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_..16 -



B-1312

RS 1EITRE I OS5 3 HEAREIHNS TRETO 2720w L 4 HREIO ARERE
., ZORII3I~4BTEI 37300 4 HRORABIEREZME (08: 11~11: 31 D)

LT, 11 AEZ&EN L.

1) MuE

LRI DODWTEREAZ AR 7 LT 11T BIC, UHEHHAER 11 TN 14 BiZ, 1B
MRBHE A A% 14 KO 17 B, EBO 248 35 RN 42 HIC, B ATEE T B> 4%

42 K49 QITEHE L &,

5) A

ZHAERIIOVWTHRS 18 N (B 5%) cwmilke. ARKRE. ERKE. ZEhiE
MR N EOENKE (Preyer X&) Z2HEL 7=,

6) K&

REEF 9 (KX B7~58 H) OEFHERIIDVWTREEZIT 7,

RHAERE, BHHNERRAZ Y U —DIIE L, R - FIBEK T 4 BER
ZREL 7o, 0%, BHRE - [ REKT T 20 BRIR 2L 72, Fo R e v T,
ROBEHIZDWTHRALZ, 72H, RINLZRIO 4 BRRICDOWT pH LFILFEETO
¥EZ, TORBIZHONIZ 20 MR ZHWTRBEREZME Lz, £/2. REICDWTIL 4
GRIR & 20 R Rz TNz nilizZ L. B L.

BARIEH

pH

TmhEE

7 kAR
TIaA—2R

=g

<RI

A =0 I Rl A
B

7 Ri

R (24 KfE)
#iEE (mOsm/kg)

1 I

URIFLET 7A B (RS 5#E—FR)
URIFLET 7A 8l (kXS R#HE—H )
URIFLET 7A s8R (Rl mtH# s —H2)
URIFLET 7A &8 (MK SHa0#E R
URIFLET 7A Bt (MLt 8l s —F12)
URIFLET 7A &l (MBSt atilsE—#)
URIFLET 7A At (B A RSB —F)
IR ERZE

Frik

HRANE

KR T o

a)

a)

a)

a)

a)

a)

a)
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a) :  mini AUTION ANALYZER MA-4210 (Bt BB —F12%)
b ZEEHRBEENTHEE N7 RZA& v OM-6030
MRt mHE—F)

Dk

5 T RIS T OB A QBRI Bl S —mieE (B 16 FE)

Bl ERE T—T VM T TR L. 250K TREAREIYIIEKEIIRD & /%)
SR L 7 IERE M A I L. EDTA-2K MR (SB-45 : 32 A w7 AR &4E)
IZIMARK) ImL 2501 L7z, (REEHIRMA T RSIREY I KBRS EDTA-2K R f i
(SB-41: A A w 7 ARt T Z ML, TN EILROEBICDWTHIEL /2,
HIT, REEHIRHE TRFRREIC DWW TIE, 3.8% 7 LT U U AZMA AR M
ZEHML. InZEE02# (3000rpm. 10 770) LTHsNzmEzHwT/ohos
IR TNEHALSR S Fa R TS AF VR DO W THE L 7=,

BTEIE

ARULERE (RBO)
NEZIECE (Hb)
AT B2y M (HD)
B RMRET R (MCV)

TR BRI AR (MCH)

W o 4 & B Az
CERR AN (A A 104/uL,
T A RNETTE LS g/dl,
RMLERBOR E AR IR TR H B ) %
EE iR (A ISt fL,
FRIMERE R OANTTOE B8 sEH ) Pg

TEIFRImER M A FREE (MCHC)

MR Lk %

I AN ER

BmEkE (WBC)
HImERE 5%

7o kore EE (PT)

NEFOEZBEUAT 27Uy MEarsRIHS %

EMALERD b O 2R 5 AF VR (APTT)

Brecher % %
BRI LR LS 104/uL
BRIEH A R HE ) 10%/uL
May-Giemsa F 1T & 5 itk %
7ty MY s
70y MED s



i A B P A

o OI—JV¥—ZHBSEAMKY >S5 1Y~ T890

(N>

d) @ EREERS E B RE

8) MIBALFERE
MR D 72 O

7‘1’
o

BERH

GOT

GPT

LDH

7 -GTP

AlP

wa L A5 10— (T.cho)
MUZUEIA R (TG
U eE (PL)
BWEUINE > (T.bilirubin)
Ty a— 2

RH#EEH (BUN)
oVYyFr

FhUw A (Na)

VT L (K)

#iF (CD

FI 72 (Ca)
gy > (P)

iz iHE (TP)
TIWNTR

AG L

==

& ACL 100 (Instrumentation Laboratory)

B-4312

EFERIC, RN SEHIL 7z il ~ /Y 2 nadsREic &
DLl (3000rpm. 10 72D L. 6Nz H W TROEBIZDWTHEZIT-

W e ik
UV-rate {£¢’
UV-rate %<’
UV-rate £¢

TU/L
IU/L
TU/L

v TN INFANTRFI4- b7 ) RiEe) UL

Bessey-Lowry ¢
CEH-COD-POD #%°’
GK-GPO-POD ¢
PLD-ChOD-POD #°’
T EYINE Ak
Hexokinase-G6PD 1%’
Urease-GLDH ¢’
Jaffé ¢

A 2 RRE L

A F RN BEIE

A F 2 RIRE ML )
OCPC i£¢

TY T T OWES
Biuret ¥ ¢’

BCG £
BIZAVEERORT VT I SETH

TU/L
mg/dL
mg/dL
mg/dL
mg/dL
mg/dL
mg/dL
mg/dL

mmol/L

mmol/L

mmol/L
mg/dL
mg/dL

g/dL

g/dL
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o e pE s

e) . ZHEIEEE Monarch (Instrumentation Laboratory)

B A
Higr, SREERONE MORHMMFREZIT > 2,

(D #BRROEEEERORE

AR i REREIROIN I C E 0 WBFE S ARREOAEABIEEL 214,
FEES. WS EDEHROSEE - MDD W T, WIRMIZHE OF % MBI - skl
7zo BEWT, UTFITRTBEEM (2720, Tﬁ%&vwﬁmmu/@%munmw
XU W TEERML U, SMEEE GEXER) ZRELL. £, HRBOKER
U%ﬁﬁ;ﬂb%ﬁlmgét0®“*E§(mﬁig)é%mbf-*m%ﬁbtﬁﬁ
WOWTIREHLHPZZHE L 722, EAGEOBETHML 2. BEiconTR. &5
HITHRE T R R ) & FIRFIC T — 7L RREE B TR EIRDIMTIC L D o BFE S B8k L
7=, BEEERD 5T, ARBR O SERAL LTz,

B, TEMK, FURER (BR/MRZEE) * B> WK, M. O, M (REX%

XA 0 G VRN SN 7 ST SN [ S

(2) yEHRR R

PEFERITDONT, ROLEFE - HEEHI L., V) EEEE 10% R <Y 2 TRIE
(J=720 . WRRORER LK Y e, IRER, N—¥ — B OB MR > BB
THRBUAEZBTNIINTINTER-25%FBI~<Y DHTEEL. V) HEERE 10%F)L
TUHICRELRE) L. NS 70 ALz, F0Ok, BRI R ORI 1R
DX HHEE & = H B O 28 £ IR NS Z O OFEOF 4 12 TAIRMIC BE N A 5 7=
PLIZDWTEIHF &L, A RFIY 2 - LA D REEREERL TER LI, 20O
. BLHME TROSRERICB Y THRIRICEBYER G X5 EEZ 5N2 5L
AR BNz, FIRBRIC D W TG IR R MR SERIM#% TR o2 M &3 ITH 0
FRRICEEAZ R L T8k Uz, IRERIM TRBEBRBHC DLW TR, mABRTERL
FWTNORE - HICHHERMER G ICL 2 EFZAoNH BT D S NRMho T2/
B, KR OH A ERICD W TIEANR O FRBUSMZA RSB OB AT FF )
Vo IAVURAEAZER L TERLZ, B, B N R KBRS
FTIZDWTITMRRE A DERIIITH T, REFEOH LUz, iz, EEERER (B &
WRSEEFREL SR7E L 72, 7o, BEHTRORRAICOVWTIRTERZE L.
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KA /N, ABE (WER) . g skt IRER. B, N—F -8 NI, BRI
(ER/MEZEE) . BIFF, BAR. TR, ST >N BRI 2OSE, D,
AER. K&, M GEXzad) & &l W+ 25 |E 85,
Ml ERE, TR - SRR, B, IR, B BEDE. R RERLEBR. AOLAR.
WEE. VR, TE. KB AR BNOER (e - KIER) © RERECERE. RE (B
BED . PURAISEHE AL

9. #EtERS ¥

HE, Bii&R, REd (RE. BET) . LFHRE, LRCEREROREETERICONT,
%9 Bartlett H5IC K O BFED MO~ OBE (AEKE : Wl 1%) 217>/, TORE,
BN —7235 5 120 Dunnett ¥ % 22— T/ WS IZIE Dunnett B0 mean rank test
2R W TR & S5 58 & OFIIBM O ORE (B EAYE : mifll 1 KO 5%) %1272,

SHEBE R USRI DWW T, 2 2 REIRIC R U, ROEEMRRBIC DWW TITRATE 28
BRI L D ZNFN R & S HEGREOZORE (GEAE : mifll, 1 RYs%) &2frol,

I3 SALRE AR O SRR IC D W T Mann-Whiteny @ U BEIZ & 0 MHERE & S 58O %
DE FRKE : Al 1 kU 5%) Zirol,
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HEBER
1. —#RRE
kA& % Table 1-1, 1-2 XU\ Appendix 1~8 1T L 7=,
1) HEHIR

EHEG, EEBYIA s o T,
24 KX 80mg/kg ft 58 TIE, M E BICWThoEIIC L EEITA S ENh- 7=,
240mg/kg B H5R T, 5 255 12 HOFRLGHBICHE2H] CTIREIRD Nz, £0
%, IREORBBEARIIED L. #TIEERE 16 AL, T8RS 17 DB Eg s Nz
27z
2)  KRIEHIR
MR TNOEICH BFIEASNT, FETEWHED SNaho 7z,

2. @E
niH % Fig. 1. 2. Table 2-1. 2-2 &N Appendix 9~16 IZ5R L 7z,
D Fe5HR

24 KU 80mg/kg S H5#F T, MM E IS ITEERRICHERB L. AE2THD 5
Nizh-oiz.

240mg/kg 58 TIE. TS 8 HERE, MckG R 2@ U Cldi 2 412 T
> THERE U, MM & BTGP OARERNBIERICET L,

2)  {RIEHIR

FHG RO KU 80mg/kg LAT O G- ROMETIE, MR IFIEFRBRICHERSB L. FES
A sz,

240mg/kg BGREOME T, K3 28 HE THEBEARIT FRI> /2, LML, TO0®&IE
PERE & AREERITRD 5N T, KRIEHMP OATIEMRICHRERA SN 72,

3. BB (KEHRPOHEE)

pRAE % Fig. 3. 4. Table 3-1. 3-2 B K Appendix 17~24 IZ/8 L7z,

BRETOBRY 24mg/kg S HOMETIE, KEEIAM % E O Tt SIZIEMBRICHS L.
BEERIASN Mo T,

80mg/ke F SGREDOMETIZ, K3 17 KT 49 HIT. 240mg/kg % 5REOME TIEAEE 3. 10, 17



B-4312

KU 24 BICENEIUH IR & LR THEREEN A 5N,

4. LB

Hk A% Table 4 M TX Appendix 25~28 12775 L 7.

BREBOMEICB T LT, Ui, IR, RO R ORERIETR 7 EEO R
B, otHEEEE ORI S s id A e Nam o 7z,

5. BHERE

FiAE % Table 5 & TF Appendix 29~32 iIZR” L7z,

B GREOMERE I BV DEEFLET. ABEKE, B, 229 ER RS R EA KA (Preyer
&) 1t REEE S oRICE s VR ELGRD s o T,

6. FRIRE (AEE 9:BICOHRHM)

kA& % Table 6-1~6-4 & T Appendix 33~44 IR L 7=,

80mg/kg LA T OB GO K FE B EROM T, WITNOKRTHED IS WHEE S ORI
SRRV EOoNSY (WA TP

240mg/kg 2 E5-FOMETIE, IMHREE LA TRBZDOHNEE R ERBBELCOFEIRL T NH S
Nz,

7. MRPIRE
%A% Table 7-1~7-4 TN Appendix 45~60 IZ/R L 7z,
D BEHEKE TR
80mg/kg UL FOEEROME OGRS HOM T, MR LT TNOREHBC
bAEBEES NN ST,
240mglkg X GREOHETIE, XEERE & AR THRAMIKEO A B RS EN A LN,
2)  IKEEHIIHE T Rk A
B EGROHETIE, R EHRTLTNORERRICHOAERERA SN k.
24 MU\ 80mg/kg % SREDME T, R & AR TIFREER L O B K535 5 1,
240mg/kg REREOMTIE, MEREHANTRLKE, NEFOECBEUAT NI
v MEDOA BB E ) 2 /NER LR O 4w L ORI IR O AR EEIRD 5N
7=
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8. MBRILFRE
kA% Table 8-1~8-4 KX Appendix 61~76 12 L 77,
1) %5 MK TR
24mg/kg LS TIL, MEEHICHEBERHEENTWITNOBRAEEBICOAREIZASN
einolz,
80mg/kg HEMTIL, M ELEXTHICZ N I—-ZAOFREREDPNAL SNz, 4
HTHRAFOFEBEDNASNMN, MEEOEEMEZRMN - /.
240mgrkg & GRETIE. MUBREE LTI E VIV E > OF Z4m. iz Lo
— AR VDRAZBROE BIZBONH SNz,
2) IRIEHIMH TRRE
24 KUK 240mg/kg HEHOHETIE. MRBEHNXTWITNOBRTEHICOAREIARS
NEh- 7z,
240megrkg HEFOMETIX, B ELETRIV AT OV ER) VIFEOEERLHE
DINB STz,
T DI, O 80mg/kg B 5 HICHRIZABBEOAE RSB, MO 24mg/kg #HREC
U LOFEBERED. MO 80mg/kg ERIC NI VU LS ROFRSBAONRBE SN
N, Wi HE OB Lo 7=,

9. #HEEEB
Rk % Table 9-1~9-8 & T} Appendix 77~124 IZR L 7=,
1) AT RRE
WEHRMEHR T LD EFEA SN SELHHFE. BRI BB 5z,
ol . HMEEOFER LI 80mgkg G ROHEK T 240me/ke #5# DI
HIZHED 5Nz,
R MNRCHUEROE BB 240meg/ke 1% 5REOMEICRD S, it
HEOABREAN 80me/kg 1 5H OB A &N,
B OB . MREROAEIHEMD 240me/ke SR OMICED SNz,
iz, 240mg/kg HEREOME TRHROMMNERIZHRBEMDSH SN0, MEIREOKE
M EEAEN o 2 &l L5 T RNBELEZEZ SNz,
2)  (KHEHIRIRK T R E
WHMBERG LD EZEZONDEEERD SN T,
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7B, 240mg/kg RGO THOMWE BIZHBERRBONA S NN, HHERIC
BEAN2L, BRENELEEZ LGNS, £/, 80mgkg % 5-HEDOMEIZRIT OHex K O
S EROALRBMNNA SN, HEEOBEMEER» -7,

10. H#R
fkAft % Table 10-1. 10-2 KX Appendix 125~140 IZ/R L7z,
1) EEHRMKTHRE
HHRPEERGICLD EEZ SNABIIRD S NBMo Tz, 8B, UTOERAEN
W ZOHBERRED S WTNBBREHFREEZ SN,
A% o IBERAFEO—ERRE At 2S%EREOR 161 (No.1003) ITH 5641

pAal
P B o REUGHEBEORE 1 H (No.1004) ITH 5N,
B OB BERESRACHRBEOME 2 fl OTHME : No.1004. 1005) KT 24mglkg %
HReoME 15 (W © No.2104) iZA 5Nz,
H D BE OREIRA SN 80mg/kg B EHFOME 1 41 (No.3101) ITH 5N/,
PRI N PR S A

s ER R T OAEEI SR IR DM 1 81 (No.1103) IZH 5N/,
2)  REMRIK 7R
BERMER S LD EZZONBE TR D N o, ’B. LTORNALN
Feis, ZOHBIREN S WITNBERBIFR EEZ SNz,

OB BEREOED 24me/ke Fe GEEOME 2 51 (R, HAITES 14 0 No.2008.

2012) IZA BN,
H o IRE O RASESHREOME 1 41 (No.1011) & 80mg/kg RSO 1

#l (No.3107) IZHENTZ,

NOE  BBICREENSHEEEOM 141 (No.1109) THA5NTZ,

1. REEBFRE
%4 % Table 11-1~11-10 & X Appendix 141~164 iZ. AT RO LEHZ Photo. 1~4 IZRL
JAc
1 RS R TR
PR E R GITRET 5 &E 2 SN AEAFRRICRD s hz,
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kR (ERAMREED)

TR AR OB 7S IER (Photo. 2) %Y 240me/kg % 58 D1 4 (7 & M
2 FUZRD SN, HORBFRITERIHEML /2, (I BT BRI
80 KT 240mg/kg % SHOMES 1 HlICH SNz,
KRR R OX 240mg/kg GBI A SN Z OMOE(LE LR IS8 Z &L #E T 2.
ZOHBRAN S TN HEFREFREE A 5N,
i (KEZEEE)
HILENSHIEHOM 1 #lica s hiz.

gl R ENRE ORKS BRSO 1 BliC A S N,

B K BECUIBEOETILEAN B O 2 #11 (No.1004, 1005 : WHIRMIZE
TR S5 NIZAR) & 240me/kg PR SREOME 1 HlIZH 5Nz,

JH B OV K i
Bt OTRRLER RAINEIE A A B OIE 1 61 (No.1103. AIHRAVIZBEFEEBIC
K NESEHIA A S N EIR) 1I2A 5N,

BBk - BEOHEBEAENEEEOME 1 41 (No.1003. WIRKIZBREKE B o — &R
TRERH S N8R TH 5.

Z DS E AT
THHEFEDME 1 1 (No.1103) 125NN T OfEENS, BEOEE
THo7,

24 KON 80mg/kg £ G-EHIC 4 5 3177 PIIRAY B & 3467

BB 24mg/kg 5 BEOME 1 #1 (No.2104) 1ZA 5N 7= IR 72 Fh58 1 L H1R%E
FWNZHPEELRELIVETh o7z, £, BRASITFBEMRNE DA S
nriz.

' : 80mg/kg EREOME 1 ] (No.3101) WA HNMRH OB R A SIL, FEk

FHICHERR T 2 Z &N TE o .

5 IR TR G OB OF 240mg/kg $5-8F) TRELMORE - {6k, T
bbb, KB /MK BB (ED . it L. ] Bl B B 205,
i, B, #505. Bl ST - ST, R BER. THEEK RER, M. B>
JNER. BRRERE Y SN, BERE. RN, RS LIk, AEEE. ATAR. DR, T, MR, RUIR.
R RET) ROKEBERE# 0 12 Bs i RIER0 S s h o o,
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2) RIEMIRC T RS
PUF Ik BERE R X 240melkg X 5 THONALELELGRT C LI T 200, ZOHE
KNS, WIFNBERFREZEA SN, b, HIRBIZDOWLWTIE, 24 XX 80meg/kg
BEBHBRELUE,
HURER 0 BT EBIRAR A B O M R Of 240mg/kg 3 SREDOMESR 1 FlICH SNz
O B o REMOBMSRE IR SBEEOH 1 flics s,

=) T RHEREOMH 1 #] (No.1011) AN IRE ORFRMIE, #ERFEFNR
B ORI B R T IC BT 2B M /KETH - 7=,
BB 0 EEAEEOME 14 (No.1109. RIBMIZEENASIZEE) 1TAa S
N,

B BV HUNAFES IR O 3 5 &M 1 $13 NT 240me/kg BEGRED
2 B &t 3 PIiCH BTz,

B B EEOFFSLERIRD 240me/ke B HREOM 1 FLIZH SN,

ASZHR 0 BRI E O E M MR AU R RO 240mg/ke R 5HDH 1
iz A6z,

R 2k o SRR SRR O 1 flic A 5N,

24 B O) 80mg/kg 5B A 5 1177 AR AY S5 AL

OB - 24me/kg REBEOME 2 #1 (No.2008. 2012) (245 N/ WHRAY/RE L IEE
W, MREMICL P EELERIGETH > 72, Tz 1 #1 (No.2008) i
R AT AL BRI b B S N

H : 80mg/kg HGEEOIE 1 ]l (No.3107) IZALNIRE ORFRE@ S,
SERNT IR E ORI BRI R VR K2 B S EMaOKE S L THIg I N
77,
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zZ R

372/ 7/ IIVORERORSIFEORELZOEEEZFEL T v MERWTHREF L,
FE5RIT0 (Iwiv%CMC-Na KEHK) . 24, 80 KU 240mg/kg/day & L. 1 BEERES 12 ITo
Sprague-Dawley % SPF 7 b (Crj:CD(SD)IGS) IZ4£% 4 Hiph SEEIFE To 18 AKX
EROBLG Uz, 2O, PEA (1 BEEMES 6 VL) ICDWTIL 9 HBIREL 2.

$ 5B R ORI 238 BT EmidA s nsho 7z,

—RARIETIE, BHIRPIC 240me/kg G5 ROMM TRERD SN, HTERS 16
H LA, T 5 17 HEABWAE L . £ OB ORIk R AR iz BRE s s s - 7z,
W, BRET v MW 28 BEIRER OB EEERRY TS 720mg/ke &5 TR N
THBD., 373/ 7/ —NVZLDREBEREREEZEZ OGN, L L. 240mgkg &5 DR#HAT
v P THEFEB LW ENS AT v MTHARGE S v bOEZHEABVDD EE X SN,

HWHETIX, 240mg/keg 5 FEOMERE T 530 %28 U THEMISNRD s e, (kEick
LEIEMERRD 5N/,

RSE B U7 B R T 80 KU 240mg/kg 5O TRMATHRE 2 /=48, K
M ZB L THBT 29D TIRAN 22 &6, BHENOREIT<HELZ LD EEX
5=,

SHEBlgTIE, MEEEE. PRSI, IRIGBRE. EROREERBEOk T#oORHe 2T
DFERITDONWTEEL 203, HREBYEERS L5 EBERD SN 7,

HRERAE T, MLRE. ABRRE. EMRE, MR ERRNEKTENEHE (Preyer )
ZETOFERCOVWTHREL N, HBRWEHIRG L 2BEREIRD SN -7,

HEE 9 BITT - ZRME TIE. 240mg/kg HEHOBICRBELOE THA SN,
240mg/kg WG PRORBIIAEZTA SN2 OO CHIBREDK) 32% 1) A
ENTVWH I EnG, REBOEMIEISZRBEEDEK FEEA SN, REFEOK I, #
BT 5B EZ BT L2500 TH >0, WHAMARE TREBRYEL S OZBILRD 5
N, HEALZEIEZONE, B, 28 OMRKEROHFSEERRD 2BV THHEEG 4 8
DRI T 720mg/kg % SR OMM IZIRBEOEM, MIZRILEIETARD SN/, 2 HED
ARBEICIOWEEL TR, FEEOE(LTHSD ZEVHERENT NS,

MFFERA T, G IRR TRED 240me/kg 5 75O REICHAR MERL OB ENRD SNz,
BARMEREO @ E 28 AMER IR EHEERBRD THRDONTHO, RMEREBEINE
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FOECBOBELEMBEEIINE > OBMARENLZ EITA, R BBEOBIBIZ# 6
BEHDLVEINTDT) COULENED NI LS, BMHEEMICEZAEILEEZSNT
N3, R TIAMMOBRMERERICEDELA LN > T2bDD, 240mg/kg x5 F DM
WMEREUIVE COBMNRALNTWSE Z NS, FABOBRNIBELEC TSI EN
RN, ARNREOREREMICHTLOREEEEZ SN, JOBLIIREIMK TI
WEL., A THE I ENRBINSA. BB, KRERMK FIFO 240mg/kg # 5RO 7R
MmERE. NEFOEBROAT NI Uy MEOHEMAH SN/, REHFHE TRICA SN
FRMMN S ORER EEZ 6N, BHEHNERIT EWEEZ 6NA, F/o, 240mgkg TG
OHETIL Y 2 /XERIEB O @8 LTI R OMKME, 24 R 80mg/kg 1% 5-HF O TIIAFERER L
BOREERA SNz, NS OB SHMKR TRICEASNZNWELTH D, FICREN
BB NnI ENG, BENFMNERTRNEEZL SN

M LERE THE. AdoREYILE > OBMIZA . 80mg/kg UL LD 5HOMEIZ /)L T
—ZADPL. 240mekg BEBOMICRFBEROWONRD SN/, INSOEMIIRIETH
0. 240mg/ke H% G5 Tid. KRIIGINAMEL. 80mg/kg BL L O SH DM T3 EME OEMAEE
HENTNDIEEEETHE, HRE L TOERNCCIAN >l &I 2B EHEE
ANB, KWL TR T, 240mg/kg HEGHOMEICHR I L AT O—IVEY VIFEDRED
MABSNMN, HEHIRRE 7RIS S N WELTH 0. ORI AR R E B
BOEHIIRO NN &G, BHEERBTIEIEFER SN,
JRHEERRA TR MR TR T 240mg/kg 2 5-BF O MERE 1T FRIRIR B R b B2 AR D R K 358
HHN, AR, KBSy RV 28 ORKERSGHEELABD ThHoNTHBO., #
FR Ty MZBOTHRRAT Yy FERKRIZ3-T I/ 7/ —IIVORIRBRNDOZEAIRBE I Nz,
Z DEAGIIAIEHIR T ERED s N T T OB L EF X 5z, £2. 80mg/kg #5-8
DHER T 240mglkg %58 QMM IO G EE OB, 240mg/ke RS OMEITEB DA
MEBOENAA SN, INOEEOEZRHMT 28 AN REREHEHBRD THRD 5N,
FFBRIC DWW TS GPT RO F & 2 05 IR o Bk sZE, B D L TR RMAE ~ 0
BAREOUFEDLHOLNTNS, KBTI, EERBEINCHIET 2 &F 2 5N ST RIS
TEM o7z, BT, 240me/kg 1% 58O TIIREER O Mt O BR O D INS S N8,
M EACERE OB 2RO VWREREMTH D ZENS. KREREIMENIHEIELED
Zzonlz. NSO WTNHREHIRE TRICIZED SN, WO RtbEEZ S
Niz. 72B. LHHEK TIO 80mg/ke %5 E O B IREO M ERIZED IS 5 N2,
MR EBRICEEN LN EMS, BICEROBRWELEEZ 5N,
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LA EDM<, 240mgkg 58 TR, AREHEINNH, @FRMERRBOSHEMEEDILE
COEMRETmA, FRBRER LEMBORER, FEEVCEREEZOBMAA SN,
80mg/kg R ERTIL. FFBEEOBINZ ENA LN, 24me/kg HEHTIL. WTHOREH
FIZ OB ER S OFEIED bNah oz, LM T, AWBEHETIIB TS 373/
Jxr /= )OEZER (NOEL) 13 24mg/kg/day EHEE I/,

— 30 —
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x M
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Attached Data 1

B-4312

Stability and Homogeneity of 3-Aminophenol

Testing Facility
Date of Analysis

Study No.

Test Article

Vehicle

Prescribed Concentration
Form of Sample

Date of Preparation
Prepared by

Storage Condition

in the Dosing Suspensions

: Bozo Research Center Inc.
: August 4, 1999 (initial)
: August 13, 1999 (24 hours at room temperature following 8

days of refrigeration)

:A-1105
: 3-Aminophenol (Lot No. 720208)

. 1w/v% carmellose sodium aqueous solution
: 1 and 50 mg/mL

: suspension

: August 4, 1999

: N. Nishimura, M. lkeya
:room temperature and refrigerated (approx. 4°C) in an air-

tight container

Method of Analysis : high performance liquid chromatography
Analyzed by : H. Murofushi
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed Determined Concentration (mg/mL}
Concentration . 24 Hours at Room Temperature
(mg/mL) Initial following Day 8 of Refrigeration
Mean + S.D. ¥ 1.02:+0.02 0.98+0.01
1 C.V.” (%) 2.0 1.0
Extant Rate @ (%) 96.1
Mean + S.D. 49.93+0.37 46.99+0.54
50 C.V. (%) 0.7 1.1
Extant Rate (%) 94.1
4. n=3
b)

: coefficient of variation

°): proportion to initial concentration
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Attached Data 2
Concentration and Homogeneity of 3-Aminophenol
in the Dosing Suspensions
Testing Facility : Bozo Research Center Inc.
Date of Analysis : September 3, 1999
Study No. :B-4312
Stage : before the start of administration
Test Article : 3-Aminophenol (Lot No. 720208)
Vehicle : 1w/v% carmellose sodium aqueous solution
Prescribed Concentration :2.4, 8 and 24 mg/mL
Form of Sample : suspension
Date of Preparation : September 2, 1999
Prepared by : M. lkeya
Method of Analysis : high performance liquid chromatography
Analyzed by : H. Murofushi
Person Responsible for
Analysis : T. Tsuda
Results
CPre‘scrtib?'d Fracti Determined Mean L S.D Proportion to Cocfficient of
oncentralion  Fraclion  oncentration {mg/mL) can = . Prescribed value (%)  Variation (%)
(mg/mL)
Upper 2.28
24 Middle 2.29 2.29+0.01 954 0.4
Low 2.30
Upper 7.55
8 Middle 7.40 7.50+£0.08 93.8 1.1
Low 7.54
Upper 25.1
24 Middle 25.0 25.0+0.1 104.2 0.4

Low 24.9




Attached Data 3

Testing Facility

Concentration and Homogeneity of 3-Aminophenol

Date of Analysis

Study No.
Stage

Test Article
Vehicle

in the Dosing Suspensions

: Bozo Research Center Inc.
: Septermber 21, 1999

:B-4312

: day 15 of administration

: 3-Aminophenol (Lot No. 720208)

: 1w/v% carmellose sodium aqueous solution

B-4312

Prescribed Concentration :2.4, 8 and 24 mg/mL
Form of Sample : suspension
Date of Preparation : September 20, 1999
Prepared by : M. Ikeya
Method of Analysis : high performance liquid chromatography
Analyzed by : H. Murofushi
Person Responsible for
Analysis : T. Tsuda
Results
CPrescribeq . Determined Proportion to Coefficient of
08 gcg/lrtglaf)lon Fraction - o centration (mg/mL) Mean£ 8D proseribed value (%)  Variation (%)
Upper 2.37
2.4 Middle 2.39 2.38+0.01 99.2 0.4
Low 2.38
Upper 8.12
8 Middle 8.27 8.21+0.08 102.6 1.0
Low 8.24
Upper 24.2
24 Middle 24.3 243+0.2 101.3 0.8
Low 24.5




Body weight (g)
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200+
100 Male o——o 0 mg/kg
A~ — A 24 mg/kg
m— —m B0 mg/kg
&—-—& 240 mg/kg
oL L L1 ! | 1 ! L I L 0 ]
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 Administration 4 Recovery {
Fig.1 Body weight new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks



Body weight (g)
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600~
H00F
400+
300+
200+
100 Female o——-o 0 mg/kg
A~ — A 24 mg/kg
O— —0m 80 mg/kg
&—-— 240 mg/kg
oL 87 L1 L1 1 I | ! 1 | ! | )
14 8 11 14 181 7 14 21 28 35 42 49 56 63 (day)
 Administration 4 Recovery —
Fig.2 Body weight new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks



Food consumption (g/rat/day)
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o——o 0 mg/kg
A~ — A 24 mng/kg
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&—-—¢ 240 mg/kg
O | | | | L { I | ] ! ] 1 | ] L 1 | J
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L Recovery i
Fig.3 Food consumption new barn rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks
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Recovery

Food consumption new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks
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Table 1-1 Clinical signs of new born rats administered orally with 3-Aminophenol for 18 days

Day of administration

Sex Dose Findings
mg/kg 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
4] No. of animals 12 12 12 12 112 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Male 24 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 112 12 12 12 12 12 12 12 12 12 12
80 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
240 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 0 0 0 0 0 0 0 0 0 0 0 7 9 10 12 12 12
Tremor 0o 12 12 12 12 12 12 12 12 12 12 12 5 3 2 0 0 0
0 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormatity 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Female 24 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
80 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
240 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 0 0 0 0 0 0 0 0 0 0 0 T 9 9 11 12 12
Tremor o 12 12 12 12 12 12 12 12 12 12 12 5 3 3 1 0 ¢}




B-4312

Table 1-2 Clinical signs of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Week of recovery

Sex Dose Findings
mg/kg 1 2 3 4 5 ] 7 8 9
0 No. of animals 6 6 [ 6 G 6 6 6 6
No abnormality 6 6 6 3] 6 6 6 6 6
Male 24 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 [ 6 5] 6 6 6 6
80 No. of animals 6 6 6 6 6 6 [} 6 6
No abnormality 6 6 6 6 6 6 6 6 6
240 No. of animals 6 G 6 6 6 8 6 6 [§
No abnormality 6 6 3] 6 6 6 6 6 [§]
0 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
Female 24 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
80 No. of animals 6 6 6 6 6 6 6 51 6
No abnormality 6 8 [§] 6 6 6 [§] G 6
240 No. of animals 6 6 5] 6 6 [ 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
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Table 2-1 Body weight of new born rats administered orally with 3-Aminophenol for 18 days

