,
{dermal abserption Occupational LOC for | increased absolute/relative liver
rate =100%) MOE =100 weight, hepatocyte pigmentation,
moderate thyroid activity
Stiort- and Oral study NOAEL= | Residential LOC for 90-day rat feeding study
Intermediate-Term | 25 mg/kgiday MOE = 1000 LOAEL =250 mg/kg/day based on
Inhalation (1 to 30 | (inhalstion increased urinary glucose in both
days and 1-6 absorption rate = Occapational LOC for | sexes, increased prinary epithelial cells
months) 100%%}) MOE = 100 in males and urinary lenkocytes in
females, liver cell hypertrophy, and
renal tubnlar degeneration
Long-Term Oral study NOAEL= | Residential LOC for 2-year dog feeding study
Inhalation (~6 12.5 mg/kg/day MOE = 1000 1OAEL =625 mg/kgiday based on
months) (inhalation body weight loss, increased ALT/SAP,
absorption rate = Oceupational LOC for | increased absolute/relative liver
100%) MOE = 100 weight, hepatocyie pigmentation,
moderate thyroid activity
Cancer {oral, Data are inadequate
dermal inhalation} | for an assessment of
carcinogenic
potential

UF = uncertainty factor, FQPA SF = Special FQPA safety factor, NOAEL = no observed adverse effect level,
LOAEL = lowest observed adverse effect level, PAD = population adfusted dose (a = acute, ¢ = chronic) RfD =
reference dose, MOE = margin of exposure, LOC = level of concern, NA = Not Applicable
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4 %5572 FQPA R2£R3K

HARTR Y ITHARBE UIBRFARREERICH T2 8&IL2Vv, HLARCIX, 7u®H
X7 Blzif, 2 T v MEREBMHRR) OTF —FX—ABRRELThHholid, 10X
DF —Z_R—ZAFXEEERTF (UFpp) BPRBETHDILFER L, ->T, TIFTANLLNS
2RIy NMAEREMHRBROREIX 10X @ UFpg iZ L o T ENT-72% ., #5172 FQPA
BERE (T2b0H1X) BRLEE LAhol, 10X O UFpg i3, BHERRTEREIC
LOREFRICEATRETH D, BHOBERERE) R/ FMMIILELE LAroT,
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202 B{tSuvrrr

USA

(P-US-202)
EPA

Integrated Risk Information System, Propylene oxide. (1994)

LIA. BERNBEOSRAE (RD)
MEA-BLTar L
CASRN~—75-56-9
ARRTAFINTVRY,

I AEREIC LSRN AMEM

BE®ET—19944E4 A1 H

ILA. t FERAMEIZET SR
ILA.l. Bbohi-mROEEM (weight-of-the evidence) 12883 2 #eM:FE4M

B2 bt MTRH L TRELLSEBAEDD

B#L—b FTF—FBR+HTHDEZ L, £z, BT, BA, BEERORE LIEHEE. 2
BHEOBYREICE W TREBMN TORMB I UCEMHEBEEOREREN EF L-Z LITESL,
7, BxORBRRICBNT, EREREZTRTER BB ONTND, BT oL 38
W TRBAMERSIEE SN TV B obZHE L BERNICEEIL TV 5,

ILA2. b FREBRAET—F
A+45Th B, Theiss HiX, BIELTAXF LV UALEY (BT ob L U BIXUBL=FL
V) B rsuuaFusezvrsunt RY U EESDFOMDICEYMEDBRELY ST

T8 HFTD KA YVBRIETIHEORER 6028 2XRE LT, BAAEZaF— FMRAREEMRL
72(1982), EEAT TV —OREERTFRLULICERICELI RD Z 3R oT,
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ILA3. B8RP AMET—F

TaTHD, BT —FIE, 3R/HEDOT v FBIVR 2 RO~ AEZAVTER LK
A, BABIUVETRERBRPOBREND, BILT oLV 3B nEREICHEER%
L7V (Dunkelberg, 1982) . WABRBERICEEE2F R T 5L (NTP, 1985), EldE)
MIZRBNT, BESME X ORBICEELZHER L,

A4, EPAMOEMTT—F

oz RXT FRK, Bk 2L i DNA KGR TRT, Bt e L o idfEe o
RRARTERFEEEZ R TZERHLNIR-TVS,

Bi7o L Uik, BBV TEBAMRIGEZFRTI oot RY U BLUE
b F L L BENICEELTWS, ., BIbkxFLUDORBAMY X7 12BT+5E b
BTG, BN TIEHWAREET S,

ILB. BOBRBICIA2ENAMY X7 ICETIEENHTE
ILB.l. Y X7 HEHEOE

RORwr—7F7 77 ¥ ——24E-1 (mg/kg/day)
ek =v b U X7 —6.8E-6 (ug/L)

NFE— R EZERBETTNVICL BRI ) X 7 #E
HEY R 7 LU BIT BRI KBE
VRZ LN ; PR

E-4 (1in10,000) : 1E+1 ug/L

E-5 (1in 100,000) : 1E+0 ug/L

E-6 (1in 1,000,000) : 1E -1 ug/L

ILB2. BE-RIET—4F (BRERAME., BOERE)
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BEZA7—/i8. RELEKE
REREY — 7 v b/Sprague-Dawley &,
RERK-FNARGIKRE., 751

2 Z & —Dunkelberg, 1982

HE
BER (mgkg) s BIMEHAE (mgkg/R) s & FEE (mgkg/B) ; EERAER

ILB3. BM= A b (EBAE. BOBRE)

v MEMARIE. Ty MEE 035kg, &t MEE 70kg. BREEHIA 1029 B, ERHMB X
UEs4n 1050 B 2 FVWTHREH LT,

EIKIBEDS 1E+3 ug/L 22 58548, ZORBEUETIIa=y ) X7 BB TRV
FREMERHDZDOT, 2=y M) R E2FERTRETITRY,

ILB.4. EEHEMICETHIELZ (BBAMEE. BOBRE)
ZORRIZBEIRERB IOV TOHNT DI +S 2B 0L FeEmE s BV TERR (150
BED IV EBEINT, 104 BB ICBIT2NETYOLEFERIINBRBH L FAZETHY.,

WTNHREERIIN 30% ThHho7z, EEROHIBERFAVTERERLZITV. BFBENTIREE
L7,
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24 7 7=UF

USA

(P-US-214(2))
EPA

Federal Register, Vol. 62, No. 100, Rules and Regulations (1997)

1. SHEME, SHERNEMRARICEIT 5 LDs fEiX. HET 315 mgkg, ##T 208 mg/kg
Tholt, VIFEAWZBMREEERRICI T 5 LDs BIZHERER 5 T 2,000 mg/kg %
B2 TWie, 7y b2 AW BBRASZERRIZEIT 5 LDs 1% 2.64 mg/L Z#k 2 TV iz,
0, 15, 50, 150 mgkg #REFHKE Lz T v hEMR O GHEFMHRRIZIIT 5 NOEL IX
50 mghkg TH Y, HITRE. EHRRELEL I OCREETHENRBRIETICES< LOEL i
150 mg/kg Tdh o7z,

2. EEEM, MEERERRAR (CERR) . iiERETFRAZRRE (CHO/HGPRT)
BIO U R/NERBR (CERR) KBWT, 7 5=Y FOERFEMERICE L TBR4E
BEMBON, Fr A =—X AR Z—FBRMIA%E AV 7z in vitro e ERERBRIZEBW
T, MREEREELS OGAETHEATR QREEKREFRML) KBDHLNE, EED
RRTY757=V FEIFEEZBRLEDT, v 275=U FEAVWTHROZDDTF v
FEH DNA &5 (UDS) REBREZERTILENDH D,

3. Ty M. 7y MRIBERRICEW T, BRMEERY 7 7= FERORETZ L
MBI S 7z, FTBEEERREIBIEYWE L U7 I BASHOBEI# TH -7,
A FMEITBIRORERRE Th o 7z,

4. EEMRME L Ty b 90 AEBERERRICBWT, EF¥E8E (NOEL) [XHET
54.6 mg/kg/H | HET 62.4 mg/kg/B ThH o7, /e EE (LOEL) i1RER X UMEICEIT 54
ERD EEHMNIH . BEEET . BRMES L U EERMICE-SVWTRET 113.2 mg/kg/
H. T 121.4 mghkg/H Th-o 72,

ii. 90 BRl~ Y RELEHRERRIZIV T, NOEL |I#T 38 mg/kg/H, T 43 mgkg/H
Thofz, LOEL IBER, TAA Y 7+ A7 74 —ELH, MBI CHEANTEER
BN, BORFFMEREESER X OBV SRR EICE SV THET 364 mgke/H., HET 416
mg/kg/B ThH o7,

iii. 21 AR YR EEMRERIZEV T, NOEL i 1,000 mg/kg/B LA - TH-7-, LEOL
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iX 1,000 mg/kg/ B & #E 2 TV e,

iv. 90 A BT SLEM AR MERBRICI VT, NOEL [3# T 78.6 mg/kg/B Ll L, #ET 4.0
mg/kg/H T o7, LOEL ITEENEHITEL L CEFERDICESWTHET 78.6 mgkg/B %
Hx . HMET35.8mgkg/B ThoTe,

5. BEHRSBMEM/RENAMERER, i 0, 40, 160, 640 ppm (HETO, 1.5, 5.3, 212
mg/kg/ HARS, HETO, 13, 5.2, 215 mgkg/ AHRY) 2 E0HFEREHRE LKL 1 FROA X
BRI ERBRIZIV T, NOEL |3 T 5.3 mghkg/H. MET 52 mgkg/B Th oz, EKERM
OHFEl. FFEER LR B I URIRA - REEAEFHITIEETRICE-SVWT, LOEL {3#T 21.2
mg/kg/B . T 21.5 mghkg/B Th o7z,

ii. 0, 50, 150, 450, 1,000 ppm (HTO, 2.0, 6.2, 189, 43.1 mg/keg/BHEY, HETO,
26, 8.1, 255, 58.6 mghkg/AFEY) 2 BLMEILIRE LT v MEERGBMHEME/ZENA
HERERICTIV T, 181 NOEL |38 T 43.1 mg/kg/ B LAk, #T 8.1 mgkg/H Thotr, KE
N AR O R F R LI 5 < {84 LOEL 3 T 43.1 mg/kg/ B LA L #ET25.5
mgkg/H ThoTc, TORBRIIEBAMICE L TRETH -7,

iii. 0, 50, 250, 1,000 ppm (BT O, 8.4, 41.8, 168 mg/kg/AFAY, MET O, 10.6, 52.4,
206 mg/kg/ BHEY) ZEBLERERE Lo U AEBAMRRICI\V T, 84 NOEL i3
T 41.8 mg/kg/ B | T 52.4 mg/kg/ B Tdh - T, RESMIMENIC E-S < 184 LOEL |1 I#E T 168
mg/kg/B . T 206 mgkg/B Thotz, TORRIIRBAMICEL TEETH- T,

FLBRESNIEEBPABY RIFMETA KA (199654 B) k- HE. v7
7=V FORPAMICET 2EEILERFIE Te ML TBELSEBAMERL) TH
%, ¥z, BYRTARRFIX. (ZREOCEDN2BPE LAV To2 b ZBEOENT
EhE SN -RBR TEMAI T, BBAMERIIER SN 2hot) THD,

6. RAZMRAER i 0, 3, 10, 30 mghkg/ A& E LT v MERABERARICEBWVT,
BEMMEMICE T 5 NOEL 13 10 mg/kg/H ., SEMEMHICEET 5 LOEL Xk EH KR
FUBHEEETICE ST 30 mghkg/B Thoto, HAEFMIZE T 5 NOEL /X 30 mg/kg/R

(B L-EBAR) Thols

ii. 0, 3, 10, 30 mgkg/BZEE LU FRAEFHARICBWT, BEHEMEICET
% NOEL X 10 mgkg/H. BE#HEFMICET 2 LOEL 13X A X A%517. WMAOBRHMER X
WERIZESUV T 30 mgkg/H Thotz, FBEFMEICET 5 NOEL 13 30 mghkg/B (REFL
ERmAR) Thol,
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iii. 0, 30, 300, 1,000 ppm (HEMFEM TO. 1.9, 19.0, 64.1 mg/kg/A . HEME F1 BT
0. 2.0, 20.2, 704 mg/kg/B . HEHFH B TO, 2.3, 21.8, 84.5 mg/kg/H ., MM F1 &7 0.
2.4, 259, 857 mgkg/B) %5 L7y P ZHRAFEBHRRICENT, £5FHICH
3% NOEL 3T 2.0 mg/kg/ B ki, M T 2.4 mg/kg/ BRI T o 7o, FILBEILEAERERIM
Pl ESL oL EFEMICET 5 LOEL i3 2.0 mgkg/H Th o7, HOLEEMICET
% LOEL I3#HBEA R AEEEMINE B L BRI RS VE—v 3 SMREICESWT 24
mg/kg/ A T o 7o, £FEEMEIC B4 5 NOEL 1223 mg/kg/A Th v | AFEREMEICEE 45 LOEL
X EHEHAEIREEORICE ST 21.8 mgkg/R ThH o1,

v 5=Y FOBHRAE (RMD) 30007 mgkg/R Th b, ZOMEIZT v MFEEERR
DEFFHIHIZET % LOEL Téh 5 30 ppm (HET 2.0 mg/kg/H, #T 2.4 mg/kg/RH) 1ZESW
T\ 5, NOEL 3R S Nieh ol (BREt Lo RIEAE 30 ppm ki), ZOFHBKAETHE
ERREFLE F1 BEtE I X OMER BN 31T S R ERA B L URRA F1 MBI 1T 5 BiE
FF7VE—a yORERBD iz, BHSERS X URENESZ R L RHEEESER
100 3B L CAEFEFMREBRICIS VT NOEL 38 bR > 72 Z & #F 8 L BN EME&
3 12ESW T, LOEL ICRREEMLRE (UF) 300 @A LT,
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217 U7 uaAF A

USA

(P-US-217-1)
EPA

Diclosulam; Pesticide Tolerance. Federal Register Vol.65. page 12129, March 8 (2000)

A BREFENTwT AN

VI RAT AL o THERINIERMEROHEIZOVWT, AXETELET S,
2RIz, Va7 AL TERINEEERRN L. ZROBHRRIZIEVT, L
BREVCHEKETIIEDFRCEROD SBHERITIZILAL. H2WIEIE<{BRINL
BWZERMFESNTNDS, 7 v 7 A0RMEEIIE L TES (FEELTT) —1),
RGREAEME Tid72vy, BF-564 (84.3%IEMRRSY (ai)) X XDE-564 (97.6% ai) iTk~
TRREVREB LI UIRAIBHE RTLEL bR, VX2 AV 21 BEREEERR
ZRWT, LBICEELHEEL R2BBIIRD MR o7, BERGEBRNOHMEL
T, FEENBRIITBLBEB THSLEZ20N5, Ty NEBHERERERRIZEBITS
FEENOBSRIIFETHY . BT ERREN. FRIREX, BELSRREEERERN
FRINDLLLBIZ, FEBORSBRFRELRD DN, A XEEERRTHIFREAR
RO oI, ALP. AST. ALT EF 2464 5 AT EEEM, FER/ED RS
FUFHREERFTRE SN, TOMDIEA L LT, OB RBIZE DS KR LD
ThHoHEEZONIMBEFHIRER LUCALEREICHT SEZBICMA T, FERD, &
FHERT. BRE (LR ERBOLONT, 7 v MEMEFH/AESAMRBRIZBN T, BESE
HlER L L THE SN, (BRBEBEELE TR T 3) £FREL L TCRKRE T A
—ZEITIE. 2 VT F=r bR REEERT. REEMN. REAREETREPZEhH.
BFHBRETCLRAERESBO bRz, vV ARBBPAMRRICIEVTH, BRI EORE
BThol, BIEIN-BRERIL. RME LROERET. #XtH - HBRER
BT, RERMBEDO ERNBEFRENED RFRRRZREThotk, 7y PERIITIRE
FERERBRTESAMZRTIHABSE N R2hoTZ L & ERFRMERZ R TRERI 72
WZehb, V7RI 5E e MTHLTEELS BBAERL] WHB S, ¥
OEEMEE, BEEE. REEMBITCEBESHRROBENOHB L T, #ESEE:
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RTHERITI W EEZ bR, P uR T AIRESETIIAHEERETRIT, FERN
BEEZZTEZ Ty FERRUYEBRRED I VIHARBES TS5 v NREMORBRSME
HERTIITHE LGN TV,

B. EMFEMNT L FRA b

1. BN QUSERR (T v FEMREENE. 7y NRESYE. VT XRERN)
KEBWT, BERSICL2BMHERIBOoO2r ok, E-T. SESRAE (RD)
BREET. BFEERICL 228 ) R 7FEIFRETH B,

2. AHBITCHHEL  EHBLCPHRAY R 7 FMOTHOFEMEHT L FRA
Y RELT U XROBREREBEHRBR CTHEICKE LI REHRN. BB OEKERD.
BEEEET. BHHEETHIRBO NI LitESL BEEL/REFEEHICET 3 ESHE
B (NOAEL) 10 mg/kg/B B BIRENT-, ZORBRIIBOREHRBTH B0, BREENE
BUETHD, BERE) X7 FMOHEE, BE~— L (MOE) 100 UL ERBENTH S,
AHRBIOCPHERY) A 7FMIIBEBRENTE LT, SR P HRESED S FRA
Y MIRE Lol SR I CHHREEERR (V¥ 21 BEAREBHERR) 2B
WT, IREAETHS 1,000 mghkg/ B TEEBHIRD LR Mo,

3. B CEPA X REERICL 28BN Y X 7 FEICERT 5729, 184 RMD % 0.05
mg/kg/H (NOAEL=5 mg/kg/B ; FREFEMEFRH=100) ITHE L, ZD&HE RMD 11, &
/WNEMEE (LOAEL) T35 100 mgkg/BIZBWT, MRERH OREHICEE 2 EESME
B, BRAER L OCBRIE T 2 —F &b, BEOBER ERBEMREER R EOER
BROONIT v b 2 FHEHEEFESAEESERBRICE SN TNWS,

4. RBAME 1996 BBAMY R7FETA R ST, vV RERIZT Y b T
HEPAMEZRITIASB B LN o7 LIZESWT, EPAIRY 70 XF 5% T Mokt
LTBEOLS BBAMERL) KO L, > T, VI7BRTACK>TREBAMKY X2
BEL S EIEFRINZ,
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FLIEBLWHNRORZEMHE

HANMBLTHARBRZNE : AZSRTWAT—FZ»bHlL T, Y7 0XJ5A0FE
NEIIHAERBRRELZZ T 2Ty FERR VT FOBRSER ERT 2 LIXBXLhN,
HARMBAEZERRICE T, BEHEHICET 5 NOAEL U TORAETT v MERIIY
XICHABRBESHIIBD bR o7 (ERRBR), VI FHERREZERRICBW
T. 65 mgkg/BULEORETHY (B 21~27 BEB) MESHARIKEL THEMNLE,
INLDOREIRZ L BEMBEHICEHEL TWD LEX b, WE LBRRIIEFTHRE
ThHY, FERNEC (BHELIIBHRIN) SEMLE»o/ b WIBEERDHBITHH
bb$, EPAIRZOREICHS LEFREEMEEERBRER LR LTVWS, BEYE
MR L ORAEFMICEIT 5 NOAEL/LOAEL i3 A BICHAI L - REEMICESW T With
b 10/65 mgkg/ B THD EEZZ BN, ZOMIZ, BEMOKEHMIME, BHEET,
EHMEET 2 EOBBWIEALIRD b h, MICHRFE SR ROKE. /5% -
Mg - BRAELZELCABICEE LB RELIIREERITBD N1k, M, T
v P RATEBERRICB I 2RBDB L CRAEEH/ZIHRBYEFEECETS
NOAEL/LOAEL IXREAE TH 5 1,000 mgkg/ B L TH o7z,

fEEm VI RT ACHETABET X RIBRFB L UOHEEZ BT 2 0Ic+4
RLDTHD, RELEZEBAESFLIEVLO TP LD, T—AREKICK
LERFHRBRIIFETERNVEZZbND, LALLM 6, EPAIXERREICET S+
SRERER->TEY, <7 A/MEAER., CHOHGPRT RIERRERRAR. Ty Y3
RKEBAWEREERFERRICESVWT, P7uRX T ARERFEMEME TIIRVWERRLT
W5, Eio, ANEEREERR (VA FI4Y) BIU 1 ERHRBEAR GEVA KT
A V) OEFBHFEENZVWEHEEL, BIMEROREE TS, LALEEL,
INLOMAEMET2FHMEH DVIIINLDEABRFOTZDIZ, 20X ) RRBIIMLE
TR, BET—FIRETHD. Thbb, BIDFHEMEOH ZEELAEMICHA
TET—FIESWTHEINTWS, EEBLURET —FX—ANELTHI ., HAE
B L UOCHAEZRORERSHELEANEDONRWVWI L EBR LT, LWERBIWHNEZHRET S
D DEMRZEFRBIIFETHY . CHHZLEHROHZEZER LY X 7 FETRLIER/D
ROZEMEBTFHZENTED L EPA IR LT,
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23 YrukryTAFN

USA

(P-US-223-1)
EPA. Office of Prevention, Pesticides And Toxic Substances.

DICLOFOP-METHYL. The Revised HED Chapter of the Reregistration Eligibility Decision

Document (RED). PC Code No: 110902. DP Barcode: D267139 (2000)

AN — R
NF—RKF 77 AL

VIaRy TAFNORKENT — 4 XR—RIZTLETHY . BERETIFHFTIHLOTH
5, BRTDE. V7uRy T AFEEROBIUREBERRE LN L CEBRHIEVSMS
BHEEARTS (YT IY -1, RABRBRERICII2FEIZ NI VEN (FEH07 S
J—IV), —KFEEHERRICBNT, V7 oky PAFUIITEEORBENE (EHLT
FY—1D) BRUCBREOKEREMYE FEENT IV —IV) 2FER L.

7y FBIVCUYFXFZAWTRAERBERRAZE SN -, 7y MRBRICBWT, B8
BHERRONIHAEOATRAFBEIRD bz, R LRIERAE T, M B/FERtEF
BEERMNE VS BEMOLFFENIRBO i, FAERICEWT, BREKEDET.
FEBREOET. REWH. BREEFRO LN, VHFRRTIL. BEFEIRDOH
iedrole, BRAEHOATHRBELXUCRRBEESN. $ERD . FHEEETRENLHER
S BEMEREIBD LI,

TUABLICT v FERAWCHEEBHERERESIUVEBERSENRAR. 7y FRIUVw
T RAERAVWCBEBERERAMRR. 7y MEAWEZHRAREBERRE TRV T,
BHOENERE L LTHFRABFE SN, Zh b 2RROLABEB Y CHIEE RS8N L,
THARAEEFEERRICEW T, #HREZE2 CTHER S CHIBEEEMARD 5, —Ho
BT, REMOFBEELEELZIT . FROBGEEORE» S, EBMEDB L
UCREEE# 2 DS HRBREROIBIRERERDO LARHALNC R, Ty bEB
FO= T RZAWRBPAMERRDI D, FFROBRER L EERERO LEFBHALCA
27, WTFNORRIZE W TS, RRFEMOIHUIBD bhizhoTe,
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Ty MBIV RTRD ONTZHFBRBBAEDRSNVAF VY — ABHEOERTHE T
LERTRAPETETHOLNOOH D, P7uRy FTAFLVERULEHESE (V7
=2 —TVE) BT 5MOKRBOORERGRBAMEER L, LA FT Y — ol
FEEFERT D, V7 uRy TAFMCET IR EASFRBRIIERE I TV RV,
7 v PRIV Rz AVIcEBHESERRICIZ., A%y Y — AEFICET 2 BN
==& LTRAWEEBREEORENSEN TV, ZhbDORRITEBWT, LEHIC
Y OBRBERSA S S —ENBEEICER LS, BOABHBEICHRBL~MMZETEEL
7z, BRMEMRRIIBNT, EFFEMETENOLAET v hOHBFROS~AVA XY —
LEOEMMBA LMo,

v U RAREBRAMRBRICBIT BIFEESAMICE SN T, EPA OB AMTMETEES
(CARC) 1, V7 uakRy TAFLETL—T CENAMEDE (& ML TRBAMS
RTFEREMERSH D) KHEL, 2=y Y X7 Q3 23%X10" (mgkg/B) " ThRLEFE
Liz, FEEN3 T v MEMEH/REPAMHEESERRIZOVWTEET S7H. CARC I
2000 % 1 A 5 BICHEUSHREBEE, VRAZFMOZHO2I=y Y X7 Q*ik 23X 10"
(mg/kg/H) " THEEOTH B L ERER LI,

VaRy T AFANOBEBHEEUTORIIICTRT, £/, PZuky P 2AFL (T
2A) oBEBEBIUCEMEEE 07 7 AV ER2ITTFT,

FQPA F¥Afh

20004F 4 A 10 B, FQPA Z2BRBZEXVLBEHE. V7 aRy TAFLONYF—F

BLUCBRET —FIZOWTFHEL., UTOEENS, LRBIG/NRBREDDHD FQPA

REFREE 1 fBIH/NT 2 X 584 Lz (Memorandum: Report of the FQPA Safety Factor

Committee, Brenda Tarplee, 04/24/00) :

o V/uRyTAFADFENBICHAKRBREICL 2BBICETEORT, B
FHT —FR—RIFLETH D,

o AFEINTVREMT—FILBWVWT, V27 ukhy F2AFLOFERABICHARRE
PRIy bERRI VI FORZIMS LT 52 L 2R T EENE IXEHAGERL
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XFELRVY,

e HIARC IV 7 udy FAFNLOREMBREUHRBRIILERWEHB L TWS,

o AE (AGBIUEEIK) BERBIUVEFUNOBREFMIL-T, Y7ufy s A
FAERICERTILURB L WNEOBRBESE/NFHEEIND Z LTV,

TV RRA » FOBRIR

1999 12 A 7B, ~"¥F— FEEHEEFEEZES (HIARC) IV 7 ufRy FAFADOE
HREHT —F _X—RZOWTFHE L, FQPA IZft- T, SHATRE. BHEAFRELK
Ul BEBLUTBRA) BEIZ L3V AI7FEOLOOBHZEHT Y FRA » FEBRR
L7,

2000 4 7 A 25 B, HIARC IZ, B8 I CHTHRABREICE S 5 FRA > MEILIC
90 A7 v MEEEREGRBRE A5 &5 BESHE (Aventis) DREDFRUIT OV TR
L. BEEHOREBIZHEE Lz (Memorandum: Third Report of the Hazard Identification

Assessment Review Committee, Robert Fricke, 08/01/00) .

R 13~50 mOKMED 0.1 mgkg/B L5 2HESRAE RID) 137 v FRARBHERAR
PHEEHLEZLOTHY, EEME (NOAEL) (10 mgkg/B) & AREEMMAE (UF) 100

(RBRIAMEICEE T 2 AR MRS 10 5 L EANEBZET T 2 FREEMAE 1045) TH-7
B LTREHE L, 8y FRA V MIR/DEEE (LOAEL) TH5 32 mghkg/R THR
Do RREEER I UCHEBREOFERET U REEMN. B I CEBRETTE STV,
INOOBRREAVPEEFEANBRBICL > TELLAIRBERDH EEZXILOND Z LD,
ORBRBLUBR LY FRA V MNIBEYITHS L EZ 2 b D, FQPA KRR 1
i/ ENT=D T, M RD i3 aPAD IZHET 5,

BEoLEEEIZET 5 LOAEL 1X 10 mgkg/H TH 5 L HE iz, NOAEL 3L
ENehole, FEAEEFEMICET S LOAEL I¥ 32 mgkg/B . NOAEL IX 10 mg/kg/B TH 5 &

HEXN”,

HLRPREEC—RAKEABEROEG 222 FRA & MIRES 2> T, (T
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Yy PRIV FZAVERARERROBEBNEMH LD T) BOEERBRIZBWT,
HRERE (k5 CERTIEEEIRDOI o7,

0.0023 mg/kg/B &5 18% RID 137 v MEMBHE/REBAMEATRROLEEH L
HDTH Y., NOAEL (0.23 mgkg/B) & RHEFEMEMAE 100 FERIMEICBE T 5 RREEMEE
B10RE L BNEINCE T 5 RREEMEEE 105) CHoEL LTEHLE, B F
RA 2 MIXLOAEL T % 2.3 mg/kg/ A LB R ORER L TR D b ATl L OB ED
MaxtE - FARTHOE R, ALT (T77=073) T RT725—¥), AST (T AR5 ¥
VBT ISR T 2T —8) BEWRAKP (TAHBY 74 RT775—¥) FEHOLR,
TEER I OEREARBES, SBREZNEY (BEX. VRT7AFUHE) CESHTn
%, FQPA Z2FEN 1 FITHE/NENT=D T, 8 RD IX cPAD 2N T 5,

S5mgkg/B EWVOEHB I RTHIRZEMICET 5 NOAEL 125 v F & AV vz 21 BRER
BREMRRIOEIHLZbDTHY, LOAEL ThH D 25 mgkg/H TR b - FEEE L
F. BERE LA LI CHEASH - AOFEERNCE SN TV, S L UL
¥ RRA b OFRFEEEFRBOIERMSMFICET 2 10 5 LENEBICET 5 10 iS50
TW5, P7ufRy FAFNDOERNZ— (ERAEIE 454 gai/acre, once/crop cycle) T
RRABEBRENSEZ 2 REILTR EN2V, £oT. REBKBET . F RSV M
BRL o7,

15% &V 5 B RIARE (10 BFRBRER) X, BBAV R JFMOLD, BORAEES
EREABICERTIBECORANVDIZ L LTS, ZORKIIY7uRy FAFAD 2
REIHOBHA (Hoelon 3EW X TR3EC) IZ oW THIE L RERINRGRHEHENL S
DTHD,

ZOER (FEHE) 87y PBIRURAZHAWMORRBRE L TWBR I L2k,
7 v FREBHREREARRIIEHBICPIHEAY X7 FMIZBELTHZ, Pr7uky S
AFNVOBEDERNRE — VL > TREBA T LITEREENE Z 5™ Eh

QAN
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BrOBZETIVACHALTER ULEBAERBIUCEEFEN= Y FRA 2 FEETOXK 3
WWEHLTRT,

Female: 500-630 (estimate) mg/kg I g;g;%%

Combined 512 (428-636) mgkg ' -

Male: 580 mgkg H 00123982

Female: 557 mekg H 00123983

81.2: Acufe Dermal (1D} Rat  |Male and Female: > 2080 mg/kg I 00071522

92036013

81-3: Acute Ihalation (LCy) | Rat |Male and female > 3.83 mg/L v 00032395

Male and female > 475 mg/L. v 4E573304

Male and female > 3.83 mg/L v 00032595

I8:1-4: Primary Fye lmitation | Rabbit |Slight oculsr irritant, Comjunctival redness and m 43428601
discharge at 24 br, cleared by 72hr - e

J8:-5: Primary Denmal Rabbit |Slight sxitsnt, PII= (.8 {0 to 72 br} W 40013506

Eritation 2

81-6: Dermal Sensitization Guinez |Buehler: Negative NA 41476003

Pig 92036047

Maximization: Moderate to severe sensitizar 41476002

NA 41476003

92036046
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Tahle 2: Subchronic and Chronic Toxicity Profile of Technical Diclafop-Methyl

T 25> T
82-1(2): $8-Day Feeding - Rat
MRID No.: 42573301702
HED Dec Neo.: 010435 (20 Jul $3)

Accepiable (Guideline)

NOAtL
NOAFLQLT): 16718

OAL ]
—————

LOAEL MT): 63771
Clinical chem, perax proliferation, liver bypertrophy

82-1(a): 90-Day Feeding - Mouse
AfRID No.: 42593901
HED Boc No.: 010435 (9 Jul 93)

Acceptable

NOAFL QALF): Not established

LOAEL QIF): 0.3:04
Clinical chem, pereox proliferation, liver necrosis

2-2: 21-Diay Dermal - Rat
MRID No.: 92036048 , 41476004
HED Boc No.: 013723

Acceptable

Syst NOALL: S

Dermal NOAEL 123 mgfkgiday

Syst  LOAEL: 25

Based on imcreased liver enzymes, proteins, and
absohute and relative liver weights

Dermal  LOAFL >1°5 meghefday

83-1/2: Chronic Feeding/ Carcinogenicity - Rots
ARID: 43927302
HED Doc: 013313

Aecceptable

Syst NOAEL OMF): 0.23/03

Syt LOAEL (MT): 1.3273.05

Increased Ever and kidney weights, hepatocellular
hypertorphy, histopathology (lipofusin storage)

83-1'2: Chronic Feeding/ Carcinogenicity - Rats

MRID: 92036037 (Reformat of 00070615)
HED Doc: 008341 (1 Jul 91)

83-1 Acceptable (grideline)
83-2 Unacceptable (guideline)

$rt NOAFL (ALF): 1.6

Syst LOAEL (MTF): 19
Increased relative liver, heart and kiduey weights.

83-1: 15-Mouth Feeding - Dog

MRID: 92036639 (reformat of 00071913)
HED Doc No.: 008341 (21 Feb91)

Acceptable (guideline)

NOAFL AF): 2.0/0.2

LOAEL QLF): not establizhed / 0.63

Clinical chem, perox proliferation, liver histopathology

83.2: Carcinogenicity - AGce

MRID: 92036058 (Reformat of 00071870)
EED DOC : 008541 {19 Mar 91)

Acceptable (guideline}

NOAEL (AM{F): 0.24/8.35

LOAEL Q\LF): 0.76/0.77
Clinical chemn, perox proliferation, liver hypertrophy

83.3(2): Developmental Tox - Rat
MRID No.: 92036042 (Reformat of

00071908)
HED Doc: 008541, 010486 (Hist conirol)

Acceptable (guideline)

Mfaternal NOAFL: not established
Devel NOAYL 10

Syst  LOAFL: 10 mg'kg/day
Increased liver weights
Devel LOAEL: 32

Decreased fetal body weights and erovn-romp length,
distended ureters, sheletal abnormalities

33-3(b): Developmental Tox - Rabbit

ARID No.: 92036043 (Phase I reformat
of 00139613}

BED Doc: 004312

Acceptable (znidelime)

Afaternal NOAFL = 0.30 mg/kgiday
Devel NOAFL ». 3.0 mgthg/day

Maternal LOAFL = 3.0 me'kg/day,

Basced on significantly increased absolute liver and
kidney weights, dacressed body weight gnin, and
reduced food 7

Nao treatient-related devel I effects were noted
at any doze level.

The developmental LOAFL was not establiched

518



; e
83-4: 2-Generstion Reproduction - Raf

MRID: 42543101, 42660301
BED Doc: 811072 (13 Jan 94)

UALL

Syt LOAFL = 30 ppon (2.1 mg'kefday, males; 2.5
mghgday, femalec)

S$yst NOAYL = 10 ppe
©.7 mg’kg/day, males
0.9 mg/kg/day, fermales)
Based on Ever weight fncreases and histopathological

Repro NOAEL =30 ppm lesions in Bver and Iddney.

Acceptable (guideline) (2.1 mg'kg/day, males
2.3 mg’kg/day, females) Repro LOAFL =100 ppm (7.3 mg/kg/day, males; 8.4
mg’kg/day,; females
Based on redured fetnl body weights and delnyed
physical development.
§70.5100: Bacterial reverse muiation tect in Dose range: 0 to 5000 g'mL +-58
almonella typkimwrint Negative for mutagenie effects
MRID: 00871904 Acceptable (Guideling)
HED Doc: 000076
870.5300: In vitre lian cell gene Dose range: 2 to 500 giml. <59
test reith Chinese hanster Y79 cells Test was negative up to cyfotuxic doses > 200 ghul, -59;. 300 g/ml, ~59)

MERID: 43573305
HED Doc: 008541

Acceptable (Guideline)

870.5375: In vifro mammalian ehromosomal
aberration test in primsry humsan kymphocytes

Dose range: 1 to 500 g'ml. +/-58
Test was negafive over the dose range +89)

- AMRID 41476004 Acceptable {(Guideline)
HED 813723
870.5385: In vifro cytogenetic test in bone Dose range: 8, 200, 1000, and 2000 mg'kg
marrov cefls of the Chinese hamiter Chromosomal analyzis did nof show any treatm Iated cytogenefic aber
MRID 41737901 Acceptable (Gaideline)
HFED 008830

870.5550: UDS Assay in primary rat hepatocytes
in vitro

AMRID: 00087816

HED Doc: 001422

Dose range: 8.5 to 30 gml, cytofoxicity 2t 108 giml.
Did aot induce significant increases in nucienr iabeling of primary rat hepatocytes.
Accepiable (Guideline)

870.5550: Unscheduled DNA synth

hrroan Jung carcinomna in vitro
MRID: 41996902, 42437801
HED Doc: 808796

i in AS49

Dace range: 0.03 (0 100 g/mL.+ 59
Did not induce xignificant increases in nuclear labeling kuman lung cancer cells,
Acceptable (Cuaideline)

: Mntagenirity -Other genotosic effects
MRID: (0087820
HED Doe: (01422

Dose range: 250, 500, 1080 giml =89
Afitotic gene conversions nof incrensed in yeast strain over spontaneons rafe = $9
Acceptable (Crideline)

85-1: Metabolicm - Rat
MRID No.: 41573306
HED Doc No.: 008541

Acceptable

85-2: Dermal Absorption w/ JEW & 3EC - Rat
MRID No.: 42364601

HED Doc No.: 818334 (21 Sep 92

Dermal absarpfion factor = 13% at 10 hours

Table 3: Endpoints Selected for Risk Assessment Purpases

Acute Dietary NOAEL =10 Decreased fetal body wis, 870.3700
{Females 13 - 50) mg'kg/day distended ureters, skeletal Developmental toxicity study in
abnormalities. These effects the rat (92036042)
could be atiributed to a single
dose.
UF = 100 Acute PAD (RfD) = 0.1 mg/ke/day
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EXPOSURE
SCENARIO

ENDPOINT

STUDY

Non-cancer (Dermal)

Inhalation
{Short- and
Intermediate-term)

Acute Dietary None No endpaint selected None
{General Population
including
Infants and Children)
Chronic Dietary NOAEL =023 Based on increased relative 870.4300
(Non-cancer) mg/kg/day liver and kideey wts, liver Chronic toxicity study in the rat
enzymes, Ever histopathology | (43927302)
(hypertrophy, Lipofasein
sterage). Effects and NOAEL
consistent with other stadies in
mouse and dog.
UF =100 Caronic PAD (RfD) = 0.0023 mg/kg/day
Short-Term NOAEL=5 Based on increased liver 870.3200
(Demmal) mgikg/day enzymes, proteins, and absolnte |21-Day Dermal Toxicity Study
and relative liver weights. in the Rat (41476004)
UF =100
Intermediate-Term NOAEL=5 Based on increased Liver 870.3200
(Dermal) mgfkg/day enzymes, proteins, and absolate | 21-Day Dermal Toxicity Study
and relative liver weights. in the Rat (41476004)
UF=100
Lopg-term Based on the use pattern, this risk assessment is not required

NOAEL =16
mgikeiday

UF = 100

Based on increased liver
enzymes, proteins, and absolnte
and relative liver weights.

870.3100
Subchronic Oral Toxtcity Study
in the Rat (42573301)

Cancer
{Dermal and Inhalation)

Q;* of 2.3 x 107
(mgikg/day)’

Inhalation ggoné-m! Based on the use gaﬁm. this risk assessment is not regired
—  — —————— |

Based on liver adenomas and
carcinomas with significant
trend and pair-wise
COmparisons.

870.4200
Mouse Carcinogenicity Study
(92036058)
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24 Ty

USA

(P-US-224)
EPA

Dicloran; Pesticide Tolerances for Emergency Exemptions. Federal Register Vol.63. page

156, January S (1998)

EMFEN T4

PruIrEoTHERSNDIBHERAOHEICOWT, UTFTEET S,

1. SN BRAICBWT, YZusy (YZun=ta7=Yr;DCNA) O&
FEERICL22HEFE (VRZ) =V FRAV MIBEENTHRY, o T., ZOFHE
RBRFAETHD,

2. EMBIUHHENE RSB LI UPBFzET L RRA 2 IRV &2 EPA

@ Ad Hoc Toxicity Endpoint Selection Committee (AHTESC) IZ X > THL N & iz,

3. IBMEEM  REERUCLZ Y RZICBELT, EPA XV /e 7 v 02BHAE (RMD)
% 0.025 mg/kg/ B IZHE L TV 3B, TD R XA X 2 FEREEER SRR D NOEL 2.5 mg/kg/
B & RREEMMRE 100 BIZE STV, B/NEZEE (LOEL) I 75.0 mg/kg/ B THTIEE
BRI BB ESRBD LN Z LICESWTWS, k72, ZOBRBAKROEDDE
HEDOT7aF AERICE > TEEBREREL T ) APRREND Z LIEFIRVOT, V7
ngrOBERETY FRA V FPBITY 27 FEIIRETH S & EPA IXHIB L7z,

4 EBAMMEREBAMEET LE2—FRRT LDV 7 v T YOSGRIITOR TR,
L2 L7253 5, EPA @ Ad Hoc Toxicity Endpoint Selection Committee {Z & > T, =7 XA ¥z

X7 v FREBROWTRIZBW TS, BBAMEY X7 I TV N,

ALIRB L NRDOZ AR
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i. 2% BEY /eI T A3LRBIOVNROBMESHIZEE T 5 FMicsV T,
EPAIZT7 v FBI UV FERAVWEREFTERBRBICT v b2 AW iR AESHER
BAEKDF —ZIZHOWTKRE LT,

. BAEZSERR: 7o FRABERRICBWT, B8 (&25%FM%) BT 5 NOEL
X LOEL T& % 200 mg/kg/ B TO PR ERIHFIE-S< 100 mghkg/B Th o7, B4 (B
IREME) ITE89 % NOEL i 200 mg/kg/ B TOEEBS . BREREB I UVHBERICESL
100 mgkg/H ThHolz, V¥ (BEERE) BABZHERRIZE VT, NOEL HRF LIRS
RAETH 5 30 mgkg/BIZFE T 5 1,000 ppm Th - 7o, AR (REM) 12853 5 NOEL
IR LEREHRETH S 30mgkg/B THoT,

i, AJEEMRR: Sy =R (BEE®RE) £HEEHRRICBVWT, BEY (£5F
#) B89 % NOEL 1% 5.0 mg/kg/ BIZABY 35 100 ppm ThoTz, Tz, BAEEM (BB
%) 1ZB89 5 NOEL i 5.0 mg/kg/ B TdH o7z,

iv. HARTR X CHARBSZMY | DCNA OHARTR K CHARBEFFM O OBEE
M7 —F =R, BITOT—FBEHDORTRELTHD, LoLidb, AFShTWw
57y MBLOUYXFRABHRRIB LT v N HRAFEZHRBROEREN HHE L T,
LRBILOVHROBARTE ITHABRBHICET 2R8IV EEIONS, Ty FBX
U XORBHEER I UREZEMHICET 2 NOEL X CAHEBK#ETHZ, 20 Lo
5. LRBIUNECHAERBSEMES LR T2 LRI hizvn, RERSRESHRR
LBEBMADEDIC U FRFHROARERBRVERIN TS Z LiX, BTORBTHAE
ABEEMEABRBOONDIZEEZRLELOTERL . BEOHA RIA4 VB 2T
TEDHIRERSNTWS, BENT v P ZHRAEEEHRRICBWT, BEBMAHESEMHER
AEUAFRCARKETRER T D, LRI WHNROMARTELIIHAERRBSE LR
RFESH TV, BATONA Fo A CEHERHTHIC, fRARBERIhTY
5 (B, EEEERROBE. ZH#AR, ZARK SV TRIT 3RBRBEHREHL TV
%), DCNA (CB L TERTEE L 2 REBHRRB L CEREBHRARICRWL T, HAR
BICHAER TRZEHIEI LR LW EEILRD,
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v. Fwm o EFRICESWT, AFZSRNTWATF—Z1X 100 15 & W ) EHERRE~— )/
FHEEMBEEREZFERTAZLZEMTAILOTHY ., LWEBLIU/NRIFEED D DBEINE
LB/ — IR ETH D L EPA IR L TVW5,
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244 T = )T IV

USA

(P-US-244)
EPA

Prevention, Pesticides And Toxic Substances Agency (7508W), Reregistration Eligibility

Decision (RED) Diphenylamine, EPA 738-R-97-010 (1998)

L Y NEH

7 2= AT L UCET BEMEERT — & N R IEREER MR BT 5 01+
HWTH 5,

2 AR
ENERT — ¥ ICESOTERITEAYY = =17 I ORUHIEICET 5 HIETE
BFoTWD, U7l T IRV TER L AERRBROBESR 2 ICEHLT

7,

b. FBHEEME

HERMER DR EEERBRICE\V T, Sprague-Dawley R F v b (FHAMER] 10 L) (ZFH
¥R 0, 150, 1500, 7500, 15000 ppm (% 0. 7.5, 75, 375. 750 mg/kg/BIZHHY) DT
ERS 72T Iy (>9%) 2RE5 LT,

NOEL 17T 75 mg/kg/R. #T 7.5 mgkg/B Tdh -7z, LOEL IXEREBEBBEDOEME
X UOMEER T A —Z OB ESWTHET 375 mg/kg/B, MET 75 mglkg/B ThoTo

(MRID 42339701),

HERMEERRICEN T, MBEE— AR (BFAESHH4T B F 7L
FRAWTHEKLEO, 5, 25, 50 mghg/BOTERY 7==1T7 I (>99%) E&IK 90
Afichlv&E L,

NOEL iIfk5t L7exmAE (HDT) TH 5 S0mghkg/BLLETH -7, LOEL iTFEILE
fehro7- (MRID 42339801),

HBHEBERRICEBV T, CD-1 v U X (FRESMR] 15 IL) IZFEHFRE 0, 10, 525,
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2625, 5250 ppm D TERT 7 ==AT I (>99%) /5 LT,

2 5% ICB9 % NOEL | 10 ppm (T 1.7 mg/kg/R . 1T 2.1 mg/kg/A) . LOEL X 525
ppm (HET 93.8 mg/kg/H . MET 107.0 mgkg/H) ToHh-o7- (MRID 42542801),

21 ARG EMRARITIV T, New Zealand a7 (FFAHERS ) CHAE
7K #E 100, 500, 1000 mghkg DTERAT 72 =L7 I (100%) DOFKE/KEK % 21 B EE
L CER 6RMICh Y RE (%) BEEMAL. 2 BBRBERLL,

5 #mMICBI 3 % NOEL 1% 100 mg/kg/B ., HAEAICE-3< LOEL 1% 500 mg/kg/B TH

27, BEEMEICBI$ 5 NOEL 1% 1000 mg/kg/ B (FREEE) %8 2 TV 7z (MRID 42304901) ,

BT/ AW E B RERITIV T, Bk Sprague-Dawley 2 7 o~ b iZ Bk ¥ 0,200,
750, 3750, 7500 ppm (0, 8.1, 28.8, 146.7, 302.1 mg/kg/ B iZHHY) . MM F » Mz 0, 150,
500, 2500, 5000 ppm (0, 7.5, 24.9. 137.8, 286.1 mg/kg/BIC/EY) DTEAT 7 ==L
TV (>9.0%) z2ERICh Y BERS L,

VBT BEE L7 MR R RIERERB L URAER TR O O EIE S - M, &
Bo~EDT Y AUER I OMBRFTETE, BREOGBRILE. FFIEO LEKEATETH -
2o WTFROHEF), WTFhOARKEICEBN TS, NBICEE LEES A FEiES
BALOHEMIBD e hrolc, TORRTA PNES U IIRIE L 2D o1, BiEE
(2 B4 5 NOEL (1T 28.8 mg/kg/ B . #f T 24.9 mg/kg/H T Y LOEL (L EH K E WA
EEEMAH. MBRFHR T A—2El, BRE L CBRRE. BREEMEOBINCE
SUNTHET 146.7 mg/kg/B | T 137.8 mg/kg/ A T - 7, FHBAMEDTERIIFRD bhinh

-7 (MRID 43401401),

'I*E'Eﬁﬁ‘?ﬁx“%:m\'c‘ E— I NRICH T AVTRHEKEO, 10, 50, 100 mg/kg/
ROV T7==AT IF M) ULE (59%) # 12 » AMIChE D BE L, BT LI&
EAE (LDT) T&% 10 mgkg/B U ETEILFREFEELL LTEFFBEREBD LT,
HRER S TREBICHSI LR EY AV EVRE EARRD o, 10 mgkg/ AEET 75%. 50
mg/kg/ BEET 167% (p<0.01), 100 mg/kg/BEET 150% (p <0.01) D LEENRBED ST,
INoDEFRITEBWT, 10 mghkg/BEED 26 18 B OMERER 535 X U39 38 B OMED 4 THigt
MEEENRRBD LN, £7-, 52 BED S0mgkg/H (16%) 3B LTt 100 mgkg/H (20%)
BOWTHERFER (BUN) OETLRD LN, £TOREKIZIBVT 50mgkg/BE &
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100 mgkg/ BETILVAT o —AR LR L (4~68%; & Zi2p<0.05), 7TATFI i
EWEHERLED, RBETRATEIED bhhof, MRFH/T A —F L
TRD b =ZLITiX, 100 mgkg/BIZIBT 2B ICEEE LR MERE OB (52 8B D
HET11% ; p<0.05) BREFH TV, 7. 100 mg/kg/ A EHEOMHER T T~NESn D
BEET (BE7~9% ; #4~7%). 100 mghkg/ AFHEDOHET~~< 7V v FOBREET 5~
9%). 100 mg/kg/ B A OMERER 5 CHEHIRMIMAEOBRE L7 (M 2~4% ; i 6%) . &4
BREOHETI/MIIEM (3~35% ; fEx DR R T p<0.05~0.01) 2FBH b7, HEHEIE
X URBR OB IR EE OB 50 mgke/ A (40/36%) 3 L Tr 100 mg/kg/ A EE (18/10%)

DEE. SOmgkg/AEE (24/13%) 38 LN 100 mgkg/ BEE (13/9%) DHETERD bz, #xt
B8 & UHExTRORFIRE 845 50 mg/kg/ B &#E (## 17/13% 33 L UM 22/11%) 33 X T 100 mg/kg/
AR (B 29/20%33 L TN 14/10%) TER L7z, & TONEHOH (9~38/11~32%) T
Mt HI3s K UAER RORIRE A EF L. 100 mg/kg/ B BEDME (23/25%) THEXTHIE L UHE
*THIFRARIREEAME T L. 50 mg/kg/HE D 1 JLiS K OF 100 mg/kg/ BE D 2 [LTHIOHFEED
RENRP-TZBRE V) BREESBD LN, ZORRTA PES U XRIE LR
ol (RID ®27 v ar2R), BEBHEICET S NOEL 13EZEKENT. £ILFRENT

A —ZEAizE-3< LOEL X 10 mgkg/B (LDT) Tdh -7z (MRID 43000601),

d. EBBEAMK

REDPAMERRIZINT, CD-1 =V R (KBBEEMER] 60 JT) ITHFEPRE 0. 525, 2625,
5250 ppm (f# : 0, 73.2, 368.0, 755.7 mg/kg/H ; M : 0. 90.5, 4552, 936.6 mg/kg/ H |24
Y DIV T7 2= AT IV (>9%) 218 3 Aicbhbi-v®RE LT,

1243z B84 5 NOEL X 525 ppm (T 73.2 mg/kg/ B, M T 90.5 mg/kg/A) KRl TH
v . LOEL i3 2R0m B R EIZE ST 525 ppm (BT 73.2 mg/kg/B . T 90.5
mgkg/B) LT THol, EBAMERTIEILIIFED bvizh o7z (MRID 43369501),

e. TAEEM

FREFMRRICIVVT, Sprague-Dawley REEMAIRT » b (HHF 25 L) 26 LTHIR6
HE»GEYE 1S BEE T, HEO0, 10, 50, 100 mgkg/BHDTY 7 ==L 7 IV (99.9%)
DO hUEOaHBEPREREORS L, TR20 B BCRBYEER L,

WTFNOAEKEIZBWTHRERHIIRD bR o7z, FBAEFMICET 5 NOEL i
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100 mg/kg/H (HDT) LA ETH Y. LOEL [3REL I 72 h o7 (MRID 42292001),
RAEZHRBRICTE VT, &8 L7 New Zealand o1 7 X B/ 0, 33, 100, 300
mghkg DT == AT I (999%) D 1% AF AL — AREREERT B B » SR
19 R ECHRHEORE L,
BB IC B+ 5 NOEL /X 100 mg/kg/ B, LOEL IX4LE HARIFIEIC 331) A K BN
filE L BRI TICE ST 300 mgkg/A THote, WTFNORABKECBWTHRAE
BHIIRBO ORI oT, BAFMICET 5 NOEL 13 300 mgkg/H (HDT) UL ETHY,

LOEL [IHESL SN2 h>> 7= (MRID 00148521),

f. Azt

Z i RAETARHRBUTISVV T, Sprague-Dawley R T v b (HFREAMR 28 IT) (= kL
0, 500, 1500, 5000 ppm (Fh it FO E# T 0, 40, 115, 399 mg/kg/A . MM FO
BT 0, 46, 131, 448 mg/kg/B, REHTHHET) 0T T7=z=1T IV (99.8%) 25
L7,

25 FMICEIT 5 NOEL X 500 ppm (T 40 mg/kg/H . MT 46 mgkg/H) KR Th-
7z LOEL IR0 RIRKBRERR (BX. £/). BROBEMSEHTR GEALHRME 0B
BER). FBROBMEFRR (FREXBLG7 v 3 —HROBEAE) B L UHIEOEME
TR (O oMfBIUNEDTY LIHE) [TESNWTS500ppm LLFTHo T,

1500 33 X U8 5000 ppm (ZBWVVTRAZMENZED b, 5000 ppm TRILBIM L@ L7~ Fl
FAR B LB LT 11~25%{ET), 5S000ppm THEIL 4 BENL 21 BEETORH
AR (of R & EEBE LT 10~29%1KF) . 1500 ppm T 14 B B (10%) B X821 B B (12%)
D 2 FEROAEEREERDIC L > TSz, F4FMHICEIT 5 NOEL X 500 ppm

(B8 T 46 mg/kg/B). LOEL X #IRAMICEIT 5 F2 FAROKERDICE ST
1500 ppm (REI# T 131 mg/kg/B) TH o7, 5000 ppm Dl X T 43 i o [ fE V2 Bk

(RRBERERTHEEZDHY) &L LTEAESUIRD biviz, £EEHICE T 5 NOEL i 1500
ppm (BE# T 131 mghkg/H) THY. LOEL iIFmttHRICIIT 2 AEREBICE ST
5000 ppm (F}Eh4 T 448 mg/kg/B) TdH 7= (MRID 42638101),

g KRFM
Salmonella typhimurium/"EHEW I 7 0 YV — A7 L — MLIAHLRR
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TOMBERBRRIEBWT, Y7 z= AT IVRERREERIZ LMo (MRID
42312101),

L5178Y TK+-<= 7 2 U L RIERTEZERERRR

ZOGHRIZBNWT, V72 =AT7 I VRBVWEREEME TH D L E 2 b7 (MRID
42332101),

< 7 Z/PMERBRIZEBVNT, 250, 500, 1000 mg/kg (HE) ¥ 721X 375, 750, 1500 mg/kg (i)
DYT7 =T I (999%) FHERBEORELTH, &5 24, 48, 72 Bf#IC ICR
2 U APLERR LB 0L RMERORO/PMEHBBEERERIC LR T2 Lk
MNoTo,

(MRID 42312001),

2. HAE-RIGFHE

a. ZRAE

HED Z2BA & (RD)/E7 Lt =2—FB£ (19744 A 1 AfHF X&) X, LOEL 10 mg/kg/
ADA XBHEBERBRICE ST RID 25T 5 X 5 8% Lz, BRNMER L UCRENER)
D FH % EZR L TAEEMESRE (UF) 100 #6/M L7, NOEL o idofcZ b &,
CORBRTRIEN oo A AT EUVMEOREBICETIUZEELDEALE
B LT, BIIREERRE 3 Bt Shi, ZHICESWT, RIDIX0.03 mgky/ B & 5HE
Shiz,

FAO/WHO £ RIZEEBEEMAREE IMPR) BRLEMEOFEZITV.. UXEMRS
FIZL->THEA | HERE (ADI) 0.02 mgkg/H SR S iz,

b. ERAMSERB LW X7 EE1L

HED ZH& (RD) /7 Vvt =—ZB% (19974 B 1 BfFXE) 13, BHAHE
KELTYS7=2=AT7 I [BELEBAMRL)] KRB LEZ, ZoNEI, HitE
7z 1 3HEME CD-1 = U R ¥ 7213 Sprague-Dawley %5 v F DWWz AV iz 2 BEOHE S
NAEEBAERBR TEPAMERTIASRBD R o7eZ LIZESWTNS,
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252 UINTVEN

US

(P-US-252(2))
EPA

Federal Register, Vol. 64, No. 18, Rules and Regulations (1999)

A FEHTargrAL

1. SEESHERRIE, EHSEI XV ORERY ILT = L2 TRTCORE
BBIZOWTRRT S, VIV T7 =Y ENMIREREWE TIIRW,

2. MEHED Wistar 7 v b & AW EEBHIRER SRR
#EEMAEE (NOAEL) 1, FHHFEBEMEDET B L CEFEZIRDIETIZE-SV T 5,000 ppm
(f# : 352 mg/kg/ B, M : 431 mg/kg/ B ICHEY) ICRESNIT,

3. RED CD-1 =y 2% MAvie 13 BEORER SRR
NOAEL i3 7,000 ppm (& : 1,225 mg/kg/H . #f : 1,605 mg/kg/HIZFHY) LREINE, R

RENIZWTHOREIZBWTH MO~ 7 R IR SEEEDOEERBEIN 2o T,

4. A4 XERVWEBEESERR

ZORBROF/INFEME (LOAEL) 1X, BH#ICKIT 5RMEBI K. FFIRICI T 5 85 Eh
3 L O Kupffer MBIZIIT B~E DT Y LB DOFKAEICESVT, 10,000 ppm (% : 403
mg/kg/B . M : 424 mgkg/A) THh 5, F7-. NOAEL /X 1,500 ppm ( : 58 mg/kg/H . H :

59 mg/kg/H) T B,
5. HEBRMHREEHRR
2EHEMIZOVWTO NOAEL /X 1,000 mg/kg/H L RE N RBRLIZTRTOHEIZBW

T, HHO VI ICREEE®ROEFFEOH ARBRIIBEE ST,

6. 4 XEBWIBHEESHERR
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PINT =V ENL (98.1% ai) X, 0, 750, 7,500 % 7=1% 15,000 ppm (B : 0, 26, 299
F 721X 529 mg/kg/H ., M 2 0, 28, 301 713 538 mgkg/H) OAET, ©—7 LK (45
HRAE) T 52 @MBHERE SN, ZOREBRO LOAEL (X, BIOEHICEIT 5k
BB, #RFMEREME 2 b CNICHTIR. BiRR L OBBIC BT 52 ~EYVT U VILED
B E-SUW T, 7,500 ppm ( : 299 mg/kg/H . # : 301 mgkg/H) TH B, F7-. NOAEL

{3 750 ppm (% : 26 mgke/B | M : 28 mghkg/B) ThH 3,

7. WERED CD-1 = X & BV RBSAMRER
VINTZ VNI, BRRUFARBICBWT, BERIIMO< Y RN AMESE| X
N O U3 i E R W

8. MEMED Wistar T v + & IV BB BRAEERER
CINT 2T RBRLULIEARBIIBWTESAERSXE I THMEELREI R0 T,
xR AEBR T, REEE - EHEEORARIIRAE TH -1,

9. Sprague Dawley 7 v b & W= RAZHRASR
BEERER X U EREMEDO A ICE-S\V T, B84 NOAEL i1 300 mg/kg/ B . 814 LOAEL

IX 1,000 mg/kg/B TdH B,

IR DEERD B L OB OE(ICE ST F4A M D LOAEL 1% 1,000 mgkg/H Th 3,

F7-. RAEFMO NOAEL /X 300 mg/kg/H THh 5,

10. New Zealand White Hra % B\ - A SRR
BHEORLOBLUHEEZ TR T —RREOEL (BERE) BREOKRNo2, KEH
MEDFIEROBWATE ST, B8 LOAEL 13 100 mgkg/B ThH D, 7=, BEMY

NOAEL X 30 mg/kg/B ThH 5,

BRER RREBBLEAL) ITESWT, E4AFEM D LOAEL 11 1,000 mgkg/B TH 5B,
7o, &AM D NOAEL 13 100 mg/kg/B THh 3,
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11. Wistar 7 v b & BV 2 HAREHERAER

EHEFEM O NOAEL X 2,000 ppm (113.1~175.9 mg/kg/B) Tdh 5D,

12. Cil.CDBR 7 v h & VW= 2R AR
LOAEL |3 E SN h oo, BRI M D NOAEL X 2,000 mg/kg ([RRAE) ThH 3,

13. Cri:CDBR 7 v b & AW i8R R
ZORROFMFA) LOAEL X, FEEMEDETICEIWT, L $IZ 1,000 mgkg/

ATdhbd, ZMEFNOAEL X 75 mgkg/H Th 5,

14.  Salmonella typhimurium % P\ 72728 R IR SR
BRMEN Ny 7 77 N LRSS ERan=—%FER L2 L 2R iElI R o T,

15. L5178Y (TK+/-) <=9 R U \EMIZIT 5 HFLEMIREL FRALRRAR
WHRME L, SO EMLOFET B LUIHFET T, v VA0 L5178Y a0 TK iz T E
BT 2RIERRERICH L TRETHD EEALND,

16. <= U RX% RV invivo BEI/NMERER
HBRYEIIZ O ERRIIBWTEMETHB LEZONS,

17. REH DNA SRR

REH DNA Gk (BEHE R V—P1E (EH72) OB FEOFHE) Lo TRESND)
BHFREINIZZ & EZRTRERERD ooz,
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260 wTv

USA

(P-US-260)

EPA. Office of Prevention, Pesticides And Toxic Substances.

Simazine: Revised Preliminary HED Chapter of the Reregistration Eligibility Decision
Document (RED); Revised for Error Correction. PC Code No: 080807. DP Barcode:

D307022 (2005)

NY— TS

Ve UV ICBHEBEEHERITRV, VU UVRT R UM ATBBREOERILINY T
DURLEMLEXBTIFEAN XL EZETTD, Y=V, TEIDv, Fanvy,
BLUOZhboEMICEBT 5 3 BEOERILIMDIILT, e OBWHELZE L TH
BNDWERETT, 9PVl y FOFRVEVBELZELSE, RESATICHEES
BETAREERH D, Zh b OMWERNSWERIHRH LREE 2> TS EEEHMEMT
HD, ZhLOERIIRMEARICEKET S, ZOFEERCMAT, 8P <T 0%
BRETH L. BEEOMBIEACKER LTBHBEEEAFERIND Z L BAL NI
2> T3, RBBYORESCEHMICEET 2HRBRADWERITE MCE>TRKYE DD L
Zzbh T3,

VeV UIEBRBEIIN—T CEBRAMYE (B MR L TRBAMEZRTARENDH D)
KRAEEINTWES, Te MR L TBE LS BBAMER L] ~OSFEEESREIREIC 2
S>TW5, 7+ 7 VU RIkk, Vv 21X Sprague-Dawley 27 v N CHRELFRTHZ &
BELNIZR-TEY, £, 7 b7 VU FKR. Sprague-Dawley 7 v MIBIT 5 ZDE
BB A B =X LIERNZWEBEETE AN =R B EERL LTWS, LBLRBL,
R LMoY REE /X7 v FRRTIIRED b TWRWNWI &b, ZOEEREA S
=X ;i Sprague-Dawley 2 7 v b & W S F/RBMICHREM R O TH D EEZ BN D,2000
£6 A, RHFFHMEESL SAP) X, ThIP0, =V rBIGEOMOERILIY T
Do R bEHTHBE L, Sprague-Dawley 27 v MIBIT DIEEHRORR L 2558 EAL
=RXAZE MZIREELRW LR L.
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VR ET I VTIIBEUERH DT e h, LH — (28 BHERR) LR
R LTT NIV EREOEBERTIERRRENTWS U<V icElT 55 A
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Table4.1a  Acute Toxicity Profile - Stmazine
Guideline | Study Type MRIDX(s) Results Toxicsty
No. Category
148867 IDg > 5 gz v
870.11 Acute Oral (M&F combined)
870.12 148898 =72 giks m
Acute Dermal (M&F combined)
$70.13 Acute Inbalation 148899 ICy>1 M mgl | IO
87024 Pri Eye Irritation 148900 Slight irvstant w
870.25 Primary Dermal Irritation 148901 FI3=02 v
7026 Dermal Seasitisation 41184501 | Negative N/A

l Table 4.1.b. Subchrenic, Chropic and Other Toxicity Profile for Simazine

Guideline No./ MRID No. (year)/ Results
Study Type Classification /Deses

8703100 00143265 (1985) NOAEL = not identified.

90-Day oral toxicity | 0, 1425, 142 0r276

{rat} mg/kg/day LOAEL = 14.25 mg/kg/day, based on decreased body
weight gain_ decreased food consumption and
hematologicat changes.

8703150 00146655 NOAEL = 6.9 mg/kg/day (M); 8.2 mg/kg/day (F)

13-Week dietary M:69.652,1336

toxicity {(dog) F:82,643,136.7 LOAEL = 65.2 mg/kg/day (M); 64.3 mg/kg/day (F)
based on decreased body weight/body weight gain,
decreased food consumption, organ weight changes,
decreaszed serum glutamate oxaloacetate (SGOT) and
reduced alkaline phosphatase activities (females).

870.3200 00005767 (1980) systemic NOAEL = 1000 mg/kg/day

21/28-Day dermal 0, 10, 100 or 1000

toxicity (rat) mg/kg/day systemic LOAEL = not identified.

§70.3700a 40614403 (1986) Matemal NOAEL =30 mg/kg/day

Prenatal 0, 30, 300 or 600 mg/kg/day | LOAEL =300 mgfkg.’day based on decreased body

developmental in weight/body weight gain, and decreased food vhilization.

Rat
Developmental NOAEL =30 mg/kg/day
LCAEL = 300 mg/kg/day based on skeletal variations.

870.3700b 00161407 (1984) Maternal NOAEL = 5 mgfkg/day

Prenatal 0, 5, 75 or 200 mg/kgfday LOAEL =75 mgikg/day based on decreazed body

developmental in weight gain_decreased food consumption increased

Rabbit tremors, and stool alterations.
Developmental NOAEL = 75 mg/kg/day
LOAEL = 200 mg/kz/day based decreased fetal weight
and increased skeletal vaniations.

870.3800 41803601 (1991) Parental/Systemic NOAEL = 056 mg/kg/day (M); 0.7

Reproduction and 0. 10, 100, or 500 ppm F)

fetility effects M: 0,056,561 289

(Rat) mg/kg/day LOAEL = 5.61 mg/kg/day (M); 7.04 mp/kg/day (F),
bazed on decreased body weight/body weight gain.

F:0,0.7,7.04, 3496
mg/kg/day Offspring NOAEL = 31.93 mg/kg/day

LOAEL = not identified
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Guideline No./ MRID No. (yeary Results
Stady Type Classification /Deses
§70.4100b 40614402 NOAEL =341 mg/keiday M); 0.76 mg/kg/day (F)
Chronic toxicity Acceptable-guideline
(dog) M:0,0.68 341,429 LOAEL =429 mg/kg/day (M) based on decreased body
mg/ks/day weight pains, increased platelet couats, and increased
F:0,0.76,3.64,449 adrenalfbrain weight ratio; 3.64 mg/kg/day (F), based
mg/kgiday on decreased body weight gain, hematologscal effects
(decreased levels of red blood cell counts, hemogicbin
and hematocrit) and increased adrenal weight,
adrenal/brain weight ratio, and adrenal’body weight
ratio.
§70.4200 40614405 NOAEIL = 0.4 mg/kg/day (M); 0.5 mgkg/day (F)
Carcinogenicity Acceptable-guideline
(rat) 0, 10, 100, or 1000 ppm LOAEL = 4.2 mg/kg/day (M) based on decreased
M:0,04,42. 0r458 ienkocyte counts; 5.3 mg/kg/day (F). based on
/day hematological changes and decreased body weight gain.
F20,0.5.53,0r63.1
mg'kg/day Carcinogenicity -treatment-related increase to mammary
carcinomas and fibroadenomas tumor incidence.
870.4300 40614404 (1988) NOAEL = 5.3 mg/kg/day (M); 6.2 mgke/day (F)
Carcinogenicity Acceptable-gnideline
(mouse) 0, 40, 1000 or 4000 ppm LOAEL = 131.5 mg/kg/day (M), 160 mg/kg/day (F)
M:0.53, 1315 542 based on decreased body weight/'body weight gain
kg/day
F:0,6.2, 160, 652.1 No evidence of carcinogenicity.
mgkg/day
Gene Mufation: In 40614406 (1987) There was no evidence of induced mutant colonies over
vitro Bactenial Gene | Acceptable-guideline background.
Mutation (Bactenial | 0, 10, 25, 50, 100, or 250
system, Salmonella | pg/plate in the in the
typhimmrium) gene | presence and absence of
mutation assay mammalian metabolic
870.5100 activation (59-mix)
Cytogenetics: In 41447901 (1988) There was no significant increase in the frequency of
vivo Mammalian Acceptable-guideline micronucleated polychromatic erythrocytes in bone
Cytogenetics - 1250, 2500 or 5000 me/kg MATTOW.
Mieronucleus
Assay
870.5395
Unscheduled DNA | 41441902 (1989) There was no evidence that UDS was induced by
Synthesis in Rat Acceptable-guideline exposure {o simazine.
Hepatocytes™amm | 1.57,4.72,14.17 425, 85or
alian Cells 170 pg/mi
870.5550
§70.6200a Not available. NrA
Acute neurotoxicity
screeaing battery
870.6200b Not available. N/A
Subchrontc
neurofoxicity
screeming battery
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Guideline No./
Stady Type

MRID No. (year)/
Classificatien Deses

Results

870.7485
Metabolism and
pharmacokinetics
(rat)

00143266 (1986)
Acceptable-guideline

At the low dose (0.5 mg/kg) of radiolabeled simazine,
the principal route of excretion was via the urnine,
however, at the hisher dose (200 mg/kg) the principal
route of excretion was via the feces. Significant
radioactive residues remained in the tissnes of the rat for
extended periods of time. Resunlts indicate that 94 to
99% of the elimination of radioactive material occurred
within 48 to 72 hours with a haif-life of ¢ to 15 hours.
Elimination of the remaining radicactivity exhibited 21-
to 32-hour half-life valpes. Heart, lung, spleen_kidney,
and liver appear to be principal sites of retention of
radioactivity. However, cytes concenirated
radioactivity to higher levels than did other tissues,
perhaps due to high affinity of the triazine ring for
cysteine residues of hemoglobin, a phenomenon
apparently unique to rodent species.

Dermal Absorption
- rat.

40614409 (1988)
Acceptable-guideline

Male rats were received doses of 0.1 or 0.5 mg/em’
radiofabeled simazine for 2, 4, 10 or 24 hours. Demmat
absorption was less than 195 at both doses and all time
points. However, 11-20% of the low dose and 31-41%
of the high dosge remained on skin, and potentially
sbsorbable.

Special Study - in
vivo endocrine
effects mn rats.
Acceptable-Non-

guideline

43598614

In a special study (MRID 43508614) on iz vivo
endocrine eﬁ'ec*s atrazine and simazine (>96% ai)
were administered tol1 female rats/dose/strain (both
Sprague-Dawley and Fischer 344 rats were used) by orat
gavage at dose levels of 0, 100, and 300 mg.-‘kge‘day for
14 to 23 days depending on time to achieve proesirus.

The LOAEL for systemic toxicity is 100 mg/kg/day for
both atrazine and simazine, based on body weight effects
and reproductive organ weight effects for atrazine. The
NOAEL for toxicity cannot be determined.

The LOAEL for endocrine effects of atrazice is 100
mg/kg/day based on organ weight effects, plasma
hormone changes (estradiol), estrus cycle lengthening,
and vaginal cytology. The NOAEL for endocrine effects
of atrazine cannot be determined.

The LOAEL for endocrine effects of simazine is 300
mg/kg/day based on organ weight effects and vaginal
cytology. The NOAFEL for endocrine effects of simazine
is 100 mg/kg/day.

Special Study - LH
surge in rats

Acceptable-
Nonguideline

45471002

In a special study (MRID 45471002} on the effects of
chiorotriazines on luteinizing hormone (LH) surge,
simazine (100%, batch no. SG202028GB10),
diaminochiorotriazine (DACT) (96.8%, batch no.
GP720301) and atrazine (97.1% , batch no.
SGE029BA 10) were adnunistered to 20 Sprague-Dawley
Cr1:CD BR female rats/dose/groop by oral gavage at
dose levels of 0, 2.5, 5, 40, 200 mg/kg bw/day
(equivalent to 124, 24, 8, 198. 3. and 991.6 pmolike/day
for simazine; for 17.2, 34.4, 2749, 1374.6 pmoli/kg/day
for DACT: and 11.6, 23.2, 185 4, 9272 ymolfkg/day for
atrazine) once daily for at least 4 weeks.

The LOAEL for systemic toxicity is 40 mg/kg/day for
simazine, DACT, and atrazine, based on body weight
effects. The NCAEL for alt three compounds 13 5
mg/kg/day.

The LOAEL for endocrine effects for simazine, atrazine,
and DACT is 40 mg/kg/day, based on anatyzes of
pre-peak, peak, and post-peak LH conceatrations,
adjusted peak LH response, and comparizon of responses
between compounds {at the same dose levels). The
NOAEL for endocnine effects for simazine atrazine, and
DACT is 5.0 mg/kg/day.
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Table 4.1. c. Subchronie, Chronic and Cther Toxicity Profile for Hydroxy-atrazine

Guideline No./ MRID No. (year) Doses Results
Study Type
8703100 MRID 41293501 (1989) NOAEL = 6.3 mg/kg/day in males and 7.4
90-Day oral 0. 10, 100, 300, 600 ppm | Wg/kg/day in females _
toxicity rodents 0,06, 63 189, 375 LOAEL = 189 mg/kp/day in males and 22.8
mgjkglday - males mg/kg/day in females based on kidney alterations
0.08,74,228, 456
mg/kg/day - females
870.37002 MRID 41065202 (1989) | Matemnal NOAEL = 25 mg/kg/day
Prenatal ~|0.5,25,0r125 Matemal LOAEL = 125 mg/kg/day based on
developmentat in | mgrkg/day decreased food consumption dunng the dosing
rodents peniod and enlarged and mottled kidneys.
Developmental NOAEL = 25 mgtkg/day.
Developmental LOAEL = 125 mg/kg/day based on
ncreased incidence of partially ossified mterparietal
and hyoid bones and decreased fetal body weight.
87041002 MRID 43532001 (1995) NOAEL=1.0 n;g?/day for males and 1.2
(870.4300) 0, 10, 25, 200, 400 ppm mg/kg/day for females
Combtned 0,039,10,738, 174 LOAEL = 7.8 mg/kg/day for males and 9.5
Chronic TG_'XWW*" mg/kg/day - males mg/kg/day for females based on gross and
Oncogenicity — 0,05, 1294 223 histopathological effects in the kudneys
Rat me’kg/day - females
870.5100 MRID 40722304 (1988) No increases in revertant colontes in TA 98, 100,
1535, and 1537 Salmonella s(trams e:/cplgsed t(()‘

- i . precipitating concentrations (313 pg/plate an
m ai:gse ﬁg:’z(? ’17;%13 13, 1250, 5000 above) both with and without activation system.
8705375 MRID 41479401 (1988) | No increase i micronuclei in mice treated with

acute mtubated doses up to the limit dose of 5000
Micronucleous | 0, 1250, 2500, 5000 me/wol.
assay
870.5550 MRID 40722305 (1988) | No evidence of unscheduled DNA synthesis was
found up to the limits of solubility (increasing
UDS assay 0,13.9,41.7, 125,375, | precipitation from 500 pg/mf) and at
750. 1500 pe/ml ’ concentrations approaching toxicity (1500
’ ug/ml) in primary hepatocyte cultures treated in
vitro.
870.5550 MRID 40888101 Negative up to the lumts of solubility
(1988) {(increasing precipitation from 500 pg/mi) and
severe cytotoxicity (1500 ug/ml) in human
UDS assay

0.13.9.41.7, 125, 375,
1301500 po/ml

fibroblast cells
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Table 4.4 Summary of Texicological Doses and Endpoints for Simazine

Exposure Scenario Boze used in Risk Special FQPA $F* and Study and Tosieological
Aszessment, UF Level of Concern for Risk | Effects
Assessment
Incidentat Oral NOAFY =18 mgkgiday 3% for resudual Hazard- 6-month LY surge study in
Intermediate- Term (30-180 ‘bazed concerns rat v/ Afrazine
day:) UF = 100
LOC =300 (MOE) LOAEL =3.65 mg'kgiday
SUPPTesion
Dermal hort-term (1-30 NOAEL =625 mzkg/day 3X for residual Hazard- 28-day Pubertal study in
days) ‘bazed concerns rats w’ Atrazine
UF =100
LOC =300 (MOE) LOAEL = 2. 5 mgfkg!dzy
LOC =100 (MOE)} separation
eccupational)
Denmal intermediate-term NOAEL =1 8 mgkg/day 3X for resydual Hazard- S-month LI serge siudy in
(30-180 day=) concerns rat v Afrazine
UF =100
LOC =300 (MOE) LOAFL =3.65 mg.’kg.fday
LOC = 100 {occupational) | 3erations and LH surge
SEPPTRsslon
Dermal lozp-term (30-180 NOAFEL = 1.8 mgkg/day 3X for residual Hazard- 6-month LK serge ztudy in
days) bazed corcerns rat w/ Atrazine
UF = 100G
LOC =300 (MOE) LOAFL = 3.65 mg/kg/day
restdential based on estrous cycle
1OC = 100 {occupational) | alferations and LH surge
RPPIEsAoR
Inhalation short-term (1-30 NOAFL =625 mg/kg/day 3X for res1duzl Hazard- 28-dsy Pubertal study in
days) based concerns rafs w' Atrazine
UF = 100
LOC =300 (MCE) I.OA._ 25 mgikgfdzv
LOC = 10D (MOE} separation
occepational)
Inbalation infermediate-terms | NOAEL = 1.8 mgkg/day 3X for residual Hazzrd- 6-month LE surge study in
{30-180 days} based concerns rat wl Atfrazine
UF = 106G
LOC =300 (MOE) LOAEL = 3.65 mg/kg/day
residential based on mde
. =100 1 sonal alterations and 5
LOC = 100 {(occupahonal) py surge
Inkalation long-texm (30- NOAFL = 1.8 mgkg'day 3X for residual Hazard- 6-month LE surge stedy in
180 days} ‘based poncemns rat w' Afrazine
UF = 106
LOC =300 (MCE) LOAEL =365 mg'kgfday
resdential based oo estrers cycle
LOC 100 (occupational) alferations and LH surge
sEppression:
Dermal sbsorpbon = 6% (heman data for atrazine)
Cancer {oral, dermal Current Classfication: Groap € Carcmepgen (posabls tuman carcipogen) with %, =12
ihalabon} xEG!. Perding reclasnfication by CARC to “Not Eikaly to be Carcinogenic to Humans™ a5
per commeon mode of toxicity with atrazine.

UF = unceriainty factor, FQPA SF = Special FQPA safety factor, NOAEL = no observed adverse effect level LOAEL =lowest
observed adverse effect level, PAD = population adjusted dose (z = aente, ¢ = chronic) RiD = refesence dose, MOE = margm of
exposure, LOC = level of concem

¥ Refer to Sechion 4.5
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TagLE 1 —SuBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Resulls

£870.3100

90-Day oral toxicity—odents {rats} active in-
gradiant {a.L)

NOAEL = M: 9.3, F: 13.2 mg/kg/day

LOAEL = M: 54.9, F: 75.1 mg/kg/day based
on dacreasad body weights and baody
weight gains in both sexes, hyperkeratosis
and hyperplasia‘hypertrophy in the esoph-
agus of both sexes and hyperkematosis in
tho forestomach of malss. Minimai to
marked hyperkeratosis in the tongue of
both sexes. Slight multifocal hyparmlasia in
the urinary bladder of both sexes. Minimal
to skght hyaline dioplet deganeration in the
liver in rmales.

870.3100

90-Day oral taxicity rodants (rats)
Metabolits KWG 4168 N-oxide

NOAEL = bA: 8.8, F: 8.7 mg/kg‘day

LOAEL = M: 45.0, F: 53.6 mg/kg/day basod
on hyperkeratosiz in the ssophagus and
torastomach

870.3150

090-Day oral toxicity—-nonrodents {dogs)

NOAEL = M: 18.19, F: 15.05 mg/kg/day

LOAEL = M: 2002, F: 2{20 mgkg/day
based on decreassd albumin in females,
increased absolule and selative bver
waights in males, and increased diffuse
hepatocytomegaly in malos

870.3200

24/28-Day demmal toxicity {rabbif)

NOAEL = 0.2 mg/kg/day
LOAEL = 0.5 mg/kg/day based on erythema
at the application site

B70.3465

28-Day inhalation toxicity (rats)

NOAEL = 23.6 mg/kg/day (0.087 mg/L)

LOAEL = 140.5 mgkg/day (0.518 mgi)
basad on decreased body weights and
body weight gains, increased incidences of
cBnical signs of toxicily and dermal irrita-
tion, thymic atrophy, and toxicity to the
skin, respiratory system, and fiver

870.3700

Pronatal {oral) developmantal-rodents {rats)

tatarnal

NOAEL = 30 mg/kg/day

LOAEL = 100 mgkg/day based on de-
creased body waights, body weight gains,
and food consumption

Devaiopmental

NOAEL = 30 mg/kg/day

LOAEL = 100 mg/kg/day based on increased
incidence of delayad skeletal davelopmont
(incomplate ossiication) of the os inter-
parietal (fetal and litter incidencas) and os
pariotale (fotal incidences)
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TaBLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guideline No.

Study Type

Rasults

£70.3700

Pronatal  {dormal} developmental -rodents
{rats)

¥aternal (Systemnic)

NOAEL = 5 ma/kg/day

LOAEL = 10 mg/kg/day based on decroased
body waight gains

Matornal (Demal)

NOAEL = loss than 5 mg/kg/day

LOAEL {Dermmaf) = 5 mgfkg/dsy based on
vary shight erythema and/or slight scaling of
<kin

Developmantaf

NOAEL = 20 mg/kgiday

1OAEL = 80 mg/kg/day based on the in-
croased fofal and Hiter incidence of incom-
plota/non-ossication of tho os occipital
ard the increased non-ossification of the
laft distal phatanx of digit numbar 4 of the
foralimb

870.3700

Pronatal dovelopmentat in nonrodents (rab-
bits)

Matornal

NOAEL = 20 mg/kg/day

LOAEL = 80 mgkgiday basad on mortalify,
chirical signs of loxicity {encrustad mouth,
anal prolapse, and litfle/soft feces), de-
croasad body weight gains, and decreassd
food consumption

Davetoprmental

NOAEL = 80 mgkg/day

LOAEL: Not Achieved

870.3800

Raproduction and ferlifty affacts {rats)

ParntalSystamic

NOAEL = M: 2.5, £: 2.7 mg/kag‘day

LOAEL = BA: 10.8, F: 11.9 mgkg/day basod
on decreasad food consumption during fac-
tation amnd on increased incidences of
esophagsal hypsrkeratosis in females

Raproductive

NOAEL = M: 44.8, F: 48.8 mg'kgday

LOAEL = Not achioved

Offspring

NOAEL = M: 10.8, F: 11.9 mg/kg/day

LOAEL = M: 44 8. F: 48.8 mg/kg/day based
on decrasased litor size and pup waight
and increased clinical signs of toxicity in
the Ft ganeration

870.4100

Chranic toxicity—dogs

NOAEL = M: 2.47, F: 2.48 mg/kg/day

LOAEL = M: 2803, F 2584 mog/kg/day
bazad on hapato/cylomagaly, cataracis,
ard decroased albumin in males and fe-
malaes; liver discoloration and dacreased
triglyceridas in females; and increased ala-
nina aminctransferasa in mates

870.4200

Carcinogenicity—als

NOAEL = M: 4.22, F: 567 mg’kg/day

LOAEL = M: 3281, F: 4304 mgkgiay
based on increassd mortality in females,
decreasad body weights and body waight
gains in both sexes, and incroased ssoph-
ageal lesions in both soxes

No avidanca of carcinoganicity

B70.4300

Carcinogsniciy—mico

NOAEL = M: 41.0, F: 64.6 mg/kg/day

LOAEL = M: 1408, F: 248.1 mgkgiday
based on utorine nodulas, hyperplasia in
ths adrenal gland of males, hyparkarslosis
in the escphagus, forestomach, and fongus
of fermales, and acanthosis in the pinnas
and tailz of fomalas

No evidance of carcinoganicity

B70.5100

Gene mutafion (Amas Tost)

Nogative, $S8 up to cytotoxic 1,000 ugiplate
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guideline No.

Study Type

Results

870.5395

Cytogenstics

Nogative, at clinically toxic i.p. dosa

870.5300

Mammalian calls in culture

Nogative, £SO up to cytotoxicipracipitation
200 pgiml

B870.5375

Chromosome abarraions

Negative, +S9 up to cytotoxic doses

870.5550

Unschaduled DNA synthasis

Negative, £S89 up to savere cytotoxicity

870.6200

Acuta nsurotoxicity screening battery

NOAEL = 10 mgkg

LOAEL = 30 mg/ky based on clinical signs
tpiloaraction and shght to moderate gait
incoordination) and FOB affacts (decreased
forelimb grip strangth and foot splay) in
malas

870.6200

Subchronic ngurofoxicity screening batiery

NOAEL = M: 2.4, F: 2.5 mg/kg/day

LOAEL = M: 10.6, F: 11.1 mg/kyiday based
on decreassd bodyweight gain, food con-
sumption {males), and hyperkeratosis in
the stamach, esophagus, and tongue

870.7485

FAstabolism and phamacokinstics (rats)

Absorption was at lsast 60-70% and began
immadialely after administration with paak
plasma ooncantrations at 1.6~2 hours post-
dose at 1 mg/kg, and delayad to 8 hours at
100 mg/kg. More than 87% of the racov-
ered mdioactivity was excreted via urine
and feces within 48 hours in all dose
groups and more than 80% within 24
hours. Ranal excration accourted for the
majoity of the rdicactivity (1.8:1
urinefacas on averags).

870.7600

Darmal penstration {rats)

Darmal absorption factor: 52.5% at 8 hours
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EHEHT L REA Vb

TaBLE 2 —SuMmMARY OF ToxicoLoGicat DOSE AND ENDPOINTS FOR SPIROXAMINE FOR USE w Human Risk
ASSESSMENT

Exposum/Sconario

Dose Uzod in Risk Assessment,
Intarspaciss and Intraspacios and
any Traditional UF

Spacial FOPA SF and Lave! of
Concem for Risk Assessmant

Study and Toxicelogical Effects

inctucEng infants and children)

Acuio diotary (general population

NOAEL = 10 mg/kg/day
UF = 400
Actte RID = 0.1 mg/kg/day

Spacial FQPA 8F = 1X
8PAD = acule RfD/Special FOPA
SF = 0.1 mg/kg'day.

