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2)  RERE

EEFAERBIIDOWTHEIE L.

LEWHTIEHRS 1, 4. 8, 11, 14 R 18 H (Afk 4. 7. 11, 14, 17 kU 21 H) @
RE Y B OTGANTHE U7z, REEHIRARIAEE 1 207 B, DRI 7 B Z &1358 1 =
& L7ze BENL 08 0 30~11: 25 ORICT> /2, F/z, HMBREBRERR L OZD, HlkH
B 16 B REOREZME L 72,

3) EHERAE

REHIRF O 2 LRI DWTHIEL /2,

RIS 1EAE L BNS 3 HEKRESHNS THETOD 27800 4 QMO RFEERE
. XO®BII3I~4 HITEIZ 30wl 4 HREO R R ZME (08 : 52~11: 35 D)
LT, 11 HRERZENLZ,

4) LR

SFEVNTDWTEEEAZ A% 7 RO 11 BIC. UEHHZ 4% 11 RO 14 1, 1]
WRBHZ LR 14 NN 17 HIZ, BB ZAER 35 XU 42 HiT, RBREASETOE D Z T
42 RO 49 HIZHE L /2.

5 HERERE

EEAERIIONWTHE 18 H (BEEER) ICHERS. ABERHN. ERRE. Z2hiE

FRHECENKH (Preyer RH) ZHKLE.
6) REE

K655 938 (fR#K 57~58 A) O2FHERICOWTRELRT 7=,

EFAERE, BENCRREBE LY NLAEF DAL, MR - HREKT T 4 FER
ERR Lz, Z0%., HBHER - HBREKT T 20 HHERZER L, #oNREANT,
ROBEHIZDWTRELZ, 72d. ERLUARYO 4 FFRERICOWT pH L TIEE TO
B&ZE, TORICESNZ 20 HREAWTRBFZME Lz, £/, REICZDWTIE 4
BREfIR & 20 BERIRZ 2N ENHEL ., 8E L=,
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BEEH B E H K

pH URIFLET 7A stBRHl (BkA St af05%E —FL) 2
mAEHE URIFLET 7A &8 (BKattm#@E —f3) @
o AR URIFLET 7A BB (MRSt —F %) 2
73— A URIFLET 7A BB (R 2t —H) 2
& URIFLET 7A i8R (RN SRS —F) »
=) 91 % URIFLET 7A B (S #fE—Fly) »
ogy /) —4 > URIFLET 7A &5 (BkilStt i # s —F7) »
= IR MBI

W itk

RE (24 B§fEE) HERE

RiEE (mOsm/kg) KrfE Rk D

o I e

a) ¢  mini AUTION ANALYZER MA-4210 (XSt s#E—F5)
b) : EHHERBELNERE A—F7 > FA¥ v b OM-6030
e mEE R

7 MR

G MRS T ROMREE T OB H OB, BTAN S —&ER (K 16 K &
Vet Rz T—7)UKE: FTHRIEL., &5 TRFERE IE R ERD 5 /N
SAVEU P RN M 2 BRI L . EDTA-2K NRME (SB-45: 2 A A v 7 AR E4h)
WIRA) ImL 27003 U7z, RIS T RS e 8 K8k 5 EDTA-2K MERIMR

(SB-41: ¥ A A w7 A&t TR ZHEBM L., TNENROEHEBIZDWTHIEL /2.
RN, ARSI TRFERENIC DWW T, 3.8% 7 T2 T MU U A ZMA T2 MK
EERBL. ZhEanlad (3,000rpm. 10 7)) LTHSHzEEZRAWT o ho
B R R ONE LD b ORI AF VRRICDOWTHEIE L /2,
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B EE B 4 ik B
FRIERE (RBC) SIS AR IE ) 104uL,
NESZTE LR (Hb) T LA RAESOE Yk g/dlL
ARy ME (H)  RIEREC, DOF R R R & B ) %
TEHRMBER (MCV)  SEUEFTZLRILS L

FrgRinEkimeazsE (MCH)

MBI B NE 7 O > s 5B ) pg
iR mERmAREREE (MCHC)

NETOECBRUAT M Uy MEMSEILS %

AR M Ek 2 Brecher ¥ %
JilIRANY % BRI PIA LR IE S 104uL
HifnEk# (WBC) BRULPT AR bkibES 102/uL
SHE2ER R May-Giemsa R K B85 %
JobhorEVEM PT) 70w REY s
L2 h O 2R T 5 AT R (APTT)

7y hED s
1365 FFI 30 5 g

¢ aA—)Vy—2HHsEHAMIKY ;51— T890
(R 272v >« =)%Y —&4h)
d) . MEEEEHEREE ACL 100 (Instrumentation Laboratory)

8) ML FHE
MELEREDD O & FIRHC, JERENRD SEILL 72 iz~ 2 nRBRE I &
Vg8 (3,000rpm. 10 2D L. /o2 HWTROEBIZODWTHERT

-7,

BREEE iU A - By
GOT UV-rate & TU/L
GPT UV-rate 1%’ IU/L
LDH UV-rate {%¢’ TU/L



B-4316

BT H WoOE B {7
7 -GTP TS IS FIVRF 4 b o7 2 Rk TU/ML
AlP Bessey-Lowry {4’ IU/L
%L A570—)l (T.cho) CEH-COD-POD k¢’ mg/dL
FUZUESA K (TG)  GK-GPO-POD #:© meg/dL
U 2igE (PL) PLD-ChOD-POD ¢ mg/dL
WEUIE > (Tbilirubin) 7V EUJILE i mg/dL
T a—A Hexokinase-G6PD #¢’ mg/dL
R#EZEF (BUN) Urease-GLDH ¢’ mg/dL
2VrYF Jaffé i£<’ mg/dL
FhUTL (Na) A F @R ERmIE ) mmol/L
F1U L (K) A A RPN B mmol/L
W5 (CD A R E M mmol/L
F1i 7 (Ca) OCPC % mg/dL
gy > (P) TV T F UL mg/dL
wizABE (TP) Biuret {4’ g/dL
TIVTI BCG ik*’ g/dL
A/G BIEABRERTETIVT 2 NG EH
{5 I 2 B ER

e) . ZEHEOWEE Monarch (Instrumentation Laboratory)

9) JWHEFRAE
Hik, MEEROWE ROWHEBEHARFREZT > 7.
(D #BREOGEEREONT

SRR SRR REIRIMNIC KO BULBOE S & A REW OF T2 U,
ZEHED. MR O OEE - HC DWW T, WIRMITHE OfF 2 M ICBigL - ikl
2o BT, LTFICRTHRE LMY (FEARCRRIZEY S ERE 10%5)1 <) R
THEERRL, 72720, KREHEK rROFREICOWTIE, REEOEEHH) L.
FEEE (EXER) 2T L. £k ERBROATRUHRERY, SEE 100g %
ZOOREBEE (HMER) 2HH Lz, *H2MLZFBEIT DN TRALAZIZHE L
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e, EAAGTTOMETHE L 2. REMIC D WTIE, 5 B 7 Ry & 62
T—7)VRREE T TIHRAEIROIENIC L D HBEES SRR L 200, BRERRD T, A
RO SR L,

B, TEE, R (BRAMEEEST) < gl IR, M. O M (JEXs

) . M. B, R OREH LA BN, 7
2) FWHMMAEHRE

ZFERICDONT, ROEF|E - fEEZHFIR L. Y CBMEE 10% R0~ 2 TREE

(720, BRECRE LRI T 7 VK, IBIR. N—F — R R ORI ) > MR EE
THRBELZ 3% TNZITIVTER - 25%FIIL<Y D THEEL., U RS 10% )L
T MITRELR) L. N7 0 AU T, 2%, 5 N OASKIIRIK T M
OxHEEE L FARBOSH LI NI T OMOREOF 4T CWIRIKIC BE NS 5 N
PIZDNWTHIH EL, AR RFIY 2« TAD REEAEER L TERLZ. 718,
WgE, N—%—R, BRER, SERCEICOWTEHHEBEAOEMITHLT, #RED
A& LTz, i, EEEHIEE (Hir) Mgz L RF L7,

K. /BN, BEE (L) . ABEdsE, BRER. S, N—F M FEEK, PIRR

(LE/MEZEED) . BB, IR, M. 3T /%8, BRI >R, O, B

KBk, K&, M (REZ&50) . & td, B, T 6B 25 05 8§85,

W ERE. BETRR - T RRR. FREE. BRDE. EIBE. BERR. REE. R DMk, ATYZAR,

FEEE. DREL. TE. E. FUR. HROHHE (R - KEE)  RESEERS. E (B

') . AR R

AERR T ¢
E, EAR, REE (RE. BB | RERE, MEEFRERCEEERI DT,

F 9 Bartlett {512 & D FREO RO —IEOBE (/KR @l 1%) i1/, TORE.
DD —72 B 5121 Dunnett £ % . 00N — T/ WiEE121d Dunnett 1@ mean rank test
ZRWTHAE AR E5REOEEBMOAORE (EALE : fifl 1 KT 5%) 2{T7-o7,

MEBEROHEREREICDOWTIE, 2 2RERICKD, ROEERRBICO W TIIHRE 2 2

ERIZL DTN TR E SR G EOEDO B (FEKE - WAl 1 R 5%) 2o/,

FIEALRR R O AR IZ D W Tid, Mann-Whiteny @ U BEIC &L U RIREE & SR GHOED

BoE (EEKEE: Rl 1 ROB5%) 2>/,

i 22 [



B-4316

HERER
1. —RgiKAE
nk#i# Table 1-1. 1-2 T Appendix 1~8 IZ/RL /=,
D &REHE

wEHEh, FECEIES SN T,

BE GO N T 40me/ke UL TOHRG RO T, WINOEYICH B IZa s niah
7%

100mg/kg ¥ G5-HEDHETIX, 161 (No.4106) THS 8 HLAEH G HiM 238 U THE DM
RS a sz,

2)  IREEHIRG

HEGHOMEONWTNOFHICHREIZHSNT, REDHbLEOSNAN-E. &
B, B 151 (No.1009) TIASE 1 B2 SRR 2m U TR (Kt 23
57z,

2. &
4% % Fig. 1. 2. Table 2-1. 2-2 XU\ Appendix 9~16 {Z/RL 72,
1) #&45
I GREOERE & I B C IZIFEFRICHER L, ARETRD Shah - .
2) RIEHAR]
BR GO &6 1 REE S IZIERBRCHER L, ABEERDSah o 7.

3. R (KEHEPOHATE)

HiAE % Fig. 3. 4. Table 3-1. 3-2 kU Appendix 17~24 {TRL 7z,

16 X OF 100mg/kg % GEEQ N TN &L S5 BFO ML, MR S IZERRICHER L. AE TR
FSNTEIND Tz,

40mg/kg G RO T, (KIE 31 AL MHEEEZ LE> THBE L, HRICHEREEVA SN
kiR ] PU R i A E VA ALY
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4. SHMLER

R % Table 4 & TN Appendix 25~28 122 L7z,

FREROMRIC BT 2T, D, RSB, O K ORERIEAY 2 EEOR
A, R S ORICEA S Mz EdA S N o 2,

728, AHEBEOME 1 #1 (No.1009) &, AHEERAVNEBERAE TH - 72729, IR HH
UZsino/z, LU, EMNTEFICIREERZ L . AHOIREREZEOMEIESR SRt L /-,

5. BEERTE
A% Table 5 &K Appendix 29~32 ITR L 7=,

FIGEE OB 2L . ABREKH, ERE, 22PER R R EES S (Preyer
R V. MR EOICEH s aERED s Nah o Tz, B, RO 1 #] (No.1009)
DL e AL AUAEIR FIBofE, IREKO/NUE) Tho7zz. Ao
A TrRHME L7z,

6. FRBRE (KESE IBICOHERE)

FEA& % Table 6-1~6-4 K& UX Appendix 33~44 {ZmRL 72,

B EEEOHE KO 40mg/kg UL F ORGSO TIE, WIhOREEB I D XHE & OEICHA
SMBERA SN T2,

100mg/kg ¥ SREOMETIE, Wz ALEBMEFIOAZLKT LREBEOFERBMNA SNz,

7. MER¥RE

kA& % Table 7-1~7-4 U Appendix 45~60 IZRL 7=,

D3GR rRTE
£ ESHOMM & B IR ER ST L5 B DN EBIEERD S hah o T,
728, 40mg/kg % FREQ M M/ ML OB Z DDA o Foht, HER EOBMET

molz,

2) ARSI T Rk A

BREHGROMHEE B2, HERPEKSICILDEZZ 0N EFED NN ST,

8. mik{kFRE
&% Table 8-1~8-4 }eU Appendix 61~76 IR L 72,
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D) 25K T iR
BREREOMEHE - BICHBYER G LD EZEZLSNBELIZHD SNEho -,
723, HETH 16mg/kg HGEICU U IREOAEZEM,. 40meg/ke HEHRICHRIL 27
O— )V OFRESEMAB SN0, WINs ARSI ho 7=,

2) IRIEHARIMK TR
FREGBEOMMEE B ITHBRYBERGIZXL D EFZZSNDELIERD Slaho 12,

9. HE=E
ki % Table 9-1~9-8 }TF Appendix 77~124 iR L /=,
D SR TRRA
40mg/kg LA OB E#EOME N TN 16me/kg R ESHFOMETIL, M- OMICHEEETR
D ENEINDTZ,
100mg/kg BGHOME TR, CROMEM ERICHEZZHEINNS SN, HHERITIE
BRENRND T,
40mg/kg P L Q5B OMETIIHARBR O K WM R B ICH BaBbaia s hiz,
2) KSR TR
WERY AR 51T LB EFBZ o NS AT o Namn o7z,
7235, 40mglkg WEH O TE, M. L CHBOMNEEICA BRI SRR
RO ERITHBERFELNS NN, HE EOBENEh- 2.

10. Sl
Ffi & Table 10-1. 10-2 K TX Appendix 125~140 IZ;R L7z,
1) 5K TRRE
BWRYBRGIZL B EEZ SNLHELEED SN . BB, LTOZRA LN
W, FOHRBRWMASWINSERFIR EEZ SN,
i D BAEHSGED 100mg/kg R GREOIE 161 (No.4106 : —RARKE TR ORI
NHoNfEE) AN,
B OB BEESR (EAHE) PBEROME 1 #1 (No.1102) IZAa 5Nz,
2)  PRERHARIR TR
WEMERGICEL D EZBZONDEMERD NS ho7z, Tad, UTOEERALN
e, FOWBHRNA S WINDEFER R EE A s 7.

— 25 —
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ok o IRERO/NYE (FritE) ASHBEEORE 161 (No.1009 @ —-iKRE THIIRAS
& BN ICAHALNIZ.

B REUL/ISKHEREOME 1 61 (No.1111) ITH 5N/,
B TFEIR () AR D 16me/ke I 5REOHES 181 (No.1008.
2012) IZHA 5Nz,
H D BRE OB 16 BT 40mg/kg HEFEOES 161 (No.2110. 3108)

WA BN,
OB e (EEE) 2 16mg/kg BERED 1 6] (No.2008) iZH BT,

1. REBRPRE
fA % Table 11-1~11-5 B TX Appendix 141~148 {Z5R L7z,
)RG5 MRHE T R R

SHTE R O 100mg/kg £ FREOMEREIZ A S N2 LA LTICHRE T &I T 208, £
DHBRIEN S WTNLEETREE R SN,

KO o SEBKEED 100mg/kg 5O 1 ] (No.4106. AR TR=ELEMN

FHENTER) ITanNT,

O BB BB R EE Y 100me/ke B GREOME 1 FlICH SNz,

BH B MRSV TICBUT 58 EOSIEMEMILEMEAY 100me/ke 12 58O
H1#icAHENT,

FIRIR (Ef/MEZEED)

R BRAAEDS 100me/kg I SR OME 1 PlicH BN,

B OB SRSHEBEOM 1 N, BEAEIZBT 2REOREEMIER M
100mg/kg HESFEOME 1 FIT. MU E M BEEMRREA 100mg/kg #
HEOMOME 1 Fliz, BEOBHIVRN X HEEEOM 1 #1 (No.1102. AR
I OB HRIVEAHAE I NfEK) [Ta sz,

B OBE o HBRICEMUR BRI A 100me/ke K GREORE 1 BHIZH BTz,

Fe 5 HRTRE T RSB (R BERE M TR 100me/kg 25 8E) TRSR L 72 MLOESE - #ifk, 7
mHH. AN B B . REHR. [E I (KREXETD) . fE. B, T 4E
BB, Z2ig. B, RERG. R, BITRR - ERRR. B MERR. FaEMR. 20B. BORR. IR
BT SNHE, BERBEY SNE, ORGR. RFE LR, FEEE, AR, DB, 7. &, PR
& (BEER) . BREK. BROVEEE (W& - KBYE) M TORRREE TR I SR P WD
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SNiaho iz,

2) R TR A
SRR 100mg/kg % 5 REOMRICH SN2 ELFICRE Z&ICHBT 20, £
OHBRED S WTNOEREMTR EE A SN,
Hii D RS B WM E R BRI 350 D SR MO E D SORE A e R A B

N 100mg/ke HGHEDOHES 2 FIZA SR, 100mg/kg RSO 1 #1 T

S PIZIAMAE OB M EE D SO N, Eh, BLESX IR OME 1

FHZH BN/,

5 S DB BT AN 100me/kg B 5 BF O 1 FIZH SNz,

B B 0 KBS WIS T IS 2 B e MR ESE A R B O 1 ¢z A

53N/z,

FFOB o BRSO 2RI AN B D 2 1 &M 1 B B OX 100mg/kg 325 RE DI A

F2HliZAHA 5N,

BE B o IREMOBRMUSEE TR MA 100me/ke 58O 1 #llcH 50

7z

PR (EEMEETTD)

SR e R B AR IR B DB 1 flic A 5Nz,

B BEOBLEGENMEBEORE 1 # (No.1008. HWIRAYIZ & B HIEEDHER
ENEE) & 100mg/kg G5 OME 1 BlicHSNTz, Fiz, BRI
EAEPRME Y 100me/kg % S5EEOHE 1 FlIH SNz,

AISEHR 0 WREOUEREE O E M HBH TR M M BRI 3 1K X 100me/kg 1% 5.8

IZ 2 4lA 5N, BRMUGETSIRR DY 100mg/keg 5RO 1 6lICAH 517z,
IR Bk MBROEEBRICEMRIIEAE N 100me/kg G EEOME 1 FI2, B OH
BRSSO 1 FlicA SNz, 2. REE OB R RO
1 (No.1009, HIRENTHRERD /NS 5 AT fEHA)

RRER B 5 175 4
HAME T2 BV L7 RAETERIRER IR OB 1 HlICA 5 Nz,

16 KX 40mglkg ¥ 58I 5 NN IRRY B E AL

¥ OB 16mgkeg EEO 16 (No.2008) 124 & N WM/ RUEITHEHE O
HEEOEHTH > =,

i

i
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16mg/kg £ GO 1 #] (No.2012) 1TH 5N AR B FimkiZ, #
B b BEREZAR TH > /o,

16 0 40me/kg B 5B OIS 1 61 (No.2110. 3108) IZH5N-RE O
AR AT, fREHICWITNERE ORELEME L THRa N,
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z B

(EROF> 72200 AFNT 2/ —)VORERORG8EOFE S ORIEEEZHFES
v hERAWTHRHLUZ. 58130 (0.1vol % Tween80 N 0.56w/v % CMC-Na 7KIE#H) . 16.
40 % 7 100mg/kg/day & L. 1 TEMEMES 12 IO Sprague-Dawley & SPF T v k
(Crj:CD(SD)IGS) 4 4 Hi/p oIS £ To 18 HEIRERILIE S Lz, £0%. Fi&
#) (1 BEHERES 6 UT) 1D WTIE 9 ERRIEL /=,

5 511 B R ERIAR 258 U T — AR E R S 0B ERD o N, LLEhb s
SNEno T, 7B, BEHFEPIT 100me/ke %5 O 1 $1THERDMERA S NN, K
FUEIZ LB TH oz, KEEITZT Yy bTIREAREREE L THRATI ZEMMsnTH
Lk, £ ARBTORBOEIRD THa<, RICEBL-FHAS @58 20, 60
K00 200mglkg) 2ICBNTHBENTWRENI ENG HRYERSICL S L EEEREL,
BARFAERAL EEZL N, o, KEHMTOMBROBICHSNZHIBLEERELEZ
STz,

R ER KSR AP ICRGE U2 B E Tl SRS OE 8B s hiah- 72,

MEBigTid, BEREE. tdaiil. IRMRBAL. BEBH O R O AR ORI £ 2T
DFERICDODNTBRL 2N, BBMBEREIXILEETRD 6N - T,

HRERE T, BEFLRH, ABRKE. ERH. EHIEMRN R RER RN (Preyer &)
EETOHERIIONWTRA LN, #HBYWEHERE ZX5ERFRRD s hah-> 7.

PRI 9 WICIT > L IRRETIE, 100me/kg 25RO IR 72 A BV EIBPEBI QT ERE D
Binnia s, BRICHT  RENFEONZ. LML, BEHME MBS 50, mibEtbhd
EOREEREICBDWTEBAOXEEZRE T 28RO o NT, HEENERIILWES
ZoNiz. 2B, AT v M ERWE 28 HRRER 5B DV TIRREICHBRYER SO
EBIIHA LN TR,

M FRE R O EaE TR R ER G OZERRD sz 12,

S CERA T, 40mg/kg L OB S HOMIZHIRIBEROF DN A SN, UL, Mk
FHNCRERRADoNT. FIRBEENOZEZ R T 5 IR FIREOL b A5 NENnT
Ehe, HHEENERRRVES A SNE, 2. 100meg/ke 5O TLHEOMMEREIC
BinmA N0, MMERICEN/ L, Fo, HIEHARECMELEEREICB O THOEA
DOEENZRBTIHEIEA SN &0 6, BRYEBRGIZESEEEZFT LS NEN -



B-4316

Fzo REHIRHK TRORETE., HBRYWERS EOBMEtZRERTL2RASNEN> .
LLEom<, BENRBBELGWEARELEZS5NS 100me/ke K 5H TH. WIhoBAH

HIZHHBYER S OZBIIRDO sNRho 7. Lo T, XABREHFTICHTS (RO
F7xZI)) AFNT /IO EER (NOEL) 1 100mg/kg/day &HEw &7z,
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x ®

0 - (EROFS T2 AFILT L) —IDTy &N EOR 51T &
% 28 AROKEREEEARMALH S B r R R EmIT, ARES © 8L659,

2000

> R o000 250z 05y rEERE BT BIEN
154U (P B R A R U —F > 5 — RS  U-1709)

&L
3) Shayne C. Gad and Carrol S. Weil (1994) : Chapter 7. Statistics for Toxicologists, /n
Principles and Methods of Toxicology (A. Wallace Hayes, ed.), 3rd ed., pp. 221-274,

Raven Press, Ltd., New York.
VoA FEIRE(1981) - BRONFRME — ST &t — 11, pp.23-27, BEEKFEHRE, Bl

4)
P RIRE(1981) « EENEHAIE — 1 & #EHT— 11 pp.387-389, WAL KRS, WA

5)



Attached Data 1

B-4316

Stability and Homogeneity of Phenol, (hydroxyphenyl) methyl
in the Dosing Suspensions

Testing Facility
Date of Analysis

: Bozo Research Center Inc.
: August 4, 1999 (initial)

: August 13, 1999 (24 hours at room temperature following 8
days of refrigeration)

Study No.
Test Article
Vehicle

:A-1109

: Phenol, (hydroxyphenyl) methyl (Lot No. S980013)
:0.5w/v% carmellose sodium aqueous solution in additional

0.1vol% Tween 80

Prescribed Concentration
Form of Samplc

Date of Preparation
Prepared by

Storage Condition

: 1 and 50 mg/mL

: suspension

: August 4, 1999

: N. Nishimura, M. Ikeya

:room temperature and refrigerated (approx. 4°C) in an air-

tight container

Method of Analysis
Analyzed by
Person Responsible for

: high performance liquid chromatography
- H. Yoshinaga

Analysis - 'T. Tsuda
Results
Prescribed Determined Concentration (mg/mlL.)
CO[ICEI}U’&HOH lnitial 24 Hours at Room Temperaturce
(mg' mL) nitia following Day 8 of Refrigeration
Mecan = S.D. @ 1.05+£0.01 1.0010.01
! C.V." (%) 1.0 1.0
Extant Rate © (%) 95.2
Mean + S.D. 51.70+1.25 51.1320.62
50 C.V. (%) 24 1.2
Extant Rate (%) 98.9
Y. n=3
b)

. coefficient of variation
9. proportion to initial concentration



B-4316
Attached Data 2

Concentration and Homogeneity of Phenol, (hydroxyphenyl) methyl
in the Dosing Suspensions

Testing Facility : Bozo Research Center Inc.
Date of Analysis : September 9, 1999
Study No. :B-4316
Stage : before the start of administration
Test Article : Phenol, (hydroxyphenyl) methyl (I.ot No. S980013)
Vehicle :0.5w/v% carmellose sodium aqueous solution in additional
0.1vol% Tween 80
Prescribed Concentration : 1.6, 4 and 10 mg/mL
Form of Sample : suspension
Date of Preparation : September 8, 1999
Prepared by : M. Tkeya, K. Katahira
Method of Analysis : high performance liquid chromatography
Analyzed by : H. Yoshinaga
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed . Determined Proportion to Coefficient of
Concentration  Fraction Concentration (mg/mL) Mean £ 8.D. Prescribed value (%)  Variation (%)
(mg/mL)
Upper 1.57
1.6 Middle 1.58 1.58 £0.01 98.8 0.6
Low 1.59
Upper 3.87
4 Middle 3.85 3.85+0.02 96.3 0.5
Low 3.83
Upper 9.42
10 Middle 9.50 9.54+0.14 95.4 1.5

Low 9.69




Attached Data 3

B-4316

Concentration and Homogeneity of Phenol, (hydroxyphenyl) methyl

Testing Facility
Date of Analysis

Study No.
Stage

Test Article
Vehicle

Prescribed Concentration
Form of Sample

Date of Preparation
Prepared by

Method of Analysis
Analyzed by

Person Responsible for
Analysis

Results

in the Dosing Suspensions

: Bozo Research Center Inc.
: Septermber 28, 1999

: B-4316

: day 15 of administration

: Phenol, (hydroxyphenyl) methyl (Lot No. S980013)
:0.5w/v% carmellose sodium aqueous solution in additional

0.1vol% Tween 80

:1.6,4 and 10 mg/mL
: suspension

: September 27, 1999
: M. Ikeya

: high performance liquid chromatography
: H. Yoshinaga

+ T. Tsuda

Prescribed

Determined

Proportion to Cocfficicat of

Co(nnc]glrt;z]it)ion Fraction Concentration (mg/mL) Mean + 5.D. Prescribed value (%)  Variation (%)

Upper 160

1.6 Middle 1.60 1.60 £ 0 100.0 0
Low 1.60
Upper 3.85 o

4 Middle 3.69 3.794.0.09 94.8 24
Low 3.83
Upper 9.81

10 Middle 9.75 9.73 £ 0.09 913 0.9
Low 9.64




Body weight (g)

B-4316

600~
500k
400+
300+
200+
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Fig.1 Body weight new born rats administered orally with Phenol., (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks
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Fig.2 Body weight new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks
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and followed by a recovery period for 9 weeks
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Fig.4 Food consumption new born rats administered orally with Phencl, (hydroxyphenyl) methyl for 18 days

and follawed by a recovery period for 9 weeks
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Table i-1 Clinical signs of new horn rats administered orally with Phenol. (hydroxypbenyl) methyl for 18 days
Day of administration
Sex Dosc Findings —

meg/ ke 1a) 2 3 4 S G 7 8 g 10 11 12 13 14 16 18 17T 18
0 No. of animals 12 12 12 12 12 12 12 12 12 2 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 2 12 12 12 12 2 12 12 12
Male 16 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
40 No. of animals 12 12 2 12 12 12 12 i2 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 2 12 12 12 12 12 12 2012 12 12
100 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
Q No. of animals 12 12 12 12 1 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
Female 18 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 12 112 12 12 12 12 12
40 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 1 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
100 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 2 12 12 12 12 1
No abnormality 12 12 12 12 12 32 12 i1 11 11 11 11 11 11 11 11 11 11
Swelling, head 0 0 0 0 0 0 0 1 1 1 1 1 1 1 1 1 ]

a) : Starting age was 4 day after birth.
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Table 1-2 Clinical signs of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Week of recovery

Sex Dose Findings
mg/ke 1 2 3 4 5 6 7 8 9
0 No. of animals 6 6 G 6 6 6 6 6 A
No abnormality 5 5 5} 5 5 5 5 5 S
Closed eyelid (unilateral) 1 1 1 1 1 1 1 1 1
Male 16 No. of animals [ 6 6] 5] 6 6 6 3] 8
No abnormality 6 6 6 6 6 6 G 6 6
40 No. of animals 6 6 6 6] 6 6 6 6
No abnormality 6 6 6 6 6 6 8 6 6
100 No. of animals 6 6 6 6 6 6 3] 8 6
No abnormality 6 6 6 6 6 6 6 6 6
0 No. of animals 6 6 B 6 4} [¢] 6 4] 6
No abnormality 8 6 6 6 8 8 6 6 6
Female 16 No. of animals 6 6 6 6 [ 6 6 6 6
No abnormality 6 6 6 6 [§] 6 6 6 6
40 No. of animals 6 6 6 6 64 6 6 6 [§]
No abnormality 6 6 6 6 6 51 6 6 6
100 No. of animals 6 6 6 6 6 6 6 6 6

No abnormality 6 6 6 3] 6 6 6 6 6
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Table 2-1 Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Pay of administration

Sex Dose Gain
mg/ ke 1a) 4 8 11 14 18 1-18
0 No. 12 12 12 12 12 12 12
Mean 11.8 18.5 28.6 36.0 42.5 56.4 44.6
S.D. 0.5 1 2.4 3.7 4.0 6.7 6.4
Male 168 No. 12 12 12 12 12 12 12
Mean 11.7 18.4 29.3 37.3 43.5 59.2 47.5
$.D. 0.3 1.1 2.5 2.9 3.6 5.0 4.9
40 No. 12 12 12 12 12 12 12
Mean 11.8 19.0 29.2 36.4 42 .4 57.2 43.58
S.D. 7 1.1 2.1 2.1 3.0 3.0 2.8
100 No. 12 12 12 12 12 12 12
Mean 11.4 17.9 27.8 34.9 41.2 55.6 44 .2
S$.D. 0.5 1.0 2.2 2.4 3.1 3.9 .8
0 No. 12 12 12 12 12 12 12
Mean 11.7 18.4 28.8 35.9 42.3 56.5 44.8
5.D. 0.7 1.4 2.3 2.4 2.9 3.8 3.5
Female 16 No. 12 12 12 12 12 12 12
Mean 11.4 18.1 28.0 35.3 42.0 56.1 44 .7
S.D. 0.4 1.0 2.0 2.3 2.8 3.7 3.6
40 No. 12 12 12 12 12 12 12
Mean 11.6 18.7 29.3 36.4 43.0 537.7 48.1
5.D 0.5 0.8 2.3 2.6 2.9 3.2 3.1
100 No. 12 12 12 12 12 12 12
Mean 11.7 17.8 27.6 34.9 40.8 55.0 43.3
S.D. 0.6 1.5 2.4 2.7 3.1 3.7 3.1
Unit : g

a) : Starting age was 4 day after birth.
No significant difference in any treated groups from control group.
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Table 2-2 Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery pericd for 9 weeks

Day of recovery

Sex Dose Gain
mg/kg 1 7 14 21 28 35 42 49 56 83 1-63

0 No 6 [§] 8 6 8 & 6 <] [3] [¢]

Mean 61.0 100.3 161.86 2271 288.8 350.0 395.2 428.8 467.3 484.6 423.6

5.D. 4.9 11.0 16.5 18.4 21.8 25.6 29.4 32.5 38.1 38.9 37.6

Male 16 No. 6 6] 6 5 6 5] 6 6 6 6 6
Mean 65,4 105.8 168.3 234.6 296.7 356.6 406.1 436.5 471.2 488.9 423.5

S.D. 3.9 7.0 10.1 15.2 16.2 20.7 24.2 26.2 32.6 33.0 30.1

40 No. 6 3] 6 5} 6 6 31 6 6 6 6

Mean 61.9 104.4 171.7 242.1 309.6 376.9 432.6 466.1 503.1 528.2 466.3

S.D. 2.4 3.3 6.2 10.7 14.8 16.7 19.6 21.2 22.2 26.6 27.2

100 No. 6 [ 6 6 [ 6 6 6 6 G

Mean 59.7 100.0 163.35 229.3 292.8 353.8 400.8 432.3 470.7 491.2 431.5

S.D. 4.7 8.5 13.5 20.2 27.3 30.3 31.1 34.86 37.5 41.6 37.5

0 No. 6 6 6 6 6 6 6 6 8 [¢] 6

Mean 59.7 97.2 144 .4 180.2 209.8 234.5 257.5 75.1 289.4 207.8 238.1

S.D. 3.9 7.7 13.9 16.0 17.9 30.5 36.9 34.6 34.3 32.5 29.3

Female 16 No. 6 6 8 8} 6 G 6 68 S| [§) 6
Mean 60.8 99.1 160.4 188.8 214.2 241.1 259.4 280.0 288.4 299.4 238.5

S.D. 3.8 4.9 5.4 5.4 3.3 8.6 14.6 13.5 15.9 13.2 15.5

40 No. [§) 6] 6 3] 6 6 6 6 6 6 6

Mean 62.6 100.7 131.0 187.6¢ 214.0 236.7 256.3 270.7 285.2 288.9 226.3

5.D. 2.7 4.1 5.3 8.5 11.8 14.8 12.9 17.8 20.5 19.2 18.1

100 No. S] 3] 8 8 6 6 G [+ 6 6 6

Mean 58.7 94. ¢ 143.8 179.4 204.6 230.9 250.4 270.0 287.4 297.5 238.8

S.D. 3.2 4.9 8.1 11.8 14.7 19.4 28.3 29.3 35.7 40.7 39.5

uUnit : g
No significant difference in any treated groups from control group.