Day of administration

Sex Dose Gain
mg/kg 1a) 4 8 11 14 18 1-18
0 No. 12 12 12 12 12 12 12
Mean 11.6 18.7 29.9 38.3 46.1 61.0 49.4
S.D. 0.5 1.1 2.5 3.3 4.3 4.3 4.1
Male 24 No. 12 12 12 12 12 12 12
Mean 11.4 18.4 29.4 37.4 435.8 62.0 50.6
S.D. 0.6 1.2 2.2 2.7 3.6 4.3 4.1
80 No. 12 12 12 12 12 12 12
Mean 11.6 18.8 29.5 37.4 45.4 61.3 49.7
S.D. 0.6 1.0 2.0 2.6 3.8 3.9 3.7
240 No. 12 12 12 12 12 12 12
Mean 11.7 18.0 27.6# 34.1%» 41.2%% 55.6%+# 43.9%»
S.D. 0.5 0.7 2.1 2.8 3.0 4.1 4.2
0 No. 12 12 12 12 12 12 12
Mean 11.6 18.5 29.6 38.1 45.4 59.9 48.3
S.D. 0.7 1.1 2.2 2.8 4.3 4.6 4.0
Female 24 No. 12 12 12 12 12 12 12
Mean 11.4 18.3 29.0 37.0 44.3 59.4 48.0
S.D. 0.6 1.0 1.7 2.0 2.4 3.1 2.8
80 No. 12 12 12 12 12 12 12
Mean 11.4 18.0 28.5 36.2 43.4 57.2 45.8
S.D. 0.5 0.9 2.5 3.2 3.9 5.0 4.6
240 No. 12 12 12 12 12 12 12
Mean 11.5 17.1» 26.5+# 33.02» 3G.5en 53.0%» 41.5#»
S.D. 0.5 1.5 2.5 3.6 4.1 4.8 4.4
Unit : g

a) : Starting agec was 4 day after birth.
Significantly different from control group (#:p<0.05, #»:p<0.01)
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Table 2~2 Body weight of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Day of recovery

Sex Dose Gain
mg/kg 1 7 14 21 28 35 42 49 56 63 1-63

0 No 6 6 G 6 6 6 6 6 6 6 6

Mean 65.7 105.7 171.8 236.0 297.9 356.1 405.4 445.2 469.7 496.7 431.0

S.D. 2.2 4.7 11.1 12.9 23.1 26.2 34.3 40.7 43.5 49.7 49.8

Male 24 No. 6 6 6 G 6 6 6 6 6 6 6
Mean 67.6 105.5 169.9 240.5 302.8 356.6 407.7 446.1 474.3 499.2 431.6

S.D. 3.5 8.5 15.1 15.9 27.5 37.0 40.2 44 .2 44 .3 41.6 39.1

80 No. 6 6 6 6 6 6 6 [¢] 6 [¢] 6

Mean 66.1 106.3 174.0 240.9 307.9 369.1 419.3 462.0 491.1 514.2 448 .2

S.D. 4.7 5.8 10.1 16.6 21.8 30.8 34.4 38.4 45.0 47.4 46.5

240 No. 6 6 6 6 6 6 6 6 6 6 (]

Mean 61.7 100.4 164.9 231.6 297.2 354.4 404 .4 444.7 473.8 497.2 435.6

S.D. 3.6 T.7 12.1 14.3 20.3 23.8 33.0 35.0 38.8 42.3 40.35

0 No. 6 6 6 6 [ 6 6 6 6 6 6

Mean 63.8 100.5 151.5 188.8 215.6 240.5 267.5 285.1 296.86 304.9 241.1

S.D. 2.7 4.6 8.4 12.5 14.9 16.3 15.0 22.0 21.6 22.7 22.2

Female 24 No. G 6 6 6 [¢] 6 6 6 6 6 6
Mean 64.7 99.8 148.2 187.9 212.3 238.9 259.8 274.8 286.1 294.7 230.0

S.D. 3.5 4.6 5.6 8.4 10.6 15.6 20.2 21.6 25.2 27.1 24.0

80 No. 6 6 6 6 6 6 6 6 6 6 6

Mean 62.0 97.3 142.9 176.2 198.8 220.9 242.7 255.6 267.3 273.4 211.5

S.D. 4.2 4.7 5.8 11.1 12.4 18.0 23.8 8 30.0 35.0 35.8

240 No. 6 6 6 6 6 6 6 6 6 6 6

Mean 58.4% 90 .62+ 136.9« 168.9+« 192.4» 217.4 240.38 265.0 265.6 274.3 215.9

S.D. 3.9 5.8 10.9 14.1 17.1 15.3 23.7 25.8 29.5 28.9 27.2

Unit : g
Significantly different from control group (#:p<0.05, ##:p<0.01)
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Table 3-1 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Day of recovery

Sex Dose
mg/kg 3 7 10 14 17 21 24 28 31 35 38 42
0 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 15 19 22 25 27 28 30 31 32 31 33
S.D. 1 1 1 2 2 2 2 3 3 4 4 4
Male 24 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 15 18 22 26 28 29 30 31 33 33 33
S.D. 1 1 1 1 1 2 2 3 3 4 3 3
80 No. 6 6 6 6 6 6 6 [¢] 6 6 6 6
Mean 10 16 19 23 26 29 30 32 33 34 33 35
S.D. 1 1 1 2 3 2 3 2 2 3 2 3
240 No. 6 6 (§ 6 6 6 6 6 6 6 6 6
Mean 11 14 19 23 26 27 29 31 31 33 33 34
S.D. 1 2 2 2 2 2 2 2 2 3 3 4
0 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 14 17 20 22 22 22 22 23 25 25 25
S.D. 1 1 1 2 1 2 2 2 2 2 2 2
Female 24 No. ¢ 6 6 [§] 6 6 6 6 6 6 6 6
Mean 10 14 17 19 21 21 21 22 22 24 23 24
S.D. 1 1 1 1 1 1 2 2 3 3 4 3
80 No. 6 6 6 6 6 6 8 &) 6 6 6 6
Mean 10 14 17 19 19 20 20 21 21 22 22 23
S.D. 1 1 1 1 2 2 2 2 2 3 2 3
240 No. 6 4] 6 6 6 6 6 6 6 6 6 6
Mean Guw 13 16+ 19 19# 20 19wn 20 21 22 21 22
S.D. 1 1 1 2 2 2 1 2 1 2 3 3

Unit : g/rat/day
Significantly different from control group (#:p<(0.05, ##:p<0.01)
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Table 3-2 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a rccovery period for 9 weeks
Day of recovery
Sex Dose
mg/ke 45 49 52 56 59 63
a No. 8 6 6 6 6 G
Mean 32 33 31 32 30 33
S.D. 4 4 4 4 4 3
Male 24 No. 6 6 6 6 6 8]
Mean 32 33 32 33 32 33
S5.D. 4 3 3 3 2 3
80 No. 6 8 6 6 6 6
Mean 33 35 34 34 32 35
S.D. 3 3 3 3 3 4
240 No. 8 6 6 6 6 6
Mean 32 34 33 33 30 34
5.D. 2 3 3 3 2 3
0 No. ¢ 8 6 6 6 6
Mcan 24 26 24 25 22 25
S.D. 2 3 2 3 3 2
Female 24 No. 6 5] 3] 6 §] 6
Mean 22 23 23 23 20 24
S.D. 3 3 3 3 3 4
80 No. 6 6 3] 6 6 [§]
Mean 21 22» 23 22 20 23
S.D. 3 3 2 3 3 3
240 No. 6 8 8 6 8 6
Mcan 20 22 21 22 20 23
S.D. 2 3 3 4 3 3

Unit : g/rat/day

Significantly diffcrent

from control group (#:p<0.05)
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Table 4 External differentiation of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks
Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Dose No.
mg/kg animals 7 11 11 14 14 17 35 42 42 49 a)
0 12 0 /712 12 /12 12 /12 12 /12 12 /12 12 /12 6/ 6 86/ 6
0.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0
Male 24 12 0 /12 12 /12 12 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 100.0 100.0 91.7 100.0 100.0 100.0
80 12 0 /12 12 /12 12 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 100.0 100.0 91.7 100.0 100.0 100.0
240 12 0 /12 12 /12 11 /12 12 /12 12 /12 12 /12 6 /8 6 / 6
0.0 100.0 91.7 100.0 100.0 100.0 100.0 100.0
0 12 0 /12 12 /12 11 /12 12 /12 11 /12 12 /12 6 /6 6/ 6
0.0 100.0 91.7 100.0 91.7 100.0 100.0 100.0
Female 24 12 0 /12 12 /12 12 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 100.0 100.0 100.0 100.0 100.0 100.0
80 12 0 /12 12 /12 11 /12 12 /12 12 /12 12 /12 5/ 6 6/ 6
0.0 100.0 91.7 100.0 100.0 100.0 83.3 100.0
240 12 0 /12 12 /12 11 /12 12 /12 12 /12 12 /12 6 / 6 6/ 6
0.0 100.0 91.7 100.0 100.0 100.0 100.0 100.0

Upper: Number of pups differentiated / Number of pups observed

Lower: %

a): Day after birth
No significant difference from control group in any treated groups.
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Table 5 Functional examination of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks
Sex Dose No. Pupillary Cornecal Righting Air righting Preyer's
mg/kg animals reflex reflex reflex reflex reflex
0 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
Male 24 12 12 /12 12 /12 12 /12 12 /12 1z s12
100.0 100.0 100.0 100.0 100.0
80 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
240 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
0 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
Female 24 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
80 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
240 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0

Upper: Number of pups with normal response / Number of pups examined

Lower: %

No significant difference from control group in any trecated groups.
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Table 6-1 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

1) 2) 3)
pH Protein Ketone hody Glucose
Sex Dose No.
mg/kg 5.0 5.56.06.57.07.58.08.5 9.0 - = I e T - - + ++ 4+ At - 4= + At FE Attt
0 6 0 0 0 0 o] 0 0 3 1 0O 1 4 1 0 0 5 1 0 0 0 0 6 0 0 0 0 0
Male 24 6 0 0 0 Q 0 0 1 3 2 0 1 3 2 0O 0 4 2 0 00 0 6 0 0 0 ¢ 0
80 6 Q 0 0 0 0 4] ¢] 6 0 0O 3 3 0 O 0 5 1 0 0 0 0 6 ¢ 0 0 O© 0
240 6 0 0 [y} 0 0 0 1 5 0 0 1 5 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
0 6 0 0 1 0 0 0 3 2 0 2 2 2 0 O 0 5 1 0 0 0 0 6 0 0 0 O 0
Female 24 6 0 0 0 0 1 0 3 2 o 1 3 1 1 0 0 5 1 0 0 ¢ 0 6 0 0 0 O 0
80 6 0 0 1 0 1 1 0 3 0 3 2 1 0 O 0 5 0 1 0 0 0 6 0 0 0 0 0
240 6 0 0 0 0 1 0 2 2 1 2 3 1 0 0 0 6 0 0 0 O 0 6 0 0 0 0 0
1) - : 0 - 5 mg/dL +- 1t 10 - 20 mg/dL + : 30 - 70 mg/dL ++ : 100 - 200 mg/dL +++ 1 250 - 400 mg/dL ++++ @ >400 mg/dL
2) - : 0 mg/dL +- @ 5 mg/dL + : 10 - 20 mg/dL ++ : 30 - 45 mg/dL +++ 1 60 - 80 mg/dL ++++ ! >8Q mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + : 70 - 100 mg/dL ++ : 150 - 200 mg/dL +++ : 300 - 500 mg/dL ++++ 1 21000 mg/dL

No significant difference in any treated groups from control group.



Table 6-2 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

B-4312

4) 5) G) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dose No.
mg/kg - 4= + 4 4t - - e & T o - - + o+t F++ Fe4 LY Y DY
o] 6 5 1 0 0 O 6 0 0 0 O 0 4 2 0 0 0 0 6 0
Male 24 6 5 0 0 0 1 6 0 0 0 O 0 5 1 0 0 0 0 6 0
80 6 5 0 1 0 0 6 0 0 0 O 0 6 0 0 0 0 0 6 0
240 6 5 0 1 0 0 6 0 0 0 © 0 6 0 0 O 0 0 6 0
0 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 0 0 6 0
Female 24 (] 5 ¢ 1 0 ¢ 6 0 0 0 O 0 5 1 0 0 0 0 6 0
80 6 5 1 0 0 O 6 0 0 0 O 0 6 0 0 O 0 0 6 0
240 6 6 0 0 0 O 6 0 0 0 O 0 5 1 0 O 0 0 6 0
4) - : 0 mg/dL +- 1 0.03 mg/dL + : 0.06 - 0.1 mg/dL  ++ : 0.2 - 0.5 mg/dL +++ 1 21.0 mg/dL
5) - : 0 mg/dL +- : 0.2 mg/dL + : 0.5 - 1.0 mg/dL ++ 1 2.0 - 4.0 mg/dL 4t 6.0 - 10.0 mg/dL >10.0 mg/dL
6) +- : 0.2 - 1.0mg/d. + : 2.0 - 3.0 mg/dL. ++ : 4.0 - 6.0 mg/dl. +++ : 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7) LY : Light yellow Y : Yellow DY : Dark yecllow

No significant difference in any treated groups from control group.
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Table 6-3 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

URINE SEDIMENT

CRYSTALI.LZATION

RBC WBC SEC SREC Cast pPs Cco
Sex Dose No.
mg/kg - - + o+ttt - 4 + F+ +4++ - 4 - + 4 e+t - + o+ et - - + - - I s - 4= + +t+ +++
0 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 o0 6 0 O 4 0 2 0 O 6 0 0 0 O
Male 24 6 5 0 0 1 0 6 0 0 0 o0 0O 6 0 0 O 6 0 0 0 O 6 0 0 2 3 1 0 0 6 0 0 0 0
80 6 6 0 0 0 0 65 0 0 0 0 0O 6 0 0 O 6 0 0 0 O 6 0 0O 3 3 0 0 ¢ 6 0 0 0 0
240 6 6 0 0 0 0 6 0 0 0 0 0O 6 0 0 0 6 0 0 0 O 6 0 0 3 2 1 0 0 8 0 0 0 O
0 6 6 0 0 0 0 6 0 0 0 0 0O 6 0 0 0 6 0 0 0 ¢ 6 0 O 2 3 1 0 O 6 0 0 0 O
Female 24 6 6 0 0 0 O 6 0 0 0 0 0 6 0 0 O 6 0 0 0 0 6 0 0 4 2 0 0 0O 6 0 0 0 O
80 6 6 0 0 0 0 6 0 0 0O O 0 6 0 0 O 6 0 0 0 O 8§ 0 0 4 2 0 0 0 6 0 0 0 O
240 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 0 6 0 0 0 O 6 0 O 3 2 1 0 0O 6 0 0 0 O
SEC : Squamous Epithelial Cell - : Negative
SREC : Small Round Epithelial Cell +- : Slight
PS : Phosphate Salts + : Mild
co : Calcium Oxalate ++ ¢ Moderate

+++ ! Severe
No significant difference in any treated groups from control group.
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Table 6-4 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for ¢ weeks

Urine Osmolality

Sex Dose No. volume
mg/keg ml./24hrs mOsm/kg
0 6 Mean 12.8 2013
S.D. 4.1 348
Male 24 6 Mean 11.9 1899
S.D. 6.2 315
80 6 Mean 15.5 1728
S.D. 3.8 234
240 6 Mean 16.9 1505
S.D. 3.2 80
0 6 Mean 9.8 1846
S.D. 3.7 353
Female 24 6 Mean 10.0 15186
S.D. 6.4 675
80 6 Mean 7.6 1810
S.D. 4.2 407
240 6 Mean 9.7 1764
S.D. 2.6 339

Significantly different from control group (##:p<0.01)
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Table 7-1 llematological findings of new born rats administered orally with 3-Aminophenol for 18 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate-
Sex Dose No. locyte let
mg/kg X10Y1L g/dL % fL. pg % % X107
0 6 Mean 461 9.2 29 62.6 20.1 32.1 18.0 106.3
S.D. 32 0.3 2 2.7 0.9 0.6 1.9 9.9
Male 24 6 Mean 476 9.6 30 62.9 20.4 32.4 19.3 109.6
S5.D. 38 0.5 1 3.2 1.5 0.7 2.9 12.2
80 8 Mean 498 9.8 30 61.1 19.6 32.1 20.2 111.8
S.D. 20 0.8 2 2.8 1.4 1.0 1.2 10.9
240 6 Mean 470 10.0 31 65.5 21.4 32.7 21.7» 104.5
S.D. 14 0.7 2 4.2 1.6 0.6 3.2 8.4
0 6 Mean 512 10.5 33 64.6 20.6 31.8 17.8 109.4
S.D. 12 0.3 1 2.8 1.0 0.5 2.4 20.2
Female 24 6 Mean 501 10.3 32 64.0 20.6 32.1 18.8 102.6
S.D. 25 0.5 1 4.2 1.7 0.6 1.4 10.5
80 6 Mean 521 10.1 32 60.7 19.5 32.1 18.2 113.6
S.D. 10 0.4 1 1.8 0.8 0.8 2.4 12.1
240 6 Mean 487 10.2 32 64.8 20.9 32.2 18.8 107.2
S.D. 19 0.9 2 3.9 1.5 0.6 2.4 9.0

Significantly different from control group (#:p<0.05)



B-4312

Table 7-2 Hematological findings of new horn rats adwinistered orally with 3-Aminophenol for 18 days
WBC Differential leukocyte counts (%)
Sex Dose No.

mg/kg X107uL L.ymph. Stab Seg. Fosino. Baso. Mono. Others
0 [ Mean 44 87.3 0.6 11.4 0.2 0.0 0.6 0.0
S.D. 10 3.9 0.5 3.4 0.4 0.0 0.5 0.0
Male 24 6 Mean 43 89.8 0.4 9.3 0.0 0.0 0.4 0.0
S.D. 5 3.3 0.5 3.2 0.0 0.0 0.6 0.0
80 6 Mean 45 88.6 1.1 9.6 0.1 0.0 0.7 0.0
S.D. 27 6.6 1.7 4.8 0.2 0.0 0.5 0.0
240 6 Mean 49 88.6 0.2 10.8 0.2 0.0 0.3 0.0
S.D. 7 4.4 0.3 4.7 0.3 0.0 0.4 0.0
0 6 Mean 42 90.3 0. 8.2 0.3 0.0 0.5 0.0
S.D. 11 5.1 0.9 4.8 0.3 0.0 0.4 0.0
Female 24 6 Mean 39 93.4 0.3 5.8 0.2 0.0 0.4 0.0
S.D. 5 1.2 0.3 1.0 0.3 0.0 0.5 0.0
80 8 Mean 31 93.8 0.1 5.5 0.2 0.0 0.5 0.0
S.D. 8 3.2 0.2 3.3 0.3 0.0 0.5 0.0
240 6 Mean 31 91.8 0.3 7.5 0.1 0.0 0.3 0.0
S.D. 9 2.8 0.4 2.4 0.2 0.0 0.4 0.0

No significant difference in any treated groups from control group.



B-4312

Table 7-3 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a rccovery period for 9 weeks

RBC Hb Ht MICV MCH MCHC Reticu- Plate- PT APTT
Sex Dose No. locyte let
mg/kg X10YmL g/dL % fL pg % % X10% kL s s
0 6  Mean 845 16.0 47 55.9 18.9 33.9 2.1 96.7 14.9 17.8
S.D. 28 0.6 2 1.1 0.4 0.5 0.2 7.7 1.1 1.5
Male 24 6  Mean 824 16.0 47 57.4 19.4 33.7 1.9 89.1 14.8 15.9
5.D. 23 0.2 1 1.4 0.5 0.5 0.4 11.2 1.2 1.3
80 6  Mean 843 16.4 48 57.0 19.4 34.0 1.7 100.3 14.3 15.4
5.D. 20 0.5 1 1.1 0.3 0.3 0.3 5.4 1.1 1.4
240 6  Mean 860 16.3 49 56.7 19.0 33.5 2.0 91.7 15.2 17.3
S.D. 37 0.2 1 2.1 0.6 0.7 0.6 5.6 1.3 2.7
0 8  Mean 802 15.5 46 57.7 19.4 33.7 2.2 90.9 13.4 14.8
S.D. 21 0.2 1 1.6 0.7 0.3 0.3 10.0 0.3 0.9
Female 24 6  Mean 824 15.9 47 57.3 19.3 33.7 2.1 98.5 13.6 15.5
S.D. 32 0.6 2 1.5 0.5 0.5 0.3 9.7 0.5 0.8
80 6  Mean 836 15.8 47 56.1 18.8 33.6 1.9 99.9 13.5 15.9
S.D. 31 0.4 2 1.3 0.4 0.3 0.5 8.2 0.6 0.8
240 6  Mean 852 16.3» 49 57.0 19.2 33.6 2.2 100.6 13.4 15.6
S.D. 24 0.4 1 1.6 0.6 0.5 0.3 7.6 0.5 1.2

Significant!ly different from control group {#:p<0.05)



B-4312

Table 7-4 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

WBC Differential lcukocyte counts (%)
Sex Dose No.
meg/kg X10%uL Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 102 85.3 0.3 12.9 1.0 0.0 0.5 0.0
S.D. 9 3.2 0.4 3.0 0.6 0.0 0.4 0.0
Male 24 6 Mean 96 86.7 0.2 11. 0.9 0.0 0.6 g.0
S.D. 24 4.6 0.3 4.4 0.7 0.0 0.4 0.0
80 6 Mean 101 86.1 0.3 12.4 0.6 0.0 0.6 0.0
S.D. 32 4.8 0.4 4.5 0.4 0.0 0.4 0.0
240 6 Mean 105 89.3 0.5 9.2 0.8 0.0 0.3 0.0
S.D. 23 3.7 0.5 3 0.8 0.0 0.4 0.0
0 6 Mean 67 87.1 0.2 11.0 1.5 0.0 0.3 0.0
S.D. 16 3.1 0.4 3.6 0.9 0.0 0.3 0.0
Female 24 6 Mean 89 83.6 0.5 15.1 0.5# .0 0.3 Q.0
S.D. 15 11.8 0.6 11.4 0.8 0.0 0.3 0.0
80 6 Mean 75 90.6 0.2 8.3 0.5% 0.0 0.5 0.0
S.D. 21 3.4 0.3 3.0 0.3 0.0 0.4 0.0
240 5] Mean 97 91.7» 0.1 7.8 O.3%» 0.0 0.2 0.0
S.D. 30 0.8 0.2 0.9 0.3 0.0 0.3 0.0

Significantly different from control group (#:p<0.05, ##:p<0.01)



B-4312

Table 8-1 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.

mg/kg 10/L 10/L 1U/L IU/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 93 34 73 611 1.7 5.4 3.2 1.51 96 79 142
S.D. 17 3 11 89 0.2 0.1 0.1 0.06 17 20 19
Male 24 6 Mean 91 35 77 611 1.7 5.4 3.2 1.51 91 82 133
S.D. 4 4 25 82 0.1 0.2 0.2 0.09 16 i1 12
80 6 Mean 86 34 61 566 1.6 5.5 3.3 1.52 95 80 138
S.Db. 7 3 11 36 0.3 0.3 0.1 0.09 11 21 8
240 6 Mean 81 39 69 542 1.4 5.5 3.3 1.52 89 83 135
S.D. T 8 11 100 0.3 0.1 0.1 0.14 10 26 17
0 6 Mean 86 30 66 590 1.8 5.5 3.4 1.81 87 66 125
5.D. 3 6 20 283 0.7 0.2 0.1 0.14 11 13 11
Female 24 6 Mean 85 33 61 552 1.6 5.3 3.4 1.70 100 70 140
S.D. 7 4 11 93 0.3 0.3 0.2 0.17 13 15 15
80 6 Mean 88 31 58 511 1.5 5.5 3.4 1.69 93 62 134
S.D. 12 4 5 55 0.3 0.2 0.2 0.08 10 8 14
240 6 Mean 78 33 70 476 1.5 5.8 3.4 1.75 93 78 137
S.D. 8 4 10 75 0.4 0.2 0.2 0.18 21 27 19

No significant differcnce in any treated groups from control group.



B-4312

Table 8-2 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine

mg/kg mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
0 6 Mean 0.15 126 13 0.46 143 4.2 110 10.86 9.3
S.D. 0.03 8 3 0.03 3 0.3 1 0.3 0.6
Male 24 6 Mean 0.14 111 13 0.46 143 4.3 110 10.2 9.2
S.D. 0.02 14 1 0.03 1 0.4 1 0.2 0.5
80 6 Mean 0.16 114 13 0.45 144 4.4 109 10.5 9.4
S.D. 0.02 10 1 0.03 1 0.3 1 0.3 1.1
240 6 Mean Q.19+ 114 13 0.45 143 4.2 109 10.3 9.5
S.D. 0.02 17 3 0.04 1 0.2 1 0.4 0.7
¢} [§) Mean 0.14 119 16 0.47 142 4.2 109 10.5 8.8
S.D. 0.03 7 3 0.04 1 0.2 2 0.1 0.5
Female 24 6 Mean 0.15 111 15 0.50 142 4.1 110 10.4 9.1
S.D. 0.03 7 3 0.06 1 0.2 2 0.2 0.3
80 6 Mean 0.15 10T« 16 0.47 142 4.1 109 10.4 8.9
S.D. 0.02 8 1 0.04 1 0.2 1 0.2 0.5
240 6 Mean 0.21#» Odww 12« 0.45 142 4.3 108 10.2 9.2
S.D. 0.05 8 3 0.02 1 0.2 1 0.2 0.4

Significantly different from control group (#:p<0.05, ##:p<0.01)



B-4312

Table 8-3 Bload chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.
mg/kg IU/L IU/L 10/L IT/1L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 72 43 57 294 1.3 6.9 3.7 1.16 75 90 120
S.D. 8 6 21 53 0.4 0.1 0.2 0.10 16 37 18
Male 24 6 Mean 80 49 53 303 1.5 6.8 3.7 1.18 83 89 107
S.D. 14 16 21 49 0.2 0.2 0.1 0.07 10 34 18
80 6 Mean 65 37 47 283 1.8 7.3» 3.7 1.06 85 116 127
S.D. 14 9 12 36 0.2 0.3 0.1 0.09 24 55 29
240 6 Mean 75 40 63 319 1.4 7.1 3.7 1.13 64 109 109
S.D. 15 10 30 56 0.6 0.2 0.1 0.04 7 36 10
0 6 Mean 64 35 37 145 2.0 7.3 4.0 1.19 95 44 161
S.D. 17 9 8 35 1.0 0.5 0.2 0.10 12 12 19
Female 24 6 Mean 64 37 40 150 2.3 7.4 4.0 1.18 78 40 136
S.D. 6 8 14 19 0.5 0.2 0.1 0.07 15 14 21
80 G Mean 77 39 65 177 2.3 7.0 3.9 1.25 76 28+ 131
S.D. 27 12 37 31 0.9 0.3 0.2 0.09 15 6 20
240 8 Mean 59 30 51 177 2.0 7.1 4.0 1.26 T2» 31 128=
S.D. 7 4 49 55 0.7 0.4 0.2 0.05 18 6 26

Significantly different from controcl group {(#:p<0.05)



B-4312

Table 8-4 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine

mg/kg mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmo1l/L mg/dL mg/dL
0 [ Mean 0.08 159 15 0.59 141 3.6 108 10.3 7.2
S.D. 0.01 25 3 0.04 1 0.1 1 0.3 0.7
Male 24 6 Mean 0.07 170 17 0.65 142 3.5 110 10.2 6.8
S.D. 0.01 19 2 0.10 2 0.2 2 0.1 0.5
80 6 Mean 0.07 169 15 0.64 141 3.5 109 10.4 6.8
S.D. 0.01 16 2 0.08 1 0.1 2 0.4 0.6
240 6] Mean 0.08 168 15 0.64 141 3.5 110 10.3 7.0
S.D. 0.02 16 1 0.09 1 0.2 1 0.3 0.3
0 6 Mean 0.07 149 18 0.62 141 3.5 111 10.4 6.5

S.D. 0.01 19 2 0.05 1 0.2 1 0.4 0.
Female 24 6 Mean 0.05 148 18 0.63 139» 3.5 111 10.1 6.4
S.D. 0.02 17 2 0.05 1 0.3 2 0.3 0.6
80 6 Mean 0.06 136 18 0.55 140 3.7 110 10.3 8.7
S.D. 0.02 10 2 0.04 1 0.2 1 0.3 0.5
240 6 Mean 0.05 148 16 0.58 141 3.6 111 10.3 6.9
S.D. 0.01 21 2 0.05 1 0.2 1 0.3 0.3

Significantly different from control group {(#:p<0.085)



B-4312

Table 9-1 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver
Dose (R+L)
mg/kg g g(g/100g BYW) ng{mg/100g BY) neg(mg/100g BY) mg(mg/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 6 6 6 6 6 8 6 6
Mean 57.5 1.53 3.0 6.0 245 0.32 0.41 1.69
5.D. 6.7 0.06 0.6 1.0 37 0.03 0.05 0.25
Absolute 24 No. 6 6 6 5 5 6 [ 5
Mean 58.4 1.55 2.8 7.1 231 0.31 0.44 1.79
S.D. 5.0 0.03 0.5 1.5 32 0.03 0.04 0.15
80 No. 6 [ 6 6 6 6 6 6
Mean 58.3 1.55 2.6 6.6 260 0.32 0.44 1.90
S.D. 3.9 0.04 0.4 0.9 24 0.03 0.05 0.10
240 No. 6 6 4 [} 6 6 6 6
Mean 51.7 1.48 2.5 6.8 208 0.28 0.40 1.76
S.D. 4.9 0.05 0.4 1.6 43 ¢.01 0.02 0.19
Q No. 6 6 6 6 6 6 6
Mean 2.69 5.3 10.5 424 0.56 0.71 2,93
§.D. 0.27 1.2 2.2 62 0.08 0.07 0.24
Relative 24 No. 6 6 6 8 6 8 6
Mean 2.68 4.9 12.3 395 0.53 0.75 3.07
S.D. .21 0.9 3.4 24 0.02 0.04 0.09
80 No. 6 6 6 6 6 6 6
Mean 2.866 4.5 11.4 448 0.55 0.76 3.2Ten
S.D. 0.18 0.7 0 53 0.03 0.05 0.07
240 NO 6 6 6 6 6 6 [}
Mcan 2.87 4.8 13.1 401 0.55 0.78 3.40%x
S.D. 0.22 0.5 2.1 64 0.05 0.05 0.15

Significantly different from control group (#e:p<0.01)



B-4312

Table 9-2 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
Spleen Kidney Adrenal Testis Epididymis
Dose (R+L) (R+1.) (R+L) {R+L)
ng/Kg g(g/100g BW) g(g/100g BW) mg(ng/100g BW) g(g/100g BW) mg(mg/100g BW)
Q No. 6 6 6 6 6
Mean 0.27 0.67 18 0.27 41
S.D. 0.04 0.07 2 0.06 7
Absolute 24 No. 8 6 6 6 6
Mean 0.27 0.87 19 0.28 42
S.D. 0.06 0.06 1 0.02 6
80 No. 6 6 6 6 6
Mean 0.28 0.70 21 0.28 42
S.h. 0.05 0.08 3 0.03 5
240 No. 6 6 4 6 6
Mean 0.23 0.64 17 0.24 34
§.D. 0.05 0.08 3 0.03 3
0 No. 6 6 5 6 6
Mean 0.46 1.17 31 0.46 72
S.D. 0.03 0.15 3 0.07 7
Relative 24 No. 6 6 6 6 6
Mean 0.46 1.14 33 0.49 72
S.D. 0.07 0.06 4 0.03 6
80 No. 6 6 5 6 [
Mean 0.48 1.20 ar 0.49 72
S.D. 0.07 0.14 5 0.04 8
240 No. 6 6 [ 6 6
Mean 0.43 1.23 33 0.45 67
S.D. 0.08 0.10 4 0.03 3

No significant difference in any treated groups from control group.



