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6.5.6.3 4&#r
HAAH =T FV T v 7 TRERELZELN Q B E) WEHL, FOoWENR
BRI DIEEREFIEZ DL EEICEA L TWH I L 2R L.

6.6 EEtERK
6.6.1 10\
- BERE BB %ggﬁ B EBMES)
(mgkg/H)  (ml/kg/B) (mg/mL) T i3
1 P092 2000 10 200 1 (10101) 1 (50101)
6.6.2 20
I BERE WERE @z& gk EMES)
(mglkg/A)  (mL/kg/H) (mg/mL) 1 i
2 P092 1000 10 100 1 (10201) 1 (50201)
6.6.3 £ 30
I ERE R 4&‘;}%& g @YES)
(mgkg/H)  (mL/kg/H) (mg/mL) i3 i3
3 P092 500 10 50 1 (10301) 1 (50301)
4 P092 100 10 10 1 (10401) 1 (50401)
6.7 &5
6.71 BEER
Bo®ks

6.7.2 HEREOERER
FEERREARKICE L.

6.7.3 EEHFEZOBEREMR
Zvb WCRORETDHEL LT—ROICBVWLILTEY, #BWELZ EHRICRETE5.

6.7.4 {EEE

10 mL/kg
FEEORSKET, BREBICAIE LIeFEIZESWTER L.
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6.7.5 BEE% - HME
B [a]

6.7.6 ¥EFHE
TAAR—=FTNANLY ORUBAY T 2R, BEMICBERNICERRE L. 2k, &
ERICRREGBREA Y —T —TRAGICHEE L.

6.8 #HZE-KREIER
SEBFEEFMONT, TRROEBEEZRELE.

6.8.1 —h%REE :

SEFEMOER, S, TERUIRENSORFEORERVEBREZEE L. BIRAER
VBRI % U TFITR L. |
#®5H : 1B 4 (@581, BE5%K304, 2BRRO 6 EER)

#2~7H : 1B 1E (FaTH)

6.8.2 {&E
EEFHWZHOVT, BF R (UX-4200H, BEEEFTR AT PB3002-S, X hF— -
b U RERREFD) 2AWT, UTOHRBRIZAIELE.

BEYH . &58 (B1R8) ~%78

VSRR R OSEEIC S\ T, RRIRMcAEZRIE L.

6.8.3 REMRIRE

BIEHMREIL, FARV AT NY T A (TRF—AC, BDZEREERXEL) 0
REMERIR 50 & B HREE T CREREIIRZEI0T - Al U CREF ST BICEHR L. g

BREREECHICHR L. ok, £FEWIE, 57 BICESEHMAEREY & MR ERENE
BT XD RRERT TRERBIARZ GOMT - i U, RESES W BITHR L.
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7. #R
74 T - HRE

FES % Table 1 X U" Appendix 1 (127”9

T T BEFEAS 2000 mg/kg/day OHETH 2 B, METH 3 H, 1000 mgkg/day DHETE 3 H,
METE S B, 500 mg/kg/day DHETE 4 BIZFRH L.

72—
#EF % Table 1 RO Appendix 1 IZ7R7

BT XIIBEEE M O—RIRETIE, THRNBE 2 B~F 5 BICRDH b7z, 2000 mg/kg/day D
HETITRIER OREMIE 235 2 B2, 500 mg/kg/day DHER O 1000 mg/kg/day DM TIZEDJE
B DEN R ORLF BB DOTEIHE 3~5 BICRO b7,

ATFEM T, THID 500 mg/kg/day BEDMETE 4 BIZFED L7, 100 mg/kg/day B D HERE
TRERVERSICIDEFEIRD 2o T

7.3 #KE
FER % Table 2 [Z7RT.
{$E®ﬁ@ﬁ§%tlbiﬁ%%]%v@% 2 H 1%13:4: \-mt.\&b an'

AFEI TIE, 100 mg/ke/day BEDMERE R O 500 mg/kg/day BEDMETE 2 B UEIZAE OB
ST D bivT.

74 RERHRE

| FER% Table 3 ITRT .

HHRDEICRER T 5 & Bbh 28k, HLE (B~ Mg 8%, BEcRdoihik.
YE{LE DYEIES 500 mg/kg/day DHERZ T 1000 mg/kg/day A EDMHETRD bz, EIZ, i
B OBEBED 500 T 1000 mg/kg/day TR biviz. £7z, BRO/NEER CEIBORE

K2 500 mg/kg/day DHER U 1000 mg/kg/day DU, RREED/ NS 1000 mg/kg/day DMETER
H b,
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8. EE
P092 %5 v b (Crl: CD (SD), MERES 105 %) I, 100, 500, 1000 % Tr2000 mg/kg/day D
RET, HEEROKREL, BhoEEEeRERLE.

