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| BEIERE R S TS0 Crj:CD(SD)GS DTy BT, Z 7 T L3 U w4 - k% 0 (), 100,
130, 180, 240 H KLU 330mg/kg PHE T 1 BRO%S L, TOAMBPOZMED J OO
FERIZDWTHREL, UTOREEGE.

1. HETIE 240 mg/kg BT 3/5 61, 330 mgkg BT 4/5 PIAREGE 1 HICEC L7z, #THE 130
BET 180 mg/kg BETH 1/5 #1, 240 BRI 330 mgkg B TH 5/5 FINK54% 6 R 5
B’E5#2BICFEL L. TORR, LDyl (95%EBRA) 138 252.4 mg/kg (193.3~339.2
mg/kg), MDY 181.0 mg/kg (146.1~235.2 mg/kg) TH > /=

2. —REBOEHLZTIE, £EFITRERICERETORT, EBHREK, ®E, LMEEO
ENBLTEREHENEDOON, boLbBVLHOTHRER 4 QETHEI N, BT
FITiE, ATROERIZMATRIE, F7 /—EBLUTERED SN

3. KETIE, MEMIKRL, 2TORBRYERSH TRER 1 BITENMTEED 5N
7z. 100, 130 BLT 180 mg/kg B TIE, & 5% 3 BLRIIIERBMEZRLZ. 240 B
L 78330 mg/kg BOME 1 FITIIHREGE 3 BICHEERIBA SN, BE5H% S QLR
VIER /e &R LTz,

4. HRBLVFREZFOREIIBWT, BUHATIE, 130 BEY 180 mgkg HOM, WX
240 B K T 330 mg/kg B DA THIRHIZIRBEREOR R AL, EFERNICBRENA SN,
FHBWE OB HBEAORIBIERRD SN/, £z, 130 mgkg BEOM, 240 mg/kg D
MB35 £ 7K 330 me/kg BEOMETRIBANIZIEOB R, MEEFEMIKEEZIED > M
BHHN, ASIZARMNICKENORKFREECHEEBIUHOIEREZ{#-> T
ZEMS, FRFEUEHRIEMAKBICRSFRA2EEZ SN2, TOMORILELT,
240 mg/kg BEDMEME$ K 1K 330 mg/kg BEO M THREBA) I AR DS R A, MFa9ICHim
NEH LN, TOELRETHICENTLIRLEASN D2 EFRALELTH DI &
Mo, SEMIIC KR LEZA SN, —F4, EFHTI 330 mgkeg BEOM THRIRRYIZ
BOERGOIE, HEEMICHE RTRE OB NIZER GO R LR OE K
ARG 5T, FEIH & FRRICAERYEOREENRZD s, MTHWThOBEET
HRIBRELIED S hisho 2.
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T OLBT NI A RO EMHICETSHEERRDO B E L T, Ch:CD(SD)IGS Dt

W7y M1 EEOREL, TORMROBREMES LUEBOBERICD VTR LZDO TR
HID.

1.

i B M OB BXD H %

HBHE B KK

FDREINZZ 7O LEF MU T L - ZKRY (R 100.07 wt%,
oy h&S ] ZHBYEELUTERLRL (TR ). 2BERUE D, BHEA0KS
MR TH O, RRFMFPOERYEORERIC DN TIRREEZFICTHML, EETHH &
EHRZEL (RTER 2). BEICIIEEAERY EHAK (Oy FEE  1IF7IN, K2 X
FRETEHERASH) 2EALE. 28, #RPESIVEFIRRMEEOREERCSEET
RELZ.