Table 3-1 Food consumption of new born rats administered orally with Phenol. (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Day of recovery

Sex Dose
mg/keg 3 7 10 14 17 21 24 28 31 35
Q No. §] 6 8 [§] 6 6 6 6 6 6
Mcan 10 14 17 21 22 26 27 28 29 30
S.D. 1 1 1 2 2 2 2 2 2 2
Male 16 No. 6 6 6 6 6 6 4] 6 6 6
Mean 10 15 18 22 24 27 28 30 30 31
S5.D. 1 1 1 1 2 1 1 2 2 2
40 No. 6 6 6 6 6 [ 6 6 6 G
Mcan 10 15 18 22 25 28 30 31 32 34»
S.D. 1 1 1 2 2 2 2 3 2 2
100 No. 6 6 6 6 6 6 6 6 6 6
Mean 9 14 17 21 23 26 27 29 31 32
S.D. 1 1 1 2 2 2 2 2 3 3
o] No. 6 8 6 6 [¢] 5] 6 8 6 6
Mean 10 14 16 19 19 20 20 21 21 22
5.D. 1 1 2 1 2 2 2 2 3 4
Femalc 16 No. a8 5 [§] 6 6 6 [5] 6 6 6
Mean 10 14 16 20 20 22 21 22 22 23
S.D. 1 0 0 1 1 1 1 1 1 1
40 No. 68 6 [4] [§] 6 6 6 6 6 6
Mean 10 14 17 20 20 22 22 22 22 23
S.D. 1 1 1 1 1 2 2 2 1 1
100 No. o 6 6 8 [ 6 6 6 3 [
Mean 9 14 16 19 20 21 21 21 22 22
S.D. 1 1 1 1 1 1 1 2 3 2

Unit : g/rat/day
Significantly different from control group (#:p<0.05, ##:p<(.01)
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Table 3-2 Food consumption of new born rats administered orally with Phenol, (hvdroxypheryl) methyl for 18 days
and followed by a rccovery period for ¢ weeks
Day of recovery
Sex Dose
mg/kg 45 49 52 56 59 63
0 No. 5] 6 6 6 6 6
Mean 30 31 31 32 29 30
5.D. 2 2 2 2 2 2
Male 16 Na. 6 51 6 53 [§1 6
Mean 31 32 32 32 29 31
S.D. 2 2 2 2 2 2
40 No. 4] 3] 6 [§ 4] 3]
Mean 348 35+ 34« 34 32 34
S$.D. 1 3 2 1 3 2
100 No. 6 8 [$] 6 6 [§]
Mcan 32 33 32 33 31 33
5.D. 1 2 3 3 2 3
0 No. 6 6 B 6 6 8
Mean 23 24 22 23 22 22
S.D. 3 2 3 2 2 2
Female 16 No. 6 6 8 3 6 6
Mean 24 24 22 23 22 23
S.D. 1 1 1 2 2 2
40 No. 6 6 4] 4] 8 (&}
Mean 23 23 22 23 20 22
S.D. 2 2 2 2 2 1
100 No. 6 6 [ 8 3] 6
Mean 24 25 23 24 23 23
S.D. 3 3 4 3 4 3

Unit : g/rat/day

Significantly different

from control group {s:p<0.05, =#:p<C0.01)
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Table 4 External differentiation of new born rats administered orally with Phenol, (hydroxyphenyl) methyl 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 /12 12 /12 5 /12 12 /12 10 /12 12 /12 5/ 86 6/ 6
0.0 100.0 41.7 100.0 83.3 100.0 83.3 100.0
Male 16 12 0 /12 12 /12 6 /12 12 /12 11 /12 12 /12 5/ 6 6 / 6
0.0 100.0 50.0 100.0 91.7 100.0 83.3 100.0
40 12 0 /12 12 /12 9 /12 12 /12 10 /12 12 /12 5/ 6 6/ 6
0.0 100.0 75.0 100.0 83.3 100.0 83.3 100.0
100 12 0 /12 12 /12 6 /12 12 /12 10 /12 12 /12 6/ 6 6/ 6
0.0 100.0 50.0 100.0 83.3 100.0 100.0 100.0
0 12 0 /12 12 /12 T /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 58.3 100.0 1.7 100.0 100.0 100.0
Female 16 12 0 /12 12 /12 6 /12 12 /12 11 /12 12 /12 6/ 8 6/ 6
0.0 100.0 50.0 100.0 91.7 100.0 100.0 100.0
40 12 0 /12 12 /12 10 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 83.3 100.0 91.7 100.0 100.0 100.0
100 12 0 /12 12 /12 6 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 50.0 100.0 100.0 100.0 100.0 100.0

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 adwministered orally with Phenol, (hydroxyphenvl) methyl for 18 dayvs
Sex Dose No. of Pupillary Corneal Righting Alr righting Preyer's
mg/kg animals reflex reflex - reflex reflex reflex
0 12 12 /122 12 712% 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
Male 16 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
40 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.90
100 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 16 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
40 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0
100 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: %

a): Only the left eye of onc animal was examined as the right eye was closed.
No significant difference from control group in any treated groups.
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Table 6-1 Urinalysis of new born rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

1) 2) 3}
pll Protein Ketone body Glucose
Sex Dose No.
mg/kg 5.0 5.5 6.0 6.5 7.0 7.5 8.0 8.5 9.0 LR L s T R T
0 6 0 0 0 0 0 0 1 4 1 0 0 3 3 0 0 5 1 0 0 0 0 6 0 0 0 0 0
VMale 16 6 0 0 0 Q Q 0 2 4 0 0 0 5 1 0 0 5 1 0 0 0 0 5 1 0 0 0 0
40 6 0 o] ¢} Q [4] 1 1 2 2 0 0 5 1 0 [¢] 6 0 O 0 O 0 5 1 0 0 0 4]
100 6 0 0 0 o} [} 0 0 2 4 a 1 2 3 0 0 5 1 0 0 0O 0 4 2 0 0 0 0
0 3] 0 0 0 1 0 0 1 1 3 0 1 4 1 0 0 5 1 0 0 0O 4] 6 0 0 0 0 0
Female 16 6 0 0 1 1 1 0 2 1 0 0 2 3 1 0 0 4 1 1 0 O 4] 5 1 0 0 0 0
40 6 0 1 0 0 0 2 1 0 2 0 4 1 1 0 0 5 1 0 0 0 0 6 0 0 O O 0
100 6 0 0 0 1 1 0 2 2 0 0O 5 1 0 O Qs 5 1 0 0 0 0 6 0 0 0 O 0
1) - : 0 - 5 mg/dL +- 1 10 - 20 mg/dL + : 30 - 70 mg/dL ++ : 100 - 200 mg/dL +++ 1 230 - 400 mg/dL ++++ 1 >400 mg/dL
2) - ¢ 0 mg/dL +- 1 5 mg/dL + 1 10 - 20 mg/dL ++ : 30 - 45 mg/dL +++ 1 B0 - BO mg/dL <+++ 1 >80 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

Significantly different from control group (#:p<0.05)
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Table 6-2 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks
4) 5) 6) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dase No.
mg/kg S - 4=+ dt et e+ A 4= 4 A AEE b LY Y DY
0 6 4 1 0 0 1 6 0 0 0 0o 0 5 1 0 ¢ a 6 0
Male 18 6 4 0 0 1 1 6 0 0 0 O 0 5 1 0 0 0 6 0
40 6 5 1 0 0 0 6 0 0 0 O 0 4 2 0 0] 0 86 0
100 6 4 0 1 0 1 6 0 0 0 O 0 5 1 0 0 o 8 0
0 6 6 0 0 0 O 6 0 0 0 O [¢] 5 1 0 4] 0 86 O
Female 16 6 6 0 0 0 O 6 0 0 0 0 0 4 1 1 0 ¢ 6 0
40 6 5 1 0 0 0 6 0 0 0 0 0 4 2 0 [0} g 6 0
100 6 5 0 1 0 O 6 0 0 0 0© 0 6 0 ¢ 0 o & 0
4) - 0 mg/drL. +~ 1 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL +++ : 21.0 mg/dL
5) - 0 mg/dL +- 1 0.2 mg/dL + 0.5 - 1.0 mg/dL 4 2.0 - 4.0 mg/4dl. + 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

No significant difference in any treated groups from control group.
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Table 6-3 Urinalyslis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

URINE SEDIMENT

CRYSTALLIZATION
RBC wBC SEC SREC Cast PS Cco
Sex Dose No.
mg/kg' - - + 44 A+t - - + w4+t - 4= + e 4+t - - + 4+ 4t - +- + - 4+~ + 44+ - +- + +4+ +++
o 6 5 0 0 1 0 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 0 6 0 0 1 2 3 0 0O 6 0 0 0 O
Male 16 [ 5 0 0 1 ¢ 6 0 0 0 © 0 6 0 0 O 5 1 0 0 0 G 0 0 2 2 2 0 0 ¢6 0 0 0 0
40 6 6 0 0 0 0 6 0 0 0 O0 0 6 0 0 © 6 0 0 0 0 6 0 0 11 4 0 0 6 0 0 0 O
100 6 5 0 1 0 0O 35 1 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O i 2 3 0 0 6 0 0 0 O
0 6 6 ¢ 0 0 ¢ 6 0 0 0 © O 6 0 0 0O 6 0 0 ¢ ¢ 6 0 0 1 4 1 0 0O 6 0 0 0 O
Female 16 6 6 0 0 0O O 5 0 0 0 O 0 6 0 0 0 6 0 ¢ 0 0 6 0 0 1 3 2 0 0 6 0 0 0 O
40 6 6 0 0 0 O 6 ¢ 0 0 O 0 6 0 0 © 6 0 0 O 0 6 0 0 2 1 3 0 0O 6 0 0 0 0
100 6 6 0 0 0 0 86 0 0 0 0O 0O 6 0 0 O 6 ¢ 0 0 0O 56 0 0 1 4 1 0 O 6 0 0 O 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 Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Urine Osmolality

Sex Dose No. volume
mg/kg ml./24hrs mOsm/kg
4] & Mean 12.0 1983
S.D. 2.9 227
Malc 16 6 Mean 12.5 1906
S.D. 4.0 108
40 6 Mean 13.7 1820
S.D. 2.2 286
100 6 Mean 13.4 1767
S.D. 6.0 3569
0 6 Mean 5.9 2199
S.D. 3.1 436
Female 16 [ Mean 7.2 1958
5.D. 2.8 283
40 8 Mean 8.4 1880
S.D. 4.8 537
100 8 Mean 11.2+ 1654
S.D. 2.7 239

Significantly different from control group (#:p<0.03)
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Table 7-1 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate-
Sex bDose No. locyte let
mg/ke X10%puL g/dL % fL PE % % X107 1L
0 5] Mean 484 10.0 30 62.8 20.7 33.0 23.8 114 .4
S.D. 25 0.6 2 1.5 0.5 0.3 1.3 6.6
Male 16 8 Mean 494 10.0 30 60.8 20.3 33.3 23.7 109.9
S.D. 21 0.6 2 2.1 1.0 0.8 3.8 13.3
40 6 Mean 488 10.2 31 62.9 20.9 33.2 26.0 98.0#
S.D. 34 0.5 2 1.5 0.5 0.4 2.7 12.1
100 6 Mean 479 9.9 30 62.6 20.7 33.1 24.4 107.3
S.D. 21 0.5 1 1.6 0.4 0.4 1.5 10.1
0 6 Mean 509 10.6 32 63.1 20.8 32.9 22.3 102.4
S$.D. 27 0.4 2 2.2 1.0 0.7 2.7 5.4
Female 16 6 Mean 496 10.2 32 63.6 20.7 32.5 23.5 104.0
S.D. 16 0.6 2 3.4 1.4 0.6 1.6 7.0
40 G Mean 498 10.7 33 63.6 21.5 32.8 21.7 a7.9
S.D. 31 0.6 2 3.0 1.0 0.2 2.3 9.1
100 6 Mean 490 10.6 32 65.2 21.6 33.1 23.4 108.4
S.D. 31 0.2 3.2 1.1 0.2 3.2 8.3
Significantly different from control group (#:p<0.05)
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Table 7-2 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
WBC Differential leukocyle counts (%)
Sex Dose No.
mg/kg X107k, Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 34 87.1 0.1 11.9 0.2 0.0 0.8 0.0
S.D. 12 2.8 0.2 2.4 0.3 0.0 0.6 0.0
Male 16 6 Mean 33 88.4 0.1 10.8 0.1 0.0 0.6 0.0
S.D. 15 6.7 0.2 6.6 0.2 0.0 0.6 0.0
40 6 Mean 31 90.5 0.1 8.8 0.1 0.0 0.6 0.0
S.D. 7 4.0 0.2 3.5 0.2 0.0 0.5 0.0
100 6 Mean 40 85.4 0.0 13.8 0.3 0.0 0.6 0.0
S.D. 12 8.8 0.0 8.4 0.4 0.0 0.6 0.0
0 6 Mean 38 91.7 0.1 .9 0.1 0.0 0.3 g.0
S.D. 10 5.2 0.2 5.1 0.2 0.0 0.3 Cc.0
Female 16 6 Mean 32 93.6 0.0 5.8 0.1 0.0 0.5 ¢.0
S.D. 9 3.1 0.0 2.9 0.2 0.0 0.4 0.0
40 6 Mean 35 93.1 0.1 6.3 0.1 0.0 0.5 0.0
S.D. 12 2.1 0.2 2.1 0.2 0.0 0.4 G.0
100 6 Mean 31 20.6 0.1 8.7 0.3 0.0 0.4 ¢.0
S.D. 10 2.6 0.2 2.6 0.4 0.0 0.5 0.0

No significant difference in any treated groups from control group.



Table 7-3 Hematological findings of new born rats administered crally with Phenol,

and followed by a recovery period for 9 weeks

(hydrcxyphenyl) methyl for 18 days

B-4316

RBC jite} Ht MCV MCH MCHC Reticu-  Plate- PT APTT
Sex Dose No. locyte let
mg/ke ¥10Y 1L g/dL % L pg % % ¥10YuL s s
0 6  Mean 862 16.0 48 55.3 18.6 33.7 1.6 93.2 14.9 18.3
S.D. 51 0.4 2 1.4 0.8 0.8 0.4 6.5 1.4 1.6
Male 18 6  Mean 835 15.7 47 56.2 18.8 33.4 1.5 95.0 14.8 18.1
S.D. 39 0.6 2 1.0 0.4 0.6 0.4 4.7 0.8 1.6
40 6 Mean 818 15.7 46 56.8 19.2 33.9 1.7 96.0 14 .4 17.2
S.D. 38 0.5 2 1.3 0.4 0.5 0.3 5.6 0.2 1.6
100 6  Mean 819 15.8 46 56.5 19.4 34.3 1.6 96.6 14.6 17.2
S.D. 59 0.7 3 2.2 0.8 0.6 0.4 3.4 0.4 1.4
0 6 Mean 812 15.5 46 36.3 1.0 33.8 1.6 89.7 13.4 15.3
S.D. 22 0.5 2 1.5 0.5 0.2 0.4 11.0 0.4 0.8
Female 16 6  Mean 782 15.4 46 38.0 19.7 33.9 1.8 91.3 13.1 14.8
S.D. 37 0 1 2.2 0.8 0.4 0.8 5.5 0.4 0.8
40 6 Mean 806 15.7 46 56.9 19.5 34.2 1.8 91.3 13.86 14.2
S.D. 33 0.4 1 1.8 0.5 0.5 0.6 7.3 0.5 1.0
100 6  Mean 785 15.5 45 57.7 19.8 34.3 1.5 96.5 13.0 14.4
S.D. 26 0.2 1 1.4 0.6 0. 0.4 14.4 0.2 0.9

No significant difference in any treated groups from control group.



B-4316

Table 7-4 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

WBC Differential leukocyte counts (%)
Sex Dose No. .
mg/ke Y107 4L Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 77 89.8 0.1 8.7 1.3 0.0 0.2 0.0
S.D. 11 4.4 0.2 4.1 0.6 0.0 0.3 0.0
Male 16 6 Mean 84 87.9 0.1 11.4 0.4 0.0 0.2 0.0
S.D. 24 6.3 0.2 6.1 0.6 0.0 0.3 0.0
40 S Mean 79 87.5 0.4 10.9 0.8 0.0 0.3 0.0
S.D. 7 3.9 0.5 3.3 0.8 0.0 0.4 0.0
100 6 Mean 89 87.6 0.4 10.8 0.8 0.0 0.3 0.0
5.D. 25 5.5 0.7 4 0.9 0.0 0.6 0.0
0 8 Mean 68 89.8 0.2 9.2 0.5 0.0 0.3 0.0
5.D. 18 4.3 0.3 3.8 0.5 0.0 0.3 0.0
Female 16 6 Mean 58 83.4 0.2 15.1 0.8 0.0 0.6 0.0
S.D. T 9.0 0.4 9.3 0.8 0.0 0.5 0.0
40 6 Mean 59 90.3 0.0 8.3 1.0 0.0 0.4 0.0
§$.D. 11 1.9 0.0 1.9 0.7 0.0 0.4 0.0
100 [$) Mean 556 86.3 0.2 12.7 0.5 0.0 0.3 0.0
S.D. 12 8.0 0.3 7.9 0.5 0.0 0.6 0.0

No significant difference in any treated groups from control group.
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Table 8-1 Blood chemical findings of new bern rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
GOT GPT LDH AlP ¥ —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.
mg/ke 1U/L IU/L 1U/L IU/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4] 6 Mean 101 37 61 743 2.0 5.3 3.1 1.45 83 89 129
S.D. 13 4 10 179 0.2 0.2 0.1 0.15 8 18 9
Male 16 6 Mean 94 36 60 594 1.9 5.3 3.2 1.53 94 a7 144+«
S.D. T 2 17 100 0.2 0.2 0.1 0.17 12 15 13
40 6 Mean j23e] 39 57 648 1.8 5.1 3.1 1.58 9O 94 143
S.D. 12 3 13 114 0.1 0.3 8.1 0.10 12 26 9
100 3] Mcan 101 39 58 75 1.8 5.3 3.2 1.52 920 115 143
S.D. 4 3 13 140 2 0.2 0.1 0.08 6 24 8
0 6 Mean 20 29 65 569 2.0 5.4 3.3 1.83 95 81 145
S.D. 5 3 14 82 0.3 0.2 0.1 0.13 7 16 9
Female 16 6 Mean 97 32 67 592 2.1 5.3 3.3 1.61 88 79 131
S.D. 15 3 10 104 0 0.1 0.1 0.11 14 11 16
40 6 Mean 95 32 72 624 2.2 3.4 3.3 1.62 91 91 137
5.D. 13 5 12 104 0.3 0.2 0.1 0.11 15 18 19
100 6 Mean 92 32 81 613 2.2 3.8 3.3 1.85 94 95 141
S.D. 4 27 48 0.2 0.2 0.1 0.09 3 17 3

Significantly different from control group (#:p<0.03)
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Table 8-2 Blood chemical findings of new born rats administered orally with Phencl, (hydroxyphenyl) methyl 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 0.14 105 11 Q.44 140 3.¢ 109 10.6 9.8
S.D. 0.02 6 2 0.04 1 0.2 1 0.1 0.4
Male 16 6 Mean 0.15 103 135 0.46 141 3.9 109 10.6 9.6
S.D. 0.03 13 2 0.04 1 0.1 1 0.2 0.2
40 3] Mean 0.186 100 12 0.43 139 3.9 108 10.5 9.7
5.D. 0.02 14 1 0.05 0 0.3 1 0.1 0.7
100 6 Mean 0.18 95 14 0.44 139 4.0 108 10.7 10.1
S.D. 0.04 11 4 0.04 1 0.1 1 0.2 0.3
0 6 Mean 0.15 112 16 0.45 13¢ 3.8 107 10.8 10.0
S.D. 0.02 11 2 0.04 2 0.2 1 0.3 0.9
Female 16 6 Mean 0.16 106 15 0.45 139 4.0 107 10.6 9.3
s.D. 0.02 9 2 0.04 1 0.2 2 0.1 0.4
40 [ Mcan 0.186 109 15 0.47 139 3.9 107 10.6 9.3
5.D. 0.01 11 1 0.08 1 0.2 2 0.2 0.5
100 [§] Mean 0.18 100 15 0.45 139 3.8 107 10.8 9.9
S.D. 0.03 13 1 0.02 1 0.1 1 0.2 0.6

No significant difference in any treated groups from control group.
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Table 8-3 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and foilowed by a recovery pericd for 9 weeks

GOT GrT LDH AlP r —GTP TF Albumin A/G T.cho TG PL
Sex Dose No.
mg/kg TU/L [U/1. 1U/L It/L Tu/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 66 33 38 310 3.4 7. 3.7 1.14 T3 93 111
S.D 5 3 8 45 0.3 0.3 0.1 0.03 17 23 14
Male 16 6 Mean 67 35 40 289 3.0 7.0 3 1.18 87 82 104
S.D. 7 4 18 49 0.5 0.2 0.2 0.13 13 17 9
40 6 Mean 75 34 43 293 3.3 7.2 3.9 1.18 89 91 109
S.D. 23 3 7 36 0.6 0.2 0.1 0.12 17 17 20
100 6 Mean 63 38 34 257 3.0 6.9 3.7 1.18 67 78 105
S.D. a8 7 6 52 0.2 0.2 0.1 0.11 g 22 11
0 6 Mean 57 34 33 137 2.2 7.3 3.9 1.17 80 52 135
S.D. 8 7 17 15 0.3 0.4 0.3 0.08 12 16 17
Female 16 6 Mean 62 40 23 128 2.4 7.4 4.0 1.15 83 43 145
S.D. 12 6 10 27 0.4 0.2 0.2 0.07 19 10 24
40 6 Mean 62 39 31 128 2.2 7.5 4.0 1.15 88 46 144
S.D. 10 11 13 29 0.3 0.3 0.1 0.09 9 6 15
100 6 Mean G4 38 48 134 1.8 7.4 4.1 1.20 95 53 154
5.D. 9 12 38 21 0.7 0.4 0.1 0.09 13 20 18

No significant difference in any treated groups from control group.
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Table 9-1 Absolute and relative organ weights of necw born male rats administered orally with Phenol, (hyvdroxyphenyl) methyl for 18 days

Body weight Brain Pitultary Thyroid Thymus Heart Lung Liver
Dose (R+L)

mg/Kg g g(g/100g B¥) wmglmg/100g BY) mging/l00g BW) mg{mg/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 5 8 [ 6 6 6 6 [
Mean 52.9 1.53 2.4 3.3 218 0.26 0.39 1.52
S.D. 7.7 0.07 0.4 1.3 85 0.04 0.04 0.23
Absolute 16 No. 8 [ [ 8 6 6 6 [
Mean 53.4 1.52 2.3 5.8 218 0.28 0.40 1.56
§.D. 5.1 3.05 C.4 0.4 28 0.04 0.03 0.17
40 No. 6 6 6 € 6 6 6 6
Yean 53.3 1.62 2.0 6.8 207 0.28 0.40 1.55
S.D. 7 .05 ¢.2 1.7 51 0.03 0.03 0.09
100 No. 6 6 6 [ 6 6 6
Mean 51.8 1.52 2.1 .3 211 0.29 0.41 1.51
S.D 3.7 0.05 0.3 2.0 48 0.03 0.03 0.08
0 No. 6 6 g [ 6 6 6
Mean 2.938 4.5 10.8 408 0.49 0.74 2.88
S.D. 0.32 .7 2.0 82 0.04 0.03 0.04
Relative 16 No. 6 8 & 6 6 [§ 6
Mean 2.88 4.2 10.6 412 0.52 0.76 2.92
S.D. 0.34 0.7 1.0 4 0.03 0.05 0.16
40 No. 8 8 6 4 6 6 6
Mean 2.88 3.8 12.7 386 0.52 0.75 2.90
$.D. 0.17 0.4 2.9 77 0.04 0.04 0.03
100 No. € 6 5 6 [ 6 6
Mean 2.94 4, 12.7 408 0.55# 0.78 2.92
S.D. .14 0.6 4.2 98 0.03 0.04 0.08

Significantly diffcrent from control group (#:p<0.03)
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Table 9-2 Absolute and relative organ weights of new born male rats administered orally with Phenol. (hydroxyphenyl) methyl for 18 davs
Spleen Kidney Adrenal Testis Fpididymis
Dose (R+L) (R+L) (R+L) {R+L)
ng/ke g{g/100g BW) g(g/100g BW) wng(mg/100g BW) g(g/100g BY) mg(mg/100g GW)
0 NO. 8 6 6 6 6
Mean 0.22 0.59 16 0.26 36
S.D. 0.04 0.11 3 0.04 5
Absolute 16 No. 6 6 6 6 6
Mean 0.23 .58 17 0.27 36
S.D. 0.04 0.06 1 0.03 4
40 Na. 6 6 6 B 6
Mean 0.22 0.60 16 0.27 37
5.0 0.03 0.04 3 0.03 [
100 No. € 6 6 6 6
Mearn 0.23 0.61 16 0.26 34
5.D. 0.04 0.06 1 0.03 3
0 No. [} 6 6 8 6
Mean 0.41 1.11 31 0.49 89
S.0. 0.05 0.07 4 0.03 9
Relative 16 No. [ 6 4 6 [
Mean 0.43 1.10 a2 0.50 68
S.D. 0.06 0.11 4 0.04 10
40 No. 6 6 a8 6 6
Mean 0.41 1.13 29 0.50 69
S.D. 0.05 0.03 6 0.05 g
100 No. 6 6 [4) [ 6
Mean 0.44 1.18 30 0.49 67
S.D. 0.09 0.05 2 0.04 8

No significant difference in any treated groups from control group.