Acuta nourctoxicily in mis

LOAEL = 30 mg/kg/day bassed on
clinical signs {piloerection and
slight o modomate f
incoordination) and FOB ef-
focts {decreasad forelimb grip
strength and fool spisy) in
malas on day 0-1

Chronic distary {all populations}

NOAEL = 2.5 mg/kg/day
UF =300
Chronic RD = 0.0083 mg/kg/day

Spacial FQPA §F = 1X
cPAD = chronic RfD/Special
FQPA SF = 0.0083 mg/kgiday

Chronic oral toxicly siady in

dogs
LOAEL = 28.03/25.84 mg/kg/day

MIE basod cn
hepatocytomegaly, cataracts,
and docreased albumin in
males and famales; Bvar dis-
coloraton and decreased
triglycorides in fomalaes; and in-
creased alaning
aminotransierase in malas

termediateterm (Residontiah

Darmal exposure: Short- and in-

Dermal {or oralj study NOAEL= &
mo/kgiday

Residential LOG for MOE = N/A

Prenatal toxicity study in rats
{(Dormal) the matomal LOAEL
{systemic) = 20 mg/kg/day
based on dacreasad body
waight gains

Domal  exposure:
{Residantal)}

Long-term

Oral study NOAEL = 25 mgkgf
day (dermal absorpfion rate =
53%)

Residential LOC for MOE = N/A

Chronic oral foxicity in dogs

LOAEL = 28.03/25.84 mg/kg/day
basad on
hopatocytomiegaly, cataracts,
and docroased albumin in
males and females; fver dis-
coloration and dscrased
triglycarides in femnales; and in-
croased alanine
aminotransferase in malss

days) {Residential)

Shor-term inhalation (1 to 30

Inhalation study NOAEL = 0.087
mglL. = 23.6 mg/kg/day

Residential LOC for MOE = N/A

28-Day inhalation toxicity study
in rats

LOAEL = 0518 mgt = 1405
mg/kg/day based on de-
craased body weighis and
body weight gains, increased
incidences of clinical signs of
toxicity and dernal initafion,
thymic atrophy, and toxicity to
the skin, respiratory system,
and liver

monthg) {Raskiontial}

intermediate-term: inhalaion {1-6

Inhalation NOAEE = 0.687 mg =
2328 mg/kgiday

Residontal LOC for MOE = N/A

Subchronic  inhalation  foxicity
study in rals

LOAEL = 0518 mgh = t4056
mokgiday based on ds-
creased body weights and
body weight gains, increased
incidances of clinical signs of
toxicily and deamnal initation,
thymic atrophy, and toxicity to
tho skin, respimiory system,
and fiver

6 months) {Residential)

Long-larm inhalation {greator than

Oral study NOAEL = 2.5 mgkg!
day (inhalation absomption rale
= 100%)

Residantial LOC for MOE = N/A

Chronic oral toxicity study i

dogs

LOAEL = 28.03/25.84 mg/kg/day
WF basexd on
heopatocylomegaly,  cataracts,
and docreased alburain in
males and fomalss; fivar dis-
coloration and dacreased
triglycaridas in fomalas; and in-
croased alanine
aminotransfarase in males
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HLIEB L OVMNROI=DDR2EEK

HAERBIOCHAZRZME, 7y MROFRRIEEREOFERNBRZEEEITIVXR
AREDFENRBERICEZIUN LETAZ L2 R TEENE LITEEHLIEONT
‘/\7}3‘/‘0

A2vuxt I VRBICERT A3 HEEEORSITRV,

i
S

AaxH IV OFEMEBIUCRET —F - %, HEEOMR T IEARREZ BV
T, B2 TH D, BET —F XTI, HEINDB/HA KT A VERBMR L OEEHE
HREBUERR T P BOBLURBR BLOUTF¥ (B0) 2RV 2BHEOBTERS
NBIHTA RTA A ENRABHERR  FESNDBETA N4 VE#WT v b HRAEFE
BHERRNBE TN TS, 7y PHREBESZHRRIT, FHROBER LFOEKRE
HBFICET2RENRH IO FEINBBEHA RTA VERRRE LTHEEA T
5, HHAROAMBEHRRICETIEMHEMH LT +oRT—IBHEETIELLIC, F
“HROMER EFCERREEBEICETIMAT - ERHET I EICL- T, ZOR
REFESND/AA 74 AR (CHAREMBHRR) 7 v 77— 352
BEETHD LEZXADND,

7 v b AW AMERERRIZIB W T, AEKEE 30 mgkg/H TOMNEOBRE~FE
EWHRSITRE. 20 OB NMETROEHBBMIRIET &\ 5 #ieB2R% (FOB)
ERIC L > THREBMT OGN A X4 I UEBREBREMRSEE 2RI IERNE LN,
7 v bz AW EEBEREEERRICIW T, BREE. FOB, EBEME., KEER, BH
ZHRE. NRMOTIR., BIUHRFERERESLBIC L ZZEELZITDZ Lidndo
72 155ppm (10.6 mg/kg/H) IZB T HAEICEEE U= 28k, HE 1 ITR XU 1 iz
HZREAEHBEICRE SN TV, 35ppm (2.4 mgkg/B) Tid, ABIZEE L7 2E8I3R
DohRhrolz,

7y MEOREHAMBEERRICBVWC, BBYOATR T LIXBEKEEIC ST 0E
DEBEBBOOND Z LIERhol, WE., BE. EHIZLAKRBRIUIRD bhih
ol FRRIZ, B (BHRIO®RE). BRK (EFELEIED), BREHEK. KR
HHICH T DNBOZEBLRBD b hof, LBICEHET 34%. NEEZITEREL
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B Lot

7 v MEEEEHARMBERRICEW T, BEMAERFSR, BREK, BEEIZIIAR
REFTRICHT2REBIIBO bk oTl,

U Y FHAREERRICEO T, BEBMOARMRERT R 3R (R85, £
FEERBERTRN) . BRIRE (EFEIIET), BREEEL. BRER. 70
T HNBEOEELTBO NPT, LBIZEET AR ITEREIIED LN
oT,

BOESITR X UCBRETHEREME
AFENTWVWARESHERRICB W T HAERBHICE T 52 BRERREEEORBEIT 2V,
L L2db, Ty hHRAESEERRICET2H7T —F3REIh 5T, HAEHE
EHICE L THIREDOREEEBHFET S,
E—HRICEHLTAFENTWET—F b, RitREDERIHBVIERL2HFRETS
AELVEVAETRELZLDTHAZERHALNIIR-TVWEZ L, BERD 2R
HT20IZAW-ZAE (2.5 mgke/B) AEHREMD NOAEL (10.8 mgkg/H) DHI3 54
D1ITHDHEWIEBMPL, 7y T HRAEFEFERRICET 2 EMITHAT 502, (10
BT <) 38L& D FQPA 7 — Z N—AXRHEEEFRRII+HTH D L hi, B
RENTVWHREB (CHREMBEERR) TXhoT, SMHBEES T U ARKIERTE 2N
B, BHBRES TV ACERTREZI L RRA U IRBELNDEEZLNDZ DD, 3
BV ) FTREERBIIARFIC LB R 7FEOARACEATRETH S, HREEAICE
WT, Ava ¥ IUREEFRIND Z LTV,

EROF—Z0HM LT, HAERMBHICET 2BFIAEERITR, TREIHFFEND
THABHERBARMLTWAAIZIEEV I F—FR—IAREERBIT L > THAEh
BT EMG. BB FQPA ZEMIINE W (Thbb, 18 ¢Exbhb,
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303 ANVTx TV

US

(P-US-303(2))
EPA

Federal Register, Vol. 62, No. 46, Rules and Regulations (1997)

1. EESENBIRIV OEERZRALT 2 h TS ACHNT, —EHOSMEEHRR
BITbhiz, ENEy bORERERICBRIFEZ R IHLIBE S 2o T,

2. 7y MEAVWEZ 90 BE o EBEEERRIITON,
EEEE (NOEL) X, BlERICESWT, HETI199 mghkg/B. T 23.1 mghkg/HTH

o7,

3. <= UAEAV 90 BEOERMERHR SRR
60 mg/kg/ B (#E) B LU 79.8 mgkg/H (#f) &V NOEL OfEilE, HKERB LG/ it
BREMBORD, ROLEKE, ~E/nbrEBLU~< 7V v MEOBD . BIEOERK
ERRBEREORERICESHTRESNE,

4. A X% AV 90 B FOHEIEHRER G AR
28 mg/kg/H £\ 5 NOEL DI, ~E/u btV BEBL G~ 7V v MEDIET. 7%
YERRTZ7 7 F—F¥ Lo LR, FEEOEM, Al L CEEO EMERELIcES
TRESI NI,

5. A4 XEAVE 12 AR ORERERR
MR FFER L CFBOBEBENEMCE ST, BEICOWTiZ 249 mghkeg/H ., HEIZD

VWTEX 29.6 mg/kg/ B &\ 5 NOEL DESFESL S iz,
6. < URERAVE 18 M ARMDORHERSE RHAMERR

93.9 mg/kg/H (H) BLU116.9 mgkg/H (i) L\ NOEL DfEIX, ~E7 v ER

YU~ 27V v MEOBAIZESWTREEI N, WTHOREIIBWTYH, LEBEEE
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HOBEEOREMIRE N> T2,
7. Ty MNeRAWE 24 A EORIEERES /AR
40.0 mg/kg/R (H#) IBLU36.4 mgkg/B () &I #EEH7 NOEL i, MikFHE

BRIVBRERDCESHTRES NIz, BRAME RTINS bhizh o,

8. Ty MILT250F7/21X500mgkg/BORAETHRMEZRE T 2HARBREOR
AENRRIY., FEEMNEOCKT. RBEEOHMNE L UMEIBOBEMEERHELICE ST
B8O NOEL DE% 25 mghkg/H LRE LT, £72. LYV ERAETORFOELE., FER
D BREEOREICE ST, JR{FD NOEL % 10 mg/kg/H & RE LTz,

9. EPADEFEZZIT T LE~DOEEEZRADDIT, T v M 25.0 38 X 1U850.0 mg/ke/
AZROKRETIMENLROREBHRBRI TN, TO/KR. BFOLBRTICE
LWEBIIR N o7z, ZORBROERIZ. 7y MZH L TURIICEBEINZA LT

= b T YU ORERBTE SN BB L CIBFICET 3R L BRT 50 TH Y.,

REROFEREEZD LD TRRP 2T,

10. 7y bPAAVWEREREEBHERRICKEWVT, B8O (£5) EHEMHE (NOAEL)
IX 250 mg/kg/ B & RE STz,
RE (Bfr) SHOEZEE (LOEL) 1%, BEFOGKERD. BMIFOELDRAROBEM,
B OREBAFAL. BRIE . FEEIEE L BES R B L8 B I ITRE.
e 72 I3 E DBALBRA OB I E SN T, 250 mgkg/ B L RES N, BE (B1F)
Z Mo NOEL i 100 mg/hkg/H TH 5,

1. U¥XFERAVEREERERR
BEMO (£5) LOEL i3, MEDHEM, —RAOREOE|L (MLRBITGEOBL), FE
HEMEBDETIZESWT, 250 mgkg/B TH 3, BEMWID (£5) NOEL iX 100 mgkg/B T
HD,
R4 (BafF) #|HED LOEL i3, RN, REFH 72 OLEFRFROBL . BIFEE
DPAITESWT 250 mgkg/ B TH 5, R4 (BafF) D NOEL i3 100 mg/kg/ R Th 5,
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12. T v bERAWE 2 HHREERER
LHBL UL/ RENRT A —FIZEHTSHNOEL & LT, #: 14mgkg/H., Hf: 16 mg/kg/
REWSEREMN SN, EHBIOCEHE/ BENT A—FZIZE$ 5 LOEL X, #: 33
mg/kg/ A . # : 40 mghkg/H ThHoTc, EHEBIIEEREMEBEDE T ThoTe, —FH. HZ
# (F1) ORETIX, LOEL TO%FE /RAFBL U TRHREOEHER LU/ EI3ERN
By, BRLEOEFARMBE L, Fl HROMTIZ, GARTXEROETER LN
2o o, ARICOWT, BARTIIREFR. FOEFER FOBELEELZ T,

13. FEM 2 H#RT v NERERER

ZORRIT. B O 2 HREEBERR CRE SN AW,/ RAERE 21858 LT, RfD/Peer
Review Committee {X, A/V7 = b7V IHEESNERBREHOS & TRAER L UASE
EMEPRTEERSTE, RABERRIIAL T2V MY URBEMICIIERETRER
WRESETHH/ AR L TEREZTTIERETEL, & LTEHEAROSE 2 RO
B TE LVWEEHEENBREIN, Z0d, ZHORROFKERIL. [F Committee {2
LABECRSESIEH L, TNOOBMIFENTALTZ =/ MY CEBELTY
B, BEINEAWEEBEIREBLIC/ EHERERFEEBRFICER T 5 /RetEdR
i,

14. WBEFERERRABR (salmonella typhimurium) XRFEHEOFEIZ LT, BH
DFEREZBTb LT,

15. < R0V U VERTERRERARIIRMEORREL b2 b Licds, RBEEDO 2N
Hﬁ%tﬁ%%?&)of:o

16. < U AD/MERABRIE. 340 mgkg DIERENERZICRMEORRE R LT,
17. 5 v F2RAW-EHEREERR
—fRREBOEILFEARD LH . HEEBEKRERE (FOB) OFFRBIVEREHEDKT

(BE#% 14 BETIC¥EE L) ICES\W T, NOEL iX 250 mg/kg/H . LOEL i 750 mg/kg/

B ERE SN, HRREERNZE LTI REIIR > T,
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18. 7 v bEMAVE 90 AFOE BHSE SRR
D NOEL % 30 mg/kg/H, M NOEL (% 37 mg/kg/H Th b, —BIREOTLRERDH
m, TR SHE. AEEMES LCEHEDET, 26N BEBICBAZINHED
BRESHEOMMZE-SVW T, HED LOEL i 150 mg/kg/H . D LOEL X 180 mg/kg/B T

BHole, REMEREIITTEHERICH T 5 R EERZHNEERII b T,

19. v FEAWERBHRR
Y74

EPA 13, 2 HROBEOBEB IR LA CTERE SN RBEEBRFENFTR 2T FRA
YRELTHFRYT ST v b2 HARERERBR TH L7z NOEL OfE (14 mgkg/R) (2£3
&, Flo, THEEMEBREFL LTL00 ZAWT, 20V R 7FmICET22RAE (RD)
% 0.014 mg/kg/B & RE LTz, BHERE 10 3 X ORREEMEMRE 1,000 13, LIRBIOFE
HbEBNERETZ72D0bDTH D,
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305 R)VFRANT

USA

(P-US-305)
EPA
Sulfosulfuron:Pesticide Tolerance

Federal Register/Vol.64 Page 27186,May 19,1999

AFEOBE

1. W OPDARMEERRNDL., TI7=oINVAVEALTa 28807 ) —IXiX
VIZSET 3, T/ AVAAEALT B iE. REBIEEDE TIdRv,

2. Ty NEBEROEMHRBRTIZ., XAAKRZLTrYE 0, 20, 200, 2,000, 6,000 BTX
20,000ppm (HETiX 0, 1.2, 12.1, 123.2, 370.3 X} 1,277.5mg/kg. HETiX 0. 1.5, 14.6,
144.3, 447.5 RO} 1,489.1mg/kg /B OFH— BEEEICHEY) ORAET 13 BRBHERE
Lic, BEDE/CEMBORD ., 1FIE 14~21 B B IZIEIRMEEIHIAE L 5 2 EHM
BOBORUCHERAERICEHET S LEX LN BRECESE, 2FEHICHTIE
/NEMAE (LOAEL) X 20,000ppm (1,277.5mg/kg/R) TH D, EHmMHEE (NOAEL)
i% 6,000ppm (370.3mg/kg/H) Th 5,

3. A XEREROBHERBRTIZ, AVEAALT7ar% 0, 30, 100, 300 & T 1,000mg/ke/
AOAETWAMEITF L A7 LRV TRAKRE Ui, M TORERFRIZT &
MOWTELEBRORERVCHETORERFHERCESE, 2G88%ICHT S
LOAEL i3 300mg/kg Th %, £HFMHICH T 5 NOAEL iX, 100mg/kg/B TH 5,

4. v b 28 BEKREEERBRTIZ. AAKZILT % 0, 100, 300 ZT* 1,000mg/kg
DORET, —HH S B, 4 BRMEEERS Lz, NOAEL it, MR LCERED
1,000mg/kg/ B TH B,

5. A X 1EBBYERERESEERR TIX. ANVEZ LT 0 2% 0,5,20,100 K& T 500mg/kg/
BORET, —BE S B, 1 EBEIF L A7 2ANVWTRAOARE L, BETOR
BREAHRICS W TE L RERRPRHEE R CBERER RICE-SE& . LOAEL i,
500mg/kg/ B Té 5, NOAEL iZ. 100mgkg/H TH 5,

6. v MEHEHERE/MBARERRTIX, VKAV Ta % 0, 50, 500, 5,000 X}
20,000ppm (HEDH) OFRET 22 » A HIREER S L7z, 20,000ppm THFF L 7-REL BH5E
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WO DIT 259 A BICEK Lic, HRUWEO— A EHBBREIL. 0. 24, 244 KR
244.2mg/kg/B (HETHX 5,000ppm £ T) Thotz, 259 B B E TOHD 20,000ppm Tl
1,1783mg/kg/B TH V). METIX 3.1, 304, 314.1 KT 1,296.5mg/kg/B TH -7z, RE
DARKIREMEBEFLEREDOREROHEM, WL O DOMBOERL (K) . BERE
mEBCT AT I OBY (., BREMEETR) ICE-3% LOAEL i 5,000ppm

(244.2mg/kg/R) Tdh 5, NOAEL IX 500ppm (24.4mg/kg/H) Th b, BEHOBITEL
RABEROYEIX, HTIX 1,296.5mg/kg/B (5,000ppm) IZRD LI, ZhdDIEE
X, ®’E LEET S LTI,

7. wUABAFREMERRTIZ, AAVKILT7ar% 0, 30, 700, 3,000 Xt 7,000ppm (HE
T3 0.4.0.93.4,393.6 X T* 943.5mg/kg/ B . M T 0,6.5, 153.0,634.9 K TX 1,388.2mg/kg/
) ORAET, 18 » AMRHEKRE Ui, BETOBEBDRBEAMRICEEL AIRA/
TREALR ERIPT RICE S & | LOAEL I 3,000ppm (393.6mg/kg/H) T35, NOAEL i
700ppm (93.4mg/kg/ H) T 5, BEBE D B FIEMIERE 1L, BED 943 5mg/kg/ B (7,000ppm)
THE U, Zh b DFEEIX 393.6mg/ke/ B (3,000ppm) DHE 1 5], i BBEEK (f 1,388.2mg/kg/
B (7,000ppm) D&M 1 FlICRO Nz, BRMEBREOREAEKIX., 9435 BV
1,388.2mg/kg/ B XX 7,000ppm THEE 1 BIR UHEE 1 FHIFERD biiz, D FELEE
ROBREL, REICEET S LHW I,

8. T v b2 RAFHBHRRTII. ANFXALT % 0,50, 500, 5,000 K& Ut 20,000ppm
ORETRERAARFICRERS Lz (—BEHERYEEREL., 8Tk, £
NENBETIX 0. 3.1, 31.6, 312.1 KU 1,312.8mg/kg/ A, METIZ 0. 3.6, 362, 3632 &
U 1,454.1mg/kg/H . Fla FRERTIX. BETIX 0, 3.1, 31.1, 315.8 %1} 1,378.8mg/kg/H .
WETIX 0. 3.7, 37.7, 377.8 KT 1,598.0mg/kg/ HIZH Y T 5), £FAFEMICHT 5 NOAEL
i 20,000ppm (1,312.8mg/kg/B) T ¥ . LOAEL §3>20,000ppm T 5, ZXECHTHAM &,
RIRMBAT R OCRAYRFORGCER W IIEEHNEOR D, L () RUTRE
FERCBE U BERE DR B R DR EREIMIESE | HEHOLEICHT 5 LOAEL
i% 20,000ppm TH 5, BREMOLEITXT 5 NOAEL iX. 5,000ppm (312.1mg/kg/H)
ThbH, BEALBRDES v POKEHMERDICESE, HARICHT S LOAEL ik
20,000ppm (1,312.8mg/kg/H) T ¥V . HAERIZX$ 5 NOAEL I 5,000ppm (312.1mg/kg/
B) Th5,

9. Ty MEAZEHRBRTII. AAEALT v ZHEIWIC 0. 100, 300 & Ut 1000mg/ke/
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10.

11.

12.

13.

14.

RORETHIR6 BEX»D 15 HRICHRHERORE Lz, BEMRUCREBRICHTS
NOAEL 3R L7=EHAETH -7 1,000mgkg/ HLA ETH o 7,
vHXREZHRBRTII, AAVFIAL T % 0, 50, 250 R TF 1000mg/kg/ B D RAE
THEHIRTAEN»D 19 B BCHEHRORE Lz, BEWICK T 5 NOAEL itRBREAE
@ 1,000mg/kg LA EThH o7, BEFMICHT S LOAEL I, ARRTIIB{ O 2ho
72
Ty MEOILAEHMEEER7 V=V FRBR TR AAVF RNV T 0 % 0,125,
500 & UF 2,000mg/kg/ B DR THEIROFTSE Uiz, —RIREE, FE, BIEE, BiEd
BT V=T A—F EEEME. HROFEZHORER CHRREZHRETIX
BEICEE L-EEIRE8E S d - 72, NOAEL i 2,000mg/kg/ H LA LT %, LOAEL
X 2,000mg/kg/B & D K&V,
S v FEEBMHREERR TIX. ANVE R LT 1% 0, 200, 2,000 K& 20,000ppm (—
BESHBRMEERET#ETIXO0, 12, 122 R 1,211mgkg/B., HTIX 0, 14, 141 &
U 1,467Tmg/kg/ R I Y) ORBETRERE L, HEOKE/KEHMEBOEBRIETIC
#* -3 % . NOAEL % 20,000ppm (1,211mg/kg/H) T¥h %, LOAEL iX>20,000ppm
(>1,211mg/kg/R) TH 5,
FRFEATF—FITR., XXIF7RABRIHMELZAVIERERERRR (BET
HIREREEFREIIRMYE) . FxA4 =—X L ¥ —FIRMIRIC L S in vitro HILIA
DIEFEMIE AV A REEEERR (SO RBMEHLOFRIII»DLT, Frl=—
AL E—IREMM (CHO) I2381F 5, HGPRT BiERE FRRERFREIIEYE) .
B b Y 8ERE VYD in vitro RAKRERR (BENRAKEFEIFR I 2o %)
R in vivo &M AERE/MIRR (BE) HaEhi,
7 v MUSHRBROBRICE ST, REBFED 90%LL L3, #E5% 72 B TioHE
HEhic, 2EAEH T, 77%~87%B RICHE#E I h iz, BREETIX, EE 28k
MR ThH ok, EREHTIL. BNOKRRESEBTICERE L, EREHORNL
RANLZ7arORBIZHPTHY ., 1FEALIIREMNMEL LT R ESREZ,

B. &R E B

1.

AMEE: 7y PR XRAZERR (1,000mgkg/B £ T) HITT v FatEw
TR (2,000mgkg/ B ET) 2R 0ROBHRR TR ONIEERE (BRE)
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WERTIEERRDoNENo72d, BERVHEMEBII2HOER Y X 7 5Hf
DI=DITBIREI N ofz, AVKFALTZo yOA8%ED,. BEERVUBRAZTERX., 3

IR,

. BRRUCTHES  SHRCTHBRERUCRAZEIMER L. BEIhZ, o7,

7 v b 28 ARG EMERR TIX. 1,000mgkg/ B TRERE L THLEEXILSY
BHEIBO LN o, BRAREICLZEEE (FEMHELTTY —IV, 3.0mg/l TIIFE
CHIZ2L, BERBERANY — & LTKBERRMEREZORA) CESE, AL
DWMABBERLNY R 75T 58203z TH D,

. BHESM EPA L. ANVEFANLT B DWW T RID0.24mg/kg/ B 2 FESL L=, ZDER

AE RMD) iX. 7 v MEaMFES/B AR MERER NOAEL24.0mg/kg/ B & RHEEMEEF 100

WESL,

BARYE : BAREY R 7FHBICETO2YURBRELETA RT4 2 (19964 4 A 10

A) IC#>T. HED FERHERS (CARC) 1. t MIEID > 5 RBWE L AL

RANVTZur2H5B L, ZOSRICEBT2ERMEFTRIZ. UTO@EY ThHb,

() M7 v MTHR2BIT ERILFER CBERESBE Lz Z &,

()BET v b TIIAHZBERO REMEMEIEREY NS~ U R RIS W TBIRER 1 41
WWRAELZZE, £LT

(i) BEINEE I MERICEEESHDZ &,

AZEERT. & MNCHTI Y R BMEOREHEART 7o —F (Q1¥) RWY X7

D/ FEIIME~ U RICRIT 5 REMBEEBERERORERICESMr2ThIER S 2N

LEVE LT, M~ Y XAOMESEBEMEERAERICE S ANVEALT7 o OEAY R

7. Q1* (mgkg/R) iE. & FYETO 1.03x10° (mgkg/B) ' Th 3,
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319 J¥¥IF

US

(P-US-319(2))
EPA

Federal Register, Vol. 66, No. 187, Rules and Regulations (2001)

A EHTo 7L

VEYVIRCLoTHERBI ENAFEHEZEOHEERRIICRTLBYTCH D, /-, U
Fa—Sh7a5MRRN 05800 ESEME (NOAEL) B X U&/EME (LOAEL) b
RLTHh B,

BROZBOTERENSHTIIFE TH D, 1 XEAVESHL LUEBHERRTIX, B4
RRIZBNT, e FREBOEBEXHEML, FROREEEFENELBICTAH VR
A7 7 F—BEOLANBREI N, REBEILIAMBEL T IIHERII R o7, 7
—Z1X, in utero ETIXHAEBRBVERE TOY XV I FADRBITHT 5RZHEOEMRS,
Ty FERRBUVIFITRRNIEEZRLTWVWS, 7y MBI U R EZAWREBAMR
BRTIX. BRBEVPADRERIIER LihoTe, YF VI Nide MEBAMERT “Ff
RNV BEICHEINS, 246 LATEBEMREERRREZIT —F—X{C
BESNI=EOMORBROFERIT, HRBREEELTTIHERIIR o7, YFH I FICETS
BT —FR-RIFLTH D, EPA DFTRIZETERIZOVWTIIR 2 23K,

B FEMRFHIT N1 P

EPA 1Z, ZOLFEHEICL > THHLEIND Y R7 25T 5 & %, FQPA TR
VRS (Thebb, BE2AEE 15LT3) ZEeNTEZ L/ERSITZ, TOEBITKRO
LBV THD, (1) Zy bERRUVIFITBWT, inwero BEB L/ - IHAERRE
T B REMOBME R T EENE LIXEEOLREEIT 2V, Q) V¥ F2AVS
RAMREERBRIIEREA TRV, 3) BERKE (AMAHB LUK M. L9
RBIOTFELORBTHEELZR/NHMEL RV, F, RETRHREFEAINL TV,
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t hOYRZFEAEICAVONE Y XY I ROEEEHNT FRA YV FNOBESFR 3 ITRT,

TABLE 2.—Toxciry PROFILE OF ZOXAMIDE TECHNICAL

P Study Type (Al Studies
Guideline No. Acceptable) Results
870.310C 90-Day oral toxicity ro- NOAEL = 1,666 mg/kg/day; L CAEL not established
dents-mouse
870.3150 80-Day oral toxicity in NQAEL = 62 mgfkafday in females, 281 mg/kg/day in males. LOAEL = 322 mg/kg!
nonrodents-dog day in fermales and 1,139 mg/kg/day in males based on increased fiver weights,
hepatocetiular hypertrophy {males), decrease in albumin and albumin/golbutin ra-
tios {males)

870.3200 28-Day dermal toxicityrat | Systemic: NOAEL >1,000 mg/kg, LOAEL not established; Demal: NOAEL not es-
tabfished LOAEL < 150 mgikgiday based on dermal scabibing increase with dos-
age in mates and females, and epidermis of treated skin sites showed
hypesplasia, hyperkeratosis, and inflammation.

870.3700a Prenatal developmental in | Matemal NOAEL = 1,000 mg/kgiday; LOAEL > 1,000 mgfka/day. Developmental

rodents-rat NOAEL = 1,000 mgfka/day LOAEL > 1,000 mg/kgrday.

870.3700b Prenatal developmental in | Matemal NOAEL = 1,000 mg/kg/day, LOAEL > 1,000 mg/kg/day. Developmental

nonfodents-rabbit NOAEL = 1,000 mgfkg/day, LOAEL > 1,000 mg/kag/day.

870.3890 Reproduction and ferfility | Parental/Systemic NOAEL = 409 mg/kg/day in females, 1474 mg/kg/day in males;

effectsrat LOAEL = 1,624 mg/kg/day based on female decreased body weight and body
welight gains. Reproductive NOAEL = 2,091 mg/kg/day in males, 2,239 mafkg/day
in females; LOAFEL = not established. Offspring NCAEL > 2,091 mg/kag/day in
males, 2,239 mgfkg/day in females; LOAEL = not established.

870.4100b Chronic toxicity dogs NOAEL = 50 mg/kg/day in mates, 48 ma/kg/day in femates; LOAEL = 255 mgfkg/
day in males, 278 mg/kg/day in females based on decreased body weights, in-
creased liver and thyroid weights, and increased alkafine phosphatase.

870.4300 Chronic/Carcinogenicity NOAEL = 1,058 mgkg/day, LOAEL = naot established. No evidence of carcino-

rats genicity

870.4300 Carcinogenicity mice NOAEL = 1,021 mg/kg/day in males, 1,289 mg/kg/day in females; LOAEL = not es-
tabliched. No evidence of carcincgenicity

870.5265 Gene Mutation Non-mutagenic when tested up fo 5008 ug/plate, in presence and absence of acti-
vation, in S. §phimuium.

870.5300 Cytogenetics Non-mutagenic at the HGPRT locus in CHO cells tested up to 65 pg/mlL, in pres-
ence and absence of activation.

870.5375 Chromosome aberration Did not induce structural chromosome aberration up to limit of toxicity {100 pg/mL),
but did induce increased levels of numerical ions, in presence and absence
of aclivation.

8705395 Micronucleus Non-mutagenic in mouse bone mamow microrucieus assay up to 2,000 mgkg.

870.6200a Acute neurotoxicity NOAEL = 2,000 mg/kg/iday, LOAEL = not established.

screening battery-rat

870.6200b Subchronic neurctadcity NOAEL = 1,508 mgikgiday in males, 1,622 mgfkg/day in females; LOAEL = not es-

screening battery-rat tabished.

870.7485 Metsboliam and phar- 120 hours post-dosing, 96-102% recovered from the low and high single-dose

macokinetics - rat groups. Fecal excretion was the primary route of elimination. Parent compound
was the principal component excreted, a total of 36 metabolites were detected in
the wrine and feces.

870.7600 Dermal penefration-rat Total dermal absorpon rate after 10-hour is 8.8% {includes amount on skin after

wash).
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TastE 3.— SummaRy OF ToxicoLosicAL DOSE AND ENDPOINTS FOR ZOXAMIDE FOR USE 1IN HUMAN RISK ASSESSMENT

= R FQPA SF and tevel of
Exposure Scenario Dose ”se“g‘fgg‘ Assoss- | EaE i S ek Acsess- Study and Taxicologicat Effects
Acute Dietary (general popu- None None No appropriate endpoint was identified by the
iation inchfing infants and HIARC on 11/1899 for acute dietary expo-
children} sure. Bid not identify hazard.
Chronic Dietary {all populations) | NOAEL= 48 FOPA Chvonic Toxicity Study - Dog
mgfkgiday 5F = 1x LOAEL in mafesflemales = 255/277 mglkg/day
UF =10 cPAD = chronic RID/FGPA based on body weight changes, increases in
Chronic RID = 0.48 SF fiver and thyroid weights, and increases in al-
mg/kg/day = (.48 mo/kg/day kaline phosphatase.
Shoit-, Intermediate-, and Long- | none No systemic toxicity was 28-Day Repeated Dose Demal - Rat
Term Dermal {Occupational! seen at the imit dose
Residential) {1000 mg/kg/day). Did
not identify hazard.
Aty time period inhalation (Oc- | oral NOAEE=48 LOC for MOE = 100 (Oceu- | Chronic Toxicity Study - Dog
cupsational/Residential) mgfkg/day pafiona/Residential) LOAEL in malesffemales = 255/277 mg/kg/day
Use raute-to-route extrapo- hased on body weight changes, increases in
lation {inhalafion absorp- fiver and thyroid weights, and increases in al-
tion rate = 100%} kaline phosphatase.

* UF = uncertainty factor, FGQPA SF = FQPA safely faclor, NOAEL = no observed adverse effect level, LOAEL = lowestobserved adverse ef-
fect fevel, PAD = populstion adjusted doze {a = acute, ¢ = chronie) RID = reference dose, MOE = margin ofexposure, LOCT = level of concem.
The reference to the FQPA Safety Factor refers to any additionat safety factorretained due to concems unique fo the FQPA.
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326 FTEN

UsS

(P-US-326(2))
EPA

Federal Register, Vol. 62, No. 43, Rules and Regulations (1997)

L. EESazrAL

1. BEEESEIIB LTIV ORERTF T Y EMIONT—EOREEERBRNITTONT,

2. Fv MW 3 A ORERERR

68 mghkg/ LU LOBETHMEINET » MRS, TR LU= &M,
MREEREERL X CMRZERN/ T A —FZ OF, iR X CRRBROARKE X G
RMENOEICE ST, ERERE (NOEL) 13 66mgkeg/R THD LHMrahT,

3. AXEHAWE3»AEORERERR
HeD 3 mgkg/ BB L VD 6 mgkg/ A TORERBEEMEBOETIBLWRSGPT LXAD EFIZ

FE-SW T, NOEL ix 2 mg/kg/H Tho7=,

4. UHXEAVE 3 RBAORKEEHRAR
NOEL % 100 mgkg/H ThH o7, TOEEX, FHEIE L CHEABEEEOHM, 26T
W< BEDOZRMEE -IXPIIRE BEEFERERIETH o7,

5. A X BBV 1 ERORAR SRR
BeD 7.8 mg/kg/ B LA LR J UMD 8.8 mg/kg/ B UL LD RETCHE Xh - FFRIRIEX, 1B

{23V, NOEL (it 0.8 mg/kg/H. LOEL X 7.8 mg/kg/H Tdh -7,

6. 7v MERAWERATEAR
FEEOEM. M. AEENER X CEEROBICESIWT, B8#H D NOEL i3 100
mg/kg/B . BEMOE/NEEE (LOEL) X250 mgkg/B TH 5, MELEHOXREALEBIWT
BTHEWEOERFEEED ERITESWT, #EAFEMED NOEL i3 100 mg/kg/ B, FEFH
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LOEL X 250 mg/kg/B T - 1=,

7. UXERAVWERASBERR
B8# O NOEL (I, FEBMER L UEEEDOEAICESWT 715 mgkg/A Thotz, BE
FHNOEL ZRARLE-EEHED 175 mgkg/ B Tholz, WhRIZEBLERINR) -
7o

8. T v bEAWE 2 HRERERER
Ba# o2 5D NOEL 13 0.72 mghkg/ B Th -7z, BHFEIT, MitROMIZRBIT 5
Xt B3R L UHE AT EREOEN, FROEE . FIEERE L UZEREOEKEFEMIINLTH D,
A FEZMED NOEL i3, RBRLI-EEHED 729 mgkg/R ThoT, AFEICKHTEEEIIR
bhhot,

9. <= TUREHAWRO, 017, 1.6, 169, 66.3, 1284 mg/kg/H (H) B L0, 0.24, 2.6,
26.8, 108.1, 215.9 mghkg/B (#f) OEREZRETHEPARR, £H5FMHD NOEL i
1.6 mg/kg/A Ch o7, Z8IX. FHRRIEKET IS REBETH-o T,

EOREFHITEVTH, EEEREDHEMIIR -1,

10. 5y FERVEO0, 0.04, 04, 4.4, 442 ¥7213 136.4 mg/kg/B () 3B X TV10, 0.06,
0.6, 5.6, 56.3 £713 177.1 mg/kg/B () DEREZHRET 5 2 FRBPARRIIEB VT,
25 EHD NOEL i3 44 mghkg/B ThHolz, BEIL. ROEH ; BVAMOME ; GGT &
BLTavR7Fe—VEDLH ; ffiE. Bl X CRRBOES I X UHEtEREOHEMN ;
FHROBMMERIRE ERB L UCEROZE(L) . BROBHBENRE (BE) BIUHRIRR
DOEMBRRE (BERXBLUBEERK) OF LVWEMN ; ETHEE, AEHEMNER I CEEE
DIET Thotz, 442 BL 1364 mghkg/ A OBEZBWT, FRIRERE,BIRED
HAENICEEREMPIBE SN, BREOHICR LN RAEBREOHKT ZMICHE
TRVEIMIARE TRV E HErE i,

EPA (D Health Effects Division ¢ Carcinogenicity Peer Review Committee {X. 7 ' L%
t FRBAMERTAEESHE NV~ CIHEL, VA7 2HEICT5EMTE Fo
REXBLTMT IBICRE~— MOE) B2 EATL 285 Lk,
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11. &M LD 9 F 7230672 L&A T THRA 10,000 ,,g/plate DR EIZREREE L7 ME
Ames Salmonella @, FRARERFBRICE T IBERTE 3R, ZO0RRIIBEHOERE TR
L7,

12. ERETHD 800mgksg UTORETURINZ~TAD, BHHARIZEIT 5/
FRICETIRETE AR, ZORRIIBRHEOREL R L,

13, EM(LD V ETEMR LOLET ¢ RBREI N7 &® A& 10,000, g/plate 2T
DRAEI in vitro RE LT2F ¥4 =— AN LR Z —FIEMKROERFEARR, ZORRIT,
ERFH L FUTT2UFRATYI RN NT AT 2T —F¥ (HGPRT) BE=FEETOHIE
EREROFRICEH L TREOHRER Lz, EREMR L UCEEHHICET REBRICK
SWT, FTYENBEEFEEYE TLREEEEMETLRWVWEHERSIT OIS,

14. 0, 500, 1,000 3 X1 2,000 mghkg/BDORETT v FOSHHAREERREZITV.
NOEL 3 500 mg/kg ThoTc, ZEIT, ARBELLBE LI L S OBRBEBERARERRL
LUBREBERO—FHHLENTHo T, RROFBRIT. HRBREHICHL TREN TR
WwWeEz b, BREAE (2,000 mgkg) Tik, #EREHLLFBHEXAITHZ LITFR

AEETHoT,

15. v FERAWE 2 HORBRR
A%

16. HWRBREE~OEWIERFRIZET 283 28BN E, F7 AR T v b
OFRBEBESIVO T4 LB CBEETAA N =R AMIRITTEESHE 3 DORBROKE

ERrvra—&hi,

INODORBROBERIZ. F7EAN T4 2HBRIEI2FREB - TEEKFLE 74— F
Ry JBFLRBREITIZLETHEDT v MIBERBEEAHR TSI EWOHRREERT S,
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FrROIBRE L CBERE EDOFB~DOEEL LT L 2P LML 2FE/A X
B 53RER ) 518 b7z NOEL 0.8000 mg/kg/ B iz E-S% . /-, BRNER L CENE
BEBRTHIEHORE (RHEEM) {75100 Z BT, EPAIZZ 0V X 7 FMicx+ 5
LR (RfD) % 0.008 mgkg/B & RE L,
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333 FTUTRArY

USA

(P-US-333)
EPA
Office of Prevention, Pesticides And Toxic Substances, Thidiazuron: Revised HED Chapter

of the Reregistration Eligibility Decision Document (RED). PC Code: 120301, Case #: 4092,

DP Barcode: D314679. (2005)

EHEFHER

AFXNTWBRESTFT—F0ns, FUTXar0alRnBRsdiyd, BRES5EN. BA
BEEHRBLIUC—KER - FEREERBSELSEITIV-TIBLCIV ZaEIhbZ
BRBREND, FUOT X0 VIR EREDE - ERESE TII22v,

7y bERWEEBMERBLIUBEEERBROBEENE, FUT X il ko TEHEERD,
FEHNIHE I CEBEER TIC L > TERINIFENFTREINDI ZLFALNIT2-
2o 7y NERWIEBMHREHRRICENT, BREEBICHIIRERET. /iR
BIOIRBESBED LN, S5IT, BsZiR, HE, LR, BR. BESIUEH. JPE,
B, B, FFE. MBCEMERRARBD oI, T v M 2RV EBEEMEEER THEA
REZROREB L UREELIRBO oI, VR ZAVCEESHRRTEEERS LT
BREESEEIBO LI, vV AZAVWEZEEREEEHEERROBRIL, FU7T
Au Ao T, BETNETLEFMIRIER, M TERROVEAMMBRBIEROREARE
ADRFERINDZLBALNT R ST,

FABHERRICINT, 125 mgkg/ BREFO VY XF THRERERO LR, AEBIBL
UEREEETO XD 2BEMEEIBD LI, ALAETRD DR AREZTHITHE.

RIREERT, NEBHEOEM. BRELEERETHo T,

7 v MZBVWT, 300 mg/kg/ B# TEEENIH O X 5 28BHEEIBO LN, AL
AETROONBEEBHIIREAERT TH- T,
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7 v b AW T HRATEEERRIZIBV T, 108 mg/kg/ B THEEZMMH O L 5 2R
BMBENBO N, HRICEMEPEFENT A —FICABRREEYRIETZ Lidin
2Tz, BIREMIZEI L T, 108 mg/kg/ B THAIREEMOMH B b,

WTINORRIZEWTH, HEEEIRESND Z Lid3kh o7,

FZy FBIPTORERAWEENAERBR COUBICEAE L -EERER EAREREINS
NP = €A LY el

BEN 2 —EOBRGEERROBRIIBMETH o,

BRI FH

O R AEBURRE L UA X | ERIRRA, ARSI R bz EERRTH -
Teo FOT R BT HRARTA XBREOEZIHOBVEWRETHD Z EBHALMNITA
STHY. Ty hERE T AT THYEC AR CEHERERT 5, B RD OB H
A X EMRBARIR SN, AFSNTWBEMT —# ICESNT, SEBHT R
HBA Y P EBET S LIETE b otr, 28 BEOT v MERESERRRICHT, B
B (1000 mg/ke) TLHEMEF - i3 BRMMENRD b D = LMot T,
HHMBIUTHRFEREY R 7 FEMODITBIREINT- RRA » My, 88k
GRS AR S L MBROE NIBE S U A ICM LT 9 R RABHRBIRR Sh i,

F¥hil72 FQPA Z 24% %Kk

NP— FF=FZICESNT, HAFIHAEREEICET 28RE RV 0 EIHEL | BEAR
FRERER 2N &b HED (3455172 FQPA Z248 % 1 5/ 2L 588 L, &
VTR DY) R FHMTF— LIIBRET —FDEICOWTFHEL., ZhbD7—FIZES
W, $55072 FQPA Z2HFH % 1 fFICH/NT 2 X 58145 Lz, ZOBEIIUTORMMICE
SNTW 3B,
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BET 200, FENBIVCHAZRBRICL - TR REBIUHAEROEZHEN EH
L72WZ ERHALNITR-> TV D,

FOTAuPEEEREND Z LIETR2V, E-oT, BERERXTR ST, BEEY
B5YRZITFE LRI,
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347 F7FIUns

USA

(P-US-347(1))

EPA

Office of Prevention, Pesticides And Toxic Substances, Tebuthiuron. Preliminary Human
Health Risk Assessment. HED Chapter for the Tolerance Reassessment Eligibility Decision

(TRED). Chemical No. 105501. DP Barcode D274580. (2002)

NP—RFa T 7 AN, AEIRISHEITE X O FQPA FHfh

FTF U OBEFENT - R—RFEERBOTIEARVE, YA

ﬁltll{

LD DDAY
— FEBOCHET 50K+ 2EENBOND, AREERRND, TT7F Vo IR
FBRE (17 TV —IV) $HRRABRE (W7 2)—1D) (CHSTEABE (IF =) —
) THEESEVZ L BTRESNT VS, 7 7F ¥ a IR E 2 iR ERRWE TR <
FEBEMETLRY, v ¥EAVE 21 AMERENRRIIBVN T, BERETHS
1000 mg/kg/ H TR E I3 £ B BIIIRO SRRP o7, T v M AVEBIES X018
HHEMRBRICBN T, Bb— B LEBEENERMITEERD Th oo, MIROREMS
ZHELLR® b, A XEAVCEBIES L CBESERRICEVN T, BRKE, &
BB, ACERELS L UBREREMARD bRk, Ty MRV REEMES &
CATEHHRR TRE M LR 2R EMA/E ROTHLIRD bN2boTe, LHLAERS,
oYX THREMOTMETT > Z LI TE RN,

TT7FounrDIN—7D, Tt NCRHTHREBAMICE L THETERWY) LW 4aHIC
DWT, HIARC [IEF M 21T o7, RELZAEBRZBWT, Ty bERidw v ROWThH
CBWTHARICEE L EER AR ERIIED RN o, LALAEAR S, HIARC I
REKEMETETCT 7 F U ORBAKICOWTIHMET 2 Z L IXTE ed oz LR
Lic, 77F v a MidHME CERFEHERIRD o720, R~V R Y U E#IRE RV
TBEFRAEERRRTIIBVEHEEZ R L, LALRYRL, HABYHRICRKITZZ0
ERIIFFEHCRREMITBRE SNz, Fo, SOEHIERFETB I CHFFEETOEHIC
BWT, MIESEAECRAKRESRIGETTRLAW 2B Db, FHEIN
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5B REMEIE = AV D invivo BEFHRBRIIAFEINTWARVWO T BRRATT 7Fun
DERFHICET 2RKORERLEEIHT LR TERVW HED 37 v MBI B~V X%
RV FIRBERAMRRBIUHRT —F L LTORALBWERMIRZ AV in vivo
REGRFERAREZERL TS,

VY FRAFERRO 50 mgkg/B TR b FREB RN L OB /R REIRRIIC
ESNWT, REBIUICL 28 Y A7 FHEICAEKE 2S5 mgkg/ B EZBIR L, 7 v M THH
RAFEEMRBR O 30 mgkg/ B TRH bl F1 HEEMOKERD B L OB RETICE
DNT, BREERC X 218M Y 27 FHlC A E/KEE 14 mg/ke/B 23BN L7, BRISME (10
%) BLUENEE (104F) 2ERL T, VRIFHEDODITBR L 2L TOREICTHE
Kt (UF) 100 fF&@EH L7z,

FERAT7F Uy n VBEEORABRIMICHELTT -2 Xy vy 7R3H 25T &0 b, 13~50
ROXEDOREERIC L 2 3MRE IOV TIFHET 2545, FQPA B254H % 3 ZITHEi/
T5 L5 FQPA ZEFHZAKIBE L, HRERRTEL, —ROKEABEHB L
CE&TOREFBIHORBFERUC L 2BHEREICOVTIHET 2546, LEHREEHIBR
15 15275 585k
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360 KT

USA

(P-US-360)
EPA

Integrated Risk Information System, Dodine. (1990)

IA. BHEROBEOCZEAE (RMD)

BRHEWET—1990 49 A 1 H

LA.l. D RMDHPYE

BRAER ; ERAE  THRENRE  BERE  RAR
FURBREME 5 NOEL : fEHRE 50 ppm (1.25 mg/kg/B) 5 300 5 1 ; 4E-3 mg/kg/
1 £ A XIBEE&R 535k ; LEL : 8B E 200 ppm (5.0 mg/kg/H)

American Cyanamid, 1958

* EHRE—1ppm=0.025 mg/kg/ B (f XBEEEZ{RE)

LA2. FERBRBICEMITRR (D RMD)

American Cyanamid Company. 1958. MRID No. 0082516. EPA 7>5 AFH[EE, FOI, EPA,

Washington, DC 20460 ¥ T,

1 E/Iic o7z b SRR 0. 50, 200, 800 ppm D LTXEM NV L 2D E— L
RNIZEE L7z, 800 ppm ICBWTRD DN BREICEET B/EMIX. 4 EF 4 KiIZBiT5
FAR RIS E BB DR LR D> B ERA~DORIRE S L BN EK ; 57
o BefATREE DRV VR A eI 72 & Th o7z, 200 ppm FEFHD 4 LH 1 L THRIED
BEZLERD MO T, NOEL iX 50 ppm TH 5B ¢ E2 b b, BV -BIER D2 h
S b, TORRIIFEREYE AV BERERERRO 2T 7L — FERERR
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ThdLmEINE,

A3, FAHEFEMHRERB I UCEESESE (B0 RMD)

FHEEMERE—EMB LUEARLESH 2 ZE L TRREEMERE 100 & Av 7o A HFERER.

R XRBRBLVT v MEAERROA+ORAEHEBREICRBT 2BFEDT—F X v v

TR LDTHEREEZER L CEMTHEEERE 3 AV,

EERE—2L

1LA4. BIMRAB/=2 A b (O RMD)

RDORETER LT —F -

D A X1 FREERSRR - TERR-ACHEHRSR . 27 71— FEERR,

2) 7w b2 EEIEHR 5B : NOEL=200 ppm (7~10 mg/kg/H) ; LEL=800 ppm (29~

45 mghkg/H) (B, MR DEEBMME ; IR 2BEEET) ; a7 71— FER

FER (American Cyanamid Co., 1959),

3) =y A= HRAFEEMRAE - JRIREM NOEL=72 L ; LEL= (74~89 mg/kg/B) (LDT ;

BoHROZEEY 2 PRI 2EFRBIUHERORT)  £AREBEMLL X RSN

NOEL=800 ppm (120 mg/kg/H) (HDT) ; £HBHER L UERBWEE LEL=20L ; 277

L— FE2HE (American Cyanamid, 1967),

4) 7y P ZHRAEEEERE ; A£FEEM NOEL=800 ppm (40 mg/kg/H) (ODT) ; LEL=

72U 5 BRIREME LEL=800 ppm (40 mg/kg/H) (REMI/FIREIREIES) » HE=MH NOEL

=721 ; B8 EM LEL=800 ppm (40 mgkeg/H) (EEHMEF, BEEET) =77

L— F#ERS (American Cyanamid, 1958b),
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TF—=EFXx v 77y MEWRERERR A XBHRERE5HER 7 v MEFMERER
U Y R A ERR

LA.5. #&n1 R OEHEME

ARER— KV

F = _R— 2 —

RD— &\

FERBRIIAED TH L5, BHEBR D720 e BREMEW, FEEITEW KIS D,

BHEBEHICHET T — AL RKRICAZTETH S, FEEITEVEHETSh S,

7€ - T, RID OEFELE,

0. AEERZEIC L3RS AME

WMEL— RV
CASRN(W & & 83 5)—2439-10-3

t RREBAMEICET AEEHUC DWW T, KE EPA @ IRIS 7' 75 A F CAME R DL
REHMER X OHEIZEIRTThRhuTwhiaw,
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362 roraFTTA

USA

(P-US-362-1)
EPA
Tralkoxydim; Time-Limited Pesticide Tolerance

Federal Register Vol.63. page 69194, December 16 (1998)

BN T T AL

FINVAR DA I>THERINLSBEHIEROMRIZONWT, UTTELET S,

1. v FMAMROEFEERBRICEKIT 3 LDy 138 T 1,258 mg/kg, T 934 mg/kg TH o7z,

2. RURBMROSHRARICBIT S LDs IXHET 1,231 mg/kg, M T 1,100 mgkg TH -
720

3. T v k90 ARERMAKRSEMEREBRICIIT S NOAEL IX 250 ppm [20.5 mg/kg/A] TH
v, B/hEMEE (LOAEL) REEZSEOEK TR X U E MKFERMIEIZE-3< 2,500 ppm

[204.8 mg/kg/B] ThoTe,

4. A X 90 BEREEFRGHEMERERIZISIT 5 NOAEL it 0.5 mg/kg/H T3 ¥V, LOAEL i3#&
BEOCHEM L RERT IHEOHIRERMM & MHER 5 IZE T3 APDM EHICESL 5
mg/kg/H TH -7,

5. NARZ—90 HEREREHEMHERERICE T 5 NOAEL 1 5,000 ppm [328 mg/kg/H 1.
LOAEL I IHERETR 712 31T 5 R B MENH] & FFEEHEMIZE-5< 10,000 ppm[650 mg/kg/ A ]
Thol,

6. v k21 BEABRRBEEGEMRRICEIT 5 NOAEL iIfkF Lic kB AE [HDT] TH
% 1,000 mg/kg/ B T o7z,

7. A X 1 FHEMRER G EMHAERIZISIT 5 NOAEL 1 0.5 mgkg/H TéH D . LOAEL
IXHED TR AL L TR FEIELIZET< Smekg/R Tho Tz,

8. 7y MEMRHREEH/EBAMERRICEIT22£5FMICET 5 NOAEL it 500
ppm [T 23.1 mg/kg/H. T 30.1 mgkg/B] THV, £H5FMHICBEIT 5 LOAEL IXEE
BWinnEl, BERET, FEEHN. FRAMKREEENSLUMO ALT EFICESL
2,500 ppm [T 117.9 mg/kg/ B, MET 162.8 mgkg/H] Thot, HEERTA 5 1 v L #la

577




EORENGHEI LT, FIA XTI PAIGERBAMRISEET I EELLNTE,
9. Ty FHRAMEERRIIB T 2B BMWOLSFMICE T 5 NOAEL IX 200 ppm
(20 mg/kg/H1T&H U . LOAEL i3 D EERA 1 L UMK EHMIMHNZE-3< 1,000 ppm[100
mg/kg/R] Thoto, LFEFMHIIRD bz o, FAZMHICE T3 NOAEL i 200 ppm
T&®Y. LOAEL 1Z'R8# (Fl, 8 LU Fs) OEHEEREDBITREY (F,) OEEHM
HHICE-S< 1,000 ppm THo Tz,

10. 7 v MRAZTHRRICKIT 3 B8HEMICE T 5 NOAEL it 30 mgkg/H . LOAEL
RREBHEL. FEBLR L CEERETIZE S 200 mgkg/BTHY . RAESHICET
% NOAEL 1% 30 mg/kg/B . LOAEL I3HEfRE L UEHEE OBILIET. “ ok, BR4AH
TEB L TRAHERICE-S< 200 mgkg/B TH-o 7=,

1. 7Y FRABURRICET 2BHMWEMHEICET 5 NOAEL X 20 mg/kg/H. LOAEL
IR TICE-S< 100 mgkg/H TH Y, EAFMHICE TS NOAEL i 20 mgkg/H .
LOAEL I3HER L G HIRIHEMNIZE-S< 100 mgkg/H ThoTz,

12. MEEZAVEZ-ARKIZLZBEFRRAERRR. BB~ IR ) A EHRE A
WICRTHERARERRER, b Y LB E BV T in vitro A AIRERERR. T v TR
#Z AV - invivo DNA % - EERBRB L~ U R invivo /MERBRIZBWT, bFraF
VU AIERFEABEBEERE RS b oTz,

13. NARFZ—=BIUVTy MREBROBERNOHML T, FIALaF T VAMIFHIT
WXL Eh, TNENREH% 24 BLI T B RFFLINICHR AN D L Bx biniz, NARS—
KRWT, RFREW 7o 7 7 A VITHELHETREIL TR Y, RELEIRE SIh T, 2
BEOETMRHY. +72bb, tralkoxydim acid & tralkoxydim acid oxazole BRIE & iz, T
v MRPRBWIZIZ. 1BIT tralkoxydim alcohol & tralkoxydim diol ® 2 E ORI S
I Tz,

14, FINAF TV VAOREBAMICOVTIMET B, v UVRTRIBRINLRY—2R
RUTZ E2BMT 5720 FEOEAKFRRE L UCHEBHEMARERRIBE SN,
RHEINTFT =20, B LEBHELEDOF T IRDOLB T LaXL T hNER
(RPN porphydrin EREICH L TREZME T T2 EARB SR, < U R ITHEAO RS
FHEEFRTTH, PINaXxT P AOREPAMRBIERT IOV RIFRENTHS
tEZON, LPLBRRL, MORTERFATERVIELEENI L0b, BHEnk
NARZ—RBAMRBIIZ T AL, FEINZEMBHEEL AV REBAER

578



BREMLETH D,

BEEHEFHT FRA B

1. AHAEFMFPAIX I L aAFITAOEMRID % 03 mgkg/ BIZHELTWS,
ZORMDIF. T v MRAFHRER TH X7z NOAEL 30 mg/kg/ B 38 L USRI I
D THEEMELREL 10 5 L EARENTET 5 THERMELRE 10 520 S FHEEMFRE 100 %
AVWTEHENZbDTH D,

2. FEHIBLUTHEY  EPA RAFICL 2EHB I UHHBRBICRER T 5 BEERE
BETHZLIXTE b oT,

3. BHEFEME EPAIRNIAaF T AOBMYE R % 0.005 mgkg/BIZHEL TWS,
Z D RID X, A X BHEHMHRBR THESL X7z NOAEL 0.5 mg/kg/ B 38 X CERIAMRICEET 2
AR EMAREL 10 5 L BANEBICE T 2 FHEEMREL 10 51025 < RREEMEREK 100 % A
WTERHENEZLDTH B,

4. FEBAM  HED BBPAMFTMBELEZE XTI, EPA DREBAMY X7 FMAA FT 4
VE (199654 A 10 B) IX#E->T, bFAaXT Yo% Tk NI U TERBAERZRT
AREEREV] ER/ELTWS, ZOFFEIIUTOERICESWVTNS,

i. 2TORHEKETREIAT 4 v b HREXFKAE L., ERAECRENRL L UBERE
SHBOBHHEE B ORBERERLE,

ii. Subdivision F #A{ FF A L/ XoTERENTWHEMBYELZRAWHFEIND
ZE D AMERBR S ER ST TVRRW,

iii. & MREBEICL-TOBRBEORRLBAT I LIITERN,

LIEBLUONRDOI-DDOREFZEE

UFOEFFRCESNT, WRBLOWNREREET D OBEMELMREITLE R
V& EPA ISR LT,

HLRB L WNEOER R HICET B T D DFEREHT — ¥ N—RiI5e
Th D,

RAZMRRB L CEMBERRT — 200, FENERIIHARREL IS
v FERR TR TREMS ERT S 2 LIERRER TV,
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RID ZH ¥ 5 DITAV 2 NOAEL i3, (RAEER EITHBRESEERCESIC LD
TH372 <) BHRER ORI X DIFEREELRS LUEEBFHELICESISLOTSH
V. LRBIWHNROREZMEER LIZBFERZW,

(BETOBPBIEHEROBEEYPEEIN TS LRETS) STV ARVAE
REHEMEIZ. RERELRRTIMTSLELON5,

H T K3 & O oK B SR DERBIKIZ & DR BICEE T 5 E 7 MBI AV e e T L
T—HILEoT, ERBELEZXLNIHEEESBLND,

BEBRBEORRL 22 MIax v P AMEROREITR,

BE N INVAXVVADERBREC L > UNRICEERBENAELDZ LidnEn S
BEHERERH 5D & EPA TR L TV 3,
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365 RV TALTBY

USA

(P-US-365)
EPA

Triasulfuron; Pesticide Tolerance. Federal Register Vol.63. page 44146, August 18 (1998)

EMFENTe 7L

NI TALTZa KXo TEREINIEHRIERAOEEIZOWT, L FTELT 5,

1. 2SS —EOSUHBHRBRAEBINE, BHEROBEIZX > TRE LB
D 50%BFHCT 5 S0%BFLE (LDs) HEEMIZT ¥ b T>Sgkg THY, BEHT Y —
IVIZGEIND, 7y FORBREREIZL S LDsid>2gkg THY BHESIT TV —II
HEshd, TERANITAAV 7 ORERAREICE D LCsy 17 v FT>519
mg/L/4 hr THY, BEAIT TV —IV ILFEEIND, N TAV7 o 3RS (V8
¥) KL TEEYTIY -1 REMEECELTEEITIY —IVICaESL, B
BAEMEEFBR L izd o7,

2. HEMHEME (TE¥R) : 7y MEAVWE 13 AFEERSEBEFEERRICBVT,
NOEL (£ 2 5) 10 mg/kg/ B R 5 O EEHMAHEB L CEEAEE T ICE -3V T LOEL
(R/MEER) 500 mgke/ BB LT,
74X 21 BEREBEERRICEWT, £5BHICET 5 NOEL 3Eoh T, RISk
B89 % NOEL i 1,000 mg/kg/H . £5FMICE¥ 5 LOEL IXIFFRRE#ERS I U'e U 277
B & > TEARBEY R FRA VP THDEBEXOBNBMEIZE ST 10 mgkg/B &
HE I,

3. BMEE (TEA) A XAV BHEERERRICIV T, IZREREBE R
IZHE-SV T, NOEL iX 2.5 mg/kg/H . LOEL X 25 mg/kg/ B IZHE S iz,

2 U ARBAMREBRICEV T, v U X0/NZEFOEFBAERICE SV T, NOEL I
1.2 mg/kg/B. LOEL % 129 mg/kg/ B IZHRE Sz, BEEREOEIIIRD bhiehoil,
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7 v MEMEMH/RSAERRICEBW T, FHERRD B X CEEEMMmEICESWT,
NOEL 3 32.1 mg/kg/H . LOEL i 220.8 mg/kg/ B IZHE iz, EBAMDTFIMITZRD b
IRhhoto,

BEHZEN FRAL

L ANEE: T MEEUU YRRV ERABRRRESD T, Fr N AICE
FENTVARRICENT, HERE B5) CEETSEMEERRBESLE Tk,
EbIc, WTROBHRRICE T, FECEAROBA TS LMEBHOTEIIITD
HRTVRNOT, BlEEEERIES v MEEELRROT — 5 IRETH 5,

2. BEIRLUHHEN  AHBLOCFHBREB LI UBRAT Y FRA » MZEREHE
AREGERABUARS I UHEBEZEERREPERL LTEY, BRENMESSLETH S,
BHREB L RAREDEZERE (NOEL) 100 mg/kg/ BITFIES v MBI 3 EERD
B L CEEHIMMEN LSV TV D25, R B X U AR SO NOEL Th 5 10 mg/kg/
BIZHERER S O T v MR 2 RERD L BERETICESV TS,

3. BMEE EPAIZNYTRALT70 RD % 001 mghg/BEHELTWS, =D
RID i3~ 7 @B/ N AMERBR TRE SN 1.2 mg/kg/H £ V5 NOEL IZE-SV T

2o

4. FEHRAME: AT TY—E, Tt MR L TERNAMEZFTRRESIMEV ) IEshT
Wb,

HLIRBIWHRDORZ2HEK

i EREFENITANT o I T HHER X UUNEOBMESZMICBE T 5 3EIc

BT, EPAIRT v PRIV U S FEAWEREBERRBITT v P2 AW ZH#RAE
FEBRMEARBERDOT —F IOV TREF LT,

582



ii. FAEFMHRAR TIFRAIFSPH)T v F2AWEREBHARTINIT AV T 0 DOF
mafThohiz, & 6~15 B BICHE/KE 0. 100, 300, 900 mgkg/BD b T ANV T
FEBEERARS L, BEEMEICE T 5 NOEL iX 100 mg/kg/B . LOEL 3R DOFE
BB L CEERMIHEIZE-SV T 300 mgkg/B & MBIz, BEFMITET S NOEL
B L O LOEL 13%#E, F 2B B L CREF OF/LHH ic &3V T, T h 300 &8 L Tk 900
mgkg/B (HDT) &HEEhiz,

IR 6~18 H B DR, HREMET 57 o FICHEKE 0. 40. 120, 240 mg/kg/H D
Y TRLVTZa R EARARE L, ZEAETHS 240 mgkg/HET, MY T ALY
DL TRABESFRIND Z Loz, BEFEICE TS NOEL i3>240
mg/kg/ B TH 5, 240 mg/kg/ B2 BT 5 BEDTIEIIITRT OEEHMIH & LTI LT,
FEMWFEMIZET 5 LOEL iX 240 mg/kg/H T4 V. NOEL X 120 mgkg/H TH 5,

iii. AREFMERER  Sprague-Dawley 27 v &AW ZHAREERERBRICKWNT, b
Y7 RTar OFERTh, AV AEKEEZ 0, 0.5, 50, 250 mgkg/H Th o7z,
FO B XL UFI S8icBL T, HEmEMICE T 5 LOEL IIRELATE L UREEREIMOA
B R2HENCE3< 250 mgkg/B TH D, BEWMEMICET D NOEL IX 50 mg/kg/H TH D,
A FEEMEIZBI T 5 NOEL 38 & (R LOEL I AR L UWE T O Fla REM O K EBAICE
SWT. FRFH 50 B X250 mgkg/ B Th 3,

ivv HAENBIUCHAEBRZME: NI TAAVT7arOFENERIIHEAERBRICE > T,
Sy FERRUIXOBZEMENEFTEILERTT—ZIIBOLATHRY, Ty MEH
Wiz HAERTRABERRICEW T, RAFHIBEMEHOFETOALTRO LN, U
PEZRAVEREBHERBRICBVT, BRELEERAECRT 2BBMEROFET TH
> Th, BEBEOTIIRD N2 oT, Ty N HAEFEEERRICEN T, #it
KREDIERIBBMEESFER SN AEKEU L TOLBERESNL, TNIMAT, b
Y7 ZLT7 0 IR ERORVRER TH D Z EATREN TV D, BMEEAK
HARETH D,

v. B®% T —FR—RIELTHARLEDBIT. NI TRV OFENERIIHAER
BEICL-T, 9 FEERUVHXOBREER ER T2 L 2RTT—FIIELNLTWER
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Ve - T, WIEBLUWHNEAREOT-DDBEMELEEKIIRETH S & EPA iR LTV
5,
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367 FYTL—F}

USA

(P-US-367(2))
EPA

Office of Prevention, Pesticides And Toxic Substances, Triallatee. HED Reregistration

Eligibility Document. PC Code:078802 DP Barcode D260034. (2000)

M) T L— hDOFEET —F X=X F, ER/DNRORHRBRZEZZH T, B MY
BAP— RIZOWTFET ADICELETHH EEL LN,

R 7 L— o0, BEELIIBRABRERRIC L 28M8EHMES EHATTY —
M FE23 V), RURECBEOHMBELFERT S (FBHEAT I I /23 V), i,
1 AR CRERIEME. B0 1 RRTHRIEWETHDZ EBHALNITR TV S,

v NERBMBEHRBRIIBWT, ERFEEHRBRICHTAERATHL EEX LN, T
v b 90 R FRAHR G- EBMEERBRICI\W T, AEKYE 25 mg/ke/ B Ol TEIBROFEME
BATR (RMEEEEAEBLOCBEE) 5380 bh., HEES CHRERS . TREAM

GRILER, ~= rZ7 Y v b BILE~NETvEVET) BZR b o, BEEROBRER X
U 21 AHRERER I RE O R ERERMERERDOFE 2 LA IS X UL #h R
BDa2u-ra7 ) U HARBED LR, 7> k90 BMEBHEZEERRICIEVT, BiR
BERAESLIE TV UEERLRBO bz, BMEEE LT, REBRERICHETHER
B L OHFIE MR L CEEHNMESIRD bhi, 7 BEORABHRRIZIBVT,
B 0.01 mg/L (2.62mgkg/A) THBOEZFNHEL (BEEL LCRMEE LEREA) 23
BELE,

A R HBMEREROSSEMRIT, MR LIRS FBMEREN, MERTICE
FRMETABY T AT 7 E—E LRABIUCHEKE 425 BLT 1S mghkg/BIZBIT S
D ~EVT Y VHEIMZR b TV e, = 7 RIZBVW T, LOAEL T 5 60 ppm (9 mg/kg/
B) TRHon-BHIE. EFFREERN. FRELREORAR LA B X UMEO
MIRFAEREThHoTe, T v MTBWT, # 12.5 mghke/ B THERER G OEFRIET. H#O
FEBOBIUVEIBREEENL L T2FBHNERNT, BEEERESAERBRORHAEL

(12.5 mg/kg/B) DHECIEWT, FHRIEBRFFICRD bhi-ABICEET M- DR RIZT
v M 10PCH 1 LIZB T ABRABFBRIRZVE—Ta sy I FEDOT v MNIBIT /MR
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RTHY, a2p-7u7 ) VERUEBRBEEOME) Thote, M YT U NLRT—
TR LNIME—DILEIZBIE T % /M. 300 ppm (LOAEL) 35 X T} 2000 ppm & U\
RERIUCaAEKEIRTZ2OEN) 7)) MEFTho 1,

7y FERWICHARIRAZEERR, 7y bEAVWE #HREEEHRBREFIET v b
ERWVIIREREBERRICEBNT, FENBRERRZIT T v MR EMICRSHE LR
HRBHON2PoTc, LALREL, UvHF2AVWEHARBASERBRICBWT, B2
t ER 2R TS/ O, BEMEMIT 45 mgkg/R (LOAEL) TOREHEFICE
REERER EF B L OEERMNAME & L THN, NOAEL X 15 mgkg/B Tholr, %
AFMITET 5 LOAEL 3R AERL B LB S REREE LRICESNT 15
mg/kg/B & &=, NOAEL {X 5 mgkg/H Th-7T-,

SHEMEERERR, EERMMRESERR. 7y M HRAMENRBE L UREMRE
HRRICESWT, 7y MZBWT R 7 b— MIWREEME TH D LTSz, =
N DRBRTBESI N HEEMEEEIL, HITRE, CRMITE, Xkt - 5056 -
50 & - EERES), RFZRE, RiR/ ETES. EOBENBRERR (FOB) DEMHE
ORI ETH T, EbIZ, MY TL—FERIZLD, PHRE LUK RBMED T
7 CHRREFRRENER L, LALRSL, HECBWT, NI TL—hoksT
BIEMRBERFERIND Z L i3 h o1,

FROXRFMART NI 7TV — MIBEEERIGEFR L. ZEFEMNE THILE
A BND, Salmonella typhimurium % FAV 2B FERRR. LS178Y Mfas A\ o< 7 X
Y A ERTERRE ZRRB L Ok R a0 RRBARICB VT, BERISAELNE,

B U ADOFMIE L TR I~ D ROBHEARB L CEREESEB LIS v b
RAERRBIBESRER EFICESNT, NI T L—MIFTA—F CILEHE (b ML
TEPAMEZRTAEESRH D) L LTHEIRTWS, b ) R 7FEBICHEREN
L Q) Z AV 5, < U RZBIT A FFMIRBICES< 2=y F Y X2 Q*X 7.17X10?
(mghkg/R) ' & MAYTH S [(mg/kg/day) ™ BISEM AN/ IMER L H VO TEHHS &
WCEH#],

VY XEAOTCHARRBEREERRICBW T, BEZE LEOTFRAREENICRD R T
WHDT, b T L— FDHE FQPA Z2FHHBNETH D, RAEZMERA (BREER
PBIVCEEREFIAERERER) EIBBDEMIRDONRVAGTBEShE, L
PLRB L, UTOEBN L, FQPA BRI 3 FICH/I &N, T4bb, (1) HH2
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M7 —F_XR—2ANRZLETH D, (i) BEMELEFNBDOLNZOR 18- (VX)) O
Thb, (i) Ty b EAVWCHENMBERMERR, 7y PRV T HAREEEERRE
72137 v P2 RWEREASEEERBRICB N T, BEXME LF 2RI EEE ITEERIIK
BEABHD N0, (v) Ty MEAVEREHEEERRICEW T, BIRMRERRER
ERTHERIRD bhiadof, (V) 027 —FBRAFENTNS, HE5VIEERERX
UK R B ISR TRE T MVLRBBAVWLNATEY, BIE, P T7Lr— MIBELT
BEIN T D EEERITR,

F v M EAVWERAESERBRICIIT D NOAEL 5 mg/kg/ B 8 X FAEEMAR$ 100 (R
ABIZ BT D FAHEEMARE 10 fE L EANEENCE T 2 FAHEEMSEE 10 ) K&ESWT, F
B 13~50 RO L VOIS RBEMICE LT, 0.05mgkg/A &> BESRARE (RD)
PEH L, HERE (BY) RICRRERTERER WESEHIIRIE) BRET S LEE
ENBDT, ZOZY RRA LV MIZ DOV R7FHECHE N TH S, REERC L D24
2B LT, ZOEARFENBRBPICRETHZ LS, Flh 13~50R0LMH L
W BEREBABOLIC 3 fFE V) FQPA ZLABEBAT 5, > T, SMEREHANE
& (PAD) X, 4 13~50 ROKMEL VD FLBEDAH T 0017 mghg/HTH Y, ZhiZ
X3 5L\ 9B FQPA Z2FHNB BTN TV D,

SR EIERERIZ 51T 5 NOAEL 60 mg/kg/ B I X M EMEMREK 100 (RERSMFICE
T BAMEEMELRE 10 15 L BANEBICET 2 FRERMRE 10 ) T&ESWT, —fRRIBE
M (RABM, LRBLUNEEZET) KB LT, 060 mghkg/B &5 BHESHRAR (RD)
PEH U, EEEEEILE VI = RRA > MILE 7 RH%OMER S TRD b,
COBRBBERTSOBCE L CENTH D, MBELERST Y FRA v b GEBEER)
BTFENRBERICERDONRP 70T, —ROBEFACEITZRFERCL 84
2 7 FIC FQPA Z2FEITHEA Lah o7z, - T, —RHBER O PAD &8
RfD iXR L TH 5,

S v b ERAVZ 2 FER OB/ R AR X UTRREEMERE 100 FERSRICE
T B RHEEMEAREK 10 45 L BANEENC T 2 FREEMERE 10 £5) 1250 T, 0.025 mghkg/
BEWS18H RID ZEH Uz, ZORBRIZEIT S NOAEL 13 2.5 mgkg/H . HERER S DA
FHRIET. HOEERD B X UBORBEERHEMICES < LOAEL I 12.5 mgkg/R TH >
2o REFBRIC L 8% RID 2 HH T2 DIV 2 NOAEL B FENRERICBRIND
BEM FR L IIEBRREEEHCESS bOTHY, 72, RUBBEROBRSHER %
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ATREHL (T2bbh, THAREEEEHRR TOIEN) 3BTV ARV T, BEERIC
L HBMHY X7 FMIC FQPA ZR2FEFITER Lo, - T, 184 PAD L1{8# RD
BRICTH S,
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369 FVsmvn

USA

(P-US-369)
EPA
Prevention, Pesticides And Toxic Substances Agency (7508C), Reregistration Eligibility

Decision (RED) Triclopyr, EPA 738-R-98-011 (1998)

RO THIG

MY Za AT T ARRERNT —F _X— R IFERGERME R EMIT D0+ 58T
»5,

TEMA M) 7 o VEMRBRICET 2H A SN HERATHERERR, —KIRFIERMERER,
—REERBEERRL L CRERERBRIIAFENR P of, LELeAb, 3 FED
U7 uAOEFRRSEMEICESNT, MY Z7a )L TEA 7213 BEE 2 VW atE
HRBEDEHBRORDY KHFAIND, N 7o Ml LTERBEShCHFESNI3E
EHRBNSL. Y 7 L TEA & AV TEE S RFIEERRZ RV T EEEN
TEBRTFRENTWVS,

WIEMEROEMRBR (MRID #00150378) (23T, BEMIS X MM Fischer 344 5 » |
WCHE 0, 5. 20, 50, 250 mgkg/BOTER MY 7o' ((EHERS 98%) % 13 BREIC
bl Y RERE LT,

S5 FMIZB T 5 NOEL /3 5 mg/kg/B ., £ FMICB$ 5 LOEL i1k T » OB
SREAER LI E SV T 20 mgkg/ B & Ehviz,

A X %& iz 183 AHFEMRER (MRID #00071794) 1238\ T, BB K UM v — 271
RIZHEO, 01, 05, 25 mghkg/ BOTER N /7 a % 183 B (#) 71X 184 B
M () b=V iRERS L,

MERETR 1BV £ EFMICEET 5 NOEL X=2.5 mgkg/ A, &5 % H4ICB 3 5 LOEL
iI>25mgkg/H EREENT, ZORBRIIFBRARTHY ., FEFTIWERVHHENE
HEREBRDO N A KT A Efe [OPPTS 870.3151 ; OPP §82-1(b)] Z /- LTV 72w,
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A X &V 228 BRIEMRER (MRID #00071793) 28\ T, 14 3 ABOREMEBS LV
HEMEE— 7V RIZHEO0, 5. 10, 20mghkg/ROTER MY 7ot L% 228 ARICHED R
R G Ui,

HEA XTBT D EEBMME ., B XI2BT A MEFHNRT A —2 KT, BB UL
XIZRIT DEMFEREEL. BB X UHA XICB T 5 FFRREEGT RICE SV, BB
L U1 X D LOEL i3 20 mg/kg/ B & ¥l &5, NOEL iX 10 mghkg/R THh 5,

1 £ OREER G FEHERBRFRER (MRID #41200301) (28T, MR LUOMEE—7 L
R (FHAESERN4IT) (CHEO, 05, 25, 50 mghkg/ BOTLER MY 7ub L (FEHER
53 98.9%) &5 LT,

2.5 BL 5.0 mg/kg/ RBEDBERBRELIIHHBICHEE TH - 7228, HRILEWEICK
THORMERIGERERT DO TII RS, BVIEPRE TOA X OHEBERFEEEAIR S h
TS ZENDHBLT, A XOEBZNRIGERRT 260 TH D, MRS OB
REMERFAOEREPRDOONRD I LI I ORREEM T B LDOTH S,

HERET T IZBV T, £HFMIZB3 5 NOEL (1=5.0 mghkg/H . £&5 5 M2+ 5 LOEL
i2>5.0 mg/kg/H Tdh 3,

B IE/REN AN

BMEFE/FED AMERERICE VT, B X UMM ICR < 7 R i Bk # 0, 50 ppm (B
T5.55 mg/kg/B ., #T 5.09 mg/kg/H ). 250 ppm (HT 28.6 mg/kg/ A . 1T 26.5 mgkg/H) .
1250 ppm (#T 143 mg/kg/B | # T 135 mghkg/B) OTEM MY 7 o E L (TEHERSY 98.0%)
ZEMERES L, FRERMR] 60 o~ 7 X057 5 TERBRBICIX 95 BRI VIR
BRETD—0H., SRESMER 40 KO~y A0 bR 5HEFIIR UB K L 508
26 BLUS2BBICEAESMR 10 IBE BRI 57D L7z (MRID #40356601),

ZORABROBEBEHRRE I LT, EESMMFEICE ST, LOEL 3% Ik
¥ 7 AT 143 mghkg/B ., M~ 7 2T 135 mgkg/H L HE S, NOEL |3~ ™7 2T 28.6
mg/kg/H., W~ X T26.5mgkg/ATHBEELBNS,

B~ VXA TILEDITBEE L ZEREIIRD b hoTc, M~ 7 A CLBRBBERERDR
B2 LAER (p<0.05) BB LN, BREBEFBEOMEDH 5 LB THEEZITRED
bhvehoiz,

BHEBME/R D AMRRIZIVN T, BEMER X UMM Fischer 344 5 & + (£ FAEEMS) S0
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UC) A&, 3, 12, 36 mg/kg/ANTHER Y 7 oL (FEMEST 98.0%) % 2 £/
Pl VRERS Lz, SRAEEHN 10 E» LR 5 EBMEFCIIRICHAET6ORLTI2 » A
Blichzy b 7 e L RRERS L7z (MRID #40107701),

1B B9 5 NOEL 38T 12 mg/kg/H . #T 36 mg/kg/H ThH o7z, D LOEL iX
6 # A 1% OIENLRHAE BHEORBBREBMICESWT 36 mghkg/B & &hviz,

HS v FOEBRERCERELMEIMARIIRED bied o7, 38XV 12 mgke REH
DEIBERMBEMREREER LUCRM/ESBCRRKEBESRAER, 260N 3 BIT
12 mg/kg BEHOEEHREERAERICEL T, ABRELOMCHEELRIIEDDH HEBRD
Biv, 12 mghkg WEBOBEHKE (BE+ES) BAER HRH L &L T p<0.01)
PR ETORETp<0.05 ThHolk,

S v P CILBBEREAR (p<005) BLUBRE - REESRER (p<001) OFER
FREMSED LN, WRBEEZIIREESRERICET IR L OHIEDOH ST
BRIV T, 36 mghkg/ HIREBHTHEERE (p<0.05) BB bhi, T v ORIBHEH
FERARICETAHEOH B THFEET LIIFREHERAIIRD bhzsoT,

R HEME

THEEFHANWTRY 7B ELOT hX=F AT RXT7 /L (BEE) (BT 2 REBHRER
FERBLE, Z0ORE (MRID #43217601 ; HED document #011107) 2B\ T, #HIRL 7
New Zealand < 1 74 %12 FEB/K% 0. 10, 30, 100 mg/kg/Hd kU 7 & €L BEE (FEiER
4y 96.9%) ZEFR6BE LRI AE X THRE L,

BB EMEICET 5 LEL [ TR LR ICE-SW T 100 mgkg & Sz, SEMMEMEICE
4% NOEL X 30 mgkg Th o7,

&4 M2 B9 5 LOEL i3 MRS IR R B8 L ORI RSB T mz <. lREX
HREROBHERBIUOERRBARF LV ) F LU RICE-SVWT 100 mgkg & &
Nni-, FAEFMIZET 5 NOEL iX 30 mgkg THhH oz,

So hERWTCRIZaEAD RN F LT I (TEA) HIKBET I REEERREE
WELT-, = DRE (MRID #43217602 ; HED document #011107) {238\ T, Fi% S5 b T
ZeHd L7 Crl:CD(SD)BR VAF/Plus %7 v M T¥A b U 7 o €L TEA (JEMERRST 46.5%)
#IEEG6 B EMLER IS A B E THRE Lz, AW BEIMELEH OFE THIE L T 0,30,

100, 300 mg/kg ToH o7,
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BEHEMEICHE TS LOEL BRERAWBERELBLIUVRTR EFITESWVT 300
mgkg & Iic, BEMEMICET S NOEL (X 100 mgkg Th o7z,

FRATMICE Y 5 LOEL X PR IREERL MR ELIFAEROBBEEREE LS,
BELOBRREROHEILEESEHREE EFITESWT 300 mgkg & Shis, RAEZHICET
% NOEL J% 100 mg/kg T - 7=,

UHXEROT R Z0EA0 TEA FICHT2RAESURBREZER L, Z0ORSR

(MRID #43217603) 238\ T, 4R L7z New Zealand o Y9 FIcTE2HA MY 7o n
TEA (FEPERST 46.5%) Z3EIR6 B HA IR 18 AB £ TRE Lz, BV AEIILAY
DFETHIEL TO, 10, 30, 100 mgkg Th-o7z, SHITBRRFETER Lz,

BEMWENEICEE T 5 LOEL (IREHMIE ., FRROEKT. 8L U - BiRE
ANTESNT 100 meghkg & Ehie, BEHHEMICET 5 NOEL i3 30 mgkg Th o7z,

FAZMEICE Y 5 LOEL 3AEFREORL . £FRIBEOBY. X URRIE oM
[ZESWT 100 mghkg & Shvfz, FBAFMIZEIT5 NOEL 13 30 mgkg Tdh o 7=,

N 7 v B ERERRICEE Y 5 i RAEEFEMRBR (MRID #435457-01 ; HED document
#011882) IZHWVT, HEMEIS L UMM Sprague-Dawley %5 v b (% B & 30 T, # 30 [T)
ICATRRAEO0, 5. 25, 250 mg/hkg/BEOTEA N Y 7 u ' (FEMRS 994%) HREEHZE
L7z (BAE Pl BB IIRER ORI 29 ARICh Y 100 mgkg/B 25 Liz), Pl
PAUCIEIRECLRT 10 BRICH2Y M) 7 o AR BREARE Lz, 10 BRE%. 1: 1 0kT
Pl B % REL LTz, F1 FEIEOMAK., ROMROBREY L L THLEBRED b1 30 [T,
ME30PLE@IR L7, BIRLZF1 7y FE2TEAMI 20 AT R2BEICHEYAEL
ek, REL TR EAERZHESE,

BB ESBMICE T 5 NOEL 12 Smg/kg/B (HEB X UME) ThY., BEmmL g
B335 LOEL 3R T D P1 B L UP2 5 v F O RIS EMRAER FRIZESNT2S
mg/kg/B & iz,

ASE/ 25 MITEI$ 2 NOEL X 25 mghkg/H Th V| Afi/I25EMICET 5 LOEL (1
BREIET., &R, KEHMIMHE. F1 BX U F2 AEROEFERETIZESVT 250
mg/kg/B & iz,
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—3E D in vivo I X Win vitro RERIZIBWT. MY 7 v EAOERFEHEOEE 2 FMATT
bhTW3, ZRHDREEMN S, invivo BLWinvitro Th Y 7 v EAREREEHE TIX
BRWZ EMREAS TS,

RS
SRARE

M) o rosBAE (RD) X7 v AW ZiHRAFEEERR (834, MRID
#43545701) > NOEL 5.0 mg/hkg/H (7t L= RIERIR) 1 E-S\V\ T 0.05 mghkg/ B TH 5 &
RESNZ (M) Z7BEAORD 7 L2 —HEE 1995418 12 0), ZORROK
DRRKYE (25mgkg/R) O P1BIUP2 FHEY TEMRBERHERERS EF Lz, K
JEOFEMZEIC BT 2 AR 10 B L UORICOBNZEICET 5 FREEMRE 10 28 H
L7,

BB AMESTE

1995 £ 8 B 9 BICEMENT-EBPAMEEL T LE2—FBS (CPRC) £SFBO/REER, MY
7aENMITN—T DILEHE (& MNCHTIRPABICE L THETERY) ICHESE
N, ZOWREL, BT v PRI~ Y ROWS THLRERRAERS, BT v hTal
BREMRBEREEREN LF LER, ZhBBbOTIRbDTHS L CPRC DREHIZE 2
ez LiITESHTWD, £fL LT, CPRC ORZERIIBYOEIIIERBIZELRWH D
THd (RECERETIIRVE, BiIBNH0HD LD TR ¢E X, - T, CPRC
DIBRMEIT. BOONERISHBREICRE2VWEELXbh, HEREHETESIT LR
| LB E ZIZBEEESRD LN TRV LML T, MY ZubAris s i—
7 DALFEMEITETHE VI bDTHoT,
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3 FYTT7T

USA

(P-US-372)
EPA

Integrated Risk Information System, Tridiphane. (1992)

LA. BERNBRZEOCOZRAE (RMD)

LA.l. 0O RD OFPE

RAEA  ZBRAE  THRENRSAE  EEAR  ZRAE

ZHEOKTE X CHEMEEDRED ; NOEL : 0.33 mg/kg/H ; 100 ;5 1 ; 3E-3 mg/kg/H
LEL : 1.67 mg/kg/H

7 v N _HREFEEHRR

Dow Chemical, 1984
* AEEBRAEBIUEE - 2L
LA2. FERBRB I UVEAMTIRAR (B0 RD)

Dow Chemical. 1984. MRID No. 00132088, 00145080; HED Doc. No. 003604, 004594. EPA 7>

AFET]HE, FOI, EPA, Washington, DC 20460 ¥ T,

T o b (FEEEMER300C) ICHEKEO, 1, 5. 30mgkg/BD M) U7 7 U EIBERE
L7z, FlaB X FIb RRERZ 5 NC F2a B X UV F2b AERHEICE LT, REBRYIFLE
ZELTIOEBICREERE L, LirL2R5, Fib RIER»HEBL T, #ALFOR
BICx LT, WE 7~14 B BOMIIRFORED ¥4y, HE 14~28 B B ORISR M DR
ED3H0 1 OREMTONALSIC, M) P77 VBERTHEE L, 28 AE. Ak
TREZHEMORBREE CERE LL, ZORROEREND . FHEKE 5 B X T 30 mgkg/
AD NI P77 I X o TRBENETT I ERRBRINT, Lo T, AFEERIC
B84 % NOEL ix 1 mgkg/B & Efz, L L2 b FEBAKEN 67% FHEEINIZDT,
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3£ EPA X NOEL % 0.33 mg/kg/B . LEL % 1.67 mg/kg/ B ICHE Li-..

LA3. AREEMFAEB ICEESAE (B0 RMD)

FTHEEEFE - EEB L UCERAEEZ2ZE LT, 87— 216t h~OEICITEREY
RHEEMLRE 100 2 AV,

BEERE—2L

1LA4. BMEER/= A2 b (RO RMD)

HORRIZEBNT, MITT77 itk o THEESERINS Z BTSN,

RID DHETEB/ LT —F :

D 7y bIZHRATFASHRER - TERR - LRERSW; a7/ L— FHEERER,

2) A X6 5 AMIEMER SRR - NOEL=10 mg/kg/H ; LEL=50 mg/kg/H (FFABALARK ; AF

BEHEM) BRI LB EKEE 1 0, 1. 10, 50 mgkg/B ; a7 7L —RKHA K54 L RBR

(Dow Chemical, 1982)

3) v U RMETTMRR | AT NOEL=250 mg/kg/H ; i J2EM NOEL=75 mg/kg/B ;

LEL=250 mg/kg/ R ; #REF L7 IE/KEE 1 0, 25, 75, 250 mg/kg/H 5 27 7 L— FEAKIRER

% (Dow Chemical, 1978),

4) 7 v MEFHARER ; A NOEL=200 mg/ke/H ; B4 23 NOEL=30 mg/kg/B ;

LEL=100 mg/kg/R ; &7t L7= FEI/KHE 1 0. 30, 100, 200mg/kg/H ; a7 /L —FKHA K

Z A 3R8% (Dow Chemical, 1980),

5) 7 v P 2ERMRERE (BRAM) RER £5F M NOEL=3 mgkg/B (H) ; LEL=30
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mg/kg/B (H) ; £5 %M NOEL=5 mgkg/B () ; LEL=50 mg/kg/B () ; BFt LA
K% 1 0. 03, 3. 30 mgkg/B (#) ; 0. 03, 5. 50 mg/kg/B () ; =27 7L — FRIE
fReA8% (Dow Chemical, 1983),

T—EX Yo L

LA.5. #&0 RD OEEME

HRER—

vVl SaCeb Sy

RID— &V

FTERBROEEIRFTHY, FEMITEETHS LHBIsND, T—FN—RXDHIX
B, BETHDIOT, FHEHEIHEVEHETENS, #->T, RID OEFEELE.
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3713 FIFaFY—n

USA

(P-US-373)
EPA
Triticonazole; Pesticide Tolerance

Federal Register Vol.67. page 60950, September 27 (2002)

=EHEEHN T T 7L

M) FaFy—rlloTHERESNLIBHIEROHEIZOWT, UTOXR1 TEETS
bz, EHERRTHELONEFHE (NOAEL) ®K/INEMHE (LOAEL) IZDWTH
g 2,

EHEH RRAL b

E MY RZEBICER L R FaF ) —LERZERT FRA 2 MZOWT, UTF
DFE2ICEKLTRT,

BT v MTBITAEERBERAMET —F B2z, BRERIZEBWT, EPA IR AN
DHETRIFaF S —AEGETETWRY, N FaFy —VITHEIRBBRAMEY XTI
DWTHFHMET 5728, EPA 1. #7 v b (TEERER X UEE ; FLIRRHERE) ., f~
U A (MiRIER L OVEE. FFBRE) BXOM~r 2 (MRER X OEE) OEET—#
bz, BTy NEBAMET —F TRONETEEB L UCRBEERICOWTHOHT L,
o b)) T —NRIEEEOBE-EET — b, BBRAMEETRT O b VL, Rl
AEDZNEDHHD T EBRTRENTVWD, THODERICE LT, EPA 1L, BIZET
5 IBREOBAEER L) EREEHRET LD, #T7 v MERAMRRTRITOE
BRAREAPBDONTEARICESWT Q* 2/ Lz, BETAFERTWSET—%
PHEEFLT, BTy MBI ZORNTOEERAE LANKHPUICEER LD TH
ZMEIPIIRATH D, #->T. TOBEBRERAERLAVKIHOCAERTLRLOTHD LR
ELT, Q*EDHERARREDHEELEER LD TH S,
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HLERBLUNRD - DRLIEE

HAMB I OCHAEBRBERZMN, N Faty —@BBIc L 3 EARTE A XSHICE
TORRITRV L EPA IIRER LT, BEBUERR? O, M) Fary—LoBBmEET
RoNcbOTHY, BMREBOBRE S IIRZENS RT3 2 & 2R EE 2RI
BWZEDBHFLNIIRS>TWS, 7y hERAVWEREZHRBRICBWC, RBRYUMD L&
LT, {LEHITEELISET, MEX I BERBEIRD bhh o7, FRRER
I 25 < BEMEMEIC BT 5 LOAEL i 1,000 mg/kg/H T Y . NOAEL I 200 mg/kg/
BTHD, WINORBEKEIZEW TS, LEIC L > THEIRE ITFER T A —#IC
HARNCAERLH D WVIILBICEE L EEEBFREND Z L3R ot, LEICHEL
AR L UFE BRI E R AR LR ICE S EABMICET S LOAEL 13 1,000 mg/kg/
H. NOAEL I3 200 mg/kg/H TH D, VHFEAVWRAFEHRRICBW T, BEMMEHEN
BOLNT, RERGEEROFEEHNMS, BEREKTRLIORCRICESNT, Bi#nE
PEIZBEY D LOAEL 13 50 mg/kg/ B . NOAEL iX 25 mg/kg/B Téh 5, MBEL LT, W
THOBIZBWTH, LEBICBE L AR E L IINBARERRER LARBD LN B Z
Lidigmole, BREHICEONT, EYRESEMELREZ AT IHRREERDTMC LR
L, BEER, MER L UERITERERRICE S BAEHZMICET 5 LOAEL X 75
mg/kg/H . NOAEL X 50 mg/kg/B Th 5, 7 v &AW _#HREFEEHRRBRICBVT,
B O HEMHIZRET 5 LOAEL X, Fo MBI X OV F, MBESIc BT B R ERD 72
5TNT Fo 8 L U'F, MEREEN DI 31T 2 BB O BMESER 1T ES\\ T 250 mgkg/B L HE S
feo Elo, AFEFMICEIT 2 NOAEL 11 37.5 mg/kg/H Th v . F, BEMIEL. F, BHDZ
FREET. F BE U F, REMOAEFEE TR L CEER D ICESV T, LOAEL X 250
mg/kg/B £ BE I iz,

&
NI FadFy -T2 REBHT — I R—ARHFETIL LB, BEF—F b
TETHD, TRDL, BIDWEEOHIBRELAEMNICHAT 57— ZITESWCH
EENTWS, EPA i3, LWRBLWNEREOT- DD 10 54V BRREEYIRTRE
THDHERELI, UTOEHEMDL, FQPA Z&FZKEHIKRT 3,
FQPA FBD 7= DEMFHT — F RXR—ZANELTH B,

1
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FENELRHERBBIC LTIy FERR YV XFORZIEB ERATHZ & 2R
TERME ITEERGERIIF LR TV,

RAMZENERRICE T 2 EHIL. DNT RBB L URLRBEERT B8R
MICER SN A RAERP ORI E IIEHBWICE T 255I2ME (Bl2E, BRABYIC
B AMRAEE  HANMBER O PRMRREAR ; B HUREHOMERF 72 IIMAMRE
b ; BHREPOBEENEL) ZRRLUZEECE SN LD TIZRLS, %> T, FQPA
RERBUILER,

RE (BHB LUEEPK) BERSLIUEERETMITIT. HEShIMEL 252
TOREYB LGB EEN., ZHIKE > TARSDMEDOBEENB/NFIESh DI L

1720,
TABLE 1 —SUBCHRONIC, CHRONIC, AND OTHER TOXICITY
Guideline No. Study Type Results
B70.3100 90-Day oral toxicity in ro- | NOAEE = M: 2, F: 22.3 mg/kg/day
dents-rat LOAEL = M: 198, F: 1183.5 mg/glday based on M: Increases in the incidence of
adrenocortical fatty vacuotation in males receiving > 250 ppm, F: Hair loss, de-
d food efficiencies, adrenocortical fatty vacuotation, zona reficulans degen-
erafion, centriacinar hepatocytic falty vacuolation, and more severe anisocylosis
and spherocytosis in females receiving 212,500 ppm.
870.3200 28-Day dermal toxicity-rat | NOAEL = Dermal and systemic: 1,000 mg/kg/day (limit dose).
LOAEL = Were nat identified.
$70.3700 Prenatal developmiental in | Matemal NOAEL = 200 mg/kg/day
rodents-rat LOAEL = 1,000 mg/kg/day based on reduction in mean body weight gain from GD

12-16.