HRESB I UEERE

5B Crj:CDSDIGS T v + (H&EFr—)VA - UN—HKA2tt, BEREFTL>Y—) &
RS 33 LA L, 6 BREIOBZRILZITo /. ZOMIZ, Z2HIZDVWT—RIREBOBRRES
FUOKRERMEEERL, BEPRNWIEEZHEL 20, MES 0ICZRAT 6 Bl THR
WERALE. KEHOKED, #27161.3~1879 g, A1 119.9~1378 ¢ TH -7z, 8L, R
B 2422°C GFETH 21~27°C), BE 55:10% (Fra#ii 35~75%), MR 12 BRS (AT 7 B~
ik 7HD BIUBMEAEER B3-1SEMERELENR) 7T A7 L ARBRNOHEFE 10E T
R (RT7A RTL—0, BEFr—ILA - UN—Kat) 2 ANRY H—R 31 b8
—3 (W265xH185xD425 mm) 12, 17— %0 2-3 LT DAL THEL . 13, HE
OEAME LSS 25C, &K 22T, BEOEMEIIRS 56%, KK 3% THo/z. HEEHIEE
ARLHENE U~ ERER (CRF-1, AU L7 )VEE TGRS %2, SUKIRERRZR
F hUTLREN (8 2ppm) LEHFAZEARICEDZNTNEBRICERE S/, FEHC
DWTIRHEHEABERBRS ML F—I2T, F2, SKIIDWTIEHA AR R
T AT ETD, WTNLHBFRECES L TWB I LEREA L. KRB LUHE

“2-
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BMISERTBEL-D02ERAL, ¥Y—UBLUHR/KRIZE 2 BOBEET, ¥—V&B L
Wr—RE (Syy) BRI IERBE L. £, AFERE0ERAL, NEEE2E
Liztty 7 THERLE.

3. RBREME, RSEREORLBLUHIT T

ARBEMRE TRIZRLE.
sgp | B7R | BE ((BRSER D) L. g0ee
(mgkg) | (mg/ml) | (ml/kg) | A

patiicEcd 0 0 10 il > 1
§ 5 51~55

100 mg/kg B | 100 10 10 J > 6-10
Q 5 56~60

130 mgkg B | 130 13 0 2 > -
g 5 61~65

180 mg/kg BE | 180 18 10 J > 16-20
g 5 66~70

240 mgkg B | 240 24 10 id > 21-25
2 5 71~75

& 5 26~30

330 mg/kg B 330 33 10 2 5 680

BE58IZ, Zv rEAWCEERETHEHAR [EBRES 10125 (GLP JEERA), 5K : 20,
40, 70, 100, 200 B L TN 300 mgkg, EEK : MEHEE 3 DL/BE) ORI OREL . Thb
B, YLl T 300 mg/keg BHOMEH TEHREFHOET, ERITERZENALASN, HHESD
WRFANEL Uk, £/, 200 mgkg BHOMH TIIEREHOERT, BRITRZENASN,
MRS 1 FIATET- L7, 100 mgkg AT ORI —BRRERBIVKREL HICRERAS SN
Moz, Lo T, ARBRTIIBAS M EEENRERT S EFHEINDS 330 mgkg Z2EHR
EL, LUFAHA 1.35 ThrL /= 240, 180, 130 BETN100mgkg ZEREL 2.

HEREE, LESHBIZBREZRSTHMMBEMA Tate HEL, 1 YLD OB
RS DHRES SILE L.

B, BEAMHICYAOKREZRIZEIEREEARLETITL, B2TROSWIZIE
BNEOHE TN BERACLZIBOESHITBXCEN S FIZL DEEEHIL 2. £,
Er—JILHHRES, IMES, BRERBIUHNERRLAETNLEMNTTERMLZ
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iz, BT ROBRRENE, HABMSIA L. ob, fEEORSIMCHERICERT S
Y ORERHVPTHERE0%LUNTHH T L 2B L.

4, BREREBIUEREHE
5L, OECD HEMHBRAL RS > THREINTNWS I L, ik, FEIh3EH
NOBEBREEO-DTHLIEMOROEL, K IBREHRESELIMIBEZANWTILE
MAR G L. REERIT 10mLkg &L, EBPORSRBEIRSBOKEZEICELL .
B ICIIFREROEKRERS L.