R-4316

Tahle 9-3 Absolute and relative organ weights of new born female rats administercd orally with Phenol, (hydroxyphenyl) methyl for 18 days
Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+1)
mg/ke g g(g/100g BW) wmg(mg/100g BW) mg{mg/100g BYW) mgimg/100g BW) g(g/100g BW) g{g/100g BWY gl{g/100g BW)
0 No. 6 8 6 6 6 [} 8 5
Mean 53.2 1.47 2.4 7.4 227 0.27 0.39 1.58
S.D. 4.1 .06 0.2 0.8 34 0.0 0.03 0.15
Absolute 16 No. 6 6 6 6 6 6 8 ]
Mean 51.8 1.46 2.2 6.2 232 0.28 0.40 1.54
5.D. 3.3 .04 0.3 0.9 31 0.02 0.03 0.12
40 No. [ 6 8 6 5 3 6 6
Mean 53.0 1.48 2.3 5.8» 239 .28 .39 1.60
S.D. 3.2 0.03 0.3 0.6 17 0.05 0.03 0.13
100 No. 6 6 6 8 6 6 & 6
Mean 51.5 1.55 2.5 5.9e 243 0.25 0.38 1.55
S.D. 4.8 0.14 0.3 1.0 42 0.02 0.03 0.15
0 No. 6 6 [3} 6 6 6 6
Mean 2.78 4.4 13.9 426 0.52 0.74 2.97
5.D. 0.17 0.3 1.3 52 0.03 0.02 Q.16
Relative 16 No. 6 6 6 8 6 8 6
Mean 2.83 4.2 12.0 447 0.53 0.78 2.97
§.D. 0.21 0.6 2.0 57 0.05 0.02 0.15
40 No. 6 [ 6 [ 6 6 6
Mean 2.81 4.4 10.0%x 452 0.53 0.74 3.03
5.D. 0.17 0.3 0.7 40 0.07 0.03 0.11
100 No. 8 6 6 [ 6 [ 6
Mean 3.03 4.8 11.4#% 471 (.49 0.74 3.02
S.D. 0.33 .5 1.8 60 .04 0.04 0.09

Significantly different from control group (#:p<0.05, ##:p<0.01)
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Table 9-4 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Spleen Kidney Adrenal Qvary Uterus
Dose {R+L) {R+L} (R+L)
ng/kg g(g/100g BW) g{g/100g BW) wmg{mg/100g BY¥) ng(mg/100g BY) wglmg/100g BW)
0 No. 6 ] 6 6 6
Mean 0.25 0.62 18 9.7 37
S.D. 0.03 0.08 3 1.9 4
Absalute 16 No. 6 [ 6 8 6
Mean 0.24 0.83 16 8.5 41
5.D. 0.05 0.¢3 3 1.8 8
40 No. 6 5 &) 6 6
Mean 0.25 0.62 19 g.1 39
S.D. 0.05 0.¢8 3 1.2 5
100 No. 6 6 [ € 6
Mcan 0.25 0.61 18 9.1 37
S$.D. 0.06 0.04 2 1.8 3
0 No. 6 4 6 6 [
Mean 0.47 1.15 33 18.2 70
S.D. 0.05 0.10 4 3.5 8
Relative 16 No. 8 5 6 6 6
Mean 0.45 1.22 30 18.2 78
S.D. 0.09 0.06 5 2.7 18
40 No. 6 6 6 6 6
Mean 0.46 1.17 35 17,1 73
S.D. 0.08 0.10 4 2.C 7
100 No. 6 [ 6 6 6
Mean 0.49 1.18 34 7.5 72
S.D. .10 4.05 5 2.7 10

No significant difference in any treated groups from control group.
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Table 9-3 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for § weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+L)
wg/kg € glg/100g BW) mgimg/100g BW) mglmg/100g BW) nglmg/lC0g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW)
Q No 6 § 6 6 5 6 6 6
Mean 452.6 2.01 12.0 22.8 421 1.38 1.40 13.22
S.D. 37.2 0.07 1.2 7.2 75 0.19 0.10 1.81
Absolute 16 No. 6 6 8 6 8 8 6 6
Mean " 456.6 2.09 11.7 19.2 411 1.35 1.44 13.40
S.D. 33.0 0.07 1.4 2.8 54 .10 0.15 1.25
40 NO. 6 ¢ 6 6 6 6 6 6
Mean 494.9 2.09 12.0 22.8 231« 1.54 1.51 15.41=
S.D. 22.7 0.035 0.8 3.1 7 0.1% 0.08 0.74
100 No. 6 5 6 i 8 6 6 6
Mean 458.8 2.08 12.0 17.8 501 1.34 1.53 13.60
S.0. 36.7 3.08 1.3 3.4 72 0.10 0.08 1.36
0 No. [ 6 8 6 [ 6 6
Mean G.45 2.7 5.0 33 0.30 0.31 2.91
5.D. 0.03 0.3 1.3 11 0.02 0.02 0.17
Relative 16 No. 6 6 6 8 ] 6 6
Mean 0.46 2.6 4.2 91 0.30 0.31 2.93
S.D. 0.02 0.3 ¢.5 15 0.01 0.02 0.12
40 No. 6 6 8 B 6 6 6
Mean 0.42 2.5 4.6 108 0.31 0.31 3.12
5.D. .02 0.2 0.6 16 0.03 0.01 0.13
100 No. 4 6 6 8 8 4
Mean 0.46 2.6 3.8 109 0.29 0.33 2.96
S.D. 0.04 0.1 .6 12 0.01 0.02 0.14

Significantly different from control group (#:p<0.05}
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Table 9-6 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and Tollowed by a recovery period for 9 weeks

Spleen Kidney Adrenal Testis Epididymis

Dose {R+L) (R+L) (R+L) (R+L)
ng/kg g(g/100g BW) g(g/100g BW) mg(mg/100g BW} ¢(g/100g BY) wg(mg/100g BY)
0 No. 6 6 6 6 6
Mean 0.84 3.07 67 3.48 1096

S.D. 0.08 g.27 6 0.19 63

Absolute 16 No. 6 6 6 6 6
Mean 0.78 3.02 73 2.98 988

5.0. 0.06 0.14 5 0.98 243

40 No. 6 6 6 6 6
Mean 0.85 3.49# 71 3.33 1016

5.D. 0.10 0.24 5 .29 67

100 No. 8 6 6 6 6
Viean 0.90 3.12 72 3.36 1093

S.D. 0.12 0.27 9 0.13 43

0 No. 6 6 6 6 6
Mean 0.19 0.68 15 0.77 244

S.D. 0.02 0.01 2 0.09 24

Relative 16 No. 6 6 & [ 6
Mean 0.17 0.66 17 0.65 217

5.D. 0.02 0.04 2 0.22 55

40 No. 6 6 6 [ 6
Mean 0.17 0.71 15 0.67 205%

S.D. 0.02 0.05 1 0.04 10

100 No. 6 f 6 68 6
Mean 0.20 0.68 16 0.73 239

S.D. .03 0.06 2 0.07 18

Significantly different from control group (+:p<0.05)
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Table 9-7 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl 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 BY) mg(mg/100g BW) mg{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
Mean 276.3 1.91 14.3 16.5 351 0.87 1.04 7.53
S.D. 33.8 0.06 2.9 2.7 54 0.08 0.08 .99
Absolute 18 No. 6 6 6 [ 6 6 [ 6
Mean 279.7 1.96 16.2 15.1 308 0.92 1.11 7.98
S.D. 15.0 Q.07 2.9 2.6 85 0.08 0.05 0.71
40 No. 6 6 § B 6 6 6 6
Mean 269.6 1.90 13.6 14.1 416 (.88 1.07 7.35
S.D. 18.1 0.04 1.7 2.5 42 0.11 0.11 0.60
100 No. 6 6 [} 6 8 6 6 6
Mean 276.5 1.96 16.1 16.5 421 0.95 1.11 7.86
S.D. 38.3 0.06 1.9 2.6 74 0.09 0.10 0.84
0 No. 6 6 6 8 6 6 [3]
Mean 0.70 5.2 6.0 128 0.31 0.38 2.73
S.D. .08 0.8 0.7 17 0.02 0.03 0.14
Relative 16 No. 6 6 6 6 6 6 6
Mean 0.70 5.8 5.4 143 0.33 0.40 2.85
S.D. 0.04 1.1 0.9 31 0.03 0.02 0.18
40 No. 6 6 6 6 6 8 B
Mean 0.71 5.1 5.3 155 0.33 0.40 2.73
§.D. 0.05 0.6 1.0 17 0.03 0.02 0.17
100 No. 6 [ 6 8 [} 6 6
Mean 0.72 5.9 5.7 133 0.35 0.40 2.85
S.D. 0.09 1.0 0.9 24 0.03 0.02 0.15

No significant difference

in any treated groups from control group.
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Tahle 9-8 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) pethyl for 18 days
and followed by a rccovery period for 9 weeks

Spleen Kidney Adrenal Ovary Uterus

Dose (R+L) (R+L) (R+L)
ng/kg g(g/100g BW) g(g/100g B¥) nmgl{mg/100g BY) mglimg/100g BYW) mgi{mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.70 1.86 69 75.7 464
S.D. 0.38 0.17 9 11.4 110
Ahsolute 16 No. 6 6 6 6 6
Mean (.56 1.98 74 76.3 473
S.D. 0.07 Q.17 11 4.8 72
40 No. 6 6 6 [+] 6
Mean 0.55 1.83 67 69.1 431
S.D. 0.13 0.21 9 10.3 100
100 No. 6 6 6 6 6
Mean 0.55 2.02 74 79.5 463
S.D. 0.12 0.24 7 5.5 33
i} NO. 6 [§ |53 6 5
Mean 0.26 0.68 23 27.6 172
S.D. 0.18 0.03 3 4.4 55
Relative 16 No. [ 6 5 6 5
Vean 0.20 0.71 27 27.4 170
S.D. 0.02 0.07 2.5 29
40 No. (] 6 ¢ 6 8
Mean 0.20 0.68 25 25.7 160
S.D. 0.04 0.04 3 4,2 37
100 No. ] i 6 6 6
Mean 0.20 0.73 27 29.2 170
S.D. 0.02 0.04 3 4.0 19

No significant difference in any treated groups from control group.
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Table 10-1 Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 dayvs
Sex Organs Dose (mg/kg) 0 16 40 100
Findings No. of animals 4] 6 6 8

Female Brain

Dilatation, cerebral ventricle 0 0 0 i
Kidney
Dilatation, pelvis (bilateral) 1 0 0 )]

No lesions were found in males.
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Table 10-2 Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery perioé for 9 weeks
Sex Organs Dose (mg/kg) 4] 16 40 100
Findings No. of animals G 6} 6 6
Male tExternal appearance
Small, eyeball {unilateral) 1 0 0 4]
Kidney
Dilatation, pelvis (unilateral) 1 1 G 0
Testis
Small, (bilateral) o 1 Q 0
Female Spleen
Large 1 ¢ QO 0
Stomach
Spot, dark red, glandular stomach 0 1 1 0
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Table 11-1 Histopathological findings of new born male rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days
Organs Dose {(mg/kg) 0 100
No. of animals 6 6

-findings Grade 0 1 2 3 4 P O0Obs TE 0 1 2 3 4 P Obs TE
Cecun

-cell infiltration, inflammatory, mucosa/submucosa 6 6 5 1 1 [
Kidney

-cyst 5 1 1 6 6 6

0 : No remarkable changes 1 : Slight 2 : Miid 3 : Moderate 4 : Severe

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.
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Table 11-2 Histopathological findings of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Organs Dose (mg/kg) 0 100
No. of animals 6 6
~-findings Grade 01 2 3 4 P QObs TE 0 1 2 3 4 P 0bs TE
Cerebrum
~hydrocephalus 6 6 5 1 1 [
Heart
-cell infiltration, mononuclear, interstitium 6 6 5 1 1 6

Thyroid (Parathyroid)

-ectopic thymus 6 6 5 1 1 8
Kidney

-cell infiltration, inflammatory, pelvic mucosa 6 6 5 1 1 3

-cell infiltration, mononuclear, Iinterstitium 6 6 5 1 1 6

-dilatation, pelvis 5 1 1 6 6 8
Urinary bladder

-cell infiltration, mononuclear, mucosa 6 6 5 1 i 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate 4 @ Severe

P : Present (used 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.



Table 11-3 Histopathological findings of nmew born male rats administered orally with Phenel, {hyvdroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

B-4316

Organs Dose {mg/kg) 0 100
No. of animals 6 [

-findings Grade 01 2 3 4 P (Qbs TE 0 1 2 3 4 P 0bs TE
Lung (Bronchus)

-cell infiltration, inflammatory,

alveolus/perivascular 4 1 1 2 6 4 2 2 [
-accurmulation, foamy cell, alveolus 6 6 5 1 i 6
Stomach

-hyperplasia, limiting ridge 6 6 5 1 i 6
Liver

-picrogranuloma 4 2 2 6 4 2 2 6
Thyroid (Parathyroid)

-ectopic thymus 5 1 1 6 (] 6
Kidney

-dilatation, pelvis 5 1 1 6 6 [}
-basophilic tubule [ 6 5 1 1 8
Prostate

-cell infiltration. mononuclear, interstitium 3 3 3 6 4 1 1 2 8
-prostatitis 6 6 5 1 1 6
Eve

-mineralization, cornea 6 6 5 1 1 [

-mineralization, conjunctiva 6 6 5 1 1 6

-hypoplasia 5 1 1 6 6 6
Skeletal muscle

-cell infiltration, inflammatory. sub-epimysium 5 1 1 6 6 6
0 : No remarkable changes 1 : Slight 2 Mild 3 : Moderate 4 : Severe
P : Present (used when grading of severity was not done, such as case in the necoplastic lesion)

Obs : Observed number
TE : Total Examined

No significant difference between treated group and control group.
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Table 11-4 Histopathological findings of ncw born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 100
No. of animals 6 6
-findings Grade 0 1 2 3 4 P O0bs TE 0 1 2 3 4 P O0bs TE
Lung (Bronchus)
~-metaplasia, osseous 5 1 1 6 6 6
Cecum
-cell infiltration, inflammatory, mucosa/submucosa 5 1 1 6 6 6
Liver
-microgranuloma 5 1 1 6 4 2 2 6
Pancreas
-¢ell infiltration, mononuclear,
interstitium, focal 6 6 5 1 1 6
Kidney
~-dilatation, pelvis 6 6 5 1 1 [
Eve
-atrophy, retina 5 1 1 6 6 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate 4 : Severe

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 hetween treated group and control group.
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Table 11-5 Histopathological findings in gross lesion of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose Animal
Sex mg/kg number Organs Gross pathological findings Histopathological findings
Male 16 2008 Testis -Small (bilateral) -Atrophy, seminiferous tubule (++)
2012 Kidney -Dilatation, pelvis (unilatcral) -Dilatation, pelvis (+)
Female 16 2110 Stomach -Spot, dark red, glandular stomach -Erosion, glandular stomach (+)
40 3108 Stomach ~-Spot, dark red, glandular stomach -Erosion, glandular stomach (+)

+ 1 Mild ++ : Moderate



B-4316

Appendix 1 Clinical signs of new born rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

Day of administration

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

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

1101 - - - - - - - - - - - - - - - - - -
1102 - - - - - - - - - - - - - - - - - -
1103 - - - - - - - - - - - - - - - - - -
1104 - - - - - - - - - - - - - - - - - -
1105 - - - - - - - - - - - - - - - - - -
Female 1106 - - - - - - - - - - - - - - - - - -
1107 - - - - - - - - - - - - - - - - - -
1108 - - - - - - - - - - - - - - - - - -
1109 - - - - - - - - - - - - - - - - - -
1110 - - - - - - - - - - - - - - - - - -
111t - - - - - - - - - - - - - - - - - -
1112 - - - - - - - - - - - - - - - - - -

~ : No abnormality
a): Starting age was 4 day after birth.
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Appendix 2 Clinical signs of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 16

Day of administration

Sex Animal
number 1a) 2 3 4 5 6 7 8 9 10 1 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
a): Starting age was 4 day after birth.



Appendix 3

Dose (mg/kg) : 40

Clinical signs of new born rats administered orally with Phenol,

{hydroxyphenyl) methyl for 18 days

B-4316

Pay of administration

Sex Animal
number la) 2 3 4 5 8 7 9 10 11 12 13 14 15 168 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 - - - - - - - - - - - - - - - - -
311 - - - - - - - - - - - - - - - - -
3112 - - - - - - - - - - - - - - - - -

a):

No abnormality
Starting age was 4 day after birth.
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Appendix 4 Clinical signs of new born rats administered orally with Phenol., (hydroxyphenyl)} methyl for 18 days

Dose {mg/kg) : 100

Day of administration

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

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

4101 - - - - - - - - - - - - - - - - - -
4102 - - - - - - - - - - - - - - - - - -
4103 - - - - - - - - - - - - - - - - - -
4104 - - - - - - - - - - - - - - - - - -
4105 - - - - - - - - - - - - - - - - - -
Female 4106 - - - - - - - A A A A A A A A A
4107 - - - - - - - - - - - - - - - - - -
4108 - - - - - - - - - - - - - - - - - -
4108 - - - - - - - - - - - - - - - - - -
4110 - - - - - - - - - - - - - - - - - -
4111 - - - - - - - - - - - - - - - - - -
4112 - - - - - - - - - - - - - - - - - ~

- : No abnormality
A : Swelling, head
a): Starting age was 4 day after birth.



Appendix 5 Clinical signs of
and followed by a

Dose (mg/kg)

new born rats administered orally with Phenol,

recovery period for 9 weeks

0

(hydroxyphenyl) methyl for 18 days

B-4316

Week of

recovery

Sex Animal
number 1 2 3

6

1007 - - -

1008 - - -
Male 1009 B

1010 - - -

1011 - - -

1012 - - -

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

- : No abnormality
B : Closed eyelid (unilateral)



Appendix 6 Clinical signs of new born rats administercd orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a

Dose (mg/kg)

recovery period for 9 weeks

16

B-4316

Week of recovery

Sex Animal
number 1 2 3

4 5 6

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

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

- : No abnormality



B-4316

Appendix 7 Clinical signs of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Week of recovery

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

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

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

- : No abpmormality
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Appendix 8 Clinical signs of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 davs
and followed by a recovery perlod for 9 weeks

Dose (mg/kg) : 100

week of recovery

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

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

4107 - - - - - - _ ~ B
4108 - - - - - - . - -
Female 4109 - - - - - - _
4110 - - - - - - _ . _
4111 - - - - - - - - _
4112 - - - - - - - - -

- : No abnormality
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Appendix 9 Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Dose (mg/kg) : O
Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
1001 11.9 18.2 25.9 33.0 39.5 54.2 42.3
1002 11.3 7.7 25.0 30.0 36.3 43.5 34.2
1003 11.3 17.7 27.3 33.3 38.3 49.9 38.6
1004 11.4 16.9 25.9 34.1 40.3 54.4 43.0
1005 12.5 19.9 31.3 39.8 46.4 63.7 53.2

Male 1006 12.3 20.4 31.2 42.2 49.7 66.9 54.6
1007 12.4 20.3 31.2 39.7 46.0 61.8 49 .4
1008 11.2 17.6 29.0 35.0 42.3 58.3 47.1
1009 11.4 19.0 30.6 38.9 45.9 60.7 49.3
1010 11.5 16.8 26.3 31.9 38.5 47 .8 36.3
1011 12.4 19.2 29.9 36.5 42.90 56.5 44 .1
1012 12.1 18.8 29.9 38.0 43.3 55.3 43.2
Mean 11.8 18.5 28.6 36.0 42.5 56.4 44.6
S.D. 0.5 1.3 2.4 3.7 4.0 6.7 6.4
1101 12.3 17.4 25.8 33.5 40.0 56.9 44.6
1102 12.4 19.7 29.8 36.4 44.0 56.6 44 .2
1103 11.0 17.8 28.2 35.8 42.9 58.0 47.0
1104 11.0 16.8 25.5 32.4 37.7 51.1 40.1
1105 11.8 20.1 32.3 40.7 47.6 63.4 51.6

Female 1108 11.9 19.0 27.7 36.0 41.6 56.8 44.9
1107 11.9 19.1 30.5 36.9 42.8 56.0 44 .1
1108 i1.8 19.1 29.6 36.8 42.5 59.6 47.8
1109 11.8 19.0 30.9 38.4 46 .4 60.7 48.9
1110 10.7 16.8 27.0 34.8 40.5 52.4 41 .7
1111 10.9 15.9 25.4 32.7 38.5 50.7 39.8
1112 12.9 19.5 29.9 36.7 42 .5 55.9 43.0
Mean 11.7 18.4 28.6 35.9 42.3 56.5 44.8
S.D. 0.7 1.4 2.3 2.4 2.9 3.8 3.5

Unit g

a) Starting age was 4 day after birth.



Appendix 10

Body weight of new born rats administered orally with Phenol,

Dosc (mg/kg)

16

(hydroxyphenyl) methyl for 18 days

B-4316

Day of administration

Sex animal Gain
number 1a) 4 8 11 14 18 1-18
2001 11.3 16.0 24.1 31.3 36.7 31.7 40.4
2002 12.8 19.3 30.3 37.3 44 .1 537.8 45.0
2003 11.3 18.3 30.2 38.8 45.6 62.1 50.8
2004 11.4 17.8 25.6 33.5 37.9 49.5 38.1
2005 11.7 18.2 30.2 37.7 43.3 61.2 49.5
Male 2006 11.6 18.0 29.2 38.6 44.3 60.2 48.6
2007 11.2 17.8 28.2 36.0 41.8 56.8 45.86
2008 12.4 19.9 31.3 37.6 44.6 61.0 48.6
2009 12.3 20.2 33.7 42.7 50.6 67.3 55.0
2010 11.5 17.7 28.6 37.0 42.8 537.7 46.2
2011 11.1 18.6 30.0 39.8 45.5 64.8 53.7
2012 11.9 18.6 30.3 37.3 44.5 59.8 47.9
Mean 11.7 18.4 29.3 37.3 43.5 59.2 47.5
S.D. 0.3 1.1 2.5 2.9 3.6 5.0 4.9
2101 11.1 16.1 24.1 31.2 37.7 52.1 41.0
2102 11.3 18.9 29.3 35.7 42.3 56.1 44 .8
2103 11.7 18.6 29.3 36.3 43.0 59.2 47.5
2104 10.9 16.2 25.0 31.7 37.9 49.9 39.0
2105 11.7 18.9 28.6 36.7 44 .0 59.1 47.4
Female 2106 12.0 19.1 28.0 36.6 43.3 58.3 46.3
2107 11.2 17.9 26.4 33.6 39.9 55.7 44.5
2108 11.4 18.6 28.9 36.1 43.4 57.9 46.5
2109 11.1 18.4 30.0 38.5 46.7 62.2 51.1
2110 11.3 17.4 26.7 33.4 38.8 50.7 39.4
2111 11.5 18.0 28.8 36.7 44 .0 54.4 42.9
2112 12.0 18.7 30.6 37.6 43.4 57.4 45.4
Mean 11.4 18.1 28.0 35.3 42.0 56.1 44.7
S.D. 0.4 1.0 2.0 2.3 2.8 3.7 3.6
tnit : g

1)

: Starting age was 4 day after birth.



Appendix 11

Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 40

B-4316

Day of administration

Sex Animal Gain
number 14a) 4 8 11 14 18 1-18
3001 11.5 18.3 25.8 32.6 38.4 51.3 39.8
3002 12.3 19.6 31.3 38.5 45.5 60,8 48.5
3003 10.6 17.1 27.7 36.0 40.0 53.5 42.9
3004 1.7 18.1 27.1 34.7 40.5 56.6 44.9
3005 11.4 18.9 29.2 36.5 44 .3 59.8 48.2
Male 3006 11.8 18.8 28.6 36.1 41.9 57.0 45.2
3007 11.8 20.7 30.9 38.1 41.2 57.0 43.2
3008 12.5 20.1 30.9 34.8 39.5 55.0 42.5
3009 11.8 20.0 31.9 39.9 48.3 61.4 49.6
3010 11.7 17.8 27.8 36.0 41.7 56.86 44.9
3011 10.9 18.0 27.0 34.7 41.6 57.2 46.3
3012 13.1 20.3 31.6 39.0 45.7 60.5 47.4
Mean 11.8 19. 29.2 36.4 42.4 57.2 45.5
5.D. 0.7 1.1 P 2.1 3.0 3.0 2.8
3101 11.6 18.9 25.7 32.0 39.6 56.4 44.8
3102 11.1 19.0 31.9 38.2 45.1 58.7 A47.8
3103 11.1 17.5 27.9 34.1 40.0 54.8 43.7
3104 11.2 17.2 25.2 32.4 38.0 51.2 40.0
3105 11.0 18.5 30.1 38.2 44.9 61.4 50.4
Female 3106 12.4 19.9 28.9 37.7 45.0 59.4 47.0
3107 11.5 18.9 30.4 36.7 42.6 56.8 45.1
3108 12.1 18.9 30.3 37.2 43.3 57.0 44.9
3109 11.1 18.3 30.2 37.7 45.6 57.9 46.8
3110 11.8 17.7 27.5 34.0 39.9 55.0 43,2
3111 12.2 19.4 41.2 39.6 46.8 62.2 50.0
3112 12.2 19.6 32.0 38.6 45.5 61.5 49.3
Mean 11.6 18.7 29.3 36.4 43.0 57.7 46.1
S.D. 0.5 0.8 2.3 2.6 2.9 3.2 3.1
Unit g

a)

Starting age was 4 day after birth.



Appendix 12

Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

B-4316

Day of administration

Sex Animal Gain
number 14a) 4 8 11 14 18 1-18
4001 11.1 17.7 25.4 32.1 38.5 54.3 43.2
4002 12.0 19.8 31.3 38.4 44.9 56.3 44.3
4003 11.0 17.7 26.2 33.5 39.1 53.8 12.6
4004 10.9 16.7 25.3 32.3 39.0 52.5 41.6
4005 11.3 17.8 26.4 32.6 37.2 52.3 41.0
Male 4006 11.4 18.1 28.8 38.0 45.2 62.7 51.3
4007 10.9 17.0 28.6 a6.1 42.7 56.2 45.3
4008 11.3 18.3 28.5 34.0 39.0 51.4 40.1
4009 12.2 18.1 30.1 36.9 44 .6 60.3 48.1
4010 10.9 17.1 26.4 34.6 39.9 52.4 41.5
4011 11.4 16.6 26.0 32.9 39.1 53.9 42.5
4012 12.5 19.5 31.0 37.6 45.4 G1.7 49.2
Mean 11.4 17.9 27.8 34.9 41.2 55.6 44 .2
S.D. 0.5 1.0 2.2 2.4 3.1 3.9 3
4101 10.8 15.4 22.9 29.9 35.2 49.5 38.7
4102 11.6 19.0 430.3 36.2 42.6 55.0 43.4
4103 12.0 19.2 28.8 36.0 41.4 57.2 45.2
4104 10.7 15.6 23.7 30.8 33.8 49.3 38.6
41035 12.3 18.9 28.6 36.1 42.8 60.9 48.6
Female 4106 12.5 18.0 27.4 38.1 43.8 57.7 45,2
4107 11.6 19.1 29.5 36.1 41.5 55.6 44.0
4108 11.4 17.8 27.9 34.0 39.8 52.8 41.4
4109 12.4 18.9 29.7 37.4 44 .2 58.2 45.8
4110 11.2 16.8 26.4 32.7 37.6 50.8 39.6
4111 11.3 16.1 26.1 33.8 41.0 55.6 44.3
4112 12.3 19.1 30.2 37.9 43.9 57.4 45.1
Mean 11.7 17.8 27.6 34.9 40.8 35.0 43.3
S.D. 0.6 1.5 2.4 2.7 3.1 3.7 3.
Unit g

a)

Starting age was 4 day after birth.
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Appendix 13 Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery perlod for 9 weeks

Dose (mg/kg) : 0

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-6
1007 65.6 104.2 164.0 225.8 278.1 327.7 361.6 386.1 423.8 438.0 372.4
1008 62.6 109.8 176.1 242.8 303.4 364.8 409.9 442.86 485.6 502.2 439.6

Male 1009 63.7 105.1 171.5 237.8 308.9 378.0 424.3 462.6 498.5 514.9 451.2
1010 51.8 79.0 129.8 192.2 251.8 312.7 363.5 401.2 433.4 448.1 396.3
1011 62.1 104.3 187.1 238.0 304.9 369.7 427 .1 483.7 512.5 535.4 473.3
1012 60.1 99.2 160.8 225.9 285.5 347.2 384.7 416.5 451.8 468.8 408.7
Mean 61.0 100.3 161.6 227.1 288.8 350.0 395.2 428.8 487.3 484.6 423.6
S.D. 4.9 11.0 16.5 18.4 21.8 25.6 29.4 32.5 36.1 38.9 37.6
1107 61.0 a7.7 144 .2 182.38 206.5 238.5 251.4 2538.7 263.8 275.5 214.5
1108 63.0 107.3 163.5 201.7 232.9 272.0 300.4 316.0 327.1 339.5 276.5

female 1109 63.6 101.7 150.3 187.7 220.8 255.5 290.6 310.2 328.3 328.4 264.8
1110 58.3 26.1 144 .4 175.2 207.0 230.5 262.7 276.8 293.5 300.6 242.3
1111 52.9 84.3 120.8 153.2 179.5 181.7 195.7 223.0 242 .4 252.4 199.5
1112 59.6 96.0 142.8 180.9 211.8 233.6 254.3 265.8 281.1 290.5 230.9
Me an 59.7 a7.2 144 .4 180.2 209.8 234.5 257.5 275.1 289.4 297.8 238.1
$.D. 3.9 7.7 13.9 16.0 17.9 30.5 36.9 34.6 34.3 32.5 29.3

Luit @ g
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Appendix 14 Rody weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-83
2007 61.4 97.3 155.0 212.5 272.8 321.9 369.5 409.2 445.1 459 .1 397.7
2008 65.8 112.86 175.5 244.5 304.0 362.1 402.2 430.9 438.1 471.4 405.6
Male 2009 72.1 114.1 183.5 257.5 322.1 385.4 439.7 473.0 513.1 530.0 437.9
2010 62.7 101.9 164.1 230.1 294.2 358.4 415.9 440.2 479.0 496.4 433.7
2011 67.1 108.6 168.9 232.1 205.3 362.1 417.4 458.0 502.1 523.7 456.6
2012 63.5 100.1 162.6 230.9 291.7 349.7 391.6 407.4 430.0 452 .8 389.3
Mean 65.4 105.8 168.3 234.6 296.7 356.6 406.1 436.5 471.2 488.9 423.5
S.D. 3.9 T. 10.1 15.2 16.2 20.7 24.2 26.2 32.6 33.0 30.1
2107 60.6 102.0 153.4 192.3 214.5 241.6 257.5 289.9 299.8 303.1 242.5
2108 61.3 100.2 142.9 189.2 216.8 242.2 258.8 276.1 293.7 299.2 237.9
Female 2109 87.5 105.6 152.9 188.0 209.4 232.3 247.8 264.3 269.1 280.8 213.3
2110 56.4 92.9 144.9 183.7 214.0 240.4 268.3 285.2 301.9 310.6 254.2
2111 57.8 93.8 151.1 182.7 211.9 233.5 241.8 266.1 267.2 287.4 229.86
2112 61.4 99.9 157.1 197.1 218.5 256.3 282.6 288.1 298.5 315.1 253.7
Mean 60.8 99.1 150.4 188.8 214.2 241.1 259.4 280.0 288.4 299.4 238.5
S.D. 3.8 4.9 5.4 5.4 3.3 8.6 14.6 13.5 15.9 13.2 15.5

Unit

o5
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Appendix 15 Body weight of new born rats administered orally with Phenel, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
3007 61.4 105.2 178.3 256.2 328.2 397.3 455.9 491.0 530.6 557.5 496.1
3008 58.8 101.0 164.1 235.5 302.6 371.6 426.0 455.5 500.9 528.8 469.8
Male 3009 64.6 104.7 167.6 235.5 297.6 364.2 424 .6 469.8 497.1 531.5 466.9
3010 60.8 100.0 166.9 228.9 294.6 363.8 414.6 449.1 477.5 492 .3 431.5
3011 61.0 107.4 175.5 252.4 az2r.7 399.0 458.4 490.3 528.7 555.9 494.9
3012 65.0 108.1 177.5 243.9 307.0 365.4 415.9 440.9 484.0 503.4 438.4
Mean 61.9 104.4 171.7 242.1 309.6 376.9 432.6 466.1 503.1 528.2 466.3
§.D. 2.4 3.3 6.2 10.7 14.8 16.7 19.6 21.2 22.2 26.86 27.2
3107 60.4 99.2 151.6 187.7 218.2 239.8 259.5 277.3 293.8 298.5 238.1
3108 61.7 98.6 149.0 180.7 207.4 224 .4 249.6 253.6 260.5 264 .8 203.1
Female 3109 62.0 98.9 147.6 183.1 209.1 225.3 251.3 258.1 276.7 279.9 217.9
3110 59.7 96.3 144.0 176.9 198.7 223.0 238.7 259.1 274.4 281.1 221.4
3111 65.7 107.7 155.6 194 .4 230.5 257.6 276.6 301.4 320.1 321.1 255.4
3112 66.0 103.4 158.4 199.2 225.1 250.1 261.9 274.5 285.7 288.0 222.0
Mean 62.6 100.7 151.0 187.0 214.0 236.7 256.3 270.7 285.2 288.9 226.3
S.D. 2.7 4.1 3.3 8.5 11.8 14 .8 12.9 17.8 20.5 19.2 18.1

Unit : g



B-4316

Appendix 16 Body weight of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
4007 60.6 95.9 160.8 223.4 286.6 347.7 394.8 428.3 467.6 494.5 433.9
4008 53.3 88.4 141.2 196.1 250.0 309.1 355.9 381.1 416.4 431.1 377.8
Male 4009 84.1 108.6 170.7 240.5 304.6 363.5 409.3 445.6 486.2 505.1 441.0
4010 57.1 g96.4 159.8 223.8 279.0 333.38 381.5 410.5 441.1 459.5 402.4
4011 57.3 99.6 166.6 236.4 307.4 375.6 417.0 445.7 492 .4 505.7 448 .4
4012 65.8 110.9 181.6 255.7 328.9 393.3 446.4 482.4 520.4 551.4 485.6
Mean 59.7 100.0 163.5 229.3 292.8 353.8 400.8 432.3 470.7 491.2 431.5
S.D. 4.7 8.5 13.5 20.2 27.3 30.3 31.1 34.6 37.5 41.6 37.5
4107 59.9 98.2 150.6 192.4 221.4 260.1 298.2 316.5 346.0 363.8 303.9
4108 55.2 90.9 134.0 158.4 181.4 201.7 212.1 227.3 240.9 244.3 189.1
Female 4109 61.4 94.7 143.3 176.6 194.0 220.7 237.4 255.3 2638.9 273.5 212.1
4110 54.2 87.5 136.1 177.5 204.6 230.0 244.6 268.2 281.8 288.9 234.7
4111 60.5 100.7 155.0 186.9 211.3 234.9 253.8 279.1 301.2 317.6 257.1
4112 61.0 97.3 143.7 184.3 214.9 238.1 256.2 273.7 290.4 296.6 235.6
Mean 58.7 94.9 143.8 179.4 204.6 230.9 250.4 270.0 287.4 297.5 238.8
S.D. 3.2 4.9 8.1 11.8 14.7 19.4 28.3 29.3 35.7 40.7 39.5

Unit : g



Appendix 17

Food consumption of new born rats administered orally with Phenol,

and followed by a recovery period for 9 weeks

Dose (mg/kg)

