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p=bO7x/—=)VF MY LAORERORGHOFEEZORERZHEES Yy b2AN
TR L. #5820 (0.5wv%CMC-Na KBK) . 80, 110 KU 160mg/keg/day & L. 1
BEMEI# % 12 ICO Sprague-Dawley 5% SPF 7 b (Crj:CD(SD)IGS) IZ4# 4 HEwH S BERLE
FTO 18 HEIREROERS Lz, 0%, F8H (1 FHH4 6 IL) [TDWTIE 9 ARFAKEL
2o TORER. UTOHIRZE,

1. —RIARE
B HE R ORERNM 28 C TRUEMIIS 5 NT,. —RIRBORELED SNah o7z,

2. H%E
BE5 MR OYIIC. 160mg/kg % 5B O T—@M OAKEBMME N A SNz,

3. R (hFEHR P D HRE)
HBEMERE L 2ZBIRD SN T,

4. SMLER

a4, YisEdsih. IRMRBAR. RO RO REAEA LM ORI ICHRBYEREOR
BIIH NN T2,

5. HEERTE
BEALS, AR, ERMRE,. ZPERKNERTENRE (Preyer KH) ITHERYE K
BE0EgIHA NN T,

6. FRIRE (AZESE 9:BICDHEHE)
HRYER G LD IRD SN Mo .

7. & MA&REFRE
HBRYMEAR G TR IRBRRD SN,
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8. FEERE
HREEHER, HREVFEEBREREOVTNICBWTHHRYERSOEZEIZD o NG
nolz,

B, pr= b7/ —)bF MUDLEFEIIRS v MC 18 HEIREROKRS U MR,
160mg/kg HEGHOET @ OKEHRMAFHNRD SNz, —F. #D 110mgkg BLF O
ERRUVHOEREH T, HRYERS ORBIIED saho 7z,

INSORRERNS, FRRICBITDS p2 b7z /= F NI LOBREERIIMH T
110mg/kg/day. M T 160mg/keg/day LA L EHEESI N/,
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- [HREEME RS BBRRCEECENECRIAEHORECHES2EDEHHE

4 FITHETHRBRMBERITDONT]
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1. HERYHERUEE
D HBRWHE
p=bhO7x/=NF M) ULER BEREREERCEE EECEREMNEENS
eftInz, FRALEEBRYEOD Y FBESRUHRREZUTIIRLE,

wa s
% R : p=bhO7x/—J)LF YT (Phenol, prnitro, sodium salt)
CASE = 824-78-2
FE T SRR
OZN—O- ONa-2H,0
Oy +&S : 8J-001
il B : 98.5%
i3 7N : HAs&
4 F B 19712
Al R : >300C
REHE : aEEFR
% g 7 s | - .. |
B il R, REICEERZ <, REETREET
Ho7z.
* % %5 P MG SBRYERGTERUEBRMERIE

BB, BESNERBRUEDS 5. 4 5g LHEERE S U THEBHERO KRYE R
trxmcirl. zomoraksmEiz iRz -
2) ik

HoEH HA BEEKRA R

% i AN AO—ZXF tU s (CMC-Na, HEZERH)
oy &S 4513

*REFERHE =R

REBH HBBHER B ERANE
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2. #ERORE
1) BikoRH
BEEOHAO—-ZAF NI LAZREL, ZNCERAK (BFXERS. HKR2HEX
FEIE T, Lot No. 9B81. 9C87) ZMMAMMI ¥z, BT, ZHTHENAKZMAT
0.5wv%KIEIK (0.5w/v%CMC-Na /KifH) #AMLE, AREEA 7T B2 —-HELTH
W, FHFETHRE K4C) TRELZ.
2) HWRIRORAMK MRET I
BREREN 10mL/kg RELRD LD, FREZLICLEBOHBYHEZRL ., BT
BRLUTHERE LR, ASIREBKR 7 B22—EL TITW, 1 BATDO8ET S s
EL. A (W40) [EREFELE,
3) WRWOLEN
FWERYE D 1 R 100mg/mL BB WA, 0.5w/v%CMC-Na /KB, 728, 60mg/mL
DITEA®) 1. B (94C) 8 ARER 24 BERETREN D —TH 5 I WK K
2RV Y—F & —THERINTWS (Attached Data 1) .
4) HERROBERER
BEBBATROERS 15 ARAHM L Z&BERICDOWT, HPLC HEick X attRY
VY —Ft & —THELZ. ZORR. HRYWHRERRRMEIINL T 98.8~102.5%T
H0. FEEEN (BE : REL10%) THIETH >~ (Attached Data 2, 3) .

3. HEREgY

Sprague-Dawley & SPF b (Crj: CDSD)IGS. HAF vy—IV X - UN—KA2t., E
REFL>H—) O 20 L&k 14 HTAFL, YUFToMI 8, £%4 BROHERZMH
AL, #5HEBAOKREGEIT. #T109~12.5g (FHfE : 11.8g) . M T 10.6~12.5g (¢
B : 11.6g) THH. WIThOEYOERE D FEHEEL20%NTH- 2,

FAERIZ. A—HER (19994 9 A 16 H) OARBREORWHEERbh2#%241% 3
RickRICT— L. MEHOKEICIDEIMEL Tz, 0%, EROFEKRENIZITHEFL
1% E DT 1 BEYICM L TH—BM 5 BIEAMEICR O 4 5. M 4 HIOE 8 HIZBIRL
TEIO T2, BEMICONTIZ, ARBO—BRBIZEREN 2L, %O RBHRE K U
FREO R 12 L2 RIR L /=, BOTROKRFEHMIL. HABRRIOEAL 2,
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4. BERMH

BYNE. W 21~25C, MHANRE 40~66%. HKIEE 1 B 10~15 E R OMRET 1 B 12 B
il (07:00~19:00) DFAEE (915 5%) THEL . SBYWROHERIL, HABY T
WK (RUA RT7Lb—2  BEFr— I - UN—K¥REH) 2ANETSSAFy 78T
=2 (W340 X D450 X H 185 mm : H&A Y L 7Rt ICRHEMBA TRAEL, B
TR (BEHRIRE CRF-1: 4 T2 & VS TR RO (RS HEAKEAK
K E ) ZBEICEIRE B, BB OFHERIZ TS50y hREBEWE —2 (W 254 X
D350 X H170mm : U— R PZ7 Y O 7H%ARM) ICEBICNA L. BEAE (RN
WHE CRF-1: 4V T 5 BB TERRL) ROMKEK (HEHBHRAEA « HEkEE
A ZEHICERE S, MEERCKREFOBEREICEL T, bRl -z20y +
IZDWT, REUIENK (F 6 B) ICHEEABRRRBMIL Y —THML=TF—F 2 AF
L. £z, 8BKIZDOWTIE, KEEICERL ZKEO2H 2 M EEANEFREEERFRE L
HICEME (4 E) WKEL. BT 2AFLTENTNREDORNWI L 25
AU TREL .

W BRI 21 HO#RE, ~BRREBOBEZRUBERER TRIZT > 72,

5. BEERUZTORTER, HERLTICHYN |

BE5EIL. 28 HREIRERORGHESARDY O%ER (0. 60. 160. 400 XU 1000mg/ke)
ZEBLZLET. p2 b7/ FMIDADS Y NHAERIIBIT2HERSHAR? (¢
fHadER) DHERESEBICRE L. Iabb. PR T 110, 160. 230 kT 320mg/kg &
1 BHERES 6 ICOFHAERT v M 18 Bl (£t 4 B2 5 21 H) REKOKELEEZAS,
320mg/kg ¥ 5 OHE 5 H 2 H. 230mg/kg 1 5-BEORE 3 H & 1 HIK T 160mg/kg 1% 5-8F
O 1 FIAEREBR R EORRLER L TRELE L. —h, £EFAICB T 2 #E#E S LTI,
230mg/kg B ESFOMEKR TN 320mg/kg % 5-REOKE T K G ORRIL R SHIMOMIcAa 51
OHZT, REHESE, RGN IBEERE. HRERVBEEROVWTNICORBMERS
DEEIEDENLMN oz, T, 28 HEIREREGEFEHARICBWTHRTCKRUIETERD—
RAR O R ER S OXE L EZ SNDEIZRD SN o7z, LEd> T,
ARBRTEHEENZFEL 5NN EZZS5NS 160meke £ EHBE L. U TAKK 1.4 T110
KU 80mg/kg 3 HBZHREL., THUTHIBHEZMA TEH 4B &Lz, 1 HOBYEIIR G
B TRAICHIR T 2 RICHERE S 6 T, 9 AR ORERIMK TRICHIB T 2 8ICHERE 6 ITOF
12L& Lz, BBRERVBEY I EICHD DI EHEROEMETREUTIIRT.
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Bimnk 2=
HBE | 58 B E |®RS5FE | BE5RTEIREE PR T FIRRE
(mg/kg) | (mg/mL) | (mL/kg) BN BYES B BB s
pog:ichicd 0 0 10 # 6 1001~1006 6 1007~1012
i3 6 1101~1106 6 1107~1112
ERER 80 8 10 73 6 2001~2006 6 2007~2012
i3 6 2101~2106 6 2107~2112
FRAERE 110 11 10 i3 6 3001~3006 6 3007~3012
i3 6 3101~3106 6 3107~3112
EHER 160 16 10 73 6 4001~4006 6 4007~4012
i 6 4101~4106 6 4107~4112
FEROBMBER
BT HRE§Y
BEWmES 1 2 3 4 5 6
A REE /R 1# i 1 3 Vi3 i HE i3 1 i J4:3 i3
pej:ickied 1001 | 1101 | 1002 | 1102 | 1003 | 1103 | 1004 | 1104 | 1005 | 1105 | 1006 | 1106
i
f% ﬂiﬁﬁ§%£¥} 2001 | 2101 | 2002 | 2102 | 2003 | 2103 | 2004 | 2104 | 2005 | 2105 | 2006 | 2106
)]
gg thFE# | 3001 | 3101 | 3002 | 3102 | 3003 | 3103 | 3004 | 3104 | 3005 | 3105 | 3006 | 3106
5
SRR | 4001 | 4101 | 4002 | 4102 | 4003 | 4103 | 4004 | 4104 | 4005 | 4105 | 4006 | 4106
REEHRRIR T SR B
BB ES 7 8 9 10 11 12
FAERR R # i i3 i3 3 i3 HE i3 # li ;3 i
priickied 1007 | 1107 | 1008 | 1108 | 1009 | 1109 | 1010 | 1110 | 1011 | 1111 | 1012 | 1112
i
% {EFERE | 2007 | 2107 | 2008 | 2108 | 2009 | 2109 | 2010 | 2110 | 2011 | 2111 | 2012 ! 2112
E
B PHER | 3007 | 3107 | 3008 | 3108 | 3009 | 3109 | 3010 | 3110 { 3011 | 3111 { 3012 | 3112
5
BB | 4007 | 4107 | 4008 | 4108 | 4009 | 4109 | 4010 | 4110 | 4011 | 4111 | 4012 | 4112

6. BVOBBIRUT —SADERTR
BEYICDOWTIE, ARRH/NEY A ERE D TEGKES 217> 2. HERITDOWTIE,
BRI BN THEICAR 2T, RBRBOBNE2To72, /-, WEHMPIIH
B & UTHAEROEIE @I > 7 2RA L 72, KEHRE THHREMIZ. B
NEYERZ DT TREEN 2T o7z, #EES -, WEHM SIS — 2 5OV
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5. BEYEE. BEYOHERS, HEBOTHES, BIHHE. BERRRVBRERS
L. REHIMT (MILBOREHMK TRIREY) BRS5E B JLapitans
F—IINIICRBRES, RERK. #E5EB. 4. 9HEE. BERERVHBRTELZTHRL.
#RL%,

7. HBRE5EROBRER. BREFE BEHEROKELR

BERBIT, E hNORBRERE L TTFHINIROKEEZRINL /-, REXERIZ 10mL/ke
HELL, 2RHUF/FEAWTIAIERTH (09:12~12: 16 D) . £% 405 21
BETOD 18 AMKEROKRSE Lz, MEEICIIEE (0.5wv%CMC-Na /KIFHK) 2 RFICHK
Bl BHEZEOBREHERI. BFOKELREEICEH L. KEHMIZ. 9B8ME L.

8. WEHZE
1) —RREOBIR |
EFARIIONT, REHEFIEN 3 E GG LBEEERVEY 2 Bk, 24
L. TIEEGABZHRSAERSERZD 2 B) . (KREHBTEEE 1B R . S8,
RAL - B8 B - BE. 78, #RERZEO—BRREZBRL . BB OVWTIE.
WEREZ 1A 18 (FaiP) TEELEDN, WINDERIFTHD ., KXABROFEEN SR
L7z,
2B, UTFotkB24% 0 B, S 5HKBBEZ2KS5 1 H. 5 1~7THZREE 1H, £
=, MEKTHOEAZKE1H, KE1~7THEREE 1EBEERL TRRLZ,
2) {REJE
EHERIZDOVWTERL .
5T, %51, 4. 8, 11, 4 KRU18 H (£ 4. 7. 11. 14, 17 XU 21 H)
OEERICREL 2, KEHMMPIIAE 1 HRO7THICHIEL, £ORIBZ7THIEITHE 1
ERIEL -, BIEL. 08:26~10: 45 OMIZIToz, £z, HMBREERRINOLD, #
B TEROMAER TROBRBIZHH 16 BEHMAROKEZRE L 2.
3 BHEENE
REHE P O2HERITDODWTHREL /2.
AREE 1 RIIKRE 1AL 3HEREIHNS THETOD 2720 L 4 HFEOAEBRE
., TOBII3I~4ATEIT3 BN 4 HEORBEEREZME (08 : 39~11 : 18 OfH)
L. 11 HEZEHL -,



4) HMLB%

B-4315

SHAERIIONWT, EHEAE2E% TR 11 A, UEdHBE4E% 11 RO 14 H, Bl
A E% 14 RO 17 B, ERO241% 35 kN 42 A, £/, BEAFEAR B E%

42 HR U 49 HICHEL /=,

5 HeeRE

EHERIIONTES 18 H (B#ERE5%) CHEARN. ARRN. ERRH, ZPER
RAEBRVCENMRKE (Preyer X&) ZEEL &,

6) RBRE

HIEE 9B (KE60~61 H) IT2FERICOWTITo /2,

SHERE, FEMERBL LY FLES—IICAEL. #fR - BEBEKT T 4 BRER
ERER L7z, £0%, HABAR - BHBKT T 20 FEREZHFR L. f5hzRE2RANWT,
ROFHIZODWTHRELZ, &b, ERLAERNO 4 RERIZOWT pH L TFTUHEETO
BREZ, TORIGEONZ 20RHEIRZAVWTEBEZME Lz, £, RER 4 FEEY
20 BFMIOREZ G L THEH L 7=,

BEEE | A B
pH URIFLET 7A B (R —R 2]
= hBEE URIFLET 7A R [ E—R%]
Ak URIFLET 7A SRBH [RmERE—R2]
ZIa—2 URIFLET 7A BB [HRRERE—RI ]
= i URIFLET 7A B [(Rr#BE—R%]
EUILE> URIFLET 7A B [(BRRHEE—FI2E]
TOEY =4 URIFLET 7A #5053 (85—l
iR PIIREI%Z
/i iRk
RE (24 &) BREAE
BETE KRR TRD
5 I U e 28

a) : mini AUTION ANALYZER MA-4210

(REERE—FLE)

a)

a)

a)

a)

a)

a)

a)
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b) : ZEPBBENERE F—M7RZXFZv b OM-6030
(R E—R)

7T MEFRE

B 5 R CREEIIRA T OB A OBIRERC, §TEM5—%K (K 16 ) a3 822
HEREZ, T-TIVURETICHEL., BRE5HRKTRSIRBIYIERBIRD 5 ~/8) 240
BUZENREICLEZRRL. EDTA2K MERME (SB-45: X Ay 7 AM) 1K
ImL 25 Lz, WEEHIRK TRHREMITEAEIRD 5 EDTA-2K MERm#E (SB-41 :
AR 7AW TmEEERL, TNENUTOHEBICDWTHE L 2. HIZTKRIEHM
B TRRBREMICOVWTIE, 3.8% 7 T2 M) U AZMA AR ITLKEFHRL., Zh
i O EE (3,000 rpm. 100/ LTHoNzmEZAWTT O bo 2 E 2 REKRONE
HALE S FO 2R TS AF UEEICDOWTHREZETT - 72,

BEHE W o® H B 47
FRIMERE (RBC) BRUEPTE LR HE 104/uL
AEFOESE (Hb) LT LA RAESOE LS g/dL
AT R Uy ME (Ht)  FRIMEREER N 5R MEBRA T 5 H %
SEHRMEKAEE (MCV) BRUEHFIERIEEKS fL,
SR mEkmAEE (MCH)

RMRE R UANES/OEENSBH pg

SR ER M K RE (MCHC)
NEFOECBRUAT R Uy MEDSHEH %
MIRMIkE (Reticulocyte)

Brecher % %
f/iE (Platelet) BRI bR 104/uL
B EkE (WBC) BRUEH B Lk 102/uL,
B IMERE 7% May-Giemsa 412 & % Skaik %
JohkorEURM (PT) 70w RMED s
EHALIS hO R T 5 ATF K (APTT)

0w hEd s
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58 F U 8 M 3R
¢ : I-IIY—2HHSHAMRY FIH¥— T80 Ny <> - 2—=)L5—k)
d : MEEEESHAEEE ACL 100 (Instrumentation Laboratory)

8) MmmILFmE
MEFRE DD O & REHIC, BRERD S B LU 7ZmEz /3D > e BRE I
0EOHBE (3,000 rpm. 1031 L. B5hzmE2AWTUTOERBIIDWTHIEL
e

BEIEE W & H ¥ LS A
GOT UV-rate i’ TU/L
GPT UV-rate ¥’ TU/L
LDH UV-rate i IU/L
7 -GTP 70 M3V FY-4-Zhay b ke IU/L
AlP Bessey-Lowry ¢ TU/L
%31 A50—)) (T.cho)  CEH-COD-POD i:® ‘me/dL
MUZUETA R (TG GK-GPO-POD #°’ mg/dL
U >H§E (PL) PLD-ChOD-POD ¢’ mg/dL
MEVIES (Thilirubin) 7V EUIE Sk mg/dL
2 )V a—Z (Glucose) Hexokinase-G6PD i%°’ mg/dL
R¥%%F# (BUN) Urease-GLDH %’ mg/dL
7 V7 F > (Creatinine)  Jaffé i’ mg/dL
FhRUT L (Na) 1 F BRIREMRE S mmol/L
Huos (K 17 BN EMmES mmol/L
H*% (CD 1 F BRIRBMmE S mmol/L
AVl (Ca) OCPC #°’ mg/dL
HH) > (P) BT T UMk mg/dL
Wi ABE (TP) Biuret ¢’ g/dL
772> (Albumin) BCG ¢’ g/dL
A/G Lt (A/G) RIEAVEBEROTIVT I b 5B
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{5 R0 2R
e) : ZBA®SHEE Monarch (Instrumentation Laboratory)

9) JRHEERE
(1) HREUBEERRHE
EFAERIIONT, FMEEABIRYIEIC X 0 RmBIEE B, AR, @EE. WHK
VEHZ2ZOLFOHE - ARICOVTHMICEE - BB L. ROT. RIRTEE -
HRICOWTHEER EHER) 2HE (b, TEARUTRRBIIEER. Tof
CEERTICHIE) §5&E0I1C, HMEREHIRFOKEN S, (KE 100g 2472 0D O
HEZEHUZ, 28, *HZ DI 2B OBEICDOWTREAN % ICHIE L, 2
DEFHETHM L 2. BEMITDOWTIE, HSHIMKTREREY & R T—5 Vi
BT THEABIROMIC K D BEES BRI L 20, BRESGERD S NT, £ARBRONME
MR LTz,
Bd, TaEME, BRER (EE/MEEED) * IR, OR. M (KREXZ2E8D) . FE.
PR, ERE. BB KRS, RSE Lk SR, FE
(2 REMABTRE
EFERIIDONT, ROBE - HMZE ) S EEH 10% KL< DR TEE (2750,
IRER. N—F BRI OHEMRITY CREER TR L= 3% VY IV 7ILTE R-2.5%K
WY ARTEE, BEERURER KT Y W TEE LB CBRE 10% KL< Y
CHBTRELRE) Lize RWT, TREBELERE - MRICOVWTNT 70 AL,
Z D3 bR E MR MREHMA TRRREYOMBR EEHRRICOW TR &L,
AR BPFIY Y- IF VY (H-E) REETVERLE, TORE, HBWERSICX
LEMADBED 5NN o /2, FRMEARBICIOWTIERRLAah-o7z, 2B, |
IRMBEETMICOWTIE, ARICERA<SERL =,
KB DN, BEEW@IE. LEHRZ. B, G, N—5F R, FTHEE BRER (-
B/AMEEED) . BIE. IR BB, BT > N8 BB SOSH, OB BXE
k. K&, i (GEXE2E) & &, B, T8 28, [iE. 55 &5,
Ei. TR ST, B BE BB, Bk B BERE LK R, HEE
SEE, TE. B LR WE (BHZzE0)  ARE (BHZ2E0) . KEHEES.
BE (BB . WeEE, BRI (B . AR EEI
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9. HETERATS +

HEREHB O S BEEALZABEITDONWT, 7 Bartlett HICE D SHOSEOE—HOK
E CHEKYE : @il 1%) Z2iTo7. TOE. 78NE— DB EICIE Dunnett #EZ2 W TH
M ESREGREOTIEOEZORTE (FEAKE Wl 5 R 1%) 2. 2B —TRWES
IZ1E Dunnett D /1% (mean rank test %) Z AW TR & &% 58 & OB O E DK
E CHBKE : il 5 R 1%) 2iTo/k. £ ROBURHEBIZDOWTIE, Ry ek

(FRUKEE . mfll 5 RN 1%) %, WEEBEREORMIT DOV TIZ. Mann-Whiteny O U
E CERKE : Frfll s R 1%) 21707z,
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HERER

1. —RRREE
FRA& % Table 1-1. 1-2 %X Appendix 1~8 IZR L 7=,
D #&EHRH
NSO RERZA S Nzho .,
2) {REHRH
HEHE N T NOEMIC B RFEIH S Nz o 7z,

2. @B
A& % Fig. 1. 2. Table 2-1. 2-2 %X Appendix 9~16 1277 L /=,
D #5 0

KT, 160mg/kg HREH TIREG 8 HITARRERMERFD SN/, TORITABE &
[FERICHERS L 72, 728, 110me/kg B EBE TR S 11 BICTH R KMEN A 5 N3, 160me/kg
BREBHTEEN R HRICEEL ZE TR Mo .

T, HE5HME2E LD TEHRSBROKE IR & FRICHEB L 7,

2)  IRESIR

BT, AR 42 ADBEA RS HOERERITRBICHARTE MG Z 7R L. 160mg/kg %
BE#TIIARIE 49 HIZTABEDRD N,

T, AREHIR 28 U TEREGRHOBREIT IR & FRRICHERS L /2.

3. {EEEE (KREHBRPOHHE)
pki& % Fig. 3. 4. Table 3-1. 3-2 % T\ Appendix 17~24 IZR L 7%,
HETH, 160mg/kg 12 58 TR 38 BICHBREENA SN,
METIE, REHMZE U TERGROBHEITHRE L FRICHB L 2,

4. SMLEAZ

FRkAE % Table 4 2T Appendix 25~28 IZ/R L 72,

HEHREGBROMEEbIC, EREL, YEHH, IRRFAZR. BRORCBREGFARDIHEOR
HIZDOWTHER EOMICERERS NN - 72,



B-4315

5. PHREIRE

k4% Table 5 & UX Appendix 29~32 TR L 7z,

B EGROMRE - HI12, BILKE. ABRKEH. ERARE,. ZHIERRNRVENRS (Preyer
&) OBREIZDWT, MEREEE OMICEITEED S hiah - 2,

6. PRRE (th3EE 9:BICDHRHE)

%A% Table 6-1~6-4 2 U\ Appendix 33~44 TR L /2.
BHREHOMEEEDHIC. BERYEREICLD EEZSNIELITED SN a7z,

fitiz, YyOoEY /=S OBERBAON 80mgkg BEHOMIC, REOHFELBMA
110mg/kg X S5BOHEICHA S NN, WIhd ARICEHEL 28 T3 anho 7z,

7. MRFRE
kA& % Table 7-1~7-4 & T Appendix 45~60 IZR L 7z,
1) HEHMK T RRE
MRS BT, FHRERIABBOMICERRD SNaho Tz,
2) IREEHIRIE T RIRE
BTSRRI AR BE OB B 8EINA 160mg/ke %5 ICH SN,
fitiz, 7o ko2 ECREOAERREED 110mgke RGEIC, BEHCEY2> F O RS
S AF R OF BISEMED 80mg/kg BEFITHALNLN, WINbHRICEEL (L
TREh -7z,
T, FIFRMIER M AR E DA RREAH 160mg/keg HEITH SN,

8. ME{LHRE

Fk#& % Table 8-1~8-4 K U\ Appendix 61~76 IZRL /=,

D HBEHIERTRRE
BT, MUY LOFEEREAN 160meg/kg H5BICAH SNz,
T, FEREHIMBEROMIEZRRD SHhaho Tz,

2) R THRE
BETIE, &RGHIGEROMIIERIRD SNah - T,
T, F MUY LAOEERLRBINM 160mg/keg RERIZH SN,



B-4315

9. BWEEE
i % Table 9-1~9-8 KX Appendix 77~124 1277 L 7=,
1) BEHEKTRRE
M E B2, BBMERSICHEETSEEZ SN RBD s hEh- 7,
2B, FFBOHMEROFE RN 160mg/kg REHOMBIZHA SN, FBEOK
BORMBEICERTAELEEX SN, T, FRBOKEN R CHEMEROAE R HEMA
80mg/kg S HOMICHA SN, AREICEEL 28 TIdan-o &,
2) IREEHIMMA T RRE
MR E BT, HBRYBERSICHEET 2 EEZ SNLBIERD s Naho 7=,
2B, MOMMERORRERBAN 160mg/ke R EGHOBICH SN, FIRFFOAE
OBEICERT DB EEZ SN, £z MOMMN EROHFZ R HMMA 80 R 110mg/kg
BEBHOBIZALSNZN, ARICEAEL BTN 7,

10. BIRFRR
F%A&% Table 10-1. 10-2 KT Appendix 125~140 IZR L 7=,
1) BEHIEKTRRE
MRS BT, BYERGICERT 2 EFZFA SNSRI RD s NBho 2, B, B
DB FRBEDOME 1 #11 & 110mg/kg SR OMEHES 1 6. BB OMEN 80mg/kg 5
BOK 1 FICHSNA, HBRREREZZAER P S WINSERFTR S HIEL 2.
2) KRR T RRAE
MRS B, BYHERSICERTEEA0NSE T DNl k. 2B B
ORI RO 1 4], BRIENWIEES 110mg/kg HEFHOMS 1 flicHa 5N
N, HRREOREZEERD S WTN O EFER R S HIM Lz,

1. REARPRE
FRA& % Table 11-1~11-6 2 WX Appendix 141~148 IZ;rL 7z,
1) HEHEK THEHRE
M- Biz, HBMEBERGIHEET S EEASNLSAEIBED SNaho Tz, TaB, B
TOFRNH SN, T O HEIRG B OIRE AR S BFEFT R S HWT L7,
FEAE . REMEBREE CIREEOM 1HD . Bl CHREEOEE 160
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FRIR (ERMEZED)

7 MR
Bl

=15

B EMIR CHERBEOME 1 61)

PR B O 1 61)

SPIE B PRI CRtBRBEDHE 1 #11& 160mg/ke IREFFORE 2 61) | Fig (N
B OM 1 61& 160me/kg H-5-EFOME 1 5l K% U I AIRATIC BERT AR
D 5N HREEOME 1 #1& 110mg/kg 5B O MRS 1 61)

HE (KRR ICAIRICHEENGED 5Nz 80mg/kg RERHOH 1 61)

KE#HTRHRETRR LICMONRE - #3705 KM, /M, FRE(HER) . A e,

IRER, 2%, MaRR. PREE. BTV /N6 BREY 288, OB BRER. SF. i (&
ExEED) . fE B, 2B =B 15 5B &5, 5. SR . &
B, bt FEEL. B bk, BONZAR. KRE. DR TE. B LR WE (BHESD) .
KERF (H#EZE0) « KRAERHACRE (BRER) ICRERIGED shaho 7z,
2) RIEHIRIM T R
ML BT, BRYERSICEET S EEX 5N EEEBD s o 7z, 788, K
TOFRNA SN, ZOHBUIRR K NRE2RIMERD S EFERT R & WML .

H
JFF R

AR RO RIEMEE R CIlH & 160me/kg x5 H OREE 1 6i)
TUNAZFIE G REBF ORE 1 4] & 3 $i K U 160mg/kg 5 BEDOMEHES 1 61)

IR (LE/MEZED)

=1

=
<t
&

HRER

REtERAR G REBEORE 1 61)

BRiaE O HBEORE 1 5Kk ORIREIC IRAYIC B B IRRMERD 5 hjz Xt
HEH & 110mg/kg REBORES 16 . KT LR OFEEM/IME CHfRERE
D1 2 #l& 160mg/kg B EH O 3 F1) | FEEMIRME HHEBEO 1
g . B (FURFRICRIBMICEENAD SN RBEOM 1 61) . BT
M CHHREEOIE 1 #)

HINLARA CHIR#E S 160me/kg B EHOK 1 #) . MEOHBMEEE o
H#D 3 #l & 160mg/kg HEHED 2 )

AROAKIL CHREEDOH 161 | #EOAKIL (160mg/kg 5RO 1
Bl . MEAE (160mg/kg I 5REOME 2 #)
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¥ =B

p=bhO7x /=) F MU T LOREROZLERHOFEEZORBEEZHERS Y FE2AN

THRAtL 7. #%5&I3 0 (0.5wnv%CMC-Na KiEHK) . 80, 110 XX 160mg/kg/day & L. 1
BEMERES 12 IO Sprague-Dawley % SPF Mf#E S » ~ (Crj:CD(SD)IGS) 414 4 Rl 58t
b (E% 21 H) £TO 18 HHREROKRE L, 0%, FEHA (1 BikE#ES 6 L) 12D
WTIE 9 ERREL 7=,

BB R ORENM2E U TREEYIASNT, —RREORELED SN,

RETIL. 160mg/kg RGO TR EMIC—BEOEBERMMERED SN, BELN
SHBYMERGOXEIRE I N, 1B, KREHEPICHOBSESROKENMBRZ LE
oz, LML, KEHIMOADET, BREHMICENZSNTEPHRICEEL TN
ZEMS, BRNRELLEEZSN.