Table 9-3 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
Body weight Brain Pituitary Thyrold Thymus Heart Lung Liver
Dose (R+L)
mg/kg g gl(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW) glg/100g BW) glg/100g BW) g(g/100g BW)
0 No 6 6 [§ 6 6 6 6 6
Mean 55.2 1.47 2.7 6.6 243 ¢.30 0.41 1.65
$.D. 6.1 0.06 0.5 1.1 59 0.02 0.04 0.15
Absolute 24 No. 6 6 6 6 6 6 6 6
Mean 54.6 1.46 2.8 7.4 257 0.30 0.40 1.85
S.D. 2.3 0.04 0.3 0.8 62 0.02 0.01 0.11
80 No. 6 5 § 6 6 5 3
Mean 53.1 1.51 3.0 7.4 225 0.30 0.39 1.65
S.D. 5.3 0.02 0.7 1.6 40 0.05 0.05 0.20
240 No. 6 6 6 6 6 8 6 8
Mean 48.1 1.46 2.7 6.9 205 0.29 0.38 1.59
S.D. 5.3 0.04 0.2 0.4 33 0.03 0.05 0.17
0 No. 8 6 6 6 6 6 6
Mean 2.68 4.9 12.1 436 0.55 0.75 2.99
S.D. 0.24 0.5 2.1 80 0.05 0.06 0.09
Relative 24 No. 6 6 6 6 6 8 6
Mean 2.68 5.2 13.6 468 0.55 0.73 3.01
S.D. 0.09 0.7 1.3 93 0.04 0.04 0.09
80 No. 6 6 6 6 [ 6 6
Mean 2.86 5.7 13.9 422 0.56 0.74 3.10
S.D. 0.25 0.8 2.7 51 0.05 0.02 0.08
240 No. 6 6 6 6 [ 6 6
Mean 3.06+ 5.7 14.5 424 0.60 0.78 3.30%+
S.D. 0.30 0.8 1.7 30 0.04 0.04 0.11
Significantly different from control group (#:p<0.05, #+:p<0.01)



B-4312

Table 9-4 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
Spleen Kidney Adrenal Ovary Uterus
Dose (R+L) (R+1.) (R+1)
mg/kg g{g/100g BW) ¢(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)
0 No. 8 6 6 6 6
Yean 0.27 0.63 19 11.5 43
S.D. 0.06 0.07 2 4.6 4
Absolute 24 No. 6 6 6 6 8
Vean 0.22 0.66 19 14.5 44
S.D. 0.03 0.04 3 2.4 7
80 No. 8 6 6 § 6
Mean 0.21» 0.65 19 8.8 38
S.D 0.03 0.08 3 1.7 [
240 No. 8 6 6 6 6
Mean Q.17as 0.65 15 10.2 37
S.D. 0.03 0.08 2 2.1 8
o] No. 5} [¢] 6 6 6
Mean 0.50 1.14 34 20.4 79
S.D. 0.13 0.07 3 7.3 12
Relative 24 No. ) 6 6 6 6
Mean 0.40 1.21 34 19.1 80
S.D. 0.04 (.04 5 3.7 13
80 No. 6 6 6 6 6
Mean 0.40 1.22 36 16.5 72
S.D. 0.04 (.04 4 2.3 13
240 No. 6 6 6 6 [§
Mean 0.35+ 1.35#s 32 21.2 17
S.D. 0.04 0.10 4 3.8 12

Significantly different from control group (=:p<0.05, =»»:p<0.01)



B-4312

Table 9-5 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+L)
ng/kg g g{g/100g BW) mg(mg/100g BW) mg(mg/100g BY) mg(mg/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 8 6 6 6 6 6 [ 6
Mean 464.9 2.13 12.9 22.86 496 1.44 1.48 13.89
5.0 46.5 0.08 0.9 3.4 93 0.18 0.09 1.78
Ahsolute 24 No. 6 6 6 6 6 6 6 6
Mean 466.3 2.09 12.2 24.6 459 1.42 1.43 13.78
S.D. 41.5 0.06 0.7 4.9 145 0.06 0.06 1.32
80 No. 6 6 6 6 6 6 6 8
Mean 480.4 2.08 13.3 22.2 469 1.45 1.47 15.10
S.D. 46.2 0.08 1.9 2.7 85 0.08 0.14 2.79
240 No. 6 6 6 6 6 6 [ 8
Mean 465.9 1.99» 13.7 23.8 440 1.42 1.40 14.19
S.D. 38.8 0.09 2.3 5.5 99 0.12 0.13 1.80
0 No. 6 6 6 6 6 6 6
Mean 0.46 2.8 4.9 106 0.31 0.32 2.98
5.D. 0.04 0.4 0.5 13 0.01 0.02 0.15
Relative 24 No. 6 [§ 8 6 6 6 6
Mean 0.45 2.6 5.3 29 0.31 0.31 2.96
5.D. 0.04 0.2 1.2 32 0.02 0.03 0.10
80 Na. 6 B 6 6 6 6 6
Mean 0.44 2.8 4.7 97 Q.30 0.30 3.12
$.D. 0.04 0.2 0.8 13 0.03 0.01 0.28
240 No. 8 6 6 6 6 [ [
Mean 0.43 2.9 5.1 94 0.31 0.30 3.04
$.D. 0.03 0.4 1.1 18 0.02 0.02 0.16

Significantly different from control group (#:p<0.03)



B-4312

Table 9-6 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Spleen Kidney Adrenal Testis Fpididymis

Dose (R+L) (R+L) (R+L) (R+L)
mg/keg g(g/100g BW) g(g/100g BW) mg(mg/100g BW) g(g/100g BW) mg(mg/100g BW)
4} No. [ 6 6 6 6
Mean 0.81 3.40 67 3.20 1015

S.D. 0.12 0.39 8 0.30 84

Absolute 24 No. 6 6 6 6 [
Mean 0.82 3.20 59 3.17 990

S.D. 0.12 0.38 8 0.16 27

80 No. 6 8 6 6 6
Mean 0.87 3.32 83 3.39 1034

S.D. 0.10 0.41 18 0.19 59

240 No. 6 6 6 6 6
Mean (.84 3.29 70 3.17 1001

S.D. 0.17 0.32 18 0.12 43

Q No. 6 6 6 6 6
Mean 0.18 0.73 15 0.69 219

S.D. 0.02 0.06 2 0.04 19

Relative 24 No. 6 6 6 6 6
Mean 0.18 0.69 13 0.69 214

S.D. 0.02 0.06 2 0.09 22

80 No. 6 6 6 6 6
Mean 0.18 0.69 18 0.71 216

S.D. 0.02 0.04 3 0.07 13

240 No. 8 [ 6 6 6
Mean .18 0.71 15 0.68 216

S.D. 0.02 0.086 4 0.07 15

No significant difference in any treated groups from control group.



B-4312

Table 9-7 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+L)
mg/kg g g{g/100g B¥) mg(mg/100g BW) ng(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 6 6 6 6 6 6 6 6
Mean 284.7 1.90 14.6 17.3 394 0.97 1.11 8.12
S.D. 21.4 0.08 1.9 3.7 >4 0.06 0.07 0.43
Absolute 24 No. [ 6 6 6 6 6 6 6
Mean 271.6 1.96 15.0 16.2 415 0.93 1.08 7.78
S.D. 26.9 0.08 2.1 2.9 a8 0.07 0.08 1.06
80 No. [§ 6 € 6 6 6 6 6
Mean 254.6 1.91 14.7 18.6 368 0.88 1.06 7.22
S.D. 30.4 0.04 3.0 5.0 98 0.09 0.08 1.14
240 No. 8 [ 6 6 6 6 6 6
Mean 253.3 1.89 14.9 17.5 406 0.87 1.04 7.29
S.D. 27.9 0.05 2.8 2.4 75 0.13 0.12 1.12
0 No. 6 6 6 6 6 6 6
Mean 0.67 5.2 6.1 139 0.34 0.39 2.86
S.D. .07 1.0 1.4 18 0.02 0.02 0.15
Relative 24 No. [ 6 6 6 6 6 6
Mean 0.73 5.6 6.0 153 0.35 0.40 2.86
S.D. 0.06 0.9 1.2 31 0.02 0.03 0.15
80 No. 6 i 6 6 [} [ 6
Mean 0.76 5.8 7.5 143 0.35 0.42 2.83
S.D. 0.09 0.8 2.3 30 0.03 0.04 0.15
240 No. 6 6 6 6 6 8 [
Mean 0.75 5.9 7.0 160 0.34 0.41 2.87
S.D. 0.07 0.5 1.2 19 0.04 0.03 0.17

No significant difference in any treated groups from control group.



B-4312

Table 9-8 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Spleen Kidney Adrenal Ovary Uterus

Dose {R+L) (R+L) (R+L)
mg/kg g(g/100g BW) g(g/100g BW) wg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.52 2.12 73 79.6 505
S.D. 0.05 0.13 4 10.5 84
Absolute 24 No. 6 6 6 6 6
Mean 0.54 1.93 71 79.4 434
S$.D. 0.08 0.18 7 10.4 86
80 No. 6 ] 6 6 6
Mean 0.50 2.03 82 76.2 431
S.D. 0.11 0.08 5 11.7 41
240 No. 6 6 6 [y 6
Mean 0.51 1.88 72 80.4 455
S.D. 0.10 0.26 5 3.8 125
0 No. 6 [ 6 6 6
Mean (.18 0.75 26 28.1 179
S.D. 0.01 0.10 2 4.4 36
Relative 24 No. 6 6 6 3} 6
Mean 0.20 0.71 26 29.4 161
S.D. 0.02 0.03 3 3.7 35
80 No. 6 [ 6 6 6
Mean 0.20 0.81 338 30.1 172
S.D. 0.03 0.09 4 4.6 33
240 No. [ 6 6 6 6
Mean 0.20 0.74 29 32.0 182
S.D. 0.02 0.03 4 3.6 58

Significantly different from control group {(s:p<0.05, #+:p<0.01)
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Table 10-1 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
Sex Organs Dose (mg/kg) 0 24 80 240
Findings No. of animals 6 6 5] 6
Male External appearance
Focal, dark red, peripheral region,
eyeball (unilateral) 1 0 0 0
Liver
Pale 1 0 0 o]
Kidney
Dilatation, pelvis (unilateral) 2 0 0 0

Female Kidney

Dilatation, pelvis (bilateral} 0 1 0 4]
Stomach
Spot, dark red, glandular stomach 0 0 1 0

Other tissues or organs
Subcutaneous node, axillary region 1 ¢ 0 0




B-4312

Table 10-2 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Sex Organs Dose (mg/kg) 0 24 80 240
Findings No. of animals [ 6 6 6
Male Kidney
Dilatation, pelvis (uni- or bilateral) 0 2 0 0
Stomach
Spot, dark red, glandular stomach 1 0 0 0

Female Stomach
Spot, dark red, glandular stomach 4] Q 1 0
Small intestine
Diverticulum, ileum 1 0 0 0




B-~4312

Table 11-1 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
Organs Dose (mg/kg) 0 24 80 240
No. of animals 6 5 6 6
-findings Grade 0 1 2 3 P 0bs TE 0 1 2 3 P 0Obs TE O 1 2 3 P Obs TE 01 2 3 P Obs TE
Thyroid {(Parathyroid)
~hypertrophy, follicular cell 6 6 8 6 ] 6 2 4 4= 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
0Obs : Observed number

TE : Total Examined

Significantly different from control group (#:p<0.05)



B-4312

Table 11-2 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
Organs Dose (mg/kg) 0 240
No. of animals § 6
-findings Grade 0 1 2 3 P Obs TE 0 1 2 3 P 0bs TE
Kidney
-dilatation, pelvis 4 2 2 6 6 6
Eye
~disarrangement, retina 5 1 1 8 6 6
0 : No rcmarkable changes 1 Slight 2 : Mild 3 : Moderate

P : Present (uscd when grading of severity was not done, such as casc in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference between treated group and control group.



B-4312

Table 11-3 Histopathological findings of ncw born female rats administered orally with 3-Aminophenol for 18 days
Organs Dose (mg/kg) 0 24 80 240

No. of animals 6 6 6 6
-findings Grade 01 2 3 P 0Obs TE 0 1 2 3 P O0bs TE 0 1 2 3 P 0bs TE 0 1 2 3 P 0bs TE
Thyroid (Parathyroid)
-hypertrophy, follicular cell 6 6 6 6 6 [¢] 4 2 2 6
-ectoplc thymus 6 6 6 6 5 i 1 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 @ Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference in any treated groups from control group.



B-4312

Table 11-4 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
Organs Dose (mg/kg) 0 240
No. of animals 6 [

-findings Grade 0 P Obs TE 0 1 2 3 P 0Obs TE
Lung (Bronchus)

-metaplasia, osseous 5 1 1 6 6 6
Adrenal

-single cell necrosis, cortical cell 5 1 6 6 6
Kidney

-dilatation, pelvis 6 6 a1 1 6
Sternum (Bone marrow)

-granulopoiesis 5 1 6 6 6
Femur (Bone marrow)

-granulopoiesis 5 1 6 6 6
Other gross lesion

-Subcutaneous node, axillary region : abscess 1 1

0 : No remarkable changes 1 : Slight 2 3 Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)

Obs : Observed number
TE : Total Examined

No significant difference between treated group and control group.



Histopathological findings in gross lesion of ncw born rats administered orally with 3-Aminophenol for 18 days

B-4312

Animal
number Organs

Gross pathological findings

Histopathological findings

2104 Kidney

-Dilatation, pelvis (bilateral)

-Dilatation, pelvis (++)
-Basophilic tubule (+-)

Table 11-5
Dose
Sex mg/kg
Female 24
80

3101 Stomach

~-Spot,

dark red, glandular stomach

-No remarkablc changes

+- : Slight

++ : Moderate



B-4312

Table 11-6 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 24 80 240

No. of animals 6 6 6 6
-findings Grade ¢ 1 2 3 P 0Obs TE 0 1 2 3 P Obs TE 0 1 2 3 P 0Obs TE 0 1 2 38 P Obs TE
Thyroid (Parathyroid)
-ectopic thymus 5 1 1 6 6 6 6 6 6 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference in any treated groups from control group.
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Table 11-7 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 240
No. of animals € 6

-findings Grade ¢ 1 2 3 P Obs TE 0 1 2 3 P Obs TE
Heart

-cell infiltration, inflammatory, Focal 5 1 1 6 6 [
Stomach

-erosion, glandular stomach 5 1 1 6 6 6

~edema, submucosa 5 1 1 6 6 6
Liver

-microgranuloma 3 3 3 6 4 2 2 6
Pancreas

-basophilic focus 6 6 5 1 1 6
Prostate

-cell infiltration, mononuclear, interstitium 5 1 1 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference between treated group and control group.



Table 11-8 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

B-4312

Organs Dose (mg/kg) 0 24 80 240

No. of animals 6 6 6 [
-findings Grade 0 1 2 3 P 0Obs TE 0 1 2 3 P Obs TE 0 1 2 3 P Obs TE 0 1 2 3 P Obs TE
Thyroid (Parathyroid)
-ectopic thymus 6 8 6 6 6 8 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant difference in any treated groups from control group.



Table 11-9 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for ¢ weeks

B-4312

Organs Dosc (mg/kg) 0 240
No. of animals 6 6

-findings Grade ¢ 1 2 3 P Obs TE ¢ 1 2 3 P Obs TE
Tleum

-diverticulum S 1 1 6 6 [
Liver

-micrograniulioma 5 1 1 6 3 3 3 [
Eye

-disarrangement, retina 5 1 1 6 6 6
0 : No remarkable changes 1 Slight 2 : Mild 3 : Moderate

P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)
Obs : Observed number

TE : Total Examined

No significant differcnce between treated group and control group.
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Table 11-10 Histopathological findings in gross lesion of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose Animal
Sex mg/keg number Organs Gross pathological findings Histopathological findings
Male 24 2008 Kidney ~-Dilatation, pelvis (uni- or bilateral) -Dilatation, pelvis (++)
-Basophilic tubule (+)
2012 Kidney ~-Dilatation, pelvis (uni- or bilateral) -Dilatation, pelvis (++)
Female 80 3107 Stomach -Spot, dark red, glandular stomach -Erosion, glandular stomach (+-)

-Edema, submucosa (+-)

+- : Slight + 1@ Mild ++ : Moderate



B-4312

Appendix 1 Clinical signs of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

Day of administration

Sex Animal

number 1 2 3 4 10 11 12 13 14 15 16 17 18

(1]
(=]
-1
o]
©w

1001 - - - - - - - - - - - - - - - - - -
1002 - - - - - - - - - - - - - - - - - -
1003 - - - - - - - - - - - - - - - - - -
1004 - - - - - - - - - - - - - - - - - -
1005 - - - - - - - - - - - - - - - - - -
Male 1006 - - - - - - - - - - - - - - - - - -
1007 - - - - - - - - - - - - - - - - - -
1008 - - - - - - - - - - - - - - - - - -
1009 - - - - - - - - - - - - - - - - - -
1010 - - - - - - - - - - - - - - - - - -
1011 - - - - - - - - - - - - - - - - - -
1012 - - - - - - - - - - - - - - - - - -

1101 - - - - - - - - - - - - - - - - - -
1102 - - - - - - - - - - - - - - - - - -
1103 - - - - - - - - - - - - - - - - - -
1104 - - - - - - - - - - - - - - - - - -
1105 - - - - - - - - - - - - - - - - - -
Female 1106 - - - - - - - - - - - - - - - - - -
1107 - - - - - - - - - - - - - - - - - -
1108 - - - - - - - - - - - - - - - - - -
1109 - - - - - - - - - - - - - - - - - -
1110 - - - - - - - - - - - - - - - - - -
1111 - - - - - - - - - - - - - - - - - -
1112 - - - - - - - - - - - - - - - - - -

- : No abnormality
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Appendix 2 Clinical signs of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

bay of administration

Sex Animal
number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

2001 - - - - - - - - - - - - - - - - - -
2002 - - - - - - - - - - - - - - - - - -
2003 - - - - - - - - - - - - - - - - - -
2004 - - - - - - - - - - - - - - - - - -
2005 - - - - - - - - - - - - - - - - - -
Male 2006 - - - - - - - - - - - - - - - - - -
2007 - - - - - - - - - - - - - - - - - -
2008 - - - - - - - - - - - - - - - - - -
2009 - - - - - - - - - - - - - - - - - -
2010 - - - - - - - - - - - - - - - - - -
2011 - - - - - - - - - - - - - - - - - -
2012 - - - - - - - - - - - - - - - - - -

2101 - - - - - - - - - - - - - - - - - -
2102 - - - - - - - - - - - - - - - - - -
2103 - - - - - - - - - - - - - - - - - -
2104 - - - - - - - - - - - - - - - - - -
2105 - - - - - - - - - - - - - - - - - -
Female 2106 - - - - - - - - - - - - - - - - - -
2107 - - - - - - - - - - - - - - - - - -
2108 - - - - - - - - - - - - - - - - - -
2109 - - - - - - - - - - - - - - - - - -
2110 - - - - - - - - - - - - - - - - - -
2111 - - - - - - - - - - - - - - - - - -
2112 - - - - - - - - - - - - - - - - - -

- : No abnormality
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Appendix 3 Clinical signs of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

Day of administration

Sex Animal
number 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18

3001 - - - - - - - - - - - - - - - - - -
3002 - - - - - - - - - - - - - - - - - -
3003 - - - - - - - - - - - - - - - - - -
3004 - - - - - - - - - - - - - - - - - -
3005 - - - - - - - - - - - - - - - - - -
Male 3006 - - - - - - - - - - - - - - - - - -
3007 - - - - - - - - - - - - - - - - - -
3008 - - - - - - - - - - - - - - - - - -
3009 - - - - - - - - - - - - - - - - - -
3010 - - - - - - - - - - - - - - - - - -
3011 - - - - - - - - - - - - - - - - - -
3012 - - - - - - - - - - - - - - - - - -

3101 - - - - - - - - - - - - - - - - - -
3102 - - - - - - - - - - - - - - - - - -
3103 - - - - - - - - - - - - - - - - - -
3104 - - - - - - - - - - - - - - - - - -
3105 - - - - - - - - - - - - - - - - - -
Female 3106 - - - - - - - - - - - - - - - - - -
3107 - - - - - - - - - - - - - - - - - -
3108 - - - - - - - - - - - - - - - - - -
3109 - - - - - - - - - - - - - - - - - -
3110 - - - - - - - - - - - - - - - - - -
3111 - - - - - - - - - - - - - - - - - -
3112 - - - - - - - - - - - - - - - - - -

- : No abnormality
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Appendix 5 Clinical signs of new born rats administered orally with 3-Aminophenol for
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

18 days

B-4312

Week of recovery

Sex Animal
number 1 2 3 4 5 6 7 8 9

1007 - - - - - - - - -
1008 - - - - - - - - -
Male 1009 - - - - - - - - -
1010 - - - - - - - - -
1011 - - - - - - - - -
1012 - - - - - - - - -

1107 - - - - - ~ - - -
1108 - - - - - - - - -
Female 1109 - - - - - - ~ - -
1110 - - - - - - - - -
1111 - - - - - - - - -
1112 - - - - - - - - -

- : No abnormality



Appendix 6 Clinical signs of new born rats administered orally with 3-Aminophenol for
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

18 days

B-4312

Week of recovery

Sex Animal
number 1 2 3 4 5 6 7 8 9

2007 - - - - - - - - -
2008 - - - - - - - - -
Male 2009 - - - - - - - - -
2010 - - - - - - - - -
2011 - - - - - - - - -
2012 - - - - - - - - -

2107 - - - - - - - - -
2108 - - - - - - - - -
Female 2109 - - - - - - - - -
2110 - - - - - - - - -
2111 - - - - - - - - -
2112 - - - - - - - - -

~ : No abnormality



Appendix 7 Clinical signs of new born rats administered orally with 3-Aminophenol for
and followed by a recovery period for § weeks

Dose (mg/kg) : 80

18 days

B-4312

Week of recovery

Sex Animal
number 1 2 3 4

(91
[e2]
~3
2]
©

3007 - - - - - - - - -
3008 - - - - - - - - -
Male 3009 - - - - - - - - -
3010 - - - - - - - - -
3011 - - - - - - - - -
3012 - - - - - - - - -

3107 - - - - - - - - -
3108 - - - - - - - - -
Female 3109 - - - - - - - - -
3110 - - - - - - - - -
3111 - - - - - - - - -
3112 - - - - - - - - -

- : No abnormality



Appendix 8 Clinical signs of
and followed by a

Dose (mg/kg)

new born rats administered orally with 3-Aminophenol for
recovery period for 9 weeks

240

18 days

B-4312

Week of recovery

Sex Animal
number 1 2 3

4007 -~ - -
4008 - - -
Male 4009 - - -
4010 - - -
4011 - - -
4012 - - -

4107 - - -
4108 - - -
Female 4109 - - -
4110 - - -
4111 - - -
4112 - - -

- : No abnormality



B-4312

Appendix 9 Body weight of new born rats administered orally with 3-Aminophenol for 18 days
Dose (mg/kg) : O
Day of administration

Scx Animal Gain
number 1a) 4 8 11 14 18 1-18
1001 11.6 19.2 28.3 36.1 43.7 61.2 49.6
1002 11.7 18.4 29.3 37.0 46.0 58.5 46 .8
1003 11.0 18.2 29.9 37.5 46.6 61.7 50.7
1004 10.9 16.4 24.8 32.2 39.3 53.8 42.9
1005 12.0 20.3 33.3 44,1 55.4 70.86 58.6

Male 1006 11.2 18.6 28.9 38.4 44.3 58.2 47.0
1007 11.4 18.0 29.0 37.1 44.1 53.0 47.6
1008 12.3 20.0 33.8 44.0 53.4 67.3 55.0
1009 11.2 17.8 28.9 36.6 44.3 61.3 50.1
1010 11.9 19.0 29.6 38.2 44.3 59.8 47.9
1011 12.1 19.8 32.9 40.5 46.6 60.4 48 .3
1012 12.1 18.8 29.7 37.3 45.4 60.4 48.3
Mean 11.8 18.7 29.9 38.3 46.1 61. 49.4
S.D. 0.5 1.1 2.5 3.3 4.3 4.3 4.1
1101 11.86 18.3 29.1 37.1 43.9 60.5 48.9
1102 12.1 19.4 29.5 37.8 46.5 61.2 49.1
1103 10.4 16.6 26.3 33.1 36.1 48.8 38.4
1104 11.5 18.0 27.9 36.3 43.7 57.5 46.0
1105 12.8 20.1 32.6 42 .7 50.7 66.7 54.1

Female 1106 12.0 19.2 30.2 38.9 46.0 61.8 49.8
1107 11.3 18.0 28.5 37.5 47.6 60.6 49.3
1108 11.3 18.1 29.6 39.7 48.9 62.0 50.7
1109 10.8 17.5 28.0 35.2 40.8 55.9 45.1
1110 11.1 17.6 27.7 36.1 42.0 57.9 46.8
1111 11.5 18.5 33.3 41.6 48.8 61.1 49.86
1112 12.6 20.2 32.3 41.2 50.2 64.9 52.3
Mean 11.8 18.5 29.6 38.1 45.4 59.9 48.3
S.D. 0.7 1.1 2.2 2.8 4.3 4.6 4

Unit g

a)

Starting age was 4 day after barth.



Appendix 10

Body weight of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

B-4312

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
2001 11.4 18.3 28.8 36.7 44.8 59.3 47.9
2002 11.5 18.5 29.2 36.7 45.4 62.1 50.6
2003 12.2 19.7 30.3 38.3 48.7 68.2 56.0
2004 10.8 16.0 24.6 32.7 41.0 57.8 47.0
2005 11.5 20.1 32.7 42.3 52.5 67.5 56.0

Male 2006 11.1 17.4 27.2 35.1 41.7 56.3 45.2
2007 10.6 18.6 31.7 39.5 48.4 65.1 54.5
2008 10.3 17.4 28.8 39.1 49.1 63.8 53.5
2009 11.6 18.8 29.5 34.7 41.3 57.3 45.7
2010 11.1 17.6 28.4 35.1 42.9 56.9 45.8
2011 12.1 18.3 31.0 39.0 46.9 63.4 51.3
2012 12.3 20.1 30.9 39.5 47.0 66.0 53.7
Mean 11.4 18.4 29.4 37.4 45.8 62.0 50.6
S.D. 0.6 1.2 2.2 2.7 3.6 4.3 4.1
2101 10.6 18.1 28.3 36.2 43.2 58.0 47.4
2102 12.5 20.0 31.5 39.5 47.2 63.3 50.8
2103 10.7 17.8 27.4 35.5 42.9 56.4 45.7
2104 11.1 16.2 25.6 32.7 39.7 54.9 43.8
2105 10.9 17.4 28.9 36.6 45.8 61.3 50.4

Female 2106 11.8 19.0 28.8 37.6 43.1 57.0 45.2
2107 12.0 18.9 30.2 36.4 45.2 61.3 49.3
2108 11.3 18.5 28.6 38.3 47.5 62.3 51.0
2109 11.6 17.9 28.4 35.9 43.1 58.9 47.3
2110 11.3 18.5 28.4 36.1 41.9 55.4 44 .1
2111 10.8 17.9 30.6 38.6 45.1 60.1 49.3
2112 11.7 18.7 31.2 40.0 46.7 63.7 52.0
Mean 11.4 18.3 29.0 37.0 44.3 59.4 48.0
S.D. 0.6 1.0 1.7 2.0 2.4 3.1 2.8

Unit g

a) Starting age was 4 day after barth.



Appendix 11

Body weight of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

B-4312

Day of administration

Sex Animal Gain
number la) 4 8 11 14 18 1-18
3001 11.5 18.9 29.8 38.8 46.1 62.5 51.0
3002 12.0 19.9 31.0 38.7 47.8 62.4 50.4
3003 10.8 17.8 26.9 34.1 42.3 59.7 48.9
3004 11.6 18.3 27.4 34.8 42.4 57.8 46.2
3005 11.1 19.2 32.3 41.4 51.6 68.4 57.3
Male 30086 12.2 18.5 28.2 36.8 43.7 59.5 47.3
3007 12.5 21.1 31.9 39.5 50.1 66.1 53.6
3008 11.9 19.0 31.2 40.6 50.3 64.1 52.2
3009 12.1 18.6 28.6 35.3 42.0 59.9 47.8
3010 10.4 17.3 26.7 33.2 40.0 54.6 44.2
3011 11.6 18.5 31.2 37.6 43.8 57.8 46.2
3012 11.0 18.4 29.0 37.4 45.0 62.7 51.7
Mean 11.6 18.8 29.5 37.4 45.4 61.3 49.7
S.D. 0.6 1.0 2.0 2.6 3.8 3.9 3.7
3101 10.3 17.0 26.5 34.3 41.3 52.8 42.5
3102 11.5 17.5 27.8 34.8 41.9 56.1 44.6
3103 11.2 18.1 28.0 34.5 41.7 53.6 42 .4
3104 11.4 17.1 25.7 32.5 39.8 51.8 40.4
3105 12.0 19.8 33.6 43.2 52.2 67.8 55.8
Female 3108 11.7 18.1 29.1 37.6 43.8 56.5 44.8
3107 11.8 18.6 30.1 36.4 44.8 58.3 46.5
3108 11.6 18.7 30.2 38.4 47.6 62.8 51.2
3109 11.1 17.6 28.6 35.0 40.9 57.9 46.8
3110 10.7 16.8 26.5 33.5 40.1 51.8 41.1
3111 11.3 18.1 24.5 33.4 39.3 54.3 43.0
3112 11.7 18.6 30.8 40.7 47.3 62.3 50.06
Mean 11.4 18.0 28.5 36.2 43.4 57.2 45.8
S.D. 0.5 0.9 2.5 3.2 3.9 5.0 4.6
Unit g

a)

Starting age was 4 day after barth.



Appendix 12

Body weight of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 240

B-4312

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
4001 11.1 17.3 26.3 33.6 40.0 52.0 40.9
4002 12.1 19.5 30.7 37.2 44.2 58.7 46.6
4003 11.7 18.2 22.4 26.7 34.2 46.1 34 .4
4004 11.9 17.0 25.7 32.7 38.6 54.4 42.5
4005 11.1 17.8 29.3 35.3 42.9 59.9 48.8
Male 4006 11.4 17.8 26.6 33.9 41.1 57.5 46.1
4007 11.2 17.6 28.4 36.2 43.8 59.8 48.8
4008 11.2 17.9 27.9 37.1 45.9 59.0 47.8
4009 11.4 17.7 28.1 33.5 39.4 51.4 40.0
4010 12.4 19.0 28.1 34.0 41.1 56.3 43.9
4011 12.2 18.5 29.6 35.3 41.6 55.7 43.5
4012 12.2 18.0 27.6 34.2 41.2 56.2 44 .0
Mean 11.7 18.0 27.6 34.1 41.2 55.6 43.9
S.D. 0.5 0.7 2.1 2.8 3.0 4.1 4.2
4101 10.7 15.4 23.3 28.8 35.4 50.7 40.0
4102 12.0 18.7 28.7 35.4 43.0 57.86 45.6
4103 10.4 16.0 21.8 25.7 31.3 41.6 31.2
4104 11.7 17.1 27.0 32.6 39.1 51.0 39.3
4105 11.7 18.2 27.9 34.8 42.3 53.2 41.5
Female 4106 11.3 17.9 26.4 33.9 41.7 54.4 43.1
4107 11.6 14.1 24.7 30.9 39.0 51.2 39.6
4108 12.2 19.1 30.6 39.0 46.5 59.4 47 .2
4109 11.2 15.8 25.0 30.4 36.0 51.0 39.8
4110 11.4 17.8 26.4 32.8 37.6 50.9 39.5
4111 11.3 16.9 28.7 36.6 42.0 57.1 45.8
4112 12.1 17.9 27.7 34.8 40.86 57.9 45.8
Mean 11.5 17.1 26.5 33.0 39.5 53.0 41.5
S.D. 0. 1.5 2.5 3.6 4.1 .8 4.4
Unit : g

a)

Starting age was 4 day after barth.