(hydroxyphenyl} methyl for 18 days

B-4316

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
1007 11 15 17 21 23 25 26 27 27 28 27 27
1008 10 16 18 23 24 27 28 30 30 31 30 31
Male 1008 9 13 17 20 23 26 29 30 31 34 31 33
1010 10 13 15 17 19 23 25 25 27 28 28 29
1011 10 15 17 21 23 27 29 30 30 31 31 33
1012 9 13 16 21 22 25 27 27 28 29 29 29
Mean 10 14 17 21 22 26 27 28 29 30 29- 30
S.D. 1 1 1 2 2 2 2 2 2 2 2 2
1107 10 14 17 19 19 20 20 21 21 21 21 21
1108 10 15 17 19 21 21 22 22 25 24 23 25
Female 1109 9 14 17 19 20 22 22 22 21 25 25 26
1110 10 15 17 20 19 20 20 21 20 22 23 22
1111 9 12 13 16 16 17 17 17 17 14 11 18
1112 9 14 16 20 20 21 21 22 22 23 23 22
Mean 10 14 16 19 18 20 20 21 21 22 21 22
5.D. 1 1 2 1 2 2 2 2 3 4 5 3
Unit g/rat/day



B-4316

Appendix 18 Food consumption of new born rats adminlstered oraliy with Phenol, {hydroxyvphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Day of recovery

Sex Animal
numbher 45 49 52 58 59 683
1007 27 28 29 29 28 29
1008 28 31 31 32 30 31

Male 1009 32 33 32 33 31 31
1010 29 30 28 30 25 27
1011 33 33 34 34 31 34
1012 30 29 29 31 29 29
Mean 30 31 31 32 29 30
S$.D. 2 2 2 2 2 2
1107 20 22 19 20 20 20
1108 24 26 26 25 24 23

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

nit : g/rat/day



Appendix 19

Food consumption of new born rats administered orally with Phenol, (hydroxyphenyi} methyl for 18 days

and followed by a recovery period for 9 wecks

Dose (mg/kg) : 16

B-4316

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 33 38 42
2007 9 14 16 20 22 25 27 28 28 29 29 30
2008 11 16 19 23 25 28 29 29 30 31 31 30
Male 2009 11 15 18 23 26 29 30 32 32 33 34 35
2010 10 15 18 22 23 27 29 31 31 33 32 33
2011 10 15 17 22 23 26 27 29 30 32 32 32
2012 9 14 17 21 23 27 28 293 28 30 29 30
Mean 10 15 18 22 24 27 28 30 30 31 31 32
S.D. 1 1 1 1 2 1 1 2 2 2 2 2
2107 9 14 16 19 20 21 20 22 22 21 22 23
2108 9 14 16 20 20 22 21 22 22 23 21 23
Female 2109 9 14 16 19 18 21 21 21 21 22 21 21
2110 11 14 16 19 21 21 22 23 22 24 23 25
2111 10 13 16 20 21 22 22 23 22 23 22 23
2112 9 14 16 20 21 22 22 22 24 25 22 26
Mean 10 14 16 20 20 22 21 22 22 23 22 24
S.D. 1 0 0 1 1 1 1 1 1 1 1 2
Unit g/rat/day



B-4316

Appendix 20 Food consumption of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Day of recovery

S5ex Animal
number 45 49 52 36 59 63
2007 31 32 31 32 27 31
2008 30 32 31 31 28 29

Male 2009 34 34 34 34 32 35
2010 32 33 32 31 30 31
2011 32 34 33 34 31 33
2012 28 29 28 29 28 29
Mean 31 32 32 32 29 31
S.D. 2 2 2 2 2 2
2107 24 25 23 23 21 22
2108 23 23 22 22 20 22

Female 2109 22 22 20 20 20 20
2110 25 25 23 26 22 24
2111 25 24 22 24 25 25
2112 25 26 23 24 23 23
Mean 24 24 22 23 22 23
S.D. 1 1 1 2 2 2

Enit : g/rat/day



Appendix 21

Food consumption of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

B-4316

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
3007 10 15 18 23 27 30 32 33 35 35 37 37
3008 9 13 16 20 238 28 27 30 31 34 32 34
Male 3009 9 14 16 20 23 26 28 28 30 33 34 33
3010 10 14 18 22 24 27 28 29 31 32 33 32
3011 10 16 19 24 27 31 32 35 35 38 35 39
012 10 15 19 24 26 29 31 31 32 34 32 33
Mean 10 15 18 22 25 28 30 31 32 34 34 35
S.D. 1 1 1 2 2 2 2 3 2 2 2 3
3107 9 13 17 20 20 21 20 22 21 23 22 21
3108 9 14 15 20 19 22 21 22 20 22 22 22
Female 3109 9 14 17 20 20 20 22 23 22 23 23 23
3110 10 13 16 18 18 19 19 18 20 21 19 20
J111 11 15 17 20 20 23 23 24 23 25 23 25
3112 10 14 18 22 22 24 24 23 23 24 21 21
Mean 10 14 17 20 20 22 22 22 22 23 22 22
S.D. 1 1 1 1 1 2 2 2 1 1 2 2
Unit g/rat/day



B-4316

Appendix 22 Food consumption of new born rats administered orally with Phenol, (hydroxyphenyvl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Day of recovery

Sex Animal
number 45 49 52 56 59 83
3007 36 38 37 36 35 35
3008 34 34 35 35 34 36

Male 3009 33 35 34 33 an 33
3010 34 32 31 32 29 32
3011 35 3T 35 35 32 36
3012 33 32 34 34 29 33
Mean 34 35 34 34 32 34
S.D. 1 3 2 1 3 2
3107 22 22 21 23 20 22
3108 19 20 19 21 18 21

Female 3109 23 23 22 22 22 22
3110 24 22 22 22 20 21
3111 26 26 25 27 23 23
3112 21 23 21 23 19 22
Mean 23 23 22 23 20 22
S.D. 2 2 2 2 2 1

Unit : g/rat/day



Appendix 23

Food consumption of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

B-4316

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
4007 8 13 17 21 23 27 27 29 31 31 31 32
4008 8 14 15 18 19 22 24 25 27 28 28 30
Male 4009 11 15 17 20 22 26 28 29 30 31 31 32
40610 10 14 17 22 24 26 26 28 28 29 28 30
4011 9 14 17 22 25 28 28 31 33 35 33 34
4012 10 15 18 23 25 28 30 32 34 35 a5 35
Mean 9 14 17 21 23 26 27 29 31 32 31 32
S.D. 1 1 1 2 2 2 2 2 3 3 3 2
4107 10 15 17 20 21 23 23 24 27 27 28 29
4108 9 13 15 18 18 19 19 19 18 20 20 20
Female 4109 9 13 17 19 21 21 21 20 22 21 20 22
4110 10 13 16 19 20 21 21 22 20 21 20 22
4111 9 15 17 21 19 21 22 21 21 22 21 22
4112 9 14 15 18 18 21 21 22 21 22 21 22
Mean 9 14 16 19 20 21 21 21 22 22 22 23
S.D. 1 1 1 1 1 1 1 2 3 2 3 3
Unit : g/rat/day
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Appendix 24 Food consumption of new born rats administered orally with Phenol, (hydroxyphenyl) wethyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Day of recovery

Sex Animal
number 45 49 52 56 59 83
4007 32 33 33 34 31 34
4008 31 31 30 31 28 29

Male 4009 33 32 31 33 32 33
4010 30 30 29 29 28 29
4011 33 34 35 37 3 35
4012 33 36 35 36 32 35
Mean 32 33 32 33 31 33
S.D. 1 2 3 3 2 3
4107 30 31 30 29 29 29
4108 21 21 19 21 19 20

Female 4109 22 23 22 21 20 21
4110 24 24 21 22 22 24
4111 23 25 25 27 25 25
4112 22 23 23 23 20 21
Mean 24 25 23 24 23 23
S.D. 3 3 4 3 4 3

Unit : g/rat/day



Appendix 25 External differentiation of new born rats aduwinistered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B~4318

Cleavage of the
balanopreputial gland

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

35 42 42 49 a)

Sex Animal
number 7 11 11 14

-
-~
.
-

1001 -
1002 -
1003 -
1004 -
1005 -
1006 -
1007 -
Male 1008 -
1009 -
1010 -
1011 -
1012 -
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Total 0 /12 12 5 /12 12
% -3 100.0 8

% 0.0 100.0 41.7
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1101 -
1102 -~
1103 -
1104 -
1105 -
1106 -
1107 -
Female 1108 -
1109 -
1110 -
1111 -
1112 -

+

1

[

R
P

P R
F R
P I T A I N

Total 0 /12 12 /12 7 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 58.3 100.0 91.7 100.0 100.0 100.0

a): Day after birth

b): Opening of eyelid was completed in the left eye, but it was not in the right eye because of microphthalmus.
+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed
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Appendix 26 External differcntiation of new bhorm rats administcred orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Appearance of Eruption of Opening of Opening of Clcavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number 7 11 11 14 14 17 35 42 42 49 a)
2001 - + + + - +
2002 - + - + + +
2003 - + + + + +
2004 - + + + + +
2005 - + + + + +
2006 - - - + + +
2007 - + + + + + “+
Male 2008 - + + + + * +
2009 - + + + + + -
2010 - + - + + + + +
2011 - + - + + + + +
2012 - + + + + + - +
Total 0 /12 12 /12 6 /12 12 /12 11 /12 12 /12 5 /6 6 /6
% 0.0 100.0 50.0 100.0 91.7 100.0 83.3 100.0
2101 - + + + + +
2102 - + + + + +
2103 - + - + + +
2104 - + - + + +
2105 - + - + + +
2106 - + + + - +
2107 - + + + + + + +
Female 2108 - + + + + + + +
2109 - + - + + + + +
2110 - + - + + + + +
2111 - + + + + + + +
2112 - + - + + + + +
Total 0 /12 12 /12 6 /12 12 /12 11 /12 12 /12 6 / 6 6 / 6
% 0.0 100.0 30.0 100.0 91.7 100.0 100.0 100.0

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed



B-4316

Appendix 27 External differentiation of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period far 9 weeks

Dose {(mg/kg) : 40

Appearance of Eruption of Opening of Opcnigg of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland

35 42 42 49 a)

Sex Animal
number 7 11 11 14 14

o
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+

3001 -
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3003 -
3004 -
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3006 -
3007 -
Male 3008 -
3009 -
3010 -
3011 -
3012 -
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83.3 100.0

% 0.0 100.0 75.0
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3101 -
3102 -
3103 -
3104 -
3105 -
3106 -
3107 -
Female 3108 -
3109 -
3110 -
3111 -
3112 -

o+ o+ 4+
+ o+ 4+

L I I IR TR
I I
I

P N
E R N

Total 0 /12 12 /12 10 /12 12 /12 11 /12 12 /12 6 /6 6/ 8
% 0.0 100.0 83.3 100.0 91.7 100.0 100.0 100.0

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed
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Appendix 28 External differentiation of new horn rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Appearance of Eruption of Opening of Opening of Cleavage of tLhe
abdominal hair lower incisor eyelid vagina balanopreputial gland

35 42 42 49 a)

Sex Animal
number 7 11 11 14 14

[
~3

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

1

o+ o+ o+
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P+ o+ '
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o
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Total 0 /12 12 /12 6 /12 12 /12 10 /12 12 /12 G/ 6 6 /6
% 0.0 100.0 50.0 100.0 83.3 100.0 100.0 100.0

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

o+

1

P I I T I
[ S R

EE S S S S T T 5

Y F R F o+ o+ o+ o+ o+ o+ o+

P N P T

+

Total 0 /12 12 /12 6 /12 12 /12 12 /12 12 /12 G/ 6 6/ 6
% 0.0 100.0 50.0 100.0 100.0 100.0 100.0 100.0

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups diffcrentiated / Number of pups observed
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Appendix 29 Functional examination of new born rats administered orally with Phencl, {hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

Sex Animal Pupillary Corneal Righting Air righting Prever's
number reflex reflex reflex refiex reflex
10021 + + + + +
1002 -~ + + + +
1003 + + + + +
1004 + + + + +
1005 + + + + +
1006 + + + + +
1007 - + + + +
Male 1008 + + + + +
1009 +a) +a) + + +
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 + + - * '
1106 + + + + +
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
a): Only the left eye was examined as the right eye was closed.
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Appendix 30 Functional examination of gew born rats administered orally with Phenol, (hydroxyphenyvl) methyl fer 18 days

Dose (mg/kg) : 16

Sex Animal Pupillary Ccorneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
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2008
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T I I A
T
E I S S S U s
+++++++++++;
P I TR AR I B S S

:

12 12

1

Total 12 12 12

%

S~
e
N
~
SR
I
~
e
N
~
e
%
~
o
N

-
o

>
e

=
(=]
<
o
=

o
<
(=)
<
ol
o
-

o

(=]
<

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

F T L
O S T S Y S S AU
L R A I
EEE T T T S eR PR
L A I A A

Total 12 /12 12 /12 12 /12 12 12
% 100.0 100.0 100.0 100.0 100.0
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+ @ Normal response
- : Abnormal response
Total : Number of pups with normal response / Number of pups examined
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Appendix 31 Functional examination of aew born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dosc (wmg/kg) : 40

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number refllex reflex reflex reflex reflex
3001 + + + + +
3002 + + - & +
3003 + + + + +
3004 + + + + +
3005 + + + + +
3006 + - + + +
3007 + - + . N
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 + + + + P
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-4316

Appendix 32 Functional examination of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

Sex Animal Pupillary Corneal Righting Alr righting Preyer's
number reflex retlex reflex reflex reflex
4001 + + + + +
4002 + + + + +
4003 + +- + + +
4004 + + + + +
4005 + + + + +
4006 + + + - +
4007 + + + - +
Male 4008 + + + ¥ +
4009 + + + v +
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 + + + + 4
4103 + + + + +
4104 + + + - +
4105 + + + + +
4106 + + + - +
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
- : Abpnormal response
Total : Number of pups with normal response / Number of pups examined



Appendix 33 Urinalysis of new horn rats administered orally with Phenol
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

’

(hydroxyphenyl) methyl for 18 days

B-4316

1) 2) 3) 4) 3) 6) 7}

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

number tein body cose blood rubin linogen

1007 8.0 + - - - - + - Y

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

1010 8.5 + - - +- - - Y

1011 8.3 ++ = - - - + Y

1012 8.3 + - - - - + - Y

1107 8.5 ++ = - - - + Y

1108 9.0 + - - - - - Y
Female 1109 9.0 + - - - - + - Y

1110 8.0 + - - - - +- Y

1111 6.5 + - - - - +- Y

1112 9.0 - - - - - - Y
1) - 0 - 5 mg/dL +- : 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL s 250 - 400 mg/dL FRFRr >400 mg/dL
2) - 0 mg/dL +- ¢ 5 mg/dL + : 10 - 20 mg/dL ++ 30 - 45 mg/dL +++ 60 - 80 mg/dL +++ >80 mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + 1 70 - 100 mg/dL +4+ 150 - 200 mg/dL +++ : 300 - 500 mg/dL - 21000 mg/dL
4) - : 0 mg/dL +- : 0.03 mg/dL + 1 0.06 - 0.1 mg/dL  ++ 0.2 - 0.3 mg/dlL ++4+ 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 +++ 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.
7y LY Light yellow Y : Yellow DY : Dark vellow



B-4316

Appendix 34 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0O

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WwBC SEC SREC Cast PS co
1007 - - +- - - .- -
1008 +* - - - - - -

Male 1009 - - - - - + -
1010 - - - - - - -
1011 - - +- - - .- -
1012 - - - - - + -
1107 - - +— - - +- -
1108 - - .- - - + -

Female 1109 - - - - - +- -
1110 - - - - - +- -
1111 - - - - - - ~
1112 - - += - - +=- -

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- : Slight

PS : Phosphate Salts + ;o Mild

Cco : Calcium Oxalate ++ : Moderate

+++ : Severe



B-4316

Appendix 35 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methy! for 18 days
and followed by a recovery period for 9 weeks

Dosc (mg/kg) : 0

Urine Osmolality

Sex Animal vo lume
number wl./24hrs mOsm/kg
1007 12.6 1746
1008 16.0 2000
1009 8.7 2262
1010 11.2 1858

Male 1011 9.2 2246
1012 14.3 1784
Mean 12.0 1983
S.D. 2.9 227
1107 2.0 2710
1108 8.6 2010
1109 8.6 1798
1110 4.3 2238

Female 1111 3.1 2714
1112 8.5 1722
Mean 5.9 2199
S.D. 3.1 436




Appendix 36 Urinalysis of new born rats administered orally with Phenol,
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

(hydroxyphenyl} methyl for 18 days

B-4316

1) 2) 3) 4} 5) 6) 7}

Sex Animal pH Pro- Ketone Glu~ Occult Bili- Uraobi- Color

number tein body cose blood rubin linogen

2007 8.5 ++ - = - - + Y

2008 8.0 + - - +4++ - +- Y
Male 2009 8.5 + - - ++ - - Y

2010 8.5 + - - - - +- Y

2011 8.0 + - - - - - Y

2012 8.5 + +- - - - - Y

2107 8.5 + - - - - +- Y

2108 8.0 - - - - - - Y
Female 2109 6.0 + + - - - ++ Y

2110 7.0 -+ - +- - - + Y

2111 6.5 + - - - - = Y

2112 8.0 += - - - - - Y
1) - 0 - 5 mg/dL +- 1 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 +++ ! 60 - 80 mg/dL e+t >80 mg/dL
3) - : 0 - 10 mg/dL +- 1 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL +++ 1 300 - 500 mg/dL 4 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 +~ 1 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL +++ 1 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dLL. + : 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-4316

Appendix 37 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC Cast PS co
2007 - - +- - - + -
2008 4t - = - - + -

Male 2009 - - +- - - - -
2010 - - +- - - - -
2011 - - .- - - +- -
2012 - - += - - - -
2107 - - = - - + -
2108 - - +- - - +- -

Female 2109 - - +- - - - -
2110 - - +- - - +- -
2111 - - - - ~ + -
2112 - - +- - - +- -

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- : Slight

FS : Phosphate Salts + : Mild

Cco : Calcium Oxalate ++ @ Moderate

+++ : Severe



B-4316

Appendix 38 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
2007 8.9 1844
2008 9.4 2016
2009 16.6 1736
2010 12.4 1894

Male 2011 18.0 2020
2012 9.6 1924
Mean 12.5 1906
S.D. 4.0 108
2107 4.9 1990
2108 10.7 1526
2109 5.4 1872
2110 3.8 2262

Female 2111 9.4 2270
2112 8.8 1828
Mean 7.2 1958
S.D. 2.8 283




B-4316

Appendix 39 Urinalysis of new born rats administered orally with Phenol, (hydroxypheny¥l) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

1) 2) 3) 4) 5) 6) 7)

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

number tein body cose blood rubin linogen

3007 9.0 + - - - - +- Y

3008 8.5 ++ - - +- - + Y
Male 3009 9.0 + - - - - += Y

3010 7.5 + - - - - + Y

3011 8.0 + = - - - +- Y

3012 8.5 + - += - - + - Y

3107 7.5 +- - - - - += Y

3108 9.0 +- - - - - +- Y
Female 3109 7.5 +- - - - - +- Y

3110 9.0 - - - - - + Y

3111 5.5 + +- - +- - + Y

3112 8.0 += - - - - +- Y
1) - 0 - 5 mg/dL +- : 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 +++ 60 - BO mg/dL ++++ 1 >80 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
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 +- 1 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ : 2.0 - 4.0 mg/dL +++ 1 6.0 - 10.0 mg/dL ++++ : >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dLL. + : 2.0 - 3.0 mg/dL ++ 4.0 - 6.0 mg/dL. +++ : 8.0 - 12.0 mg/dL ++++ : >12.0 mg/dL
7y LY Light yellow Y : Yellow DY Dark yellow



B-4316

Appendix 40 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for § weeks

Dose (mg/kg) : 40

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC Cast PS Cco
3007 - - +- - - + -
3008 - - = - - + -

Vale 3009 - - = - - - -
3010 - - - - - + -
3011 - - +- - - +- -
3012 - - += - - + -
3107 - - += - - + -
3108 - - 4+ - - - -

Female 3108 - - +- - - += -
3110 - - += - - + -
3111 - - - - - - -
3112 - - +- - - + -

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithclial Cell +- ¢ Slight

PS : Phosphate Salts + : Mild

co : Calcium Oxalate ++ : Moderate

+++ : Severe



B-4316

Appendix 41 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl} methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
3007 12.4 1664
3008 17.7 1454
3009 12.9 1692
3010 14.3 1942

Male 3011 11.5 2194
3012 13.1 1972
Mean 13.7 1820
S.D. 2.2 266
3107 6.9 2020
3108 11.2 1372
3109 5.5 1872
3110 6.4 1632

Female 3111 3.5 2866
3112 16.8 1520
Mean 8.4 1880
S.D. 4.8 537




Appendix 42

and followed by a recovery period for 9 weeks

Dose {(mg/kg) : 100

Urinalysis of new born rats administered orally with Phenol,

{hydroxyphenyl) methyl for 18 davs

B-4316

1) 2) 3) 4) 5) 6) 7)

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

number tein body cose blood rubin 1linogen

4007 9.0 ++ - - - - +- Y

4008 g.a ++ - +— - - 4+ Y
Male 4009 9.0 + - - et - +- Y

4010 8.5 + - += - - +- Y

4011 8.5 +- - - + - +- Y

4012 9.0 ++ +- - - - + Y

4107 7.0 +- - - + - += Y

4108 6.5 + +- - - - *= Y
Female 4109 8.0 +- - - - - = Y

4110 8.5 += - - - - -— Y

4111 8.0 +- - - - - - Y

4112 g.56 - - - -~ - +- Y
1) - 0 - 5 mg/drl. +- 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL 4 250 - 400 mg/dL s >400 mg/dL
2) - 0 mg/dL += 5 mg/dL + 10 - 20 mg/dL ++ 30 ~ 45 mg/dL P 60 - 80 mg/dL P >80 mg/dL
3) - : 0 - 10 mg/dL += 30 - 50 mg/dL + 70 - 100 mg/dL ++ 150 - 200 mg/dL 4 300 - 500 mg/dL 4t 21000 mg/dL
4) - : 0 mg/dL = 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL b+ 21.0 mg/dL
5) - : 0 mg/dL - 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL et 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mgy/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-4316

Appendix 43 Urinalysis of new born rats administered orally with Phenol, {hvdroxyphervl) methyl for 18 days
and followed by a recovery period for 3 weeks

NDose (mg/kg) : 100

URINE SEDIMENT

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 + v Mild

co : Calcium Oxalate ++ : Moderate

+++ : Severe



B-4316

Appendix 44 Urinalysis of new born rats administered orally with Phenol, (hydroxyphenyl)} methyl for 18 days
and followed by a recovery period for 9 weeks

bose (mg/kg) : 100

Urine Osmolality

Sex Animal volume
number mlL/24hrs moOsm/kg
4007 11.2 2078
4008 5.5 1896
4009 16.1 1816
4010 19.4 1272

Male 4011 19.9 1392
4012 8.0 2146
Mean 13.4 1767
S.D. 6.0 359
4307 12.1 2006
4108 8.5 1622
4109 14.7 1380
4110 7.9 1812

Female 4111 10.7 1692
4112 13.3 1412
Mean 11.2 1654
S.D. 2.7 239




B-4316

Appendix 45 Hematological findings of new born rats administered crally with Phencl, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal Jocyte let
number X107 4L g/dL % fL pg % % ¥10¥uL

1001 441 9.2 28 64.1 20.9 32.6 25.1 114.2

1002 474 9.3 28 59.9 19.7 32.9 22.1 104.8

Male 1003 514 10.6 32 62.7 20.7 33.0 22.4 109.0
1004 4948 10.4 31 63.4 20.9 33.1 24.2 118.1

1005 406 10.5 31 63.1 21.2 33.5 25.0 122.9

1006 482 10.1 30 63.3 21.0 33.1 23.7 117.1

Mean 484 10.0 30 62.8 20.7 33.0 23.8 114 .4

S.D. 25 0.6 2 1.5 0.5 0.3 1.3 6.6

1101 481 10.7 32 66.1 22.4 33.8 21.6 104.1

1102 497 10.1 30 61.0 20.3 33.2 22.8 97.8

Female 1103 495 10.6 32 64.0 21.3 33.4 25.5 110.7
1104 558 10.9 34 60.7 19.5 32.1 22.3 103.6

1105 501 10.0 31 61.9 20.1 32.4 17.7 95.4

1106 520 11.0 34 64.7 21.1 32.6 24.1 102.9

Mean 509 10.6 32 83.1 20.8 32.9 22.3 102.4

S.D. 27 0.4 2 2.2 1.0 0.7 2.7 5.4
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Appendix 48 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 0

WBC Differential leukocyte counts (%)

Sex Animal
number X 10% 1L Lymph. Stab Seg. Eosino. Baso. Mono. Others
1001 49 83.5 0.0 15.0 0.5 0.0 1.0 0.0
1002 26 86.0 0.0 12.3 0.0 0.0 1.5 0.0

Male 1003 28 92.0 0.0 7.5 0.5 0.0 0.0 0.0
1004 17 87.0 0.0 12.0 0.0 0.0 1.0 0.0
1005 44 86.5 0.5 12.0 0.0 0.0 1.0 0.0
1006 41 87.5 0.0 12.5 0.0 0.0 C.0 0.0
Mean 34 87.1 0.1 11.9 0.2 0.0 0.8 0.0
S.D. 12 2.8 0.2 2.4 0.3 .0 0.6 0.0
1101 38 81.5 0.0 18.0 0.0 0.0 0.5 0.0
1102 46 94.0 0.0 5.5 0.0 0.0 0.5 ¢.0

Female 1103 46 93.56 0.5 5.5 0.0 0.0 0.5 0.0
1104 45 93.5 0.0 6.5 0.0 0.0 0.0 0.0
1105 20 96.0 0.0 4.0 0.0 0.0 0.0 0.0
1106 31 91.5 0.0 8.0 0.5 Q.0 0.0 0.0
Mean 38 91.7 0.1 7.9 0.1 0.0 0.3 0.0
S.D. 10 5.2 0.2 5.1 0.2 0.0 0.3 0.0




B-4316

Appendix 47 Hematological findings of new born rats administered orally with Phenol. (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 16

RBC Hb Ht MOV MCH VICHC Reticu- Plate-

Sex Animal tacyte let
number K1O0Y 1L g/dL % L pE % % w10 L

2001 471 9.9 29 62.2 21.1 33.8 17.0 94.0

2002 509 10.4 31 81.6 20.5 43.4 27.9 103.9

Male 2003 467 9.0 27 58.9 19.2 32.7 24.9 116.2
2004 518 10.7 32 62.1 20.8 33.4 22.4 97.3

2005 491 10.4 31 62.3 21.2 34.1 23.6 122.8

2006 508 9.5 29 87.4 18.7 32.6 26.4 125.0

Mean 494 10.0 30 60.8 20.3 33.3 23.7 109.9

$.D. 21 0.6 2 2.1 1.0 0.6 3.8 13.3

2101 495 10.1 31 62.7 20.5 32.86 25.3 102.3

2102 509 9.5 29 57.9 18.6 32.2 21.2 113.0

Female 2103 500 9.8 31 62.0 19.6 31.7 24.0 105.6
2104 464 10.3 31 86.5 22.2 33.3 24.9 102.6

2105 506 1.1 34 66.4 21.9 33.0 22.4 92.2

21086 500 10.6 as 85.8 21.2 32.3 23.1 108.3

Mean 496 10.2 32 63.6 20.7 32.5 23.5 104.0

S.D. 16 0.6 2 3.4 1.4 0.6 1.6 7.0




Appendix 48

Hematological findings of new born rats administered orally with Phenol, {(hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 16
WBC Differential leukocyte counts (%)
Sex Animal .
number X107 1L Lymph. Stab Seg. Eosino. Baso. Mono. Others
2001 15 75.0 0.5 24.0 0.0 0.0 0.5 0.0
2002 35 92.5 0.0 6.5 0.0 0.0 1.0 0.0
Male 2003 28 89.0 a.0 g.0 0.3 0.0 1.5 0.0
2004 22 92.5 0.0 7.0 0.0 0.0 0.5 0.0
2005 51 91.0 0.0 9.0 0.0 0.0 0.0 Q.0
2006 49 90.5 0.0 9.5 0.0 0.0 0.0 0.0
Mean 33 88.4 0.1 10.8 0.1 .0 0.6 0.0
5.D. 15 6.7 0.2 5.6 0.2 0.0 0.8 0.0
2101 34 97.5 0.0 2.5 0.0 0.0 0.0 0.0
2102 19 96.0 0.0 3.8 0.0 0.0 0.5 0.0
Female 2103 a6 94.0 0.0 4.5 0.5 G.0 1.0 0.0
2104 33 89.0 0.0 10.5 0.0 0.0 0.5 0.0
2105 28 91.5 0.0 7.5 0.0 0.0 1.0 0.0
2106 33 93.5 0.0 6.5 0.0 0.0 a.0 0.0
Mean 32 93.6 G.0 5.8 0.1 a.0 Q.5 0.0
S.D. 9 3.1 0.0 2.9 0.2 0.0 0. 0.0




Appendix 49 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) mecthyl for 18 days

Dose (mg/kg) : 40

RBC Hb Ht MCV MCH MCHC Recticu- Plate-

Sex Animal locyte let
number ¥10YuL g/dL % fL pg % % X10Y4L

3001 444 9.7 29 65.6 21.9 33.3 22.5 108.9

3002 463 9.6 29 62.3 20.8 33.5 27.2 101.4

Male 3003 500 10.5 32 63.3 21.0 33.1 28.6 83.53
3004 505 10.4 32 62.8 20.6 32.8 28.6 92.9

3005 478 9.9 29 61.2 20.6 33.7 26.0 113.8

3006 539 11.0 33 62.1 20.4 32.8 22.8 87.4

Mean 488 10.2 31 62.9 20.9 33.2 26.0 98.0

S.D. 34 0.5 2 1.5 0.5 0.4 2.7 12.1

3101 456 10.6 32 70.9 23.3 32.8 22.3 106.9

3102 511 10.5 32 62.8 20.6 32.7 19.0 83.1

Female 3103 493 10.8 33 66.6 21.9 32.8 23.1 107.5
3104 534 11.1 34 63.4 20.8 32.8 22.9 99.3

3105 467 9.7 30 63.6 20.7 32.5 24.0 93.0

3106 524 11.5 35 66.0 21.9 33.1 18.7 97.6

VMean 498 10.7 33 65.6 21.5 32.8 21.7 97.9

S.D. 31 0.6 2 3.0 .0 0.2 2.3 9.1
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Appendix 50 Hematological findings of new born rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 40

WBC Differential leukocyte counts (%)

Sex Animal .
number X107 4L Lymph. Stab Seg. Eosino. Baso. ¥ono. Others
3001 38 88.5 0.0 10.5 0.0 0.0 1.0 0.0
3002 24 94.5 0.0 5.5 0.0 0.0 0.0 0.0

Male 3003 29 85.5 0.0 13.5 0.5 0.0 0.5 0.0
3004 41 89.0 0.0 10.0 0.0 0.0 1.0 0.0
3005 23 96.0 0.0 4.0 0.0 0.0 0.0 0.0
3006 31 89.5 0.9 9.0 0.0 a.0 1.0 Q.0
Mean 31 90.3 0.1 8.8 0.1 0.0 0.6 0.0
S.D. 7 4.0 0.2 3.5 0.2 0.0 0.5 0.0
3101 54 91.5 0.0 7.0 0.5 0.0 1.0 0.0
3102 23 97.0 0.0 2.5 Q.0 0.0 0.5 0.0

Female 3103 44 93.0 0.0 6.0 0.0 0.0 1.0 0.0
3104 22 93.0 0.5 6.5 0.0 0.0 0.0 0.0
3105 35 93.0 0.0 6.5 0.0 0.0 0.5 Q.0
3106 30 91.0 0.0 9.0 0.0 0.0 0.0 Q.0
Mean 35 93.1 0.1 6.3 0.1 0.0 0.5 0.0
S.D. 12 2.1 0.2 2.1 .2 0.0 0. 0.0




B-4316

Appendix 51 Hematalogical findings of new bourn rats administered crally with Phenol, (hydroxvphenyl) methyl for 18 days

Dose (mg/kg) : 100

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal loeyte let
number K10%AL g/dL % 1. pE % % £10¥puL