KREHE P OBER T, 160mgke FE5HTHRMERTRERANA SN, KEREK
BROBELEEAONE.

HERD G EFEE MR OSBRI L T, RYEREOREIRD s o,

REHBORBRE T, HKBRYWERGOZEBIRD SNeho T,

MEFRE T, REHERTRICRBRYER S OB IA NN o2, ad, KIEHR
R THEIZ 160mg/kg 5RO TYEHR MR M ARIBEOEMD 2 VIR DR B 5 N5,
EALDOH RN —E TR, MORMER/NT A —FITRENZNWZ ENSERNBEILEE Z
5N7z.

ML ERE T, RSB TRIC 160mg/keg H5HOETTF MU T AOEIORA SN,
LL., BEXDT (MERO 1%H) THO. FrUTLBPORERERS XS BEWL (F
FdHDNVIBERERE) bROOSNBNWTIENSEHROLEEEL ONZ. T, KEHH
HTHEHCIE 160mgkg BEROMETT MU I AQHINNA SN, KEHMOHAORELRE
LTH D BROSEEZEX SN,

FRHEFRE TR, BEEE, IREVFEHBFREOVNITNICBVTHHRBYEREOE
B3O oNhoT.

UEom<, . p-=2ba 7 /=T MU ILEHEIRS v M 18 HREIRERORE LR,
160mg/kg G5 BOM T BIEOKREHEMMHNRD 5Nz, —F. HD 110mg/kg LU T O
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E#REUVHOBZEEHTIE. #RYEREOREEIRD SNz,
INSDHERMNS, AHRIZBITS p2bO72 /) =NV FMNITLDEZERIZIKET
110mg/kg/day. MET 160mg/kg/day LA L EHEE SNz,
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)

p=bhO7x /=N FRITLDTy FHERICBIZWEHRSAR (FHAR)
B2t R S —F vy — HBREBES 1U-1702)

> [

p=hO7 /=) FRUTADTy NERWE AR EE B 25T 28 HEIRERED
BE5HEEHER Gt R )Y —FE 25— REBRES :B-4201, 2000)

3) Shayne C. Gad and Carrol S. Weil (1994) : Chapter 7. Statistics for Toxicologists, In
Principles and Methods of Toxicology (A. Wallace Hayes, ed.), 3rd ed., pp. 221-274,
Raven Press, Ltd., New York.

4)  PEATEIEE (1981) : ZEhEEM—stEI &M — I, pp.23-27, I KFHRE, H.

5) ARG (1981) : XNV — &t & f#HT — 11, pp.387-389, ALK EHIR=, RAL.



Attached Data 1
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Stability and Homogeneity of Phenol, p-nitro, sodium salt

Testing Facility
Date of Analysis

Study No.

Test Article

Vehicle

Prescribed Concentration
Form of Sample

Date of Preparation
Prepared by

Storage Condition

in the Dosing Suspensions

: Bozo Research Center Inc.
: March 30, 1999 (initial)
: April 8, 1999 (24 hours at room temperature following 8 days

of refrigeration)

: A-1108

: Phenol, p-nitro, sodium salt (Lot No. 8]J-001)

: 0.5w/v% carmellose sodium aqueous solution

: 1 and 100 mg/mL

: solution (1mg/mL), suspension (100 mg/mL) ¥

: March 30, 1999

: M. Takasu

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

tight container

Method of Analysis : high performance liquid chromatography
Analyzed by : K. Fukuda
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed Determined Concentration (mg/mL)
Concentration ", 24 Hours at Room Temperature
(mg/ mL) Initial following Day 8 of Refrigeration
Mean + S.D. ” 1.00+0.01 1.00£0.01
1 C.V.9 (%) 1.0 1.0
Extant Rate 9 (%) 100.0
Mean % S.D. 99.37+0.54 99.68+0.55
100 C.V. (%) 0.5 0.6
Extant Rate (%) 100.3

:)): solubility: approximately 60 mg/mL

:n=3

°); coefficient of variation

: proportion to initial concentration
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Concentration of Phenol, p-nitro, sodium salt

Testing Facility
Date of Analysis

Study No.

Stage

Test Article

Vehicle

Prescribed Concentration

in the Dosing Solutions

: Bozo Research Center Inc.
: September 17, 1999

: B-4315

: before the start of administration

: Phenol, p-nitro, sodium salt (Lot No. 8J-001)
: 0.5w/v% carmellose sodium aqueous solution
:8, 11 and 16 mg/mL

Form of Sample : solution
Date of Preparation : September 16, 1999
Prepared by : M. Takasu
Method of Analysis : high performance liquid chromatography
Analyzed by : K. Fukuda
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed : i
. Determined Proportion to
Co(nrﬁzr/lg:]lj)lon Concentration (mg/mL) Mean Prescribed value (%)
7.96
8 7.95 994
7.94
11.2
11 11.2 101.8
11.2
16.3
16 16.3 101.9

16.3
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Attached Data 3
Concentration of Phenol, p-nitro, sodium salt
in the Dosing Solutions
Testing Facility : Bozo Research Center Inc.
Date of Analysis : October 5, 1999
Study No. : B-4315
Stage : day 15 of administration
Test Article : Phenol, p-nitro, sodium salt (Lot No. 8J-001)
Vehicle : 0.5w/v% carmellose sodium aqueous solution
Prescribed Concentration : 8§, 11 and 16 mg/mL
Form of Sample : solution
Date of Preparation : October 4, 1999
Prepared by : M. Takasu
Method of Analysis : high performance liquid chromatography
Analyzed by : K. Fukuda
Person Responsible for
Analysis : T. Tsuda
Results
Prescribed ; i
. Determined Proportion to
Co(n Ifl;lrtrrlf)mn Concentration (mg/mL) Mean Prescribed value (%)
7.88
8 7.90 98.8
7.92
11.1
11 111 100.9
111
16.4
16 16.4 102.5

16.3
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Body weight (g)

B-4315

600~
500+
4001
300k
200+
100 Female " o—o 0 ng/kg
~ A~ — A B0 mg/kg
% O— —m 110 mg/kg
q}/{!//4a,45—49”4§ o——o 160 mg/Kg
| ! L | L1 | d { | | | 1 | J
14 8 11 14 181 7 14 21 28 35 42 49 56 63 (day)
 Administration H } Hecovery |
Fig.2 Body weight new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks
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Food consumption (g/rat/day)

40

30

20

10

Fig.4

1

B-4315

0 mg/kg
A~ — A B0 mg/kg
0— —m 110 mg/kg
&—-—¢ 160 mg/kg

o——=

I 1 1 | 1

| 1 1
710 14 17 21 24 28 31 35 38 42 45

| |
49 5 56 59 63 (day)
Recovery -

Food consumption new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks
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Table 1-1 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Day of administration
Sex Dose Findings

mg/kg la) 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
0 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
Male 80 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
110 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
160 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
0 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
Female 80 No. of animals 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
No abnormality 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
110 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
160 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

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, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Week of recovery

Sex Dose Findings
ng/kg 1 2 3 4 5 6 7 8 9
0 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality [ 6 6 6 6 6 6 6 6
Male 80 No. of animals [ 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
110 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
160 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
0 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
Female 80 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
110 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
160 No. of animals 6 6 6 6 6 6 6 6 6
No abnormality 6 6 6 6 6 6 6 6 6
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Table 2-1 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Day of administration

Sex Dose Gain
mg/kg 1a) 4 8 11 14 18 1-18
0 No. 12 12 12 12 12 12 12
Mean 11.9 19.1 30.0 38.1 45.5 60.2 48.3
S.D. 0.3 0.6 0.9 1.5 1.9 2.7 2.7
Male 80 No. 12 12 12 12 12 12 12
Mean 11.8 18.9 29.2 37.6 44.9 60.1 48.3
S.D. 0.5 1.0 1.7 2.1 2.7 3.4 3.4
110 No. 12 12 12 12 12 12 12
Mean 11.7 18.5 28.8 36.2# 43.3 57.8 46.1
S.D. 0.2 0.7 1.3 1.6 3.0 4.8 4.8
160 No. 12 12 12 12 12 12 12
Mean 11.6 18.7 28.6+ 36.4 44.0 59.3 47.6
S.D. 0.5 1.1 1.6 2.1 2.8 3.9 3.8
0 No. 12 12 12 12 12 12 12
Mean 11.6 18.5 29.1 37.1 44.0 58.6 47.0
S.D. 0.6 0.7 0.9 1.3 1.7 2.8 2.7
Female 80 No. 12 12 12 12 12 12 12
Mean 11.5 18.5 28.5 35.8 42.5 57.7 46.1
S.D. 0.5 0.9 0.9 1.6 1.8 3.1 3.0
110 No. 12 12 12 12 12 12 12
Mean 11.6 18.7 28.8 36.7 44.1 58.2 46.6
S.D. 0.3 0.7 1.5 1.9 2.3 2.7 2.7
160 No. 12 12 12 12 12 12 12
Mean 11.5 18.7 28.8 36.3 43.1 57.6 46.1
S.D. 0.4 1.0 1.2 2.1 2.8 3.1 2.9
Unit : g

a) : Starting age was 4 day after birth.
Significantly different from control group (#:p<0.05)
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Table 2-2 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Day of recovery

Sex Dose Gain
mg/kg ) 1 T 14 21 28 35 42 49 56 63 1-63
0 No 6 6 6 6 6 6 6 6 6 6 6
Mean 64.2 101.9 163.5 229.3 289.2 344.1 378.7 411.1 441.0 463.1 398.9
S.D. 4.0 4.4 6.4 10.4 14.9 22.7 24.6 27.7 31.8 37.3 36.6
Male 80 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 64.2 106.3 172.1 239.1 301.8 363.9 406.2 447.5 477.6 503.1 439.0
S.D. 4.0 5.1 6.9 9.3 13.4 18.8 24.3 30.0 38.0 39.3 39.7
110 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 60.3 101.4 168.4 238.9 302.2 364.3 407.8 448.8 478.2 507.1 446.8
S.D. 7.4 9.6 15.2 14.5 18.1 23.5 28.4 32.4 39.4 43.1 39.7
160 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 64.7 106.2 172.8 242.5 308.2 370.0 413.5 453.8+ 483.0 509.7 444.9
S.D. 3.0 5.7 11.1 13.5 17.6 22.1 21.9 23.2 25.6 29.0 28.0
0 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 62.7 97.7 146.9 185.3 212.0 235.3 255.4 277.7 292.3 302.5 239.7
S.D. 2.0 4.5 9.2 14.2 12.6 20.4 20.0 22.3 29.4 29.2 28.1
Female 80 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 60.5 96.4 142.4 177.1 202.4 228.8 247.1 263.1 276.0 284.8 224.4
S.D. 4.2 7.1 11.2 14.9 17.9 20.6 22.7 23.8 21.5 18.9 15.2
110 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 61.3 97.0 145.9 182.3 208.7 231.8 252.9 276.4 292.8 302.1 240.8
S.D. 2.8 5.5 8.5 13.7 18.4 27.6 35.3 43.3 44 .4 45.7 44.7
160 No. 6 6 6 6 6 6 6 6 6 6 6
Mean 59.8 95.3 142.1 178.7 202.3 224.8 249.1 261.4 274.8 278.6 218.8
S.D. 3.9 6.7 15.3 20.2 22.8 27.7 28.3 31.0 35.8 36.2 36.9
Unit : g

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



administered orally with Phenol, p-nitro, sodium salt for 18 days
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Table 3-1 Food consumption of new born rats
and followed by a recovery period for 9 weeks
Day of recovery
Sex Dose

mg/kg 3 7 10 14 17 21 24 28 31 35 38 42
0 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 9 14 17 20 23 26 27 28 29 30 30 30
S.D. 1 1 1 1 1 2 2 3 3 4 3 4
Male 80 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 15 18 21 24 26 27 29 30 32 32 33
S.D. 1 1 1 1 2 1 1 2 1 2 1 2
110 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 9 15 18 22 26 28 29 30 31 33 33 34
S.D. 2 1 2 2 2 2 2 2 3 2 3 3
160 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 14 19 22 26 28 29 31 31 33 33+ 34
S.D. 1 1 1 2 2 2 2 2 3 2 2 2
0 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 9 13 17 19 20 20 20 21 20 21 22 22
S.D. 1 1 1 2 3 2 1 2 2 2 1 3
Female 80 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 9 13 16 18 19 20 20 21 21 22 22 23
S.D. 1 1 1 2 1 2 2 2 2 2 2 2
110 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 10 14 16 19 20 21 21 21 21. 22 22 23
S.D. 1 1 1 2 2 2 3 3 3 4 4 4
160 No. 6 6 6 6 6 6 6 6 6 6 6 6
Mean 9 13 16 18 20 20 19 21 21 21 23 22
S.D. 1 1 2 2 3 2 2 2 2 2 3 3

Unit : g/rat/day

Significantly different from control group (#:p<0.05)
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Table 3-2 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Day of recovery

Sex Dose
ng/kg 45 49 52 56 59 63
0 No. 6 6 [ 6 6 6
Mean 29 30 30 30 28 28
S.D. 3 3 4 4 5 4
Male 80 No. 6 6 6 6 [ 6
Mean 31 33 31 32 30 29
S.D. 2 3 2 3 2 2
110 No. 6 6 6 6 6 6
Mean 32 33 32 32 31 30
S.D. 3 3 4 3 3 3
160 No. 6 6 6 6 6 6
Mean 33 34 32 32 32 31
S.D. 2 2 1 2 2 3
0 No. 6 6 6 6 6 6
Mean 22 24 23 23 22 21
S.D. 2 3 3 3 3 3
Female 80 No. 6 6 6 6 6 6
Mean 22 22 22 22 21 20
S.D. 3 2 1 1 2 2
110 No. 6 6 6 6 6 6
Mean 23 25 24 23 22 21
S.D. 4 5 4 4 4 2
160 No. 6 6 6 6 6 6
Mean 20 22 22 22 21 20
S.D. 2 3 3 2 2 2

Unit : g/rat/day
No significant difference in any treated groups from control group.
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Table 4 External differentiation of new born rats administered orally with Phenol, p-nitro, sodium salt 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. of
mg/kg animals T 11 11 14 14 17 35 42 42 49 a)
0 12 0 /12 12 /12 T /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 58.3 100.0 100.0 100.0 100.0 100.0
Male 80 12 0 /12 12 /12 5 /12 12 /12 10 /12 12 /12 6/ 6 6/ 6
0.0 100.0 41.7 100.0 83.3 100.0 100.0 100.0
110 12 0 /12 12 /12 4 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 33.3 100.0 91.7 100.0 100.0 100.0
160 12 0 /12 12 /12 3 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
0.0 100.0 25.0 100.0 91.7 100.0 100.0 100.0
0 12 0 /12 12 /12 7 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 58.3 100.0 100.0 100.0 100.0 100.0
Female 80 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
110 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
160 12 0 /12 12 /12 5 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
0.0 100.0 41.7 100.0 100.0 100.0 100.0 100.0

Upper: Number of pups differentiated / Number of pups observed

Lower: %

a): Day after birth
No significant difference from control group in any treated groups.
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Table 5 Functional examination of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Sex Dose No. of Pupillary Corneal Righting Air righting Preyer's
mg/kg animals reflex reflex reflex reflex reflex

0 12 12 /12 12 /12 12 /12 12 /12~ 12 /12

100.0 100.0 100.0 100.0 100.0

Male 80 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0

110 12 12 /12 12 /12 12 /12 12 /12 12 /12

100.0 100.0 100.0 100.0 100.0

160 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 /712 12 /12

100.0 100.0 100.0 100.0 100.0

Female 80 12 12 /12 12 /12 12 /12 12 /12 12 /12
100.0 100.0 100.0 100.0 100.0

110 12 12 /12 12 /12 12 /712 12 /12 12 /12

100.0 100.0 100.0 100.0 100.0

160 12 12 /12 12 /12 12 /12 12 /12 12 /12

100.0 100.0 100.0 100.0 100.0

Upper: Number of pups with normal response / Number of pups examined
Lower: %
No significant difference from control group in any treated groups.
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Table 6-1 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery perlod for 9 weeks

1) 2) 3)
pH 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 - += + 4+ +++ ++++ - +- R T b 3 - 4= + 4+ +++ -+t
0 6 [¢] 0 0 0 0 1 0 3 2 0 1 4 1 0 0 3 2 1 0 0O 0 6 0 0 0 O 0]
Male 80 6 0 0 0 0 0 0 0 5 1 0O 0 6 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
110 6 0 0 0 0 0 0 2 4 0 13 1 1 0 0 5 1 0 0 0 0 6 0 0 0 O 0
160 6 (V] 0 0 0 0 0 2 4 0 0 1 5 0 0 0 4 2 0 0 O 0 6 0 0 0 O 0
0 6 0 0 0 0 0 0 1 5 0 3 3 0 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
Female 80 6 0 0 0 1 0 0 2 3 0 2 3 1 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
110 6 0 0 0 0 0 0 1 4 1 2 4 0 0 O 0 6 0 0 0 O 0 6 0 0 O O 0
160 6 0 0 0 0 1 0 0 5 0 4 0 2 0 O 0 6 0 0 0 O 0 6 0 0 0 O 0
1) - : 0 - 5 mg/dL +- : 10 - 20 mg/dL + : 30 - 70 mg/dL ++ : 100 - 200 mg/dL +++ : 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 ++++ : >80 mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + 1 70 - 100 mg/dL ++ : 150 - 200 mg/dL +++ : 300 - 500 mg/dL ++++ : 21000 mg/dL

No significant difference in any treated groups from control group.



Table 6-2
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Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks
4) 5) 6) 7)
Occult blood Bilirubin Urobilinogen Color
Sex Dose No.
mg/ke - 4=+ 4+ 44+ — 4=+ e+ et =+ HF 4+ e+ LY Y DY
0 6 6 0 0 0 O 6 0 0 0 O 0 3 3 0 0 0 0O 6 0
Male 80 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O Ow 0 6 0
110 6 5 0 0 o0 1- 6 0 0 0 O 0 5 1 0 0 (4] 0 6 0
160 6 6 0 0 0 O 6 0 0 0 O 0 5 1 0 0O 4] 0 6 O
0 6 6 0 0 0 O 6 0 0 0 © 0 6 0 0 0 0 0o 6 O
Female 80 6 6 0 0 0 O 6 0 0 0 O 0 5 1 0 0 0 0 6 O
110 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 0 0 6 O
160 6 6 0 0 0 O 6 0 0 0 O 0 5 1 0 0 0 0 6 O
4) - 0 mg/dL +- : 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL ++4 21.0 mg/dL
5) - 0 mg/dL += 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL 4+ 6.0 - 10.0 mg/dL  ++++ : >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dL.  + .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 :
Slgnlflcantly different from control group (#:p<0.05)

Dark yellow



B-4315

Table 6-3 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

URINE SEDIMENT

CRYSTALLIZATION
RBC WBC SEC SREC Cast PS CO
Sex Dose No.
mg/kg - +- + ++ e+ - 4 + +4 +++ - +- + ++ +++ -+~ + 4+ 44+ - o+~ + - +- + ++ +++4 - 4 + 4+ 4+
0 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 O 6 0 O 3 2 1 0 O 6 0 0 O O
Male 80 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 0O 6 0 0 0 O 6 0 O 2 2 2 0 O 6 0 0 0 O
110 6 5 0 0 0 1 6 0 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O 2 1 3 0 0 6 0 0 0 O
160 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O 3 2 0 1 0 6 0 0 0 O
o] 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O 4 2 0 0 O 6 0 0 0 O
Female 80 6 6 0 0 0 O 6 0 0 0 O 0 6 0 0 O 6 0 0 0 O 6 0 O 4 2 0 0 O 6 0 0 0 O
110 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0O O 6 0 O 4 1 1 0 O 6 0 0 0 O
160 6 6 0 0 0 O 6 0 0 0 O 0O 6 0 0 O 6 0 0 0 O 6 0 O 2 4 0 0 O 6 0 0 0 O
SEC : Squamous Epithelial Cell - : Negative
SREC : Small Round Epithelial Cell +- : Slight
PS : Phosphate Salts + : Mild
co : Calcium Oxalate ++ ¢ Moderate

+++ ! Severe
No significant difference in any treated groups from control group.
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Table 6-4 ' Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Urine Osmolality

Sex Dose No. volume
mg/kg mL/24hrs mOsm/kg
0 6 Mean 10.1 2114
S.D. 3.1 394
Male 80 [¢] Mean 14.3 1681
S.D. 4.1 206
110 6 Mean 23.2%» 1571
S.D. 9.1 510
160 6 Mean 12.9 2058
S.D. 2.2 378
0 6 Mean 12.9 1529
S.D. 4.8 339
Female 80 6 Mean 10.9 1690
S.D. 5.7 507
110 6 Mean 11.6 1798
S.D. 3.0 295
160 6 Mean 9.9 1923
S.D. 5.2 464

Significantly different from control group (##:p<0.01)
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Table 7-1 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
RBC Hb Ht MCV MCH MCHC Reticu- Plate-
Sex Dose No. locyte let
mg/Kg X10YpL g/dL % fL pPg % % X10¥uL
0 6 Mean 466 9.7 30 64.4 20.9 32.5 19.0 107.2
S.D. 24 0.3 1 2.3 1.0 0.6 2.0 10.4
Male 80 6 Mean 484 9.7 30 61.8 20.1 32.5 19.0 103.6
S.D. 10 0.6 1 2.9 1.3 0.6 3.5 8.4
110 6 Mean 489 9.6 30 60.9 19.6 32.2 20.0 103.6
S.D. 25 0.5 2 3.3 1.3 0.5 1.8 10.7
160 6 Mean 483 10.0 31 63.8 20.7 32.5 20.1 99.0
S.D. 21 0.4 1 2.3 1.0 0.4 2.8 10.0
0 6 Mean 535 10.5 33 62.0 19.5 31.5 18.1 97.7
S.D. 28 0.9 2 4.2 1.6 0.6 1.7 9.0
Female 80 6 Mean 515 10.3 33 63.4 20.1 31.6 17.6 101.1
S.D. 24 0.7 2 4.0 1.6 0.7 1.4 10.3
110 6 Mean 510 10.4 32 63.5 20.4 32.2 17.2 100.2
S.D. 43 0.9 3 3.8 1.3 0.3 2.5 5.8
160 6 Mean 512 10.5 33 63.9 20.5 32.1 17.4 100.0
S.D. 20 0.5 1 3.0 1.1 0.3 2.1 8.3

No significant difference in any treated groups from control group.
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Table 7-2 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
WBC Differential leukocyte counts (%)
Sex Dose No.
mg/kg X10%HL Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 40 88.3 0.5 10.8 0.1 0.0 0.4 0.0
S.D. 12 3.7 0.8 3.3 0.2 0.0 0.4 0.0
Male 80 6 Mean 33 91.5 0.4 7.5 0.1 0.0 0.5 0.0
S.D. 13 3.8 0.6 3.2 0.2 0.0 0.6 0.0
110 6 Mean 27 88.5 0.4 10.3 0.3 0.0 0.6 0.0
S.D. 6 5.5 0.4 4.7 0.4 0.0 0.4 0.0
160 6  Mean 36 86.8 0.6 11.9 0.2 0.0 0.5 0.0
S.D. 22 4.5 0.5 3.9 0.3 0.0 0.4 0.0
0 6 Mean 34 92.5 0.3 6.7 0.0 0.0 0.6 0.0
S.D. 9 3.9 0.4 3.8 0.0 0.0 0.4 0.0
Female 80 6 Mean 34 89.8 0.2 9.7 0.1 0.0 0.3 0.0
S.D. 6 2.0 0.3 1.8 0.2 0.0 0.4 0.0
110 6 Mean 40 91.9 0.3 7.8 0.2 0.0 0.3 0.0
S.D. 21 2.6 0.3 2.1 0.4 0.0 0.4 0.0
160 6 Mean 35 92.2 0.4 6.8 0.3 0.0 0.4 0.0
S.D. 7 2.0 0.4 2.0 0.4 0.0 0.4 0.0

No significant difference in any treated groups from control group.
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Table 7-3 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

RBC Hb Ht Mcv MCH MCHC Reticu- Plate- PT APTT
Sex Dose No. locyte let
ng/kg X10Y4L g/dL % fL pg % % X10¥HL s s
0 6 Mean 871 15.8 48 54.9 18.1 33.1 1.9 100.7 16.0 18.5
S.D. 34 0.4 1 0.9 0.6 0.7 0.4 12.0 1.3 1.1
Male 80 6 Mean 855 16.1 47 55.5 18.8 33.9 1.7 97.8 14.9 16.4+
S.D. 28 0.5 2 0.8 0.4 0.2 0.3 5.1 1.0 0.8
110 6 Mean 860 15.8 47 55.0 18.4 33.5 1.5 99.8 14.4# 17.1
S.D. 32 0.5 1 1.5 0.6 0.5 0.3 7.3 0.5 0.7
160 6 Mean 842 15.9 47 55.7 18.9 33.9e 1.5 104.8 14.5 16.9
S.D. 38 0.4 2 1.5 0.5 0.6 0.1 22.7 1.0 2.3
0 6 Mean 804 15.7 47 57.9 19.5 33.8 1.4 92.5 13.2 14.2
S.D. 15 0.4 2 1.4 0.4 0.5 0.3 7.0 0.9 0.7
Female 80 6 Mean 800 15.5 46 57.4 19.4 33.7 1.5 94.8 12.8 14.5
S.D. 28 0.5 2 1.1 0.4 0.2 0.3 8.4 0.9 0.9
110 6 Mean 810 15.7 46 56.8 19.4 34.1 1.4 94.7 12.9 14.3
S.D. 22 0.5 1 0.6 0.1 0.2 0.3 1.9 0.7 1.3
160 6 Mean 824 15.5 47 56.6 18.9 33.3» 1.4 94.2 12.8 13.0
6 2 2.3 0.8 0.2 0.1 9.3 1.3 2.7

S.D. 34 0.