Z OFER, T XIIFEFEDS 2000 mg/kg/day DEETE 2 B, HETEH 3 H, 1000 mg/kg/day D
TH3H, HTHES B, 500mgkg/day DIETE 4 RICHRD DLk,

LTSS T, TR, MR, TETR, SORAEOHENERCIIMEABOER, EE
DPABBO o, HEMEIRE CILHLE (B~RFB) Ok BRo/NEE, BEO
FER, FEigEO/NUER URTE O BERPRD bk,

ETFEMDICBW T HEEORD MG 2358 5, 500 mg/kg/day O TIETHI, FHER
RERETITEIE O BAKIRD bz,

BEDREEND, 500 mekg/day & 100 mg/ke/day O FHRHEE DR BARALEES 5 B0
ELLTHEUTHD LB L. 2 BRRERSHEBRTIX, SHE% 250 mg/kg/day & L, &
Fe#9 4 T 80 T8 20 mg/kg/day BERET B.
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9. HEEHE
91 FRIHENTELUNSL-HBROEBEHRICHELZREITRIVOHIERE
2L

9.2 HREFHEZIZftbibhof=&
ERETROERWMER, 2 TRBRELEIOENT S LIt TOER, MBI
BEREMENH B Z LD, 2 THRBREROKBRYESERLEICBE L. LiL, ERIT
T LTRY, HBROEREECFEITZN SO L HE Lk,
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Study No. B120965

Tablel  Clinical Sign - Summary Male
Test Article Day 1 2 3 4 5 6 7
Dose Findings Time 10 20 30 40 am am am am am am
P092 Number of Animals 1 1 1 1 1
2000 mg/kg/day No Abnormality 1 1 1 1
Diarrhea : +
Lacrimation 1
Trregular respiration +
Death +
P092 Number of Animals 1 1 i 1 1 1
1000 mg/kg/day No Abnormality 1 1 1 1
Diarthea +
Death +
P092 Number of Animals | i i 1 1 1 1
500 mg/kg/day No Abnormality 1 1 1 1
Diarrhea +
Smudge for perinasal area + o+
Soiled perineal region + o+ o+
Moribundity +
P092 Number of Animals 1 1 1 1 1 1 1 1 1 1
100 mg/kg/day No Abnormality 1 1 1 1 1 1 i 1 1 1

+, Present; 1, Slight; 2 , Moderate; 3, Severe;

Time 10, Before dosing; Time 20, About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Table1  Clinical Sign - Summary Female
Test Article Day 1 2 3 4 5 6 17
Dose Findings Time 10 20 30 40 am am am am am am
P092 Number of Animals 1 1 1 1 1
2000 mg/kg/day No Abnormality 1 1 1 1
Diarrhea +
Death +
P092 Number of Animals i 1 1 1 1 1 1 1
1000 mg/kg/day No Abnormality 1 1 1 1
Diarrhea + o+ + o+
Smudge for perinasal area +
Soiled perineal region +
Moribundity +
P092 Number of Animals 1 1 1 1 1 1 1 1 1 1
500 mg/kg/day No Abnormality 1 1 1 1 1 1 1 1 1
Diarrhea +
P092 Number of Animals 1 i 1 1 1 1 1 1 i 1
100 mg/kg/day No Abnormality 11 1 1 1 1 1 1 1 1

+, Present; 1, Slight; 2 , Moderate; 3 , Severe;

Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30, About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Table2  Body Weight Male
Unit: g
Test Article Animal Day 1 2 3 4 5 6 7
Dose Number
P092 10101 231 203
2000 mg/kg/day :
P092 10201 244 215 210
1000 mg/kg/day
P092 10301 309 281 245 236
500 mg/kg/day .
P092 10401 314 305 311 325 326 337 343
100 mg/kg/day




- Etvp -
(44

Study No. B120965

Table2  Body Weight Female
Unit: g
Test Article Animal Day 1 2 3 4 5 -6 7
Dose Number
P092 50101 162 139
2000 mg/kg/day
P092 50201 155 143 138 125 118
1000 mg/kg/day
P092 50301 192 177 165 165 163 179 190
500 mg/kg/day )
P092 . 50401 200 196 211 205 206 209 213
100 mg/kg/day
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Study No. B120965

