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E3 )

A 4-sec-7 FNVT=/—/ (LT, PSBP LBET) OBV D AETERE /T 2B BB I U &
RORFICRIETHELHRATIILE B, S AEEERRE OECD {LEMERRIEN AR
AN TER L7z, BT, MEEfED Cri:CD(SD) 7y MR ME L 0 (B FyEa=ai M) | 30,
100 725 TNT 300 mg/kg DAETROKE G Ui, Mt 42 AR S LZBICEHIRL, MIiTRAT 2 B
MRBIOZEHE, HREEEZEL THE 3 RECERREL, £TOBEHYE BRSO BIE TR
MPIOHAE RIS 4 BIoHRLE,

1. HERET R

HEREENI &G SECBYDIBIER SN o7, —CRIBBIRORE R, St 300 mg/kg &5
HTkRS 2 BEAPOHRERKBETOM. BRE% —EEORESE Ran-, iz, M T,
300 mg/keg HEHTHYR 20 B OBEAERLIOWE 0 B (0% B) OREICHEERETARD LN,
ZOf, BREEE, TR RBLORERZENT RIC PSBP B SICLBEEIIZRD LN 2h T, H/E
., RECRRAR . HEER B I ORI, IR E AR, BERBSIOERE, 0GR IUWHEREICE,
PSBP & G\ Z LD BN I H LN T,

2. HAEIRETR
HAE BT RIZIE, PSBP B SICX B EBII A LN T,

3. BEREE

300 mg/kg WEFICBWT—RKEOEIL, AERTLROVCICEEEDR TALLNIIEND,
—RFEMEFRIELERIT 100 me/kg SHEESH, AERABHENERLEE L, BB IO
&b 300 mg/kg EHEESNT,

HERE /Y

WERED o b RELHT(C BB L OB (R & 2 B UNTHE T RBCHRRE T 1% 2 B,

IR B L CRES (HE 3 BET)IC PSBP 2R OB 5 L, T Mot AL B
DUVNTHRRFILT,
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M ETE

1. #BME

WEBEHETHD d-sec- 7 F N T2 ) — NV [(I& 4(Q-AF LT abt? V)T x /) — b, p(sec—
Butyl)Phenol, 4-(2-Butylphenol, CAS No.:99-71-8, 75 F3X: C,(H,,0. 5 F&:150. 24, /&L B,
MR OR, MIEE99.9%, MR 61.4C., Annex A)JIZ
EAL (HRBRWEATF: 2009 £ 10 A 2 B), EARFETHRE-HLT (ERE 4~7C) THRELZ,
PSBP D EAREKREITRT,

OH

WRMEORENEL, H 5B (2009 F 11 B 13 H) BIUREHME T % (201042 A 5 A)
ICREHEATIC T — Y MRS 5 e K EE 5T (FTIR-8300, SEMIERT) 2E AL, BILAUY L8527
EACTHRA BRI AA T ML G E#EHE : 4000~400 cm™) ZBIEL T, 2 EORIER FIZE Lz
ZHERL7- (Annex B),
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2. MBI OEE HiE

BHAF v— LR IN—EAREFFT B F—LD 8 BE® Sprague-Dawley (SD) & [(Crl:CD(SD), SPF]
TyhiE 62 L, HE 73 [LEEEAL, 8 FEINAL T RFELABTEE~DHLEZRPDARMBELED
14 AFEFAE L, BE -BHCHR T R3E8HO BRI AU T E S 2 ERL., AT — it Rk
5 EMNBIUBHLESZTALLES A —F 28N, Hif$ 1 B 1 B 80— RIRELEE
L. AT B BLUBRERT BIOISRERRIE L, T, B W TE ATWMEELEH . %
HEBRL-, AWEMO Al OMRER& TRROEEII T EO@EY Thol,

B A A 20094 11 A 25 A

AT A E : 1 269.8~307.0 g, #f 190.1~217.3 g
MEMKTH :2009 45 12 H 8 H

BRIEK TIAE : 1 351.0~443.8 g, M 227.4~285.9 g

B%-BLORBE, ATMLETOEYIZBW T, REHRFHO—RRESIOEEH#BICETIT
Robiieh ol HEH TRAUMERHORIFEN RO OISR 20 LERRAL. KEFIELEE
ARHIEICIOBES T ET o7, AT LI —E0BYESEE0Y T, 7oV MU TRIZ
BB S LIERL, BRORZ BN —RICRRE S A BLIUSMESERAL TRE—
DITENT e, BT DIER L2 HEE 10 [T, MW 1 IERLOMABORERITIVERSLC 20 K
T TREEEL, B 5 ILIZESRFEEREDBREICERL, KROOHEY 10 MLk LUHE)
W) 16 PLIZTERREHC L RS T,

BT AIRE 21.0~25.0°C. SFRIRE 40.0~75.0% BEREN 15 El/KRE, AV
12 BRI (7 BE~19 BF) AT, 12 BFRE (19 BE~7 BR VTSR ESNAFAEENT, 2 BRESHER T —
(220w X 270d X 190h mm){Z 1 PT9°> (AECMFIE 2 D0 WAL, BAMEASEH(CE-2, BARZLT) L/KE
K(EHTHAERBKR) Z B BHICERIECTRE L, HSWILFITOVT, IR 18 AMLDLME
4 RETSYMNATTRF 7 BIERE 47— (350w X 400d X 180h mm) T 1 FEFDUNEFL, FREE L TR S
NTRF T (2R ) = BRT RN —) EEEHE L, SIEH, AEFREORE TR DL
nT BEORECERMEIL 21.5~23.5C, IBEDERMEL 48.0~66.5 ¥ THolz, Fio, Btfalic
FRkE, BB A B L URBROSHTRERIL, WThL B EREFIEEICEHOFEHREN THEI L2
By Dy on

3. BEWHE
1) AL
WHRYELHEL, LA TERE. by Eaad (T AT7/4T7 27, WEE S VIR1728) ZINA THE
FEIBHRL. 6.00 w/v% TREFAML 7=, ZTHEEMRIZL > TEREEARL. 2.00 26TNT 0.600 w/vh %
ALz, AML-REITMER - EE T TREL (ERME 1~6°C. REHR 2009 F 12 A 8 H~
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20104 1 A 31 H) ., A% 8 BLINICHERLT
2) R EHERER

FEBDEORREREFEEAR (RREF A-09-024) I2 BV T, 20.0 w/vh 725
0.0500 w/v% DIREDFHERIEIZONT, BTk, BHXFH T (FHfIME 2~4C)IZBITE 3 BLVS B
DL EMEHER L% RABROB M ER LA LT (Annex C),
3) S BORE

AABROVERBREIIONT, HRPEERFEFE L, SEOHBEEL, LH5ENFR
RED 90.0~110%, FBBEEDIEXL2ERNENENFEEHED 90.0~110% LINELZ, 2009 4
12 A 8 BHICARL-SREOCFHAMBKREICOVWTEEZAEL-ER. FHEENANBEREED
94.4~96.3% THY, KPEEDIELEHRTEHED 99.4~101% THEGBHANICH -T2 L FEEL
7= (Annex D),

TRERIE P OEBRY EIREIILU T OFETRIEL,

FARURAED 1 mL 28I, D7 e 50 L E 2-7 a8 ) — )V CHRIRLIZ%, A/ — L THFIRL
HEHARETAEL 722 pe/mL Fi5), BT, BRYWEERBE IR, A%/ —/VICERL TGEIEER
(1.2 BLW 5 pg/mL) TR 7=, FERAR B LR ERRE Rk a< 77 (HPLC)HEIZL

DRIEL ., BERROE—7EENSIER TR ERE AV CRRMRE SO PSBPBELZEHL,
HPLC %1

SRT AT Inertsil ODS-2

(N 4.6 mm, & 150 mm, KL F8& 5 ym, P—TZ /P AL R)

BEfa AZ )= /KB (2:1 v/v)

e 1.0 mL/min

T LR ERE 40°C

B EIRE =R

AER R 280 nm

ABEAE 25 uL

F b AT T ZHR ARSIV KIBETE 2:1 v/v)