Significantly different from control group (#:p<0.05)
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Table 7-4 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

WBC Differential leukocyte counts (%)
Sex Dose No.
mg/kg X10%7KL Lymph. Stab Seg. Eosino. Baso. Mono. Others
0 6 Mean 87 90.0 0.4 8.7 0.5 0.0 0.4 0.0
S.D. 34 2.5 0.2 2.5 0.4 0.0 0.4 0.0
Male 80 6 Mean 100 90.4 0.3 8.5 0.5 0.0 0.3 0.0
S.D. 24 2.2 0.4 2.5 0.6 0.0 0.4 0.0
110 6 Mean 81 88.3 0.3 10.6 0.5 0.0 0.3 0.0
S.D. 11 3.4 0.4 3.4 0.5 0.0 0.3 0.0
160 6 Mean 104 89.8 0.3 9.3 0.4 0.0 0.3 0.0
S.D. 43 5.7 0.4 6.2 0.6 0.0 0.3 0.0
0 6 Mean 67 87.2 0.2 11.4 0.9 0.0 0.3 0.0
S.D. 20 4.7 0.3 4.7 0.7 0.0 0.4 0.0
Female 80 6 Mean 63 88.8 0.4 9.9 0.5 0.0 0.4 0.0
S.D. 12 4.3 0.8 3.4 0.3 0.0 0.4 0.0
110 6 Mean 67 86.3 0.5 12.2 0.7 0.0 0.3 0.0
S.D. 20 5.1 0.4 4.6 0.5 0.0 0.3 0.0
160 6 Mean 64 87.0 0.4 11.3 0.8 0.0 0.4 0.0
S.D. 16 3.5 0.5 3.7 0.4 0.0 0.2 0.0

No significant difference in any treated groups from control group.
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Table 8-~1 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

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

mg/kg IU/L 1U/L IU/L IU/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 87 33 54 625 1.9 5.3 3.1 1.46 95 87 140
S.D. 14 3 10 92 0.2 0.2 0.1 0.11 13 24 17
Male 80 6 Mean 89 33 57 557 1.8 5.5 3.3 1.50 93 77 136
S.D. 17 5 6 125 0.4 0.2 0.1 0.17 14 15 17
110 [ Mean 90 36 61 668 2.0 5.3 3.2 1.58 99 102 146
S.D. 10 7 24 118 0.3 0.2 0.1 0.15 8 26 11
160 6 Mean 89 38 64 615 1.9 5.4 3.2 1.48 88 99 134
S.D. 7 4 14 101 0.2 0.1 0.1 0.16 13 26 19
0 6 Mean 87 34 56 597 1.8 5.5 3.3 1.50 93 81 139
S.D. 6 6 11 75 0.8 0.2 0.2 0.15 8 16 9
Female 80 6 Mean 93 35 58 550 2.1 5.3 3.3 1.58 91 78 134
S.D. 8 4 14 48 0.5 0.2 0.1 0.09 8 18 10
110 6 Mean 88 31 55 625 2.1 5.5 3.3 1.50 88 78 130
S.D. 6 2 7 87 0.6 0.0 0.1 0.07 12 13 13
160 6 Mean 86 33 57 524 1.9 5.8 3.3 1.44 97 80 141
S.D. 10 5 7 67 0.4 0.2 0.1 0.08 19 20 20

No significant difference in any treated groups from control group.
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Table 8-2 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine
mng/kg mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol /L mg/dL mg/dL
0 6 Mean 0.17 101 13 0.52 141 4.1 108 10.4 9.8
S.D. 0.03 13 2 0.04 1 0.2 2 0.3 0.5
Male 80 6 Mean 0.15 104 16 0.54 140 4.1 109 10.5 9.3
S.D. 0.03 10 3 0.03 1 0.3 2 0.1 0.6
110 6 Mean 0.17 96 12 0.53 140 4.1 108 10.4 9.4
S.D. 0.03 6 1 0.04 1 0.2 2 0.2 0.2
160 6 Mean 0.16 103 13 0.54 139+ 4.1 109 10.4 9.4
S.D. 0.02 13 3 0.05 1 0.2 2 0.2 0.5
0 6 Mean 0.14 105 16 0.52 138 3.9 110 10.2 9.1
S.D. 0.02 7 2 0.05 1 0.2 2 0.3 0.5
Female 80 6 Mean 0.15 102 13 0.51 138 3.9 109 10.5 9.1
S.D. 0.02 9 3 0.05 1 0.2 1 0.3 0.3
110 6 Mean 0.14 93 14 0.52 138 3.9 108 10.5 8.9
S.D. 0.03 7 2 0.03 1 0.3 1 0.2 0.5
160 6 Mean 0.14 100 16 0.54 138 4.0 109 10.4 9.1
S.D. 0.03 11 1 0.02 2 0.2 2 0.3 0.3

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



B-4315

Table 8-3 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

GOT GPT LDH AlP T —GTP TP Albumin A/G T.cho TG PL
Sex Dose No.
mg/kg 1U/L 1U/L 1U/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
0 6 Mean 65 35 41 309 1.8 6.8 3.7 1.21 68 85 111
S.D. 12 7 5 60 0.7 0.2 0.1 0.11 9 34 15
Male 80 - 6 Mean 58 32 43 269 2.0 7.0 3.7 1.14 75 112 120
S.D. 6 4 5 59 0.7 0.2 0.1 0.07 12 46 19
110 6 Mean 65 35 42 290 1.7 6.8 3.7 1.21 83 132 130
S.D. 6 2 8 33 0.6 0.3 0.1 0.10 10 54 12
160 6 Mean 56 28 39 260 1.8 6.8 3.7 1.19 81 106 124
S.D. 9 4 16 44 0.7 0.2 0.1 0.07 16 31 14
0 6 Mean 54 32 32 163 2.2 7.5 4.1 1.17 91 53 153
S.D. 6 7 16 31 0.6 0.4 0.2 0.12 19 17 20
Female 80 6 Mean 60 33 36 164 2.4 7.4 4.0 1.18 84 50 141
S.D. 8 7 22 57 0.6 0.3 0.2 0.07 14 19 24
110 6 Mean 51 30 41 148 2.4 7.5 4.1 1.20 87 60 152
S.D. 6 4 40 16 0.3 0.3 0.3 0.07 14 15 20
160 6 Mean 58 34 42 136 2.0 7.5 4.1 1.18 96 48 158
S.D. 11 5 21 26 0.5 0.3 0.2 0.07 10 5 13

No significant difference in any treated groups from control group.
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Table 8-4 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

T.bili~ Glucose BUN Crea- Na K Cl Ca P
Sex Dose No. rubin tinine
mg/kg mg/dL mg/dL mg/dL mg/dL mmol/L mmol/L mmol/L mg/dL mg/dL
0 6 Mean 0.06 160 17 0.67 144 3.5 110 9.8 6.9
S.D. 0.02 16 1 0.06 1 0.3 2 0.3 0.7
Male 80 6 Mean 0.07 155 17 0.66 143 3.6 108 10.1 6.9
S.D. 0.02 17 1 0.07 2 0.3 1 0.4 0.5
110 6 Mean 0.09 156 15 0.64 143 3.6 109 10.0 7.0
S.D. 0.04 7 2 0.06 3 0.2 2 0.1 0.4
160 6 Mean 0.09 161 17 0.64 144 3.6 108 10.0 6.6
S.D. 0.02 17 3 0.05 1 0.2 1 0.2 0.7
0 6 Mean 0.06 145 18 0.65 142 3.7 112 10.2 6.8
S.D. 0.02 7 2 0.06 1 0.2 2 0.1 0.7
Female 80 6 Mean 0.06 146 17 0.66 142 3.8 113 10.0 6.9
S.D. 0.02 13 2 0.06 1 0.1 2 0.4 0.5
110 6 Mean 0.06 141 17 0.64 142 3.8 113 10.2 7.0
S.D. 0.01 11 3 0.05 1 0.2 1 0.3 0.5
160 6 Mean 0.05 141 16 0.65 143w 3.6 113 10.2 7.0
S.D. 0.01 15 2 0.05 1 0.3 1 0.2 0.6

Significantly different from control group (»:p<0.05)
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Table 9-1 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

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

ng/kg g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BY) g(g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 6 6 6 6 6 6 6 6
Mean 57.2 1.59 2.3 5.8 239 0.31 0.44 1.74
S.D. 1.3 0.04 0.2 0.8 21 0.01 0.01 0.07
Absolute 80 No. 6 6 6 6 6 6 6 6
Mean 55.5 1.55 2.5 6.0 238 0.31 0.42 1.71
S.D. 2.9 0.04 0.1 0.8 32 0.04 0.03 0.16
110 No. 6 6 6 6 6 6 6 6
Mean 56.3 1.56 2.4 6.7 217 0.31 0.42 1.71
S.D. 1.8 0.06 0.4 1.0 26 0.02 0.02 0.09
160 No. 6 6 6 6 6 6 6 6
Mean 54.9 1.55 2.4 6.7 226 0.30 0.44 1.77
S.D. 4.9 0.09 0.1 0.7 45 0.03 0.03 0.20
0 No. 6 6 6 6 6 6 6
Mean 2.78 4.1 10.2 418 0.53 0.77 3.04
S.D. 0.11 0.4 1.6 41 0.02 0.03 0.08
Relative 80 No. 6 6 6 6 6 6 6
Mean 2.80 4.5 10.8 429 0.55 0.76 3.07
S.D. 0.15 0.2 1.6 58 0.07 0.02 0.14
110 No. 6 6 6 6 6 6 6
Mean 2.78 4.2 11.9 385 0.56 0.75 3.04
S.D. 0.13 0.7 1.9 43 0.04 0.03 0.09
160 No. 6 6 6 6 6 6 6
Mean 2.84 4.4 12.2 412 0.55 0.79 3.22«
S.D. 0.20 0.4 1.7 71 0.05 0.04 0.12

Significantly different from control group (#:p<0.05)
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Table 9-2 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Spleen Kidney Adrenal Testis Epididymis
Dose (R+L) (R+L) (R+L) (R+L)
ng/kg g(g/100g BW) g(g/100g B¥) ng(mg/100g BW) g(g/100g BY) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.27 0.66 20 0.29 40
S.D. 0.02 0.03 3 0.02 4
Absolute 80 No. 6 6 6 6 6
Mean 0.24 0.64 20 0.28 41
S.D. 0.05 0.07 2 0.02 4
110 No. 6 8 6 ' 6 6
Mean 0.25 0.64 19 0.27 38
S.D 0.06 0.03 1 0.02 3
160 No. 6 6 6 6 6
Mean 0.28 0.62 18 0.26 40
S.D. 0.05 0.06 2 0.02 2
0 No. 6 6 6 6 6
Mean 0.48 1.16 36 0.50 71
S.D. 0.04 0.06 5 0.04 8
Relative 80 No. 6 6 6 6 6
Mean 0.43 1.14 35 0.51 73
S.D. 0.06 0.09 2 0.03 6
110 No. 6 6 6 6 6
Mean 0.44 1.14 34 0.48 67
S.D. 0.09 0.07 3 0.03 5
160 No. 6 6 6 6 6
Mean 0.51 1.13 33 0.48 72
S.D. 0.07 0.09 3 0.04 3

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 female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

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

mg/kg g g{g/100g B¥) 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 6
Mean 54.7 1.50 2.3 5.3 219 0.29 0.40 1.64
S.D. 2.9 0.03 0.3 0.3 33 0.02 0.02 0.12
Absolute 80 No. 6 6 6 6 6 6 6 6
Mean 54.2 1.54 2.5 6.7+ 216 0.28 0.41 1.62
S.D. 2.1 0.05 0.2 0.8 8 0.03 0.03 0.06
110 No. 6 6 6 6 6 6 6 6
Mean 54.9 1.50 2.5 6.1 220 0.32 0.41 1.63
S.D. 1.3 0.04 0.2 0.7 34 0.02 0.02 0.08
160 No. 6 6 6 6 6 6 6 6
Mean 54.1 1.48 2.5 6.1 250 0.30 0.41 1.68
S.D. 1.9 0.08 0.1 0.9 35 0.03 0.02 0.07
0 No. 6 6 6 6 6 6 6
Mean 2.74 4.3 9.8 401 0.52 0.73 2.99
S.D. 0.14 0.6 0.7 58 0.03 0.04 0.09
Relative 80 No. 6 6 6 6 6 6 6
Mean 2.85 4.5 12.4+ 400 0.52 0.77 3.00
S.D. 0.17 0.3 1.8 27 0.05 0.05 0.08
110 No. 6 6 6 6 6 6 6
Mean 2.73 4.6 11.1 401 0.58 0.75 2.97
S.D. 0.09 0.3 1.4 59 0.03 0.03 0.14
160 No. 6 6 6 6 6 6 6
Mean 2.73 4.7 11.3 462 0.55 0.76 3.10
S.D. 0.18 0.3 1.7 66 0.05 0.03 0.10

Significantly different from control group (#:p<0.05)
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Table 9-4 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Spleen Kidney Adrenal Ovary Uterus
Dose (R+L) (R+L} (R+L)
mg/kg g(g/100g BW) g(g/100g BW) mg(mg/100g BY) mg(mg/100g BY) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.24 0.63 22 11.8 47
S.D. 0.06 0.06 3 1.8 11
Absolute 80 No. 6 6 6 6 6
Mean 0.25 0.65 20 10.7 43
S.D. 0.03 0.05 2 0.7 7
110 No. 6 6 6 6 6
Mean 0.24 0.62 20 10.7 44
S.D. 0.03 0.03 2 2.2 6
160 No. 6 6 6 6 6
Mean 0.23 0.60 19 12.0 49
S.D. 0.04 0.03 4 2.4 7
0 No. 6 6 6 6 6
Mean 0.43 1.16 40 21.6 86
S.D. 0.10 0.08 7 3.6 20
Relative 80 No. 6 6 6 6 6
Mean 0.46 1.20 37 19.8 79
S.D. 0.04 0.05 4 1.6 13
110 No. 6 6 6 6 6
Mean 0.44 1.13 37 19.5 80
S.D. 0.06 0.07 4 3.9 12
160 No. 6 6 6 6 6
Mean 0.42 1.12 34 22.1 90
S.D. 0.06 0.06 7 4.0 12

No significant difference in any treated groups from control group.
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Table 9-5 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt 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 BW) mg(mg/100g BW) mg(mg/100g BYW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW) g(g/100g BW)
0 No. 6 6 6 6 6 6 6 6
Mean 431.6 2.13 11.9 24.1 494 1.29 1.28 12.36
S.D. 34.4 0.08 1.3 4.1 95 0.11 0.06 1.47
Absolute 80 No. 6 6 6 6 6 6 6 6
Mean 471.0 2.14 12.2 23.2 559 1.38 1.46#» 13.97
S.D. 37.5 0.08 0.7 3.4 97 0.09 0.11 1.72
110 No. 6 6 6 6 6 6 6 6
Mean 477.9 2.15 13.4 23.7 476 1.47 1.42+ 14.48
S.D. 40.5 0.06 1.8 4.9 140 0.19 0.08 1.94
160 No. 6 6 6 6 6 6 6 6
Mean 476.6 2.13 12.1 23.2 484 1.52 1.41 14.55
S.D. 26.8 0.05 0.9 4.0 55 0.23 0.10 1.62
0 No. 6 6 6 6 6 6 6
Mean 0.50 2.7 5.6 115 0.30 0.30 2.86
S.D. 0.03 0.2 0.6 26 0.02 0.02 0.12
Relative 80 No. 6 6 6 6 6 6 6
Mean 0.46 2.6 4.9 119 0.29 0.31 2.96
S.D. 0.03 0.3 0.7 16 0.01 0.02 0.19
110 No. 6 6 6 6 6 6 6
Mean 0.45 2.8 5.0 101 0.31 0.30 3.02
S.D. 0.04 0.5 1.0 34 0.04 0.03 0.21
160 No. 6 6 6 6 6 6 6
Mean 0.45+ 2.5 4.9 102 0.32 0.30 3.05
S.D. 0.02 0.2 1.0 12 0.04 0.03 0.22

Significantly different from control group (#:p<0.05, ##:p<0.01)
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Table 9-6 Absolute and relative organ weights of new born male rats. administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Spleen Kidney Adrenal Testis Epididymis

Dose (R+L) (R+L) (R+L) (R+L)
mg/kg g(g/100g BW) g(g/100g B¥) mg(mg/100g BW) g(g/100g BW) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.76 2.88 68 3.21 1050

S.D. 0.10 0.37 6 0.18 83

Absolute 80 No. 6 6 6 6 [
Mean 0.88 3.00 70 3.28 1089

S.D. 0.14 0.27 11 0.20 75

110 No. 6 6 [ 6 6
Mean 0.80 3.12 68 3.20 1042

S.D. 0.09 0.37 12 0.20 78

160 No. 6 6 6 6 6
Mean 0.89 3.17 T4 3.18 1053

S.D. 0.19 0.21 6 0.39 72

[ No. 6 6 6 6 6
Mean 0.18 0.67 16 0.75 245

S.D. 0.02 0.05 1 0.07 32

Relative 80 No. 6 6 6 6 6
Mean 0.19 0.64 15 0.70 232

S.D. 0.03 0.03 3 0.03 18

110 No. 6 6 6 6 6
Mean 0.17 0.65 14 0.67 219

S.D. 0.01 0.04 3 0.04 22

160 No. 6 6 6 6 6
Mean 0.19 0.67 16 0.67 222

S.D. 0.04 0.02 1 0.09 16

No significant difference in any treated groups from control group.
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Table 9-7 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Body weight Brain Pituitary Thyroid Thymus Heart Lung Liver

Dose (R+L)
mg/Kg g g(g/100g B¥) mg(mg/100g BW) 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 282.6 1.99 13.3 16.6 405 0.92 1.10 7.63
S.D. 26.5 0.08 1.6 3.4 69 0.06 0.06 0.72
Absolute 80 No. 6 6 6 6 6 6 6 6
Mean 266.2 1.93 14.5 17.2 408 0.92 1.08 7.30
S.D 19.2 0.08 1.4 0.9 66 0.07 0.08 0.74
110 No. 6 6 6 6 6 6 6 6
Mean 281.4 1.98 12.3 19.3 413 0.96 1.09 7.53
S.D. 42.7 0.04 1.0 4.7 114 0.08 0.10 1.04
160 No. 6 6 6 6 6 6 6 6
Mean 261.5 1.96 13.5 17.9 361 0.93 1.09 7.07
S.D. 35.7 0.08 2.2 1.6 142 0.13 0.10 1.00
0 No. 6 6 6 6 6 6 6
Mean 0.71 4.7 5.9 143 0.33 0.39 2.70
S.D. 0.08 0.5 1.1 18 0.02 0.03 0.07
Relative 80 No. 6 6 6 6 6 6 6
Mean 0.73 5.5 6.5 153 0.35 0.41 2.74
S.D. 0.04 0.8 0.6 19 0.04 0.02 0.10
110 No. 6 6 6 6 6 6 6
Mean 0.72 4.5 6.9 145 0.35 0.39 2.68
S.D. 0.10 0.7 1.4 21 0.04 0.02 0.06
160 No. 6 6 6 6 6 6 6
Mean 0.76 5.2 6.9 134 0.36 0.42 2.70
S.D 0.08 0.5 0.7 36 0.04 0.04 0.11

No significant difference in any treated groups from control group.
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Table 9-8 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery 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¥) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW)
0 No. 6 6 6 6 6
Mean 0.60 1.93 69 79.5 443
S§.D. 0.08 0.09 8 15.7 37
Absolute 80 No. 6 6 6 6 6
Mean 0.53 1.85 72 72.8 413
S.D. 0.086 0.19 7 8.5 72
110 No. 6 6 6 6 6
Mean 0.55 1.91 68 79.4 462
S.D. 0.10 0.24 7 17.1 136
160 No. 6 6 6 6 6
Mean 0.49 1.77 70 72.9 405
S.D. 0.10 0.19 8 4.6 55
0 No. 6 6 6 6 6
Mean 0.21 0.69 25 28.2 158
S.D. 0.03 0.05 1 5.0 24
Relative 80 No. 6 6 6 6 6
Mean 0.20 0.70 27 27.5 157
S.D. 0.02 0.04 4 3.9 35
110 No. 6 6 6 6 6
Mean 0.20 0.68 25 28.1 166
S.D. 0.02 0.04 4 3.2 47
160 No. 6 6 6 6 6
Mean 0.19 0.68 27 28.4 156
S.D. 0.02 0.05 5 5.2 17

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, p-nitro, sodium salt for 18 days
Sex Organs Dose (mg/kg) 80 110 160

Findings No. of animals 6 6 6
Male Kidney

Cyst (unilateral) 0 1 0

Small intestine

Diverticulum, ileum 1 0 0
Female Kidney

Cyst (unilateral) 0 1 0




B-4315

Table 10-2 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex Organs Dose (mg/kg) 0 80 110 160
Findings No. of animals 6 6 6 6
Male Kidney
Dilatation, pelvis (unilateral) 1 0 1 0

Female Kidney
Cyst (unilateral) 1 0 0 0
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Table 11-1 Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Organs Dose (mg/kg) 0 160
No. of animals 6 6
~-findings Grade 01 2 3 P 0Obs TE 0 1 2 3 P 0Obs TE
Submandibular gland
-necrosis, focal 5 1 1 6 6 6
Kidney
-basophilic tubule 5 1 1 6 4 2 2 6
-cyst 5 1 1 6 6 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate
P : Present (used when grading of severity was not done, such as case in the neoplastic lesion)

Obs : Observed number
TE : Total Examined

No significant 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, p-nitro, sodium salt for 18 days
Organs Dose (mg/kg) 0 160

No. of animals 6 6
-findings Grade 0 1 2 3 P Obs TE 01 2 3 P Obs TE
Pituitary
-aberrant cranyopharyngial structure 5 1 1 6 6 6
-cyst 5 1 1 6 6 6
Thyroid (Parathyroid)
-ectopic thymus 5 1 1 6 6 6
Kidney
~cyst 5 1 1 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

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

Obs : Observed number
TE : Total Examined
No significant difference between treated group and control group.
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Table 11-3 Histopathological findings in gross lesion of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Dose Animal
Sex mg/kg number Organs Gross pathological findings Histopathological findings
Male 80 2006 Ileum -Diverticulum -Diverticulum (P)
110 3001 Kidney -Cyst (unilateral) -Cyst (P)
Female 110 3105 Kidney ~Cyst (unilateral) -Cyst (P)

P : Present
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Table 11-4 Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Organs Dose (mg/kg) 0 160
No. of animals 6 6

-findings Grade 0 1 2 3 P Obs TE 0 1 2 3 P Obs TE
Stomach

-cell infiltration, inflammatory, submucosa/mucosa 5 1 1 6 5 1 1 6
Liver

-microgranuloma 5 1 1 6 5 1 1 6
Thyroid (Parathyroid)

-ectopic thymus 5 1 1 6 6 6
Kidney

-dilatation, pelvis 4 2 2 6 6 8

~-eosinophilic body, tubular epithelium 4 2 2 6 3 3 3 6
Prostate

-prostatitis 5 1 1 6 5 1 1 6

~cell infiltration, mononuclear, interstitium 3 21 3 6 4 2 2 6
Eye

-mineralization, cornea 5 1 1 6 6 6

-mineralization, conjunctiva 6 6 5 1 1 6
0 : No remarkable changes 1 : Slight 2 : Mild 3 : Moderate

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

TE : Total Examined

No significant difference between treated group and control group.



B-4315

Table 11-5 Histopathological findings of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks
Organs Dose (mg/kg) 0 160
No. of animals 6 6

-findings Grade 0 2 3 P Obs TE 0 1 2 3 P Obs TE
Liver

-microgranuloma 3 3 6 5 1 1 6
Kidney

-basophilic tubule 5 1 1 6 6 6
-cyst 5 1 1 6 6 6
-cast, hyaline 5 1 6 6 6
Eye

-disarrangement, retina 6 6 4 2 2 6
0 : No remarkable changes 1 Slight 2 : Mild 3 Moderate

P : Present (used when grading of severity was not done,

Obs : Observed number
TE : Total Examined

No significant difference between treated group and control group.

such as case in the neoplastic lesion)
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Table 11-6 Histopathological findings in gross lesion of new born rats administered orally with Phenol, p-nitro, sodium salt 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 110 3011 Kidney -Dilatation, pelvis (unilateral) -Dilatation, pelvis (++)

++ : Moderate
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Appendix 1 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : O

Day of administration

Sex Animal
number la) 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 - - - - - - - - - - - - - - - - - -
1111 - - - - - - - - - - - - - - - - - -
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, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

Day of administration

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

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

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

- : No abnormality
a): Starting age was 4 day after birth.



B-4315

Appendix 3 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

Day of administration

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

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

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

- : No abnormality
a): Starting age was 4 day after birth.



B-4315

Appendix 4 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

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

- : No abnormality
a): Starting age was 4 day after birth.



Appendix 5 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a

Dose (mg/kg)

recovery period for 9 weeks

0

B-4315

Week of recovery

Sex Animal
number 1 2 3

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

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

- : No abnormality



Appendix 6 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg)

80

B-4315

Week of recovery

Sex Animal
number 1 2 3

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

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

- : No abnormality



Appendix 7 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a

Dose (mg/keg)

recovery period for 9 weeks

110

B-4315

Week of recovery

Sex Animal
number 1 2 3

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

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

- : No abnormality



Appendix 8 Clinical signs of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a

Dose (mg/kg)

recovery period for 9 weeks

160

B-4315

Week of recovery

Sex Animal
number 1 2 ' 3

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

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

- : No abnormality



B-4315

Appendix 9 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Dose (mg/kg) : O
Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
1001 12.1 19.1 29.8 38.4 44.9 59.9 47.8
1002 12.3 18.8 30.6 38.8 46.5 60.6 48.3
1003 11.5 19.0 31.1 39.3 46.7 60.7 49.2
1004 12.0 18.7 28.8 36.9 43.8 59.1 47.1
1005 12.2 19.2 29.8 37.7 45.3 61.8 49.6

Male 1006 11.7 19.6 29.9 38.6 48.1 62.0 50.3
1007 12.2 19.4 30.3 36.5 44 .3 57.2 45.0
1008 11.6 17.8 28.4 35.4 42.2 56.5 44.9
1009 11.5 19.1 29.8 37.7 44 .0 59.3 47.8
1010 12.0 18.9 29.5 37.3 45.5 57.6 45.6
1011 11.6 19.7 31.4 41.2 49.2 66.4 54.8
1012 12.4 20.1 30.6 39.2 45.7 61.5 49.1
Mean 11.9 19.1 30.0 38.1 45.5 60.2 48.3
S.D. 0.3 0.6 0.9 1.5 1.9 2.7 2.7
1101 10.6 17.6 28.5 37.3 42.8 56.3 45.7
1102 12.4 19.6 30.5 38.5 46.3 62.1 49 .7
1103 11.0 17.4 27.7 35.8 42.1 58.4 47.4
1104 12.0 17.6 29.0 36.8 42.9 58.6 46.6
1105 11.0 17.9 27.8 356.3 43.1 56.5 45.5

Female 1106 11.6 19.2 29.8 39.2 46.6 62.7 51.1
1107 11.7 18.3 29.9 37.5 45.6 55.3 43.6
1108 12.2 19.1 28.7 35.4 41.5 53.8 41.6
1109 10.9 18.4 29.4 37.1 42.7 60.6 49.7
1110 12.5 19.2 30.4 38.8 45.6 60.3 47.8
1111 11.6 18.8 28.4 36.3 45.1 60.9 49.3
1112 11.4 18.6 29.6 37.0 43.8 57.6 46.2
Mean 11.6 18.5 29.1 37.1 44.0 58.6 47.0
S.D. 0.6 0.7 0.9 1.3 1.7 2.8 2.7

Unit
a)

g

Starting age was 4 day after barth.



Appendix 10

Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

B-4315

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
2001 10.9 17.8 28.8 36.9 44.0 59.1 48.2
2002 12.3 19.0 29.1 38.5 45.6 60.6 48.3
2003 11.4 18.2 27.8 36.0 43.6 57.9 46.5
2004 12.1 17.9 27.4 35.6 41.9 56.8 44.7
2005 11.3 18.5 27.9 37.5 44.5 60.6 49.3
Male 2006 11.1 19.9 31.1 40.6 50.5 65.2 54.1
2007 11.9 19.4 29.4 38.1 45.3 61.7 49.8
2008 12.3 18.2 28.7 35.6 42.2 57.8 45.5
2009 12.0 19.7 31.4 39.7 47.3 63.2 51.2
2010 12.4 20.1 30.0 38.8 45.4 59.4 47.0
2011 12.4 20.7 32.0 39.7 47.9 65.1 52.7
2012 11.5 17.9 26.6 33.6 40.8 53.8 42.3
Mean 11.8 18.9 29.2 37.6 44.9 60.1 48.3
S.D. 0.5 1.0 1.7 2.1 2.7 3.4 3.4
2101 11.4 18.6 28.7 37.1 43.3 60.1 48.7
2102 11.5 17.7 27.7 34.5 41.7 55.6 44.1
2103 11.5 18.9 29.0 37.2 42.9 59.6 48.1
2104 12.1 17.6 27.4 33.7 40.7 56.5 44 .4
2105 11.2 17.9 27.7 36.1 42.0 56.8 45.6
Female 2106 11.86 20.0 29.6 37.8 45.8 60.6 49.0
2107 10.7 17.7 28.3 34.3 41.4 53.1 42.4
2108 11.9 18.3 28.2 34.5 41.5 b4.4 42.5
2109 10.6 17.1 27.4 34.0 40.4 54.3 43.7
2110 12.0 19.8 29.7 37.5 41.3 59.6 47.86
2111 11.7 19.3 29.6 37.5 45.9 63.8 52.1
2112 12.2 19.1 28.8 35.7 42.9 57.7 45.5
Mean 11.5 18.5 28.5 35.8 42.5 57.7 46.1
S.D. 0.5 0.9 0.9 1.6 1.8 3.1 3.0
Unit g

a)

Starting age was 4 day after barth.



Appendix 11

Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

B-4315

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
3001 11.5 18.1 28.4 37.2 43.1 59.4 47.9
3002 11.5 18.1 28.4 37.0 45.4 60.7 49.2
3003 12.1 19.0 30.3 36.6 44.3 59.5 47 .4
3004 11.7 16.9 25.9 33.4 39.9 55.9 44 .2
3005 11.3 18.0 28.8 37.8 44.3 59.5 48.2
Male 3006 11.8 18.9 29.2 37.2 46.5 59.7 47.9
3007 11.7 19.1 29.6 34.7 37.6 46.3 34.6
3008 11.6 17.7 27.9 33.5 39.5 52.5 40.9
3009 11.6 19.2 30.4 37.5 45.3 60.1 48.5
3010 11.9 18.6 28.1 34.9 41.9 54.4 42.5
3011 11.9 19.2 30.1 37.5 47.1 63.8 51.9
3012 11.9 18.9 28.9 36.5 44 .2 61.5 49.6
Mean 11.7 18.5 28.8 36.2 43.3 57.8 46.1
S.D. 0.2 0.7 1.3 1.6 3.0 4.8 4.8
3101 11.7 19.0 29.7 39.0 45.1 58.2 46.5
3102 11.2 17.6 27.4 35.5 43.0 58.1 46.9
3103 11.8 18.5 29.9 38.3 45.1 60.6 48.8
3104 11.6 17.9 29.6 38.7 46.3 60.5 48.9
3105 11.9 19.3 28.6 36.8 42.4 58.6 46.7
Female 3106 11.4 19.0 30.0 38.6 45.8 57.6 46.2
3107 11.7 19.6 29.2 34.8 41.9 53.8 42.1
3108 11.7 18.2 27.8 35.0 40.8 55.5 43.8
3109 11.2 18.6 29.4 36.7 43.5 59.9 48.7
3110 12.0 19.3 25.7 34.6 46.3 56.4 44 .4
3111 11.7 19.9 30.8 38.8 47.8 63.4 51.7
3112 11.3 18.0 27.3 33.8 41.0 55.6 44.3
Mean 11.6 18.7 28.8 36.7 44.1 58.2 46.6
S.D. 0.3 0.7 1.5 1.9 2.3 2.7 2.7
Unit g

a)

Starting age was 4 day after barth.