Table3  Necropsy Findings - Summary Scheduled sacrifice (Day 7)
Sex Male Female
Test Article P092 P092 P092
Dose 100 100 500
Organ Dose Unit mg/kg/day mg/kg/day mg/kg/day
Findings Number of Animals 1 1 1
Number of Animals Examined <I> <]> <[>
Stomach
Whitish patch, forestomach, mucosa 0 0 1
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Study No. B120965

Table3  Necropsy Findings - Summary Death or Moribund sacrifice
Sex Male Female
Test Article P092 P092 P092 P092 P092
Dose 500 1000 2000 1000 2000
Organ Dose Unit mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
Findings Number of Animals 1 1 1 1 1
Number of Animals Examined <1> <I> <]> <1> <1>
Thymus
Small 1 0 0 1 0
Spleen
Small 0 0 0 1 0
Stomach
Dilatation 0 1 1 0 1
Whitish patch, forestomach, mucosa 0 0 0 1 0

Small intestine, duodenum
Dilatation 1 1 1 0 1

Small intestine, jejunum
Dilatation 1 1 1 1 1

Small intestine, ileum
Dilatation : 1 1 1 1 1

Large intestine, cecum
Dilatation 1 1 1 1 0

Large intestine, colon
Dilatation 1 1 1 1 0

Large intestine, rectum
Dilatation ° 1 0 0 0 0
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Study No. B120965

Table3  Necropsy Findings - Summary Death or Moribund sacrifice
Sex Male Female
Test Article P092 P092 P092 P092 P092
Dose 500 1000 2000 1000 2000
Organ Dose Unit mg/kg/day mg/kg/day mg/kg/day mg/kg/day mg/kg/day
Findings Number of Animals 1 1 1 1 1
Number of Animals Examined <}> <]> <1> <1> <I>
Adrenal
Enlargement 1 0 0 1 0
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Study No. B120965

Appendix 1 - 1 Clinical Sign P092 2000 mg/kg/day Male
Animal Day 1 2
Number _ Findings Time 10 20 30 40 am
10101  Diarthea +
Lacrimation 1
Irregular respiration +
Death +

+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Appendix 1 -2 Clinical Sign P092 1000 mg/kg/day Male
Animal Day ] : 2 3
Time 10 20 30 40 am am
+
+

Number Findings

10201  Diarrhea

Death
+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Appendix1-3 Clinjcal Sign P092 500 mg/kg/day  Male
Animal Day 1 2 3 4
Number _Findings Time 10 20 30 40 am am am
10301  Diarrhea : +
Smudge for perinasal area +  +
Soiled perineal region + 4+ o+
Moribundity +

+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours afier dosing;
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P092 100 mg/kg/day  Male

Clinical Sign |
2 3 4 5 6 7

Appendix 1 -4

Study No. B120965

Day 1
10 20 30 40 am am am am am am

Animal
Time

Number _Findings

10401  No Abnormality
+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30, About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Appendix 1 -5 Clinical Sign P092 2000 mg/kg/day Female
Animal Day 1 2 3
Number _Findings Time 10 20 30 40 am am
50101 Diarrhea +
Death +
+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10, Before dosing; Time 20 , About 0.5 hours after dosing; Time 30, About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Appendix 1 -6 Clinical Sign P092 1000 mg/kg/day Female
Animal Day 1 2 3 4 5
Number Findings Time 10 20 30 40 am am am am
50201 Diarrhea + o+ o+ o+
Smudge for perinasal area +
Soiled perineal region +
Moribundity +

+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10 , Before dosing; Time 20 , About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours after dosing;
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Study No. B120965

Appendix 1 -7 Clinical Sign P092 500 mg/kg/day Female
Animal Day 1 2 3 4 5 6 7
Number _Findings Time 10 20 30 40 am am am am am _am
50301  Diarrhea +
+, Present; 1, Slight; 2 , Moderate; 3, Severe;
Time 10 , Before dosing; Time 20 , About 0.5 hours after dosing; Time 30, About 2 hours after dosing; Time 40 , About 6 hours after dosing,
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Study No. B120965

Appendix 1-8 Clinical Sign P092 100 mg/kg/day  Female
Animal Day 1 2 3 4 5 6 7
Number Findings Time 10 20 30 40 am am am am am am
50401  No Abnormality
+, Present; 1, Slight; 2 , Moderate; 3 , Severe;
Time 10 , Before dosing; Time 20 , About 0.5 hours after dosing; Time 30 , About 2 hours after dosing; Time 40 , About 6 hours after dosing;