4. B EBOFREBIOR S FIE
FHE#RI&IT OECD {LEMERBRIET AT AL 4210128, Ty N B FIc kAl N\ EE U,
ARBROBEEBEIAERDELRLHE THD 4-(1-AF N7V T /=N DTy e HND
28 AMIRER 0 & 5Z=MERER (http://drad.nihs.go.jp/mhlw_data/home/paper/paper99-71-8b.html)
DRERELLIZRE L, TRDL, 4-(1-AF AT N) 7= )~ OTy e A5 28 ARRERD
B 5 BMERBRICITIL, PSBP OHMIE 66% DHBRME (FHMEL T 33% DAZ I FV—TF L
Tx/)—NEET) & B BT HICIAMRSE, 100, 300 BXL0Y 1000 mg/kg DEIA T (MEBRBEIIEML
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TRV SD STy MfERER 5 TE(C 28 HERER AR5 L7553, 300 mg/kg R EFEOME 1 61, 72
HUNT 1000 mg/kg ¥ S-HEOME 3 Fl, HE 2 Bl C, BLEERLCESE LEMBOIRK, BEE
~DOEFRERORERBOH IV, 1000 me/kg & 5FEOMHEMHESF, 300 mg/kg B ESEEOHE 1 ] TIXATE
HIRDRENBD b, ZOSLBROBT RIZFEREDOT Y MBI ALNDZEN DL F
FTRELTHLEBERLDEEZEZHND, TNOOFTRIT 28 EREIZE->THLN, ARBROK 5 HIBIX
40 BEBRLHTE, MEICRBW T ESEOBIBICABBONNDRENEZAZEND, 1000 mg/ke I1&
KR EEZEETOIETHHAREENEWEE X/, —F. 300 mg/kg DI G B W TIIMERES S Bl
BULDHREZTRTLDOLHES N, —F. 28 ABMKEROKSEERRICBIDIETIT, B 51
EDHDA 1000 mg/kg BREFHDOMHES 1| FUIRDONEET ThHoIimndb, RRRICEITS
300 mg/kg DIEIZEY | MM CERBRTHILIIRVBOLHE L, LLEDOTZENL, AR
BRICBITOBmARFOR S &% 300 mg/kg IZREL., BT, ALK 3 THRLTHHES 100 mg/ke.
EH &% 30 mg/kg &L77,

HEBMVIIAZECRT 2 @R, ARECHIE . AR A BL THREBOME 3 BT, REIERSNL
ProT- HEHRRAT B T (R 5 EIE 42 [B]) | 22 BIIMEFEEN IS RS TR b2\ M E kET B
(fER 256 RAES B) T, HEMWIIZELAT 2 M), 22EHIMH (14 BRDZBL CHIRATE S CHRK S
B4 42 B RONC 1 B 1@, 18 7 [E,9 K 3 o~11 B 40 50MIC&k 5L, BEREIR
5 mL/kg &L, HEBIUORERIROICREFOM CILE 1 BIRIETAIEELZEIZ, KESERIN
T HETIE, BFORIE B OFEFEICEH L, 28, SBEIOIEER THAMN T mE RIS

BE5 L,
ARBROBERBLOEYEE LI TIIRLE,
\ BEE BE  B5EE DWES
/
OBESPE e (v (ml/ke) H i
1 b7ETaH 0 0 5 M01001~M01013 F01001~F01013
2 PSBP 30 0.600 5 M02001~M02013 F02001~F02013
3 PSBP - 100 2.00 5 M03001~M03013 F03001~F03013
4 PSBP 300 6.00 5 M04001~M04013 F04001~F04013
5. s
D EE (Fy

O— kDB

SECONT, BE TR EZOER 2 FLU L, FOMoREHHTIER 1 E, 88
L=,
O ERIE

BB, #5107, 14, 21, 28, 35, 42 A BLUSHIRR RICHIE L7, MBI 1.7, 14 B,
PEHR 0.7.14.21 B, "HE 0 BXU 4 B (Bl H) T, SHIZREDP RSN TR E 21,
28, 35,42 A, fik 25 HHEY B ETICHBEMAFERSNRD T B TILAENR 26 RAES BICHLAIE
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L=,
QEEEERIE

HEEI, 5 1~2, 7~8, 13~14, 29~30, 35~36, 41~42 RIZHEIELZ, MEMITRS 1~2,
7~8, 13~14 BBIUEEIR 0~1, 7~8, 14~15,20~21 BRLNIEE 3~4 A, SLICKZ R’
RINA2hoT METIEER S 29~30., 35~36, 41~42 BICHAIELT,
OB

FERLLEFOHIIZ >N T B AT R A LR EPE AL, B0, REBBARLCICRE
BRIE LRSS 5| SR E B AAT AL BERL TE B O EPHERSNOETHER LB R L,
Fio, FIEOFHRIFES B (EEZLORBHNORBEHETO REDOFEE) #H LT,
®=E

#4515 AD 16 HIVRBFANOHES 1 5 1 TREIET, FIVEH, BRE2MREL, REF
DMEDETRIEAZERL TERL, BNICIERSDWTEREA P IB T RRRSN -8 e
BRI EMpEL, ZO R AR 0 ALEHELTRBEMHEL. BRIFETE L, RERRBIUWEIR
DOEEICLD. ARG ANSRERRERE A ETO A KBLOFOMICEIRL-EEHOR S, 222
= (R REWE/ ZEUCR W B E) X100, %), EiRE (GERE R/ R U8 50 ¥
100, W) &ZEH LIz,
IR /i - THEIREEDBIR

RREDPHERINeh o7t BREED 1 i, 300 mg/kg B EHED 2 FIZR<EMIL, 261% B RSk
SRz, SIROMRIT. (TR 21 BHYBEILSEISERINDIETEBRITV, AT 11 BETIcy
BESFET LB oW TEO REZWE 0 B (518R) &L, SR OEEGEIT, BIETRLH
BT DWTATV, BEBE CXRMoTBMIC OV Th, ik O—RIREER L OBE IR DR EEAD
BEOFELHW U, SiE%i. WERELHE 1~4 BOM. BHEEL, 2L 2F0iE
PEEART (GEHRE 0 BADAIR A ETO BE) R | SO HEE[ (£ IR HEML /T IREHE) X
100, % 2EHL, WE 4 B B OZIREFCBELEREB I IR FREO L BR R (BFK/1E
IREE IR X 100, %) 2B HL,

DERBIOVRERARFORE

HEIL, 5 42 BOB B, UM E A — L N ARRER T CHRULBGES S CHIRL . F
HERIUHE LEROREEZRIE L, BREBLIORBE LT 7 URICEE (REMFRAFL 0.1M Vo
BATEMET 10% B~V IR | AR, FEEE/BEE RS L ORARIT 0.1M U BRIRTE 10% HRA <)y
RIRICEEL RS IUNREE FAII S IREE, 100 mg/kg HE5-8E0 1 F (E9%E 5 M03010) BL W
300 mg/kg W HEEZ OV, HEAMFRIRELERLI,

MBS S, HIEL-MEIRTE 4 Bio, KBV RS 42 BB EIC, ZRERELEN
Sy WL 2D~ To i (R EREED 1 1, 30 mg/kg T GHED 3 HlERLV 100 me/kg RE-FED 1 41) 135E4R
26 BARY BIZ, ZHENU b e g — L Mo ARRER T THRIMLBESE THIRL, IIRERES

10
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AE LIz, BREICOWTIIERBEME T THRREGEE, FEICOVWUIBREEH X . HRE
(CERE/ IR AL X100, W) 2HHUIC, KO THTMEEMIZOVTI, 10% Bifb 7 E=
UVATCTFERRAL, EROFTELEMBL, /-, IR, 75, BRIOUIET 0.1M Vo BEiEE
10% A<V EHRICEEL ., SPRIEBREER LT 300 mg/kg B SR OV T, WA FORE
BRI, o, HEWICBO CHIRFICEEOROONIHEIZOWTE 0.1IM UV BEREE 10%
LV RRICEEL, REARFRELERL:,
2) AR (F) ‘