Appendix 13

Body weight of new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4312

Day of reccovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 6 63 1-63
1007 63.8 105.1 174.9 239.8 300.4 355.5 399.9 440.7 472.6 501.0 437.2
1008 69.5 105.6 167.2 228.0 289.9 344.3 390.0 428.2 442.5 463.6 394.1
Male 1009 65.9 106.6 169.4 232.9 286.6 345.9 394.2 432.9 453.6 475.3 409.4
1010 66.3 113.8 192.7 259.9 342.0 406.8 473.9 52G.4 555.5 594.8 528.5
1011 65.5 99.5 164.0 231.2 292.9 352.8 394.6 429.8 452.86 473.6 408.1
1012 63.3 103.6 162.5 223.9 275.6 331.2 379.6 413.4 441.2 471.8 408.5
Mean 65.7 105.7 171.8 236.0 297.9 336.1 405.4 445.2 469.7 496.7 431.0
S.D. 2.2 4.7 11.1 12.9 23.1 26.2 34.3 40.7 43.5 49.7 49.8
1107 65.0 08.3 146.9 187.2 213.8 238.2 276 .4 309.7 322.2 331.7 266.7
1108 63.9 98.0 143.1 177.2 206.2 230.0 254.8 262.8 282.0 282.2 218.3
Female 1109 59.7 95.9 149.7 189.0 214.1 237.1 261.3 280.7 289.3 298.3 238.6
1110 682.1 103.2 158.2 190.9 210.4 249.2 278.3 296.0 300.0 319.1 257.0
1111 64.5 99.1 146.3 177.1 204.0 220.7 248.1 256.7 266.8 276.3 211.8
1112 67.6 108.6 165.0 211.2 244.9 267.7 286.1 304.6 319.4 321.9 254.3
Mean 63.8 100.5 151.5 188.8 215.6 240.5 267.5 285.1 296.6 304.9 241.1
S.D. 2.7 4.6 8.4 12.5 14.9 16.3 15.0 22.0 21.8 22.7 22.2
tnit g



Appendix 14

Body weight of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recavery period for 9 weeks

B-4312

Dose (mg/kg) 24
Day of recovery
Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
2007 70.0 115.6 180.8 248.8 304.4 351.1 402.2 440.8 466.3 494.3 424.3
2008 67.5 102.2 170.2 243.5 309.4 366.8 415.4 445.1 464.0 479.7 412.2
Male 2009 63.1 94.1 145.4 217.6 259.9 303.0 351.1 397.1 427.1 457.3 394.2
2010 63.5 99.0 181.7 229.0 287.9 334.5 382.7 407.1 442 .2 473.5 410.0
2011 70.3 113.5 188.5 263.6 342.5 412.6 469.7 518.3 551.7 573.7 503.4
2012 70.9 108.4 172.5 240.6 312.4 371.8 425.0 467 .4 494.3 516.5 445.6
Mean 67.6 105.5 169.9 240.5 302.8 356.6 407.7 446.1 474.3 499.2 431.6
S.D. 3.5 8.5 15.1 15.9 27.5 37.0 40.2 44 .2 44.3 41.6 39.1
2107 66.2 98.2 151.4 191.7 222.7 261.6 278.7 279.4 299.5 311.3 245.1
2108 68.6 106.5 149.0 195.6 220.4 248.7 286.6 309.4 320.7 334.7 266.1
Female 2109 64.0 95.4 149.2 189.5 201.7 232.5 2563.7 256.5 273.5 284 .4 220.4
2110 58.9 95.0 144 .2 178.8 207.0 228 .6 245.0 258.2 256.4 268.6 209.7
2111 63.0 99.8 139.7 176.2 199.9 218.0 233.3 256.8 264.0 264.7 201.7
2112 67.5 103.9 155.7 195.5 222.1 244.0 261.7 288.3 302.3 304.7 237.2
Mean 64.7 99.8 148.2 187.9 212.3 238.9 259.8 274.8 286.1 294.7 230.0
S.D. 3.5 4.6 5.6 8.4 10.6 15.6 20.2 21.6 25.2 27.1 24.0
Unit g



Appendix 15

Body weight of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

B-4312

Dose (mg/kg) 80
Day of recovery
Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
3007 71.5 108.8 173.7 234.2 292.0 348.6 393.6 436.9 460.6 485.3 413.8
3008 69.6 105.4 171.2 241.9 316.1 376.2 434.7 474.3 507.2 521.9 452.3
Male 3009 65.7 111.2 183.7 250.1 316.5 369.5 418.0 454 .6 487.0 511.7 446.0
3010 58.7 98.2 164.5 229.4 300.3 361.4 411.3 458.5 487.5 506.6 447.9
3011 62.9 101.3 163.1 221.6 280.2 335.2 380.1 418.1 436.3 460.0 397.1
3012 68.1 113.1 188.0 268.0 342.0 423.9 477.8 529.8 567.9 599.9 531.8
Mean 66.1 106.3 174.0 240.9 307.9 369.1 419.3 462 .0 491.1 514.2 448 .2
S.D. 4.7 5.8 10.1 16.6 21.8 30.6 34.4 38.4 45.0 47.4 46.5
3107 63.4 98.8 145.8 163.3 179.8 193.6 203.0 194.2 212.9 207.7 144.3
3108 67.3 104.2 151.0 191.1 214.2 242.6 272.7 288.6 300.8 306.1 238.8
Female 3109 80.5 99.3 146.7 186.9 210.1 237.8 258.0 264.9 279.7 290.5 230.0
3110 56.1 91.9 136.2 172.0 199.1 223.6 249.1 276.0 281.8 291.6 235.5
3111 58.8 92.0 139.0 166.6 192.4 210.8 235.0 257.9 268.4 279.7 220.9
3112 65.6 97.5 138.7 177.1 196.9 217.1 238.4 252.1 260.1 264.8 199.2
Mean 62.0 97.3 142.9 176.2 198.8 220.9 242.7 255.6 2867.3 273.4 211.5
S.D. 4.2 4.7 5.8 11.1 12.4 18.0 23.8 32.8 30.0 35.0 35.8
Unit g



Appendix 16

Body weight of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

B-4312

Dose (mg/kg) 240
Day of recovery
Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
4007 65.2 111.3 171.9 234.1 296.5 350.9 306.8 438.5 471.8 505.6 440.4
4008 65.2 106.2 176.4 237.8 298.0 353.3 396.1 441.7 464 .8 479.7 414.5
Male 4009 55.6 89.2 142.4 204.3 281.2 317.6 357.2 391.7 411.5 432.2 376.6
4010 62.6 99.6 170.3 243.1 320.4 382.9 449.5 493.9 523.4 548.9 486.3
4011 60.3 96.1 161.6 229.1 295.3 344.2 392.2 431.6 465.4 481.8 421.5
4012 61.0 100.0 166.9 241.3 312.0 377.7 434 .4 470.5 505.7 535.2 474.2
Mean 61.7 100.4 164.8 231.86 297.2 354.4 404 .4 444 .7 473.8 497.2 435.6
S.D. 3.6 7.7 12.1 14.3 20.3 23.8 33.0 35.0 38.8 42.3 40.5
4107 55.4 82.3 126.1 155.1 177.4 200.1 211.5 226.35 229.7 234.1 178.7
4108 62.2 94.7 139.4 166.8 180.9 208.3 229.7 243.4 247.2 262.6 200.4
Female 4109 55.2 92.4 137.1 171.4 196.5 222.8 251.1 266.2 277.5 287.9 232.7
4110 54.0 84.6 126.4 154.6 179.1 205.7 224 .8 236.2 252.5 258.9 204.9
4111 61.6 96.8 155.9 193.0 222.1 240.4 278.7 298.3 314.3 317.8 256.2
4112 62.0 92.5 136.7 172.4 198.3 226.9 246.0 259.6 272.5 284.5 222.5
Mean 58.4 90.6 136.9 168.9 192.4 217.4 240.3 255.0 265.6 274.3 215.9
S.D. 3.9 5.8 10.9 14.1 17.1 15.3 23.7 25.8 29.5 28.9 27.2
Unit e



Appendix 17 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4312

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 a8 42
1007 10 15 19 23 25 26 28 29 30 30 29 30
1008 10 15 18 20 23 25 26 28 29 31 31 31

Male 1009 10 15 20 23 25 27 28 29 31 32 31 34
1010 12 16 21 26 28 30 32 35 37 39 38 39
1011 9 14 18 21 25 27 27 30 32 32 30 32
1012 11 15 18 20 22 24 25 27 27 29 28 29
Mean 10 15 19 22 25 27 28 30 31 32 31 33
S.D. 1 i 1 2 2 2 2 3 3 4 4 4
1107 10 14 16 19 21 21 21 22 23 25 27 28
1108 10 13 17 17 20 21 23 22 22 25 24 23

Female 1109 11 14 17 21 22 23 22 22 23 24 25 25
1110 11 16 18 21 21 22 21 22 24 23 25 25
1111 9 13 17 20 21 20 20 20 20 22 21 22
1112 11 15 19 22 24 26 25 26 25 28 27 27
Mean 10 14 17 20 22 22 22 22 23 25 25 25
S.D. 1 1 1 2 1 2 2 2 2 2 2 2

Cnit : g/rat/day



B-4312

Appendix 18 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Day of recovery

Sex Animal
number 45 49 52 56 59 63
1007 30 32 29 32 29 33
1008 30 31 29 28 25 29

Male 1009 33 35 32 33 30 33
1010 39 40 39 38 36 38
1011 32 32 31 32 31 33
1012 28 29 28 28 28 31
Mean 32 33 31 az 30 33
S.D. 4 4 4 4 4 3
1107 26 30 26 29 25 28
1108 23 23 23 22 19 24

Female 1109 24 25 24 24 22 24
1110 22 26 23 26 24 25
1111 20 23 21 21 19 22
1112 26 28 27 28 24 28
Mean 24 26 24 25 22 25
S.D. 2 3 2 3 3 2

Unit : g/rat/day



Appendix 19 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

B-4312

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
2007 10 16 19 23 26 28 29 29 29 30 31 31
2008 11 13 17 22 26 28 30 31 32 33 31 34

Male 2009 9 14 16 20 24 26 25 26 28 28 30 30
2010 10 14 17 22 24 30 28 29 29 31 31 31
2011 11 15 20 24 27 30 32 34 36 37 36 38
2012 11 13 18 22 26 28 30 33 32 36 36 36
Mean 10 15 18 22 26 28 29 30 31 33 33 33
S.D. 1 1 1 1 1 2 2 3 3 4 3 3
2107 9 13 16 19 20 21 21 22 23 25 23 24
2108 10 16 16 20 23 23 23 24 27 28 30 30

Female 2109 10 14 17 19 22 22 18 20 21 23 22 22
2110 10 14 17 19 20 20 21 21 22 22 22 22
2111 8 13 16 18 20 19 19 20 19 20 19 21
2112 10 14 19 20 20 22 22 22 22 23 22 24
Mean 10 14 17 19 21 21 21 22 22 24 23 24
S.D. 1 1 1 1 1 1 2 2 3 3 4 3

Unit : g/rat/day



B-4312

Appendix 20 Food consumption of new born rats administered orally with 3-Aminopheno!l for 18 days
and followed by a recovery period for 9 wecks

Dose {(mg/kg) : 24

Day of recovery

Sex Animal
number 45 49 52 56 59 63
2007 30 31 29 30 29 32
2008 31 31 31 32 31 30

Male 2009 29 33 32 32 31 34
2010 27 30 30 32 31 31
2011 37 38 37 38 34 37
2012 35 36 35 35 33 35
Mean 32 33 32 33 32 33
S.D. 4 3 3 3 2 3
2107 23 21 24 23 20 26
2108 27 29 28 28 27 30

Female 2109 19 22 22 21 19 23
2110 20 21 21 20 19 21
2111 21 22 21 21 18 20
2112 24 25 24 25 19 26
Mean 22 23 23 23 20 24
S.D. 3 3 3 3 3 4

Unit : g/rat/day



Appendix 21

Food consumption of new born rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

B-4312

Day of rccovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
3007 10 16 19 23 25 27 27 29 31 31 31 33
3008 8 16 19 23 27 29 30 33 32 36 34 36
Male 3009 11 17 21 25 29 30 31 33 33 35 34 35
3010 11 16 19 22 24 27 28 33 33 33 31 33
3011 9 14 18 21 23 26 27 30 31 31 32 32
3012 11 17 20 26 30 32 34 35 37 40 35 39
Mean 10 16 19 23 26 29 30 32 33 34 33 35
S.D. 1 1 1 2 3 2 3 2 2 3 2 3
3107 10 14 16 19 18 18 18 18 18 18 18 18
3108 11 15 17 19 20 21 21 22 23 25 24 26
Female 3109 10 14 18 20 22 23 22 23 24 24 23 25
3110 9 13 16 18 17 19 18 19 19 20 21 21
3111 9 13 17 19 19 20 20 21 21 22 23 24
3112 9 13 16 18 19 19 18 20 19 22 21 22
Mean 10 14 17 19 19 20 20 21 21 22 22 23
S.D. 1 1 1 1 2 2 2 2 2 3 2 3
Unit g/rat/day



B-4312

Appendix 22 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Day of recovery

Sex Animal
number 45 49 52 56 59 63
3007 33 33 34 33 30 32
3008 32 37 35 36 31 35

Male 3009 ’ 34 35 34 36 33 37
3010 33 32 31 32 30 32
3011 30 32 30 31 29 31
3012 38 38 38 38 36 40
Mean 33 35 34 34 32 35
S.D. 3 3 3 3 3 4
3107 15 18 20 17 15 17
3108 24 24 24 24 22 26

Female 3109 23 23 25 24 22 25
3110 22 21 22 20 20 22
3111 23 24 23 25 24 25
3112 21 21 21 21 19 21
Mean 21 22 23 22 20 23
S.D. 3 3 2 3 3 3

Unit : g/rat/day



B-4312

Appendix 23 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and followed hy a recovery period for 9 weeks

Dose {(mg/kg) : 240

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 335 38 42
4007 12 12 21 24 25 26 26 29 30 31 32 33
4008 11 16 20 25 26 27 27 29 30 31 31 30

Male 4009 9 13 16 20 22 25 27 28 29 30 31 31
4010 11 14 19 22 26 29 31 32 33 36 36 37
4011 9 15 18 23 26 28 28 31 30 32 30 32
4012 12 16 19 24 28 29 32 34 35 37 37 39
Mean 11 14 19 23 26 27 29 31 31 33 33 34
S.D. 1 2 2 2 2 2 2 2 2 3 3 4
4107 8 12 15 17 18 18 18 19 19 19 18 20
4108 9 13 15 18 18 19 17 18 21 20 20 21

Female 4109 9 14 17 20 19 20 19 20 22 22 21 23
4110 8 13 15 17 18 18 19 20 20 22 20 22
4111 9 14 17 21 22 23 21 23 23 25 27 27
4112 9 13 15 18 18 20 18 20 21 21 20 20
Mean 9 13 16 19 19 20 19 20 21 22 21 22
S.D. 1 1 1 2 2 2 1 2 1 2 3 3

Unit : g/rat/day



B-4312

Appendix 24 Food consumption of new born rats administered orally with 3-Aminophenol for 18 days
and fellowed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Day of recovery

Sex Animal
number 45 49 52 56 59 63
4007 30 34 34 32 30 36
4008 29 31 29 30 28 32

Male 4009 31 31 30 31 28 31
4010 34 37 34 35 32 35
4011 30 32 31 32 29 32
4012 35 36 37 37 32 38
Mean 32 34 33 33 30 34
S.D. 2 3 3 3 2 3
4107 18 19 17 18 16 19
4108 20 21 20 21 20 22

Female 4109 22 23 20 23 21 23
4110 21 21 22 22 19 23
4111 22 26 28 29 25 27
4112 19 20 21 20 20 21
Mean 20 22 21 22 20 23
S.D. 2 3 3 4 3 3

Unit : g/rat/day



Appendix 25

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4312

External differentiation of new born rats administered orally with 3-Aminophenol for 18 days

Sex

Appearance of LEruption of Opening of Opening of
abdominal hair lower incisor eyelid vagina

Cleavage of the
balanopreputial gland

Animal

number 7 11 11 14 " 14 35 42

—
-3

42 49 a)

Male

1001 -
1002 -
1003 -
1004 -
1005 -
1008 -
1007 -
1008 -

E o S S S S S SR A
P T A T T T T
I S B T T A
F I I A I
R

A
o+ o+ o+ o+ o+

Total 0 /12 12 /12 12 /12 12 /12 12 /12 12 /12
% 0.0 100.0 100.0 100.0 100.0 100.0

6/ 6 6/ 6
100.0 100.0

Female

1101 -
1102 -
1103 -
1104 -
1105 -
1106 -
1107 -
1108 -
1109 -
1110 -
1111 -
1112 -

PR TR I B T T

R
R A
E R T T R T S S S
I

+ +

Total 0 /12 12 /12 11 /12 12 /12 11 /12 12

~
s
n
o2
~
13
o
~

% 0.0 100.0 91.7 100.0 91.7 100.0 100.0 100.

a): Day after birth
+ : Differentiated
- : Not differentiated

Total

Number of pups differentiated / Number of pups observed



Appendix 26

and followed by a reccovery period for 9 weeks

Dose (mg/kg) : 24

B-4312

External differentiatlon of new born rats administered orally with 3-Aminophenol for 18 days

Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number T 11 11 14 14 17 35 42 42 49 a)
2001 - + + + + +
2002 - + + + + +
2003 - + + + + +
2004 - + + + + +
2005 - + + + + +
2006 - + + + + +
2007 - + + + - + + +
Male 2008 - + + + + + + +
2009 - + + + + 4 + +
2010 - + + + + + + +
2011 - + + + + + + +
2012 - + + + + + + +
Total 0 /12 12 /12 12 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 100.0 100.0 91.7 100.0 100.0 100.0
2101 - + + + + +
2102 -~ + + + + +
2103 - + + + + .
2104 - + + + + +
2105 - + + + + +
2106 - + + + + +
2107 - + + + + + + +
Female 2108 - + + + + + + +
2109 - + + + + + + +
2110 - + + + + + + +
2111 - + + + + + + +
2112 - + + + + + + +
Total 0 /12 12 /12 12 /12 12 /12 12 /12 12 /12 6/ 6 6 /
% 0.0 100.0 100.0 100.0 100.0 100.0 100.0 100

a): Day after birth
+ : Differentiated
- : Not diffcrentiated

Total

Number of pups differentiated / Number of pups observed



Appendix 27

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

B-4312

External differentiation of new born rats administered orally with 3-Aminophenol for 18 days

Sex

Appearance of Eruption of Opening of Opening of
abdominal hair lower incisor eyelid vagina

Cleavage of the
balanopreputial gland

Animal

number 7 11 11 14 14 35 42

-
-3

42 49 a)

Male

3001 -
3002 -
3003 -
3004 -
3005 -
3006 -
3007 -
3008 -
3009 -
3010 -
3011 -
3012 -

"

I T T T A O T

EE S T T S S A

L I S T T S
R

L O I A T S

+ o+ o+ 4

~
-
[~

Total 0 /12 12 /12 12 /12 12 /12 11 /12 12
% 0.0 100.0 100.0 100.0 .7

e}
—
—
o
<
(=)

Female

3101 -
3102 -
3103 -
3104 -
3103 -
3106 -
3107 -
3108 -
3109 ' -
3110 -
3111 -
3112 -

D R T I T T S A
I
B R E 2K I T T S
EE T T S S G
I N T T N S

)+t
o Y

~
iy
[ ]

Total 0 /12 12 11 /12 12 /12 12 /12 12 /12 5/ 86 6 /
% 0.0 100.0 91.7 100.0 100.0 100.0 83.3 0

a): Day after birth
+ : Differentiated
- : Not differentiated

Total

Number of pups differentiated / Number of pups observed



Appendix 28

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

B-4312

External differentiation of new born rats administered orally with 3-Aminophenol for 18 days

Sex

Appearance of Eruption of Opening of Opening of
abdominal hair lower incisor cyelid vagina

Cleavage of the
balanopreputial gland

Animal

number 7 11 11 14 14 35 42

=
=

42 49 a)

Male

4001 -
4002 -
4003 -
4004 -
4005 -
4006 -
4007 -
4008 -
4009 -
4010 -
4011 -
4012 -

s
B H S
R
B I T
T

o otk

Total 0 /12 12 /12 11 /12 12 /12 12 /12 12
% 0.0 100.0 91.7 100.0 100.0

-
o

[l
b
Y

Female

4101 -
4102 -
4103 -
4104 -
4105 -
4106 -
4107 -
4108 -
4109 -
4110 -
4111 -
4112 -

P T T TR T,
O A T I S N S
FE S T T S S A,
F O e
R A I I

Total 0 /12 12 /712 11 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 91.7 100.0 100.0 100.0 100.0 100.0

a): Day after birth
+ : Differentiated
- : Not differentiated

Total

Number of pups differentiated / Number of pups observed



B-4312

Appendix 29 Functional examination of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Sex Animal Pupiilary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
1001 + + + + +
1002 + + + + +
1003 + + + + +
1004 + + + + +
1005 + + + + -
1006 + + + + +
1007 + + + + +
Male 1008 + * + + -
1009 + + + + +
1010 + + + + +
1011 + + + + +
1012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
1101 + + + + +
1102 + + + + +
1103 + + + + +
1104 + + + + +
1105 + + + + +
11086 + + + + +
1107 + + + + +
Female 1108 + + + + +
1109 + + + + +
1110 + + + + +
1111 + + + + +
1112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- : Abnormal response
Total : Number of pups with normal response / Number of pups examined



B-4312

Appendix 30 Functional examination of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex

2001
2002
2003
2004
2005
2006
2007
Male 2008
2009
2010
2011
2012

I I A A
L A T I
R
EE T A I I )
I

12 12

~
—
[ &)

Total 12 /12 12 12

% 100.0 100.0

\\
—
B
~

o
[
~

S
[

=
<
I3
=}
=
=
S-
<
[
o
<
<

2101
2102
2103
2104
2105
2106
2107
Female 2108
2109
2110
2111
2112

L
E O S S S A A S S
A A I A A I I
L N R I I
LR S S S S U VA U

Total 12 12 12 12 /12 12
% 100.0 100.0 100.0 100.0 100.0

~
-
%
~
[
[
~
i
[\~
~
iy
)

+ : Normal response
- : Abnormal response
Total : Number of pups with normal response / Numbcer of pups examined



B-4312

Appendix 31 Functional examination of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex refliex reflex
3001 + + + + +
3002 + + + + +
3003 + + + + +
3004 + + + + +
3005 + + + - +
3006 + + + + +
3007 + + + + +
Male 3008 + + + + +
3009 + + + + +
3010 + + + + -
3011 + + + + +
3012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
3101 + + + + -
3102 + + + + +
3103 + + + + +
3104 + + + + +
3105 + + + + +
3106 + + + + +
3107 + + + + +
Female 3108 + + + + +
3109 + + + + +
3110 + + * + +
3111 + + + + +
3112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- : Abnormal response
Total : Number of pups with normal response / Number of pups examined



B-4312

Appendix 32 Functional examination of nmew born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
4001 + + + + +
4002 + + + + +
4003 + + + + +
4004 + + + + +
4005 + + + + +
4008 + + + + +
4007 + + + + +
Male 4008 + + + + -
4009 + + + + +
4010 + + + + +-
4011 + + + + +
4012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
4101 + + + + +
4102 + + * + +
4103 + + + + +
4104 + + + + +
4105 + + + + +
4108 + + + + +
4107 + + + + +
Female 4108 * + + + +
4109 + + + + +
4110 + + + + +
4111 + + + + +
4112 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0

+ : Normal response
- : Abnormal response
Total : Number of pups with normal response / Number of pups examined



Appendix 33 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and foliowed hy a recovery period for 9 weeks

Dose (mg/kg) : 0

B-4312

1) 2) 3) 4) 5) 6) )

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin linogen

1007 8.5 + - - - - +- Y

1008 9.0 + - - - - - Y
Male 1009 8.5 ++ +- - - - + Y

1010 8.5 + - - - - += Y

1011 8.5 + - - - - + Y

1012 8.5 +— - - +- - - Y

1107 8.0 - - - - - = Y

1108 8.0 +- - - - - +- Y
Female 1109 8.5 +- - - - - +- Y

1110 8.0 + - - - - - Y

1111 8.5 - - - - - - Y

1112 6.0 + - - - - - Y
i) - 0 -~ 5 mg/dL +- 1 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL o 250 - 400 mg/dL LR >400 mg/dL
2) - 0 mg/dL +- 1 5 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL 44 60 - 80 mg/dL ot >80 mg/dlL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL +++ ; 300 - 500 mg/dL St 21000 mg/dL
4) - 0 mg/dL +- : 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL +++ 1 21.0 mg/dL
5) - : 0 mg/dL +- : 0.2 mg/dL + 0.5 - 1.0 mg/dl + 2.0 - 4.0 mg/dL 4 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dl. + : 2.0 - 3.0 mg/dL.  ++ 4.0 - 6.0 mg/dL  +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7) LY Light yellow Y : Yellow DY Dark yellow



Appendix 34

Urinalysis of new born rats administered orally with

and followed by a recovery period for 9 weeks

Dose (mg/kg)

0

3-Aminophenol for 18 days

B-4312

Sex

URINE SEDIMENT

Animal
number RBC WBC

CRYSTALLIZATION

PS

Cco

Male

1007 - -
1008 - -
1009 - -
1010 - -
1011 - -
1012 - -

Female

1107 - -
1108 - -
1109 - -
1110 - -
1111 - -
1112 - -

SEC
SREC
rs
Cco

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salts

Calcium Oxalate

‘-

++
+4++

Negative
Slight
Mild
Moderate
Severe



Appendix 35

Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for § weeks

Dose (mg/kg) : 0

B-4312

Urine Osmolality
Sex Animal volume
number nL/24hrs mOsm/kg
1007 10.9 2184
1008 17.1 1434
1009 7.7 2300
1010 18.4 2088
Male 1011 10.5 2310
1012 11.9 1760
Mean 12.8 2013
S.D. 4.1 348
1107 11.1 1952
1108 14.8 1164
1109 7.1 1946
1110 11.6 1984
Female 1111 9.7 1842
1112 4.3 2190
Mean 9.8 1846
S.D. 3.7 353




Appendix 36 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 wecks

Dose {(mg/kg) : 24

B-4312

1) 2) 3) 4) 5) 8) T)

Sex Animal pH Pro- Ketone Glu- Oceult Bili- Urobi- Color

number tein body cose blood rubin linogen

2007 8.5 +- - - - - += Y

2008 8.5 4+ - - +4+ - +- Y
Male 2009 9.0 ++ +- - - - - Y

2010 9.0 + - - - - += Y

2011 8.0 + - - - - + - Y

2012 8.5 + - - - - +- Y

2107 8.0 - - - - - - Y

2108 8.0 +~ - - - - - Y
Female 2109 8.5 *- - - + - - Y

2110 8.5 ++ +- - - + Y

2111 7.0 + - - - - = Y

2112 8.0 +- - - - - +- Y
1) - 0 - 5 mg/dL - 10 - 20 mg/dL + 30 - 70 mg/dL 4 100 - 200 mg/dlL e 250 - 400 mg/dL St >400 mg/dL
2) - 0 mg/dL +- 53 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL +++ 860 - 80 mg/dL +4 >80 mg/dL
3) - 0 - 10 mg/dL +- 30 -~ 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL LR 300 - 500 mg/dL et 21000 mg/dL
4) - 0 mg/dL L 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL o 21.0 mg/dL
5) - 0 mg/dL +- 0.2 mg/dL + 0.5 -~ 1.0 mg/dL ++ 2.0 - 4.0 mg/dL +++ 6.0 - 10.0 mg/dl. ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dl.  + 2.0 - 3.0 mg/dl,  ++ 4.0 - 8.0 mg/dL +++ 8.0 - 12.0 mg/dL  ++++ >12.0 mg/dL
7) LY Light yellow Y Yellow DY Dark yellow



B-4312

Appendix 37 Urinalysis of new born rats administered orally with 3-Aminophencl for 18 days
and followed by a recovery period for 9 weeks

hose (mg/kg) : 24

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC Cast PS CcOo
2007 - - +- - - +- -
2008 4+ - +- - - +- -

Male 2009 - - +- - - - -
2010 - - +- - - - B
2011 - - +— - - + -
2012 - - +- - - +- -
2107 - - +- - - - -
2108 - - += - - - -

Female 2109 - - +- - - - -
2110 - - - - - - -
2111 - - +- - - +- -
2112 - - += - - +- -

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- : Slight

PS : Phosphate Salts + : Mild

Co : Calcium Oxalate ++ : Moderate

+++ : Severc



-B-4312

Appendix 38 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
2007 11.6 2198
2008 10.0 1934
2009 5.8 2210
2010 6.3 2022

Male 2011 22.0 1488
2012 15.8 1544
Mean 11.9 1899
S.D. 6.2 315
2107 19.2 374
2108 16.7 1088
23109 7.5 1638
2110 3.3 2164

Female 2111 6.1 1778
2112 7.4 2054
Mean 10.0 1518
S$.D. 6.4 675




Appendix 39

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

1) 2) 4) 5) 6) 7)

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin 1linogen

3007 8.5 + - - - +- Y

3008 8.5 += - - - +- Y
Male 3009 8.5 +- - - - +- Y

3010 8.5 + - - - = Y

3011 8.5 +- - + - +- Y

3012 8.5 + +- - - += Y

3107 6.0 + + .- - +— Y

3108 8.5 - - - - += Y
Female 3109 7.0 - - - Y

3110 8.5 + - - - - +- Y

3111 8.5 +- - - - +- Y

3112 7.5 - - - - ,o Y
1) - 0 - 5 mg/dL +- 10 - 20 mg/dL + 30 - 70 wmg/dL ++ 100 - 200 mg/dL 4+ 250 - 400 mg/dL 4 >400 mg/dL
2} - 0 mg/dL +- 5 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL R 60 - 80 mg/dL e+t >80 mg/dL
3) - 0 - 10 mg/dL +- 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL o+t 300 - 500 mg/dL +4 4+ 21000 mg/dL
4) - : 0 mg/dL +- : 0.03 mg/dL + 1 0.068 - 0.1 mg/dL  ++ : 0.2 - 0.5 mg/dL +++ 1 21.0 mg/dL
5) - 0 mg/dL +— 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL 4 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
G) +- 0.2 - 1.0 mg/dL + 2.0 - 3.0 mg/dL  ++ : 4.0 - 6.0 mg/dL +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7y LY l.ight yellow Y Yellow DY Dark yellow



Appendix 40

and followed by a recovery period for 9 weeks

Dose (mg/kg)

80

Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Sex

URINE SEDIMENT

Animal
number RBC WBC

Cast.

CRYSTALLIZATION

PS

co

Male

3007 - -
3008 - -
3009 - -
3010 - -
3011 - -
3012 - -

Femate

3107 - -
3108 - -
3109 - -
3110 - -
3111 - -
3112 - -

SEC
SREC
PS
Cco

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salits

Calcium Oxalate

et

Negative
Slight
Mild
Moderate
Severe



B-4312

Appendix 41 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Urine Osmolality

Sex Animal volume
number, mlL/24hrs mOsm/kg
3007 8.3 2046
3008 14.7 1958
3000 18.8 1718
3010 17.0 1444

Male 3011 17.5 1540
3012 16.5 1682
Mean 15.5 1728
S.D. 3.8 234
3107 1.8 2458
3108 8.6 1660
3109 14.5 1226
3110 7.9 1934

Female 3111 6.9 1672
3112 5.6 1912
Mean 7.6 1810
S.D. 4.2 407




Appendix 42

and followed by a recovery period for 9 weeks

Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240
1) 2) 4) 5) 8) 7)

Sex Animal pH Pro- Ketone Glu- Occult Bili- Urobi- Color

number tein body cose blood rubin 1linogen

4007 8.5 + - - += Y

4008 8.5 = - - +- Y
Male 4009 8.5 + - - - + - Y

4010 8.3 + - - - +- Y

4011 8.5 + - - - + - Y

4012 8.0 + - - - +- Y

4107 8.5 +- - - - += Y

4108 8.5 + - - - + Y
Female 4109 9.0 += - - - +- Y

4110 8.0 - - - - +- Y

4111 8.0 +- - - - +- Y

4112 7.0 - - - - +- Y
1) - 0 - 5 mg/dL +- 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL +++ 250 - 400 mg/dL Lttt >400 mg/dL
2) - 0 mg/dL +- 5 mg/dL + 10 - 20 mg/dL -+ 30 - 45 mg/dL -4+ 60 - 80 mg/dL 4kt >80 mg/dL
3) - 0 - 10 mg/dL - 30 - 50 mg/dL + 70 - 100 mg/dL -+ 150 - 200 mg/dL b 300 - 500 mg/dL e+t 21000 mg/dL
4) - 0 mg/dL +- 0.03 mg/dL - 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL ot 21.0 mg/dL
5) - 0 mg/dL - 0.2 mg/dL + 0.5 - 1.0 mg/dL + 2.0 - 4.0 mg/dL okt 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6} +- 0.2 - 1.0 mg/dL + 2.0 - 3.0 mg/dL ++ 4.0 - 6.0 mg/dL  +++ 8.0 - 12.0 mg/dL ++++ >12.0 mg/dL
7) LY Light yellow Y : Yellow DY Dark yellow



B-4312

Appendix 43 Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

URINE SEDTMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC Cast PS co
4007 - - - - - - -
4008 - - +- - - - -

Male 4009 - - - - - +- -
4010 - - - - - + -
4011 - - - - - . -
4012 - - +- - - - -
4107 - - - - - .- -
4108 - - - - - + -

Female 4109 - - = - - - -
4110 - - + - - - -
4111 - - += - - - -
4112 - - +- - - - _

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +~ @ Slight

PS : Phosphate Salts + : Mild

co : Calcium Oxalate ++ : Moderate

+++ ! Severe



Appendix 44

Urinalysis of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (ng/kg) : 240

B-4312

Urine Osmolality
Sex Animal volume
number mL/24hrs mOsm/kg
4007 13.5 1502
4008 15.4 1458
4009 14.0 1586
4010 17.4 1618
Male 4011 19.5 1446
4012 21.5 1422
Mean 16.9 1505
S.D. 3.2 80
4107 12.8 1338
4108 12.3 1602
4109 6.7 1918
4110 6.9 1648
Female 4111 9.9 2338
4112 9.6 1744
Mean 9.7 1764
S.D. 2.6 339




B-4312

Appendix 45 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days

Dosc (mg/kg) : O

RBC HEb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X10YpL g/dr. % 1. pg % % X1O0Y KL

1001 484 9.7 31 64.0 20.0 31.2 20.1 111.2

1002 481 9.3 29 59.3 19.3 32.5 15.2 111.2

Male 1003 453 9.2 29 64.2 20.3 31.6 19.2 103.3
1004 421 8.9 27 64.8 21.2 32.8 18.2 87.4

1005 427 8.9 27 64.2 20.8 32.4 19.2 112.1

1008 497 9.3 29 58.9 18.8 31.9 16.1 112.7

Mean 461 9 29 62.8 20 32.1 18.0 106.3

S.D. 32 3 2 2.7 0.9 0.6 1.9 9.9

1101 501 10.7 34 68.5 21.5 31.3 21.9 98.5

1102 502 10.8 33 66.6 21.6 32.4 17.7 106.7

Female 1103 516 9.9 32 61.3 19.2 31.3 14.9 146.6
1104 526 10.4 33 61.8 19.8 32.0 16.9 104.4

1105 526 10.8 34 64.4 20.4 31.7 16.4 87.1

1108 503 10.86 33 65,2 21.1 32.3 19.1 112.8

Mean 512 10.5 33 64.6 20.8 31.8 17.8 109 .4

S.D. 12 0.3 1 2.8 1.0 0.5 2.4 20.2




Appendix 46

Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg)

0

B-4312

WBC Differential leukocyte counts (%)

Sex Animal
numnber X107 L Lymph. Stab Seg. Eosino. Baso. Mono. Others
1001 58 94.5 0.5 5.0 0.0 0.0 0.0 0.0
1002 38 85.5 0.5 13.5 0.0 0.0 0.5 0.0

Male 1003 48 85.5 0.5 13.0 0.0 0.0 1.0 0.0
1004 38 88.0 0.5 10.3 0.0 0.0 1.0 0.0
1005 52 83.0 1.5 14.5 0.0 0.0 1.0 0.0
1006 32 87.0 0.0 12.0 1.0 0.0 0.0 0.0
Mean 44 87.3 0.6 11. 0.2 0.0 0. 0.0
S.D. 10 3.9 0.5 3. 0.4 0.0 0. 0.0
1101 48 96.5 0.5 2.5 0.5 0.0 0.0 0.0
1102 41 90.5 0.5 7.5 0.5 0.0 1.0 0.0

Female 1103 58 81.5 0.5 17.0 0.0 0.0 1.0 0.0
1104 38 92.0 0.0 7.5 0.0 0.0 0.5 0.0
1105 45 88.5 2.5 8.0 0.5 0.0 0.5 0.0
1106 24 93.0 0.5 6.5 0.0 0.0 0.0 0.0
Mean 42 90.3 0.8 8.2 0.3 0.0 0.5 0.0
S.D. 11 5.1 0.9 4.8 0.3 0.0 0.4 0.0




B-4312

Appendix 47 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number K10, g/dL % 1. pE % % X10Y L.