Developmental NOAEL = 20D mg/kg/day

LOAEL = 1,000 mg/kgfday based on freatmentrelated increases in unilateral and bi-
taterd! supemumerary nbs.
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXiICiTY—Continued

Guidsline No. Study Type Results
870.3700 Prenatal developmental in | Matemal NOAEL = 25 mgfkg/day
nonrodents-rabbit LOAEL = 50 mg/kalday based on decreased body weight gain, reduced food con-
sumption, and mortality.
Developmental NOAEL = 50 ma/kgfday
LOAEL = 75 mglkg/day based on cranidd variations, abortion, and increased pre-
and postimplantation josses.
870.3800 Reproduction and fertifity | Parental/Systemic NOAEL = 37.5 mgfkg/day
effects-rat LOAEL = 250 mgfkgiday based on reduced body weights of the F, femates and the
F) males and females, Fo matemal mortality, and microscopic lesions in the adre-
nat gland of Fy and F; males and females.
Reproductive NOAEL = 37.5 mgfkg/day
LOAEL = 250 mg/kg/day based on decreased fertlity of the F, animals, reduced F,
and F, pup survival, and reduced F) and F. pup body weight.

8704100 Chronic toxicity dogs NOAEL = 25 mg/kgiday

LOAEL = 150 mg/kg/day based on decrezsed absolute body weights of femates, de-
creased weight gain by males and females, and treatment-related toxicity to the
eye, biver, and adrenals.

870.4200 Carcinogenicity rats NOAEL = M: 2203.6, F: 38.3 mg/kg/day

LOAEL = M: Adverse effects were not observed, F: 286.6 mgfkalday based on de-
creased body weight and body weight gain, adrenal cortical and liver toxicity.

8704300 Carcinogenicity mice NOAEL = M: 17.4; F: 20.1 mgfkg/day

LOAEL = M: 202.2, F: 209.5 mgfkg/day based on decreased body weight gain and
Giver toxicity. No significant increase in the incidence of neoplastic lesions. No evi-
deace of compound-induced carcinogenicity.

870.5250 Gene mutation There was no evidence of induced mutant colonies over background.

870.5300 Cytogenetics There was no consistent evidence of chromosomal abemrations induced over back-
ground. .

870.5375 Chromosome abesration There was no significant increase in the frequency of micronucleated polychromatic
erythrocytes in bone mamow after any tested triticonazole dose at any harvest
time.

870.5395 Micronucleus There was no evidence that unscheduted DNA synthesis, as determiined by radio-
active tracer procedures fnuclear silver grain counts] was induced.

870.6200 Acute neurotoxicity NCAEL = 400 mog/kg/day

screening battery-rat LOAEL = 2,000 mgfkg/day (limit dose) based on dose-related increases in motar ac-
tivity in both sexes...

870.6200 Suhchronic neurctaxicity | NOAEL = M: 695, F: 820 mg/kg/day

screening battery-rat LOAEL = Not established.

870.6300 Developmental Study is not avallable. Identified this as a data gap.

neurotoxicity

870.74B5 Metabolism and phar- Shudy is not avallable. Idenfified this as a data gap.

macokineticsrat

870.7600 Demal penetration-rat Dermal Absorption Factor [C 49} 2 %.
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TABLE 2. —SuUMMARY OF ToxicoLoGICAL DOSE AND ENDPOINTS FOR TRHICONAZOLE FOR USE N HuMAN RiSK

ASSESSMENT
P FQPA SF* and Level of
Exposure Scenario Dose Used in Risk AsseSS- | on0am for Risk Assess- Study and Toxicological Effects.
ment, UF ment
Acute Dietary (Females 12-50 | NOAEL = 5D mgfkg/day FQPASF=1 Developments] study-rabbit
years of age) UF = 100 aPAD = acute RD + FOPA | Developmental LOAEL = 75 mgfkg/day based
Acute RID = 0.5 mg/kg/day SF = 0.5 mg/kgiday on cmanial varistions, abortions, and in-
creased pre-and post-imptantation losses.
Acute Otetary {General popu- NOAEL = 460 mgfkg/day FOPASF=1 Acute Neurotoxicity study
iation including infants and UF =100 aPAD = acute RD +~ FOPA | LOAEL = 2,000 mg/kg/day based on doseve-
children) Acute RID = 4 mgfkg/day SF = 4 mgfkg/day lated increases in motor aclvily in both
SexXes.
Chronic Dietary {All populations) | NOAEL= 17.4 mghkg/day FQPA SF = 1x

UF = 100
Chronic RiD = 0.17 mg/kg/
day

TPAD = chronic RfD =
FQPA SF = D.17 mgfkgf
day

Carcinogenicity shudy-mouse

LOAEL = M: 2022, F- 209.5 mgfkg/day based
on decreased body weight gain and liver tox-
icity.

incidental Oral Short-Term

NOAEL= 25 (Matemal tox-
icity)

LOC for MOE = 100 (Resi-
dential)

Developmental shudy-rabbit
Matemal LOAEL = 50 mgikgfday based on de-
creased body weight gain, reduced food con-

sumption, and mortality.
incidental Oral intermediate- NOAEL = 17.4 LOC for MOE = 100 (Resi- | Carcinogenicity study-mouse
Term dentiaf) LOAEL = M: 2022, F: 209.5 mg/kg/day based
on decreased body weight gain and liver tox-
icity.
Short-Term Inhalation {1 to 7 inhalaton (or oral} study LOC for MOE = 100 (Resi- | Developmental study-rabbit
days) (Residential} NOAEL= 25 mg/kg/day denial) Matemal LOAEL = 50 mgfkg/day based on de-
{inhalation absompiion creased body weightﬂm, reduced food con-

rate = 100%) (matemal
toxicity)

sumption, and mortality.

intermediate-Term inhalation (1 | inhalation (or oral) study LOC for MOE = 100 (Resi- | Carcinogenicity study-mouse
week to several months) NOAEL = 17.4 mgikg/ dentiat) LOAEL = M: 2022, F: 209.5 my/kg/day based
{Residential) day (inhalation absorp- on decreased body weight gain and liver tox-
tion rate = 1080%) icity.
Long-Tem Inhalation (Several inhalation {or cral} study LOC for MOE = 100 {Resi- | Carcinogenicity strdy-mouse
months to fifetime) {Residen- MOAEL= 17.4 mg/ka/day dential) LOAEL = M: 2022, F: 209.5 mgfkg/day based
tial) {inhalafion absorpion on decreased body weight gain and fiver tox-
rate = 100%) icity.

Cancer

This fungicide has not been ciassified. White
the Agency has acceplable data to assess
carcinogericity in both sexes of mice and fe-
male rats, acoepiable data are not available
in male rats. Since the doses tested in mafe
rats were too low to assess the carcinogenic
potental for triticonazole, the cancer risk as-
sessment was conducted using a potency
factor {Q1*) of B.56 x 102 based on data
avallable st lower doges in the carcino-
genicity study in male rats.

* The reference {o the FQPA Safety Factor refers to any additiona! safely factor retained due to concems unique to the FQPA.
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375 FUTHR

USA

(P-US-375(2))
EPA
HUMAN HEALTH RISK ASSESSMENT Tribufos, Office of Pesticide Programs Health

Effects Division (7509C) (1999)

A, EBHEFAIFEE
HigMEME
HEBEROSHERBIIAFZINRTOARL, LOLARE, Ty hBIUA XTHASH

HBUEBHERBRRAFINTVIOT, BHEEWE X UOHFEEEHORE NRERRIILE

2,

21 PR EMERAR— VI X

21 AR EMRERICIV T, New Zealand > o 7% (£ FELMH 10 L) ZAHA
BAk#0, 2, 10, 25 mgkg/B (EEOREK®O0, 2, 11, 29mgkg/B) O MY THER% 1
B 6B, 5 BEOFE T2l BV REBREK S L,

LOAEL 33 L QN D2 £ T $E ChE fEIS X U ChE FAE BB oI Z i

ICESWT 2 mgkg/B & &z, NOAEL [3MeL &h7zh o7z (MRID 42007201),
@

BHEFERR— A X

B RIRICE T, 1 RS DHE4TT, # 4 J50 ' 7RI O, 4, 16, 64 ppm

(0, 0.1, 04, 1.7mg/kg/B. HETO, 0.1, 04, 20 mgkg/HIZHY) O R) THA%E
BT % 52 BRI Y ERE ¥,

4% ChE {ZB§3 % LOAEL i 16 ppm (0.4 mg/kg) . NOAEL }3 4 ppm (0.1 mg/kg) TH 3,
FRM1ER ChE (ZE§4 % LOAEL X 64 ppm (1.7 mg/kg) . NOAEL X 16 ppm T 5, fbi ChE [T

BS54 % NOAEL X 64 ppm (HDT) T3 (MRID 42007203),
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FENAME

BB/ AEEASERBR—Sok

IRAETME/FE DS AR S RBRIZIS T Fischer R5 oM (& AEA MR 50 JT) ICH2E 0, 4,
40, 320 ppm (HET 0.0, 0.2, 1.8, 16.8 mgkg/H ., T 0.0, 0.2, 2.3, 21.1 mgkg/B IZFY)
DN T HRAE B LR EIREE T,

TYMIBW TR AL R T IERUIB LN 0 572, 4% ChE FEEic B84 2 LOAEL 3 0.2
mg/kg/H (LDT) THY, NOAEL I3ER I Nieh o7z, FRifiEk ChE A2 B35 LOAEL i3
1.8 mg/kg/H, NOAEL 3% 0.2 mg/kg/R Th-l-, i ChE FAZEICBI$2 LOAEL % 16.8

mg/kg/H . NOAEL i 1.8 mg/kg/ B TéH-7- (MRID 42553601)

EBAMRR—< T X

RBAMERBRIZBNT, CD-1 v U X (FHESEMHR] 50 IT) |2 E 0, 10, 50, 250 ppm
DT H2ZzE LM% 90 BRICHVEREE-, b BRI 0, 1.64, 8.28,
48.02 mg/kg/A | i< 0, 2.08, 11.14_63.4 mg/kg/ A Ic+E% L7~

TYRCBNTC, BRI LR E A& (T 48.02 mg/kg/B | < 63.4 mg/kg/H) DA THRMN
ANEDTEHDFBD bivTz, BV A TH, B RERSIUVMBIRBEORERRRHHESIC L
FL., T2 Ti, /K% XREREESFEFARIZ EH L7 MRID 41171001),

RAEFM

RAEFHRR—-Fob

REFERBICBWT, EHRL7- Crl:COBS-CDSD)% F v MMz A& 0.0.05 0.1 02
mg/kg/ BDON T HRA%IR6 BB HEE 1S HRE Ta—CMICAhTRAORE L -,
B EMEICEET 5 NOAEL i3 0.2 mg/kg/A (HDT) T Y. LOAEL IZRESI S oTe,
FAEFTMICEI T 5 NOAEL i3 0.1 mgkg/B TH Y. LOAEL iZ#IHME RRINOHM, 2 DL
L DORIRD & % FIERBDOEM, B REELOHEIMESNTO02 mgkg/H L HEIN T,
At 2 R RERIIE S e h o 7= (MRID 00147533),
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REBHRR-UYX

RAEEMHRBRICB T, HEE L New Zealand o 74X A& 0,0.05,0.10, 0.25,
0.50 mg/kg/HD M) FTHRA%FHETAE»GEKR19 B RETRORS L, BEHEM
IZB3% % NOAEL /% 0.1 mg/kg/ B Tdh ¥ . LOAEL [ZEEBMIH B L URERER LRIC
ESWT 025 mghkg/BH EHEEINT, BEFMHICET 5 NOAEL 1 0.25 mgkg/H THY |
LOAEL {3 RIAE OB ERT 8 L CRINEOEMICE-SV T 0.50 mgkg/B L HEE i,
A % R 3R HUIE bz d o 7= (MRID 40886301),

-

i RAEERERR— T

AR M RER I 38V T, Sprague-Dawley 25 v MZHEE 0, 0.5, 1, 2.5 ppm DR
THRAEE O RZEAT 9 B (i LOWME) do L OHR - RALGIMIC b v BEIRE R, AR
RO _RTREYTREEN LR T30, BB/ REHEEICE T2
NOAEL % 1 ppm (0.08~0.09 mg/kg/H) . LOAEL (32 A DTy b A EHMIHIR L
U493, 14 B BRI 21 B BOREMKER A I &SV T 2.5 ppm (0.22~0.24 mg/kg/R)
LHESNT, £FEEMEICE T3 NOAEL i 1 ppm (0.07 mg/kg/H) . LOAEL |3HERDIE
FTRIVHESREEDETIZESWT 2.5 ppm (0.17 mg/kg/H) HESh -, ChE [BE (FR#
B0 A TRIE) B35 NOAEL i1 0.5 ppm (0.04 mg/kg/H), LOAEL i3fu$% ChE {&#
D >50%FEICE-S T 1 ppm (0.08 mg/kg/H) L ESN 7z (MRID 43649402)

THtRAETEEERRICK T 5 REME A (ERTER) NRESWLEBIC L D b DR DM,
REMOFERNBRBRICLZEOROD, HEIWVIEZOTEHIZL Db DRONITOVTHRE
THOREBERR L FM L, MR X UMEHE Sprague-Dawley %5 » h&RE 15 L, # 30
T 5725 4 BEORBRBEOWTNANCE Y HiFl, (FN—71: REBFER L RLER
B S —7 2 RABEREY & RLBFAER; S V—7 3 ROBFER L LEBREY) ;
TN—T7 4 EBHFERLVERSY), JA—718XU21ZiE 0ppm, ZA—7 3B &
41212260 ppm (15 mghkg/H) O + Y TR R ERAKRE Lz, HBRER % 10 BMEERS
Bz, ThL0BMEZRBEN TR L, Sk, 71— 1B8LC30HERER
#£ 1T, 0 ppm ALERENHH3 260 ppm LEREMHEKOFAEIRZHE L. 260 ppm LER
B 0 ppm LB REYHROFEREHETHLOIC L, £, FA—728LT4
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DFERZARBRBENTRERT Lz, T742bb, 0 ppm AAE BB kOB 4 R4 fE

B 13RS 0 ppm LEREYITHE S, 260 ppm LB BEHE KO A RIC N T

BRLCIERD L5 LI, FHRBMEKIIIN—7 1~4 TERENRBEIRY Y 0.00,0.47,
150, 2.85 ThHovz, LEREWH (FV—T3BLT4) THBVBED LN, FL—

TARBNT, MAN=ZX LB L UMEHREOIEINSRD b= (MRID 42040103)

BEFRALTRERAR

Salmonella typhimurium TA 98, TA 100, TA 1537 33 X U8 TA 1538 Hi#k % v A {5 F 228K
ERARICBVT, 270y —AERRFFETBLOHEETOMAE T, b 7HRiX
JREE 10,000 pglplate I TERFHH R & 2h o7 (MRID 41459101),

FEH DNA A A5
7 v MIREBEZTHEZ AV 2 in vito FEH] DNA ARBRICEBVT, JEE 0.0001~
0.006 pg/ml O Y 7THRRIIBMETH -1z, ThIVERETITHESESRED b

(MRID 41459102),

etk RERR

F A =— XN hAY—FREMKE V3 in vito R ERERBRICBNT, 370 Y —
LAEMCRAFETBLOCHFETOES T, M) T HRRBBRETH o, EHLRIERE
TORAS L2 BREEIE 0.004, 0.007, 0.013, 0.025, 0.05 pg/ml T Y , 0.025 33 X 1 0.05 pg/ml
THEEVSRD b, FEHCRTFE T TRET L 72 EE X 0.007, 0.013, 0.025, 0.05, 0.1 pg/mi

THY, 005 FBITO.1 pg/ml TEENFED Hhiz (MRID 41459103),
RN
FHY VBRIBIC K > THR SN 2B R E#HREM (OPIDN) 28 H 35720 Dl & % A

TREREEBICLD Y TRROEBEREERICET 2+ T —ZBAFEh T
Do
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EBMERREE - S

ME12PFDL EMTHEO, 26, 11, 2mgkg/BD MY 7HRR%EZ 90 AEICH Y EH
L, BMERRELTI18mgkg/BO Y AL K-Z2 VY =NV T4 A7 =— bk (TOCP) %f#
ALz, BERIMEDOL EMCHEATHIZILTERLL, N THERALBHETRD LN
TeVERINE, RESING], 12 P 7T PR HEEILHE. BL LM ChE BETH -7,
MREE LT T AHREAGITRIIEL L TR LZESAE (2mgkeg/B) OHER DR
BIUHEHTRD bz, £M ChE FIIRFT L&ERAE (2.6 mghkg/B) THEHLN
7. &HEMICET 5 LOAEL [IAEHMMANTE-ST 11 mgkg/B & &h, NOAEL i
2.6 mg/kg/A Tdh o7, Fiz. ChE HEFIZEIT 5 LOAEL /% 2.6 mghkg/H T Y . NOAEL i
ER Eh72d- 7z (MRID 42007202)

ARE[f) ChE FREIC & 5 AR EFEHICMA T, MY TRRTHERSICBWTHERY
R IC B R BRMERENE R L, Ty PTHEREEE R L., 7 v MEERHER
ERBIZBWT, REREMIT 12 » AROWRUMESER FAZ) BLU 24 » A& OHH
RN CORBMABRFAFTRE LTRE L, ZhLDERIXT v MHEEBHRATEMER
BRTbLBIZEINT,

B. RAERISFME

HIRB L ONRIZIR T 5 Rl 2B it

Sy FBIVUVHFEAVEREBSHRROFENRERIC, BEYWLLEL TEEY
TREHEFNBDOND Z L1342, Ty MRV =ZHALFEEHRR CTHRASY &
HB L THEROBRZE LEABRDOND Z E bR o7208, UTOEBT, BeffE
BRI NV THRRAZELTIOFE V) FQPA Z2FHE2RFT LI 5BE LT,

(@) I v MEAVWEAMER LUCEBHEHEEMRRTT —F X v vy THHFET D, #-o T,
MY THRRAOEEE IIRERE®OFMET 5 7@ ChE [iE, —EOBEERNEE
FTRR X O - KRR OFREMABAT RICET 57— Z 3B o TRV,

(b) OPIDN |2 #-3< AR BUHRBRSVLETH S, 7 v MRV AR L TEBgERS
BREMRBR T —F Xy vy 7REETHZ LITMA T, MEEZ AW HIBHEEMRER
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(MRID 42007202) BEUT7 v bEZAWVWEBHESE/RZAAMELSERER (MRID
42335101) THBFREREFEARSRBOONILZLI2LY, NI THRROREMHREN
ERICET BN EBR I,

SHAEER (RHZRAER)

7 v bEAWHARIRASEERER (MRID 40190601) 1233V T, 7mgkg/B (LOAEL)
THROONIZMBL I THRMER ChE FHETICESWTHRESRE Imgkg/B L5
NOAEL 8 X UEMIAMEIZE T2 10 5 L FEAEENCBET 5 10 222 1o R He ZHRE 100
5725 0.01 mg/kg/H &5 @ RID BEH &z,

&M RfD=1mg/keg/H (NOAEL) /100 (UF) =0.01 mg/ke

BATD OPP HEHZ X V| FQPA ZEFH THEIE LizAaM RD IAMBERREHAE

(aPAD) &I D, 76> T, 10 £ &V 5 FQPA Z24Z% % FV T aPAD X 0.001 mg/kg/
ALEHEIND,

&% PAD=0.01 mgkg (A RD) /10 (FQPA R4&{%%) =0.001 mg/ke

BHEEER (BESRAE)

0.01mg/kg/H & V5 NOAEL 6 L UFEAMEICBI T2 105 ¢ BNLENCET 5 101555
Lo ARESAELRE 100 % FIV>T.0.001 mg/kg/ B &V 5 B4 RID BSEH &z, Z D NOAEL
A X2 AWIBHERMRER (MRID 42007203) 128V T 0.4 mg/kg/H TR b7 Mg
ChE [HEIZE ST\ 3,

8 RfD=0.1 mg/kg/B (NOAEL) 7100 (UF) =0.001 mg/kg

BITD OPP HEHT X Y, FQPA TRMPMTHEE LB RD BB EMARERE

(cPAD) & IRiI D, - T, 10 fiF& 5 FQPA LZ424% %k % F\ T cPAD I3 0.0001 mg/kg/
AEEtBEsh 3,

81 PAD=0.001 mg/kg (i84% RfD) 10 (FQPA Z24%%) =0.0001 mg/kg

BB AMETE

RESNTEBAMY R 7FMITA RT 4 (1996 424 H 23 H) 128t-> T, HED ZA8
AEET VE2—ZB2 (CPRC) 1k, 2TOEERARLIAXRN LE-BEEAE (BT
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48.02 mg/kg/ A, #ET 634 mghkg/B) DA TRD NI & &, ChEREL IR TIEES
HWEE-TWEZ EMnb, P THR%E (b MCHLTBELS REBAMRL) TAEL
Too ROBIGEHLD D, MRS D CD-1 v~V RIIBITHEBERER LR, HE~Y XD
&, MtE~ U XOMB X OHBER GO~ T ZAD/NEIZRT SEERER ERICEISNT,
BHAEDO MY 7AHRRX e MEH U TRBAMEEZ RTARENRE V] ZeBFTREND L
CPRC [3#5# L7z, CPRC }I, VA ZFiz B E LT, RbBEELREMET L FRA
M AWSEENGE (Thbb, #RE. BE~—T0) 2#ELE, <V RCBW
TETORBETHRY Vv RMEFYHICHRN R EEMEBENRE LI Eh 5, CPRC
IMERERMAEE (T2bb, qf) 2R LR -7, BESHICETOIRbRBRER
T RKiRA > biXNOAEL 23 0.1 mg/kg/H ThH o 7oA X 1 FHIRERICI T % M ChE fHE
ThHd LB Shi, Sbic, BREMICET HAARBRITRL, MEL 2 58ER0
KIXFE SN o7,
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381 N RA £ V.Y 2l = g

USA

(P-US-381)
EPA
Trifloxysulfuron; Pesticide Tolerance

Federal Register Vol.68. page 54377, September 17 (2003)

BEHEH T T AL

My 7axs AN 7a Al o TERINIBHEROREICONWT, AXFEOKL T
BERTHLLBIL, BERRTHEOLN-ERMER (NOAEL) Li/MEfE (LOAEL) (T
DWTHET 5,

EMBH RESL VB
RN RZFEMICERLE N 7R ATy OBEEHT Y RRA V MTHOWT,
AXEOER2IZEH L TRT,

HLRB L WRNRD D DRLIRE

HAERTR L AR BRZH

Ty NRABEHRRELIZT v P ZHRAEEFERRICEWT, BEEBIEF T
ERTEEMNELREEMIERIIE LA TRV, YIXFRAETHARIZE VT, 100
mg/kg/ BABHFHOKIE 1 TTREBROCESBD NI L2, EEHNRZHE LN
TR I, THIKMZ T, 250 mgkg/BALERHD 2 FIORBERERDOBEIETHRE
TR OLERAD b, = OVERIZET 3B NOAEL A& 51T Y. LOAEL I28
WTHRREIIEOATIOEARRD NI b, ZOFTROBEEIIES. ZHT5S
YR I7EMBNT, COERZEEENT L FRA P LTER LR, HERBLIT
AR B ICE T 2 BRFEREERITR,

]
M) 7uXx AT BT AEERERT AN ARFET I L L bIT, BRET
—ZbRETHDH., Tihbb, BIIWEEDOHIBRELEENCHATITF —FITES

2
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WTHEE STV 5, EPA 13, ILIRB L UVNRREDOLDD 10 5205 BLELHE 1 13
KRNI RETHDIERE L, ZORTIIUTOERBICESNTNS,

FQPA D 7= D DFHZEN T — F R—ANELTH B,

7 v MPRABHRRIIBWT, EENELRESMRSH LR 2 RIERIIE LN
TW2W, REARCET 28FWERICIE. ABTOBEEE TR L UCLBROKER
MIFBFEN TN, REMETRONIBRFTRIL. BERREERY. MBEDE
AT BB XL BERERR RIERROA TH -1,

UV XRAEBUHRRCTERNBZIME LR 2 T TERAE LN, BE#MICET 5
NOAEL X 100 mg/kg/H T ¥ LOAEL (3BT FH B L UMM IR EHITE ST
250 mg/kg/H & RE iz, BAEZMICE TS NOAEL X 50 mg/kg/H T3 Y . LOAEL (1 &
WL R AR EFICE ST 100 mgkg/B & #HE Sz (100 mg/kg/ BAERDIEIR 1
L) & 61T, 250 mg/ke/ BALER D 2 FIOREEIRBFRDIEIR 3 ITTH R E DBFENED
bhvic, BEFHFEEPRRT LUEEEMRT —Z 2B\ T, BELBFEORAISE S
TW2RW, ZOERICEEY 2 BRe/2 NOAEL 38 5 TR Y, LOAEL IZHB\WCTHRIR 1 Itod
HTIDEABRROLONILI b, ZOFROBEEIMEL, Y4 T5 Y X 75K
WT, ZOERZE®FHT FRA M E LTEALE,

7 v PITHRAEBEHRRICISVN T, EROE ITEMARS M L 4RI
Boh TR,

AR E AR BEICE T 2 BERREEMEIZ R,

7 v PREAMBEBHERBRIIER I TV,

BEB LCEERFRETM CHEIMERREY T — 7 BL Y 100%/EMLE % RE
Lc, BBREEOERBYNELS LS ICRHSINZRBILHEEHEWEHEEOE W
TR ESNTVEDT, ZOAMBIUESY R7FEICL > CTRES /21X X2 5
BGHR S D Z Lidien,

REFRUC L DEBIKFHE Tid, X 3 AT DRV MESFR 22 R (R 3 AR 2 i
ZRICDICTIA SN ET VB I VEEET MENRT A —Z I Lo TEB LN BE
BZFMA LIz, &5iZ, EPA ZRIE L 22 2 BLAE DL OB BB OHEEICFEE ITIRST
HRFEEZER L,

HEEHREIML>T, SAT7a—-REE~D Y 7uF2rTarF Y
U ABEERICERT 2T 7 7 —DOBEARBEESR/NHE SRS Z L2,
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TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER TOXICIFY

Guideine No.

Study Type

Resufts

876.3100

90-Day oral toxicity ro-
dents {rats}

NOAEL: 507/549 milligrams/kilogram/day (mg/kg/day) Male/Female (M/F)

LOAEL: 1052/1128 mg/kglday (MF). M = decreased body weight, de-
creased body weight gain, equivocal increased testicular atrophy at end
of recovery phase; F = decreased body weight, decreased body weight
gain, equivocal slighly increased histopathology in liver {single cell ne-
crosis, focal necrosis, infammation, hepatoceliular hypertrophy).

870.3100

80-Day oral toxicity fo-
dents {mice)

NOAEL: 1,023/1,507 ma/kgiday (MfF)
Lol?ﬁléél >»1,0234>1,507 mg/kgiday (M/F). M = not attained; F = not at-
H .

870.3150

90-Day oral toxicity in
nonrodents (dogs)

NOAEL: 19.8/18.6 mgfkg/day (M/F)

LOAEL: 164.2/167.3 mag/kg/day (M/F). M = decreased body weight gain
{20%), sflight hematological effects, clinical chemistry changes sug-
gesting hepatotoxicity, decreased thymus weight, thymic atrophy, in-
creased glycogen in fiver, hemomrhage in mesenteric lymph nodes; F =
decreased body weight gain (44%), anemia with exiramedullary hem-
atopoiesis in liverdspleen and myeloidhyperplasia in bone marrow, clin-
ical chemistry changes suggesting hepatotoxicity, decrease thymus
weight, thymic atrophy and hyaline tubular change in kidney.

870.3200

21/28-Day dermal tox-
icity {rats)

NOAEL: 1,000/1180 mg/kg/day (MF)

LOAEL: »1,000/1 000 mu/kg/day(M/F): M = not attained; F = decreased
body weight gain.

No dermal irritation M/F.

870.3700

Prenatal develop-
mental in rodents
{rats)

Maternal NOAEL: 300 mg/ka/day
Matemnal LOAEL: 1,000 mg/kg/day based on decreased food consumption
during treatment, decreased body weight gain during post-treatment.
Developmental NOAEL: 300 maikgiday
Developmental L OAEL: 1,000 mg/kg/day based on slight decrease in fetal
vs{‘ﬁeigtttl_to increased skeletal anomalies,increased poorfabsent skeletal os-
cation.

8703700

Prenatat develop-
mental in nonrodents
{rabbit)

Matermnal NOAEL: 100 mg/kg/day
Matemal LOAEL: 250 mg/kg/day based on increased moriality, incieased
vaginal/anal bleeding.
Developmental NOAEL: 50 mg/kg/day
Developmental  OAEL: 100 mg/kg/day based on abnommally shaped heart
gonﬁ fetus at 100 mgfkg/day and 3 fetuses from 2 litters at 250 mg/kg/
2y).
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TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER Toxicrry—Continued

Guidefine No. Study Type Resuits
870.3800 Reproduction and fer- | Parental sysiemic NOAEL: 78.8/83.5 mgfkg/day (?M/F)
Blity effects (rat) Parental systemic LOAEL: 631/676 mg/kg/day (M/F) based on decreased
body weight and gain as well as decreased food consumption.

Offspring systemic NOAEL: 78.8/83.5 mg/ikg/day (M/F)

Offspring systemic LOAEL: 631/676 mg/kg/day (M/F). decreased pup
weight and weight gain, decreased spleen weight, thymus weight and
increased vaginal patency.

Reproductive NOAEL: 968/1,030 mgfkg/day (M/F)

Reproductive LOAEL: >968/1,030 (W/F)

870.4100 Crém?)ic toxicity rodents | See 870.4300
ral
870.4100 Chronic toxicity dogs NOAEL: 51.1/45 3 mg/kg/day (M/F)

LOAEL: 123/121 mg/ka/day (M/F). M = gray-white foci in lungs, fibrous
thickening of lung pleura, equivocal decreased body weight gain; F =
equivocal increased incidence and severity of chronic urinary bladder in-
flammation.

870.4200 Carcinogenicity rats See 870.4300
870.4200 Carcinogenicity mice NOAEL: 854/112 mg/ka/day (MfF)

LOAEL: >854/818 mg/kgiday (M/F). M = not determined; F = decreased
body weight, body weight gain and food consumption. Negative for car-
cinogenicity in M and F.

870.4300 Chronic feeding/car- NOAEL: 82.6/23 7 mg/kg/day (M/F)
cinegenicity rats LOAEL: 429/99 3 mg/kg/day (M/F): M = decreased body weight and gains,
decreased food consumption and increased Leydig cell hypemplasia in
testes; F = increased tubular atrophy in kidneys. At 500 mg/kg/day de-
creased body weight, body weight gain, food consumption and in-
crea?__ed tubular afrophy in Kidneys. Negative for carcinogenicity in M
and F.
8705100 Gene mutation bac- Negative without and with S-9 activation.
terial reverse muta-
tion assay (S.
typhimuriumlE. colf)
870.5300 in vitro mammalian cell | Negative without and with S-9 activation.
farward gene muta-
tion assay (CHO
cellstHGPRT locus)
870.5375 In vifro mammalian cy- | Negative without and with S-9 activation.
togenetics assay in
CHO cells
870.5395 Cytogenetics - mam- Negative at single oral doses up fo 5,000 mg/kg.
malian erythrocyte
micronucleus test in
the mouse
870.5500 in vitro unscheduled Negative response up to 250 pg/ml._ Cytotoxicity at 215.63 pgfmL.
DNA synthesis {(pri-
mary rat
hepatocytes)
870.6200 Acute neurotoxicity NOAEL: <2,000 mg/kg/day {M/F)
screening battery LOAEL: 2,000 mgikgfday (M/F): M and F = decreased motor activity on
(rat) day 1, histopathological lesions in nervous system tissues.
870.6200 Acute neurotoxicity NOAEL: 2, 000/600 mgfkg/day (M/F)
screening battery LOAEL: >2,000/2,000 mgfkg/day (M/F): M = not attained; F = decreased
{rat) motor aciivity on day 1.
870.6200 Subchronic NOAEL: 112/553 mg/kg/day (M/F)
neurotoxicity screen- | LOAEL: 472/1,128 mgfkg/day (M/F). M = decreased body weight, body
ing battery (rat) weight gain and food consumption.; F = decreased body weight
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TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER Toxicmy—Continued

Guidetine No.

Sty Type

Results

870.6300

Developmental
neurotoxicity {rat}

No study performed. Not Required.

870.7485

Metabofism and phar-
macokinetics {rat}

Rapidly absorbed and exceted. Most (=87%) of the administered dose
{AD) was excreted within 24 hours. Afler 7 days, very litile (<0.3% of
AD) remained in the fissues. Urine was the primary route of excretion in
males {50-61% of AD) and in females {(70-80% of AD). Unchanged par-
ent in males {11-20% of AD) and in females (37-47% of ADj was ex-
creted almost entirely in the urine and only frace amounts were found in
the feces. With the exception of the parent, the matabolite profile was
similar between the urine and feces. The 2 primary metabolites in both
urine and feces were Metaboiite J {desmethy] parent, up to 26% of AD)
and Metabolite K {5hydroxy-pyrimidine of parent, up to 19% of AD).
Other metaboliles were Meiabolites X, N, F, A and D, each up to 8.2%
of the AD in mates and up o 4.7% of the AD in females. Several minor
metabolites were also identified as Metabolite Q, Metabolite P, guani-
dine, CGA-382997 and CGA-368732 (each =4.4% of the AD}.

870.7485

Biliary metabolism (rat)

in bile duct cannulated rals, absorption was 84-88% of the Administered
Dose {AD) at 48 hours. Nearly all of the AD was excreted within 48
hours. Excretion in urine ranged from 58-76%, in bile from 5-27%, and
in feces was about 6% of the AD. There was no evidence for an
enterohepatic circutation. Biotransformation was similar to that in the
conventional rat metabolism study. The metabolite profiles in uring, bile
fluid and feces were all similar.

870.7600

Dermal penetration
(rat

No study performed. Not Required.

TABLE 2. —SuUnmMarY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR TRIFLOXYSULFURON FOR USE 1N HUMAN RiSK

ASSESSMENT
- Special FQPA SF* and
Exposure Scenasio Dose Used in Risk Assess- |} el of Concem for Risk Study and Toxicological Effects
ment, UF Assessment
Acule dietary (ferales 13- Developmental NOAEL | Speciat FQPASF =1 Developmental Toxicity Study in Rabbits.
48) = 50 mg/kg/dayUF = aPAD = Developmental LOAEL = 100 mgfkg/
100 acute RiD/Special day based on increased incidence of
Acute RID =0.5 mg/kg abnormal shaped hearls in fetuses.

EQPA SF = 0.5 mg/

Acute dietary (general popu-
lation)

NOAEL = 600 mg/kg
UF = 100
Acute RfD =6.0 mg/kg

Speciat FQPA SF =1
aPAD =

acute RfD/Special
|l(:QPA SF = 6.0 mg/
4]

Acute Neurotoxicity Studies in Rats.

LOAEL = 2,000 mgkg based on de-
creased mofor activity on day 1 and
histopathological lesions in nervous
system fissues of males and females.

Chronic dietary {ali popu-

NOAEL= 23.7 malkg/

Special FQPA SF =1
cPAD =

Combined Chronic  Toxicity/Carcino-

lations} day UF = 108 = genicity Study in Rats.
Chronic RfD =0.237 chronic RfD/Special LOAEL = 99.3 mg/ka/day based on in-
g/day FQPA SF =0.237 creased tubular atrophy in the kidneys
mgkg/day of females ({(developing after 12

manths).
Incidental oral short-term (1 | Offspiing NOAEL = Residential LOC for 2—Generahcn Reproduction Study in
- 30 days) 78.8/83.5 (MF) mg/ MOE = 100

kgiday Offspnng LOAEL = 631/6756 (M/F) mg/kg/

day based on decreased pup body
weighis on day 21.

Dermal short-term (1 - 30
days)

Dermal study
Systemic NOAEL= 100

mg/kg/day

Resmentlal LOC for
OE = 100

28-Day Dermai Toxicily Study in Rats.

Systemic LOAEL = 1,000 mgfkgiday
based on decreased body weight gain
in females.

inhalation short-term {1 - 30

days)

Oral study

NOAEL= 50 mgfkg/day
{inhalation absorption
factor = 100%)

Residential LOC for
MOE = 100

Developmental Toxicity Study in Rabbits.

LOAEL = 180 mg/kg/day based on in-
creased incidence of abnommal shaped
hearts in fetuses.

Cancer {oral, dermal, inhala-
tion)

Classification: Not Likely to be carcinogenic to humans

“The reference fo the Special FQPA SF refers to any additional SF refgined due to concems unique to the FQPA
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397 FFuax3IF

USA

(P-US-397)

EPA

Office of Prevention, Pesticides And Toxic Substances, Napropamide: Revised HED Chapter
of the Reregistration Eligibility Decision (RED) Document. PC Code: 103001, Case #: 2450,

DP Barcode D305596 (2005)

N R

—fRHC T 7RI FOSMRHITELS . B0, RABIURBREEHERRORER &R
K CRUEFINFEET D Z LTI o (K4ila), BAEIITRALE 21T o T2 B THRIBL
HERET HEREEBESRBD b, RMEFMEICEY 7T ARICIIERT 5 PEER
FIMASTFER I NN, KERESFRIND Z L1322 BIEME TIZRW,

BEAVEEYRNIBRERBR TRO bR b —BORERIX. KERD 23 kE
HIHE ThH o7 (K 4.1b), FEICKHTIREBICBEL T, ML VB TEIES TN T,
BHEERBRICBVT, A X (500mgkg/R). #ETF v + (55mgkg/R) B XU~ Y
A (455 B X T* 568 mghkg/B) T b EEED I X CEEEMNINF S LOAEL D EA%
Lo TWB, £ X, 7y hBEIU~UREAWIZIBHEEERRO NOAEL (H/H) 1%
NZN 7070, 11/12 3 X U8 55/70 mghkg/A ThoT, 2FEMIcH2Y 48 mgkg/HDF 71
NI FEEERELEET v NOFBTEEERESBO LN, BT v MZBITDHZh
b ORE. T b bR RE L ORI ZZ IR BRI > THIBRERSEM L2V,
BHRREBEEEBIRBOOND Z LidRRb o7,

WTFNORRICBWT S, #EEEL R TIHLUIRD bk o7, 7 v M 21 BRIZ
brrVEARERELTY, BEFAE 1000 mgke/ B CTEEERERRAEANRHER X
nazZ&ixienrot,

BEMWOEEHEMIMEIXT v PRIV FE2AVWEAESEHRRICBWTRD L
W—DFMT FRA LV M Thb o7 (FHEh. 1000 33 KT 300 mgkg/R), WTho
BYREORIRICBWTH, REAEE TRAEFHZ R EIIRD bhahoT,

F7ERIFIETy NERH LT HRICDE D ETERT A —F ICEEREEYRIETZ
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LixRmolz, REAE (100 mghkg/B) IZBWTHAR 7 B BUBIC#itREMOKE
BIET Lea®, BT, SAEHOSHARLTOHE R CRBEEEEMOME BED
bivic, - T, BEOL HAER 14 B B TORIEAR L OHARSLESRR 2B L
BOTRDEHEAOES BREIFNCEHFES L TVBLEZLND, BILTHERKEE
TiIHE & LT ORECRTHMEHIC £ TR L7 BBIHEM S L R R BN (&
#HBA) B3 % NOAEL X 30 mg/kg/H Th o Tz,

TYARAERT v MEBWTEPAMEZRTIERIIRD biehrofe, =T RICH LT
18 n A, 7y MIHLT24 3 BT F 7o FEEE5ELTH, RIBERESR
BERLIEYD, HDOIBESA TOEBEREER EFTHZ idh o, 77083 Fig
4 FEH DOBIR T RNE ZRER (Bacillus subtilis, Salmonella typhimurium. <= 77 218 F A1
CHO) TRMZRL, SUVRAT/IMERREFRE LY, T v MNTHIETRELY DNA &%
EHRETOI LR bl MELRIMIREMEFRT IBREORBEMLREETS
FUHFET O IR Y - YEHRR K OHIRBMENRD bW EBE OEMLREET
DF ¥ A =—ANLRAZ —HRICEBNT, BEFRALRBSRERLBE LN,

7y bCFTa I FERORET D L. BONICRIN, RS, oFf. Btans, 5
vy MIRIT D EEABBRIIROABRILL N-BxF Uit Irs o BASB IO
RERIE TH 5, EHERBWIIRE E LTV, 5 96 BEE1% OB R & &S EIT 0
BHRTROLN. KNTHBBIWMNEThH oz, BOBREZEOBRBEYE IR ST
7 ANVCERBRHEEZEIRD b RpoT, BERE LKA, REBENEIHREICE->TE
A LIS, BRTARICELSI Lz, BOREBLIUREREDOAFICBWV T, AME
FELLTRBLCEZN L TIRIERLIHE SR 5,

FTTuRI FOEET —FRX—RIFLTH D, T—FF ¥ vy T/ ESALTOVR,

BHSRAE (cRMD)

BB BEEE/RSAMERR (MRID 42189102 33 X UF 43068801) 2B\ T, HRK
511 60 T (SLERE) 7213 70 It (x3fRAE#) @ Crl:CD(SD)BR % T v MZ &K% 0, 250,
1100, 5000 ppm (#TO, 11, 48, 221 mghkg/H, HTO, 12, 55, 261 mg/kg/AIZFEY)
DF 7RI K (PR 94.1%) % 1048 (#) 721X 10138/ () b7V RERS
L7z,

BB LUMHT v bO2EEMIZET 5 LOAEL I 1100 ppm (48/55 mg/kg/R) Th D . M
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Ty MBI HEEHMNHEHBLIUHET v MNIBIT 2B RKFREAERORE LRICES
VW%, NOAEL I 250 ppm (11/12 mg/kg/R) T 5,

7 bBIUVHET » FOWTRIZOWT S, 104 BEE T, 77X FAREIZLS
LOTHHEZXAONIEERELRRTHZ AN oT, Ty MTBITFLF a3
RFORBEMEIZ OV TR T2 DICEINRREETH-T2LEZXDBND,

CRID FESL D= DHEER LY FHEA > b 1 12 mgkg/B & V™ 5 184 NOAEL J 48/55
mg/kg/ B B DOMEIZ BT A EEEMIMFH L S CHIZBIT A HBREREER EAICESWTN
%o

TreEMEMREE (UF) : 100 ; ERSMEICEET 5 10 7 L BPAMEICET 5 10 2 &,
8% RfD=12 mg/kg/ B 100=0.12 mg/kg/ B

#5172 FQPA Z242% 3K

ERTERBLIENY - FTF—FBIVBRET — ZITESWT, ¥l FQPA Z2REUIIR

EThY (Thbb, 145, HAEMMHARBHCETIRFAEEEITRVEHRTSh

Do
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400 =X T7nuar

USA

(P-US-400(1))
EPA
Office of Prevention, Pesticides And Toxic Substances, Nicosulfuron HED Chapter of the

Reregistration Eligibility Decision Document (RED). PC Code: 129008, Case #: none, DP

Barcode: D302618. (2005)

ZaARNT U FAVE=VREBRRERICEB T H2ILEHTH D, TOREERIITE
N7 77— NARBERAEORR. YT OMRSEHOMIMENHILINDZ LIk 3
bDTHD, T NF 77— FAkBERIIE MEZIZEHPICREELRZVO T, ZOK
BEEABFITE FEHICL > TEKROH D b DO TILARV,

=aZAT7a s ERARE L EOBRINIEIRZLETHDI LEZLND, 7y MIBW
T, =aAV7rqiEe LTHES (80~95%) BETRF (9~20%) [TKRELEKE LT
PRt S, BT ORERIIEPRE TH D, MKSHRE X UBILIC X 2EIKREORED
FREINTWVWD,

AMBRER L URERRICIBWT, X7 i3s3 ) —I £ IV IZHEE
. BEHE TRV, REROBRERRIIBWT, =aXAra 3BbT il
L, BHREIXE OERICR L TRICESHNEY, T~ MZ 1500~1800 mg/kg/ B % &
# 24 » A, < U RIZ953~1262 mglkg/B % 18 » ARREERE L THRIETRELRBEME
ABRBEREINDIZ Lidholk, A XL T=az T 2B8MEERETS L, B
MULEREGAE (800~1100 mgkg/B) WCRWTEREMER (BEOMIMFEL L BHE
B BBFREh,

Ty MeBWT=axA7a  IRASHELIIAEEREREZ RS, BohEE:
ST EAE (500 mgkg/A) ICBWT, VX TRARHMER MEB L CEREELR)
¥HR L, BMRRICBW\T, =3 RX 70l X3 MRESEROKEX R o7,
7y PRIV RAEAWZAYZHRBROBRL L Win vitro 33 X W in vivo BRFHAE
BRI ENBHEILT, =a X7 3B E L ERAKRRNEZZI LN,

YR 7FEICE L-RRIT. v X 2RV EREBERROA XAV BEEEAR
WKREIhZ, VX ERWERAEZERRTRD ORI, BOUWY. EBBLT
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BERROBBEL, REYMT ORERNME. BHRED L UCERBBEEEO RN
DEARLETH2I, TNHEDEADOWTRIZOVWTHHEEREICEIZLDTHD &idE
ADNT - T BERFERY X7 FHMBEREBI N7, BHRETMICE LT,
FXHFRS L OCBRERHEME LT=a 7o U EERER B XREBRZBIR L
72,

BB RAE (cRMD)

cRID DEHICBWT 2RBREZEE L7, 1 5B D3EIX NOAEL 4 100 mgkg/H & &h
U XREBZBEHERRTH S,

2% B ORRIIA XBURERERRTH D, HFBEINB/IHTA FT 1 L HEWIBHZHER
§k (MRID 41360102) {233\ T, fRBHF#EEE 0, 250, 5000, 20000 ppm (ZHZHE 0. 6.25.
125, 500 mgkg/R) D= A7 ol (FE 90.6%) % 52 BEICh=Y E—F ALK (%
BERESMR ST RS L, #4% IN72/EMIT 20,000 ppm DEEA X2 81T 5 #EHY
CHETRWEESEMAE, 20,000 ppm OREA I8 5 FEIC A B 2R FFIRES &
UEREEHEM (p<0.05), 2 TONEMA XIZBIT B EEEMME] GHREEIC T 28
~40%1EVY) DHRTH o7,

A TR HEEREMAENIIARIKELEZLOTH D LiRE2 RS, EEICKT
HEETRICH BEREEIIR D b 2h o7z, 20,000 ppm (500 mghkg/H) % #5 LA X
B DI ICH B2 RS L OBIBEERMNICE-SV\ T NOAEL % 5000 ppm
(125 mg/kg/B) 1295 & 5 &) &h, 20,000 ppm (500 mgrkg/H) ASAHEERME » LOAEL
ThHDLHWrEni,

FRTELZLZ2RAR (VY FREFMRRB LU XBUEMERER) 5 AEMICH
U NOAEL BB/ b, BEMEFHT L FRA V MIBR-> TV, 20 Y 27 FHIC
BILT, BUHEHRROOHEININLEET LV FRA U M OSBBEHITHE LEX R
%o €T, NOAEL 7% 125 mg/kg/A T > fe A XBMEMRREBIRT 3,

cRfD=125 mg/kg/B /100 (&G L CRAEENCET 2 RREEMEE) =1.25 mg/kg/A

572 FQPA R 2R ¥

=aA)N7ua HED F— A3, HAERMMHARBEHICET2BEB L UBEREEEN
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RN b, 5557 FQPA BB E 1 FICHE/ N T 585 L, =2 ALT7a 0
YR 7EMF —DIRET —FDEIZHOWTHML., 50T —FIZEIWNT, il
FQPA Z2Z 8% 1 fFICHE/NT 5 L > 84% Lz,
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405 =+oEY

USA

(P-US-405)
EPA
Office of Prevention, Pesticides And Toxic Substances, NITRAPYRIN. Revised HED

Chapter of the Reregistration Eligibility Decision Document (RED). PC Code: 069203, DP

Barcode D298451 (2004)

1. "¥—FFurzrA)L

= FSEY AKRNOEME (LDso=1.07 mgkg (&) . 1.23 mg/kg (#f)). BEZM (LD
>2000 mgkg) L UHEAZEM (LDsp>0.03 mg/l, AR CHLTHESENT I Y -
KHEEhD, = IR VIEEFBHE THD LITZBA LRV (BENT TY —
IV), IREEBE L L TCOHIBORMELF-TWS (AT IV -I), =7 Y
i3k B Maguire B R RAEMERBRICBWTHBMEEER AT Z L FEH SN,

SHEN  RARERBREELVWThORR? O b EERSICI 2By FHRA
FRELNEPTDT, BUHEAFERICL S RD I SN2 o7, VFFRIETR
LN EHEBEMIIERBRE (BY) OBETHILEBL DN oT, ZOFRITER
THy, HETREVWEEZLN, RROHRALE (B OROERMRELEICILSLO
THY (BEREGHEARENET LTWI)FERTIERD N2V EBDONDS - T,
DT FRA VMY RTFEDIDITBIR L 2d oz,

BRI CEBREE: T v b vV RAB LU XEBMHR X MEEEERRICEWT,
FEBDICMZ T, FESXTEENERTHDIZ EBMIEINT, 4 XITBWT, fiEE
HIXa LV RTFa— AT NAH Y T4+ A7 7 F—EEAB L UOHBEEERLIC XL > TRRS
iz, 7y MzBWT, FREEIIEMNL, ZhiZfE-T, TATIV, T5=0T3)
FNFvRT2F—¥, aLVRFu— NV EROX ) RBERREBEEL. FFMRIERR X UG
B —T B/ERMEZERILZ EBRD b, U RICBWT, FIREEZELIC

ST, PMEPOMR X CINEEFRIRIER, FRAORBOBKREIE, RERER Y
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DHEBOFRBAARFRIFTRIBO b, AEBELBIRICL > TRRERD X 52,
HOENES TH D Z EBARHA S, +ZHRBREH T LRz b: X UEF R/
FERbBD N, BRAEHO~ T RO CHAELTTELRD b,

FRBICINA T, #7 v OB TRBLENER THLZLBEHESh, BbhimRo
BHEM (weightof evidence) 235, a2u 707V U EFALE—HKLEZERT= T Y v
PBRBICEEBTDIZLNTRRENTL, TOEFTAE—HLT, #T v b CREOFEEEM
REDHR SN, BREEREENLEF Lz, a2 707 ) U EFMCEIT 2 BRRES
fLDFEHiITe MY R FME L EBEERETH B,

AEBERIURAEEE = V) VIIBREBLUHEROBSMS LR SR
EBMFESN TV D, 7 v MEFEEHRR TRD bh - B8wEEIL. EERD. FRE
ABIUBBERRETH D, ARBEICEENRELLZ LITRR SRR -7, BRIER
LUHERBHIBRETHY . AWBEHRARICBVT, VHFXOEEBHMRELLR,. 5
Yy MCBIF D RIHE LT v MR T 2IEEELE M) AN ET MR K72 8035
Do,

EEFM : = b CY VICERFHERAOMBEIRR, = S Y COEREMET—#
N-RFBITORBBE LRI L TE Y, BRESNEZRARIIBW T, EREMHORBEILR
mENTVWRY, L2 L7225, Salmonella typhimurium TA 97, TA 98, TA 100 gk % BV
LRBICBNT, SORBERMRFET C= I UREREME R L L 1% (GE
FEMR) THRESHLTWVWS, ZONTPRBROERIZ, BHISKWERRICBWT, 2hb
DEKRTHEERFEHERARSH S Z LB ENR o2 & LRI TH B,

EBM  NSBHREBICRERME : Ty b ~UR A XFERB TV X AVEE
B, BNEE. REBHILIIAMEHERARICBVT, = S EY VICEEL TR
RO L REAMERE S R REBERIE D 2 VIR WEENER SN D = L itk
WZ ERTRRENT,

REHAME : BB AMFMEFEZRS (CARC) BENRAKY X7 FMcET I FS
AVEEI99ETH) OBEBEZBVT, 20005 A5 A, e M LTRRAMEFT
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AREMEREV KHELE, BbRAR2=y NI R L LT, #~U AfTEE. BEE
BLON—F—REFOREICESNT, EREHY 27 (Q*) 425X107 (mgkg/H)
PEMH Lz, 2EMOBRERGRARICBNT, 6-7unval) VE (6-CPA) (3#EH L UM
TURARCK L TCERBAMEREIRWE B2 LN (= VY CORBAMTMEEZR
SM|EE (FE2EEE). 2000585 H),

MRS, BEBEERLIUCZOMOEHRRIZOWVT, R4ICEHLTFT,

2. FQPA ff

HIARC jI, = FIEY VOBEMENT —F_X—RIRLTHI /ML, B
HIARC X, = FF VY VBRERIC L 2HBEM I B AR/HARBEEOBRSIT RV LR
Rl T, HARMBAREMICET 2BEE L UERFAEEED 2 L HIARC (34
WLz, THICESWT, HIARCIE, = hF UV OETORES T AT LT, £51
72 FQPA £ E HIR (Thbb, 1B/ TR&ETHD E/Mm LT

3. BEREEFM

AMBEERT Y FRA Vb BEBRRICERTA2ERRFED R0 T, LIREB
T OWhRE S — BB EROAMZ Y FRA v MIBFESI 2o Tz,

BHEATERT Y FRA Vbt A XBEREBAMRRICBWT, 15mgkg/B (LOAEL) T
FRIB/ER MR bivie = & It #-3< NOAEL 3 mg/kg/ B 7> 5184 RID 0.03 mg/kg/H A3E H
ENTW3, 100 (O RHEEELEE (FERMNED 10 £ L TEAEEO 107F) BLETH D,
# R 7e FQPA AR EIT 1 BT/ N ENTWA DT, 184 PAD 138 RID IZZ LV,

FE3 AME 12000 4E 5 A AT BE S 1 75 L8 (OPP) BB AMET L 2 —ZE% (CARC)
AERZRBNWT, HEFFO< Y ZAOEROBM TEESARBBR LI EIZESNWT, =5
EY Uit (e Mot LTRRBAME R AEESAE V] ESBEENTVA, b MEEY X
DT, 425X 107 (mghkg/B) ' & MEE LW EEBMHY 22 (Q*) BAVWLITE,
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415 INT753J v

USA

(P-US-415(2))
EPA
Office of Prevention, Pesticides And Toxic Substances, REREGISTRATION ELIGIBILITY

DECISION, NORFLURAZON, LIST A, CASE 0229 (1996)

1. Rk O BRI
INTZ DT —F_N—RX, + o RBEGOBEREE YR — T 5,

e RN
ISR OEMRBRIZBWT, CFE% T v b (20 IT/#R#) 12, SAN-9789 (J L7 5
V) % 0, 250, 500 KX 2500ppm (0, 12.5, 25 KR (* 125mg/kg/H) DEET 90 HEE

5 LT,

2Bk B ERMER (NOEL) X, #T » b Tl 25mg/kg/B , #F » b Tk 12.5mg/kg/
BRThdEEREEIN, £2HITHTHR/MEME (LEL) i3, RmBEREIEM, RRBERV
FRIE B, N RO BRE LR OBAR o v A FEEDREROHEMIESE,
BT > N TiE25mghkg/B Th 2 LHE S FBOEGEER CHEGEEDHEMICESE,
HZ > b Tt 125mgkg/B ThH D LHEEINTZ,

N7 T 80% KTl (WP) VT 21 HHIREEHRREERE L, ARBRT
. =a—U—F FRUA MY 5% (MRS 3 08) 12 80% /L7 5 Y WP % 150mg
80% WP/mL (#J375mg/kg/B) R UX400mg 80% WP/mL (#) 1000mg/kg/B) ORAET, &S
Af. —H 6~8 ki, 21 BEIXERREE L1z, METT A DY KRR T 7 F—EEHD
MR g O - X EEOHEMBTBO bl iz, £5FI12%9 % NOEL I L b
2 375mg/kg/ B THY . £EITK$ 5 LEL iRk & 12 1000mg/kg/H Th D, BHEBREE
BICRONBREOIBICE S X, &K NOEL [1HE & %1z 375mg/kg/B . & LEL |3

L i 1000mg/kg/B THD (HA KT A 1-§82-2; MRID 00063617)
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Bt Rk UREE

6 » AHIEMRBRTIX, MY — VR 4 IL/MREEE) I NTTS T =hL%
0. 50, 150 X U*450ppm (HETIX 0, 1.53, 5.02 R 14.27mg/kg. i 0. 158, 477 &
[0) i7.75mg/kg) OB TRARSE Lz,

253 % NOEL iX 50ppm (1.53mg/kg/ B [HE]. 1.58mg/kg/B[E]) Th o LHEX
iz, ML HICFROES - BREEOHMME NI VAT o —AINcESE . 241
%9 % LEL % 150ppm (5.02mg/kg/ B [#]. 4.77mg/kg/B[#E]) ThB LR INE (A K

5 A 2-§83-1; MRID 00111618) ,

9 » AREOEMHRER (MRID 00091056) 1¥, 2 4RI MEHERSR (MRID 00082019) H»
LHONET Yy FOFHREAVWTEB LI, ARBRTIE. Ty NI ATFTV T o=
AV 0, 125, 250 B} 500ppm (0, 6.25, 12.5 K TR 25mghkg/H) DE5£T 39 ¥8EEAE
®ELT,

2HITx9 5 NOEL iX, ML 12 250ppm (12.5mgkg/B) Th 3 LEE Iz, 39
BROHRET v b OREICEE L - FIBERORMN, MAMBOEBHENK U BT
5 BIROREBEMBEFOEILICESE | 2&12%4 5 LEL [3#HE T 500ppm (25mg/kg/ A )
ThdLHEEIN, TRIBRERICKT 2 B2 B ESHRE 250ppm 2BV TRD bz
B, Z Ol DIRBEMARFNEMIIRALRD N Mo, - T, MBEEEOLEHIT,
INT T DIERDEEL 250, FIATE BT —EhbidEM LTI LOTIIA
Mol (FA FTA 2 3k A R4 RB a7 &7 BHREIE & 4355, MRID 00091056),

2 FHIBEMEREBR TIiX, CD-1HaM/ICR Swiss ZMME~ 7 R 125 T (ME/AE) =/
7T =A% 0, 85, 340 RTR 1360ppm (0, 12.8, 58.7 K TX218.8mg/keg/H) DA

BT 100~104 AHEEHERSE LTz,
REMEIL, BREHE AW THBRER CRIEE 2 SE L= RAEROBEMN» 6

RIES i, £FITK$ 5 NOEL I3, #~ 7 X TiX 12.8mg/kg/H (85ppm) . M~ 7 2 Tk
58.7mg/kg/H (340ppm) TH 2 LHE I N, MIRER. FIEOES - FAtEEOMNE
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TE BROBEREINCESNT, w7 XDO2FIZx$ 5 LEL iX 8.7mg/kg/B (340ppm)

ThdLifEEIN, FRERECEREIVROBAERDOEM, RO - A EER

MEVCERBROBEROEMIESE, <~V ADEHITHY % LEL i1 218.8mg/ke/H
(1360ppm) THh s LHEFE Iz (A KT A -§83-2; MRID 00111649),

BB R OREERBRIL, Sprague-Dawley 2 7 » b &% AVVTERE L7z, ARBR T,
INT ST =H A% 0, 125, 375 BRTX1025ppm (0, 6.25, 18.75 & 1% 51.25mg/kg/A)

DAET 104 BREEMARE L7,

2HIZxY % NOEL 3, ML $1Z 375ppm (18.75mg/kg/R) TH D LEEI NI,
HERET » N OBBEEREM L AT 5 REARFOE R CHTIREEHNY IO K
REEHEIMCESE, 5139 % LEL iJ#RE L b2 1025ppm (51.25mg/kg/H) TH D &
WEINTZ, /N7 TV OREEFRRIIRBD b0l (A KT A 2 83-5; MRIDs

00111617 % U* 0082019),

JNT T T =HE 218.8megkg/ B O FAET 104 8 ¥ TREER S L7 CD-1 %
B~ U R8N\, RO RENEORERNRT U A XB THRHFZENICERZEZESRD S
N, ZhbDEABHEAHENCEE THo I LXESE, /AT TV VIRFERENIT NV
—7 C—t MIXLTREEOTFREERY —LoEI 7z (MRID 00111649),

A5E - AN

AERE - BN ([@E M) RBRTIX. Sprague-Dawley %5 v M/ AT TV VT
=X /L% 0, 100, 200 K T* 400mg/kg/H Z 4k 6~15 B BICBEIC L DBHEEAREG 21T
o7, BEHEHTRORE + 5% OHHPICEERMEDOHNCESINT, BEITHT
% NOEL i 100mg/kg/H LT & HEE Sh, BAICA$ 5 LEL i3 100mghkg/ AULTTH D &
HEE &S iz, AT 5 NOEL X 400mg/kg/H LA kL #E S, BAEICK$ 5 LEL 1%
400mg/kg/ B LA E L H#HEE Sz, BARMIX. WO ZHoFHEE (B 10~ 13) Ok
CEBRES 14 By ORI 400mgkg/ B ORBITED bRHBOL L, LirL, Zhbo
BT, HRHEOCAEETRL . BARTOBE~DEBIIZ R LD EEZOND (HF

4 K5 A > 83-3;MRID 00063621),

633



Za—U—F U FRUA FIVRICI AT TS T S =H % 0.10.30 KX 60mgkg
AZER7~19 BEKBEICL2BAEEORES LA EHRBRE £ L, 60mg/ky/ R
TREEEMEBORED R HEKRHELE (GE) SRO b/, BKizk$ 5 NOEL i1
30mghkg/B TH D LHEE S, BEITKF 5 LEL 13 60mg/kg/R & #E &7, 60mg/kg/H
DHAET. TR FLIEETE2FEIBRRORER, F16 BEFHE. BB 1FFE,
FEBLE 5 B O PHEIE R IR E OB E SRS H A I E B R BEMMAED bk
7c¥, NOEL (I 30mg/kg/B & HEE X4, BAEICXHT 5 LEL X 60mg/kg/H L #EE S Ni=, F

BRREED R220BAOBRD BN (FA4 K54 > 83-3; MRID 00131151 & 00131152),

CD-1 5 (HaM/ICR Swiss) = 7 2 & AT 1-HARATERBN G & e, AR TIL,
JNT T T =A% 0, 85, 170 K TR 340ppm (0, 12.1, 24.3 RN 48.5mg/kg/H) O
RRETESHRE L, TRTORBARTIR, H~ 7 ARCHARICB O TRE S R
BICEE Lo 2B b oz, £FITHT 5 NOEL i3 48.5mg/kg/ B PA k- & H#EE X
M. £HITHT S LEL 13 48.5mghkg/ B UL L L EE S iz, ARBRIT, 27 OBBIT— 5 &
SE I (FA FZ 4 2 83-3; MRID 00080751),

3-HARATEF MR % | Sprague-Dawley RMRES ~ k% AV CTEME LT-, KRB Ci,
INT ST =R (BRERSY - 98.8%) X, 0, 125, 375 K (X 1025ppm (0, 6.25,

18.75 B} 51.25mg/kg/B) D BIEBECRERE LT,

BONIAMERRT — 2506, WThORBRARBCIBWTHARRBICETE /LTS
Y UBREDOH O REERRD bleh o e, £FITHT 5 NOEL i3 18.75mg/kg/B T 5
LI, 2HITKT D LEL 1X 51.25mg/kg/B Th B L HEFE iz, £FEIC%H$ 5 NOEL
1 51.25mg/kg/ A Th D LHE I, AFEICKT S LEL 12 51.25mgkg/ BLL EThH B L HRE
Ihiz,

2HRATERMRERIT, Wistar REEHET » P TEB L, ARBRTIX. /AT75 /Y

T 7 =K%, 0, 150, 750 X T* 1500ppm (Fo & Ti, 0, 10.2, 50.8 B (X 102.5mg/kg/H .

Fo#ETiX 0, 12.1, 62.0 RU*129.7mg/kg/A; Fi &ETIX 0, 13.2, 67.8 KX 138.6mg/kg /A .
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F, #Ti% 17.1, 81.7 (X 173.0mgkg/R) ORAET, 2 Richiz»> TRERE L. £
v FOMEBEHR THEZE SN FBRECBREEOFELBME S REM O mE AR
AP R DR AEROHEIMCE-SIE | 2F1C%HF 5 NOEL X 150ppm (#HTid 10.2mg/ke/
A T 12.1mgkg/B) Th 5 L HE . £FITK$ 5 LEL |Z 750ppm (# Tix 50.8mg/kg/
B. HTIX 620mgkg/R) ThHd RSN, FERFECOHEM, Fi R Fo REFO
FEIROEM, Fo AEFOHEROETICESE, £AFICX3 5 NOEL i 750ppm (##T
IX 50.8mg/kg/ B . M Ti 62.0mg/kg/B) Thd LHEE S, EMITX$ S LEL iX 1500ppm

(HTiX 102.5mg/kg/ B | i TiX 129.7mg/kg/H) LHEFE iz (FA KT A > 83-3; 2o MRID

435223-01),

BMLT, XZEERIE. /N7 TN Kk BH 51X 1500ppm TiXHAERFETEROBM,
FREWROWEM BILL S~14 B THAERFBCOMMEOEFEBEICEET 5 L wmSTI .
RAEBHIIRELETS v NTHLL TR, VIXFOREFEHIITHREERDOK
T, BERVCNUEOBREDB{LEBERVE 13 PirF OREROEM) 60mgkg/A DHAET
BEIN:, BEEMEEZRLEAET, IhHORERIHTIRENRDOLNT,

ERRE

ERFARRTIX, RENEME(L (Aroclor1254 FFH 7 v MF S-9) FEOFHET TR
IF 7 B TA-1535, 1537, 1538, 98 RUX 100, v hu<wLtR - LT 4T D4 %
FAWTREREREBIZOWT I VT T VT I = ANERE LT, ARBIZEBWT, 0, 0.1,
1.0, 10, 100 KUt 500g/7FL— b (GEFEME(L) HNC 0, 0.1, 1.0, 10.0, 100 KR TF 5008/~
L— b (FEHAL) [B-0RBRTIX TAI537 12 1000g/7 L — N OBETIX, /I V7T 0T
7 =W NVIIERERBREOTRETERPoTz, AVZARBEOWTNIZBNTSY,
TRTOBERICBW T O RREBEOFTRARD b7z,

EREFTTT—2RRVES. ARRTHVEZERRENREYTHY., LVERE
TRE LA IE R b Aadrote (FA K5 A L 84-2; MRID 00072974) , Jn vitro DYk R
BREBRT., /AT TV U, FFE S9 HEFET T 63~500pg/ml RS9 HFET T 125~
1000g/ml ® B CYREEREFRELE L7 (F4 KT A 1 84-2; MRID 00155734),

In vivo DR EH DNA A58 (UDS) TiX. 1~333 pgml o EGET/ A7 7Y ik
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7 v M OFERFHIR TIIAREY DNA EREBRT I Lidhkdh ol (A KF4

84-2; MRID 00155375),

VDRIZFHMDOT=DITHERIN-BEOFEHE- FRAL

BHOBIEY X7 FHMOI=DILBIR ENI- > FRA o M 30mg/kg/ B ® NOEL T
Do ZHE. VY XA - RAFMRRICBWT 60mgkg/ A DABTRD LN BEHRER
DI ES RBAWRT 5 NOEL Th 3,

INT T DERAE (RMD) 13, 4 XBHEME (6 1 A) RBRICHIT S 1.58me/ke/
BONOEL (/L7 5V O RD/IET LE=—, 199543 A 16 H) 2 kE-5% . 0.015mg/ke/
H? NOEL 231G b 7c, 100 DAREEMRFIT, BRERMNMEER VR RO RS
YDA ENT, V7T IIREICxT 5 FAOWHO YaA v hNEBS

(JMPR) TIRHENZR» o7, #-oT. FEF—HERE (ADD) BRI h TV,
QI*ik, /I NVT FY UIZOWTEREML Sh iz oTc, BRAE (RD) ~D7 Fu—Fi1,
BEMEDOE MIHTBEDY 27 OFEBICBR SN,

636



440 E FTAFNI v

USA

(P-US-440(2))
EPA

Federal Register, Vol. 68, No. 156, Rules and Regulations (2003)

ASHEHTa 7 4 —
t RS AFNL ) VICEET2EMEZHNEIL. KEOR 1 RURS S -BHRAER)
LELNT-EEZEMEE (NOAEL) RUR/INEME (LOAEL) KBWTEBEINB,

BAEHT Y R o

BEIZHT 5 Y R 7 57 4H (F 2 LS D) 12OV T RID A58 8772 UF (RfD = NOAEL/UF)
TR L7z NOAEL & % LWBAICYFIZZ D UF AV TR XITEBEHSRAR (840
RD X138 RID) 2EHH T 5, FQPA IZFRFEMICRISFEN H D7 DIZEBMNDOLZEER
(SF) BRFENZHEITIX. ZOBNMORFIZ, ZOEMOREF T RD 2k L7 RID
WKEAT 5, 208X B0EMICHRE L A& (aPAD Xii cPAD) X Z DFED FQPA
EPRBETHILOORDDOEETH D,

ERDY RIFEMEOEDITERENBI L R AFL ) o OFBEHT RRL D
BEXLTOE2 TRT,
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TABLE 1. —SUBCHRONIC, CHRONIC, AND OTHER ToXICTY

Guideiine No.

Study Type

Results

8703100

Subchronic Feeding - Rat

NQAEL = 2.5 mg/kgiday
LOAEL = 5.0 mg/kg/day - decreased testicular weights
{34%), and testicular atrophy.

870.3150

Subchronic Gavage - Dog

NOAEL = 3 mgfkg/day - 1.DT; decreased food consump-
tion (11%/20%, malesffemales) and body weight gain
{11%/9%, malesffemales).

Lethal Dose = 6 mg/kg/day - decreased food consump-
tion and body weight gain, TSGPT, cachexia, wasting
of muscle and subcutaneous fat, tesficular atrophy,
and death.

8703150

Subchvonic Gavage - Dog

NOAEL = 1.0 mg/kg/day
LOAEL = 3.0 mg/kg/day - increased incidence of soft
stools, mucoid stools, and dianhea.

870.3200

21-Day Dermal - Rabbit

NOAEL = 250 mg/g/day (HDT)

Food consumption was depressed as much as 38% and
45% in the high-dose males and females, compared
to controls. The high-dose males and females
weighed as much as 8% and 9% less than the con-
trols. The platelet count in the high-dose females at
terminabon was 54% less than confrots, but was not
considered adverse because it is a common finding
following skin abrasion.

870.3700

Devetopmental Foxicity - Rat

Matemal NOEL = 3 mgfkg/day

Matemal NOAEL = 10 mg/kg/day - 8% decrease in body
weight and yellowish discoloration of the fat

Matemai LOAEL = 30 mgfkgiday - 16% decrease in
body weight; increased incidh of nasal . alo-
pecia, soR stools, staining of the anogenital fur, yel-
iowish discoloration of the fat, and small thymus.

Bevelopmental NOEL = 10 mg/kg/day

Developmental EOAEL = 30 mgkgiday - decreased
mean fetal weights and increased incidence of rudi-
mentary  stuctures  and  incompletely  ossified
supraoctipitals. At 30 ang/kg/day, a 16% decrease in
matemal body weight, increased incidence of clinical
signs {nasal mucus, alopecia, soft stool, staining of
anogenital fur), yellowish discoloration cf the fat, and
small thymus were observed.

570.3700

Develocpmental Taxicity - Rabbit

Matemal NOAEL = 5 mg/kg/day - soff stools, and re-
duced amount of stools.

Matemat LOAEL = 10 mg/kg/day - abortions, soft stools,
reduced amaount of stools, ankt anogenital matting and

dizcharge.

Developmenta! NOAEL = 5 mg/kg/day - decreased fetal
weight (B%).

Developmental EOAEL = 10 mgfkg/day - abortions, de-
creased fetal weight (16%).

870.3800

2-Generation Reproductive Toxicity - Rat

Reproductive/Systemic NOAEL = 25 ppm (1.66/2.01 mg/
kgfday, maleffemale)

Reproductive/Systemnic LOAEL = 50 ppm (3.32 { 4.13
mg/kg/day, mateffemale) (degeneration of the germinal
epithelium (1/29) and aspermia (1/29)

870.4100

Chronic Feeding Toxicity - Dog

See 870.3150

870.4200

Carcinogenicity Feeding - Mouse {18 months)

NOAFL = 25 ppm (3.57 mgfkg/day) in males

NOAEL = not defined in females.

LOAEL = 5D ppm (6.93 mgfkg/day) in males {testicular
lesions)

LOAEL = 25 ppm (445 mgfkgiday) in females (LDT:
combined lung adenomas and carcinomas)

The high-dose females were sacrificed after 5 weeks
duze to high mortality.
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY—Continued

Guideline No. Stdy Type Results
B70.4300 Chronic Feeding Toxicity/Carcinogenicity-Rat NOAFL = S0 ppm (2.4 mg'kg/day in males, 3.0 mgikg/
day in females)

LOAEL = 100 ppm (4.9 mg/kg/day in males, 6.2 mg/kg/
day in females) {small, soft testes, decreased tesfic-
ular weights, and testicular atrophy In males; de-
creased body weight gain in females)

8705100 Bacterial Reverse Mulation Test (Ames Assay) Negative
8705375 in Vitro Chromosomal Aberrafion in Chinese Hamster | Negative
Owvary (CHO) Cells
B70.5450 Rodent Dominant Lethal Assay - Rat Negative
B7.5575 D4 wtotic Gene Conversion Assay kegative
Pt Forward Gens Mutation Assay Hegalive
870.7485 Metzbolism - Rat The majority of the administered dose of phenyl- or
pyrimidimd- #+C-Ci 217,300 was recovered in the feces
{85-88%). Recovery in the urine was minimal (1- to
2% of the administered dose). There were no sex or
dose~related differences in urinary or fecal eimination.
870.7600 Dermal Penetration - Rat Sprague-Davdey rats were desmally dosed with a gel for-
mulation containing 2% ai. {(Maxforce Gel®). Total
dose absorbed after 10 howrs was 0.414%
870.7600 Dermat Penefration - Rat Sprague-Dawley rats were dermally dosed with a gel for-

mudation containing 2.16% ai (Siege®). Toial dose
absorbed after 10 hours wss D.97%
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TABLE 2 —SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR HYDRAMETHYLNON FOR USE Iy Human Risk
ASSESSMENT

Chronic RD = 0.017 mafkgiday

Exposure Scenario Dose Used in Risk Assessment, UF FapPA SPﬁigmmmueanm for Study and ‘l;icnlng‘mj &

Acute Dietary (Females 13- | NOAEL = 5 mg/kg/day FOQPASF =1 Developmental toxicity in rab-
50 years of age) UF = 100 aPAD = acute RD = FQPA SF = bits

Acute R = 0.85 ma/kgiday 0.05 mg/kg/day LOAEL = 10 magfkg/day
based on abortions.

Acute Dietary (General popu- | -~ - There is no appropriate single
lafion inciuding infants and dose endpaint for the gen-
children) eral population.

Chwonic Dietary (All popu- NOAEE= 1.66 mgfkg/day FQPA SF = 1 cPAD = chronic RfD <+ | 2-Generation reproductive
iations) UF =100 FQPA SF = 0.017 mgfkg/day toxicity in rats

LOAEL = 3.32 mgfkg/day
based on testicwar effects.

Short-Term Incidental Oral

Oral NOAEL= 1.66 mgfkg/day

LOC for MOE = 100 (Residential)

2-Generation reproductive

{1--30 days) toxicity in rats
LOAEL = 3.32 mg/kg/day
based on testicular effects.
Irtermediate-Term Incidental | Oral NOAEL= 1.66 mg/kgiday LOC for MOE = 100 (Residential) 2-Generation reproductive
Oral (1-6 months) toxicity in rats
LOAEL = 3.32 mg/kg/day
based on testicular effects.
Short-Term Dermal {1 to 30 Oral NOAEL= 1.66 mgf/ka/day {der- | LOC for MOE = 100 (Residential) 2-Generation reproductive
dayz)({Residential) mal absorption rate = 1%) foxicity in rats
LOAEL = 3.32 mgfkg/day
based on testicar effects.
Intermediate-Term Dermal (1 | Oral MOAEL = 166 mgfkag/ | LOC for MOE = 100 (Residenfial) 2-Generation reproductive
week to 6 months) (Resi- day({dermal absorption rate = 1%) toxicity in rats
dential) LOAEL = 3.32 mg/kg/day
based on testicular effects.
Long-Term Demnal (several Ord NOAEL= 1.66 mg/kg/day {der- | LOC for MOE = 100 (Residential} 2-Generation reproductive
months to lifetime) (Resi- mal absorption rate = 1%) toxicity in rats
dential) LOAEL = 3.32 mgfkg/day
based on testicular effects.

Short-Term Inhatation (1 to 7

inhalation (or oral) sty NOAEL=

LOC for MOE = 100 (Residential)

2-Generation reproductive

{Residentiat)

tion rate = 100%)

days) (Residential) 1.66 mo/kg/day(inhalation absomp- toxicity in rats
tion rate = 100%) LOAEL = 3.32 mg/kg/day
based on testicudar effects.
intermediate-Term Inhalation | inhalation (or oral) study NOAEL = | LOC for MOE = 100 (Residential) 2-Generation reproductive
{1 week to several months) 1.66 mgfkg/day(inhalation absorp- toxicity in rats

LOAEL = 3.32 mg/kg/day
based an testicular effects.

Long-Tenm Inhalation (several
months to lifetime) (Resi-
dential)

inhalation (or oral} shxly NOAEL=
1.66 mg/kg/day(inhalation absomp-
tion rate = 100%)

LOC for MOE = 100 (Residential)

2-Generation reproductive
toxicity in rats

LOAEL = 3.32 mg/kg/day
based on testicular effects.

Cancer (oral, desmal, inhala-
tion)

The Agency's Cancer Peer Review Comnittee determined that hydramethyinon should be dassified as a
Group C-possible human carcinogen, and recommended that, for the purpose of risk charactevization, the
Reference Dose approach should be used for quantification of human risk. The Cancer Peer Review report
was issued on March 28, 1991, The Agency's HIARC commities concutred with the cancer classification on

March 4, 2003.

*The reference to the FOPA SF refers to any additiona! SF retained due to concems unigue to the FQPA.
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USA

(P-US-450)
EPA

Pyraclostrobin; Pesticide Tolerances

Federal Register Vol.69. page 63083, October 29 (2004)

EMFH T T AL

E527uR bt THREEINIBEHEAOHEICSDNT, AXEOR 1 TEE
THELHIC, ERRBRTELNLESMEE (NOAEL) RR&/NEME (LOAEL) IZoW
TFES %,

BEMFEHT KRS b

E NYRZEMICERLEEYS 70X ha b r0oFEEZEHT Y KERA 2 MZOWT, B
ToR2IZENHLTRT,

5 v FREBAMRBRIIMHERH ICOWTHRAINDI bOTHY . BREH LHRBOMNT
ol WBICHEW T, HRERIERERAMMERN £ RIEEREROEFEESBOOLNDZ
Lixipotsk EPA ISR L TWS, E£7- EPA X, < U REMBAMRBRIIMICE L T
RENBZBOTHELELRERLTEY., ZORRICBWT, BBAMDOFERITFED 5T
Wi, £kl LT, FESARBROBEND, U737 uX bubt U RESAMYET
HHFREIIEN ERRRENATWVWS, LELRYEL, BF7unX bbb rob MR
AEICET A EERTMEIT I, BEAFEIRN TV EIERRRFDOEN AT —F TR
R+45Thsd e b EPAIRERL TS, TOEHBIZ, vV ARBBAMRRICEITSHORK
BREKENEELREEHEREFERTIOR+SBAETREP2TNLETHS (TRD
L. ZORERICEIT S HDT 13~ 7 XD NOAEL TH5B), ZORKRERETHID, &
GRSt~ 7 2 2 BV EMESAHERREERL TV 5, WTRORESAMRAR
KBWTH., BRAMOIHLIZZED b TWiRWED, BHRA Y R 7 OHEIZIHEE (Q*)
BEERWAZ LIIXTERY, ZORDLY, BRETIAREOHHET 7R b0l
HEEBRBICLOIRPAMI A OEREFTLONPERL LT, RHBE~—Y

(MOE) #S@IRENTV5, Hi&) MOE i3~ 7 2 ® HDT (NOAEL 32.8 mg/kg/R) (2
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KITDHDTHY  BHEFREBAMEY X7 IZHAV2 NOAEL @ 10 f5EETH D, il
ERBAEDEERICET S ) 27 FECHAV SN B EHA MOE (:TixRV R, UTFo
HEPL, ZOX ) RPN THEGD RO THSB L EPAZEL TV 3,

BEBMUET -0, €770 ba B ilERFERERSRVI ERXRRENT
VWD,

7y FRROHHER T LU~y RARROBICE VT, ABICEE L BB AR
EREIB/DH LTV,

2EEOEI /7 uX ba B OBERLUER Tt NI L TBE L BRAMR L)
KRS D ZEBRALNICR-TVND, o, FREEMYEICL > THERINIER
i, AR EORLSERELIIBEOELERNMICREZ P LB, T¥E0b
DTHDE—RENTHEHBEN TV B,

HLRBIONRDO D D275

A AT K AR

7y NTCFENBRERICRZER LR T 5 2 & 2R TRERGEHMIFE L2V, Thb
L, AELRREERSRDONEEARINBHELLZFRTIARIVERETH-
Teo LPLRRG, U FREBHRRICEW T, HARBRSM LA 2R EMAZEL
"/oNTWD, T72bb, BEMENE (FEENOHR L CRERIKT) FE T CRKER
Y ORI L CERBRBREMBIBD bhiz, “HRAFESHERERICIVT, HDT
- TREMEEEE. EMBEE LB UREBOEELIFEREINS Z LI o1,
—HRAEFEBMERBRICI VT, 21 mghg/B &V ) BRIEARE (B4FMICET 5 LOAEL)
THREEOKERD B L UEEEMME (BEER) BSRBDH LN LV D BT o REw
B LR (CHAREBBERRCTHED bR b ok) BREINE—F., BEHDL
HHEMITBT D NOAEL 35 X Uf LOAEL iX, #ERA B L CEERMIEICESVWTEh
ZH 40 33 L 1860 mg/kg/ B T - 72,

g

v 7uXbnbero) R7EMICERTIAERLCT Y KRSV M 2BIRT B30I
FTRRBYET —FN—AREET D, BET IR LETHS. Thbb, B 3k
DHLIRBELXEBHICHAT I —FRRESWTHESIRATWS, EPAX, 571X k
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o B CRT AR I CMNROBZSE EHIZ oW T OGRS L CHFMEEZ TV, HAR
ERHERBHCETIBRFAEEEIIRS, €I 77X e T 2L RB LT
INROBEY EE 2R TABMERSBONTORNEWSIEEND, I HFHEEDOH
BPETOEYI/aXba bt rOREST U AICE LT, £517% FQPA Z24%3( (FQPA SF)
IBICHNTRETHDI LR Lz, BEBEEEET CREBHIERABIBDOhZD
&L . BEMEECRARMHICET 28 NOAEL BB LR TWRWI &b, ¥
VX HAERMBAEBERR TRONCEENBEZ M LRI 2BESIELS . BEIEEML
3RWeE2bh5, ¥, UTOHEANL, 7y h—HREEBHERRTCRONZEER
BIRSEME ERITBIT 2 S HIES . BREREERITIRVWEEZONS,

L ZORRTALNEBEREHER I HAREBEEERRCIIBRIN Mok,

i. 4£%7 BEUBCR LN REMOBEEOEKEEMIRFLN LIOCEVRE
WEBbDTHBEEZDLNS,

iii. YRZFHMIZAWCREEIBEHARBY TRONHEL 25FERICHLTIHD
ThH 5,

v. vURRBAMRREBEERT D LEIXH S, NOAEL BHEILENR TSI &b
B, BBAEY R 7FHEICAVV MOE SBIZ K » T, Bl ReE~—TriaEohd,
BRREXIVERECEREINDTETH S,

o T, BF RHBIUEEIK) BERIVEEREFMICL-T, B2V 52LE
ZbNDHR. DRBICRIRFTREEROLMEDOBRENE/NFEMSND Z L2V THS

5 & EPA 3w LTV A,
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TABLE 1.—SUBCHRONIC, CHRONIC AND OTHER TOXICITY PROFILE

Guideline No. Study Type Resulis
B70.3100 90-Day oral toxicity-rat The study is acceptabtevguidelina.

Dosing levels wers 0, 50, 150, 500, 1,000, and 1,500 ppm {males: 0, 3.5, 10.7, 24.7,
88.8, and 105.8 mgkg/day; females: G, 4.2, 126, 40.8, 78.7, and 118.9 mgkg/
day).

The NOAEL was 10.7 mg/kg/day.

The LOAEL was 34.7 mg/kg/day basad on reduced body weight and weight gain in
malss, reducad food intake in both saxes, increased relative liver waight and
spieen weight in females, the histopathology of the duocdenum end fiver in males,
and the histopathokogy of the spiesn in both soxes.

876.3100 90-Day oral toxicity- The study is acceptable/guidefine.
mouse Dosing lavels wera @, 50, 150, 500, 1,000, and 1,500 ppm (males: 0, 9.2, 30.4,
119.4, 274.4, and 475.5 mg/kg/day; females: 0, 12.9, 40.4, 162.0, 374.1, and
834.8 mgkg/day).

The NOAEL was 9.2 mg/kg/day.

The LOAEL was 30.4 mg/kg/day based on reduced body weight and bady weight
gain in malss, changaes in clinical chemistry (increased ursa and decreased
triglycerides) in both sexes. and increased incidences in females of lymph node
apoptosis, thymus atrophy, and ulcaration and erosion in the glandular stomach.

B870.3150 90-Day oral toxicity-dog The study is accepiabla’guidaling.

The dosing levels wers 0, 100, 200, and 450 ppm {males: 0, 2.8, 5.8, and 12.9 mg/
kg/day; females: (0, 3.0, 6.2, and 13.6 mg/kg/day).

Tha NOAEL was 5.8 mg/kg/day.

The LOAEL was 12.9 mg/ka/day based on increased diarhea, dinical chemistry
changes, and increased incidence of thickening and mucosal hypertrophy of the
duodenum in both sexes; and body weight loss, reduced food intake, and reduced
ftoad efficiency in femalas.

870.3050 28-Day oral toxicity-rat The study is acceptable/guideline.

The dosing levels were 0, 20, 100, 500, and 1,500 ppm (males: 0, 1.8, 9.0, 42.3,
and 120.2 mg/kg/day. females: 0, 2.0, 9.6, 46.6, and 126.3 mg/kg/day.

The NOAEL was 9.0 mg/kg/day.

The LOAEL was 42.3 mg/kg/day based on changes in hamatology parameters, in-
creased absolute and relative splean weight, histopathology in spleen and liver,
and increased duodanal mucosal hyperplasia in both saxes.

870.3200 28-Day dermal toxicity-rat | This study was judged to be unaccepiabla/guideline because a higher dose could
have been tolerated and tha Gmit dose is 1,000 mg/kg/day.

The dosing levals were 0, 40. 100, 250 mg/kg for 5 daysiwk

The dermal NOAEL was 40 mg/kg/iday.

The dermal LOAEL was 100 mg/kg/day basad on scale formation, hyperkeratosis,
and epidenmnal thickening.

870.3465 28-Day inhalation toxicity- | Study pending.
rat Required dus to the potential for occupationalresidential exposura via this route.
870.3700 Pronatal development-rat | The study is acceptable/guidaline.

The dosing lsvels ware 0, 10, 25, 50 mg/kg/day.

The matemal NOAEL was 10 mg/kg/day; the maternal LOAEL was 25 mg/kgiday
based on reduced body weighit, body weigit gain, food intake, and food efficiency.

Tha devalopmental NOAEL was 25 mg/kg/day; the developmental LOAEL was 50
mg/kg/day based on increased incidencas of diated renal pelvis and cervical ribs
with no cartilage.