OHEROEZE

HH 0 BICAFRERBLIUOEC EEEMRERNIC L T, M BIUNETHOTRELEEL.
1R (FE IR/ B RIRED X100, %], AR MER] (HEARE/BFRREE) X100, %] BIOHAE
F[ (HEAIRS/EIRS) X100, $)ZHEIMU, £/, WE 1~4 BETHEA, —RREBREEL. £
FREEET BREMERN L FERAFZR((HE 4 BOERE/HE 0 HOERK) X
100, %IZBE LI, EFRIZONTE HE 0 BEY 4 BIZERIOEEZREL ., BT LITHERER]
DEEREZFEHTIEELIC.HE 0 BRBXU 4 Bk ot [ (HEA R E/FAEIRED X100, %)
ZEHLL,
@&

L IRIIANRTFHOEELBEL THRL, 0.1M VU FEEEE 10% R <) RIRICEEL THRIF
Uiz, £TFRIIEE 4 BIAETBORELEEL TR T AT R AREE IS TH|
BRL. NEBREORFOFELHRELL,

6. T —Z DIFENTIE

RO LB DEE . ZZRE 2RI OV TIT Fisher DEIEHERRELIT o7z (AEK
HE:5%),

TR E RS HEORBHABREREFTROYS FL— N30 Lo BT 13 Mann-Whitney
? U BREICEY, F-ptEs L —RD-A FHEIL Fisher DEIEEZED FAIREIZEY, 300 mg/kg &5
BELHBELOBINEEERELIT 7o (BEAKYE L), 72720, MO TE, WE 4 BIZHIRLE
B DB TOARREEEMLIZ,

FOMOT —21L BEZ LIELNIAESH DY N litter ZEDEWEE 1 HEALLT, %7, Bartlett
DFFEICEDE RO SO —FMIZ DV TRE (B BEAEE 5% 21T olc, DD — K THoIB A
i3, — BB O S BSHT (BB AYE 5%) 21TV, BERICHE BMEAROONIZEE L. Dunnett &I
IS BB ATl (HEAYE %), —FH . WTHOOBETHED 0 LR HEBLUG IS —
TR T HAITEE, Kruskal-Wallis DB E (B EAKEE:5%) 21T\ HFEICHEEIRDOONDS
AT, FAEERNES LT %, Dunnett IO TEIRIC LV Z BB ZIT o7 (A EKIE:5%),

11
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HAERRAE

1. &y
1) —fi%IREE (Table 1~Table 4, Appendix 1)

HEMEBEED ., 300 mg/kg WERETHR Y 2 BDREREK R ECOMICRENB I, BES
NI, WL R B ORSRTETICREEL T, —@itEThore,

HEBY) T, 300 mg/kg BEHTTEEOFELIERE 10 BRI 18~21 BIZ 3 #il @HEE
MO04001, M04012, M04013) , D KBNS B S 14~16 BIZ | Fl (BHHE S M04004) . FERIE K03 % 5-
7~8 BIC 1 il (B35 M04003) RSz,

MEBE T, 300 meg/kg I EBETTEMOBENSERE 2 B, 13~19 BBIOEIE 0~12 HiZ 8 4
(&5 F04002, F04003, F04007, F04008, F04010, F04011, F04012, F04013) , #k{EAHKE 2 H
i 1 61 (BB S FO4007) BESN, TIEESOBHIL, 5 16 BIZ 100 me/ke RE5EO 2§ (@
&5 F03001, F03003) iob B s h i,
2){EE (Table 5~Table 8, Appendix 5~Appendix 8)

MBI T, 300 mg/kg REHTHE 0 B (S B) OFEXRFE (P<0.09) I{E T L7z, £,
MBS LD, FRERAICBTARECIBHIEBRYER SHLOMICEEZIR DN
ol

HEEM) T, 300 me/kg HEFHTIRE 14 BiZ 1 Bl (EHE S M04004) 20N E 42 HIZ 3 4
(Eh#2E 5 M04003, M04004, M04012) iZ K E RV 2358 b7,

RBHBHEAZNRD T MW TIE RERAD S 35 BISHRBEET 1 Fl (3% ES F01004) 72

12
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BTN 300 mg/kg BEHET 2 41 (BMHE B F04002, FO4011) | S i L7~ 7- B Tid, 30 me/ke
RERTHIR 14 BiZ 1 41 (@4E 5 F02007) 2O UNCEESR 21 BIZ 1 # (B E R F02011) T, &k
L7-HEEN ) T, "B 4 BICKTEREET 2 #1(F01001, FO1002) . 100 mg/kg 58T 2 ] (F03007,
F03012) 225 TN 300 meg/ke B5BET 1§ (B40E B F04012) BOBNI-,

3) #EEH E(Table 9~Table 12, Appendix 9~Appendix 12)

MEBN ) Tid. 300 me/ke 5 HEOEIRE 20 B OBEENEE (P<0.05)IX{E F L, £7=. 30 mg/kg
REHOKRE 1 AOBEELHE B (P<0.05) IR TLD | AEEEHOLWEITHY, HEBRME
BEORBIB LN T,

4) 85 E E B (Table 13, Table 14, Appendix 13~Appendix 14)

MBI LG BEEEIE, AR ER SHLOBMICAEEZIRD NN 5T,
5) #FRFT R.(Table 15, Table 16, Appendix 15~Appendix 16)

HETIZ, 300 mg/kg &5 BED 4 F (EHES M04004, M04008, M04010, M04012) DI K1k,
73, 100 mg/kg |-5EED 1 5] (BHE S M03010) DARIKER HERTICEAREESBERINT,
HETIE, REIRIZR R EFT RS o1,

6) J5 ERAR M RO (Table 17, Table 18, Appendix 17~Appendix 18)

R TIE, MBEEBLY 300 mg/kg WEHOL 2 Hl(B#HFE S M01002, M01005, M04001
M04003) Dl VI A IR ELRRBMEORBME ZHRIBESN. ZOOL RO 1 4] (8)
¥%EH M01005) DFFE LARIZIE, FIEMNICI D #oMilak BN glgsnis,

PRELCIX, MEBRAER LU 300 mg/ke B 5HEOLHIC, BREFT RITBEINR) T,

HFRRE, FAEENFEOLIE 100 mg/kg TEEHO 1 Bl (BE S M03010) DFREE LA TiE, &
FAZFENBEINT, —F, KEUEPE DB 300 mg/kg & 5-HEDOLE 4 FIOFIRIZIL, HEZEN
BREEFRIIBEINR 0T,

2. £TERES
1) MEE# B L OXBIREE (Table 19, Table 20, Appendix 19~Appendix 20)

PRI, HRME RS OXEL TR TR H LN ol TEORER. <HRED 1
(B 5 F01004) . 300 mg/kg HEHED 2 Fl (B¥)E S F04002, FO4011) Tid, ZZELHIM TR R
DR INR) 5T, RBRERBIUZBRRIIERYER EOZEIIHA NIRRT, e, ZRBET
O BHBIOFOROREEEICEH, SRS ER SHLOMICEBEEITIRD LN o7,

2) N I L UMTIREIA (Table 21, Appendix 21)

HEE RS I OSHIRIIRMICIE., SRBELERMER EHEORICE BEIROIRN T,
3) iR I L O FIREE (Table 21, Appendix 21)

xEREED 1 7] (B % FO1005) | 30 mg/ke I 550 3 fi (B 5 F02007, F020011, F020012) .
100 mg/kg BEHD 1 Fl(@HEF FOS001) ITHELZRD TR, ZOMR B FEBRINI-2F DT
IREMS A RZHEL ., TR B L O ER I B R B I SR OMICA B ZEITAD 5

13
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higipole, Elo, HELLBHOLFIZIWT, HHERES LU EREBICEFIIRD N1,
4) IR BREBLUSERE (Table 21, Appendix 21)