Appendix 12

Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg)

160

B-4315

Day of administration

Sex Animal Gain
number 1a) 4 8 11 14 18 1-18
4001 12.0 19.2 29.8 37.9 45.6 61.2 49.2
4002 11.1 17.5 27.6 34.5 43.2 58.4 47.3
4003 11.8 17.8 28.1 34.6 41.1 53.8 42.0
4004 11.4 17.7 27.3 35.2 41.9 57.7 46.3
4005 10.9 17.4 25.3 33.3 40.0 53.2 42.3
Male 40086 11.6 19.9 29.7 40.1 47.3 65.8 54.2
4007 12.5 20.3 31.1 39.6 48.3 65.3 52.8
4008 11.1 17.7 27.8 35.1 42.8 58.7 47.6
4009 12.1 19.0 29.7 36.6 42.8 57.1 45.0
4010 11.9 19.9 28.5 36.2 44 .1 58.3 46.4
4011 11.5 19.4 30.0 37.8 48.1 62.7 51.2
4012 11.8 18.9 28.4 35.4 42 .4 59.2 47.4
Mean 11.6 18.7 28.6 36.4 44 .0 59.3 47.6
S.D. 0.5 1.1 1.6 2.1 2.8 3.9 3.8
4101 11.5 18.7 29.1 37.6 44.3 57.4 45.9
4102 11.6 18.9 29.9 38.1 46.1 62.8 51.2
4103 12.1 18.0 28.1 34.3 41.2 56.5 44 .4
4104 11.1 17.4 27.2 34.8 41.7 58.7 4T7.6
4105 11.8 19.4 29.3 37.2 44 .3 60.2 48.4
Female 4106 11.5 19.0 30.0 38.3 45.9 58.8 47.3
4107 10.8 17.4 26.7 31.5 37.4 50.8 40.0
4108 11.8 19.2 29.2 36.5 40.8 56.3 44.5
4109 11.4 18.1 28.9 37.2 42.7 57.7 46.3
4110 11.8 20.7 30.1 37.8 46.4 58.1 46.3
4111 12.0 19.6 29.4 38.1 45.8 60.4 48.4
4112 11.1 17.4 27.4 34.4 41.1 54.0 42.9
Mean 11.5 18.7 28.8 36.3 43.1 57.6 46.1
S.D. 0.4 1.0 1.2 2.1 2.8 3.1 2.9
Unit g

a)

Starting age was 4 day after barth.
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Appendix 13 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Day of recovery

Sex Animal Gain
number 1 T 14 21 28 35 42 49 56 63 1-63
1007 62.4 96.9 153.4 213.4 266.9 315.4 349.9 378.1 405.9 422.0 359.6
1008 61.2 98.7 161.2 225.2 292.7 349.2 385.3 423.5 457.3 477.8 416.6
Male 1009 64.9 100.3 163.2 230.7 281.5 325.8 354.4 382.5 403.7 420.1 355.2
1010 60.4 101.6 163.0 226.1 283.9 335.1 371.2 402.5 434.5 461.5 401.1
1011 71.3 109.0 171.8 243.6 306.2 367.9 400.8 436.7 463.3 480.2 408.9
1012 64.9 105.0 168.6 236.9 304.0 371.4 410.6 443.3 481.4 516.9 452.0
Mean 64.2 101.9 163.5 229.3 289.2 344.1 378.7 411.1 441.0 463.1 398.9
S.D. 4.0 4.4 6.4 10.4 14.9 22.7 24.6 27.7 31.8 37.3 36.6
1107 60.6 94.9 139.6 175.4 203.5 223.5 249.3 272.5 288.6 289.6 229.0
1108 60.5 90.2 133.2 164.3 193.9 201.86 220.7 238.9 238.7 251.9 191.4
Female 1109 65.3 98.5 146.9 188.1 212.2 241.3 264.9 288.8 307.9 321.1 255.8
1110 64.5 99.8 149.2 185.6 210.4 240.8 253.3 271.3 286.7 299.0 234.5
1111 63.6 102.9 154.9 205.1 225.2 243 .4 264.9 293.9 310.6 322.4 258.8
1112 61.8 99.7 157.6 193.4 226.6 261.1 279.2 300.9 321.0 330.7 268.9
Mean 62.7 97.7 146.9 185.3 212.0 235.3 255.4 277.7 292.3 302.5 239.7
S.D. 2.0 4.5 9.2 14.2 12.6 20.4 20.0 22.3 29.4 29.2 28.1

Unit : g
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Appendix 14 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
2007 65.9 111.0 182.2 257.3 328.3 401.2 452.8 503.6 548.7 577.9 512.0
2008 61.5 103.5 171.4 234.7 302.2 362.5 407.2 447 .2 478.3 495.7 434.2
Male 2009 67.8 108.4 177.0 240.3 293.17 349.2 382.3 418.1 439.4 467.0 399.2
2010 63.2 103.8 164.0 231.9 296.9 355.8 394.2 427.3 452.5 478.1 414.9
2011 68.5 112.1 172.7 235.4 296.4 356.8 401.9 439.1 469.7 492.0 423.5
2012 58.1 98.8 165.5 234.9 293.4 357.9 398.9 449.8 477.1 508.0 449.9
Mean 64.2 106.3 172.1 239.1 301.8 363.9 406.2 447.5 477.6 503.1 439.0
S.D. 4.0 5.1 6.9 9.3 13.4 18.8 24.3 30.0 38.0 39.3 39.7
2107 57.1 95.2 138.8 171.5 191.8 220.2 228.3 242.6 256.4 264.86 207.5
2108 57.4 91.2 137.9 174.2 205.0 231.6 243.5 268.9 275.9 283.9 226.5
Female 2109 57.2 88.6 130.1 159.9 183.1 208.8 228.4 245.5 256.1 273.5 216.3
2110 63.1 97.8 147.4 184 .4 211.2 238.1 268.2 278.1 291.9 296.7 233.6
2111 67.5 109.1 162.3 202.9 232.4 263.8 281.8 301.0 310.3 316.2 248.7
2112 60.6 96.4 138.1 169.6 190.6 210.5 232.3 242.7 265.6 274.1 213.5
Mean 60.5 96.4 142.4 177.1 202.4 228.8 247.1 263.1 276.0 284.8 224.4
S.D. 4.2 7.1 11.2 14.9 17.9 20.6 22.7 23.8 21.5 18.9 15.2

Unit : g
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Appendix 15 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
3007 47.8 85.1 144.5 220.1 277.1 334.7 376.9 416.3 445.7 471.7 423.9
3008 57.4 96.9 163.8 232.0 296.7 354.5 395.0 436.2 468.8 496.3 438.9
Male 3009 63.0 102.3 166.6 231.6 290.4 343.2 377.1 409.4 422.2 444.9 381.9
3010 59.3 103.1 173.9 245.2 311.3 378.1 424.5 468.5 498.2 533.7 474.4
3011 68.7 108.4 170.5 242.2 308.9 382.6 431.1 481.0 520.4 549.7 481.0
3012 65.5 112.4 191.3 262.3 328.9 392.8 441.9 481.3 514.1 546.0 480.5
Mean 60.3 101.4 168.4 238.9 302.2 364.3 407.8 448.8 478.2 507.1 446.8
S.D. 7.4 9.6 15.2 14.5 18.1 23.5 28.4 32.4 39.4 43.1 39.7
3107 58.2 90.6 137.3 170.1 188.8 191.0 204.5 223.9 243.6 249.9 191.7
3108 60.7 96.0 141.8 182.3 219.5 254.9 279.0 303.6 318.4 333.3 272.6
Female 3109 63.7 106.7 161.9 207.1 239.4 268.7 305.1 346.9 368.6 377.3 313.6
3110 59.1 95.5 143.8 179.3 208.1 234.6 253.2 273.4 284.2 291.4 232.3
3111 65.6 99.1 147.9 185.1 201.0 220.5 235.0 257.3 269.2 276.3 210.7
3112 60.6 94.0 142.7 169.7 195.3 221.1 240.6 253.2 273.0 284.6 224.0
Mean 61.3 97.0 145.9 182.3 208.7 231.8 252.9 276.4 292.8 302.1 240.8
S.D. 2.8 5.5 8.5 13.7 18.4 27.6 35.3 43.3 44 .4 45.7 44 .7

Unit : g
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Appendix 16 Body weight of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Day of recovery

Sex Animal Gain
number 1 7 14 21 28 35 42 49 56 63 1-63
4007 69.5 112.6 189.1 264.3 339.1 399.2 444.1 488.3 519.8 548.8 479.3
4008 64.5 101.1 161.8 225.8 290.9 345.7 398.9 432.3 466.5 496.4 431.9
Male 4009 . 62.1 108.7 178.1 242.2 306.2 369.9 416.5 451.7 476.3 498.2 436.1
4010 62.2 97.5 159.0 231.2 294.7 351.7 389.9 437.5 465.5 487.2 425.0
4011 67.0 108.8 172.6 242.8 301.8 359.8 397.5 437.2 459.5 483.5 416.5
4012 63.1 108.7 176.3 248.5 316.7 393.6 434.0 475.9 510.3 543.8 480.7
Mean 64.7 106.2 172.8 242.5 308.2 370.0 413.5 453.8 483.0 509.7 444 .9
S.D. 3.0 5.7 11.1 13.5 17.6 22.1 21.9 23.2 25.6 29.0 28.0
4107 53.7 85.9 125.6 163.2 184.7 206.8 236.1 253.1 263.0 265.1 211.4
4108 59.3 97.0 145.7 187.2 219.7 249.5 275.4 287.4 310.1 317.7 258.4
Female 4109 61.6 103.0 151.6 185.3 204.6 227.3 254.9 260.4 281.2 279.5 217.9
4110 62.1 102.2 166.0 211.9 235.9 262.3 283.7 303.0 315.1 319.2 257.1
4111 64.6 92.2 129.8 157.8 174.3 187.4 206.8 214.3 218.7 223.2 158.6
4112 57.2 91.4 133.6 167.0 194.3 215.7 237.8 250.3 260.9 266.8 209.6
Mean 59.8 95.3 142.1 178.7 202.3 224.8 249.1 261.4 274.8 278.6 218.8
S.D. 3.9 6.7 15.3 20.2 22.8 27.7 28.3 31.0 35.8 36.2 36.9

Unit : g
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Appendix 17 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
1007 9 13 15 18 21 22 23 24 24 25 26 26
1008 10 14 17 20 24 26 29 29 31 31 30 32

Male 1009 8 13 17 20 23 26 27 28 27 28 28 28
1010 10 14 17 20 23 28 26 28 28 29 29 31
1011 9 14 18 20 24 27 28 28 28 30 30 29
1012 10 15 18 22 25 29 30 32 33 36 35 36
Mean 9 14 17 20 23 26 27 28 29 30 30 30
S.D. 1 1 1 1 1 2 2 3 3 4 3 4
1107 9 13 17 18 19 18 19 20 20 20 23 21
1108 9 13 15 17 17 18 19 18 17 18 20 19

Female 1109 11 13 16 17 19 20 20 19 21 21 23 23
1110 8 13 17 18 19 20 20 21 20 21 21 20
1111 9 14 18 21 24 24 22 22 20 22 23 26
1112 10 14 18 20 22 22 22 23 24 23 23 24
Mean 9 13 17 19 20 20 20 21 20 21 22 22
S.D. 1 1 1 2 3 2 1 2 2 2 1 3

Unit : g/rat/day



B-4315

Appendix 18 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Day of recovery

Sex Animal
number 45 49 52 56 59 63
1007 25 26 25 26 24 25
1008 30 32 32 33 30 29

Male 1009 28 27 27 27 22 25
1010 30 30 30 30 28 29
1011 28 31 28 30 26 27
1012 34 35 35 36 36 35
Mean 29 30 30 30 28 28
S.D. 3 3 4 4 5 4
1107 22 23 21 23 21 19
1108 20 21 20 19 18 18

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

Unit : g/rat/day



B-4315

Appendix 19 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
2007 10 16 20 22 26 28 29 31 31 34 34 36
2008 9 14 18 21 24 27 28 30 31 33 32 33

Male 2009 9 14 17 22 24 26 27 27 30 30 31 30
2010 11 14 17 20 22 26 27 28 29 30 30 31
2011 10 15 18 21 22 25 26 28 29 32 32 33
2012 10 14 16 21 24 26 27 28 31 31 31 32
Mean 10 15 18 21 24 26 27 29 30 32 32 33
S.D. 1 1 1 1 2 1 1 2 1 2 1 2
2107 9 14 17 18 19 19 18 19 19 20 19 19
2108 8 12 186 17 18 19 20 21 21 22 21 24

Female 2109 10 13 14 17 17 18 18 19 20 20 21 21
2110 8 13 16 19 19 22 20 21 22 23 23 23
2111 10 15 18 21 21 24 22 24 24 26 26 26
2112 9 13 16 18 19 19 19 20 20 21 22 22
Mean 9 13 16 18 19 20 20 21 21 22 22 23
S.D. 1 1 1 2 1 2 2 2 2 2 2 2

Unit : g/rat/day
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Appendix 20 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Day of recovery

Sex Animal
number 45 49 52 56 59 63
2007 35 36 35 37 34 33
2008 32 33 32 34 31 28

Male 2009 29 29 29 29 30 26
2010 29 30 28 29 27 28
2011 30 33 32 31 29 29
2012 31 34 31 31 29 30
Mean 31 33 31 32 30 29
S.D. 2 3 2 3 2 2
2107 18 19 20 19 18 18
2108 23 24 22 22 23 21

Female 2109 20 22 22 22 22 19
2110 22 22 22 22 21 19
2111 26 25 24 22 22 22
2112 22 22 22 22 22 22
Mean 22 22 22 22 21 20
S.D. 3 2 1 1 2 2

Unit : g/rat/day



Appendix 21

Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

B-4315

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
3007 5 12 17 20 24 27 26 28 29 31 32 33
3008 10 14 16 21 25 26 28 29 30 31 30 32
Male 3009 6 15 18 21 25 27 27 28 28 30 29 30
3010 10 15 19 22 26 28 29 29 30 34 33 35
3011 9 15 18 22 24 27 29 31 33 34 34 36
3012 11 16 21 26 30 31 32 33 35 35 37 37
Mean 9 15 18 22 26 28 29 30 31 33 33 34
S.D. 2 1 2 2 2 2 2 2 3 2 3 3
3107 9 14 15 17 18 19 17 18 17 15 15 19
3108 10 14 16 18 20 22 23 24 24 26 25 27
Female 3109 12 15 19 22 23 24 25 25 23 26 28 30
3110 9 13 16 19 20 20 21 21 21 22 22 22
3111 9 13 16 18 20 20 17 20 18 20 20 20
3112 9 14 16 18 20 19 21 20 20 22 21 22
Mean 10 14 16 19 20 21 21 21 21 22 22 23
S.D. 1 1 1 2 2 2 3 3 3 4 4 4
Unit g/rat/day
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Appendix 22 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

Day of recovery

Sex Animal
number 45 49 52 56 59 63
3007 30 33 31 31 29 29
3008 31 33 32 32 32 30

Male 3009 27 28 25 27 25 25
3010 33 34 32 32 31 30
3011 34 36 35 35 34 32
3012 35 36 35 36 34 32
Mean 32 33 32 32 31 30
S.D. 3 3 4 3 3 3
3107 20 21 22 19 18 19
3108 27 28 26 25 24 24

Female 3109 30 33 30 30 28 24
3110 20 21 21 21 20 19
3111 21 23 20 21 20 19
3112 21 24 23 23 23 22
Mean 23 25 24 23 22 21
S.D. 4 5 4 4 4 2

Unit : g/rat/day



Appendix 23 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

B-4315

Day of recovery

Sex Animal
number 3 7 10 14 17 21 24 28 31 35 38 42
4007 10 15 20 24 27 30 32 33 33 34 35 34
4008 10 14 17 20 23 25 27 29 28 31 32 34

Male 4009 11 15 20 24 27 29 30 30 31 35 34 35
4010 9 14 17 20 24 26 28 30 29 31 31 32
4011 9 14 18 22 29 27 28 30 30 32 33 31
4012 9 14 19 22 25 29 29 32 35 36 35 36
Mean 10 14 19 22 26 28 29 31 31 33 33 34
S.D. 1 1 1 2 2 2 2 2 3 2 2 2
4107 8 12 14 16 17 18 17 18 20 19 20 20
4108 10 14 17 19 21 21 21 23 24 23 25 26

Female 4109 10 15 18 21 22 22 20 23 23 22 25 25
4110 9 13 17 21 23 23 23 22 22 24 24 23
4111 9 12 14 16 17 18 17 18 18 19 19 19
4112 9 12 15 16 18 18 18 19 19 21 22 21
Mean 9 13 16 18 20 20 19 21 21 21 23 22
S.D. 1 1 2 2 3 2 2 2 2 2 3 3

Unit : g/rat/day
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Appendix 24 Food consumption of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Day of recovery

Sex Animal
number 45 49 52 56 59 63
4007 35 35 34 33 34 34
4008 30 33 32 31 30 29

Male 4009 32 35 30 31 31 31
4010 33 34 32 31 31 29
4011 32 30 31 30 29 29
4012 34 35 31 35 34 35
Mean 33 34 32 32 32 31
S.D. 2 2 1 2 2 3
4107 19 21 20 20 20 18
4108 23 24 27 25 23 23

Female 4109 21 25 25 23 20 20
4110 22 24 21 22 22 20
4111 16 18 18 18 18 16
4112 20 22 21 22 21 20
Mean 20 22 22 22 21 20
S.D. 2 3 3 2 2 2

Unit : g/rat/day
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Appendix 25 External differentiation of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number 7 11 11 14 14 17 35 42 42 49 a)
1001 - + - * + +
1002 - + + + + +
1003 - + + + + +
1004 - + - + + +
1005 - + + + + +
1006 - + + + + +
1007 - + - + + + . .
Male 1008 - + + + + + + +
1009 - + + + + + + +
1010 - + - + + + + +
1011 - + + + + + + +
1012 N - + - + + + + +
Total 0 /12 12 /12 T /712 12 /12 12 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 58.3 100.0 100.0 100.0 100.0 100.0
1101 - + + + + +
1102 - + - + + +
1103 - + - + + +
1104 - + - + + +
1105 - + + + + +
1106 - + + + + +
1107 - + + + + + + +
Female 1108 - + + + + + * +
1109 - + - + + + + + .
1110 - + + + + + + +
1111 - + + + + + + +
1112 - + - + + + + +
Total 0 /12 12 /12 7 /12 12 /12 12 /12 12 /12 6/ 6 6 / 6
% 0.0 100.0 58.3 100.0 100.0 100.0 100.0 100.0

a): Day after birth

+ : Differentiated

: Not differentiated

Total : Number of pups differentiated / Number of pups observed



B-4315

Appendix 26 External differentiation of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

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

35 42 42 49 a)

Sex Animal
number T 11 11 14 14

-
-3

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

o+ o+

I S S G R S Y
+

L S

P+ 4+ L+ 4+ 4 4+

O S S R I

44 E 4+

[ |

Total 0 /12 i2 /12 5 /12 12 /12 10 /12 12 /12
% 0.0 100.0 41.7 100.0 83.3 100.0

= 3
[=]
o~
oo
-
(=3
o
o

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

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

LR B A I S S
L+ + + 1+ + 1 + 1

L B R T S S S
R EE R
L R I S T T S
+ 4+ + 4+ 4

+ 4+ + 4+

= o
[

O~
[N
= o
[«

O~
oM

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed
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B-4315

External differentiation of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by

a recovery period for 9 weeks

Dose (mg/kg) 110
Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number T 11 11 14 14 17 35 42 42 49 a)
3001 - + - + + +
3002 - + - + + +
3003 - + + + + +
3004 - + - + + +
3005 - + + + + +
3006 - + - + * +
3007 - + - + + + + +
Male 3008 - + - + + + + +
3009 - + + + + + + +
3010 - + - + + + + +
3011 - + + + - + + +
3012 - + - + + + + +
Total 0 /12 12 /12 4 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 33.3 100.0 91.7 100.0 100.0 100.0
3101 - + + + + +
3102 - + - + + +
3103 - + + + + +
3104 - + - + + +
3105 - + - + + +
3106 - + - + + +
3107 - + - + + + + +
Female 3108 - + + + + + + +
3109 - + + + + + + +
3110 - + + + + + + +
3111 - + - + + + + +
3112 - + + + + + + +
Total 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

a): Day after birth
+ : Differentiated
- : Not differentiated
Number of pups differentiated / Number of pups observed

Total



B-4315

Appendix 28 External differentiation of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Appearance of Eruption of Opening of Opening of Cleavage of the
abdominal hair lower incisor eyelid vagina balanopreputial gland
Sex Animal
number 7 11 11 14 14 17 35 42 42 49 a)
4001 - + - + + +
4002 - + - + + +
4003 - + - + + +
4004 - + + + + +
4005 - + - + - +
4006 - + - + + +
4007 - + + + + + + +
Male 4008 - + - + + + + +
4009 - + - + + + + +
4010 - + - + + + + +
4011 - + - + + + + +
4012 - + + + + + + +
Total 0 /12 12 /12 3 /12 12 /12 11 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 25.0 100.0 91.7 100.0 100.0 100.0
4101 - + - + + +
4102 - + + + + +
4103 - + + + + +
4104 - + - + + +
4105 - + - + + +
4106 - + + + + +
4107 - + - + + + + +
Female 4108 - + - + + + + +
4109 - + + + + + + +
4110 - + + + + + + +
4111 - + - + + + + +
4112 - + - + + + + +
Total 0 /12 12 /12 5 /12 12 /12 12 /12 12 /12 6/ 6 6/ 6
% 0.0 100.0 41.7 100.0 100.0 100.0 100.0 100.0

a): Day after birth

+ : Differentiated

- : Not differentiated

Total : Number of pups differentiated / Number of pups observed
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Appendix 29 Functional examination of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 0

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
1001 + + + + +
1002 + + + + +
1003 + + + + +
1004 + + + + +
1005 + + + + +
1006 + + + + +
1007 + + + + +
Male 1008 + + + * +
1009 + + + + +
1010 + + + + +
1011 + + + + +
1012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
1101 + + + + +
1102 + + * + +
1103 + + + + +
1104 + + + + +
1105 + + + + +
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



B-4315

Appendix 30 Functional examination of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
2001 + + + + +
2002 + + + + +
2003 + + + + +
2004 + + + + +
2005 + + + + +
2006 + + + + +
2007 + + + + +
Male 2008 + + + + +
2009 + + + + +
2010 + + + + +
2011 + + + + +
2012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
2101 + + + + +
2102 + + + + +
2103 + + + + +
2104 + + + + +
2105 + + + + +
2106 + + + + +
2107 + + + + +
Female 2108 + + + + +
2109 + + + + +
2110 + + + + +
2111 + + + + +
2112 + + + + +
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-4315

Appendix 31 Functional examination of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

Sex Animal Pupillary Corneal Righting Air righting Preyer's
number reflex reflex reflex reflex reflex
3001 + + + + +
3002 + + + + +
3003 + + + + +
3004 + + + + +
3005 + + + + +
3006 + + + + +
3007 + + + + +
Male 3008 + + + + +
3009 + + + + +
3010 + + + + +
3011 + + + + +
3012 + + + + +
Total 12 /12 12 /12 12 /12 12 /12 12 /12
% 100.0 100.0 100.0 100.0 100.0
3101 + + + + +
3102 + + + + +
3103 + + + + +
3104 + + + + +
3105 + + + + +
3108 + + + + +
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-4315

Appendix 32 Functional examination of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

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

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

O T T T
EE S T S S S S G
EoE S S S S S A
L T S S TS
F O T T S S S

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

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

L
A I I )
L S S o NS
I
R E R

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

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



Appendix 33

Urinalysis of new born rats administered orally with Phenol,

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

p-nitro, sodium salt for 18 days

B-4315

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

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

number tein body cose blood rubin 1linogen

1007 9.0 + - - - - += Y

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

1010 8.5 ++ + - - - + Y

1011 8.5 +- - - - - Y

1012 7.5 + +- - - - Y

1107 8.5 +- - - - - +- Y

1108 8.5 - - - - - +- Y
Female 1109 8.5 +- - - ~ - +- Y

1110 8.5 - - - - - +- Y

1111 8.5 - - - - - 4+~ Y

1112 8.0 - - - - - +- Y
1) - 0 - 5 mg/dL +- 10 - 20 mg/dL + : 30 - 70 mg/dL ++ 100 - 200 mg/dL e+t 250 - 400 mg/dL +a4d >400 mg/dL
2) - 0 mg/dL += 5 mg/dL + 1 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 ++ : 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 +++ : 21.0 mg/dL
5) - 0 mg/dL +- 0.2 mg/dL + : 0.5 - 1.0 mg/dL ++ 1 2.0 - 4.0 mg/dL +++ 1 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- 0.2 - 1.0 mg/dL + 2.0 - 3.0 mg/dL ++ : 4.0 - 6.0 mg/dL +++ : 8.0 - 12.0 mg/dL ++++ : >12,0 mg/dL
7) LY Light yellow Y : Yellow DY : Dark yellow



Appendix 34

and followed by a recovery period for 9 weeks

Dose (mg/kg)

0

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Sex

URINE SEDIMENT

Animal
number RBC WBC

CRYSTALLIZATION

PS

co

Male

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

+ -
-

Female

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

SEC :
SREC :
PS
co

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salts

Calcium Oxalate

+ -

+4+
+++

Negative

. Slight

Mild
Moderate
Severe
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Appendix 35 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
1007 12.0 1852
1008 10.7 2032
1009 10.7 1680
1010 4.2 2702

Male 1011 9.8 1936
1012 12.9 2482
Mean 10.1 2114
S.D. 3.1 394
1107 17.2 1106
1108 7.2 1648
1109 7.2 1874
1110 17.7 1232

Female 1111 15.6 1390
1112 12.3 1924
Mean 12.9 1529
S.D. 4.8 339




Appendix 36

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

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

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

number tein body cose blood rubin linogen

2007 8.5 + - - - - += Y

2008 8.5 + - - - - - Y
Male 2009 8.5 + - - - - +- Y

2010 8.5 + - - - - +- Y

2011 8.5 + - - - - +- Y

2012 9.0 + - - - - +- Y

2107 8.5 - - - - - +- Y

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

2110 8.5 - - - - - +- Y

2111 8.0 +- - - - - +- Y

2112 6.5 + - - - - + Y
1) - 0 - 5 mg/dL +- 10 - 20 mg/dL + 1 30 - 70 mg/dL -+ 100 - 200 mg/dL ++4+ 250 - 400 mg/dL ++++ : >400 mg/dL
2) - 0 mg/dL +- 5 mg/dL + 1 10 - 20 mg/dL ++ 30 - 45 mg/dL a4 60 - 80 mg/dL ++++ © >80 mg/dL
3) - : 0 - 10 mg/dL +- : 30 - 50 mg/dL + : 70 - 100 mg/dL -+ 150 - 200 mg/dL +++ : 300 - 500 mg/dL ++++ : 21000 mg/dL
4) - : 0 mg/dL +- 0.03 mg/dL + : 0.06 - 0.1 mg/dL ++ : 0.2 - 0.5 mg/dL +++ 1 21.0 mg/dL
5) - : 0 mg/dL +- : 0.2 mg/dL + : 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL +++ 1 6.0 ~ 10.0 mg/dL  ++++ : >10.0 mg/dL
6) +- 0.2 - 1.0mg/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-4315

Appendix 37 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

URINE SEDIMENT

CRYSTALLIZATION

Sex Animal
number RBC WBC SEC SREC Cast PS Cco
2007 - - += - - + -
2008 -~ - +- - - +- -

Male 2009 - - - - - - -
2010 - - - - - ,- _
2011 - - +- - - + -
2012 - - +- - - - -
2107 - - += - - - -
2108 - - +- - - - -

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

SEC : Squamous Epithelial Cell - : Negative

SREC : Small Round Epithelial Cell +- @ Slight

Ps : Phosphate Salts + : Mild

co : Calcium Oxalate ++ : Moderate

+++ : Severe
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Appendix 38 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
2007 17.3 1980
2008 10.7 1690
2009 13.2 1664
2010 21.1 1334

Male 2011 11.7 1704
2012 11.8 1716
Mean 14.3 1681
S.D. 4.1 206
2107 19.5 1214
2108 6.4 1470
2109 11.2 1856
2110 12.8 1360

Female 2111 12.6 1620
2112 3.0 2622
Mean 10.9 1690
S.D. 5.7 507




Appendix 39

and followed by a recovery period for 9 weeks

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110
1) 2) 3) 4) 5) 6) )

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

number tein body cose blood rubin linogen

3007 8.5 - - - - - - Y

3008 8.0 +- - - - - +- Y
Male 3009 8.5 +- - - - - +- Y

3010 8.5 - - - - - +- Y

3011 8.0 ++ +- - 4t - + Y

3012 8.5 + - ~ - - = Y

3107 8.5 - - - - - +- Y

3108 8.0 +- - - ~ - += Y
Female 3109 9.0 +- - - - - +- Y

3110 8.5 +- - - - - +- Y

3111 8.5 +- - - - - +- Y

3112 8.5 - - - - - +- Y
1) - 0 - 5 mg/dL +- : 10 - 20 mg/dL + 30 - 70 mg/dL ++ 100 - 200 mg/dL +++ : 250 - 400 mg/dL 4 >400 mg/dL
2) - 0 mg/dL +- : 5 mg/dL + 10 - 20 mg/dL ++ 30 - 45 mg/dL +++ 1 60 - 80 mg/dL ++++ : >80 mg/dL
3) - 0 - 10 mg/dL +- : 30 - 50 mg/dL + ¢ 70 - 100 mg/dL ++ : 150 - 200 mg/dL +++ 1 300 - 500 mg/dL ++++ ; 21000 mg/dL
4) - 0 mg/dL +- : 0.03 mg/dL + 0.06 - 0.1 mg/dL ++ 0.2 - 0.5 mg/dL +++ : 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
7) LY : Light yellow Y : Yellow DY : Dark yellow



Appendix 40

and followed by a recovery period for 9 weeks

Dose (mg/kg)

110

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Sex

URINE SEDIMENT

Animal
number RBC WBC

CRYSTALLIZATION

PS

co

Male

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

Female

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

SEC
SREC
PS
co

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salts

Calcium Oxalate

+++

Negative
Slight

: Miid
: Moderate

Severe



B-4315

Appendix 41 Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

Urine Osmolality

Sex Animal volume
number mL/24hrs mOsm/kg
3007 39.4 812
3008 25.5 1340
3009 23.8 1296
3010 20.3 1786

Male 3011 16.7 2104
3012 13.5 2088
Mean 23.2 1571
S.D. 9.1 510
3107 13.5 1714
3108 16.6 1762
3109 8.9 2208
3110 8.6 1702