5. HEBRWMHE Lk S ORGMIELE
HERYEESBEZLICLESNREL TERBAKICESRL, 10, 13, 18, 24 BT 33 mg/mL
R ERE L. FEIRE 6 HAnciT, AL AZESYEIERSE£EHATRENOM
BREBICRBLIZABREICAE, EXTTRELL. 28, FREBEICXLD 0.02 BLT 200
mg/mL RIZBE, BT T8 HHRETHS (RTEE 3. £/, HAMRLZ2TORAYUY D
BEEZDNL, BEBEDLI0%LARNICH D I EEHEEB L (RITEE 4).

6. BEBIURE
1) —RIREEZ
BEAMIRER 14 HE L. 50 &5 0 0) BRS5%R 3 BE I TR, &5
®1HM 3HRFABLCFED 1 H 26, £5% 14 HIZFFTHIC 1 E, —RIKED
BEBIUVEROHEZITH 2.

2) HREBRE
5 HO%EAT 85 0H), WXTHREE L 3, 5 7, 10BXU 14 BIZHIZEL -

3) FRECEAMRE
EEEBLUERHMGICRC LB ERRBERCNT, £, BEHARK TROA
T —F B T CROBFES 065Kk L . AR REIRD S NN,
[E, BBXUMARIMHL, 10%PHEFRRY U EBRICEAELZ. 512, M, B8
SUMBIZ DN TIZHEBRYEICER U LML, REFIZFEIK> TNT 74>
UIHEEBL, AT hF U - TAT 2 HE) RAEMU TR EHEME T THREL .
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FatFRILE S ik
5 14 BEO RTINS, LD, EZ Probit IBICL DV EH L. (KEIL, SR T
EWTEHIE L REREE RS b, BEREREIITOAN S .

HCORERRB LU LD, E

FECDOREIRNIRZ Table 1 IKKRL 7z,

HETIHE 240 mg/kg BET 3/5 61, 330 mg/kg T 45 IR ER 1 BICFET L. MTIZ 1308
KT 180 mg/kg BETH 1/5 B, 240 BRV 330 mgkg BETH 5/5 FIAK G4 6 RN Sk 5% 2
RICETC L. ZORKE, LD, E (95%FHBR) 13HA 2524 mg/kg (193.3~339.2 mg/kg), M
7% 181.0 mg/kg (146.1~235.2 mg/kg) TH o 7=

— ik EE
—RREEDBIEE R % Table 2, 3 BL U Appendix 1, 2 IZRLT.
(1) FETH

HBIZHBNWT, 240 mgkg BTREE® 30 7E 0 BREGHOEKT, BRITEK, KESID
fEsflZm A S, 330 mgkg B TIXATROERICNA TILMABOBEN, F7./—€EH
SUOBBEAED 5N, WINbREE 1 BICECLE.

HEZHNWT, 130 mgkg B THERG®R 6 REIL D AREFOEK TRED o, &KEE1
HICFET-L 7=, 180 mgkg TRIX5H 30 & 0 BREEFHOMKT, BRIEEK, &E, ITMH
HoBH, HREBLUCF7 / —EXHRD N, REZSEEMICET L. 240 mgkg T
5% 30 S LV ERESOERT, BRITE, RESICILFEABEOENNED SN,
5% s BRI 1 4, BE5E 1 BIZ36, EUNTHREH 2 B 1 FIAETL 7. 330 mg/kg
BETIR 51 15 7K D 240 mgkg BEERIROERITMA THBEHAASH, R5& 6
RFRC 161, |5% 1 BIZ4FAETLL.

(2) EFH

HEIZHNT, 100 mgkg O 1 FIH KT 130 mghkg BHO 2 FITREER 45 TR0 607 %
THEHERD 5N/, 180 mgrkg B T EFITH S BEIZRO S /ah - /2. 240 mgke B
D 1B TR S 30 D& DB 5% s MHEETHREHOE THA LN, RE5K 6 BFHIC
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AERTFRGOEDON. 5% 1 BICEBEREHORT B L UEHEENED SN, 8
REHMOMTIIRG %I AETHEIN. 240 mpgkg BOMD 1 FITIREBBIUE
LM EERL TS BREIIRD SN 572, 330 mgkg BT, H5% 30 0L 0ikE%E
MM E THREFORTHBLUBRFENL SN, 5% 30 i@k, #E%45 K
DR HG% 2BHEETIMABOBENARD SN, 5% 1 BICIEREHOETRLN
MEERZ AR 5N, BEREBOKTIIRSG®% 4 HETEHEI N,