100 mg/kg 5D 1 Fl (BHE S F03001) IZdW VT, #14R 25 B £ CICOBBRHERIN/ -7,
BIRORER. BERRE (A1, E: D) BIOEIRE AR (G :7, £: 1) MBS N =00 | BRI vL K
TR BYEIRIRGITH T LWLz,

STRREED 1 B (BY)E S F01005) Z2BTNT 30 mg/kg &5-EED 3 #l (E#HE 5 F02007, F020011,
FO20012) {23V TiE, /4R 25 B ETICH A HEREN T SRR FERESERINL oD
LB TIETHHLHWTL | IR LR DRI & CRHE R RINLERINLT,

Fie, REDPFERINIph 075t BEED 1§l @E S F01004) | 300 mg/kg %50 2 Fl(B#E
& F04002 BX T FO401 D) ICRWTh, BEERENRWILETER LI, ZOM, HEK, EREBLUS
REITHT, *HBE LR ER SHEOMICE BEIRH bR -7,

3. AR
1) £ 77 (Table 21, Appendix 21)

ERE SthE, ARHESE HAE FEREFEBIOMICE, HRELEBRMERSHE
DEICHEEITFED o270,

2) fKE (Table 22, Appendix 22)

HE 0 BELW 4 BRI AHAERDEEIZL, MRHELERMERSHEOMICAEREZERR DN
ppoi,

3) 4 )R 8122 (Table 23, Table 24, Appendix 23)

WHE 0 B ISk AREETHE 3 T, 30 mg/kg WEEETHE 1 T, 100 mg/kg REEETHE 1 I, 300 mg/kg
BERET 7 UG (E 3 T, M 4 ) 0T EABRBININ, FRLEER. EE BRIl
THE 4 BETIE, SEREECHRE | T, 300 mg/kg 58T 2 L (K 1 PT., ME1PC) BRI R L2
TV e, $72, 30 mg/kg 58Tl 1 T, 100 mg/kg ¥5-8FC 2 FC (I 1 [T, M 1 IT) OB VEAEILE
SN, BRI EFBIIBRINARD 0T, ZOM, HE 0~4 BIZBITAEFRICAFREEIIBE
ot

B

Rk o @BY . AEBRBDEO B8 BRRERSEERRICE Y TE
(http://dra4.nihs.go.jp/mhlw_data/home/paper/paper99-71-8b.html) . 100, 300 7A2HTHZ 1000 mg/kg
O PSBP ##HIENCKER N IZR 5 LI R, 100 mg/kg L EOREBFHICISWOT—BEDOIHIENRO S
NTH3B, KRBRD 100 mg/kg KEBIZI O TUIMEMELD —BRIRBICE(LIZRD DA 708,
300 mg/kg B HEIZIVNTIL, MEMET—IBMEOREES TEEOEN, EXESFEDGIL BT 1 41T

14
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FER IR R DSZBH LN TS, ZHDZE{LI 28 B RERGEMARICBWGROONEE LN

MICHED QOL DIETIRHIE(LEBXONAIEMLERYER S ICLAEBLEESNS, T,
28 HEEFERBICRBV TR BREE LR OB RBD LI TWAIEN D, —EBHEOTEEL, #
BRMEORIBEICERL=E(ETHDHEMEEIND, 728, 100 mg/kg TGO 2 FlICBERIh-TE
BB, HEWYEORIERERH OHIZH NI BT REHEL,

F72, D 300 mg/kg BEBIZBO T, HE 0 BOEERLUNIER 20 B OBEER—BIEIC

IRTFLIDS, REOEIMIH PR ENE T LI AR E D 28 BRERKERSHEARRICEW

ROLNTFTR THY, PSBP I\ 5L HBEEE X HRD, AL, 28 B REXREEERBICBWTI
NV RTIF—EIEED LR B AL, RFRERIZBVTIE 300 mg/kg T 5HED 4 FHIRITATIRTO
FFIO KBLAFBO LN, FREERENREOK R, EFIIRAD Ol oz, —F, ARBRIC
B35 100 mg/kg LA T OHREFIZISNTIL, EHF FIZ 100 mg/kg EHTHERDZELCE
3 2 BRSO ENTHLOD, ZHUIHE R F OB OEREBAIZLITLITROONIEHETHY,
ARV THRMEBRIC 2 FIERHLNTWAE, ZORHOHEN O F IR EICIIX BEEL ORI
ERHBLNRNZEDD, HRMER S OEEBLIEZ LI o7, OM., 100 mg/kg UTOHEE
BB TR | —ARIRRE, (R E, BEIE, HI . FEERERRT RICIE AR Lh2NT
&%, PSBP OB EMIC 32— xS FRIERZ BRI 100 me/kg LHEESNT,

100 mg/kg #EHD 1 FITIIBHERBIAAH LN, 1 BITET ORI THBEBIZITEN 2L,
F7-. 300 mg/kg W EFITITFEDOLNRVEFTR THLZ NG, HRWE R 5L BLIIE 2N
Mot TOM LB, R, HERBIOHRIE., B EREBIVOERE, SiBX
O EIREE, HAEROEFERS N —MRIREE, (KBTI PSBP R EIZL2EBII A LN RD T,

LLEDZEmb, PSBP OB T 5 TR AZE IR EZEELRO IR EERISH T2
ST BT DR EET 300 mg/kg EHEES L,
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 1. General conditions of male rats