870.3700 Prenatal development-rab- | This study is acceptable/guidstine.
bit Tha dosing lavals ware 0, 1, 3, 5, 10, and 20 mg/kg/day.

The matemal NOAEL was 5 mg/kgiday

The maternal LOAEL was 10 mgkg/day based on raduced body weight gain. re-
duced focd intake, and raduced food efficiency.

The davelopmental NOAEEL was 5 mg/kg/day: the davelopmental LOAEL was 10
mg/kg/day based on incraased resorplion and post-implantation loss.
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TaBLE 1.—SUBCGHRONIC, CHRONIC AND OTHER Toxicrry ProFILE—Continued

Guidseline No. Study Type Rasults
£70.3800 Two generation reproduc- | This study is acoeptable/guideline: when combined with the ono generation prefimi-
tion study-rat nary study {batow}.

The dosing lavels were 0, 25, 75, and 300 ppm (F0 malss: 0, 2.5, 7.4, and 26.0 mg/
kg/day; FO femalas O, 2.8, 7.8, and 30.4 mg/kg/day; Ft males: 0, 2.8, 8.6, and
35.0 myg/kg/day; Ff fomatas: 0, 3.0, 8.0, and 36.0 mo/kg/day.

Tha parental/systamic NOAEL was 29 mgkg/day.

The parental/systernic LOAEL was greater than 29 mg/kgiday based on no observed
aftacts.

The reproductiva ROAEL was 29 mg/kg/day.

The reproductive LOAEL was greater than 26 mg/kg/day based on no obsarved ef-
focts.

The offspring NOAEL was 28 mg/kg/day.

The ofispring LOAEL was gmoater than 28 mgkg/day based on no observed offects.

B70.3800 One-gensration reproduc- | The dosing levels were 0, 200, 400, and 600 ppm {FO males: 0, 20.5, 39.9, and 60.1
tion study-rat mgfkgday; FO females: €, 21.3, 42.5, and 60.4 mgikg/day).

The offspring NOAEL was less than 20.5 mg/kgiday..

The offspring LOAEL was 20.5 mg/kg/day based on docraased pup body weight and
body weight gain on and after post-natal day 7.

B70.4100 Chronic toxicity-rat This study was judged to bs unacceptable/guidatine.

The dosing levels wers 0, 25, 75, and 200 ppm {males: 0, 1.1, 3.4, and 8.0 mg/kg/
day: females: 0, 1.5, 4.6, and 12.3 mg/kg/day.

The NOAEL was 0.0 mg/kg/day and the LOAEL was greater than 8.0 mg/kg/day, so
the Agency judgad the study to ba unacceptable hecauss the highest dosing lavel
was insufficient {o produce a significant toxdcological response.

870.4100 Chronic toxicity-dog This study is accepiable/guidatine.

Tha dosing levels were 0, 100, 200, and 400 ppm {males: 0, 2.7, 5.4, and 10.8 mg/
kaiday; femala: 0, 2.7, 5.4, and 11.2 mgkgiday.

The NOAEL was 5.4 mg/kg/day.

The LOAEL was 10.8 mg/kg/day based on increased diarrhea and clinical chemistry
changes in both saxes {decreased cholesterc!, prolein, albumin, and globulin), and
reduced body wsight gain and food intake and afficisncy in famales.

B870.4200 Carcinogenicity-rat This study is accaptabla/gurdetine.

The dosing lovels wora 0, 25, 75, and 200 ppm {males: 0, 1.2, 3.4, and 82 mg/kg/
day: females: 0, 1.5, 4.7, and 12.6 mg/kg/day}.

Tho NOAEL was 3.4 mg/kg/day.

The LOAEL was 0.2 mgkg/day based on reduced body weight and body weight
gain, kidnoy atrophy and tubular casts in both sexes, and hepatic necrosis plus
gross and microscopic uicerations and lasions in the glandutar and fere-stomachs
n malas.

There was no evidence of carcinoganicity.

£870.4300 Carcinogenicity-mouse This study was judged to bo unacceptable/guidsiine.

The dosing levels for males wera 0, 10, 30, and 120 ppm (0, 1.4, 4.1, and 7.2 mgf
kg/day).

The dosing lovels for fomalas were 0, 10, 30, 120, and 180 ppm (D, 1.6, 4.8, 20.5,
and 32.8 my/kg/day).

The NOAEL tor mates was 4.1 mg/kg/day and for famnales was 32.8 mg/kg/day.

Tha LOAEL for males was 17.1 mgfkg’day based on dacrease of 20% in body
woight gain at 13 weseks that was supportad by the resulis of a 90-day study.

The LOAEL for females was greater than 32.8 mgkg/day.

The Agency judged the highsst dosing level fo be inadaquats in fomalss because it
did not produce a significant loxicological response. Thers was no evidence of

B70.5100 Geno mutation: Bacterial | This study is acceptabla/guideline.
reverse mutation assay | The results ware negative + 89 up to 5,000 ug/plate by standard piate and tube
preincubation.

Thars was no cytotoxicity at any dose but thore was procipitation st 2,500 ug/plate.

870.5300 Gane mutation: Mamma- | This study is acceptabla/guidstins.
ltan ool culture The results were nagative + S0 up fo cylotoxic and precipitating concantration of 20
pg/mi.
B870.5875 Cytogenatics {ia vito}: This study is acceptable/guidsiine.

Chromosomal aberra-
tions

The results ware negative & 58 for clastogenic/anaugenic activity up to 25 ug/ml.
Pracipitation and cytotoxicity {reducad call aftachmant and poor qualily of meta-
phasas) ware soen at concantrations >+50 ug/mi.
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TABLE 1.—SUBCHRONIC, CHRONIC AND OTHER TOXICITY PROFILE—Continued

Guideline No.

Study Typs

Results

8705395

Cylogenstics: Micro-
nuclsus test in mouse

This study is acceplabla/guidetine.

The rasults ware negative for clastogenic/ansugenic activity up to tha highest doss
tested {HDT) (300 mg/kg). In a pretiminary study, doses 2400 mg’kg caused
doath.

870.5550

Unscheduled DNA syn-
thesis: Rat hepalocyte
culturg

This study is acceplablefguidaline.
The results ware nagative up to a cytotoxic concentration of 1.0 pg/mé._

870.6200

Acute nourotoxicity
scragning-rat

This study is accaplable/guideine.

Tha dosing levals wera 0, 100, 300, and 1,000 mg/kg.

Ths neurofoxicity NOAELs wsare 1000 mg/kg and tho LOAEES were graater than
1.000 mgkg for both males and females.

Thae systemic NOAEL was 300 mg/kg for males and 1.000 mg/kg for females.

The systemic LOAEL was greater than 1.000 mg'kg for fernalas; it was 1,000 mgkg
for malas based on reduced bady weight gain in males.

870.6200

Subchronic neurotoxicity
scraaning-rat

This study is accaptablefgukisfine.

The dosing levels were 0, 50, 250. and 750 (malesy1500 (females) ppm {males: 0,
3.5, 16.9, 49.9 mg/kg/day; fomalas: 0. 4.0, 20.4, 111.8 mg'kg/day).

The neurotoxicity NOAEL for males was 40.0/111.9 mg/kg/day and for females was
111.8 mg/kg/day.

The neurotoxicity LOAEL for males was gmater than 40.9 mg/kgiday and for fo-
males was grealar than 111.9 mg/kg/day.

The systemic NOAEL for malas was 16.9 mg/kg/day and fos fomales was 20.4 mg/

kg/day.
Tha systemic LOAEL for males was 49.9 mg/kg/day and for fonales was 111.9 mg/
kg/day basad on reduced body weight gain, food intake and food afficiency.

B870.7485

Matabolism and phar-
macokinetics-iat

This study is accapliable/guidetine.

Nearly 35% of an oral dose of pyraclostrobin is absorbad, with urinary and fecal ex-
cretion actounting for about 15% and 85% of excration, respectively. Bile elimi-
nation acommtod for about 30%. Two peak plasma concantrations wame reached
at 0.5 - 1 and at 8 hours with 16 to 38% lower plasma conconirations in males
than females during the sarly peak phase. Efimination was biphasic at a low doss
with plasma half fives of neardy 10 and 35 hours and monophasic at a high dose
with a half-ife of neady 20 hours. Tissup distribution was fast, peaking at 0.5
hours, and was siighly highar among fomales. Some of the highest concentra-
tions wara found in the fivar, thyroid, kidnoy, lung, adronal glands, and pancroas
but all lavals dropped by more than 20-fold within 72 hours. About 33 metabolites
wera identified I urine, feces, and bils with no sex- or dose-refated diffarences
but the position of tho labal seemad to alter the profile, particularly in the urins.
Dosmethoxy pyraclostrobin ts ons of the major metabolites (labelad 500MOT) in
rat and is also found in large amounis in plants {labaled BF 500-3) and livastock
{also lahelad S00MO7). The rat matabolic pathway included phase [ reactions such
as N-damsthoxylation, various hydroxylations, and cleavage of tha ather bond with
subsequent oxidation; thesa reactions wera folowed by phase 1l ghscuronidation
and sulfation.

870.7600

Deamal panetration-rat

This study was judgad to ba unacceptable/guidaline because most of the tast mata-
rial was retained on the dressing and was therofore unavailablo for absorption.
This makes #t vaty difficult 1o determine the actual dose. However, tha Agency
was ablo to calculate a maximum possible dermal panetration rate of 14%.

Notes: Mg/kg = milligram({s) per kilogram; mg/kg/day = mifligram({s) per kilogram par day; mL = mifiiliter(s); days/wk = days per week; ug =

microgram(s)
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TABLE 2—SumMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR PYRACLOSTROBIN

Doss Used in Risk Asgass- Spacial FQPA SF and |
Exposure Scenaro ment; Infor- spacies, Lava! of Concem for Rizk Study and Toxicological Effects
Intraspacias, and UF; AD Assassment
Acute Distary {Females 1360 | NOAEL= 5 mgfkg/day FQPA SF =1X Rabbit prenalat davelopmentat toxicity study.
years of age) UF = 100 aPAD = 0.05 ma/kgiday LOAEL = 10 mgkg/day based on develop-

Acute RID = 0.05 my/kgiday

memal toxicity findings of increazed resomp-
tons per Hter and increased total rasorp-
tions {i.e., dams with complets ffler loss).

Acuts Dietary {General popu-

NOAEL = 300 mg/kg

FOPA SF = 1X

Ral acute oral naurotoxicily study.

{ation inctuding infants and UF = 100 aPAD = 3.0 mg/kg/day LOAEL = 100D mgkg/day based on da-
children) Acute RID = 3.0 mg/kg/day craasad body weight gain in males.

Chronic Digtary (Al popu- NOAEL= 3.4 mg'/kgfday FQPA SF=1X Rat oral carcinogenicity study.
iations) UF = 100 cPAD = 0.034 mg'kg/day LOAEL = 9.2 mg/kg/day based on dacreased

Cwonic RID = 0.034 mgkg’
day

body weight and body weight gain, and kid-
noy tubular casts and atrophy in both
39xe8, increassd incidance of liver necrosis
and oerosionfuceration of the glandular
stomach ard forostomach in malss; plus
hamolymgphoreticular turmers in males and
mammary adanocarcinoma in femates.

Shori-Torm Incidental Orat {1- | NOAEL= 5.8 mg/kg/day Reskigntial LOC for MOE | 13-Wook dog feeding study. LOAEL = 120
30 days) =100 mgfkg/day bazed on increased incidence of
Occupational LOGC for diarthea, clinical chemisiry changes, duoda-
MOE = NA num mucosal hypertrophy, and decreased
body weight, food intake, and food eoffi-
ciency.
Intermodiate-Tamn incidental NOAEL=- 5.8 mg/ka/day Rosidential LOC for MOE | 13-Wesk dog fasding study.
Orat (1- 6 months) =100 1OAEL = 120 mpkgiday based on incroassd
Occupational LOC for mwidence of diamhea, dlinical chemistry
PMOE = NA changsas, dusdenum mucosal hyperirophy.
and docroased body weight, food indake,
and food sfficioncy.
Short-Fermn Darmal (3 to 30 Ora) study Residential LOC for MOE | Rabbit prenalal devetopmanial toxicity study.

days)

NOAEL = 5.0 mg/kg/day (dor-

=100

LOAEL = 10.0 mg/kgiday based on davelop-

mal absomption rats = 14 Occupational LOC for mental toxicity findings of incroased rasomp-
%) MOE = 100 tions per ffter and increased tots} resomp-
ons {i.0., dams with complets fitler bbss).
intarmediate-Tom Dermal (1 to { Oral study Rosidantial LOC for MOE | Rabbit pronatal developmental toxicity study.
6 months} NQAEL = 5.0 ryg/kg/day {dor- =100 LOAEL = 10.0 mg/kg/day based on dovelop-
mal absorption rate = 14 Occupational LOG for marntal toxicity findings of increasad resomp-
%o} MOE = 100 fions por fitter and increased total rasomp-
tons {L.a., dams with complale fiter loss).
Long-Termn Damal (-6 months} | Oral study Residantial LOC for MOE | Rat oral carcinogenicity study.
NOAEL = 3.4 mgkg/day {dor- =100 1OAEL = 8.2 mghkg/day based in males on
mat absorption rate = 14 Occupational LOC for decreased body wseight and body weight
%) BAOE = 100 gain, and kidnsy tubular casts and atrophy
in both sexes, increased incidence of livar
necrosis, and srosion and ulceration of tha
glandular stomach and forestomach in
males, plus hemolymphoraticular tumors i
males and mammary adenocarcinoma in fo-
males.
Short-Term inhatation {1 to 30 | Ol study Residential L OC for MOE | Rabbit pronatal developmanial toxicity study.
days} NOAEL = 5.0 mgkg/day {in = 100 LOAEL = 10.0 mg/kg/day based on develop-
halation absorption rats = Occupational LOC for mantal toxicity findings of increasad rasorp-
100836} MOE = 100 tons por litter and increased total rasomp-
tions (i.e., dams with complato lifter loss).
Intermediate-Temm inhalation (1 | Oral study Residential LOC for MOE | Rabbit pranatat developmanial toxicity study.
o 6 months) NOAEL = 5.0 mg/kg/day {in- =100 1 GAEt = mg/kg/day based on dovelopmantal
halation absompiion mte = GCccupational LOC for toxicity findings of increased mesorplions per
100%) MOE = 100 itter and incroased total rosorptions {i.e.,
dams with complete Hter loss).
Long-Tamm Inhatation(~8 Oral study Residential LOC for MOE | Rat oral carcinogenicity study.
manths) KOAEL = 3.4 mg/kg/day {in- =100 LOAEL = 9.2 mghg/day basad in both soxes
halation absorption rate = Qccupational LOC for on dacreasad body weight and body weight
100%) MOE = 100 gain, and kidnay tubular casts and atrophy

in both sexas, increased incidencs of livar
nocrosis and erosion and ulceration of tha
glandular stomach and forestomach in
males, plus homolymphoreticular fumors iy
males and mammary adenocarcinoma in fo-
males.

Cancer (MOE Approach)

NOAEL =328

Mouso oral carcinogenicily study.

Resufls wero that mortality, clinical signs,
body weight, body weight gain, food con-
sumplion, food efficiancy, hematology,
organ weights, and gross and miCroscopic
findings for both zexes st all doses wam
unaffocted by treatmant The HDT was 328
mgfkg/day in fomalss.

Nota: NA = Not Applicabls
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471 vrrsuJyr

USA

(P-US-471(2))
EPA
Office of Prevention, Pesticides And Toxic Substances, Vinclozolin. Revised Human Health

Risk Assessment (Chemical 1.D. No. 113201, DP Barcode D265863 (2000)

v 7 v Y [3-(3,5-dichlorophenyl)-5-ethenyl-5-methyl-2,4-oxazolidinedioneliX, <%
NEXFVA I FROBRETH S,
BEMIX, vr7uy Y rRU35-Uraa7 =) AMEEELTORBHICOVTR

3 (40CFR 180.380),

vrrzuy ) CERINEEEREBRII, TR e 2IEERRERE L
LTHERATBHT  Fab gt vrrzay ) v oERCEET S, Errzuy U uil
TrRaFrverZepBHEET 8. WHE, R CLEEFETATCS2HE
UEknovrrsuy ) AREHTREr 70y ) RBEBELERT  Fe P U EHEOZL
BRRERELRDFMABRLOND,

HLIRROVNEZR#ET D7D FQPA 24438 (FQPA AER) v ruy YT
IR & e (10X), 10X @ FQPA ZEMAHZHERF T 5EHBIZ, UTOREY TH 5, *

07 v FERAVWEZHARREEEHRBRIZBWT, v 7oy ) roFERRSEZICH
A IRDORRZMENTUET ZFTRB R NI,

IR LE-RBRHEZECLY Ty F2AVERAMBEEHRR TR, vy
LEDREMMOTT v Fa P2 AEBIETARETEER LD I/ uy ) UBNE
Thd, B RD ZRET DDICAVEMRRICEIT 5 1 HULORECARICHT
HER (BE. BF. REREERVIIRTROLNE) PROLNEZLITOVWTEERTS
Z&, BEMBEBHRRIL, TRNTOLHEMERCREHNFMICEE S 2EREEHRT S Z
b TERE,

vrray Y R/ IR L > THERINBEREEICOVWTEENY X
7 T ER L AR T TR, ¢
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MRS  HERESRICHE Uiz, 2B X 7 FHEICxT 5 EHEMEE (NOAEL) i3,
7y FOBROBRAEHRRD G 6mgkg/A ThoTo, HHAROHEITRERDORE AN
REINR/NEEAE (LOAEL) 11.5mgkg/B TRH b, ZOERIK. Al0HRT
YReYz U RABRORLREMHSBVEETH D, 0BT FRA U MIFER
ERTHD1H, BEDE ) 27 AR FREFEH O LI OREB S W, 0l
DESBERICERATREZBEEARCZTA» LB LN BHEREIRD bhkhol, &
ERFEEALIL. 1000X (BmREESMEETIT 10X, R—BMERNZLE) Tit 10X, FQPA {%
BT I10X) LFHiEND, ZDOFERHEREIC KL 5 NOAEL TR L7ZFER, 13 #%~50
BDHEIZ BT 5 0.006mg/kg/ H DEFBIFREMRE (aPAD) L7223,

EROT  Fe P AER  RVBEENBVEET Y FRA Vb RS O R ES
# (UF) 2T LITLo>T, £ - BECRETEERURESESEDL 70V )Y
VICEETALEMICHT AT el U EREET A LN TEL LR, YA
BRELTVWD, Ev7uy ) rofsd BLESEEREY KRB, MAERY UF
3. 7y FEAWEEOBH/REERRNLEONS, T/hbb, NOAEL i1 1.2mgke/
H., UF X 1,000 Tk 3, 0.0012mgkg/BED PAD |X, o7y ) oRT7Tyr Fadz L iE

HICERT IV RIZFEHICEREIND Z LIZR>TWVA,

BHRE: 7 v FORDBHEZFEBEERBRICEIT S 2.3mg/kg/B ® LOAEL T3 b s,

fiti. FFbE. SPERR CNMRORBMEERFAHRZE TH 5, NOAEL 13, 1.2mgkg/A Thotr, &
HREDBE. TEAHFEHLEIT 1000X TéH Y . cPAD 1 0.0012mg/kg/H & 725,

REHERS v uy )3 Ty VOBEPREFEHERRTIAT 4 vy L (B
FIBRD) BEARBD bNIZ/ed I N—F COREME L LTHEIND, BEXAT Y R
B2V AA=RLEZI L TERINDIFTRICEARAMT LTHERDO (MOE) 7 Fu—F
T ERBEYTH o7, AILROEEN 6mg/kg/H © LOAEL THA L7-, ;

R Y R 7 FHMA DR AL, 3mghkg/B ThH B, RALEL 2N LRBHICET 34
DEY)’2 MOE 7 7 u —FIZOWTIEREZIZREBIN TV, > T, Q*i 2.9x10
(mg/kg/B) * EFBESNT, BEMHOEETY 272335 MOE R Q*7 7 —F i,
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YR EEETHEDICEBER Ty el DY R EBEREICOWT{ToM, £
BN, BEEROMEME CHAIMT v Fulz AAER2BHET 5720, £8OHRT v
FuoxfEM (0.0012mg/kg/R) 2%i3 5 PAD OfER b REMEZHT 5,

SR CHHRE R EROCRARS (13 R Eok) : 7 v FRAFRMERRO NOAEL
X 3mghkg/A (HEHAERICHEEINLTVWARWY) Zh b0 ) X7FHEICOWTERENAT
W5 (BMRELBRT 5 ZL), MIRFREFERO LI T 5 H3% D MOE X 1,000X T
b5, 5%DRERNFRBIIBRKBRLHBACERA SN TWS, 7740 MEAREIX
100% & #EE =iz,

FHECPHMEORE, BEEERUCBARES AREWHAR) : 7y VERVWICRES
HRBRICBWVWTHARICR AR EHZ D 15mgkg O LOAEL TREDBESRBO bz,
nHDY R 7 EMICkH 5 NOAEL I Smg/kg/ H Tdh - 1, %45% 00 MOE X 1,000X.TH 5,
25%DRERIVEBRIIBRRRBLZBEHTIOKRAVLNATWS, 774V MRALEIX
100% L H#EE sh e,

EPRERERUVBRARE  ERUHE  HET 5% RABR. AERUBDONEED
BRI OV, BERUREMEKREDE (LK) 228752 &, 1.2mgkg/H D NOAEL
BEPRERCRAFERE Y R 7 FMICHER S, 49mgkg/H NOAEL % F##F O (MOE)
DAY FET S a—FIER &h i, 29x107 (mg/ke/day) O Q* BMEM BMBI I
FREN:, BYRELR, REOBEARZOFRLLOABLND Z LBHFFEND,
BREEETHZ L RRBASF BRECEMHNLRERLZPILT 5 LHBRREHLTWVD
. BZELEDY X 71X, 200044 B 19 B2 CARC 2BIR L7- & SIZREDEV 3mgke/
H® NOAEL # AW CHHE ShAh 2Tz, 252D RBNFEHRIIERZREZEHT L0
KAVWSLhTWS, 774/ MEAFREIT 100% & #E S hic,

Wn sy =) UICREE TRV, 638x 107 (mgkg/A) T D QL EHENT
WhHpZururT=Y Ot RBRETARABRVWESICE. $XTos7rl =)
VEORBHIIp-ZoaT =Y U EELVWEREINTWS, ZO/KE. BRAEREINE
T, vrray ) o oFER0L»LELNS 3,5-DCA BHIZOWTERBSNZ, B
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nYy ) rnblRkT 5 3,5-DCA OBEEY R 713, KRB 3,5DCA THEA Fudt
RO a I N8O 2 O SZORERIERICEET 5 3,5-DCA [T W TINE L,
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475 T7xFIFR

USA

(P-US-475)
EPA
Prevention, Pesticides And Toxic Substances Agency (7508C), Interim Reregistration

Eligibility Decision IRED) Fenamiphos, EPA 738-R-02-004 (2002)

a. gt

WL, BHENE2EERRICOVWTEE LZRER, T —FX—XDZFLETH
D, FRBRBAEREINZTRTOARCET2THOHEBHEY X h~OBFZREL YR
— TR LHEM L, 7T SARRAOERICETAERIEMTIONTIL, 199949 A 2
AffiT e MERICHT DV RV FEMESRT I LB TE D, BEOY R ZFHMOIDIC
FERINIRROERLPMELR 2 ICENT 5,

Table 2. Summary of Toxicological Endpoints for Dietary Risk Assessmeits

Uneertainty FQPA™
O Safeiy.
s Factor SR D
L G Fadtor
: plasma (male & g At
§ Acute & female), red blood cell Acute Ral ’f_f’"‘}’ add %"X » 00612
| 037 (LOAEL} o L . ) for use of iX o
Enetary {mate) chelinesierase Newrotox mgka
N LOAEL =0
inhiltion
1 Chronic 001 (NOAEL) plasma cholinesterase Chronic tox 100 X 0.0601
Dietary 0.03 (LOALL) inhibition - dogs merkefday
NOAEL = No Observed Adverse Iffect Level
LOAFL = Lowest Observed Adverse Effect Level

FOMDEREY) MALEWEELTA 72T IKRAOEBRET R 7 4 — X, T TR,
v b, UHXRVOA XEOLRARBYECTH) VAT 7 —EERERETHILTH
5. LDsofHIZS v hT2.7mgkg RUMET v bk 3.0mgkg & & 5 &7~ &4 (MRID 00033831) ,
Fr=ANT =2 F IR, BOSEBRHITR EEATTY - D, 7=2F ISR,
M=T FY TIRER) ALEPICHER SN BESRREELE U2V, BEREREORE
B UIREREREHRDT v Tk, REICEE L PSR R R OREHEROFES
HFTRIIRD b ehotc, ERERUIBMHERED (BE) REEDOT vy FRUA XDOER
EMEX. M, RORERE/ XEHa2) o7 7—EEEOBRETH T, VIFE
vz 21 RREOREEEERE TiX, i, RORROW= ) 227 7 —EEHOBER
BHLNT, HEMRBRAEEHRRICBITIZTEARERD T v MNERERTY ¥+ X IEDRK
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EMEHENE T, 2 HRAEBSERROSAE HDT) T4 ROBESHIIALA T, =
NoORBRTIIREMBERORZICIIREFRIINVD b oz,

VYIARTT v AW 2 SOBENRRBRBRICBWTRBITRASRD b2 hro7z
EDh, T2FIRRABZIA—TE LHEIND, EREARR TR, 7= FIHRRITIZ
invivo RN invitro TRBERBRENZVIENHALMCENTE, Ty MEAWERSR
BT, 7= IFZA0ORARERCERNRER T, TERZFRD LR, 7
=7 IFRREF, BE BB RRRICHME T/ ITHEK L, EENCER SRV, TERH
Wix. ANVTF+F FRUVRANVECTHD,

b. FQPA ZEMEMRE

FQPA ZE2LRHIE, IX IR U7, HAMBARMRRTIE. Ty FRUYHXOTE
NEREZICBEYICHTIBHEFZR LR AR TIRBRICIIRASE L R THRIZ
<. BEMICHTIBEMAEUT CREEORERBEL £bkdoT, Ty FEHAWVE
AR/ AR O 2-HRAEFERER TiX, BRERE LB L THARDBRSHNEB S W AFTRIT
minolc, (bbb, HARTRD b/ERIL. BEMCHTIRBUETRD N T
W5), HERMERDOHARRRIIBNT, BROBEZORFICREFEANED LN
TWRY, BT —F_X—2I5ELTHY . Subdivision FOHA KT A VEMIZL BF—
F XX vy T3V, +HARETF—F RET—FZRP/XUIET) U THANS, BEE/
BAEEZ+SICFHEL. BAREDOFEICR S Y —=0 LA RE B bR AT
Bo ZORELFEECANZETVE, LRERWNEDOLDITEBENREXILY X7 %8
/ANEHE L 72V, €5 T, FQPA D3EE &3~ 21B00 10X RFid IX iI2# Ui-,

c. EMFEMAE (PAD)

PAD [JMEF B OEEE Y X7 2 HE 517, 2RAE RD) (BHUIEM) 2R
LHFETHY ., FQPA RLABICTHE T L D ICHEIA TS (T72b5, RIDFQPA %
). 72T IRRDOHE, FQPA B2HAEKIT, X ThD, fE> T, AR &M PAD
e BIIHIET 23U R VBN RIDs ITHY T2, YF/IL, EROFHEELERF 100X 2
AL, BrSFRE (10X) RUCFA—ENES (10X) #5835, ZhOOREEEEFIX
DR 7 FHBICEBR S hicEEHE (NOAEL) IKHEMA Sz, aPAD iIZOW\WT, AHDT v
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N R HERERIC BN T NOAEL [JHETE 227 /cd, BMO 3X ORFEEERFIX
B/MEFE (LOAEL) (Z#EM L7z, @t PAD (aPAD) i 0.0012mgkg/R Th . B4
PAD (cPAD) X 0.000lmg/kg/B T %, aPAD & cPAD DR¥LI, & 2 BT 5, 2
X8t PAD 0 100%KMED U A 7 #EEMEIL. BROUZEUT TH D,

d. FHEEH FRA b

BREY A ZFHECAVIEEFHT S FRA V MZOWTR 2 ICENT 5, BHERT
AURGICETIEMERBRR AT - REBERREBOETOEET —F - 2K
B, Zhboxy FRA VY MIRESI N,
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486 7x T IFKV

USA

(P-US-486-1)

EPA

Fenamidone; Pesticide Tolerance

Federal Register Vol.67. page 60966, September 27 (2002)

EMFEH T 7L

707 IRV Lo THRSNIBHEEROREICOWT, UTOR1I TERTHL
bz, EHRRTEONALESMEE (NOAEL) R&/NEME (LOAEL) IOV THHE

T 5,
TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER TOoXiCITY
Guideline No. Study Type Resuits
8703100 90-day oral toxicity rodents (rats) NOAEL = 29 68/35.39 mg/kg/day in males and females,
Parent compourxd tested respectively.

LOAEL = 30548/337.19 mglkg/day in males and fe-
males, respectively, based on decreased bedy
weights, body weight gains, and food consumption in
males and females, enlargement and prominent ges-
minal centers in the spleen in males, and periportal
vaculation and bile duct hyperplasia in the Bver of
males.

870.3100 90-day oral toxicity rodents {rats)

Parent compound tested

NOAEL = 10.41/12.00 mg/kg/day in males and females,

respectively.

LOAFL = 68.27/83.33 mg/kgfday based on increased
liver weights and incidence of ground glass appear-
ance of the hepatocytes {mostly centrilobular) in the
males.
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TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER Toxicimy—Continued

Guideline No.

Study Type

Resuits

870.3100

90-day oral toxicity rodents {rats)
RPA 412636 plant metabolite tested

NROAEL = 6.419/7.725 mgfkg/day in males and females,

respectively.

LOAEL = 32.860/39.111 mg/kg/day in the males and
females, respeclively, based on increased liver
weights, fiver enlargement, cenlrilobular hepatocyte
hypertrophy and vacuolation, and folficular epithefial
height of the thyroid in males.

870.3100

SD-day oral toxicity in rodents (rat)
RPA 410193 plant metabolite tested

MNOAEL = 9.4/11.5 mg/kg/day in males and females, re-
spectively.

LOAEL = 93.3/114.9 mg/kg/day in males and females
respeclively. based on liver enlargement and in-
creased liver weights and chiolesterol in the males
and on incidences of centrilobular hepatoceliular hy-
perfrophy in the males and females.

870.3100

90-day oral toxdcity in rodents {mice)
Parent compound tested

NOAEL = 44.49/54 13 mg/kg/day in males and females,
chivi

respectively.

LOAEL = 220.17/273.86 mglkg/day in males and fe-
males respectively based on mild hepatotaxicity as
evidenced by increased liver weights and incidences
of pale liver and hepatic microvacuolation in the
males and decreased cholesterol and incressed inci-
dence of prominent lobulation of the liver in the fe-
males.

870.3150

90-day oral loxicity in nonrodents
(dogs)
Parent compournd tested

NOAEL = SDD mgfkg/day for males and females. High-
est dose tested (HDT).
LOAEL = Not determined.

870.3200

21/28-Day dermal toxicity (rat)
Parent compound fested

NOAELL = 1000 mg/kg/day in females. Not established
in males.

LOAEL = 1000 mg/kg/day in males based on de-
creased body weight, body weight gain, and food
consumption. The LOAEL was not observed in fe-
males.

870.3700

Matemal NOAEL = 150 mg/kg/day

Matemal LOAEL = 1000 mg/kg/day based on de-
ceased body weight, body weight gains, and de-
creased food consumption.

Developmental NOAEL = 150 mg/kg/day

Developmental E OAEL = 100D mgfkg/day based on de-
creased fetal weights and incomplete ossification.

870.3700

Prenatal developmental in nonrodents
{rabbits)
Parent compound fested

Maternal NOAEL = 10 mg/kg/day

Matemal LOAEL = 30 mg/kg/day based on increased
liver weights.

Developmental NOAEL = 100 mg/kg/day

Developmental LOAEL = not observed

870.3800

Reproduction and fertility eflects with
acid {rat)
Parent compound tested

Parental/Systemic NOAEL = 4.04/545 mo/kgiday in
males and in females

Parental/Systemic LOAEL = 68.6/83.2 mgfkg/day in
males and females based on decreased absolute
brain weight in F1 females.

Reproductive/Offspring NOAEL = 4.04/5.45 mg/kg/day
in males and females.

Reproductive/Offspring LOAEL = 68.6/89.2 mg/kg/day
based on decreased absolute brain weight in F2 fe-
male pups.

870.4100

Chronic toxicity in dogs (1 year)
Parent compound tested

NOAEL = 100 mg/kgiday in males and females respec-
fivety.

LOAEL = 1000 mgfhg/day in males and females based
on increased fiver weight, triglycerides, and biliary
profiferation in males, and alkaline phosphatase ac-
fivity in both sexes.
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TABLE 1. — SUBCHRONIC, CHROMIC, AND OTHER TOXiCTY—Continued

Guideline No. Study Type Resuits
870.4300 Carcinogenicily in rats NOAEL = 2.83?3.63 mg/kgiday in males and femdles,
Parent compound tested
LOAEL 7_07/9 24 mgfkglday in mates and females re-
based on an increase in severily of diffuse
fhyroid C-cell hyperplasia in both sexes.

No evidence of carcinogenicity

870.4200 Carcinogenicity in mice NOAEL = 47.563.8 mg/kg/day in males and femdles,

Parent compound tested respectively.

LOAEL = 5255/690.5 mgfkgiday in males and females,
resm:t’wely based on decreased body weight, werghl
gzin, food efficiency, increased food consumptlion
andd sbsolute and relative {to body) liver weights and
fiver ruclear pleomophism in both sexes.

B870.5265 Gene Mutation with parent Fenamidone was non-mitagenic when tested up to or
cytotoxic tevels, in presence and absence of activa-
fion, in S. fyphimurium strains TAS8, TA100, TA10G2,
TA1535 and TA1537.

8705285 Gene Mutation with RPA 410183 RPA 410193 was non-nwtatagenic when tested up to
Smoﬂgum«cmwucleve&s in presence and
absence of activation, in S fyphimunium strains
Ta98, TA100, TA1535, and TA1537 and E. cofi strain
WP2uwrA.

B70.5265 Gene Mutation with RPA 412708 RPA 412708 was non-nwiagenic when tested uwp to
5,000 pgiplate or cytoloxic levels, in presence and
absence of activation, in S. typhimuwrium stains
TASS, TA100, TA153S, and TA1537 and £ coff strain
WP2uwh.

870.5265 Gene Mutation with RPA 412836 RPA 412636 was non-mutsgenic when tested up to
5000 pofplate or cytotoxic levels, in presence and
absence of activation, in S (yphimurium strains
TAS98, TA100, TA1535, and TA1537 and E. coff strain
WP2avrA.

870.5300 Mouse lymphoma celimammaiian ac- | Fenamidone was non-mutagenic at doses up to the
tivation forward mutation limit of solubility (1600 ug'mL} in both the presence
assay (L5178Y hgpet) with parent and ahsence of S9 metabolic activation.

870.5308 Mouse lymphoma cefifmammalian ac- | RPA 412636 was jenic at doses up fo the
tivation gene forward mutation fimit of solubility {160D ugimL} in both the presence

sssay (5178Y hgprf) with RPA and absence of S9 metabolic activation.
412836.

870.5300 Mouse lymphoma ceffmamenalian ac- | RPA 410193 was non-mutagenic at doses up to the
tivafion forward mutation it of sotubility (80D ng/ml) in beth the presence
assay {L5178Y hgpet} with RPA and absence of 89 metabolic activation.

410193,

870.5375 in viro mammalian cybogenetics | There was evidence of chromosome aberrations induce
{Chromosoma! aberration assay in over background both in the presence and absence
human peripheral blood) with par- of S-9 activaion.
ent

870.53% in vivo Mouse Micronucleus with par- | Fenamidone was negafive for chromosomal abermrations
ent in the cytogenelic assay when administered singly or

for 2 day= fo CD-1 mice up to 2,000 mg/kg/day.

870.5395 In vivo mouse micronucleus with RPA | RPA 412636 was not clastogenic in the mouse micro-
412836 nucleus test up to 350 mgfkg (HDT).

870.5395 In vivo mouse micronucleus with RPA | RPA 412708 was not clastogeric in the mouse micro-
412708 nucleus assay when tested once daly for 2 days up

o cytotoxic levels of 150 mgfhg.
870.5385 in vive mouse micronucieus with RPA | RPA 410193 was not clastogenic in the mouse micro-

410193

nucleus assay when tested once dafly fer 2 days up
to cytotoxic levels of 2,008 mgdkg.
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TABLE 1.— SUBCHRONIC, CHRONIC, AND OTHER Toxicrry—Continued

Guideline No.

Study Type

Results

870.5550

Unscheduled DNA synthesis with par-
ent

Fenamidone did not produce any evidence of unsched-
ued DNA synthesis, 25 determined by radioactive
tracer procedures {nuclear siver grain counts), in rat
primary hepatocyte cuthures exposed up to cytotaxic
levels.

870.5550

Unscheduled DNA synthesis with par-
ent

Fenamidene did not produce any evidence of unsched-
uled DNA synthesis, as determined by radicactive
fracer procedures {nuclear silver grain counts), in rat
primaty hepatocyte cultures exposed up to cylotaxic
levels.

870.6200

Acute Neurotoxicity-rat
Parent compound tested

MOAFEL = 125 mgfkg/day

LOAEL = 50D mg/kg/day based on urination, staining/
sailing of the anogenita! region, mucous in the feces,
and unsteady gait in females.

870.6200

Subchronic  Neurotoxicity Screening
Batteryrat
Parent compound tested

NOAEL = 73.5/83.4 mgfkgfday in males and females,

regpectively.

LOAEL = 392.3/414.2 mg/kg/day in males and females
based on decreased absolute brain weight in males,
and decreased body weight, weight gains, and food
consumption in both sexes.

870.7485

Metabolism and pharmacokinetics - rat
Parent compound tested

in a rat metabolism with <14- labeted fenamidone,
Sprague-Dawley rats receive doses of 3 mgfkg (sin-
gle, tow dose), 3 mglkg x 14 days (repeated low
dose) and 30D mgkg (high dose). Fenamidone was
well absorbed and rapidly excreted, primarily in the
urine and bile, at the low dose and repeated fow
dose. At 300 mg/kg, bifiary excretion was not meas-
ured, although fecal excretion was 50-68% of the
dose. Tissue levels of radioactivity were prmarily
found in the liver at the single low dose and in the
thyraid in the repeated and high dose studies. Me-
tabolite identification included RPA 408056 (racemic
form of RPA 412708) and RPA 717879 (racesmic mix-
ture of RPA 412636)

870.7600

Dermal Penetrationrat
Parent compound tested

Dermal penetration approximated 10% using the pro-
tocol for 10 hours of exposure.

TABLE 2 —SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FENAMIDONE FOR USE IN HUMAN RISK ASSESSMENT

iation including infants and
children

UF =300
Acute RID = 0.43 mgfkg

aPAD = acute RIDIFQPA
SF
= 0.43 mg/kg

. Dose Used in Risk Assess- | FQPA SF* and Endpoint : i
Exposure Scenario ment, LF Tor Fiek Ashesameoad Study and Toxicological Effects
Acute Dretary general popu- NOAEL = 125 mg/kg FQPA SF = 1X Acute Neurotoxicity in Rats

EQAEL = 5DD mg/kg based on urination, stain-
ingfsoifing of the anogenital region, mucous
in the feces, and unsteady gait in the fe-
males.

Chronic Dietary all populations

NOAEL= 2.83 my/kg/day
UF = 300

Chronic RiD = 8.01 mgkg/
day

FQPA SF = 1X
¢PAD = chr RID/FQPA SF
= 0.01 mglkg/day

2-Year Chronic Texicity/Carcinogenicity in Rats

LOAEL = 7.07 mgfkg/day based on increase in
severity of diffuse thyroid C-cefl hyperpiasia
in both sexes.

UF = uncertainty factor, FOPA SF = FQPA safely factor, NOAEL = no observed adverse effect level, LOAEL = towest obsetved adverse effect
level, PAD = population adjusted dose {a = acute, ¢ = chranic) RID = reference dose, MOE = margin of exposure, LOC = leve! of concemn.
* the reference to the FQPA safety factor refers to any additonal safety factor retained due to concerns unigque to the FQPA.
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48 T T IFV

USA

(P-US-486-2)
EPA
Fenamidone; Pesticide Tolerance

Federal Register Vol.69. page 58058, September 29 (2004)

BEHFH T 7LV
TxzrT7T I PR E>THERINDIBHEERAOEEIZOWTIX, 200249 A 27 BT

Federal Register (67 FR 7196-7198) TEZXh TW3,

EM2HT RRA 2B
E N RZEMMICER L7207 I FroFEHEHT RRA V MZHOWT, AXE
DFE1IZBHLTRT,

SLIRB X WHNRO - DR2RHK

HARTR X A BREZ M

77 I FUVBRICERT 3 HARNB LUCHAERSHIZET 2BEIXRVE EPA i
fEam L, BREBERBRIIEWT, FERBRBICL-TT v FERRB YT FRIROBEZME
BEFT AL ERTERNELITEENITIIIE STV, G RFFIRE &M
RELEBRHLEESERE HDT) Th5 100 mgkg/HE T, U RRIRICRAEEMEITE
HDohiahote, HEBPBHESPE I CA XICBIT2EEENBHRO 1 OTHELHFEX
Nz &b, 30 38X T 100 mgkg/ BB O VI IR 2 Z OFTRORLIIBEYE
HERTRARMRTHD EELX DR, 7y MRABERRICIEW T BAEZTEERII.
FREFAE (1,000 mgkg/R) ICBIT 3 FEBOPEREREET O CREL L - BEMEMFE
TCHRREERVBLUORELBRBEHRE LTRRA L, RERARIRITS ZOERIX
FaIR & BEMOB CRI%S ThoTz, 7 v MZHREREBEHERRICBWT, BREEF %R
TEENEIIEENTEILIIE L TWRY, ZORRICEIT 28 EHS X CHEREW
ERIZTVTh b 89.2 mghkg/ B ALERE OMEN: F) BB L TN F, 2 1B THERRY
MEEETRBD bl LIZESWTW3, 4383 mgkg/HIZBIT 2HRBMIERIL. &KE
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B, FEEETI X UNFRE - MBEEHEMN BRI TV, 4383 mgkg/B &\ 5 [
CREKETCREMEERD LR O LN, 4383 mgkg/H (HDT) ¥ ©. 4RSS
HEBIIRDONehoT,

BRET IR LTHD, T2bb, BIATEEOHIBRELAEMICHAT 57—
FRESNTHEEIN TV S, MEEEHOBAMBECRERIE TR 7207 I FURER
TP/ ONTWDZ &b, BEMREME (DNT) RREZEMT X Th5 L EPA
BRLTWD o, BHEET —F N —RIZL TRV DNT REAEB SN TWARNWED,
EPA |3 10 f5 & W 5 HLIRB L OVNRIRE D72 D FQPA BMELFE A EFELTWS, =
O FQPA ZEFEIIT —F R—ARHEEMBRBIC L 5 b D TH B, Btk L UMBH RMD
BT, 1,000 fEOFFEEMERE (DNT RERX T 5 RREEMERE 10 5, ERINE
(ZBE D RREEMELREL 10 5 L EANEENICRIT 2 FRESEMRE 10 %) BSHEALARENRE, 7
2T IRFCLDRERBICEMY X7 BT 52RBAR (RMD) 133%%47 5 NOAEL
% 1000 fi5 &V 5 RHERMRE CTHI - 7 EIcHY T 5,
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TABLE 1. —SuUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FENAMIDONE FOR USE IN HUMAN RiSK ASSESSMENT

Doze Used in Risk Assass-

Spacial FOPA SF and

{1 week to saveral months)
{Residential)

NOAEL = 5.45 mg’kg/day

{Residantial}

Exposure Scenaric mtrrnaggt,eggg!;pgmg aangni- Lovel o;sgmmm for Risk Shily and Toxicological Effects
tional UF assmend
Acuio Distary NOAEL = 25 milligram/kilo- | Spacial FOPA SF = 1X Acuts Neurotoxicity Study in Rats
{General population including gramvday {(mgkg/day} UF aPAD = acuts RID LOAEL = 500 mg'kg/day based on urination,
infants and chidran} = 1,000 Acute RfD = 0.13 {0.133/Spacial FOPA SF staining/soiling of the anoganital region, mu-
me/kg/day 1X = 0.13 mg'kg/day cous in the faces, and unstsady gait in the
fermnalas.
Chonic Distary NOAEL= 2.83 malafflemal {#/ | Spacial FOPA SF = 1X 2-Year Chronic Toxicity/Carcinoganicily Study
(Al populations) F} mg'kg/day UF = 1,000 cPAD = chionic RfD in Rats
Chronic RID = 0.003 mg/ {0.003)/Special FQPA LOAEL = 707/8.24 mgkg/day based on in-
kgiday SF 1X = 0.003 mg/kg/ crease in saverity of diffuse thyroid Ccel
day hyperplasia in both saxas.
Short-Term Danmal Dannal {or oral) study LOC for MOE = 1,000 80-Day Feading Study in Rais
{1 to 7 days) NOAEL= 10.4 mgkg/day | {Residential) LOAEL = 6827 mgikg/day basod on in-
(Residantial) creased Hver woighis and incidences of
ground glass appsarance of the hepatocylas
in malss.
Intermediata-Temm Dermal Darmal {cr cral) study LOC for MOE = 4,000 2-Gensration Reproductisn Study in Rats

EOAEL = 88.2 mg/kg/day basad on decreased
absolute brain weight in fsmale Fi adulis
and fernalas F2 offspring.

Long-Term Damal
(Several months to Eetime}
(Raosidantial)

Daemat {or oral) study
NOAEL = 2.83 mg/kg/day

LOC for MOE = 1,000
{Residontial)

2-Yoar Chronic Toxicity/Carcinoganicity Study
in Rats

LOAEL = 7.0740.24 mo/kg/day M/F basad on
incrogso in savernty of diffuss thyroid C<ell

hyperplasia in both saxes.

Short-Tam Inhatation
{1 to 7 days}
{Reskiantial)

Inhatation {or oral) study
NOAEL = 10.4 mg/kg/day
@inhalation absorption rate
= 100%}

LOC for MOE = 1,000
{Residential)

90-Day Feeding Study in Hais

LOAFL = 6B27 mgikg/day based on in-
creased Bver weights and incidancas of
ground glass appearance of the hepatocyles
in males.

imermediate-Term inhalation
{1 week to saveral months)
(Resiiantial)

Inhatation {or cral) study
NOAEL = 5.45 mpkg/day
{inhalation absorption rate
= 100%)

LOC for MOE = 1,000
{Residential

2-Generatioh Reproduction Study in Rats

LOAEL = 80.2 mg/kg/day basad on decreasad
absolute brain weight in fomale F{ adulis
and female F2 offspring.

{Oral, donmai, inhalation)

Eong-Temm Inhalstion Inhalation {or oraf) study LOC for MOE = 1,000 2-Ysar Chronic Toxicity/Carcinogenicity Study
{Several months to Gletimse} NOAEL = 2.83 mg/kgfday {Resiioniial) in Rats
(Residantial) {inhalation absorption rate LOAEL = 7.074.24 mg/hg/day MF based on
= 100%} increase in saverity of diffuse thyroid C-celt
hyperplasia in both sexas.
Cancer Ctassification: "Not fikely”
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504-3 7 v{EAALTZ I

USA

(P-US-504(3))
EPA

Office of Prevention, Pesticides And Toxic Substances, REREGISTRATION ELIGIBILITY

DECISION, Sulfuryl fluoride, LIST A, CASE 0176 (1992)

1. FEFEFE

7 ALANT Y NVCET 28O+ RERT - BELONTWT, RET/HHERT
THEATIREL LTI LAV T INLVDOREHE Y X b ~DBRFEZ T R—F LTV,
LL., BEOHERRT —ZBLETHD, BohiTF —FIZOVWTLUTRIHRET 2,

(1) SiEHEE
SMBET —F13, UTORICENT D,

TEST RESULTS L TOX  CAT |
f Oral LDg/rats (MRID # 00072289) 100 mg/kg I

Oral LDsp/guinea pigs (MRID # 40839901) 100 mg/kg IE

1 hr Inhalation LCs; in rats 4507 ppm (17.5 mg/L)

(MRID # 41099001) . IIX

4 hr Inhalation LC; in mice M = 660 ppm (2.56 mg/L) v

(MRID # 41769101) P = 642 ppm ({2.49% mg/L)

4 hr Dermal Vapor LCg in rats 9599 ppm (37.27 mg/L) Iv

(MRID # 41712001)

M Males
b Females

(2) 2 HEBRAREREIEREBR
T LAV T IV ERAVWTEREEINERICBAROEHEBEORRELBAIEICS
HARBET —FBRBETH DO TI9N2F 11 27 v AV St EaRER (GL
#31-8) DF—F a—NA URERINTE,
2 AR ASBREMRRTIX. 7 v MZ7 v{EX7 Y% 100 KT 300ppm (& ; 0,
97 KR 290mg/kg/B . # ; 0, 109 KX 326mg/kg/B)) DAETHER 6 B, 2 AMRER
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5 L7z, E=MEIX. BAE (300ppm) LLEXHE SN, BRAESE, AN ONES)
EHICOWTRIE L, 7y FEAVWE 90 BEIXUIEBEESERBRTIL. Thb0REET
MEBESRE IR0 I EMnD, ZOBORR TIZFOMOBE OMREMERIEIE
BIIMBETR»ro7c, HRIX, 7y bE2AVWZAMBEESRRICETIEERARR
(MRID # 427720-01) TI3E& L TW5 & ¥l L7,

() HiBH:EME
HRE—REERRTIX. 7y MZ7 v{EXL7 U % 30, 100 K Tt 300ppm (M : 29,
97 KU 290mg/kg/H | F: 33, 109 X (*326mg/kg/H) DOFAETHRB 6 B, 90 AR AR
E45&. HDL5>FREICE-SE 30ppm 0 NOEL K T} 100ppm O5/MEAE (LEL) 148
Hiviz, 300ppm (BT HBMERTRIL, FEED, BFEORKE (KE). M (MHEMRREK
iE) . B (BREZ-EEAR ORI & WEO AERKEE ORBREEITR) (B . RO

JRDE A RHME DIEITREDIBFAL TH 72 (MRID # 408909-02) ,

RIAEDT v b& AV 90 B MBRA#EEMRER TIZ. NOEL iX 30ppm Th 7=,
WDS-ORE MBICBITA2EARERVIO< 7 07 7 — S 0EEEOBZMEFT RS LEL
(X 100ppm THo7c, ZOARTIIREDOFERLIGR MEBRREREORIE (M) W UN
PRI EISE DR () SOMREMHOBRAEEFHFTRNRD b, 300ppm T,
7y bRV 90 AH—MBREERRL —K LRREDZERILRED S [MRID #
408399-02, 408909-03],

UYL T v ANT Y A% 30, 100 KT 300ppm (11, 38 KX 114mgkg/B) DOfAE
THA 6 K. 90 FRBRARET 2 &, ERAETIIBRENRD b2, EiEloEiks
# b, NOEL 13 30ppm Th > 7c, FKEHED . FRERERD R CE OB AR (ML)
WA B E DR EARRF AR E-3% | LEL X 100ppm Td -7, FIZ. 300ppm (i
HE) T, MREMEEERE. 80 LR TOARENELERITHRORSNOE, HREUE
BAL DB~ ZE R 23R F AR /- (MRID # 408909-01),

AXEZRNZT7 LAV Z YD 0, 30, 100 B TR 200ppm DHAETD 90 BRIBAS

AR (6 Bf/R) TiX. NOEL X 100ppm (2.5mg/kg/R) ThY. EHEERCHEEH
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MEOEAIZE-S% . LEL i3 200ppm (5.0mg/kg/H) Tih o7z, 200ppm Tik, LN
DRRZDBE DRBMGEZHEIRD O (HRE), Fic, EROBEZMAIHE 1
HlTH, ML, RE. BRESESE, HERVCEINEM-1LT F=—F0—BHEDORE
AR AT RO b vz (MRID 422566-01),

(4) FAEHM
FIES v M2 7 vibAL 7 Y% 0, 25, 75 B8 225ppm (27, 81 KUK 244mglkg/R)
ORETHIKRA 6~15 HEWIER 6 BFHRARET DL, 7oAV T I NEREICEEL
TR AT b MR BB 3 EHIIRD bz o7z (MRID #00090015), AERR
ERRTIZ. KREHMERD OFEHOEFMS 300ppm TED b/,

ERTYFIZT bRV T Y% 0, 25, 75 KUt 225ppm (0, 10, 28 KU 85mg/kg/

H) ORETHEIER 6~18 HBIZER 6 RHIBRAKRE T2 L. BEMRURAEFTEIIYT

% NOEL I3 & b2 75ppm T o7, BEMICHT 5B (KERMERD) R ORAEBN
(P REEROEEDOBA) 12x$ 5 LEL i 225ppm TdH o7z (MRID # 00090015),

(5) ApFEtE
Sy AW 2-RAEBEERRTIX. 7 kAT Y %0, 5, 20 R 150ppm
(f:0, 4, 17 R O* 130mg/kg/B . # : 0, 5, 20 BT 152mg/kg/H) OFAETHERB 6 K,
SBEBRARET R L. i~ ru 7y —COEEORARBIEM L, NOEL iX S5ppm TH
. LEL } 20ppm Tdh -7z, 150ppm TiZ, D I Y AL LT RIREE-BRSRMEE D22 R
{LDOFRERNSEM LTz, FI ARG 2 #HRICBIT2FEREEOBICE ST, £

%t % NOEL }& 20ppm T2 ¥ . LEL iZ 150ppm T 7= (MRID #421798-01),

(6) ERFA
REEMLOFEOSET CHIRBEEL D 2 AEUT CRRT 2K, 7 vtAr7Y
NOHEDOEETFRAERIIRMETH 72 (MRID #41603001),
520ppm (&M LCS0 @ 80%) LATORET, vV A/NMERBREIT OB, 7 v LAV
7Y IR R E 24 Ued o7 (MRID #41448601),
204~1020ppm DAETRRZITHRE. 7 v{LA V7 Y NIET v MIREEFHRZ
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R 72 UDS RER T TdH » 7= (MRID #42179802)

(7) ZothoFEEZER

TEANVT VVRBEOE PPEERUABREIN TS, 7 kAT Y AER
HELEREAZTIREEFD ) BMAMNL, 7 L—3 3 2 2~5 BRI ICHR . MR E
., BIECEHEZER Lz, 7 vbEAVT I ANB L RICAZETAEESORT 28
FELEBREEVN 2Hb o7, 1 BRIAERIEBRBAL, FICEEARRIN. o 14
BREOHTHEPBAEER R TORTPEE o LBITIMELENFERTEE Lz, £BEE
D7 LANTZ YN DOIIEFREX 05mg/L (EFE®D 10 {§) THhH-7= (ACGH (1971;

NIOSH) 1978; Nuckolls (1987; PIMS) 1980; Taxay (1966)),

2. U R M

BRY R
7 IEANT YLV ORYIIEE~DER T2V, BRI X7 3 TFREINAR,
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5142 U I AALTZOAF)L

USA

(P-US-514(2))
EPA

Office of Prevention, Pesticides And Toxic Substances, Primisulfuron-methyl Toxicology

Chapter for RED (2002)

1.fEBRYE DR

BEHT—2 b, Y IRAALTa L AFL (CGA-136872) 132 0 R UR AR 5%
CARNENE EMrTIY ) B, SERRRERICFEEOENE (BEXT IV —10)
BV LEREND, AAL, REBEH EHr7IY—0) THY, KERIEYWER

VRERER (FEELT IV —IV) T,

U XEAVE 21 BEOREBERRNDL., Y IAALT B ATFAIRHRRE
(1000mg/kg/H) IZBWT, BEFEHRVEFBHEZELCRWILERLE, Ty M H
VW2 90 BRI NEFERR TIX, AERY. AEENERD R UEEZRED S 150mg/ke
Ox/PMEMHEAE (LOAEL) TR LI, 7 v b AVWEHEH/REERR T, #&
L CHREHEMERD X LOAEL (150mghkg) THREH O T, MRELEBRTIERE
B L - EERAELEOMMNIWThOREHTHLROAR1 o7,

A4 X ERAVz90 B MRBRTIX. B2 I h-£5F 4T 250mgkg/ B IZBWTEERED .
RERNERD, BERMBEDFED. MRFH AT A—F (FOZK ~ES/2 e RT
~<h7 )y ) OBAIRUCRRB/EIFRBEEOED ThHole, I/MRENETT v b
nEUREER bR b, Fiz, FRBO/NERICKITSEED A FEBERT
&~ EEOWRMEMIRATREZE T, 4 X 2Rz 1 EREERRTIE. LK?
f9%F A —% (RMLEK, ~ET7R VR~ 7Y v b)) OB ROM/MREM, FFi#
DOFEXTEREEM, FFEE LM, FgZERICENE CRRBAIEMD 250mg/ke/ H
TRL LI,

v U RAERAVWEREERBRTIX, BIEShe2H5EHE. () ECROLEHF., Gi) &
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HREMEORD, RO (i) BEEME. FEEE, BRENE. ESHROEEHETH- T,
TV IANT B AFNIE, 2 DOBEME (408 KT} 1156mg/ke/ ) DR 36V THFR
RORRIE, FAAERRER SR LIt FRRBEE IR N, ThonERTIBEY 7 — LY
2-ZBRTBROBEYRHDLEREL, XZBRR TV IRAT 0L AFAE I N—T
D OREHEME L SE LT,

TV IANVTarAFNT, BEMICKTT 2R 500megkg/B TS v MBI
DECBIEZE Clc, ZOREERIIX, e 0B (55, AEME. £F. WEERV
OTHEREHE) BAFRENRBTIREENEM L, Y IAALTR U AF AL, vHF
CBWTRARBREZRIRP 7N, RESOREICEEL-BE8WIC3T 5 SR
300mg/kg/ B J TF 600mg/kg/ B IZ3R® Hiiz,

T I AT AFbE, 250mgkg/ B TITREBEABEEEDIET (FI #4) £nS
v FDOEFENRT A—ZIZEEEZRIE LT, BiZ. FAEREEOWIVEDOHAIBREM &1
Lz,

BRHETIE. BRERETEART y PR TR IZBWTED bh., FRBIC kT
DERIIA XIZBW TR LN, TROLDORAENS., FHNTIIASWRICHTAEAR S
BILEMEZ LN,

FYIZRALTa U AFAL, 3EORRTIIERFBARIZD LR Eholr, : T—AR
RER (RXIF 7 A : TA1535, 1537, 98 1R 100), 5~ FAFHEAE % BV 7= R 24 DNA
A (UDS) RBRREUF v A =— AN NARF—% AT B8/NERER,

v bERAVWERBRR TR, 7Y IAVT o U2 FAREERBRIN, RESh, R
F23~31% (HE) RU35~T1% () IRUEBEPA6~6T% () KK 13~48% () ]T
HR LT, MB~DOERIRP o7, 7V IAAT 0 AFNTRERORIRERH S
EEZXDNRD, P FERKIT. VY IVUERARBRIELEh, S Fexi vy IV
-CGA-136872 (¢ 72bbH, CGA-239769) #4£ L, RWTE Y I V=855 BT 5,
TV VBARTIIET, RETIE 220V RF I RAFNL-RUB LRV T 5F 3 K28, &
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EhTixF o)y BREEY) 2EKT D, FLTDHEY I V= VBTREICRBES
nd,

2. LWIREG/NRICHT 585 Rt

HIARC X, V¥ FRUT7 v b OHAER/HAERKRSRICEZ S BT TR 7220
ST DT, %572 FQPA Z2EHEZW LA Z BT THLIMXEREL., 7y FZAW
T HAERTRERIZI W T, BREMARBEE A2V v ) B3R,
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515 ZYZJ—n

USA

(P-US-515)
EPA
Furilazole; Pesticide Tolerance

Federal Register Vol.67. page 15727, April 3 (2002)

BHEFHTo T 7LV

7YV F =N Ko THERSNDIEFEFEAOHEICOWT, UTOR1 TEETHL L
Hic, EHRBTEBLN-ESHE (NOAEL) RB/\#EME (LOAEL) 2 oW TEHET
5,

FEHEFR L FRA K
t NYRVEEICER LT Y 5 — VOB MEHT Y REBA 2 MZOWT, UUTFTORE
2IZEHLTTRT,

HLIRB I ONEDI- D DREHEK

HARTR X HHARRZ N, REBERRCTTFEARBLXIIT v bELIZ V¥
RE IO HAREEEEAR CHAMMMAERREZ X T LR IRBM ORI MRS LA T
52 L 2T EENE LIXEERNERIIE b TV,

4d2A,
e i

A XBEEEHRBREBRNT, 7Y SV —NICHTARELREET — F_X—ANEETS
Libic, BET—FLRETHD, Thbb, BIA3THEEDHIBRELSEMICHH
TET—ZRESVTHEENRTWS, BEEOLEAVBA RN L&, EHECREIC
57 —4RTETHIILEERL T LRBLWNEREDOZDD 10FL V5L
BREEHIBRTRETHD L EPAIIREL T,
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Shudy Type

Resulis

870.3100

90-Day oral toxicity rodents

NOAEL = 7 mg/kg/day

LOAEL = 34738 mgfkgiday {maleffemale) based on increased absolute fiver
weight in males, increased bver-to-body weight ratio in males and females,
ang increased gamma glutamyltransferase in females.

8703150

80-Day cral toxicity in nonrodents

NOAEL =5 mg/kgfday
LOAEL = 15 mgfkg/day based on decreased body weight gain and ble duct
infiammation in ane-fourth of females.

8703200

21-Day dermal toxicity

Systemic NOAEL = 25 mgfkgfday
Systemic LOAEL = 250 mgfkg/day based on increased liver weights.

870.37002

Prenatal developmental in rodents

Maternad NOAEL = 10 mg/kg/day

LOAEL = 75 mg/kg/day based on increased liver weight.
Developmental NOAEL = 10 mg/kgiday

LOAEL = 75 mgfkg/day based an increased number of resorplions.

870.3700b

Prenatal developmental in nonrodents

Matemal NOAEL = 10 mg/kgiday

LOAEL = SD mg/kg/day based on dinical signs of toxicity and reductions in
body weight, body weight changes, and food consumption.

Developmental NOAEL = greater than or equal to 50 mg/kg/day

LOAEL =is not identified, but would be greater than 50 mg/kg/day

870.3800

Reproducton and fertifity effects

Parental/Systemic NOAEL = 8.97/10.67 mgfkg/day maleffemale

LOAEL = 82.39/105.42 mo/kg/day maleffemale based on lower body weight
gains and microscopic tesians of the liver, kidneys {females) .

Reproductive NOAEL = equal to or greater than 92.39/106.42 mg/kg/day
maleffemale

LOAEL = is not identified, but wouid be greater than 92.39/106.42 mg/kg/day
maleffemale

Offspring NOAEL = 8.97/10.67 mgfkg/day maleffemale

LOAEL = 92.3%/106.42 mg/kg/day based on decreased body weight gains in
both generations and microscopic lesions of the liver and kidneys of F1
males and females.

870.4200

Combined
rats

Chronic/Carcinogenicity

Chronic NOAEL = 0.26 mg/kg/day (males)

LOAEL = S.05 mg/kg/day (mates) based on increased absolute and relative
liver and kidney weights in males and females, and kidney nephropathy,
increased gamma glutamy! fransferase, decreased body weight gain,and
moderate increase in n ic fiver lesions in females.

Carcinogenic (hepatocellular carcinomaladenoma) in both sexes.

870.4300

Carcinogenicity mice

Chronic NOAEE = 5.3 mg/kg/day (males)

LOAEL = 60.2 mg/kg/day (males) based on increased incidence of mortality
and elevated alanine aminotrensferase in males and increased liver
weights, increased incidence of paniobular hepatocellular hypetrophy and
chronic lung inflammation in females. Carcinogenic (hepatocelidar car-
cinomafadenoma and bronchio-alveolar carcinoma‘adenoma) in both sexes

870.5100 and 5300

Gene Mutation

There was a weak positive response for inducing reverse gene mutations at
high precipitating doses in Salmonefla typhimurium, but the response was
negative in cultured mammalian cells.

870.5375

Cytogenetics

induced dose-related chromosomal abemrations over background

870.5385

Cytogenetics

Did not induce chromosomal aberration in bone marrow cells

8705395

Cytogenetics

Did not yield convineing evidence that the compound was clastogenic or
aneugenic in this in vivo system; however, the maximum tolerated dose
was not achieved.

8705550

Other Effects

Negative for the induction of unscheduled DNA synthesis in rat primary
hepatocytes.

870.7485

Metabolism and pharmacokinetics

The compound undergoes rapid absorption and nearly complete excretion
within 48 hours. The total recovery of adminkstered radioactivity was 87.7 -
85.1% for all treatment groups. Primary route of excretion was via the
feces which accounted for 58 - 77% of the administered dose;
excretinggreater than or equal to 94% within 48 hours. Urinary excretion
was sminor and accounted for 13 - 24% of the administered dose and most
of it { greater than or equal to 84%} was excreted within 24 hours.

870.7600

Demal penstration

A demmal absorpiion study is not available. A dermal absorption factor of 30
% was extrapolated from the developmental toxicity shedy and the 21-day
dermal toxicity study, both in the rat.
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TABLE 2. —SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FURILAZOLE FOR USE B¢ HUMAN RiSX ASSESSMENT

FQOPA SF* and Level of

Exposure Scenario D R Coneem for Risk Study and Toxicological Effects
Acute Distary females 13- NOAEL = 16 mg/kg/day FQPA SF = 1 Developmental Toxicity Study in the rat
SlOyears of age UF = 100 aPAD = acute RfD/IFQPA. LOAEL = 75 mgfkgfday based on increassd
Acute RfD = 8.1 mg/kg/day = number of resorpfions.
0.1 mgfka/day
Chroric Dietary all populations HOAEL = 0.25 mg/kg/day FQPASF =1 Combined Chronic/Carcinogenicity Study in the

UF = 380
Chronic RID = 0.0009 mgf
kg/day

cPAD = chronic RID/FQPA

08009 mg/kg/day

rat

LOAEL = 505 mgfkgiday based on increased
absolute and relative fiver and kidney weights
in mates

Short-Termn Incidental Oral (1 to
7 days} (Residential)

oral study NOAEL = 10 mg/
kg/day

LOC for MOE = 100 {Resi-
dential)

DewvelopmentalFoxicity Study in the rat

LOAFL = 75 mgfkgfday based on increased
fiver weights, decreased body weights, body
weight gains and food consumption.

Intermediate-Term incidental

oral study NOAEL = 7 mgf
kg/day

LOC for MOE = 100 (Resi-
dential)

90-Day rat

LOAEL = 34 mg/kg/day based on increased ab-
solute and relative liver weights and alter-
afions in clinical chemistry parameters.

Short-Term Dermal (1 to 7 days)
{Residential)

demmal study NOAEL = 25
mo/kg/day

{dermal absorplion rate = N/
A%)

LOC for MOE = 100 (Resi-
dentiaf)

21-Day Darmal in the rat
LOAFL = 250 mg/kg/day based on increased
Jiver weights.

Intermediate-Term Dermal (1
week to several months) {Res-
idential)

dermal study NOAFL = 25
ma/kg/day

{dermal absorplion rate = N/
A%)

LOC for MOE = 100 (Resi-

dentialy

21-Day Dermal in the rat
LOAEL = 250 mgfkg/day based on increased
fiver weights.

Long-Tesm Dermal (several orat study NOAEL =026 LOC for MOE = 10D (Resi- Comxned ChroniciCarcinogenicity Study in the
menths to fifetime) {Residen- mgfkg/day dential)
tial} {dermal absorplion rate = LOAEL 5.05 mg/kgiday based on increased
30 % absolute and relative liver and kidney weights
in males
Short-Term Inhalation (1 to 7 oral study NOAEL = LOC for MOE = 100 (Resi- | Developmental Toxicity Study in the rat
days) (Residential) 10 mg/kg/day {inhalation dential) LOAEL = 75 mgfkgiday based on increased

absorption rate = 100%)

fiver weights, decreased body weights, body
weight gains and food consumption.

Intermediate-Term inhalation (1

oral study NOAEL =7 mgf

EOC for MOE = 100 (Resi-

30-Day rat
LOAEL = 34 mo/kg/day based on increased ab-

week o several months) (Res- kgiday dential)
idential} (inhalation absorplion rate = solute and relative liver weights and alter-
100%) ations in clinical chemistry parameters.
Long-Term Inhalation {(several oral study NOAEL = £OC for MOE = 100 {Resi- | Combined Chronic/Carcinogenicity Study in the

manths to lifetime) {Residen-
tial}

0.26 mgfka/day {inhalation
absorption rate = 100%)

dengal)

rat

LOAEL = 5.05 mgikgfday based on increased
absolute and relative liver and kidney weights
in males

Cancer (oral, dermal, inhalation}

oral study

M* = 00274 (mg'ka!
day)*

{demmai ahsorplion rate =
B%

inhalation absomption rate =
190%}

EOC =the range of 1 X
10%

Classified as fikely to be carcinogenic to hu-
mans by afl routes of exposure based on
hepatocedlular ademonas and carcinomas in
rats and mice, branchio-alveolar adenomas
and carcinomnas in female mice, tesicutar in-
terstitial cell tumors in male rats and stomach
tumors in female mice.

* The reference to the FQPA Safety Faclor refers to any additional safety factor retamed due to concems umique to the FQPA.
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534 7=tk b

US

(P-US-534(2))
EPA

Federal Register, Vol. 63, No. 184, Rules and Regulations (1998)

A EMEToZ 7L

INTxFEy MLk TBIEB I ENIEMREBOHEIZ OV TUTIIRRS,

1. Iy bRV EadENEERERO LD iX. B2 oW TiX 1,617 mgkg, HEIZOWT

1% 589 mgkg TH 5,

2. 5y &AWV 84 AEOREREGRROELZEE (NOEL) i3, #IZ -2V Tid 100 ppm

(6.0 mg/kg/A) Fi. MEZDOWTiX 100 ppm (7.2 mghkg/R) S REE N, . BIE
#58 (LOEL) I3, BEZ DWW Tt F u 3 v (T4) L)L O#IHiZ 25V T 100 ppm (6.8 mg/kg/
B). HZHOWTIRILERER L CIRELFZREORE FRICE-SV T 400 ppm (28.8 mg/kg/
B) EREENT,

3. <= wREFAVWE 13 BBOEEHRSRR T, FE. RS X OCRRRBOREERESE
BEFE RIS\ T, NOEL i1 100 ppm (# : 18.2 mg/kg/H., M : 24.5 mg/kg/H), LOEL

I% 400 ppm (#f : 64.2 mg/kg/B. M : 913 mgkg/A) LWREINT,

4. A4 XFAVWE 13 ERORERSRR T, FBIEENEBRENZBI LWL
#n (LDH, FFEE. ALK BIUFERKOHEMI L -THREINDB), B IB 70T v
ER LU ER, HWHEICKITS T4 BIRALTEOET, BIZBIFE3TAVT I OB
A MBI B L3 — RO ITESWT, NOEL 3 50 ppm (% : 1.70 mg/kg/H .
M : 1.67 mg/kg/A). LOEL X 200 ppm (% : 6.90 mg/kg/H ., #f : 7.20 mghkg/H) LWES

nr.

5. UH¥XEAVWE 21 BEORERARTIE, MKREMERET —F (MERFICRIT D T4
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BLUFT4 LUV DIET) BLOMEICRT B/NEROMEFBBRERICE ST, HEOK
FERIBME D NOEL 13 1,000 mg/kg/ B, HED L5 30D NOEL i 20 mghkg/H . D2 55K
@ NOEL X 150 mg/kg/H, HEDOLEFMD LOEL |X 150 mg/kg/B. Mn L& E M0 LOEL

1% 1,000 mg/kg/H L RE I T,

6. AXZRWE 1 FROBHEERSRRTIT. HBEIBIBETAN VSR T 74—
BEOLR, BEESIVFEREOHMN, BIBT5aLXFu—ED LS, HECE
TS5 T2, TABLALTEDET, M. R, B, FH. LEHEE L OFROBEMED
REDFAERD EFIZE-SV T, NOEL X 40 ppm (B : 1.29 mg/kg/A | i : 1.14 mg/kg/H) .

LOEL /X 800 ppm (% : 27.75 mg/kg/ B, #f : 26.82 mg/kg/H) L RESh -,

7. 7y b RAWVWICEBSHRERE BN AMRER TR, MK, B, ME., LRIV
FEREBIT DA PES 0 EUVER L OSSR EICE-S T, NOEL i 25 ppm il
(% : 1.2 mg/kg/H . # : 1.5 mg/kg/A ), LOEL i 25 ppm (# : 1.2 mg/kg/A . #f : 1.5 mg/kg/

B) LtRESNT, RBRFHT TR, BREZERXRRESADEMEBL SRR o,

8. WUREZMWILENPAMRERTIE, BNBORAERB I VEREEICESNT, H#o
NOEL /% 50 ppm (7.4 mg/kg/H) K. #> NOEL iX 50 ppm (9.4 mg/kg/H). # LOEL
i3 50 ppm (7.4 mg/kg/B). #D LOEL X 200 ppm (38.4 mg/kg/H) *REBENF-, ~ DR

RTIE. A7 =)y MERSARETRTEIRD bh b,

9. Ty hERAVE 2 HHREERRTIX, FIMICRBITAFEEOHN, F,#IBT 55F
HBRERIZESWT, BOLHFEMED NOEL 1% 20 ppm  (# : 1.4 mg/kg/B . #f : 1.5 mg/kg/
H). A5Ez=MD NOEL i1 20 ppm (1.3 mg/kg/H) ., BDOL L&D LOEL X 100 ppm (% :
T4 mg/kg/R, #:82mgkg/R) LRESNK, T, BWEEHO F, FEFOFET AN

(HFERVWZEL) LicZ &k, 500ppm (F, & : 372 mg/kg/A ., F #f : 41.5mghkg/B) OF
REBIZBWTF & RLOFIZRAUEERR LN Z LICESWT, AREMO LOEL iX
100 ppm (6.9 mghkg/B) ¢t HEENT-,

10. 7y PERAVWERARRTIE, OHOKEHENEOETIZESWT., BEHO
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NOEL /% 25 mg/kg/B . fF8h# LOEL i3 125 mg/kg/B L RE I iz, 7o, BIFOKED
W, £ LTHEEE, . WESERBLUAKOELOENL L TR IREELE.
BRIHEDORERD EHITEINT, FEAEFEMO NOEL 1 25 mgkg/B . 3E4£F MO LOEL
iX 125 mg/hkg/B E RE ST,

1. X2V ERERBR T, FROFEEGFZORERBRICESWT, BEBYO
NOEL % 5 mg/kg/H ., 8% ® LOEL jX 25 mghkg/H L RE SNz, £, BRERZOHEM
W ESWT, AN NOEL X 25 mg/kg/B . B4 F M LOEL i 125 mg/kg/B L R-E X

niz,

12. v AW ZANHREERR TIX, #BOBREBEOETIZESWT, NOEL
iX 75 mg/kg/ B &35, LOEL 1% 75 mg/kg/B L IRE ST,

13. 5 v FERAWEEBHEHRESERR T, /MK BRSO OBEMERREIC
#-3 T, NOEL X 120 ppm (% : 7.3 mg/kg/H | # : 8.4 mg/kg/H) . LOEL /X 600 ppm (# :

38.1 mg/kg/H . if : 42.6 mghkg/H) LREINT,

14. 7N 7 =)ty M MEOBEFRABERRBR,Inviro BR, Fr A =—ZX A
A Z — O M O BRG T RRERRR,Inviro BRR, T ¥ A =—ANLRAZ—DIR
B0 MIEEZERR, Invitro RER. ~ U A OMRRBEEZERBR/ In vivo /MERRER, —K
5 v MFHRRRD In vitro REH] DNA SERBRIZE VT, BERM BEEEEZBIIHLT
BETH-oT,

15. S v FERAWERSHERRIT. WHEDT v FAKAEERIN -7V T72F Y bR
REIZRN - RETB L EZR L, TRTOABICBWT, TEALRFHHREIIRTHD .,
LENELBUTHH ST,

16. A XFTRUyIA7=Fty MBIEETRET S 55 BEORRIX, 7%

FEOHBEEFRERBLUOABIEA PUREZRHIRT D LICL->T, 747 =Ty bR
BRIIBMBLCLBICRBRENEL S, LW OIERREEMT TN,
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B. EMFHIT FF1 P

1. REZFEM, EPAIX, SR HERER TS &Sz LOEL Off (75 mgkg/B) 1=
EOSWTYIVRIMEERLBETHD /RS T, 2OV X I7HMTIE. BB~—
(MOE) & LT 900 BERIND, TONRIZ, BESMEIZOVT 10 5, BALEHNICH
WT 105, AHRBLUF EHDORHEICOWVWT 3%, LOEL OFERIC>VT 3£ Th B,

2. BHEBLOFHZFM, EPA 13, AFARELIFMIZEHE X OPHORESEIC L
STERKREUERESZIT IR E TR L TWRWEERSIT-,

3. BHEFEM, EPAIX, A7 = %ty FDRD % 0004 mgkg/B LHERE LT, =D
RD X, 7 hERAWCESES EHAMEEERBR THE LNz LOEL=1.2 mg/kg/B iz
SHETH D, ZORRTIT, FERISME (10 %) . BAZEE) (10 £2) . ER72RE TO NOEL
DRI 3 1F) 2ERTD7-HIT 300 FORSREE Az, RID 2RDB7=DICHENVS
7z NOEL 1%, BMRERD T v FORBRICR BN A F~E S o vy IER LSS
HE RETTIIHEEEREETIERY) BESKLOTHY, AWHRBICF L bickt
TOREMEOB/E Y LIFEERRWED, LHRB LT &b DRBIZET 5 BEMEL%
BIIRETH 5,

4. FEP A, EPA Health Effects Division ¢ RfD/Peer Review Committee |, /L7 =

TEY MRT7y FBIVTT R L TRBAMERER 272 LIZESWNT, 747
=Ty bzt MZEPAMEEZ L ZOT TSRV MEICHE LT,
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53¢ N7 xrENTF)L

USA

(P-US-536)
EPA
Flufenpyr-Ethyl; Pesticide Tolerance

Federal Register Vol.68. page 54834, September 19 (2003)

BHEFHTO T 7 AL

INT =V EALEF UL > THREINDFEEERAOREIZOVWT, AXEDOR 1 TE
£yoLlbiz, EERRTELONERMEE (NOAEL) &/ EMERE (LOAEL) 2o
WTRHIE 5,

EM2HT FRASL B
ERYRIZEBICERA LEIA T2 EATFLOBEFEHNT RRAL 2 MTHOWT,

UTOR2ICEMLTFT,

LR L NRO T DRERE

HARTR L O HARBRSZ S

TINT 2 EVTFLOFERNREEZ T v PBIOCUHXREOBZMN EFT
5 e ERTEENELIEENEIE O TR, Ty N HREEESERREL
I HRAEEBERRICBV T, HAERBRBRRICTZ VT = EATF VKT DRSS
EET A2 L 2T ESENE RERMERITIE SR TVRN,

4=
Iﬂﬁ

TINT 2 ENTFVCET EREREET —FN—ANFEETDH L L bIT, BRET—
FHEETHD, Thbb, BrIA3TMEEOH BB SENCHBETEF —ZITESN
THEIN TS,

BE e BHRORMEToZ L. BEAFREY X 7B TRTHNLEFEREZRAN
b, Bt BEDLE  BEEGT - FN-ARETLTHHI L. BEREEOTEME
BNz L BT LT, FQPA Z2A% (SF) % 1 fFicHe/ L,
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TABLE 1. —SUBCHRONIC, CHRONIC, AND OTHER TOXICITY

Guideline No.

Study Type

Resulis

8703160

90-Day orat toxicity rodents

N?AELle>1.,434/1 ,581 milligrams/kilogramiday {mg/kg/day} maie/
femal
LOAEL not identified

870.3180

90—Day oral toxicity in non-
rodents

NOAEL >1,1951,378 mg/kg/day MF
LOAEL not identified

870.3180

90-Day oral toxicity rodents
{mouse)}

NOAEL = 385 mg/kg/day (M)

LOAEL = 508 mg/kg/day, based on increased absolute and rel-
afive liver weighis and increased incidence of hepatic
centrilobular vacuolation in male mice

870.3100

28-Day oral toxicity rodents
{mouse)

NOAEL = 448/629 mgrkg/day M/F
LOAEL = 1,009/1,213 MIF mg/kg/day, based on increased inci-
dence of hepatic centrifobutar vacuolation

870.3150

90-Day orat toxicity in nonfro-
dents (dog)

NOAEL = 300 mg/kg/day M/F

LOAEL = 1,000 M/F mg/kgiday, based on decreased body
weight gains, food consumption, and food efficiency and in-
creased incidence of vomiting

870.3200

21-Day dermal toxicity (rat)

NOAEL = 1,000 mg/kg/day M/F
LOAEL not identified

870.3250

90-Day dermal toxicity

NA

870.3465

90-Day inhalation toxicity

NA

870.3700

Prenatal developmental in ro-
dents (rat)

Maternal

NOAEL >1,000 mg/kg/day

LOAEL was not established

Devejopmental

NOAEL = 1,000 mg/kg/day highest dose tested (HDT)
LOAEL not identified

870.3700

Prenatal developmentat in non-
rodenis {(rabbit}

Maternal

NOAEL = 100 mg/kg/day

LOAEL = 300 mg/kg/day, based an increased matemnal mor-
{ality, clinical signs, decreased food consumption and ne-
cropsy findings

Developrmental

NOAEL = 1,000 mg/kgiday

LOAEL not identified

870.3700

Prenatal developmentat in non-
rodents (rabbit)

Matemnal

NOAEL = 100 mg/kg/day

LOAEL = 200 mg/kg/day, based on increased mortality
Devefopmental

NOAEL = 1,000 mg/kg/day HDT

LOAEL not identified

870.3800

2-Generation reproduction and
fertility effects (rat)

Parental/systemic

NOAEL = 1,463 - 1,914 mg/kg/day
LOAEL not identified

Reproductive

NOAEL = 1,463 - 1,914 mg/kgiday
LOAEL not identified

Offspring

NOAEL = 1,463 - 1,914 mg/kg/day
LOAEL not identified

870.3800

1-Generation reproduction and
fertility effects (raf)

Parental/systemic

NOAEL = 6.4 - 7.5 mg/kgiday
LOAEL not Kentified
Reproductive

NCAEL = 6.4 - 7.5 mg/fkgiday
LOAEL not identified
Offspring

NOAEL = 6.4 - 7.5 morkg/day
LOAEL not identified
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TABLE 1.—SusCHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guideline No. Stdy Type Results
870.3800 $-Generation reproduction and | Parental/systemic
fertility effects (raf} NOAEL = 1384 - 151.7 mg/ka/day
LOAEL not identified
Reproductive
NOAEL = 1394 - 151.7 mgikg/day
LOAEL not identified
Offspring
NOAEL = 1394 - 1517 mgfkg/day
L OAEL not identified
870.4300 Combined chronic foxicRyfcar- | NOAEL = 778.8/1024.7 mg/kg/day MWF
cinogenicity rodents {raf) LOAEL was not astablished
No evidence of carcinogenicity
870.4200 Carcinogenicity rodents | NOAEL = 38.9 - 43.7 mgfkg/day M/F
(mouse) LOAEL = 401.8 - 447.9 mgfkgfday M/, based on liver loxicity
in both sexes and mild anentia in males
Nao evidence of carcinogenicity
8705100 Bacterial gene mutafion assay | Flufenpyr-ethyl was tested up to concentrations limited by
cylotoxicity. There was no evidence of mutagenicily at any
dose levels tested. Posifive controls induced appropriate re-
sponse
8§70.5100 Bacterial gene mutation assay | There was no evidence of 2 cytotoxic, mutagenic or dosere-
§-3153 acid4-OH sponse trend in any tester system £ S9. Positive controls in-
duced appropriate response
8705300 in vitro mammatian cell gene | The compound was fested up to an upper coneentration limited
mutation assay by solubility and cyiotoxicity. Flufenpyr-ethyl was negative for
inducing mutations at the TK locus in mouse £5178Y + 89
8705395 Mammalian erythrocyte micro- | No clinical signs of toxicity was observed. Flufenpyr-sthyl did
niiclets assay not induce micronucleated polychromalic erythrocytes after
any treatment
870.7485 Metabolism and pharmaco- | There is no difference in the metabolic profile of fiufenpyr-ethyl

kinetics - rat

aftributable to gender or radiolabel position
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TABLE 2. ~-SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR FLUFENPYR-ETHYL FOR USE IN HUMAN HEALTH RisK

ASSESSMENT!
fa— ial FQPA SF? and
; Dose Used in Risk As- : . N
Exposure Scenario el of Concem for Study and Toxicotogical Effects
sessment, UF Resk Assessment

Acute dietary (femates
13-50 years of age)

NQAEL = None mg/
kgfday

UF = N/A

Acute RfD = None

Sp{ecial FQPA SF =
X

aPAD = acute RfD
Special FQPA SF =
None

A dose and endpoint of concemn attributable fo a
single dose was not available in the data base in-
cluding the developmental toxicity studies

Acute dietary {general
popuiation including
infants and children)

NOAEL = None mg/
kg/day

UF = N/A

Acute RfD = None

FQPA SF = 1x

aPAD = acute R}

Speciafl FQPA SF =
None

A dose and endpoint of concem atiributable fto a
single dose was not available in the data base in-
cluding the developmental toxicity studies

Chronic dietary (all

N%AEL = 40 mg/ka/

Sp1ecia[ FQPA SF =
X

Carcinogenicity study - mice

popuiations) ay LOAEL = 401.8 mg/kg/day based on liver toxicity
UF = 100 ¢PAD = chronic RD {hepatecyte necrosis) in both sexes and mild
Chronic RfD = 0.4 Special FQPA SF = anemia in males
mgfkg/iday 0.4 mg/kg/day
Short-term NOAEL = 100 mg/kg/ | Residential LOC for Developmental toxicity study - rabbit
Incidental orat (1-30 day MOE = 100 LOAEL = 300 mgfkgiday, based on clinical signs,

days)

Occupational = NA

decreased food consumption and necropsy find-
ings

Intermediate-term
incidental oral (1-6
months)

NOAEL = 100 mg/kg/
day

Residential LOC for
MOE = 100
Occupational = NA

Developmental toxicity study - rabbit

LOAEL = 300 mg/kg/day, based on clinical signs,
decreased food consumption and necropsy find-
ings

Dermal all durations

HIARC concluded qua

ntitation of dermal risk is not required due to lack of systemic toxicity at the
limit-dose following repeated dermal exposures

as well as lack of concern for developmental toxicity

Short-temm inhalation
{130 days)

N%AEL = 40 mg/kg/

ay
{inhalation absomption
rate = 100%)

Residentiai LOC for
MOE = 100

Occupational LOC for
MOE = 100

Carcinogenicity study - mice

LOAEL = 401.8 mgfkg/day based on liver toxicity
(hepalocyle necrosis) in both sexes and mild
anemia in males

Intermediateterm in-

NOAEL = 40 mg/kg/

Residential LOC for

Carcinogenicity study - mice

halation (1-6 day MOE = 100 LOAEL = 401.8 mg/kg/day based on liver toxicity
months) {inhalation absomtion | Occupational LOC for (hepatocyte necrosis) in both sexes and mild
rate = 100%) MOE = 100 anemia in males
Long-term inhalation NOAEL = 40 mg/kg/ Residential LOC for Carcinogenicity study - mice
(>6 months} day MOE = 100 LOAEL = 401.8 mgfkg/day based on liver toxicity
{inhalation absomption | Occupational LOC for (hepatocyte necrosis) in both sexes and mild
rale = 100%) MOE = 100 anemia in males

Cancer (oral, dermal,
inhalation)

Flufenpyr-ethyl classified as “not likely to be carcinogenic to humans.”

b1 ' UF = uncertainty factor, FOPA SF = Special FQPA safety factor, MOE = margin of exposure, LOC = level of concem, NA = Nat Applica-
e.
* The reference to the Special FUPA SF refers to any additional SF retained due to concems unigue to the FQPA.
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541-1 FNVAT T A

USA

(P-US-541-1)
EPA. Office of Prevention, Pesticides And Toxic Substances.
Flumetsulam: HED Risk Assessment for the Tolerance Reassessment Eligibility Document

(TRED), PC CODE: 129016, DP Barcode 306277 (2004)

IV ~Y— FEH
ANY—=FKTazrA )V

LEIE. HAORMEET -5 BEMBHERSEERAR. BASERR, BEEER
B, BARMRR, £EEERRRVCERRARRICESHTHRIELEHONF— FFEL
fiolee NYP—RFaT7 7 A NVIIREZBRT S L,

TRV T A, BHERO RO RE N IR ER IR DWW TEELT Y
—M XXV ThHBH., KEREEDE TIZRV, EEE»LEBESHERBROBBRMEOE
ARIZBWT, BIBIZT Yy NRBCA XOBRBROTINVAY FADOFEZENBRLEZON
5, EREROBERIC, 7y PCTRHABAELSELVREICRWT, WmAIERBE B X
EELEN, v URTRBRICHT2FERAIHIRAED SETHRDoN 20T, T
FNMEEY CIXBBERRS . VX TRAERTIR, BEERKEBROCEEENERD BB L
i, BEFEHEIRD AR Lo, £, FIRAEZRESINHHS » FTIX, 7
NAY T ABREICER LIZAEEE RO O N, A XERTT v MEMEERRT
X, BRG., MERVERERESESHOBRE TR LN, ZhbnHMEiE, #7 v
FEUA X, BREREINZHE~ VX TRD bR o7, B2, 2FFHITHIRA
BULORKARZES LTy FNTEHBDDREN 7R, CEAMRRBERSE S5
iz,

<Y ARTRT v FOFIATRELZARBROEDBERBRE RO, HRBHTITEL LT
BOHE 4 REFELAIC I AY T LABHEKRT D Z EATR S Wz, TEERIT, 742
5 AREMEDORPHM ThH o, FTVAYTLAOBERI VT T AL, LAENER
BILELA LRV EAALNI R Tc, RERBRERNO . BRESNIEBRYWE DK 52
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~63% T v P TIHRINS W TWeZ E BB LMo, MIFEYBIERBEE N
b MFEESTMOBFIO D AEEIMIENS U T 5 ARENT 3 2 ERFRRENT,
MAT, 7y PRV ZROMBRINER CHERITIBEHBHICHED Uiz, 2 BOkE
MR REYS, <~V 2ADORICREEN CRAE). HIRAETIZ. v 7R E7v M &
DIRINEER HRBBIIRE W LR SN,

TNAY T LOBBCEERBRERIIBETHY . 7y NRU< Y ROEERR CIIRE
HIIRBD o ih oz,

MHRBERRIIER L2278, RESNZRBR TR IARAY T AIMEEEDE T
HHFRITTREN D> T, 90 AHBRARBRKE U X EBEZERRIIER L 2ok
B IO ORBRIIETHRAREMERZRET 208N TH 5,

B. LIEROVNRIZEE T 2551728 275 (FQPA Ze 2 ¥ i)

TNAY T LADERFET —F X=X L, FQPA DEZIZEELTWS, FMcEL 35
=Xk, TNARAY T ACFEAXIERRERIC, HEROBRZIMZ ERMEOEEMIC
BMESRLRRB RN LE2TFTRT D, 7y PRV EFEDOZTIF AN DN B RETM
ARRIZBWT, FENBREE. BEORZWHIIWM L 0o, FEEIC, 2 A4S M
RROERPOTFERNRCARBEHM T ICRZHESENT 2 2 LR IR o Tn,
> T, #5172 FQPA Z2F8 (Thbb, 1X) 13, RMLAWICET 3 Y X 7 3 H I 1T
B2, BONIERRDP OHBREEIIHEREOTRRA RV, REMREEHRRIT
METR,

NP FF—=E 00  BEME | HEMAEREMICE L TERBORBEER 2D,
F¥5ll72 FQPA ZEMEF MR IX IZBTHZ L 2 HED 38E LT, £7-. BET— 2 0E»
B, TNWAY T ADY XY FHETF — L3572 FQPA BEHRFH I1X ICHT3 X 5 &%
Lic, TDEVEIXUTOEBICESL, :

1) BERYOBREFMIZ. ETOLEHRIH L TRESINEFELVLOBEYR T

100%DEMLEFERICFIAT 5,

2) TRHEDRI Y == 7 -L_AFERFIAT A Z L2k Y, BHEAREINE/NEHES
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3) EAHEIAKFEMII. ESANLELN, BREREXELND I HICTFAM iy
FDETFTY L ITNRGA=EINLB LR, "My FOKBEOHEMEZ V5,

C.AZwH» < EL

TRV S AQOHBFREAEHRBRTIE, =X badzr 7y Fa bl RBXITRR
BRENTEEEII R0, BEOEDSP DT TERENTVWHIBMOELRR7 Y —=
I RWRIRBRHBEEMER I NEZHBEICIE. 7V AY T HEINGwH» < EICBEET S
PhEZ LD BFRSTHDIC, BICAZ Y —= T ROIIIARITH S S /et s &
A

EEAREICET 3 EHMER
fEx DBREFRICBIRENIHERVEEZNFMEB L. UTIKEHNT S, B{LEY
BEERBOERIZARL., #85T. TV RRALA P LTZORES TV FIXFEMEI 2 h

-7,

1. BtE0BRAE (aRD)

TNAY T AOBEROERE (BE) RICBRINE, BEPLEEONT— FEHE
THRRIIRV, VIFRUT v hERAWERAESHRRICE T 2/FERIX. SIRTOHEE
BOBELIXEEL Lo, - T ARRUFHMEERRB X, LR LPHRRU13~49FD
TR —REMICIFRBREIA TR,

2. BHZRAE (cRD)

BORBRBRAM 2SS, BLERNREBHELAT D, 4 XAV EBHRIER
EHZEMRR (MRID 41952103) IXEMHBARBOEWTMEBR Z Y R— 75, RE. B
REFRRREE 5 >0 5725 BHEEARUCHHSEICHREARBRORE L EHRELD
5. EFZMEENOAEL)IX 100/500mg/kg/ B (/M) TH Y . H/NEFEE(LOAEL)IX 500mg/kg/
B (BEsh?) (/) Thotr, FROBEEIX. 2 EHIZMERERO 1000mg/ke/H O
BTy heRbbhiz, 7 v F Tk, BROLEAEARCEZLICE S BERART
BIEEH S OBRILBEORERNEM Lz, FEREERTF (UF) 100 (BWMfERSE
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D 10X L UHHEALTEI O 10X) X, BHEtTFMERCER I,

&% RfD = 100mg/kg/B (NOAEL) /100 (UF) =10 mg/kg/B

Toxicalagical Profile of Flumetsulam

l"TOXICOLOGY PROFILE: FLUMETSULAM

Type of Study Title MRID Resalts

Study/Guide |

line .