2001 431 9.0 28 64.4 20.9 32.5 14.8 95.1

2002 471 10.3 31 65.9 22.0 33.4 20.5 95.4

Male 2003 482 9.6 30 62.2 20.0 32.2 19.3 115.8
2004 441 9.6 29 66.2 21.8 32.9 23.4 113.4

2005 500 9.3 30 59.7 18.6 31.3 19.7 126.3

2006 533 10.0 31 58.8 18.8 32.0 17.9 111.6

Mean 476 9.6 30 62. 20.4 32.4 19.3 109.6

S.D. as 0.5 1 3.2 1.5 0.7 2 12.2

2101 476 10.2 31 65.8 21.5 32.7 19.6 92.7

2102 473 10.1 31 66.1 21.4 32.3 17.8 101.5

Female 2103 530 10.2 32 680.4 19.3 31.9 19.7 100.9
2104 512 10.3 32 62.7 20.2 32.3 20.5 107.5

2105 526 9.6 31 58.9 18.2 31.0 18.2 120.6

2106 490 11.2 34 70.3 22.8 32.4 16.7 92.4

Vean 501 10.3 32 64.0 20.6 32.1 18.8 102.6

S.D. 25 0.5 1 4.2 1.7 0.6 1.4 10.5




B-4312

Appendix 48 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

WBC Differential leukocyte counts (%)

Sex Animal
number ¥10¥4#L  Lymph. Stab Seg. Eosino. Baso. Mono. Others
2001 41 92.5 1.0 8.5 0.0 0.0 0.0 0.0
2002 36 91.5 0.0 8.0 0.0 0.0 0.5 0.0

Male 2003 40 89.5 0.5 10.0 0.0 0.0 0.0 0.0
2004 45 90.5 0.0 8.0 0.0 0.0 1.5 0.0
2005 50 83.5 1.0 15.5 0.0 0.0 a.0 0.0
2006 43 91.5 0.0 8.0 0.0 0.0 0.5 0.0
Mean 43 89.8 0. 9.3 0.0 0.0 0.4 0.0
S.D. 5 3.3 0.5 3.2 0.0 0 0.6 Q
2101 43 94.0 0.5 5.0 0.5 0.0 0.0 0.0
2102 35 94.0 0.5 5.0 0.0 0.0 0.5 0.0

Female 2103 33 91.5 0.5 7.0 0.0 0.0 1.0 0.0
2104 41 92.5 0.0 6.5 0.0 0.0 1.0 0.0
2105 46 95.0 0.0 4.5 0.5 0.0 0.0 0.0
2106 36 93.5 0.0 6.5 0.0 0.0 0.0 0.0
Mean 39 93.4 0.3 5.8 0.2 0.0 0.4 0.0
S.D. 5 1.2 0.3 1.0 0.3 0.0 0.5 0.0




B-4312

Appendix 49 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

RBC Hb Ht MCV MCH MCHC Reticu-  Plate-

Sex Animal locyte let
number X10Y 4L g/dL % fL PE % % K10V ML

3001 484 9.9 30 62.4 20.4 32.8 19.2 96.1

3002 482 10.0 30 62.9 20.8 33.1 19.0 104.1

Male 3003 508 9.3 30 59.2 18.3 30.9 20.4 111.4
3004 494 10.3 31 63.1 20.8 33.0 19.2 112.2

3005 485 8.4 27 56.2 17.4 31.0 21.1 126.7

3006 534 10.7 34 62.9 20.1 31.8 22.0 120.2

Vean 498 9.8 30 61.1 19.6 32.1 20.2 111.8

S.D. 20 0.8 2 2.8 1.4 1.0 1.2 10.9

3101 525 9.8 31 58.5 18.7 32.0 16.5 124.0

3102 538 10.8 34 62.6 20.1 32.0 20.3 119.1

Femalc 3103 519 9.6 31 58.9 18.4 31.3 21.2 125.2
3104 518 10.3 32 62.7 20.0 31.9 19.1 108.2

3105 513 9.9 31 61.2 19.4 31.7 16.9 112.0

3106 511 10.3 31 60.3 20.2 33.5 15.1 93.0

Mean 521 10.1 32 60.7 19.5 32.1 18.2 113.6

S.D. 10 0.4 1 1.8 0.8 0.8 2.4 12.1




Appendix b0

Hematological findings of new born rats administered orally with 3-Aminopherol for 18 days

B-4312

Dosc (mg/kg) 80
WBC Differential leukocyte counts (%)
Sex Animal
numbher X10%ul, Lymph. Stab Seg. Fosino. Baso. Mono. Others
3001 13 92.0 0.0 7.0 0.5 0.0 0.5 0.0
3002 34 89.5 0.0 10.0 0.0 0.0 0.5 0.0
Male 3003 88 83.5 2.5 12.5 0.0 0.0 1.5 0.0
3004 31 94.0 0.0 5.0 0.0 0.0 1.0 0.0
3005 64 78.0 4.0 17.5 0.0 0.0 0.5 0.0
3006 39 94.5 0.0 5.5 0.0 0.0 0.0 0.0
Mean 45 88.6 .1 2.6 0.1 0.0 0.7 0.0
$.D. 27 6.6 T 4.8 0.2 0.0 0.5 0.0
3101 34 93.0 0.0 6.0 0.5 0.0 0.5 0.0
3102 30 96.0 0.5 3.5 0.0 0.0 0.0 0.0
Female 3103 45 96.5 0.0 2.0 0.0 0.0 1.5 0.0
3104 30 92.0 0.0 7.0 0.5 0.0 0.5 0.0
3105 21 88.5 0.0 11.0 0.0 0.0 0.5 0.0
3106 28 96.5 0.0 3.5 0.0 0.0 0.0 0.0
Mean 31 93.8 0.1 5.5 0.2 0.0 0.5 0.0
S.D. 8 3.2 0.2 3.3 0.3 0.0 0.5 0.0




B-4312

Appendix 51 Hematological findings of new born rats administered orally with 3-Aminophencl for 18 days

Dose (mg/kg) : 240

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number ¥10Y 4L g/dL % fL PE % % X107#L

4001 468 9.4 29 82.7 20.1 32.1 21.1 109.3

4002 472 10.6 31 66.7 22.5 33.7 18.8 101.5

Male 4003 470 9.3 29 62.0 19.8 32.0 17.4 98.2
4004 443 10.2 31 T0.7 23.1 32.6 23.5 105.7

4005 481 9.6 29 60.9 20.0 32.8 25.3 117.8

4006 483 11.0 34 69.7 22.8 32.8 24.3 94.3

Mean 470 10.0 31 65.5 21.4 32.7 21.7 104.5

S.D. 14 0.7 2 4.2 1.6 0.6 3.2 8.4

4101 513 11.3 34 66.8 22.0 2.9 18.2 99.6

4102 463 10.3 32 68.2 22.2 32.86 20.0 103.0

Female 4103 468 9.5 29 82.7 20.4 32.5 14.3 103.1
4104 499 10.3 33 665.2 20.6 31.6 20.4 104.8

4105 487 8.9 28 58.0 18.2 31.3 19.3 124.7

4106 493 10.9 33 87.7 22.0 32.5 20.5 108.2

Mean 487 10.2 32 64.8 20.9 32.2 18.8 107.2

S.D. 19 0.9 2 3.9 1.5 0.6 2.4 2.0




B-4312

Appendix 52 Hematological findings of new born rats administered orally with 3-Amincphenol for 18 days

Dose (mg/kg) : 240

WBC Differential leukocyte counts (%)

Sex Animal -
number X107 ML Lymph. Stab Scg. Eosino. Baso. Mono. Others
4001 48 87.5 0.0 12.0 0.0 0.0 0.5 0.0
4002 38 83.5 0.0 16.5 0.0 0.0 0.0 0.0

Male 4003 56 88.5 0.0 10.0 0.5 0.0 1.0 0.0
4004 48 94.0 0.0 5.5 0.5 0.0 0.0 0.0
4005 57 93.5 0.5 5.5 0.0 0.0 0.5 0.0
4006 48 84.5 0.5 15.0 0.0 0.0 0.0 0.0
Mean 49 88.8 0.2 10.8 0.2 0.0 0.3 0.0
S.D. 7 4.4 0.3 4 0.3 0.0 0.4 0.0
4101 21 93.5 0.0 6.5 0.0 0.0 0.0 0.0
4102 21 91.5 1.0 7.0 0.0 0.0 0.5 0.0

Female 4103 31 86.5 0.0 12.0 0.5 0.0 1.0 0.0
4104 40 94.5 0.5 5.0 0.0 0.0 0.0 0.0
4105 30 92.0 0.5 7.5 0.0 0.0 0.0 0.0
4108 44 92.5 0.0 7.0 0.0 0.0 0.5 0.0
Mean 31 91.8 0.3 7.5 0.1 0.0 0.3 0.0
S.D. g9 2.8 0.4 2. 0.0 0.4 0.0




Appendix 353

Dose (mg/kg)

Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

B-4312

RBC Hb Ht MCV MCH MCHC Reticu-  Plate- PT APTT
Sex Animal locyte let
number X10Y41L g/dL % fL g % % K10V KL s s
1007 816 15.4 45 54.5 18.8 34.4 2.1 6.4 13.6 15.8
1008 876 16.1 48 54.6 18.4 33.8 2.0 111.5 16.0 19.5
Male 1009 870 16.7 49 56.5 19.2 33.9 2.1 94.0 14.3 18.3
1010 812 15.3 46 56.6 18.8 33.2 2.5 93.0 15.8 19.3
1011 836 16.4 48 57.0 19.6 34.4 2.0 89.0 13.9 16.3
1012 859 16.2 48 56.1 18.8 33.6 1.9 95.5 15.86 17.5
Mean 845 16.0 47 55.9 18.9 33.9 .1 96.7 14.9 17.8
S.D. 28 0.6 2 1.1 0.4 0.5 2 7.7 1.1 1.5
1107 795 15.6 46 58.2 19.6 33.7 2.4 76.2 13.1 15.2
1108 782 15.3 46 58.4 19.5 33.4 1.8 85.6 13.6 14.9
Female 1109 819 15.7 47 57.0 19.2 33.7 2.0 106.7 13.4 16.1
1110 805 15.7 46 57.6 19.6 34.0 2.5 93.3 13.7 14.5
1111 831 15.2 46 55.0 18.2 33.2 2.2 92.5 12.9 14.8
1112 777 15.7 47 59.9 20.3 33.9 2.0 91.2 13.4 13.5
Mean 802 15.5 46 57.7 19.4 33.7 2.2 90.9 13.4 14.8
S.D. 21 0.2 1 1.6 0.7 0. 0.3 10.0 0.3 0.9




B-4312

Appendix 54 llematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

WBC Differential leukocyte counts (%)

Sex Animal ~
number ¥10%uL Lymph. Stab Seg. Eosino. Baso. Mono. Others
1007 101 84.5 0.5 14.5 0.5 0.0 .0 0.0
1008 115 90.0 0.0 8.5 1.0 0.0 .3 0.0

Male 1009 89 88.0 0.0 10.5 0.5 0.0 1.0 0.0
1010 100 81.5 1.0 15.0 1.5 0.0 1.0 0.0
1011 1086 85.0 0.5 12.5 2.0 0.0 0.0 0.0
1012 99 82.5 0.0 16.5 0.5 0.0 0.5 0.0
Mean 102 85.3 .3 12.9 1.0 0.0 0.5 0.0
S.D. 9 3.2 0.4 3.0 0.6 0. .4 0.0
1107 71 83.0 1.0 16.0 0.0 0.0 0.0 0.0
1108 66 88.5 0.0 9.5 2.0 Q.0 0.0 0.0

Female 1109 73 90.5 0.0 6.5 2.5 0.0 0.5 0.0
1110 67 89.5 0.0 8.5 1.5 0.0 0.5 0.0
1111 38 87.5 0.0 11.0 1.0 0.0 0.5 0.0
1112 86 83.5 0.0 14.5 2.0 0.0 0.0 0.0
Mean 67 87.1 0.2 i1.0 1.5 0.0 0.3 0.0
S.D. 16 3.1 0.4 3.6 0. 0.0 0.3 0




Appendix 55

Hemarological findings of new born rats administered crally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

B-4312

RBC Hb Ht MCv MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10% pL g/dL % fL pg % % ¥10YmL s 3
2007 835 15.8 48 56.9 18.9 33.2 2.6 107.2 14.6 17.4
2008 810 16.1 46 57.3 19.8 34.5 1.4 76.9 16.1 13.9
Male 2009 865 16.2 48 55.3 18.7 33.9 1.8 92.6 13.4 15.4
2010 812 16.0 48 58.8 19.7 33.4 1.8 87.8 14.4 15.0
2011 803 16.0 47 59.0 19.9 33.8 1.9 77.6 16.3 17.1
2012 817 15.7 47 57.3 19.2 33.5 2.1 92.2 13.7 16.4
Mean 824 16.0 47 57.4 19.4 33.7 1.9 89.1 14.8 15.9
S.D. 23 0.2 1 1.4 0.5 0 0.4 11.2 1.2 1.3
2107 844 15.7 16 54.3 18.6 34.3 2.2 109.5 13.9 16.7
2108 808 15.3 46 57.4 18.9 33.0 2.1 96.8 13.4 14.5
Female 2109 848 16.2 49 57.2 19.2 33.85 2.4 92.3 13.5 15.1
2110 800 16.1 47 58.8 20.1 34.1 1.8 98.3 13.3 15.9
2111 862 16.7 50 57.9 19.3 33.4 2.2 109.2 14.5 15.7
2112 780 15.2 45 57.9 19.5 33.6 1.7 84.7 13.2 15.3
Mean 824 15.9 47 57.3 19.8 33.7 2.1 98.5 13.6 15.5
5.D. 32 0.8 2 1.5 0.5 0.5 0.3 9.7 0.5 0.8




B-4312

Appendix 56 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period Tor 9 weeks

Dose (mg/kg) : 24

WBC Differential leukoceyte counts (%)

Sex Animal
number X10% /1L Lymph. Stab Seg. Eosino. Baso. Mono. Others
2007 135 92.0 0.0 7.5 0.0 0.0 0.5 0.0
2008 76 86.5 0.0 10.5 2.0 0.0 1.0 0.0

Male 2009 72 92.0 0.0 6.5 1.5 0.0 0.0 0.0
2010 99 82.5 0.5 15.5 1.0 0.0 0.5 0.0
2011 84 81.0 0.5 17.5 0.5 0.0 0.5 0.0
2012 112 86.0 0.0 12.5 0.5 0.0 1.0 0.0
Mean 96 86.7 .2 11.7 0.9 0.0 0.6 0.0
S.D. 24 4.6 0.3 4.4 0.7 0.0 0.4 0.0
2107 107 87.0 0.0 10.5 2.0 0.0 0.5 0.0
2108 88 93.0 0.0 7.0 0.0 0.0 Q.0 0.0

Female 2109 85 88.5 0.0 11.0 0.5 0.0 0.0 0.0
2110 1056 60.0 1.5 38.0 Q.0 0.0 0.5 0.0
2111 T4 85.5 1.0 12.5 0.5 0.0 0.5 0.0
2112 72 87.5 0.5 11.5 0.0 0.0 0.5 0.0
Mean 89 83.6 0.3 15.1 0.5 0.0 0.3 0.0
S.D. 15 11.8 0.6 11.4 0.8 0.0 .3 0.0




Appendix 57

and followed by a recovery period for 9 weeks

Hematological findings of new born rats administered orally with 3-Aminophencl for 18 days

B-4312

Dose (mg/kg) 80

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT

Sex Animal locyte let
number X10% 1L g/dL % L pE % % K104l s s
3007 841 16.8 50 58.8 20.0 33.9 2.1 106.1 15.9 15.5
3008 874 16.8 49 56.4 19.2 34.0 1.5 97.4 14.8 17.4
Male 3009 837 16.4 48 57.7 19.5 33.8 1.6 100.2 14.3 13.86
3010 830 16.1 47 57.0 19.4 34.1 1.2 92.0 12.8 14.0
3011 857 16.5 48 55.7 19.38 34.6 1.8 100.0 14.2 16.3
3012 816 15.6 46 56.4 19.1 33.8 2.0 106.0 13.6 15.5
Mcan 843 16.4 48 57.0 19.4 34.0 T 100.3 14.3 15.4
S.D. 20 0.5 1 1.1 0.3 0.3 .3 5.4 1.1 1.4
3107 871 16.3 49 56.1 18.7 33.4 2.2 91.1 13.7 17.2
3108 820 15.7 47 57.5 19.2 33.3 1.7 98.3 13.6 15.8
Female 3109 851 16.0 48 56.1 18.7 33.4 1.8 vz2.6 14.1 14.8
3110 834 15.4 45 54.1 18.4 34.0 1.5 97.9 13.3 15.5
3111 783 15.2 45 537.6 19.4 33.7 2.7 110.5 13.4 15.7
3112 857 16.0 47 55.2 18.6 33.8 1.5 109.1 12.6 16.2
Mean 836 15.8 47 56.1 18.8 33.6 1.9 99.9 13.5 15.9
S.D. 31 0.4 2 1.3 0.4 0.3 0.5 8.2 0.5 0.8




B-4312

Appendix 58 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period tor 9 weeks

Dose (mg/kg) : 80

WBC Differential leukocyte counts (%)

Sex Animal ~
number X10Y 4L Lymph. Stab Seg. Eosino. Baso. Mono. Others
3007 80 87.5 0.0 11.0 0.5 0.0 1.0 0.0
3008 81 84.0 1.0 13.0 1.0 0.0 1.0 0.0

Male 3009 140 88.0 0.0 11.5 0.0 0.0 0.5 0.0
3010 132 94.0 0.5 5.0 0.5 0.0 0.0 0.0
3011 60 81.5 0.0 17.0 1.0 0.0 0.5 0.0
3012 115 81.3 0.5 17.0 0.5 0.0 0.5 0.0
Mecan 101 86.1 0.3 12.4 0.6 0.0 0.8 0.0
S.D. 32 4.8 0.4 4.5 0.4 0.0 0.4 0.0
3107 41 85.0 0.5 13.0 0.5 0.0 1.0 0.0
3108 65 93.5 0.0 6.0 0.5 0.0 0.0 0.0

Femalc 3109 89 88.5 0.5 10.5 0.5 0.0 0.0 0.0
3110 80 90.5 0.0 8.0 1.0 0.0 0.5 0.0
3111 103 94.0 0.0 5.0 0.0 0.0 1.0 0.0
3112 69 92.0 0.0 7.0 0.5 0.0 0.5 0.0
Mean 75 90.6 0.2 8.3 0.5 0.0 0.5 0.0
5.D. 21 3.4 0.3 3.0 0.3 0.0 G.4 0.0




Appendix 59

and followed by a recovery period for 9 weeks

Hematological findings of new born rats administered orally with 3-Aminopbenol for 18 days

B-4312

Dose (meg/kg) 240
RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10% L. g/dL % fL pE % % X10YpuL s s
4007 811 16.1 a7 57.6 19.9 34.5 3.0 89.4 13.7 13.0
4008 870 16.4 49 56.0 18.8 33.6 2.2 96.1 16.3 17.3
Male 4009 872 16.3 49 65.6 18.6 33.5 2.0 87.8 17.1 20.6
4010 856 16.1 48 56.3 18.8 33.4 1.3 80.1 14.6 15.5
4011 919 16.7 50 54.2 18.2 33.6 1.3 100.6 15.3 19.3
4012 834 16.3 50 60.3 19.6 32.4 2.2 85.9 14.3 18.0
Mean 860 16.3 49 56.7 19.0 33.5 2.0 91. 15.2 17.3
S.D. 37 0.2 1 2.1 0.6 0. 0.6 5. 1.3 2.7
4107 892 16.3 49 54,7 18.3 33.4 2.1 101.3 13.7 16.6
4108 852 16.1 49 57.1 18.8 33.0 2.6 93.6 13.0 15.1
Female 4109 821 15.7 47 56.6 19.1 33.7 2.3 93.7 14.1 14.7
4110 860 17.0 51 59.4 19.8 33.3 2.0 111.5 13.9 14.1
4111 838 16.5 49 58.1 19.7 33.9 1.8 395.6 12.8 17.2
4112 851 16.4 48 56.1 19.3 34.5 2.1 107.6 13.1 16.1
Mean 852 16.3 49 57.0 19.2 33.8 2.2 100.8 13.4 15.6
S.D. 24 0.4 1 1.6 0.6 0.5 0.3 7.8 0.5 1.




B-4312

Appendix 60 Hematological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

WBC Differential leukocyte counts (%)

Sex Animal
number X107 mL Lymph. Stab Seg. FEosino. Baso. Mono . Others
4007 129 92.0 0.0 7.5 0.5 c.0 0.0 0.0
4008 107 91.5 0.5 7.0 0.0 0.0 1.0 0.0

Male 4009 72 89.5 1.5 8.0 1.0 0.0 0.0 0.0
4010 132 91.0 0.5 8.0 0.0 0.0 0.5 0.0
4011 89 89.5 0.5 8.5 1.0 0.0 0.5 0.0
4012 a8 82.0 0.0 16.0 2.0 0.0 0.0 0.0
Mean 105 89.3 0.5 9.2 0. 0.0 3 0.0
S.D. 23 3.7 .5 3.4 0.8 0.0 4 0.0
4107 66 92.5 0.0 7.5 0.0 0.0 0.0 0.0
4108 125 92.0 0.5 6.5 0.5 0.0 0.5 0.0

Female 4109 T9 91.0 0.0 8.5 0.0 0.0 0.5 0.0
4110 66 92.5 0.0 7.5 0.0 0.0 0.0 0.0
4111 133 91.5 0.0 8.0 0.5 0.0 0.0 0.0
4112 110 90.5 0.0 9.0 0.5 .0 0.0 0.0
Mean 97 91.7 0.1 7.8 0.3 0.0 0.2 0.0
S.D. 30 0.8 0.2 0.9 0.3 0.0 0.3 0.0




B-4312

Appendix 61 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

GOT GPT LDH AlpP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number Iu/L IU/L IC/L TU/L. 1U/1 g/dL g/dL mg/dl, mg/dL mg/dl.
1001 75 32 72 563 1.8 5.2 3.1 1.48 97 77 153
1002 99 28 68 530 1.8 5.4 3.3 1.57 129 T2 174
Male 1003 101 38 88 663 1.8 5.3 3.1 1.41 88 62 132
1004 121 34 72 764 1.9 5.3 3.2 1.52 81 115 132
1005 81 33 82 543 1.6 5.4 3.3 1.57 88 62 122
1006 80 36 56 600 1.5 5.5 3.3 1.50 35 83 139
Mean 93 34 73 611 1.7 5.4 3.2 1.581 96 79 142
S.D. 17 3 11 89 0.2 0.1 0.1 0.08 17 20 19
1101 79 36 68 444 1.5 5.3 3.3 1.65 81 57 123
1102 88 34 89 474 1.8 5.6 3.4 1.55 107 86 139
Female 1103 93 22 89 1160 3.2 5.9 3.4 1.36 75 52 108
1104 82 37 59 426 1.5 5.5 3.4 1.62 86 78 125
11056 87 26 41 558 1.3 5.5 3.5 1.75 80 67 121
1106 89 27 52 477 1.6 5.2 3.8 1.74 92 57 133
Mean 86 30 66 590 1.8 5.5 3.4 1.61 87 66 125
S.D. 5] 6 20 283 0.7 Q.2 0.1 0.14 11 13 11




Appendix 62

Dose (mg/kg)

0

Blood chemical findings of new horn rats administered orally with 3-Aminophenol for 18 days

B-4312

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dl. mg/dL mg/dL mg/dL mmo i /1. mmol /L mmo1/L mg/dL meg/dL
1001 0.18 124 19 0.50 148 4.1 111 11.1 3.6
1002 0.11 124 12 0.44 143 3.9 109 10.3 8.5
Male 1003 Q.18 123 14 0.44 144 4.0 111 10.5 10.0
1004 0.20 123 12 0.47 143 4.4 112 10.4 9.9
1005 0.12 141 9 0.48 140 4.6 109 10.5 8.8
1006 0.15 120 13 0.43 142 1.2 110 10.6 9.1
Mean 0.15 126 13 0.46 143 4.2 110 10.6 .3
S.D. 0.03 8 3 0.03 3 0.3 1 0.3 .6
1101 0.14 120 15 0.48 143 4.0 107 10.5 9.6
1102 0.16 113 15 0.53 142 4.2 109 10.7 8.7
Female 1103 0.08 126 20 0.43 140 3.9 109 10.6 8.1
1104 0.13 108 14 0.47 144 4.2 112 10.3 8.6
11056 0.13 121 13 0.47 141 4.3 109 10.6 9.1
11086 0.17 124 17 0.43 141 4.6 109 10.4 8.6
Mean 0.14 119 16 0.47 142 4.2 109 10.5 8.8
S.D. 0.03 7 3 0.04 1 0.2 2 0.1 0.5




Appendix 63

Blood chemical findings of pew born rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 24

GOT GPT LDH AlDP v —GTP TP Albumin A/G T.cho TG PL

Sex Animal
number 1U/L 1U/L 1U/L IU/L IT/L g/dL g/dL mg/dL mg/dL mg/dL
2001 86 38 94 571 1.5 5.0 2.9 1.38 92 69 137
2002 93 30 115 677 1.7 5.6 3.4 1.55 109 79 143
Male 2003 93 39 81 705 1.6 5.4 3.3 1.57 71 90 122
2004 88 34 69 636 1.8 5.2 3.2 1.60 83 85 118
2005 95 32 56 475 1.9 5.6 3.3 1.43 111 72 147
2006 88 38 48 602 1.6 5.3 3.2 1.52 80 98 129
Mcan 91 35 77 611 1.7 5 3.2 1.51 91 82 133
S.D. 4 4 25 82 0.1 0. 0.2 0.09 16 11 12
2101 81 35 68 495 1.8 5.1 3.3 1.83 111 49 154
2102 80 33 63 483 1.6 5.3 3.2 1.52 107 76 146
Female 2103 N 25 76 568 1.0 5.7 3.4 1.48 1035 684 135
2104 89 36 59 704 1.7 5.0 3.2 1.78 76 29 112
21056 77 31 44 459 2.0 5.7 3.6 1.71 98 92 1486
2106 34 36 23 605 1.4 5.2 3.4 1.89 105 79 148
Mean 85 33 61 552 1.6 5.3 3.4 1.70 100 70 140
S.D. T 4 11 93 0.3 0.3 0.2 0.17 13 15 15




Appendix 64

Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 24

T.bili- Glucose BUN Crea- Na K Cl Ca P

Sex Animal rubin tinine
number mg/dl. mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
2001 0.14 104 15 0.49 143 3.9 110 10.2 9.4
2002 0.14 a7 13 0.45 143 5.0 109 10.0 8.6
Male 2003 0.17 111 14 0.50 142 4,5 110 10.0 8.8
2004 0.15 129 12 0.44 143 4.4 110 10.3 9.3
2005 0.11 126 14 0.46 143 4.2 109 10.5 8.9
2006 0.14 28 12 0.44 142 3.9 110 10.3 9.9
Mean 0.14 111 13 0.46 143 4.3 110 10.2 9.2
S.D. 0.02 14 1 0.03 1 0.4 1 0.2 0.5
2101 0.14 110 16 0.54 141 4.3 108 10.1 9.5
2102 0.19 109 15 0.45 140 3.8 108 10.6 9.2
Female 2103 0.13 99 14 0.47 142 4.3 110 10.6 9.3
2104 0.13 119 13 0.42 141 4.2 109 10.2 9.1
2105 0.13 112 14 0.52 143 4.2 112 10.3 8.7
21086 0.17 115 20 0.57 142 3.9 111 10.6 8.9
Mean 0.15 111 15 0.50 142 4.1 110 10.4 9.1
S.D. 0.03 T 3 0.06 1 0.2 2 0.2 0.3




Appendix 65

Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : BO

B-4312

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L IT/L 1U/L 1U/L 1U/L g/dL. g/dL mg/dL mg/dL mg/dL
3001 81 38 62 594 1.5 5.1 3.1 1.55 94 79 138
3002 90 31 66 516 1.8 5.7 3.4 1.48 105 43 138
Male 3003 38 33 63 584 1.8 5.7 3.3 1.38 89 106 137
3004 81 35 45 524 1.7 5.3 3.2 1.52 83 77 127
3005 79 32 75 507 1.0 5.7 3.5 1.59 110 87 151
3006 88 35 52 580 1.6 5.5 3.4 1.62 86 87 137
Mean 86 34 61 566 1.8 5.5 3.3 1.52 a5 80 138
S.D. 7 3 11 36 0.3 0.3 .1 0.09 11 21 8
3101 89 29 58 489 1.6 5.3 3.4 1.79 81 53 119
3102 73 34 58 443 1.3 5.3 3.4 1.79 83 63 123
Female 3103 84 24 66 488 1.7 3.5 3.4 1.62 93 67 130
3104 108 35 51 583 1.8 5.2 3.2 1.60 98 50 135
3105 83 31 59 487 1.1 5.8 3.6 1.64 95 67 141
3106 89 33 60 573 1.8 5.7 3.6 1.71 109 69 157
Mean 388 31 58 511 1.5 5.5 3.4 1.69 93 62 134
S.D. 12 4 5 55 0.3 0.2 0.08 10 8 14




B-4312

Appendix 66 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

T.bili- Glucose BLN Crea- Na K C1 Ca r
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol /L mmol/L mg/dL mg/dL
3001 0.18 121 14 0.49 144 4.6 108 10.3 9.1
3002 0.15 125 14 0.42 143 4.2 109 10.5 8.1
Male 3003 0.17 101 13 0.47 143 4.1 109 10.1 8.9
3004 0.14 1068 14 0.44 142 4.3 110 10.6 9.5
3005 0.15 122 12 0.45 145 4.9 109 10.4 9.0
3006 0.14 106 13 0.41 145 4.1 109 10.9 11.5
Mean 0.18 114 13 0.45 144 4.4 109 10.5 9.4
S.D. 0.02 10 1 0.03 1 0.3 1 0.3 1.1
3101 0.12 114 13 0.42 144 4.2 109 10.2 9.7
3102 0.19 g2 16 0.48 142 4.2 108 10.3 8.6
Female 3103 0.13 103 15 0.45 140 4.0 108 10.2 8.9
3104 0.16 109 15 0.48 143 4.4 109 10.2 8.7
3105 0.13 111 17 0.55 143 4.1 111 10.7 8.5
3106 0.15 112 16 0.45 142 3.9 109 10.7 9.2
Mean 0.15 107 186 0.47 142 4.1 109 10.4 8.9
S.D. 0.02 8 1 0.04 1 0. 1 0.2 0.




Appendix 67

Blood chemical findings of new born rats administered orally with 3-Aminophencl for 18 days

B-4312

Dose (mg/kg) 240

GOT GPT LDH A1P v —GTP TP Albumin A/G T.cho TG PL

Sex Animal
number IU/L IU/L 1U/L IU/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4001 90 39 79 481 1.4 5.5 3.3 1.50 97 66 151
4002 85 37 68 501 1.6 5.4 3.3 1.57 87 53 126
Male 4003 78 45 78 499 1.5 5.3 3.1 1.41 88 89 139
4004 84 45 66 738 1.4 5.5 3.4 1.62 88 75 131
4005 T4 35 73 553 0.9 5.4 3.4 1.70 72 83 108
4008 T4 30 50 480 1.8 5.6 3.2 1.33 102 130 155
Mean 81 39 69 542 .4 5.5 3. 1.52 89 83 135
S.D. 7 6 11 100 3 0.1 0. 0.14 10 26 17
4101 82 32 78 553 1.2 5.0 3.2 1.78 68 71 118
4102 67 30 65 499 1.7 5.1 3.3 1.83 79 60 120
Female 4103 82 30 59 409 2.1 5.3 3.2 1.52 112 58 147
4104 85 32 66 439 1.4 5.6 3.4 1.55 g1 61 137
4105 82 34 85 566 1.0 5.4 3.6 2.00 124 125 169
4106 68 40 68 387 1.8 5.8 3.4 1.79 86 94 130
Mean 78 33 T0 476 1.5 5.3 3.4 1.75 93 78 137
S.D. 8 4 10 75 0.4 .2 0.2 0.18 21 27 19




B-4312

Appendix 68 Blood chemical findings of new born rats administered orally with 3-Aminophcnol for 18 days

Dose (mg/kg) : 240

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/aL mg/dL
4001 0.20 116 15 0.44 145 4.5 108 10.4 10.6
4002 0.21 113 11 0.45 143 4.1 109 10.3 8.6
Male 4003 0.18 94 13 0.41 143 4.4 110 9.7 9.1
4004 0.20 116 14 0.50 144 4.0 109 10.4 9.7
4005 0.186 144 8 0.41 142 4.2 110 10.4 9.4
4006 0.19 101 15 0.47 143 4.2 109 10.8 9.6
Mean 0.19 114 13 0.45 143 4,2 109 10.3 9.5
S.D. 0.02 17 3 0.04 1 0.2 1 0.4 0.7
4101 0.18 95 15 0.43 140 4.8 108 9.9 9.0
4102 0.22 100 11 0.45 143 4,1 109 10.3 8.8
Female 4103 0.23 95 12 0.43 142 4.1 107 10.1 9.1
4104 0.17 104 15 0.43 143 4,2 109 10.3 9.4
4105 0.29 90 8 0.47 143 4.3 107 10.5 8.9
4106 0.17 80 13 0.47 142 4.3 109 10.2 10.0
Mean 0.21 94 12 0.45 142 4.3 108 10.2 9.2
S.D. 0.05 8 3 0.02 1 0.2 1 0.2 0.