Group Number of males Days of administration
and general conditions | 2 3 4 5 6 7 8 9 10 11 12 i3 14 L5 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
com oil Number of males 1313 43 43 13 13 13 43 13 13 13 13 13 13 (3 13 13 13 13 13 13 13 i3 13 13 13 13 13 (3 13 i3 3 §3 13 13 13 I3 13 (3 (3 13 13 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 3 13 13 13 13 13 13 13 13 13 13 13 13 I3 I3 13 13 I3 13 13 §3 13 13 13 13 I3 13 13 43 13 13 13 13 13 13 13 13 i3 13 13 13
Mouth, Salivation ¢ 0 6 0 0 0 6 0 0 0 0 0 O0CO0OOCOOOGOCGCEOOCODODO OCOUOCOGC 0 O0OO0OO0COOCOOCOCCOCOOOO O OC O O OCO0OO0 0 0
Anorectal region, Sotled perinealregon 0 0 0 0 0 0 ¢ 0 ¢ 0 06 0 0 0 0 ¢ 0 0 ¢ ¢ ¢ 0 0 0 O 0 0 ¢ O 0 0 0 0 0 O 6 66 C O 0 0 0 0 O 0 O 0 0 0 @
Mouth, Loss of teeth 6 0 0 0 06 0 0 0 00 6 0 0 0 0 00006 06 0 0 0 0 0 0 00 000906 90 090 0 06 0 ¢ 0 0 90 000 O0 OO0 0 00
Breathing, Deep respiration 0 0 0 0 0 0o 0 0 0 0 6 0 0 0 0 0 0 0 ¢ 0o 6 0 0 0 © 0 0 0O 0 0 0 0 0 0 0 6 ¢ 06 0 ©0 O O ¢ 0 O 0 6 0 0 O
PSBP 30 mg/kg Number of males 13 013 13 13 13 43 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 i3 13 13 13 13 13 13 13 13 i3 (3 I3 13 13 13 13 43 13 i3 13 13 13 13 13 13 13 13 13 13
Geaneral appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 i3 I3 13 13 13 13 13 i3 i3 i3 i3 13 13 13 13 I3 43 3 13 13 13 13 13 13 13 13 13 13 13
Mouth, Salivation ¢ 0 60 0 06 06 0 00 90 0 000 0OCGOCOCCO0OCOCO0O OO0 O0O0O0CO0OO0O O CCC¢CO0O 00 OO0 0 ¢ 0 00 0 ¢ 0 0 006 0 00
Anorectal region, Soiled perineal region 0 0 6 6 0 0 6 06 0 0 0 0 06 0 000000 O0GCO0COCTD02 OOGCOGO6 0 000 090900 0 06 0 0 90 0 6 0 0 0 06 0 0 0
Mouth, Loss of teeth ¢ 0o 0 0 0 0 6 0 0 0 0 0 0 06 0 00 ¢ 0 06 09090 0 0 06 000690 0 900 06 06 0 09060 0 66 0 0 0O 0 0 0
Breathing, Deep respirati 9 0 6 0 0 60 06 0 0 O 0 0O 0 0 06 0 0 0O 6 © 6 0 0 0 o 0 0 0 0 0 ¢6 0o 0 0 0 6 0 6 0O 0O O 0 6 6 0 0 0 0 0 O
PSBP 100 mg/kg Number of males 13 13 13 13 13 13 13 13 13 13 13 13 13 (13 13 13 13 13 13 43 13 #3 13 §3 13 13 13 13 13 13 13 13 I3 13 13 13 13 13 13 i3 13 13 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 I3 (3 13 {3 13 ¥3 I3 13 13 13 {3 13 {3 13 13 I3 13 13 3 (3 13 13 13 43 13 13 13 13 13
Mouth, Salivation 9 0 6 0 0 0 0 0 0 0O 06 0 00 O06OC®GOGCOGC®OCO0COGCO OO0 O0O0CO0ODCOCO OC0CCOCO0OO0O 00O 0O 06 ¢ 0 00 0 06 06 0 00 00 0
Anorectal region, Soiled perineal region 0 0 0 0 0 0 8 0 0 0 0 0 0 0O 0 G 0G0 ¢ 0 0 0 0 900090 0o0¢9¢ 0 090 90 0606 6 06006 0 060 0 000 0 O
Mouth, Loss of teeth 9 06 06 0 0 00 00 090 0 O0O0OO0UOGOCOCOCOGC O O O0OO0CQCTOO0OO0COO 0 ¢ ¢ 0 0 0 O 0O 6 0 0 0 ¢ ¢ 0 0 0 0 0 O
Breathing, Deep respiration 9 O 0 0 0 0 0 0 0O 0 0 0O 0 0O 0O ¢ 0 06 ©C 0 ¢ 0 0 0 0 06 0 ¢ 0 6 06 0 0 0 0 0 0 ¢ 0 0 0 0 0 6 0 0 0 0 0 0
PSBP 300 mg/kg Number of males 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 13 13.13 13 13 13 13 13 13 13 3 3 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 i3 13
General appearance, No abnormality 13 13 13 12 13 10 13 8 13 10 13 11 13 9 3 10 13 10 13 3 13 6 {3 3 13 7 12 6 12 712 7 13 8 I S5 11 6 12 6 {2 5 13 6 13 7 13 7 13 4
Mouth, Sativation o0 01 0o 3 0 5 0 3 0 2 0 4 ¢ 3 0 3 061006 7 01006 0 7 06 ¢ 5 05 0 7 06 5 06 6 0 7 0 7 0 6 0 6 0 9
Anorectal region, Soiled perineal region o 0o 0 6 00 0 00 00D 0O0OO0O0OTO0OO0OCOTOCTEI G O0OODODOOOO O0OO0CO0CO0OTO0OO0O 2 2 2 2 1 %1 1t I 0060 0 0 000
Mouth, Loss of teeth o 6 0 0 00 0 0 6 0 0 6 0 06 O0OO0CO0OO0COTUODOCO0OO0O D0 O O I 1 i + 1 1+ 0 0 ¢ O 0 0 0 ¢ 0 0 0 6 0 0 0 0 0 O
Breathing, Deep respiration o 0 0 0 0 0 0 0 0 0 0 0 0 | © 1l 0 0 0 06 90 0 0 ¢ 0 0 06 0 0 0 ¢ O 0 0 86 0 0 G 0 0 0 0 0 6 0 0 0 0 06 0O
Pre: Before admini Post: after administrati
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 1 (continued). General conditions of male rats

Group Number of mates Days of adiinistration

and general conditions 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

corn oil Number of males 1313 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 013 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13
Mouth, Salivation 0 0O 0O 0 O ©0 0O 0O 6 0 0 0 © © 0 0 06 ¢ o ©o 0o 06 o o 0o 0 o 0 0 0 0 0 0 0 O
PSBP 30 mg/kg Number of males 1313 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 (3 13 13 13 13 13 13 13 13 3 13 13 13 13
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 13 13 13 13 i3 13 13 13 13 13
Mouth, Salivation o 0 ¢ 0 0 6 0 0O o 0 0 0O 6 ¢6 0 © 0 © 0o 6 €6 0 O ¢ 0 0 ¢ 0 9 0 0 0 0 0 O
PSBP 100 mg/ke Number of males 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 (3 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 13 13 13 13 13 13 13
Mouth, Salivation 0 0 0 0 0 ©6 0 0 ©6 0 0 0 ©6 0o 0 0 0 0 0 0o ©6 0o 0 6 0 0 o o g 0 6 6 0 0 o
PSBP 300 mgr/kg Number of males 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 5 13 5 13 6 13 7 13 6 13 6 13 3 13 3 13 4 13 7 13 6 13 8 13 8 13 7 13 9 13 8 13 7 13
Mouth, Salivation 0O 8 0 8 0 7 0 6 0 7 0 7 6 10 0 ¢ 0 9 ©O 6 0 7 0 5 0 5 0 6 0 4 0 s 0 6 0

Pre: Before administration, Post: after administration.
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 2. General conditions of female rats

Group Number of females Days of administration
and general conditions 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
corn cit Number of females 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 3 13 13 7 7 5 5 4 4 2 2 1 1 1 1t 1 1 1 1 1 11
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 7 7 5 5 4 4 2 2 t 1t 1 1t 1 1 1 1 1 1 1
Mouth, Salivation o0 06 00 0O0O0GO0CO0OCOCO0OO0OCOCOO0OOO0OOO©COOCOQOODO0OOOO0COOC O 6060 90 0 CCOGO6C 6 00 0 ¢ 000 0 0O0 0 0
Angrectal region, Soiled perinealregion 0 0 0 0 0 o0 ¢ ¢ 0 0 ¢ 0 0 0 0 ¢ 0 0 0 0 0 0 0 0 0 0 0 6 0 0 0 O 90 ¢ 0 ¢ 06 0 0 0 0 G 0 ¢ 0 0 0 0 O O
Excretion, Loose stool 0O 0 0 0 0 0 OO0 0 0 6 60 ¢C 6 0 0 06 06 0 0 0 0 0 0O O OC O OGO O OGCOGOGC G O 0O 0 0 0 0 0 0 0 0 0 0 0
PSBP 30 mg/kg Number of females 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 8 8 8 8 2 2 1 1 1t 1 1 t 1 1 O ©0 O O O
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 & 8 8 8 2 2 1 1 1 1 1 1t 1 1 O O O 0 O
Mouth, Salivation 0 0 00 0 000 0O0O0O0OTO0COCOO0OO0OO0CGOGOO0OO0OTO0OO0OTGOCUO0OCGO¢C 0O O¢6 0 90 906 ¢ 066 ¢ o000 90 000000600 0
Anorectal region, Soiled perinealregion 0 0 0 ¢ 0 0 ©6 0 6 o 0 0 ¢ ¢ ¢ 0 0 0 0 0 0 0 0 0 0 0 0 6 0 O © 0 0 0 ¢ ¢ ¢ 0 0 ©0 0 ¢ 0 ¢ 0 0 0 0 0 O
Excretion, Loose stool 0 0 0 0 0 0 6 0 6 0 0 0 0 00 O 0 0 0 0 06 0 0 06 0 6 0 6 06 0 06 00 666 6 6 0 00 0 0 OG0 000 0 O
PSBP 100 mg/kg  Number of females 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 8 8 7 7 5 5 1 1V ¥ ¢t 1 1 1 1 1 1 1 1 1
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 1t 6 8 7 7 5 5 1 3 1t t 1 1 1 1 1 1 1 1 1
Mouth, Salivation o 0 00 0 06 00 00O 000 O0OCOCOOOCCO0COOGOGCOOOOCCOC O OCO0O OO OGCGGO6CGUGC OC 0 0 0 0 0 G 0 0 00 0 O
Anorectal region, Soiled perinealregion 0 ¢ 0 0 0 ¢ ¢ 6 6 6 6 6 ¢ 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 O 0 2 2 0 06 0 06 ©€ 0 0 0 0 6 0 ¢ 0 0 0 0 O O
Excretion, Loose stool 0 0 0 0 0 0 6 6 06 0 0 0 06 0 6 OO 0 0 06 0 0 00 000G 0006 0 0 00O0GUOGOGOC OOCO0CO0OOCO0OOCO0OO O O
PSBP 300 mg/kg Number of females 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 ¢ %9 72 7 5 5 2 2 2 2 2 2 2 2 2 2 2 2 2
General appearance, No abnormality 13 13 10 10 13 11 13 9 13 11 13 12 13 11 13 11 13 10 13 10 13 10 13 6 12 8 12 7 12 9 5 2 3 2 5 2 3 1 2 1 2 1 2 1 2 1 2 1 2 O
Mouth, Salivation ¢ 6 01 0 z 0 4 0 2 01 ¢ 2 0 2 03 03 903 0297 0405 0303 901062 61 ¢1 01 ¢ 1 01 01 0 2
Anorectat region, Soiled perinealregion ¢ ¢ 2 2 0 0 0 ¢ ¢ ¢ 0 06 0 0 ¢ 0 0 0 0 ¢ 0 0 0 0 1 ¢t 1 1 t t+ 8 7 6 5 2 2 2 0 G ¢ O G 0 O O O O 0 0 O
Excretion, Loose stool ¢ 01 0 0 0 0 0 O 0 0 0 0 0 6 0 0 0 0@ 0 0 0 0 0 0 0 0 0 0 0 0 06 0 0 0 0 06 066 6 66 0 0 6 0 000 0 0 O