W BWT, 100 mg/kg BETI 1 BITR G2 30 MITHEAED SN2, 130 mghg BT
W1 FITHR G 30 2ICHKE, RE5% 45 7IZIIMABOBENSASH, 5% 1 B8
REFHOE TAEDSNIN, 5% 2 HUBEMASBREIEED SN o7, 180 mg/ke
BHO1#THEESZ 1 BICERERORTHRD o/, 5% 2 ALIREMS BRER
BOSNEho/k. £z, WO 2 FITHEHRSE 30 X723 45 FITHEIRD LN, 20D
51 FATRIMEAROENR D S,

. E

KEOHEB % Fig. 1, Table4, 5 BK U Appendix 3, 4 ITRLZ.

MR & L T, 2 TORBYERERTRER 1 BTS20 5z, 100, 130
B 180 mg/kg BETIZHFGH% 3 HEARRISER/ZEMER U2, 240 BKT 330 mg/kg O
F 1 PITIIRS% 3 BICERERDAS SN, #5% S BRERIERAGENES 2R 2.

. HikR

BIBROER % Table 6, 7 BKU Appendix 5, 6 IZRLTE.
(1) FECHl

et 2 1 TRRERGRETE OBE R AL, 330 mg/kg FEOHE 4/4 F113 K UME 3/5 B, 240 mg/kg B
D 173 BB K TUE 3/5 FIIEH OKBRIRIC L BERHAED SNz, £z, 330 mgkg RO
1/5 B, 240 mg/kg BEO#E 1/3 Hi3 K UME 2/5 #1, 130 mg/kg FEOME 1/1 FITHHORE REILHR
BHENZ. I 5IT, 330 mgkg FEOHE 4/4 FlHB JUME 2/5 51, 240 mgkg HOH 13 BB LT
i 2/5 B, 180 mg/kg BEDME 1/1, 130 mg/kg FH O 1/1 I TREANORKIKBIEDHEN A
5N, ZN 5D DB 330 me/kg B DM 3/4 513 K OME 2/5 B, 240 mg/ke FE DI 2/5 #11, 180 mg/kg
B 11 GO PHET 2RO 5N, FOM, 330 mgkeg BEOH 2/4 B, 240 mg/kg BF
D 33 BB L O 1/5 FHZRRROE R BINED 5.
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(2) *G5H
330 mg/kg DB 1/1 BTN 240 mgkg BEOHE 12 FICE OERGOEENRD sz,
T, WTFRoOEMIIEHTHELIZRD SNRh - /.

5. REEMPIIRE
FEAMFAIREDE R % Table 8, 9 LN Appendix 7, 8IZRL 7.
(1) FECH
PIRRAYIZ IR B AR OB R A2 5 1 2 130 B LN 180 mg/kg BE DU, W TNZ 240 B
78330 mg/kg BOMEH TIREICBEOBRBNRD S/, £/, ARMICHOR RGNS
537% 130 mg/kg BEDOME THICBEDKENS 53, 240 mg/kg BHOMEMED £ T8 330 mg/kg
BOMTHICEED S » AGED 517/, TO4, ARAIZHERICERGENS SN 240
mg/kg BEDMEHE B & TN 330 mg/kg O TRIRICEEOH MRS Sh /.
(2) %EEH
WIRAIZE OERBORENS 53/ 330 mgkg HOHTHICEEOH T RURE D
B BEOBRBORTLEMBOBERNS SN, 240 mgkg BOB THICPEEDRTY
DEE, BEOERGORY LEMIROERMANRD S

=1 £

ZonbL@gF UL ZHKYORSHICET 2HFMHHEBRO-REL T, Ch:CDSDIGS @
D Y M2 1 BROZEL, TORRHMOFEMBRBLUVBROBFERICDWTRML 2. #
&t o (kHEE), 100, 130, 240 BR300 mgkg & L7,