Female 3111 11.2 1362
3112 10.5 2042
Mean 11.6 1798
S.D. 3.0 295




Appendix 42

and followed by a

recovery period for 9 weeks

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 160
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 8.0 + - - - - += Y

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

4010 8.5 + +- - - - += Y

4011 8.5 + - - - - +- Y

4012 8.0 + +- - - - + Y

4107 8.5 - - - - - - Y

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

4110 8.5 + - - - - += Y

4111 8.5 - - - - - +- Y

4112 7.0 + - - - - + Y
1) - : 0 -5 mg/dL +- 10 - 20 mg/dL + 30 - 70 mg/dL ++ 1 100 - 200 mg/dL +++ : 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 ++++ 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 ++++ : 21000 mg/dL
4) ~ : 0 mg/dL +- 1 0.03 mg/dL +:0.06 - 0.1 mg/dL. ++ : 0.2 - 0.5 mg/dL +++ 1 21.0 mg/dL
5) - : 0 mg/dL +- : 0.2 mg/dL + 0.5 - 1.0 mg/dL ++ 2.0 - 4.0 mg/dL +++ 1 6.0 - 10.0 mg/dL ++++ >10.0 mg/dL
6) +- :0.2 -1.0mg/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
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and followed by a recovery period for 9 weeks

Dose (mg/kg)

160

Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Sex

URINE SEDIMENT

Animal
number RBC WBC

CRYSTALLIZATION

PS

Cco

Male

4007 - -
4008 - -
4009 - -
4010 - -
4011 - -
4012 - -

.
++

+—

Female

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

+ -
+ -
+ -
+—-

SEC
SREC
PS
Cco

Squamous Epithelial Cell
Small Round Epithelial Cell
Phosphate Salts

Calcium Oxalate

-

++
++4+

Negative
Slight

© Mild

Moderate
Severe
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Urinalysis of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

B-4315

Urine Osmolality
Sex Animal volume
number mL/24hrs mOsm/kg
4007 12.9 1986
4008 16.2 1748
4009 11.3 2654
4010 10.4 2384
Male 4011 14.8 1740
4012 11.6 1834
Mean 12.9 2058
S.D. 2.2 378
4107 10.7 1780
4108 18.9 1504
4109 9.8 1942
4110 3.4 2802
Female 4111 10.1 1592
4112 6.2 1920
Mean 9.9 1923
S.D. 5.2 464




B-4315

Appendix 45 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : O

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X10YuL g/dL % fL pg % % XK10YAL

1001 471 9.7 30 64.7 20.5 31.7 15.8 117.6

1002 479 9.5 29 60.9 19.8 32.5 19.7 107.2

Male 1003 501 10.2 32 63.2 20.4 32.3 21.6 116.8
1004 430 9.7 29 68.0 22.7 33.4 20.0 90.0

1005 455 9.4 29 64.3 20.8 32.3 17.5 101.1

1006 461 9.9 30 65.3 21.4 32.8 19.2 110.6

Mean 466 9.7 30 64.4 20.9 32.5 19.0 107.2

S.D. 24 0.3 1 2.3 1.0 0.6 2.0 10.4

1101 485 9.4 30 62.2 19.3 31.1 18.0 104.5

1102 562 10.1 33 58.7 18.0 30.6 21.4 89.1

Female 1103 524 11.0 34 64.7 20.9 32.3 17.7 85.9
1104 543 11.6 36 66.8 21.4 32.0 18.0 96.8

1105 553 9.6 31 55.6 17.3 31.2 17.1 109.3

1106 543 11.0 35 64.1 20.3 31.7 16.6 100.4

Mean 535 10.5 33 62.0 19.5 31.5 18.1 97.7

S.D. 28 0.9 2 4.2 1.6 0.6 1.7 9.0




Appendix 46

Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 0
WBC Differential leukocyte counts (%)
Sex Animal
number X10%4L Lymph. Stab Seg. Eosino. Baso. Mono. Others
1001 51 90.0 0.0 9.0 0.0 0.0 1.0 0.0
1002 48 87.0 0.5 12.0 0.0 0.0 0.5 0.0
Male 1003 33 93.5 0.0 6.0 0.0 0.0 0.5 0.0
1004 26 83.0 2.0 15.0 0.0 0.0 0.0 0.0
1005 28 86.0 0.5 13.5 0.0 0.0 0.0 0.0
1006 52 90.0 0.0 9.0 0.5 0.0 0.5 0.0
Mean 40 88.3 0.5 10.8 0.1 0.0 0.4 0.0
S.D. 12 3.7 0.8 3.3 0.2 0.0 0.4 0.0
1101 26 87.0 1.0 12.0 0.0 0.0 0.0 0.0
1102 30 91.0 0.5 8.0 0.0 0.0 0.5 0.0
Female 1103 29 96.5 0.0 3.0 0.0 0.0 0.5 0.0
1104 50 97.5 0.0 1.5 0.0 0.0 1.0 0.0
1105 35 91.5 0.0 8.0 0.0 0.0 0.5 0.0
1106 34 91.5 0.0 7.5 0.0 0.0 1.0 0.0
Mean 34 92.5 0.3 6.7 0.0 0.0 0.6 0.0
S.D. 9 3.9 0.4 3.8 0.0 0.0 0.4 0.0




B-4315

Appendix 47 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X10YuL g/dL % fL pPg % %  X10VuL

2001 490 9.4 29 59.7 19.2 32.2 21.7 102.3

2002 481 9.4 29 60.4 19.6 32.4 24.3 98.4

Male 2003 479 10.6 32 66.2 22.1 33.4 18.3 99.1
2004 479 10.2 31 64.4 21.2 33.0 15.1 99.5

2005 475 9.2 29 60.7 19.4 32.0 18.4 120.5

2006 502 9.5 30 59.1 19.0 32.1 16.0 102.0

Mean 484 9.7 30 61.8 20.1 32.5 19.0 103.6

S.D. 10 0.6 1 2.9 1.3 0.6 3.5 8.4

2101 515 9.5 30 58.8 18.4 31.3 17.4 94.2

2102 550 9.9 32 59.1 17.9 30.4 19.4 107.7

Female 2103 508 10.4 32 63.7 20.5 32.3 16.2 106.6
2104 508 11.3 35 69.4 22.2 31.9 16.2 85.1

2105 478 9.7 31 64.2 20.4 31.8 19.0 113.5

2106 529 11.1 35 65.4 21.0 32.1 17.4 99.6

Mean 515 10.3 33 63.4 20.1 31.6 17.6 101.1

S.D. 24 0.7 2 4.0 1.6 0.7 1.4 10.3




B-4315

Appendix 48 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

WBC Differential leukocyte counts (%)

Sex Animal
number X1074L Lymph. Stab Seg. Eosino. Baso. Mono . Others
2001 26 92.0 0.0 8.0 0.0 0.0 0.0 0.0
2002 47 91.5 0.5 7.5 0.5 0.0 0.0 0.0

Male 2003 51 85.0 1.5 13.0 0.0 0.0 0.5 0.0
2004 18 91.5 0.5 7.0 0.0 0.0 1.0 0.0
2005 27 92.0 0.0 6.5 0.0 0.0 1.5 0.0
2006 27 97.0 0.0 3.0 0.0 0.0 0.0 0.0
Mean 33 91.5 0.4 7.5 0.1 0.0 0.5 0.0
S.D. 13 3.8 0.6 3.2 0.2 0.0 0.6 0.0
2101 37 87.0 0.5 12.5 0.0 0.0 0.0 0.0
2102 34 91.5 0.0 8.0 0.5 0.0 0.0 0.0

Female 2103 23 90.0 0.0 9.0 0.0 0.0 1.0 0.0
2104 36 92.0 0.0 8.0 0.0 0.0 0.0 0.0
2105 41 90.5 0.0 9.5 0.0 0.0 0.0 0.0
2106 35 88.0 0.5 11.0 0.0 0.0 0.5 0.0
Mean 34 89.8 0.2 9.7 0.1 0.0 0.3 0.0
S.D. 6 2.0 0.3 1.8 0.2 0.0 0.4 0.0

N



B-4315

Appendix 49 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

RBC Hb Ht MCV MCH MCHC Reticu- Plate-

Sex Animal locyte let
number X10YAHL g/dL % fL pg % % X10YuL

3001 491 9.5 29 60.1 19.3 32.2 22.4 85.7

3002 465 8.6 27 57.9 18.4 31.9 21.8 109.7

Male 3003 464 9.9 30 64.4 21.3 33.1 19.3 101.3
3004 482 10.1 31 65.1 20.9 32.2 20.0 103.3

3005 530 9.6 30 57.1 18.1 31.7 17.4 103.4

3006 503 9.9 31 60.7 19.6 32.3 19.1 118.1

Mean 489 9.6 30 60.9 19.6 32.2 20.0 103.6

S.D. 25 0.5 2 3.3 1.3 0.5 1.8 10.7

3101 475 8.9 28 58.0 18.6 32.2 17.5 90.1

3102 471 10.2 32 67.6 21.6 31.9 16.6 104.0

Female 3103 573 11.4 35 61.8 19.8 32.0 22.0 97.6
3104 475 10.4 32 67.7 22.0 32.5 16.3 100.3

3105 521 10.3 32 61.8 19.7 31.9 15.4 102.2

3106 547 11.4 35 63.8 20.8 32.7 15.6 106.7

Mean 510 10.4 32 63.5 20.4 32.2 17.2 100.2

S.D. 43 0.9 3 3.8 1.3 0.3 2.5 5.8




B-4315

Appendix 50 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

WBC Differential leukocyte counts (%)

Sex Animal
number X107 pL Lymph. Stab Seg. Eosino. Baso. Mono. Others
3001 28 93.0 0.5 6.0 0.0 0.0 0.5 0.0
3002 23 84.0 0.5 13.5 1.0 0.0 1.0 0.0

Male 3003 34 81.0 1.0 16.5 0.5 0.0 1.0 0.0
3004 24 90.0 0.0 10.0 0.0 0.0 0.0 0.0
3005 20 87.5 0.5 11.5 0.0 0.0 0.5 0.0
3006 34 95.5 0.0 4.0 0.0 0.0 0.5 0.0
Mean 27 88.5 0.4 10.3 0.3 0.0 0.6 0.0
S.D. 6 5.5 0.4 4.7 0.4 0.0 0.4 0.0
3101 24 88.0 0.5 10.5 0.0 0.0 1.0 0.0
3102 73 92.0 0.5 7.5 0.0 0.0 0.0 0.0

Female 3103 57 96.0 0.0 4.0 0.0 0.0 0.0 0.0
3104 36 91.5 0.0 8.0 0.0 0.0 0.5 0.0
3105 31 91.5 0.0 7.0 1.0 0.0 0.5 0.0
3106 18 92.5 0.5 7.0 0.0 0.0 0.0 0.0
Mean 40 91.9 0.3 7.3 0.2 0.0 0.3 0.0
S.D. 21 2.6 0.3 2.1 0.4 0.0 0.4 0.0




B-4315

Appendix 51 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

’ RBC Hb Ht MCV MCH MCHC Reticu- Plate-
Sex Animal locyte let
number X10Y4L g/dL % fL pg % %  X10YpL
4001 457 10.0 30 66.0 21.9 33.1 23.2 92.5
4002 490 9.6 30 60.4 19.5 32.3 23.6 96.6
Male 4003 478 10.4 32 66.3 21.8 32.8 19.3 91.6
4004 461 9.5 30 64.7 20.7 32.0 16.3 90.3
4005 502 10.1 31 62.6 20.1 32.1 19.3 114.1
4006 507 10.4 32 62.6 20.4 32.7 18.7 108.7
Mean 483 10.0 31 63.8 20.7 32.5 20.1 99.0
S.D. 21 0.4 1 2.3 1.0 0.4 2.8 10.0
4101 522 9.9 31 59.9 19.0 31.6 14.0 107.3
4102 497 10.1 32 63.5 20.3 32.0 19.8 101.3
Female 4103 535 11.0 34 64.1 20.7 32.2 18.8 105.8
4104 496 11.0 34 68.8 22.3 32.4 16.8 87.9
4105 488 10.1 32 65.2 20.8 31.9 16.2 91.5
4106 531 10.6 33 62.0 20.0 32.3 18.6 106.2
Mean 512 10.5 33 63.9 20.5 32.1 17.4 100.0
S.D. 20 0.5 1 3.0 1.1 0.3 2.1 8.3




B-4315

Appendix 52 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

WBC Differential leukocyte counts (%)

Sex Animal
number X107#L  Lymph. Stab Seg. Eosino. Baso. Mono. Others
4001 27 88.0 0.5 11.0 0.0 0.0 0.5 0.0
4002 33 94.0 0.0 5.5 0.0 0.0 0.5 0.0

Male 4003 81 86.0 0.5 13.0 0.5 0.0 0.0 0.0
4004 26 84.5 1.5 13.0 0.0 0.0 1.0 0.0
4005 20 80.5 0.5 17.5 0.5 0.0 1.0 0.0
4006 29 88.0 0.5 11.5 0.0 0.0 0.0 0.0
Mean 36 86.8 0.6 11.9 0.2 0.0 0.5 0.0
S.D. 22 4.5 0.5 3.9 0.3 0.0 0.4 0.0
4101 26 89.5 0.0 10.0 0.0 0.0 0.5 0.0
4102 36 95.0 0.0 4.5 0.5 0.0 0.0 0.0

Female 4103 46 93.5 0.5 5.0 1.0 0.0 0.0 0.0
4104 29 92.5 0.5 6.0 0.0 0.0 1.0 0.0
4105 40 90.5 1.0 8.0 0.0 0.0 0.5 0.0
4106 32 92.0 0.5 7.0 0.0 0.0 0.5 0.0
Mean 35 92.2 0.4 6.8 0.3 0.0 0.4 0.0
S.D. 7 2.0 0.4 2.0 0.4 0.0 0.4 0.0




B-4315

Appendix 53 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10YmL g/dL % fL e % % X10YpuL s s
1007 923 16.1 50 54.6 17.4 32.0 2.3 106.0 18.2 19.5
1008 842 16.0 47 55.5 19.0 34.2 1.9 92.8 16.4 18.2
Male 1009 841 15.4 47 55.3 18.3 33.2 2.5 118.2 16.5 18.9
1010 856 15.8 48 56.2 18.5 33.0 1.5 90.1 15.0 18.8
1011 903 16.1 49 54.2 17.8 32.8 1.4 108.3 15.2 19.1
1012 859 15.3 46 53.6 17.8 33.2 1.7 88.5 14.7 16.3
Mean 871 15.8 48 54.9 18.1 33.1 1.9 100.7 16.0 18.5
S.D. 34 0.4 1 0.9 0.6 0.7 0.4 12.0 1.3 1.1
1107 826 16.0 48 57.9 19.4 33.5 1.9 91.7 13.7 14.7
1108 795 15.7 46 57.3 19.7 34.4 0.9 89.2 13.5 12.9
Female 1109 788 15.9 47 60.0 20.2 33.6 1.3 83.9 12.3 14.2
1110 803 15.8 46 57.5 19.7 34.2 1.4 101.6 13.3 14.9
1111 816 15.7 48 58.7 19.3 32.9 1.2 100.1 11.9 14.4
1112 793 15.0 44 55.7 18.9 33.9 1.6 88.5 14.3 14.0
Mean 804 15.7 47 57.9 19.5 33.8 1.4 92.5 13.2 14.2
S.D. 15 0.4 2 1.4 0.4 0.5 0.3 7.0 0.9 0.7




B-4315

Appendix 54 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

WBC Differential leukocyte counts (%)

Sex Animal
number X10%#L  Lymph. Stab Seg. Eosino. Baso. Mono. Others
1007 143 91.5 0.5 7.5 0.5 0.0 0.0 0.0
1008 1186 88.5 0.5 10.0 0.5 0.0 0.5 0.0

Male 1009 65 93.0 0.5 6.5 0.0 0.0 0.0 0.0
1010 71 92.0 0.0 6.0 1.0 0.0 1.0 0.0
1011 60 88.5 0.5 9.5 1.0 0.0 0.5 0.0
1012 67 86.5 0.5 12.5 0.0 0.0 0.5 0.0
Mean 87 90.0 0.4 8.7 0.5 0.0 0.4 0.0
S.D. 34 2.5 0.2 2.5 0.4 0.0 0.4 0.0
1107 51 85.0 0.5 12.5 2.0 0.0 0.0 0.0
1108 42 88.0 0.0 10.0 1.0 0.0 1.0 0.0

Female 1109 68 80.5 0.0 18.5 0.5 0.0 0.5 0.0
1110 99 87.0 0.5 11.0 1.5 0.0 0.0 0.0
1111 71 87.5 0.0 12.5 0.0 0.0 0.0 0.0
1112 72 95.0 0.0 4.0 0.5 0.0 0.5 0.0
Mean 67 87.2 0.2 11.4 0.9 0.0 0.3 0.0
S.D. 20 4.7 0.3 4.7 0.7 0.0 0.4 0.0




B-4315

Appendix 55 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
*  number X10%4L g/dL % fL pg % %  X10YuL s s
2007 850 15.5 46 54.4 18.2 33.6 2.2 101.2 13.6 15.5
2008 870 16.5 49 56.0 19.0 34.0 1.6 99.1 15.6 15.8
Male 2009 905 16.8 50 55.0 18.6 33.7 1.3 96.2 15.1 16.1
2010 838 16.2 47 56.6 19.3 34.2 1.5 92.5 16.5 17.7
2011 830 15.7 46 55.8 18.9 33.8 1.6 92.6 14.4 16.8
2012 838 15.6 46 55.0 18.6 33.8 1.8 105.4 14.3 16.6
Mean 855 16.1 47 55.5 18.8 33.9 1.7 97.8 14.9 16.4
S.D. 28 " 0.5 2 0.8 0.4 0.2 0.3 5.1 1.0 0.8
2107 798 15.1 45 56.2 18.9 33.6 1.4 92.8 13.4 15.5
2108 773 15.3 45 58.1 19.8 34.0 1.1 92.0 14.1 14.1
Female 2109 834 16.4 49 58.6 19.7 33.6 1.6 92.9 12.6 15.7
2110 834 15.9 47 56.0 19.0 33.9 1.5 101.1 12.5 14.3
2111 779 15.1 45 58.2 19.4 33.4 1.4 107.1 11.86 13.3
2112 782 15.1 45 57.0 19.3 33.9 2.1 82.8 12.5 14.1
Mean 800 15.5 46 57.4 19.4 33.7 1.5 94.8 12.8 14.5
S.D. 28 0.5 2 1.1 0.4 0.2 0.3 8.4 0.9 0.9




Appendix 56

and followed by a recovery period for 9 weeks

Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 80
WBC Differential leukocyte counts (%)
Sex Animal
number X1074L Lymph. Stab Seg. Eosino. Baso. Mono. Others
2007 81 89.0 0.0 11.0 0.0 0.0 0.0 0.0
2008 81 92.0 0.0 7.0 0.5 0.0 0.5 0.0
Male 2009 83 89.0 0.0 9.5 1.5 0.0 0.0 0.0
2010 119 90.5 0.5 8.0 0.0 0.0 1.0 0.0
2011 97 88.0 1.0 11.0 0.0 0.0 0.0 0.0
2012 139 94.0 0.0 4.5 1.0 0.0 0.5 0.0
Mean 100 90.4 0.3 8.5 0.5 0.0 0.3 0.0
S.D. 24 2.2 0.4 2.5 0.6 0.0 0.4 0.0
2107 67 83.5 2.0 13.0 0.5 0.0 1.0 0.0
2108 48 94.0 0.0 5.5 0.5 0.0 0.0 0.0
Female 2109 65 93.0 0.0 7.0 0.0 0.0 0.0 0.0
2110 82 90.0 0.0 8.5 1.0 0.0 0.5 0.0
2111 59 86.5 0.5 12.0 0.5 0.0 0.5 0.0
2112 54 85.5 0.0 13.5 0.5 0.0 0.5 0.0
Mean 63 88.8 0.4 9.9 0.5 0.0 0.4 0.0
S.D. 12 4.3 0.8 3.4 0.3 0.0 0.4 0.0




B-4315

Appendix 57 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

RBC Hb Ht MCV MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10Y4L g/dL % fL g % % X10Y 4L s s
3007 842 16.1 47 56.4 19.2 34.0 1.3 111.1 13.8 17.8
3008 831 15.5 47 56.3 18.7 33.2 1.4 94.5 13.7 16.6
Male 3009 885 15.9 47 52.9 17.9 33.9 1.5 93.5 14.2 16.2
3010 893 16.6 49 54.5 18.6 34.1 1.6 106.2 14.7 16.8
3011 820 15.3 46 56.3 18.6 33.1 2.0 99.2 15.0 18.1
3012 887 15.6 48 53.6 17.6 32.8 1.2 94.3 14.8 16.8
Mean 860 15.8 47 55.0 18.4 33.5 1.5 99.8 14.4 17.1
S.D. 32 0.5 1 1.5 0.6 0.5 0.3 7.3 0.5 0.7
3107 789 15.3 45 56.8 19.3 34.1 1.6 91.6 13.5 15.2
3108 811 15.7 46 56.5 19.4 34.4 1.3 96.8 12.0 11.9
Female 3109 798 15.5 46 57.5 19.4 33.8 1.1 95.1 13.2 14.4
3110 794 15.4 45 56.8 19.4 34.2 1.7 93.1 12.2 15.6
3111 816 15.6 46 56.0 19.1 34.1 1.0 95.7 12.9 13.9
3112 850 16.6 49 57.4 19.5 34.0 1.4 95.8 13.6 14.7
Mean 810 15.7 46 56.8 19.4 34.1 1.4 94.7 12.9 14.3
S.D. 22 0.5 1 0.6 0.1 0.2 0.3 1.9 0.7 1.3




Appendix 58

and followed by a recovery period for 9 weeks

Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110
WBC Differential leukocyte counts (%)
Sex Animal
number X10%pL Lymph. Stab Seg. Eosino. Baso. Mono. Others
3007 74 91.0 0.0 8.5 0.5 0.0 0.0 0.0
3008 74 84.0 0.5 15.0 0.5 0.0 0.0 0.0
Male 3009 84 91.0 0.5 8.0 0.0 0.0 0.5 0.0
3010 85 91.0 0.0 8.0 0.5 0.0 0.5 0.0
3011 101 84.0 1.0 15.0 0.0 0.0 0.0 0.0
3012 70 89.0 0.0 9.0 1.5 0.0 0.5 0.0
Mean 81 88.3 0.3 10.6 0.5 0.0 0.3 0.0
S.D. 11 3.4 0.4 3.4 0.5 0.0 0.3 0.0
3107 65 85.0 0.0 13.5 1.0 0.0 0.5 0.0
3108 54 86.5 0.5 12.0 0.5 0.0 0.5 0.0
Female 3109 54 81.0 1.0 17.0 0.5 0.0 0.5 0.0
3110 58 84.5 0.5 13.5 1.5 0.0 0.0 0.0
3111 64 85.0 1.0 13.5 0.5 0.0 0.0 0.0
3112 107 96.0 0.0 3.5 0.0 0.0 0.5 0.0
Mean 67 86.3 0.5 12.2 0.7 0.0 0.3 0.0
S.D. 20 5.1 0.4 4.6 0.5 0.0 0.3 0.0




B-4315

Appendix 59 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

RBC Hb Ht Mcv MCH MCHC Reticu- Plate- PT APTT
Sex Animal locyte let
number X10%HL g/dL % fL pg % % X10YpuL s s
4007 833 16.0 47 56.1 19.2 34.2 1.4 98.5 14.8 17.0
4008 858 15.8 46 53.6 18.4 34.4 1.7 94.5 15.6 19.4
Male 4009 888 16.2 48 54.0 18.3 33.8 1.6 90.9 14.9 16.2
4010 780 15.4 44 56.8 19.7 34.6 1.5 147.8 12.8 12.9
4011 868 16.4 49 56.0 18.9 33.8 1.3 86.2 15.2 18.5
4012 824 15.5 47 57.4 18.8 32.8 1.4 110.9 13.7 17.6
Mean 842 15.9 47 55.7 18.9 33.9 1.5 104.8 14.5 16.9
S.D. 38 0.4 2 1.5 0.5 0.6 0.1 22.7 1.0 2.3
4107 787 15.7 47 59.7 20.0 33.4 1.3 103.5 13.6 14.1
4108 808 14.7 44 55.0 18.2 33.1 1.6 90.9 10.8 7.6
Female 4109 843 15.1 45 53.4 17.9 33.4 1.3 92.2 11.6 13.2
4110 791 15.4 46 58.1 19.4 33.5 1.2 80.4 13.1 15.3
4111 871 16.0 49 55.8 18.4 32.9 1.5 105.9 13.5 13.6
4112 844 16.2 49 57.8 19.2 33.2 1.4 92.1 13.9 14.3
Mean 824 15.5 47 56.6 18.9 33.3 1.4 94.2 12.8 13.0
S.D. 34 0.6 2 2.3 0.8 0.2 .1 9.3 1.3 2.7




B-4315

Appendix 60 Hematological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

WBC Differential leukocyte counts (%)

Sex Animal
number X10%7uL Lymph. Stab Seg. Eosino. Baso. Mono. Others
4007 181 92.5 0.0 6.5 0.5 0.0 0.5 0.0
4008 82 91.5 1.0 6.0 1.5 0.0 0.0 0.0

Male 4009 63 78.5 0.0 21.5 0.0 0.0 0.0 0.0
4010 110 92.0 0.0 7.5 0.0 0.0 0.5 0.0
4011 75 94.5 0.5 5.0 0.0 0.0 0.0 0.0
4012 113 90.0 0.0 9.0 0.5 0.0 0.5 0.0
Mean 104 89.8 0.3 9.3 0.4 0.0 0.3 0.0
S.D. 43 5.7 0.4 6.2 0.6 0.0 0.3 0.0
4107 61 93.0 0.0 5.0 1.5 0.0 0.5 0.0
4108 79 82.5 1.0 15.5 0.5 0.0 0.5 0.0

Female 4109 35 87.5 1.0 10.0 1.0 0.0 0.5 0.0
4110 80 86.0 0.0 13.0 1.0 0.0 0.0 0.0
4111 63 88.0 0.0 11.0 0.5 0.0 0.5 0.0
4112 67 85.0 0.5 13.5 0.5 0.0 0.5 0.0
Mean 64 87.0 0.4 11.3 0.8 0.0 0.4 0.0
S.D. 16 3.5 0.5 3.7 0.4 0.0 0.2 0.0




B-4315

Appendix 61 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : O

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L I1U/L iu/L 1U/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
1001 78 32 46 483 1.7 5.0 3.0 1.50 104 133 163
1002 112 39 68 563 2.2 5.5 3.2 1.39 96 71 137
Male 1003 93 34 57 607 1.9 5.3 3.3 1.65 110 75 156
1004 75 30 40 737 2.0 5.2 3.0 1.36 82 76 125
1005 80 31 53 688 1.9 5.4 3.2 1.45 77 70 118
1006 83 32 61 669 1.7 5.3 3.1 1.41 98 94 140
Mean 87 33 54 625 1.9 5.3 3.1 1.46 95 87 140
S.D. 14 3 10 92 0.2 0.2 0.1 0.11 13 24 17
1101 97 36 T4 473 1.5 5.2 3.0 1.36 89 54 136
1102 82 30 51 606 2.8 5.7 3.4 1.48 79 79 129
Female 1103 89 31 54 708 2.5 5.2 3.3 1.74 98 76 143
1104 83 45 62 596 1.9 5.5 3.4 1.62 100 103 154
1105 86 29 55 608 1.7 5.7 3.3 1.38 96 87 132
1106 84 33 42 592 0.4 5.5 3.2 1.39 98 89 142
Mean 87 34 56 597 1.8 5.5 3.3 1.50 93 81 139
S.D. 6 6 11 75 0.8 0.2 0.2 0.15 8 16 9




Appendix 62

Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 0

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
1001 0.19 105 10 0.48 142 4.0 107 9.8 10.1
1002 0.21 93 13 0.57 139 3.9 106 10.5 10.4
Male 1003 0.15 99 12 0.51 139 4.3 108 10.5 10.0
1004 0.16 86 14 0.50 142 3.9 110 10.5 9.1
1005 0.14 123 12 0.49 142 4.3 110 10.3 9.5
1006 0.18 100 14 0.56 141 3.9 108 10.6 9.8
Mean 0.17 101 13 0.52 141 4.1 108 10.4 9.8
S.D. 0.03 13 2 0.04 1 0.2 2 0.3 0.5
1101 0.12 98 17 0.53 139 3.8 108 10.4 10.0
1102 0.15 110 18 0.52 137 4.2 108 10.2 8.7
Female 1103 0.12 100 18 0.51 139 4.1 110 10.5 9.1
1104 0.17 109 12 0.61 138 3.6 110 10.3 8.6
1105 0.11 99 16 0.51 138 3.9 110 9.9 8.9
1106 0.14 113 14 0.46 139 4.0 112 9.9 9.1
Mean 0.14 105 16 0.52 138 3.9 110 10.2 9.1
S.D. 0.02 7 2 0.05 1 0.2 2 0.3 0.5




B-4315

Appendix 63 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

GOT GPT LDH AlP T -—GTP TP Albumin A/G T.cho TG PL
Sex Animal
number Iu/L 1U/L 1u/L IU/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
2001 61 35 62 700 1.7 5.2 3.3 1.74 101 94 145
2002 104 34 54 552 2.2 5.5 3.4 1.62 91 74 137
Male 2003 101 39 56 609 2.2 5.4 3.3 1.57 98 97 149
2004 85 29 48 357 1.8 5.4 3.1 1.35 104 65 149
2005 101 33 57 648 1.1 5.6 3.3 1.43 65 61 104
2006 81 25 64 475 1.6 5.7 3.2 1.28 96 73 132
Mean 89 33 57 557 1.8 5.5 3.3 1.50 93 77 136
S.D. 17 5] 6 125 0.4 0.2 0.1 0.17 14 15 17
2101 86 31 58 543 1.9 5.2 3.2 1.60 79 75 122
2102 96 37 64 572 2.1 5.3 3.3 1.65 92 49 135
Female 2103 82 30 59 539 3.1 5.4 3.3 1.57 82 88 122
2104 96 35 58 527 1.9 5.1 3.2 1.68 95 90 144
2105 105 38 77 631 1.8 5.6 3.3 1.43 94 68 134
2106 91 39 34 487 1.6 5.3 3.2 1.52 101 98 145
Mean 93 35 58 550 2.1 5.3 3.3 1.58 91 78 134
S.D. 8 4 14 48 0.5 0.2 0.1 0.09 8 18 10