Pre: Before administration, Post: after administration.
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 2 (continued). General conditions of female rats

Group Number of females Days of administration
and generai conditions 26 27 28 29 30 31 32 33 34 35 36 37 38 39 40 41 42 43
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
corn oil Number of females 1111111111t 1t 1 vi 1 1 1 vt 11 1t 1 11 1 %t 1 1 1 1t 1 1 1
General appearance, No abnormality
Mouth, Salivation
PSBP 100 mg/kg  Number of females
General appearance, No abnormality
Mouth, Salivation
PSBP 300 mgtkg  Number of females
General appearance, No abnormality
Mouth, Salivation
Pre: Before administration, Post; after administration.

oo — ~|lo —
—_ —_ o - —|lo —~
o e - —~|o —~
N O NS O Ol —~
o o o olo —
oo o o olo -
o v vlo o ol —
- - vlo o ol —
o N Njo o ol —
- — vlo o o|lo —
o o o ol —
oo o o olo -
o v vlo o ojo —
v oo o ole —
oo o oleo —
—_— o o o|le -
o wnNo o o|le ~
v oo ool -
oMo o o|lo -
—_— N o olo —~
on o o o|lo —
—_ — o o o|le —
oo o ol —
—_— o o o|lo —
oo o olo —
oo o olo ~
O NNO © OO —
o v|lo o olo —
o v o o ole -
—_— o o olo —
oo o olo -
— = Njo © o|lo —~
oo o olo ~ —~

1
0
1
|
0
2
1
|

[=30 SE S L= =

24



B 5 R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl}phenol by oral administration in rats

Table 3. General conditions of dams during pregnancy

Group Number of dams
and general conditions

Days of pregrancy

0 1 2 3 4 5 6 7 8 9 10 11 12 13

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

corn oil Number of dams
General appearance, No abnormality

{1 N O A D TN TN 1 A S 1 D 1 T 1 I S T 1 O 1 U A T N S I S 1 A U B (N B
£ 35 N S U ' SN 1 B TN 1 SN 1 A 1 SN O A I A T GO (NN 1 S 1 U A I S N A 8 GO B S O A O D § A A |

Mouth, Salivation o 0 0 6 o0 0 06 0 06 06 6 06 0 0 6 0 0 0 0 0 0 0 0 O ¢ 0 0 O
Anorectal region, Soiled perinealregion 0 ¢ ¢ o 06 ¢ 0 0 0 0 6 0 © 060 0 0 0 0o 6 0 0 6 0 O 0 0 0 O
PSBP 30 mg/kg  Number of dams 10 10 10 10 10 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10 10 10 10 10 10 10 10 10
General appearance, No abnormality 10 10 10 10 10 10 10 10 10 10 10 10 10 (0 16 10 10 10 10 10 10 10 10 10 10 10 10 10
Mouth, Salivation o 60 0 0 0 06 0 0 06 06 6 0 0 06 06 0 0 0 O 0 0 O0©O O O0 0 o0 0 O
Anorectal region, Soiled perinealregion 0 0 0 0 o0 ¢ o0 0 0 6 6 0 0 6 ¢ 0 0 0 ¢ 0 0 0 0 0 0 O0 0 O
PSBP 100 mg/kg Number of dams 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13
General appearance, No abnormality 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13
Mouth, Salivation o 0 0o 0 o 6 0 0 06 0 0 0 0 0 0 0 0 0 0 0 0 0 o0 0 0 0 0 O
Anorectal region, Soiled perinealregion 0 0 0 o0 0 ¢ o0 o0 0 0 0 0 ¢ 0 0 ©¢6 0 0 0 O 0O 0 0 0 0 O 0 O
PSBP 300 mg/kg  Number of dams 11 11 11 1t 1 o1ro1roitore it 1ot o1 1oty o111 ittt ofro1ro1r o111t
General appearance, No abnormality 7 5 9 6 9 4 9 4 10 7 16 8 10 5 10 6 10 6 10 6 10 5 10 7 10 7 1l 5
Mouth, Salivation 6o 3 0 3 0 5 0 5 0 3 0 2 0 5 0O 4 ¢ 4 0 5 0 6 0 4 0 3 0 6
Anorectal region, Soiled perinealregion 4 4 2 2 2 2 2 2 1 + ¢ 1t 1 1 v ot ¢ t ot v 1 v 1 1 1 1 0 ©

Pre: Before administration, Post: after administration.
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 3 (continued). General conditions of dams during pregnancy

Group Number of dams Days of pregnancy
and general conditions 14 15 16 17 18 19 20 21 22 23 24 25 26
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

corn oil Number of dams it 1t 11 o1t it o3t otr o111 o1to1r o111 11116 6 10 0 0 0 0 O
General appearance, No abnormality 11 11 1 1¢ 11 11 1t 1t 11 1t 14 11 11 11 1t 1t 6 6 1 O O O O O O

Mouth, Salivation ¢ 0 06 0 o0 o0 0 0 0O 0 O 0 O ¢ 0 0 0 O 0 0 0 0 0 0 O

PSBP 30 mg/kg  Number of dams 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 106 5 5 O O O O O O O
General appearance, No abnormality 10 10 10 10 10 10 10 10 10 ¢ 10 10 10 10 10 10 5 5 O O O O O O O

Mouth, Salivation 6o 0 06 6 0 0 0 0 O 0 0O 0O O ¢ 0 O 0 0 O 0 0 O 0 0 ¢

PSBP 100 mgfkg  Number of dams 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 13 5 5 2 1 1 1 1 1 1
' General appearance, No abnormality 13 13 13 13 13 13 13 13 13 i3 13 13 13 13 13 13 5 5 2 1 1 1 1 11
Mouth, Salivation 6o 0o 06 0 0 0 0 0 0O 0 O O O 0 6 O 0 O O O 0 0 0 0 O

PSBP 300 mg/kg  Number of dams 1t 1r 11 1t 1ottt o1r o fro1ro1ro1 o111 6 6 0 0 ¢ 0 0 0 O
General appearance, No abnormality 11 1 11 3 11 3 11 6 11 & 11t 9 11 11 i1 9 6 4 0 O 0 0 O O O

Mouth, Salivation 6 10 06 8 0 8 0 5 o0 3 0 2 O O € 2 O 2 0 O 6 O 0O 0 O

Pre: Before administration, Post: afier administration.
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 4. General conditions of dams during lactation