81-1 Acute oral LDy, Rat 41263202 LD M/F) >5000 mg/kg (99.6% a.i)

870.1000 (99.6%) Tox Category IV

81-2 Acute demnal LDy, Rabbit 41263203 LDy, (M/F) >2000 mg/kg (99.6% a.i.)

870.1200 {99.6%) Tox Category IIT

813 Acute inhalation toxicity, Rat 41556501 LCsp M/F) >0.6 mg/L (99.8% ai)

870.1300 (99.8%) (41931703) | Tox Category I

814 Primary eye irritation, Rabbit 41263204 Slight conjunctival reddening and chemosis and

870.2400 (59.6%) iridal redness at 1 hour
Tox Category IV

81-5 Primary dermal irritation, 41263205 No irritation

870.2500 Rabbit Tox Category IV i

{99.6%)
8i-6 Dermal sensitization, Guinea 41263206 Not a sensitizer
870.2600 Pig
(99.6%)

82-1a 90-Day oral toxicity, Rat 41263212 Levels tested: 0, 250, 1000. 2000/2500 [M/F] |

870.3100 mg/ke/day
NOAEL (M/F) 250 mg/kg/day
LOAEL (M/F) 1000 mg/kg/day based on severe
bilatera] tobular-interstitial nephritis.

82-1a 90-Day oral toxicity, Mice 41931704 Levels tested: 0, 100, 500, 1000, 5000 mg/kg/day

870.3100 NOAEL (M/F) 5000 mg/kg/day (98.6% a.i)
LOAEL (M/F) Not identified. Statistically
increased foll cecum weights and decreased kidney
weights were found at 5000 mp/kg/day but were
considered adaptive and/or toxicologicaily 1
trrelevant.

82-1b 90-Day oral foxicity, Dog See guideline 870.4100b

870.3150

82-2 21-Day Dermal_ Rabbit 41931706 | Lewvels tested: 0, 100, 500, 1000 mg/kg/day

870.3200 Systemic & dermal NOAEL QU/F) »>1000 mg/kg/ ||

day. LOAEL (M/F) Not identified
Diffirze treatment-related epidermal hyperplasia
cbserved at application site.
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833a
870.3700=

Developmental Toxicity, Rat
(GD 7-19)

41263213

Levels tested: 0, 160, 500, 1000, 5000 mg/kg/day
Matermal NOAEL 5000 mgfkg/day

Maternal LOAEL Not identified

Developmental NOAEL >1000 mg/kg/day
Developmental LOAETL Not identified
Statistically increased full cecum weights and
decreased kidney weights were found at 5000
mg/kg/day but considered adaptive and/or toxico-
logicaily irrelevant.

83-3b
870.3700b

I

Developmeatal Toxicity, Rabbit
(GD 7-19)

41931709

Levels tested: 0, 100, 500, 700 mg/kg/day
Maternal NOAEL~100 mg/kg/day

Maternal LOAEL= 500 mg/kg/day based on
anorexia, moribundity, and decreased body weight
gain {GD 10-13 at 500 and GD» 7-10 at 700
mg/kg/day)

Developmental NOAEL> 700 mg/kp/day
Developmental LOAEL= Not identified

834
870.3800

Reproduction (2-Generation),
Rat

41931710
(42474001)

Levels tested: 0, 160, 500, 1000 mg/kg/day
Reproductive NOAEL 1000 mg/kg/day
Reprodactive LOAEL Not identified
Offspring NOAEL > 1000 mg/kg/day {
Offspring LOAEL Not identified
Parental NOAEL >1000 mg/kg/day
Pareatal LOAEL Not identified

83-1a
870.4100a

Chronic Feeding, Rodent

See guideline 370.4300 { 83-5)

§3-1b
870.4100b

Chronic Feedinpg. Dog

41952103

Levels tested: 0, 20, 100, 500 mg/kg/day
Systemic NOAEL (M) = 100 mg/kg/day
Systemic NOAEL (F) >500 mg/kg/day

Systemic LOAEL (M) = 500 mg/kg/day based on
rena} inflammatory and atrophic changes
secondary to renal calculi and hepatic effects
consisting of inflammation, focal necrosis, and
biltary stasis

LOAEX (F} Not identified

83-2b
870.4200b

Carcinogenicity, Monse

41931708

Levels tested: 0, 100, 500, 1000 mp/kg/day
Systemic NOAEL (M/F) > 1000 mg/kg/day
LOAEL (M/F) Not identified

Not evidence for carcinogesicity in M/F
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TOXICOLOGY PROFILE: FLUMETSULAM

Type of Stady Title MRID Results

Study/Guide

line

83-5 Chronic/Oncogenicity, 2-Year- | 41931707 Levels tested: 0, 100, 500, 10600 mg/kg/day

870.4300 Rat NOAEL (M) = 500 mgkg/day
NOAEL (F)> 1000 mg/kg/day
LOAEL (M) = 1000 mg/kg/day based on dilated
renal pelvises containing renal calculi, airophy of
renal papillae, renal pelvic epithelial hyperplasia,
and minerslization of pelvic epithelium
LOAEL (F) Not identified
Not evidence for carcinogenicity in MF

84-2 Ames bacterial mutagenicity 41263214 Salmonella - Negative in strains TA98, TA100,

870.5100 test TA1535, TA1537. and TA1538 with and without
metabolic activation at concentrations of 0.01-1.0
mg/plate

84-2 In vitro mammalian cell gene 41263217 The study was negative at concentrations from 500

870.5300 mutation test (Chinese hamster to 3000 ;+g/ml with and without metabolic

ovary cells) activation with Arochlor 1254 induced rat liver S-9

84-2 In Vive Micronucleus Assay 41263216 Negative for micronucleus induction in bone

870.5395 marrow cells of male and female CD-1 mice af 24
hrs after oral gavage administration of 500 to 5000
mg/ks.

84.2 Unschedunled DNA Synthesis 41263215 Negative at concentrations from 3.16 x 10%t0 3.16

870.5550 x10*M

85-1 Genersl Metabolism, 41931711 Abscrbed test material (52-63%) excreted

870.7485 rats and mice 41993801 uachanged in urine. Unabsorbed fest material
eliminated unchanged in feces. Test material
essentially eliminated within 48 hours by male and
female rats. Plasma C exhibited a dose-
dependant increase in absorption and elimination.
Increasing dose associated with increasing
clearance possibly due to saturation of plasma
binding sites. Male mice exhibited faster
absorption and elimination at 1000 mg/kg than
male rats. Urine primary elimination route in both
male and female rats and mice. Two minor
metabolites identified in vrize in mice.

85-2 Dermal Absorption Stady not available

870.7600
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Table 3. Summary of Toxicological Dase and

' Dose (my/kgiday) |

| for Risk-Asséssment |~ -

Endpoints for Flumetsulam |

Acute Dietary
(Females 13-50 years
of age)

Not applicable. No hazard identified.

Acate Dietary
{General population
including infants and
children)

Not applicable. No hazard identified.

Chronic Dietary NOAEL= 100 mg/kg/ FQPA SF =1 Chronic feeding, dog
{Alt populations) day cPAD= LOAEL = 500 mg/kg/dav based on renal
UF =100 chronic RfD inflammatory and atrophic changes secondary
Chronic RID = FQPA SF to renal calculi and hepatic effects
1.0 mg/kg/day =10 mg/kgiday (inflammation, focal necrosis, biliary stasis)
Incidental Oral No Residential uses are proposed for flumetsulam.
Dermal Exposare- Not applicable. No hazard identified.
all time periods
Short-Term Ors]l NOAEL= 100 Occupational LOC for | Chronic feeding, dog
Inhalation mg/ke/day MOE = 100 LOAEL = 500 mg/kg/day based on renal
(1 to 30 days) (inhalation absorption inflammatory and atrophic changes secondary
rate = 100%%) to renal calcpli and hepatic effects
(inflammation, focal necrosis, biliary stasis)
Intermediate-Term Oral NOAEL = 100 Occupational LOC for | Chronic feeding, dog
Inhalation (1 to 6 mg/kgiday MOE = 100 LOAEL = 500 mg/kg/day based on renal
months) (inhalation absorption inflammatory and atrophic changes secondary
rate = 100%) to renal calculi and hepatic effects
(inflammation, focal necrosis, biliary stasis)
Long-Term Oral NOAEL~ 100 Occupational LOC for | Chronic feeding, dog
Inhalatien (6 mg/kgiday MOE = 160 LOAFEL = 500 mg/kg/day based on renal
months) {inhalation absorption inflammatory and atrophic changes secondary
rate = 100%) to renal calculi and hepatic effects
(iaflammation, focal necrosis, biliary stasis)
Cancer {oral, dermal, | Flometsolam is classified as Gronp E (Evidence of non-carcinogenicity for humans) (6/23/93).
inhalation) Not mntagenic.

UF = uncertainty factor, FQPA SF = Special FQPA safety factor, NOAEL = no observed adverse effect level, LOAEL
= Jowest observed adverse effect level, PAD = population adjusied dose © = chronic RfD = reference dose, MOE =
margin of exposure. LOC = level of concern,

*No systemic toxicity was found in 21-day dermal study at the limit dose.
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543 7Y K

(P-US-543-1)

EPA. Office of Prevention, Pesticides And Toxic Substances.
FLURIDONE: Toxicology Chapter for RED and Updating Execitive Summarries for 11

Studies, PC CODE: 112900, DP Barcode D291522 (2004)

Y — FEEE

1 BHEHEHE

AMBEHICETAT I R—RORYUME : TV) RUrOJUEBHICET T —FX—2
BELTHEHLEXLND, BRATEMRAREERTILEIZR, AFSHTWSE
HF—F b, TV FrofaRngt, BEEE. BRARE., —REERMEEIEE
ATFIY—MBLRIVICHEINZZERFRRINT, TA) FUBRE~TEEDH
RS, WER, BEXEFRTHAZLBHALMNICR-TRY ., —KRIRFIEMEICBE L TE
WATF TV KSEESN, V) RO ERIEWE £ X BERBE Tidiav,

TNY RUrOBEBEET —ZIZOWTR 2 KEHL TR,

2 EEMEH

HEMESICET T —F N— RO UM  EBUBEICET T —FX—RIIELT
HHEEZOND, BRETENRREEHET 2 LEITRV, EBHRERERBROFR
nh, TAY R~y A THMEROERRRERE ER IS, 7y M THETRY - 8%
HFFIREER L UHANBERERLY ER S ZLBALLIC R o7, A XTBHIREER
ERBRICBWVWT, RELEREHAETH S 200 mgkg/ BTNV Y R L DEENELD
T lixlehots, vHXEMAWE 21 BRIBREEERERN D, 768 mgkg/ B LB TEBE
ENETTE2ZEB8HALNIC R, ZOMICABICEET SEEIIRO N2 2T,

3 HARTRAEM

RABHICETET —F_N—20ORYM  HAEMNBEREEICET ST —FX—Xid%EL
ThHEEZBND, BRATENRRL EHT 5 LEIIRV, BREBHERRICEVT,
300 mg/kg/ BU LD RAEHO VY F TRERERDO LF, BEAERLBLICEEEET
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D& REEHEENBD LN, T v T, 300 mgke B ABE CHREREMME B
FHRETO X 5 2EBHMEEIRD bhic, 1000 mgkg/ B ABE CRIBEEORL . BB
INERELED LR, BESTHPEBRADBOBLBIE,R & ORAZHNARD i,

4 AFEEM

ATEEMICET 27— _X—2ORYUH  ATEERICHETET —F - I5%LTH D
LEZOND, BIRRTENRREERT HLEITRV, Ty P HAREEEERRICK
WT, WTFhORABKETHLBEMEELRDOND Z Lidhhot, T, HRIFEY
HIZE o TEBENRT A—FICERREENELD Z L3R hoT, HitREMICEL T,
112 mg/kg/ B LBRIZIB VT, HE 21 B BIZREBMEEOHL B R L,

5 BHEEHE

BMEBEICBET 27— N —ADORYY  BUHBHICET ST - N—R3ELTHS
EEZbND, BRNATENRRY EHET 2LEE2, Ty MEMEM/SESAMEAE
RRIZBVT, WTROLABERIZEBN TS, xHREL LB LT, LBICHE L TEERAE
R ERTDZ LI o7, BHFEI 81 myky B ABRIZI T BKERD . FELERE
Wb, MM BIATIER S UBRERE T OB ENL TV, & 5T, 81 mgke/ A 4L
BREC/VER., ARR, AAEIIBERBROBERDL L7 L, 1 XBHEERBRICE
WT, R LEESAE (400 mgkg/B) OMfA X THEIHFMEROEFE2EME L O
TNV TZH+RT7 7 2 —EE RO EERRBD T,

6 FENAME

EBAMICET 57— _R—ADRYMY  BBAMIET AT —Z_X—RIELTHD
EEZOND, AR TENRREEHET 2 LEITRV, HED BXAMFIMBEEEES
(TXR 007726, July 15 and October 7, 1985) IZIAFENTWVBF—FIZOWTHMEL, T v
FEZR=T RADOWTRIZEWTS, 7Y RUORBAMICET BIEMUIRD bk
L LT,

7 EREM
LRBEHIIETET—FRX—XORYH : 1991 TEFEURBRITA FTA VICESWT,
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L,
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FUREZRIITTRT,

Table 2: Summary of Acute Toxicity Data for Fluridone

Guideline Study Type MRID No./ RESULTS TOXICITY
No. TXR No. CATEGORY
81-1 Acute Oral -Rat /600824 LDy =10 g'kg W
812 Acute Dermal - /600824% LD, >2g/kg 114
Rabbit
813 Acute Inhalation - 7000824 LCy%>2.13 mg/L v
Rat
814 Eye Irritation- 1600824 stight to moderate corneal 14
Rabbit dullness, rifis, and
conjunctivitis with clearing
by 4 days.
815 Dermal Irritation- 41424102/ No dermal effects 132
Rabbit 008947
816 Dermal 41424105/ Not a skin sensitizer N/A
sensitization - 008947+*
Cui .
* Fluridone 50% WP

*=* Sonar 5P {a formmlation containing 3% a.L)
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Table 3

Summary of Toxicelogical Dose and Endpoints for Fluridone for Use in
Human Risk Assessment Proposed by RRB1

Exposure Dose Used in Risk | Special FQPA SF* | Study and Toxicological Effects
Scenario Assessment, UF and Level of
Concern for Risk
Assessment
Dietary Risk Assessments

Acute Dietary Dev. NOAEL = 125 | FQPA SF = 1X Developmental Toxicity - Rabbit
{Ferales 13-50 mg'kg/day LOAEL = 300 mg/kg/day based on
years of age) aPAD =acute RfDD | increased mcidences of abortions

UF =100 FQPA SF

Acute RID =1.25

mg'kg/day = 1.25mg/kg/day
Acute Dietary NOT APPLICABIE. A dose and endpoint were not selected for this population group
{General because there were no effects observed i cral toxicology studies mcluding
population maternal toxicity in the developmental toxicity studies in rats and rabbits that are
including infants | attributable to a single exposure (dose).
and children)
Chronic Dietary | NOAEL= 15 FQPASF=1X 2-year cancer study m muce
{All populations) | mg'kg/day cPAD = LOAEL =25 mg/kg/day based on

UF =100 chronic RfD sacreased alkaline phosphatase

Chronic RfD=0.15 | FQPASF activity and increased incidence of

mgikgfday hepatocellular hyperplasia

=0.15 mg/kg/day
Non-Dietary Risk Assessments

Short-term NOAEL= 15 FQPA SF = 1X 2-year cancer study in mice
exposures dermal | mg'kg/'day (See as above)
(a), mhbalation MOE=100
{b). and
mcidental oral
Intermediate-term | NOAEL~= 15 FQPASF=1X 2-year cancer study 1 mice
exposures dermal | mg/kg/day {See as above)
(2), inhalation MOE~=100
(), and
incidental oral
Long-term The endpoint 1s not applicable because use pattern does not indicate long term
exposures exposure.
dermal
nhalation. and
incidental oral
Dermat absorption | 39% - Estimated from the ratios of LOAELs of a 21 day dermal toxicity study and a
factor developmental toxicity study in rabbits.
Cancer Classification: Not likely to be carcinogenic to hunans

UF = vacertainty factor, FQPA SF = Special FQPA safefy factor, NOAEL = no observed adverse effect level,
LOAFEL = lowest observed adverse effect level, PAD = population adjusted dose (a = acute, ¢ = chronic), RfD =

reference dose, MOE = margin of exposure, LOC = level of concern, NA = Not Applicable

a= Since an oral NOAEL was selected, a dermal absorption factor of 39% should be vsed in ronte-to-route

extrapolation.

b = Since an oral NOAEL was selected, an inhalation absorption factor of 100% (default vaiue) shonld be used in
ropie-to-route extrapolation.
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844 T7NuXEN

UsS

(P-US-544(2))
EPA

Federal Register, Vol. 63, No. 189, Rules and Regulations (1998)

A FEMETo 7L

INaFXFVENMI Lo TEIER I EINIFEHEEOHEILOWVWT, UTIRIE~5,

. BEMSBEIICETAREERILTZLEMIONT, WL O DAaEERRNSTT
b,

2. Wistar v b (10/%58]/8) 2#FHVW=90 ARORERERR TIZ. 7ruxi v
v (98.5% ai) #30, 80, 750, 1,000 ¥ 721% 1,500 mg/kg/H DEFAET 13 Bizhbi-> Tk
fERE SNz,

BIE~DOEEB LU TCICESE, Z OB TORED NOAEL /X 80 mg/kg/H , LOEL X 750
mgkg/BTH D, T, B~DOEEBIUVRTICESE, ZORRTOI D NOAEL i

750 mg/kg/H . LOEL i 1,000 mg/kg/ B T 5.,

3. =vUR12/%5]/8) AV 90 BEOERERERRTIX, 74 Fx T BN (99.3%
ai) 230, 200, 500, 2,500 ¥ 7-I% 10,000 ppm (& : 0, 26.7, 67.7, 330 ¥ 7=i% 1,342 mg/kg/
B. #:0, 325, 81.7, 418 £7-1% 1,748 mg/kg/B) DEFHET 13 BICE > CTEHKRE X
hiz, RBREMOL L T, WRAARCBWTHEERFBIIBEINR o7, L
72 Ao T, HED NOAEL iX 1,342 mg/kg/B . > NOAEL % 1,748 mg/kg/ B (RER L7 K&
&) Thd, Zh oD NOAEL DEIIRAMAED 1,000 mghkg XV bEVY, LOEL [IRE
SN2 hoT,

4. ©—IARERV 28 BREIORRERRTIL, 98.0% aid 7o X e 0,
50, 150 ¥£7-13 450 mgkg/B O HAET 28 Bz /=-> TREHRE I,
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BROWEARFHRE. RREEORYD, HEFECR T 2RIBEEOHEMIESNT, Z
D3RR D NOAEL 1 50 mg/kg/H . LOEL i 150 mg/kg/H Th o 7=,

5. 21 BRIOEERRTR., =2—V—=F > FEAYYX (5 K R #) T4l T
TAuXTEN (98.5%ai) 30, 100, 300 F7ciX 1,000mgke/ H ORE T 3 BERE Sh
2o BEL, #910X15 cm OFFIK (ERERO 10%) i< 6 B, B OHEE TIT o7, BE
BHEICHEHFFEHIIVNTHORECHBREINR o7, Lidi> T, BT S

NOAEL /3 1,000 mg/kg/B T&H 5, LOEL IIHRE SN2 -7,

6. T FERWEBNENE /" EEAMFEREBR CIX, S50 PC/HRI,/ A E D Fischer 344
7 v MZ 0, 100, 500 B8 X TF 1,000 (D) mgkg/BDRAET24 AR, i, 1005/
MR,/ FED Fischer 344 5 o MIZ 12 A/, Zruax L (99.0% ai) HNEEHRE X
Hni,

HEREOBEROWM, HOBHEERL L CBRBEROEROREE LR, HEOBHD
BHEEITHR R BIEOFEE D ERIZE-SV T, LOEL 13 500 mg/kg/H & RE Sz,

7. < UAERWEREB AR TIX, 60 1L/ 15),/ AED CD-1 =7 Xz 0, 100, 300
B ELU1,000 mgkg/ HORAET I8 MAMIZO->TIZAruF L (98.92% ai) HEEE
BEshT, ML HIZ, EOXA TOEFICOVTYH, RAEROKREICEETSH L,
BEFBRON2oT, HOKE FEEEMECETR L CHOBREREROHIMNC

#-3\T, LOEL X 1,000 mg/kg/ B Td %, NOAEL i 300 mgkg/H T 5,
8. 1EMOBMEHEKRERRTIX. E—27 2V RIZ0, 20, 50 k721X 150 mg/kg/ B D EE
TR PABICOIESTIZARXFIEL (98.0% ai) BEHABREINE, WTFhoBEEIC

BOWTHFAERBIIBEI NPT,

Z DOFRERD NOAEL X 150 mg/kg/A (ZORBROEHHAE) Th 5, LOEL IRETEX R
Mnolz,
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9. HAZBMERBRTIX. HIERT v b G/ 58 KL, #Ik6 BEANH1I9BEBE
T, 1B A FEn—AEERD 0, 125, 250 7215 500 mgkg/ HOBE T vax v L
(9% ai) HBEARE XN,

—ARBEDERIT E-SW T, BB D NOAEL i 125 mg/kg/B . LOEL i 250 mg/kg/ H T3
b, FT-. BLOBAITESWT, F4EF MO NOAEL 13 250 mg/kg/ H . LOEL X 500 mg/kg/

RTHD,

10. 7y FNEeAWEREFEHRRTIZ. BARKE L 72# O Sprague-Dawley 7 » |k 28 [IL
SR L, R 6 BEMH 15 AE ¥ T, 0, 100, 300 35 KT 600 mgkg/B DHETI v
BFTENLRAFANTFLT—F)V (95.8%ai) PEAREOREINT, KEENECKK
T, BEEOETARLRIETRICESN T, B8#% @ NOAEL i 300 mgkg/H. LOEL
iX 600 mg/kg/ A ThH 5, 2 BEOEIER FEHMEER LCIEOARTER2FL) OF
I ESWT, S84 FH MO NOAEL X 300 mg/kg/ B . LOEL X 600 mg/kg/H T 5,

1. UV FEAVWEREBHERR T, BRAZBSELHDO =2 -V =T FUHX 20
U/ Bzt L. ER7T BE2S 19 BB T, 0, 100, 500 33 & T~ 1,000 mg/kg/H DFHET
TIAAFVENAFANTFAT—FTV (958%ai) PREIEORE SN, MEOEE
RO LRICESWT, BEWE X URAEEMD LOEL iX 1,000 mg/kg/B ThH 5, BEMO

NOAEL | 500 mg/kg/H T&H 5,

12 o9 X2PANHAENREEERR T FHR L2 —VU—F  FEAYVIFIC
stL. IFE6 BENS 19 AR, 0, 25, 100 7713 400 mgkg/B DAHETTI AL O XY
vARED (B%) ®BE5Shi,

BE#io s+ 33OV TR, BEOFETITE-SV T, NOAEL /i 250 mg/kg/ R . LOEL
1% 400 mgkg/RA Thotz, BEERIZOWTIX, FREIET OBWME ST, NOAEL

}Z 100 mg/kg/H . LOEL i 250 mg/kg/ B TdH o 7z,

13. 2 HREFERER T, ZZEAT 108 (F1 #) BIT1238 (F2 #fR) Wb - T,
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BEZ DV T 0,100,500 35 & U 750 mg/kg/ B | MEZ DV T i 0,100, 500 33 X OF 1,000 mg/kg/
AOMRET, 30 L/%R/AED Sprague-Dawley 7 v M7 A F 0 (99.0% ai) DR

fiREIhi-,

AFEZEME D NOAEL 1338k L 7= & B A E D 1,000/750 mg/kg/ A T 5, {FDKE /IRERIM
BEDETE X CEFEROLT M RETICE SV T, H 47D NOAEL i3 500 mg/kg/H . LOEL

i% 1,000 mg/kg/ B THh 5,

14. Salmonella typhimurium % RV 7o RIR T 2RARAE RAR Tk, MRz HAE (10,000
~g/plate +S9) AT D7 A ERFEHEZRE ot

15, F¥ A =—ZANLRZ—FJHE (CHO) IR E RX YL Fo « 7= « RAKY
RNV BRT AT =T —F (HGPRT) RiEEBREFERLERRR TIT. MaEEEE (2,000

,g/iml +/-89) LUFD7Lud s CARETH T,

16. Znruaix e v% vz CHO HIIRD in virro BB R HEREIT. PREDMAEM
5l &2 AR (500 38X 01,000 ,,g/ml+/-S9) LLTF CIIAERAMAICT 2REICE L
TEHEORREZ TR L,

t MERDIGHRHEFMIRCEET B inviro 7R DNA &% (UDS) REkit, WIARKES
2002 FIUEBLICHPRBREOHREBME LI XE - TIEEMIB LS EHILEELUT I
BREDOEREFRLE,

in vivo ‘B B&/MEABR TIX. 225~900 mg/kg % BMERABIR O # &5 Sh oD CD-1 (ICR)
TV RARBNTREDOKRSELE,

B. FEMFHIT > N P

1. ZMEH, EPA X, LHRBLOFELZRETHD (FQPA BEKRTB) @
BREREZ 10 BP0 3BIBOTRETHILRE LI, ZORHRIT. Ty Mo+ 3%
ABMERRICBN T, inutero RBO% ., BEIPICHSTHIFIHTIBED LENR LN
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Bhotel &, Ty hO2HREBEFEERRICBN T, FORZHERRBRICESTEL 2
WIZLHTEAEhEZ L, BT I R—IBRR2THHIE (ThRbL, F—FX¥yy
THRRV) KESK LD THoz, L L, EPA L300 &5 REEEMREISSLE & HH
L7cEE L LT, UVFICHT S HARMBERERBRICB W TRAEREED NOAEL 13 E)
D NOAEL L ¥ €0 o772, HAFNIC AR F U EA~RE SNEAIIEF D%
ICREEZMEREEDBERDH D Z L 2T,

ZOYRIZFHIIE, = RRA > bR inutero BEBIZESWTWB T8, HED 13+DHITE
kEha,

2. BHBL FHEM,
g

3. @MEM, EPAIX, 7AuXI A0 RD % 05 mghg/B ERELE, ZD RD
. A X5 4 BEOAERERSH (NOAEL=50 mgkg/R) THEINi-, HHEOR
BOREARLERRE., RREEORY). BIREEOHMIME S, BHES LENED
DOWFEERT 5720, RID ODBEHIZH - > TRIEEMEARE 100 KAV L,

4. BIFAfE, BBPAEEZFETHIORTSEHAMEAZRAEBIIBWT, v RB X
NTy MDA ZRAIEIERBESN TV W=, EPA ¢ Hazard Identification
Assessment Review Committee I, 712X Lzt MIEPAMEEZ L LT “Alfeo

2V MEICSE L,
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550 Tu2Xruo—)

USA

(P-US-550)
EPA

Prevention, Pesticides And Toxic Substances Agency (7508C), Reregistration Eligibility

Decision (RED) Propachlor, EPA 738-R-015 (1998)

2
Tanya—LOBMERCELTHaRT 4B/ oh T3,
Turya—nid, AIREREMTT D EEERFHEFTITE N, VHFER W —RIRH
AR TIX, AERDEIE. BEOHER TH-oT, AFIBUENIT TV —1 KHEESH
5, EALEY MERAWEEEBRERRTIE, 77— ARRWEERENETHD L
Lol

T8
<O AKNRT v FRRTIIZRINRWEHEENEE, BREAO+HLT —F2 N
Zuryo—LoBNEEICELTELR TV,

BN R OFEEE
TanRryo—LOBEEERUCREE LM T 5D +HaRT— 2B/ ohTVnD,
Tarya—LpE UTOoZ b MEEEHE TS TREENEV LoBshi,
(a) Fischer344 T v b Tix, BEBRIHFTH S,
G REMEZIMTA2O0CBEUCRVARBIBITIHORRBREER T
Sprague-Dawley SR 7 b D IPEL Y 3F FE/IP BRI AR R FE
(c) CD-1%#E= 7 2 DTk ES
(d) Invitro DYEAKREFESE
() 3 MOBENICHEE L7 u—AT¥ b7 =Y FMLAHOR CEHALICEBWT 1 E
LI EDEEIBD b,

GLN83-5: T v b AW BUEH/REES AR
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J v b &RV BMEEE/REE S GFRBRIMRID 441683011 Ci3, 7 0/87 n— LA %
AR5y 97.83%]% 0, 100, 300, 1000 B TX 2500 [#]/5000[#] ppm [# : 0. 5.4, 16.1. 53.6
RUX 1253mg/keg/B . #: 0, 64, 193, 65.5 K% 292.1mg/ke/B 1D FI&T 60 PLoD Fischer
%7 v MUER/BEIZ 24 » ABRERS LT,

FRAEOHE | FITIIREESRO LN, ZORBETEREINDI ZTOMDIRED D,
FEFFRATE T, RECHEET S EEX N, BRELEAERTIX. BRERE 1 FO
FICRONDFEFELAN T, FRBET v PLHELT, RBRLEZT v b TIIAL M
EIZEE LI BRI R bR o T,

HEDHFEHEBWNOEL)IX, 5.4mg/kg/H TH Y, #HETIX 6.4mg/ke/H TH 5, HEOHKE
ROMHEOFBREICESE, #oBR/MEFAE (LOEL) iX 16.1mgkg/H TH Y, M TIX
19.3mg/kg/ H TH 5,

GLN 83-1(b) : £ X % AV = BMEHRER
BEHEIC L 5BHEEERBRMRID 400816011 TiE. 7 a 327 a— V[HRSY :
97.1%10, 25ppm [#5 0.025 mg/kg/B1. 250ppm [#J 6.25 mg/kg/ B 1K T} 1000ppm([#9.25mg/kg/

BIDORET 6 I v'— 7 NV RMEREFIZ 12 » A MREERE Ui,

MEFHORE. BRIEZHORE. RRE. ARMDFERERCABENFEREICE
WT HEREE I THORBICBNTHREICEE LERIR® bh2d -7, NOEL
it 6.25mg/kg/B TH 5, KEBA. FEEMERD R CEHENIICE-SE, LOEL i
25mg/kg/ H TH 5,

GIN 832 : =7 R ¥ AV REMRER
BB (MRID 44069801) Tix, a2 o— A [H%ERS : 97.8%]1% 0. 100,

500, 1500 B TX 6000ppm (#: 0, 14.6, 75.0, 222.9 K TX 847.3mg/kg/RB . # : 0, 19.3, 100.0,
276.7 K1} 1006.9mg/kg/H) DAEET 60 [ CD-1 %~ 7 R/M/AEIC 18 » A BEEE#
5 L7z, BIFHICHBERDH7-DIZ. GREIR., Y440 1500ppm 2> 5 &8 S00ppm &0
$5Z LiZL o T 6000ppm DER SN HEEEKR LT,
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BEICEE LN, FESHTERRE. B, RERC/ XITEOERINHEY
ATHEBO LN, RECEELZEES., O~V XA,

HED NOEL X, 14.6mg/kg/H TH Y . HETiX 19.3mg/kg/ B TH 5, HBREEMET
SRR AT R 3%, B LOEL 11 75mg/kg/ H TH Y . HETIiX 100mg/kg/ H TH 5,

FRAEFHAR
GLN83-3(a): 7 v FZ2HAVWEREATMN

AFRBR[MRID 00115136]%&4 T ¢, TEMAT7 1/ /7 n—/L% 02— ], 20, 60 R}
200mg/kg/ H O FHE T 25 [EDF % —/L R Y /S—COBS CD R4 T » M1:1 TARENZHEYR6
~19 B BIZHHENRE Lz, E4R20 B BiC. BEMWILIREET RBAIZ LV B LT,

AR ORI, RIERTREIN 2D oT

ARROBEY R OFEITH T 5 NOEL

NOEL /X 200mg/kg/H RRL-EHE) Th3,

GLN 83-3(b) : w9 X% BV -R4EEMH
Y5 AUV 7- HERERBR[MRID 42348002) i, 737 o —/L[96.8%]1% 0, 25,

75, 125, 175 R X 225mg/kg/ A DAE T, TEOATIERE Lr=a—T—F 2 K - o¥%/
BICHRT~19 B EICEBIC K2R ORELE LT,

BEMWICH T 28D 125mgkg/ BUL FORAETRD b, £DERITELE LTHET
Thote, BEFHIL, BONLEMI25, 75 R 125mgkg/ BIOWTHLOREICBWTY
BOONRD T,

ARABR[MRID 42348002 (X 4258470110 &M TFC, 7 r/v7 10 —/1[96.8%]% 0 [0.5%
AF AT —R], S, 50 KX 100mgkg/ H[5.8. 58.3 KR 116.7mg/kg/ B D434 AEID B
BETWEDODATIEE L LF=a—U—F v F - U3X/FIC, FiR7~19 B BICHEHERO®

517,

FAEFMICXT 5 NOEL i1 58.3mg/kg/ H TH 5, BREDEHBEOKERDICE S X

705



RAFBEICXT S LOEL 13 116.7g/kg/ B ThH 5, BEMHIZXT 5 NOEL j3. 58.3mg/kg/H
Ths, GEHNERYRCEHERDICESE, BE8¥YO LOEL i3 116.7mg/kg/ A Th
%o

A FEE AR
GLN 834 : 5 v & AV 2 AT RER
2 - ARAFERMERERMRID 43862901] Tid, 7’1 /327 1 —/1[97.83%]% 0, 100ppm[# :

7.1mg/kg/ B | i : 8.2mg/kg/ A1, 1000ppm[# : 69.6mg/kg/ A . Hf : 80.1mg/kg/H ], 2500ppm{H]
B U 5000ppm([ ][ HE : 140.7mg/kg/H . Hf : 315.1mg/kg/ B 1D f & T Sprague-Dawley (CD)
57 v B30 DL/MERE/BENT ZZELRIF, - 10 38/F, 4 1 11 @)% N EESR AR R O SLBARI B (1 |
FEAF I RICIBEER S Uiz,

BT BT 5 BB/ REWICRT 5 NOEL iX. 7.1mg/kg/H TH Y, HETIT 8.2mg/kg/
HTH 5, KEMERD R CEERIC 3% #:0D LOEL i, 69.6mg/kg/ H TH Y |
#ETIL 80.1mg/kg/ H T 5, HEDHARICXT % NOEL i3, 7.1mg/kg/ A THY . HETIX
8.2mg/kg/ A T 5, BEAROEERDICE-SX, #D LOEL iX. 69.6mgkg/ATHY . i
Tk 80.1mg/kg/ A TH 5, HEITISIT D4HE - F4IZX19 5 NOEL iX 69.6mg/kg/ B TH Y |
#HETIX 80.1mg/kg/ B TH B, RO K E SDFL», HARORRETRCE OB A
BETOFAEROEFRDETICESE, HICRBIT 24 - B4ICxT 5 LOEL i3
140.7mg/kg/ H T&H Y . METIX 315.1mg/kg/ B TH 3,

D 2-HRAFERAER[MRID 001571681 Tk, /37 n— L% —H#R[F 121X 1 RIEIF2
DOBHAETOERNERERIZLY F Tl 2 REF], &L T03, 3.0 R 30mgkg/H D
FE T Fischer344 % 7 v 30 DC/#EE/BFNTIRAESR 5 LU 72 [Fo TiX 100 B, F, Ti3zcBA

120 AR : EIRHIM R AL P,

B##/£5i1xt9 5 NOEL X, 3.0mgkg/H Th b, FFlEEMICESX, LOEL i1
30mg/kg/ B Th 5, £FElzxd 5 NOEL i3 30mgkg/H RBREAR) DLEThHS,

ERFARR
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ERBARBROT —FEHIIBEET A HoRT— B ELNTWVWS, /X7 u—)L
WEBESERHAFREZRL, BEOTF—ZI7 s u—VitwT3ERREDORESIC
it LTHR— T35,

AR
GLN 81-8 : 2R ENRR
AR ENRERMRID 42584702)Tit, a8 7 a—aA % 0, 175, 350 & X 700mg/kg

D FAE T 10 [Lo Sprague-Dawley 52 CD T v MfREAHIZEFR D BEEREG U,

MEZRBWNT 7 BEBROBHEDOLEN Y oMy — 7 ERRFRENCE-S3&, NOEL X

175mg/kg T3 Y . LOEL X 350mgkg TH 5,

GLN 82-5 : #{BMMpiR AR
B MR EMERERIMRID 435757011 Cix, v/ o—/L'% 100ppm [#E : 5.5/ :

6.8mg/kg/ B ], 1000ppm [ : 55.8/ifff : 6.3mg/kg/ B 1} (X 2500ppm [# : 120.6mg/kg/ B 1/5000ppm
[ : 316.4mg/kg/ B]1D AE T 10 PLD Sprague-Dawley & CD 7 v hMEREAEIZ 13 BELA L

Bo®s L,

HED NOEL 11 55.8mg/kg/ H TH ¥ . HETiX 66.3mg/kg/ H TH 5, EMERVRT
EERAICHK-S3%, #D LOEL iX 120.6mg/kg/ H TH Y, HETiX 316.4mg/kg/ H TH 3,
Tanryo— ik, FREESRVWEEZLNRS,

2. MBS OFHE

FReEFECRDZEELIT. 7 u iy u—LIZ OV T AREWNEZRET 5 72 HIZFQPA

K> TERINZ I0FOFREEERERMOTI LN TE S LK L. ZHIILTOER

wES<,

() F—=F~_—=2%, ey o— L OHARMMERREROAEHOHMICHT H4EL
5 BIERMEEZ MmO DTS ThH oz,

Q) REANOBERICESE, Furo—LOFERREZOBEHTE T HEA
DOEEMHICET 282 <, RENBRESERRIIVLE TR 1o T,
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B) Ty bIBIFBHTu X7 o—nLOFEREWITHABRRSC L ABRSHERRY X
WBITATu"o—VOFERNKREIZL DREZSHEOENMRIED Shzdot-,

o T, FHEEMAE 100 (BRERSMEETIX 10 RURI—BMREANOEEN Tt 10) 1T, &
OThy, LERWHNREZBEBORET D,

SR E[RID]

a7 a—LO R X, 65%DKMFITEBENTT v b2 AV 90 A RELER
ERBRFERICEDE 1986 FITHRAIHRE Sz, NOEL X, 13.3mgkg/RA Tho7-, KHE
s gD RE R R O B & L FicE -5 & (LOEL 1% 133.3mg/kg/H Tih o 7z,
T HEFRLREL 1000 (10x10x10) 23, +Ani@HERIVER % 3l 5 7= I BV RE R K& OYR—Bh
YMITERNDZEDOHE L ARROR+5 2B 2 O e icEA Sk,

Ty b RURARCGA X 2RV BERRERERT L%, 5.4 mg/kg/B d NOEL
D7 v MEMEMERRIMKDD 44168301[IcK-3&, 7’m/t7 u—/L® RD |3 0.054mg/kg/
BTh2LHEEIN (HOBRERCHREDFIBREICE %, LOEL |X 16.1mg/kg/H
Thotz,) FNHEEMEE 100 (HED RD ZEESPBERICHEGICRE) ISR EELER
VCR—EANOEBOREICERT 5

REH OB R CEREDER
FaRy a—OREEIX, 1997 4£7 A 30 BIZ HED Cancer Assessment 3822 B2 43
L7, AZEERIT a7 o -3 UTOZ Erbe MEESEMETHS (RN
BEW ESEEShT,
(a) Fischer344 RiT v b Tid#H TH 5 BIEH. Sprague-Dawley "D FUIRIRIEE & ()
#EZ > b OSPEASFIE/SPIRMIRGEE, CD-1 R~ U X O ASEER + S e S5
DEMN TEEOEENBRIND,
() Invitro DYEEKEEFHREE
© 3EDOBENEELLZ e — AT 7=V Fe&BH (T 7u—N, T
n—/, FTEI7ua—NL) OR—EMIZBNT 1 EULEOEERRED b,
(@) EABFICEET 57— % DXRan
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() t NIHTHRELBEIN-EEOBEENE

AEELIT. HEWIT v FOIRRREER O~ U X DOFEEIR CHEFLED(~ T XD
AR RNCE S AFHEICL A b YV RAZFEOKRABRET Tu—F %2175 2 L b
BLi,

o H AR F L. Tox_Risk 4.0_K. Crump 5 VEHAWTEE SN, 34 DR
F—VRFOERICE>T, 8 b MCE#R LK,

e~ v RFFEBICH LT, Qi FNE%SE TIX 5.0x10° (mghkg/R) THD EHES
iz,

B~ v A TR & FFRAF R I LT, QX MNA%SHE TIX 1.4x107 (mgkg/H) T
bbHLHEEINT,

#S v FIPBRIEICR LT, QIXt MAISH TIX 32x107 (mghkg/B) THHLEES
iz,

Y R FBIZIE. 3.2x107 (mghkg/H) DRAD Q" (T v MIPREEICE SN T)
PHEATIFETHD, QT v MNEREFCE ST arD LT, Z0Q bHED
REERICHEREINIRICEETHZ L,
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562 TuRXFIHNARYLFRNYTAE

USA

(P-US-562)
EPA
Propoxycarbazone-sodium; Pesticide Tolerance

Federal Register Vol.69. page 40774, July 7 (2004)

EMFH T 7 AL

TaRF VAN T MY T ABEICE > THREINDEEREADOHEICOWT, A
FOR 1 TEETDILL b, EHRRTHEOLNEFEE (NOAEL) &/ EHE
(LOAEL) (ZH>WTFHMET 5,

FHEHT L FRAL b
t VR ZFHICERA LT R REF T IANRYS o Y U AEOBEFEHT RRA
MZOWT, AXEOXK2 BN L TR,

IR X NRO T DE2FEK

E R

FQPA FHH B AN L THEMZMNT —F_R—R AL TH B L & bic, HAERMARE
HICET 2BRERREERIT RV, BET —F ORMICE ST, EPA L, LRBIU/NR
REDIDHD 10 FL V5 BEEBEHIRT NE TH D LRE LT, FQPA T2 % Kk
L 7B #L % LU TSR,

() RAEEMRBRICBWT, 7RI HIANRY UF N O AEOFENEREYZIT-
Ty FBECUXBREORBRZIEY LA T2 Z L 2R/ TEEMN I IXEEERIIF R
TWieny, ZHHRAEFEFEEHRRICBN T, HERMARBREIC L - TTaREF A ANY
VIR U ABICKT ABREMN LR TSI L ERTEEMNE LIIESEMERIZE SN T
VRV,

(i) 7aRX ARV T M) U LAEREICERT 5 RAEMEREICE YT 5BEIT
2V, BEMEEME (DNT) RBRIEFZERESHTHRY,

(i) FQPA FHli% BHy L Lzima. BEEFHNT —FX—RIELTH S,

7




(iv) BFERICL2BHBRETM T HED #RMARBREYR LULHRICET 5
100%CT IEHRZFIALTNE, ZhBEDRZ Y == L AOFELAWEZ LT, £
BROBREE/Y R 7 B@/AFE SN D Z Liddevy,

(v) REFERUC X DHEKRFEM T iE, B % 5 FTREME DRV MR FRY R IR L RRHE il
ERDIDICRH ENZETAVBIVEEET LR FA—F Lo TR LN BEES

FIALTWA,
TaBLE 1.—SUBCHRONIC, CHRONIC, AND OTHER TOXICITY
Guideline No. Study Type Resufts
870.3100 90-Day oral toxicity—ro- NOAEL = 286.4 males (M) and 350.6 females (F) miligrams/kiiogram/day (ma/kg/
dants (rat) day)
LOAEL = 15075 (M) and 1769.9 (F) ma/kg/day based on gastric initation
8703100 90-Day oral toxicity—m- | NOAEL = 205 (M) and 1150 (F) mg/kg/day
dants (mouse) LOAEL = 880 (M) and 5109 {F) mg/kg/day based on decreasad body waight, body
weight gain and food efficiency
870.3150 64-Day oral toxicity—non- | NOAEL = 1,407 (M) and 1,181 (F) mg/kg/day Highest Dase Tested (HTD)
rodents {dog)(range- LOAEL not datermined
fending)
870.3200 21/28-Day demmal toxicity | NOAEL = 4,000 mg/kaiday (HTD)
LOAEL not determined
8703700 Pronatal developmental— | Matemnal NOAEL equal or greater than (=) 1,000 mg/kgiday (HTD)
rodants (rat) Matamnal LOAEL not determined
Developmantal NOAEL > 1,000 mg/kg/day (HTD)
Davalopmental LOAEL not determined
870.3700 Pranatal developmental— | Matarnal NOAEL = £00 mg/kg/day
nonrodents {rabbit) Malemal L OAEL = 500 mg/kg/day basad on reduced body weight gain and food con-
sumption, GI toxicity and decreased water consumption and urination
Davelopmantal NOAEL = 500 mg/kg/day
Dovelopmantal LOAEL = 1,000 mg/kg/day basad on an abortion, dacreass in mean
tetal weights, and elevaied pro- and post-implantation loss.
870.3800 Reproduction and fertility | Parentat/Systemic NOAEL = 74.8-70.8 {M) arxi 373.5-413.5 (F) mg/kg/day
effocts Parontal/Systemic LOAEE = 207.4-322.9 (M) and 1605.3-1907.5 (F) mg/kg/day

basad on microscopic lasions of the stomach

Reproductive NOAEL = 1230.7-1313.9 (M) and 373.5-413.5 (F} mg/kg/day

Asproductive LOAEL = 1605.3-1907.5 {F) mg/kg/day based on increased i
diastrous/matestrous

Offspring NOAEL = 297 1-322.8 (M) and 373.5-413.5 {F) mg/kg/day

Offspring LOAEL = 1230.7-1313.9 {M) and 1605.3-1007.5 (F) mg/kg/day basad on
incraased postimptantation loss and decreased Bve [itter size in the F littars
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TasBie 1.—SuBcHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guidoling No. Study Type Rasults
8704100 Chronic toxicity—dogs NOAEL = 630.7 mg/kgfday
LOAEL » 630.7 mgkg/day
8704300 Combinad chronic toxicity | NOAEL = 43 (M) and 40 {F) mg’kg/day
carcinogsnicity - rodents | LOAEL = 459 @) and 525 (F) mg/kg/day based on decrsased body weight and in-
{rats) creasad urinary pH (precaeding histological changes in the kidney of rais in the mid-
and high-dosa groups such as: Foci of minerafization of pelvis, diated and cystic
renal tubules fled with protsinacacus matesial, regenerative Wbular epithefium,
glomerular and interstitial fibrosis, and hyperplasia of the pelvic spithelium).
No avidence of carcinoganicity
870.4300 Carcinogenicity—mice NOAEL = 369.0 (M) mg/kg/day and 3.106.1 (F) rng/kgsday (HTD)
LOAEL = 1,880.0 {M) makg/dsy based on dacreased body waight gain combined
with lowar food sfficicncy.
No evidance of carcinogenicity
B705100 Gene mutation—Ames Nogative
8705100 Gene mutation—Ames Nepative
8705100 Gong mutation—Ames Negative
8705300 Gone mutation—In vitro Negative
Chinesa hamster V79-
HPRT
8705375 Cytogenetics—In viro Chi- | Negative
nase hamster
8705375 Cytogenstics—In vitro Chi- | Negative
nase hamstar
B70.5305 Cytagonetics—Hsd/Win: Negativo
NMRI mouss bone mar-
row reicronuctaus
B70.5550 Othar effects—UDS Hegative
B70.6200 Acuto neurctoxicity NOAEL = 2,000 (M} and 880 (F) mg/kg (HDT)
screaning battery LOAEL = 2,000 {F) mg/kg/day basod on decreass in body weight gains
870.6200 Subchronic neurctoxicity NOAEL 2 1,321 (M) and 1,651 (F) makg/day (HDT)
screaning battery LOAEL not established
B870.7485 Matabolism and phar- Based on the amount of radiolabsl recovered iIn the urine, 23-28% of tho
macokinetics radiolabeled test material was absorbad by tho males, with fomales abisorbing

sightly more {~31%). Absorption in male rats that received 200 mg/kg was ~21%.
Radiolabel position did not influence absorplion. Plasma Taus was rapid, being
~0.33 hours regardiass of radiolabst position in. rats that received 2 mg/kg and
~0.81 hours in rats that received 200 mgkg. No bicaccumulation or tissue res-
srvoirs ware found; this result confirmed by whole body autoradiography. Plasma:
claarance was biphasic and rapid, with a Ti for the first phass of ~1.1 hours for the
compound labated in the triazol posifion and ~0.6 hours for the compound iabelad
in the pheny! position, regardiess of dose. No mdiolabal effects were noted in the
sacond phase plasma T which was ~11 hours at 2 and 200 mg/kg of test material.
Plasma area undsr the curva {AUC) was 3.6 ug/mbehour for rats that racobrad 2
mg/kg radiolabeled propoxycarbazone-sodium and ~ 45 fimes grealer (168 pg!
mbehour} in rats that received 200 mgkg. The radiolabalad test matenal was pri-
marily eliminated unchanged in the urine and feces {~75-88% of the administerad
dose), with essenfisily none eliminatod: by tha lungs. Of the absorbed radiolabeled
tost rnaterial, ~00% was sxcreted info the urine while the remaining was recovered
from the bils. However, radinlabel position influanced the metabolic products. Two
minor metaboliles that contributed <2% of tho administered radiolabet were idanti-
fied in the uring, MKH 7284 and MKH 7283, of rats dosed with propoxycarbazons-
sodium labeled in tho phenyl position. No metabalites wam fourd &y the urine of
rats that received propoxycarbazone-sodiurn jabelad’ in the iriazol positon. One
maizholite, STJ 49034, was rocoverad in the feces of mts that received
propoxycarbazone-sodium labaled in the phenyl position and accountad for 2-9%
of the Iecal radicactivity. The primary fecal metabgolite found from rats treatad with
the triazotdabeled iest material was identified as MKH 7017 and accounted. for
~3% of tha recovered radioactivity. The metabolite Pr-2-0H MKH 6561, a product
of wheat matabolism, was cssantially not found in. tha urine or feces of treated rats.
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TABLE 2—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPGINTS FOR PROPOXYCARBAZONE-SODIUM FOR USE IN HUMAN

RiSK ASSESSMENT
. sos - Special FOPA SF and : :
\ . Dose Used in Risk Assessmand, interspacies and . Study and Taxicological Ef-
Exposura Scenario Intraspacies and any Tradiional UF Loc W;g‘m"“‘ focis
Acuto diotary An endpoint of concem afiributable to a single doso (axposura) was not identified from the available studies.

An acute RID was not estabfishad

Chronic diatary (all popu-
{ations)

NOAEL= 74.8 mg/kg/day
UF = 100X
Chronic RID = 0.748 mg/kg/day

Special FOPA SF = 1X

cPAD = chronic RID +
Spacial FQPA SF =
0.748 mg/kg/day

Two-generation repraduction
study inrats
LOAEL = 287.1 mg/kg/day

basod on microscopic lesions

of the stomach in parantal
male rats

Cancer {oral. dermal, inhala-
tion)

ot Gkely to b a carcinogen for humans based on the lack of carcinogenicity in a ral carcinogenicity siudy,

an mousa carcinogenicity study and a battery of mutagenic studies.
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USA

(P-US-568)
EPA
Prevention, Pesticides And Toxic Substances Agency (7508W), Reregistration Eligibility

Decision (RED) Bromoxynil, EPA 738-R-98-013 (1998)

v MR 5P
1. R
a. 2fFHHE
TuEXFL o AT 2 ) —AVRERTaEXT oG 2 UBOSHBEERBRERRUE
AT AY —EUTORITTT,

Table 1: Technical Registrations for Bromoxymil

Formulation I EPA Reg. No. | © Registrant = I Comments
Bromoxynil (035301)
4% T 264229 Rbone-Ponlenc AG Company TG.AI _prodpced by Rhone-Poulenc in the
95% T 264-473 United States.
94% T 33688-8 CFPI Agro Repackaged from a registered product.
Bromoxynil ocfanoate (035302)
3% T 264442 Rhone-Poulenc AG Company |Produced by the UK manufactusing process.
873% T 264-395
87.3% FI 33688-9 CFPI Agro Repackaged from z registered product.

Table 2a. Acute Toxicity Results for Bromoxynil Phenal

Study _ -~ " Result | caregory
; 81 mg/kg (M)
: la

Acute Oral LDy, (rat) 93 mg'ke (F) 11
Acute Dermal LD, (rabbit)™® >2000 mg/kg (M and F)° mn

A 3 0269 mg/L )

= J 3a 5

Acute Inhalation L.Cy, (raty 0.150 mg/L (F) I
Eye Irmitation (mbbit)é” comeal opacity, iritis, conjunctival irritation I
Dermal Irritation (rabbit)™ no irritation v
Skin Sensitization (guinea pig)*™ negative N/A

¢ MRIDs 00124758, 60124758, 43014701, 00124758, 00124758 and 42718701, respectively; ® Test material
was technical grade bromoxynil phenol, ® Absaded skin: N/A = not applicable
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Table 2b. Acute Toxicity Results for Bromoaxynil Octanoate

Study ~_ Result Category
. 400 mg/kg (M)
iz 8
Acnte Oral LD, (rat) 238 me/kg (F) j14
, . > 2000 mg/kg (M)*
Acute Dermal LD g, (rabbit)™® 1310 mg/ke (FY II
. . 081 mg/L (M)
32
Acute Inhalation L.Cs, (rat) 0.72 mg/L (F) JE1
- oL e corneal opacity,
Eve Irritation {rabbit) conjuactival irritation HI
Dermal Irritation (rabbit)™ slight erythema v
Skin Sensitization {guinea pig)®® positive {modified draize test) N/A

¥ MRIDs 00124112, 00124112, 42167101, 00124112, 00124112 and 41879801, respectively; * Test material
was technical grade bromaxynil octanoate; * Abraded skin; © Intact skin; N/A = not applicabie

b. HiBMEEM

K32, FIRERL2EBEEEEREYENT S,

Table 3: Subchronic Toxicity Studies

MRID# (Species) | Doses Tested (me/keidav
P 2/kg/day

Systemic Toxicity (mg'kg/day)

Bromoxynil Phenol - Oral

OEL (¢)=28
: 0, 28, 58, 168 () (2) « 35 (not established)
AAST0T Ra ' 35 76, 250 (2) LOEL (¢) = 58 based on ? ALT, 1 AST. 1 Alkaline Phosphatase
(2) =35 based on | body weight gain
INOEL () = 3.9
(=13
42553401 0. 1.3, 3.9, 13, 39, 130, 390 JLOEL (¢} = 13 based on ! liver weights, hepatocellalar
{Mouse) (<. %) hypertrophy

(%) =39 based on | liver weights, hepatoceliular
hypertrophy, degeneration and vacuolation

43166701 (Dog)

40, 50 (<, 2)

0,1,5,8, 12 16,20, 30,

INOEL (&) < 1 {not established)

®=1

LOEL (o) = 1 based on { body weight gain

{%) =3 based on | body weight gain, panting, liquid feces

Bromoxyail Phenol - Dermal

47272301
(Rabbit)

0, 30, 300, 1000
(o, #)

OEL (v, £) = 1000
LOEL (<, 2) > 1000 (not established)

Bromoaxynit Octan

oate - Orai

47411901 (Rat)

0, 11, 45,91 (&)
0, 13, 55,111 (2)

INOEL ()= 25

(=13
LOEL () = 91 based on : body weight gain_ | seram total
otein, | globulins, 1 degeneration/necrosis of cardiac myofibers
{2) =55 based on | body weight gain } liver weights

42869701, 0,043, 1.43,7.14 NOEL (<, 2) = 0.43

43700201 (Dog) (o, 9) LOEL (<, 2) = 1.43 based on | body weight gain
) S L (<, ¢

00061179 (Dog) ?;f’g’zj INOEL (<, #) < 3

LOEL (5, 2) =5 based on occasional panting

Bromoxyail Octanoate - Dermal

42346201
|@abbin

0, 30, 300, 1000
(<. 9

INCEL (<, £)= 1000

LOEL (<, 2) > 1000 (not established)
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Table 4 Chromc Tonatv §mdles

Systenic Toxicty (mgkgdm)

lo,05,15,5

NOEL (v, 2}=5
00096521 (Rat) |5 oy LOEL (. 2) » 5 {not established)
NOEL {(o)=2.6
40612501 0,2.6,82, 28 () (9)=33
: ,26.8.2, : —29 - .. ..
41374801 (Rat) |0, 3.311.0, 41 (%) EK:EEI;E(:") 82 based on | incidence of spongiosis hepatis in
{2)= 11.0 based on | body weight gain
40780301%, 0,01,03,15.75 Threshold NOEL/LOEL (&) = 1.5 based on signtficant! body
41304701 (Dog) (<. ) weight gain

Bromoxynil Octanoate - Orai

Bromoxynil octanoate chronic toxicity studies are satisﬁed bvan acceptable “pridging” study(s) vsing bromoxynil
phenol as the test material

* NOEL/LOEL used to determine the RfD or 0.015.

51T, FIATRRBEEEERREZENT 5,

Table 5: Carcinogenicity Studies

I?hgnol as the test materal.

s .| Doses Tested - ) .
MRID# {Speciex) | P Noe-necplastic lesions Neoplastic Lestors
{ P ) | (mg'kgiday) B P R
Bromosynil Phenol - Oral . ,
00096521 0,055,155 mcrgaseff _mmdence in pon- ] An 1g1cre.ased fncxdence n
Rat) (<. 9) eoplastic lesions was not cbserved |neoplastic lesions was not
i in male and female rats observed in male and female rats.
40612501, [ !imcidence in bistopathological |, | ;, sed incidence in
. 0,2.6,8.2 28 (¢) |changes in the liver; spongiosis . . _
41374801 0.3.3,11.0,41(2) lhepatis and foci of eosinophilic |reoplastic lesions was not
(Rat) ‘ ellular alteration. observed in male and female rats.
(<) 1 incidence in hepatocellular
00068077* 0,13,39,13 (<) 1 incidence in hyperplastic combined adenomas/carcinomas
(Mouse) (<, 2) |pcduies in the liver. (2) Doses too low to assess
carcinogenic potential.
(<, 2) 1 liver weights, diffusely (s) | incidence in hepatoceHular
43245501* dark livers, | incidence in adenomas, carcinomas and
43311701 . 0,3.,12 46 (5 epatocellular centrilobnplar lesions; [combined adenomas/carcinomas
lMouse) 0,37,14 53 (%) ypertrophy, degeneration/necrosis [(%) 1 incidence of hepatoceliular
- and pipmentation in bepatocytes  |carcinomas and combined
and Knpﬂ‘et cells. |adenom:asz'carcinomas.
Bromoxzynil Octanoate - Oral '
Bromoxynil octanoate carcinogenicity studies are satisfied by an acceptable “bndgmg” study(s) using bromoxynil

*The weight-of evidence carcinogenicity classification and risk quantification was based primarily on these studies.
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Table 6: Developmental Toxicity Studies

LOEL = 60 based on | mortality,

MRID ~ Doses Tested 'Maternat Toxicity Developmental ’Toﬁcity '
(Species) | (mg’kgiday) (mgkgiday) (mgkg/day)
Bromoxynil Phenol - Oral S o
: . NOEL = 4
NOEL =125 .o
0466802 (Rat) 0. 4,125, 40 LOEL = 40 based on | body weight LOEL = 12.5 based oni incidence of
(%) ain | food conspmption supernumerary ribs, T post
gan, Ep implantat:on loss
NOEL =5 NOEL < 5 (not established)
*
001:)6558 (?;)5’ 15,35 J-OEL = 15 based on ! body weight |LOEL =5 based on
(Ra . gain 1 incidence of supernumerary ribs
c 1 WOEL =5 NOEL =35

Rogersetal 0. 1.7.5, 13 LOEL = 15 based on | body weight |LOEL = 15 based on | incidence of
1991 (Rat) € . . iy -

gain, 1 liver weights supermumerary nbs

. NOEL = 15 NOEL < 5 (not established)

00138.149 0. 15,30, 60 LOEL =30 based on | body weight [LOEL = 15 based on | incidence of
{Rabbit) (2) . _ .

gain, | food coensumption |supermumerary ribs
00142779 0. 30, 45, 60 NOEL = 45 NOEL < 30 (not established)

LOEL = 30 baged on

i 2
(Rabbit) [ anorexia, blood discharge | fetal weights
NOEL = 32
. NOEL =11 : _ _ o
Rogers et ai. 0, 11,32, 96 LOEL = 32 based on | tity, 1 LOEL = 96 basefi onl mgxdmse of
1991 (Mouse)  [(2) liver weichts supernumerary ribs, ! fetal weights, 1
o nnossified caudal vertebrae
Bromoxynil Phenol - Dermal
o NOEL = 10
40935101, 0. 10, 50, 156 ?NOEL_— 30 . LOEL = 50 based on | in agenesis of
41307801 LOEL = 130 based on ! body weight |. _
bbit) (2) ain ntermediate lobe of the lung, 1 holes
(Rabbi g in parietal bone
NOEL =50 NOEL = 10
40881201, IQ’ 5 10,50, LOEL = 100 based on | body weight |LOEL = 50 based on | incidence of
40883601 (Rat) 160 (2) . . )
gamn, | food consumption snpemumerary ribs
Bromoxynil Octanoate - Oral V o
Rogers et al. 0.24.73 218 NOEL =173 NOEL="7.3
1991 (;) © TP JLOEL = 21.8 based on | body weight |LOEL =21 .8 based on | incidence of
(Rat} N gain, | Hver weights supernamerary ribs. | fetal weights
Bromoxynil Octanoate - Dermal o
0.2 5.10. 15 NOEL =15 NOEL = 10
41163301 (Rat) 26 375’(0)’ * |LOEL =20 based on | body weight |LOEL = 15 based on 1 incidence of
o i gain, | food consnmption |sopernumerary ribs
v |0-5.10.15.20, [voEL =30 NOEL = 80
(£abbit) 40, 80 (2) LOEL > 80 (not established) LOEL > 80 (not established)

FNOEL used in the acute dietary risk assessment for the subpopulation of females £3+.
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Table 7: Reproducture Sfudres

MRID# Sw ftem;c Tcmcﬁ} Repfoducfne Toxicity | Dews ekopmeﬁtai Toxicity.
(mg‘kafday) 3 (mgfkgfd«'ﬁ) (mgfkm‘day)
NOEI_ 4
[NOEL (2)=4 .
: g 2)y= = based .
41149301 [0, 0.8, 4,21 LOEL = 21 based on | body 1:8;][: (( d"t;)) N 311 ::SdEyLweizgit gain onl .1
(Rah) (7:2) weight gain in Fo and T, (2) (highest d:o'se te;ted) lactation, delayed ‘
rats, { liver weights (<, 9) opening e
[NOEL (,$)=1.5 L‘NOEL (@.9)=15 JOEL =5
00064815 0,1.5,5, 15 |LOEL =5based on ! body LOEL ( 0,,"2) » 15 LOEL =15 basedon |
(Rat) (o, %) weight gain in F; and F; (¢,2) (highest d’c;se fested) ody weight gain in F,
rats I ' o generation
Bromox:rnﬂ Octanoate - Dermal e .
OEL (o) = 50 T =
41667401 0,25.50,100 [Nor-(D= ':LqDEL(o“) = 100 based | Ok = 100
Raf) (. 2) LOEL () =50 hased on | oa | peostate weight LOEL » 100 (not
A l‘ ) body weight gain ' glan: ' ' established)
f. ERRAL

81, FIATRLZERFABEMFEREZENLILLOTH D,

Table 8: Mutagenicity Studies

v _ Study | Genotoxic Effect | Mr2

Bromeoxynil Phenol

Other Mutagenic Mechanisms/ Inr vifro vascheduled . ‘
[DNA synthesi |Negame 00115646
Other Mutagenic Mechanisms/ Cell Transformation 'Negative 00115647
Other Mutagenic Mechanisms/ I vitro Sister . i L N
Chromatid Exchange (CHO) I'Negatne {non-activated and activated) 00115648
Gene Mutation/ In viiro assay in mammalian cells egative (non-activated)

(mouse lymphoma) Positive (activated) 00115649
Other Mutagenic Mechanisms/ Bacterial DNA Positive (non-activated and activated) 00115650
Damage/Repair (E. Colf)

Cytogeneticsi In vitro assay in mammalian cells (CHO) INegaﬁve {non-activated) Positive (activated) | 00115651
Cytogenetics/ Inn vivo mouse micronucleus assay INegaﬁve 00124803
Gene Mutation/ In vifro assay in mammalian cells e . .

(CHO/HGPRT) INega’me {non-activated and activated) 41995702
Gene Mutation in Saimonella Hphimurium INegaﬁve {non-activated and activated) 41995701
Cytogenetics/ In vive mouse micronucleus assay INegative 42092361
Bromexynil Qctanoate ' ]

Gene Mutation in Salmonella t;pbrmurmm INega’éive {non-activated and activated) 43022701
letogenetmsf In vivo mouse micronucleus assay INegative 41930862
Other Mutagenic Mechanisms/ Inn vitro vnscheduled y
|DNA synthesis INeganve 42078901
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2. HE—-BRISEDOF R

BRARE

BTRYEL L TTREXT AT =2 ) —AEAVTAX 12 » HBEEOESERRT
AIZE L7 1.5mg/kg/B OBME NOEL/LOEL IZES%, ¥Bik. 7uEsx> =10 RD IT
0.015mg/kg/B T3H D LRZE L7z (MRID 40780301, 41304701), 12 # A RA XRBR T,
1.5mg/kg/ A O BE NOEL/LOEL T b /- fEAIX. HICRIT 3 BEOKEHMERL T
Hole, ROBAR (75mgkg/H) TiX. LUTOERARMES LICRBD b,  KER
MERL. . HZ2E, BRRERVCES ZOERILOBEM, ROKRD>, ~EFory
Bo R ORMERSRIRA . REZHREM, ROFFREREHEM,

ErENFE (10X) L BMENEE (10X) ICE-S3& 100 D RBEEEAEAER S h iz,
TV RBRA 7 bBRRYO (8BH) RB (Thbb, BEERT Y FRA 2 ME, R4 R
RA 2 BPTRV) T, BB (A X) OFFOH () TRDLhLHEYE (KEHMNE
D) [TESL 72D, 10X ZRFHIT FQPA I X » THIR &/NRERHET 5 72 HIZ, RD
ERETHIHECHLERISC TR U,

REEHEORBRCGY A7 OEE

YR, 7uEXRT =N T 2 ) —ANEITA—FC (B MR L TREEYWE CH 5T
REEREVY) LOELTWS, BRABSMMEET L (QI1*) 2t M3 ) X7 0EElL
CERRBMIES T — B ER S, £ MNCHTAREBMEY R 2 HET DI, #HE
HALfERRME I Q11 1.03x 10-1 (mg/kg/day) -1 Th D, EHMOEAFIFIX. TE LT2
DO Y ARBEERBRITE SV,

SRS (B RULOLMEIZOWVT)

Y 27 #HImIZEER S5 NOEL i3, Sprague-Dawley RIFIES v FOBIC T uEF L=
N7z /)= NVO—BHAEZER 6~15 BEICHEHEORE L-RESHRR (MRID
40466802) 767 b7z 4mg/kg/ B DREAEFMITHT S NOEL THh 5, Smgkg/B DRAI
x4 % LOEL i, HlIOE (MRID 00116558) DRI—DF#ED T v + (Sprague-Dawley &)
TED DNTOBRIENE ORARD HEICEE L 7=#iNcE-5<, AR D LOEL (Smg/kg/
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H) iXeTORER (MRID 40466802) THRE S#17z LOEL (12.5mg/kg/B) X DiEMo 7zt
BDOFER (MRID 00116558) #>b % bh7- LOEL & AV e,

WMDY FRA U PBFERRERICE UL RARE GARINE) THY . /- T,
WEEDER (138U EO&MH) ICBET HH, WRERWNEEZRETB72HIZ 10x DR
2RFENR ZOEH (13U LoLkH) R shiz, - T, 1000 ® MOE iZ, 13U E
DM ITBHEOBEEGERE Y X 7 FMIIISLETH D, 2D 1000 O MOE iZix, BEM
SMEETIE 10x, BREAZEEI TiX 10x RU'FQPA B2 TIX 10x BEEND,

AMOEE (13 RULOKHDS OLER)

YRIE, TeEXT AT ) -V EHEE— AR TEAERAVWTEORE L
7= 13 BEFAERERR (MRID 43166701) 23 b, 13 R LOLMZERL 2EMICHT S
BHOBHEO IV R IFMOT-DIFERINDIT L FRA 2 M & LT 8mgkg/B @ NOEL %
REL, | BEOHRETHEKRLZ RN THRUEOERICHTIRENRISEZ™RT S
bR EDOREFEOEIMEIE, 12mgkg/H % LOEL IZFRE L7,

BHEOEHY RIFEOT S FRAL V MIA XRBRICBWTE2HEE (b EORAE
EOWEM) KESL D, ARRINEERET DD 10x Z2HFFITEEH (13 &L
o EBRL) IR L TR UK, - T, 100 ® MOE X, BREMIMFED 10x R U
BAEEBD 10x BEEND,
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USA

(P-US-577(3))

EPA

Office of Prevention, Pesticides And Toxic Substances, REVISED: HED Chapter for the
Hexazinone Tolerance Reassessment Eligibility Decision PC Code 107201. Case 0266. DP

Barcode D275621 (2002)

1. fEREDO 77 4 —v
Fliz~AFHY ) roanEEErT T,

Table 1: Acute Toxicity of Hexazinone

il Guideline No./Stady Type | MRID No. Resuits Toxicity
Category
870.1100 Acute oral toxicity 41235004 LD, = 1200 mg/kg 11
870.1200 Acute dermal 00104974 LD > 3278 mg/kg EV
toxicity
i 870.1300 Acute inhalation 41736701 1.C50 > 3.94 mg/1.(4 hour) FH
toxicity {19901
870.2406 Acute eve 40106003 lrreversible corneal opacity |
irritation
H 870.2300 Acute dermal 00106004 Mild v
{l irritation
‘ §70.2600 Skin sensitization 41235005 Not a dermal sensitizer in NA
the Buehler test in Guinea
pigs
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Table 2: Toxicity Profile

Guideline No./

MRID No. (vear)/

Results

Study Type Classification /Doses
870.3100 0010977 (1973) NOAEL 1000 ppm (81.0:/87.3

90-Day oral toxicity
rats

Dose: 0. 200. 1000 or 3000
ppm (equivalent 1o 0,
16.0/16.4, 81.0/87.3,
440/451 mgikg/day,
male/female)

Accepiable

mg/keg/day male/female)
LOAEL = 5000 ppm (440/451
me/kgdday malesfemale) based on
decreased body weight and food
efficiency.

870.3130
90-Day oral toxicity
in non-rodents

00114484 (1973)

Doses of 0, 200, 1000. or
5000 ppm (equivalent to
0/0. 5.1/7.0. 25.9/31.6.
122.5/137.3 me/kg/day,
males/females)

Acceptable

NOAEL 1000 ppm (equivalent to
23.9/31.6 mg/ke/day tor
males/females).

LOAEL - 35000 ppm (eguivalent 1o
122.5:137.3 mgikg/day in
males/Temales) based on decreased
body weight gains. increased relative
liver weights, and increased alkaline
phosphatase levels in both sexes and
transiently decreased food consumption
in the lemales.

870.3200
21/28-Day dermal
toxicily in rabbits

41309005 (1989)
Doses: 0. 30, 400, or 1000
mg/kg/day

NOAEL - 1000 mg/kg/day.
LOAEL - was not identified for
systemic and dermal toxicity.

Accepiable
870.3250 Not required -
90-Day dermal
loxicity
870.3465 The 90-day inhalation -

90-Day inhalation
toxicily

study is not required,
however a 28-Day
inhalation study is required
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Guideline No./
Study Type

MRID No. (year)/
Classification /Doscs

Results

870.3700a
Prenatal
developmental in rats

40397501 (1980)
Doses: ¢, 40, 100, 400, or
900 mgike

Acceptable

Maternal NOAEL = 100 mg/ke/day
LOAEL = 400 mg/kg/day based on
decreased food consumption during
dosing and nominal decreases in body
weight gain from day 7 to day 17 and at
all measured intervals beiween and ai
900 mg/kg/day mortality and decreased
body weight gains and food
consumption.

Developmental NOAEL = 400
mylkg/day

LOAEL = 900 mgskg/day and at 900
mgskg/day an increased incidence of
kidneys with no papilla (malformation),
and an increased incidence of
misaligned sternebrae (variation}.

8§70.3700a
Prenatal
developmenial in rats

00114486 (1974)
Doses: 0, 189, 94.5, and
482.0 mg/kgiday

Unacceptable/Upgradable

Maternal: NOAEL is 1000 ppm
{equivalent to 94.5 mg/kg/day).
LOAEL = 3000 ppm (cquivalent to
482.0 mg'kg/day) based on decreased
body weights, body weight gains, and
food efficiency.

Developmental: NOQAEL = 3000 ppm
{equivalent to 482.0 mg/kg/day).
LOAEL was not observed.

870.3700b
Prenatal
developmental in
rabbits

43677801 (2002)
Doses: 0, 50, 125,175
mg/kg/day

Acceptable

Maternal: NOAEL=30 mg/kg/day.
LOAEL=123 mg/kg/day based on body
weight gain decrement, decreased food
consumption, abortions, death and
clinical signs including abnormal gait at
175 mg/kg/day.

Developmental: NOAEL = 50
my/kg/day. LOAEL=123 mg/kg/dav
based on mean male and female fefal
weight decrement and female fetal
weight decrement.
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Guideline No./

MRID No. (vear)/

Results

Study Type Classification /Doses
870.3700b 00028863 (1980 Maternal NOAEL 30 mg/ke/day
Prenatal Doses: 0. 20. 30. or 123 LOAEL - 125 mg/ke/day based on

developmental in
rabbitg

moikg/day

U nacceptable/Upsradable
pg

transient decreases in food consumption
and body weight pains.

Developmental NOAEL - 30
mg/keiday

LOAEL ~ 125 mg/hgiday based on
possible skeletal abnormalities and 1o1al
abnormalics.

§70.3800
Reproduction and
fertility etfects in rats

42066301 {1991}
Aceeptable

0. 200. 2000 or 3000 ppm
M:O.T1LS, 117 or 294
mgikg/day

F:0, 14.3. 143 or 383
mgkgiday

Parental/Systemic NOAEL 143
mg/keiday

LOAEL - 143 madkg/day based on
male body weight decrement.
Reproductive NOAEL 383
mgikg/day

LOAEL ~ None based on no effects on
or organs of reproduction.

Offspring NOAEL - 14.3 mg/kg/day

reduced female pup weight at birth and
during lactation.

870.4100a
Chronic toxicity in
rats

Sce 870.4300

870.4100b
Chronic toxicity dogs

42162301 (1991

Doses: 0. 200. 1500. or
6000 ppm (equivalent to
5.00/4.97. 41.24/37.6 and
1617167 mp/kg/day,
male/female.

Acceptable

NOAEL - 200 ppm (5.0/4.97
mg/kg/day. male/temale)

LOAEL = 1500 ppm (41.24 and 37.6
mg/kg/day. respectivelv) based on
thinness in one male and hepatotoxicity
as evidenced by changes in clinical
chemistry parameters and microscopic
lesions.

870.4200
Carcinogenicity rats

See below §70.4300

No evidence of carcinogenicity
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Guideline No./
Study Type

MRID No. (vear)/

Classification /Doses

Resulis

§70.4200

Carcinogenicity mice

00079203 (1981),
41359301 (1984),
42309301 (1992) and
43202901 (1994)

Doses: 0, 0, 200, 2300 or
10,000 ppm (equivalent to
28/34, 366/450 and
1635/1915 mg/ke/day,
maleffemale)

Acceptable

NOAEL = 200 ppm (28/450 mg/kg/day,
male/female, respectively)

LOAEL = 2300 ppm for males
{equivalent to 366 mg/kg/day) based on
eross liver nodules/masses, hyperplastic
nodules in the liver and centrilobular
hepatocyte hypertrophy and 10,000 ppm
for females (equivalent to 1915
mg/kg/day {limit dose]) based on
decreased body weights, increased
relative liver/gall bladder weights,
hyperplastic nodules and centrilobular
hepatocyte hypertrophy.

Insufficient evidence for

carci no%e:ni city in mice.

870.4300 Combined
chronic/
carcinogenicity/rats

00108638 (1977)

Doses: (. 200, 1600. or
2500 ppm {(equivalent to 0.
10.2/12.5, 33.4/67.5, or
138/179 mg/kg/day,
maleffemale)

Acceptable

females (10.2712.5 mg'ke/day,
male/female).

LOAEL = 1000 ppm for males and
females (equivalent to 53.3/67.3
mg/kg/day, maleifemale) based on
decreased body weight and food
efficiency in males and females. In
males at 2300 ppm the body weight
decrement and food efficiency
decrement occurred only for the first 6
months of the study.

The carcinogenic potential of
hexazinone is considered negative in
rats,

Gene mutation
870.5100; Reverse
mutation in
Salmonella straing

40826201 (1977)

200, 400. 600, 800 and
1000 ppfplate -S9 and 400,
800, 1200. 1600 and 2000
pg/mL + S9-mix.

Unacceptable

No mutagenic potential was seen, bui
doses insufficient to cause cell toxicity.
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Guideline No./
Stady Type

MRID No. (year)/
Classification /Doses

Results

Gene mutation
870.3300; hamster
CHO cellss'HPRT

assay

00076956 (1980)

Trial 1 were 2.0, 11.1, 13.1.

13.9 and 14.3 mM -89 and
2.0,7.9,89.93and 9.9
mM +89. Trial 2 were 2.0.
59,114, 13.1 and 13.9
mM -S9 and 2.0. 7.9, 8.9.
9.3 and 9.9 mM + S9.

Acceptable

No evidence of mutagenic potential at
cytotoxic doses.

Cytogenics
8§70.5375:
Chromosomal
aberrations in
hamster CHO cells

00130709 (1982)

In Trial 1, 1.58, 3.94.
15.85 and 19.82 mM -89
and 0.32, 3.17, 7.93 and
13.85 mM + S9. In Trial 2,
1.58,3.94,7.93 and 15.85 -
S90.32, 3,17, 7.93 and
1385 mM + S9

Positive for structural chromosomal
aberrations with and without 89,

Acceptable
Other Effects 00131355 (1982) No cvidenee of mutagenic potential, but

870.3383. In vivo Rat
bone marrow
cyviogenics assay

Rar doses: 1000, 2000 or
3000 mgike

Unacceptable

insutticient animals and cells were
tested.

Other Effects
8§70.3395 Mouse
hone marrow
micronucleus test

45124401 (2000}
Mousge doses: 1000, 2800
and 3000 mg/kg

Acceptable

No evidence of clastogenic or
aneugenic effect in bone marrow art
toxic doses.
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870.5550. UDS in rat
hepatocytes

Trial 1: 1 x 1073, [ x 10791
x 1073, 1% 1072, 0.1, 1.0,
10.0 and 30.0 mM and
Trial 2: 1 x 103, I x 1041
103 1 x 10401, 1.0,
5.0, 10.0 and 30.0 mM.
Acceptable

Guideline No./ MRID No. (year)/ Results
Study Type Classification /Doses
Other Effects 00130708 (1983} No evidence of mutagenic potential at

precipitating dose levels.

870.6200a
Acute neurotoxicity
screening battery

Not required

870.6200b
Subchronic
neUrotoxXiciy
screening battery

Not required.

870.6300
Developmental
neurotoxicity

Not required.

877483
Metabolism and
pharmacokinetics

00140162 & 00109237
{1980 &1982)
Acceptable

No parent was seen in urine or feces,
which was rapidly absorbed and
excreted. Two identified metabolites
resulted from hydroxylation of the
cvelohexyl ring and differed only by the
metabholic conversion of the 6-dimethyl
amine o a secondary methyl amine. No
sex-, or dose-related differences in the
formation and excretion of these
metabolites were found.

870.7600
Dermal penetration

Not required

Special studies

None submitted

~FYY ) L OBET —F -, EREEZBEOIT D DIIRELBLIND,
~EXYY ) rOBET T 4 —E, EU D BAFE, BERUERFRERIZ OV THE
SFBZENTED, ~FVY ) vOFEREIR., FKERORCHEEETHS, FME
MORBRZBNT, £ - RAECKHTIREERH D LWV IRV, ~FH T/
IN—7DORBEDELEZ O, BEEEHD LIIFETER, Ty bRV
SRRHERBRSEBREN TS, LEL, RS - CESETREEDODH IRARE
T ABAERD DD, YRII~FH Y028 AHRARBREERL TNV,

(D.Anderson, Toxicology Disciplinary Chapter, 200245 H 30 H,)
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ANXFY Vi BOERE (W7 ) 1), BEEE (BT I —V) RURAKRR
(A7) —1) Tk, [EOEFELRT, LorL, —RIBFEEIIEETHY . ¥k
BORTIE, ARBARCTESEORBHMELELSE WTFIV—1), FFIZ. BEOKE
B AT7FY =) 2ELDZB, ELEY P TREEREDE TR, Y%A
21 BEEERRTIE, HIRAETE2FBHITR ST, BEOREHMMEL T L,

~NFXYY ) COBHERERERRCIX, AERY. BEERD R UBE - AR
HIERAMRBO Oz, 41 IRV ZAAVWIBHERBE T, FRSEAREDONE, Ty
MERAWTCERERBRR CAEERR T, AEROBRBH Oz, A XZAVZEBERRT
. FFRUCBEE L7 BRIRIE FROREE R O BARENEL L & b, BEEOKERRFO N
BN,

7 v P AWICATEARTIX, HEROEKERIILZ. BBYOKERD KR OHR
AETRO LN, TOMDTXTOAERICRIETHEBIIARR TIIED bhiehot,
7 v PERWTHARRBEBSERRTIE, BEEROBRORUBHRER 2T LR, &
EHTEM L2 oTc, U2 RV HARMBESERRTIE. BEHMOSHELRLE
FRIAETRAECRIETEENRD b, RIBRTRZMIIFE L2172,

7y PR URAZRAWCBHREERRTIX, LHIEERLARBD N, <
A% AVTCREMARR T, FPESENT 2ERBRONEZN, X7 U4 XOFERHEM
BRDOONRPoT, Ty FERVWERRTIX, BESEIIRONR»o7, Ty hTOXR
BUHERRZVWEIRET VA TORBHOR+ARFAROD, RIDIET L E 2 —BEEES
BANXY D) B2/ N—7DEMESEL, £ MIHUTRESED S L IIHE Lo
720

79 FERAWRBRRPL, ~FV T i3, BRBRVIERAEOMHE L b IR S
WCEBRRLS . BECRN S Bl SN D Z ERBE N, ~F 9T ) L OBILEWIL.
EE A ERFRUCEFETICER SR >7, R#PDA (66%)

[ 3-(4-hydroxycyclohexyl)-6-(dimemylamino)-1-methyl-1 ,3 ,5-triazine 2 ,4( 1 H,3H)-dione ] % UM%
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%9 C (28%) [3- (4-hydroxycyclohexyl) -6-(methylamino)-l-methyl-1,3 ,5-triazine 2 ,4( 1 H3
H)-dione |3 EFFRCRPICENR iz, Bz, KVPEORHEHB (9%)

[ (3-(cyclohexyl)-6-(methylamino)-l-methyl-1 3 ,5-triazrme-2 ,4( 1 H,3H) -dione |JR VD> B DS
 (<5%) BPRPICERI N, ZhbORBEYIIRERRY CITHED R CEBH O LF R
fUZ HEET D, Y 27T, REDRC/ ISR OEEX. BELEE L Ty
BIDIIAFTY ) v BLEHEE—ThDH LEENT, Ll ~FH T idESE
ZENCEOMD N T OB RERICEHET A 0IRNEEIOND,

FERNRZ—VICESERAREINDTHEENRH ABENH 578, Hazard
Identification and Review Committee (HLARC) j3~F¥H 7 0 28 AR AFTHRREZE

ELT

2. FOPA IZEE+ B EE

~ANFY D) OBET IR L, Ty NROBUSFERVERITANRON DA
BE - RABHRBRIEGEND, INHORRTIHBRECHAERIZBW TREZEDOER -
BT RITHEM Ledr o 72, HIARC i3, #EBHEORTRNBT —F_XR—ADOPITRWNIZD,
~FEY Y ) R RV RAZHMEEERRSBE TRV EER LTS,

FQPASFC }Z, OPP 357 7 # /L b 10X BINEZEBEERM L, ~F VP ERICHE
ELRBERRY A7 FHBICH L CEMORR S IX ORE/RBERDY ITEATDI XS
HRLTWS, ThRbbL, BMOEKORZLEFBHII~FV T ) LV OFERET —FX—AD5E
SHIELTYLEL SN B0 FQPA Z2EHRLILRRWNROZLEZFRET D7
DIZHLETR,

3. RE&E—RIGFHE
SHOSBAE RD) (13 H~50 ROKE)

13 FB~50 BMOLHICHT 2 BHDOBERBZED ) X7 FHEDC - DICHE—FAMEEZ
BHET B DIBRENFRARIL. 7 v FEAVWEREEFERR TH 5 (MRID 40397501),
FRBRTII. BT v Mic~FH T %0, 40, 100, 400 KX T* 900mg/kg D& THYR 7
~16 B BIRORE Liz, BB % BV CRER L & T, BRRAETR. AEREYRERT R,
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IR, AFRRIREK. BE, HAN/MAROBRKER. EEBERCEREEICEEIC
BE L ZLiIBD o ied oz, RRBAE T, RECEELEZET 14, BEE.
B OLsR, AEEMERED R CEHERD SR b, RSP OBEERD . 7~17
AEHAUERERB TOLAERRAOEEEMED BEELLDOETIESE . BEMIcH
3 % LOAEL i3 400mg/kg/ H T 5, REMIZXT 5 NOAEL i3 100mgkg/R Th 3,

RESABETORIE TR, #REBERERITRLY L. TEF|OBE S S04 R BHI
L, E6IIT, LEDORWBBOREROHEMBRD bz, BERIMHFHICEET
el o Ted, FHECBEE LI RIE R b vz, R REROBY RULEO 2 WBIE B
FREF) WOREIIOELE (BR) ORAEFEOBIMICES & FEZMIZHT 5 LOAEL
X 900mg/kg/B TH D, R IZ, BREIRGHICE LB LH#EESN, o TAMDY X
7FHEICEY TH D, IBRE~S0ROLMEDOBHBBAR aRMD) 2RET 3 7-HINER
ST HEIX. 400mg/kg/H DRAEIZTT S NOAEL Th 5, AHE0EBREE T 554
IYRRAV MIFEARGLEEL, RBEFICIOINV—TOLBHED Y R 71255
ENTWDTIH Y X7 FHBITEIRFTREF# (13 B~50 O L) DEMICER I NS, 10X
DIEFER 2 FHEREE (UFs) (10X ; B¥pRENEE), 10X ; REMSEE) 12O RD I
BRAT 5, YAV T —F_R—RPICHE SNSRI =, RID COEA S
BMOBEFEDOXITL TRFI7Z2 ) FREFEMRBIT 2,

A RD (13 3 ~50 BX D& 1) =400mg/kg/ A /100(UF)= 4.0mg/kg/ B

2. BZRAE (RMD)
YR 7FHEDOT-DICAE—EAMAELEETA-OICBRINERRIT. A XAV
7 1 EREgMERER (MKDD 42162301) Th b, ~FH T i3, E—FARICEERS L

oo WEBIH L CRER-MESEHAEIX, BETIZ5.00, 41.24 KT8 161.48mg/kg/, M Tl
4.97, 37.57 k¥ 166.99mg/kg/ B Thol, 2EMIL. FERRBFICAETF LEBL, BEICHE
ELUICERERIT. 2185, KREBDRCEHEERD ChoT, BRILZHRE TIL.
FRREZEL T HFXEAES OM THEEORFMERMEE M, FROKEBWL, ~ES ot
AEBD. ~< b7 Uy MED, HIZ MCV RUYMCH O#MR8RD bhl-, &5HEES
PUZOWT, BOBEBHNERDOET. HOBE., CHBEURMERDEKT ((12%), ¥©
ICHEREDFTIBRAE EEOEMIL, HBH LR LTI b0BYOBEREEIIEN 722
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LiTEBEEILNT, FRICKHTIZENSHENTMHECRDOLONT., ZORETIZ
TARGRUVBT I ) bF VAT 2T —BENKREED 140~203% (p<0.05) THH, 7
F=v—=T3) hNFTUVART =T —BEIEREED 206~276% (p<0.05) Th-oT, T/LH
UHRAZ7 7 Z—EELFTHEHTII260BHE»HHE (FRED 259~409%) R UWE (offR
BED 163~194%s) IZBWT, RUEHETII 3 EB» O (CofRBEED 346~1363%) K&
it Gt BBEED 307~559%) IZBWTHEM L7 (p<0.05), & AEHEYWOIEBORER
BREAORT RAIX. B4 FIROME 5 FlIC R DRSS, MEREE 3 BT/ RO IE D B —i
KasEFE, MERES 3 BN AT HBRRIE 3R A3, 1 3 Bl R O 4 BllC ZZRUEARBO bz, AT,
ZRLIXPAERE 1 Flic, ARRCHRERITRERE 1FlICEhENBD LN, Th
bHOFEE., MRBERCEARHEBMIIIRD bhho T,

BHEBRET Y FRA V MIBRENWEARRIL, RAOZBZFHET 5 72D icBEai
BB TH B, RID/IET LY 2 —ZFEBLIT 1994 42, FD4ED RED.OEM RID OEREL 72
BE—DODRAEL T FRA LV FEBRR L, BERET FRA 2V P2HIET S HITE
R&En-BENX. 50mgkg/H D NOAEL Th b, #1465 (ROEAETIIHERE 10 i 4
Bl) 1B B BRICEOREMED LR (BT ALY FAT 7 §—F, MET 2T HL
B7 I/ NI UrRT7 =T —8) EOMOBKRILEREEDO LS, FTIRDHREMRREFERIET R,
KERD R RAWE S OBEKRIERIZE S %, LOAEL |X 38mg/kg/H Th 5, 100 DAREELE
# (10X ; BipRENEE). 10X ; RERSMEE) X, = FRA  MZEREh D,

184 RfD=5.0mg/kg/ H (NOAEL)/100(UF)= 0.05mg/kg/ A
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584 X F¥FYa—n

USA

(P-US-584)

EPA

Benoxacor;Pesticide Tolerances. Federal Register. Vol.63 Page 7299 February 13 (1998)

AFEDOEE

1.