4001 469 10.0 30 64.8 21.3 32.9 24.7 110.5

4002 306 10.3 31 60.8 20.3 33.3 26.7 108.5

Male 4003 497 10.4 31 62.8 21.0 33.4 25.3 103.3
4004 476 9.8 29 61.7 20.7 33.3 23.3 90.3

4005 475 9.9 30 64.1 20.9 32.6 23.6 109.8

4006 448 2.0 28 61.6 20.2 32.8 22.5 121.1

Mean 479 9.9 30 82.8 20.7 33.1 24 .4 107.3

S.D. 21 0.5 1 1.6 0.4 ¢ 1.5 10.1

4101 496 10.4 31 63.1 20.9 33.1 23.3 95.6

4102 443 10.3 31 69.2 23.1 33.4 18.6 110.0

Female 4103 522 10.9 33 63.0 20.8 33.1 21.6 107.1
4104 486 10.4 31 64.5 21.4 33.1 23.2 03.4

4105 469 10.7 33 69.3 22.7 32.8 26.1 100.1

4106 525 10.7 33 §2.1 20.4 32.8 27.4 114.0

Mean 490 10.6 32 65.2 21.6 33.1 23.4 103.4

S.D. 31 0.2 1 3.2 1.1 0.2 3.2 8.3
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Appendix 52 Hematological findings of new born rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

WBC Differential leukocyte counts (%)

Sex Animal .
number K10%4L Lymph. Stab Scg. Eosino. Baso. Mono. Others
4001 55 TL.5 0.0 27.3 0.0 0.0 1.0 0.0
4002 54 87.5 0.0 12.0 0.5 0.0 0.0 0.0

Male 4003 32 94.0 g.0 5.0 0.0 0.0 0.5 .0
4004 29 83.5 0.0 15.0 0.0 0.0 1.5 0.0
4005 30 81.0 0.0 17.5 1.0 0.0 0.5 0.0
4006 37 95.0 0.0 5.0 0.0 g.0 0.0 0.0
Mcan 40 85.4 0.0 13.8 0.3 0.0 0.6 0.0
S.D. 12 8.8 0.0 8. 0.4 0.0 Q.6 G.0
4101 28 90.0 0.0 9.0 1.0 0.0 0.0 0.0
4102 30 87.0 0.0 12.0 Q.0 0.0 1.0 0.0

Female 4103 30 91.5 0.0 7.9 0.0 0.0 1.0 0.0
4104 19 88.5 0.0 11.0 0.0 0.0 0.5 0.0
4105 32 94.0 0.5 5.0 0.3 0.0 0.0 0.0
41086 27 92.5 0.0 7.5 0.0 0.0 0.0 0.0
Mean 31 90.6 0.1 8.7 0.3 0.0 0.4 0.0
S.D. 10 2.6 0. 2.6 0.4 0.0 0.5 0.0
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Appendix 53 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : ©

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10Y 4L g/dL % L peg % % X10¥Y 4L s s
1007 841 16.1 48 57.3 19.1 33.3 2.1 89.3 17.3 20.7
1008 795 15.7 45 56.6 19.7 34.9 1.9 103.2 14.5 16.7
Male 10098 864 16.3 48 55.7 18.9 33.9 1.2 86.3 13.9 17.7
1010 898 16.3 49 54.5 18.2 33.4 1.2 91.5 15.6 19.0
1011 834 15.4 45 54.0 18.4 34.1 2.1 90.0 13.5 16.6
1012 3941 16.4 51 53.8 17.4 32.4 1.3 99.1 14.8 1.2
Mean 862 16.0 48 55.3 18.6 33.7 1.6 93.2 14.9 18.3
S.D. 51 0.4 2 1.4 0.8 0. 0.4 6.5 1.4 1.6
1107 785 15.2 45 57.2 19.3 33.8 2.1 88.1 13.0 15.6
1108 804 14.9 44 54.9 18.5 33.8 1.2 99.4 13.1 16.2
Female 1109 801 15.6 46 58.0 19.5 33.6 2.0 102.2 13.3 16.0
1110 812 15.7 46 56.8 19.3 33.9 1.4 83.1 13.3 14.7
1111 851 16.3 48 56.9 19.1 33.6 1.7 T72.4 13.8 14.9
1112 816 15.0 44 54.1 18.4 34.0 1.4 92.8 14.0 14.1
Mean 812 15.5 46 56.3 19.0 33.8 1.8 89.7T 13.4 15.3
S.D. 22 0.5 2 1.5 0.5 0.2 0.4 11.0 0.4 0.8




B-4316

Appendix 54 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and foliowed by a recovery period for 9 weeks

Dose (mg/kg) : 0

WRBC Differential leukocyte counts (%)

Sex Animal
number X10% kL Lymph . Stab Seg. Eosino. Baso. Mono. Others
1007 74 96.0 0.0 2.5 1.5 0.0 0.0 0.0
1008 66 90.5 0.0 8.0 1.0 0.0 0.5 0.0

Male 1009 80 85.0 0.0 13.0 2.0 0.0 0.0 0.0
1010 77 84.5 0.0 13.5 2.0 0.0 0.0 0.0
1013 70 92.5 0.0 6.5 0.5 0.0 0.5 0.0
1012 97 90.0 0.5 8.5 1.0 0.0 0.0 0.0
Mean 77 89.8 0.1 8. 1.3 0.0 0.2 0.0
S.D. 11 4.4 0.2 4, 0.8 0.0 0.3 0.0
1107 66 95.5 0.0 4.0 0.0 0.0 0.5 0.0
1108 91 86.5 0.0 12.0 1.0 0.0 0.5 0.0

Female 1109 89 90.5 0.0 9.5 0.0 0.0 0.0 0.0
1110 66 83.5 0.5 14.35 1.0 0.0 0.5 0.0
1111 48 90.5 0.0 9.0 0.0 0.0 0.5 0.0
1112 50 92.5 0.5 6.0 1.0 0.0 0.0 0.0
Mean 68 89.8 0.2 9.2 0.5 0.0 0.3 0.0
S.D. 18 4.3 0.3 3.8 .5 0.0 0.3 0.0
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Appendix 55 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

RBC Hb Ht MCvV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
pumber X107 uL g/dL % fL Pg % % ¥ 10%HL s s
2007 816 15.5 47 57.2 19.0 33.2 1.5 97.7 15.1 19.1
2008 858 16.4 48 56.1 19.1 34.1 1.5 94.9 14.3 15.3
Male 2009 819 15.0 46 56.6 18.4 32.4 0.9 91.8 15.6 19.6
2010 878 16.1 48 54.4 18.3 33.7 1.2 96.3 13.8 17.9
2011 773 15.0 44 57.2 19.3 33.8 2.1 101.38 14.3 17.7
2012 866 16.1 48 55.9 18.6 33.2 1.5 87.8 15.7 19.2
Mean 835 15.7 47 56.2 18.8 33.4 1.5 95.0 14.8 18.1
S.D. 39 0.6 2 1.0 0.4 0.6 0.4 4.7 0.8 1.6
2107 744 15.2 46 61.2 20.4 33.3 1.3 87.5 12.7 14.8
2108 8§34 16.2 47 56.3 19.4 34.5 1.1 93.8 13.3 13.8
Female 2109 738 15.1 45 60.3 20.4 33.8 2.6 90.9 13.7 15.8
2110 773 15.2 45 57.6 19.7 34.2 2.2 88.0 13.0 14,0
2111 808 15.4 46 56.3 19.0 33.8 1.9 86.3 12.7 15.2
2112 T94 15.1 45 56.4 19.0 33.8 1.8 101.1 13.1 15.3
Mean 782 15.4 46 58.0 19.7 33.9 1.8 91.3 13.1 14.8
S.D. 37 0.4 1 2.2 .6 0.4 0.6 5.5 0.4 0.8




Appendix 56

Hematological fiadings of new born rats administered orally with Phenol,
and followed by a recovery period for 9 weeks

(hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 16
WBC Differential leukocyte counts (%)
Sex Animal ~
number X10% 4L Lymph. Stab Seg. Eosino. Baso. Mona. Others
2007 79 92.5 0.5 6.5 0.0 0.0 0.5 0.0
2008 66 92.0 0.0 7.5 0.5 0.0 0.0 0.0
Malc 2009 67 82.0 0.0 16.5 1.5 0.0 0.0 0.0
2010 67 92.0 0.0 7.5 0.0 0.0 0.5 0.0
2011 98 78.0 0.0 21.5 0.5 0.0 0.0 0.0
2012 125 91.0 0.0 9.0 0.0 0.0 0.0 0.0
Mecan 84 87.9 0.1 11.4 0.4 0.0 0.2 0.0
S.D. 24 6.3 0.2 6.1 0.6 0.0 0.3 0.0
2107 70 83.5 0.0 15.5 c.0 0.0 1.0 0.0
2108 54 66.0 1.0 33.0 0.0 0.0 0.0 0.0
Female 2109 56 92.0 0.0 5.0 2.0 0.0 0.0 0.0
2110 63 86.5 0.0 12.0 0.5 ¢.0 1.0 0.0
2111 49 87.5 0.0 11.0 0.5 0.0 1.0 0.0
2112 55 85.0 0.0 13.0 1.5 0.0 .5 0.0
Mean 58 83.4 0.2 15.1 0.8 0.0 0.6 0.0
S.D. 7 9.0 0.4 9.3 0.8 0.0 0.5 0.0




B-4316

Appendix S7 Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number ¥ 10%Y uL g/dL % fL pg % % ¥10% 4L s s
3007 832 15.6 47 06.4 18.7 33.2 2.0 87.3 14.4 17.8
3008 771 14.8 44 57.0 19.1 33.6 1.6 91.6 14.6 18.1
Male 3009 834 16.1 47 56.2 19.3 34.3 1.6 99.7 14.3 17.5
3010 877 16.3 48 54.5 18.6 34.1 2.1 102.6 14.6 18.8
3011 791 15.5 45 27.0 19.56 34.3 1.4 96.1 14.1 17.0
3012 801 15.8 47 58.6 19.7 33.8 1.5 98.8 14.6 14.2
Mean 818 15.7 46 56.6 19.2 33.9 1.7 96.0 14.4 17.2
S.b. 38 0.5 2 1.3 0.4 0.5 0.3 5.6 0.2 1.6
3107 840 15.9 47 55.7 18.9 33.9 1.1 95.5 13.8 12.7
3108 816 15.6 46 56.8 19.1 33.7 1.7 88.1 13.6 15.4
Female 3109 789 15.4 14 56.3 19.5 34.6 2.8 79.6 13.8 15.2
3110 804 16.1 46 57.4 20.0 34.7 1.5 95.4 14.2 13.7
3111 751 15.1 45 60.2 20.2 33.5 1.1 30.1 13.7 13.9
3112 834 15.8 46 54.9 19.0 34.6 1.6 100.3 12.7 14.4
Mean 806 15.7 46 56.9 19.5 34.2 1.6 91.5 13.6 14.2
S.D. 33 0.4 1 1.8 0.5 0 0.6 7.3 0.5 1.0




Appendix 58

Hematological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

B-4318

Dose (mg/kg) 40
WBC Differential leukocyte counts (%)
Sex Animal
number X109 pL Lymph. Stab Seg. Eosino. Baso. Mono. Others
3007 74 85.0 0.5 12.0 1.3 0.0 1.0 0.0
3008 67 91.5 0.0 8.5 0.0 0.0 0.0 0.0
Male 3009 82 82.5 1.0 6.5 G.0 0.0 0.0 0.0
3010 81 83.0 1.0 15.0 0.5 0.0 0.5 0.0
3011 86 88.5 0.0 9.5 1.5 0.0 0.3 0.0
3012 84 84.5 0.0 14.0 1.5 0.0 0.0 0.0
Mean 79 87.5 0.4 10.9 0.8 0.0 0.3 0.0
S.D. 7 3.9 0.5 3.3 0.8 0.0 0.4 0.0
3107 64 92.5 0.0 7.0 0.5 0.0 0.0 0.0
3108 49 92.5 0.0 6.0 1.0 0.0 0.5 0.0
Female 3109 47 g90.0 0.0 8.5 1.0 0.0 0.5 0.0
3110 69 89.5 0.0 7.5 2.0 0.0 1.0 0.0
3111 74 87.5 0.0 11.0 1.5 0.0 0.0 0.0
3112 51 B9.5 0.0 10.0 0.0 0.0 0.5 0.0
Mean 59 90.3 0.0 8.3 1.0 0.0 0.4 0.0
S.D. 11 1.9 0.0 1.9 0.7 0.0 0.4 0.0




B-4316

Appendix 39 Hematological findings of new born rats administered orally with Phenol, (hydéroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number K10% L g/dL % fL pg % % X10YaL s s
4007 742 14.7 43 57.4 19.8 34.5 2.0 98.2 14.3 16.0
4008 807 15.3 44 54.8 18.9 34.5 1.3 96.2 13.9 15.4
Male 4009 794 16.3 47 59.1 20.6 34.8 2.1 94.8 14.8 16.9
4010 816 15.8 46 56.3 19.3 34.4 1.1 91.8 14.8 17.8
4011 920 16.7 49 53.2 18.2 34.2 1.4 102.0 15.1 19.4
4012 835 16.1 49 58.4 19.3 33.1 1.6 396.8 14.6 17.4
Mean 819 15.8 46 56.50 19.4 34 . 1.6 96.6 14.6 17.2
S.h. 3°] 0.7 3 2.2 [¢] a. 0.4 3.4 0.4 1.4
4107 771 15.5 45 58.2 20.1 34.6 1.5 88.6 13.2 14.2
4108 784 15.6 45 57.1 19.9 34.9 2.0 92.0 12.7 14.1
Female 4109 799 15.4 45 56.9 19.38 33.9 1.5 79.9 12.9 14.3
4110 749 15.2 44 58.6 20.3 34.6 1.5 115.7 13.0 15.9
4111 826 15.5 46 55.5 18.8 33.9 1.6 89.6 12.9 13.2
4112 780 15.7 46 59.6 20.1 33.7 0.9 112.9 13.3 14.7
Mean 785 15.35 45 57.7 19.8 34.3 1.3 96.5 13.0 14.4
S.D. 26 0.2 1 1.4 0.6 0.5 0.4 14.4 0.2 0.9




B-4316

Appendix 60 Hematological findings of new born rats administercd orally with Phenol, {(hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weecks

Dosc (mg/kg) : 100

WBC Differential leukocvte counts (%}

Sex Animal
number X 10%pL, Lymph. Stab Seg. Eosino. Baso. Mono. Others
4007 136 94 .0 0.0 4.0 0.5 0.0 1.5 0.0
4008 83 84.5 Q.0 1%.0 0.5 a.0 0.0 0.0

Male 4009 80 91.0 0.0 9.0 ¢.0 0.0 0.0 0.0
4010 88 91.0 1.0 7.0 1.0 0.0 0.0 0.0
4011 87 86.0 0.0 13.5 0.5 0.0 0.0 8.0
4012 59 79.0 1.5 16.5 2.5 c.0 0.3 0.0
Mean 89 87.6 0.4 10.8 0.8 0.0 0.3 0.0
S.D. 25 5.5 0.7 4.9 0.9 0.0 0.6 a.¢
4107 64 74.0 0.5 25.5 6.0 0.0 a.0 ¢.0
4108 42 80.5 0.0 18.5 0.5 0.0 Q0.5 0.0

Female 4109 40 87.0 0.0 10.0 1.3 0.0 1.5 0.0
4110 37 95.5 0.0 4.5 8.0 0.0 0.0 0.0
4111 72 88.0 0.5 11.0 0.5 6.0 0.0 0.0
4112 52 93.0 0.0 6.5 0.5 0.0 0.0 0.0
Mean 55 86.3 0.2 12.7 0.5 0.0 0.3 0.0
S.D. 12 8.0 0.3 7.9 0.5 0.0 0.6 0.0




B-4316

Appendix 61 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number /L 1U/L I0/L 1U/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
1001 90 37 70 733 1.9 5.2 3.0 1.36 70 76 113
1002 96 30 75 647 2.2 4.9 3.1 1.72 82 57 129
Male 1003 105 38 92 901 2.1 5.1 3.0 1.43 87 97 139
1004 112 42 51 931 1.9 5.3 3.2 1.52 80 101 137
1005 116 39 61 796 2.2 5.6 3.2 1.33 88 103 127
1006 84 36 55 448 1.8 5.4 3.1 1.35 9 99 131
Mean 101 37 61 743 2.0 5.3 3 1.45 83 89 129
S.D. 13 4 10 179 0.2 .2 1 0.15 8 18 9
1101 84 27 86 485 1.5 5.5 3.4 1.62 108 96 163
1102 86 31 67 637 2.3 4.9 3.2 1.88 93 82 142
Female 1103 87 31 75 663 2.2 5.4 3.3 1.57 90 83 139
1104 90 31 53 605 2.2 5.4 3.3 1.57 92 79 145
1105 93 25 53 505 2.1 5.5 3.4 1.62 100 51 137
1106 95 31 52 501 1.6 5.5 3.3 1.50 88 95 143
Mean 90 29 65 569 2.0 5.4 3.3 1.63 95 81 145
S.D. 5 3 14 82 0.3 0.2 0.1 0.13 7 16 9




Appendix 62

Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) 0

T.bili- Glucose BUN Crea- Na K 03] Ca P

Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmcl/L mmol/L mg/dL mg/dL
1001 0.13 110 8 .47 141 3.9 110 10.6 9.9
1002 0.14 103 13 0.44 140 3.8 110 10.6 10.0
Male 1003 0.11 93 13 0.48 142 3.8 110 10.5 9.5
1004 0.17 107 13 0.37 140 3.8 108 10.7 10.5
1005 0.15 107 12 0.45 138 4.3 107 10.5 9.4
1006 0.16 108 9 0.42 140 4.0 110 10.6 9.4
Mean 0.14 105 11 0.44 140 3.9 109 10.6 9.8
S.D. 0.02 6 2 0.04 1 0.2 1 0.1 0.4
1101 0.15 123 14 0.47 141 3.6 106 11.0 9.4
1102 0.14 92 14 0.44 138 4.1 106 10.5 10.1
Female 1103 0.19 114 18 0.48 139 3.8 106 10.5 11.4
1104 0.14 105 19 0.48 140 3.9 108 11.0 10.2
1105 0.13 116 16 .45 137 3.6 107 10.5 8.8
1106 0.16 120 17 0.37 137 4.0 106 11.1 10.2
Mean 0.15 112 16 0.45 139 3.8 107 10.8 10.0
S.D. 0.02 11 2 0.04 2 0.2 1 0.3 0.9




Appendix 63

B~4316

Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 16

GOT GPT LDH AlP ¥ —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number /L Iu/L IU/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
2001 95 35 66 677 1.8 5.4 3.2 1.45 91 96 1486
2002 86 34 81 845 1.8 4.9 3.1 1.72 89 74 143
Male 2003 88 36 66 552 2.0 5.3 3.3 1.65 04 89 142
2004 99 35 35 692 1.8 §.3 3.3 1.65 100 99 155
2005 104 40 44 755 2.1 5.5 3.2 1.39 75 107 121
2006 94 38 65 643 1.6 5.5 3.1 1.29 112 119 158
Mean 94 36 60 694 1.9 5.3 3.2 1.53 94 97 144
S.D. 7 2 17 100 0.2 2 0.1 0.17 12 15 13
2101 g1 35 80 462 1.9 5.2 3.1 1.48 107 82 155
2102 87 26 69 682 2.6 5.2 3.3 1.74 69 87 115
Female 2103 122 34 77 676 2.6 5.3 3.3 1.65 91 91 130
2104 108 33 61 694 2.1 5.2 3.3 1.74 83 79 138
2105 81 32 62 5631 1.6 5.4 3.3 1.57 98 71 138
2106 a3 31 53 506 1.8 5.5 3.3 1.50 79 62 111
Mean a7 32 67 592 2.1 5.3 3.3 1.61 88 79 131
S.D. 15 3 10 104 0.4 0.1 0.1 0.11 14 11 16




Appendix 64

Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 16

T.bili- Glucose BUN Crea- Na K C1 Ca P

Sex Animal rubin tinine
number meg/al mg/dL mg/dL mg/dL mmol /L. mmol /L mmol/L mg/dL mg/dL
2001 0.15 86 13 0.45 141 3.9 107 10.8 9.6
2002 0.18 122 15 0.43 138 3.7 109 10.2 9.7
Male 2003 0.13 99 18 0.52 141 4.1 109 18.5 9.9
2004 0.11 105 15 0.42 141 3.8 109 10.8 9.3
2005 0.14 111 13 0.45 140 3.8 107 10.4 9.5
2006 0.18 92 13 0.48 142 3.8 110 10.86 9.8
Mean 0.15 103 15 .46 141 3.9 109 10.8 9.6
S.D. 0.03 13 2 0.04 1 0.1 1 0.2 0.2
2101 0.14 105 13 0.44 140 4.2 108 10.5 8.9
2102 0.14 97 16 0.41 138 4.2 105 10.7 9.9
Female 2103 0.17 99 17 0.47 140 4.1 109 10.5 9.3
2104 0.17 102 12 0.42 138 3.9 106 10.8 9.6
2105 0.18 123 13 0.52 140 3.6 105 10.6 9.4
2106 .14 107 15 0.44 140 4.0 110 10.8 8.9
Mean 0.16 106 15 0.45 139 4.0 107 10.6 9.3
S.D. 0.02 9 2 0.04 1 0.2 2 0.1 0.4




B-4316

Appendix 65 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl!) methyl for 18 days

Dose (mg/kg) : 40

GOT GPT LDH AlP ¥ —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L IU/L 1U/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
3001 98 37 57 697 1.8 5.2 3.1 1.48 106 64 140
3002 102 40 83 582 1.9 4.7 3.0 1.76 113 73 159
Male 3003 111 52 48 857 2.0 4.8 2.9 1.53 82 116 132
3004 113 43 49 596 1.8 5.0 3.1 1.63 89 94 138
3005 92 34 50 568 1.6 5.4 3.3 1.57 108 86 148
3006 80 30 53 576 1.7 5.3 3.2 1.52 95 133 142
Mean 99 39 57 646 1.8 5.1 3.1 1.58 99 94 143
S.D. 12 8 13 114 .1 0.3 0.1 0.10 12 26 o
3101 93 33 87 518 2.1 5.3 3.3 1.635 106 95 155
3102 80 27 68 622 2.4 5.3 3.4 1.79 73 T2 120
Female 3103 102 32 84 731 2.3 5.5 3.3 1.50 75 79 113
3104 99 38 61 704 2.0 5.1 3.2 1.68 88 118 147
3105 114 34 59 6890 2.5 5.6 3.4 1.55 108 103 157
3106 80 25 71 481 1.8 5.6 3.4 1.53 98 76 132
Mean 95 32 72 624 2.2 5.4 3.3 1.62 91 91 137
S.b. 13 5 12 104 0.3 .2 0.1 0.11 15 18 19




B-4316

Appendix 66 Blood chemical findings of new born rats administered orally with Phencl, {hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 40

T.bili~- Glucose BUN Crea- Na K C1 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
3001 0.17 125 10 .47 138 3.9 108 10.5 10.0
3002 0.14 103 13 0.42 139 4.0 108 10.3 10.5
Male 3003 0.19 87 12 0.48 139 3.4 107 10.86 10.3
3004 0.14 98 12 Q.38 139 4.1 108 10.5 9.8
3005 0.14 97 13 0.36 140 4.2 110 10.5 8.7
3006 .16 87 11 Q.45 138 4.0 108 10.5 9.1
Mean 0.16 100 12 0.43 139 3.9 108 10.5 9.7
S.D. 0.02 14 1 0.05 Q 0.3 1 0.1 0.7
3101 0.17 116 13 0.46 139 4.2 105 10.8 9.2
3102 0.16 121 14 0.39 140 4.1 106 10.7 9.7
Female 3103 0.14 105 14 0.47 139 3.8 108 10.3 8.7
3104 (.18 101 15 0.46 138 3.9 108 10.7 10.0
3105 0.186 92 15 .62 138 3.8 104 10.6 9.3
3106 0.15 118 16 0.43 140 3.8 108 10.8 8.6
Mean 0.16 109 186 Q.47 139 3.9 107 10.6 9.3
S.D. 0.01 11 1 0.08 1 0.2 2 0.2 0.5




B-4316

Appendix 67 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dosc (mg/kg) : 100

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number Iu/L It/L 1U/L Tu/L I0/L g/dlL g/dL mg/dL mg/dl. mg/dL
4001 95 43 57 505 2.0 5.1 3.0 1.43 87 96 142
4002 102 36 71 878 2.1 5.3 3.2 1.52 85 137 146
Male 4003 100 39 76 772 1.9 5.5 3.3 1.50 99 87 148
4004 99 39 55 710 1.8 5.1 3.1 1.55 97 142 153
4005 103 35 43 549 1.6 5.2 3.2 1.60 87 95 1386
4006 108 43 48 644 1.5 5.3 3.2 1.52 85 130 132
Mean 101 39 58 8676 1.8 5.3 3. 1.52 90 115 143
S.D. 4 3 13 140 0.2 g.2 0.1 0.06 6 24 8
4101 93 32 88 592 2.3 5.4 3.3 1.57 91 106 144
43102 86 31 71 584 2.1 5.1 3.2 1.68 92 98 139
Female 4103 94 34 72 672 2.2 5.3 3.4 1.79 94 115 141
4104 g2 32 58 635 2.3 4.9 3.1 1.72 88 102 146
4105 99 36 133 543 2.2 5.2 3.2 1.60 95 71 139
41086 89 28 65 651 1.9 5.6 3.4 1.55 103 76 139
Mean 92 32 81 613 2.2 5.3 3.3 1.65 94 95 141
S.D. 4 3 27 48 0.2 .2 0.1 0.09 5 17 3




Appendix 68

Blood chemical findings of new born rats adminisiered orally with Phenol,

{hydéroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 100

T.bili- Glucose BUN Creca- 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
4001 .13 81 12 0.48 139 3.8 108 10.8 9.9
4002 0.16 94 10 0.43 138 3.9 107 10.5 10.0
Male 4003 0.21 111 19 0.49 140 4.2 109 10.6 10.1
4004 0.23 100 16 0.40 139 4.0 107 10.¢ 10.4
4005 0.17 99 14 .39 140 3.9 110 1.8 9.7
4006 0.16 83 10 0.45 139 3.9 108 10.86 10.3
Mean 0.18 05 14 0.44 139 4.0 108 10.7 30.1
S.D. 0.04 11 4 0.04 1 0.1 1 0.2 0.3
4101 0.21 96 17 0.45 139 4.0 106 10.3 3.6
4102 0.16 82 15 0.46 138 4.0 106 10.9 9.8
Female 4103 .19 89 14 0.46 138 3.7 107 10.6 9.2
4104 0.21 114 15 0.41 139 3.8 105 11.0 10.9
4105 0.16 107 17 0.486 139 3.8 107 11.0 10.2
4106 0.15 114 14 0.45 140 3.7 109 11.0 9.7
Mean 0.18 100 15 0.45 139 3.8 107 10.8 9.9
S.D. 0.03 13 ) 0.02 1 0.1 1 0.2 0.6




B-4316

Appendix 69 Blood chemical findings of mcw barn rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

GOT GPT LDH AlD v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L [u/L TU/L 1t/L 1g/L g/dL g/dL mg/dL mg/dL mg/dL
1007 61 27 29 383 3.6 6.6 3.5 1.13 65 132 113
1008 69 32 32 328 3.9 6.9 7 1.16 78 80 110
Male 1009 72 a5 49 320 3.3 7.1 3.8 1.15 71 67 101
1010 68 35 31 285 3.2 7.2 3.8 1.12 58 90 95
1011 63 31 44 296 3.3 6.9 3.7 1.16 105 84 137
1012 60 36 40 249 2.9 7.8 3.8 1.09 61 103 109
Mean 66 33 38 310 3.4 7.0 3.7 1.14 73 93 111
S.D. 5 3 8 45 0.3 0.3 0.1 0.03 17 23 14
1107 59 28 23 111 2.5 7.4 4.1 1.24 77 29 129
1108 66 40 27 141 2.3 7.2 3.7 1.06 €8 67 123
Female 1109 53 30 33 141 1.7 7.8 4.2 1.17 83 55 149
1110 56 39 69 155 2.0 7.5 4.2 1.27 100 G4 164
1111 63 42 31 129 2.3 7.3 3.8 1.09 83 36 124
1112 44 24 26 142 2.5 6.7 3.6 1.186 86 63 123
Mean 57 34 35 137 2.2 7.3 3.9 1.17 80 52 135
S.D. 8 7 17 15 0.3 0.4 0.3 0.08 12 16 17




B-4316

Appendix 70 Blood chemical findings of new born rats administered orally with Phenol, (hydroxypheny!) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

T.bili- Glucose BUN Crea- Na K C1 Ca

Sex Animal rubin tinine
number mg/dL mg/dL mg/dlL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
1007 .06 167 16 0.68 145 3.0 109 9.8 7.5
1008 0.06 151 16 0.70 142 3.4 108 10.1 6.7

Male 1009 0.03 152 18 0.66 140 4.0 108 10.0 6.6
1010 0.06 137 15 g.61 142 3.7 109 9.8 6.8
1011 0.07 159 16 0.62 143 3.8 110 10.1 6.9
1012 0.07 136 17 0.54 142 3.4 108 10.1 7.7
Mean 0.06 150 16 0.64 142 3. 109 10.0 7.0
S.D. 0.01 12 1 0.06 2 Q. 1 0.1 0.5
1107 0.06 145 16 0.65 143 3.5 114 10.1 7.4
1108 0.08 141 16 0.70 140 3.6 110 10.1 6.7

Female 1109 0.07 148 16 0.64 141 3.4 112 10.6 7.2
1110 0.08 151 22 Q.60 141 3.5 107 10.4 7.2
1111 0.03 150 24 Q.63 141 3.9 110 10.0 6.7
1112 0.07 136 20 0.355 141 3.8 111 10.1 7.3
Mean 0,07 145 19 0.63 141 3.6 111 10.2 7
S.D. 0.02 6 4 0.05 1 d.2 2 0.2 0




B-4316

Appendix 71 Blood chemical findings of new born rats administered orally with Phenol. (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for ¢ weeks

Dose (mg/kg) : 16

GOT GPT LDH AlP T ~GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L IU/L IU/L IU/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
2007 73 35 30 241 2.8 6.7 3.6 1.16 30 60 91
2008 69 34 18 239 3.1 6.8 4.0 '1.43 70 109 110
Male 2009 76 40 52 296 3.6 7.0 3.7 1.12 78 68 101
2010 56 29 29 315 3.2 7.0 3.6 1.06 84 89 115
2011 66 40 50 367 3.2 7.1 3.8 1.15 38 77 97
2012 63 33 38 276 2.2 7.3 3.9 1.15 39 87 110
Mean 67 35 40 289 3.0 7.0 3.8 1.18 67 82 104
S.D. 7 4 16 49 0.5 0.2 0.2 0.13 13 17 2
2107 65 43 24 99 2.0 7.7 4.1 1.14 107 39 173
2108 50 30 17 154 2.1 7.3 4.1 1.28 82 486 143
Female 2109 63 39 20 111 2.4 7.0 3.7 1.12 65 46 121
2110 51 46 14 122 2.3 7.3 3.9 1.15 98 61 167
2111 82 45 41 168 3.0 7.6 4.1 1.17 88 34 152
2112 63 39 22 114 2.5 7.4 3.8 1.06 57 33 112
Mean 62 40 23 128 2.4 7.4 4.0 1.15 83 43 145
S.D. 12 G 10 27 0.4 0.2 0.2 a.07 1@ 10 24




B-4316

Appendix T2 Blood chemical findings of new borun rats administered corally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by & recovery period for O weeks