Group Number of dams Days of lactation
and general conditions 0 1 2 3 4
Pre Post Pre Post Pre Post Pre Post
corn oil Number of dams T 1t 1t 1t 1t 1 11 1t
General appearance, No abnormality [ R S D S I R S I I S B
Mouth, Salivation 0O 0 0 0 0 0 0 0 0
PSBP 30 mg/kg Number of dams 10 10 10 10 10 10 10 10 10
General appearance, No abnormality 10 10 10 10 10 10 10 10 10
Mouth, Salivation o 0 6 0 0 0 0 O 0
PSBP 100 mg/kg Number of dams 12 12 12 12 12 12 12 12 12
General appearance, No abnormality 12 12 12 12 12 12 12 12 12
Mouth, Salivation 0O 0 0 0 0O 0 0 0 90
PSBP 300 mgrkg Number of dams 1t 1 111N
General appearance, No abnormality 1t 7 1 7 11 7 1 8 1
Mouth, Salivation 0O 4 0 4 0 4 0 3 0

Pre: Before administration, Post: after administration.
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Reproduction/developmental toxicity screening test of p-(sec-buty!)phenol by oral administration in rats

Table 5. Body weights of male rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mgrkg

Number of males 13 13 13 13

Days of administration
1 4072 + 13.3 406.5 = 14.8 403.4 + 14.5 3982 £ 15.6
7 4412 + 163 4379 + 15.2 436.7 £+ 20.5 430.5 £ 17.3
14 468.7 + 20.5 4644 + 18.5 469.2 £ 29.5 451.1 £ 235
21 489.0 + 19.2 483.5 = 21.7 486.2 + 34.7 465.0 £ 23.0
28 5233 + 22.8 5183 + 25.8 517.2 + 425 4973 £ 226
35 548.8 + 24.7 5433 £ 29.6 541.1 + 448 5232 £ 25.7
42 566.7 + 283 5602 £+ 28.6 556.7 £ 49.0 532.3 + 28.2

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 6. Body weights of female rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Number of females 13 13 13 13

Days of administration
1 261.1 £ 104 255.1 £ 9.9 2609 + 157 2580 £ 122
7 2783 £ 12.1 270.7 + 129 278.5 = 18.1 272.0 £ 16.0
14 293.1 + 13.1 282.0 + 144 2942 + 20.5 283.8 + 20.9

Each value shows mean (g) + S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 7. Body weights of dams during pregnancy

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 13 11
Days of pregnancy
0 297.2 + 14.2 294.6 + 13.2 307.0 £ 20.6 292.3 £ 19.3
7 336.3 = 17.1 329.1 £ 17.3 339.7 £ 243 327.4 £ 19.2
14 376.2 + 22.2 365.6 £ 18.5 378.7 £ 31.1 362.1 £ 22.5
21 478.3 £ 24.0 464.0 = 25.1 467.8 £ 57.7 450.6 £ 31.8

Each value shows mean + S.D. (g).
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats
Table 8. Body weights of dams during lactation

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 12 11
Days of lactation
0 350.8 £ 22.2 331.6 = 22.9 358.7 + 24.5 3245 £ 29.2 *
4 368.2 + 29.3 361.2 + 24.9 369.8 + 30.5 346.7 £ 29.0
Each value shows mean + S.D. (g).

Significantly different from the control group (*: P<0.05, **: P<(.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 9. Food consumption of male rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Number of males 13 13 13 13

Days of administration
1 260 £ 2.6 256 £ 3.6 26.1 = 3.5 240 £ 2.5
7 226 + 2.8 225 £ 4.0 225 = 3.1 21.5 £ 3.6
13 246 £ 19 242 + 2.8 255 £ 2.7 23.9 + 4.9
29 240 = 2.1 253 = 3.1 264 £ 4.0 267 £+ 35
35 225 £ 22 250 £ 23 241 + 33 243 = 3.4
41 25.1 £ 2.6 256 £ 3.0 248 + 3.8 256 £ 2.6

Each value shows mean (g) £ S5.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 10. Food consumption of female rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Number of females 13 13 13 13

Days of administration
1 195 £+ 23 164 + 3.7%* 19.5 £ 2.6 18.1 £ 3.2
7 172 £+ 4.4 16.1 + 2.2 169 £ 25 143 £ 3.7
13 184 + 24 15,5 = 3.5 184 £+ 2.7 175 + 3.0

Each value shows mean (g) & S.D.
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butylphenol by oral administration in rats

Table 11. Food consumption of dams during pregnancy

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 13 11
Days of pregnancy
0 176 £ 2.8 175 £ 1.6 173+ 3.1 i6.1 £ 3.2
7 221+ 2.6 2.1 £ 2.8 23.8 + 4.7 231+ 2.4
14 227+ 24 21.0 £ 28 22.5 £ 3.1 205+ 4.1
20 198 + 1.7 16.8 + 34 186 + 3.8 148+ 6.7*

Each value shows mean + S.D. (g).
Significantly different from the control group (*: P<0.05, **: P<0.01).
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AR 5 :R-09-005
Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 12. Food consumption of dams during lactation

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 12 11
Days of lactation

3 36.7 + 6.8 405 + 6.2 36.6 £ 10.5 39.8 = 12.9
Each value shows mean £ S.D. (g).

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 13. Organ weights of male rats

ARERE S :R-09-005

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Number of males 13 13 13 13

Body weight (2 5693 =+ 26.7 562.5 % 27.8 5574 = 49.2 5350 =+ 28.6

Testes (mg) 3389.8 + 234.6 34159 + 3419 32413 £ 4233 3488.7 + 288.1
(mg/g) 5.973 £ 0.580 6.081 + 0.624 5.824 + 0.680 6.526 + 0.502

Epididymides (mg) 1298.7 + 58.0 1234.4 = 98.1 1206.7 = 155.0 12242 + 106.0
(mg/g) 2285 + 0.126 2.198 + 0.183 2172 £ 0271 2201 +  0.201

Each value shows mean + S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 14-1. Organ weights of female rats

HERZE 5 :R-09-005

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of females 11 10 12 11

Body weight ® 368.2 = 29.3 3612 =+ 24.9 369.8 + 30.5 346.7 =+ 29.0
Ovaries (mg) 110.8 + 14.3 1094 + 16.4 107.6 + 11.9 105.7 + 11.8

(mg/g) 0303 +  0.049

0.304 = 0.047

0.293 + 0.047

0308 + 0052

Each value shows mean + S.D.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 14-2. Organ weights of female rats (females without pregnancy)

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of females 2 3 1 2
Body weight (64 344.5 3212 = 22.8 315.8 309.6
Ovaries (mg) 118.2 90.8 =+ 10.9 110.0 91.2
(mg/g) 0.340 0283 + 0.036 0.348 0.295

Each value shows mean £+ S.D.

Significantly different from the control group (*: P<0.0S, **: P<0.01).
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B % 5 :R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 15. Macroscopic findings of male rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mgrkg
Findings Grade - p - P - P - P
Epididymis
Nodule, yellowish, cauda, right 13 0 13 0 12 1 13 0
Liver
Enlargement 13 0 13 0 13 0 9 4

- : No abnormal changes, P : Non-graded change
Numerals represent the number of animals.
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RERE 5 :R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 16. Macroscopic findings of female rats

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Findings Grade - p - P - P - P
All organs
13 0 13 0 13 0 13 0

- : No abnormal changes, P : Non-graded change
Numerals represent the number of animals.
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 17. Histopathological findings of male rats

HERZE 5 :R-09-005

Group corn oil PSBP 30 mg/kg

PSBP 100 mg/kg

PSBP 300 mg/kg

Findings Grade -+ + 2+ 3+ P NE - = + 2+ 3+ P NE

+ + 2+ 3+ P NE

+

+ 2+ 3+ P NE

Testis

Atrophy, seminiferous tubule

focal, bilateral/unilateral i 2 0 0 0 11 2 0 0 O
Epididymis

Cell debris, lumen,

bilateral 121 0 0 0 1 0 0 0 0 130 0 0 0
Granuloma, spermatic

unilateral 130 0 0 O 6 0 1 0 O 130 0 0 0
Liver 4

- :No abnormal changes, +: Very slight, +: Slight, 2+: Moderate, 3+: Marked
P : Non-graded change, NE: Not examined

Numerals represent the number of animals.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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HERE 5 R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 18. Histopathological findings of female rats (Subjected autopsy on day 4 of lactation)

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Findings Grade -+ + 2+ 3+ P NE - * + 2+ 3+ P NE - = + 2+ 3+ P NE - £ + 2+ 3+ P NE

Ovary 11 11

- : No abnormal changes, +: Very slight, + : Slight, 2+: Moderate, 3+: Marked
P : Non-graded change, NE: Not examined

Numerals represent the number of animals.

Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 19. Results of observations about estrus cycle

FERE 5 R-09-005

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of animals examined 13 13 13 13
Pre-treatment period
Number of animals showing type of cycle
4-day cycle 13 13 13 13
Mean length of estrous cycle in days; Mean+S.D. (N) 4.0 £ 0.0 (13) 4.0 = 0.0 (13) 4.0 £ 0.0 (13) 40 £ 0.0 (13)
Treatment period
Number of animals showing each type of cycle
4-day cycle 12 13 13 11
4 and 5-day cycle 0 0 1
S-day cycle 1 0 0 0
irregular 0 0 0
Mean length of estrous cycle in days; Mean+S.D. (N) 4.1 £ 03 (13) 4.0 + 0.0 (13) 4.0 £ 0.0 (13) 4.0 £ 0.1 (12)
Frequency of animals of which type of estrus cycle
was changed after the treatment 1 /13 0 /13 0 /13 2 /13
Mean times of vaginal estrus during mating period; MeantS.D. (N) 1.0 £ 0.0 (12) 1.0 £ 0.0 (13) 1.0 £ 0.0 (13) 1.0 £ 0.0 (11)

Significantly different from the control group (*: p<0.05, **: p<0.01).
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Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 20. Results of observations about reproductive performance

ABRE B R-09-005

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg

Number of mated pairs [A] 13 13 13 13

Number of copulated pairs [B] 12 13 13 11

Copulation index [(B/A)x100,%] 92.3 100.0 100.0 84.6

Number of fertile males [C] 11 10 13 11

Fertility index [(C/B)x100,%] 91.7 76.9 100.0 100.0

Pairing days until copulation

; MeantS.D. (N) 22 =15 (12) 27 £ 1.9 (13) 32 £ 32 (13) 24 £ 1.3 (1D

Significantly different from the control group (*

: p<0.05, **: p<0.01).
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ABRE S R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 21. Observation of offspring (F))

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 12 11
Gestation length (days)

Mean + S.D. per dam 225+ 05 25+ 05 23+ 05 225+ 05
Number of corpora lutea

Total 183 173 209 191

Mean + S.D. per dam 166 + 1.4 173+ 19 174 £ 2.1 174 + 24
Number of implantation scars

Total 177 167 179 181

Mean = S.D. per dam 161 £ 1.5 167 + 16 149 £ 45 165+ 1.8
Implantation index (%)“) 96.7 £ 42 968 = 4.4 854 £ 23.6 952+ 58
Gestation index (%) 100.0 100.0 923 100.0

Number of offspring at birth

Total 154 156 172 162

Mean # S.D. per dam 140 £ 24 156 £+ 1.6 143+ 44 147 = 1.5
Number of live offspring at birth

Male 66 82 86 75

Female 85 73 85 80

Total 151 155 171 155

Mean £ S.D. per dam 137+ 26 155+ 16 143 = 44 141+ 25
Sex ratio !

Mean + 8.D. per dam 044 £0.18 0.53 +0.12 0.54 = 0.16 0.49 = 0,09
Number of dead offspring

Total 3 1 1 7

Mean + S.D. per dam 03+ 06 01+ 03 0.1+ 03 06z 21
Delivery index ¢

Mean% £ S.D. per dam 875 + 152 934 + 52 96.1 £ 62 89.7 £ 57
Birth index *

Mean% + S.D. per dam 859 + 17.1 929+ 47 957+ 75 85.7 + 131
Live birth index "

Mean% + S.D. per dam 977+ 52 994+ 19 994+ 20 95.8 + 14.1

Number of offspring on day 4

Male 65 82 85 74
Female 85 72 84 79
Sex ratio
Mean + S.D. per dam 0.44 £ 0.18 0.53 £ 0.12 0.54 £ 0.16 0.48 = 0.09
Viability index ¥
Mean% = S.D. per dam 995+ 1.7 994 =+ 1.8 99.1 £ 32 98.7 = 3.0
Number of external abnormalities * 0 4 0 0
Mean% + S.D. per dam 00+ 00 00 0.0 00+ 00 0.0+ 0.0

Significantly different from the control group (*: P<0.05, **: P<0.01).

a): (Number of implantation scars/Number of corpora lutea)x100.

b): (Number of dams with live offspring/number of pregnant dams)=100.

¢): Number of male offspring/(number of male offspring + number of female offspring).
d): (Number of offspring at birtl/Number of implantation scars)x100.

). (Number of live offspring at birth/number of implantation scars)x100.

): (Number of live offspring at birth/number of offspring at bicth)x100.

£): (Number of live offspring 4 days after birth/number of live offspring at birth)*100.
h): Number of externa! abnormalities in live offsprfng at birth.
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RERE 5 :R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 22. Body weights of offspring (F,) before weaning

Group corn oil PSBP 30 mg/kg PSBP 100 mg/kg PSBP 300 mg/kg
Number of dams 11 10 12 il
Male
Days after birth

0 6.8 + 0.8 6.9 = 0.8 68 = 0.9 6.5 = 0.5

4 11.5 = 1.7 11.0 £ 14 11.2 £ 2.4 10.7 £ 1.7
Female
Days after birth

0 6.6 + 0.7 6.5 + 0.6 6.6 £ 0.9 63 + 0.8

4 11.3 £ 1.6 10.6 £ 1.4 1.0 + 2.5 103 + 1.8

Each value shows mean + S.D. per dam. (g).
Significantly different from the control group (*: P<0.05, **: P<0.01).
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Reproduction/developmental toxicity screening test of p(sec-butyl)phenol by oral administration in rats

Table 23. General conditions in offspring (F,) before weaning

Group Number of offspring Days after birth
and general conditions 0 | 2 3 4

corn oil Number of offspring 151 151 151 150 150
General appearance, No abnormality 151 151 150 150 150
General appearance, Death 1

PSBP 30 mg/kg Number of offspring 155 155 155 154 154
General appearance, No abnormality 155 155 154 154 154
General appearance, Death 1

PSBP 100 mg/kg Number of offspring 171 171 171 171 171
General appearance, No abnormality 171 171 171 171 169
General appearance, Death 2

PSBP 300 mg/kg Number of offspring 155 155 154 154 153
General appearance, No abnormality 155 154 154 153 153

General appearance, Death

1

1
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R ZE 5 :R-09-005

Reproduction/developmental toxicity screening test of p-(sec-butyl)phenol by oral administration in rats

Table 24. Morphological findings of offspring (F,) before weaning

Group corn oil PSBP 30 mg/kg  PSBP 100 mg/kg  PSBP 300 mg/kg
Dead pups
Number of dead pups * 4 2 3 9
Number of missing pups i 0 0 2
Number of dead pups examined 3 2 3 7
Number of dead pups with external changes 0 0 0 0
Number of dead pups with visceral changes 0 0 0 0
Live pups
Number of live pups examined (postnatal day 0) 151 155 171 155
Number of live pups with external changes 0 0 0 0
Number of live pups examined (postnatal day 4) 150 154 169 153
Number of live pups with external changes 0 0 0 0
Number of live pups with visceral changes 0 0 0 0

Significantly different from the control group (*: p<0.03, **: p<0.01).
" including missing pups
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