MM CLDS0 EiX. Ty FAMERODEMERR TIX 5,000mgkg LI E, THXFEMER
BREMRRTIZ 2,010mgkg A ETHY, T NRAFEHERABRD LC50 iX 2,000 mg/l LA
b v F-RIBFIEERRTIIPEFEORBIBMEEZ R L. U F—REREFRER
BRCIIR XY a— VIIRERIBEEEZ RS 2ol BTy NPT/ FHa—
WISRERIEMETH D Z LR Lic, BREBRNRBROBENS, N/ P a—ig
7 v M ORRRE 24 REEZICRK 55.7% DRI E 7R LTz,
BEEME: X FFa—AE, FXIFTRAEMAEOI 7 0y — 22 AV ERERO
HIREE (WKRBEMEZRTEE) T invitto AEREREZFRET. FrA=—X~1
ARZ—VT9 MBRTORRERFIRELRIT, £, F¥ A =—ANARF—TX
5,000mg/kg DHIRAEE CRAKREFTRRUCREEEZRERP T, X)) ¥ a—
V. 20pg/ml £ TOMREBERE TIXT v NORBUTFHIRE AV =R ES DNA 48R
EHER Lo,
BRI A X A X (5 LER/AE) 2RV -ERBEEMESHEERR T,
N FHa—%E 0, 025, 1, 5, 50, 150 XU 400mg/kg/ B DFHET 90 BREIHE L=,
FrigR CREERE BN, EFEE (NOEL) iX 5Smgkg/BH TH v . H&/NMEAE (LOEL)
I¥ 50mg/kg/B ToH -7z,

i:<yX; EREREREEEARTIXI. CD-1 v VR FHa—% 0, 50,
500, 2,000 & 6,000ppm (HETIiX. # 0. 7.14. 70.7. 290 KT 1,100mg/kg/H ., HET
X, 90, 9.53, 99.8, 382 KX 1,470mg/kg/ B IZFEY) DIREFEE T 13 BEHRE L,
HTIIBREREER R RILORAEEORM, WML bICEAR, fi/MRE
B ORI & BIREEOHEMIZESW T, 25 %MD NOEL i 500ppm (# Tl 70.7mg/kg,
HETiX 99.8mg/kg/B) ThHY ., £FFMHD LOEL I 2,000ppm (B Tik 290mg/kg/H |
HETIX 382mg/kg/H) Th B,
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ii: 7y b7y NEEBHREERSEEHAR T, HHEL 15 ITO Sprague Dawley T
v FD 6B, N/ FHa—EH0, 0.5, 5. 15, 50 BT 300mg/kg/ B DIEFEEE T,
13 BRRE L7, Bigr 70— P ORAEFEIMCE-IE  NOEL I3 5mgkg/H TH Y |
LOEL I3 15mg/kg/A Th o 7e,

4. BEEMRER 21 PHBREHRR T, ML SEO=a2—C—F Y FRUA by
VXOBPELRBITN XY a—% 0, 1, 500 U 1,010mgkg DHETHER 6//
FIRE®EA L7z, NOEL IX 1,010 mgkg/RLA ETH -7,

5. REFEHRR— 1 v¥F BORLEICIHP2REFHERRTIE, v/ x4 =
—/V% 0. 0.5, 2.5, 12.5 R} 62.5mgkg/B DHETERE LIz, BEEOH ICESX
BE#WO2HIIx$ 5 NOEL i1 12.5mgkg/B TH Y . BEMOL 5T 5 LOEL It
62.5mg/kg/H THoTc, URDOMBREOFRIIO 1D L THEHEREOREROEM
LicZ LicE D&, BAEBMIZHT S NOEL i 12.5mgkg/B TH Y . BAEFHIIHT
% LOEL 2% 62.5mg/kg/H Th -7z,

iy b BOREICIDIREFHERRTIX, 7y MU FHa—L %0, 1. 100
B 400mgkg/B ORETHRE L, BEHONRARESAIFT ROSEINE MEEH
MEOBIZESE, BEMOLEIIXT S NOEL iX 100mg/kg/H TH Y. BEMHO
2HIZ%9 %5 LOEL iX 400mg/kg/A Thotz, BEEEORL . £HERIEEORBL .
FEEROBD., RHRNEOEM, BENBRYE, ERERERTERERICES
. BAESEMHICKT S NOEL 13 100mgkg/B THY . BAEZTMICHT S LOEL I
400mg/kg/ H T -7z,

6. AFAFMRER : 2 HVAETEBMERBR TIX, Sprague-Dawley %5 v b 2 #HRIZH LT
J¥¥a—n%& 0, 10, 50, 100, 500 X TX 1,000ppm OB ETRLERS Lz, HHERK
AR THRERCEEEMEORDICESE, B/ LEFMHICXT 5 NOEL iX
S0ppm (HETiX 3.55mg/kg/B . #TiX 4.51mgkeg/A) TH Y., LOEL I3 500ppm (HETix
34.84mg/kg/B . HETIX 41.21mgkg/B) Thoto, MR OFTI 21 B BICHERGE
DT ESE | EFEFEMICKT S NOEL X 50ppm (HETiX 3.55mg/kg/ B, #ETI
451mg/kg/B) T&HY . LOEL iX 500ppm (K TiX 34.84mg/kg/H. METiZ 41.21mg/ke/
R) Thot,

7. BEFBERR 2 BRARSEMRR T, MY -7 R (4 ITHEREED 1) %
Ya—n%& 0. 1. 5, 40 XU 80mgkg/ B OHETEORE Uiz, BOFHEEHMNE
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DR, HHEOBR CBEBANEEOHE MR CERD Y N7 X F A HEcES
%, NOEL /X 5Smg/kg/B T&H Y . LOEL IX 40mg/kg/A TH - 7,

DARMERER - AAFRMERR TIE, CD-1 %~ 7 X (50 DL/MERE/RE) 12, N FHa—
JV% 0, 10, 30, 600 X TX1,200ppm (HETIX, 0, 1.2, 3.7. 75 K 167mg/kg/H . T
iX. 0, 1.6, 4.7. 93 Rt 20Img/kg/BIZFY) ORET 18 » HHIRERS Lz, AR
L7z 2 BRECBWTREMEASRD N, RBRLERAEMHE I NT, B¥
FRAFEER AR L LEEESSHFRICAE R RBEEM N ERE (BFE)
BWTRD b7 (p<0.05), T, B X TIIEN, i~ XA CRAFEERTEE
U 7= SLEERE M DS Rt IS B R B E R AR e, MERE D FFIBAE %t B B D #E 0
WESE, BMEEMICKTT S NOEL i3 30ppm (H#ETiX 3.7mg/kg/H . I TlX 4.7mg/kg/
H) THY. £FIZKk3 5 LOEL iX 600ppm (B TiX 75mg/kg/B . M TIiX 93mg/kg/H)
Thole, v AEMEEEIZ®T 5 NOEL X, # TiX 3.7mgkg/ A R U T
4.Tmg/kg/B TH Y | HERE 75 XU 93mg/kg/ B THIEEN A LT, BEOEERD, Mt
OF5IZEE L fFBANEEOBD R TEMBICRIT 5 F0MmoREICEEE L&
BERUEBEEORAROBIMCESE, ZOREIEIN XY a—LOREMEZFMET
DDA THDHLEEZ DN,

. BB ARERER BB AESESREBRTIX, Crl: CDBR 7 v b (70 IL/HERE/RE)

2, RN FHa—uE 0, 10, 50, 500 XU 1,000ppm (HETiX, 0. 0.4, 2.0, 20.6 R}
41mg/kg/R ., METIX 0, 0.6, 2.8, 28.2 KU 59mg/kg/H) DIRFEAE T 2 FHKRE L,
#CiE, BB ORY ERUEE, ROAHE U FLEIER U/ L 0% A IR
MICERZENERSRD bz (p<0.01), BTIX. BB ORY LRE bEHEN
CHBRREMEAS RO (p<0.05), XIEDH 5 LBRRTE TIL, HEOBPIE ORF
ERUEERE (p<0.05). RUAE L-HBEERU/ILHE (p<0.01) X, XBHLEHE
HOMICIIFHZNICERENRD N, BT v OFRICI T 2 FFfR Ozt
DOFE b bI/NEFLEDFIRICES &, BMHERMEICK 35 NOEL i 10ppm

(HETi% 0.4mg/kg/B . #ETiX 0.6mgkg/B) TH Y. £2HITx$ 5 LOEL iX 50ppm (B
TiX 2.0mg/kg/B) TH 5, 2.6mg/kg/ B DFAETIL. DT OBALSERBD bhiz,
7 v FOMEME OEBITH$ S NOEL 1. #ETid 20.6mg/ke/ B | #f Tid 28.2mg/kg TdH
/A, HEEZREN 41 R 59mg/kg/ B TIXEBEDRAEZ > TV,
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B. &4 FHMIE H

1.

SMEEM  BERE (RS CERTOIRECEELLERREN/ X a—LoRR
THERDO N0 lcd, LWREDNREZEFL—RERICHTI2HOBREV X0
ML L E TR,

EHRUTHENE  GPRCHHOY X7 FMIIN ) FHF I — A TRMLETRY, ¥
¥ 21 AHIRREERRO 1,010mgkg/B (RBREHAE) TiRLFEHILZ LN,
27,

BMFEM - EPA IX, 0.004mgkg X)) X9 2 —/LVORMD LB/E L7, ZORMIF, 7
> b T2EMIRER 5 F RO NOEL0.4mg/kg/ B IZE-SUV 2, 100 DRBEEMHRF i1,
BRI OABRRUVSMENOEB L HEAT 57O RD 2 BT 3HBA AV,
M AJEME : EPA @ Health Effects Division Carcinogenicity Peer Review Committee (CPRC)
i3, EPA DMRE LI RBEWY 27 FHMICBIT DU A RZ A4 (1996 £ 4 A 23 B) IHE
&, RURARVGT v FOMBEOCHEMBIEEOHEMIESEN) ) a— LORBME
i, THIBT T2V ASRREND ) LHBT L, CPRCOaIEVH R, ThbniE
WL PLIBEALEELRVDPERNE NS Z L Thot, BT, DERMES
FHifi 9572 HIT, CPRC T, BELEZMENH IATENE THIBEMFOREILESIH
& (MOE) 77u—FZRAVWTEHE LEZ, 7y POBEBMEOREICHT S
NOEL0.4mg/kg/ B IiXMOE # B H T A7 OHER L LTHEATRETHH I EBHEKR
BE Lz,
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599-2 RT7NFY v

USA

(P-US-599(2))
EPA
Office of Prevention, Pesticides And Toxic Substances, Benfluralin: Human Health Risk

Assessment (Revised) PC Code 084301 Case No 2030 (2003)

NF— RO

RTNT VT BOARE EHEAT IV —N), BEBE EEIT7IY—V) k
UCRARE EHVT IV —IV) Tid. SEOBREEETRT, /. U707 U Ui,
—REER IR CREEYT TV - Thol, T7/=IATL— FTiE., T12ENL
Fy b 12 L 7 JTIZ Buehler RER THMEL R TERERBEHNETH D, VIHFERHWE 21
PRV XRERRTIE, SAETERRAE BE~TSEORE. BEREV/ Xiik
fE) . 2 DOEAETREEORBRILG (EREEKVBERX2EI L) PR bhk, &
NODREIZ, XUIAT Y RE3 BRICHE T2, LEL, XU7AT Y UBRIEIOH
DR ERAERER TIL. BAERIIBD bRV, ZORENL, RUT7AF ) UBREENL
BETCIIEBREHDE TR, BEISC IS ) VidEARBREGET S LR EN
2.

RYIBHRRTIZ, ~U7A 5 ) VTBREUCHFBICEEEZE L. RAETHRRBRIC
BHEEHD, Ty Tk, BREEMEICES< LOAEL 2777, £ XTik. AFESEHECES
< LOAEL 7R L, = VA TRFRBAUVEEEEICES< LOAEL 27R7Y, ZOfoT=
Fr7 =) BETIE, FhE00 LOAEL TEBE. g, MiEFEANER CRRREEDE

BERT,

BO) R FHMRADOLEROTA N AR (1999 4 7 A) Z#5 &, HED Cancer

Assessment Review Committee (CARCY /X, XU 74T U Ui [ REEHLZ TRTAFAEH S

B, B FORBHII+SICEMIN TV A5 Y —ITHE\E L,

HED Hazard Identification Review Committee (HIARC) . BEE2 R+ ARRIZT v
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FOBZBRUHRBKTRHICOAFETHLFMLIE, ZOBESIE., BFAECTELLTIE
L7y PCBITHEEREHRTHET IBRECEE T 2LE 2605, HIARCiX, h
LORBORKARTIX., BEEEAILLZTERENS VD, AU ECEEBMHES
HRBRIINE TRV LR LT,

NRTINT YL, Ty PR FEZRWTEEMICH LTEEE2RTHEZ AV
THETICERINZ 2 DORRTREESFH LTIV, 2-tRAEFERBRTIX, e T
BEEET LEAECTHIHEREKEORY . RREAECHFEREFROBL 2R LE,
P> T. BIEXIHAROEM IIEMRZHEZ BN 2RI o7,

ATERER T DAL 2ASWOBEE L ERIIRBO bR o7, 7y FORRKR
BREEIBHAETRONEZS, ZhbORRBICHT 2ERIZEREV 7L F Y T Ey
NAWDEEN D H - e NIFRB END T — 2 > HITHBTc& 22y,

RUTNTG Y U OFREZGYMEIIEG L-HAED 3% TREXZ N L THSIZ BRI &S
NTHRWVS, X745 ) CORINEREBRITER LTV,

NG o ORFRERTIE. RPICREED 13~17%, EFEPIZ 73~75% % HEit
THNRE—aRT (RRUCEBEPITIZZENAENKN 100 BORSEEATR), EEFIZ, #
tEMme = ruEO—BRBTENE, DEORUTIALTF ) UBLBRESNE, BV O
Bsrid, B - BT VXL - WEEINERVIALZ ) UREIHOEBRENDZ EEZD
i, RPICiZ, BT Shizd 7203, 100 BOKRRAEDORREBH O > Hig
T BT VXML - BEENTERVTIAT ) UREVNEET D EEZ DR, RiZBW
TRIE &N -M—DREWIL, 2,6-dinitro4-trifluro-methyl-aniline (58D 02%) Th-o
72

%572 FQPA 22473
HIARC ¥, BZMOENMEUBREREEEIIRZVEWVW S &R D FQPA Z2EE%

BURgniEzoey X ITHY) E&RLE,

TV RRA L FOER
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EHEOBHICL PRE  BERECER L= FRSAV MI, VFFRUT v b &
AW RAEBHRRY I EOMT X TOBENLRRP O b/ ONLr o7,

BHEOEBHEIC L 2T  BUHEEH/REBERR T, X714 F Y % Fische344 &7
v k(60 UC/HERE/FRE) 12 10, 100, 2500 K TX 5000ppm D E  (HE/ME - 0.5/0.7, 5.4/6.8,

136/167 (X 275/331mg/kg/ BIZH8Y) TEEEHRSE L,

LOAEL TOBIEOMEBEFOELDRAERBIMIE SV T, BHFMEIIKT 5 NOAEL

X, HETIX 0.5mg/kg/B . #METIX 0.7mg/kg/ B T o7z,

RN Y OSRAR (RMD) ik, BRI NOAEL (0.5mgkg/H) RUTRHEER
# (UF) 100 (EWpfERSMFETIX 10x RUR—EHENOEE) T 10x) 12&ES3<, &
MO4%EIT FQPA 2EE T 5 7-IZEMAR T, 0.005Smgkg D@MEFHAMEMAE (cPAD) /
A (EBRYVRZAE) &£75,

Rt
CARC jZ, _RUTINTFT Y U ERVINTY T (REBEZTRTIFTRAH 525, b

N DRBME M T BITIIT TRV AT —IZGELE, ¢

1. MEES v TR 2 DOBAETRIFRE CRRIREREOHEMAB/D i, LarL,
CARC ZZhbORAEITBRIL R L., BEERBRICE TH > BRIV TE
ERRDONT E0b, KRBTV TIAT ) OB ROSRHELTITICIE
EAERBIRV,

2. U RATIR, BEURAEICBVT LY FRER D Pairwise RE CHELBRE) &b
B OB ENICHEZOR—F —TF A Thol, B~V ATIIERIX
BOOLNRDOTENR, FHLWT —FIZLDEMDI—F 1 7 %2, CARC T
RBRABIITDCEL R VU AREBERRO Z OBV IRT I L ZRE LT,

3. CARCREIIXTHERIILLTOREY THoT

(1) v MTERFEBEZRV,
Q) RBRNR TV —THRERREZ 2,

B FVTZAFTV Y, =ZATFTV o FVFI L TR TV RBRY
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ALY I EOBEMICEL LZBEIX, TNEThOZREREARRT—ED
NE— DEERFEZRIBPWVREREEDE [C) LHEENE,
TOBWREERL —ET 570, CARC I, BORE—RHETIM BROKHE
ARXIRBEBHEDO—T V) EIBETRNWI L ERELE,
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611-2 AL —}

USA

(P-US-611(2))
EPA
HUMAN HEALTH RISK ASSESSMENT Phorate, Office of Pesticide Programs Health

Effects Division (7509C) (1999)

1. U X7
AHESETFT—F -2, FL— MIELTENTHD, K12, FL— rDEKS
MEROALT Y —2EHT B,

b. EEBHEHM

5w hE RV 90 B BIESEIR 5388 (Tusing, 1956; MRID# 0092873) Tix, & L—
k% 0, 0.22, 0.66, 2.0, 6.0, 12.0 K U 18.0ppm (0, 0.011, 0.033, 0.1, 0.3, 0.6 K (% 0.9mg/kg/
HIZZnEhiEY) ORET0 BEEBERE Lk,

NOAEL % 0.66ppm (0.033mg/kg/H) THV, MoV X757 —¥HEFICESE
LOAEL iX 2ppm (0.lmglkg/H) Thol, REMARFARED 3 IL/EREDH (10 LT
W) DTy FTEBINEOT, FRRIIFHAR L EIh,

A X% Az 105 A BEAER 538 (Tusing 1956; MRID# 0092873) Tit. 4 XIZT
¥HKL— % 0, 001, 005, 0.25, 1.25 KX 2.5mg/kg/H T, 6 AREAE. 13~15 @A

T ERAWTERE L,
NOAEL /% 0.01mg/kg/H T& v . m#E ChE /&R EFICE 5%, LOAEL /X 0.05mg/kg/H
Thote, BYUKLD3EDA X (BE2ICRUME1DL) OHMN 1 YD HES 4T (FF

8IL) DRPLYVIHEALIZDOT, XRRIITFHARE SRS

2128 BRI EEMERBR CTiX. Sprague-Dawley 52 CD®F v b (10 JL/HERERE) DEEE
i, FL— MERL (20, 30%) %0, 2, 4 R 15mgkg/B CRFIKRE LT,
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AAREKMT T, HIZHIT 5 PChE, RChE & (X BChE {EMEMR S ZAICEZICEA L
7edDT, LOAEL i 4mg/kg B (H%hEkS : 0.812mg/kg) & #E L7, NOAEL %, 2mg/kg/
B (0.406mg/kg/ B DHERERSY) & FEE &z, (Comptom 1999, MRID No.44794201 X, H

A FF4 > 870.3200 iZ5EE)

¢ PBEEHERUCEEHE

7 v bEAWC 2 FEROEEEE/REES R (50 /MR T, AL—+ %
0, 1, 3 XW6ppm (0, 0.05, 0.15 R 03mgkg/BiZF#NFNiHY) OHET24 » AR
fH# 5 L7z, LOAEL i3 0.05mg/kg/ B [RBRIEMAE (LDT) 1 ThH -7 Z L2 b, BEDOMEE ChE
FREFIZH 45 NOAEL [IHE Shizhofc, DM ChE FAEIZx3 5 NOAEL X
0.05mg/kg/ H T3> 7=23, LOAEL A 0.15mg/kg/H Toh -7, #RMEk ChE PAEIZRT 3
NOAEL [3#ETId 0.3mg/kg/ B [RABRE FHEMDT)), # T3 0.15mg/kg/B 3o =23, HED
LOAEL % 0.3mg/kg/H Tdh -7z, it ChE JAZEIZ%t3 % NOAEL j3#TiZ 0.15mg/ke/H .
HTIx 0.05mg/kg/ B ThH o722, LOAEL X, HTiX 0.3mg/keg/H. #TiX 0.15mg/kg/R T
Hol, RREAEIDT, BEERRICBEO THS L2 EN, BEZEY Ty MBI
5ERBEBFEOT 07 4 —NMIEB LoD T, KRBEE T THL— MIRESE
BHBEEX LN oT (Manus 5, 1981 ; MRID# 00125233;7 4 K5 A > 870.4300 {Z
BE) o

BHBHERR TIX. B — 7K (6 IL/MERERE) OFEEC, & L— h% 0, 0.005, 0.01,
0.05 % T* 0.25mg/kg/BORAET, 1 EEA S A ZRAWTRE Lz, AAICEEL-EMR
3. BRAERMECOBREORER O'EAERRE CORERMEOCEBK LB Th o7,
2HIZXY % NOAEL i3 0.05mgkg/ A Th Y . HHEDRER RO K EEMER D ICES
& | LOAEL 3 0.25mg/kg/ B Tdr- 7=, 14 ChE FAE %3 5 NOAEL i3 0.01mg/kg/ A I 5
L. LOAEL {J## T 0.05mg/kg/ B Th o7z, FRIEKNILM ChE FREIZ*+5 NOAEL i1
0.05mg/kg/ B i=%F L, LOAEL |3 T 0.25mg/kg/ A T o 7= (Shellenberger & (X Tegeris,

1987 ; MRID# 40174527 ; A FZ A >~ 870.4100 iIZ3@ES)

REHERBRTIX, CD-1 v U R (50 PU/#m/EE) OFBET, AL—F%2 0, 1, 3 B
6ppm (0, 0.15, 0.45 R Tr0.9mg/kg/ A ICHY) DORE T, 78 BRIEHRSE L=, HBRYHE
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BECHELE—BELEEHRCEEESHREZIXMMORD b/ -7z, NOAEL X
045mg/kg/ B TH YV, &E 25 BIBITHHOEEMMEOBRE DB D ICEI&, LOAEL

X 0.9mg/kg/H TdH o7z,

(Manus {1, 1981 ; MRID# 00124845 ; A K5 A >~ 870.4200 |Z&&),

d. BAEH

HEIRT v & (M 23 PLHE/RE) o —MICTEAFL—FERB L. 0, 0125, 025
RO 0.5mg/kg/ B DRET, R 6~15 A BIZIRHIEOTRE Lz, ARBROTXTOHAET
RAEBHEIIRD DN B o, BEMEHERCRBAEFBMICKT 25 NOAEL (X, 0.25mg/kg/
HThol, BEMOIETROEM, R8I MEKIRIBD bz DIzkt LRE TIODE
FLIE2SER® B 7~ 7= % LOAEL J1 0.5mg/kg/ H Tdh - 72,

(Beliles, 1979 ; MRID# 00122775 ; 7 A K5 A > 870.3700 |2 &) .

IR X (20 P/EE) O&BEZ, RL— h% 0, 0.15, 0.5, 0.9 BTt 1.2mgkg/B D ff
B TR 6~18 B BICHRHEIRORE L, BE#IZX4 % NOAEL i3 0.15mg/kg/H TH Y |
FEBAORCETCED EHICESE, BEMICT 5 LOAEL X 0.5mgkg/H ThH oz,
AIZK9 % NOAEL i, 12mghkg/B (RREAR) Thol, BAERKTIEEIRD L

Hh72h>-7= (Schroeder, 1987 : MRID# 40174528 ; A K5 A > 870.3700 =4,

REFHARRTIL. IR Crl : CDRBR %5 v b (24~25 [W/AK) 12, AL — %=
— I RRE (92.1%) L. 0, 0.1, 0.2, 0.3 R 04mg/kg/B DHET, iF4E6~15 BBIC
BOKE Lz, BEEMICKT 5 NOAEL i3 0.3mghkg/A TH Y, HEED LR, #HEE
M2 R ERARAEIR R EB | REHNERD . BEERD R CHRKRERRICESE,
LOAEL /3 0.4mg/kg/H Th o7, BEFHEIX. RREERD . BRER WEERUEED
FABE) DRERDEMTH o7, BAEFMIIXT S NOAEL i 0.3mghkg/BTHY,
LOAEL }1 0.4mg/kg/ B T 7= (Lochry1990 ; MRID No.44422301 ; %A K3 A > 870.3700

IZEE) .
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e. AFEEE

SRR LIc= U R &2 B 3-RAFERE (1965 ; MRID# 00092853) A& Sh
TW5b, KRB TIX, v VARTZ7=A)LEL— k%, 0, 0.6, 1.5 R 3.0ppm (0, 0.09,
0.23 X Uf 045mg/kg/ HIZAEY) DRAETRERE Lic, HRUWEREIZ, BOOKE 78
AT DA Lic, AT, 1#HARYAY 2 COREF @kU'b) 26753 #HR%E2A
WTER LT, £RICHT2RALNRESIT. SRAEH F, COBLRVABTEROBERED
BT DA/ b, NOAEL X 1.5ppm (0.23mg/kg/H) & H#E S, EHFERR A
3 51EA M 6 LOAEL X 3.0ppm (0.45mgkg/H) Téh o7z, HED/RD ¥'7 L ¥ a2 —EEZE
BRIIZ03-#REERBRIBR L 2hoiz,

2-fARAERERRER T, Sprague-Dawley RMERET » b (25 PT/RE) OFBIZ, KAL—F
(92.1%) # 0. 1, 2, 4 UM% 6ppm (f# : 0, 0.087, 0.176, 0.359 K 1) 0.603mg/kg/H . I :
0, 0.103, 0.210, 0420 R} 0.727mg/kg/H) OHET, 2 #RiChbi > TRERE L,
BamoEHwEICH T 5 NOAEL 13 0.2mgkg/ B Th v | BRRER (RE) ¥ oicmiERk
U= ) e 27 7 —BEE (F#nd) OREFICE-I&, LOAEL X 0.4mgkg/R ThH -
7oo HAEIRIZK LT, NOAEL X 0.2mg/kg/H TH Y, FEROEFRIETROHAER DK
BREADICESE, LOAEL 13 0.4mgkg/B Thotr, FAERDOAFERIIFZIMIIET L,
BB HEIREENE Uiz (Schroeder, 1991 ; MRID No.44422302 ; A K5 A »
870.3800 (21 4) o

f. EREF4A
ERFARROT —FBHICERTH TR TFT—FIRELNTWS, TEAFL—F
. U TFIRLETRTORBR TEEEERIGIIFZR SN o7,

—BEFRREERR—

— Qe kR E R

—HAROGROBBZ AR —

DNA 245G R UAR+ZIEE T 5 R 2BV BEBSHERR
FEHI DNA G5 (UDS) Rk
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g PEEEH

BEMSBREMRRTIZ. Ab— % 142mgkg (LDs ) % M=7 MV IZ@ENOKRE
L, KWC2l BRIEEZRER2RAETITo/, S L — NI, BEMESESELZ T THRE
SHOFT R4 U7e o7z (USEPA, 1988) ; Fletcher, 1984 ; MRID# 00152640 ; A K5 A

> 870.6100),

SRR EEAER TIX, Sprague-Dawley 2 CDR 7 v + (7 i, 20 [T/fRE/EE) D 4
BIZ, Au— b (B%hSy 91.8%) % a— BB L 0, 025, 0.50 R 1.0mgkg DM
BECHREROBHRE L,

:d

ARBREHET C, ETOMEHRARUOKT EFLa Y V2R T 57— EBEOREHZHIZE
E72PREICE-SX  LOAEL 3 0.50mg/kg/ B L #E L7-, NOAEL X, 0.25mg/kg/B Tdh 3,

(Mandella 1998 ; MRID# 44719901, 4 A KZ A > 870.6200 iZ&EE)

2. R —RUGHERTHE
a. ARRONEICHHT 2 B ROEZ
RABHRRTIE, FERNRSZOBFHLEKL T, Ty NRUBUHFIZBWTHE
RCIIBSMEIIR S oz, FRRIC, T v MRV 2-HRATEZMERBR TIX. RERE
g U THAR TR Lok, L L, AZERE, LWRE/NROESZME
(FQPA 3ER) DFLELEZE T D 10x 1L, #RBHET —F 0¥ v v 7B H D570, 3x (Ix
DRLYIZ) KRTEHIRETHDLRELL,

b BHESRAR

HED Hazard Identification Assessment Review Committee (HIARC) ¥, o X% v iz 1
FERIREERERER ) H A S - 0.0005mg/kg/ B D&M RID R UBMERIOZER e R TO
EBEER U AHEERI100 2RE L, ERMMEEET —ZICX¥ Yy v TRH DD,
FQPA RF1E 3(1 DR VI IR Uiz - T 1B £ A% H £ (cPAD) i 0.00017mg/kg/
AThd, A XEfVi 1 FRIEBEHERERRICIIT 5 NOAEL i 0.05mgkg/B TH Y |
FET DR KL URMER & i ChE FEHEPEEICE-5& . LOAEL i3 0.25mg/kg/B Th o7z,
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0.0005mg/kg/ H DR EME (ADI) X 1994 42 FYRGEMEES (WHO) A& L — MMzHoWn
TEREL. 1996 ELRIE L RICEETHZ . ZOEIZ. 4 X 1 ERRBEL OB LNE
0.05mg/kg/ B 0> NOAEL K USRREZEMEF 100 2 ESWV\ T 5,
¢ BEEFBRTYRIOER
[Ty PR U R RAWEREERRICBW T, RREWY TR 5 ICBE L EER
AROEREBRON b EDD, RL—MNIFAL—TE (REEOWEEZL) &
LaEanhi,
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623 AJALTOAFI

USA

(P-US-623)
EPA
Office of Prevention, Pesticides And Toxic Substances (7501C), Pesticide Fact Sheet, Name

of Chemical: Mesosulfuron-methyl, Reason for Issuance: Conditional Registration (2004)

AR
BRRE -

FIRATREART —F ICESW T, BNEMRR (REBHRBRLET) TREEERSDR
BERTHIBMNRD DN ol &b, BERERS
KAV FERBESNRP T, fo T, AVANLTRUYAFNMI, BHEOERITLD IR
7 b b &R,

Y R7O@EgiT K

AVALTRYAF L, T MCREBEZRTAREEN 2V, ] LRI,

EPA i3, LIRRUVNRZ{R# T 5 10X FQPA REFHEB LR ITHITR RV ERTE

L7z, FQPA f¥id, UTFTOEBTRL D, :

i) BOLNESTANTERTA FIA VTEE LRR TIX. BRN/ERZESEMT
5 ET R 72w

i) HAR/EAREEICET 2 RBEREEES RV,

iii) BiFEZ2 NOAELs 13, EERERICOVWTHES L

iv) ZFANTRERTA FSA LV CHEELET v FERAWEARBERRRO V¥ 2 H
W RABSHRRICBVWTRR LUEERAECRAZFERIIRD o2 o7,

V) BREIhFEROEREIRZV,
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Toxicelogy Profile for Mesosulfuron-Methyl

90-Day oral toxicity
rodents

Guideline Neo./ Study Results
' Type
870.3100 NOAEL = 908/977 [M/{F] mg/keg/day

8§70.3100
90-Day oral toxicity
rodents

LOAEL ~ not observed.

870.3150
90-Day oral toxicity in
nonrodents

NOAEL = 648/ 734 [M/F] maskpiday
LOAEL = not observed.

870.3200
21/28-Day dermal
toxiciry

Study not required.

8§70.3250
90-Day dermal toxicity

Study not required.

870.3465
90-Day inhalation
toxicity

Study not required.

8§70.3700a
Prenartal developmental
in rodents

Maternal NOAEL = 1000 mgskg/day
LOAEL = not observed

Developmental NOAEL = 1000 maskg/day
LOAEL = not observed
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Guideline No./ Study
Type

Results

870.3700b
Prenatal developmental
in nonrodents

Maternal NOAEL = 1000 mg'kg/day
LOAEL = not observed

Developmental NOAEL = 1000 mg/kg/day
LOAEL = not observed

870.3800
Reproduction and
fertility effects

Parental/Systemic NOAEL = 1175.2/ 1387.6 [M/F} mg/kg/day
LOAEL = not observed
Reproductive NOAEL = 11752/ 1387.6 [M/F] mg/kg/day

Offspring NOAEL = 1173.2/ 1387.6 [M/F] mg/kg/day
L.OAEL = not observed

870.4100a

NOAEL = 764/ 952 [M/F] mg/kg/day

Chronic toxicity LOAEL = not observed.
rodents
§70.4100b NOAEL = 155 [M] mg/kg/day

" S S PT PR
Chronic toxicity dogs

LOAEL = 374 [M] mg/kg/day based on increased mucus secretion
in the cardiac and fundic sections of the stomach of the males dogs
(HDT) and chronic superficial gastritis (1/6).

870.4200
Carcinogenicity rats

NOAEL = 764/ 952 [M/F] mg/kg/day
LOAEL = not observed.
(no) evidence of carcinogenicity

870.4300
Carcinogenicity mice

NOAEL = 1069.4/ 1355.6 {M/F] mg/kgiday
LOAEL = not observed.
(no) evidence of carcinogenicity

Gene Mutation
§70.5100)
Bacterial reverse
mutation assay

Negative & S9 up to cytotoxic 3000 pg/ml plate

Gene Mutation
8§70.5300
Mammalian cell
culture

Negative + S9 up to cytotoxic 2500 pg/ml and peecipitation 250
pg/mil

Cytogenetics
R70.3395
Micronucleus test on
Mouse

Negative at the highest dose tested (limit dose) 2000 mg/'kg.
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Guideline No./ Study

Resulis
Type
Cytogenetics Negative £ S9 precipitation - 100 ug/ml

8§70.3375
Chromosomal
aberrations

Other Effects

Negative + 89 precipitation - 100 pg/ml

870.5550
Unscheduled DNA
870.6200a Study not required

Acute ncurotoxicily
screening battery

870.6200b

Subchronic
neurotoxicity screening
hattery

Study not required

870.6300
Developmental

Study not required

870.74853
Metabolism and
pharmacokinetics

Overall recovery of the radioactive dose was 98-103%.
predominantly recovered in the feces within 24 hours (80-97%
dose). The onset of absorption was quick (detected in the blood 13
minutes post-dose). but the quantity absorbed was low. At 72 hours
post-dose {or 168 hours following the final dose of the repeated
study). urinary excretion accounted tor 1-4% (except 13-14% in the
10 mg/ke animals), and radioactivity in the bile of the 10 mg/kg
animals was only 7-9% dose by 12 hours post-dose. The 10 mg/kg
rats had slightly more radioactivity in urine and slightly less
radivactivity in feces compared w the 1000 mg/kg rats.
Bioaccumulation was not observed, and radioactivily in tssues was
<0.1% dose in all animals at each study termination.

870.7600
Dermal penetration

100% dermal absorption Factor (default value)

Special studies

Study not required.
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Exposure
Scenario

Dose Used in
Risk
Assessment, UF

Special FQPA SE~
and Level of
Conecern for Risk
Assessment

Study and Toxicological
Effects

Acute Dietary:
All populations

No study i the 1ol

CONCern.

fogy database mdicated the

& is an acute deetary endpoint of

Chronic Dietary:
All populations

me/kgiday
LiF = 100
Chirenic RID =
1.35 mgfkeiday

FQPA SiF = §X
cPAD =

chronic RfD
FQPA SF

= 158 mefke/day

Chronic oral toxicity study in dogs.
LOAEL = 334 mg/kgdday [M] based
on increased mucus seeretion in the
cardiac and fundic secuons of the
stomach, and chronie superficial
gastrits (176) of male dogs.

Incidental Oral:
Short and
Intermediate-
Term}

No Resideatial Uses are Proposed for Mesosuifuron-methyl,

Dermal Exposure:
Short, Intermediate
and Long-Term

Quantification of dermal risk is not required for this route of exposure due to the
lack of dermal, systemic. neurological, and developmental toxicity concerns.

Inhalation
FExpasure: Shott |
Imtermediate and
Long-Term

e

Oral NOAEL=
mgfkgiday
{(1061% Oral
Absorption Factor}

Residential LOC for
MOE = NA

Occapational L.OC oy
MOE = 101

Chronic oral loxicity study in dogs.
LOAEL = 374 mg/kg/day [M] based
on imcreased mucus secrefion in the
cardiac and fundic sections of the
stomach, and chronic superficial
gastrigis £1/6) of male dogs.

Cancer {oral,
dermal, inhalation)

*Not fikely w be carcinogenic 1o humans” based on the lack of evidence of
caicinogeniity in the ras and mice.

UF = vncentainiy factor, FOQPA S

Special FQPA safety factor. NOAEL
= Jopwest observed adverse effect level, PAD = population adiusied dose (a =

MOE = margin of exposure, LOC = level of concern, NA = Nol Applicable
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A BEESuzrAL

AV R AL T ERIEINIFEMEEOHEIX, LV a—Sh=ENAR»NLHE
b - EFME (NOAEL) BXUHR/NEMEHE (LOAEL) & & biz, UTOER 1 IT/RLT
»HD,
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TABLE 1.—SUBCHRONIC, CHRONIC, AND OTHER ToxiCITY

Guidelime No. Study Type Results
870.310D S3-Day oral toxicity ro- NOAEL = 0.41/0.47 mitligram {mg)/kilogram (kg)/day (males Mjfemales [F])
dents (raf)
LOAEL =0.63/0.71 mgfkg/day (M/F), based upon comeal lesion in males
8703100 90-Day oral toxicity ro- NOAEL = 0.09/0. 10 mg/kg/day {M/F)
dents (rat)
LOAEL = 11113 mgfkg/day (MF), based upon comeal abnoamadities in both sexes
and decreased body weight gain in majes
870.3100 90-Day oral toxicity ro- NOAEL = 1212/1537 mg/kgiday (MIF}
dents (mouse)
LOAEL greater than () 1212/1537 mg/kg/day (M/F). No effects noted
870.3150 90-Day oral toxicity in NOAEL = 1,000 mg/kg/day (MF)
nonrodents {(dog)
LOAEL > 1,000 mg/kglday {(MF) No effects noted
870.3200 2%/28-Day demal toxicity | NOAEL = 1,000 mgfkgiday (M/F)
{rabbit}
LOAEL > 1,000 mg'kg/day (M/F). No systemic effects noted
870.3700a Prenatal developmental in | Maternal NOAEL = 100 mgfkg/day
rodents (rat)
LOAEL = 300 mg/kg/day, based upon decreased matemal body weight gains during
treatment and decreased food consumpfion
Developmental NOAEL was not established
LOAEL = 100 mgfkgfday, based upon delays in skeletdl ossification and changes in
870.3700a Prenatal developmental in | Matemnal NOAEL = 600 mg/kg/day
rodents {mouse)
LOAEL >600 mgfkg/day; No effects noted
Devetopmental NOAEL = 158 mgfkgidsy
LOAEL = 600 mofka/day, based upon decreased ossification of the cervical vericbrze
centra
870.3800 Repreduction and ferlity | Parental/Systemic NOAEE was not established
effects {rat)
LOAEL = 8.3 mg/kgiday (M/F), based upon significantly intreased plasma tyrosine
levels and increased liver weights in F2 males
Offspring/Systemic NOAEL not established
LOAEL = 0.3 mg/kg/day (M/F), based upon significantly increased plasma tyrosine
levels in F2 male pups
Reproductive NOAEE = 0.3 mg/kg/day
LOAEL = 1.1/1.2 mgfkgiday (M), based upon decreased F2 mean litter size
870.3800 Reproduction and fertility | Parental/Systemic NOAEL = 10:1/11.7 mg/kg/day (M/F)
effects {mouse)
LOAEL = 71.4/825 mokg/day (W), based upon increased kidney weights and
tyrosinemia in the and F1 males
Offspring/Systemic ROAEL not established
LOAEL = 2.12.4 mgfkg/day (M/F), based upon tyrosinemia and ocular discharge in
the F1 and F2 offspring
Reproductive NOAEL = 1455.5/1652.3 mg/kafday (M/F)
LOAEL > 1455.5/1652.3 mgikgiday
870.41002 Chronic toxicity rodents NOAEL = 56 2/72 4 mgfigiday {MF)
{mouse)
LOAEL = 1114/1494.5 mafkgiday (M/F), based upon decreases in body weight gain
and food utilization in mates.
870.4100b Chronic toxicity dogs NOAEL was not established
LOAEE = 10 mgfhglday, based upon evidence of tyrosinemia in both sexes and in-
creased incidence of erythrophagocytosis in the mesenteric lyimph nodes of fe-
males
8704300 Combined chronic toxicity! | NOAEL was not established
carcinogenicity rodents
(rat)
NOAEL = 0.16/0.18 mg/kg/day {M/F) ocular lesions only}
LOAEL = 0.16/0.18 mg/kg/day based kidney and fver weights or hepatocyte fat
‘vacuolation in males
LOAEL = D.48/0.57 mg/kg/day (M/F), based upon ocular lesions, increases in kidney
and fiver weights, and hepatocyte fat vacuolation in females
No evidence of carcinogenicity
870.4300 Carcinogenicity mice NOAEL = 49.7/63.5 mg/kgiday (M/F)
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TaBLE 1.—SuUBCHRONIC, CHRONIC, AND OTHER ToxiciTy—Continued

Guideline ho. Study Type Results
LOAEL = 83S8/1103 mgkgfday {MT), based upon dec d body weight, body
weight gain, and food efficiency in maies
Mo evidence of carcinogenicity
8705100 Gene Mutation reverse These was no evidence of induced mutant colonies over background
gene mxstation assay in
8705300 Gene Mutation in vitro for- | There were no treatmentselated increases in mutant frequency in the presente or
ward gens mutation absence of S9 acfivafion
assay in mouse
lymphoma cefls
870.5375 Cytogenetics in vitro mam- | Not clastogenic with S9 activalion and equivocal for clastogenic activily without 59
malian cytogenetics activation
assay
8705385 bone marrow micro- There was no significant increase in the frequency of micronucleated polyclwomatic
nucieus assay erythrocytes in bone mamow after any treatment time.
870.6200a Acute neurotoxicity NOAEL = 2,000 mgfka/day (M/F)
screening batiery
LOAEL > 2,00¢ mg/kg/day (MF)
No effects nated
870.6200b Subchronic neurotoxicity NOAEL = 0.20/0.23 mg/kg/day {MF)
screening battery
LOAEEL = 8.25/929 mgkg'day (M), based upon comeal opacities andfor
vascularization of the comea of the eye in males
870.7485 Metabolism rat Mesotrione was readily absorbed and distiibuted in the body. Tissue distibution was
about the same in both sexes, although cne study showed higher residues in the
kidneys in females, with the highest residues of the test compound in the Bver and
kikiney. Higher doses resulted in higher residues in the Ever and kidney, while re-
peated doses resulted in reduced accunmuidation of residues in all fissues. tevels of
radioactivity in fissues of iv-dosed animals were essentially the same as in orally-
dosed animals. Over 50% of the administered dose was excreted in the urine in
both sexes and around 25% was excreted in the feces within 72 hours. Females
exhibited sightly higher total winary excrefon than males, but fotal fecal excretion
was: about the same in both sexes. Increasing the dose or repeated doses had it-
tle effect on the pattemn of excretion in both sexes. The overall pattern of excrefion
was similar between orally-dosed and iv-dosed rafs. The metabolite profie was
similar between the sexes in each group and between the single-dosed and re-
peated-dosed animals. The parent compound, mesotrione, was the major compo-
nent identified in the urine (> 47%) and feces (> 55%). Minor metabofites identified
were MNBA, AMBA, S-hydroxymesotrione, and 4-hydroxymesaotrione.
870.7485 Metabofisa: mouse Metabolism in the mouse was very similar to the rat (above} except that males had

slightty increased tots! fecal excretion when ed to females and, females in
the tow-dose group excreted higher (1.5x) levels of parent compound in the urine
than males. Free mesotrione was the major compenent in the urine and feces (>
50% of the dose). Minor components in the fecal extracts included AMBA and
MNBA.
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TABLE 2.—SUMMARY OF TOXICOLOGICAL DOSE AND ENDPOINTS FOR MESOTRIONE FOR USE I HUMAN RisK
ASSESSMENT

FQPA SF* and Level of

Exposure Scenario Dose %L%SQ‘ AsSESS- | concem for Risk Assess- Siudy and Toxitological Effects
Acute Dietary all populations Not Applicable Not Applicable No appropriate study available.
Chyonic Dietary all popudations LOAEL= 2.1 mgfkg/day, UF | FQPA SF = 10X, cPAD = Reproduction Study - mouse
= 300 {10 x 3}, Chronic chronic RID/FOPA SF =

RMD = 0.007 mg/ko/day 0.0007 mgfkg/day

Offspring LOAEL = 2.1 mg/kgiday based upon
tyrosinemia in F1 and F2a offspring and ocu-
lar discharge in F1 pups*™.

Oral, Short-term (1-7 days) No residentia uses. An endpoint was not proposed/selected.
{Reskiential)
Oral, Infermediate-term (1 week Mo residential uses. An endpoint was not proposediselected.
- several months) (Residential)
Cancer (orgl, demal, inhalation} | not fikely Not Applicable Acceptable oral rat and mouse carcinogenicity
studies; no evidence of carcinogenic or muta-
genic potential.

’ The reference to the FQPA Safety Factor refers to any additional safety factor retained due to concemns unique to the FOPA.

~ Plasma tyrosine levels were increased in the rat, mouse and in the chronic and reproduction studies in which fevels were measured.
The ocular, fiver and kidney effects are believed b be mediated by high tyrosine fevels in the blood caused by inhibition of the enzyme 4-
hydroxyphenylpyruvate dioxygenase (HPPD). Even though the rat is the most sensitive species B this effect compared to the dog and the
meuse, EPA concludes that the mouse is a more appropriate model for assessing human risk than is the rat.
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USA

(P-US-646(2))
EPA
Office of Prevention, Pesticides And Toxic Substances, Mevinphos: Revised Human Health

Risk Assessment. Chemical L.D. No.015801 Case. No 0250. DP Barcode D266026. (2000)

ACUFRRACERT A ERBEIL. TOMOFRY VEELEFRIC, 2 ) = RXT 75
—+¥ (ChE) EMMERICEEL TV, AMRAORR, SHEREARR VU BHERAE
MRBROBHEN D, ALVFRAZIVPHOREVWAY 2 XT 5 —EHERD1H>TH
5 (EUENTTY—1:8128), AFEEO= Y P8 MNE, R/hEEE (LOAEL),
2.0mg/kg/ B TFR® b A M ChE PAE K UMK ChE FHEW ITERERICE IV 5 S
BEYXRVFMTRAVSESREMEE (NOAEL) X 0.lmgkg/A ThoTz, BHHBHEOT N
FA Y ME Ty bERAWE 2FRROZFERERICE T 5 LOAEL, 0.35mgkg/H TR L
N5k ChE HER N ChE BEFICESW s KRRICBIT S, BEER Y XJFHMET
Fiv»5 NOAEL iX 0.025mg/kg/ B T o 7z, BEIRFHEESMAEEZER L CHEHash)
2 7FHBCAVWE2RARE (RD) 1. 2HEERICH LTk 0.001mg/ke/H ., @HEFRITE
L TiZ 0.00025mg/kg/ A Th o7z, FERFMEELHELED TWEHDIL, Y A7 DY — FER
DIFE IR (FBVEN) THD, AL UFRIRITE M 2B BOBREIZ 2V,
ZAEFHERRTIX RBYICEE L RBIEEH~DRBRZMEITHLNIHRD bh 2o T,
F v e AW ZHREERRICET 2AERERR T, HARCERELZZITIZHAER
DRZHTTEEZ R TALPOBERRD LN, A VRIS 10H S ChE HEAITH
M. 7y hERWEAMHSREERR TIIMBE LOMRREZNEEIIRD o2
Tzo LU, ARENERARTIZ, 8 AMA LV ARAOREEZZIT 2 MIBWTHEE
BRT A —FZ DELRRED bz,

1996 4= 8 A 3 AHIED RS SEREE (FQPA) 13, LRRWHNEDORZHTTEDT
BEHEZH DI, U A7 FHEIC 10x ORLSHREEHEA L, REOBE L BT 53023
BRVWRY ZHEBEETALIBER L TVD AL URADRE ARkt L RELERL T,
BHEERY X7 FMICE L Tt 10x ORE/EE TR TOBEAY 7 7/ —7 Iz LTE
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DEFHERITARETHD L VWO FERICE-72, B 27 M DEE . FQPA ZL4E5IT.
LR PRERUCHESHHOLF (13 mULE) KL TR 3 IZEL., 203 ~<Tod
TREEMICH LTI FQPA ZEFEEHEA Lieh o (BE 1x), fE> T, AMES RD
RUMBMHER RID 254§ 5 FQPA Z2REI LV 5T, TNFhoRBEFARRERE

(PAD) ZHXHITHVENDH S : PAD XTI Th, AR, FEBRUEHE (138ELLLE)
125 LT 0.0003 mg/kg/ B . & Dfthd¥ 7 FERMIZH LT 0.001 mg/kg/ H R T _RTORE
Y7 7 —F1Zxt LT 0.000025 mg/kg/B &725, Zhbit, BAY R/ HEMTHNS
EHODAY—NER, T2bb, mghg/ HEMTAC U AR BRARE TS BEE I3
BRELRD,

Table 1. Acute Toxicity of Mevinphos

IGuideline
No. Study Type MRID #(S). Results Toxicity
Category

81-1 Acute Oral - Rat 40570701 |LDg;=3.5 mg/kg (M) |
2.3 mg/kg (F)
2.8 mg/kg (M+F)

81-2 Acute Dermal - 40570702 | LDy =51 mg/kg (M) !
Rabbit 60 mg/kg (F)
54 mg/kg (M+F)

81-3 Acute Inhalation - | 40600001 | LC,,=0.012 mg/L |

Rat (M)
0.0073 mg/L (F)
0.0098 mg/L (M+F)
81-4 Primary Eye ~ Waived
Irritation
81-5 Primary Skin Waived
Irritation ‘
81-6 ||Dermal Sensitization] 40570703 non-sensitizer
- Guinea pig
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Table 2. Mevinphos Doses and Endpoints for Risk Assessment.

brain cholinesterase in males and famales

EXPOSURE DOSE ENDPOINT STUDY
SCENARIO {mgfkg/day)
' NOAEL=0.1 {increased incidence of clinical signs, Acute Neurotoxicity
Acute Dietary mg/kg/day | changes in the majority of the FOB _ Study in Rats
UF = 100 parameters and decreased plasma and {MRID 42985401)

Acute RfD = 0.001 mg/kg {General Population)

Acute RfD for Females 13+ not proposed

Acute PAD = 0.0003 mg/kg/day for females 13+, infants, and children (FQPA 10X reduced

fo 3%}

Acute PAD = 0.00t mg/kg/day for the general population (FQPA 10X removed)

decreased plasma and brain cholinesterase

Combined Chronic

Chronic Dietary NOAEL = activity in males and females Toxicity/Carcinogenicit
0.025 y Study in Rails
mg/kg/day {MRID 43088601)
UF = 100
Chronic RfD = 0.00025 mg/kg/day
Chronic PAD = 0.000025 mg'kg/day (FQPA 10X retained)
Short-Term NOAEL= Not required - import tolerance only -
{Dermal and
inhalation)
Intermadiate-Term NOAEL= -
{Dermal and
inhalation}
Long-Term NOAEL= N -
{Dermal and
inhalation)
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USA

(P-US-646(3))
EPA

Office of Prevention, Pesticides And Toxic Substances, Mevinphos: Toxicology Chapter for

RED PC Code: 015801 Case. No 0250. DP Barcode D251794 (1999)

B. 2

1T, ACUVFRRAOBMERT - 2ENT 5, FIATERRRIZ, ACCRRO
SMENT —FEHICEST 5, R, BO. BERUVBRARERR CRMEZENIER
IRV (AT EY — 1), —RIBABERCEERERBR T, EEOEEOLDICE

WEEX T, ELEY FERAWVWREREERRTIE, BETHo 7,

C. migttEs
FZy MBITAmEMEDEN
mEMEMEAER (MRID 42588501) Tix, 10PEo» Crl : CDBR %5 v NREEEIZ A &

VRAIESIERS : 89.89% (FNT 7 BMEE : 74.8%, ~— & Bk : 15.09%) 1% HETIX
0.05, 0.50, 1.0 X (* 1.5mg/kg/H . METiX 0.01, 0.05, 0.50 & T 0.75mg/kg/ B DFAET 90
ARAEENERE Lz, BAEHEOECICLY, #5 36 BEBICAE%R 1.5mgkg/A0 b

1.0mg/kg/ B IZPE U7z,

MmEME (NOAEL) 3. #Tit 0.05mg/kg/day, #TiX 0.0lmgkg/H Th ot MHHED
EMNBEREREVCLE2Y) Vo R T5—FRETEYCRREOHK Y X7 5 —FETIC
HS5% F/HEHE (LOAEL) I13HTit 0.50mg/keg/R. METix 0.05mgkg/B Th -7z,

D. BiHEERUREHE
< I XAV RENRR
- 2B AW REERR (MRID 41016201 & 18 41636801) TlE. 50 JLod CD-1 <=

AMEREBEIC A R R (o BMEE : 66.5%, B R :21.2%0) 0, 1.0, 10.0 T 25ppm
(B : 0.1, 1.5 RU*3.7mg/kg/A ., M : 0.1, 1.9 (X 4.8mgkg/H) DORAET 18 » ARELE
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BE L, REBRBAGFRICER/NMEE (TRUTORL) BR OV, HEEMICEEREYD
EERRE. RECEELERRBD S o 7z, NOAEL iX 10.0ppm (& : 1.5mg/kg/H .
i - 1.9mg/kg/B) ThHhd, ZRBROBBREOR/MEE/EEBMER/ I ES5% . LOAEL

1% 25.0ppm (# : 3.7mg/kg/R . # : 4.8mgkg/B) Th 5,

BEHTHESOREROEMIBD bhihol,

7 v b EAVCTCEBRENSEEES IR

BHEE /RS OFER (MRID 43088601) Tik. #3580 T Sprague-Dawley &

v MEREBEIZ A © R X (RS : 85.74%) % 0, 0.025, 0.35 % 1X0.70mg/kg/ B > B =
BRE5RTE S BIICK 104 ARIICHT: > THREEDEE L1,

FPRBZRRFIIIERIIRD b i2h ok, BARMETIE, FHEREDRERDH
MABH ST (REBE : 29%%BE - 0%), LL, ZORERIFEFOEEANR
#EH (0~5%) LN THh o7z, @A ERM TIE, FIHRIRE (RE5E  4.5%% 5t BBEE : 1.4%)
RORHIE (REH : 1.5%3RE : 0%) ORAEROEMMARD bk, BHAERN
DFFMIARIEORAER (4.5%) 13, HEFTOE RN REE (0~2%) 2BXI, AR
P—IlL>THAShIBREINTERME (1.4~21.7% : Mc Martin fi1, 1992 ; IR,

20#2, 212~225 H) O#mBENRNTH -7,

@ LOAEL 13, MR UMW) v XTFT 5 —PEMBETICESE, MHEL HIC
0.35mg/kg/B THh 5, BYE: NOAEL ix. MERES %12 0.025mg/kg/ A Th 5,

E. A7 - 4B
VY XE AV HARRESHERR

WET SN 7= RAFHERER (MRID 41823801 KT8 42422201) Tix., ATZRBLI- ¥ X
(i 20 PC/AE) ICAEUFR (DALY - 89.57%) % 0, 0.05, 0.5 KX 1.5mg/ke/
AORETHEHKRT~19 BREICHREHENRE LT,

M=y v R7 5 —EEERDICESE, BEWITxT % LOAEL i3 0.5mg/kg/B ©
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Hy. BT 5 NOAEL i3, 0.05mg/kg/H TH B,
BEICEE LIERR, a5 2—F (AR - HERBKRAKR (FBEFIY
DIEIRE)) . BRIREL, BMEREERUCRENRT A—F) TEBD L1,

B4R B LOAEL (38 b zah o f, AT 5 NOAEL i3 1.5mg/kg/H  (FRER
mHE) THD,

v b EAV: HARBEAFEERR
7y MERAVWEHARREERR (MRID 40201401) TiX, REKO 24 L/EFHO

Sprague-Dawley 2 CD T v MIRA EVHRAR (VRARMEK:665%, bT 2 REMEK:21.2%)
% 0, 020, 0.75, 1.0 RO 1.25mg/kg/ A DAETHYR 6~15 B BIZHEHIENERE L7, &
B5¥REIX 10ml/kg/R Thote, BEDORERRNI A—FIFRELLR, 2 =R T75
—BRIEITEEh 207,

BEMIZXT 5 NOAEL = 0.2mg/kg/ B ; IRERDERRIERICES X, BEWITx 5 LOAEL
=0.75mg/kg/ B

KT 5 NOAEL i1 1.0mg/kg (RRERE A &) LA b, FAICXS 9% LOAEL i3I, 1.0mg/kg/
HEBTHD,

7 v b &AWV B R AR
2-HHA A TEE MR ER (MRID 42122201) ik, 35 UT/if#E/EE @ Crl:CD BR Sprague-Dawley

%7y MOKBREAL LTOAE YRR (BRI : 89.57T%DFEZAS) % 0.05, 0.1 &
N0.5mg/kg/ H DB TTROMALZERE, REMRBBEARE L, B+ 5513
78 HEAME L. ZECAT 10 BRIk 7=, R #REEHRT S -OICBR I F1 HAR
X, A% 28 BB (PND) KZOWH L RKOAETRERS L, RBROK Y OHIHRE
BE LT,

EEMIZHT S LOAEL |I, MoV XTS5 —PEHOREBICESE, HTIX

0.lmg/kg/H . HETIX 0.05mgkg/B ThH b, BEMIZ*T 5 NOAEL (X, #TiX 0.05mg/kg/

B (REREKHEE). BT 0.05mgkg/ BRETH D,
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BRERVETEROED, BREIBE LEEIERORY . NRENEREORD . &
RE SRR OMRBEMEZOEE NCHFERGCEOR I ES & | R4 RS IC T
% LOAEL {3 0.5mg/kg/ B T 5, AFE/MHAERITH T 5 NOAEL i 0.1mg/kg/ A T 5.

F. 2RFA
AEYRADZRTANLON S BEFHERRTIL. HBRMWEIIXRXIF 7 X E TA100
DERE TIIBVERERBRERVCF ¥ =—X L2 Z—FE (CHO) #IpIZ X 5 #i
HFEEFRRERRR CITEBHEORE R 2R L, CHO Milas AV - Ra kBB S Risic s
LTHBRR, AFETHRICHBELEBERISEHRTHZ ENTRRENE, LAL,
BIEFMORT RITIR 2 < T ORANOABRERIITEE M L2 TE RS 20 ‘
1) FEECHVRETHELZAVCBETREAZERR CHBVBMEFTRAR LN,
2) CHO MIlADORNRERME (MF) OEBMERISOBEIIT., FRETZ<. B
MREEOHDHBETELKE, X512, MF O#iE, OISR CII—RIcR
B LN HE R MF OFHANICH -7,
3) BERICHERSRIBE MD 2B L. BRBICH L CHRSEEZELRITL-HE
TOH, BENCREAERENERICHEICHEBE L8NSR D bhi,

F. R
FIRTRRRBT — 5 12, H4 K54 OBCHAEE LTEY . Ty MeBIF3
RAEE 2 BRI R T, BIEEMRED B 5 REMIZ L, @

G MRFHHESE
=0 b Y FRAVWEEEOBEMEEEAR
12.5mglkg D AL HRARRT bu b & 2PAME(CYORERES R E L7~ 10T

EOME=" b UMREL Lz, 7TEOEFH=Y F Uiz, 21 BEIZ 12.5mgkg DHEET
_EHBOREEIT oM, B1BICBRINBRERITES LT, BEET. BYX. BT
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BED, P oilnicidy. BERIET. MR, Ml BREARCKECH- 7, BiEE
BB L7z, REEMEIZIIZER R oT, BEMEEEORTRIIR1 o7, M
BORBMBEFNOEMT, ACURR2RELIEME=V M) TRRLOARDPST,

7 v bEAVW AR EHHAR

AMEHREER 7 V—= 7Ny 7 Y —3RE (MRID 42985402) Cit. MEET ~ & (27 T
IHERERE, 17 DL/MEREAS R BEE) I A AR R (BRI - 86.55%) % 0, 0.025, 0.1, 2.0
KU 3.5mgkg DABETHA A KICEN L, SBHROBE®RE L7, FOB, EHMHELRE
Cal) X7 7 —BERIR, 8545455 7T BRU 14 BERICFHE L7,

ERARIEIR, FOB /37 XA —F ORK¥DOEBE NICmIFER M= ) = AT F—EDEKT
DRAE LRICESE, AMMEENICT 5 LOAEL i3 20mgkg Th 5, Akt

{29 % NOAEL / 0.1mglkg T¥H 2,
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USA

(P-US-647)

EPA

Mefenpyr-Diethyl; Pesticide Tolerance

Federal Register Vol.68. page 23038, April 30 (2003)

EMFH T T AL

ATV EATVIZTFNMZ Lo THERINHIBERIEAOHEHICOWT, AXEDOEK1 TE
Z21rLEbic, EHERRTEONWZEZEE (NOAEL) K/ EMHE (LOAEL) 2o

WTEHEEY 5,

EMET L FRA VR

E P RZFEBCERLIZA 7 2 AP FAOERFEHT Y RRA > MZOWVT,
AXETENLTEET S, EPAIISHERICETIBSII VLKL TWS, Fv b
BLUOUIFrAVWERETEERBREL DT, BOEERBRICWTEERT Y RRA
MNIBES N2 o, FE 1,000 mghkg/B E TEHEIIPHREETZIIEHGEHEINR
YohdZ Lixl, 7y FREBERRIZEBV T, 1,000 mg/kg/ B LER THRAERIR
HOENBZLidehot, EoT, EHBLTFH I RIFMOIdOT FFRA VM
BEIShRh)ot, BITERNZ -V (Thbb, =40 1EOEA) »oHETL
T, BEBBRZ N THEHBRESEC S LIIFRERRY, o T, RERET Y FEA
V MIRE Lieh oz, RS, AMEEHEITE FEXAEDEICIIFEI A THRND
T, BBRAMIETET Y FRA P BRELRP T,

BEBRICE2EMH) A7FMCBE LT, ZHRERESHRBRICEIT S NOAEL 57.3
mg/kg/B ZEPNRTY FRA L P E LTHRE L, 100 BEOFEEEREELEZERL T, 18
M RED 1% 0.57 mg/kg/H & B &h 3 (NOAEL 57.3/ UF 100=0.57), EPA X, 1f5&\5
FQPA Z2FEBEFERLIEDT, A7V EAPIFLOEBEBERNTFEAE (PAD) I
0.57 mg/kg/H LB &N 5 (RD 0.57/ FQPA 1=0.57),

HIRB I ONRO - DR2BEK
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HARR L UCHAERREE, 7y MANRESHRRIIBV T, BBMWESEETT
HoTh, RAEBUATRTIHEHIIR LN o, THXREZEMRRICBVT, B89
BEUMFET CREBESRON, R LEEEAEKE (250 mghkg/B) KBNT, &
RTMENREL, HeORBERT —FIZOWTHELER, ZOBVREZRLREY
BHECIZL0200, HEVIERAEBHICE 3 bOROMIET AIHUIE b d >
o 2T, BEYENR L URAEZMHICET 2 NOAEL 88 L U LOAEL 3\ -Fhb I 0
ERIZESWTW S, 7y P ZHRAESHRRE L CHARRAZEERRICBVW T, B
BMEHEHR T OAEKEL LOA THITREBMIERAIRD O, Zhb 2RR TR
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TaABLE 1.—SuBCHRONIC, CHRONIC, AND OTHER TOXICHY

Guideline No. Study Type Results
8703160 Subchronic feeding stud- | NOAEL = 83.3/105.4 mg/kgiday (milligram/kilogram/day), male and
ies in mouse female (MIF!

LOAEL = 445.0/523.5 mgfkg/day {M/F) based on decreased body
and kidney weight, increased liver weight and hepatocyte hyper
#rophy in males;, decreased bilirubin and increased lactic acid de-
hydrogenase values in females

870.3100 Subchronic feeding stud- | NOAEL = 206.7/223.0 mg/kg/day (MIF)
ies in rats LOAEL = 660.6f/708.9 mg/kgfday{MiF) based on decreased body
weight (bwt) gains; decreased erythrocyte counts, hemoglobin and
hematocrit values; and increased relicutocyte coumts and mean
corpuscuiar volume
870.3150 Subchronic feeding<dogs | NOAEL = 80.5/81 2 mg/kg/cay (M/F)

LOAEL = 341.0/336.1 ma/kg/day (MIF} based on increased absolute
and relative liver weights and alkaline phosphatase aclivities in
both sexes; focal fiver lesions in females; slight anemia in beth
sexes; decrease in mean bwt and bwt gain in females and de-
creased food consumpiion in both sexes

B870.3260 28-Day dermal toxicity NOAEL = 1,000 mg/kg/day highest dose tested (HDT)
frat) LOAEL was not determined, but would be greater than the NCAEL
870.3700 Developmental toxicity in | Matemal NOAEL < 1,000 mg/kg/day
rodents {rat) Matemal LOAEL = 1,000 mgfkgiday based on decrease in body
weight gain and food efficiency during the first weeX of treatment
and on increase in absolule and relative spleen weights

Developmental NOAEL = 1,000 ma/kgiday

Developmental LOAEL = Not determined but would be greater than
the NOAEL. Note that only one dose was fested

870.3700 Postnatal devefopmenial | Maternal NCAEL < 1,000 mg/kg/day
toxicity in rodents (rat) | Maternal NOAEL = 1,000 mg/kgfday based cn decrease in bwt gain
and food efficiency during the first week of freatment

Developmental NOAEL < 1,000 mg/kg/day

Developmental LOAEL = 1,008 mgfkgiday based on marginal de-
creases in fetal bwt and bwt gain durng lactation. Note that only
one dose was tested

B70.3760 Develppmental Toxicity in | Matemal NOAEL= 1060 mg/kg/day
nonrodents frabbit) Maternal LOAEL = 250 mgfkg/day based on higher rate of abortions
and mamginal decreases in body-weight gain, foed efficiency index
and food consumpiion
Developmental NOAEL = 100 mg/kg/day
LOAEL = 250 mg/kgfday based on higher rate of abortions
8703800 Reproduction and fertiity | Parental-Offspring/Systemic NOAEL = §7.3/76.0 mgfkgiday (M/F)
effects Parental-Offspring/Systemic LOAEL= 306.0/382.0 mgtkafday (M/F)
based on decrease mean bwt and mean bwi gain in parents and
offspring and zn increase in mean spleen weight an increase in
the severily (bt not in the incidence) of splenic extrameduliary
hematopoiesis in: females.

Reproductive NOAEL = 306.0/392.0 mg/kg/day (M/F): HDT

Reproductive LOAEL was not determined but would be greater than
the NOAEL

870.4100 Chronic-feeding toxicity- | NOAEL = 51.4/57 6 mg/kg/day (M/F)
dogs LOAEL = 260.2/282 2 mgfkgiday {M/F) based on high ALP levels
and increased absolute and relative fiver weights m beth sexes
and grade {1 {minimal) intrahepatic cholestasis in the liver: 2fsex
870.4300 Chronic Toxicity-Carcino- | NOAEL = 48 5/60.0 mg/kg/day (M/F)
genicity rals LOAEL = 251.6/318.0 moskag/day (M,‘F) based on significant in-
creases in reficulocyte counts
8704300 Carcinogenicity mice NOAEL = 350.8/463.4 mg/kgiday (M/F)
LOAEL = (MfF) not determined, however, study considered adequate
for carcinogenicity based on resulis of subchronic study
870.5265 Gene Mutation Saf- Non-mutagenic with or without activation
monelia and E. Coff
8705360 Gene Mutation HGPRT Non-mutagenic with or withowut activation
with V79 celis
8705375 Chinese Hamster Lung No clastogenic response with or withoet activation

Fibrablast Assay
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TABLE 1.—SUBCHRONIC, CHROMIC, AND OTHER ToxiCiTy—Continued

Guideline No. Study Type Results
B70.9395 Micronucieus Assay No clastogenic response at any dose or sacrifice time
870.5550 Unschedule DNA No clear evidence of genotoxicity. However, study not accepiable
synihesis
870.7485 Metabclism and Single dose of t or 100 mgf/kg bwt Urinary excretion - 76-88% of
pharmacokinetics administered radioactivity with 58-72% excreted within first 24

hours. Fecal excretion ranged from 13-32%. 83-91% of adminis-
tered dose excreted {urine and feces) by 24 hours and 91 to >
99% excreted by 48 hours. At least 68-88%% of administered dose
absorbed. Recovery in tissues/animal: 0.24% of administered ra-
dioactivity {range: 0.07 — 0.51%). General order of concentration
plasma > whole bfood > lungs > subcutaneous fat > heart > kid-
neys » relroperitoneat fal > liver > gonads > pancreas > skeletal
muscle. No volatile radioactivity detected 0-24 hours after dosing.
Between 100-1066% of administered radioactivity recovered.

Single dose of 1 or 100 mgfkg bwt Radioactivity rapidly excreted:
total of 78-92% excreted by 48 hours. Renal excretion predomi-
nant route of elimination (65-72% by 48 hours), indicating that at
least 65-72% of the administered dose was absorbed. None of
test material found in its original form in urine. Three metabolites
tdentified in urine: 13-26% of the radioactivity was recovered in the
feces by 48 hours. The same three metabolites identified in urine
were also present in the feces: Proposed metabolic steps: Con-
secutive hydrolysis {saponification} of the two carboxylic acid ester
groups and a decarboxylation of one of the carboxylic groups, re-
sulting in an aromatization of the pyrazoline ring. Enterohepatic cir-
culation is unlikely to play a major role. in males, there appears to
be either lower intestinal absorption or a higher biliary excretion
when compared to females.
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Office of Prevention, Pesticides And Toxic Substances, Lactofen: Preliminary Human

Health Risk Assessment for Tolerance Reassessment incorporating Revised Cancer Unit

Risks; PC Code: 128888; DP Barcode: D269621 (2000)
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Table 4. Toxicology Profile for Lactofen

B LD >2.0 ghkg (k8 (EMH T

H,

BT, T M7= TiEE

Study Type NOAEL LOAEL Additional Relevant Data
(ne/kgiday)  |(mekeiday)
Acute Oral Taxicity/Rat: 4.0, LDy  Males = 8.7 pkg bow. Symptoms scen in all dose groups: decreased activity, ataxia,
5.06,6.93.9.12, 12 ghkeiday a.i. Fermales - 525 ghg baw. diarrhea, excessive lacrimation and salivation, wet abdomen.

Accession No. 073859

Cambined - 5.96 gk b.w.

Significant mortality: 12 g/kg dose (4/3 o° and all ¢ died on or
before 3% day of study): 695 a/kg (3/5¢" and 4/3¢ died within first
3 days of stdy)*

Toxicity Category IV

Acute Dermal Toxicity/Rabbit: 20
o/ke/ bow. for 24 hrs. Accessian
No. 073859

LDy » 2.0 ke bow.

Symptoms: nasal discharge, soft stools, diarrhea, anorexia,
decreased activity, paleness, muaus, and lacrimation. One animal
died on day 15 of the study (this death was deemed incidental).
Torxicity Category I}

Primary Eye Imritation/Rabbit:
0.0 ml of Manufacturing Use
Product {MUP) Accession No.
073859. {Original study was

unreadable therefore exact % a.i.

cenld not be determined}

Moderate eye irritant

Conjunctivae involvernent (moderate redness, slight chemosis,
and minimal discharge) seen inall amimals | lr. post-dose but
cleared after 72 hrs. Iidial ivrifation in 89 animals; cleared by
48 hrs No cameal injury. Texicity Category It

Pritmary Dermyal Trritation/Rabbit:
0.5 mi for 4 hrs. Accession No.
073859

Very slight denmal irritant

Very slight erythema and eschar formation in 5/6 animals which
puarsisted for 48 brs. Texicity Category 1V

Acute inhalation Toxicity/Rat:
Nominal Concertration of 52 me/l
(anal ytical concentration of 63
myL) for 4 hrs. Accession No.
073859

LCy, Combined > 6.3 ma/fL

Nasal discharge, ataxia, decreased activity and labored breathing
seen within the first few hours post-desing. All clinical signs had
resolved by day 5 of'the study. One animal died on day 5 of the
study: this death was classified as incidental. Texicity Catezory
W
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Table 4. Toxicology Profile for Lactofen (Continued)

Study Type

NOAEL
(mg’kesday)

LOAEL
tmpkedday)

Additional Relevant Data

Dornual Sensitization - Guinea Pig
30% MUP. Accession No. 073839

Not a dermal sensitizer

Dermal Penetration Study - RAT:
3.6, 18.1, and 72.3 ugiony. Extent
of absorption was detenmined ar
0.5. 1. 2,4, 10. and 72 lus. after
exposire to the test article.
Accession No. 073843

1-4% dermal absorpticn at the 4 and
10 hr. time points

No systemic toxicity was reported  “C-PPG-844 (lactoten) was
observed inthe blood 2 hrs. post-application.  Levels of compound
continued o rise over the next 24 brs. plareaud and remained
constant up to 32 hrs. (terminal sacrifice). Afler 72 hrs. - 8-10%
of lest aniicle is absorbed through the skin.

Dermal Penetration Study -
MONKEY
100 ugfen’ (exposare time 10 hrs.)

4.6 dermal absorption throughout
the duration of the study.

No systemic loxicity reparted.

Metabolism and Phannacokinetics
Study - RAT. Doses: 125 or 1250
mgdkg {gavage). Accession No.
071222

Seventy lwo hours after administralion » 974 of the radiolabel
was recovered in the excreta (urine and feces). Urinary excretion
comprised 29 - 56% of the dose while the fecal output totaled - 43
- 67% of the dose. While the parent compound, lactofen, was the
major metabolite in the feces, the major metabolite in urine was
aciflucrfen which accounted for > 90% of the radicactivity
recovered in this fraction. The maximum percentage of
administered radicactivity that accumulated in a tissue sample

was 0.55 - 0.75"5 in the biver.

Table 4. Toxicology Profile for Lactofen (Contined)

Study Type

NOAEL
(mgkesday)

LOAEL
(mgke/day)

Additional Relevant Daa

Chionic Foeding Study’Dog: 0, 40. 0.79 3.96 based on proteinaceous casts in - { Effects seen at the highest-dose tested (19.78/593 mgfkg/day)
200. and 1000;3000 ppm {0, 0.79, the kidneys (176 <'), and statistically  Jincluded: 1) decreases in body weight, bady weight gain, and food
3.96, 19.78/59.33 me’kefday) ) significant increases in the absolute | consumption in males umly; 2) decreases in the red blood cell
year wights of the thyroid and adrenal count (RBC). hemalocrit and hemoglobin levels as well as
MRID No.41967901 glands in males. increases in the leukocyte d lymphocyte counts fimales and
fenmles) [these changes in hemarology and clinical chemistry
parameters were first noted during the menth 5 evahuation and
persisted unti) the end of the study period): 3) statistically
significant decreases in the absolute weights of the heart, spleen,
adrenals, thyroid, and kidneys: 4) statistically significant
increases in the relative waights of the liver and kidneys
{organ/body weight); and 5) increase in the incidence of
proteinaceous casts in the kidneys (2/6 <\, 146 §).
Carcinogenicity’Mouse: 0, 1.4, 7.1 Could not be 1.4 (LDT) based on Effects secn at the 7.1 mg/ke/day dose kevel included: 1)
and 35.7 mg/kg'day. 18 months biished hey ly, i dliver increases in liver weight; 2) increased incidence of dark colared

Accession No. 0735848

wé—ight, and incréased sinusoidal cell
pigmentation.

and/or enlarged livers: 3) hepatocytomegaly; 4) increased
imcidences of focal cell alteration and sinusoidsl cell pigmentation
in the liver: and ) hepatocellular adenomas. At the highest-dose
fested (35.7 mg/kg/day), the severity of these signs of toxicity
was increased. Other effects noted at the 33.7 mg/kg/day dose
level were: 1) increase in the incidence of non-naoplastic and
naoplastic liver masses: 2) increase in kidney pigmentation and 3)
increase in the incidence of cataracls.

Tuble 4. Toxicology Profile for Laciofen (Continued)

Study Type

NOAEL
mgkesday’

LOAEL
(mgikgiday)

Additional Relevant Data

Combinad Chronic/Oncogenicity
Study/RAT: 0. 2, 19, 38, and 76
mgkgiday for 104 whs.
MRID No. 150329

2

19 based on statistically significant

or discolored livers and changes in
clinical chemistry.

increases in the incidence of mottled

Effects seen at 38 mg/kg/day Included: 1) decreased food
consumption. 2) increased incidence of mottted diffusely dark
livers and kidneys, 3) increased incidence of dark discoloration of
the testes, 4) decreases in hematocrit and hemoglobin levels, Si
increases in aspartate aminotransferase, alanine aminctransferase
and alkaline phosphaiase levels. 6)decreases in cholesterol. blsod
urea nitrogen. and towl protein globulin levels, and 7) increased
incidence in the pigmentation of hepatocytes, Kupffer cefls and
renal corlical tubule cells. Effects seen at (he 76 mg/kg/day
dose level (HDT)® were similar (o those scen at the 38
mg/kg/day but more severe, [n addition other effects seen at
this dose level were: 1) decreased body weight: 2) mortalily: and
3) increased incidence in basophilic or eosinophilic foci of cellutar
alteration; and 4) increased incidence of neoplastic liver. nodules.

Prematal Developmental Study/Rat:
0. 15, 50. or 150 my’ka b.w. in GD
6-19. Accession No. 071226

Matemal: SO
Devalopmantal: 50

Maternal: 130 based on signs of
toxicity (excessive salivation,
letharpy, dried red material around

statistically significant decreases m
body weighl gain.

Developmental: 150 based on
decreased ftal weight and skeletal

bent ribs and/or limb bones) and
reduced ossification of vertebml
arches.

the nares and inguinal regions) and

abnormalities (increased incidence of
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Tuble 4. Toxicology Profile for Lactofen (Contisued)

Swdy/RAT: 0,29, 14.1, o1 73.7
mg'keiday for «: 0, 3.5, 17.0, and
84.3 mgka/day for 3. 13 weeks.

Accession No. 071224,

Study Type NOAEL [LOAEL Additional Relevan Data
(mgkedayy  [img/kegiday)
Developmental Toxicitys Rabbit: 0, Could not be Matemal > 20 (HDT) The only effect seen in this study was a dearease in food
1,4, 20 mgkeiday. GD 6-18. established Developmertal > 20 (HDT) comsumption by the does. This was not accompanied by decreases
in by weight or bady weight gain. The HIARC conslders this
study as unacceptable/unon-ungradable based on the Cact that
the dosing was inadequate.

Muhigeneration Reproduction Parental: 2.6 Parental: 26.2 based on montslity and | For parental groops st the high-dose leved, in addition to death,
Study/Rar: 0, §0, 500, or 2090 ppm Offspring: 2.6 decreased male fertility. theve was: 1) decrease in body weight/sain; 2) increases in spleen
( 0. FOmales 2.6 /FO females 3.1 | Reproductive .2.6 [Offspring: 26.2 based on reduced pup |and liver weights; 3) increase in the number of litters with dead

mg’keiday; F1 nales 2.7/F1 body veigh and decreases in the pups at birth [both litterings); 4) increasad incidence of liver
females 3.3 mykpdday, FO males absolutz and relative spleen weight  |[hepatoeytic centrolobular degeneration and necrosis) and spleen
26.2/F0 femalas 31.8 mg/ke/day; Reproduwctive: 26.2 based on {extramedullary hematopoiesis} microscopic. lesions: 5) increases
F1 roales 26.7/F1 females 32.9 decreased male fertility. in testis weight; §) increased incidence of bilateral degeneration
mgke/day, and FO males 163 3/F0 or maturation arrest of germinal epithelium in the testes,
females 121.3 mp/kgiday; F1 males hepatocytic centrolobular degeneration, necrasis im the liver, and
115.4/F1 females 138.9 mgky/day. extramedubary hematopoiesis in the spleen.
Accession Nos. 072201, 072202, For offspring groups at the high-dose level, in addition to
072203 decreased pup body weight, there was: 1) decreased pup survival;
and 2 decreasad testes [F 1 md F2], brain (F1, both sexes), spleen
[F1 and F2, both sexes], and liver weights [F1 males).
Subchronic Oral Toxicity 14.1 73.7 based an decreased body weight,

increased mcidence of anemia,
mereased levels of serum enzymes
and bilirubin. decreasad levels of
clucose, increased liver weights, and
increased incidence of micrascopic

liver lesions.

Table 4. Toxicology Profife for Lactofen (Contirued)

Study Type

Additional Relevam Data

(mg/kgiday)
Subchronic Oral Toxicity Could not be fay based on ch All mimals a the two highest-doses tested died wiihin the first 2
StudyMOUSE: 0, 3.7, 286, 1429, established clinical chemistry parameters, weeks of the study. A myriad of effects including changes in

7143 or 1,428.6 mukriday. 90
days. MRID No. 00132882

Increases in organ welight and
bistopathelogicat findings.

hematology, climical chemistry, and organ weight parameters
were noted at the 142.9 mg'kpiday dose level. During week 7 of
the study period. the 87 mg/kg/day dose level was increased to
285.7 mg/kg/day to assess the maximum tolerated dose level
(MTD) As a result, no NOAEL could be determined.

| Satmonella typhirivm dnammalian

nucrsome Imulagenicity assay.
Doses 50 - 5000 zg/plate = S9
activation. MRID 00150346,

No cytotoxicity evident at »50 pg'plate in the absence or presence
of metabolic activation. PPG-84 Induced a dose-related
increase in revertant colonies of strain TA 1338 in the absence
of 89 activation; however, no effect seen In strain TA9S
(derived from TA1S38).

Sclmpnelio fyphirium Anammalian
micresome mulagenicity assay.
Doses 50 - 5000 ppyéplate = S9
activation. MR1D 00150347

Cytotoxicity was not evident for any strain up to the limit dose
(5000::plate). Ne evidence of PPG-84 tnduced mutagenic
effect.

In vifra cytogenetic assay with
Chinese Hamster Ovary {CHO)

1 cells. Doses: 31.25 - 360 pg/ml +
$9 activation and 15,63 - 250
w/ml - $9 activation. MRID No.
00150626

No evidence of clasiogenic effect in the presence or absence of 89
activation.

| Mammalian Cells in Culture Gena

1 Mutation in Chinese Hamster

Ovary (CHO) cells. Doses: 25-150
upml. MRID No. 00150348

No evidence of cytetoxicity at any dose tested. No clear
indication of mutagesic effect in the presence or abseoce of S9
activation.

Unscheduled DNA Synthesis/1*¥
mouse hepaiocytes: § x 10%t0 5
mg/ml for 19 hrs.