B-4312

Appendix 69 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

GOT GPT LDH AlP ¥ —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IL/L IU/L IU/L IU/L 1U/L g/dL g/dL mg/dL. mg/dL mg/dl.
1007 58 40 46 374 1.1 6.7 3.4 1.03 98 87 148
1008 71 48 70 297 0.7 7.0 3.8 1.19 58 88 106
Male 1009 77 52 60 334 1.1 6.8 3.9 1.34 64 59 105
1010 71 38 42 271 1.7 6.9 3.7 1.186 73 163 124
1011 80 38 356 261 1.8 6.9 3.6 1.09 66 75 105
1012 T4 41 91 229 1.4 6.9 3.7 1.16 93 69 132
Mean 72 43 57 294 1.3 6. 3.7 1.16 75 20 120
S.D. 8 [3) 21 53 0. 0.1 0.2 0.10 16 37 18
1107 59 29 29 129 2.0 7.7 4.2 1.20 91 37 156
1108 58 32 35 129 2.4 7.3 4.1 1.28 93 62 166
Female 1109 57 33 26 118 2.9 6.8 3.7 1.19 94 47 150
1110 62 31 42 212 2.5 6.6 3.7 1.28 88 31 152
1111 50 31 40 152 1.9 7.8 4.2 1.17 118 33 196
1112 97 53 48 128 0.0 7.8 3.8 1.00 83 32 143
Mean 64 35 37 145 2.0 7.3 4.0 1.19 95 44 161
$.D. 17 9 8 35 1.0 0.5 0.2 0.10 12 12 19




B-4312

Appendix 70 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for § weeks

Dose (mg/kg) : O

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol /L mmol/L mmol /L ng/dL mg/dL
1007 0.09 168 12 0.58 142 3.8 108 10.4 6.8
1008 Q.07 155 19 0.85 139 3.5 108 9.9 7.1
Male 1009 0.07 165 14 0.53 141 3.7 110 10.3 6.7
1010 0.09 199 14 0.61 143 3.5 110 10.7 7.3
1011 0.07 137 18 0.60 141 3.4 111 10.3 6.8
1012 0.07 130 14 0.59 142 3.8 109 10.4 8.6
Mean 0.08 159 15 0.59 141 3.6 109 10.3 7.2
S.D. 0.01 25 3 0.04 1 0.1 1 0.3 0.7
1107 0.06 145 16 0.61 142 3.5 110 10.9 7.2
1108 0.086 187 20 0.58 139 3.3 110 10.3 5.9
Female 1109 0.07 133 15 0.59 140 3.3 110 9.8 6.4
1110 0.07 141 19 0.67 141 3.4 112 10.1 6.2
1111 .06 148 15 0.57 142 3.8 112 10.7 6.0
1112 0.08 141 20 0.69 142 3.8 1138 10.4 7.0
Mean 0.07 149 18 0.62 141 3.5 111 10.4 6.5
S.D. 0.01 19 2 0.05 1 0.2 1 0.4 0.5




B-4312

Appendix 71 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and lollowed by a recovery period for 9 weeks

Dose {(mg/kg) : 24

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L 1U/L IU/L 1U/L IT/L g/dL g/dL mg/dL mg/dL mg/dL
2007 66 39 49 277 1.2 T.2 3.8 1.12 55 91 102
2008 84 47 95 343 1.2 6.8 3.7 1.19 81 90 131
Male 2009 68 44 36 376 1.7 6.8 3.7 1.19 64 55 101
2010 80 45 49 297 1.5 6.5 3.4 1.10 60 49 87
2011 104 80 45 284 1.8 6.7 3.8 1.31 52 110 94
2012 77 38 45 239 1.5 6.9 3.7 1.18 66 141 128
Mean 80 49 53 303 1.5 .8 3.7 1.18 63 89 107
S.D. 14 16 21 49 0.2 .2 0.1 0.07 10 34 18
2107 57 35 31 166 2.8 7.3 4.0 1.21 77 36 124
2108 60 47 30 139 2.0 7.2 3.9 1.18 106 61 171
Female 2109 65 30 33 178 3.0 7.6 4.0 1.11 73 34 136
2110 69 32 42 148 2.1 7.5 3.9 1.08 686 29 114
2111 61 33 35 125 1.8 7.0 3.9 1.26 68 26 121
2112 73 47 68 146 1.9 7.5 4.1 1.21 78 54 149
Mean 64 37 40 150 2.3 7.4 4.0 1.18 78 40 138
S.D. 6 8 14 19 0.5 0.2 g.1 0.07 15 14 21




B-4312

Appendix 72 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol /T, mmol/L mg/dL mg/dl.
2007 0.08 205 18 0.86 140 3.8 107 10.0 6.0
2008 0.07 162 18 0.63 142 3.5 111 10.3 7.1
Male 2009 0.07 175 19 0.60 141 3.2 110 10.1 6.3
2010 0.06 151 15 0.61 144 3.6 111 10.1 7.1
2011 0.07 171 13 0.58 144 3.7 112 10.4 5.8
2012 0.09 155 16 0.62 140 3.3 108 10.2 7.2
Mcan 0.07 170 17 0.65 142 3.5 110 10.2 6.8
S.D. 0.01 19 2 0.10 2 0.2 2 0.1 .5
2107 0.04 144 19 0.64 139 3.4 108 10.0 6.2
2108 0.07 177 21 0.63 138 3.1 110 10.4 6.6
Female 2109 0.06 134 19 0.69 140 3.4 112 10.0 6.3
2110 0.03 146 19 0.68 140 3.9 111 9.7 6.9
2111 0.07 132 16 0.59 139 3.5 111 10.4 6.9
2112 0.05 157 16 0.55 140 3.4 112 10.3 5.4
Mean 0.05 148 18 0.63 139 3.5 111 10.1 6.4
S.D. 0.02 17 2 0.05 1 0.3 2 0.3 0.6




B-4312

Appendix 73 Blood chemical findings of new born rats administered orally with 3-Aminophencl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L TU/L IU/L 1U/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
3007 67 41 37 320 1.6 7.1 3.6 1.03 55 58 93
3008 60 37 48 302 1.7 6.9 3.8 1.23 101 180 156
Male 3009 93 54 41 283 1.8 7.4 3.7 1.00 66 113 115
3010 56 32 36 220 1.8 7.8 3.9 1.00 111 106 149
3011 59 30 36 268 2.1 7.0 3.8 1.06 70 56 98
3012 56 29 64 303 2.0 7.3 3.7 1.03 10¢ 180 153
Mean 65 37 47 283 .8 7 3.7 1.06 85 116 127
S.D. 14 - 9 12 36 0.2 0 0.1 0.09 24 55 29
3107 101 57 82 232 2.8 7.1 4.0 1.29 63 20 118
3108 59 29 35 139 2.8 7.5 4.1 1.21 08 30 163
Female 3109 59 31 28 162 3.0 7.0 3.8 1.19 T2 37 134
3110 56 30 35 183 2.3 7.0 4.1 1.41 83 27 143
3111 120 b1 112 172 2.4 G.8 3.7 1.19 27 31 110
3112 68 33 29 175 0.5 6.7 3.7 1.23 80 23 120
Mean 77 39 65 177 2.3 7.0 3.9 1.25 76 28 131
S5.D. 27 12 37 31 0.9 0.3 0. 0.09 135 6 20




B-4312

Appendix T4 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dosc (mg/kg) : 80

T.bili- Glucose BUN Crea- Na K Cc1l Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
3007 0.06 191 16 0.77 143 3.6 111 9.7 6.0
3008 0.09 184 13 0.68 140 3.8 109 10.4 6.7
Male 3009 0.08 157 15 0.62 141 3.4 109 10.3 7.3
3010 0.07 173 16 0.62 139 3.5 107 10.7 7.0
3011 0.06 159 14 0.55 142 3.5 111 10.4 6.3
3012 0.08 150 18 0.60 142 3.4 109 10.7 7.5
Mean 0.07 169 15 0.64 141 3.5 109 10.4 6.
S.D. 0.01 16 2 0.08 1 0.1 2 0.4 0.
3107 0.04 117 21 0.56 139 3.5 109 9.8 6.4
3108 0.06 138 18 0.53 140 3.4 110 10.7 7.3
Female 3109 0.08 145 186 0.32 139 3.7 109 10.1 6.3
3110 0.05 145 15 0.61 141 3.9 110 10.6 7.4
3111 0.07 138 19 0.57 142 3.7 112 10.1 6.3
3112 0.04 134 18 0.50 141 3.9 112 10.3 6.3
Mean Q.06 136 18 0.55 140 3.7 110 10.3 6.7
S.D. 0.02 10 2 .04 1 0.2 1 0. 0.5




B-4312

Appendix 75 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

GOT GPT LDH A1P v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L IU/L IU/L 1u/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4007 63 37 110 247 0.3 6.9 3.6 1.09 64 114 119
4008 102 58 88 366 2.0 7.1 3.8 1.15 62 75 106
Male 4009 70 39 41 334 1.5 7.3 3.8 1.09 56 69 98
4010 71 38 35 267 1.2 T.1 3.8 1.15 66 181 122
4011 63 28 42 391 1.8 7.0 3.8 1.19 58 139 99
4012 79 39 61 311 1.8 6.9 3.6 1.09 75 93 111
Mean 75 40 63 319 1.4 T 3.7 1.13 64 109 109
S.D. 15 10 30 56 0.6 4] 0.1 0.04 7 36 10
4107 60 28 37 186 1.8 T.2 4.0 1.25 33 27 96
4108 72 31 150 168 0.7 7.8 4.3 1.23 62 22 125
Female 4109 54 29 29 148 2.7 7.0 3.8 1.19 [615] 36 114
4110 60 30 28 283 2.6 6.9 3.9 1.30 83 35 138
4111 55 35 35 135 1.9 6.9 3.9 1.30 104 37 173
4112 51 24 27 144 2.1 6.9 3.9 1.30 66 29 120
Mean 59 30 51 177 2.0 7.1 4.0 1.26 T2 31 128
S.D. 7 4 49 55 0.7 0.4 0.2 0.05 18 6 26




B-4312

Appendix 76 Blood chemical findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
4007 0.07 149 15 0.81 141 3.7 109 10.2 7.1
4008 0.06 172 15 0.59 141 3.6 111 10.1 6.9
Male 4009 0.086 147 15 0.56 140 3.6 111 10.1 6.7
4010 0.11 185 13 0.69 142 3.6 110 10.2 6.5
4011 0.09 175 16 0.60 141 3.3 109 10.7 7.3
4012 0.08 179 15 0.60 143 3.3 110 10.6 7.3
Mean 0.08 168 15 0.64 141 3.5 110 10.3 .0
S.D. 0.02 16 1 0.09 1 0.2 1 0.3 .3
4107 0.04 150 18 0.358 140 3.5 111 9.9 6.9
4108 0.05 185 15 0.68 139 3.4 110 9.9 6.5
Female 4109 0.05 144 15 0.32 141 3.8 111 10.5 7.3
4110 0.08 120 19 0.39 142 3.4 113 10.3 6.5
4111 0.05 141 14 0.37 141 3.5 110 10.7 7.1
4112 0.05 147 17 0.56 141 3.7 110 10.3 7.1
Mean 0.05 148 186 Q.58 141 3.6 111 10.3 6.9
S.D. 0.01 21 2 0.05 1 0.2 1 0.3 0




B-4312

Appendix 77 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

Body welight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BY) mg(mg/100g BW) mg{mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g{g/100g BW)
1001 55.3 1.54 3.4 3.4 2.9 6.3 277 0.32 0.44
1002 56.2 1.52 3.9 2.5 4.0 6.5 244 0.29 0.42
Absolute 1003 59.4 1.45 3.0 2.7 3.2 5.9 213 0.28 0.40
1004 48.9 1.50 2.5 2.0 2.8 4.8 182 0.34 0.32
1005 69.2 1.61 2.3 2.0 2.8 4.8 341 (.36 0.44
1006 55.9 1.57 3.1 3.4 4.1 7.5 215 0.31 0.43
Mean 57.8 1.53 3.0 2.7 3.3 .0 245 0.32 0.41
5.D. 6.7 0.086 0.6 0.6 0.6 1.0 57 0.03 0.0b6
1001 2,78 6.1 6.1 5.2 11.4 501 0.58 0.80
1002 2.70 6.9 4.4 7.1 11.6 434 0.52 0.75
Relative 1003 2.44 5.1 4.5 5.4 9.9 359 0.47 0.67
1004 3.07 5.1 4.1 5.7 9.8 372 0.70 0.65
1005 2.33 3.3 2.9 4.0 6.9 493 0.52 0.64
1006 2.81 5.5 6.1 7.3 13.4 385 0.55 0.77
Mean 2.69 5.3 4.7 5.8 10.5 424 0.56 0.71
S.D. 0.27 1.2 1.2 .2 2.2 62 0.08 0.07




Appendix 78

Dose (mg/kg) : 0

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) gl(g/100g BW) g(g/100g BW) mgl(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

1001 1.78 0.28 0.30 0.27 0.57 7 8 15

1002 1.74 0.26 0.33 0.30 0.63 9 9 18

Absolute 1003 1.67 0.25 0.33 0.35 0.68 9 9 18
1004 1.23 ¢.21 0.35 0.36 0.71 8 9 17

1005 2.01 0.34 0.40 0.36 0.76¢ 10 10 20

1008 1.71 0.25 0.34 0.32 0.66 g 10 19

Mean 1.69 0.27 0.34 0.33 0.67 9 9 18

S.D. (.25 0.04 0.03 0.04 0.07 1 1 2

1001 3.18 0.51 0.54 0.49 1.08 13 14 27

1002 3.10 0.46 0.59 0.53 1.12 16 16 32

Relative 1003 2.81 0.42 0.56 0.59 1.14 15 15 30
1004 2.52 (.43 0.72 0.74 1.45 16 18 35

1005 2.90 0.49 0.58 0.52 1.10 14 14 29

1006 3.06 0.45 0.81 0.57 1.18 16 18 34

Mean 2.93 0.46 0.80 0.57 1.17 15 16 31

5.0. 0.24 0.03 0.08 0.09 0.15 1 2 3




Appendix 79

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

B-4312

Testis Testis Testlis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) ¢(g/100g BW) g{g/100g BW) wmeg(mg/100g B¥) mgi{mg/l00g BY) ng(mg/100g BW)

1001 0.15 0.14 0.29 19 19 38

1002 0.14 0.13 0.27 24 23 47

Absolute 1003 0.14 0.13 0.27 20 19 39
1004 0.08 0.08 0.16 14 18 32

1005 0.17 0.18 0.33 28 25 51

1006 0.14 0.14 0.28 21 20 41

Mean 0.14 0.13 0.27 21 21 41

S5.D. 0.03 0.03 0.06 4 3 7

1001 0.27 0.25 0.52 34 34 69

1002 0.25 0.23 0.48 43 41 84

Relative 1003 0.24 0.22 0.45 34 32 66
1004 0.16 0.16 0.33 29 37 65

1005 0.25 (.23 0.48 38 36 74

1008 0.25 0.25 0.50 38 36 73

Mean 0.24 0.22 0.46 36 36 72

S.D. 0.04 0.03 0.07 5 3 7




B-4312

Appendix 80 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) ) (R+L)
number g g{g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW) g(g/100g BW) g(g/100g BW)
2001 55.3 1.58 3.5 3.8 3.4 7.2 204 0.28 0.41
2002 58.7 1.53 2.5 2.9 2.2 5.1 240 0.32 0.48
Absolute 2003 62.9 1.60 3.5 3.9 3.2 7.1 239 0.33 0.49
2004 54.4 1.54 2.8 4.2 3.3 7.5 209 0.30 0.39
2005 65.8 1.54 2.6 2.6 3.4 5.0 287 0.35 0.46
2006 53.3 1.53 2.2 4.7 4.8 9.5 208 0.28 0.40
Mean 58.4 1.55 2.8 7 3.4 7.1 231 0.31 0.44
S.D. 5.0 .03 0.5 0.8 0.8 1 32 0.03 0.04
2001 2.88 6.3 6.9 6.1 13.0 389 0.51 0.74
2002 2.61 4.3 4.9 3.7 8.7 409 0.55 0.82
Relative 2003 2.54 5.6 6.2 5.1 11.3 380 0.52 .78
2004 2.83 4.8 7.7 6.1 13.8 384 0.55 0.72
2005 2.34 4.0 4.0 5.2 9.1 436 0.53 0.70
2008 2.87 4.1 8.8 9.0 17.8 390 0.53 0.75
Mean 2.68 4.9 6.4 5.9 12.3 395 0.53 0.75
S.D. 0.21 0.9 8 1.8 3.4 24 0.02 Q.04




Appendix 81

Dose (mg/kg) : 24

Absolute and relative organ wcights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g{g/100g BW) g(g/100g BY¥) mg(mg/100g BW) nmg(mg/100g BW) mg(mg/100g BW)

2001 1.76 0.19 0.31 0.29 0.60 9 9 18

2002 1.77 0.27 0.36 0.38 0.72 10 10 20

Absolute 2003 1.99 0.34 0.37 0.38 0.73 10 9 19
2004 1.66 0.25 0.34 0.31 0.65 9 9 18

2005 1.95 0.34 0.36 0.34 0.70 9 9 18

2006 1.61 0.24 0.32 0.28 0.60 10 10 20

Mean 1.79 0.27 0.34 0.32 0.67 10 9 19

S.D. 0.15 0.06 0.02 0.04 0.06 1 1 1

2001 3.18 0.34 0.56 0.52 1.08 16 16 33

2002 3.02 0.46 0.61 0.61 1.23 17 17 34

Relative 2003 3.16 0.54 0.59 0.57 1.16 16 14 30
2004 3.05 0.46 0.63 0.57 1.19 17 17 33

2005 2.96 0.52 Q.55 0.52 1.06 14 14 27

2006 3.02 0.45 0.60 0.53 1.13 19 19 38

Mean 3.07 0.46 0.59 (.55 1.14 17 16 33

S.D. 0.09 0.07 0.03 0.04 0.086 2 4




Appendix 82

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

B-4312

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) {R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

2001 0.13 0.13 0.26 20 19 39

2002 0.14 0.14 0.28 25 23 48

Absolute 2003 0.16 0.16 0.32 22 23 45
2004 0.13 0.13 0.26 19 18 37

2005 0.15 0.14 0.29 26 22 48

2006 0.14 0.14 0.28 18 16 34

Mean 0.14 .14 0.28 22 20 42

S.D. 0.01 0.01 0.02 3 3 6

2001 0.24 0.24 0.47 36 34 71

2002 0.24 0.24 0.48 43 39 82

Relative 2003 0.25 0.25 0.51 35 37 72
2004 0.24 0.24 0.48 35 33 68

2005 0.23 0.21 0.44 40 33 73

2006 0.26 0.26 0.53 34 30 64

Mean 0.24 0.24 0.49 37 34 72

S.D. 0.01 0.02 0.03 4 3 6




B-4312

Appendix 83 Absolute and relative organ weights of new born male rats administercd orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyrolid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW) g(g/100g BYW) g(g/100g BW)
3001 57.5 1.50 3.0 3.7 3.4 7.1 271 0.34 0.46
3002 59.3 1.60 2.6 3.3 2.2 5.5 296 0.34 0.49
Absolute 3003 56.9 1.53 1.9 2.7 4.0 6.7 230 0.31 0.41
3004 54.8 1.59 2.7 2.2 3.9 6.1 270 0.30 0.39
3005 65.6 1.55 2.8 3.2 2.9 6.1 239 0.37 0.51
3006 55.6 1.50 2.7 3.8 4.3 8.1 255 0.28 0.40
Vean 58.3 1.55 .6 3.2 3.5 6.8 280 0.32 0.44
S.D. 3.9 0.04 0.4 0.6 0.8 0.9 24 0.03 0.05
3001 2.61 5.2 6.4 5.9 12.3 471 0.59 0.80
3002 2.70 4.4 5.8 3.7 9.3 499 0.57 0.83
Relative 3003 2.69 3.3 4.7 7.0 11.8 404 0.54 0.72
3004 2.90 4.9 4.0 7.1 11.1 493 0.55 0.71
3005 2.36 4.3 4.9 4.4 9.3 364 0.56 0.78
3008 2.70 4.9 6.8 T.7 14.6 459 0.50 0.72
Mean 2.66 4.5 5.4 8.0 11.4 448 0.55 0.76
S.D. 0.18 0.7 1.1 1.6 2.0 53 0.03 0.05




Appendix 84

Dose (mg/kg) : 80

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g B¥) glg/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

3001 1.91 0.24 0.38 0.37 0.75 11 12 23

3002 1.94 0.35 0.43 0.41 0.84 12 14 26

Absolute 3003 1.86 0.31 0.32 0.34 0.66 9 9 18
3004 1.76 0.26 0.31 0.31 0.62 10 11 21

3005 2.07 0.29 0.35 0.33 0.68 10 g 19

3006 1.87 0.23 0.33 0.32 0.65 10 10 20

Mean 1.90 0.28 0.35 0.35 0.70 10 11 21

S.D. 0.10 0.05 0.05 0.04 0.08 1 2 3

3001 3.32 0.42 0.66 0.64 1.30 19 21 40

3002 3.27 0.59 0.73 0.69 1.42 20 24 44

Relative 3003 3.27 0.54 0.56 0.60 1.16 16 16 32
3004 3.21 0.47 0.57 0.57 1.13 18 20 38

3005 3.186 Q.44 0.53 0.50 1.04 15 14 29

3006 3.36 0.41 0.59 0.58 1.17 18 18 36

Mean 3.27 (.48 0.61 0.60 1.20 18 19 37

S$.D. 0.07 0.07 0.07 0.06 0.14 2 4 5




Appendix 85

Absolute and relatlve organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) : 80

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) {R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g{g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

3001 0.16 0.16 0.31 26 22 48

3002 0.15 0.15 0.30 23 24 47

Absolute 3003 0.12 0.12 0.24 17 17 34
3004 0.14 0.14 0.28 20 19 39

3005 0.15 0.15 0.30 22 21 43

3006 0.13 0.14 0.27 20 21 41

Mean 0.14 0.14 0.28 21 21 42

S.D. 0.01 .01 .03 3 2 5

3001 0.28 0.26 0.54 45 38 83

3002 0.25 0.25 0.51 39 40 79

Relative 3003 0.21 0.21 0.42 30 30 60
3004 0.26 0.26 0.51 36 35 71

3005 0.23 0.23 0.46 34 32 66

3008 0.23 0.25 0.49 36 38 T4

Mean 0.24 0.24 0.49 37 36 72

S.D. 0.03 0.02 0.04 5 4 8




B-4312

Appendix 886 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 240

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (1) (R+L)
number g g{g/100g BW) mg(mg/100g BY) mg(mg/100g BW) ngimg/100g BW) mg{mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g BW)
4001 48.3 1.45 2.0 3.0 2.8 5.8 158 0.30 0.41
4002 55.8 1.53 2.7 3.7 3.4 7.1 108 0.27 0.43
Absolute 4003 44.0 1.44 2.3 2.8 2.1 4.9 164 0.26 0.37
4004 50.7 1.43 2.3 3.8 3.6 7.4 232 0.29 0.39
4005 56.9 1.55 3.1 4.3 5.1 9.4 228 0.29 Q.41
4006 54.3 1.46 2.6 3.7 2.6 6.3 269 0.28 0.40
Mean 51.7 1.48 2.5 3.6 3.3 6.8 208 0.28 0.40
S.b. 4.9 0.05 0.4 0.8 1.1 1.6 43 0.01 0.02
4001 3.00 4.1 6.2 5.8 12.0 327 0.62 0.85
4002 2.74 4.8 6.6 6.1 12.7 355 0.48 0.77
Relative 4003 3.27 5.2 6.4 4.8 11.1 373 0.59 0.84
4004 2.82 4.5 7.5 7.1 14.6 458 0.57 0.77
4005 2.72 5.4 7.8 9.0 16.5 397 0.51 0.72
4006 2.69 4.8 6.8 4.8 11.8 495 0.52 0.74
Mean 2.87 4.8 6.9 6.3 13.1 401 0.55 0.78
S.D. 0.22 0.5 0.6 1.6 2.1 64 0.05 0.05




Appendix 87

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW g(g/100g BY) mg(mg/100g BW) mg(mg/100g BY) mg(mg/100g BW)

4001 1.88 0.18 0.29 0.28 0.57 7 8 15

4002 1.84 0.28 0.39 0.38 0.77 11 11 22

Absolute 4003 1.48 0.19 0.28 0.26 0.54 7 7 14
4004 1.64 0.20 0.33 0.33 0.66 8 8 16

4005 1.93 0.22 0.34 0.32 0.66 10 10 20

4006 1.98 0.30 0.32 0.29 0.61 8 8 16

Mean 1.76 0.23 0.33 0.31 0.64 9 9 17

S.D. 0.19 0.05 0.04 0.04 0.08 2 2 3

4001 3.48 0.33 0.60 0.58 1.18 14 17 31

4002 3.30 0.50 .70 0.68 1.38 20 20 39

Relative 4003 3.36 0.43 0.64 0.59 1.23 16 16 32
4004 3.238 0.39 0.65 0.65 1.30 16 16 32

4005 3.39 0.39 0.60 0.56 1.18 18 18 35

4006 3.685 0.55 0.59 0.33 1.12 15 15 29

Mean 3.40 0.43 0.63 0.60 1.23 17 17 33

S.D. 0.15 0.08 0.04 0.06 0.10 2 2 4




Appendix 88

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) glg/100g BW) g{g/100g BW) mg(mg/100g BW) mg{mg/100g BW) mg{mg/100g BW)

4001 0.11 0.11 0.22 15 17 32

4002 0.13 0.14 0.27 21 17 38

Absolute 4003 0.10 0.09 0.19 15 16 31
4004 0.11 0.10 0.21 17 15 32

4005 0.13 0.13 0.26 18 17 35

4006 0.13 0.13 0.26 18 20 38

Mean 0.12 0.12 0.24 17 17 34

S.D. 0.01 0.02 0.03 2 2 3

4001 0.23 0.23 0.46 31 35 68

4002 0.23 0.25 0.48 38 30 68

Relative 4003 0.23 0.20 0.43 34 36 70
4004 0.22 0.20 0.41 34 30 63

4005 0.23 0.23 0.46 32 30 62

4006 0.24 0.24 0.48 33 37 70

Mean 0.23 0.23 0.45 34 33 67

S.D. 0.01 0.02 0.03 2 3 3




B-4312

Appendix 89 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)}
number z g{g/100g BW) wmg(mg/100g BW) mg{mg/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) £(g/100g BW)
1101 56.1 1.45 2.6 3.8 3.6 7.4 252 0.31 0.37
1102 58.0 1.50 2.9 3.6 2.0 5.8 315 0.33 0.42
Absolute 1103 44.3 1.36 2.2 2.9 2.6 5.5 153 0.28 0.37
1104 53.8 1.48 2.5 4.1 3.5 7.6 200 0.27 0.42
1105 62.7 1.48 3.7 3.4 2.5 5.9 247 0.31 0.46
1106 56.4 1.54 2.5 4.1 3.7 7.8 290 0.31 0.44
Mean 55.2 1.47 2.7 3.7 3.0 6.6 243 0.30 0.41
S.D. 6.1 0.06 0.5 0.5 0.7 1.1 59 0.02 0.04
1101 2.58 4.6 6.8 6.4 13.2 449 0.55 0.66
1102 2.59 5.0 6.2 3.4 9.7 543 0.57 0.72
Relative 1103 3.07 5.0 6.5 5.9 12.4 345 0.63 0.84
1104 2.75 4.6 7.6 6.5 14.1 372 0.50 0.78
1105 2.36 5.9 5.4 4.0 9.4 394 0.49 0.73
1108 2.73 4.4 7.3 6.6 13.8 514 0.55 0.78
Mean 2.68 4.9 6.6 5.5 12.1 436 0.55 0.75
S.D. 0.24 0.5 0.8 1.4 2.1 80 0.05 0.06




Appendix 90

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L}

number g{g/100g BW) g(g/100g BY) g(g/100g BW) g{g/100g DBW) g(g/100g BW) mg(mg/l00g BW) mg(mg/100g BW) mg(mg/100g BW)

1101 1.69 0.26 0.32 0.30 0.62 9 10 19

1102 1.76 0.29 0.34 0.32 0.66 9 10 19

Absolute 1103 1.38 0.31 0.27 0.28 0.55 7 7 14
1104 1.62 0.19 0.28 0.27 0.56 10 11 21

1105 1.81 0.36 0.38 0.37 0.75 10 10 20

1106 1.62 0.22 0.32 0.31 0.63 9 9 18

Mean 1.65 0.27 0.32 0.31 0.63 9 10 19

S.D. 0.15 0.06 0.04 0.04 0.07 1 1 2

1101 3.01 0.46 0.57 0.53 1.11 16 18 34

1102 3.03 0.50 0.59 0.55 1.14 16 17 33

Relative 1103 3.12 0.70 0.61 0.63 1.24 16 16 32
1104 3.01 0.35 0.54 0.50 1.04 19 20 39

1105 2.89 0.27 0.61 0.59 1.20 16 16 32

1106 2.87 0.39 0.57 0.55 1.12 16 16 32

Mean 2.99 0.50 0.58 0.56 1.14 17 17 34

S.D. 0.09 0.13 0.03 0.05 0.07 1 2 3




Appendix 91

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

QOvary Ovary Ovary Uterus
Animal (R) (L) {R+L)
number mg(mg/10Cg BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
1101 9.7 6.7 16.4 41
1102 6.2 7.0 13.2 38
Absolute 1103 2.8 2.4 5.0 43
1104 3.2 3.6 6.8 41
1105 6.5 6.0 12.5 46
1106 7.3 7.8 14.9 50
Mean 5.9 5.8 11.5 43
S.D. 2.6 2.1 4.6 4
1101 17.3 11.9 29.2 73
1102 10.7 12.1 22.8 66
Relative 1103 5.9 5.4 11.3 97
1104 5.9 6.7 12.6 76
1105 10.4 9.6 19.9 73
11086 12.9 13.5 26.4 89
Mean 10.5 9.9 20.4 79
S.D. 4.3 3.2 7.3 12




B-4312

Appendix 92 Absolute and relative organ wcights of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mgimg/100g BW) mgimg/100g BW) mg(mg/100g BY) nmg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2101 54.0 1.43 3.0 3.9 2.4 6.3 263 0.27 0.37
2102 58.0 1.49 3.1 4.6 2.7 7.3 370 0.30 0.40
Absolute 2103 52.5 1.44 3.0 3.0 4.0 7.5 212 0.31 0.41
2104 52.1 1.47 3.0 3.5 3.5 7.0 196 0.29 0.40
2105 56.6 1.52 2.8 3.5 4.9 8.4 264 0.31 0.40
2106 54.6 1.42 2.3 4.4 3.7 8.1 238 0.32 0.40
Mean 54.6 1.46 2.8 3.9 3.5 7.4 257 0.30 0.40
S.D. 2.3 0.04 0.3 0.5 0.9 0.8 62 0.02 0.01
2101 2.65 5.6 7.2 4.4 11.7 487 0.50 0.69
2102 2.57 5.3 7.9 4.7 12.6 638 0.52 0.69
Relative 2103 2.74 5.7 6.7 7.6 14.3 404 0.59 0.78
2104 2.82 5.8 6.7 6.7 13.4 376 0.356 0.77
2105 2.69 4.6 6.2 8.7 14.8 466 0.55 0.71
2106 2.60 4.2 8.1 6.8 14.8 438 0.59 0.73
Mean 2.68 5.2 7.1 6.5 13.6 468 0.35 0.73
S.D. 0.09 0.7 0.7 1.7 1.3 93 0.04 0.04




Appendix 93

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) ng(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

2101 1.58 0.19 0.32 0.33 0.65 9 8 17

2102 1.79 0.25 0.37 0.36 0.78 10 11 21

Absolute 2103 1.52 0.22 0.31 0.30 0.61 7 7 14
2104 1.57 0.18 0.34 0.31 0.65 10 10 20

2105 1.70 0.25 0.34 0.34 0.68 9 9 18

2106 1.72 0.21 0.32 0.33 0.65 11 11 22

Mean 1.65 0.22 0.33 0.33 0.66 9 g 19

S.D. 0.11 0.03 0.02 0.02 0.04 1 2 3

2101 2.93 0.35 (.59 0.61 1.20 17 15 31

2102 3.09 0.43 0.684 0.62 1.26 17 19 36

Relative 2103 2.90 0.42 0.59 0.57 1.16 13 13 27
2104 3.01 0.35 0.65 0.60 1.25 19 18 38

2105 3.00 0.44 (.60 0.60 1.20 16 16 32

2106 3.15 0.38 0.59 0.60 1.19 20 20 40

Mean 3.01 0.40 0.61 0.60 1.21 17 17 34

S.D 0.09 0.04 0.03 0.02 0.04 2 3 5




B-4312

Appendix 94 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenocl for 18 days

Dose (mg/kg) : 24

Ovary Ovary Ovary Cterus
Animal {R) (L) (R+L)
number mg{mg/100g BW) mg{mg/100g BW) mg(mg/100g BW) mg(mg/l00g BW)
2101 6.3 5.0 11.3 45
2102 6.8 7.0 13.8 45
Absolute 2103 3.8 3.0 6.8 32
2104 3.4 6.0 9.4 49
2105 5.8 5.9 11.7 40
2106 4.5 5.4 9.9 50
Mean 1 5.4 10.5 44
5.D. 1.4 1.3 2.4 7
2101 11.7 9.3 20.9 83
2102 11.7 12.1 23.8 78
Relative 2103 7.2 5.7 13.0 61
2104 6.5 11.5 18.0 94
2105 10.2 10.4 20.7 71
2106 8.2 9.9 18.1 92
Mean 9.3 9.8 19.1 80
S.D. 2.3 2.3 3.7 13