Dose (mg/kg) : 16

T.bili- Glucose BUN Crea- Na K C1 Ca P
Sex Animal rubin tinine
number ng/dL mg/dL mg/dL mg/dL mmol/L mmol/L. mmo | /1. mg/dL mg/dL
2007 0.04 147 17 0.65 142 3.6 110 3.8 7.5
2008 0.08 151 15 0.866 143 3.5 109 10.0 7.0
Male 2009 0.04 179 17 0.69 142 3.4 110 9.9 6.7
2010 0.07 162 18 0.58 139 3.4 108 10.2 T.1
2011 0.09 190 16 0.63 145 3.9 111 10.4 6.9
2012 0.05 168 19 0.67 142 3.3 111 10.1 7.5
Mecan 0.06 166 17 0.65 142 3.5 110 10.1 7.1
S.D. 0.02 i6 1 0.04 2 0.2 1 0.2 .3
2107 0.07 148 18 0.69 141 3.4 111 10.3 7.6
2108 0.07 137 17 0.64 142 3.8 113 10.0 7.0
Female 2109 0.06 126 17 0.63 141 3.3 113 9.8 6.1
2110 0.05 149 18 0.56 141 3.5 107 10.2 6.6
2111 0.04 162 17 0.57 140 3.2 108 10.0 7.1
2112 0.04 161 19 0.71 141 3.4 111 9.8 6.2
Mean 0.06 147 18 0.63 141 3.4 111 10.1 6.8
5.D. 0.01 14 1 0.06 1 0.1 3 0.3 0.6




B-4318

Appendix 73 Blood chemical fTindings of new born rats administered oraily with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
sex Animal
number 1u/1 TU/L TU/L I1U/L 1U/L g/dL g/dL mg/dl mg/dL mg/dL
3007 121 30 44 310 4.2 7.3 3.9 1.15 82 94 129
3008 62 40 40 229 3.1 6.9 4.0 1.38 79 119 119
Male 3009 73 34 54 318 3.3 7.4 3.8 1.06 56 69 90
3010 73 35 51 329 2.8 7.4 3.9 1.11 30 82 886
3011 58 33 47 292 3.8 7.0 3.7 1.12 20 94 129
3012 62 33 35 282 2.7 6.9 3.8 1.23 54 85 a8
Mean 75 34 45 293 3.3 T.2 3.9 1.18 69 91 109
S.D. 23 3 7 36 0.6 0.2 0.1 0.12 17 17 20
3107 71 35 54 110 2.1 7.1 3.9 1.22 101 50 162
3108 73 55 28 92 1.7 7.4 4.0 1.18 78 38 129
Femalec 3109 48 25 18 156 2.2 T.7 4.2 1.20 82 49 153
3110 56 31 34 106 2.4 7.3 4.0 1.21 83 46 130
3111 68 48 31 138 2.4 7.8 3.9 1.00 98 41 156
3112 58 37 18 164 2.6 7.5 3.9 1.08 85 52 131
Mean 62 39 31 128 2.2 7.5 4.0 1.15 88 46 144
S.D. 10 11 13 29 .3 0.< 0. 0.09 9 6 15




B-4316

Appendix 74 Blood chemical findings of new born rats administered orally with Phenol, (hydroxypbenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

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 mmo /L. mg/dL mg/dL
3007 0.06 161 14 0.59 142 3.6 107 10.4 7.0
3008 0.08 151 16 0.65 142 3.7 108 10.1 7.1
Male 3009 0.07 172 16 0.67 142 3.7 109 10.1 6.8
3010 0.05 164 16 0.60 141 3.6 110 10.3 6.7
3011 0.08 146 14 0.64 141 3.8 110 10.0 7.1
3012 0.06 165 17 0.60 144 3.6 111 10.3 8.3
Mean 0.07 160 16 0.63 142 3.7 109 10.2 7.2
5.D. 0.01 10 1 0.03 1 0.1 1 0.2 0.6
3107 0.08 133 17 0.62 142 3.7 112 9.8 6.5
3108 0.06 151 18 0.69 143 3.9 113 9.7 6.6
Female 3109 0.05 148 19 0.70 141 3.4 111 10.0 6.3
3110 0.04 151 23 0.57 142 3.8 109 10.1 7.3
3111 0.05 136 25 0.62 142 3.6 109 10.5 7.4
3112 0.06 140 19 0.52 139 3.8 110 10.2 7.6
Mean 0.06 147 20 0.62 142 3.7 111 10.1 7.0
S.D. 0.01 7 3 0.07 1 0.2 2 0.3 0.5




B-4316

Appendix 73 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery pericd for 9 weeks

Dose (mg/kg) : 100

GoT GPT LDH AlP v ~GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IL/L IU/L IT/L IC/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4007 65 33 40 214 2.8 6.6 3.7 1.28 76 53 115
4008 69 39 24 295 3.1 6.2 3.9 1.30 75 64 117
Male 4009 58 31 32 270 2.9 8.9 3.7 1.196 70 88 105
4010 61 39 36 231 3.1 6.8 3.7 1.18 55 73 85
4011 61 34 41 332 3.2 7.3 3.8 1.08 38 117 104
4012 75 49 32 197 2.9 7.1 3.6 1.03 63 T4 103
Mean 65 38 34 257 3.0 6.9 3.7 1.18 67 78 105
S.D. 6 7 6 52 0.2 0.2 0.1 0.11 9 22 11
4107 62 29 35 142 2.4 7.9 4.2 1.14 110 42 169
4108 77 61 29 124 1.1 7.4 4.1 1.24 94 32 146
Female 4109 56 32 42 147 1.7 6.8 3.8 1.34 74 53 131
4110 69 41 23 163 2.7 7.2 3.9 1.18 86 39 136
4111 68 34 124 124 0.9 7.7 4.0 1.08 104 G8 173
4112 54 28 36 105 2.2 7.6 4.2 1.24 99 85 166
Mean 64 38 48 134 1.8 7.4 4.1 1.20 95 53 154
S.D. 9 12 38 21 0.7 0.4 0.1 0.09 13 20 18




B-4316

Appendix 76 Blood chemical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

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 0.03 178 16 0.73 141 3.7 109 9.7 6.6
4008 0.04 147 16 0.59 142 4.0 111 10.2 7.3
Male 4009 0.08 156 16 Q.68 141 4.1 109 10.3 6.9
4010 0.06 165 13 0.83 143 3.3 109 9.9 8.9
4011 Q.08 151 16 0.57 141 3.6 109 10.2 7.2
4012 0.086 139 15 0.60 140 3.5 109 10.1 7.1
Mean 0.06 1586 15 0.63 141 3.7 109 10.1 7.0
S.D. 0.02 14 1 0.06 1 0.3 1 0.2 0.3
4107 0.07 156 16 0.60 141 3.6 111 10.3 6.8
4108 0.04 148 14 0.66 141 3.4 113 10.3 7.5
Female 4109 0.05 140 19 0.39 143 3.8 107 9.7 6.9
4110 0.04 160 21 0.60 142 3.5 107 9.9 6.8
4111 0.09 149 21 0.59 139 3.8 106 10.4 7.6
4112 0.08 146 22 .53 140 3.5 109 10.8 8.0
Mean 0.06 150 19 0.60 141 3.6 109 10.2 7.3
S.D. 0.02 7 3 0.04 1 0.2 3 0.4 0.5




B-4316

Appendix 77 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number £ g(g/100g BW) ng(mg/100g BW) mglmg/100g BW) mg(mg/100g BW) mgimg/100g BW) mg(mg/i00g BW) glg/100g BW) glg/100g BW)
1001 51.8 1.52 2.0 3.3 2.9 6.2 253 0.28 (.41
1002 43.6 1.40 2.2 2.0 2.2 4.2 138 (.23 .33
Absolute 1003 47.3 1.53 2.7 2.5 1.5 4.0 207 0.21 0.35
1004 51.0 1.56 1.9 3.1 3.2 6.3 151 0.25 0.38
1005 60.0 1.58 2.7 3.8 3.6 7.4 256 0.28 0.43
1006 63.9 1.59 2.7 2.4 2.7 5.1 306 0.31 0.44
Mean 52.9 1.33 2.4 2.9 2.7 5.5 219 0.26 0.39
S.D. 7.7 0.07 0.4 0.7 0.7 1.3 65 0.04 0.04
1001 2.93 3.9 6.4 5.6 12.0 488 0.54 0.79
1002 .21 5.0 4.6 5.0 3.6 317 0.53 0.76
Relative 1003 3.28 5.7 5.3 3.2 8.5 438 0.44 0.74
1004 3.06 3.7 6.1 G.3 12.4 296 0.49 0.75
1005 2.63 4.5 6.3 6.0 12.3 427 0.47 0.72
1006 2.49 4.2 3.8 4.2 8.0 479 0.49 0.69
Mean 2.93 4.5 5.4 5.1 10.5 408 0.49 0.74
S.D. 0.32 LT 1.0 2 82 0.04 0.03




Appendix 78

Dose (mg/kg) : 0

Absolute and relative organ welights of new born male rats administered orally with Phenol, (hydroxyphenyl) methvl for 18 davs

B-4316

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+L) (R) (L) (R+1)

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

1001 1.51 0.26 0.31 0.28 0.59 9 10 10

1002 1.23 0.16 0.23 0.24 0.47 8 6 12

Absolute 1003 1.38 0.20 0.24 0.23 0.47 8 8 16
1004 1.45 0.18 0.31 0.28 0.59 8 7 15

1005 1.74 0.24 0.35 (.34 0.69 7 8 15

1006 1.83 0.25 0.39 0.34 0.73 8 11 19

Mean 1.352 0.22 0.31 0.29 0.59 8 8 16

S.D. 0.23 .04 0.06 0.05 0.11 1 2 3

1001 2.92 0.50 0.60 0.54 1.14 17 19 37

1002 2.82 0.37 0.53 0.55 1.08 14 14 28

Relative 1003 2.92 0.42 0.51 0.49 0.99 17 17 34
1004 2.84 0.35 0.61 0.55 1.18 16 14 29

1005 2.90 0.40 0.58 0.57 1.15 12 13 25

10086 2.86 0.39 0.61 0.53 1.14 13 17 30

Mean 2.88 0.41 0.57 0.54 1.11 15 16 a1

S.0. 0.04 0.05 0.04 0.03 0.07 2 2 4




Appendix 79

Absolute and relative organ weights of new born male rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days

Dose {(mg/kg) : O

B-4316

Testis Testis Testis Epididymis Epididymis Fpididymis

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

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

1001 0.14 0.14 0.28 22 21 43

1002 J.11 0.10 0.21 15 18 a1

Absolute 1003 0.11 0.11 0.22 18 16 34
1004 0.12 0.12 0.24 15 15 30

1005 0.14 0.14 0.28 19 19 38

1006 0.16 0.15 0.31 19 21 40

Mean 0.13 0.13 .26 18 18 RIS

S.D. 0.02 0.02 0.04 3 3 5

1001 0.27 0.27 0.54 42 41 83

1002 0.25 0.23 0.48 34 37 71

Relative 1003 0.23 0.23 0.47 38 34 72
1004 0.24 0.24 0.47 29 29 59

1005 0.23 0.23 0.47 32 32 63

1006 0.25 0.23 0.49 30 33 63

Mean 0.25 0.24 0.49 34 34 69

S.D. 0.02 0.02 0.03 5 4 9




B-4316

Appendix 80 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 16

Body weight Brain Pituitary Thyroid Tayvrold Thyroid Thymus Heart Lung
Animal (R} (L} (R+L)
numbher g glg/100g BW) wmgi{mg/100g BY) mgimg/100g BY) mgimg/100g BYW) mg{mg/100g B¥W) mg{mg/100g BW) g(g/100g BW) glg/100g BY)
2001 47.0 1.57 2.3 2.3 3.3 5.6 212 0.24 0.40
2002 55.0 1.51 2.7 2.2 3.0 5.2 171 0.28 0.42
Absolute 2003 56.7 1.48 2.2 3.0 2.8 5.8 206 0.30 0.43
2004 46.8 1.53 1.6 2.8 2.3 5.3 247 0.22 0.34
2003 57.4 1.47 2.7 2.2 3.2 5.4 239 0.30 0.41
2008 57.5 1.58 2.0 3.2 3.1 6.3 230 0.33 0.42
¥Mean 53.4 1.52 2.3 2.6 3.0 5.6 218 0.28 0.40
5.0. 3.1 (.05 0.4 0.4 ¢.3 0.4 28 0.04 0.03
2001 3.34 4.8 4.9 7.0 11.9 451 0.51 0.85
2002 2.75 4,9 4.0 5.5 9.5 311 0.51 0.76
Relative 2003 2.61 3.9 5.3 4.9 10.2 383 0.53 0.78
2004 3.27 3.4 6.0 5.9 11.3 528 0.47 0.73
2005 2.56 4.7 3.8 5.6 9.4 416 0.52 0.71
2006 2,735 3.5 5.6 5.4 11.0 400 0.57 0.73
Mean 2.88 4.2 4.9 5.6 10.6 412 0.52 0.76
S.D. 0.34 0.7 3.9 0.7 1.0 74 0.03 0.05




Appendix 81

Nose (mg/kg) : 16

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Liver Spleen Kidney Kidney Kidnev Adrenal Adrenal Adrenal

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

numher glg/100g BW) w{g/100g BW) gl{g/100g BW) glg/100g BW) g{g/100g BW) mg(mg/100g BY) mg(mg/100g BW) mg(mg/100g BW)

2001 1.46 0.22 0.32 0.29 0.61 8 10 18

2002 1.47 0.27 0.27 0.26 0.53 9 9 18

Absolute 2003 1.62 0.24 0.30 0.31 0.61 8 9 17
2004 1.33 0.16 0.25 0.23 0.48 8 8 16

2005 1.75 0.26 0.34 0.30 0.64 7 8 15

2006 1.73 0.22 0.32 0,31 0.63 8 8 186

Mean 1.56 0.23 0.30 0.28 0.58 8 9 17

$.D. 0.17 0.04 0.03 0.03 0.08 1 1 1

2001 3.11 0.47 0.68 .62 1.30 17 21 38

2002 2.67 0.49 0.49 0.47 0.96 16 16 33

Relative 2003 2.86 0.42 0.53 0.55 1.08 14 16 3q
2004 2.84 0.34 0.53 0.49 1.03 17 17 34

2005 3.05 0.45 0.59 0.52 1.11 12 14 26

2006 3.01 0.38 0.56 0.54 1.10 14 14 28

Mean 2.92 0.43 0.56 0.53 1.10 15 16 32

S.D. 0.16 0.06 0.07 0.05 0.11 2 3 4




Appendix 82

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) : 16

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/100g B¥) mg(mg/100g B¥) mg{mg/100g B¥} mg{mg/100g BW)

2001 0.12 0.13 .25 18 20 38

2002 0.15 0.15 ¢.30 27 17 34

Absolute 2003 0.14 0.14 C.28 17 18 35
2004 g.11 .11 G.22 19 15 34

2005 0.15 0.14 0.28 21 21 42

20086 0.13 0.13 0.26 16 13 3N

Mean 0.13 0.13 0.27 18 18 36

S.D. 0.02 0.01 0.03 2 2 4

2001 0.26 0.28 0.53 38 43 81

2002 6.27 0.27 Q.53 31 31 62

Relative 2003 0.25 0.25 0.49 30 32 62
2004 0.24 0.24 0.47 41 32 73

2005 0.26 0.24 0.51 37 37 73

2006 0.23 0.23 0.45 28 26 54

Mean 0.25 0.25 0.50 34 34 68

S.b. 0.01 0.02 0.04 R 3 10




B-4316

Appendix 83 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl} methyl for 18 days

Dose (mg/kg) : 40

Body weight Brain Pituitary Thyvroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
nunmber £ g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) glg/100g BW) g(g/100g DW)
3001 49.9 1.48 1.7 2.6 2.7 5.3 189 0.26 0.38
3602 57.1 1.50 1.9 3.6 3.9 7.5 288 0.31 0.45
Absalute 3003 51.1 1.51 2.3 3.6 3.2 6.8 166 0.24 0.39
3004 52.8 1.61 2.1 2.0 2.3 4.3 179 0.26 .40
3005 55.5 1.48 2.1 4.4 4.0 8.4 251 0.30 0.38
3606 53.2 1.52 2.1 4.3 4.2 8.5 167 0.31 0.40
Mean 53.3 1.52 2. 3.4 3.4 6.8 207 0.28 0.40
S.D. 2.7 0.05 0.2 0.9 0.8 1. 51 0.03 0.03
3001 2.97 3.4 5.2 5.4 10.6 379 0.52 0.76
3002 2.63 3.3 6.3 6.8 13.1 504 0.54 0.79
Relative 3003 2.95 4.5 7.0 6.3 13.3 a25 0.47 0.76
3004 3.05 4.0 3.8 4.4 8.1 Jag 0.49 0.76
3005 2.67 3.8 7.9 7.2 15.1 452 0.54 0.68
3006 2.86 3.9 8.1 7.9 16.0 314 0.58 Q.75
Mean 2.88 3.8 6.4 .3 12.7 386 0.52 0.75
S.D. 0.17 0.4 1.7 1.3 2.9 77 0.04 0.04




Appendix 84

Dose (mg/kg) : 40

Absolute and relative organ weights of new bora male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) {R+1.) {R) (L) (R+L)

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

3001 1.44 0.19 0.29 0.28 0.57 7 8 15

3002 1.66 Q.26 0.33 0.31 0.64 9 10 19

Absolute 3003 1.46 0.18 0.28 0.27 0.55 4 6 10
3004 1.52 0.19 0.31 0.28 0.59 9 10 19

3005 1.62 0.23 0.33 0.32 0.85 7 8 15

3006 1.57 0.25 (.31 0.29 .60 7 9 16

Yean 1.55 0.22 0.31 0.29 0.60 7 9 16

S.D. 0.09 0.03 0.02 0.02 0.04 2 2 3

3001 2.89 0.28 0.58 0.56 1.14 14 16 30

3002 2.91 0.46 0.58 0.54 1.12 16 18 33

Relative 3003 2.86 0.35 0.55 0.53 1.08 8 12 20
3004 2.88 Q.36 0.59 0.33 1.12 17 19 36

3005 2.92 0.41 0.59 0.28 1.17 13 14 27

3006 2.95 0.47 0.58 0.55 1.13 13 17 30

Mean 2.90 0.41 0.58 0.55 1.13 14 16 29

5.D. 0.03 0.05 0.01 Q. 0.03 3 3 6




B-4316

Appendix 86 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

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) mg{mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg{mg/100g BW) g(g/100g Bw) g{g/100g BY)
4001 50.6 1.51 2.0 3.6 3.8 7.4 259 0.27 0.41
4002 53.9 1.51 2.4 3.4 3.3 6.7 223 0.28 .40
Absolute 4003 49.0 1.54 1.7 2.2 1.8 4.0 261 0.25 ¢.38
4004 49.3 1.48 1.8 3.0 2.8 5.8 152 0.28 0.41
4005 49.8 1.48 1.9 5.2 4.6 9.8 154 0.29 0.40
4006 58.4 1.61 2.9 2.7 2.8 5.5 216 0.34 0.45
Mean 51.8 1.52 1 3.4 3.2 6.5 211 0.29 0.41
S.D. 3.7 0.05 0.5 1.0 1.0 2.0 48 0.03 0.03
4001 2.98 4.0 7.1 7.5 14.€ 512 0.53 0.81
4002 2.80 4.5 6.3 6.1 12.4 414 0.52 0.74
Relative 4003 3.14 3.5 4.5 3.7 8.2 333 0.51 0.73
4004 3.00 3.7 6.1 5.7 11.8 308 0.57 0.83
4005 2.97 3.8 10.4 9.2 19.7 309 0.58 0.80
4006 2.76 5.0 4.6 4.8 9.4 370 0.58 0.77
Mean 2.94 4.1 6.5 6.2 12.7 408 0.55 0.78
S5.D. 0.14 0.6 2.2 2.0 4.1 98 0.03 0.04




Appendix 87

Absolute and relative organ wcights of new born male rats administered orally with Phenol,

{hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 100

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (L) (R+1) (R) (L) (R+L)

number g(g/100g BW) g{g/100g BW) g(g/100g BW) g(g/100g BW) g(Eg/100g B¥) mg(mg/100g B¥) wmgimg/100g BW) mg(mg/100g BW)

4001 1.49 0.29 0.31 0,31 0.62 7 8 15

4002 1.50 0.23 0.32 ¢.31 0.63 8 9 17

Absolute 4003 1.45 0.17 0.27 0.27 0.54 8 8 16
4004 1.47 0.25 0.29 0.28 0.57 T 7 14

4005 1.49 0.21 0.31 0.28 0.59 7 8 15

4006 1.68 0.20 0.36 0.35 0.71 8 8 1

Mean 1.51 0.23 0.31 0.30 0.61 8 8 16

S.D 0.08 0.04 0.03 0.03 0.06 1 1 1

4001 2.94 0.57 0.61 0.61 1.23 14 18 30

4002 2.78 0.43 0.59 0.58 1.17 15 T 32

Relative 4003 2,96 0.35 0.55 0.55 1.10 15 16 33
4004 2.98 0.51 0.59 0.57 1.16 14 14 28

4005 2,99 0.42 0,62 0.56 1.18 14 16 30

4006 2,88 0.34 0.62 0.60 1.22 14 14 27

Mean 2.92 0.44 0.60 0.58 1.18 15 16 30

S.D 0.08 0.09 0.03 0.02 0.05 1 1 2




Appendix 88

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-43186

Dose (mg/kg) 100

Testis Testis Testis Epididynis Epididynis Fpididvmis

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) wmg(mg/100g BW) ngi{mg/100g BW)

4001 0.11 0.11 0.22 19 19 a8

4002 0.14 0.14 0.28 15 16 31

Absolute 4003 0.11 0,12 0.23 17 17 34
4004 0.13 0,12 0.25 18 19 37

4005 0.12 0.12 0.24 15 18 33

4006 0.16 0.15 0.31 16 17 33

Viean 0.13 0.13 0.26 17 18 34

S.D. 0.02 0.02 0.03 2 1 3

4001 0.22 0.22 0.43 38 38 75

4002 0.26 0.26 0.52 28 30 58

Relative 4003 0.22 0.24 0.47 35 35 69
4004 0.26 0.24 0.51 37 39 15

4005 0.24 0.24 0.48 30 36 66

4006 (.27 0.26 0.33 27 29 57

Mcan 0.25 0.24 0.49 33 35 67

S.D. 0.02 0.02 0.04 5 4 8




B-4316

Appendix 89 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

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) mg(mg/100g BW) mg{mg/100g B¥) mg(mg/100g D¥) mg{mg/100g BW) g(g/100g BW) g{g/100g BW)
1101 53.1 1.51 2.2 2.9 3.3 6.2 223 0.25 0.40
1102 53.4 1.39 2.3 3.9 3.5 7.4 280 0.27 0.40
Absolute 1103 54,0 1.51 2.3 3.7 4.0 7.7 215 0.29 0.40
1104 46.3 1.41 2.2 3.1 3.5 6.6 176 0.24 0.34
1105 59.1 1.55 2.7 4.3 3.7 8.0 233 0.30 (.42
1106 53.0 1.45 2.4 4.2 4.1 8.3 233 0.29 0.40
Mean 53.2 1.47 2.4 3.7 3.7 7.4 227 0.27 0.39
S.D. 4.1 0.06 0.2 0.6 0.3 0.8 34 0.02 0.03
1101 2.84 4.1 5.5 6.2 11.7 420 0.47 0.75
1102 2.60 4.3 7.3 6.6 13.9 524 0.51 0.75
Relative 1103 2.80 4.3 6.9 7.4 14.3 398 0.54 0.74
1104 3.05 4.8 6.7 7.6 14.3 380 0.52 0.73
1105 2.62 4.6 7.3 6.3 13.5 394 0.51 0.71
1106 2.74 4.5 7.9 7.7 15.7 440 0.55 0.75
Mean 2.78 4.4 6.9 7.0 13.9 426 0.52 (.74
S.D. 0.17 .3 0.8 0.7 1.3 52 0.03 0.02




Appendix 90

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

l.iver Spleen Kidney Kidney Kidnev Adrenal Adrenal Adrenal

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

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

1101 1.57 0.21 0.30 0.29 Q.59 8 10 18

1102 1.47 0.28 0.30 0.28 0.58 8 8 16

Absolute 1103 1.35 0.25 0.32 0.31 0.63 6 9 15
1104 1.37 0.24 0.25 0.24 0.49 7 8 15

1105 1.80 0.29 0.35 0.34 0.69 10 11 21

1106 1.70 0.23 9.37 0.34 0.71 10 10 20

Mean 1.58 0.25 0.32 0.30 0.62 8 9 18

S.D. .15 (.03 0.04 0.04 0.08 2 1 3

1101 2.96 0.40 G.56 0.35 1.11 15 19 34

1102 2.75 0.52 (.58 0.52 1.09 15 15 30

Relative 1103 2.87 0.46 0.5% 0.57 117 11 17 28
1104 2.96 0.52 0.54 ©.52 1.06 15 17 32

1105 3.08 0.49 .58 0.58 1.17 17 19 35

1106 3.21 0.43 0.70 0.64 1.34 19 19 38

Mean 2.97 0.47 0.58 0.56 1.186 15 13 33

S.D. 0.16 0.05 0.086 0.05 0.10 3 2 4




B-4316

Appendix 91 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : O

Ovary Ovary Qvary Uterus
Animal (R) (L} (R+L)
number  mg{mg/100g B¥W) ng{mg/100g BW) mgimg/100g BW) mgi{mg/100g BW)
1101 4.7 5.5 10.2 34
1102 5.6 5.2 10.8 44
Absolute 1103 5.1 4.6 9.7 35
1104 3.8 3.2 7.0 35
1105 4.2 3.8 8.0 37
1106 6.5 5.7 12.2 35
Mean 5.0 4.7 9.7 37
S.D. 1.0 1.0 1.9 4
1101 8.9 10.4 19.2 64
1102 10.5 9.7 20.2 82
Relative 1103 9.4 8.5 18.0 65
1104 8.2 6.9 15.1 78
1105 71 6.4 13.5 63
1106 12.3 10.8 23.0 66
Mean 9.4 8.8 18.2 70
S.D. 1.8 1.8 3.5 8




B-4316

Appendix 92 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methvi for 18 days

Nose (mg/kg) : 16

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal {R} {L) {R+L)
number g g(g/100g BY) wmg{mg/100g B¥) ng(ug/100g BY) mgimg/100g BW) mg{mg/100g BW) wmg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2101 48.2 1.46 1.6 3.2 3.1 6.3 245 0.28 0.36
2102 52.6 1.46 2.4 3.8 3.3 7.1 245 0.30 0.39
Absolute 2103 53.8 1.51 2.3 2.8 2.3 5.1 262 0.29 0.42
2104 47.6 1.486 2.2 3.0 2.9 5.9 178 0.25 0.37
2105 56.0 1.40 1.9 2.3 3.0 5.3 211 0.29 0.42
2106 53.4 1.48 2.5 4.1 3.8 7.4 251 0.24 0.41
Mean 51.9 1.46 2.2 3.2 3.0 6.2 232 0.28 (.40
5.D. 3.3 0.04 0.3 3.7 0.4 0.9 31 0.02 0.03
2101 3.03 3.3 5.8 6.4 13.1 508 0.58 0.75
2102 2.78 4.6 7.2 6.3 13.5 466 0.37 0.74
Relative 2103 2.81 4.3 5.2 4.3 9.5 487 0.54 0.78
2104 3.07 4.6 8.3 6.1 12.4 374 0.53 0.78
2105 2.50 3.4 4,1 5.4 9.5 377 0.52 0.75
21086 2.77 4.7 7.7 6.2 13.9 470 0.45 0.77
Mean 2.83 4.2 6.2 5.8 12.0 447 0.53 0.76
S.D 0.21 0.8 1.3 0.8 2.0 57 0.05 0.02




Appendix 93

Absolute and relative organ weights of new born female rats administered orally with Phenol,

Dose (mg/kg) : 16

{hydroxyphenyl) methyl for 18 days

B-4316

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

2101 1.49 0.20 0.31 0.30 0.61 6 6 12

2102 1.47 0.22 0.32 0.32 0.64 8 B 14

Absolute 2103 1.54 0.17 0.32 0.29 0.61 7 7 14
2104 1.39 0.24 0.30 0.30 0.60 8 8 16

2105 1.67 0.32 0.33 0.33 0.68 8 9 17

2106 1.70 0.26 .38 0.32 0.68 10 10 20

Yean 1.54 0.24 0.32 0.31 0.63 8 8 16

5.D. 0.12 .05 0.02 0.02 0.03 1 2 3

2101 3.09 0.41 0.64 0.62 1.27 12 12 25

2102 2.79 0.42 0.61 .61 1.22 15 11 27

Relative 2103 2.86 0.32 0.59 0.54 1.13 13 13 26
2104 2.92 0.50 0.63 0.63 1.28 17 17 34

2105 2.98 0.57 0.59 0.59 1.18 14 16 30

2106 3.18 0.49 0.67 .60 1.27 19 19 37

Mcan 2.97 0.45 0.62 0.60 1.22 15 15 30

S.D. 0.15 0.09 0.03 0.03 0.06 3 3 5




Appendix 94

Dose (mg/kg) : 16

Absolute and relative organ weights of new born female rats administered orally with Phenol, {hydroxyphenyl) methyl for 18 days

B-4316

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L}
number ng(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
2101 4.1 3.2 7.3 33
2102 3.2 4.0 7.2 29
Absolute 2103 4.3 4.0 8.3 43
2104 3.7 3.0 6.7 53
2105 4.9 5.3 10.2 42
2106 3.9 5.1 11.0 43
Mean 4.4 4.1 8.5 41
S.D. 1.0 0.9 1.8 8
2101 8.5 6.6 15.1 68
2102 6.1 7.6 13.7 55
Relative 2103 B.0 7.4 15.4 80
2104 7.8 6.3 14.1 111
2105 8.8 9.5 18.2 75
2106 11.0 9.6 20.6 81
Mean 8.4 7.8 16.2 78
S.D. 1.6 1.4 2.7 19




B-4316

Appendix 95 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 40

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (1) (R+L}
number g g(g/100g BYW) mwg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) ng(mg/100g BW) mg(mg/100g BW) glg/100g BW) g(g/100g BW)
3101 52.0 1.47 2.8 3.3 2.8 6.1 255 0.28 0.38
3102 54.9 1.47 2.3 2.9 3.2 6.1 245 0.27 0.42
Absolute 3103 51.1 1.47 2.0 2.8 2.4 5.2 241 0.26 0.36
3104 48.1 1.49 2.1 2.6 2.3 4.9 224 0.22 0.35
3105 56.9 1.53 2.5 3.1 3.0 6.1 214 0.37 0.43
3106 54.8 1.46 2.3 3.7 2.7 6.4 254 0.28 0.40
Mean 53.0 1.48 2.3 3 2.7 5.8 239 0.28 0.39
S.D. 3.2 0.03 0.3 0.4 0.3 0.6 17 0.05 0.03
3101 2.83 5.4 6.3 5.4 11.7 490 0.54 0.73
3102 2.68 4.2 5.3 5.8 11.1 446 0.49 0.77
Relative 3103 2.88 3.9 5.5 4.7 10.2 472 0.51 0.70
3104 3.10 4.4 5.4 4.8 10.2 466 0.46 0.73
3105 2.69 4.4 5.4 5.3 10.7 376 0.65 0.76
3106 2.66 4.2 6.8 4.9 11.7 464 0.51 0.73
Mean 2,81 4.4 5.8 5.2 10.9 452 0.33 0.74
S.n. 0.17 0.5 0.6 0.4 0.7 40 0.07 0.03




Appendix 96

Dose (mg/kg) : 40

Absolute and relative organ weights of new born female rats administered orally with Phenol,

(hydroxyphenyl} methyl for 18 days

B-4316

Liver
Animal
numher g{g/100g BW)

Spleen

g(g/100g BW)

Kidney

(R)

g(g/100g BY)

Kidney

(L)

g(g/100g BW)

Kidney
(R+L)
g(g/100g BW)

Adrenal
(R)
mg(mg/100g BW)