MRID No. 00156064

Cytotoxicity at > 5 x 107 mgfml

No UDS

Table 4. Toxicology Profile for Lactofen (Contimed)

Study Type

NOAEL
tmgkeiday)

LOAEL
(mg/kg'day)

Additional Relevant Data

Iz vivg DNA covalent binding in
mpuse liver Dosa: #C-PPG-844 af
33 mCi‘mmole

A covalent binding index of 1.4 £ 0.6 was determined for
lactofen. This suggests a low binding to mouse hepatic DNA may
oceur. This finding could not be atributed solely to DNA binding
since same protein-binding of the parent conpound and/or
netabolite could be occuming.
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FERBY) . =bn T2V AFVIAFAT 2 RBERAT T2 ERBERH D, 7T
TAANT =T b Y AT Y AT AR RIS & R S €54, 5
v NCBWTIIBMREETYT, = he 7z iy X8V CHFHRES. Sy Mo
WTHREBEREIRD, AXFVINANLT 2 3~ T RCBWCHFRESIC T 5 BHER
JEZDTPITRTHET v MEBWTIBERIGE2R T, RAY 7= 2 o0 Tiiw Y RIC
BOWTHMRBRER VFMIRELZREIES, 527 V7 ORBHICET 3BT
—HIL 1987 FITBET L2 —FBSR (CPRC) KXo TiHMfidhic, CPRC X, T2 h
Txr%, BEEFTMB2ICAEL. Q& 1.19X107! (mgkg/H) "' L Lz, ZORE
i, vV RCBITSTBBRERCHIBEZ AL ERERO LR L, 5 v MR 3 i
FEEFEE R UHIRALE (EBFORBRMKIC 2D FHEENRH D) ORERLRICLZLDOT
HB,

' Health Effects Division Evaluation of Lactofen Memo: 5 2 k 7 = 142 5\ T D

BHREPIEEM (198742 A 5 H)

FI7 72 OBEEET 0T 7 A VT, HRROERS ZOEYME DEMEE T
HDHEWVWI T LERBIRLTWS, 7y hEAVWBESEWRELEESRBR I, FE
2 mglkg/ B TIHMA L HBHEITBD N dofz, BEENBE SN-RIEAEIX. 19 mgky/H
T, ZOLSAETIIUTOEERRD bz,

1) BERICXIIBRICR 2R LEFBRUCBBORERD L5,

2) TARGHXUVBT I MGV RT7x25—¥, T5=20TI ) M50 RET 25—

BROTAAYIFRT7 74 —EDLEH,
3) aVARTu—N REVNIE, FurY . MBRFZZROKT, BHRILER
BEOZD LS REBOEZIFEHEZRLTVS,

FRROBAEBIIRBNTIL, EREOBEHOBREIINEL, 20MOBEM L LCitEE
DIRWEBDBBO LN, Ty MEAVWEEBEEOBEERRICEVTHRBEOEELH
HEIhic, v~V RERAVWEERERR T, 14mgkg/B &, BAEICBWTEERED S
nic, AE 14 mg/kg/ BICRITDEML LT, FREEOHEN, FHREXORER LR
B USRI GRILE OBMBBD bz, BARIKBVWTL, 20X 5 2EEEECR
EREL., FROFEFEEREDOH2 b TEESEREVRE SN, 14 XAV BHE
NEMRRTIZ, AE3.96mgke/B T, BROFZ /7 BEORAR R R OB RRE
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LEIBORMEEOKHZNCABRRBOARBD b, HKEARE 19.78 mgke/H T,
REEY ((X) 2, BER2ERL, BROBNIEERRUCHEMEE (BR/EEL) O
CICBRD Z 37 AEOFEER ERDBBD b,

FI M7z BRELK > TRERZITDFREDOHDEFRENT A—F%, T b
AW T HRAERRE CRABERRE VIS U X2 AV RAEBERRZITVHRE
Lz, Ty FERAWE ZHRATERER TIX, &IC, #0262 mgkg/H CREIMBICRS L
TREICESL) OAET, 7 v FOKERD RUEIBOMES - HXTEEOEDHBD
bz, ZhbDEMNIFEEMEICBIT A RERRVCEZRERTEZIIEEZFTOERL
HAETREDLR TR LW ZERERTARELIATHD, 7y FEAWVIERERER
BRTIX. BAEZML LT, 150 mgky/ A OFRIZIBW T, RIREFERD Y ITERERE (M)
BER., UEEERUHSELOBEORAER EH) BRBO LN, Bl L FRIC, FE
LTWAZIEEDCH LCEHERZS B TAEY. B8k 2EM8E Bl
i, BRIFIE, BREERCEEHEMNE) 26072067, VHFERVREBERREZH
HYBICRE LTV, RmAE (20mgke/R) BV TREBHHICHEIEERDIED L
NiahpofcZ &b, HIARC I Z ORBREFBTERWLHET L2, RZEERIT. ZOR
RTHVWONEAEY, VX IBITS7 7 7 = ORESHROFEICIIFTEI TS
HEHBLTEY, oy XAV ERAESERRLER L. SHHRICRE L TFHA
ERDDELOBELTND,

S 72 VRETAEREMT —FN—RIE, 77 N7 = VITIERFEEREITE
GEEEEMIEAERNVEWVWIZLETFRBRLTWS, X XIF 7 XHE (Salmonella
typhimurium) MEELBM I 7 0 Y — M LA ERFEMRRO O B, 1 ARV TERRME
IR ABMERGRBE S, 2 BEORRTIIBERGIBE Shizhol, &5
oy T2 b7 =i, RAKERE, FEY DNA AR XIZDNA BEHELFRT D L1335
oMol

BEDLIA, T M T7x2rDF—F_—R|2ik, 2EwEHEHRR, BEMHMRE

MR, BAMREHRR UIATEREHREHERRIS I TV Y, I b ORER
BEBEINDNVWIERNTFT—FOREIZRD LITZEZDNRY, WO DX, EFITEHAI
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#7273 158340 (Code of Federal Regulations § 158.340) IZft- T, “HEBRBE N, 7
EFNAY T RT T EOBEBERTEIIERITHH IV ILBREHREE L SR
THEEENREERHD LV ), FHY VB BHIITE ORBMDDBELTRR
D7 B LT “BHERORR, SRR UIRARER CHREE 3RS 2358

LRRWVERY?, ZhLDRRIIVNEL ShARWSLHTHB,

7y MURR TR, 77 b7 =2V BRBERT I IAAIA T =000 REVE
BEORLG2BETHMEND I LB bho7, 77 b7 =V REP TR LN D EE(AY T,
—J. RFETRT S INFNT = RBEEED 0%V 2 5D, WThoMgkick\\T
bERG INTBHEBIIDTPICRBO LN, A (FEENBED10) TREBEShEK
SHRED 0.8%KMAHBD bivT,

FQPA (RhMEREE) 8

AZERI. F7 b7 bUOREEHEEFUTOEBICLY 3x KHTAL5#HEL

1) BRRT—=E56. 7y MZBWTHARMRWXIIHAEZRDS 7 7 = VRBIC
L D BHIER 2B ETIEDJRER R i,

2) WEIRET—F RETFT—FRWIIETTFTIITI Ny "B3EDHTHY . &
mRBEIMEE H5ITITRV, X7 V== S VL ORBIKERETIE 1T &
ENRTED (BE. FERAOERIZZV),

3) TR UYXFRERBRIEL TS,

UVIFERWIRARBERR (T —YORERDDLEZOLND) TLA, HAHOD
BEICHTOER (HERERIIRETITEEEHDLEZOND) BREEShANT
HAHIEVHIBAND, T7 b7 2OV TOFQPA Z&AKIL. AHERY X 7 3HHE
BT 5 13~50 mOLKERERY 7 /N —F I L TEREND EE, GEROVF
Y Fixev),

AE-RISFTHER BT — R v RRA  FOBIR
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R2WZT 7 b7z DfFEADE MIHTHIRBEY A ZFEO-HIBR L., BER
CEHT Y FRA v FVOEHZRT,

Table 2. Sumumary of Dietary Endpoints and Doses for Lactofen

EXPOSURE DOSE ENDPOINT STUDY
SCENARIO (mgkgiday)
NOAEL =506 Decreased fetal weight and Developmental Toxieity
Acute Dietary LOAEL =130 skeletal abnormalities. Study - RAT

Females 13+
UF = |00
FQPA SFF =3

Acute RfD = 8.5 mgtky bow.
Acute Population Adjusted Dose = (.17 mgfg bow.

Increased incidence of Chronic Oral Toxieity
Chronic Dietary NOAEL = 0.79 proteinaceous casts in the Study - DOG
LOAEL =396 kidneys and staustically
significant de
Ut = 100 absolute weighit of thyroid wxl

FOPA SF = | adrenal glands in males.

Chronic RfD = (.008 mg/kg/day
Chronic Population Adjusted Dose = (0.008 mgdkpiday

Carcinogenic Effects Q= = 1.19 x 10" Increase in the combined incidence of liver adenomas and
fmgkgidayy? carcinomas in mice and increases in liver neoplastic

nodules and Faci of cellular alteration (possible precursar
of tumars) in rats
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662 VARALTTOY

USA

(P-US-662)
EPA
Rimsulfuron(N-((4,6-dimethoxypyrimidin-2-yl)aminocarbonyl)-3-(ethylsulfonyl)-2-pyridines

ulfonamide); Pesticide Tolerance. Federal Register. Vol.63. page 16690, April 6 (1998)

A BEEHNTo TV

YAANTZa Lo THERSNIBEEROREICOVWT, UTTEET D,

BREOSMBHRAR) S, TERY AXNLVT7 0 VIISHRREER L UC—RIBRB M
WL TEELT Y —0I. 2EENEE. SMERASNE., —REERESECEL T
BEUEST IV —IVIESEIh TV,

£ 2% AV EBEEE S RRICH 5 BEBRE (NOEL) IXRT 9.63 mgkg/H , I
T 10.6 mg/kg/H TH -7z,

7 v bRV EEBEREMR5RERICIIT D NOEL 38T 102 mgkg/H. #ET 120
mg/kg/H ThH o7,

v MRAEBHRRICBIT2RAEEMIZET S NOEL IRFE L HETH D
6,000 mg/kg/ B LL ETH o7z,

UV XFREBHRRICE T 2 R4EFMICE T 5 NOEL 13 500 mgkg/H Th o7z,

7 v P ZHRAEEEHRRICIIT 2 EMERMICE T 5 NOEL i3# T 165 mg/kg/H. i
T 264 mg/kg/H Th oz,

in vitro B FRAZRASR (CHO/HGPRT) IZBWT, RBNEMLRFET =133k
HFET CTEREEDOIIRD N0,

7 v MR % AV 7 in vitro R ER] DNA GERRERIZE VT, DNA EE £ 7
BREEEZ R TIRIIE oo T,

WIEME (vt Y U8R ZAVWCHRBRZORRICEW T, ABHEHLREF
ETERIIHFET CRAKEREFIREAIRD o201,

10. < U R in vivo MERBRIZBWT, /IMEEFT I ELRMERORIFR SN D Z LI1IR
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11.

12.

13.

14.

Moz,

< U A in vivo /MERARIZBWT, BFHEMRTO/NMIEFT SMROHBSEEICEE
EZEIBO LA T,

A X 1 FRHREEREGRBRITI 1T 5 NOEL 13T 1.6 mg/kg/H . #T 86.5 mg/kg/H Th
272, 81.8 mghkg/ BB DOHETRD bNIEEOAMEHBEERESWICRENRH -7
7e®. HED O ¥ — FEEFMEEZESIT. VAZFMEZENE LEBAICOL
81.8 mgkg/B % NOELIZT 5 Z L IZE LT,

v U 18 » A WRMEESERE S AMERRICE T 525 EHICEIYT 5 NOEL I3# T 351
mg/kg/B | T 488 mg/kg/A TH Y . RRBREHFTICRWT, BT 1,127 mg/kg/H . 1
T 1,505 mg/kg/ B ORFI LIcBEEARE T, BRAMRRD bhhoi,

7y b2 FRBEBEEFESAMERRICBIT 225 EMICETS NOEL 38T 11.8
mg/kg/B . #T 163 mgkg/H THY . ARBREGHTICBVT, BT 414 mgkgy/ B, M
T 569 mghkg/B DREFLIcHZRBAREE T, BERAMITRD ORI,

A X 1 FHIREER 5RBRITI T 5 NOEL 81.8 mg/kg/ B & L4545 100 i ESW\WT. 2R

ME (RMD) 110818 mgkg/BIZREIN TS, ZOMER L EHFMAER CHBNE AR
BEIZ 0.00452 mghkg/HDFEELEERL, 1~6 BO/NROBRE. Z2BEE (RMD) D 0.19%
REMBFREND Z LT d, FIAEND RID OFIEH 1~6 BO/PRICTHSRTKREL 7
5 RHERESSBIIEE LRV,

BHEFHT FRA b

1.

SHEENE WThoRRIIBWTH, BEERE (BE) CERT > SH20ERIIR
HoNBEhof, -T, YV RZEMIFAETH S,

BHMBLCHHEMN FPA X, EHB I UVTHBBIC L - THERSHERARLELS
ZEERBRTAIIBE O TWRWNnWEBERLTWS,

BB - EPA L. Y AZXAT7u 0 RMD % 0.818 mgkg/BIZHELTWS, =0
RID BE—7AVRZAVE | FRRERERROESYICHIT 5L 5EHICHT2

782




NOEL 81.8 mg/kg/ BIZESWTW53,

4. BBAME 1994 4FE 7 H 29 B, HED ® RID/ET L E 2 —FBLIXY) AR VT %

TN—TF EACEWE S LT, HED O — FEEEFMEEZES (HIARC) i,
EPA DENBAMEV R 7FMITA RT7 A2 (1996 F 4 H 10 B) IZE->T, U ARV
7ayvE e MR LTEBEOLLSBEBAMEZR L) ITHE L,

HRB I VNEDORZEHAE

i.

ii.

2R BRBY AZANLT7a T AHRB I OVNNEOEMBEZHICET 2 7MW
T.EPAIXT v FBI VUV XF2RAVWEREFEERBRB I UGS v b2 AW 45
EMRBRARDT —FIZHOWTRE LT,

RAFMER L OEHBEERR: HAEMBERERRT — I8V T, V22X r7a 00
FTENBRELZI U IXORZIHR LR T2 L E2FTHERIIBELATHRY, &5
2, SHRAEREBERBRT —FICBWT, TENERIIHERBRELZT72T7 v PO
ZHEEFIIHER IR TV, MRRICEWT, BB ERICEE T 5 LOEL X% #HRE)
YWYERAIZEET 5 NOEL LA F Coh o7z,
BEERUC L ZEBHY 27 MBI LT, EPA X, (FQPA IZX > TERINTV3)
LRBIWNROBZM EREEZEE L 10 5LV RERBEEHIRTRETHD LR
LT, T—FR—APBZEETHIIEN 10 FLWVWIRLERERET I BRI L2
TW3, ERBLCERNLEEICETIE 10 EOREERREKEZER L) HED 100
2\ ) FREFEESAEIT. UTOEAND, VAALT7a VBREICE S I 60BEH
BOHRBLRILET D0 HITH S,
a. VAaRAT7arOHAERMEIIHARBRREZ T - ERBYMORZHER ERTS
Z L BRTRELIA DTV AR,

b. 7y FBIVRYHFIZBWT, BEPITHST, FERNBREL2ZIBROBR
MR LRI Z LA,

c. 7y FESHREBEAEARRIIBVT, HEBHILSTRBHORZIENERTS

Z X7z,
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d. VAALT7arOREHNENTa 7 7 A VEEE LSS, BEEhBZ L EL
T, 2TOEHB LUCRHRRIIBVWT, EHERIIBREREE IXEOMEDH
TBEXIh,
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38 THRAIF (ARATFV)

KE

(A-US-38(16))
FDA

Environmental Impact Analysis Report, IVOMEC (1985)

:
R

ARRTFiE, Ames BAEHFHNEARERBBRBI U R ) V7 +—<HlRZEZ AW
AHAEEAERABRIZIBWTERETHDZ EWRRENTWS, F, 423X T F 0,
EEY MREFHRICBWTAREY DNA Sk E5IEEZ & Rhotz, T HDORBROKE

Bix, BEHEEOBREANAIF U OERLOBEERS b7,

ANRRATF UL, Ty b, VHRBIV T RICBWTHEYMEEEZECIAEEIXE
DR TR H D, BHEREOIIIT. 3 BET XA TIESE TRET I OER
BLXUOUVIHXORIFICBWTOLREET HRIROBHIZRE SN, <V XX 0.2 mgkg/
AORETHEWEME LR L. 04 mgkeg/B TERHFEELZTTA NA 7 FOERICHLT
BbBEEORNEBMETH D, 0.1 mghkg/A DAETIE, vV AW TREMEE LR
LWL RE R o Tm, 7Y FTiX, 6 mgkg/ B THEIMEMER X UOMEFENRD i,

AR 3 mgkg/ BOBETHRD bhiz, VFICE T 5 1.5 mghkg/ B OB TITIRE)
YEMELETFTBELRD O ol, 7y MBI 2 BEMEER X MR EICE T
% MEIX 10 mg/kg/H T.5 mghkg/ B O B TIIREMEL LEFHEELRD OhiRb o7,

7 v MBI AAERARE L UOSMRRICBN T, REK D bFEFOIBA AT F
DEMHICH L THECEELZZ TR TWVWI LA I N, 77 v MZOWT®D LD i,
FRERD LDso D 10 53D 1 TH B, 7 v NMEFERERTIX, 1.6 mghkg/H DRETHAEFET
BRER L, EHERBRNOEONZEELT v b (B 4 BE) SANATF U 2&E 1.6
mgkg/ HFORETRS Lz 14 REROEMERR TR, RECEELZECTHIT2M1oT,

FRoT v MB35 14 BREZROEHRBR T, 04 mgkg/ B OFETIIREICEET S
EEIRD LN, 0.8 BX 1.6 mgkg/BDAETIE., 9 ~MB kOB EmIZ
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K OMBERPEEIOT v P TRAE LT, THIBRET LRI 28BHaED0E
BB L UBHOBEREE- T,

A XZRT D 14 BEROBMHRARTIZ, 0.5 mghg/B %85 LBic B\ TR 5 BEM
DEBIIRBO bNRD o7z, 1 BEU2 mg/kg/BEHRE UicA XITBELRE L, KEN
DTN L, 2 mehkg/BERE LA X 8 B 4 SHITIREE. EhRHAR L URET
RERIL, BAREICR T, ZNb0A XE2RBETIHICBRLTHAREZLZS, #
SEEIE G E i SO £33 5 oA 2 ISR bz, RECEE T 52 Dok
FREMITINTIhOA XIZHRD bR 5Tz,

ARNZATF U I AMATRORE Lt Y Dk, BESMERBED 20 /% (4 mgke)
ZLEDETRERERRIGOBIREZRERD) o1, & 8,000 megkg DAETDANAY
FrDOEBERFTIEODICHE SNV CORRTIE, ZOFETA4EP3IEMFELT L
e ERBREOCRED 30 £ TH S 6,000 megkg Tik, FEHIZ L 5 —RREEDLLITE
LRI,

AT, BEOHE (Bo8E) 2, REBINAEABREDOK 15 FOBRETY v KIEICR
Do, FEBIUECHNERREDK 0 EDOAE (12mgke) #RE Shi-y <~ TR
AL EERLTVD,

TEZZBNWTANRRAIF AL > THERZ SN-AMEEO—RIREITER T, kW
EEICR. B, PIKHIRER. REIRERS L MBI Th 5. = b DMIBIEA S5 F
v 30 mgkg (HERGEMBED 100 15) %EFRE LT ¥ CRE Lk, & 15 mgks (
BERBED S0 ORBOA SR FLERE LT 5T BROBEL RS 2 doTe,
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180 )Rl

KE

(A-US-180(2))
FDA

Environmental Impact Analysis Report, Clorsulon (1985)

&t

BEHBMICAVLNABRIFEECHE 7 uLrnit, Ames REB L UF v =— X
AREZ VT IROTHIZBNT, BEREICOWTERETH -7, /. b MRHESFM
RRIZ 1T 2REH DNA G X 7213 DNA SR O VT A DOFEHRIZOWTD T v MFI 7
0y —AERILZREZAWVWESA, $EEAVWRWEAORRIE, WThLEETH- T,
< U RIZBT B invivo MRBEFHRRTIZ. 7oy REHICY L THREELE
52 LNFEHAEIN 500 mgkg % EEISHABETOS, Ayl X OBUMIOER 2
BMESIERITILERALNPIRoT, FFHMREEAETIE. RAKRFHREEIIR
DN otid, BEEhSZurzo  OFERMNSIIBEEEOBREIITFEEN

72V,

7 apNRAa Al X DEFHERRYE., vV RABL Ty HFITEBWT 2, 10 I X 50 mg/kg/
BORAETIThz, ZmAETORFEERD Y. WHOBHREICEWTREICEGRY
AME—DRFTR Th o, 7l zu L ZhiE S0mgkg/ B DRETRE LW hoBimiE
KBWThH, BABHEOERIIRD bhighoT,

T v MEFERBRTIE. KEARE., RN, FRERBEFRICHTIEZEL. RRL
ERERAETH S 100 mgkg/B 25 LIcETIIFED bz o, FHRRGMOLER
23100 mgkg/ B 2B E L-MTRDON-DITR L, ZOBETIINGH%E 1 B B OREFY
720 DIFOEHEEBED L, BB THBBETIZ, FOEKERXT S ZOEEIIHIXP
BOLNRL BoTl, & 30mgkg/BOREIX. BREFLERTFA—FOWTHIZH LTS
FERELEEZ ST,

FTENRBEONT v MBI 2 BBEMEONEHRRTIE, &% 30 mgkg/ A OAETRE
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KRET AR EBIIED LR o7, 300 mghkg/ BORAETIE, TAHVRRAT 7 Z—F
EREOOTPREEDET v NCBWTORE LTz A XIZBT 2 WEBROEHRRT
i3, &% 8 mghkg/ BORMBETIRREICEET Z2REIIE U2 o7, 32 mghkg/R LU LD
ETH. #PEBOBIUCELIBD bR, b OEITEHRFRE L CBE~t
T EER V., ANOERIIELTH D Z LIRRERE,

& 80 mgkg/ HORETOFENRERD T v MNIBIT 5 54 BREIEBMSHERB I,
WICERTHEEBIEC 2o, £, TRENESE 49 B L300 mgkg/B ODRETO
7y MBIV RIIBITHEERPAMRRIT. BROVAEROERBERE Loz,

A XIZRIT 5 14 BREAGRD BT 8 mg/kg/ H ORIRERE RIS LCRRABY P ICHFET S

B TIERVVEBZREREICESE, 7oA il oW TEE SN A BEOERICIEN A
DVOEEM~—TUBH D LERTTOND,

788



318 EUFagwfv
b, SE3|

(A-US-318)

FDA

Freedom of Information Summary NADA 140-940 (1994)

A, EBM

BIBEBENRITNIE, T RTORBRII NI DEVTadef v ) O ARESTH
o7, TRIZBIALEAER. BT a7 VU EHICBR L TRYT, S FEICESLS
b BT ade A R T adeA YT M) UADK ITSBITHETH, TDHT

EMBIUVEHAREREESHICETARRDRRIZITRT, axT oy b7 o bz
% 7% Pfizer Central Research JEgk TiThh iz, Bi=EMERERIZ Pizer Central Research (22 x5
A4y M Za by Ames BE <= XY 7 3—=) & Hazleton Laboratories America ( A

V—F KM by UDS) OE TIThhiz,

EEHTM/ BIFEHRBRII T 7 A0 T R T —XZdH 5 Pfizer Central Research DRk T
IThhiz, 4 XIZB) 3.LBMEF A ZRBTFIX, Battelle Memorial Institute (/A A =

7 RR) TiTthhiz,

a. 7y MIBITS 1 r AMRERSHAR

7u kL No. 85-564-01 i 1985 4= 10 A 21 RICBtAS Nz, BV T aFd~vA v %
Long-Evans 2 7 » MR 5 U GHRRAHIC, 1| AEIEN 0, 0.14, 028, 0.56, 1.12, &
SW224mgkg L72d X HIC S BRERERE L,

FEEBICEHERIDE 1 Bt=F—L, ThiZo TRERLZFHE L, £8HH% 1 B 2
B LT, MRELFT 07 7 A VidREREHE I TREHMPIC 3 @R, T
TDTy FERBRETRICER L., ARMTIRICH L, BRI CFBOEELZ KD,
BRUCTEZRBS 2 REARFROREICM L,
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AR (224 mghkg/B) HOMIIEFEEEMMHEZRL., RBREKTE CIREESTRELY
14.7%Wi> Uiz, $HBERICR S & Ml 1 ITF o/ N ER L FEBRRRE R U, FFiE
DRI DOBREE 722308 1.12 mg/kg BEDRE 2 ILIZFR bi-, EZEEIT 0.56 mgkg/ A Th

27,

b. A XZBITS 1 » AMRERERR

7w k=/v No. 85-564-03 1X 1986 451 A 27 BICBRtA &N, 7 » BED ¥ —F LR DOMERE
F2EDPOMD AR, BT aTvA V02 1 HAENO, 1, 2 E/-i34mgkg &725 &
DIWREERE L, EMREBRERIX, BILOKERIV 1 ABEERDE=F Y L/ %E
LTHERB LTz, B4 XX 1 A< &b 2 BBE L, BREFMBLUCHREHMTITTo -
FHBIZLA T O L BY THo7 : ECG, INHHME, RIBFRE., MEEFRE, 0K
HIRE., BLIURRETh T, TXTOBPEHEMRARMBTRICEL, BRLEEE
RIBES DOV TN 2 REMARFHOREICH L, BAEROA XITBW THEITHES) &5
A, CPK, SGOTBXU'SGPT » LR L HizsBd bz,

4mghkg DRAEIZ, A X 2BRICBITHEILB L UHITO—BERRE., 725 o 2 BHICE
T HEEPORANRENARERICRSEELSXE Lz, MEFRD CPK, SGOT BL W
SGPT {EHED LA DS 4 mghkg AEHOTNTOAXTRAL, ALIRBRLTHE, EXER L
UHHRBEENSERICL > TRO LN, 2mgkg DBER ST XiZ. —BREBIZEXIZ
RATB . WTFhOA X b HDBED CPK EF %R L, 1 IOV Tit SGPT 35 L U8 SGOT
DHHREDEFEF LT, 2mgkg DA X 1EHIX, SR THELMES L CEREORM % R
L7z, EEERIT 1 mgkg/A Thotz,

c. 7y MIBITD3 » ARRERSGRE

7w b =220 No. 87-564-05 i3, 1988 48 2 A 15 RICBAtE S iz, BEFL L7212 @ Long-Evans
RT7y M BT aTwA %1 BRAEMO, 025, 057231 mghkg L 23 K5Iz,
99~102 AMERRERE Uiz, RBRBIIMRE 20 L2500 T v M THRIN. RBRICER
L ZHARARD Fla FEFICERT 200 Thokldd, REIIEELFENTHEE -
oo REBIUEHEELZE 1| BRIEL. ThIUSCCERRBRSB LRI T 5 DI 8H%
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EHEETE L, —BREOBZL 1 A 2 BT o7, EMFHIUTOLBY Thote :
RIRGERE. MEALERE, MEFORES L CRRE, TTOBNERRE THIC
AIRAEIRICE L. TERBBOERELAE Lk, +52BEORBOY 70 % HEM
BB o IR L,

WTFhORAETHEE T FIIRERRD bR d o7, NOEL X 1.0 mgkg/H Th -7,

d. =7 RICBIT 5 1 FREHRERR

71 b 2L No. 89-564-12 1%, 1990 42 1 AicBRtA S iz, Y — VIV RMERES ST LR DR
2. BrFadeA o2l BRAEN00, 0.1, 038X 1.0mgkg 27235 XK 512373 B
EERARE L, ERAREEY, B 1 EOAKERLIRL B 1 BOBHEECT=FY v
TEBLTHER L, FA4AX2—RREBICEHEEIZOWVWT L B 1 BRELE, FHEIX
B 1 ERE L, RIBSRE, BCC BLUMER LM X L 2 MREIERE, K
ZRRER X CRREEOBIEZ EHHNCIT o7z, RERBETEIC, TTOA XEZERL.
B NIRATIRICH L, B, PRSI BRI W TBEER & L, LEH
DY X LNOBBEPOB/EBEEEL., MEOBBMBEDRE R L. MEREMITREL
7o

1.0 mg/kg B TIX, UTOEERREDLNE  WEHMLED EF. e 7V U EHE, #~—Fk
L35~ b OTH ORI AEBURR 3 L CEARIIES DT, 72 b N
BB LTRD b5, RESRECTRL 5BRORE, WIS
5L 6 y BENOLEAEROAX 0EF SHIZBD bR, YLVE F—ATE Fajt
— Pz, BAEHOANX 10EFIFECLEA L, EFEEIZ03mgkg/AThoT,

e. MHFMMR X UETERSE
F v MBI 3 HREERERR 7o k2L No. 87-564-04 (X 198749 A 14 RiZ
s Ehiz
Long-Evans 27 v F OEVVEREROHEHER ASICIZ BT aTF~<vA % 1 HAEMNO, 025,
05 BLTR10 mghkg &2 X HICEARE L, ZhonT vy MI, RBE/RERTICK 12
BREEYHR S LR LU 2 BREEYRES LT FO R EZHBEKR L, Znb0RER
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RREE LB L THRFENZ, FO #1E, Fla (FOBELE TR SN, 2 b0 Fla ff
. 1 BSOS MERES 25 LR+ SRR T2ETHEBE L., F2a BL U F2b ORBEF41B27-
WIZ 2 [EIREL LTz, F2a DFIIBERZICER L. F2b OfF ZEERLEICITEIRBRICHE LT, 1
REICOSHRE2S LoD FP2bF2+3RETHIETHRE L. B3 HAREZBI-DICRER S
¥, TORB#HAE, MALETHRETL., BR LUk, HER, REFEBIMMFOLEEES
EF=F— LT,

RELLIZHEDEIE (%), FIEFEELIIMFOEFEEB I CEREREMEIC. BEYOZE T,
Nolz, 1[EIR & 2 [EHDRKREDED Fl B W TORIERITI. SEEEBIVERRE
BT, SEELEBRL TR -7,

LorL, F2 HROREIZOWVTORERIE, BIREOET & 8512 OV TOHEBEEHR 2 FER
THI LB TE R oT, BMICRET 5HBIL, WEHMTOBARROT T ORH
% (FO, F1 5 XU F2b) OHED 10~15%0BAP IR b, BEMENLS X TS
HIZOWTOERZERT 05 mgkg/H Tho 7=,

Fy MBI BMFEME 7o k=0 No. 88010 35 L 1888011 11 198841 A 19 HiZEE

HEhi-
EHELILT v P 20ETODRIZ, BT adeA 21 BAEO, 025 05BLU1.0
mgkg T 10 AfH (ZFEE 6 BBE~15 RE). BHEEORE L, 8% 1 B 1 B—RE
COWTEEL, EHICEELREL., 3. 9BL V16 BRICEBHEELAIE L, SR
20 BRIZFEREEZIT> T, TNTOBRFOREZREL. AEBLIUREDCREIZ OV
TN, ERBEFOEEERNBREICOVTHAS, BYOEELEREEBICELD
BEIZOWTHENE,

1 mg/kg HOMOFEEIIR G, REHMFIBICBRERICEL Lz Q7%~35%), &
REZRSHRTRIUTRERICBOMEERMBIELZF IR L, /. GREHOD
HORFOFHREDOED LB b, BEMEMEL L CBFESICOVWTOESSE
13 0.5 mg/kg/A ThH T,
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S v MBI AHFEME 7o k=L No. 88168 36 X 1888169 i3 1988 4F 12 A 27 HIZ B
wmEhi
2HEBEDTy MNEFEERERIZ, ERETEBILZbDEE—D e harzAWTiThhl
2. BERO, 1, 28X W4mgkg/BThHoT,

4 mg/kg TiX, 20 PLep 18 IEAREHAM PIZT Uiz, BRIETHRIL, 4 mgkg BHITBW TR
BLHB L THRBICES Lz, BREMAN 4 mgkg RETRO bNiZ, 2 mghkg DFHET
X, ESEREROBIYE L O BREOK 100K E#MEZR Uiz, IBFEEIX2 BLUT4
mg/kg BT Lz, BHREEIX4 mgkg TRO LN, BILEBIEIX 4 mgkg 3B K T2 mgkg

TRO LNz, BEHEES X UCRFSHICOWTOERZEEIT 1.0mgkg/H THoT,

v RIZBIT BHFEME 7o b0 No. 88012 35 L 1088013 11 1988 42 A 1 B IZBALA
Ihiz
SRS 20POB, BT aTFwAA %0, 025 058X T01.0 mghkg O 1 H
AETI12 A (EH%7THEE~18 BE)., MHENEE L, 8% —KiBl X UE
BIZOWT1H 1 EBEL., RELEHIICRE L,

%28 B EICFEREEZT o7, TRTORFOKELZHAIEL. ARBIVUREORE
IZOWVWTIRN, FRIEFOEZEEZNBEEICOVWTHAR, BV OYEEBEEEEBLIUE
{LDBEIZOWTHT,

ERE (1.0 mgkg) T, BFCBVWTARIMEROEMNE X UHE OFLEBENSED b
iz, BEMESR I CRFEEIRSOWVWTOEFERIT 0.5 mgkg/B ThoT,

THXICBITABFENE 7o F =1 No. 89004 35 L 1890051119894 1 52 H \Z Ba44
iz
2ERBOUYXBFESERRITI. LR THEIRLELO LR —D 7 harE AW TiTohi

N, BEEIT10, 208X M40 mgkg/B ThHoTz,

ERETIX, B2 PMET L., | WITEEREBO-DER L., BRARICEIT SHER
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DPRRER], BREPBIUVREZRIIRBD b, BARICEIT 5 EHMBFEEIIT B L
D biEA 0T, 4mg/ke/B T, BRINE 2R OBRFE/MOBLY bE o7z, WEDE
EDOF H7RBIEAS 4 mghkg/ B 3 L 02 mgkg/ A TR bz, BEmEER L UBREFSHE

IZOWTHEZEET 1.0mgkg/B Th 7=,

f. B=EH
BT adwA vk, TOERFEHAZTET 5 72DIT invivo B L W in vitro TELTF O —
ORBIZIVFEBH L.

Ames RER 7'm b2/l No. 85-564-02 {3 1985 4E 12 A 17 BIZBAts X /-

BT aTvA %, RXIF T RHE TA 1535, TA 1537, TA 98, B XU TA 100 &%t
LT invitro TEHERAR Lc, RRFEEAIX. 002~10mg/7 L — hOFHHDOBREDE LT 2
TRAVVIEONWTOEERRTIIRD b ot, B FaF=A 0%, 05 mg/
L— FAEDORETIRIET 2hr 0T, 4 BT TOEMKE, Aroclor-1254 F#H S5 o L fFD>
HBERLEZIZ oY —ABRBLU0.002~10mg/7L— NOHEOBEDE L Fa S5<A
YRRV ORBEHCRRICLER L., ZRERERBD~OFEEIIZ., ZhboEk
DTN THRO IR ST,

Y OUARY T -7 (LSIIBY/MTK BIEFRAERRAR) 7o b=l No. 85-564-02 i
1985 4 10 A 28 HIZBAss E iz
16~121 pg/ml DJPEDE LT aF<vA %, T v MNFE S ERLEIT OB LiTbW
BEDWIT T, in vitro RRFMEICOWTRR L7z, MMZEMEX 68 pg/ml LLEDOREE THRD
b,

MR E, RREZFELHEBIVCRRERGEEOREICESE . REEILET
IHZELITOLRVEESOVTR TS, EREEAEZTRET S LD o7k,

ARE# DNA &5 Hazleton 7”11 k 2L No. 12179-0-447R (3 1990 45 4 A 19 BIZBEMA S h

7=
T TaTdwA vk, Ty b—REFEFHRICIBVTARAZELY DNA 28 (UDS) 2354
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BEATOWVWTHRER LT, UDS IR ETHERICRAET 5 DNA EEBRETRT S EED
N3, 20T aF<A L 0.0005~250 pg/ml DR E % ek L7203 ARBEHE DA 100 pg/ml
PETED BN, 2.5 ng/ml~250 pg/ml TOMLEIX, BWEBEDO L DITHEERLIZ OV T
ST L7227z, DNA HBEOREIX, A~ 7 VF 7T 74 XoTRELIEE N F
T AMEF IV UBIALEIZ Ko TRIE LT, BAIFH (nuclear grain counts) ZE-3< &,
¥ F 2T A UDS OBMESEEZ & T, DNA ZHEL2h o7,

h, ReBREEAER
HELTWAAXZBIT YT a2, v rOROKRER ITRIRNR S % O .0IE
Mm% ¥EFA Battelle 7 @ } =2/ NO. 874-R-8302 j%, 199147 A 16 BICBRsA S iz

AX6CEEFEALTELT 2 7w 2 O0RMEERZFHE L., #%BRWE %, 0.1, 03,

BLR0.6 mghkg DRABTORHRARE (IV), 721303, 1.0, BLU3.0mgkg ODHET

OEOBEDWThIPTHERE LT,

BIRAR ST TN TORETHELFIZRI Uk, IV 5% 10 45 TRA L SRS
FoOLBY Thote: (1) 0.1 BLW 03 mgkg AE TOFHEERMITEOERE DOHMIS
S URRFICEF M E BT OBD . (2) 0.6 mgkg AETOREEIARMITEORH) 2N L TE
BAROFEFLOBD, IV REZOFETRHERBMOILICRVHD (1 1 8H) X, (1)
0.3 B L 00.6 mg/kg B EHOLHEOHEM, (2) 0.6 mgkg AEREHOEBIRMITE
DI DORMB X WEBARME TR OB, 725N (3) 0.6 mghkg AERSHROERMM
ERAOBEEDHMTH o7z,

ENEE5EZTIE. DBELERFZ—VIZIARICERT? B LA biiRB I T, BF
BEIT 3.0 mgkg Thotr, LORBRTIX, EFERFALZSIEBITEV Taif<A v OR
KitgE s LT 40mgkg #RE L7,

ZORBRIT. 2 oORERBHEORE—V U ERLNITHDITbz, ZORRT

i3, 3.0mghkg 2ROFBEICHOVTOEREZERL L, 0.1 mgkg xFHIRAREIZTOVWTOEE
MEL U, EOR5LHRNERE L ORICIZ30BoRE~Y— U BRI,
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B. BBYORERE (BEFMETA FT4 & 3<)

A RFHOEZEOHRNEREMETH Y, #K0 1 EHOSHETMICHT 2 EBTEEIT
®T 27403 mghkg/B Thotz, 100 EORLHEBEBRATIE, B Fas
VA VVERRE LTRSNIBBREDOHFE 1| AERE (ADD) BIUELEE (SC)
. UTOLSICHRICL kD OIS

R4 1 BEERE (ADD

ADI=NOEL X 60 kg/100=0.3 mg/kg/ B X 60 kg/100=0.18 mg/H

RERE (SD) : FHRIZOWT

SC=ADI/0.5 kg=0.18 mg/0.5 kg=0.36 mg/kg =360 ppb

FFEN—ATIX, BEEERE LoV T a3 vrTFadefrF R oA
D ITSBITHHE TS, HABRBRICRITI D B TaS<wA o rF RN TAL LTHENIRE
Bz -ouWT o SC X, 360 ppb Tdh 5,

BRUA DR BB OV TORBEYOREEEIL, | BR—RATHB SN AEEROEIC
el LT SC 27T 2 “VHBRE” XS Tns

MR HERRE REBE
i 3 1108 ppb
- 2 738 ppb
RERA 2 738 ppb
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398 F
KE

(A-US-398(4))

v

N

FDA

Environmental Impact Analysis Report, Narasin (1986)

A. HHEMWIC T D EERRR
FIVUBEVCEAT TV OBEREENFELALNCT IO, SEIELERY
YWREERAWHEMRRRT 0 S 7 ABRKT L, RESNEEELZEMITDI D, Zhb
PRBEEZTRTHEBRLEBEENBHENATVS, —BARBIOREICHT BTV
DEEMZHLMCT 22 ERAREMNCEHEREREZFORRIZOWT, TRTHEIE
R3, WALEBYICB T 2EEERO S SICFEMARBIZEIZ, MONTEBAN {25\ TOIF &R
(FOI) OB TRLZZ LB TED (6),

SR
ICR %~ U RIZx3 5% A LDy BEWZDWTIX 158 mg F 5 > & MEkg

)

(367 mg FIRERT T v kg)
MERZOVWTIE 16.7 mg T o LB kg

(388 mg FREE R T T T /kg)

Wistar 25 v MZx3 580 LDy, ¢ Bz oW TIX 21.2mg F 5 > o #EMkg
(493 mg HERERT T 2 /kg)
iz SV TIX 18.5 mg F T o o iEME/kg

(430 mg ERERT T kg )

fERRME T hEAER

ATy NEBRIEME ©  0.025%F &S T ¥ TIRBERIT 2 d o T,

Sy MCEBBA: 972mg 77 EMM (226 mg BEHERT T M) T
—VIZ30HIRBE LT v MZoWT, EHOBERRD bhikhol,

UYRITRI HIREEME . T T EE 172 mg (REREAT T 40 mg) TEEDR
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BHEIRO LN, RE2HRICBET L. RBIBMET 48 BRI THE L,
VYRR DB © 1075 mg ;7 o UEMkg (250 mg BREA TS v /ke)
THEHEOBEEI R o7,

B, AR XU ERER
AXEBITZS3 yAFRR: 1 mg +7Fkg (6.8 mg BBELFF kg D1
AROAETREERZEI 2 oT,

Ty MIBITD2HEHRAR: EREREIIT T UEM ISppm (BEBERT T 1875
ppm) DRFFRE ThHo7e,

7y MBI 2EHAEMERR . F 7 UM 15Sppm (BiRE%F 50 187.5 ppm) D
REFRE T, £EEEOEBIIRL ., EF~0EE L o1,

7y MZBRITS 4 HREFEHERR : RRULRESEAEE. ¢T2bbF 7o 07EH 30
ppm (BIRER T 7 0 375 ppm) Tik, BERMERIIRD bhA2roT,

UHXICRBITOETHMERR: ME6BAMS I8 BEETOHMP. 1 BAE06mg F
7 v UoiEtkg (1.5 mg GRERT T2 vikg) TREBBMEHOTBNIZL . S
1.8mg F 7 v EtEkg (225 mg FEEART T Vv /kg) £ TIRARICER T 34
FIAER OB b 2 b0 7z,
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468 ALY~

KHE

(A-US-468(1))
FDA

Freedom of Information Summary NADA 141-036 (1993)

A. FHAB 1. US7930E D Sprague Dawley 7 Z > MIZF17 35 13 B O ZHAE

T 7 = 1)V L iR— b No. 7220-88-043, 35k No.J-338 (86-338)

¥&TH:198743 H3~6H

WEBRME DL HBEL Y <4 2 (U-57,930E)
R LU RERF - BREUKEBIK

REBEYOERB L USRS © 7 v b - Sprague-Dawley Cd:CD®(SD)BR %

B /R - MERE 20 LT 5 B

& : 0, 10, 30, 100, 300 mgkg/R

HEWRE - 10 ml/kg/H

BEHH - 1388 (91 AR

RERER - &D

BRELIZRT A—F 1 ER, KE, —RREBEFTR, MEFHORE. MRELFERE,
RRE. BBEE, REFHOITR, RROTIRETR. BXUERATR,

ROONTEEREM : B <A VAL RE5FMHIIEV, 30 mgkg LLEDEED
HHET v MCBWTHEY X7 REBIUME S/ 07 ) VRECETARD b,
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NOEL : 10 mg/kg

WEEHREMT | IREEN R — BB OBAWE BV, FE, AEHENE ; S8 MRELER
L UMEZERIRE ; RO pH, REBLUHE ; BBREER ; dEEMEMBEBER 250N
%2 - MEELZ T L,

#&7 : Sprague Dawley 3R 7 o MR 20 [ D> THER SN B 5 DDORBREEIC, BA U<
>0, 10, 30, 100, F7-/% 300 mgkg/R ZMEEAKRE Lz, ZDRERIT-HOV\TD NOEL
ZRW7c &L T A 10 mgkg T, 30 mg/kg L EDHOMBED T v MIRITBMEZ /37 B

BIUOMEZT a7 ) VBECKRTIZE S\,

2. U-57930E : E'—ZAKIZ511 3 9] BRIFEOZFEME L NEY TR

7 7 =F N LR — bk No. 7220-89-006, 3RE& No. 87-037

#&TH:1987412 A 15~16 A

WRHWE DL - HEBE LY <A 2 (U-57,930E)
RRLEBERAE  EF5F U BAAD EY

ARBREBMOEB LURM : v —T R

Big R - MERE S BRT O S B

FE:0 (ZOhTEL), 4, 16, 44, 3B L% 160 mg/ke

BREE V7N A4X /B

BEHM - #E92 AR, 93 AR

BRERER - &D

BRELICART A—F 1 UK, RERLE, —RREARFTR., WKEOREE. BRI
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ZREMER. RRE. BREE, RAZOFIRL, ARGTIRFTR. BXUTERATR,

D LN-HEREN BT 40 BE U160 mgkg BEIZRD v, FRHITIFHKE. EH.

BRI, ZOWCTANRGX VBT I/ PR 725 EBBEIOT =77

VA7 27 —VPEOLERETHoT,

NOEL : 16 mg/kg

MEHENT : £T — Z IOV TOGBOTE X TT —F DIEMIZ DWW TOGEIHT 2 AV T
BEBHOELRIT LI,

B E— NV RMBESET O TR INARABRRES#HIZ, B0, 4, 16, 40
BLU160mghkg/B %0 7L BN LTRSS Lz, B 40 B U160 mgkg BEIZFRD &
. FRIIGEE. EH. BRABERBIOTARIFUVBRTI /NI RA727—PRBIT

FT5=2vF7I) N AT 2T —BEDO LR THo7-, NOEL i 16 mgkg & HRE I 7=,

3. Fw MIBIFBU-57,930E DX I EGEHEE (BO)

57 =J )LV iR— k No. : 7227-88-129, 3RE& No. 87426

¥ TH:1987412H 10 R

WRWMBEOLFR : HERE LY <=4 2 (U-57,930E)

RBFHOEL LR : 7 v b - Upj:TUC(SD)%

B R B ME24 0T B

HAE:0 (JFE). 200, 400, 800 mg/kg/H

REBH - BBRUKER
BREHM 1 A 1ERS ; Ek6~15HE
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BREER - &nD

R LICART A—F  BEWM~ORE, TR, LAEHNE. —RREBEFR. SHE
(%), FEIHREE, —BEH) OFHRINEE. RINEZRBO BB, FRERE,

—REET D OFEEREF. M (B M), —EM Y OFHREFK. BLURIFOR

B/ E5,

RO DNIHBERENE & L UL 0 800 mg/kg THEFEMNERETET 5 bDIX 25 -
e BEMICHKT LTI 400 & 800 mg D H D LB EEFETH o7 (BKE, REFEED
Lfa, 5% ORI,

& MA/ERIZ-DV T NOEL : 800 mg/kg

FEFHARHT © IEFEF UARE. {EIE Jonckheere JEFREBRERB IOy v 7 F4 7k

#Eam © ZXHBC L 7= Sprague Dawley R0l (Z4E% 1 HR) D4 >ORBEEIC. AV A
>0, 200, 400 E7-1% 800 mg/keg/H #5E4x 6 B B2 5 15 A B £ THAKENORE L=, 20 B
BCHEGBI 21T o 72, &H L -1 D 800 mghkg THEAHEETRT 3 b DIkl o 7248,
BB L Ti% 400 & 800 meg/kg DS D LUV BEFEHETH - - (BE, REEE DY,
BEHOWIE), FIZOWTD NOEL i1 800 mglkg Tdh 5, FEMIEMEIZ ST D NOEL

X 200 mg/kg TdH B,

4. U-57,930E #REL=EZ > MIEBIH3E2 LB (FO)

T 7 =J VLR — b No. : 7227-88-010, 38 No. J-285 (86-285)

TH:198744 520 H

BRI E DL MRV Y <4 > (U-57,930E)

RREOFE/RHE : 7 v b - TUC(SD)apr %
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EEkYERI/BE ¢ MERE 30 LB

B 0 (FEf). 100, 200, 33X TR400 mg/ke/H
BEBE  RK

BREHIH

FO #E - B<5EA| 60 A3 X URE P

FO i - %E58A0T 14 B 5 REH, @R OB E T GER%K 21 B E)

Fl1# - REOREFPEEAL LB 5 14 AFOFRETHMOKT (B £T
F1 i - REORIBFPBERL LB 008% 21 HEE T

BEREK &N

BEILTRT A—4%  BEY~OFE  FEUR, FHRREGHEEMNE, —BRREBLERHR.
ZRaR, ARG ; REY~OFE TR, FHEFEHME, —BRREBEFR
HFET 4 ERREIY 1 B 72 ) OFEHERBIECTER. VERY 20 OFHERE, 1FH
BEAF S 72 0 OFEHAFEFR,. 1 FEFS Y OFBFEFHK. 0 B BOFOFHEE, Hi

(/M) . FORRBFTR ; HAEFT—F  BRITR. 1 FEFS ) O EEFE.
FOEHELE ; 1. 4, 14, BX 21 BED F1 HA&EFF—F . FI BEIH~DEE ; FIR
B ~OFE FI AT —4 51, 4, 14, BXU21 BED R 77— %,

B ONIAEEREN  FO BB 2 BEREIL. 400 mgkg 2R E LB OVWTO
HREHEMEBEORLY. TRTOREHICRIT 2HE. 25TNT, 200 mghkg #iRE Lok &
TR 400 mghkg 25 L HEICBITAERRAOFBENR ETH o, B REFOEMB
L UNFHIY 400 mgkg BECHRA LT, 400mghkg 285 L7 FL BB Tid, ML bBHER
FUMEZ R L, AEENEOBDIIFETOLREL, HHMERAOHENIIHIZOLBD L
iz, SRS 200 38 L 10400 mg/kg A ERED F1 #ERETIR T L7z,

NOEL : 100 mg/kg
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BEEHARAT © 08T, EIE Jonckheere JEFFABRERB IOV Y v 7+ 4 78

& - Upji:TUC(SD) spf 2 7 » MR 30 ILF > THRELEND 4 SDORBREC, EL Y <A
> DFEBUKEHK 0. 100, 200, F72iX 400 mgke/ B ZRERORE L1, 1 #HRICHSX 1R
RIFOHZEE ST, FORBWICRIT 2B EIILHICRT A, THEHOMICE
FEERRBADOHEN, RO, BREBRICBITAHME. 5. A1, BEH0EEB L
UTRITH T, BREHOBTIIMEEEMELET Lz, KEEMEDEKT. &1, 5
. B X UYGILIX FL {80 400 mg/kg BICDARE LT, ZIRRITHEBLIUEAER
D F1#EREL IR T Lz, ZOFRBRIZ-OVWTO NOEL i3 100 mgkg & & X h i,

5. U-57,930E : Z > P —KFFRBRGIZ 547 3 invitro TEEIDNA 2658 (UDS) 56

7 7 =A N bR— b No. : 7227-89-024, & No. 88-395

#&TH 198411 A 11 A

WRME DL HEEEAL Y <A 2> (U-57,930E)

/B8 7> b—IRHTHEIA - Fischer 344

B MR BT S invitro HIIRISER

AE: (1 EEB) 1, 3, 10, 30, 100, 300 mcg/mL

(2EH) 3. 10, 30, 100, 35 X T*300 mcg/mL

REFE: LY w4 ULz AN

BEHIM - RE 18~20 BFfH

BERE © invitro RBR R

AR LTIZ/XT A—F *invitro FFHRE DNA (EERER % AV . MIESEEICHERYE & BER
ERELLRIC, BEEHOBIEL LT, ELY v VU BRES DNA SR L3R+
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BAZBEIET S, —RITMREREZAFL, ERF IV ETMBAL, HFELILE,
MO DICEEL, fead 5, ERORFEOFEHEREHICOVWTOLULTHHEE.
BIBEEEABROBEE (%) 2 20%U LDOFSITERMELBME L H2Y, B 1L
KOERIEIKDORTFA FEFME LT,

BHERER  BERE LURERBITFRLZE BV IC/ERA Lz, 1000 35 LT 3000
mcg/mL DAEIZEFET, A T4 FEFMETEedofz, BNV A U TRUE LT EEE
IZOWT DT RTDOEKRDKF /% (NG) #iT0RMThHozlcd, BERISIZOWVWTOD
EBIZHEE L,

NOEL : & ¥%+¥79

WEHIEAT - 2 ERORIFH - AEKR ¢ ERSHTE L TMEILE Jonckheere IRTE ; FIHIE
DOFEMT : Dunnett O -2 7€,

iR B Y <A T UiX invitro 7 v MTHIE DNA EERROSZHGT CTRETH - 7.

6. PERT I —ARBE (Umes AR 1255173 U-57,390E Dl

57 =H L AR— k No. : 7227-89-030, &R No. 88-402

¥TH:1988411 816 B

WERE D& HER YA Y <A 2 (U-57,930E)

RBR XXIFT7RE/I 70— LR (Ames RER)

H#E - TA97, TA98, TA100, TA102, TA1535

HE L7-FBE : 625, 1250, 2500, 5000 mcg/7"L— b

BB : SAFALANLEFFT K (DMSO)

805



EHEAL (S-9) ZARVWABAEDOEBHENR :2-7I )7 vy (TRTOERK)
EHEEERBWRWEEOBMERR XY 2 (TAY7)  2-= hu 7/v4 L2 (TA09, TA100) .

JAEe Fa~utFxy K (TA102), 724+ Y 7 A (TA1535)

BERE © invitro REBRF

RERLNT A —F : Ames RERD 72 O FIEIX, Dr. B.N. Ames DBFERT TS S h /-2 %
H2FETH D, FRAILERIE, XRXIFTRAEO L AF VU EBREREE . R
WAV DV AFNVANVEFL FO0ImL, FFRETR— FD9,000Xg EiE (E-ITAER)
AL (45C) BREHIZANTC LD LIRAET S, BRIEREMBAME L AF U URE
ERBRREMAY O PY MITES, 37CT2 BRAEE LRI XRF P 7a bk huny
A~DEBRAREBEZan=—L LTIMEL 7, | BRRZSDEFAL— 3% HEAL, £
REBVRLIc, BEARESERO 1 EBHRICOE 3ETOHRIEL, 3 SOEOEHHEE L
THET 5,

BERER B /BN OHIROFHRL 5000 meg/7 L — N TRBO LR hots, F—

ZIiE WINOARE TS, REHNEML 2 RET 2 - DI SEME in vitro FFRE X — k (S-9)

EERALTHERALRZS T, MEERFEEOBEZ T IR,

NOEL : &Z¥%8¢

WEHARAT - S ET

femm - ZOREROSEHT CIIERFEMEOTRIT 22 o 72,

7. ASS2/XPRT % J. CFCHO/HPRT /5 . B/ RIIE R ERARER AR IZ 517 5 U-57,930E DFFM

77 =AM VE— b No. : 7228-89-023, K5 No. 88-393

TR :19894F4 /4268
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WEBRHEDLY  HBE ALY <A 2 (U-57,930E)

B % : CHO /HPRT WiHLEMHIE R
Fxf Z—ANDLAF—F% ) THLER L, AS52 /XPRT 5 FHAEHIRR

F##t . CHO, ASS2

RER L7- RS9 2 AV 534150, 100, 250, 500, 1000, 1500, 2000, 33 X TF 2500 mcg/mL ;
1500 meg/mL B4 F (AS52) 33 LUK 2000 meg/mL SL = (CHO) D FAEIIFMNET X THME

T&ERhol,

BRMERHR : A FA=Fr YT I (100 meg/mL)
FatExt R - RAEEBEBIOBE [PAFALALEF Y K (DMSO) 1x%tR

S-9 # WA nWiE4 1 50, 100, 250, 500, 750, 1000, 1250, 3 & TF 1500 meg/mlL ; 1000 mcg/mL

L E (AS52) B X T 1250 meg/mL LA E (CHO) 0 A EIIBHENET ETFHMTE R o7,

PEMEHER @ A & U ANVKR BT F L (200 meg/mL)
FatExt R - RAEEEER XU (DMSO) st

BERK : Invitro REBRR

RRULIENTA—F (HERASS2ZF ¥ A =—ANALRXF—JRE (CHO) MR TIXFY o F
-IT=VERABYRYNNT VR T =25 —E (XPRT) LT, ¥7- CHO-KI-BH4 {3 T
BeRFYUFL - TR RARYI RNV I T AT 2T —+F (HPRT) ALEIZBWVT,
EAV ALV ORREREFERTHRNEZHALITT D7D, AS52/XPRT B LT}
CHO-HPRT Wi LBV IR AT E R In F RAE RRBR TR L 7,

HERFER SS9 A=A, 1500 mcg/mL LA E (AS52) 3 X T~ 2000 meg/mL LA E (CHO)

DRAEEBEIETE THME TE 2 o7z, S99 ZAV2RVES, 1000 meg/mL LA E (AS52)
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BELU1250 meg/mL LA L (CHO) DAEREFHNMATE CHMTE D)o, EALY <A
VL SIORBREEILOFEIZH D3 53 AS52 #MD XPRT (78 F 7~ 1% CHO 2 HPRT
METRRERZFR L o1,

NOEL : g ¥4

FEEHREAT « BIZEIR D&/ ik,

fEmm B oA Tk, AS52 F 72 ITAEHREAY 2 CHO MBI R OV T RIC B W T b s
AR, ¥R BERFNRERERFZROTENEL TR o7,

8. a3 pla UNTEMEGHBIERBICIBIISENLY v 2> (U-57,980E) DEFME
F I =hNALR— b No. : 7228-89-054, 3E& No. 88-394

TH: 198949 H 158

BWRHE DL - ERELY A (U-57,930E)
/R XA nrayYg i (Canton-S, FAR)

RRLUICAE - BEGR (BE) . BRI AF L= koY 7 I (DMN;25ppm), 7

LT, B YU = 2 1000 ppm 35 X TR 7500 ppm,

BEVREE - 5% 3 BEA D KB,

BREHRE  BEREEEK1.0ml/ 1 7

RBRULIEATA—F : ZORRTIE, BRERGICLI>-TRELLBEOXfusayay

NI DEBEDOBE S REEFERRICB VW THEBREREREZFRT LA 0D
BEAZFE LT, ZREZBFRAECELAE LTz,
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BRERFER Y ~A 2 RE LD HAE (offspring) [23R1) 2 RAERFEITIFR

Anied o= (7500 ppm THRER L7~ Yefafk 12,501 B EFEH] 26 {8 ; 1000 ppm TR L 7=

Yua ik 11,634 fH P EIEH] 22 M8 ; FhiTxt U TRRME IR 10,795 & S BEH] 23 ),

NOEL : 3447

HERHAEAT - Margolin, BERE. BLTRYT Y 45

fim o BNV A R ZORBROEFET TIIATEMIRRRERFRME TR,

9. v RXEGETDNEFBRIZII S U-57,930E DFFMT
F 7 =Hh N L R— k No. : 7227/89/077

#&TH: 198942 H 16 H

WEBRME DL  HBBEAL ) <A 2 (U-57, 930E)

RERR - vV RFHITBIT D/MERAR

REREW DO/ R# - CDI R TR

BV sR MR B - MERES S TR

FAE 0, 175, 250, B X375 mgkg

REEH - AREK

HEHR - BEERS

REMExT R - ZREK
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Bt : MY =F L 25 I (TEM, 0.5 mgkg)

RERE - RN

RRLIENRATA—F L=, 0D, v TRBEICBWWTUMESA T 52 MR Bk
OERESNERITERAZFARID DT, invivo /MERER CTEM L 1=,

ROLNIHEERZEYE  #FEVTRICBNTH, WThOAETH, EAY A L DR

i X 5 4R mERF D/ME (MNPCE) O#EEHAYIC

BkEH -

Bt AR -

BERHARNT © A CRRE

i EALV =AU, ZORBROZET CRERBEHIIZVEHT IS,

0.90£0.74 MNPCE/1000 PCE

0.90+1.60 MNPCE/1000 PCE
0.70+0.68 MNPCE/1000 PCE

1.00+1.05 MNPCE/1000 PCE

33.50+13.54 MNPCE/1000 PCE

B. ALV =A T HCIHIZOWTOEEEZERL I ELEEORE
BREEYVORRREIX., ERELEIETIIRNENRBOT TELRSHOB VW BIEICE
T HEZEE (NOEL) OREMEIORDIZ, ZHOLO0RBROBEIIUTOLEEBY THS -

A Y= HCLIZOWTOZ N b DREBOEE

ER2M3smo ohierots,

HE NOEL
REROFERA BYTE (mg/kg/H) (mg/kg/H)
90 BRI D Jv b 0. 10, 30, 100, 300 10
90 BN 4 X 0. 4. 16, 40, 160 16
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2HARBEOAERE VAN 0. 100, 200, 400 100
w7 A P DEFEMERER (B0) 7 vk 0, 200, 400, 800 200

Lo T, EREEOKKME (5 M) =10mgkeg/B, kB IOV TORE
BE (SC) OHBELUTOLERYI THS :

SC=%Z& 1 BEREXL MEE/BHAD 1 BERE

IIZT, b hMEE=60kg, 1 ARABREILS00g TH5,

ADI=NOEL &/&fE /&M REK

-
N e

<, 90 BEOT— %X NCEL OB EICIXFERT 57, SF=1,000, ADI = (10

mg/kg)/1,000 3725, 0.01 mgkg/E,

SC = (0.01 mg/kg/ B )X 60 kg/500 g/ A =1.2 mg/kg + 72 1.2 ppm

B ELREK
LY=L DWW TEELE
HHRS BERE Z2B%E (ppm)
i1 1X 1.2
i1 4x 4.8
i 2X 2.4
g 3% 3.6
L 0.33 % 0.4

C. ZofkEyix. BEFMCR T I2ZRICHRTIHNT I —ADLEMTH D, BESE
HFMICESE, 7Y —C GERBAME) THEESN, ThiZ5 EkE, 90
AHEERERBRBLUCBEEET — 2LV . ZhEAITI) -ACRETDHIEHTE
oo BECEMIZHITDIHEOEROLD, FIARECENEDTHS LBOND, Bk

RBRIIAET, 90 FHRRICES X, ZERE (SC) OFHEITIL 1000 DX EMEREE AV
Do
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612 T aTwfV
b, SE5|

(A-US-612)

FDA

Freedom of Information Summary NADA 139-075 (1989)

S

YR - ~T 2T A T URK

HEOTHX¥ 6 PDO—FDOIROKEEEIC, #BRWE01g 285 L, 24 RRELUNIZ, £ER
I OABICEEOHBMEOBERT RTOEY TRO LN, ThoDEWIXTHBEET

CFRTHEE L, fioU ¥ 3 NCHBRHE 2 AREE L, BERIC20PBESIWE, &
R D & < BEOBESEDONA, 3 HBETICHE LI,

TYXEERBE - =7 2 T <A VR
HOTHX 6 TN, WRMWHE02g ZAKER—X bORyFE LTEALL, AEAYyF%
FTE DALEIC 24 BERIF Lotk BREL. FIBEOBEIZ DWW TREZRE L, Bdh

Tr—WRHFIBME A 2 71X 29 Thot, UHX2PNEA 72 BEIZICFET Lz, Z0OWEIX
BEBICEATAE., PEECNKLBELIXRIT,

Y XIBREME - v T 2T, YURVILT A a—)VIRR
THX 6Pz, ZDRSWO.1 ml AFEEENICARRE L-, 24 BRZICTXTORE2T
TV, BRI, TORGEDIBLACOBYOAE, IER X OREEREICE L THEER D

BTLER LI, TRTOEHN 4 BEETITRET LI,

American Cyanamid #&5# A-83-10 :
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UT ORERIL. 2D NADA ORETHS 197 VI v 7 ABHITITo 7, 2L, BRI L
YRR NTERVHERSBEA TV,
UYFRBEEE - FLIy s R

BRERE 01g) OHFMEZUIXIPOBEENICARBZE Lz, 200%,. 3P0V X
DIRZ+53ITTWIEDIZ L, 1 73 F 6 TPDIRIT 24 BFf&Ic8E - 7=, IR% 20 B
o7 Bix, R OBMIEEZ RS b otz, 24 B ICIREZ T3 WEEMIL. AR,
FRBIOIEIC ORI EZ R Lz, T_TOIRN 14 BRICERICE -7,

Y XRGHEE - S vIv s X

BREEHE (05g) OREZKER—ZXPEL, UHF6 P LTARBBHE v FOTFT
4R L. BEEZ 24 BIUTR2HRICREL, F#MEL TR a7 2Rk, — R4
AaTix20 THolz, PEEDIHEB IUBREOEENRD SIS, ZHITEBBEDH
DAL THRETH -2,

ii. #BEEME

American Cyanamid 45 1-1966B :

7o 28 BREIRAB SRR - v~ T 2T <A4 Rk

1RIC MRS T DD T v MZ, 4, 6 8LV 8 ppm DEECHERWE S ekl 28
%t 28 BRI G % 7=, MfERE 10 [CF OO REICII MR 2 RIS 2 7, %ﬁﬁqﬂi‘ Vgt
NOBRSBRETHLEEHEOEERIIRD N2 o7, TOED, BEEBE|IvTaTwA(
087 mglkg IZHBYT5 8ppm & FEIA L EZ LT,

American Cyanamid $%% 1-1983 :

7v b 13 BAREBEMHAKRERR - ~T 271 Y UREE

814



1 BT O EMERE30 T DD F » MZ, 0, 1, 3, 5, BEX TG Tppm ORETT 2T <A ¥
VEEUERE 3EME L, RRYMPEBEC T, FELREERD M 7Tppm OREE2X
FEBEIZOWTRD b, SBE U Tppm & 5 X b7 fEld, xR & Bl U CHxhOEE
BOREREMbR L, ThoDHEANL, EXEEII3ppm (021 mgkg) THDH LB
bhiz,

American Cyanamid #%5E L-1984 :

A4 X 28 HMREHAKRERR - v~ T 27 <A VYV REEK

MR 2EETODA XIZ, v T 2aTF<wA 0, 6, 12, 24 BX 48 ppm 2 & ekl % 28 B
M5 x 7, 12 ppm U T OEFER 25XV THOEBHIBNTS, BIELLNRTA-FITE
BIRD LN oT, 24ppm 2 EZONEEHHICRD b ME—DRZEIT, BERDOWRE
W21 /BEE T, 4T 2HICHED bz, TORBII—RET, HBRYHEIRS 16 B&
IR bR h o7z, 48 ppm Tid, BBFREIZETT T 5EENRASTITOA XITHB®D
bihic, TNHDOAXIZBWT, BBRHOER. BIREMR X UUBME R HERTEH SR
X vBEDLNE, ZhbDELIX 24ppm 25X DN BWTIIRD bh R oTe, BE
BRI 12ppm TH D & Bbhi,

BioResearch Laboratories $t&5&E 50716 - <7 = 7 <A ¥ VR

HEROEFIEIBIRAREZDO - NVRIZBII DT 27 <A ¥ OREERLIME R 7
V= JIERTAREEZRET SO RAERERAR,

HEBYECLIARRBIVEELAELRVHAREZ AT, BHRAED~T 274V
DIFLTNaA—NEREX | RREBERTA X 1088 (BESEE, #SE) KRELEL, &S5
DF=RTTRTOA XOLFEE. PR, LE, £O0=FFE, dp/dt, KEIFRER S TWOHEH
BrE=F— L7, SHRODMBELZREETRICHE L, RIGOBRELLRIE LT,

¥, AX8H (MATFEBLIVHA4TR) THEWELZVOEAREAFICANTEX, RLAT

815



A—F2RE L TRISORBEEBEERD, BRI, BIRNBESY 1 ERTHL
REIGHBRH O, BAREGRIIZEOBEYOBELIK 2 BEZICRBOONB L E2FR/L
oo DD, FRRIZEBIT DHMARE D DITRE L= HEIL 005, 0.20 33 L 100.60
mgkg T, BAORED7HIZIT 05, 20 BL U 6.0mgkg Thol, BARE LA XITH
WTTF—ZINEZBRET 27D ORERMIIRE | BRE¥ETHE L Bbhiz, BIELE
FPTROBEZMEZRLIENT A —FRELCEEBLUKEBRETH S &L BEbhi,

BioResearch Laboratories #{5E 50724 - =5 25 <4 ik

HERE O EI3BRRBE SHO -V RIZBIT 3T a5 o robnE a7 7 4
N,
1 BIZ O3 BT DDA X, HBRYHE % 0.05, 0.20, 0.60 mgkg FEARA). 725 U
0.5, 20 B8 LW 6.0mgkg (A) PABTHERE L, S LEALME T A—F 27|
E LT, BRUEOHIRNZEIL, 0.60 mgkg FEERE Lz BV THMEK, £LE
JE. WREHARBIARE SRS & U dp/dt DA F & L7z, 0.20 mgkg DR E#IZITFER D
ME~DEBIIBD ON2h o, TRHDOET, BRYELZIVRELV HEE 10 /£
BVARTRORE LA XEBWT—ELTED LN bDIE—2 b o,

Lederle Laboratories $#55E 36624 - <75 = 5~ A LV EK
DMERI YV —=v T TazrLn

mE. REBIRV=VERBREDNRT A—ZIIHTHAERMEOEESY T~ N TRE L
7o

K., BEIRILRZ I 2 RO E DEROEEYHL M T -0, BEEL- L
HERE L, TOMBEOLMENRT A —ZRZORBCRE SN, BELLT., <
TaFd<wf Y VDLMER V== 7 Fa7 7 A MO THBETRELDIRVEWN

T EWREINT,
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American Cyanamid #5E C-84-1 - v 7 2 F~<A Y Rk
T aTvA VU EBIRNRE LA X LIZRRSBBTHE LI & D, L. ECG
HEES L CRPEUEROEL.

TOEROBHIL. B IBTT 2T VR BRACRETIBERE=F—T 30K
WA ERTEROEDRVWLERONRTA—FERAMTED, ~TaivA 0kl
RS L, I L-REL -7V ROMAROEL,. LERRERBLIVRY~T 27+
AV UVBRBRRRET DL ThoTe,

TOEBROFERIZ. DEROTABEBD TEBEMTOHINEEREELRZWED, RY~<T
254V VBBEDREDEDDHSFTN, € hO-FaF<wA T U ~DBEAREDRE
ErE=F—TEDICBNVEIENTEIRRDONRTA—FZTHDB, LWVWHTZ EERLT
W5,

iii. EHEHER I CEHRENE

Toxigenics B 450-1252 :
2T aTGeA Y ERELETAE ) Ty MNEBIT D FHRETHEHRR - <7 271 ¥
VIR

1BICOXMES LT, HRWEAVDO MY ERavlid~wTaTFvA 0 (FhyERay
WA, 1, 5, 10E72iF 15mgkg ODABRTER6 BE» L ISAEBETERE L, 5. 10
F 72X 15 mghkg 2EE LT X TOHESRELHMTICFET Lz, 1 mghkg 2RE5 LB
BHOBBEERI R o7, ZORENL, KRROHIZ 0.1, 1.0 B LT 3.0 mgkg D
BEXBRE L,

Toxigenics FRBR 450-1253 :

2T a2 ERELETAC ) Ty NEBITAREERR - ~T 27~V VE
&
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1BIZo& 25 MOKRREMT v FERE L. HHRHWES 0. 0.3, 1.0 T2 3.0 mghkg/H D
FARETIHIR6 BA2S 15 A B CHRERORE L, 3.0 mgkg 285 L M3+~ CiHE
20 B ALIRTICEET Lic, Zh &Y bEVARSZHBE LBt BEmEtosiEs R &3,
NG 2BEOHDO HEFIIETFEEOBEL RS 2ot

Hazleton Laboratories 3458 6123-110 :

Ty MBI T a7 VD3 MREMAR - v T aF~A TV EK

HE12 LI KU 24 IEORERAT v bOBIZ, vFa2F<A4220, 1, 3 F71%5ppm A
D OfFLE 71 BEE ATz, RICINL0OEY% 2 EE L, Fla LU FIb E{FEEA &
Bz, B R CEE~DRIK 100 BEORESL. FIb B TRE S 0 /525 B V5E L, Fa
BIUFRbDFZEASE, 2B TIXFBa BL b IF 2 EA S, —DOFTRIT. X
KRB LUHFIZRIT 5 —BRORWOT2REEEL T, Thid 3 #HROWVWTh ol
WTORAEZGT T, AFEERICEEREELRI o7,

iv. B#EE

BioResearch Laboratories 712 = 7 | 81603 :

ARREBITE~T 2724 D1 FRIRHRESHRR - vF o F<4 P UEEK

6ppm LU T % 1 £HERE LicA XTIk, BBEIRBD N o7, BVFDORERTED S
NHEMERILOEE LR CH - 72,

T HICOEHMRES /T D>OE—IARIZ, 0, 3, 6, 2RI 24 ppm DEET<T 2T~
A VB F0ERE 1 EME 27,24 ppn OBREZZ 1T 24 X 2ERRBARTICHT L,
WINOGEEIES, ETRREIR S ~MELFLTH D L Bbhiz, LERICLY, 24ppm
DREZZFIAFFICENT | FRICUDBREOFERENSRD bhi-Z LRI,
HIRFFICIE, BARRHOA XOEHLBER EMEESLIUMERER) chT 2 728m
RO LN, TR E L ARMREOBIED DN LR L EGEAH D LB
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bhi, ZTO#%OLEEBEOSER T, HBRMEOREIERICERT S L Bbh 548
FHEIT R 5T, IROFED 12 ppm OREZ2Z T 7 2 LB XU 24 ppm DR E 2%
T3 LR XU S ILICBD bz, AFERETOREIR. ARBIURRSMEL LT
EBETHERMREL LTRRBRENDIFHPRETH D L BEOND bODFELZTR LI
ROFREABZORETIE. BRAMEZTR L TWS A XICBiT 2BEERESHER S,

MmN 6 ppm (0.204 mgkg) ThoTz,

v. BloEtE0E e

T TFaFeA U DOEREM /BRI (invire) ZEHETA2Z 2 BE L, BEEEH
(invivo) DHEZHERTHTZDD—HED invitro BE W invivo DRBEBITONTE& 7, Z

DX ) BBBRRIEDAMMCOWTENWTAREZE T LEBbh5720, BahoRek

DFHDI=DITHRL DEMET —F LHICHANWR LN TEBRT—Z 2B DOFRARY

—NVEBRLTWS,

e TFaTFeA T VFEERERAWTER LU inviro BX K invivo RBRIILUTDEBY TH S :

1) M/ X7 0y —2EREREERAR (Ames),

2) FrA=—RANAAZ—IB /e RXYLUFL e FT2VERARYRINL - T RT

= 7 —¥#RE, (CHO/HGPRT),

3) Fx A =—XNLRZ—FIEMAEA (CHO) 1Z351F D in vitro RBMERE ST,
4) invivo BREMRBEFENT v Nﬁfﬁﬁ:}% AT

5) 7 v b—RIFHIIRIZB T 2R EH DNA 5%,

Ames B
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Ames RERTIX. 707 n— NV 1254 FRT v M S99 FEVR— FOFEET LHEE T D
W5 T 6 OME OB (F X I F 7 X8 TA-98, TA-100, TA-1535, TA-1537 38 & (X TA-1538
2o NI KEBE WP2uvrA-) 2V T=TaF<A YU 2RR L, 7L— FMRRICBT
% &I 15.8~5000 meg/plate DFEFE T, FEHKICOVWTRR L - KEARIIBEME E 1L
MIRBHECL > THRBINE, T, T R7RBREITo7, TRTCOAEOVTFNOE
BRICOWTHRRERFREGIIBOhAho Tz,

CHO/HGPRT 35k

CHO/HGPRT HBRIZEBNT, SO DHFET LHFET ORI TT 2 7vA L 2 HERR
Lic, BmABRITMREEICESWCGRIR Lz, RBRLHEIX. S99 OFET TiE 1~100
mcg/ml DFEFH, S-9 DIHEFELET Tk 10~150 meg/ml DEFETH -7, WTFhOHEEICE
THRARERFRESIBERS N2 o7,

Z v F—RIFRIZBT 5 R EL DNA 25

Z D invitro NEH DNA S RRICBVWT, Ty h—RFMARZAVWTT a2
EFRBRLI, SUOEMRROBRICESE, HBRWE% 0.10~4.0 mg/ml DEFHOEED
BETRRL,

UDS BBRDMERIL, ABRHT CIEBRMEIIESMSA FROE R IEME 3 &Rz &2
Mofefeh, ZORBRTIHBELEBEILNRD LWV ZLERLTWVS,

CHO/R Ak R AR

in vitro CHO/R AR FERBRICIB VT, EEARIIMREHICL > THERRESN:, =5
2T A T, 2ODRR, TRRDOHAEE 6~8 REFE LT 14~18 B EICER IR L /- 153
ZRV, SODHFETBIUHFET TRER L, 6~8 BEOREHEREER TIX, —&DR
RERFRBRIIGONR D o7, 14~18 B OREHERFEMIC OV TIE, S99 OFHFHET
TORmMAE (100 meg/ml) | S-9 DFET THOFAE (50 meg/ml) 3 X % AE (100 meg/ml)
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THREEGWABD LN, TRHETORGIERAETORGEL Y bRENoT,

Yefalk BE OFRIL in vitro B RFHRBREE THE— DBMRIE T, invivo REARITEEOH
LEMOEBERB L CAEMERBERESITIENI LD, Ty VEMAERIR TSR E
FAWT., FORBEREFZERMIZOWVWT CYGRO 2RARTBZEEZRE L, ZD invivo
RERTIL, 09, 45 BL VP Imghkg DRETOEER (ip) 5 T CYGRO £EK L. 9 mgkg
BT LIe A RO EPHMILE RIS T 2B RME Th oo, RAKRESFTOLD
DILZEHEOERE 6, 24 BL U 48 BB ICEHEMIREL TR Lz, BEOKRENT~TDH
ETELhZ,

L7ed3 5 T, invitro &4 T TH O NI BHEDOKERIZL. in vivo FHAIZ L - TESIT bh 2w,
E7o invivo RERIZE MZBWTEIY 5 2 RBICHEXTHLOL V2RV EVHETITD
hiz, £ TV 28 THOLNERERICIIL Y KEREHEELBE S, CYGRO T#EHT U F
RA b & LTHREELE 2 AVWS LBEEHIIE -2V EERTITONS,

b. BEMOLRELRE

S Xbd. RN 0.204 mghke/H LR b BEROE B Th o7, 100 {E0RAMERE
PEATS L. BEMORABEEIUTOLEY ThH5

LT AT TUEFADFE 1 HERE (ADD) OFHE

0.204 mg/kg/H (& 1K NOEL)
ADI = = 0.00204 mg/kg/ A
AR 100 fF
ADIX60kg (b h DEHHKE)

0.5 kg/day (BHD 1 HIERE)

FHAETRE (ppm) =

0.00204 mg/kg/ B X 60 kg
= = 0.240 ppm
0.5 kg/ B ¥ 7=1J 240 ppb
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652 TRV
KEH

(A-US-652(9))

FDA

Environmental Impact Analysis Report, Rumensin premixes (1989)

Ty MCBITAEMED LD : HET v MIBWTIREARETR T 50~80 mgkg, 5

v MZIVTIE 15~30 mg/kg,
BA:EFR LY F MY TAIOmgM D=7 Y — A2 1 B LTS 14 BRISE LS
v MZOWTIZEROBEIZRD bR o7, TR F Y U A 015mgM IZ1 HE
Befdl, 90 HH&EE L7oA X CIIEEOBEII 2o 7,
THXICRIT B RAEME : BRER VU, U XORICEA L RICEE ORIEE
2B X BT, AAWRBELTHT 0. REBERCRETISI BT TH -1,
UHRICRIT A RERIEME  BIE L. BREEZEZ L REICHER TR T2 500 mg/kg
FEALLE A, RO REFEEOBELEZ bR oT,

1B, TR X CEFRERER

AXIZBITH 1 EFRR : XV F M) UL 125 mgiENE (B4F) kgD 1 B 1E
BRORETEEII ) o7,

2 URICRITD 2EMAR : TR VT MY U4 10 ppmEHE (ERT) kg OEHR
ECTOBRKER JTobbREWETS1 AHARIX. BT OV TL 1.2 mgkg, #EZOWT
it L4 mghkg THolo, RERLICKEHRHRE 150 ppm (22~25 mg/kg/ B) TIIFE B AL

Mot

Ty MBI 2HEMAR : TRV T MY VA3 ppm-iEHE (B4 kg ORLE
ETOEZEE JTobbRENETEY 1 B AR, BEIZOWTIX 1.40 mgkg, HEIZOWT
13 1.72 mglkg Th - 7c, B L 1o B SRR E 80 ppm (3.6~5.0 mg/kg/ B) TIIFES AL
Motz

T v MTBIT 3 S HAREHERSR - TX Y7 MY v A 80 ppm-TEME (F4H) DOREMHR
BT, £EEES IR EF~DEEBOBBIIR -7,

823



DY RICRITHEAEERR : TRV F P UL 076 mghkg 2V HEWV1 AEOA
BZEKRO6 B~I8 BERKRE L THLEEMNEROTIIL., ZORBTCRRL-ESH
BETHLIZDORAEETIE., AEKENRMETHEROTB G o1,
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665 Yrawfv
KE

(A-US-665(2))

FDA

Freedom of Information Summary NADA 111-636 (1990)

1. =HRAR :

R 1 U-10,149A (FERRY v a<wA YT VIv 7 R) 1 Ty MIBITHEZ A b I {EF
FAEAR

WmEEEF : 768-9610-80-001

TR 197945 H9H

RELEMEOAHBLCRERE EBRY v avf LIy 7 R 7 L—F, U-10,
149A, v v h&EE 025EU, ®REHFF @ mEIEL &S5,

ER L-8fER L OR#E © 7 » b, Upj: TUC (SD) spf.

1B OHEZTNETNOEE - 6T, 1 RERIZOE 24 L,

BE LR IOHIR - A& (mg/kg) 0.0, 10.0, 30.0 3 LT 100.0, #=5-H1H - 10 BRE (4
%6’\“15 B E)o

EHORERE - §EICL3REEORE,

RBRLENRTA—F  BHPORIRER I OKEZFM L, RIFREEZRIE L. Mk
PHEL., ARMOEE. NEBBIUBEROEE I OWTEHE L,
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BEIN-EX2EMH 1000 mgkg AETIX, AEFORNESEZIZLFE L (P<0.05).

AFFL25RBEFOERFIIAREIETLE (P<0.05), L L, 100.0 mgkg BEZ 31T
DRINDFEAESR (8.0%) IXTERIMBIZRD b RINOKBREHRRE (53%) FRBET
H5b,

EZEE 30 mg/kg,

BT IR L - B8O A CE L THEELRAERREBRD bNENENERBRT 5
728, {EIE Cochran 3 X X Armitage 5 A — %4521 (Thomas, Breslow and Gart, 1977) % 8
W, BENVEEEINEIX—STELE 55 8T & BV THRAT L 7= (Snedecor and Cochran, 1971),
B EERIT. REFOEREN & TIMESESFT 2BV T L7 (Healy, 1972), —JE
FE-D OEFRF. BRINB LI UORELOELDEE:L., BEELRHAEBRBICOWTREYT

DIDITREBREE A VWTHEN L7~ (Lin and Haseman, 1976)

RBENPOHEEHLEFER BREIO, BBV v a</ 7L I v 7 X1T 100 mgkg CTlife
FRMEITZR <. 30 mgkg BETIIEERII R o BB EIND,

2. BRE . AXEBIFBRV a0l ERIROFERR,

e e - 768-9610-79-002

BTH:1978% 6 SH

RRLIMEOELHBLUOREAFE : VoavwA o7 LIv s X7 L— K, U-10, 149A

BLOY raw v USP 2 L— R, U-10, 149A, BEXIF : &0,

KRR ORER L URSK - ifiEE— 7R,

1 BT OMRERBIE - 1 REBHIC O MRS S 5,
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BREEBIUCERESHME: AE (ngkg/H) 00, Va7 LI v 7 AT L— K 0375,
075 BIXU1S5; Voa<wf 2 USP /' L— K15, #5801 4£ERH,

BREZRK &n, E5F-27€0,

BRRULIEANFA—F - BIVBLIEARELTIMT S5 OOREICIT, —RRE, RFZF

WM, BEEE. K&, IRFNBIUCOBILFRE., RRE, BEEE. RIRMBEL

LUBEHMEBEN G END,

BESNABREN 2L,

EREER - 15mgkg/BUE,

WEHARAT : 7 — Z 3B/ R BIT 2 AV TR LT,

RBENLEXH LR KRBT — YOI, WTho S L—FKp) vawa itk
S>THEMZEMND 5 WVIIEBZNEERZEII W L 2R LK,

3. B :1) Ty MBIV vyavw, D26 » ARER OB 5RER,

2) Iy bZBIFTDY vaef 0 26 » ARIEOEHEE SRR - BRRBOBES 2R

MpRFROEL, MRS,

HEEES 1) 768-9610-80-003, 2) 768-9610-81-002

¥%TH:19794%4 108 11 A

BB LI-HEOLHRBIVCRERAF ) vavf TP UIy 7 X7 L— K, 1y h60109,
BXQRY)vawAUSPZFL—FK, oy MI15TEW, BE5XF : BEEROKR S,
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REREMDOFER L USR#E © 7 v b, Upjohn Sprague-Dawley,

VBT ) OMERERIBIME - MERES 60 LA X R EFITIRY DT,

REER I UCREHRH :
HES yrawL s Lr—F ey % (R)
mg/kg/ H

) <R 0 784
5 FLIv s 0.375 784
3 FLIvs R 0.750 784
4 FLIysA 1.500 784
5 USP 1.500 784
6 USP 100.000 784

BERK : VoawA %1 B 1 ENRERE LT,

AR LT ART A—F 1 EFR (%), —RRBEEFTR., IREZORE, SR, KELH),
HRATR, BEERE, MlEF, mEb?. RRZE, BRPORE BENLFRRRESY
’gb)o

BESNCHEREM  ANISIRAR L OHERORRER, 150mgkg (FL I v
7V —F) BLU100mgkg (USP 7L —F) 285 LB THMLE (P<0.05),

e AR 0.375 mg/kg/ B

Bt (BE) : T2 RBR/N_EBOBOWMEZRAVWTEIT L, ETARKBEORS, 1
HRIDEE, BIUMEOHEERNORETHER I,

AR OHEH LR £FE (%), —BRREB I CIRAZORE, BEE, BREEE.

EFE, A VAT o= VUADOELERELLCRRECSWVWT, Yravs o
BICER T 2RROEZRIBD O eh o, REMGEMNREICLY, BEKLERT S
EREARIEROZERIIBO oML o7, BRBROBENZFEMGFHEE (5
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ERE 768-9610-81-002) 1X, Vv avA Lo OBREEEHORRB~OEEBERI )
Tro BMRIBRRB L RBEXROREEIL, 1.50mgkg (FVI vy 7 X7 1L—F) BLU100
mghkg (USP 7L —F) 285 LEZHETLERLE (P<005), Zho6DBEERY vavlf v
VOB L BEEEH B EBbb, 0.750 mgkg/ B R 5N HAEREIENB 574 HBEE T
HKEZEREIV LRI EMERLLWIZ LIZBWT, Vrvaef LIy 7RI
— NI EREERANH S & Bbh i,

4. FKE :U-10, 149A 285 L1=T v bkt 5 2 HUVEHERE (&O),

TR S : 7259-87-024

¥%TH 1987411 A 16 H

KRB LEMEOLABTBIUWRER Y v a7 LI v o X, U-10, 149A DR
BEABREZEO®RE L,

FER LR OERL L% : 7 v b, Upj: TUC (SD) spf.
1 3720 OMERERBE « MERES 120 [T, 1 REFEIZ D & MERE 30 IL§° D,

BELLB I UERESR : B8 (mgkg) 0.0, 100.0, 3000, 35k T181,0000, ¥5HR :
RZEL 60 ARTHAD F1 HRHEAF T () BIOKE 14 BRI O % 21 BB T (#),

RAZREGRE  AfEN&RE,

BE LI/RT A —F  BFER. ZHER, AEHE. 5. BEBLCF0AEFERE IV
FO 8 X U'F1 R DOKRE.