B-4315

Appendix 64 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

T.bili- Glucose BUN Crea- Na K C1l Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol /L mmol/L mmol/L mg/dL mg/dL
2001 0.16 104 13 0.54 141 3.7 108 10.6 9.9
2002 0.18 120 15 0.55 140 3.7 109 10.4 9.4
Male 2003 0.20 96 14 0.53 140 4.3 107 10.6 10.0
2004 0.13 92 17 0.47 140 4.4 109 10.3 9.5
2005 0.11 107 20 0.56 142 4.2 112 10.4 8.7
2006 0.13 103 14 0.56 139 4.1 111 10.4 8.5
Mean 0.15 104 16 0.54 140 4.1 109 10.5 9.3
S.D. 0.03 10 3 0.03 1 0.3 2 0.1 0.6
2101 0.12 103 11 0.46 137 3.9 108 10.4 9.7
2102 0.14 113 16 0.55 139 3.9 110 10.3 9.1
Female 2103 0.14 110 14 0.55 139 4.1 108 10.7 9.0
2104 0.17 101 11 0.50 137 3.7 108 10.2 9.1
2105 0.15 94 17 0.56 139 3.7 111 10.4 9.0
2106 0.15 90 10 0.43 139 4.1 108 11.0 8.7
Mean 0.15 102 13 0.51 138 3.9 109 10.5 9.1
S.D. 0.02 9 3 0.05 1 0.2 1 0.3 0.3




B-4315

Appendix 65 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L IU/L IU/L 1U/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
3001 88 46 48 644 2.0 5.2 3.3 1.74 ’ 104 143 167
3002 104 33 107 602 2.3 5.4 3.1 1.35 89 69 142
Male 3003 98 43 47 861 2.4 5.2 3.3 1.74 93 114 144
3004 77 30 46 716 1.9 5.1 3.1 1.55 96 110 136
3005 88 33 64 509 1.6 5.5 3.3 1.50 97 93 143
3006 85 29 53 677 1.7 5.4 3.3 1.57 112 82 146
Mean 90 36 61 668 2.0 5.3 3.2 1.58 99 102 146
S.D. 10 7 24 118 0.3 0.2 0.1 0.15 8 26 11
3101 87 34 46 529 2.3 5.5 3.3 1.50 81 7 131
3102 89 30 57 696 1.8 5.5 3.3 1.50 98 87 149
Female 3103 84 27 62 758 3.0 5.5 3.4 1.62 88 81 126
3104 99 32 59 627 2.4 5.5 3.3 1.50 103 59 141
3105 90 31 47 574 1.5 5.5 3.3 1.50 68 94 115
3106 81 30 60 568 1.5 5.5 3.2 1.39 87 67 119
Mean 88 31 55 625 2.1 5.5 3.3 1.50 88 78 130
S.D. 6 2 7 87 0.6 0.0 0.1 0.07 12 13 13




B-4315

Appendix 66 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

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 0.20 91 14 0.56 141 3.8 108 10.5 9.4
3002 0.14 101 10 0.45 139 4.1 107 10.1 9.4
Male 3003 0.19 93 11 0.53 140 4.2 108 10.4 9.7
3004 0.20 94 12 0.50 141 4.4 107 10.4 9.2
3005 0.15 90 11 0.55 141 4.1 109 10.6 9.4
3006 0.14 104 12 0.56 140 4.0 111 10.2 9.4
Mean 0.17 96 12 0.53 140 4.1 108 10.4 9.4
S.D. 0.03 6 1 0.04 1 0.2 2 0.2 0.2
3101 0.09 83 12 0.48 138 4.1 107 10.5 9.4
3102 0.16 90 15 0.54 136 3.6 108 10.5 8.2
Female 3103 0.14 96 16 0.55 137 4,1 109 10.4 9.3
3104 0.16 102 13 0.54 137 3.5 107 10.7 8.3
3105 0.17 89 10 0.49 137 4.1 108 10.3 8.8
3106 0.12 95 15 0.52 140 4.0 109 10.3 9.3
Mean 0.14 93 14 0.52 138 3.9 108 10.5 8.9
S.D. 0.03 7 2 0.03 1 0.3 1 0.2 0.5




B-4315

Appendix 67 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

GOT GPT LDH AlP T ~GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L 1U/L 1U/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4001 81 40 57 758 1.8 5.3 3.3 1.65 92 118 144
4002 91 41 73 492 2.1 5.5 3.1 1.29 106 102 161
Male 4003 99 42 71 527 2.1 5.2 3.2 1.60 88 134 138
4004 93 36 46 666 2.1 5.2 3.2 1.60 76 61 114
4005 82 34 51 574 1.7 5.4 3.2 1.45 70 82 109
4006 89 33 83 671 1.6 5.5 3.1 1.29 95 99 137
Mean 89 38 64 615 1.9 5.4 3.2 1.48 88 99 134
S.D. 7 4 14 101 0.2 0.1 0.1 0.16 13 26 19
4101 94 37 67 442 2.0 5.7 3.3 1.38 86 53 133
4102 101 29 52 467 2.4 5.7 3.4 1.48 78 63 123
Female 4103 76 29 56 505 2.2 5.6 3.4 1.55 93 84 133
4104 79 40 65 597 2.0 5.2 3.1 1.48 132 100 181
4105 79 33 54 607 1.7 5.6 3.2 1.33 100 104 139
4106 84 30 48 525 1.3 5.6 3.3 1.43 93 73 137
Mean 86 33 57 524 1.9 5.6 3.3 1.44 97 80 141
S.D. 10 5 7 67 0.4 0.2 0.1 0.08 19 20 20




B~-4315

Appendix 68 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

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
4001 0.15 92 15 0.58 141 4.0 108 10.5 9.6
4002 0.16 89 12 0.55 139 3.9 110 10.6 8.8
Male 4003 0.20 123 10 0.55 139 4.0 110 10.3 10.2
4004 0.17 107 18 0.45 138 4.4 106 10.1 9.5
4005 0.14 99 13 0.53 139 4.3 <109 10.3 9.1
4006 0.16 110 12 0.56 139 4.0 110 10.3 9.3
Mean 0.186 103 13 0.54 139 4.1 109 10.4 9.4
S.D. 0.02 13 3 0.05 1 0.2 2 0.2 0.5
4101 0.09 96 17 0.53 140 4.1 111 10.5 9.3
4102 0.12 95 17 0.54 138 3.8 108 10.2 9.2
Female 4103 0.14 100 17 0.52 138 4.3 109 10.6 8.6
4104 0.17 114 15 0.56 138 3.8 108 10.7 9.1
4105 0.18 84 15 0.56 136 4.1 107 10.6 9.0
4106 0.12 112 16 0.55 140 3.8 111 10.0 9.4
Mean 0.14 100 16 0.54 138 4.0 109 10.4 9.1
S.D. 0.03 11 1 0.02 2 0.2 2 0.3 0.3




B-4315

Appendix 69 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose . (mg/kg) : O

GOT GPT LDH AlP v —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
1007 73 42 50 384 2.4 6.7 3.9 1.39 59 79 100
1008 58 35 36 313 2.0 7.2 3.8 1.12 59 136 108
Male 1009 66 36 43 256 0.6 7.0 3.7 1.12 81 53 111
1010 64 30 39 259 1.5 6.7 3.6 1.16 68 49 102
1011 46 24 36 263 2.1 6.8 3.7 1.19 68 79 104
1012 82 41 43 378 2.3 6.6 3.7 1.28 74 112 140
Mean 65 35 41 309 1.8 6.8 3.7 1.21 68 85 111
S.D. 12 7 5 60 0.7 0.2 0.1 0.11 9 34 15
1107 56 30 24 141 2.7 7.2 3.9 1.18 76 33 137
1108 54 31 61 212 1.6 7.5 4.0 1.14 83 61 139
Female 1109 56 45 36 130 2.4 7.5 3.9 1.08 114 55 175
1110 48 27 18 176 2.5 7.2 4.2 1.40 82 76 153
1111 48 30 22 139 1.2 8.2 4.3 1.10 117 61 180
1112 63 27 29 177 2.8 7.5 4.0 1.14 75 34 136
Mean 54 32 32 163 2.2 7.5 4.1 1.17 91 53 153
S.D. 6 7 16 31 0.6 0.4 0.2 0.12 19 17 20




B-4315

Appendix 70 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

T.bili- Glucose BUN Crea- Na K Cl Ca P
Sex Animal rubin tinine
number mg/dL mg/dL mg/dL mg/dL mmol/L mmol /L mmol/L mg/dL mg/dL
1007 0.03 150 18 0.67 144 3.7 108 9.5 6.4
1008 0.08 177 17 0.67 143 3.6 110 9.6 6.7
Male 1009 0.08 164 17 0.73 144 3.4 111 9.5 6.6
1010 0.05 178 18 0.68 143 3.9 111 10.0 7.4
1011 0.07 145 15 0.72 145 3.2 110 9.9 6.3
1012 0.04 144 16 0.56 144 3.2 107 10.2 8.0
Mean 0.06 160 17 0.67 144 3.5 110 9.8 6.9
S.D. 0.02 16 1 0.06 1 0.3 2 0.3 0.7
1107 0.03 154 17 0.60 143 3.7 112 10.0 5.9
1108 0.07 141 16 0.62 142 3.8 113 10.1 7.0
Female 1109 0.07 146 19 0.62 142 3.8 113 10.3 7.7
1110 0.07 151 18 0.61 141 3.7 113 10.2 7.2
1111 0.06 142 22 0.74 141 3.3 114 10.3 6.6
1112 0.05 135 17 0.69 141 4.0 109 10.0 6.1
Mean 0.06 145 18 0.65 142 3.7 112 10.2 6.8
S.D. 0.02 7 2 0.06 1 0.2 2 0.1 0.7




B-4315

Appendix 71 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number 1U/L 1U/L 1U/L IU/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
2007 49 34 39 238 2.5 6.9 3.8 1.23 92 180 142
2008 59 30 45 352 1.4 7.1 3.7 1.09 56 67 92
Male 2009 54 35 40 248 1.9 6.7 3.6 1.16 74 56 115
2010 64 34 48 314 0.9 6.9 3.8 1.23 81 140 130
2011 61 25 49 278 2.4 7.2 3.7 1.06 69 108 108
2012 63 35 39 186 2.7 7.1 3.7 1.09 77 122 135
Mean 58 32 43 269 2.0 7.0 3.7 1.14 75 112 120
S.D. 6 4 5 59 0.7 0.2 0.1 0.07 12 46 19
2107 52 27 24 139 2.5 7.4 4.0 1.18 71 50 120
2108 66 46 30 173 2.7 6.7 3.7 1.23 5 28 116
Female 2109 53 29 81 274 1.2 7.5 4.1 1.21 78 45 137
2110 56 36 24 142 2.8 7.7 4.3 1.26 98 79 174
2111 61 29 27 118 2.5 7.5 3.9 1.08 104 65 166
2112 72 29 31 138 2.6 7.4 3.9 1.11 77 33 132
Mean 60 33 36 164 2.4 7.4 4.0 1.18 84 50 141
S.D. 8 7 22 57 0.6 0.3 0.2 0.07 14 19 24




B-4315

Appendix 72 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

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
2007 0.05 186 16 0.71 143 3.8 106 10.5 6.7
2008 0.10 139 15 0.70 144 3.5 109 10.0 6.8
Male 2009 0.08 156 17 0.59 143 4.0 109 9.6 6.7
2010 0.08 160 19 0.73 141 3.5 108 9.7 6.7
2011 0.09 141 16 0.63 143 3.2 109 10.3 6.7
2012 0.04 149 16 0.57 146 3.4 108 10.4 7.9
Mean 0.07 155 17 0.66 143 3.6 108 10.1 6.9
S.D. 0.02 17 1 0.07 2 0.3 1 0.4 0.5
2107 0.05 152 17 0.65 142 3.8 112 9.9 6.8
2108 0.05 130 16 0.59 142 3.8 113 9.9 7.8
Female 2109 0.04 165 15 0.72 142 3.8 116 9.4 6.5
2110 0.09 134 15 0.65 141 3.8 113 10.1 6.5
2111 0.06 142 20 0.62 142 3.6 110 10.6 7.1
2112 0.05 154 18 0.73 143 3.8 112 9.8 6.7
Mean 0.06 146 17 0.66 142 3.8 113 10.0 6.9
S.D. 0.02 13 2 0.06 1 0.1 2 0.4 0.5




B-4315

Appendix 73 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

GOT GPT LDH AlP 7 —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L IU/L 1U/L 1U/L 1U/L g/dL g/dL mg/dL mg/dL mg/dL
3007 64 35 36 257 1.9 7.1 3.7 1.09 91 54 132
3008 69 35 45 321 1.7 6.9 3.7 1.16 68 149 113
Male 3009 66 35 38 309 1.1 6.5 3.6 1.24 86 137 133
3010 61 37 34 315 0.8 6.9 3.8 1.23 95 219 148
3011 72 34 40 241 2.1 7.1 3.8 1.15 77 127 125
3012 56 32 57 298 2.5 6.4 3.7 1.37 83 104 126
Mean 65 35 42 290 1.7 6.8 3.7 1.21 83 132 130
S.D. 6 2 8 33 0.6 0.3 0.1 0.10 10 54 12
3107 57 36 122 137 2.8 7.9 4.3 1.19 72 56 133
3108 51 27 22 143 2.5 7.1 3.8 1.15 100 71 180
Female 3109 55 27 19 170 2.2 7.3 3.9 1.15 95 52 162
3110 43 27 23 126 2.1 7.9 4.5 1.32 68 48 125
3111 45 29 32 160 2.3 7.5 4.2 1.27 101 85 162
3112 52 35 28 152 2.6 7.5 4.0 1.14 85 50 150
Mean 51 30 41 148 2.4 7.5 4.1 1.20 87 60 152
S.D. 6 4 40 16 0.3 0.3 0.3 0.07 14 15 20
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Appendix 74 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

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
3007 0.05 167 17 0.687 145 3.5 107 9.9 7.0
3008 0.15 153 18 0.73 142 3.7 108 9.8 6.9
Male 3009 0.10 151 15 0.62 140 3.3 109 9.9 6.4
3010 0.10 147 15 0.65 142 3.8 109 10.0 7.3
3011 0.08 161 13 0.56 142 3.4 108 10.1 7.4
3012 0.04 157 13 0.61 147 3.6 112 10.1 6.9
Mean 0.09 156 15 0.64 143 3.6 109 10.0 7.0
S.D. 0.04 7 2 0.06 3 0.2 2 0.1 0.4
3107 0.05 129 17 0.69 142 4.0 114 10.3 7.6
3108 0.07 144 16 0.59 142 3.9 114 10.2 6.7
Female 3109 0.05 160 14 0.62 141 3.5 111 10.1 6.7
3110 0.07 143 22 0.68 142 3.7 113 10.3 7.1
3111 0.07 133 17 0.59 141 3.9 111 10.6 7.5
3112 0.05 134 16 0.68 142 3.5 112 9.8 6.3
Mean 0.06 141 17 0.64 142 3.8 113 10.2 7.0
S.D. 0.01 11 3 0.05 1 0.2 1 0.3 0.5




B-4315

Appendix 75 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

GOT GPT LDH AlP v —GTP TP Albumin A/G T.cho TG PL
Sex Animal
number IU/L 1U/L 1U/L 1U/L IU/L g/dL g/dL mg/dL mg/dL mg/dL
4007 67 34 70 288 1.6 7.0 3.8 1.19 67 85 109
4008 53 31 27 243 1.1 6.9 3.8 1.23 62 87 108
Male 4009 56 30 36 337 1.0 6.6 3.7 1.28 T2 134 124
4010 41 24 36 220 0.8 6.6 3.6 1.20 102 88 127
4011 56 23 37 232 2.2 6.7 3.6 1.16 90 87 132
4012 60 27 26 240 2.6 7.2 3.7 1.06 91 157 144
Mean 56 28 39 260 1.6 6.8 3.7 1.19 81 106 124
S.D. 9 4 16 44 0.7 0.2 0.1 0.07 16 31 14
4107 65 32 66 131 1.5 7.2 3.9 1.18 112 54 174
4108 40 26 23 145 2.7 7.4 4.1 1.24 92 49 155
Female 4109 68 42 34 106 1.6 7.6 4.2 1.24 103 50 173
4110 60 33 21 117 2.3 7.4 4.1 1.24 94 40 148
4111 52 34 70 132 1.6 8.0 4.2 1.11 91 45 150
4112 65 35 35 182 2.4 7.3 3.8 1.09 85 48 145
Mean 58 34 42 136 2.0 7.5 4.1 1.18 96 48 158
S.D. 11 5 21 26 0.5 0.3 0.2 0.07 10 5 13




B-4315

Appendix 76 Blood chemical findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

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 0.10 192 15 0.72 143 3.6 107 9.8 5.
4008 0.12 164 13 0.66 143 3.5 106 10.1 6.8
Male 4009 0.09 153 14 0.67 143 3.3 109 9.9 6.4
4010 0.06 156 20 0.65 144 3.8 108 10.3 6.6
4011 0.09 158 18 0.58 145 3.5 110 9.7 7.1
4012 0.10 141 19 0.58 143 3.6 108 10.2 7.2
Mean 0.09 161 17 0.64 144 3.6 108 10.0 6.6
S.D. 0.02 17 3 0.05 1 0.2 1 0.2 0.7
4107 0.05 130 16 0.61 143 3.6 113 10.3 7.1
4108 0.05 157 15 0.61 142 3.7 112 10.3 6.9
Female 4109 0.04 146 13 0.65 143 3.3 115 10.5 6.9
4110 0.05 158 17 0.71 143 3.3 114 9.9 6.3
4111 0.05 135 19 0.71 143 3.9 114 10.0 6.6
4112 0.06 122 17 0.62 142 4.0 111 10.0 8.1
Mean 0.05 141 16 0.65 143 3.6 113 10.2 7.0
S.D. 0.01 15 2 0.05 1 0.3 1 0.2 0.6




B-4315

Appendix 77 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt 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 BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
1001 55.8 1.55 2.0 3.7 3.5 7.2 257 0.30 0.43
1002 57.3 1.64 2.3 2.7 3.0 5.7 261 0.31 0.44
Absolute 1003 56.7 1.60 2.2 2.9 2.0 4.9 252 0.30 0.44
1004 56.0 1.64 2.5 2.6 2.9 5.5 221 0.29 0.44
1005 58.5 1.57 2.3 2.7 2.5 5.2 212 0.33 0.45
1006 58.9 1.55 2.7 3.4 3.0 6.4 230 0.30 0.42
Mean 57.2 1.59 2 3.0 2.8 5.8 239 0.31 0.44
$.D. 1.3 0.04 0.2 0.4 0.5 0.8 21 0.01 0.01
1001 2,78 3.6 6.6 6.3 12.9 461 0.54 0.77
1002 2.86 4.0 4.7 5.2 9.9 455 0.54 0.77
Relative 1003 2.82 3.9 5.1 3.5 8.6 444 0.53 0.78
1004 2.93 4.5 4.6 5.2 9.8 395 0.52 0.79
1005 2.68 3.9 4.6 4.3 8.9 362 0.56 0.77
1006 2.63 4.6 5.8 5.1 10.9 390 0.51 0.71
Mean 2.78 4.1 5.2 4.9 10.2 418 0.53 0.77
S.D. 0.11 0.4 0.8 .9 1.6 41 0.02 0.03




Appendix 78

Dose (mg/kg) : O

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

1001 1.72 0.27 0.32 0.32 0.64 12 12 24

1002 1.67 0.29 0.32 0.32 0.64 10 10 20

Absolute 1003 1.74 0.25 0.34 0.32 0.66 9 10 19
1004 1.68 0.28 0.36 0.35 0.71 11 11 22

1005 1.82 0.30 0.34 0.32 0.66 10 11 21

1006 1.82 0.25 0.33 0.32 0.65 8 8 16

Mean 1.74 0.27 0.34 0.33 0.66 10 10 20

S.D. 0.07 0.02 0.02 0.01 0.03 1 1 3

1001 3.08 0.48 0.57 0.57 1.15 22 22 43

1002 2.91 0.51 0.56 0.56 1.12 17 17 35

Relative 1003 3.07 0.44 0.60 0.56 1.16 16 18 34
1004 3.00 0.50 0.64 0.63 1.27 20 20 39

1005 3.11 0.51 0.58 0.55 1.13 17 19 36

1006 3.09 0.42 0.56 0.54 1.10 14 14 27

Mean 3.04 0.48 0.59 0.57 1.16 18 i8 36

S.D. 0.08 0.04 0.03 0.03 0.06 3 3 5




Appendix 79

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : O

B-4315

Testis Testis Testis Epididynis Epididymis Epididymis

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

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

1001 0.16 0.15 0.31 21 23 44

1002 0.15 0.15 0.30 23 24 47

Absolute 1003 0.14 0.14 0.28 20 19 39
1004 0.14 0.14 0.28 18 19 37

1005 0.14 0.13 0.27 19 17 36

1006 0.14 0.13 0.27 20 18 38

Mean 0.15 0.14 0.29 20 20 40

S.D. 0.01 0.01 0.02 2 3 4

1001 0.29 0.27 0.56 38 41 79

1002 0.26 0.26 0.52 40 42 82

Relative 1003 0.25 0.25 0.49 35 34 69
1004 0.25 0.25 0.50 32 34 66

1005 0.24 0.22 0.46 32 29 62

1006 0.24 0.22 0.46 34 31 65

Mean 0.26 0.25 0.50 35 35 71

S.D. 0.02 0.02 0.04 3 5 8




B-4315

Appendix 80 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g{g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g{g/100g BW)
2001 55.8 1.60 2.7 3.4 3.5 6.9 191 0.38 0.43
2002 56.2 1.58 2.4 3.4 3.2 6.6 231 0.31 0.41
Absolute 2003 53.9 1.52 2.3 2.9 1.8 4.7 263 0.29 0.41
2004 51.8 1.57 2.4 3.2 2.9 6.1 251 0.26 0.38
2005 54.9 1.49 2.5 3.1 3.0 6.1 213 0.28 0.41
2006 60.6 1.56 2.6 2.9 2.5 5.4 277 0.33 0.48
Mean 55.5 1.55 2.5 .2 2.8 6.0 238 0.31 0.42
S.D. 2.9 0.04 0.1 .2 0.6 0.8 32 0.04 0.03
2001 2.87 4.8 6.1 6.3 12.4 342 0.68 0.77
2002 2.81 4.3 6.0 5.7 11.7 411 0.55 0.73
Relative 2003 2.82 4.3 5.4 3.3 8.7 488 0.54 0.76
2004 3.03 4.6 6.2 5.6 11.8 485 0.50 0.73
2005 2.71 4.6 5.6 5.5 11.1 388 0.51 0.75
2006 2.57 4.3 4.8 4.1 8.9 457 0.54 0.79
Mean 2.80 4.5 5.7 5.1 10.8 429 0.55 0.76
S.D. 0.15 0.2 0.5 1.1 1.6 58 0.07 0.02




Appendix 81

Dose (mg/kg) : 80

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

2001 1.75 0.23 0.31 0.30 0.61 8 10 18

2002 1.76 0.23 0.34 0.34 0.68 11 10 21

Absolute 2003 1.57 0.24 0.34 0.33 0.67 9 9 18
2004 1.58 0.22 0.28 0.29 0.57 8 9 17

2005 1.61 0.20 0.28 0.28 0.56 10 10 20

2006 1.98 0.33 0.37 0.36 0.73 11 12 23

Mean 1.71 0.24 0.32 0.32 0.64 10 10 20

S$.D. 0.186 0.05 0.04 0.03 0.07 1 1 2

2001 3.14 0.41 0.56 0.54 1.09 14 18 32

2002 3.13 0.41 0.60 0.60 1.21 20 18 37

Relative 2003 2.91 0.45 0.63 0.61 1.24 17 17 33
2004 3.05 0.42 0.54 0.56 1.10 15 17 33

2005 2.93 0.36 0.51 0.51 1.02 18 18 36

2006 3.27 0.54 0.61 0.59 1.20 18 20 38

Mean 3.07 0.43 0.58 0.57 1.14 17 18 35

S.D. 0.14 0.06 0.05 0.04 0.09 2 1 2




Appendix 82

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

B-4315

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)

2001 0.14 0.14 0.28 21 21 42

2002 0.14 0.14 0.28 20 19 39

Absolute 2003 0.15 0.15 0.30 24 21 45
2004 0.14 0.13 0.27 19 17 36

2005 0.13 0.13 0.26 20 18 38

2006 0.16 0.14 0.30 21 23 44

Mean 0.14 0.14 0.28 21 20 41

S.D. 0.01 0.01 0.02 2. 2 4

2001 0.25 0.25 0.50 38 38 75

2002 0.25 0.25 0.50 36 34 69

Relative 2003 0.28 0.28 0.56 45 39 83
2004 0.27 0.25 0.52 37 33 69

2005 0.24 0.24 0.47 36 33 69

2006 0.26 0.23 0.50 35 38 73

Mean 0.26 0.25 0.51 38 36 73

S.D. 0.01 0.02 0.03 4 3 6




B-4315

Appendix 83 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

Body weight 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 B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g{(g/100g BW)
3001 56.0 1.58 1.7 3.1 2.5 5.6 177 0.34 0.44
3002 56.7 1.52 2.7 2.8 3.6 6.4 200 0.33 0.43
Absolute 3003 57.0 1.66 2.6 2.5 3.1 5.6 236 0.30 0.44
3004 52.8 1.53 2.2 4.1 3.6 7.7 210 0.28 0.39
3005 57.5 1.60 2.8 4.0 3.3 7.3 230 0.30 0.40
3006 57.6 1.48 2.2 4.0 3.6 7.6 248 0.33 0.44
Mean 56.3 1.56 2.4 4 3. 6 217 0.31 0.42
S.D. 1.8 0.06 0.4 7 0. 1 26 0.02 0.02
3001 2.82 3.0 5.5 4.5 10.0 316 0.61 0.79
3002 2.68 4.8 4.9 6.3 11.3 353 0.58 0.76
Relative 3003 2.91 4.6 4.4 5.4 9.8 414 0.53 0.77
3004 2.90 4.2 7.8 6.8 14.6 398 0.53 0.74
3005 2.78 4.9 7.0 5.7 12.7 400 0.52 0.70
3006 2.57 3.8 6.9 6.3 13.2 431 0.57 0.76
Mean 2.78 4.2 6.1 5.8 11.9 385 0.56 0.75
S.D. 0.13 T .3 0. 1.9 43 0.04 0.03




Appendix 84

Dose (mg/kg) : 110

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

3001 1.73 0.20 0.32 0.33 0.65 7 9 16

3002 1.80 0.19 0.33 0.31 0.64 9 10 19

Absolute 3003 1.68 0.27 0.31 0.28 0.59 9 11 20
3004 1.55 0.22 0.32 0.32 0.64 9 10 19

3005 1.72 0.34 0.35 0.34 0.693 10 10 20

3006 1.78 0.26 0.33 0.30 0.63 9 10 19

Mean 1.71 0.25 0.33 0.31 0.64 9 10 19

S.D. 0.09 0.06 0.01 0.02 0.03 1 1 1

3001 3.09 0.36 0.57 0.59 1.16 13 16 29

3002 3.17 0.34 0.58 0.55 1.13 16 18 34

Relative 3003 2.95 0.47 0.54 0.49 1.04 16 19 35
3004 2.94 0.42 0.61 0.61 1.21 17 19 36

3005 2.99 0.59 0.61 0.59 1.20 17 17 35

3006 3.09 0.45 0.57 0.52 1.09 16 17 33

Mean 3.04 0.44 0.58 0.56 1.14 16 18 34

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




Appendix 85

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110

Testis Testis Testis Epididymis Epididymis Epididymis

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

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

3001 0.14 0.13 0.27 18 18 36

3002 0.15 0.14 0.29 20 19 39
Absolute 3003 0.15 0.14 0.29 21 22 43
3004 0.12 0.11 0.23 16 18 34

3005 0.14 0.13 0.27 17 18 35

3006 0.13 0.13 0.26 18 20 38

Mean 0.14 0.13 0.27 18 19 38

S.D. 0.01 0.01 0.02 2 2 3

3001 0.25 0.23 0.48 32 32 64

3002 0.26 0.25 0.51 35 34 69
Relative 3003 0.26 0.25 0.51 37 39 75
3004 0.23 0.21 0.44 30 34 64

3005 0.24 0.23 0.47 30 31 61

3006 0.23 0.23 0.45 31 35 66

Mean 0.25 0.23 0.48 33 34 67

S.D. 0.01 0.02 0.03 3 3 5




B-4315

Appendix 86 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BY¥) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW) glg/100g BW) g(g/100g BW)
4001 60.3 1.71 2.5 3.1 3.4 6.5 211 0.30 0.46
4002 53.9 1.50 2.3 2.6 2.8 5.4 199 0.31 0.45
Absolute 4003 51.4 1.58 2.6 3.1 3.9 7.0 206 0.26 0.40
4004 52.0 1.53 2.4 4.0 3.0 7.0 274 0.33 0.42
4005 50.2 1.46 2.2 3.5 3.6 7.1 178 0.26 0.42
4006 61.8 1.54 2.4 3.3 3.7 7.0 290 0.33 0.46
Mean 54.9 1.55 2.4 3 3.4 6.7 226 0.30 0.44
S.D. 4.9 0.09 0.1 5 0.4 0.7 45 0.03 0.03
4001 2.84 4.1 5.1 5.6 10.8 350 0.50 0.76
4002 2.78 4.3 4.8 5.2 10.0 369 0.58 0.83
Relative 4003 3.07 5.1 6.0 7.6 13.6 401 0.51 0.78
4004 2.94 4.6 7.7 5.8 13.5 527 0.63 0.81
4005 2.91 4.4 7.0 7.2 14.1 355 0.52 0.84
4006 2.49 3.9 5.3 6.0 11.3 469 0.53 0.74
Mean 2.84 4.4 6.0 6.2 12.2 412 0.55 0.79
S.D. 0.20 1.2 1.0 1.7 71 0.05 0.04