Adrenal
(L)

mg(mg/100g BW)

Adrenal
(R+L)
mg(mg/100g BW)

3101 1.61 0.30 0.33 0.33 0.66 9 9 18
3102 1.74 0.25 0.34 0.34 0.68 10 10 20
Absolute 3103 1.48 0.20 0.29 0.28 0.57 7 8 15
3104 1.42 0.18 0.26 0.24 0.50 8 8 16
3103 1.67 0.29 0.37 0.35 0.72 10 12 22
3106 1.70 0.25 0.31 0.29 0.60 11 11 22
Vean 1.60 0.25 0.32 0.31 0.62 9 10 19
5.D. 0.13 0.05 0.04 0.04 0.08 1 2 3
3101 3.10 0.58 0.63 0.63 1.27 17 17 35
3102 3.17 0.46 0.62 0.62 1.24 18 i8 36
Relative 3103 2.90 0.39 0.57 0.55 1.12 14 16 29
3104 2.95 0.37 0.54 0.50 1.04 17 17 33
3105 2.93 0.51 0.65 0.62 1.27 18 21 39
3106 3.10 0.46 0.57 0.53 1.09 20 20 40
Mean 3.03 0.46 0.60 0.58 1.17 17 18 35
5.D. 0.11 0.08 0.04 0.06 0.10 2 2 4




Appendix 97

Absolute and relative organ weights of new born female rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/kg) 40

Qvary Ovary Ovary Uterus

Animal (R) (L) {R-L)
nusber mg{ng/100g BW) mg(mg/100g BW) mg{nug/i0Cg B¥) mg{ng/100g BY)
3101 4.8 5.4 10.2 41
3102 5.4 5.0 10.4 42
Absolute 3103 4.0 3.8 7.8 38
3104 3.6 3.9 7.3 30
3105 4.8 3.8 8.6 44
3106 5.3 4.5 3.8 36
Mean 4.7 4.4 9.1 39
S.D. N 4.7 1.3 5
3101 9.2 10.4 19.86 7
3102 9.8 9.1 18.9 77
Relative 3103 7.8 7.4 15.3 74
3104 7.5 8.1 15.6 52
3105 8.4 6.7 15.1 17
3106 9.7 8.2 17.9 66
Mean 8.7 8.3 17.1 73
5.D. 1.0 1.3 2.0 7




B-43186

Appendix 98 Absolute and reiative organ weights of new horn femaie rats adwministered orally with Phenol, (hydroxyphenyl) mecthyl for 18 days

Dose (mg/kg) : 100

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) mg(mg/100g BW) mgi(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g(g/100g BW)
4101 45.1 1.45 2.4 3.1 2.2 5.3 226 0.25 0.35
4102 52.4 1.48 2.5 3.7 4.0 7.7 268 0.24 0.37
Absolute 4103 53.2 1.47 2.7 3.3 2.8 6.1 199 0.25 0.41
4104 46.4 1.59 1.8 2,5 2.3 4.8 195 0.24 0.36
4105 57.0 1.50 2.7 3.0 2.3 5.3 2N 0.29 0.42
4106 55.0 1.82 2.6 3.0 3.0 6.0 281 0.24 0.37
Mean 51.5 1.55 2.5 3.1 2.8 5.9 243 0.25 0.38
S.D. 4.8 0.14 0.3 0.4 0.7 1.0 42 0.02 0.03
4101 3.22 5.3 6.9 4.9 11.8 501 0.55 0.78
4102 2.82 4.8 7.1 7.8 14.7 511 0.46 0.71
Relative 4103 2.76 5.1 6.2 5.3 11.5 374 0.47 0.77
4104 3.43 3.9 5.4 5.0 10.3 420 0.52 0.78
4105 2.83 4.7 5.3 4.0 9.3 511 0.51 0.74
4106 3.31 4.7 5.5 5.5 10.9 511 0.44 0.67
Mean 3.03 4.8 6.1 5.4 11.4 471 0.49 0.74
S.D. 0.33 .5 0.8 .2 1.8 60 0.04 0.04




Appendix 99

Absolute and rclative organ weights of new born female rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Dose (mg/Kg) 100

Liver Spleen Kidney Kidney Kicney Adrenal Adrenal Adrenal

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

number g(g/100g BW) gl(g/100g BW) g{g/100g BW) gl(g/100g BW) gig/100g BY} mg(mg/100g BW} mg(mg/100g BW) mg(mg/100g BW)

4101 1.40 0.24 0.28 0.28 0.56 8 10 18

4102 1.50 0.32 0.32 0.30 0.62 I} 10 18

Absolute 4103 1.60 0.19 §.31 0.30 .61 T 7 14
4104 1.40 0.20 0.28 Q.28 0.57 8 8 16

4105 1.76 0.33 0.35 0.33 0.68 10 11 21

4106 1.66 0.23 0.30 0.31 0.61 8 10 18

Mean 1.55 0.25 0.31 0.30 .82 8 9 18

S.D. 0.15 0.06 0.02 0.02 0.04 1 2 2

4101 3.10 0.53 Q.62 0.62 1.24 18 22 40

4102 2.86 G.61 0.61 Q.57 1.18 17 19 36

Relative 4103 3.01 0.36 0.58 3.56 1.15 13 13 26
4104 3.02 0.43 0.63 0.60 1.23 17 17 34

4105 3.09 0.58 0.61 0.58 1.18 18 19 37

4106 3.02 0.42 0.55 0.56 1.11 15 18 33

Mean 3.02 0.49 0.60 0.58 1.18 16 18 34

S.D. 0.09 0.1 0.03 0.02 0.65 2 3 5




B-4316

Appendix 100 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

Ovary Ovary Ovary Uterus
Animal (R) {L) (R+L)
number  mg{mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
4101 4.0 4.2 8.2 34
4102 5.8 5.0 10.8 33
Absolute 4103 4.3 5.3 9.6 37
4104 3.6 2.2 5.8 41
4105 4.5 5.3 9.8 34
4106 4.9 5.3 10.2 40
Mean 4.5 4.6 9.1 37
$.D. 0.8 1.2 1.8 3
4101 8.9 9.3 18.2 75
4102 11.1 9.5 20.6 63
Relative 4103 8.1 10.0 18.0 70
4104 7.8 4.7 12.5 88
4105 7.9 9.3 17.2 60
4106 8.9 9.6 18.5 73
Mean 8.8 8.7 17.5 T2
S.D. 1.2 2.0 2.7 10




B-4316

Appendix 101 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 davs
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
numher 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/100z BW) g(g/100g BYW)
1007 410.2 2.04 12.3 5.7 6.7 12.4 374 1.21 1.32
1008 471.6 2,04 13.3 16.5 15.6 32.1 461 1.56 1.48
Absolute 1009 484.6 2.03 10.3 11.5 12.9 24.4 424 1.43 1.40
1010 416.0 1.88 10.7 9.9 8.9 18.8 367 1.18 1.37
1011 498.2 2.07 13.2 14.7 14.3 29.0 551 1.64 1.54
1012 434.8 1.97 12.0 10.3 9.6 19.9 351 1.25 1.27
Mean 452.6 2.01 12.0 11.4 11.3 22.8 421 1.38 1.40
S.D. 37.2 0.07 1.2 3.8 3.5 7.2 76 0.19 0.10
1007 0.50 3.0 1.4 1.6 3.0 91 0.29 0.32
1008 0.43 2.8 3.5 3.3 6.8 98 0.33 .31
Relative 1009 0.42 2.1 2.4 2.7 5.0 87 0.30 0.28
1010 0.45 2.6 2.4 2.1 4.5 88 0.28 .32
1011 (.42 2.6 3.0 2.9 5.8 111 0.33 0.31
1012 0.45 2.8 2.4 2.2 4.6 81 0.29 0.28
Mean 0.45 2.7 2.5 2.5 5.0 93 0.30 0.31
S.D. 0.03 0.3 0.7 0.6 1.3 1L 0.02 6.02




Appendix 102

and follawed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Absolute and relative organ welghts of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

[.iver
Animal
number g(g/100g BW)

Spleen

g(g/100g BY)

Kidney

(R)

£(g/100g BY)

Kicney

L

g{g/100g BY)

Kidney
(R+L}
g(g/100g BW;

Adrenal
(R)
mgi{mg/100g BW)

Adrenal
(L)
mg(mg/100g BY)

Adrenal
(R+L)
ng{mg/100g BW)

1007 11.30 0.72 1.28 1.41 2.69 29 34 63
1008 13.37 0.935 1.60 1.64 3.24 31 33 64
Absolute 1009 14.78 0.78 1.65 1.87 3.32 33 34 67
1010 11.53 0.85 1.46 1.42 2.88 31 32 63
1011 15.84 0.87 1.68 1.65 3.33 33 34 67
1012 12.47 .89 1.48 1.46 2.94 38 40 78
Mean 13.22 0.84 1.53 1.34 3.07 33 35 67
S.D. 1.81 0.08 0.15 0.12 0.27 3 3 6
1007 2.75 0.18 0.31 C.34 0.66 7 8 15
1008 2.84 0.20 0.34 .35 0.69 7 7 14
Relative 1009 3.05 0.16 0.34 0.34 0.69 7 7 14
1010 2.77 g.20 0.35 C.34 0.69 7 8 15
1011 3.18 0.17 0.34 ¢.38 .67 7 7 13
1012 2.87 0.20 0.34 0.34 0.68 9 9 18
Mecan 2.91 0.19 0.34 0.34 0.88 7 8 15
S.D. 0.17 0.02 0.01 0.01 0.01 1 1 2




Appendix 103

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4316

Testis Testis Testis Fpididymis Epididymis tpididymis

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

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

1007 1.83 1.76 3.59 550 517 1067

1008 1.76 1.87 3.63 592 379 1171

Absolute 1009 1.67 1.62 3.29 562 540 1102
1010 1.70 1.69 3.39 526 530 1056

1011 1.65 1.61 3.26 501 514 1015

1012 1.84 1.87 3.71 586 580 1166

Mean 1.74 1.74 3.48 553 343 1096

S.D. 0.08 0.12 0.19 35 30 63

1007 0.45 0.43 0.88 134 126 260

1008 0.37 0.40 Q.77 126 123 248

Relative 1009 0.34 0.33 0.68 116 111 227
1010 0.41 0.41 .81 126 127 254

1011 0.33 0.32 0.65 101 103 204

1012 0.42 0.43 0.85 135 133 268

Mean 0.39 0.39 0.77 123 121 244

S.D. 0.05 0.05 .09 13 11 24




B-4316

Appendix 104 Absolute and relative organ wcights of new born male rats administered orally with Phenol, (hydroxypbhenvl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dosc (mg/kg) : 16

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R} (L) (R+L)
number £ g(g/100g BW) mg(mg/100g BW) mg(mg/100z BYW) mg(mg/100g BW) mg(mg/100g BW) mgimg/100g BW) g(g/100g BW) g(g/100g BW)
2007 426.6 2.08 10.8 10.1 10.2 20.3 417 1.23 1.34
2008 439.6 2.01 10.2 9.5 8.3 17.8 409 1.34 1.24
Absolute 2009 493.5 2.18 11.9 9.5 10.0 19.5 486 1.51 1.66
2010 468.7 2.07 14.2 9.3 8.0 17.3 383 1.31 1.52
2011 492.7 2.17 11.9 11.9 12.0 23.9 327 1.43 1.49
2012 418.5 2.05 11.1 7.8 8.4 16.2 446 1.29 1.39
Mean 456.6 2.09 11.7 9.7 9.5 19.2 411 1.35 1.44
S.D. 33.0 0.07 1.4 1.3 1.5 2.8 54 0.10 0.15
2007 0.49 2.5 2.4 2.4 4.8 98 0.29 0.31
2008 0.46 2.3 2.2 1.9 4.0 93 0.30 0.28
Relative 2009 0.44 2.4 1.9 2.0 4.0 98 0.31 0.34
2010 0.44 3.0 2.0 1.7 3.7 82 0.28 0.32
2011 0.44 2.4 2.4 2.4 4.9 66 0.29 0.30
2012 (.49 2.7 1.9 2.0 3.9 107 Q.31 0.33
Mean 0.46 2.6 2.1 2.1 4.2 91 0.30 0.31
S.D. 0.02 0.3 0.2 0.3 0.5 15 0.01 0.02




Appendix 105

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Absolute and relative organ weights of new born male rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Liver Spleen Kidney Kidney Kiduey Adrenal Adrenal Adrenal

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

number g{g/100g BY) glg/100g BW) g{g/100g Bw) g{g/100g BW) glg/100g BYW, mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

2007 11.61 0.74 1.43 1.39 2.82 35 39 74

2008 13.25 0.70 1.42 1.48 2.88 35 39 T4

Absolute 2009 14.16 0.80 1.50 1.60 3.10 34 35 69
2010 13.87 0.73 1.55 1.80 3.15 38 40 78

2011 15.09 0.82 1.52 1.60 3.12 36 37 73

2012 12.44 0.87 1.50 1.55 3.05 41 42 83

Mean 13.40 0.78 1.49 1.33 3.02 37 39 75

S.D. 1.25 0.06 0.05 0.09 0.14 3 2 5

2007 2.72 .17 2.34 0.33 0.66 8 9 17

2008 3.01 0.16 2.32 0.33 0.66 8 9 17

Relative 2009 2.87 0.186 0.30 .32 0.63 7 7 14
2010 2.96 0.16 0.33 0.34 0.67 8 9 17

2011 3.06 0.17 0.31 0.32 0.63 7 8 15

2012 2.97 0.21 0.36 0.37 0.73 10 10 20

Mean 2.93 0.17 0.33 0.34 0.66 8 9 17

S.D. 0.12 0.02 0.02 0.02 0.04 1 1 2




Appendix 106

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

B-4316

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 B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)

2007 1.70 1.69 3.39 541 556 1087

2008 Q.47 0.54 1.01 254 242 496

Absclute 2009 1.74 1.69 3.43 538 551 1089
2010 1.54 1.57 3.11 548 540 1088

2011 1.65 1.68 3.33 533 504 1037

2012 1.83 1.76 3.59 588 533 1121

Mean 1.49 1.49 2.98 500 488 988

S.B. 0.51 0.47 0.98 122 122 243

2007 0.40 0.40 0.79 127 130 257

2008 0.11 0.12 0.23 58 55 113

Relative 2008 0.3h 0.34 0.70 109 112 221
2010 0.33 0.33 0.66 117 115 232

2011 0.33 0.34 0.68 108 102 210

2012 0.44 0.42 0.86 141 127 268

Mean 0.33 0.33 0.65 110 107 217

S.b. 0.11 0.11 0.22 28 27 55




B-43186

Appendix 107 Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Body welight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart, fung
Animal (R) (L) (R+L})
number g g{g/100g BW) ng(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg{mg/100g BW) mg(mg/100g BW) g{g/100g BY) g(g/100g BW)
3007 523.2 2.05 11.8 12.5 10.2 22.7 548 1.83 1.80
3008 491.7 2.08 12.1 9.7 9.6 19.3 592 1.43 1.48
Absolute 3009 500.1 2.18 11.8 14.3 14.1 28.4 536 1.52 1.46
3010 469.0 2.11 10.6 10.8 10.8 21.6 616 1.28 1.39
3011 515.5 2.04 12.8 7.9 15.8 23.7 458 1.66 1.58
3012 469.7 2.07 12.9 8.2 13.1 21.3 437 1.49 1.52
Mean 494.9 2.09 12.0 10.6 12.3 22.8 531 1.54 1.51
S.D. 22.7 0.05 0.8 2.5 2.5 3.1 71 0.19 0.08
3007 0.39 2.3 2.4 1.9 4.3 105 .35 0.31
3008 0.42 2.5 2.0 2.0 3.9 120 0.29 0.3
Relative 3009 0.44 2.4 2.9 2.8 3.7 107 0.30 0.28
3010 0.45 2.3 2.3 2.3 4.6 131 0.27 0.30
3011 0.40 2.5 1.5 3.1 4.6 89 0.32 0.31
3012 (.44 2.7 1.7 2.8 4.5 93 .32 0.32
Mean 0.42 2.5 2.1 2.5 4.6 108 0.31 0.31
S.D. 0.02 0.2 0.5 0.5 0.6 16 0.03 0.01




Appendix 108

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Absolute and relative organ weights of new born male rats admiuistered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

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) g(g/100g BY) ng(mg/100g BYW) mglmg/100g B¥W) ngimg/100g BW)

3007 15.68 1.01 1.91 1.92 3.83 38 39 77

3008 16.51 0.72 1.76 1.86 3.62 36 37 73

Absolute 3009 15.41 0.85 i.51 1.61 3.12 33 36 €9
3010 14.88 0.77 1.72 1.81 3.53 36 37 73

3011 15.61 0.85 1.69 1.76 3.45 37 35 72

3012 14.36 0.87 1.71 1.68 3.39 30 33 63

Mean 15.41 0.85 1.72 1.77 3.49 35 36 71

S.b. 0.74 0.10 0.13 0.11 0.24 3 2 5

3007 3.00 0.19 0.37 0.37 0.73 7 7 15

3008 3.36 0.15 0.36 0.38 0.74 7 8 15

Relative 3009 3.08 0.17 0.30 (.32 d.62 7 7 14
3010 3.17 0.16 0.37 0.39 0.75 8 8 16

3011 3.03 0.16 0.33 0.34 0.67 T 7 14

3012 J3.06 0.18 0.36 0.36 0.72 6 1 13

Mcan 3.12 0.17 0.35 0.36 0.71 7 7 15

S.D 0.13 0.02 0.03 0.03 .05 1 1 1




Appendix 109

Absolute and relative organ weights of new born male rats administered ogrally with Phenol,

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

(hydroxyphenyl) methyl for 18 days

B-4316

Testis Testis Testis Ypididvmis Epididvmis Epididymis

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

number glg/100g BW) g{g/100g BY) gl{g/160g BY) megi{mg/100g BY) ng{mg/100g BW} mg{mg/100g BW)

3007 1.96 1.88 3.84 553 332 1085

3008 1.66 1.62 3.28 511 492 1003

Absolute 3009 1.51 1.51 3.02 462 470 932
3010 1.61 1.54 3.15 313 487 1000

3011 1.76 1.68 3.44 319 588 1107

3012 1.66 1.61 3.27 508 462 970

Mean 1.69 1.64 3.3 311 305 1016

s.D. 0.15 0.13 0.28 29 47 67

3007 0.37 0.36 0.73 106 102 207

3008 0.34 0.33 0.687 104 100 204

Relative 3009 0.30 0.30 0.60 92 34 186
3010 0.34 0.33 3.67 109 104 213

3011 0.34 0.33 0.87 101 134 215

3012 0.35 0.34 0.70 108 98 207

Mean 0.:34 0.33 0.87 103 102 205

S.D. 0.02 0.02 0.04 [¢] 7 10




B-4316

Appendix 110 Absolute and relative organ weights of new born male rats administered oralliy with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Body welght Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) {R+L)
number g g(g/100g BW) mg{mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW} wmg{mg/i100g BW) mg{mg/100g BW) g{g/100g BW) g(g/100g BW)
4007 460.2 2.14 12.5 9.8 9.2 19.0 332 1.35 1.47
4008 406.2 2.06 10.5 5.9 6.0 11.9 406 1.26 1.44
Absolute 4009 477.7 2.06 13.4 11.7 10.1 21.8 377 1.35 1.60
4010 429.5 2.09 10.8 7.3 8.8 16.1 500 1.27 1.61
4011 469.2 1.95 11.4 10.2 8.8 19.0 423 1.28 1.47
4012 510.1 2.17 13.5 11.1 7.9 19.0 5686 1.53 1.59
Mean 458.8 2.08 12.0 9.3 8.5 17.8 501 1.34 1.53
S.D. 36.7 0.08 1.3 2.3 1.4 3.4 72 0.10 0.08
4007 0.47 2.7 2.1 2.0 4.1 116 0.29 0.32
4008 0.51 2.6 1.5 1.5 2.8 100 0.31 0.35
Relative 4009 0.43 2.8 2.4 2.1 4.6 121 0.28 0.33
4010 0.49 2.3 1.7 2.0 3.7 116 0.30 0.37
4011 0.42 2.4 2.2 1.9 4.0 90 0.27 0.31
4012 0.43 2.6 2.2 1.5 3.7 11 0.30 0.31
Mean 0.46 2.6 2.0 1.8 3.8 109 0.29 (.33
S5.D. 0.04 0.1 0.3 Q. 0.6 12 0.Mm 0.02




Appendix 111

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxypheny!) methyl for 18 days

B-4318

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) wg(mg/100g BW) mg(mg/100g BW)

4007 13.43 0.83 1.54 1.49 3.03 29 34 63

4008 11.12 0.72 1.33 1.33 2.66 34 35 69

Absolute 4009 14.53 1.05 1.50 1.54 3.04 32 35 87
4010 13.29 0.95 1.73 1.65 3.38 31 35 86

4011 14.44 1.01 1.65 1.70 3.35 41 45 86

4012 14.76 0.84 1.55 1.71 3.26 42 39 A1

Mean 13.60 0.90 1.55 1.57 3.12 35 a7 72

S.D. 1.36 0.12 0.14 0.15 0.27 5 4 g

4007 2.92 0.18 0.33 0.32 0.66 6 7 14

4008 2.74 0.18 0.33 0.33 0.65 8 9 17

Relative 4009 3.04 0.22 0.31 0.32 0.64 7 ki 14
4010 3.09 0.22 0.40 0.38 0.79 7 8 15

4011 3.08 0.22 0.35 0.36 0.71 9 10 18

4012 2.89 0.16 0.30 0.34 0.64 8 8 16

Mean 2.96 0.20 (.34 0.34 0.68 8 8 18

S.D. 0.14 0.03 0.04 0.02 0.06 1 1 2




Appendix 112

Absolute and relative organ weights of new born male rats administered orally with Phenol, (hydroxyphenvl) methvl for 18 days

and followed by a recovery period for 3 weeks

B-4316

Dose {(mg/kg) 100

Testis Testis Testis Epididymis Epididynis 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)

4007 1.74 1.71 3.45 580 545 1125

4008 1.70 1.72 3.42 539 558 1097

Absolute 4009 1.64 1.63 3.27 576 533 1129
4010 1.59 1.55 3.14 504 507 1011

4011 1.75 1.76 3.51 557 530 1087

4012 1.70 1.64 3.34 559 549 1108

Mean 1.69 1.67 3.36 553 540 1083

S.D. 0.06 0.08 0.13 28 19 43

4007 0.38 0.37 0.75 126 118 244

4008 0.42 0.42 0.84 133 137 270

Relative 4009 0.34 0.34 0.68 121 116 236
4010 0.37 0.36 0.73 117 118 235

4011 0.37 0.38 0.75 119 113 232

4012 0.33 0.32 0.65 110 108 217

Mean 0.37 0.37 0.73 121 118 239

S.D. 0.03 0.03 0.07 8 10 18




B-4316

Appendix 113 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) {R+L}
pumber 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)
1107 253.7 1.86 16.1 8.4 9.2 17.8 296 0.87 0.95
1108 318.5 1.99 19.2 10.5 9.6 20.1 332 0.97 1.18
Absolute 1109 306.0 1.92 12.7 9.0 8.8 17.6 421 0.90 1.05
1110 282.8 1.84 12.8 7.4 6.3 13.7 419 (.86 1.04
1111 226.7 1.86 11.3 6.6 6.2 12.8 323 0.74 0.95
1112 270.0 1.96 13.8 7.1 10.0 17.1 317 0.85 1.08
Mean 276.3 1.91 14.3 8.2 8. 16.5 351 0.87 1.04
S.D. 33.8 0.06 2.9 1.4 1.7 2.7 54 0.08 0.08
1107 0.7¢ 6.3 3.3 3.6 8.9 117 0.34 0.37
1108 0.62 6.0 3.3 3.0 6.3 104 0.30 0.36
Relative 1109 0.63 4.2 2.9 2.8 5.8 138 0.29 0.34
1110 0.65 4.5 2.6 2.2 4.8 148 0.30 0.37
1111 0.82 5.0 2.9 2.7 5.6 142 0.33 0.42
1112 0.73 5.0 2.6 3.7 6.3 117 0.31 0.40
Mean 0.70 5.2 2.9 3.0 6.0 128 0.31 0.38
§.0 0.08 4} 0.3 0.6 0.7 17 0.02 0.03




Appendix 114

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

Absolute and relative organ weights of new borrn female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

number g(g/100g BW) e(g/100g BW) g{g/100g BW) g{g/100g BW) g{g/100g BW) mz(mg/100g BW) ng(mg/100g BW) mg{mg/100g BW)

1107 6.47 0.51 0.88 0.88 1.76 26 27 53

1108 8.72 3.62 0.83 1.08 2.07 37 40 17

sbsolute 1109 8.69 0.56 1.01 1.04 2.0% 36 a7 73
1110 7.57 0.55 0.96 0.92 1.88 35 39 74

1111 6.65 1.46 0,83 0.80 1.683 34 37 71

1112 7.08 0.48 0.88 0.90 1.78 33 a3 66

Mean 7.53 0.70 0.93 0.94 1.86 34 36 69

S.D. 0.99 0.38 0.07 0.10 0.17 4 5 9

1107 2.55 0.20 0.35 0.35 0.69 10 11 21

1108 2.74 .19 0.31 0.34 0.85 12 13 24

Relative 1109 2.84 0.18 0.33 0.34 0.87 12 12 24
1110 2.68 ¢.19 0,384 0.23 0.66 12 14 26

1111 2.93 0.84 0.37 0.35 0.72 15 16 31

1112 2.62 0.18 0.33 0.33 0.66 12 12 24

Mean 2.73 0.26 0.34 0.34 0.68 12 13 25

S.D. 0.14 .18 .02 .01 0.03 2 2 3




Appendix 115

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methvl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 0

B-4316

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mg{mg/100g BW) ng(mg/100g B¥) mg(mg/100g BW)
1107 33.3 35.7 69.0 567
1108 42.0 38.3 80.3 551
Absolute 1109 38.8 44.1 82.9 334
1110 30.4 30.3 60.7 403
1111 36.6 32.8 69.4 568
1112 44.2 47.8 92.0 360
Mean 37.8 38.2 75.7 464
5.D. 5.2 6.7 11.4 110
1107 13.1 14.1 27.2 223
1108 13.2 12.0 25.2 173
Relative 1109 12.7 14.4 27.1 109
1110 10.7 10.7 21.5 143
1111 16.1 14.5 30.6 251
1112 16.4 17.7 34.1 133
Mean 13.7 13.9 27.6 172
5.D. 2.2 2.4 4.4 55




B-4316

Appendix 116 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
numbher '3 g{g/100g BY) mg(mg/100g B¥) wmg{mg/100g BYW) mg{mg/100g BY) mg{mg/100g BW) mg(mg/100g BW) g{g/100g BY) g(g/100g BW)
2107 289.1 1.90 14.0 6.6 8.0 14.6 473 0.85 1.04
2108 278.2 1.91 13.1 6.5 6.4 12.9 478 0.95 1.14
Absolute 2109 258.1 1.95 14.0 8.4 4.1 12.5 441 0.80 1.05
2110 294 .4 1.92 18.2 8.3 10.0 18.3 302 0.48 1.13
2111 265.9 1.93 20.5 10.9 7.3 18.2 286 1.03 1.1
2112 292.2 2.10 17.2 6.5 7.6 14.1 410 0.9: 1.14
Mean 279.7 1.96 16.2 7.9 7.2 15.1 398 0.82 1.11
S.D. 15.0 0.07 2.9 1.7 1.9 2.6 85 c.08 0.05
2107 0.66 4.8 2.3 2.8 5.1 164 0.29 0.38
2108 0.69 4.7 2.3 2.3 4.6 172 0.34 0.41
Relative 2109 0.76 5.4 3.3 1.6 4.8 171 0.31 .41
2110 0.65 6.2 2.8 3.4 6.2 103 0.33 0.38
2111 0.73 T.7 4.1 2.7 6.8 108 0.3 0.42
2112 0.72 5.9 2.2 2.6 4.8 140 0.31 0.39
Mean 0.70 5.8 2.8 2.6 5.4 143 0.33 .40
S.D. 0.04 1.1 7 0.6 0.9 31 0.03 0.02




Appendix 117

and foliowed Dy a recovery period for 9 weeks

Dose (mg/kg) : 16

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Liver
Animal
number g(g/100g BW)

Spleen

£(g/100g BW)

Kidney

(R)

£(g/100g BW)

Kidney

(L)

£(g/100g B#)

Kidney
(R+L)
g(g/100g BW)

Adrenal
(R)

mg{mg/100g BW}

Adrenal
(L)
mg({mg/100g BW)

Adrenal
(R+L)
ng(mg/100g BW)

2107 8.23 .64 0.88 0.86 1.74 33 35 68
2108 7.37 0.52 1.00 0.92 1.92 34 32 66
Abselute 2109 6.89 0.60 0.93 0.93 1.86 30 30 60
2110 §.30 0.56 1.06 1.04 2.10 40 40 80
2111 §.27 0.45 1.09 1.08 2.1 40 44 84
2112 8.83 0.59 1.10 1.0 2.11 41 44 85
Mean 7.98 0.56 1.01 0.97 1.98 36 38 74
S.D. 0.71 0.07 0.09 0.08 0.17 5 6 11
2107 2.85 0.22 0.30 0.30 0.60 11 12 24
2108 2.65 0.19 0.36 ¢.33 0.69 12 12 24
Relative 2109 2.67 0.23 0.36 0.36 0.72 12 12 23
2110 2.82 0.19 0.36 0.35 0.7 14 14 27
2111 3.11 0.17 0.41 0.41 0.82 15 17 32
Z2112 3.02 0.20 0.38 0.35 0.72 14 15 29
Mean 2.85 0.20 0.36 8.35 0.71 13 14 27
S.D. 0.18 0.02 0.04 .04 0.07 2 2 4




Appendix 118

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 16

B-4316

Ovary Qvary Ovary Lterus
Animal (R) (L) (R+L)
numher  mg(mg/100g BW) mg{mg/100g BW) mg{mg/100g B¥W) nmg(mg/100g BW)
2107 33.7 39.2 72.9 382
2108 33.7 36.3 70.0 409
Absolute 2109 35.8 40.1 75.9 481
2110 42.3 36.6 78.9 457
2111 44.4 39.3 83.7 553
2112 38.8 37.8 76.6 554
Mean 38.1 38.2 76.3 473
S.D. 4.5 1.6 4.8 72
2107 11.7 13.6 25.2 132
2108 12.1 13.0 25.2 147
Relative 2109 13.9 15.5 29.4 186
2110 14.4 2.4 26.8 155
2111 16.7 14.8 31.5 208
2112 13.3 12.9 26.2 190
Mean 13.7 13.7 27.4 170
S.D. 1.8 1.2 2.9 29




B-4316

Appendix 119 Absolute and relative organ weighls of new born female rats administered orally with Pnhenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymns Heart Lung
Animal (R) (L} (R+L)
number £ g(g/100g BW) wog(mg/l00g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/l00g DW) g(g/100g BW) g(g/100g BW)
3107 277.9 1.87 12.6 7.2 6.4 3.8 488 0.94 1.02
3108 250.3 1.97 12.9 6.7 5.0 11.7 384 0.84 0.98
Absolute 3109 263.2 1.90 16.1 8.1 7.5 15.6 438 0.84 1.04
3110 258.1 1.87 12.2 5.4 6.5 11.9 388 0.71 1.02
3111 301.4 1.89 15.6 7.1 6.5 13.8 282 1.05 1.28
3112 266.9 1.88 12.4 10.4 7.9 18.3 418 0.91 1.08
Mean 269.6 1.90 13.6 7.5 6.6 14.1 416 0.88 1.07
S.D, 18.1 0.04 1.7 1.7 1.0 2.5 42 0.11 0.11
3107 0.67 4.5 2.8 2.3 4.9 176 0.34 0.37
3108 0.79 5.2 2.7 2.0 4.7 153 0.34 0.39
Relative 3109 0.72 6.1 3.1 2.8 5.9 166 0.32 0.40
3110 0.72 4.7 2.1 2.5 4.6 150 0.28 0.40
3111 0.63 5.2 2.4 2.2 4.5 127 0.35 0.42
3112 0.70 4.6 3.9 3.0 6.9 157 0.34 0.40
Mean 0.71 5.1 2.8 2.5 5.3 155 .33 0.40
§.D. 0.05 0.6 0.6 0.4 Nl 17 0.03 0.02