BEIh-BRREBE 2L,
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MEFIEE ¢ 1,000 mg/kg AT

BEEHENT (EE) : ElLehot,

RENPOEEH LR - ZORRCRALABD THVARZC»2D LT, U-10, 149A
IR EE. BiFEE. BHBEIIR (TRTOFROVTITo2ARRE : H4E% 0
~4 BH) KECLEFEZOWTITo2BERRE). WE. £FRELITFO L LI FLF
DHALETORRICHFERELRT IR o7, 72, FO £7213 F1 oM £FREH . 1
LTFO & F1 OMORIGFARIZIZORRTERA L-AEBIVRESRR CIIEEL TR

Mot

5. R : 7y b KM %Z AV invitro REH DNA 658 (UDS) RBRICBIT32 0y
FNOWERRY Va~ A D,

REEHK ST 1 7628-87-038

#TH:198749 H 14 R

FERALEYEOAHFBLORERT (HRRY a3 NLIEK, 1y M 64TAF B
JUE#RD 5,

R LIcRBREM ORER L URH : LT,

P ST OMBERBIME - SRS ET,

AEBIU®REHM - 0.1, 0.3, 1, 3, 10, 30, 100, 300, 1,000 ¥ X TX 3,000 pug/ml @ U-10,

149A B X OB R (BEtExt R DMSO 18 X UBEME%T BB 2-AAF)

ARG - QEERE,

REBRLINRT A—F : Z O DNA EERBRTIL, invitro THRILAMTLRER L5 v FFE
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O—REREICBIT 2R EH DNA G (UDS) 2RIET 5, ZORKRTII, ZHEEDNE
EEMEDEBLIOREBAMEIC L > (5B I INIDNABEOCEEEZAIET LI LM b,
BEBHERZ V- LTHERATH S, BaEEL L OELEWEI3E OREWIT DNA &
RIS L A2 RET ERBRICL > TEE SN A& R L. .DNA 8GIEE L.
T 5, ZOBREZREH DNA GHLE U, S FRICRVHIAI D DNA ~DE#HTF I Y
VOBMVIABERET DI LILE-TERTDHIENTES, Lo T, EEZHEY
FTIEE ATRE/: DNA 43 X EZFLEMITI. UDS 2 PIETH Z LT Lo THRIHT S Z
LBTE B,

—WRIFHIRAIX, BIRVBPADEZRE L CEBEEEEICTIRABBNI b, Z0RER
IR ERThH B, o, BEERAREHICHE LW, @E OFERA DNA SR8
FEFEIT D, UDS RRINZEIHIT 5 Z &1V,

BRINCEKRREMN : oy M 64TAF IZOW T, BIF /% (NG) #U v FBR2EED
EERO 1000 33 X T8 3000 pg/ml THFMITEEM LT (0~5NG), <HBEHEER U-10, 149A i
DWW TH, NG I U F A5 1000 pg/ml THOTITHEM L7, 1[EEDEERD 300, 1000 I X
TR 3000 pg/ml, 2 B B DEERD 1000 pg/ml (233 T NG OEIMIIHHICHEE T, NGizo
WTORBRIEB I UERL TV HMROEIE (%) bRAICER THo 7, ZDLSIC
BVHAEIMESERONBICREZLICL>TRENRD LS. AEBEEMOHREME
ZRL, 2RBBEL NGEMOFEERTHS 5 & Bbhd, NGEIZTTT, BT
V. HDVIIBRER TIZZR2V UDS RISIZEET 53« DT EEIES Lz,

EERE - %Y ET,

FeEHERNT GEHE) : NG FHEOEBIFZFEAL. AEZARBRIGICOVWTRELT,

TORBRHLEEXH UER U-10, 149A O oy M X ABRIX. 2D invireo 7 v MiF

HiBa DNA EHERBROLMET TIIBETLRENTL VW EBbhk, ZORROERE.
JoaeA L i ONTAFELETRTOBRESEZNT -2 ICE L CEMEL 72,
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6. XBE : 7 v M —RIFMlE% BV 7z in vitro AER DNA 45 (UDS) RERlcBIT3 Y v

<A r>ay b 647AF O,
PLEER D 7268-87-035
MTH:19874€781H

ERALICWEDEHFBLOCREAR - EBRY v a~vA v, U-10, 149A, L7 8% o

o h# 647AF,
FERLI-RBRBYMORER LR - Y4,
1 B 72 0 OMEERIBE - %4 E T,

REBITHREHM : 0167, 0.50, 5.0, 16.7, 50, 167, 500, 1670, 5000 pg/ml > U-10,

149A, RO, A F U KBLR2-AAF 2 F N FNEEB L OB R E L THV:,
HHIR G - NEERE,

REBRL7e/T A—F 1 Z O DNA BERBR T, invitro THBILEMAE LT v Al
D—RBFEEITB T 5FEY DNA &% (UDS) 2BIETH, ZORRTIE, SEHEOLR
FHMEB I UCRPAMBRICL > THEREN D DNABEOEEFRIE TS Z L2 b, BfE
BUERAZ V-V LTHERATHS, BEEEEL b OLEYEITTOREWIZ DNA & KIS
L. Mgz BRET 2BRBRICE > TEE SN2 EFEK L. DNA i3EA L., &
T D, TOBRBIITES DNA & FEITh, S HICARWHRRO DNA ~DEHF I ¥
YOBMYVRABEUETDILLL-TEETH LN TES, LEB-T, BHEEZAEY
TIEEFIEE2 DNA BE £G5B ZILEMIZI UDS 2RETHZ LI > THRIHT B Z
LBTE D,

—RAFRIRIL. FIESADEZRE L TEEEHRICTI2ARBVZ Ehb, ZORR
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WIXICHERTH D, -, BERLITAEMCOE L2WH, @E OERA DNA A5RHM3
FFEITARL<, UDS B Z 5T 5 Z LIy,

BEINT-EKRREE  RERZEMICLY, 167 ugml 2B2 3HELZFMT I A TEX
hol, 2 ) LEBEHRABREIRERRTLRO b, 3l L7 A &EIX 0.167,0.50, 1.67,

50 B L0167 pg/ml THoTz,

Zouy h (By MM64TAF) OV v avA o0 1 EROREREKERROWVTRICEWN
Tb. ZOMLAPIBHERIGESI &R Z Liz, 1 EIE OFEEBRTIX, IEROIZHIT (net nuclear
grains) OB 5 A BB REMOHEINAS 1.67~16.7 pg/ml TRH b -DIZx L, KERR
TIRBMRIGEZEIEE I LZDIXS0B L T6.7 ugml OB ThHolc, TR L b bT,
BEELTWAHIREIIWTHOERICBWTHAEEICHEM L (16.7 ug/ml THEKRK 80%D
MEARBEEDTHoT7), BERR Q-7TEFAT I/ ZAF Ly, 1X100 M) BT
R (H0) I3 FH@EY ORRER LI,

EBEER  BRNEET,

Weatfetr (BE) : ER LR o7,

TORBRMOLEIHULIEER VraeaL sy (U-10,140=9A, 1 v h# 647AF) 215
ZORBROERIYE, TORBROEFBTTOT v h—kATHEIAR UDS BB TIIBHETH S, L
ML, TRTHOUDS F—Z OFMRENTIL. TNODOERBALHT, Vravfrvic
EfR T 5 BEEEEZ TR TIHOTIIRNI EZHLMNI Lz, (“UDS REROBE” p. 21

ZR)

7. & : 5 v F—KIFHIBAD in vitro FEH DNA &5k (UDS) RBRICBITA Y vavAf v
VR REERES D DR,

TR E : 7268-87-039
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RTH:198748 A8H

FERLI-HEOEHBICRERF  HRY v a<w A 2, U-10, 149A, E#R D S,
FEALE-RBREMOEL LS - 24T,

1 B0 oMM - ZBET,

BREB L OB EHE : 0167, 050, 1.67, 5.0, 167, 50, 167, 500, 1670 33 J Ut 5000 pg/ml
D U-10, 149A, 226 TNT, BiA A 7KB LR 2-AAF 2 F R ERRMHERRE L ORI &
L TRV,

REZRE - EERE,

AER L7c/T A —% © Z 0O DNA EHRBRTIL. invitro THRILAMLE LS5 v T
D—WHFJREIZBIT 5 REY DNA 4% (UDS) 2H|ET 3, ZORRTII, SEHEOLR
FEDEBIUCRBAMECL > T3 ERI S5 DNA BECEHEEZRETEZ L0 b,
BEEERAZ V-V LTHERATH D, BLEEE b LAY EITTOREWIZ DNA &
RIS U i zrE+ 2BRBRICK > TEE SN2 TN % Fa L. DNA 8384 L.
HET 5, ZOBRIITEY DNA SR E I, S HITVWHIROK DNA ~DE#HF 3
VOB RAHBEBRETDILICL-TERTHI LN TE B, LEN-T, EHEHAHEE
ETICEEFREZ DNA L 51 B2 TLAMIZ. UDS 2RET S Z itk > THRIET S
TEWTED,

—WATRIRRIL. BIRSBAMEZRBE L TREEER L TIRABB b, Z0RR

KIRICERTH D, £, BREIFRENCHOHELZVED, @F OHERE DNA 4R H

FEFITPRL, UDS BHEIHT 5 Z & idi2v,

BEIN-AELREE FML-AETZDONEL DI hoTz,

BEEE  ZH5ET,
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AR (BE) - L2 oT,

TORBMNLEIXH LERER YV rawfrozouy b (MBERS D 5) BT 3

RBRIZBWT, Z0EWEIRREHET TRERISZ bIcb L, BERRES LR

BITFHEBY OBEELR L, LEX-T, Vrawa v (U-10, 149A, xtREZELER D)

DRBFRERIT. RRFHFTTOT v b—&ATHEIE UDS BRERTIIBEMETH D,

UDS REROHLE :

WURIRENT UDS OBET — 2 BLUEBEETE LR LOFRHI. V) raef rvizon

TEb 5 UDS {EHAS, a) Pharmakon A3 L 7235k (#EFH No. 7268-87-035) DHAIT

IX A THEY T, b) Upjohn Co.p3EH L7-RER (FREE No. 7268-87-038) DFAITIIEMZEH

WWERS RV, EWH D EERLE, TOD, BIBIN- UDS ERIIXY vyavf i

BT 5 REBM AR 5 LIIE X b AboT, BRI, U Y a3vA ¥ OBIETHE

DERFHICETIVLERGEZHRL TS ERE LT,

8. FHE: VALEXRT /I7uy—sRB (Ames RBR) IZBIT2 Y va<eA O,

HLERE : 7268-87-016¢,

BRsARE 1 198744 A 17 B,

#“TH:198745H 3 H,

HREBREUF DKL B L UMERT : C.S. Aaron, J.H. Mazurek,

REBIT OB ERERR D4 FrEs L UMERT : The Upjohn Co. (I U H VN A 7= X— 49001)
TREL R AR,
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RERLT-PEOLHBLUOREAF - HERY v a<wA 2, U-10, 149A, v v h# 647AF,

R L7=RREOFER L R : invitro RER,
1 BE% 720 OB : 2N,

HARE I TREHM - 625, 1250, 2500 38 £ T8 5000 ug/7"L— h +atat RIS L URHIGR

RARGRE - LT,

BB LT A—F : Ames RERD 72 DO FJEIL, Dr. B.N. Ames OB ZCFT TRAS S h - &%
H72FIETH D, FEICE XL, Salmonella typhimurium Dt AF VB ERKE . %
LE#HD 0.1 ml P AFARNVEF T FEER, AT F— hD 9,000xg EBERE (F7
BRIEW) LR (45C) BEXEHPCTRET 2, FRBEREHORARKE L AF I A
DONPYMICEE, 37CT2 HEEELAE, Yuebbturys—%2ao=—¢ LT
T5, 1HEISETL— M IREEAL. EREZVIET, BEIBE 1 Z50 1 gkic
DX IEFTOBEL, 3 ODEDEH L LTHET B,

BRINDIAERENE 7213, RENEHELERET 2 DI in viro THRMEAFHAE D

F— b (S9) ZRVILENCIHIDLT. WThOAETHLHEOLRREEOME %=

LTz uy,

HERBE  ZEET

WEHAET (BEE) - EEL 2227,

TORBPLEEIH LR CORBROBRIZESC L, Vravsf P VY LEXRT
/27y —ALRE (Ames RER) ICBWTEREMIZ o7,

9. KE : XM uavPav/Xx (Drosophila) \ZHB T HHELEHRFERBRICBITZY >~
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a-w A v O,

HEEEE © 7268-87-045,

BE45R 1 198743 H 24 H,

¥%TH 1987410 A4 20 H,

KRR UE DKL R L UMERT : R Valencia, RRELE,

REBITONTHRBEBROLHFRBLCER : V4 A3V REBHER (V4 Rav

YT 4 ),

KRB LT-WEDLAFB L UIRERT - HERY) v a<A >, U-10,149A, & F#647AF,

FEALERBREYORBB LI UORRK : ¥4 13 UYa v x(Drosophila melanogaster) ;
Canton-S (##) L UEARHFE (M),

1 BN 72 0 OMERERIBIE - 1 IREBICOE RS IT,

AER L UREHRM : 25,000 ppm 35 X TF 50,000 ppm OFFERKE 3 BEF 272,

HHR G ¥ a ERBTRRICANRLTEORE,

RHER LT A—F  ESHBERBRTIE. EROAFEMIRRICEIT IRAB/ERORAE

FRET S, ZORERIT. X Yefafk ) 800 B FETORIERAERIZOVWTDRAZ Y —

=V I RARETH D, T X REEDOK 80% X 72135 7 AE&EOKH 15 IZHET 5, K

&k INVERIE I T, RELIRICRIEICK LTINS S 5,

BRINEAEREE )V ra~A v UoARE LEBOFIIBITAEAEREAEITHRS
niphail,
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BMEEE BT

HEtfET (BE) : ERL2r o0,

ZORBROLOLEIH LERER ) vravws iR, ZOoRBREG T CRAMMIERAOER
FEHEE TRV,

FHRBROME -

DB VaVIIRINTWAET—FE, VravsA o iCii8EEELEREEL 2V
EWVWIHFEREBMIT TV, £, BEERIIT v MBI BEEMICE-SVT 30 mgkg
ERRELT,

2. EREVOLRERE

HHERRIZESE, BLERZHOBVEYRELZFE - HE L BRSHOBVRR M LR /- &
HEEIL, 7y MBI 27 A0 N DEFESERBRICEIT 5BEMEICOVTO 30 mgkg
T&Ho7-, NOEL [THBMET —ZIZESWTREEIN--D,. BAMEGTOLBEYD LS
BELEHETADIZ 1000 {E0RSEEF BV,
PREYOREEREIIUTOLICHEHENS

WmEEE (NOEL) :

BIENOCEL |, 7 v MEFHHHERRICIBIT 2BREHICE ST 30 mgkg Th 5,

RERE : _FHE1 AEREXE FOKE
RAD 1 BERE

838



ZIZT, b hoOHKE = 60kg

ERD 1 FERE = 500 gm

ADI = NOEL /#424%%
ZEHFEE = 1000 fF

FD7-%. ADI = 30 mg/kg % 1000 TE|-7-, $72H 0.03 mgkg

EJd 0.03 mg/kg X 60 kg
SC = = 3.6 mg/kg 7725 3.6 ppm
500 g

WIED FDA OF & Tid, BEEMT —F B FETHOTRITNIE, HiF D SC % 3.0 ppm

WHIRLTWb, D, £FEWD SC X 3.0ppm TH D,

FHBTORLRE L EITHBRBIZIOWTHE T SDEALEARIIUTOLEY TH
A

R/ — b : UTOHRIZ2 2DOMTHRIN TV 5,)

HERRE REBE. ppm
BHAH=1X 3
BR& ./ Beifi=2X 6
=3 X 9
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655 F 7 FIVv
b, S5

(A-US-655(4))

ELANCO ANIMAL HEALTH A DIVISION OF ELI LILLY AND COMPANY LILLY
CORPORATE CENTER
ENVIRONMENTAL ASSESSMENT FOR THE USE OF PAYLEANA TYPE A

MEDICATED ARTICLE (RACTOPAMINE HYDROCHLORIDE) IN THE FEED OF

SWINE, NADA 140-863 (1995)

BT 7 bR LA EMR L CHBHERER
ICR %~ 7 A2 AR 0 3 BFE & HEIZ DV T 3547 mg/kg, #EIZ DV Tl 2545 mg/kg,

Fischer 344 32 7 v MIXt 3 B8R 0¥ BICE  BEIZDOV T 474 mghkg, HEIZOUVNTIE 367
mg/kg,

Fischer 344 32 7 v MIxtd 5 BRI BIER - BEIZ OV VT 132 mghkg, #EIZ DV TiX 122
mg/kg,

v — 7 A RIZRIT SRR S 1 0.035 mgkg TO 10 53 OFIRPEAIZSRARD MG &
ChEETE5 &R Lz,

T HFF MRS HEEIRAE S 0.035 mgkg TO 10 LR OFIRNEAIT S < BE OHER
lIEEI L, MEICERITRI-T,

T4 RIS D REEMR X UHIEHE © 2000 mg/kg & KEICEPTER% 14 B, RER
Wi, ECH, BLIUCHAL»RLGFEHOBRIEIRO bhieh o, (LEWICEET SR
FIIRREYMOARIFERETIIRD bhizhot,

YRR DIRRIENE BT 7 b3 23 mg U XFORICKRE LTS 1 B
NICBEOAKRER. B2V UERERIIER., BIUBKR2W LPEEORERERNRAE
LTc, AR L CIE ORI, 85 LR 6 flF 5 FlicBWT 7 RUNIKHEE L,
T RTORIFED 14 BHUURNIZHEK L,

Fischer 344 27 v MCBITHHWA : T 20 L%, ZORBRICERLERT 7 b33
VORBEICARBRERE L, HEET 7 I UBE 113, 1.96, BXTR250 gm’ ~D&
BIZLD. TN Th2. 8 BLRTIEDT v FASFET L7z, HEET 7 ho8 3 R 0.583 g/m’
~NDOFRBICEVRC LTy NI o7z, BEBRT 7 b0 4 R RBGEREIL 2.8
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gm’ Thol, BHEOMEIIEREDNH, TREE, EERD. F+H2E5 B0,
BLUHWABHH R E Th oz, FFIES - fids L UCERBRH X 2.50 g/m® ~DRE
BT LB OARD b, 196 gm’ ~ORBHICET LM » b S IGIEEER
BILUEOHREZR L, 2 BMORREHEZEL CAEF LT v FTld, WIRERZEILR
ool

TATEMZE D IS HGEORAKEL TCWAHEOT I 5N 6 E ., FREMEE O,
24, 139, BLU274mg/m’ DT 7 MR IS HERBE LT, BREEE 24, 139, BL
U274 mg/m’ IKOVWTDZT YV~ LDEKENFHTRETFRIT. ThTh 14, 164, B
LW 148 um THoTz, EXRNFHIBIRERIRIITRIZ. THAFh 140, 1.63, BLU1.56
pum ThH o7z, LRFIIRER. REHMP. BLIUORBRICET=F— LT, DHRBOEE
IR 139 BEUV 274 mg/m’ THRAE LT, T2 MR 0TV —~D 15 HEREICH
WT DEFEREIT 24 mg/m’ Th o7z,

VCHERRT 7 MR VDAL AT AT EY T 4 EVBOE— L RBIOT 4
Yz, “C-HEmT 7 FoSI 0125 mgkg ¥ MEREOBRE Uiz, BEERYIO 72 BRI,
BREBHEED 79.4%3 LU 69.8D 03T NThA XBL U AN LEIR S i, BN S h-#
EHRETRED 90% LA EDSBHID 24 BERICIER Liz, WTFhOBWREIZ VTS RBFE 2%
BETHoT,

CHEMT 7 MR VDA XBIVT v bADREHOMER XS PBEIT, BE5K
HEOBRNBLTHEEBL RV BETHoRI LEZRLTWS, MYREBREIX. A X
0.05, 0.5, £71XSmgkg #R OB E L ThdH 1~2BEZICRE L (B5% 4~8 B
BEIRE L 2 o705 mgkg HOHEEZRL), BHMEERYEIC SV TOAS XOMER L UE
7> 5 DHEREBHITH 6 BRI Th o7z, 0.5, 20, 72X 20 mgkg #ROARELEZTF v b
T, 5% 2 BRUNKOLPESREICELEL, 7y FOmMBR LI UEmH,» 6 Dk
WAL, 20mgkg 28G5 Lz (815 BERE) 2BRVWTHTERICh-o 7=,

= NAREBITHOME~DOHEBICET MR ORERR  BEL TRV .
BROT LN T NRIZERT 7 "IV 2BRE L, ELELEHKE. 298RE.
DR BIWLERZE&E L, B8E, BEDRZTFMIT I LOTEE_EFT
FHEEZRBWTRARLE, 527 IV 0RE2, 50, BLU125 pghkg Thoiz, O
B LUCELEESRED BEERFHREMN 50 BX125 pgkg AETED N, T
7T UHEETIE, 1EORENOGROREETCOBRER LB LHRRIED bhir ok, X
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BIRER, IUHEH TR OmMER 2 DOEHRETET L, BESARRKBRENET
&I L, BRECEELELER~DEZIIVWTHORETLRD NN o7, 2
ugkg DREDOEERET 7 bV ERE LTcA XIZOWTRLLE~DEEIIBRD bhieh

27,

RS 7 PRI 10% 5 Etrvw /L A T4 X FEIANC X 28Rk
ThoDEHRBICER LUERANT, AV —VICHEETIERT 7 I 0D 5 fF0g
Ex2EA TN,

Fischer %7 v MZOWTOR O FHEFLE : 2000 mg BH/kg DHEEIREIIFETHEZET
hol, TROBARSIVCERESHHARERIIRD LI,

U FIZRIT B BRI X USRI 5000 mgkg DR B EBICRFTEMA LI L 25,
REHIBIUCHALLREEOBIEIIRD b2 hrode, D TEMRIESEY 10 Lo
4 PCIZRA LTz, Z ORBMEOEERIT 7 B LUMNICHR Lz, RIRFEREREIEEWIZE
BT BREOHBERERD272,

T IR B RAENE - A 61 mg 2 U FORICERL T2 L 1 REFELAIC, AR
DIRE., BHMRIIER. BLURBA2WLPEEORBERBREE LT, TXTORIBMEIL7
ALUANICHEER LTz,

Fischer344 5 v MZ X B2\ : SRR L OHME DD 2N T S — LD T, v/ A
SAE— g VETORBOMKEAYEZRAR L, BULHEBREFELRAVS L, HR
R BRI 3.34 gm BH/m® (HERET 7 F/33 1 0294 gn/m®) Thote, ZOBRE~
D 4BEMBRBETHS v P 1I0EF 3L, T w b 10 [T 2 LART Lz, BEtEOMEIIE
RS, BREHME. BWEEBHY, BIUORFTRRHF I ANWRETHoT, £F
Ty MITARTRE 2 BRIZIIERICR A, ARAFEREICLY, FEFICECLE
B RBo T, BT LB 5 B9 4 [LIZRFEOHBNRD bhiz, RIRFFEEIT
EFBMIIRDO N2 o7,

1B, A, BIXUEGEARR
SS9 MNIBITA3 AR : T M. 0, 0.002, 0.02, BLUL02%DEEET 7 F 33
VESLEREYE X EERT 7 R0 1 B AEOREMEREYMEIZ. OV TIXO,
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1.3, 134, 152.9 mg/kg, HEIZOWTIEO0, 1.4, 153, 156.8 mgkg ThoT-, HEET 27+
IV 0002%% TP 25X 7cT7 v P TIE, RECEETAREBIRDONR 10T, R
RLUCERBBHERE 02%2% T, BUFIRRDONR1oT,

VY RAZRITD 3y AMRER  ZOBMRBR T, =R 0.0, 0.02, 0.14, X 1.0%
DT 7 "IV EBLHERE S X, 2L Y. 1 B REOH EERINEEHE 0.0,
25, 175, BLT 1250 mg/kg/ A B/ O, =TV RINTROLERIC L 2 —REOL/LE
TRETIEF L, BRRLERIEBEDCERT 7 I U2 S LERTHRELEY Y RIC
BWT, BREE~DODIT b REERZD LN,

PMZBITD 3 y AREORER HMS 7 PRI % 0125 mghkg/ BEORET, RABY
WKE-THIVT 3 » ARGRKIRE Lic, RE. BEE, OEfk. FRRLERERICE
RO oNdoT,

AXTBITH 1 FHRR EBET 7 F¥I 0112, 0224, BXU5.68 mgkg DRES
2%RNATAXRT LI RELT1ALERAOKRKS Lz, —RREE. MRZHRER
FUMBECFERENRT A—F, BHREE, BLXUHBEREFRICHT AR5 CEET S
R, BRARMIRES N, BRROEED 6 » AT _XRTOARH TEEERICE
ST REFRRIRERE, EEERIZ0224mgkg/B Thotr, EEFLEBTS L. 4 XiT
WERT 7 MR ODLIBEERICH L TL VERZEREI - T,

PUCBITD 1 FRRAR : TA7FN (1 BRSO EHHEIETO) 1, HBRT 7 b33
> (0125, 05, F72ix40mgkg) ZRBFEICLY 1 B 1 [ 1 FEEEIRE Li-, SR
CIREBKE LS X e, TRTOIABREHHPERFL. RECERT 3 —RKREOEL
BB LN, BER, FERER LI VRMEHRE, IKFHRE. mMikESE
BRE. RBRE. BLUCARHLZLRCERICL ZHREREICIZ, RECLIEBII 2o
o, BEOHFERBMPBAEHOY NV TRAE Lz, BRECEET 3 0HEBOEMIL 2 -
DEAEH TR LN, BRHEFEILEIKMOMERLARLEBELTIALOBETHE
BElIZEMNM L7, KRBT I.0BEERIX 2 D OEHEHOETIIPLRL ., #oOLBERIC
DNTHRKROBEANRD b, CHIPE Fe7A7L ) o— ki T 30087 KL
) U RBEROBB LUCBRHEIEE 2T 2o, BRER TIIMHEOI LT, o
T RUF ) URBFHREROBAOBBD bNZ, ZORBRIZHOWTOEZEREIT 0.125 mgkg/
ATohoT,

7y MIBIT 5 2 HREHERRI L MEHFBERR 2 tHROMBED T v + &, HBES
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k93 20, 0.0002, 0.002, 0.02, £71iX02% %SRBI THE Lz, HBS 7 + X300
BREICET 2RMMEREEEIX. mROBIZE\NTO, 0.15, 1.4, 15, 3 X} 160 mg/kg/
HChot, BRIREREBIIHHHHROMIZLIERT 7 FI U OBREICKETS
ErRMEHEE oA, 0, 0.12~0.17, 1.3~1.6, 13~17, I X T 140~190 mg/kg/R TH
ot, BREREETAZEMIT. BERESL AL THD 02%HD T v MTOWTOHRBD L
iz, FREROME 2 LR X UREROME | ITRRERE L~V TRET L, BT 7 P IV
IIRBMZESRABET I THHI 00, KE, KEENE., BIUFEEFRAZR
OB EIZEETAETH, ZERELVNVIZBWTTFEREIN, REEBNB L UZRKREN
BREELREELZT b ote, EERFOEIEIX. BHLEEIOEE DRROEIMZ &Y
02%FETHBIIET Lz, 02 XA TRO>OLNHIRBEFERIT. FELREOEDBIT
S ET IR L BFOBBIERBEICHED L RO EBRFNERNMIERTHHOT
Holz, Fia BEW Fy, ORIEF T, FREFE. HIRETFE, FOEFR, BLIUHER
0.2%BETHEIIET L7z,

EO. ALLREEE, EE, Bk, BIUHER, 02%F 0D Fi, B8 XU F, FIEFOH
AFBIUCHABROIFCBWIERBHEE TRAE L, o, FE. DER KREBEORE,
THE/NAE., FRE. BLUIRBHERR EOREORAERNEMLI,

02%EED Fo, IEFICBWTHEIRD O REIX, BE. FKB%, BREHE. B
FUONBEORE 2 ETH T, 0.2%F D Fo, FEFICBV THEHEICED D2 OMOREA
SHERIZ, BEEE. WE. #E., 5. BLXUREORZELEFL ; BIBHM ; BRE
BILUHEBEHOTHBLURELBME ThoT,

BEMEER I URAESZHIIX, 002%LUTD T 7 MV ORBERETIERD bhieho
7eo 0.02%FARHZRBE L ZHIZOWTOEERET 7 I ORMMEFEHTEREIL, 15
mg/kg/ B Th o7, 0.02%FRHIRE LI HIZ oW T, HERT 7 M3 U ORFEMEREER
B3 13~17 mgkg/ B DEHE TH - 7=,

THAZENMTBT 5EBERAZERER - THARTIX. 757 (LLEICHO MR
2ETD) REBIZ Mo TVl 1 B 4 KR, 2~8 BEIRE L, RBRL
BEBETHS 238 mgm’ ~DREIT, 2 ABFTRHFKELZIZTRARD (250 bpm) LHEK
DEMO 7=, 2 BRIZHIE LTz, 642 3 X 1.69 mg/m’ QLB L ~_L~DREIL T EOE
BBICTIE L, BIEREL L 038 mg/m’ THREF (BF) LRBHR (RM) OFF
TULHBEOFBEREMES | EEZ Lz, 3 20&&E V-V TOLBROEMIT, A#E L fik
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LicgbieiL. EREICRDDOICH 2 B2 E Lz, KE., BREE. SHEE. LK%
FRE. OB ECFERE T A—F Tk, NBICEELETITRE birofz,
BEICEE L -ARMBEE ISR L ZRERIRBDONR o7,

FRRTIE, 7H5P (1 RBICOEHRE 2T D) 2ERT 7 bRIvDoxT7 YV —0
(21 B 465, 8 BHRE L., EREHHMZORSZHOV L RBEMbBH L, & Moxt
LTRIVIZRZRBELERE T2, Y2 1016, S BREKRBEL. 2 BEIEER 0D,
EORBEI BMBE LI, =7V —AVHOEBRT 7 b3SV ORBREEIL 0 (ZRAR).
0.05, 0.17, ¥71%0.44 mg/m’ Tdh-7-,

TRTOBYHPRABRKR T ETEF L, BHICL2 BRREBOEIIBD bR2h o,
FE, FHEE OERFOREECEIOKRECERE T A—%, b L IBRERCRY
T, EHFNCEEREIEI R o7, BT 7 MR V~DRRICEEL T, WIRME
TSR & A LIRS e o Tz,

A RHOZEHH T (BPOE) BIUORER6REOA L Z2—r0 (HEOME) 2, O
BEEE=F— L7z, 044 mg/m’ DPEDEEES 7 MR IICRE L7 F SO T, B
THOPAEROHBOEMBREOECRD SR, B PFOMEICITRD bhiho Tz,
BT 7 bR V~ORBERZRBHR O LDBRECH LCRBEEROEBIRD bhkrolk,
WEET 7 bR OB L UL 0.17 £721% 0.05 mg/m’ TO B P F =R B O EEIZ O
T, DHEBEOFELRELIRBD o207,
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028 TUUVRARAFN

g

(P-C-028)
Health Canada
Proposed Acceptability for Continuing Registration. Re-evaluation of Azinphos-methyl.

PACR2003-07. (2003)

F=HEOHE

TOVERARAF N BT IEMET —F X— 21T, EXBERFENOAF LERARICESH
TW5, EREHICBNT, TOVRARAFUEIROBLIOCRED b ORI SHEDORE
BICEDODTEERBEWVWIEDPHBALE, TV VFRAFNVIIRARKEEH L THEE
DEMERL. HEBIEHE ThHol, BRORBETIL, TYVVRRAAFNMRIBEITRIRE
. MBRICIEE A CERBETIRAEICHEE SN, Ty MBI ARBOKREHIEINLF
FAS- I T AT 27— ERBIEEGHEA XY —EOERZEL TETTS, Y
BICLRSWIIRB L CEFICRAERBEICREFEE LR P27, TUVRAAFALDEN
BREE A, MERRARICEET 2R REITr o7,

TIOVRAAFAMEC L - TEIERIENIBMEBHOBEIL. =) = X7 7 —F¥HEL
ZYEL—HLTBY., R B8 KESBLUCFREESR S CTHholk, M, RMER
FRIVUCBAD2Y) R T 5 —PEEOREKENLREEL. TXTORRBICE->TE
FXERYHORBRICRET D, BHBIVCERIORETIX. KEHNEOES LHED
bhd, 2 = RT 7 —EEEOMMBEZEOTMTIE, vVR, Ty FBIXTA XD
BIRBATEZEILEDOERZRBDONR, Ty MIBIT2 I EFIERYHORRIT. HO
FHRELY bBEENENI L ERLTNS, EBHRS I TEBEHRROBREOLEIL, #
EHERBHICIIIELACERBLRVWILEIERAL TS, TV VERAAFVITOWTH
ARHRTEZMFTRRRD b s 2, FIATEZRROVTIIZIEV TE FFHE R~
DRBABFHEZBORII R o, TOVRAAFNVIEMBEREDOA Y FU KBV
THLPRBEMIGRRHE LI ERI ST,
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TOVERAAFNVIZEBURERDT v PERIIYTRCBNT, BRAMOTIE R E R

MoTc, invitro BEWinvivo D—EDEBRNLET-H LW AEMOELN, TOLHRAR
FNMCBEEEE 2N EEZ2RLTWS,

7y bBEIVUYFEIBITHIREFERRTIE, TOVVFRRAFADFENRBERIMEE
FEAEER ORERLS X CRFOMMEZ R R Sh T, BEOESHE (NOAEL) (I{FiC
BiT 5 NOAEL L V) &V, 7TV U RRAAFNIL, BEHEERSH 5 RAETIE. EHEmD
ATFENDDETLINCT v MCBWTEREEZEME5|ERB Shdhot, LEN-T, R4
BB LI CAREEERRD OB RERIEIIT. KRR B LT, BB TIET v
BRAAF VT DREZEN EF LBRWVWI L ARLTWS, TIOVRRAFANELEY
DAZWRICH L THERELTRT I & 27T 35T, MBERF — & _X— Rk

ot

TVYRERAAFVEELTE MBI 2RBREAFTELN, MRBRICT IRV L RAR
Lic, ZROORBRTI, Y A7 FHEOBRICER L8RS b FNEA~DOBMEREIH
TORAALRRABYLEZIOND Z LRSI,

ZRAEIR. SHORVERREE, ¢ 2bba) vz XFS—¥REEITIa) L EH
HFEEDO—RIREBOEIIZ DV TO NOAEL IZ£SWTRE L, ThbDERARIX. 5
yhie b EDORMTONER IO MEFNTOEBZHBAT 57D & SRS
HEF ZHHRAA TN D,

2EZHEAE (ARD)

REORMEI R (1RB) 2HETHHED. 7y MBI 2 EHHEREERR,I L RO
NEMER (LOAEL) ThD 20mgkg %V 27 5B HITEBE L=, Zd LOAEL j3fS
Yy MZBITHFROKFBLICHMADO ) VX575 —FPREICESVWTREIATWS,
BYERMAFE (10X) BIUBHENES (10X), I ORBRITEIF B NOAEL O /&xin
(£ DAINAYR X OFRFEESBREFIT 5121, 2BENL SR 300 RUETH- 1=,
AR ##HE L7z & Z 5 0.007 mg/kg (2.0 mg/kg=300) Thot, ZDEITHLREEB LI UVNE
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ERUT_NTOEAEZRET I LEEZALNL,

A1 HEEREE (ADD)

REFEIIBERBICEZEEO Y R RHET D72, A XTI 5 52 BHEEERE)
L/ bz 0.15 mgkg/H &V 5 NOAEL % U 27 FlD 7= HIZBE L7z, NOAEL /i 0.73
mg/kg/ A TOEFEMHEDO—RIKEOEL (TH) ICESNTWD, BRERIMEIC OV TIT 10
X, BRENEEIC OV TIX 10X OEEN L AEEEREEEMA L, ADI 23#HELEL
T % 0.0015 mg/kg/H (0.15 mg/kg/B +100) Thote, ZOMBIILEBLWHIEEZE LT
TOEAZKRET L LEZADONT,
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062 A VXV TN F—v

b

(P-C-062 PRDD)
Health Canada

Proposed Regulatory Decision Document. Isoxaflutole. PRDD-2001-03. (2001)

HEIREXESE PRDD2001-03
AL VXH T h—

BHENE - BRBREFRARRICBWT.SDR T v b 75 ILMERI/AEICHEO, 0.5, 2.0, 20,
500 mg/kg/H DAV XH TN b— (NyFHES, ME  FPI1308, FEHERSL 98.3% B LT
40 ADM, FEMERRY 93-99.2%) % 104 Bz o7z ¥ EREEAREG Lz, & HIiZ 20 [T/dR)/
REDT v M2 BEOLBEZITo %k, 10 WHRIHAEDT v 2 BRL. BVDT v
MIMBEITH Z ¢ < BXSBHEAE L. LEBIZEE L7=EDRFEEITOVWTFHEE L
7o

B ICEE LT RIIHTAEEBRIRD b o, BRI LEMKRFEH T A—FIZ
WEICEIE LR RAFTRIIRBD bz o7, 500 mgkg/ B #BEF QMRS TR
BICEE LT, REHIR, w7k, REST. NRERARIRZS EORRE LS 25 BRKRET
RARD LN, REBEHMFS, 500 mgke/ B & 58 OB 5 CHERMOF B 28H 2
BHONE, ZHIEEL THTRERR L UFARERET L, BETEEDERIMETL
To. EVEHAMF., FEHEMCKHT 2LBICEE L -Z2BIIH5BEVHNRLOTHS
EZz b, RIBERZEICL Y. 20 mgke/ BB EFHORER KU 500 mg/ke/ B %55 DHERE
A C/NRFTERERE D b MEFAERPIER LMD KAREBICR I SABICEE L
ABERENALPITRY ., TORERZIMOFIEL . FEEEERIHEOFIEI T,

20 3 X 18500 mg/kg/ B ¥ G5 OMERER 5 TABICEE L A bFRER L TRREFT RS
OO, T BEOEESHEEZ. WThOEIICRBWTL, £EBFHH 5 VIEEESE
IR TH S LEZONAPTRIIRD b2 o7, 20 mgkg/BEEFORER X U500
mg/kg/ A ¥ 5B OMRER H COBICEE L FIBEEOBMA. £, 20 mgke/ B R E5E
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B LV 500 mg/kg/ A GHOBETHRICEE L -FRIREEOHMBED b, Zhb
X 52 BB OFRBRFFICHO TR I N, 20 BIL U500 mgkg/BRERFETERD bk
SLEITBEE Y 5 WERAOERAT RICIZ. FFIREEAR (20 33 X 1F 500 mg/ke/ R G BEOHE) . AF
B [ZALfE (500 mg/kg/ B BRE-BHORE) 3L URERE (500 mg/ke/HIREREDORER LW
) . RZEAIR (20 38 XU 500 mg/ke/ B R EFEDME) . EEE D BAFRBEX 208k
U500 mg/kg/ BREFHORE) 72 EREThiz, QEBIZEE L - FIEOIEBEETRIZIE.

/NEBBRFRIIAER (20 & X T8 500 me/ke/ ARG B ORER L UME) . BIREBRZEME (20 B
L U500 mg/kg/ B R 5RE DORE) | F IR IFHIAG (20 mg/kg/ B % 58 D HER X 108500 mg/kg/
A&REHOMR L UM) . JEOPMIREE(HESL (20 B LT 500 mg/ke/ B RSHEORERS &
Chitl) | GFEEERE L OHMIERR R (500 me/kg/ B BE#E D) | K2 S < STefFHIM (500
mg/kg/ BIREFEDHE) R ENEENT, BETLBICEELZRBENRED LN, 2 bl
IARRFEEREF (20, 20, 500 mg/kg/AHERH) . XEOMEFE (500 mg/kg/ B B 5
). EEAEE (20 38 LT 500 mg/ke/ B 5-8¢) . R HIltE ERHM (500 me/ke/ A 5
B) REBEFTENT, TOMONEITBEE L FEBEMR RIZIX. 20 B L U500 mg/kg/A
BREFOBER X500 mg/ke/ B 5RO 81T 3 PR IREERIEIMEBRK. 3% - 3
T BB MEEE, KBFORFTEES L OCREORER EARENEENE, TE
AEFHLTIZ 05 mghkg/ BREBMOETABRRBEROFER LANBD NN, BIE
F (104 BHORMREREB LOFENER) BABHICH_THARICERET 22 Lidhn

277,

500 mg/kg/ B #& 58 O MERE T 5 D FFIEF X U 500 mg/kg/ B #5-BEOHED BRI AE & B8
B LUICEBUT RSB bivie, FFBRRE, BiE, RE - BEEAORREAESR (104 B
BORKEBEZRBLUTEINER) I3 BEEICH T 500 mg/kg/ B &5 8E OMRER 5 CHEt
MABIC LR L7, 500 mgke/BREFOMBER 5231 3 FAAEREER L CBEOKRS
ARIT, Z OFEBR» DRI SH e Z ORFKOBH O REEH O LREZB 2 TVis,
500 mg/kg/ B R GHEDMMER F BT 2FFEERAELE LR ICEEL T, S2BEOHEEZ
FFRB LR 104 8 B ORKREBERBERAICKBWT, FRER. BEE. B, iFEs L OHEEE
HRAED TELFEIR) OHEEREMHRD bz, 500 mgke/H & 5REDH TIL 365 A B,

500 mg/kg/ B R EGBHOHETIX 427 B BIZAD THBRBESZD SN0l LT, SR
BHOMIUHMTII 728 BEThok, 7z, 500 mgkeg/ BREBDOHTIE 646 B BIz#®H
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THFHBREERRD b0 LT, XBEOKETIL 594 BETH V., 500 mgkg/B &
- BEROMTIZ426 BEThH-7DIZX LT, SRBEOMTIZT28 BE ThoTe, FIRIRIE
KM REORREAE (104 BE OBEKBRI ICTFENBR) ITBEICHL~T 500
mg/kg/ B REBHOHETHRAMEEIC LF Lz, FRBERMIRBREORRBAERII, Z O
ZEHEER D Z D RF OB OBEIF S REEE D LR 2 TV o, IRIRMAEEORIBAERIC
HEZIRD b ehoTc, BRARREL X CEEL S OE R FREAERIT 500 mgkg/H
BEREORET 18/75 (24%) Tho7eDIZxt LT, MRBEEORTIL 3/74 (4.1%) ThHoTe,
500 mg/kg/ H ¥ 5B DOHEICIIT 5 PRRERMRBEDORER ERITMHE-T, FRROE
RIBKGAF R OREFESERIC EF Lien, FRIROBRMIRE] KR £ /o 1358
FROFERITI LR Lighol, E5IT, FFEESED L/ 500 mgkg/ B & ERE DOHED
KEAITIBNT, R TR A THRRIBROIMEMMIARE 38D b/, 500 mgkg/ AL
BOBICRIT 2 FIRIRERMEIRREOKRIEARIT, T OWFERERY bR S NI Z ORK
DB D BETERHRELE D LR A8 2 TV -, 500 mghkg/ BRI SREDOHETIX 612 A BIZ@®D
THRRIGIER AR RIE DSBS DN DX LT, RMBEHOMTIL647 BB Th o7,

ZORBROZETIZBNT, 4 Y FH 70 b—/id 500 mg/kg/ B 1 5-F OMERER 5 THRE
MERLE, BEEERRICBTIMET v F OFROFEEERBEKZNTR (NEA
PR AE RIS & CHEE O PR Z(EEE) IcE SR/ EE (LOEL) i3 20 mgkg/H
Tholz, £, BETIROABRRERNFEIC LT Lz Z &0l L BHEHERR
BT HHET » o LOEL 1% 2.0 mg/kg/B Th o7, 2.0 mghkg/BIREFEDME TIIMEL 2
BAVEBIZEEE LT RIIRD ST, - T, HOBMEZEE (NOEL) IX 2.0 mgkg/
BTHholz, FESNBRE L7205 mg/kg/ B REFHOBTHBRREEZNFRICER LA,
REAE (104 BEOEKERBLIUTENER FPHREICESTHERCEATDIIE
X7 <. BE- T, HEDEBM NOEL 12 0.5 mghkg/H Th o7z,

32 —HHABINEORE

5 v hE AV 104 BRERERERBRICBIT 5% b#EE7Z NOEL i3, RIZEWAED 20

mg/kg/ A CIRBHORARN L L (BEXAREROLER) Z &2 54 LT, 0.5 mgkg/
HTholr, BABLUREMEEB2EZERETA-DE24%% (SF) 100 # Z » NOEL [Zi#E
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LT—HFAHERE (ADD) ZRdi,

7y PBERUIFIZEWNT, BESESRO ONRWVARKETRAEHERANRED L
iz (A= NOEL 13184 FMH NOEL L W {E2o72), T v MIBWT, BRIREERD
BELUWESE., TFF. PREOB(CEBERER ERICL > TRHREMT DN ARERE
ELTREM EAPRBO N, VXTI, R LEEEABDKRIRICZE T 2105 #H
BENBLOCRICEV 2 ARORRICBITIIEREERERLER L U CRSHE EEMNR
bhiz, MEMWTE CHRABMIZEIT 5 NOAEL SFESLEh. ¥ XTS5 mgkg/A, T b
T 10mghkg/B Tho7c, WTNDOBHREIZBWTH, 4 VXY IV b—VITIEFAEER
BHDHEREBAONRDPoT, LALARBL, ADIZRETHZHDI YT L AL K
RA > b @ NOEL JZBHUTENMN SF 2HAAAL DT, Ty FBIVYHHICBITE 2 DORK
M EFEZERLUIEM SF LA EREYTHB EITEZ bR - (BPA 2
RELTWDXSIZ, 14 BEDOT v MEERSEHERROBICI T B . FRR., B,
PR TR IS X OMEIZ 31T 2 AP EHRMIC &SV T, 0.5 mgkg/R vs. 20 mg/kg/B), FRAEZM
B9 DIREE~— (MOE) (F4£ %% NOAEL % ADI TE|-7zf & LTHEH) 13 ADI
LHBL TR LS 1000 LLETH S,

P€-> T.NOEL 0.5 mg/kg/ B 33 & U* SF 100 {2 23V T ADI & LT 0.005 mg/kg/ B B3R X h
3,

33 AMZRAE

Ty MBIUOUYXORBETIEA VFF TIAL M NBBRIIKHT IBRIH ELERBD bhi-
7o (BEFHERBD ONRVWAREKETRATHERNRD bk | HEESRER (13+
&) KT 2RMZRARERE Lz, VI XFREZSHRRICRIT 5 HKIEFKEHMH NOAEL
5.0 mgkg/R (RRF LIcRIEAE) 1CES<#3E ARD 130.017 mghkg/B TH 5, ZDRER
CRWT, 5.0 mghg/ BREHTE 27 IFATHERERLFRRBO O, ZORREE
REERITARIEEL. ZOWEBRO ZOZRKOBME AV ERBRECIERINATY
5B RO ERREB X T o, 5.0 mgkg/ BREBDE 27 I FaHERAESE LRIC
BELTHBERCHTI2EERRBOOND I LIZR1-70T, ZHITABIZEE LT
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AR EETIIRNEBZ NI, £/  RICEVWHE TH S 20 mg/kg/ B R EBIZBVT,
RSB 1MBRIUE BWEORERLEA, F 2MWEORERKTELIUE{IETRER
DRAEREFNBD bz, 0 NOEL AL I UCHEBEEZFE L TSF 100 &5 v
FBIOUYFRBIBICBITHEZHE LR EZER LIEMSF 3 28 L7z (SF=300),

A I FY TN =ML TREANF - FPBEL S L IEBRIVOT, —REOBERD
ARD [3HESL L7 hv 0Tz, Btk - EHHERRE 238 - EEHHREERRICB VT,
—ROBEROSERERERI A I TR A NORBEE TR TS5 X 5 RERRLEIZE
LT RIIBD bhiadh o7z,
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1783 Z7uS RT3 LAFN

Va4

P-C-175)
Health Canada

Regulatory Note. Cloransulam-methyl. REG2001-08. (2001)

1 EMFABRTIX. 1 RIS MRS 4 HO B — 7V RIZ XDE-565 (M 98.2%) % 0, S,
10 ¥£721% 50 mg/kg/ A OMETRERE Lic, AL AT A =213, —BRIRBEAEFA,
KE. FEHENE. MRENRE, MBRELERE. RRE. BROBITERR X UHE
HE. NRMARERELS LORERBRFORER S Thol, BERLZHFLIEER L FKIC
WMELEY, AXEEF—VIZ2ETOWRAEL., BEELF— VT LICRELRRED, Z
NHEDORTA—ZREABBRLNA TV, RBRHAMPICRE LEEEZHB LI ZHHE
EE DER2~3%LUANTH -7z, MREIFRER L REERFOREZRI W THho
RIZA=ZIZH L THEEREBRIRD ORI o, REERFHEIX, 10 B XTS50
mg/kg/ BIZ3T 2 RO /NEROER X TR RBOBRKRR LTI 7 v 3— B L UF
MBI AHHEAE (BEOLLAETTIVTHAY) OERE (BEEEIIHAEKREN)
REThotz, MBEILEHENIE, TVHIVERRT7 7 —EBIUNTF=07I/ b7
VATZ7 25— EH (10 8L 50mgkg/B., M) 5N T AT I (50 mgkg/B .
HERE) B 27 (SOmgkg/ A OME) DIETThHhot, Tl LT — 2T ES &,
25 FMIZOVWTO NOAEL X, MEEOWThOA XIZ2W T 5mgke/A. LOAEL jX,

50 mg/kg/ B Iz BFFEMEICESWT 10 mgkg/BH TH o772,

A1 HEREOHE

IaZ AT AAFMCETHIEHAB IR OESRT —F 1%, BBAML, BicEHE, #
A, ETEBENE T IR ERHIC OVWTERRERICOVWTORIE R IR o7, &
BB O BT ITENRBZMHICOVWTRERT 5 b DIER»ofk, RERLEH TR
ZHOBVEIMREIZIA X ThoTe, 4 XRIT? 1 FRBHERSEERRTRELRLS
mg/kg/ B @ NOAEL 35 X UMEHEM 72 100 DR SHBEICESE | fEO ) X7l D7z D
HEAREFA 1 BEEE (ADI) 13 0.05 mghkg/R TH 5,
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SSEAE

il L BHEFRIT —Fi3, 78T U R T AATF MOV TORMFEREOBRIIZ N &
ERLI, LSBT, BHEY X 7FMEOLOORMBRAR (ARD) 2RET 3 LEL

ey,
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252 IO T7xxr/EN

AT

(P-C-252 REG)
Health Canada

Regulatory Note. Diflufenzopyr. REG99-02. (1999)

BT8R

FHBRER S IN T S ENMIIONWTAFELEEBET —F_R—22F ML Ea— LT,
BHENETFT—ZIIm2RbOTHEICE-TBY, BHROBHOEDIIHKLELINGT
RTCO—EORBRBEETN TV, RERRIBUIIThh. EEMICZITANLONSHARY

o b it o TV,

RERBRNHEONIERIT, BIRNBRELERTD L, BOREH#R, &5&E (AD) Xt
LTRFICHEN2EEIEID 2L BEHOFREL, YIAT7 =Y EAREORER
IS = UMARIRENRNT E 2R LTV, BOKE% 72 RELIANIZ, AD OXES
NEZEB LTS 0IXL (FRrbb, 49~79%), RPHM EhiDid AD
b0 20~44% L3 o Tz, BRI E% TiX, AD @ 61~89%H3 [RPICHRt Sz,
Bl AERB I CEIHRGIETHER A Y —IIZ L A EBE L ed o7, T_XTOREHOENT
FTAD @O 3~19%BNEM E N/, ZHIEBFRRA S 7L T7 = EALOHRT O E
DBREEREFELTWAILERRLE, V7L T7 Y L0 LZOXEHIT, HE
BOHRE5E LIUCHRIRNBED T TORT 53~69 B, REZRARSBIZOVTIX 7T~
108 BFfE TH -7z,

CSINT 2 ENMTEBETICIIEREINT. TRR 83T _RTOHEERICOWT AD O 3%%k
Wh S5, BEWEEX, 7o VEBBICHOWTIERMK., RLERSXCLES KD

B, VY Vo MERBIC OV TS LB TR A1 o T,

B, EBIUHEH»SRFHEEN TRR OERERIIS IV T = S ENVDRENE L FE
iz, ¥ BEOMKSBERY M1, M5 BILUM6, 72 5 TNIKER(LA Y M9, M10
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B X OUMI9 et cRIE S iz,

BHEEREICLD, VTAT Y EVREEKITED, BRAB L REERIC L5 ERE)
MITKET B BHESMER D% L, Distinet®BAITR OB EIZ L - ThThIcESRH Y . &
BREIVCRAZLD2BRETIIESEMENZ L BALNII R, ZOEEDEIXYIFED
BB L TRIBMRZRL, EALEy PCRERLEEALVEERERE TR Ao
(Buehler Zk) DITH L, Distinet®iX 74 XD R EICs L CREARTBERD D . HER
EMEDORRERH o1, ZORBHEIX VY FORICHT D Z < SRR D - 7=
DKL, ZORENIPEEORIBMMELZFI &R L,

PINT = ENREE 2T Distinet®BHIO ¥ F IR A EHRERERES (21~24
AR 1%, BRRLAEZThETNOKEHE 1000 mg/ke/H 18 L U100 mgkg/ B ¥ TTREICE
EY325ERAZVWThLEIERI ok, LML, Y747 =Y EA (100 mgkg/
B. &M & Distinet® (10 mghkg/H, EAE) OBAICOVWTRRLETRTOART
B R EREMERTED S,

YURATR, PIAT =V ENVEEOER (138 BLURY (78:8M) OEMEE
23R U 7o B Al & 7000 ppm (13 5BREIREBRTIX. BEIZDVWTiE 1225 mg/kg/ B . HEIZ DWW T
iX 1605 mg/kg/RIZFAZ L, 78 BARBR TIL, BEIZ-DV Tid 1037 mg/kg/R. MEZ SV T
1004 mg/kg/ RIZHEYT2) ETT, REKBEET I EMZMICEEREELXEB XA
»otz,

AR BBERAERIIFREORELESTILT =V EAVEEKIT, BREICBWCHRMER
B, FRICREW TS ED, EIERBBIIBNTA~EIFTY ULE, BIURE
RWLFEEORBRFOIKEMESI ERI Lz, (ZhLOEBIIRBR LEZOMOWTR
DBYRIZORO bh2roT,) TRODFTRIZ., HBRYENA X ORMERICTK U TEE
BEHETR L. BHBIUFBICBOTRERS (Thbb, BEMELMEN) 247
TEERLTND, 2R OHDFTRIZOWT O NOEL j3# 5 13 @ Tid 1500 ppm (58 mg/kg/
B). &5 52 B% TiX 750 ppm (26 mghkg/R) Thofz, EEHMEDIEFA 15000 ppm
UEORETRD LRI,
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7 v T, KEHMED 10,000 ppm LA E (f;z&&:ob\ﬂi 518 mg/kg/B . HEIZ-DVWTiX 697
mg/kg/BIZHEY) ORABTOES (13BH) BLURY (104 BH) RERITET Uiz, &
HEMEO DT A 72K T X, 5000 ppm # (323 mgkg/HIZHIY) OMED 1 FMORERIZH
BOLONID, FARCRF LB L BT 5L DT 1020BDITBE T, BHFEH
WERBEHDEIEADN 2o, BHRRER. MBI 5RAKK< /a7 7—T 0%
WED EF A 10,000 3 X 20,000 ppm FEOMEHEIZRD b, BREROREAERD LN
20,000 ppm BHIZRH bz, LML, 2 bOFTRIZHE® 10,000 ppm £ TOHETORH
RBRIIFBO O oT,

AERRIT. Sy MBIV IRIZBWTS 747 =2 Y ELADBERZRMY /BB AMED
SERLE TR & o Tr, FTo. inviro BX Winvivo TEB LT RTOERBEERRNES
EHICHOWVWTREREDRERY R LT,

CINT =Y L, 8000 ppm (466.2 mg/kg/ BIZAEY) OEAETT v MIBIT A
BRI EEZRIEL, BWVAEFRFHARR I TEER, AEHMECORM, B/MA%o
#wme LTBbh, 2. FattROFICHONTOFEHEEIT, 85 4~21 B OKEHM
BEMEIC X Y 53tk 21 B BIXED o7, BREWOM— DR RIZ. FHEER X OEEHM
BEORA T, RECHTHIRH o 8000 ppm B DFEHY (P 3 L UVF #{R) 36 X TF 8000 ppm #H D
EIE T O (T RTORIEF) LB bk, &> T. 25 NOEL iZRIZIEW A E D 2000 ppm
(113.1 mg/kg/BiZAEY) ICREINTZ, FHREFEEO DT M2 2000 3 L Tf 8000
ppm FHEOBEOBBPHICOVWTERD bz, *ET 5 AR 7 IR EARFENT RN 2
Mofeied, BELRARE o,

TVINT Y ENE, BE 1000 mgkg/B (T v ) BXU300 mgkg/B (VHF) £T
ORAERT, 7y NERRUVIXOBRFICH L THEFEEEZRI R o7, BFEMEIT 300
mgkg/B (BB TH2EMAE) TUVYXRFIIEDLON, MEORARD LA L LT
Rbohi, 7y MR L TREICEET SHE—DORTRIL, 1000 mgkg/BE#EHD T v Ma
FIZOWTRDONTEFREOEAMARZTEBL G/ I RBILOREFERDO EA TH- T,
AL, 29 LEDTIRERIFEFELIIHRINT, BHEENICEERAR LTS
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REINBPoR, BEHICET AETRIZ. 300 mgkg/H DU HXICOLEBED b, FHITE
EHMPOGERLBIUCEEERYS. BIURTROLEEThHoT, Ty MIBWVWTR
0 O NI~ DOH—DZEIT, 1000 mghkg/ BFICRIT2REDOEND 3 BEICRD S
NI-EERMEODLTHRZET (FETIEIARY) BIUGEHEORBD TH-o1:,

CINT 2 ENME, BEFHITEBEOWVWTROREICL-TYH., 70 2000 B &
1000 mgkg/ HORR LIZBEEBHAEF TT v MZBWTHREMOINE RE 2hoTe,

A 1 BEREORE

/& NOEL ¥, LV@EWARIBWIKREGEEHOERMMER (GEH) SEBHLN-T

LICEDE, A XIZBIT D 1 FEHRER THSL S 7z 750 ppm T, Z it 26 mgkg/ B IZFHY

Lz, A XPRLBEEZEEOEVEPHET, Ty FERIIIRIBWTIERESICEELE

BEBAMEDTERD 2L, £727 v PRI U FITBWTIERM/ BAE~DEEL 2D -

el Ed b, THITFFA 1 BEEE (ADD) ORECHELLRARTHZ L Bbh s,

ADI OFHE D= HIZiE, ZE4FE (SF) 100 Z42RT 5,

REEND ADLIITRORNICH > THET S -

ADI=NOEL /SF=26 mg/kg/H /100= 7 L7 = . Y ¥/l 0.26 mg/kg/H

60kg DA DOWTORRFFEBREIX, K-> THETH L ADIX60kg, T72bb 156
mg/BThH 5,

SRR

SHUBRAHE (ARD) BLERHE. BHINEEFHNT —FX—XOFTHLEY T

HBLBONARRII. VHIFIBITIRFEERRTH D, VR I7FHEDOEDITBIRL
FRAEBIVC UV FRA VM. RBRLEZESHAETH S 300 mgkg/B TRD LNEFHED
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RAERD EFICE ST 100 mgkg/B ThHh D, MEIREH ($Tbb, 14 B BEED

REZRBROBEBMEEB I/ R REBENOBL I LN TE LD, B

FRA VP THD LB 5,

ARfD OHED-HITIX, 100 O SF #8BELT 5,

BEIND ARD ITFRORKICHE-> THETS -

ARfD=100 mg/kg/B /100=7 L7 = 22 ¥L 1.0 mg/kg/ B
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365 MYV TAATOY

AT

(P-C-365)
Health Canada

Decision Document. Triasulfuron. E95-03. (1995)

FHECBET OB

Ry 7aATZO L, RERBROSTIESERERBVIIBVW TEENIIEEZTHoT-,
RKRELFAETIZ, NI T7TARATZa 3Ty NERIZITHFICBWTETESER 2L,
v FEFIIT TRV TERIAMEL 2o, EERERABRLEETH -2,

BECEETAEREEIL. BELL Ty b, vUR, BIUVA XITRIT 5 HILE ORI
M LA RERELBERENRDH S LBbIhD, KEHMECDT A RBLY THo7z, Kb
SHOBVEYMREILT v F Thole, v U AT, BERIG L Bbh 2 g .0/ EM
ERAEARD b, A X Tk, ROLKEF (FRMOEK, ~F7 o vl LT mERAER
DD, 25N BORMEEIC BT D~ETT ) VIREBROREEDOEM) ~DFE)
RoOb. BARE (643, 1299 mgkg-bw/B) TOMT v b Tid, BIREAOERBLTZ
NICRE S ERBI RO TIE 2 £ DIREFHELARO bhi,

Sy rBIOFRIBAREINE N TAL 70y OELRRRIIRT (1FLAY 24
~A8 BEFSLIN) . B IZETHhH -7, BHMOBED- D, BRSO OAFHE ORI E
TolifERMTONT, RBLUEFOERERDIIBILEH TH T,

28 HFE. 90 B, BI U2 EFDORER) LRk NOAEL X, #N £ 78, 125, BXW
32 mg/kg-bw/H Th o7, 2 b DRRIZEIT 3 K/NEME (LOAEL) X £ 228,643,

B X 11208 mgkg-bw/B THh o7z,

ik RE
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A 1 HERE (ADD)

#E32 ADI 13032 mg/kg /R TH B, Zhik. 7 v MTBIT 5 2 EH DR 5787 NOAEL 32
mg/kg /BB L ESHERE 100 FICESWTWAE, ZOREIX., BHERBROFE 90 BEOR
BREIVOEETRETHIEWVIFEERIZESNTWWE, 62, 90 AORBRICER LT
Lobid, AR (125 mghkg/B) EHAERLUEAE (643 8L 1299 mgkg /B) &
DREITH2Y HR»H -7,
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373 FYFaFI—n

VAt g

(P-C-373 PRDD)

Health Canada

Proposed Regulatory Decision Document. Triticonazole. PRDD2004-06. (2004)

3.2 A1 BERE (ADID)

MY FaF Y — VO ADI 1 0.008 mg/kg/B TH D, BHRARE TOREMET S FRA
v MERBET S ETHRLEYRRRIT. A4 XIZBiT 5 52 BHEFER T, NOAEL 1 2.5 mg/kg/
@ AChol, EAOBE~OEEBIL, 25 meke/ L\ ECBE Sh i BIE R EMROZE
ft, VAT a—ABLUOT AT I MEOET. BEBIUNIBREEDOEIL. 25 mgky/
B CBEINTKEHEBRETH 72, BEZOLLBIBRBONSWRNIBEINIBRL
LT, BHERE (o M), £HBEHEE (A XBLXCSy M) JHEFEE (G M)
B 2ENBEINID, BEOEMB LIUCENERHIZOVWTO 100 fF0Mi) FiZ
3fEDORELRE (SF) BUNEE Bbhi, B X 2RO EIZE T AT RV o8,

UTFD X 51z, 2.5mgkg/B &5 NOAEL iz 300 {50 SF 25/ Lz :

NOAEL 2.5

FYFaF—AdADl = = = 0.008 mg/kg/H
SF 300

0.008 mg/kg/H &\ 5 ADI 226, BE~w—T Yy (MOS) JLUTOERBYTHS :

6750 — ‘BIERE/HAEFEHEICONT

[NOAEL = 54 mg/kg/H]

3675 — RV Faty—n~0OBHREZRERICBITSIHET v N ToORRRE
BB IE DRI OV TNOAEL = HEIZI8VNT 29.4 mg/kg/H]

3125 — 1 §fHA XARICBIT D2KBEAAERELICONT
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3.3.

3.3.1

[NOAEL = 25 mg/kg/H]

625 — RAEFMIZONT

(74 FIIFICR T HEEEEDMHE, NOAEL = 5 mg/kg/H]
2B EAE (ARMD)

SHEEE — # (34)

BHAEHERRICBWT N Fa -y — L R2BRICBESNIERREREOHEM, Bb,
JFgZRMR2 D NP FEBIUEEOB(LEE (VX)) i, BFE (v ).

(BBMEHAECTBEINESE) ICES&, HOTMNEMICIX ARD BULELEZXL
hic (13+), #RARD I3, VY FEFHERRTO S mgkg/B LW I BECETIHED
{EVY NOAEL {C E-3% | FREFEEE % 300 & LT, 0017 mgkg/A Th B,

UT##EAL LT, BEOCEMEB IUCEAZENZ SV T O 100 fF04hiz) £A7% 3 {50
RLEE (SF) RLELHEbhi :

3.3.2

BEHRBICRIALEZZIONAFAETVEE,. BIUZOERL LTOERE
L WTHhORBRTHRAE USHTIXIThh TV,

T EBEM2BEMEEI BRI ETORETEREENREEL TS ;

BRINICEBREES —BEORSE,, ERORENOREERKEE THRET b
DY ZHWT 57D DFEHRA 2V,

aHEtE — —REH

O, B, BAREOBRREZN LERBEZIIBITS ) Far Yy — 1 oaEHigEn
F—F—Tholcl &b, —BERAICOWTOANSBHAESEETALEIX 2\,
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376 RYTZNRLTaRAF)N

AT

(P-C-376)

Health Canada

Regulatory Note. Triflusulfuron-Methyl. REG99-03. (1999)

EHCET 8=

FHBREAI Y IAVANT O AFMCONWTAFLEERT —FXN— X2 FHMIC L E 2
— L7, REHSNIET—FZIITERODOTHERLE-TEY, BEENOLDITLEL &
BT _XTO—EDRRPEFEN TV, RRIZBEEATON., FEEHmA2 L TWSEER
RI7RREBR 7 1 b a VZiE-> T,

FYZARL T AT, BARET D EWHEFICL > THoRBIREh, RBIU
EPICAFEICH &N (48 BERILINIC AD D 78~96%), MET v b, AEE I3
O ITERRICHET v R BRPICE L A RE L PR U7, PRI 25 mgkg BEL Y
b 250 mg/kg BEDFHTHREL | BULA DB RED EE 2S5 Th o712, 25 mg/kg B Tk
TEDIEEDBUAYBBOONT, 250mgkg 237 v MORINEAZBX TV DI EB7R
BEhiz, MY TARAT B AFMIAREICRE S (RESh2EKSR, K3.1),
Rk OB HE., RBICHBICR 2286 TRO LN, RESNREDIIN-T X
AFNLRYTARATZRY AFL (RP), N-BE FuFxI AF )L R) TLARLT R AF )L
(R)., PITOUREM (M) TOUTIV NFRAFA YT T7IV, NN-&
A-FRAAFN NI TOTIV) (RBIUCIFES) . AFA¥oB Y (FEF). BLT
RILEMOREGE (EBLIUFEY) Thol,

MU TZAALTZ R AFARERZ, &0, BEBIURARRE CREBEFEIEI- T,
THEDOREB L UOREBICET AREEIIT S TN Thotz, FAEY FTIIREREY

BTixiehrot,

50% kY TR T Y AFLEETe UPBEET® S0 DF REAITT v MBI AEOB IV
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WMABE TIIaMEEEMELS . NZW v ¥ T8 EEEENERV L Bbhi-, NZW v
P FXORECRBLIZBSCRTEEOFBERH Y | RILEBHRBOREICER LBAIC
TBMARREMERH D Z L BB LM /2 o7, UPBEET®S50DF i3, EAE Y MIBWTK
FERAEME T o T,

MY TANAALTZa AFAREDT v + (90 B) BLUBA X (1) ~ORBEEHEOR

53, ECEAFLERED (T v M), FBE~0EE (1 X) BIWEKELZFI X8 L,

NOEL i, 127 mg/kg /H O&/NEEE (LOEL) TOEAEER L UHEABMER fIZ S\
TT7y MIBWTIX62mgkg /A, £7o, EEE, BHLA M X O .G/NEMRTHERRAE R
ICESWTA XIZBWTIL269mgkg /B THoTz,

AXIXBITLIRYEHRERRTIL. v VR BT3B (18 » AR) £FFHIZOW
T?D NOEL |, LOEL 349 mg/kg /A TOFRRIZ BT 2 TREBHEE AL & LI FIEOEx &
BB UMM EEOMIMCE ST, 209 mgkg /A ThoTz, Y TZLIALT Vit
AZBWTEBAMIZ 22T, Ty MCBIT58BME CEM) 28R L CREIAMKIC
2VNTO NOEL X, 30.6 mg/kg/H LA ETOREIZIIT HIEAEER L OCRMRFIEE, 2650
W4T ¢ L HBRRE (BRIE) DORAFEOBIMIE ST, 406 mgkg/H ThoT-, EBEF
ROBFEZHONICTHZ LERATRREIT o, BRIZ. NI ZARALTa 2AF L
D invitro TOT R H—BIREBTRAMRATOUVDTR NG PF—NA~OEBREHET S
EBDONDH. invivo DFERITHEER 2B DTV, K TE - TEEK - 558 (HPT) #h
DEAEIX. Ty MBI 2HBREFEHICADICLD 547 1+ L MBBRERRD L mbh
EBFTHD, Ty —PHERIRE LREBFO—2>THS, ZOERICHOVTO
BIENHFEL. HPTHZ REI R RVWHRIIEE25IEEZ &RV, Zhb0EELE K
EDEEIE, £ PRBWTIRBH TERTHEZENDEDLLY,

NI TNANT 8 s AF A invitro B E WRinvivo DIEWEEORRICEB W TRESEMIC
WTHFICRBREN TV, ZOWEE, RREG T CIIHABYE 3B EMRICTB
TERRHEZRE R oTlc, ZOWEE, WILBHO inviro EERFERR (A ULRRE
2[EAT-o ) TIHBEEMENH o703, HWIEBPIOD invivo RR CIXBEEMENS -7,
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T v MBI 2EERE 2 #HA, HRYZY 1EF) Tk, £258FH E3%) o\ T
@ NOEL 3, {EAEER L OIKEBERICE S\ T 581 mgkg /B ThHo Tz, AREBHICONT
@ NOEL }Z, 2500 ppm B2 81} 2FOEMEKER X TIEHEE L —8 T 5/~ DIRBEAEETF
HOVER (NEERBICRIT AHIREEEOE TR L UHRFBICRIT SMIRFEEED EF)

ICESWT 44 mgkg/B (750 ppm) Thotz, T v MBI Z2REFHARTII, 389
$EMEZ DOV T D NOEL 5 120 mg/kg /B (350 35 & UF 1000 mg/kg /B TOH SHAR + DK EH
MEOIKTIZESL) ., BAEFHIZOWVWTIZ 120 mgkg /B (BLEIEICESL) Thol,
BEHEEOEII R Do T, VHFICBIT2REFEHRRTIZ. BEYEEIZOVTO

NOEL 2%, 90 mg/kg /B LA EIZB T AHBEHMFPOEEHMEDETI IV 270 mghkg /AT
DEEO—LIRBBIEF RICE SN T, 15mgkg/H Tholz, BAERBMEIC OV TO NOEL
ix. 270 mg/kg /B L L COREIZE ST 90 mgkg /A Thotz, Fe 800 mgkg /B D&

TOIHIRIIBWTIE, MY LRV T T XA FLOBFEEOEIL 2>,

FE1 FEREOHIE

B /% NOEL X, 30.6 mg/kg /B UL ETORIZBIT AEAER X ORMERFEE, 26T
AT 4 CHBRIE (RIE) ORAROELEFBIZESWT, Ty MIBIT3 2 EMORERSR
BRC 100 ppm EFEE L7z, Zhit 406 mgkg /BITHYE Liz, T v MIBWTHREIZEF
FTARBAMMEOERBRD N b, Zhit. A5 1 BERE (ADI) OFIFEITHEL
F-REBRTHD EEDbhB,

ADI DEFE D= HITIE. 100 DEL4EE (SF) BNEREEN D,
TEEXNS ADLII TR > THETS -

ADI=NOEL /SF=4.06 mg/kg /B /100= k Y 7L AL 7 1 > A F L 0.04 mg/kg /B

60-kg DA OV TOFRRIFEBREIX, R TEHET D L, ADIX60kg, T72bb 24

mg/HTH D,
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ZHICED HET Y MIROONDTAT 4 L HIIREIZ OV T D765 DRE~— L (MOE)
BEOoND, TOADLE, IANIVBERIIV T VBOWTRIDOBBICL > TEES
NN TALARLTZO L AFAICEBREINRS,

SHESEARE

SR VX EFEERRTROONE, LEB-T, ZORBRTED b AFTRIT.
SEZRAE (ARD) OREICAVOND, SHEEMICZ OV To NOEL i, 90 mgkg /R T
Holz, BEO—ARIEB LT RIL 270 mg/kg /B UL ECTR® b (EHHEE - 13EOHD .
DE[E). MEBLOHEILE~DOEEOEBHERRATHR TRO O (BREORE. &

A fG) . 800 mg/kg /B TlE, ET-RO LA LD SN (920 125 LTt REEMN 020), ™ .
X 3P| EHMFIZET L, B D6 TNIRERITEE L,

ARfD OHE D= ®HIZIE, 100 @ SF R/EBE XN 5,
BEEND ARD I TRIZHE-> THETS -

ARfD=90 mg/kg /H /100= kY 7L A LT 1 A F /L 0.9 mgkg/H
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400 =aRA)nT7nrv

AT

P-C-400)
Health Canada

Decision Document. Nicosulfuron. E96-01. (1996)

FHEOWE

Zy MBI ARAREGICIHZ2RBRARIL. =227 VEEBEIREELE LTEA
HICHRE S, REBRAETITHERT S (AD @D 81~95%) Z & &/mLiz, Rkl AD
D 9~20%% LT, ‘C-CO, DHEERIIFE TIIR- T, HRETEEMRAE, MR, R50
FEIUCHER, $Rlt 7 — PR EEE (12~24 Bef) (CARERICRER 2>
oo BRARNEGH. AD DA ) OES M FICEIR Shiz, R X O PRET —
DL, BELUEBFAROBROFERFEZIIEEEZRLELOIIOE>b A ho T,

EHRBRERI. oAV T7 0 U FER—RICT v b, v UABITAS XITBITH2H.
. BIUORYREZOBEESHL TIEWZ 2R LT,

= a7 a VFES XU Ultim® DF SR8 512, ZREMICH L TR0, BEEB X URAR
BIZL > TAMEEZRERD o7, WThOME L VY X ORBEICHT 5 FIBEIL 20
STz ZOFREWEITY Y X ORICHS 2R PR T, Ulim® DF 85 38R B ORI
MEBXEZ L, =axAr7a U FkE Uim®DF ik, @5 & bRBIENEHF T2 L Bbh
7

Fy b TURBLIOAXEZBITD=a AT o RO, EBRHEGRAETOEHNRER
D5, BRICAMOBREIHLNIERT S & BbN BB E -k RERNS 7
< 7 AIZ-OVVT 10000 ppm, A X {22V T 10000 ppm, = 7 R {Z-2V T 20000 ppm > NOEL
ERELE, mazxr7o s FiEE ) Ax LTy (AEOARNLVK=VREZRRER) O 1:
1RBEWZE DT v MIBiT 5 28 BENBERRIL. Z0omVWARIZIIT 5 MRk o g
HEEOBNMIZE-S3 T 15000 ppm O NOAEL %7R U7z, FAgIC BT 2 iR B A0PT R 72
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WZ X, HFREEDOHEMBRBEEO LRI 5BESRICERBRL TV E-Bbhs
W) EREBMIT

B A5, 7RIV TER 7500 ppm. T v MV TEE 20000 ppm % COH
BETEBMEEEZFIEEZ IR, WTHOBHRBICBWTHEBAMOEENI 22 -
77

1 AR (5> MIBIT5 90 ARRERERBRO—E) BLXUT vy MBI 5 2 #
REFEARBRDFERIT. K5 20000 ppm F TTHEBEEZ RIS eho Tz,

7 v b OEAEFMERERICEIT 5 5® 6000 mgkg FTORAETORHBRORE TIX, ®REI
BET2EERFIREE S HALNCTHZ LB TERD o, BEHEFEHRIZOVTO
NOAEL 3, 8B DED—HRIEBIZRET RICE-S\ T 6000 mg/kg IZ5RE Sz, MBiFEHE
22OV T D NOAEL 3, 6000 mg/kg \IZFRE iz, VI FICRITHEFHERERIT, 2D
YEPBREBEOIRERDO=a AL T ORBIZH LTIy FLVBBETHEZ LR
L7z, BEMEMEIZOVTO 100 mghkg @ NOEL i, 500 mgkg LL EICBIT B FiE, BE
DORDE L OEERD 2 EDO—RIREBOEL (SRR L OCHEHOZE(L) IE-S 7z, 2000
mg/kg @ NOEL 3, JRFBHICODVWTRESNE, =327 03Ty PERIZTHXIC

BWTEAES 2P T,

mazxrza vk, —EOEREMHRRIIBWTEGEELRER1ho T,

st RE

FFE 1 RERE (ADD)

U XICRIT HEATMAROBERICESE, BEHM NOEL Rz L 25, FEE, B2

EBLUCHEEDOE D 2 EO—BIREDEILIZESWT 100 mgkg/B Thoto, 2B DR

ZERTLHE, BELXEFH L L TI00 BB THE L Ebh, #EADIZHELLEZ
A 1.00 mgkg/B TH o7z,
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437 valFruxzr

a4

(P-C-437)
Health Canada

Regulatory Note. Picolinafen. REG2003-02. (2003)

R R Z2RETIRMA 90 BB I 1 FHBHEEE LB OA XICHED b,
FERENESRIPRIRTH S L Bbhiz, Thit, 90 BHRERE% D 500 ppm LA L (HE
BLUHIZOWTENREN 173 BL U202 mghkg /BEAE) . Z2HTNC 1 FERJREEREHZ D

1500 ppm LA b (BER L OHEIZOWTENETN 427 BL U 47.1 mghkg /ALL L) TR D LR
FARREREOMI, FIRIRIER EEBIRO T AMIELR, B X CFRIRIEIA IR KO

BIEMRRIC I~ Trahic (90 B E 1 EHOBHERSRICRO DN CEIHAEREIC
XBHbDTHot), FLELLNV (Furxvr, b)) a— FFo=rB L UERBRIE
HREY [TSHY) IXEIE LRd o T, EEEB IO/ G EHMEKEDS 90 B MRS
5% 0 2500 ppm (HER L RHEIZOWTENREN 875 BLTU92.1 mghkg /BIZHY), BX
U1 RS E% D 150 ppm UL £ (HEB I THEC DWW TER TR 1.7 B X 1.8 mg/kg /A
UE) oA XTRDOIT, 90 A REEEREH% D NOAEL i3 50 ppm (&3S K MEIZ DUV T
FNEFN LT BI R 1.8 mgkg /BIZFAY) Thoto, | FRIREEER 5% D NOAEL X, 50 ppm

(BB X UVHIZS>WTENEFN 14 BI U 1.6 mgkg /BITHY) Thot,

FA 1 BERE (ADD) DHE

A XIZBITD 1 FRRARSARRICB VTR bEY % NOAEL Th 5 1.4 mgkg /A D3, A
1 BERE (ADD [ZOWTOMRHLE L THIEEINS, LOAEL (RIZEVHE) TOREIC
BT AT RIX. B oW TORAESLCEHEREMERETHo (FNREFN20B8LT
48%), BMMEANB L UEYMREHOLE#ZET AL 100 DEEHF[HEIPIBEE THH ¢ EDb

N, TSN OREF[EIIFTETH D, #ER ADIT 0014 mghkg /B TH D,

ADI=NOAEL/SF=14 mg/kg/H /100=t"2 Y } 7 = > 0.014 mg/kg /H
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FOMOEELRFMEB IOV TDEE~— (MOE) :NOAEL=ADI & L CEHE LT :

FAFM  NOAEL=20mg/kg /A (V¥ X), RAEZFEMIZOVTO MOE I, ADI & &3 5

& 1428 (ADI D 1428 %) T 5,

2 HARBETERARR -

AFEEM - NOAEL=39 mg/kg /H, MOE | ADI L thi#4 % & 2785 Th B,

{FDFM : NOAEL=3.7 mg/kg/H, MOE iX ADI & ll$ 5 & 264 Th 3,

BARMMAE M2 RR9 5 MRFHE L ORERRENFT RS, RRLE-TRToswE

RO, bBREZEBYMEILIT v THDIEEbhS, BEBRMMHAMIZ OV TE

HEYN7% NOAEL 1%, T v MIBIT 5 2 FHIEAFR 58 CRIZE L7z 50 ppm (fE L O

OV TENEN 24 BL T 3.0mgkg /BIZHY) Th b, BAEBMER MIZ- DV TOH MOE
iIX. ADI LT D& 171 ThH D,

A X Tk, RETBEHRT SR8 28 B, 90 B, BL O 1 £/ ORER SRR THRKE
RO b, RECEMAT IR, FRIBREEOHMN. FRRIEX, FRRIENR L
RO T E AMIER, 72 b N FARREIRMBIBI R OMIEMERER & ThoTo, FRE
~DOFEBIZOW TR bEE)Z NOAEL iX, 150 ppm (HERB L VM >WTEFNRFNR 44 B L
5.7 mghkg /RICHY) ThH D, FRB~DEEIT OV TO MOE i3, ADI & LL&§ 5 L 314
Th 5,

SHZHBEAE (ARD)

Ea)F 7z idaMEEEZ R LIS WE Bbhicikd, 242 RAE (ARD) EIREL

Rholc, [UHME, EHEM, 2 HATESHE L IREBERRICBVL T, 2408
YARZFHECHERH D Z E2FRT 5L 5%, RECEESTZHFERFTRIR» o1,
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514 FYIZALTursAF)L

AT

(P-C-514 PRDD)
Health Canada

Proposed Regulatory Decision Document. Primisulfuron-methyl. PRDD2001-02. (2001)

BT OREEN

ZEEF—ER—2ZAN, FLWRERZR T Y I AL T 1 XA F /LI LT Beacon 75 WG HANIC
SWTHEHBENTZ, RRIIBEZOONTWAEBRMZRR 0 ha il TEY, =
DILEDEDENEZRAEIZED DI+ THD EBbh b,

Ty MIBIF BTV IAALT o AFADOREHI—REBERICHEN, Y IV ROKE
e, Y IV AEy0REBEET S, TOROEBORRIIEFIZ2-IARF
VAFN-RUB-AVKRT I RBIORPICYH oW Y VOB ESIEEZT, Y IY
SUVERSIE. EOIRARBEINTRERNRH B E 22 REH1LE. 2055 6 BEAERH
WMThoTe [10%LLD, HEHEOBMPMEVEARETRR DM AT — 28T, HEHITR
FIZ RS RED 61~T0%, FEHIT 17~24% Z P32, BEIRPIT 26~29%., FEHIZ 61~
67% % HEM T 5, BOEOAE T, P SF — U BB TRICTH 208, REEDD
TH23~32% LRI ENLR2VY, ZOE D RWERIE, ) IAVT e AFARK
HEEEFETHZLERL TN, BEREIZ, WThoRELLZANTY 88.5~102%

Tholz,

ABHUREICEY., BERTY IANVT R AF VL Beacon 75 WG BIANIF S & b, FRE)
PRI HED, BA. BIUBRKRERKLEHETI8EFENMENZ LBHL2IR
ot INLOWEIXTYXOKER LIRS T 2HIEMIERL . LTy MIBITS
BRERIEMETH RV,

FBEBIUCEBERORERBRTII. 41 XITBVWTRD bN-EHZRCEERZEN
5000 ppm M MTD T34 Lz, 4 Xi3&A M, FRBEFEK. FERS I OEREEMNEDKT.
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RO BRI X CHAEEOEME R L, FBITLE DELERLE,

VHXOREICRITS (21 BREO) RERTIE. AL REEIIRD bhkhol,

7 v b T, #EAS 3000 ppm (124 mg/kg /HIZHRY) T, REB I CEERMEOKT 2R
Liso T, BHRERIZIIT 5 8000 ppm (400 mg/kg /B IZHEY) L E, BBUHRRICBITS
1000 mg/kg /H LA EDOREITISWT, BT O AR LT (F7d) YD F AL
BOOUVEINERL, BITHL Y bEERKE hodz, BEITHEESER - ZHLRLE,

RURACRITD 1 FEEOBRERIAERR T2 20FAENMTD % EEY 30 ppm (40.2
mgkg/B) Tid, HIFBOENERL L UCHMEROHEME TR L, <V RXIZBITS 2
B OBHERESAMRERTIX, 1000 mgkg /AL ETHHEL LTALT IV OB ERL, H
W3R E X7 DB ER LT, ZORERIL, 1500 ppm (185 mg/kg/H) N= 7 X ZOWTD
MTD THHLBONB LN L bR LTz, 1BEBDRBDOMTID % LEAHERKRX, W\
THORRIZBNTHENAMDOEBNI 2T,

TOOERFEMRRTIE. FERTY I AL 70 AFARBBEEHICOWTRETH- -,
HEHENEDT v PBL B~ RIBITABALVEEOERORMEP SR TELR L, 7Y
SANTaRAFNE B MICRLTREBAMEDY X7 2R LI WEBbh b,

7y FERE TS FOVTRORERRICIN T, BEBEOIIIIR 212,

7y MCBITSEGFEHERRTII. RRLESHE (1000 mgkg-bw/H) Tt ~0
FERBIIFBD NP o7, FIZOVTRD b Ma—DEEITBLEE T, 500 mg/kg /
AULETCRALE, 25 LEBER, 7V IALTa Yy AFA~NDFENREICSHT Dl
DRESZHD EFOFRTH D L Bbhd,

UHXD300mgkg /ALAETIE, HRT~14 BEICEORYE, HE. BLOEEHMNED

BT D N, FIZOWVWTERDONEHE—DEBIIRETCHoT, F0H. BEMW
BXURAZMHIZOVWTO NOEL /X 10 mgkg /A LB E LTz,

878




QHREATERRTIX, TV IAANT U AFAN, BFy NCBIT2EHBEICEEL R
EL7z, RBRLEEESAE 250mgkg/A) T, Fl ROESRBEERR L B TER
KRINZERLIZH, ZhiZT7 vy MERBIT5BEB I UCHEEERR TRDOONIEREM L —
BLTW3B, 0D, FVIALZa s AF LT, BAE 250mgkg /BLLE) THRLSW
KRBT RITTARERH B,

FFA 1 HEREORIE

G RICET HRAERRTIT, BB & BAFORE DEIEIC TR b B % NOEL i,
10 mghkg /B DL~V ThoTo, 300mgkg /BLA LTI, BEHREIRT~14 BEBICEOR
. ME. BLUOEKEEMEDETEZ/RLT., BFDONOEL LREICESIVTWS, KE
BWIMEDETIX, B - BEAMHERBRTOMT v b THR® bz (NOEL=12.4 mg/kg
18),

A1 BEIRE (ADD) OFHEAEDZH, 100 DEL2FH (SF) BB EIhD, Ty PRER
RICBWTILBLBEDOHBARBO b, UV FOREIZOWTDONOEL X, Fv k
DFEAIZOVWTO NOEL (RE~— 2 [MOE]# 1000 £35%) D 104D 1, D OUE
N7 v MIBWTHE® biv/z NOEL (MOE % 1500 L3 3) @ 15430 1 Tdh 5, NOEL 50

mghkg/BDT v FTRODON-BEEHB LI CEEFHEICEL TL. UHXoRAEICHOWD
TOHONOELMR 545D 1 THd (MOE % 500 &3 35),

RESND ADLITTFRIZE->THET S -

ADI=NOEL/SF=10,/100=7Y I AL 7 1> 2 F 0.1 mg/kg /B

60kg DANIZOWTOBRRKFABREIL. R TEHET D L ADIX60kg, 3725 6 mg/
BTHD,

SRR
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HESBROHEIZ SV T, #HRESHSEAE (ARD) =ADI (0.1 mgkg/R) THB, 2D
ARID i¥, ADI LRI#RIC, VY FIZRT 2EHFHERRLLEIHLAELOT, 7y ho@
FTAERERIZIBN T 100 mg/kg /B LL E TR N BLBREDOESZMD LR 2 +H45128 5
HDTHD,

880



523 TABANRY T RNY Y AE

v ar g

(P-C-523)

Health Canada

Regulatory Note. Flucarbazone-sodium. REG2000-09. (2000)

A X TiX.28 BEB L TN90 A HDIREEHR S RBROMBEICBNTI /0 Y — LAFBEOHEE
IHELTCIH) BEDLNLE, | FHEERERRTEIRD N7, FuFx v

(To) BEOETELUPF eI At (TBC) OLAEH, 28 BB LU0 BMRER S
REROBHEICRD b, To LB LTBC OEkIX, I 7 a®y —AfFEEE. 5T p-
=trT7=2)—NT IV S VRRT g E—E eI RFURT 2T —F

(UDPGT) OFHLHEHEEMNH D LBz, T, VXL O—BYEORDIZ, 1 F£REE
BRERROMIZIBD DN, TOMDORRBAAS A< —H— (P F—FFr=" [Ta),
TBC, X CRRBFEANLE S [TSH]) OF{LDOHFET TIE. T OERITFRBR~D
—REAICERT 2 b0 TR o7, ABICHT2RECHEEL-EELRETDHZD
MOFTRIX, HENTIANL—FERITHFIZEIT 2 MREICEREBEOEL. HBREED
B, BIUOREBERREENFTR Tho7, 90 AREERSRB TIL. BiZBiT 3 ARNR
HTRB L OYREMRFERFTRIC LY. HBRWEY & AEOMEIZ ISV TRFTRIEEE 5
ERITILETRLTWS, REICEET I EOMOFRITL. BAERHOMEEIZRITS
FEEMEOETR L EEEORD THoT,

FFAE 1 HEREORE

HLRZFFA | BERE (ADD 3. 4 X0 1 FRIRER 5ARICI T 55 b7 NOAEL,
T 72bb 359 mghkg/H., BLUERLSMFE 100 125\ T 0.36 mghkg/B TH D, A XITBT
% 1 FERERERAR TR, RRLEESAETHIR/NIEEE (B LUH#ickW\WTE
NEN 183 BL U187 mghkg/H) TOREITEHEY T RIZ. KERBMIH (MHE), T, v
NVIET (M), D-AF I —EB VIV LR (MR, BICHFREEOD T2 ()
Thol, BYRENB LUBMERESLZZR T 57-HDEELMAE 100 2, ADI #Rb 5

7=z, Z®O NOAEL {Z@EMA L7z,
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ADI OEE -

ADI=NOAEL / Z2{%#=35.9 mg/kg/H ~100=0.36 mg/kg/H

ZDOMDEKRZTY FRA ¥ MTOWTORE~<—Y Y (MOE) (NOAEL/ADI » L T&f
®):

AEM - NOAEL=300 mg/kg/H

MOE =833

A 5EFEM : NOAEL=800 mg/kg/H

MOE=2222

AEBEAR

MKH 6562 (Z/V ANV F RY UL) BAMEEEZRIZVWERbhi), 2SR
AEIIE L oTz, AtE, S8, FHIIREFERED L IXAaM X I3@EmEtom
BEMHRR T, AMEARY R 7MW TRE L TR T 2EE LR SEEEOR R

ol
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573 7uJAxAF A

v ar 4

(P-C-573 REG)
Health Canada

Regulatory Note. Florasulam EF-1343 Suspension Concentrate Herbicide. REG2001-12,

(2001)

PR 1 FEREORIE

A XD 1 FRTEHERGRRICE T & bi#EY)Z NOAELS.0 mgkg/B A, #FF 1 BERE
(ADI) D72 DOR#E LTHR SN D, K/h#EMEE (LOAEL) (RIZEVWAER) To#RE
([CBHE L7 BT Rk, 50 mgke/ A TIMEMKE, FEHMNEEMER X OCBEREIEME (), ALP
EHER () BEOOBETATIVBIGE A7 BEDKT (M) . 100/50 mg/kg/
AT, HEOERSED EXMBEKROEEED LR, X UEITOMKE R L THIRE
DEMIRERERREThH o7, BHENBLUCHHREMOEB 2 BETH-ODORLLE
#0100 Z Z D NOAEL |[ZEA L. ADI Z3kd 7, TNUANDOELBEIIFTETH S,

ADI DEE

ADI=NOAEL /" Z£4{%#=5.0 mg/kg/H _/100=0.05 mg/kg/ A

AZEAE

TuF AT LANBHEEEZRIRWERDbN--D, 2HSRAEE (AdD) 13EE L,
o7, M, B, 2 HRBEHEE L IIRABHRRD L IZAM T I3E B omRESER
BT, WECHEHELEEESERY X710 TORE S T TEERFRII 2o Iz,

A X Tk, 90 Bl & 1 EMOMEA OEERERBRICEBVT 50 mgkg/B LA LT, EX

FMBERDEAERB I UCEEED LARBO O, 90 BEEIE 1 EFROWVWTHORE
BERRIZBVWTL, RECHETIRBREFRI 2ok, BEXROEEE (BH) R
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HMORE L HITHT LIBEbR e o7, 90 BREIOERMFERBR T, FIRICBEFT S
BREEEHORRARD bz, T 5, 50 BL TR 100 mgkg/B OHEHED 7B Y KA
77 #—¥ (ALP @ EF). 100 mg/kg/ B DRI ISIT 2 IFMEROHEM, 721X 50 8L T
100 mg/kg/ A DM IV 5 IO ZREMORARELIEEEOD T2 LR2ET
Hofe, FIRERDOHENE X UCHFROZREMEZ. | FRRERSRR TIERD bhi2do
7eo 1 EMORERERAR T, FECET 2 REEBEEORT RIL 100 mg/kg/ B ORI
F277=7T7 7R T7 25— (ALAT) BLWALP IEHO LR B X CMEF TV
TIVBIVCE U RIREDKRT Tholc, @mAE%L 50 mgkg/BICEOT L (15EA).
MERENTHICEBW TS ALP IEHIZ ER LA E T, AE7TAT I VBRI UY V7 BEX
BEWEEThoT, | FRIBHEREGHRR T, MEERFZRT RIIFBTIIRD bhzd-
Teo 1 FRIEARERRTIL, BIBOHERER X UHIRFE OBM/R 2RV & R B O M
HECRD b d, RIE. BRELIEZOMOELEFHDRWVWIZD, ZOFFROFHFER
BEREITATH 7, EREMIIBHOE(E —F L, KB, FEHENER L OEER
1% 100 mg/kg/ B TiimE L bARICEL . 1 FRERERSARIBVWTERARLHEL L&
THRARHOBTIHENEE ThHol, fE, KEHEMER L UEERIL, 90 BREH
BRERBRCTRBRETEESNR o1,
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646 AL ER

=2

(P-A-646)
National Registration Authority

The NRA review of MEVINPHOS. (1997)

v MBI BER

t MIRIFIDAECFRADERERIZ, EREPOBELRAKRIC, 2 ) = RT 7 —FiE
HETH o, ZOBREEOERE L-A~OEEITIE1~3 y Ahdrol, AE VKRR
HEOZOMOMEIX, b P TORBRICER LZHBRAEHAE (B 0.035mgkg/H) Tik
BOON2hol, LAL, 1HEORRIZ. AV URAROT N RERFENEELSIZES
TRIEEM AR L, EEESRERRGEORA N, A B RX % 0.025 mgkg/H TRE
L7ctEDe MERF IR OGNz, ZOFRLEERRRPE L OBEIIRAT,. B9
KRBT IEEZNT — X=X b RZORTRITR,

t MBI BAEHOFERAELUVRRAZOVTHRESNTEY., & NDOEBE~DHEHIE
BAE~DOZEZE (05~1.1 g) BNE&GER2) v RTFF—PHEICLVEEDOTELE &
TZLEBRRBDHLNATVS,

EEYER /A1 AERE
AEVERRICOWTORIBEELZEEIX, E AT U T4 TIBIIARERZODRERRICE
JARME= Y v RF 5 —FHREIICESNT 0.015 mgkg/H Thd, BHREBICOVTO

KIENOEL i%, 2V v RT 7—EBEMHDOHEEIZESWT0.0175 mghkg/BTHY, b M

BWTHEINEEEHLTWS,

A 1 HEINE (ADD) X, & hIBIT B2V X5 5 —Fiz- oW\ T? NOEL 0.015

mg/kg/ RIZESE | 20 fED L LA % AV T 0.0008 mgkg/H TH 5,
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