HETIE 240 mg/kg BET 3/5 B, 330 mgkg HT 4S5 PR GR 1 BICRCTLA. T 308K
X 180 mg/kg BFTH 1/5 #l. 240 BT 330 mgkg HTH 5/5 FIRHEINIR 5% 6 Bl Sk 51k 2
BicsE U, LA T, ZRABRETTO LD, B (95%EHERM) 13, HAY 2524 mgke
(193.3~339.2 mg/kg), MDY 181.0 mg/kg (146.1~235.2 mg/kg) EHEE S N/-.

FEEBITIE, ~BREBOBRICBNT, HETEREHOET, BRITK, &E ITMAERBED
m, wE, F7 /-, MBS LI OCERIARD S REZHRETIE, 130 BLU
180 mg/kg BEDME, W X 240 B & T 330 my/kg BOMEH O F THIEMIZIRE OB RAL, M
BENFENA O, BEBRYEOBTRKBEANORBMMENRY SNz, £z, 130 megkg ¥ DU,

.7



PPL RS H 10126

240 mg/kg B OHEME D £ TX 330 mg/kg BEORED I TR/ IZEERANL, HEEAIKEEAIES -
e85, & 5ICABMICKENDOEARBEOEZEB LMo RLE > Tl &
NG, ERFETREREMAKEIZRNSFRAEEEX SN, TOMOELE LT, 240 mgke BED
MERE S K TN 330 mg/kg BEQHEDBIR TRIRRICR R, REENICHOMNRO oL Z0F%
HIEETHICBNT LI LEA SN B EBROLELTHI I ENS, HRENICIZ2BEEZ
s,

EGEHITE, —RRECERIZEBVWT, H5HICHETaREHORKT, BIRTFREK, &E AT
FEABOBENBLOEBEHENEDON, bo b BNLOTRSGKI4DETHEZIN. £,
FIEEFRRE T, 330 mg/kg BHOH TRIBAICEH OERGOME, SEENIATE ROIRE OB
B NIEREGOR T EEMROBRERSA SN, FBEH & RRCAEBRYEORBMENRD S
N, ETRNTHOBRETHARBYE TR SR .
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Study No.10126

Table 1 Montality and lethal dose
Male, Female
Group Number Time after administration LD50
Total number
Sex and of Minute Hour Day of (95% confidence interval)
dead animals
dose animals 15 30 45 3 6 8 5 7 8~14 (mg/kg)
Male Control 5 0 0 O 0 0 0 0 0 ] 0
100 mg/kg 5 0 6 0 0 0 0 0 0 0 0
130 mg/kg 5 0 0 0 0 0 O 0 0 0 0 2524
180 mg/kg 5 0 0 0 0 0 0 0 0 6 0 (193.3~339.2)
240 mg/kg 5 0 0 0 0 0 0 0 0 0 3
330 mg/kg 5 ¢ 0 0 0 00 0 0 0 4
Female Control 5 0 0 0o 0 0 0 0 0 0 0
100 mg/kg 5 0 0 0 60 0 0 0 0 0 0
130 mg/kg 5 0 0 0 0 ¢ 0 0 0 0 1 181.0
180 mg/ke 5 6 0 0 6 0 1 0 0 0 1 (146.1~235.2)
240 mp/kg 5 0 0 0 0 01 5
330 mg/kg 5 0 ¢ 0O 0 1 0 5




11

Table 2

Clinical signs
Male

Study No.10126

Sex

Group
and

dose

Clinical signs

Time after administration

Minute

Hour

Day

15 30

45

—

3

8~14

Male

Control

Number of animals
No abnormality
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Table 3

Clinical signs
Female

Study No.10126

Sex

Group
and

dose

Clinical signs

Time after administration

Minute

Hour

15 30 45

[

N

3

[

F<8

8§~14

Female

Control

Number of animals
No abnormality

5
S

W

5
5

W W

wn W

“n | O

wn | w

W

Wy

L th

100 mg/kg

Number of animals
No abnormality
Loose stool

< v “n | ©
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< o w W

O G

[« TRV, IRV

O L w»n

© th Lh

< Ln

130 mg/kg

Number of animals
No abnormality
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Loose stool
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Dead
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2o o o & o