Appendix 87

Dose (mg/kg) : 160

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

4001 2.01 0.35 0.31 0.30 0.61 9 10 19

4002 1.76 0.23 0.32 0.30 0.62 7 8 15

Absolute 4003 1.70 0.31 0.28 0.27 0.55 8 9 17
4004 1.61 0.24 0.33 0.34 0.67 8 8 16

4005 1.53 0.23 0.28 0.28 0.56 10 9 19

4006 2.00 0.31 0.36 0.33 0.69 11 10 21

Mean 1.77 0.28 0.31 0.30 0.62 9 9 18

S.D. 0.20 0.05 0.03 0.03 0.086 1 1 2

4001 3.33 0.58 0.51 0.50 1.01 15 17 32

4002 3.27 0.43 0.59 0.56 1.15 13 15 28

Relative 4003 3.31 0.60 0.54 0.53 1.07 16 18 33
4004 3.10 0.46 0.63 0.65 1.29 15 15 31

4005 3.05 0.46 0.56 0.56 1.12 20 18 38

4006 3.24 0.50 0.58 0.53 1.12 18 16 34

Mean 3.22 0.51 0.57 0.56 1.13 16 17 33

S.D. 0.12 0.07 0.04 0.05 0.09 2 1 3




Appendix 88

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

B-4315

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)

4001 0.15 0.15 0.30 22 20 42

4002 0.12 0.11 0.23 20 19 39

Absolute 4003 0.13 0.14 0.27 19 19 38
4004 0.13 0.13 0.26 20 19 39

4005 0.12 0.12 0.24 18 19 37

4006 0.13 0.13 0.26 21 21 42

Mean 0.13 0.13 0.26 20 20 40

S.D. 0.01 0.01 0.02 1 1 2

4001 0.25 0.25 0.50 36 33 70

4002 0.22 0.20 0.43 37 35 72

Relative 4003 0.25 0.27 0.53 37 37 74
4004 0.25 0.25 0.50 38 37 75

4005 0.24 0.24 0.48 36 38 T4

4006 0.21 0.21 0.42 34 34 68

Mean 0.24 0.24 0.48 36 36 72

S.D. 0.02 0.03 0.04 1 2 3




B-4315

Appendix 89 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt 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 BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
1101 52.3 1.50 2.5 2.1 3.5 5.6 263 0.25 0.41
1102 57.1 1.55 2.8 2.9 2.4 5.3 219 0.29 0.37
Absolute 1103 52.0 1.49 2.3 3.1 2.4 5.5 183 0.28 0.39
1104 54.9 1.49 2.1 2.5 2.8 5.3 190 0.28 0.39
1105 52.6 1.46 2.2 2.9 1.9 4.8 206 0.29 0.39
1106 59.2 1.48 2.0 2.9 2.8 5.5 254 0.32 0.43
Mean 54.7 1.50 2.3 2.7 2.6 5. 219 0.29 0.40
S.D. 2.9 0.03 0.3 0.4 0.5 0. 33 0.02 0.02
1101 2.87 4.8 4.0 6.7 10.7 503 0.48 0.78
1102 2.71 4.9 5.1 4,2 9.3 384 0.51 0.65
Relative 1103 2.87 4.4 6.0 4.6 10.6 352 0.54 0.75
1104 2.71 3.8 4.8 5.1 9.7 346 0.51 0.71
1105 2.78 4.2 5.5 3.6 9.1 392 0.55 0.74
1106 2.50 3.4 4.9 4.4 9.3 429 0.54 0.73
Mean 2.74 4.3 5.0 4.8 9.8 401 0.52 0.73
S.D. 0.14 0.6 0.7 1. 0.7 58 0.03 0.04




Appendix 90

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

1101 1.55 0.20 0.28 0.27 0.55 12 11 23

1102 1.81 0.22 0.38 0.35 0.73 12 13 25

Absolute 1103 1.53 0.19 0.31 0.31 0.62 9 9 18
1104 1.63 0.18 0.32 0.30 0.62 8 9 17

1105 1.54 0.28 0.31 0.30 0.61 12 13 25

1106 1.77 0.34 0.34 0.33 0.67 10 11 21

Mean 1.64 0.24 0.32 0.31 0.63 11 11 22

5.D. 0.12 0.06 0.03 0.03 0.06 2 2 3

1101 2.96 0.38 0.54 0.52 1.05 23 21 44

1102 3.17 0.39 0.67 0.61 1.28 21 23 44

Relative 1103 2.94 0.37 0.60 0.60 1.19 17 17 35
1104 2.97 0.33 0.58 0.55 1.13 15 16 31

1105 2.93 0.53 0.59 0.57 1.16 23 25 48

1106 2.99 0.57 0.57 0.56 1.13 17 19 35

Mean 2.99 0.43 0.59 0.57 1.16 19 20 40

S.D. 0.09 0.10 0.04 0.03 0.08 3 3 7




Appendix 91

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

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)
1101 8.0 6.5 14.5 34
1102 5.9 6.5 12.4 43
Absolute 1103 5.9 5.0 10.9 38
1104 5.3 3.8 9.1 48
1105 5.7 6.1 11.8 63
1106 6.3 5.7 12.0 56
Mean 6.2 5.6 11.8 47
S.D. 0.9 1.0 1.8 11
1101 15.3 12.4 27.7 65
1102 10.3 11.4 21.7 75
Relative 1103 11.3 9.6 21.0 73
1104 9.7 6.9 16.6 87
1105 10.8 11.6 22.4 120
1106 10.6 9.6 20.3 95
Mean 11.3 10.3 21.6 86
S.D. 2.0 2.0 3.6 20




B-4315

Appendix 92 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g B¥W) 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)
2101 56.2 1.50 2.7 3.0 2.9 5.9 214 0.26 0.38
2102 51.6 1.59 2.5 2.7 3.5 6.2 225 0.26 0.38
Absolute 2103 54.1 1.46 2.6 4.1 3.7 7.8 202 0.29 0.42
2104 52.9 1.58 2.2 3.9 3.7 7.6 220 0.26 0.43
2105 53.83 1.54 2.4 3.2 3.6 6.8 222 0.32 0.41
2106 57.1 1.57 2.3 3.3 2.6 5.9 214 0.31 0.46
Mean 54.2 1.54 2.5 3.4 .3 6.7 216 0.28 0.41
S.D. 2.1 0.05 0.2 0.5 .5 .8 8 0.03 0.03
2101 2.67 4.8 5.3 5.2 10.5 381 0.46 0.68
2102 3.08 4.8 5.2 6.8 12.0 436 0.50 0.74
Relative 2103 2.70 4.8 7.6 6.8 14.4 373 0.54 0.78
2104 2.99 4.2 7.4 7.0 14 .4 416 0.49 0.81
2105 2.89 4.5 6.0 6.8 12.8 417 0.60 0.77
2106 2.75 4.0 5.8 4.6 10.3 315 0.54 0.81
Mean 2.85 4.5 6.2 6.2 12.4 400 0.52 0.77
S.D. 0.17 0.3 1 1.0 1.8 27 0.05 0.05




Appendix 93

Dose (mg/kg) : 80

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

2101 1.65 0.26 0.35 0.35 0.70 12 12 24

2102 1.53 0.25 0.30 0.30 0.60 10 10 20

Absolute 2103 1.66 0.22 0.33 0.32 0.65 10 10 20
2104 1.65 0.22 0.33 0.32 0.65 8 9 17

2105 1.58 0.25 0.30 0.31 0.61 10 9 19

2106 1.67 0.29 0.36 0.35 0.71 11 10 21

Mean 1.62 0.25 0.33 0.33 0.65 10 10 20

S.D. 0.06 0.03 0.02 0.02 0.05 1 1 2

2101 2.94 0.46 0.62 0.62 1.25 21 21 43

2102 2.97 0.48 0.58 0.58 1.16 19 19 39

Relative 2103 3.07 0.41 0.61 0.59 1.20 18 18 37
2104 3.12 0.42 0.62 0.60 1.23 15 17 32

2105 2.96 0.47 0.56 0.58 1.14 19 17 36

2106 2.92 0.51 0.63 0.61 1.24 19 18 37

Mean 3.00 0.46 0.60 0.60 1.20 19 18 37

S.D. 0.08 0.04 0.03 0.02 0.05 2 2 4
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Appendix 94

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 80

Ovary Ovary Ovary Uterus

Animal (R) (L) (R+L)
number mg(mg/100g BYW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW)
2101 5.0 5.8 10.8 40
2102 5.7 5.6 11.3 32
Absolute 2103 6.7 4.6 11.3 50
2104 5.0 4.8 9.8 40
2105 6.4 4.6 11.0 51
2106 5.5 4.5 10.0 43
Mean 5. 5.0 10.7 43
S.D. 0. 0.6 0.7 7
2101 8.9 10.3 19.2 71
2102 11.0 10.9 21.9 62
Relative 2103 12.4 8.5 20.9 92
2104 9.5 9.1 18.5 76
2105 12.0 8.6 20.6 96
2106 9.6 7.9 17.5 75
Mean 10.6 9.2 19.8 79
S.D. 1.4 1.2 1.6 13




B-4315

Appendix 95 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 110

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 BW) wmg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
3101 54.3 1.55 2.4 3.1 2.9 6.0 204 0.33 0.40
3102 54.5 1.51 2.3 3.3 2.7 6.0 203 0.31 0.40
Absolute 3103 55.5 1.48 2.6 3.3 2.5 5.8 275 0.33 0.42
3104 57.1 1.49 2.6 3.1 2.2 5.3 212 0.34 0.44
3105 54.6 1.52 2.8 4.8 2.6 7.4 246 0.30 0.38
3106 53.1 1.44 2.3 2.6 3.2 5.8 181 0.29 0.41
Mean 54.9 1.50 2.5 3.4 2.7 6. 220 0.32 0.41
S.D. 1.3 0.04 0.2 0.7 0.3 0 34 0.02 0.02
3101 2.85 4.4 5.7 5.3 11.0 376 0.61 0.74
3102 2.77 4.2 6.1 5.0 11.0 372 0.57 0.73
Relative 3103 2.67 4.7 5.9 4.5 10.5 495 0.59 0.76
3104 2.61 4.6 5.4 3.9 9.3 371 0.60 0.77
3105 2.78 5.1 8.8 4.8 13.6 451 0.55 0.70
3106 2.711 4.3 4.9 6.0 10.9 341 0.55 0.77
Mean 2.73 4.6 6.1 4.9 11.1 401 0.58 0.75
S.D. 0.09 0.3 1.4 A 1.4 59 0.03 0.03




Appendix 96

Dose (mg/kg) : 110

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

3101 1.58 0.20 0.31 0.28 0.59 9 9 18

3102 1.72 0.25 0.32 0.31 0.63 10 10 20

Absolute 3103 1.66 0.27 0.30 0.30 0.60 10 11 21
3104 1.61 0.26 0.30 0.31 0.61 10 9 19

3105 1.69 0.26 0.34 0.34 0.68 12 12 24

3106 1.51 0.19 0.31 0.29 0.60 9 9 18

Mean 1.63 0.24 0.31 0.31 0.62 10 10 20

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

3101 2.91 0.37 0.57 0.52 1.09 17 17 33

3102 3.16 0.46 0.59 0.57 1.16 18 18 37

Relative 3103 2.99 0.49 0.54 0.54 1.08 18 20 38
3104 2.82 0.46 0.53 0.54 1.07 18 16 33

3105 3.10 0.48 0.62 0.62 1.25 22 22 44

3106 2.84 0.36 0.58 0.55 1.13 17 17 34

Mean 2.97 0.44 0.57 0.56 1.13 18 18 37

S.D. 0.14 0.06 0.03 0.04 0.07 2 2 4
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Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110

Qvary Ovary Ovary Uterus

Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g B¥W) mg(mg/100g B¥) mg(mg/100g BW)
3101 5.2 4.9 10.1 40
3102 5.5 5.8 11.3 35
Absolute 3103 7.7 6.8 14.5 47
3104 4.3 3.9 8.2 43
3105 5.7 5.1 10.8 53
3106 4.5 4.7 9.2 46
Mean 5.5 5.2 10.7 44
S.D. 1.2 1.0 2.2 6
3101 9.6 9.0 18.6 74
3102 10.1 10.6 20.7 64
Relative 3103 13.9 12.3 26.1 85
3104 7.5 6.8 14.4 75
3105 10.4 9.3 19.8 97
3106 8.5 8.9 17.3 87
Mean 10.0 9.5 19.5 80
S.D. 2.2 1. 3.9 12




B-4315

Appendix 98 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

‘Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g B¥) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g B¥) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
4101 53.0 1.52 2. 3.4 2.7 6.1 241 0.28 0.40
4102 56.0 1.48 2.4 2.6 3.6 6.2 225 0.35 0.44
Absolute 4103 51.1 1.53 2.4 3.5 3.2 6.7 256 0.28 0.38
4104 53.5 1.37 2.7 1.9 2.5 4.4 219 0.27 0.42
4105 56.0 1.57 2.4 3.8 2.4 6.2 241 0.33 0.41
4106 55.0 1.39 2.5 3.2 3.8 7.0 316 0.28 0.41
Mean 54.1 1.48 2. .1 3. 6.1 250 0.30 0.41
S.D. 1.9 0.08 0. LT 0. 0.9 35 0.03 0.02
4101 2.87 5.1 6.4 5.1 11.5 455 0.53 0.75
4102 2.64 4.3 4.6 6.4 11.1 402 0.63 0.79
Relative 4103 2.99 4.7 6.8 6.3 13.1 501 0.55 0.74
4104 2.56 5.0 3.6 4.7 8.2 409 0.50 0.79
4105 2.80 4.3 6.8 4.3 11.1 430 0.59 0.73
4106 2.53 4.5 5.8 6.9 12.7 575 0.51 0.75
Mean 2.73 4.7 5.7 5. 11.3 462 0.55 0.76
S.D. 0.18 0.3 1. 1. 1.7 66 0.05 0.03




Appendix 99

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 160

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

4101 1.65 0.18 0.28 0.27 0.55 9 10 19

4102 1.81 0.24 0.32 0.31 0.63 9 11 20

Absolute 4103 1.59 0.18 0.32 0.30 0.62 9 8 17
4104 1.69 0.24 0.31 0.29 0.60 4 8 12

4105 1.67 0.28 0.32 0.29 0.61 11 12 23

4106 1.64 0.23 0.31 0.30 0.61 11 10 21

Mean 1.68 0.23 0.31 0.29 0.60 9 10 19

S.D. 0.07 0.04 0.02 0.01 0.03 3 2 4

4101 3.11 0.34 0.53 0.51 1.04 17 19 36

4102 3.23 0.43 0.57 0.55 1.13 16 20 36

Relative 4103 3.11 0.35 0.63 0.59 1.21 18 16 33
4104 3.16 0.45 0.58 0.54 1.12 7 15 22

4105 2.98 0.50 0.57 0.52 1.09 20 21 41

4106 2.98 0.42 0.56 0.55 1.11 20 18 38

Mean 3.10 0.42 0.57 0.54 1.12 16 18 34

S.D. 0.10 0.06 0.03 0.03 0.06 5 2 7




Appendix 100

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 160

Ovary Ovary Ovary Uterus

Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW)
4101 6.5 6.3 12.8 37
4102 8.5 7.2 15.7 46
Absolute 4103 5.3 3.8 9.1 47
4104 5.4 5.5 10.9 51
4105 4.6 5.5 10.1 53
4106 6.7 6.6 13.3 57
Mean 6.2 5.8 12.0 49
S.D. 1.4 1.2 2.4 7
4101 12.3 11.9 24.2 70
4102 15.2 12.9 28.0 82
Relative 4103 10.4 7.4 17.8 92
4104 10.1 10.3 20.4 95
4105 8.2 9.8 18.0 95
4106 12.2 12.0 24.2 104
Mean 11.4 10.7 22.1 90
S.D. 2.4 2.0 4.0 12




B-4315

Appendix 101 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
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)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
1007 393.1 2.03 10.3 11.5 9.5 21.0 579 1.25 1.23
1008 448.0 2.07 10.7 12.5 10.7 23.2 465 1.31 1.30
Absolute 1009 391.4 2.10 11.9 9.9 11.1 21.0 444 1.27 1.22
1010 429.0 2.21 12.3 11.5 11.8 23.3 612 1.20 1.32
1011 449.3 2.17 11.8 12.3 12.0 24.3 351 1.22 1.24
1012 478.8 2.22 14.1 15.5 16.5 32.0 514 1.50 1.36
Mean 431.6 2.13 11.9 12.2 11.9 24.1 494 1.29 1.28
S.D. 34.4 0.08 1.3 1.9 2.4 4.1 95 0.11 0.06
1007 0.52 2.6 2.9 2.4 5.3 147 0.32 0.31
1008 0.46 2.4 2.8 2.4 5.2 104 0.29 0.29
Relative 1009 0.54 3.0 2.5 2.8 5.4 113 0.32 0.31
1010 0.52 2.9 2.7 2.8 5.4 143 0.28 0.31
1011 0.48 2.6 2.7 2.7 5.4 78 0.27 0.28
1012 0.46 2.9 3.2 3.4 6.7 107 0.31 0.28
Mean 0.50 2.7 2.8 2.8 5.6 115 0.30 0.30
S.D. 0.03 0.2 0. 0.4 0.6 26 0.02 0.02
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

1007 10.91 0.76 1.25 1.39 2.64 29 29 58

1008 13.36 0.85 1.37 1.34 2.71 32 35 67

Absolute 1009 10.54 0.66 1.26 1.29 2.55 34 34 68
1010 12.27 0.78 1.49 1.53 3.02 34 35 69

1011 12.62 0.63 1.40 1.41 2.81 37 39 76

1012 14.45 0.86 1.82 1.75 3.57 32 37 69

Mean 12.36 0.76 1.43 1.45 2.88 33 35 68

S.D. 1.47 0.10 0.21 0.17 0.37 3 3 6

1007 2.78 0.19 0.32 0.35 0.67 7 7 15

1008 2.98 0.19 0.31 0.30 0.60 7 8 15

Relative 1009 2.69 0.17 0.32 0.33 0.65 9 9 17
1010 2.86 0.18 0.35 0.36 0.70 8 8 16

1011 2.81 0.14 0.31 0.31 0.63 8 9 17

1012 3.02 0.18 0.38 0.37 0.75 7 8 14

Mean 2.86 0.18 0.33 0.34 0.67 8 8 16

S.D. 0.12 0.02 0.03 0.03 0.05 1 1 1




Appendix 103

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4315

Testis Testis Testis Epididymis Epididymis Epididymis

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

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

1007 1.67 1.68 3.35 589 568 1157

1008 1.62 1.63 3.25 529 547 1076

Absolute 1009 1.48 1.47 2.95 495 480 975
1010 1.71 1.65 3.36 576 555 1131

1011 1.55 1.47 3.02 508 476 984

1012 1.68 1.63 3.31 507 468 975

Mean 1.62 1.59 3.21 534 516 1050

S.D. 0.09 0.09 0.18 39 46 83

1007 0.42 0.43 0.85 150 144 294

1008 0.36 0.36 0.73 118 122 240

Relative 1009 0.38 0.38 0.75 126 123 249
1010 0.40 0.38 0.78 134 129 264

1011 0.34 0.33 0.67 113 106 219

1012 0.35 0.34 0.69 106 98 204

Mean 0.38 0.37 0.75 125 120 245

S.D. 0.03 0.04 0.07 16 16 32




B-4315

Appendix 104 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g BY) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mng(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2007 544.1 2.23 11.1 14.8 11.0 25.8 678 1.55 1.63
2008 461.3 2.01 12.3 12.5 9.7 22.2 595 1.37 1.45
Absolute 2009 439.5 2.20 12.4 10.6 11.0 21.6 499 1.32 1.34
2010 448.9 2.10 11.9 11.6 13.8 25.4 434 1.32 1.39
2011 460.7 2.16 12.2 9.3 8.4 17.7 651 1.37 1.55
2012 471.2 2.15 13.2 12.9 13.7 26.6 497 1.32 1.42
Mean 471.0 2.14 12.2 12.0 11.3 23.2 559 1.38 1.46
S.D. 37.5 0.08 0.7 1.9 2.2 3.4 97 0.09 0.11
2007 0.41 2.0 2.7 2.0 4.7 125 0.28 0.30
2008 0.44 2.7 2.7 2.1 4.8 129 0.30 0.31
Relative 2009 0.50 2.8 2.4 2.5 4.9 114 0.30 0.30
2010 0.47 2.7 2.6 3.1 5.7 97 0.29 0.31
2011 0.47 2.6 2.0 1.8 3.8 141 0.30 0.34
2012 0.46 2.8 2.7 2.9 5.6 105 0.28 0.30
Mean 0.46 2.6 2.5 2.4 4.9 119 0.29 0.31
S.D. 0.03 0.3 0. 0.5 7 16 0.01 0.02




Appendix 105

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

2007 17.03 0.96 1.74 1.72 3.46 34 36 70

2008 12.98 0.75 1.36 1.43 2.79 31 31 62

Absolute 2009 11.98 0.67 1.26 1.46 2.72 42 47 89
2010 14.52 1.05 1.53 1.58 3.11 32 31 63

2011 13.50 0.91 1.47 1.40 2.87 31 31 62

2012 13.83 0.95 1.61 1.52 3.03 38 38 76

Mean 13.97 0.88 1.48 1.52 3.00 35 36 70

S.D. 1.72 0.14 0.16 0.12 0.27 4 6 11

2007 3.13 0.18 0.32 0.32 0.64 6 7 13

2008 2.81 0.16 0.29 0.31 0.60 7 ki 13

Relative 2009 2.73 0.15 0.29 0.33 0.62 10 11 20
2010 3.23 0.23 0.34 0.35 0.69 7 7 14

2011 2.93 0.20 0.32 0.30 0.62 7 7 13

2012 2.94 0.20 0.32 0.32 0.64 8 8 16

Mean 2.96 0.19 0.31 0.32 0.64 8 8 15

S.D. 0.19 0.03 0.02 0.02 0.03 1 2 3
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and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Testis Testis Testis Epididymis Epididymis Epididymis

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

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

2007 1.81 1.77 3.58 551 558 1109

2008 1.59 1.54 3.13 530 510 1040

Absolute 2009 1.56 1.54 3.10 520 501 1021
2010 1.69 1.67 3.36 523 539 1062

2011 1.57 1.53 3.10 536 535 1071

2012 1.72 1.66 3.38 616 614 1230

Mean 1.66 1.62 3.28 546 543 1089

S.D. 0.10 0.10 0.20 36 40 75

2007 0.33 0.33 0.66 101 103 204

2008 0.34 0.33 0.68 115 111 225

Relative 2009 0.35 0.35 0.71 118 114 232
2010 0.38 0.37 0.75 117 120 237

2011 0.34 0.33 0.67 116 116 232

2012 0.37 0.35 0.72 131 130 261

Mean 0.35 0.34 0.70 116 116 232

S.D. 0.02 0.02 0.03 10 9 18




B-4315

Appendix 107 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

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 BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
3007 444 .5 2.19 16.3 10.8 10.7 21.5 640 1.27 1.49
3008 472.4 2.17 11.5 11.9 8.4 20.3 308 1.83 1.41
Absolute 3009 419.4 2.12 12.4 14.3 10.8 25.1 544 1.34 1.29
3010 494.7 2.08 11.9 11.3 12.5 23.8 415 1.47 1.42
3011 525.3 2.10 14.4 10.5 8.3 18.8 345 1.49 1.36
3012 511.1 2.22 13.6 16.9 15.7 32.6 606 1.44 1.52
Mean 477.9 2,15 13.4 12.6 11.1 23.7 476 1.47 1.42
S.D. 40.5 0.06 1.8 2.5 2.8 4.9 140 0.19 0.08
3007 0.49 3.7 2.4 2.4 4.8 144 0.29 0.34
3008 0.46 2.4 2.5 1.8 4.3 65 0.39 0.30
Relative 3009 0.51 3.0 3.4 2.6 6.0 130 0.32 0.31
3010 0.42 2.4 2.3 2.5 4.8 84 0.30 0.29
3011 0.40 2.7 2.0 1.6 3.6 66 0.28 0.26
3012 0.43 2.7 3.3 3.1 6.4 119 0.28 0.30
Mean 0.45 2.8 2.7 2.3 5.0 101 0.31 0.30
S.D. 0.04 0.5 0.6 0.6 1.0 34 0.04 0.03




Appendix 108

and followed by a recovery period for 9 weeks

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

3007 13.62 0.69 1.45 1.37 2.82 42 44 86

3008 13.59 0.81 1.40 1.44 2.84 28 30 58

Absolute 3009 11.58 0.75 1.26 1.56 2.82 27 29 56
3010 16.37 0.85 1.57 1.63 3.20 29 32 61

3011 16.76 0.94 1.90 1.85 3.75 36 38 74

3012 14.93 0.78 1.62 1.67 3.29 37 38 75

Mean 14.48 0.80 1.53 1.59 3.12 33 35 68

S.D. 1.94 0.09 0.22 0.17 0.37 6 6 12

3007 3.06 ° 0.16 0.33 0.31 0.63 9 10 19

3008 2.88 0.17 0.30 0.30 0.60 6 6 12

Relative 3009 2.76 0.18 0.30 0.37 0.67 6 7 13
3010 3.31 0.17 0.32 0.33 0.65 6 6 12

3011 3.19 0.18 0.36 0.35 0.71 7 7 14

3012 2.92 0.15 0.32 0.33 0.64 7 7 15

Mean 3.02 0.17 0.32 0.33 0.65 7 7 14

S.D. 0.21 0.01 0.02 0.03 0.04 1 1 3




Appendix 109

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

B-4315

Dose (mg/kg) 110

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

3007 1.49 1.42 2.91 468 458 926

3008 1.55 1.51 3.06 553 550 1103

Absolute 3009 1.56 1.53 3.09 568 510 1078
3010 1.71 1.69 3.40 482 489 971

3011 1.75 1.64 3.39 567 556 1123

3012 1.64 1.68 3.32 521 530 1051

Mean 1.62 1.58 3.20 527 516 1042

S.D. 0.10 0.11 0.20 44 38 78

3007 0.34 0.32 0.65 105 103 208

3008 0.33 0.32 0.65 117 116 233

Relative 3009 0.37 0.36 0.74 135 122 257
3010 0.35 0.34 0.69 97 99 196

3011 0.33 0.31 0.65 108 106 214

3012 0.32 0.33 0.65 102 104 206

Mean 0.34 0.33 0.67 111 108 219

S.D. 0.02 0.02 0.04 14 9 22




B-4315

Appendix 110 Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g{g/100g BW) g(g/100g BW)
4007 514.0 2.18 13.0 8.5 11.7 20.2 505 1.79 1.52
4008 464.2 2.03 10.4 11.3 10.1 21.4 527 1.45 1.27
Absolute 4009 463.0 2.14 12.5 15.1 15.7 30.8 374 1.32 1.42
4010 451.9 2.12 . 12.8 12.7 9.4 22.1 492 1.78 1.52
4011 459.0 2.13 12.1 8.8 11.7 20.5 491 1.25 1.33
4012 507.2 2.15 12.0 13.6 10.4 24.0 512 1.51 1.39
Mean 476.6 2.13 12.1 11.7 11.5 23.2 484 1.52 1.41
S.D. 26.8 0.05 0.9 2.6 2.2 4.0 55 0.23 0.10
4007 0.42 2.5 1.7 2.3 3.9 98 0.35 0.30
4008 0.44 2.2 2.4 2.2 4.6 114 0.31 0.27
Relative 4009 0.46 2.7 3.3 3.4 6.7 81 0.29 0.31
4010 0.47 2.8 2.8 2.1 4.9 109 0.39 0.34
4011 0.46 2.6 1.9 2.5 4.5 107 0.27 0.29
4012 0.42 2.4 2.7 2.1 4.7 101 0.30 0.27
Mean 0.45 2.5 2.5 2.4 4.9 102 0.32 0.30
S.D. 0.02 0.2 0.6 0.5 1.0 12 0.04 0.03




Appendix 111

and followed by a recovery period for 9 weeks

Dose (mg/kg)

160

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

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 BW)

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

4007 16.36 1.02 1.66 1.75 3.41 39 40 79
4008 13.43 0.74 1.54 1.53 3.07 31 36 67
Absolute 4009 13.65 1.02 1.62 1.63 3.25 37 40 71
4010 14.74 1.06 1.46 1.52 2.98 36 39 75
4011 12.58 0.58 1.51 1.41 2.92 34 33 67
4012 16.52 0.91 1.68 1.73 3.41 39 41 80
Mean 14.55 0.89 1.58 1.60 3.17 36 38 74
S.D. 1.62 0.19 0.09 0.13 0.21 3 3 6
4007 3.18 0.20 0.32 0.34 0.66 8 8 15
4008 2.89 0.16 0.33 0.33 0.66 7 8 14
Relative 4009 2.95 0.22 0.35 0.35 0.70 8 9 17
4010 3.26 0.23 0.32 0.34 0.66 8 9 17
4011 2.74 0.13 0.33 0.31 0.64 7 7 15
4012 3.26 0.18 0.33 0.34 0.67 8 8 16
Mean 3.05 0.19 0.33 0.34 0.67 8 8 16
S.D. 0.22 0.04 0.01 0.01 0.02 1 1 1