B-4312

Appendix 95 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophencl for 18 days

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R} (L) (R+L)
number g g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
3101 49.5 1.51 2.5 4,1 3.2 7.3 226 0.27 0.35
3102 52.6 1.48 3.2 4.5 4.6 9.1 236 0.26 .38
Absolute 3103 50.2 1.51 2.8 3.6 4.1 7.7 164 0.29 0.37
3104 49.1 1.52 2.6 3.1 3.1 6.2 216 0.29 0.37
3105 63.3 1.53 4.4 4.5 4.3 8.8 289 0.40 0.48
3108 53.7 1.50 2.6 2.7 2.3 5.0 217 0.27 0.40
Mean 53.1 1.51 3.0 3.8 3.6 7.4 225 0.30 0.39
S.D 5.3 0.02 0.7 0.7 0.9 1.6 40 0.05 0.05
3101 3.05 5.1 8.3 6.5 14.7 457 0.55 0.71
3102 2.81 6.1 8.8 8.7 17.3 449 0.49 Q.72
Relative 3103 3.01 5.6 7.2 8.2 15.3 327 0.58 0.74
3104 3.10 5.3 6.3 6.3 12.8 440 0.59 0.75
3105 2.42 7.0 7.1 6.8 13.8 457 0.63 0.76
3106 2.79 4.8 5.0 4.3 9.3 404 0.50 0.74
Mean 2.86 5.7 7.1 6.8 13.9 422 0.56 0.74
S.D. 0.25 0.8 1.3 1.6 2.7 51 0.05 0.02




Appendix 96

Dose (mg/kg) : 80

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g{g/100g BW) g{g/100g BW) glg/100g BW) g(g/100g BW) g{g/100g BY) ngimg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

3101 1.54 0.18 0.30 0.30 0.60 9 11 20

3102 1.65 0.22 0.33 0.32 0.65 9 9 18

Absolute 3103 1.54 0.23 (.30 0.30 0.60 8 g 17
3104 1.45 0.18 0.30 0.30 0.60 9 9 18

3105 2.00 0.24 0.40 0.41 0.81 12 12 24

3106 1.71 0.22 0.32 0.31 0.83 7 9 18

Mean 1.65 0.21 0.33 0.32 0.65 9 10 19

S.D. 0.20 0.03 0.04 0.04 0.08 2 1 3

3101 3.11 0.36 0.61 0.61 1.21 18 22 40

3102 3.14 0.42 0.63 0.81 1.24 17 17 34

Relative 3103 3.07 0.46 0.60 0.60 1.20 16 18 34
3104 2.95 0.37 0.61 0.61 1.22 18 18 37

3106 3.16 0.38 0.63 0.65 1.28 19 19 38

3106 3.18 0.41 0.60 0.58 1.17 13 17 30

Mean 3.10 0.40 0.61 0.61 1.22 17 19 36

S.D. (.08 0.04 0.01 0.02 0.04 2 2 4




Appendix 97

Dose (mg/kg) : 80

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Ovary Ovary Ovary Uterus
Animal (R) (1.) (R+L)
number mg(mg/100g BW) mg(mg/100g B¥W) mg{mg/100g BW) mg(mg/100g BY)
3101 4.6 3.5 8.1 32
3102 3.8 2.9 8.5 3
Absolute 3103 4.2 5.0 9.2 43
3104 3.4 4.3 7.7 36
3105 5.3 6.2 11.5 37
3106 4.5 5.2 9.7 48
Mean 4.3 4.5 8.8 38
S.D. 0.7 1.2 1.7 6
3101 9.3 7.1 16.4 65
3102 6.8 5.5 12.4 61
Relative 3103 8.4 10.0 18.3 86
3104 6.9 8.8 15.7 73
3108 8.4 9.8 18.2 58
3106 8.4 9.7 18.1 89
Mcan 8.0 8.5 16.5 72
S$.D. 1.0 1.8 2.3 13




B-4312

Appendix 98 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophencl for 18 days

Dose (mg/kg) : 240

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) {L) (R+L}
number g g(g/100g BW) wg(mg/100g BW) mng(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g{g/100g BW)
4101 46.8 1.49 3.0 3.6 3.9 7.5 183 0.26 0.36
4102 53.9 1.47 2.7 3.4 3.7 7.1 255 0.33 0.42
Absolute 4103 39.3 1.39 2.7 3.6 3.0 6.6 163 0.26 0.31
4104 45.9 1.45 2.4 3.7 3.3 7.0 195 0.26 0.35
4105 50.1 1.51 2.5 3.1 3.3 6.4 201 0.30 0.37
4108 52.5 1.45 3.0 2.5 4.3 6.8 231 0.31 0.45
Mean 48.1 1.46 2.7 3.3 3.6 6.9 205 0.29 0.38
S.D. 5.3 0.04 0.2 0.5 0.5 0.4 33 0.03 0.05
4101 3.18 6.4 7.7 8.3 16.0 391 0.56 Q.77
4102 2.78 5.0 6.3 6.9 13.2 473 0.61 0.78
Relative 4102 3.54 6.9 9.2 7.6 16.8 415 0.66 0.79
4104 3.16 5.2 8.1 7.2 15.3 425 0.57 .76
4105 3.01 5.0 6.2 6.6 12.8 401 0.60 0.74
4106 2.78 5.7 4.8 8.2 13.0 440 0.59 0.86
Mean 3.06 5.7 T.1 7.5 14.5 424 0.60 0.78
S.D. 0.30 G.8 1.6 0. 1.7 30 0.04 0,04




Appendix 99

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number glg/100g BW) g{g/100g BW) g(g/100g BW) g{g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

4101 1.63 0.19 0.28 0.27 0.53 9 8 17

4102 1.78 0.20 (.38 0.35 0.73 10 9 19

Absolute 4103 1.27 0.13 0.29 0.27 0.58 [ T 13
4104 1.54 0.17 0.32 0.31 0.63 7 7 14

4105 1.61 0.15 0.37 0.36 0.73 8 8 16

4106 1.68 0.17 0.36 0.34 0.70 7 6 13

Mean 1.58 0.17 0.33 0.32 0.65 8 8 15

S.D. G.17 0.03 0.04 0.04 0.08 1 1 2

4101 3.48 0.41 0.60 0.58 1.18 19 17 36

4102 3.30 0.37 0.71 0.65 1.35 19 17 35

Relative 4103 3.23 0.33 0.74 0.69 1.42 15 18 33
4104 3.36 0.37 0.70 0.68 1.37 15 15 31

4105 3.21 0.30 .74 0.72 1.46 16 16 32

4108 3.20 0.32 0.69 0.65 1.33 13 11 25

Mean 3.30 0.35 0.70 0.66 1.35 16 16 32

$.D. 0.11 0.04 Q.05 (.05 0.10 2 3 4




Appendix 10Q

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophencl for 18 days

B-4312

Dose (mg/kg) 240

Qvary Ovary Ovary Uterus

Animal (R) (L) {R«L)
number  mg(mg/100g BW) mgi{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
4101 5.9 5.1 11.0 37
4102 5.8 5.0 10.8 51
Absolute 4103 3.4 3.1 6.5 30
4104 5.8 6.1 i1.9 38
4105 5.0 6.8 11.8 29
4106 4.9 4.3 9.2 38
Mean 5.1 5.1 10.2 37
S.D. 1.0 1.3 2.1 8
4101 12.6 10.9 23.5 79
4102 10.8 9.3 20.0 95
Relative 4103 8.7 7.9 16.5 76
4104 12.6 13.3 25.9 83
4105 10.0 13.6 23.6 58
4106 9.3 8.2 17.5 72
Mean 10.7 10.5 21.2 7
S.D. 1.7 2.5 3.8 12




B-4312

Appendix 101 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 wecks

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Anlmal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g£(g/100g BW) g(g/100g BW)
1007 473.3 2.22 13.4 12.0 12.9 24.9 471 1.50 1.52
1008 430.4 2.10 18.3 7.2 9.8 16.8 501 1.34 1.32
Absolute 1009 440.9 2.06 12.1 9.5 11.4 20.9 379 1.40 1.49
1010 555.3 2.13 12.2 13.5 13.0 26.5 657 1.78 1.680
1011 444 .9 2.23 14.3 13.7 9.9 23.6 446 1.29 1.48
1012 444.3 2.02 12.0 11.9 10.8 22.7 521 1.31 1.46
Mean 464.9 2.13 12.9 11.3 11.3 22.6 498 1.44 1.48
S.D. 46.5 0.08 0.9 2.5 1.5 3.4 93 0.18 0.09
1007 0.47 2.8 2.5 2.7 5.3 100 0.32 0.32
1008 0.49 3.1 1.7 2.2 3.9 116 0.31 0.31
Relative 1009 0.47 2.7 2.2 2.6 4.7 86 0.32 0.34
1010 0.38 2.2 2.4 2.3 4.8 118 0.32 0.29
1011 0.30 3.2 3.1 2.2 5.3 100 0.29 0.33
1012 0.45 2.7 2.7 2.4 5.1 117 0.29 0.33
Mean (.48 2.8 2.4 2.4 4.9 106 0.31 0.32
S.D. 0.04 0.4 0.5 0.2 0.5 13 0.01 0.02




Appendix 102

and followed by & recovery pericd for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L}

numher g(g/100g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW) glg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

1007 14.89 0.83 2.06 1.84 3.90 39 42 81

1008 12.36 0.81 1.43 1.48 2.91 32 31 63

Absolute 1008 13.45 0.73 1.71 1.75 3.46 32 33 65
1010 16.94 0.93 1.76 1.97 3.73 31 32 83

1011 13.41 0.91 1.63 1.75 3.38 35 35 71

1012 12.07 0.62 1.48 1.54 3.02 31 30 61

Mean 13.89 0.81 1.68 1.72 3.40 a3 34 687

S.D. 1.78 0.12 0.23 0.18 0.39 3 4 8

1007 3.15 0.18 0.44 0.39 0.82 8 9 17

1008 2.92 0.19 0.33 0.34 0.68 T 7 15

Relative 1009 3.05 0.17 0.39 0.40 0.78 7 7 15
1010 3.05 0.17 0.32 (.35 0.67 6 6 11

1011 3.01 0.20 0.37 0.39 0.76 8 8 16

1012 2.72 0.14 0.33 0.35 0.68 7 7 14

Mean 2.98 0.18 0,36 0.37 0.73 T 7 15

S.D. 0.15 0.02 0.05 0.03 0.08 1 1 2




Appendix 103

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Testis Testis Testis Epididymis Fpididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g{g/100g BW) mg(mg/100g BW) mg(mg/100g BW) megi{mg/100g DW)

1007 1.80 1.76 3.58 565 594 1158

1008 1.55 1.50 3.05 515 487 1002

Absolute 1009 1.59 1.55 3.14 491 486 977
1010 1.82 1.75 3.57 548 515 1063

1011 1.49 1.51 3.00 494 466 960

1012 1.45 1.40 2.85 467 459 926

Mean 1.62 1.58 3.20 513 501 1015

S.D. 0.16 0.15 0.30 37 50 84

1007 0.38 0.37 0.75 119 126 245

1008 0.36 0.35 0.71 120 113 233

Relative 1009 0.36 0.35 0.71 111 110 222
1010 0.33 0.32 0.64 99 93 191

1011 0.33 0.34 0.67 111 105 216

1012 0.33 0.32 0.64 105 103 208

Mean 0.35 0.34 0.69 111 108 219

5.D. 0.02 0.02 0.04 8 11 19




B-4312

Appendix 104 Absolute and relative organ weights of new born male rats adninistered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BY) mg(mg/100g BW) nme(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2007 459.6 2.15 11.3 14.5 12.9 27.4 702 1.51 1.47
2008 447.7 2.04 12.0 17.0 15.8 32.8 280 1.36 1.21
Absolute 2009 423.8 2.12 11.7 8.2 12.3 20.5 374 1.37 1.48
2010 438.8 2.08 12.4 10.0 10.8 20.8 529 1.38 1.46
2011 537.7 2.02 13.0 11.7 9.3 21.0 432 1.43 1.46
2012 490.1 2.15 12.9 12.6 12.3 24.9 435 1.45 1.41
Mean 466.3 2.09 12.2 12.3 12.2 24.6 459 1.42 1.43
S.D. 41.5 0.06 0.7 3.1 2.2 4.9 145 0.06 0.06
2007 0.47 2.5 3.2 2.8 6.0 158 0.33 0.32
2008 0.46 2.7 3.8 3.5 7.3 63 0.30 0.29
Relative 2009 0.50 2.8 1.9 2.9 4.8 88 0.32 0.35
2010 0.47 2.8 2.3 2.5 4.7 121 0.31 0.33
2011 0.38 2.4 2.2 1.7 3.9 80 0.27 0.27
2012 0.44 2.8 2.6 2.5 5.1 89 0.30 0.29
Mean 0.45 2.5 2.7 2.7 .3 99 0.31 0.31
S.D. 0.04 0.2 0.7 0.6 1.2 32 0.02 0.03




Appendix 105

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g{g/100g BW) g{g/100g BY) g{g/100g BW) g(g/100g BY) g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

2007 13.96 0.81 1.50 1.44 2.94 24 25 49

2008 13.29 0.72 1.73 1.83 3.56 30 31 61

Absolute 2009 12.18 0.69 1.43 1.55 2.98 34 34 68
2010 12.66 0.80 1.34 1.39 2.73 25 26 51

2011 15.42 0.90 1.80 1.91 3.71 33 33 66

2012 15.19 1.00 1.59 1.71 3.30 30 31 61

Mean 13.78 0.82 1.587 1.64 3.20 29 30 59

S.D. 1.32 0.12 0.18 0.21 0.38 4 4 B

2007 3.04 0.18 0.33 0.31 0.64 5 5 11

2008 2.97 0.16 0.39 0.41 (.80 7 7 14

Relative 2009 2.87 0.186 0.34 0.37 0.70 8 8 16
2010 2.89 0.18 0.31 0.32 0.62 8 6 12

2011 2.87 0.17 0.33 0.36 (.69 4] 6 12

2012 3.10 0.20 0.32 0.35 0.67 [ 68 12

Mean 2.96 0.18 0.34 0.35 0.69 6 6 13

S.D. 0.10 0.02 0.03 0.04 0.086 1 1 2
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg{mg/100g BW) mg(mg/100g BYW)

2007 1.59 1.60 3.19 477 476 953

2008 1.60 1.65 3.25 492 502 994

Absolute 2009 1.67 1.65 3.32 509 509 1018
2010 1.68 1.62 3.28 527 489 1016

2011 1.45 1.44 2.89 486 475 961

2012 1.37 1.53 3.10 502 493 995

Mean 1.59 1.58 3.17 499 491 990

S.D. 0.08 0.08 0.16 18 14 27

2007 0.35 0.35 0.69 104 104 207

2008 0.36 0.37 0.73 110 112 222

Relative 2009 0.39 0.39 0.78 120 120 240
2010 0.38 0.37 0.75 120 111 232

2011 0.27 0.27 (.54 90 88 179

2012 0.32 0.31 0.63 102 101 203

Mecan 0.35 0.34 0.69 108 106 214

S§.D. 0.04 0.03 0.09 12 11 22




B-4312

Appcndix 107 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
mumber g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW) g(g/100g BW) g(g/100g BW)
3007 452.0 2.02 12.6 10.6 10.0 20.6 449 1.44 1.36
3008 488.9 2.02 13.7 13.1 10.7 23.8 425 1.42 1.43
Absolute 3009 479.0 2.14 11.5 11.1 11.1 22.2 552 1.36 1.44
3010 479 .4 2.02 14.2 11.5 6.4 17.9 518 1.40 1.51
3011 422.4 2.09 11.4 13.2 12.2 25.4 331 1.47 1.33
3012 560.5 2.20 16.5 11.6 11.9 23.5 541 1.60 1.72
Mean 480.4 2.08 13.3 11.9 10.4 22.2 469 1.45 1.47
S.D. 46.2 0.08 1.9 1.1 2.1 2.7 85 0.08 0.14
3007 0.45 2.8 2.3 2.2 4.6 99 0.32 0.30
3008 0.41 2.8 2.7 2.2 4.9 87 0.29 0.29
Relative 3009 0.45 2.4 2.3 2.3 4.6 115 0.28 0.30
3010 0.42 3.0 2.4 1.3 3.7 108 0.29 0.31
3011 0.49 2.7 3.1 2.9 6.0 78 0.35 0.31
3012 0.39 2.9 2.1 2.1 4.2 97 0.29 0.31
Mean 0.44 2.8 2.5 2.2 4.7 97 0.30 0.30
S.D. 0.04 0.2 0.4 0.5 .8 13 0.03 0.01




Appendix 108

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Absolute and relative organ wcights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R} (L) (R+L)

number g(g/100g BW) g(g/100g BW) glg/100g BW) £(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

3007 13.18 0.84 1.39 1.45 2.84 40 45 85

3008 16.13 0.78 1.79 1.68 3.47 36 36 72

Absolute 3009 14.45 0.90 1.687 1.67 3.34 32 33 65
3010 15.31 0.78 1.83 1.58 3.21 55 53 108

3011 11.70 0.86 1.49 1.56 3.05 32 34 66

3012 19.82 1.04 2.03 2.00 4.03 48 52 100

Mean 15.10 0.87 1.67 1.66 3.32 41 42 83

S.D. 2.79 0.10 0.23 0.19 0.41 9 9 18

3007 2.92 0.19 0.31 0.32 0.83 ] 10 19

3008 3.30 0.186 0.37 0.34 0.71 7 7 15

Relative 3009 3.02 0.19 0.35 0.35 0.70 7 7 14
3010 3.19 0.16 0.34 0.33 0.67 11 11 23

3011 2.77 0.20 0.35 0.37 0.72 8 8 16

3012 3.54 0.19 0.36 0.38 0.7 9 9 18

Mean 3.12 0.18 0.35 0.35 0.89 9 9 18

S.D. 0.28 0.02 0.02 0.02 0.04 2 2 3
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Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

B-4312

Testis Testis Testis Epididymis Epididymis Epididymis

Animal (R) (L) (R+L) (R} (L) (R+L)

number g(g/100g BW) £(g/100g DBW) g{g/100g OW) mgimg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

3007 1.81 1.76 3.a7 495 483 958

3008 1.58 1.61 3.18 502 500 1002

Absolute 3009 1.60 1.60 3.20 542 513 1035
3010 1.83 1.66 3.29 547 522 1069

3011 1.78 1.71 3.44 500 497 997

3012 1.79 1.83 3.62 574 547 1121

Mean 1.69 1.70 3.39 527 507 1034

S.D. 0.10 0.09 0.18 32 28 59

3007 0.40 0.39 0.79 110 102 212

3008 0,32 0.33 0.685 103 102 205

Relative 3009 0.33 0.33 0.687 113 107 220
3010 0.34 0.35 0.69 114 109 223

3011 0.41 0.40 0.81 118 118 236

3012 0.32 0.33 0.65 102 98 200

Mean 0.35 0.36 0.71 110 106 216

S.D. 0.04 0.03 0.07 6 7 13




B-4312

Appendix 110 Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg(meg/100g BW) mg(mg/100g BW) mg(mg/100g DW) g{g/100g BW) g(g/100g BW)
4007 473.2 1.95 16.4 11.5 11.1 22.6 406 1.49 1.31
4008 450.2 2.03 13.7 17.2 13.9 31.1 309 1.27 1.32
Absolute 4009 404.7 1.90 10.8 9.5 8.3 17.8 364 1.36 1.27
4010 514.2 2.04 16.3 16.1 12.2 28.3 467 1.47 1.46
4011 455.4 1.90 11.5 9.8 7.7 i7.5 520 1.34 1.40
4012 497.9 2.11 13.5 14.3 11.0 25.3 572 1.60 1.62
Mean 465.9 1.99 13.7 13.1 10.7 23.8 440 1.42 1.40
S.D. 38.8 0.09 2.3 3.3 2.3 5.5 99 0.12 0.13
4007 0.41 3.5 2.4 2.3 4.8 86 0.31 0.28
4008 0.45 3.0 3.8 3.1 6.9 69 0.28 0.29
Relative 4009 0.47 2.7 2.3 2.1 4.4 90 0.34 0.31
4010 0.40 3.2 3.1 2.4 5.5 91 0.29 0.28
4011 0.42 2.5 2.2 1.7 3.8 114 0.29 0.31
4012 0.42 2.7 2.9 2.2 5.1 115 0.32 0.33
Mean 0.43 2.9 2.8 2.8 5.1 04 0.31 0.30
S.D. 0.03 0.4 0.6 0.5 1.1 18 0.02 0.02




Appendix 111

and Tollowed by a recovery period for 9 weeks

Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240

Liver Spleen Kidney Kidoey Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) glg/100g BW) g(g/100g BW) g(g/100g BW) glg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW)

4007 13.97 0.83 1.47 1.60 3.07 47 51 98

4008 13.43 0.71 1.86 1.84 3.70 30 29 59

Absolute 4009 11.99 0.65 1.45 1.40 2.85 28 31 59
4010 17.27 1.02 1.76 1.83 3.59 27 29 56

4011 13.48 0.75 1.59 1.65 3.24 30 30 60

4012 15.00 1.05 1.67 1.59 3.26 47 39 86

Mean 14.19 0.84 1.63 1.68 3.29 35 35 70

5.D. 1.80 0.17 0.16 0.17 0.32 9 9 18

4007 2.95 0.18 0.31 0.34 0.65 10 11 21

4008 2.98 0.16 0.41 0.41 0.82 7 6 13

Relative 4009 2.96 0.16 0.36 0.35 0.70 7 8 15
4010 3.36 0.20 0.34 0.36 0.70 5 6 11

4011 2.96 0.16 0.35 0.38 0.71 7 7 13

4012 3.01 0.21 0.34 0.32 0.65 9 8 17

Mean 3.04 0.18 0.35 0.36 0.71 8 8 15

5.D. 0.16 0.02 0.03 0.03 0.06 2 2 4
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Absolute and relative organ weights of new born male rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

B-4312

Dose (mg/kg) 240

Testis Testis Testis Epididynis Epididymis Epididymis

Animal (R) (L) (R+L) (R) (L) (R+L)

number glg/100g BW) g(g/100g BW) g(g/100g BY) mg(mg/100g BW) mg({mg/100g BW) mg{mg/100g BW)

4007 1.61 1.62 3.23 542 518 1060

4008 1.85 1.65 3.30 458 485 943

Absolute 4009 1.60 1.61 3.21 479 492 971
4010 1.50 1.52 3.02 524 509 1033

4011 1.52 1.49 3.01 487 498 985

4012 1.62 1.62 3.24 513 508 1018

Mean 1.58 1.59 3.17 501 501 1001

S.D. 0.06 (.06 0.12 31 12 43

4007 0.34 0.34 0.68 115 109 224

4008 0.37 0.37 0.73 102 108 209

Relative 4009 0.40 0.40 0.79 118 122 240
4010 0.29 0.30 0.59 102 99 201

4011 0.33 0.33 0.66 107 109 216

4012 0.33 (.33 0.65 103 101 204

Mean 0.34 0.35 0.68 108 108 216

S.D. 0.04 0.04 0.07 7 8 15




B-4312

Appendix 113 Absolute and relative organ welghts of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyrold Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) wmg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BY) ng(mg/100g BW) g(g/100g BW) g(g/100g BW)
1107 309.7 1.94 14.7 6.5 8.0 14.5 363 1.02 1.14
1108 267.7 1.82 15.6 8.3 9.5 17.8 408 0.90 1.07
Absolute 1109 278.3 1.86 15.2 8.9 10.5 19.4 359 0.91 1.20
1110 298.9 1.83 14.7 9.6 13.1 22.7 382 1.00 1.10
1111 254.3 2.03 16.2 8.6 8.4 17.0 355 0.93 1.01
1112 299.2 1.94 10.9 5.4 6.7 12.1 497 1.05 1.186
Mean 284.7 1.90 14.6 7.9 9.4 17.3 394 0.97 1.11
S.D. 21.4 0.08 1.9 1.6 2.2 3.7 54 0.06 0.07
1107 0.63 4.7 2.1 2.6 4.7 117 0.33 0.37
1108 0.68 5.8 3.1 3.5 6.6 152 4.34 0.40
Relative 1109 0.67 5.5 3.2 3.8 7.0 129 0.33 0.43
1110 0.61 4.9 3.2 4.4 7.6 128 0.33 0.37
1111 0.80 6.4 3.4 3.3 6.7 140 0.37 (.40
1112 0.65 3.8 1.8 2.2 4.0 166 0.35 0.39
Mean 0.67 .2 2.8 3.3 6.1 139 0.34 0.39
S.D. 0.07 1.0 0. 0.8 1.4 18 0.02 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BYW) g(g/100g BW) g(g/100g BW) mg{mg/100g BW) mg(mg/100g BW) nmg(mg/100g BW)

1107 8.44 0.53 1.04 0.98 2.02 38 37 75

1108 8.38 0.49 1.13 1.06 2.19 35 a8 73

Absolute 1109 8.07 0.56 1.02 0.95 1.97 32 36 68
1110 8.19 0.50 1.06 1.04 2.10 39 40 79

1111 7.29 0.46 1.17 1.17 2.34 33 a7 70

1112 8.37 0.58 1.09 1.02 2.11 34 40 74

Mean 8.12 0.52 1.09 1.04 2.12 35 38 73

S.D. 0.43 0.05 0.06 0.08 0.13 3 2 4

1107 2.73 0.17 0.34 0.32 0.85 12 12 24

1108 3.13 0.18 0.42 0.40 0.82 13 14 27

Relative 1109 2.90 0.20 0.37 0.34 0.71 11 13 24
1110 2.74 0.17 0.35 0.35 0.70 13 13 26

1111 2.87 0.18 0.46 0.46 0.92 13 15 28

1112 2.80 0.19 0.36 0.34 0.71 11 13 25

Mean 2.86 0.18 0.38 0.37 0.75 12 13 26

S.D. 0.15 0.01 0.05 0.05 0.10 1 1 2
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Absolute and relative organ weights of new horn female rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4312

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/1C0g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
1107 38.2 35.3 73.5 480
1108 48.0 47.5 95.5 494
Absolute 1109 45.9 40.5 86.4 383
1110 41.4 37.8 79.2 607
1111 29.0 36.0 65.0 594
1112 36.4 41.3 7.7 473
Mean 39.8 39.7 79.6 505
S.D. 6.9 4.5 10.5 84
1107 12.3 11.4 23.7 155
1108 17.9 17.7 35.7 185
Relative 1109 16.5 14.6 31.0 138
1110 13.9 12.6 26.5 203
1111 11.4 14.2 25.6 234
1112 12.2 13.8 26.0 158
Mcan 14.0 14.1 28.1 179
S.D. 2.6 2.1 4.4 36




B-4312

Appendix 118 Absolute and relative organ weights of new born femalc rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Bady weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g B¥) mng(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g BW)
2107 287.5 2.01 168.1 7.5 8.1 15.6 589 1.00 1.17
2108 311.2 1.94 13.8 6.8 10.2 17.0 379 0.96 1.08
Absolute 2109 258.6 1.96 18.1 8.5 9.7 18.2 334 0.93 0.99
2110 243.5 1.84 14.9 9.4 9.4 18.8 405 0.92 1.00
2111 245.0 1.82 11.8 5.4 5.4 10.8 328 0.81 1.05
2112 283.6 2.07 15.4 8.3 8.3 16.6 458 0.96 1.17
Mean 271.6 1.96 15.0 7.7 8.5 16.2 415 ¢.93 1.08
S.D. 26.9 0.08 2.1 1.4 1.7 2.9 98 0.07 0.08
2107 0.70 5.6 2.8 2.8 5.4 205 0.35 0.41
2108 0.62 4.4 2.2 3.3 5.5 122 0.31 0.35
Relative 2109 0.76 7.0 3.3 3.8 7.0 129 0.36 0.38
2110 0.76 6.1 3.9 3.9 7.7 166 0.38 0.41
2111 0.78 4.8 2.2 2.2 4.4 133 0.33 0.43
2112 0.73 h.4 2.9 2.9 5.9 161 0.34 0.41
Mean 0.73 5.6 2.9 3.2 6.0 153 0.35 0.40
S.D. 0.06 0.9 0.7 0.6 1.2 31 0.02 0.03




Appendix 117

and followed by a recovery period for 9 wecks

Dose (mg/kg) : 24

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) £(g/100g BW) g(g/100g BW) g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) ng(mg/100g BW)

2107 8.56 0.63 1.02 0.97 1.99 31 33 64

2108 9.14 0.59 1.17 1.10 2.27 36 38 74

Absolute 2109 7.03 0.61 0.95 0.92 1.87 33 36 69
2110 7.15 (.48 0.87 0.94 1.81 39 37 76

2111 6.41 0.46 0.90 0.88 1.78 32 31 63

2112 8.39 0.48 0.95 0.93 1.88 40 40 80

Mean 7.78 0.54 0.98 0.96 1.93 35 36 71

S.D. 1.086 0.08 0.1 0.08 0.18 4 3 7

2107 2.98 0.22 0.35 0.34 0.69 11 11 22

2108 2.94 0.19 0.38 0.35 0.73 12 12 24

Relative 2109 2.72 0.24 0.37 0.36 0.72 13 14 27
2110 2.94 0.20 0.36 0.39 Q.74 16 15 31

2111 2.62 0.19 0.37 0.38 0.73 13 13 28

2112 2.96 0.17 0.33 0.33 0.66 14 14 28

Mean 2.86 0.20 0.36 0.36 0.71 13 13 26

S.D. 0.15 0.02 0.02 0.02 0.03 2 1 3




Appendix 118

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophencl for 18 days

and followed by a recovery period for 9 weeks

Dose {(mg/kg) : 24

B-4312

Ovary Qvary Ovary Uterus
Animal (R) (L} (R+L)
number mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW) mg(mg/100g BW)
2107 53.5 46.3 99.8 305
2108 40.2 32.8 73.0 419
Absolute 2109 41.2 38.1 79.3 437
2110 37.9 35.1 73.0 422
2111 34.5 38.6 73.1 4486
2112 41.2 37.0 78.2 575
Mean 41.4 38.0 79.4 434
S$.D 6.4 4.6 10.4 86
2107 18.6 16.1 34.7 106
2108 12.9 10.5 23.5 135
Relative 2109 15.9 14.7 30.7 169
2110 15.6 14.4 30.0 173
2111 14.1 15.8 29.8 182
2112 14.5 13.0 27.6 203
Mean 15.3 14.1 29.4 161
S.D. 2.0 2.1 3.7 35




B-4312

Appendix 119 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery pericd for 9 wecks

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BW) mg(mg/100g BW) mng(mg/100g BW) mg(mg/l00g BW) mg(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g(g/100g BY)
3107 197.9 1.86 10.0 9.0 8.4 17.4 224 0.76 0.96
3108 283.4 1.92 15.5 8.1 6.0 14.1 476 0.96 1.16
Absolute 3109 270.8 1.94 14.5 5.7 9.7 15.4 328 0.87 1.10
3110 269.3 1.97 19.3 9.7 1.1 20.8 311 1.00 1.01
3111 259.4 1.90 15.3 8.8 7.5 16.3 464 0.83 1.00
3112 246.6 1.87 13.4 15.0 12.8 27.8 404 0.83 1.12
Mean 254.6 1.91 14.7 9.4 9.3 18.6 368 0.88 1.06
S.D. 30.4 0.04 3.0 3.1 2.5 5.0 98 0.09 0.08
3107 0.94 5.1 4.5 4.2 8.8 113 0.38 0.49
3108 0.68 5.5 2.9 2.1 5.0 168 0.34 0.41
Relative 3109 0.72 5.4 2.1 3.6 5.7 121 0.32 0.41
3110 0.73 7.2 3.8 4.1 7.7 115 0.37 0.38
3111 0.7% 5.9 3.4 2.9 6.3 179 0.32 0.39
3112 0.78 5.4 6.1 5.2 11.3 164 0.34 0.45
Mean 0.76 5.8 .8 3.7 7.5 143 0.35 0.42
S.D. 0.09 .8 1.4 1.1 2.3 30 0.03 0.04




Appendix 120

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal {R) (L) {(R+L} (R) (L) (R+L)

number g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

3107 5.26 0.31 0.97 0.95 1.92 38 37 75

3108 8.49 0.51 1.07 1.02 2.09 38 41 79

Absolute 3109 7.32 0.65 1.05 0.97 2.02 41 45 86
3110 7.97 0.49 1.00 0.99 1.99 38 41 79

3111 7.59 0.56 1.01 1.02 2.03 43 44 87

3112 6.71 0.48 1.07 1.07 2.14 42 41 83

Mean 7.22 0.50 1.03 1.00 2.03 40 42 82

S.D. 1.14 0.11 0.04 0.04 0.08 2 3 5

3107 2.65 0.186 0.49 0.48 0.97 19 19 38

3108 3.00 0.18 0.38 0.36 0.74 13 14 28

Relative 3109 2.70 0.24 0.39 0.36 0.75 15 17 32
3110 2.96 0.18 0.37 0.37 0.74 14 15 29