180 mg/kg
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Table 3 - continued

Clinical signs

Study No.10126

Female
Group Time after administration
Sex and Clinical signs Minuate Hour Day
dose 0 15 30 45 1 2 3 6 8 1 5 7 8~14
Female 330 mg/kg Number of animals 5 5 5§ 5 S 5 5 5 4 4
No abnormality 5 4 0 O 6 0o 0 0 O 0
Hypoactivity 6 1 S5 5 5 5 5 4 4 1
Bradypnea ¢ 0 0 0 6 0 0 0 4 1
Loose stool 0 0 1 0 0 0 o 0 o 0
Soild perineal region 0 0 0 1 0o o0 0 0 0 0
Abdominal distension 6 0 0 o o 0 o 0 O 1
Dead 0 0 0 0 0 0 0 1 0 4
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Body weights

Male

Table 4
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Study No. 10126
Tahle 6 Necropsy findings

Male
Sex Male
Group and dose Control 100 mg/ke 130 mg/ke
Necropsy timing Scheduted Dead Total Scheduled Dead Total Scheduled Dead Total
Organs and findings Number of animals 5 0 5 5 0 5 5 0 5

Digestive sysiem
Stomach

Coloration, mucosa, glandular stomach, dark red 0 0 0 0 0 0 0 0 0
Thickening, limiting ridge 0 0 0 0 0 0 0 0 0
Distention, {luid,watery ] 0 0 0 0 0 0 0 0
Respiratory sysiem
Trachea
Retention, fluid, frothy 0 0 1] 0 0 0 0 0 0
Lung
Coloration, dark red 0 0 0 0 0 0 0 0 0
Uncollapse 0 0 0 0 0 0 0 0 0
Hematopoielic sysiem
Thymus
Spot, dark red 0 0 0 0 0 0 0 0 0

No appreciable changes in all other organs and tissues.
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Table 6 - continued Necropsy findings

Study No. 10126

Maie
Sex Male
Group and dose 180 mg/kg 240 mg/kg 330 mg/ke
Necropsy timing Scheduled Dead Total Scheduled Dead Total Scheduled Dead Total
Organs and findings Number of animals 5 0 5 2 3 5 1 4 5
Digestive sysiem
Stomach
Coloration, mucosa, glandular stomach, dark red 0 0 0 0 3 3 0 4 4
Thickening, limiiing ridge 0 0 0 | 0 ] 1 0 l
Distention, [fuid, watery 0 0 0 0 1 l 0 4 4
Respiratory system
Trachea
Retention, fluid, frathy 0 0 0 0 1 1 0 4 4
Lung
Coloration, dark red 0 0 0 0 ] ] 0 0 0
Uncollapse 0 0 0 0 0 0 0 3 3
Hematopoietic system
Thymus
Spot, dark red 0 0 0 0 3 3 0 2 2
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Study No. 10126
Table 7 Necropsy findings

Female
Sex Female
Group and dose Control 100 me/ke 130 mg/kg 180 mg/kg
Necropsy timing Scheduled Dead Total Schedufed Dead Total Scheduled Dead Total Scheduled Dead Total
Organs and findings Number of animals 5 0 5 5 0 5 4 1 5 4 1 ]

Digeslive system
Stomach

Coloration, mucosa, glandular stomach, dark red 0 ] 0 0 0 0 ] l | 0 1 [
Distention, fiuid,watery 0 0 0 0 0 0 0 0 0 0 0
Respiratory sysiem
Trachea
Retention, fluid, frothy 0 0 0 0 0 1} 0 1 1 1] 1 ]
Lung
Coloration, dark red 0 0 0 0 0 0 0 ] ! 0 0 0
Uncallapse 0 0 0 0 0 0 0 { 0 0 1 1