Appendix 112

Absolute and relative organ weights of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

B-4315

Dose (mg/kg) 160

Testis Testis Testis Epididymis Epididymis Epididymis

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

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

4007 1.80 1.86 3.66 602 583 1185

4008 1.51 1.51 3.02 518 520 1038

Absolute 4009 1.63 1.56 3.19 516 507 1023
4010 1.81 1.81 3.62 547 526 1073

4011 1.47 1.48 2.95 509 517 1026

4012 1.32 1.34 2.66 488 485 973

Mean 1.59 1.59 3.18 530 523 1053

S.D. 0.19 0.20 0.39 40 33 72

4007 0.35 0.36 0.71 117 113 231

4008 0.33 0.33 0.65 112 112 224

Relative 4009 0.35 0.34 0.69 111 110 221
4010 (.40 0.40 0.80 121 116 237

4011 0.32 0.32 0.64 111 113 224

4012 0.26 0.26 0.52 96 96 192

Mean 0.34 0.34 0.87 111 110 222

S.D. 0.05 0.05 0.09 9 7 16




B-4315

Appendix 113 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
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)
number g g(g/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
1107 274.8 2.10 12.3 7.9 11.3 19.2 425 0.93 1.06
1108 235.8 1.96 12.6 6.0 5.9 11.9 305 0.82 1.09
Absolute 1109 301.6 1.90 11.9 6.1 6.5 12.6 372 1.01 1.12
1110 278.1 2.05 12.3 10.3 8.2 18.5 435 0.91 1.02
1111 295.9 1.91 15.3 9.2 9.1 18.3 384 0.91 1.14
1112 309.3 2.01 15.3 9.7 9.5 19.2 511 0.93 1.19
Mean 282.6 1.99 13.3 8.2 8.4 16.6 405 0.92 1.10
S.D. 26.5 0.08 1.6 1.8 2.0 3 69 0.06 0.06
1107 0.76 4.5 2.9 4.1 7.0 155 0.34 0.39
1108 0.83 5.3 2.5 2.5 5.0 129 0.35 0.46
Relative 1109 0.63 3.9 2.0 2.2 4.2 123 0.33 0.37
1110 0.74 4.4 3.7 2.9 6.7 156 0.33 0.37
1i11 0.65 5.2 3.1 3.1 6.2 130 0.31 0.39
1112 0.65 4.9 3.1 3.1 6.2 165 0.30 0.38
Mean 0.71 4.7 2.9 3.0 5.9 143 0.33 0.39
S.D. 0.08 0 0.6 0.7 1.1 18 0.02 0.03




Appendix 114

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

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 B¥W) mg(mg/100g BW) mg(mg/100g BW)

1107 7.52 0.52 1.02 0.96 1.98 32 35 67

1108 6.36 0.62 0.92 0.91 1.83 28 27 55

Absolute 1109 8.35 0.55 1.01 0.94 1.95 33 36 69
1110 7.39 0.58 0.88 0.94 1.82 34 39 73

1111 8.15 0.60 0.98 0.96 1.94 35 41 76

1112 8.00 0.74 0.99 1.06 2.05 36 40 76

Mean 7.63 0.60 0.97 0.96 1.93 33 36 69

S§.D. 0.72 0.08 0.06 0.05 0.09 3 5 8

1107 2.74 0.19 0.37 0.35 0.72 12 13 24

1108 2.70 0.26 0.39 0.39 0.78 12 11 23

Relative 1109 2.77 0.18 0.33 0.31 0.65 11 12 23
1110 2.66 0.21 0.32 0.34 0.65 12 14 26

1111 2.75 0.20 0.33 0.32 0.66 12 14 26

1112 2.59 0.24 0.32 0.34 0.66 12 13 25

Mean 2.70 0.21 0.34 0.34 0.69 12 13 25

S.D. 0.07 0.03 0.03 0.03 0.05 0 1 1




Appendix 115

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

B-4315

Ovary Qvary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW)
1107 48.7 52.0 100.7 427
1108 33.0 31.8 64.8 477
Absolute 1109 35.4 40.1 75.5 462
1110 35.6 29.9 65.5 395
1111 42.4 30.8 73.2 486
1112 46.9 50.5 97.4 411
Mean 40.3 39.2 79.5 443
S.D. 6.6 10.0 15.7 37
1107 17.7 18.9 36.6 155
1108 14.0 13.5 27.5 202
Relative 1109 11.7 13.3 25.0 153
1110 12.8 10.8 23.6 142
1111 14.3 10.4 24.7 164
1112 15.2 16.3 31.5 133
Mean 14.3 13.9 28.2 158
S.D. 2.1 3.3 5.0 24




B-4315

Appendix 116 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) wmg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
2107 251.1 1.94 13.1 7.0 8.4 15.4 323 1.02 1.01
2108 263.7 1.89 14.4 9.6 8.0 17.6 417 0.92 1.12
Absolute 2109 250.2 1.79 16.3 8.7 9.3 18.0 353 0.85 0.98
2110 279.3 2.03 13.0 8.4 8.7 17.1 397 0.98 1.16
2111 298.6 1.99 14.1 8.9 8.3 17.2 505 0.91 1.16
2112 254 .4 1.96 15.8 8.2 9.5 17.7 452 0.84 1.07
Mean : 266.2 1.93 14.5 8. 17.2 408 0.92 1.08
S.D. 19.2 0.08 1.4 0. 0.9 66 0.07 0.08
2107 0.77 5.2 2.8 3.3 6.1 129 0.41 0.40
2108 0.72 5.5 3.6 3.0 6.7 158 0.35 0.42
Relative 2109 0.72 6.5 3.5 3.7 7.2 141 0.34 0.39
2110 0.73 4.7 3.0 3.1 6.1 142 0.35 0.42
2111 0.67 4.7 3.0 2.8 5.8 169 0.30 0.39
2112 0.77 6.2 3.2 3.7 7.0 178 0.33 0.42
Mean 0.73 5.5 3.2 3.3 6.5 153 0.35 0.41
S.D. 0.04 0.8 .3 0.4 0.6 19 0.04 0.02




Appendix 117

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 80

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

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

2107 6.77 0.60 0.81 0.82 1.63 32 34 66

2108 6.88 0.56 0.95 0.96 1.91 39 43 82

Absolute 2109 6.71 0.45 0.81 0.81 1.62 35 37 72
2110 8.06 0.50 1.05 1.01 2.06 34 30 64

2111 8.42 0.59 0.99 1.06 2.05 34 35 69

2112 6.98 0.50 0.99 0.85 1.84 35 44 79

Mean 7.30 0.53 0.93 0.92 1.85 35 37 72

S.D. 0.74 0.06 0.10 0.11 0.19 2 5 7

2107 2.70 0.24 0.32 0.33 0.65 13 14 26

2108 2.61 0.21 0.36 0.36 0.72 15 16 31

Relative 2109 2.68 0.18 0.32 0.32 0.65 14 15 29
2110 2.89 0.18 0.38 0.36 0.74 12 11 23

2111 2.82 0.20 0.33 0.35 0.69 11 12 23

2112 2.74 0.20 0.39 0.33 0.72 14 17 31

Mean 2.74 0.20 0.35 0.34 0.70 13 14 27

S.D. 0.10 0.02 0.03 0.02 0.04 1 2 4




Appendix 118

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose {(mg/kg) : 80

B-4315

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)
2107 32.6 34.9 67.5 383
2108 37.6 32.3 69.9 393
Absolute 2109 31.0 36.1 67.1 525
2110 43.2 37.4 80.6 316
2111 36.5 28.9 65.4 399
2112 42.4 43.8 86.2 462
Mean 37.2 35.6 72.8 413
S.D. 5.0 5.0 8.5 72
2107 13.0 13.9 26.9 153
2108 14.3 12.2 26.5 149
Relative 2109 12.4 14.4 26.8 210
2110 15.5 13.4 28.9 113
2111 12.2 9.7 21.9 134
2112 16.7 17.2 33.9 182
Mean 14.0 13.5 27.5 157
S.D. 1.8 2.5 3.9 35




B-4315

Appendix 119 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

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 B¥) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
3107 233.2 1.93 12.8 7.4 5.1 12.5 297 0.97 0.99
3108 310.1 1.97 12.1 10.9 10.8 21.7 562 0.98 1.20
Absolute 3109 351.5 2.01 13.1 11.4 11.0 22.4 544 1.09 1.23
3110 274 .4 1.95 11.7 12.0 11.2 23.2 368 0.85 1.04
3111 254.5 2.04 10.7 10.0 11.7 21.7 316 0.94 1.05
3112 264 .4 1.99 13.4 7.4 6.6 14.0 390 0.90 1.05
Mean 281.4 1.98 12.3 9.9 9.4 19.3 413 0.96 1.09
S.D. 42.7 0.04 1.0 2.0 2.8 4.7 114 0.08 0.10
3107 0.83 5.5 3.2 2.2 5.4 127 0.42 0.42
3108 0.64 3.9 3.5 3.5 7.0 181 0.32 0.39
Relative 3109 0.57 3.7 3.2 3.1 6.4 155 0.31 0.35
3110 0.71 4.3 4.4 4.1 8.5 134 0.31 0.38
3111 0.80 4.2 3.9 4.6 8.5 124 0.37 0.41
3112 0.75 5.1 2.8 2.5 5.3 148 0.34 0.40
Mean 0.72 4.5 3.5 3.3 6.9 145 0.35 0.39
S.D. 0.10 0.7 6 0.9 1. 21 0.04 0.02




Appendix 120

and followed by a recovery period for 9 weeks

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose (mg/kg) 110

Liver Spleen Kidney Kidney Kidney Adrenal Adrenal Adrenal

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

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

3107 6.34 0.46 0.83 0.77 1.60 28 29 57

3108 8.20 0.67 1.03 1.02 2.05 35 38 73

Absolute 3109 9.19 0.68 1.14 1.15 2.29 33 35 68
3110 7.57 0.46 0.94 0.93 1.87 30 34 64

3111 6.73 0.47 0.96 0.95 1.91 34 39 73

3112 7.13 0.57 0.87 0.89 1.76 34 39 73

Mean 7.53 0.55 0.96 0.95 1.91 32 36 68

S.D. 1.04 0.10 0.11 0.13 0.24 3 4 7

3107 2.72 0.20 0.36 0.33 0.69 12 12 24

3108 2.64 0.22 0.33 0.33 0.66 11 12 24

Relative 3109 2.61 0.19 0.32 0.33 0.65 9 10 19
3110 2.76 0.17 0.34 0.34 0.68 11 12 23

3111 2.64 0.18 0.38 0.37 0.75 13 15 29

3112 2.70 0.22 0.33 0.34 0.67 13 15 28

Mean 2.68 0.20 0.34 0.34 0.68 12 13 25

S.D. 0.06 0.02 0.02 0.02 0.04 2 2 4




Appendix 121

Absolute and relative organ weights of new born female rats admlmstered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 110

B-4315

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)
3107 32.5 28.2 60.7 360
3108 40.5 47.3 87.8 656
Absolute 3109 52.2 50.0 102.2 380
3110 41.8 45.6 87.4 404
3111 29.5 28.6 58.1 359
3112 40.6 39.3 79.9 614
Mean 39.5 39.8 79.4 462
S.D. 8.0 9.5 17.1 136
3107 13.9 12.1 26.0 154
3108 13.1 15.3 28.3 212
Relative 3109 14.9 14.2 29.1 108
3110 15.2 16.6 31.9 147
3111 11.6 11.2 22.8 141
3112 15.4 14.9 30.2 232
Mean 14.0 14.1 28.1 166
S.D. 1.5 2.0 3.2 47




B-4315

Appendix 122 Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Body weight Brain Pituitary Thyroid Thyroid Thyroid Thymus Heart Lung
Animal (R) (L) (R+L)
number g g(g/100g B¥) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) mg(mg/100g BW) g(g/100g BW) g(g/100g BW)
4107 249.3 1.99 12.2 9.0 10.0 19.0 328 0.86 1.05
4108 296.2 2.01 15.9 8.2 11.2 19.4 558 1.14 1.24
Absolute 4109 263.8 1.98 15.8 8.4 10.7 19.1 323 0.89 1.07
4110 304.6 2.04 14.5 8.5 8.9 17.4 504 0.91 1.07
4111 206.9 1.85 10.8 8.2 6.9 15.1 199 0.76 0.93
4112 248.1 1.87 11.5 7.7 9.7 17.4 251 0.99 1.15
Mean 261.5 1.96 13.5 8.3 9.6 17.9 361 0.93 1.09
S§.D. 35.7 0.08 2.2 0.4 1.5 1.6 142 0.13 0.10
4107 0.80 4.9 3.6 4.0 7.6 132 0.34 0.42
4108 0.68 5.4 2.8 3.8 6.5 188 0.38 0.42
Relative 4109 0.75 6.0 3.2 4.1 7.2 122 0.34 0.41
4110 0.687 4.8 2.8 2.9 5.7 165 0.30 0.35
4111 0.89 5.2 4.0 3.3 7.3 96 0.37 0.45
4112 0.75 4.6 3.1 3.9 7.0 101 0.40 0.46
Mean 0.76 5.2 3.3 3.7 6.9 134 0.36 0.42
S.D. 0.08 0.5 0.5 0.5 0. 36 0.04 0.04




Appendix 123

and followed by a recovery period for 9 weeks

Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Dose {(mg/kg) 160

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

4107 6.73 0.47 0.80 0.83 1.63 27 28 55

4108 8.52 0.62 0.96 0.98 1.94 40 38 78

Absolute 4109 7.22 0.49 0.91 0.96 1.87 35 41 76
4110 7.71 0.57 0.94 0.92 1.86 32 33 65

4111 5.61 0.34 0.74 0.71 1.45 35 37 12

4112 6.61 0.43 0.94 0.94 1.88 34 38 72

Mean 7.07 0.49 0.88 0.89 1.77 34 36 70

S.D. 1.00 0.10 0.09 0.10 0.19 4 5 8

4107 2.70 0.19 0.32 0.33 0.65 11 11 22

4108 2.88 0.21 0.32 0.33 0.65 14 13 26

Relative 4109 2.74 0.19 0.34 0.36 0.71 13 16 29
4110 2.53 0.19 0.31 0.30 0.61 11 11 21

4111 2.71 0.16 0.36 0.34 0.70 17 18 35

4112 2.66 0.17 0.38 0.38 0.76 14 15 29

Mean 2.70 0.19 0.34 0.34 0.68 13 14 27

S.D. 0.11 0.02 0.03 0.03 0.05 2 3 5
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Absolute and relative organ weights of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

B-4315

Ovary Ovary Ovary Uterus
Animal (R) (L) (R+L)
number mg(mg/100g BW) mg(mg/100g B¥) mg(mg/100g BW) mg(mg/100g BW)
4107 35.5 35.4 70.9 382
4108 42.5 35.9 78.4 482
Absolute 4109 35.1 34.0 69.1 451
4110 33.4 34.3 67.7 414
4111 38.6 39.7 78.3 365
4112 40.7 32.2 72.9 334
Mean 37.6 35.3 72.9 405
S.D. 3.5 2.5 4.6 55
4107 14.2 14.2 28.4 153
4108 14.3 12.1 26.5 163
Relative 4109 13.3 12.9 26.2 171
4110 11.0 11.3 22.2 136
4111 18.7 19.2 37.8 176
4112 16.4 13.0 29.4 135
Mean 14.7 13.8 28.4 156
S.D. 2.6 2.8 5.2 17




Appendix 125 Gross pathological findings of new

Sex : Male

Dose (mg/kg) : O

B-4315

born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Organs
Findings

Animal

number (1001-1006)

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
Cyst (unilateral)
Adrenal
Esophagus
Stomach
Small intestine
Diverticulum, ileum
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

- : No remarkable changes



B-4315

Appendix 126 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Sex : Male

Dose (mg/kg) : 80

Animal number (2001-2006)

Organs
Findings 1 2 3 4 5 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

Cyst (unilateral) - - - - - .
Adrenal - - - - -
Esophagus - - - -
Stomach - - - - -
Small intestine

Diverticulum, ileum - - - - -
Large intestine - - - - -
Mesenteric lymph node - - - - - -
Bone marrow - - - - -
Femoral muscle - - - - -
Urinary bladder - - - - -
Testis - - - - - -
Epididymis - - - - - _
Seminal vesicle - - - - -
Prostate - - - -~ -
Other tissues or organs - - - - - -

- : No remarkable changes
+ : Positive for respective changes



Appendix 127 Gross pathological findings of new

Sex : Male

Dose (mg/kg) : 110

B-4315

born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Organs
Findings

Animal

number (3001-3006)

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
Cyst (unilateral)
Adrenal
Esophagus
Stomach
Small intestine
Diverticulum, ileum
Large intestine
Mesenteric lymph node
Bone marrow
Femoral muscle
Urinary bladder
Testis
Epididymis
Seminal vesicle
Prostate
Other tissues or organs

‘ No remarkable changes
+ : Positive for respective changes



B-4315

Appendix 128 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Sex : Male

Dose (mg/kg) : 160

Animal number (4001-4006)

Organs
Findings 1 2 3 4 5 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

Cyst (unilateral) - - - -
Adrenal - - - -
Esophagus -
Stomach - - - -
Small intestine

Diverticulum, ileum - - - - -
Large intestine - - - -
Mesenteric lymph node - - - -
Bone marrow - - -
Femoral muscle - - - -
Urinary bladder - - - -
Testis - - - - - -
Epididymis - - - - - -
Seminal vesicle - - - -
Prostate - - - -
Other tissues or organs - - - -

- : No remarkable changes



Appendix 129 Gross pathological findings of new

Sex : Female

Dose (mg/kg) : O

B-4315

born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Organs
Findings

number (1101-11086)

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

Cyst (unilateral)
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
+ : Positive for respective changes



B-4315

Appendix 130 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Sex : Female

Dose (mg/kg) : 80

Animal number (2101-2106)

Organs
Findings 1 2 3 4 5 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

Cyst (unilateral) - - - - _ -
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



Appendix 131 Gross pathological findings of new

Sex : Female

Dose (mg/kg) : 110

B-4315

born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Organs
Findings

Animal

number (3101-3106)

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

Cyst (unilateral)
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
+ : Positive for respective changes



B-4315

Appendix 132 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
Sex : Female

Dose (mg/kg) : 160

Animal number (4101-4106)

Organs
Findings 1 2 3 4 5 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

Cyst (unilateral) - - - -
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



B-4315

Appendix 133 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt 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 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 -
Pancreas -
Kidney

Dilatation, pelvis (unilateral) - - - - + -
Adrenal -
Esophagus -
Stomach - - - -
Small intestine

Diverticulum, ileum - - - -
Large intestine -
Mesenteric lymph node -
Bone marrow -
Femoral muscle - - -
Urinary bladder - - -
Testis - - - - - -
Epididymis - - - - _ _
Seminal vesicle - - -
Prostate - - _
Other tissues or organs - - -

- : No remarkable changes
+ : Positive for respective changes



B-4315

Appendix 134 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex ¢ Male

Dose (mg/kg) : 80

Animal number (2007~2012)

Organs
Findings 7 8 9 10 11 12

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

Dilatation, pelvis (unilateral) - - - - - -
Adrenal - - - -
Esophagus - - - -
Stomach - - - -
Small intestine

Diverticulum, ileum -~ - - -
Large intestine - - - - -
Mesenteric lymph node - - - _
Bone marrow - -
Femoral muscle - - -
Urinary bladder - - - -
Testis - - - - - -
Epididymis - - - - - -
Seminal vesicle - - - -
Prostate - - - -
Other tissues or organs - - - -

- : No remarkable changes



B-4315

Appendix 135 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex : Male

Dose (mg/kg) : 110

Animal number (3007-3012)

Organs
Findings 7 8 9 10 11 12

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

No remarkable changes
+ : Positive for respective changes



B-4315

Appendix 136 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex : Male

Dose (mg/kg) : 160

Animal number (4007-4012)

Organs
Findings 7 8 9 10 11 12

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

Dilatation, pelvis (unilateral) - - - - - -
Adrenal - -
Esophagus - - -
Stomach - - - - - -
Small intestine

Diverticulum, ileum - - - - - -
Large intestine - - - _
Mesenteric lymph node - - - - - -
Bone marrow - - - -
Femoral muscle - - - -
Urinary bladder - - - - - -
Testis - - - - - _
Epididymis - - - - - -
Seminal vesicle - - - -
Prostate - - -
Other tissues or organs - - - - - -

- : No remarkable changes



B-4315

Appendix 137 Cross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : O

Animal number (1107-1112)

Organs
Findings 7 8 9 10 11 12

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

Cyst (unilateral) - - - - + -
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
+ : Positive for respective changes



B-4315

Appendix 138 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : 80

Animal number (2107-2112)

Organs
Findings 7 8 9 10 11 12

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

Cyst (unilateral) - - _ _ -
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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and followed by a recovery period for 9 weeks

Sex

Dose (mg/kg)

Female

110

Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Organs
Findings

Animal

number (3107-3112)

9

10

11

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

Cyst (unilateral)
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



B-4315

Appendix 140 Gross pathological findings of new born rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and-followed by a recovery period for 9 weeks

Sex : Female

Dose (mg/kg) : 160

Animal number (4107-4112)

Organs
Findings 7 8 9 10 11 12

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

Cyst (unilateral) - - - - _
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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Dose (mg/kg)

0

Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Organs

-findings

Animal number

Cerebrum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)

Esoph aﬁus

Stomac

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland
-necrosis, focal

Sublingual gland

Liver

Pancreas

Pituit

Thyroid (Parathyr01d)

Adrenal

Thymus

Spleen
Submandibular lﬁmph node
Mesenteric lymph node

Kidney

—bas%philic tubule
Urin?ry bladder
Epididymis
Seminal vesicle

Prostate
Mammary gland
Ski

S¥ernum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle

COCOOOOOOOCOC COOOCOOOOOC COCOCOOOOOOOOOO | OO

COOOOCCODTOOD COOOOOOCOOO0 QOO0 | NOOK

COOOOOOOOOO0O0 COOOCOOOOON COOOOOOOOCOOOOT | WOOH

COOTCOOCOOCOOOD OOOOOOCOOO0 QOOODOOOOCOCOCO | oM
COCOOOOOCOOOCH COTCOOOCOOCOC OOODOOOOOCOOOOD | LTOCH

COCOOOOOOCOTO COCOOCOOTCOO OOODOODOOOOCOOT | HMOOR

0 : No remarkable changes

Slight

2

: Mild

o

Present
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Appendix 142 Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

Organs Animal number

-findings

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)

Esophagus

Stomac

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland
-necrosis, focal

Sublingual gland

Liver

Pancreas

Pituitary .

Thyroid (Parathyroid)

Adrenal

Thymus
Spleen
Submandibular IKmph node
Mesenteric lymph node
Kidney _

-basophilic tubule

~cyst
Urinary bladder
Testis

s
Epididymis
Seminal vesicle
Prostate

Mammar land
Skin vE

Eye

S¥ernum (Bone marrow)
Femur (Bomne marrow)
Skeletal muscle

COCCOVOOOOOOD DOOOOCOCOOL COOOOOOCOO00o00 | Hook
COOCOOCOO0OO0 COOOCOOCOOO OO0 | voon
COCCOCOOOOOO00 COOOCOCOCOD COCOOOOOOOOOOOS | wooh
COCOTCOCOOOTOO OOOOCOOTOOOC COCCOCCOOOOOOOO | hooh
COOOOOCOOOOO COOOOOOOOOO COOOOOOOOOOOOOS [ LIOCH
COCCOOCCOOOOO- COOOCOOOOOO0 CODOROOOOOOOOOC | HOOA

0 : No remarkable changes 1 : Slight



B-4315

Appendix 143 Histopathological findings of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : O

Organs Animal number

-findings

Cerebrum

Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)

Esophagus

Stomac

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver

Pancreas

Pituitary .
-aberrant cranyopharyngial structure

-cyst
Thyroid (Parathyroid)
-ectopic thymus
Adrena
Thymus
Spleen
Submandibular 1Kmph node
Mesenteric lymph node
Kidney

-cyst
Urinary bladder
Ovary

Uterus

Mammary gland

Skin

Eye

Sternum_(Bone marrow)

Femur (Bone marrow)
Skeletal muscle

COOOOOCOCOOC COOOOT OC COOOODOOOCOCOOOROOOD | RORM
COCOCOOOOT COCOOD OO0 COOOOOOOOCOOOOCOOOD | NORH
COCOOOOTCO QOO0 OO0 OCOOOOODOOOOOCOOOOD | LWOr—
COCOOOCOOC OOOO00 OO0 COOCOOCOOOOOOOOOOOD | AOHK
COCOOCOOOC OOOOOT 00 OLOOOOCCOOOOCCOOCO | NOME-
COCCOOCOOD COOOO0 U COOOOOCOODOOOOOOOOD | oMM

0 : No remarkable changes P : Present
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Appendix 144 Histopathological findings of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

Dose (mg/kg) : 160

Organs Animaﬁ number

~findings

Cerebrum
Cerebellum

Spinal cord

Sciatic nerve

Heart

Trachea

Lung (Bronchus)
Esophagus

Stomac

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland
Sublingual gland

Liver

Pancreas

Pituitary .
-aberrant cranyopharyngial structure

-cyst .
Thyroid (Parathyroid)
-ectopic thymus
Adrena
Th{mus
Spleen
Submandibular 1Kmph node
Mesenteric lymph node
Kidney

-¢cyst
Urinary bladder
Ovary
Uterus
Mammary gland
Skin
Eye
Sternum_(Bone marrow)

Femur (Bone marrow)
Skeletal muscle

COQOCCO00D COOOOD OO0 OCOOCOOOODOOOOOOODD [ ROHK
COOOCOCOCO COOTOO0 OO0 CLOCOCODOOOOOCOOOD | o
COCOCOOOOO COOOO0 OO0 COOOOC0OO0OOCODOOOOR | WO
COOCOCOOOC COOOOC OO0 COCOOCOOCOOOCCOCOOOD | hOMHNM
COOCCLO0OT COOO00 OC OOOOOCCOOOOOOCOOOOOD | LiIoH N
COOCOOOCOO OOOOCQ OO COOCOOOCCOOOOOOCooCO | more

0 : No remarkable changes P : Present
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Appendix 145 Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs An%mal number

-findings

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart
Trachea
Lung (Bronchus)
Esophagus
Stomac . .
-cell infiltration, inflammatory, submucosa/mucosa
Duodenum
Jejunum
Ileum
Cecum
Colon
Rectum
Submandibular gland
Sublingual gland
Liver
-microgranuloma
Pancreas
Pituitary
Thyroid (Parathyroid)
—ectoglc thymus
Adrena
Thymus
Spleen
Submandibular leph node
Mesenteric lymph node

idney

-dilatation, pelvis .

—eosinoghll ¢ body, tubular epithelium
Urinary bladder

Testis
Epididymis
Seminal vesicle
Prostate .

-prostatitis .

-cell infiltration, mononuclear, interstitium
gﬁ?mary gland

n

Eye
-mineralization, cornea
-mineralization, copjunctiva
Sternum_(Bone marrow)
Femur (Bone marrow)
Skeletal muscle

COO0O00 COOC OOOOCN OO0 OCO COOOOOOOS COOOOORD | Noor
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Appendix 146 Histopathological findings of new born male rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : 160

Organs Animal number

-findings

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart
Trachea
Lung (Bronchus)
Esopha
Stomac

-cell infiltration, inflammatory, submucosa/mucosa
Dugdenum
Jejunum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas

Pituitary

Thyroid (Parathyroid)
-ectopic thymus

Adrena

Thymus

Spleen
Submandibular lﬁmph node
Mesenteric lymph node
Kidney

—dilatation pelv

-eosinophilic body. tubular epithelium
Urinary ladder

Tes
Epidid mis
Seminal vesicle
Prostate
-prostatitis .
-cell infiltration, mononuclear, interstitium
gﬁmmary gland
in

Eye
-mineralization, cornea
-mineralization, conjunctiva
Sternum (Bone marrow)

Femur (Bone marrow)

Skeletal muscle
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Appendix 147 Histopathological findings of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days
and followed by a recovery period for 9 weeks

Dose (mg/kg) : O

Organs Animal numbir

-findings

Cerebrum
Cerebellum
Spinal cord
Sciatic nerve
Heart

Trachea

Lung (Bronchus)
Esophagus

Stomac

Duodenum
Jejunum

Ileum

Cecum

Colon

Rectum
Submandibular gland
Sublingual gland

Liver
-microgranuloma

Pancreas

Pituitary

Thyroid (Parathyroid)

Adrenal

Thymus

Spleen
Submandibular 1Kmph node

Mesenteric lymph node

Kidney = |
-basophilic tubule
-cyst
-cast, hyaline

Urinary bladder

Ovary

Uterus

Mammary gland

gkin

ye
~disarrangement, retina
Sternum (Bone marrow)
Femur (Bone marrow)
Skeletal muscle
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and followed by a recovery period for 9 weeks

Dose (mg/kg)

160

Histopathological findings of new born female rats administered orally with Phenol, p-nitro, sodium salt for 18 days

B-4315

Organs

-findings

An%mal number

Cerebrum
Cerebellum

Spinal cord

Sciatic nerve
eart

Trachea

Lung (Bronchus)

Esophagus

Stomac

Duodenum

Jejunum

Ileum

Cecum

Colon

Rectum

Submandibular gland

Sublingual gland

Liver
-microgranuloma

Pancreas

Pituitary

Thyroid (Parathyroid)

Adrenal

Thymus

Spleen
Submandibular 1Kmph node
Mesenteric lymph node

ney .
-basophilic tubule
-cyst
-cast, hyaline

Urinary bladder
Ovary

rus
Mammary gland
Skin

Eye
-disarrangement, retina
Sternum (Bone marrow)
Femur (Bone marrow
Skeletal muscle
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