3111 2.93 0.22 0.39 0.39 0.78 17 17 34

3112 2.72 0.19 0.43 0.43 Q.87 17 17 34

Mean 2.83 0.20 0.41 0.40 0.81 18 17 33

S.D. 0.15 .03 0.04 0.05 0.09 2 2 4




Appendix 121

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

for 18 days

B-4312

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mng(mg/100g BY) mg(mg/100g BW) mg(mg/100g BW)
3107 32.7 34.0 66.7 439
3108 38.7 38.7 77.4 377
Absolute 3109 40.2 49.7 89.9 491
3110 30.0 29.9 58.9 437
3111 50.6 37.2 87.8 419
3112 41.4 33.9 75.3 401
Mean 38.9 37.2 76.2 431
S.D. 7.2 6.8 11.7 41
3107 16.5 17.2 33.7 232
3108 13.7 13.7 27.3 133
Relative 3109 14.8 18.4 33.2 181
3110 11.1 11.1 22.2 162
3111 19.5 14.3 33.8 162
3112 16.8 13.7 30.5 163
Mean 15.4 4.7 30.1 172
S.D. 2.9 2.8 4.6 33




B-4312

Appendix 122 Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
nunber g g(g/100g BW) me(mg/100g BW) mg(mg/100g BY) mwg(mg/100g BY) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
4107 217.7 1.82 11.8 7.8 7.1 14.9 361 0.78 0.87
4108 239.1 1.89 13.4 10.8 9.8 19.9 335 0.78 1.00
Absolute 4109 262.1 1.95 16.7 6.5 8.6 15.1 395 1.10 1.05
4110 240.3 1.92 13.8 9.5 11.1 20.6 438 0.80 1.10
4111 299 .4 1.93 19.7 8.8 8.8 17.6 541 0.97 1.23
4112 261.2 1.84 14,1 8.3 8.8 17.1 363 0.82 1.00
Mean 253.3 1.89 14.9 8.5 9.0 17.5 406 0.87 1.04
S.D. 27.9 0.05 2.8 1.3 1.3 2.4 75 0.13 0.12
4107 0.84 5.4 3.8 3.3 6.8 166 0.35 0.40
4108 0.79 5.6 4.3 4.0 8.3 140 0.33 0.42
Relative 4109 0.74 6.4 2.5 3.3 5.8 151 0.42 0.40
4110 0.80 5.7 4.0 4.6 8.6 182 0.33 0.46
4111 0.64 6.6 2.9 2.9 5.9 181 0.32 0.41
4112 0.70 5.4 3.2 3.4 6.5 139 0.31 0.38
Mean 0.75 5.9 3.4 3.6 7.0 160 0.34 0.41
S.D. 0.07 0.5 0.7 0.6 1.2 19 0.04 .03




Appendix 123

and followed by a recavery period for 9 weeks

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Dose (mg/kg) 240

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+L}

number g(g/100g BW) g{g/100g BW) g{g/100g BW) g(g/100g BW) g{g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

4107 6.06 3.36 0.77 0.76 1.53 38 39 77

4108 7.17 0.44 0.91 0.95 1.86 31 35 66

Absolute 4109 7.68 0.60 0.95 0.99 1.94 35 35 70
4110 6.54 0.45 0.88 0.88 1.76 36 39 75

4111 9.29 (.63 1.18 1.13 2.31 31 36 67

4112 7.00 0.55 0.95 0.93 1.88 35 40 75

Mean 7.29 .51 0.94 0.94 1.88 34 37 72

S.D. 1.12 0.10 0.14 0.12 0.26 3 2 51

4107 2.78 0.17 0.35 0.35 0.70 17 18 35

4108 3.00 0.18 0.38 0.40 0.78 13 15 28

Relative 4109 2.93 0.23 0.36 0.38 0.74 13 13 27
4110 2.72 0.19 0.37 0.37 0.73 15 16 31

4111 3.10 0.21 0.39 0.38 0.77 10 12 22

4112 2.68 0.21 0.36 0.36 0.72 13 15 29

Mean 2.87 0.20 0.37 0.37 0.74 14 15 29

S.D. 0.17 0.02 0.01 0.02 0.03 2 2 4




Appendix 124

Absolute and relative organ weights of new born female rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

B-4312

Ovary Ovary Ovary Utcrus
Animal (R) (L) {R+L)
number mg{mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW)
4107 43.1 40.5 83.6 397
4108 38.9 34.8 73.7 410
Absolute 4109 37.0 46.3 83.3 457
4110 39.3 40.0 79.3 704
4111 40.8 42.2 83.0 379
4112 42.2 37.1 79.3 381
Mean 40.2 40.2 80.4 455
S.D. 2.3 4.0 3.8 125
4107 19.8 18.6 38.4 182
4108 16.3 14.6 30.8 171
Relative 4109 14.1 17.7 31.8 174
4110 16.4 16.6 33.0 293
4111 13.6 14.1 27.7 127
4112 16.2 14.2 30.4 146
Mean 16.1 16.0 32.0 182
S.D. 2.2 1.9 3.6 58




B-4312

Appendix 125 Cross pathological findings of new born rats administered orally with 3-Aminophencl for 18 days
Sex : Male

Dose (mg/kg) : O

Animal number (1001-1006)

Organs
Findings 1 2 3 4 5 6

External appearance

Focal, dark red, peripheral region,

eyeball (unilateral) - ~ + - _ _

Brain - - - _ _ -
Spinal cord - - - - - -
Sciatic nerve - - - - - -
Pituitary - - - - - -
Salivary gland - - - - - _
Submandibular lymph node - - - - - _
Trachea - - - - - -
Thyroid - - - - - -
Thoracic cavity - - - - _ _
Thymus - - - _ _ _
Heart - - - - - _
Lung - - - - - -
Abdominal cavity - - - _ - .
Liver

Pale - - - + - -
Splecen - - - - - -
Pancreas - - - - - -
Kidney

Dilatation, pelvis (unilateral) - - - + + =
Adrenal - - - - - -
Esophagus - - - _ _ -
Stomach - - - - - -
Small intestine - - - - _ _
Large intestine - - - _ - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - . -
Femoral muscle - - - - _ -
Urinary bladder - - - - - -
Testis - - - - - _
Epididymis - - - - _ _
Seminal vesicle - - - - _ N
Prostate - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes



Appendix 126
Sex : Male

Dose (mg/kg) : 24

Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs
Findings

Animal number (2001-2006)

2

3

4

5

External appearance
Focal, dark red, peripheral region,
eyeball (unilatcral)
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Pale
Spleen
Pancreas
Kidney
Dilatation, pelvis (unilateral)
Adrenal
Esophagus
Stomach
Small intestine
Large intestine
Mesenteric 1lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkable changes



B-4312

Appendix 127 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
Sex : Male

Dose (mg/kg) : 80

Animal number (3001-3008)

Organs
Findings 1 2 3 4 3 6

External appearance

Focal, dark red, peripheral region,

eyeball (unilateral) - - - - - .

Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - _ -
Pituitary - - - _ _ _
Salivary gland - - - - _ -
Submandibular lymph node - - - - - _
Trachea - - _ - - _
Thyroid - - - - - -
Thoracic cavity - - - - - -
Thymus - - - - - -
Heart - - - - - -
Lung - - - - - -
Abdominal cavity - - - - Z _
Liver

Pale - - - - - -
Spleen - - - - - -
Pancreas - - - - - _
Kidney

Dilatation, pelvis (unilateral) - - - - - ~
Adrenal - - - _ _ _
Esophagus - - - - - _
Stomach - - - - - -
Small intestine - - - - - _
Large intestine - - - - . _
Mesenteric lymph node - - - - - -
Bone marrow - - - - _ _
Femoral muscle - - - - - -
Urinary bladder - - - - ~ -
Testis - - - - - -
Epididymis - - - - . -
Seminal vesicle - - - . - -
Prostate - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes



B-4312

Appendix 128 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
Sex : Male

Dose (mg/kg) : 240

Animal number (4001-4006)

Organs
Findings 1 2 3 4 5 6

External appearance

Focal, dark red, peripheral region,

eyveball (unilateral) - - - - - -

Brain - - - - - -
Spinal cord - - - _ _ _
Sciatic nerve - - - _ . _
Pituitary - - _ _ _ _
Salivary gland - - - _ _ -
Submandibular lymph node - - - - - _
Trachea - - - - _ _
Thyroid - - - - - -
Thoracic cavity - - - - - _
Thymus - - - - -
lHeart - - - - - -
Lung - - - - - ~
Abdominal cavity - - - - - -
Liver

Pale - - - - - _
Spleen - - - - - -
Pancreas - - - - -
Kidney

Dilatation, pclvis (unilateral) - - - - - -
Adrenal - - - - _ -
Esophagus - - - - - _
Stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - - _
Mesenteric lymph node - - - - - ~
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladdcr - - - _ _ .
Testis - - - - _ _
Epididymis - - - _ - _
Seminal vesicle - - - - - -
Prostate - ~ - _ - _
Other tissues or organs - - - - - _

- : No remarkable changes



Appendix 129

Sex : Female

Dose (mg/kg) : O

Gross pathological findings of new

born rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs
Findings

Animal

number (1101-1106)

3

4

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular 1lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis (bilateral)
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Large intestine
Mesenteric. lymph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Uterus
Vagina
Other tissues or organs
Subcutaneous node, axillary region

- : No remarkable changes
+ : Positive for respective changes



Appendix 130 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days

Sex : Female

Dose (mg/kg) : 24

B-4312

Organs
Findings

Animal number (2101-2106)

2 3 4 5

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominat cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis (bilateral)
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Uterus
Vagina
Other tissues or organs
Subcutaneous node, axillary region

- ¢ No remarkable changes
+ : Positive for respective changes



B-4312

Appendix 131 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
Sex . Female

Dose (mg/kg) : 80

Animal number (3101-3106)

Organs
Findings 1 2 3 4 S 6

FExternal appearance - - - - - -
Brain - - - - - -
Spinal cord - - - - _ _
Sciatic nerve - - - - -
Pituitary - - - - _
Salivary gland - - - - -
Submandibular lymph node - - - - - -
Trachea - - - - - -
Thyroid - - - - - _
Thoracic cavity - - - - -
Thymus - - - - -
Heart - - - - - _
Lung - - - - - _
Abdominal cavity - - - - _
Liver - -
Spleen - - - - - -
Pancreas - - - - - -
Kidney

Dilatation, pelvis (bilateratl) - - - - - -
Adrenal - - - - - _
Esophagus - - - - _ _
Stomach

Spot, dark red, glandular stomach + - - - ~ -
Small intestine - - - - - -
Large intestine - - - - - _
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder - - - - - -
Ovary - - - - -~ -
Uterus - - - - - -
Vagina - - - - - _
Other tissues or organs

Subcutaneous node, axillary region - - - - - -

- : No remarkable changes
+ : Positive for respcctive changes



Appendix 132 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days

Sex : Female

Dose (mg/kg) : 240

B-4312

Organs
Findings

Animal

number (4101-4106)

2

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Dilatation, pelvis (bilateral)
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
UCrinary bladder
Ovary
Uterus
Vagina
Other tissues or organs
Subcutaneous node, axillary region

- : No remarkable changes



Appendix 133

and followed by a recovery periocd for 9 weeks

Sex : Male

Dose (mg/kg) : O

Gross pathological findings of new born rats administered crally with S-Aminophenol for 18 days

B-4312

Organs
Findings

Animal

number (1007-1012)

9

10

11

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Tiver
Spleen
Pancreas
Kidney
Dilatation, pelvis {(uni- or bilateral)
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkable changes
+ : Positive for respective changes



B-4312

Appendix 134 Gross pathological findings of new born rats administered orally with 3-Aminophencl for 18 days
and followed by a recovery period for 9 weeks

Sex : Male

Dose (mg/Kg) : 24

Animal number (2007-2012)

Organs
Findings 7 8 9 10 11 12

External appearance - - - - - _
Brain - - - - _ _
Spinal cord ~ - - - - -
Sciatic nerve - - - - - -
Pituitary - - _ _ _ _
Salivary gland - - - ~ _ _
Submandibular lymph node - - - - - -
Trachea - - - - _ -
Thyroid - - - - - -
Thoracic cavity - - - - - _
Thymus - - ~ - - _
Heart - - - - - -
Lung - - - - _ -
Abdominal cavity - - - - - -
Liver - ~ _
Spleen - - - - - -
Pancrecas - - - - _ ~
Kidney

Dilatation, pelvis (uni- or bilateral) - + - - - +
Adrenal - - - - _ -
Esophagus - - - - - _
Stomach

Spot, dark red, glandular stomach - - - - - -
Small intestine - - - - - _
Large intestine - - - - _ _
Mesenteric lymph node - - - - - _
Bone marrow - - - - - _
Femoral muscle - - - - - _
Urinary bladder - - _ - - _
Testis - - - - _ -
Epididymis - - - - _ _
Seminal vesicle - - - - - -
Prostate - - - - - -
Other tissues or organs - - - - - _

- : No remarkable changes
+ : Positive for respectitive changes



B-4312

Appendix 135 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Sex : Male

Dosc (mg/kg) : 80

Animal number (3007-3012)

Organs
Findings 7 el 9 10 11 12

External appearance - - - - - _
Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - _ - B
Pituitary _ _ _ _ _ _
Salivary gland - - - - - -
Submandibular lymph node - - - - - -
Trachea - - - - - _
Thyroid - - - - - -
Thoracic cavity - - - - - -
Thymus - - - - - -
Heartl - - - _
Lung - - - - - -
Abdominal cavity - - - - - -
l.iver - - - -
Spleen - - - - - -
Pancreas - - - -~ - -
Kidney

Dilatation, pelvis (uni- or bilateral) - - - - - _
Adrenal - - - - - _
Esophagus - - - - - _
Stomach

Spot, dark red, glandular stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - _ -
Mesenteric lymph node - - - - _ _
Bone marrow - - . - - -
Femoral muscle - - - - - _
Urinary bladder - - - - _ _
Testis - - - - _ _
Epididymis - ~ _ _ _ ~
Scminal vesicle - - - - - "
Prostate - - - - _ -
Other tissues or organs - - ~ - _ _

- : No remarkable changes



B-4312

Appendix 136 Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Sex t Male

Dose (mg/kg) : 240

Animal number (4007-4012)

Organs
Findings 7 8 9 10 11 12

External appearance - - - - - -
Brain - - - - - -
Spinal cord - - - - - -
Sciatic nerve - - - - - _
Pituitary - _ _ _ _ _
Salivary gland - - - - _ _
Submandibular lymph node - - - - - -
Trachea - - - - - _
Thyroid - - - _ - _
Thoracic cavity - - . _ _ _
Thymus - - - _ _
Hearl - - - - -
Lung - - - - -
Ahdominal cavity - - - - - _
Liver - - - - - _
Spleen - - - - - -
Pancreas - - - - - -
Kidney

Dilatation, pelvis (uni- or bilateral) - - - - _ _
Adrenal - - - - - -
Esophagus - - - - _ _
Stomach

Spot, dark red, glandular stomach - - - - - -
Small intestine - - - - - -
Large intestine - - - - - _
Mesenteric lymph node - - — - - -
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder _ - _ _ . _
Testis - - - - - v
Epididymis - - - - _ _
Seminal vesicle - - - - - _
Prostate - - - - - _
Other tissues or organs - - - - - _

- : No remarkable changes



Appendix 137

and followed by a recovery period for 9 wecks

Sex

Dosc (mg/kg)

Female

0

Gross pathological findings of new born rats administered orally with 3-Aminophencl for 18 days

B-4312

Organs
Findings

Animal

number (1107-1112)

-3

8

9

10

11

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary giand
Submandibular lymph nodc
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Diverticulum, ileum
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Tterus
Vagina
Other tissues or organs

- : No remarkable changes
+ @ Pogitive for respective changes
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and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Female

24

Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs
Findings

Animal

number (2107-2112)

8

9

10

11

External appearance
Brain

Spinal cord

Sciatic nerve
Pituitary

Salivary gland
Submandibular lymph node
Trachea

Thyrocid

Thoracic cavity
Thyaus

Heart

Lung

Abdominal cavily
Liver

Spleen

Pancreas

Kidney

Adrenal

Esophagus

Stomach

Spot, dark red, glandular stomach
Small intestine
Diverticulum, ileum

Large intestine
“Mesenteric lymph node
Bone marrow

Femoral muscle
Urinary bladder

Ovary

Uterus

Vagina

Other tissues or organs

- : No remarkablc changes
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and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Female

80

Gross pathological findings of new born rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs

Findings

Animal

number (3107-3112)

9

10

11

12

External appearance
Brain

Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea

Thyroid
Thoracic cavity
Thymus

Heart

Lung

Abdominal cavity
Liver

Spleen

Pancreas

Kidney

Adrenal
Esophagus
Stomach

Spot, dark red, glandular stomach

Small intestine

Diverticulum, ileum

Large intestine
Mesenteric lymph node
Bone marrow

Femoral muscle

Urinary bladder

Ovary

Uterus

vagina

Other tissues or organs

+

No remarkable changes
Positive for respective changes
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and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Female

240

Gross pathological findings of new born rals administered orally with 3-Aminophenol for 18 days

B-4312

Organs
Findings

Animal

number (4107-4112)

8

9

10

11

12

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular 1ymph node
Trachea
Thyroid
Thoracic cavity
Thymus
Heart
Lung
Abdominal cavity
Liver
Spleen
Pancreas
Kidney
Adrenal
Esophagus
Stomach
Spot, dark red, glandular stomach
Small intestine
Diverticulum, ilcum
Large intestine
Mesenteric lvmph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Uterus
Vagina
Other tissues or organs

- : No remarkable changes



B-4312

Appendix 141 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

Organs Animal number
1 1 1 1 1 1
0 0 0 0 0 O
-findings 0O 0 0 0 o 0
1 2 3 4 5 8
Thyroid (Parathyroid)
~-hypertrophy, follicular cell 0 6 0 0 0 0O

0 : No remarkable changes
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Dose (mg/kg)

0

Histopathological findings of new born male rats administercd orally with 3-Aminophenol for 18 days

B-4312

Organs

-findings

e ReR

Animal number

W oM

1

ur o o

SHOO

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart
Trachea
Lung (Bronchus)
Esophagus
Stomach
Duodenum
Jejunum
Ileum
Cecum
Colon
Rectum
Submandibular gland
Sublingual gland
Liver
Pancreas
Pituitary
Adrenal
Thymus
Spleen
Submandibular lymph node
Mescenteric lymph node
Kidney
-dilatation, pelvis
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Mammary gland
Skin
Eye
-disarrangement, retina
Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

eNejojajololiejojolelolololololvoRololoRolaNoN ool

joloRwiw] COoOCCOoOoCOD

OO0 OOCOOR NO O

OO [sNajoNoReNoRe Nl

DCOOCOOO [~NeojojoRaolojojoRolojoloNoReoRoleRoRolalaloNoReoNe)

oo TN

OCCOCOCOOOOOCVTODOO0TDOOOOCOD s O O

oo ococooN

OCOOC

QOO0 OO0 OLOT OO OCO

[eNaleRoRaNoRaN\]

o Cco

COCTCOOODIDOOO0OOCOLOODDOOOTOTO

COOOOOoTOO

joReloNe]

0 : No remarkable changes

2

Mild



B-4312

Appendix 143 Histopathological findings of new born male rats administercd orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

Organs Animal number
2 2 2 2 2 2
0 0 0 0 0 O
-findings 0O 0 0O 0 o O
1 2 38 4 5 6

Thyroid (Parathyroid)
-hypertrophy, follicular cell o 0 0 0 0 o

0 : No remarkable changes



B-4312

Appendix 144 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

Organs Animal number
3 3 3 3 3 3
0O 0 0 0 0 O
-findings o 0 0 0 o0 0
i 2 3 4 5 6

Thyroid (Parathyroid)
-hypertrophy, follicular cell 0o 0 0 0 0 0

0 : No remarkable changes
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Dose (mg/kg) : 240

Histopathological findings of ncw born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs Animal number
4 4 4 4 4 4
0O 0 0 0 0 O
-findings c 0 ¢ 0 0 O
1 2 3 4 5 6
Thyroid (Parathyroid)
-hyperirophy, follicular cell 11 1 0 0 1

0 : No remarkable changes 1 : Slight



B-4312

Appendix 14§ Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 240

organs Animal number
4 4 4 4 4 4
0O 0 0 0 0 0
-findings 0 0 0 0 0 O
1 2 3 4 5 8
Cerebrum 0O 0 0 0 0 0
Cerebellum 0O 0 0 0 0 ¢
Spinal cord 6 0 0 0 0 0
Sciatic nerve c ¢ 0 0 0 0
Heart 0O 06 0 0 0o O
Trachea 0 0 0 0 0 0
l.ung (Bronchus) 0O 0 0 0 0 0
Esophagus 0O 0 0 0 o0 o0
Stomach 0 0 0 0 0 0
Duodenum 0 0 0 0 0 0
Jejunum 0 0 ¢ 0 o0 O
Ileum 0O 0 0 0 o0 0
Cecum 60 0 0 0 0 0
Colon 0 0 0 0 o0 0
Rectum 6 0 0 0 o0 0
Submandibular gland 0O 0 0 0 0 0
Sublingual gland 0O 0 0 0 0 0
Liver 0 0 0 0 0 0
Pancreas O 0 0 0 o0 O
Pituitary 0O 0 0 0 0 O
Adrenal O ¢ 0 0 O o
Thymus o 0 0 0 ¢ o
Spleen O 0 0 0 0 0
Submandibular lymph node 0O 0 0 0 0 0
Mesenteric lymph node 0 0 0 0 0o O

Kidney

~-dilatation, pelvis 0O 0 0o 0 0 O
Urinary bladder 0 0 0 0 0 0
Testis 6 0 ¢ 0 0 0
Fpididymis 0O 0 0 0 0 0
Seminal vesicle O 0 0 O 0 O
Prostate 60 0 0 0 0 O©
Mammary gland ¢ 0 0 0 0 ¢
Skin o 0 0 0 0 0
Eve

-disarrangement, retina o 0 0 0 0 0
Sternum {(Bone marrow) 0O 0 0 0 0 0
Femur (Bonc marrow) o 0 0 0 0o ©
Skeletal muscle O 0 0 0 0 0O

0 : No remarkable changes



B-4312

Appendix 147 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : O

Organs Animal number
11 1 1 1 1
T 1 1 1 1 1
-findings 0O 0 0 0 0 0
1 2 3 4 5 8
Thyroid (Parathyroid)
-hypertrophy, follicular cell 0O 0 0 0 0 0
-ectopic thymus o 0 0 0 0 O

0 : No remarkable changes
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Dose (mg/kg) : O

Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs

-findings

O

Animal number

NOF P

WO

1

O

DO =

RO

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
-metaplasia, osseous

Esophagus

Stomach

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver

Pancreas

Pituitary

Adrenal
-single cell necrosis, cortical cell

Thymus

Spleen

Submandibular lymph node

Mesenteric lymph node

Kidney
-dilatation, pelvis

Crinary bladder

Ovary

Uterus

Mammary gland

Skin

Eye

Sternum (Bone marrow)
-granulopoiesis

Femur (Bone marrow)
-granulopoiesis

Skeletal muscle

Other gross lesion
-Subcutaneous node, axillary region

abscess

[oNoRoNeReNe]

OO0 TCOOOOD
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SO0 COOLOCCOOOOO el oRoNeNe]
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o
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OO OF
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OO OO
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COOoOOCOoOOoOOoOQCOoOoOOoO0O0 (oo RoleR ol

OO

DO OoOOTCCO

<

o0

/

[=R e R Nal COO0DOCTCOODOOOSO Do O

SCOOCoSOoOO0o

<

0 : No remarkable changes 1 : Slight 2
/ : Not examined due to no macropathological findings

Mild

Present



B-4312

Appendix 149 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 24

Organs Animal number
2 2 2 2 2 2
1 1 1 1 1 1
-tindings 0O 0 0 0 0 0
1 2 3 4 5 6
Thyroid (Parathyroid)
-hypertrophy, follicular cell 0O 0 0 0 0 o
-ectopic thymus ¢ o 0 0 0 O

0 : No remarkable changes



B-4312

Appcndix 150 Histopathological lindings of new born female rats administered orally with 3-Aminophenol for 18 days

Dose (mg/kg) : 80

Organs Animal number
3 3 3 3 3 3
T 1 1 1 1 1
-findings 0O 0 0 0 0 o0
1 2 3 4 5 8
Thyroid (Parathyroid)
~hypertrophy, follicular cell o 0 0 0 0 o0
-ectopic thymus o 0 0 0 P 0O

0 : No remarkable changes P : Present



B-4312

Appendix 151 Histopathological findings of new born female rats administered orally with 3-Aminophencl for 18 days

Dose (mg/kg) : 240

Organs Animal number
4 4 4 4 4 4
11 1 1 1 1
-findings o 0 0 0 0 O
1 2 3 4 5 6
Thyroid (Parathyroid)
-hypertrophy, follicular cell 1 ¢ 1 0 0 O
-ectopic thymus o P 0 0 0 O

0 : No remarkable changes 1 : Siight P : Present
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Dose (mg/kg) : 240

Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days

B-4312

Organs

-findings

RS

Animal number

4

RO -

4
1
0
3

SRR =N

DO

DO =

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
~-metaplasia, osseous

Esophagus

Stomach

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver

Pancreas

Pituitary

Adrenal
-single cell necrosis, cortical cell

Thymus

Spleen

Submandibular lymph node

Mesenteric lymph node

Kidney
-dilatation, pelvis

Urinary bladder

Ovary

Uterus

Mammary gland

Skin

Eye

Sternum (Bone marrow)
-granulopoiesis

Femur (Bone marrow)
-granulopoiesis
Skeletal muscle

Other gross lesicn
-Subcutaneous node, axillary region

abscess

[«JeloRolajoloRo ol oNoleNo Rl OOoCOCC OO

cCoTcoOoCC =loleNolel
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COCOTCOCOD coCocoo
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[oRe)

0 : No remarkable changes 1 : Slight

/ : Not examined due to no macropathological findings



B-4312

Appendix 153 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Organs Animal number
11 1 1 1 1
0O 0 0 0 0 O
-findings o 0 0 1 1 1
7T 8 9 0 1 2

Thyroid (Parathyroid)
-ectopic thymus 0o 0 0 0O P O

0 : No remarkable changes P : Present
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and followed by a recovery period for 9 weeks

Dose (mg/kg)

0

Histopathological findings of new born male rats administered corally with 3-Aminophenol for 18 days

B-4312

Organs

-findings

o or

Animal number

OO

Lo

OO

- O

W= O

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart

-cell infiltration, inflammatory,

Trachea
Lung (Bronchus)
Esophagus
Stomach
-erosion, glandular stomach
-edema, submucosa
Duodenum
Jejunum
Tleum
Cecum
Colon
Rectum
Submandibular gland
Sublingual gland
Liver
-microgranuloma
Pancreas
-basophilic focus
Pituitary
Adrenal
Thymus
Spleen
Submandibular lymph node
Mesenteric lymph node
Kidney
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
-cell infiltration, mononuclear,
Mammary gland
Skin
Eye
Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

focal

interstitium
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0 : No remarkable changes 1

Slight

2

Mild



B-4312

Appendix 155 Histopathological findings of ncw born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Organs Animal number
2 2 2 2 2 2
0 0 0 0 0 O
-findings o 0 0 1 1 1
7T 8 9 0 1 2

Thyroid (Parathyroid)
-ectopic thymus 0 0 0 0 0 O

0 : No remarkable changes



B-4312

Appendix 156 Histopathological findings of new born male rats administered orally with 3-Aminophcnol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Organs Animal number
3 3 3 3 3 3
0O 0 0 0 0 0
-findings o 0 0o 1 1 1
7T 8 9 0 1 2

Thyroid (Parathyroid)
-ectopic thymus 0O 0 0 0 O O©

0 : No remarkahle changes



B-4312

Appendix 157 Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Organs Animal number
4 4 4 4 4 4
O 0 0 0 0 0
-findings 0O 0 0 1 1 1
7 8 9 0 1 2

Thyroid (Parathyroid)
-ectopic thymus o 0 0 0 o0 O

0 : No remarkable changes
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and followed by a recovery period for 9 weeks

Dose (mg/kg)

240

Histopathological findings of new born male rats administered orally with 3-Aminophenol for 18 days

B-4312

Oorgans

-findings

OO A

Animal number

X O ON

VOO

SO Ok

4

— o

N = O

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart

-cell infiltration, inflammatory,

Trachea
Lung {Bronchus)
Esophagus
Stomach
-erosion, glandular stomach
-¢dema, submucosa
Duodenum
Jejunum
Ileum
Cecum
Colon
Rectum
Submandibular gland
Sublingual gland
Liver
-microgranuloma
Pancreas
-basophilic focus
Pituitary
Adrenal
Thymus
Spleen
Submandibular 1lymph node
Mesenteric lymph node
Kidney
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
-cell infiltration, mononuclear,
Mammary gland
Skin
Eye
Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

focal

interstitium
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0 : No remarkable changes 1

Slight

2

Mild



B-4312

Appendix 159 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
11 1 1 1 1
T 1 1 1 1 1
-findings o 0 0 1 1 1
7 8 9 0 1 2
Thyroid (Parathyroid)
-ectopic thymus 0 0 0 0 0 0

0 : No remarkable changes



B-4312

Appendix 160 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
11 1 1 1 1
11 1 1 1 1
-findings 0O 0 0 1 1 1
7 8 9 0 1 2
Cerebrum g 0 0 0 0 0
Cerebellum 0 0 0 0 0 O
Spinal cord 0O 0 0 0 0 0
Sciatic nerve o 0 0 0 0 0
Heart 0O 0 0 0 0 0
Trachea c 0 0 0 0 ¢
Lung (Bronchus) 0O 0 0 0 0 0
Esophagus 0o 0 o 0 o0 0
Stomach 0 0 0 0 0 ©
Duodenum o 0 0 0 0 O
Jejunum 0 0 o ¢ O ©0
Ileum
~diverticulum 0 0 P O O O
Cecum 60 0 0 0 0 O
Colon 0O 0 0 0 0 0
Rectum 0 0 0 0 0 O
Submandibular gland o 0 0 0 0 O
Sublingual gland 0 ¢ 0 0 0 0
Liver
-microgranuloma 0O 0 o 1 0 o
Pancreas 0O 0 0 0 0 O
Pituitary 0O 0 0 0 0 0
Adrenal 0 0 0 0 0 O
Thymus o 0 0 0 0 0
Spleen O 0 0 0 0 0
Submandibular lymph node 0 0 0 0 0 O
Mesenteric lymph node 0O 0 0 0 0 0
Kidney 0O 0 0 0 0 0
Urinary bladder O 0 0 0 0 O
Ovary o 0 0 0 0 O
Uterus 0O 0 0 0 0 O
Mammary gland o 0 o0 0 0 o
Skin 0O 0 0 0 0 O
Eyve
-disarrangement, retina 0O 0 0 0 0 1
Sternum (Bone marrow) O 0 0 0 0 O
Femur (Bone marrow) 0O 0 0 0o 0 O
Skeletal muscle 0O 0 0 0 © o

0 : No remarkahle changes 1 : Slight P : Present



B-4312

Appendix 161 Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 24

Organs Animal number
2 2 2 2 2 2
11 1 1 1 1
-findiogs o 0 0 1 1 1
7 8 9 0 1 2
Thyroid (Parathyroid)
-ectopic thymus 0 0 0 0 0 0o

0 : No remarkable changes



B-4312

Appendix 162 llistopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Organs Animal number
3 3 3 3 3 3
i1 1 1 1 1
~-findings 0O 0 0 1 1 1
7 8 9 0 1 2

Thyroid (Parathyroid)
-ectopic thymus 0o 0 0 0 0 0

0 : No remarkable changes



B-4312

Appendix 163 Histopathological findings of new born Temale rats administered orally with 3-Aminophenol for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

Organs Animal number
4 4 4 4 4 4
11 1 1 1 1
-findings O 0 0 1 1 1
7 8 9 0 1 2
Thyroid (Parathyroid)
-ectopic thymus P 0 0O O O O

0 : No remarkable changes P : Present



Appendix 164

Histopathological findings of new born female rats administered orally with 3-Aminophenol for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 240

B-4312

Organs Animal number
4 4 4 4 4 4
1 1 1 1 1 1
-findings ¢ 0 0 1 1 1
7 8 9 0 1 2
Cerebrum ¢ 0o 0 0 0 0O
Cerebellum ¢ 0 0 0 0 O
Spinal cord 0O 0 0 0 0 0
Sciatic nerve 0O 0 0 0 0 0
Heart O 0 0 0O 0 0
Trachea g 0 0 0 0 O
Lung (Bronchus) 0O 0 0 0 0 0
Esophagus o 0 0 0 0 0
Stomach 0 0 0 0 0 0
Duodenum g 6 0 0 0 0
Jejunum o 0 0 0 0 O
Ileum
-diverticulum 0O 0 0 0 0 O
Cecum 0O 0 0 0 0 O
Colon O 0 0 0 0 0
Rectum 0O 0 0 0O 0 O
Submandibular gland o 0 0 0 0 0
Sublingual gland o o 0 0 0 0
Liver
~-microgranuloma o 1 0 1 0 1
Pancreas 0 ¢ 0 0 0 0O
Pituitary 0O 0 0 0 0 0
Adrenal 0O ¢ 0 0 o0 0
Thymus ¢ 0 0 0 0 ¢
Spleen o ¢ 0 0 0 o
Submandibular lymph ncde 0 0 0 0 0 0
Mesenteric lymph node 0o 0 0 0 0 O
Kidney 0O 0 0 0 0 O
Urinary bladder 0 0 0 0 0 0
Ovary 0O 0 0 0 0 o
Tterus O 0 0 0 0 o0
Mammary gland 0 0 0 0 0 0
Skin 0 0 ¢ 0 0 ¢
Eye
-disarrangement, retina a 0 0 0 0 0
Sternum (Bone marrow) 0 0 0 0 0 O
Femur (Bone marrow) O 0 0 0 0 0©
Skeletal muscle 0O 0 0 0 0 0

0 : No remarkable changes 1 : Slight
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