Appendix 120

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl} methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 40

B-4316

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

Animal (R) (1) (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) mgl{mg/100g BY) mg(mg/100g BW) mg(mg/100g BYW)

3107 7.35 0.51 0.91 0.92 1.83 27 31 58

3108 6.77 0.37 0.89 0.81 1.70 29 29 58

Absolute 3109 8.07 0.59 0.87 0.86 1.73 32 36 68
3110 6.76 0.80 0.80 0.79 1.59 32 33 63

3111 8.08 0.75 1.13 1.04 2.17 39 44 83

3112 7.08 d.45 0.99 0.99 1.98 35 37 72

Mean 7.35 0.55 0.93 0.9¢ 1.83 32 35 67

S.D. 0.60 0.13 0.11 0.10 0.21 4 3 ]

3107 2.64 0.18 0.33 0.33 0.66 10 11 21

3108 2.70 0.15 0.36 0.32 (.68 12 12 23

Relative 3109 3.07 0.22 0.33 0.33 0.66 12 14 28
3110 2.62 0.23 0,31 0.31 0.62 12 13 25

3111 2.68 0.25 0.37 0.35 0.72 13 15 28

3112 2.65 0.17 0.37 0.37 0.74 13 14 27

Mean 2.73 0.20 0.35 0.34 0.68 12 13 25

S.D. 0.17 0.04 0.03 0.02 0.04 1 1 3




B-4316

Appendix 121 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/Kg) : 40

Ovary Ovary Qvary Uterus
Animal (R) (L) {R+L)
number mg{mg/100g B¥) mg(mg/100g BY) mg(mg/100g BW) mgi{mg/100g BW)
3107 26.9 36.2 63.1 381
3108 31.1 29.9 61.0 389
Absolute 3109 43.6 45.1 88.7 610
311¢ ~ 33.1 30.2 63.3 342
3111 35.8 31.0 66.8 485
3112 34.6 37.3 71.9 376
Mean 34.2 35.0 69.1 431
S.D. 5.6 5.9 10.3 100
3107 9.7 13.0 22.7 137
3108 12.4 11.9 24.4 155
Relative 3109 16.6 17.1 33.7 232
3110 12.8 11.7 24.5 133
311 11.9 10.3 22.2 161
3112 13.0 14.0 26.9 141
Mean 12.7 13.0 25.7 160
$.D. 2.2 2.4 4.2 37




B-4316

Appendix 122 Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and foliowed by a recovery period for 9 weeks

Dose (mg/kg) : 100

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R} (L) (R+L)
number g g(g/100g BYW) mg(mg/100g BW) ng(mg/100g BW) mg(mg/100g BW) mgi{mg/100g BW) wng(mg/100g BW) g(g/100g BW) g(g/100g BY)
4107 337.8 2.00 18.4 7.6 10.7 18.3 460 1.11 1.25
4108 225.9 1.95 16.8 4.2 9.1 13.3 362 0.86 0.96
Absolute 4109 253.6 1.87 14.0 6.1 8.8 14.9 340 0.95 1.05
4110 269.0 1.96 17.8 9.6 9.2 i8.8 393 0.95 1.06
4111 296.9 1.93 14.1 6.1 6.2 12.3 426 0.95 1.17
4112 275.5 2.06 15.6 9.0 6.3 15.3 344 0.87 1.15
Mean 276.5 1.96 16.1 7.1 8.4 15.5 421 0.95 i1.11
S.D. 38.3 0.06 1.9 2.0 1.8 2.6 74 0.09 0.10
4107 0.59 5.4 2.2 3.2 5.4 136 0.33 0.37
4108 0.86 7.4 1.9 4.0 5.9 160 0.38 0.42
Relative 4109 0.74 5.5 2.4 3.3 5.9 134 0.37 0.41
4110 0.73 6.6 3.6 3.4 7.0 146 0.35 0.39
4111 0.65 4.7 2.1 2.1 4.1 143 0.32 0.39
4112 0.75 5.7 3.3 2.3 5.6 197 0.32 0.42
Mean 0.72 5.9 6 3.1 5.7 153 0.35 0.40
S.D: 0.09 1.0 0.7 0.7 0.9 24 0.03 0.02




Appendix 123

and followed by a recovery period for 9 weecks

Dose (mg/kg)

100

Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-43186

Liver
Animal
number g(g/100g BW)

Spleen

g(g/100g BW)

Kidney

(R)

g(g/100g BW)

Kidney

(L)

g{g/100g BW)

Kidney
(R+L)
g(g/100g BW)

Adrenal
(R)
mg(mg/100g BW)

Adrenal
(L)
mg (mg/100g BY)

Adrenal
(R+L)
mg{ng/100g BW)

4107 9.20 0.76 1.22 1.25 2.47 43 41 84
4108 6.99 0.47 0.87 0.88 1.75 34 34 68
Absolute 4169 6.95 0.44 0.96 0.97 1.93 36 39 75
4110 8.05 0.46 0.97 1.04 2.01 37 42 79
4111 8.15 0.80 1.02 1.01 2.03 31 a5 66
4112 7.79 0.55 0.97 0.95 1.92 26 36 72
Vean 7.86 0.55 1.00 1.02 2.02 36 38 74
5.D. 0.84 0.12 0.12 0.13 0.24 4 3 7
4107 2.72 0.22 0.36 0.37 0.73 13 12 25
4108 3.09 0.21 0.39 0.39 0.77 15 15 30
Relative 4109 2.74 0.17 0.38 0.38 0.76 14 15 30
4110 2.99 0.17 0.36 0.38 0.75 14 16 29
411 2.75 0.20 0.34 0.34 0.68 10 12 22
4112 2.83 0.20 0.35 0.34 Q.70 13 13 26
Mean 2. 0.20 0.36 0.37 0.73 13 14 27
5.D. 0.15 0.02 0.02 0.02 0.04 2 2 3
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Absolute and relative organ weights of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 100

B-4316

Ovary Ovary Qvary lterus
Animal (R) (L) (R+L}
number ng(ng/100g BW) mg(mg/100g BY) mg(mg/100g BW) mg(mg/100g BW)
4107 38.9 36.7 75.6 501
4108 36.38 37.1 73.4 451
Absolute 4109 45.1 35.1 80.2 453
4110 47.6 40.4 88.0 408
4111 34.5 49.1 83.6 488
4112 37.0 39.4 76.4 479
Mean 39.9 49.6 79.5 463
S.D. 5.3 5.0 5.5 33
4107 11.5 10.9 22.4 148
4108 16.1 16.4 32.5 200
Relative 4109 17.8 13.8 31.6 179
4110 17.7 15.0 32.7 152
4111 11.6 16.5 28.2 164
4112 13.4 14.3 27.7 174
Mean 14.7 14.5 29.2 170
5.0, 2.9 2.1 4.0 19
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Appendix 125 Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Sex i Male

Dose (mg/kg) : O

Animal number (1001-1006)

Qrgans
Findings 1 2 3 4 53 6

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 - - - - -

Small intestine - - - - - -
Large intestine - - - - - -
Mesenteric lymph node - - - _ _ -
Bone marrow - - -

Femoral muscle - - - - - -
Urinary bladder - - - - - -
Testis - - -

Epididymis - - _ Z - _
Seminal vesicle - ~ - - - -
Prostate - - - - ~ -
Other tissues or organs - - - - - _

- : No remarkable changes



Appendix 128
Sex : Male

Dose (mg/kg) : 16

Gross pathological findings of new born rats administered orally with Phenol, {(hydroxyphenyl) methyl for 18 days

B-4316

Organs
Findings

Animal

number

(2001-20086)

2

3

4

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

Small Intestine
Large intestine
Mesenteric lymph node
Bone marrow

Femoral muscle
Urinary bladder
Testis

Epididymis

Seminal vesicle
Prostate

Other tissues or organs

- : No rcmarkablce changes



B-4316

Appendix 127 Gross pathologlical findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Sex : Male

Dose {mg/kg) : 40

Animal number (3001-3006)

0] rgans
Findings 1 2 3 4 5 8

External appearance - - - _ - _
Brain - - - -

Spinal cord - - - - _ -
Sciatic nerve - - - - - -
Pituitary - - - . B
Salivary gland - - - - _
Submandibular lymph node - - - - - _
Trachea - - - -

Thyroid - - - _ _
Thoracic cavity - - - _ - _
Thymus - - - - - -
Heart - - - - - _
Lung _

Abdominal cavity . - - _ _
Liver -

Spleen - - - -
Pancreas - - - -
Kidney -

Adrenal -
Esophagus - - - -
Stomach - - - - - -
Small intestine - - - _ _ _
Large intestine - - _ _ _
Mesenteric lymph node - - - - - -
Bone marrow - - - _ _ _
Femoral muscle - - - _

Urinary bladder - - - _ - _
Testis - - - - - -
Epididymis - - - - _ n
Seminal vesicle - - - -

Prostate - - -

Other tissucs or organs - - - -

~ ¢ No remarkable changes
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Appendix 128 Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Sex : Male

Dose (mg/kg) : 100

Animal number (4001-4006)

Organs
Findings 1 2 3 4 3 6

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
Adrenal - - - - - -
FEsophagus - - _ - _ _
Stomach - - _

Small intestinc - - - - - -
Large intestine - - - - - _
Mesenteric lymph node - - - - - -
Bone marrow - - - - _
Femoral muscle - -

Urinary bladder - - - - . _
Testis - - - - _
Epididymis - - _ - _ _
Seminal vesicle
Prostate - - - -
Other tissues or organs - - - - - -

- : No remarkable changes



B-4316

Appendix 129 Cross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
Sex . Female

Dose (mg/kg) : O

Animal number (1101-1106)

Organs
Findings 1 2 3 4 5 G

External appearance -
Brain

Dilatation, cerebral ventricle - - - - - -
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 -
Small intestine - - - - _ _
Large intestine - -
Mesenteric lymph node - - - - - _
Bone marrow -
Femoral muscle - _
Urinary bladder - - - - -
Qvary -
Uterus - -
Vagina - - - _ _ _
Other tissues or organs - - - - - _

- : No remarkable changecs
+ : Positive for respective changes



Appendix 130
Sex : Female

Dose (mg/kg) : 186

Gross pathological findings of new

born rarts administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Organs
Findings

Animal

number {2101-2106)

1 2

3

4

3

External appearance
Brain
Dilatation., cerebral ventricle
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
Small intestine
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Ovary
Uterus
Vagina
Other tissues or organs

- : No remarkable changes
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Appendix 131 Gross pathological findings of new born rats administered orally with Phenol, {(hydroxyphenyl) methyl for 18 days
Sex . Female

Dose (mg/kg) : 40

Animal number (3101-3106)

Organs

Findings 1 2 3 4 5 8
External appearaince - - - - - -
Brain

Dilatation, cerebral ventricle - - - - - -
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 - - - _ _
Fsophagus _ _

Stomach - - - - -
Small intcstine - - - _ _
Large intestine - -

Mesenteric lymph node - - - - _ _
Bone marrow - -

Femoral muscle - - - - -
Urinary bladder - - - _ _
Ovary - -

LCterus - -
Vagina - - - - -
Other tissues or orgauns - - - - -

- : No remarkable changes
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Appendix 132 Grouss pathological findings of new born rats administered orally with Phenol, (hydroxypheny!) methyl for 18 days
Sex : Female

Dose (mg/kg) : 100

Animal number (4101-4106)

Organs

Findings 1 2 3 1 5 6
External appearance - - - - _ _
Brain

Dilatation, cerebral ventricle - - - - ~ +

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

Dilatation, pelvis (bilateral) - - - - - -
Adrenal - -
Esophagus - - - - -
Stomach - - - - -
Small intestine - - - - - _
Large intestine - - - - -
Mesenteric lymph node - - - -
Bone marrow - - - -
Femoral muscle - - - - _
Urinary bladder - - - - - _
Ovary -
Uterus - - - _ - -
Vagina - - - _ -
Other tissues or organs - - - _ _ _

- : No remarkable changes
+ 1 Positive for respective changes



B-4316

Appendix 133 Gross pathological findlngs of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Sex . Male

Dose (mg/kg) : O

Animal number {(1007-1012)

Organs

Findings 7 g g 10 11 12
External appearance

Small, eyeball (unilateral) - - + - - _
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 (unilateral) - e - - - _
Adrenal - - - - -
Esophagus - - - - -
Stomach - - - - - -
Small intestine - - - - - ~
Large intestine - - - - - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - _
Urinary bladder - - - - - -
Testis

Small, (bilateral) - - - - - -
Epididymis - - - - - _
Seminal vesicle - - - - - -
Prostate - - - - - -
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes
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Appendix 134 Gross pathological findings of new born rats administered orally with Phenol, {(hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Sex 1 Male

Dose {(mg/kg) : 16

Animal number (2007-2012)

Organs

Findings 8 9 10 11 12

~1

External appearance

Small, eyeball (unilateral) - - - - - -
Brain - - - - _
Spinal cord -~ - - - -
Sciatic nerve - - - - - -
Pituitary - - - - _
Salivary gland - - -~ - _ _
Submandibular lymph node - - - - - _
Trachea - - - - - -
Thyroid - - - - -
Thoracic cavity - - - - _
Thymus - - - - -
Heart - - - - - -
Lung - - - - - -
Abdominal cavity - - - - - -
Liver - - - - -
Spleen - - - - -
Fancreas - - - - _
Kidney

Dilatation, pelvis (unilateral) - - - - - +
Adrenal - - - - - _
Esophagus - - - - - -
Stomach - - - - - -
Small intestine - - - - _ -
farge intestine - - - - -
Mesentcric lymph naode - - - - - -
Bone marrow - - - - - -
Femoral muscle - - - - - -
Urinary bladder - - - - _ -
Testis

Small, (bilateral) - + - - - -
Epididymis - - - - - -
Seminal vesicle - - - - - -
Prostate - - - - - -
Other tissues or organs - - - - - -

- : No remarkable chaneges
+ 1 Positive for respective changes



Appendix 135

and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Male

40

Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

B-4316

Organs
Findings

Animal

number (3007-3012}

3

9

10

11

12

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

- : No remarkable changes



B-4316

Appendix 136 Gross pathological findings of new born rats administered orally with Phemol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Sex : Male

Dose (mg/kg) : 100

Animal number (4007-4012)

Organs
Findings 7 8 9 10 11 12

External appearance

small, eyeball (unilateral) - - - - - -
Brain - -
Spinal cord - - - - _ -
Sciatic nerve - - - - - _
Pituitary - - - - _ _
Salivary gland - - - - _ _
Submandibular lymph node - - - - - -
Trachea - -
Thyroid - - - - - _
Thoracic cavity - - - - - _
Thymus - _
Heart - -
Lung -
Abdominal cavity - - - - - _
L.iver -
Spleen -
Pancreas - -
Kidney

Dilatation, pelvis (unilateral) - - - - - -
Adrenal - - -
Esophagus - - - - _ -
Stomach - - - - - -
Small intestine - - - - _ -
Large intestine - - - - - _
Mesenteric lymph node - - - - - -
Bone marrow - - - - - -
Femoral nuscle - - - - - _
Urinary bladder - - - - _ _
Testis

Small, (bilateral) - - - - - _
Epididymis - - - - ~ _
Seminal vesicle - - - -~ - _
Prostate - ~ - - - _
Other tissues or organs - - - - - _

- : No remarkable changes
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Gross pathological findings of new born ravs administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Female

0

B-4316

Organs
Findings

Animal

number (1107-1112)

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

Large
Pancreas
Kidney
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

- : No remarkable changes
+ : Positive for respective changes
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Appendix 138 Gross pathological findings of new born rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a rccovery period for 9 weeks

Sex . Female

Dose (mg/kg) : 16

Animal number (2107-2112)

Organs
Findings 7 8 9 10 11 12

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

Large - - - - - -
Pancreas - - - - - -
Kidney - - - - _ -
Adrenal - - - - - -
Esophagus - - - - - -
Stomach

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

- : No remarkable changcs
+ : Positive for respective changes
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Appendix 139 Grass pathological findings of new born rats adeinistered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weecks

Sex : Female

Dose (mg/kg) : 40

Animal number (3107-3112)

Organs
Findings T 8 9 10 11 12

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

Large - - - - - -
Pancreas - - - - - -
Kidncy - - - - - _
Adrenal - - - - - -
Esophagus - - - - - -
Stomach

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

No remarkable changes
+ : Positive for respective changes



Appendix 140

and followed by a recovery period for 9 wecks

Sex

Dose (mg/kg)

Female

100

Gross pathological findings of new born rats administered orally with Phemol, (hydroxyphenyl) methyl for 18 days

B-4316

Qrgans
Findings

Animal

number (4107-4112)

g

10

11

External appearance
Brain
Spinal cord
Sciatic nerve
Pituitary
Salivary gland
Submandibular lymph node
Trachea
Thyroid
Thoracic cavity
Thywmus
Heart
Lung
Abdominal cavity
Liver
Spleen

Large
Pancreas
Kidney
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

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

Histopathological findings of new born male rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Organs

-findings

2
W

juu]

3
=g

"

OO

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)

Esopha§us

Stomach

Duodenum

Jejunum

Ileum

Cecum X
-cell infiltration,
Colon

Rectum
Submandibular gland
Sublingual gland
Liver

Pancreas

Pituitary .

Thyroid (Parathyroid)
Adrenal

Thymus

Spleen
Submandibular l{mph node
Mesenteric lymph node

Kidney

inflammatory, mucosa/submucosa

-cyst
Urinary bladder
Testis
Epididymis |
Seminal vesicle
Prostate
Mammary gland
Skin

Eve

Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

QOoOOOCOOOCOOT TOQOOOOIOOODOT QOOODOLOOTODCC [ HODM

CCODOOOTCOQROO OOROOODOIOODO OO0V | OO

CCOCODOOOODT QTCOOLODOOOOODOT COQTCLROODOD | WOOM—

CCTODOOOOOOOT OOQCOOCOODORT | hOCHC

COCTOOROLOCOO

COOOCODODODY COTQLODOTOIDCODT CODOOIODICC | IO

CTOCOOCOOOCO0 OCQRLLOOOOOODO0 QOOQLOOOCCC

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

100

flistopathological findings of new horn male rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Orgauns

Animal number
4 4

4 4 4 4
g 0 0 0 0 0
-findings O 0 0 0O 0 0
1 2 3 4 § 6
Cercbrum O 0 0 O 0 0
Cerebellum O 0 0 0 0 0
Spinal cord 0O 0 0 0 0 0
Sciatic nerve o 0 0 0 0 0
Heart O 0O 0 0 O ©
Trachea o 0 0 0 0 0
Lung (Bronchus) o 0 o ¢ 0 0
Esophagus Qg ¢ 0 ¢ 0 Q
Stomach 0 0 0 0 0 0
buodenum g 0 0 0 0 0
Jejunum 0 0 0 0 0 O
Ileum 0 0 0o O 0 0
Cecum
-¢ell infiltration, inflammatory, mucosa/submucosa 2 0 0 O 0 0
Colon o 0 060 0 0 0
Recetum 0O 0 0 0 0 D
Submandibular gland 0 0 0 0 0 @
Sublingual gland 0 0 0 O 0 0
{.iver c 0 0 0 0 0
Paoncreas 0 60 0 0 0 Q
Pituitary A O 0 0 9 0 0
Thyroid (Parathyroid) Q 0 0 0 0 0
Adrenal o 0 0 0 0 0
Thymus 0 0 0 0 0 0
Splecn 0O 0 0 0 0 0
Submandibular l{mph node 0 0 Q0 0 0 0
Mesenteric lymph node 0O ¢ 0 0 0 ¢
Kidney
~cyst g 0 0 ¢ 0 0
Urinary bladder g0 0 0 Q0 0 0O
Testis 0 0 0o ¢ 0 0
Epididymis 0 0 0 0 0 O
Seminal vesicle 0 0 0 0O 0 0
Prostate 0 0 0 0 0
Mammary gland 6 0 0 0 0 O
Skin ¢ 0 ¢ 0 0 0
Eye 0O 0 0 0 0 0
Sternum (Bone margow) 0O 0 0 0 0 0
Femur (Bone marrow g 0 0 0 0 0
Skeletal muscle O 0 0 0 0 0

0 : No remarkable changes 2

Mild



Appendix 143

Dose {(mg/kg) : 0

Histopathological findings of new born female rats administered orally with Phenol,

(hydroxyphenyl) methyl for 18 days

B-4316

Organs Animal number
1 1 1 1 1 1
11 1 1 1 1
-findings ¢ 0 0 0 0 0O
1 2 3 4 5 6
Cerehrum
-hydrocephalus

Cerebellum

Spinal cord

Sciatic nerve

Heart .
~-¢ell infiltration, mononuclear, interstitium

Trachea

Lung (Bronchus)

Esopiaﬁue

Stomac

Dugdenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver

Pancrcas

Pituitary

Thyroid, (Parath)r01d)
—pctoglc thymus

Adrena

Thymus

Spleen

Submandlbular lﬁmph node

Mesenteric 1lymph node

Kidney .
-cell infiltration, inflammatory, pelvic mucosa
-cell infiltration, mononuclear, interstitium
-dilatation, pelvis

Urlnary bladder
-cell” infiltration, mononuclear, mucosa
Ovar)

Uterus

Mammary gland

Skin

Eye

Sternum {(Bone marrow)
Femur (Bone marrow)
Skeletal muscle

COOCCOOOO OO DOOOOCO OCCOOOOOOOOOOOOT OOO0

COOOQOOOD NCT OOOCOO OCOOOOOOCODOTO OOCo

TOOCOOOOCO COT COQOOD COCOCOOOODOOOTTO LOOo

COCCODOCO OCC CODON0 COCDOOOCOCOTOOTOD CSO0O

COCOCOOOC COO COOOOC OOCOCOOOCOOODOOS OO

COOOCOOOD OO0 CLOOOC OLCOCOOOOOOCOODT OO0

0 : No remarkable changes 2 : Miid



B-4316

Appendix 144 Histopathological findings of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days

Dose (mg/kg) : 100

Jrgans Animal number
4 4 4 4 4 4
. 1 1 1 1 1 1
-findings 0O 0 0 0 0 0
1 2 3 4 35 6
Cerebrum
-hydrocephalus

DOC

Cerebellum

Spinal cord

561at1c nerve

Hear ) . . X
—Cell infiltration, mononuclear, interstitium

Trachea

Lung (Bronchus)

Esophaﬁus

Stomac

Duodenum

Jejunum

Ileum

-~
<

Cecum

Colon

Rectum

Submandibular gland

9ub11ngua1 gland

Live

Pancreas

Pitultary

Thyroid (PardLhyroxd)

-ectopic thymus

Adrenal

Thymus

Spleen

Submandibular lymph node

Mesenteric lymph node

Kidney = | . )

-cell infiltration, inflammatory, pelvic mucosa
-¢cell infiltration, mononuclear, interstitium
-dilatation, pelvis

Urinary bladder

COCCOOOOD CO0 COOOOD TDOCOOOOOOOOOOOL CCOoO
TCW OOODOCD OROOUWOOOOOOO0DO0
OO0 COROOY TTLOCLCCOCOOOOOO00 DTl
CODOOOCOOO OFHD ODOOONT OUCCOOOQOSOOOQOOH OCOO0
COOCOOOO0 O00 OOOO0OV CTCOTCOCOOOOIDOODD QOO0
COOCDOOOD OCL OOOOOD QLOCLOOOOOLIDODL TCOh

-cell infiltration, mononuclear, mucosa 1 0
Qvary 0 Q
Uterus Q 0
Mammary gland Q0 0
Skin Q0 0
Eye 0 0
Sternum (Bone marrow) 0 0
Femur (Bone marrow) o 0
Skeletal muscle 0 0
0 : No remarkable changes 1 : Slight 2 . Mild 4 Severe P : Present



B-4316

Appendix 145 Histopathological findings of new born male rats administered orally with Phenol, (hydroxyphenyl) methy!l for 18 days
and followed by a recovery period for 8 weeks

Dose (mg/kg) @ 0

Organs Animal number
11 1 1 1 1
R g 0 0o 0 0 0
-findings g 0 0 1 1 1
7T 8 ¢ 0 1 2
Cerebrum QO 90 0 0 0 0
Cerebellum g ¢ 0 0 0 0
Spinal cord o 0 0 0 Q0 ¢
Sciatic nerve Q 0 ¢ ¢ O ¢
Heart 0O 0 0 ¢ 0 0
Trachea ¢ 0 0 o0 0 0

Lung (Bronc¢hus)

-coll infTiltration, inflammatory,
alveolus/p9t1vascular
-accumulation, foamy cell, alveolus

Esophagus

Stomac . .
-hyperplasia. limiting ridge

Duodenum

Jejunum

Ileum

Cecunm

Colon

Rectunm

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas

Pituitary

Thyroid (Pa"dtherLd)
-ectopic thymus

Adrepal

Thymus

Spleen

Submandibular erph node

Mesenteric lymph node

Kidney
-dilatation, pelvis
-basophilic¢ tubule

Urinary bladder

Testis

Epididymis

Seminal vesicle

Prostate . ) .
-cell infiltration, mononuclear, interstitium
-prostatitis

Mammary gland

kin

Eyve
-mineralization, cornea
-mineralization, conjunctiva
-hypoplasia

Sternum {Bone marrow)

Femur {(Bone marrow)

Skeletal muscle .
-cell infiltration, inflammatory, sub-epimysium

S OCOTT COCN COOOOO0 OOOOT COO COOOOOHDOD OO
S OOTOT OO CTOOON OO0 GO OoOOOROOC OOF
H OQwOC COON COoO00 QOO0 OOk OOOOOCOOSO CCO
O ODOO0O OOOC OO0 OOLDTE OO0 OO OO
O COOTO OO COLCOC COCOTD OO0 OOOOCOCOT ST
O OO0 OOCO oD OoOLODm OOl OROCOOCOT T

W

0 : No remarkable changes 1 : Slight 2 @ Mild Moderate P : Present



B-4318

Appendix 146 Histopathological findings of new born male rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recavery period {or 9 weeks

Dose (mg/kg) : 100

2
o

32
[
OO0 | kRt

COOOOO | VOO
=3

QCOCOCD | OHOME
-

Organs An

-findings

Cercbrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung_(Bronchus) )
-cell infiltration, inflammatory,
alveolus/perivascular
-accumulation, foamy cell, alveolus

Esophagus

Stomac . . .
~hyperplasia, limiting ridge

Dugdcnum

Jejunum

Lléum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas

Pituitary N

Thyroid (Parathyroid)
*CCtOElC thymus

Adrena

Thymus

Spleen

Submandibular lymph node

Mesenteric lymph node

Kidney .
-dilatation. pelvis
-basophilic tubule

Urinary bladder

[elelolololol B lalap
CSO0OC | OO~
QOOOCO | N—On

SO QOoQoCooo— O2C

COOO0C OOOOO0 OOM COOOQOQ0O0O0 OO0
TSOCCTOC OO0 O0OC COOOCOOOO oo
SOOCOT COTOOD OO0 COOTQROOT O+

Testis

Epididymis |

Seminal vesicle

Prostate .
-cell infiltration, mononuclear, interstitium
-prostatitis

Mammary gland

Skin

Eye

-mineralization, cornea
-mineralization, conjunctiva
-hypoplasia
Sternum_(Bone marrow)
Femur (Bone marrow)
Skeletal muscle .
-cell infiltration, inflammatory, sub-epimysium

S COO0OC QOO OCCOMRDO COQOO0D D00 COOODOOOT OOC
[olelalale il olalele]

O QOODQCO DO+C COOOOO QOOOO0 OCT—= OOOTOOTSTO OO-=
Q OO0 OOV DOTOoCO COOOOO

O COCHM OOom
O OOOCOO OO0

-~
<

0 : No remarkable changes 1 : Slight 2 : Mild



B~4316

Appendix 147 Histopathological findings of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal number
1 1 1 1 1 1
. 1 1 1 1 1 1
-findings 0 0 0 1 1 1
7 8 9 0 1 2
Cerebrum 0O 0 0 0 0 0
Gerebellum Q9 0 0 0 0 0
Spinal cord g 0 0 0 0 0o
Sciatic nerve O 0 0 0 0 0
Heart a ¢ g g 0 o0
Trachea g 0 0 0 0 o0

Lung (Bronchus)

-metaplasia, osseous 0 0 0 0o o P
Esophagus g ¢ 0 ¢ 0 0
Stomach g 0 0 0 0 0
Duodenum 0 0 0 0 0 0
Jejunum 0O ¢ 0 0 0 O
Iieum 0 0 0 ¢ 0 o
Cecum ,

-cell infiltration, inflammatory, mucosa/submucosa QO 0 1 0 0 0
Colon 0O 0 0 ¢ 0 0
Rectum a o0 0 9 0 0
Submandibular gland Qg ¢ 9 0 0 0
Sublingual gland a 0o 0 0 0 o
Liver

-microgranuloma g 0 0o 1 0 o0
Pancrcas .

-¢ccll infiltration, mononuclear,

interstitium, focal 0O 0 0 0 0 0
Pituitary i 0O 0 0 0 0 0
Thyroid (Parathyroid) 0O 0 0 0 0 0
Adrenal 0O 06 0 0 0 0
Thymus O 0 0 O 0 0
Spleen 0 0 0 0 0 0
Submandibular lfmph node O 0 0 0 0 0
Mesenteric lymph node g 0 0 0 0 o0
Kidney . )

~dilatation, pelvis O 0 0 90 0 0
Urinary bladder O 0 0 9 0 o0
Ovary 0O 0 0 0 0 0
Uterus 0 Q¢ 0 0 0 0
Mammary gland 0O 0 0 0 0 0
Skin O 0 0 0 0 O
Eye

~atrophy, retina 0O 0 2 0 0 0
Sternum_(Bone marrow) 0 0 0 0 Q0 O
Femur (Bone marrow) 0O 0 0 0 0 O
Skeletal muscle 0O 0 6 0 0 O©
0 : No remarkable changes 1 : Stight 2 1 Mild P Present



B-4316

Appendix 148 Histopathological findings of new born female rats administered orally with Phenol, (hydroxyphenyl) methyl for 18 days
and followed by a recovery perlod for 9 weeks

Dosc (mg/kg) : 100

-
=

O OOC00 CLOUTTO COOOTOO | MO M.
8
[~y

=]
[
Q COC0O0 OCTIODD COOOOQ | =k h®

= COO0O OO00CCO DOOQOO | OOH MM
=

= OCOO00 QODCCO QOO0 | O
=~

Organs

-findings

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
-metaplasia, osseous

Esophagus

Stomach

Duodenum

Jejunum

Ileum

Cecum_ | . .
-cell infiltration, inflammatory, mucosa/submucosa

Colon

Rectum |

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas | .
-cell infiltration, mononuclear,
 interstitium, focal

Pituitary N

Thyroid (Parathyroid)

Adrenal

Thymus

Spleen
Submandibular 1{mph node
Mesenteric lymph node
Kidney

-dilatation, pelvis
Urinary bladder
Ovary
Lterus
Mammary gland
Skin

O COCOO O0OOCCO COOCOT | ~Iomh
D OO00CO0 OTOOOOD OOOTOD | N-HA

(elalelalaleBialelelalelalals)
(rlelleleloBielvlelalelolaly

Eye

-atrophy, retina
Sternum (Bone warrow)
Femur (Bone marrow)
Skeletatl muscle

[elelaleoBRolalolelale B olelalalalslsle]
D00 DCCOON DLO0OOD
COOO COCOO00 OO0
[=lelaloBlolalolololoBlololololelwiole]

[olelale]
QoCT

0 : No remarkable changes 1 : Slight 2 : Mild
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