Hemalopoietic system
Thymus
Spot, dark red 0 0 0 0 ¢ 0 0 0 0 0 0 0




Study No. 10126

Table 7 - continued Necropsy findings
Female
Sex Female
Group and dose 240 mg/kg 330 mg/ke

Necropsy timing Scheduled Dead Total Scheduled Dead Tofal

Organs and findings Number of animals 0 5 5 0 5 5

Digestive sysiem
Stomach

Coloration, mucosa, glandular stomach, dark red 0 3 5 0 9 9
Distention, {luid,watery 0 3 3 0 3 3
Respiratory system
Trachea
Retention, [1uid, frothy 0 2 2 0 2 2
Lung
Coloratlion,dark red 0 2 2 0 1 1
Unceltapse 0 2 2 0 2 2

Hematopoielic sysiem
Thymus
Spot, dark red 0 1 1 0 0 0
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Table 8§ Histopathological findings
Male

Study No. 10126

\ Sex Male
Group and dose Control 100 meg/ke 130 mg/ke
Necropsy timing Scheduled Dead Total Scheduled Dead Total Scheduled Dead Total
Organs and [indings) Number of animals § 0 5 5 0 5 5 i} 5
Digestive sysiem
Stomach _ o _ ) ) (N 0) () )] ()] (0) (0)
Hyperplasia, squamous cell, Iimiting ridge 0 {
Ulcer, foresiomach 0 {
Ulcer, glandular stomach 0 0
Respiraiory sysiem
Lung ' ) » ) o ) ()] (0) (0) (1))
Congestion
Hematopoietic system
Thymus ()] (0) (0 1)) {0 m €)) (0 {0
Hemorrhage

Figure in parenthese are number of animals with tissues examined histopathologically
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Table 8 - continued Histopathological findings

Study No.10126

Male
Sex Male
Group and dose 180 me/ke 240 mg/ke 330 meg/kg
Necropsy timing Scheduled Dead Total Scheduled Dead Total Scheduted Dead Tolal
Organs and {indings Number of animals 5 0 5 2 3 5 | 4 5
Digesiive sysiem
Stomach o (0 ®» W M @ () @
Hyperptasia, squamous cell, limiting ridge 1 0 1 1 0 )
Ulcer, forestomach 0 0 0 1 0 ]
Ulcer, glandular stomach ! 1 2 1 1 2
Respiratory sysiem
Lung _ (0) (0) (0) (0) (N n 0 (2 (2)
Congestion 1 1 0 0
Hematopoletic sysiem
Thymus (0) 0) (0) 0) ) (1) (0 (1) ()
Hemorrhage 1 l ] !

Figure in parenthese are number of amimals with tissues examined histopathalegically



x

Study No. 10126

Table 9 Histopathological findings
Female
Sex Female
Group and dase Control 100 mg/ke 130 mg/ke 180 mg/kg
Necropsy iiming Scheduled Dead Total Scheduled Dead Total Scheduled Dead Total Scheduled Dead Total
Organs and {indings Number of animals 5 0 5 5 0 5 4 1 5 4 | 5
Digestive sysiem
Siomach ) 0) () 0 0) (0 (0) (M (n {0) () n
Ulcer, giandular stomach i 1 l 1
Respiratory system
Lung ) 0 ) {0) (0 i) » () (n {n 0 (1) (1)
Congestion 0 1} 0 0
Edema t ! 0 0
Hematopoietic system
Thymus 0) (0) {0) (0) (0) ()] () (0 {0 {0) (0 {0}

Hemorrhage
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Table 9 - continued Histopathological findings
Female

Study No. 10126

Sex Female

Group and dose 240 ne/ke 330 mg/ke

Necropsy timing Scheduled Dead Total Scheduled Dead Total

Organs and findings Number of animals 0 5 5 0 5 5

Digestive sysiem
Stomach (0) (D (1) i) {1 (1
Ulcer,glandular stomach 1 1 1

Respiratory system
Lung . 0 @ o iy @
Congestion |
Edema 0

Hematopoieiic sysiem
Thymus (0) m (1) )] 0) )
Hemorrhage ] i
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