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7. BREHR
7.1. HE (Table 23, Appendix 23-1~23-4)

1000 B * 62.5 mgkg BETiX, MHRELH_TERAEHEBICFEEXA LN o7, 250
mg/kg BETIX, BB L HARTERE% 60 B TERUNLS LAY BIROFEREMES 2O
B, BMERICEELEBTIRRNI END, BEIZLZEBLEIEZORRV.

7.2. ABRBEME (Table 24, Appendix 24-1~24-4)
FREHLD, MBELERTEAEHEBICAEREER Do T,

8. RERE
8.1. &5 WM THEl
8.1.1. B (Table 25-1 &R T*25-2, Appendix 25-1~25-4)
BEREHLD, SRBLENTRERVCREBICAEEERA DN 5T,
Sk5HEY, 48, pH, BAHE, Y FUH, 7 bk vUAEY, M, vavy) ) —
U REEINRBE L IZEREE ChH - 7.

8.1.2. ABRELME (Table 26-1 & (] 26-2, Appendix 26-1~26-4)

BEREHLD, IBRELESTRERVREEICEEEZETA NS,

FREHL S, A, pH, EBHE, 7 FUM, S ho& vIAYY, Eh, yavr) /) —
T RUEERMBE L IITRBE Th o .

8.2. [EIEHIRIM THI
8.2.1. HE (Table 27-1 2T} 27-2, Appendix 27-1~27-4)

FEHLE L, FRELEXTRERVCRREEIZAEERIA DN 2o 7.

HFHREHE Y, &#H, pH, BERE, Y FNUlE, Sk, EVaAvy, #Eil, veryy ) —
U ROCERIBEL ITRBETH -,

8.2.2. [EIfEREME (Table 28-1 & (X 28-2, Appendix 28-1~28-3)

FHREBL S, ABHELERTRERCREEBCAEEIA DN L.

FikERHL S, AF, pH, BAHE, Y RUls, F bk vIAEYy, M, vovy /) —
7 ROGEIXBE L ZIEIFRBRE Th - 1.

9. MEFHE
9.1. BB TE
9.1.1. HE (Table 29, Appendix 29-1~29-4)
FREHL S, ARELE_TEHUEEACAEEZRXA DN 2o T

— 30 -
466



Study No. 100624

9.1.2. ABREEME (Table 30, Appendix 30-1~30-4)

1000 mg/kg BETIL, BB L HNTHAEHBICHERERXA DN o702, 250 B 62.5
mgkg HETIL, SBELEXTI/MREROFTERZEERA bND, BEEICEEL £ T
RV Ehb, BECLBZEELIEIZEI LN,

9.2. [EIE AR T iy
9.2.1. HE (Table 31, Appendix 31-1~31-4)
FREHEL S, SRBLESNTEAEEBICAREEZERA DN,

9.2.2. [EIfEEEME (Table 32, Appendix 32-1~32-3)

1000 mg/kg B Tix, B L HA_TY U KREOFEREMEE CHFPEREOF B2 EMEI A
bz, BERELTHDZE, BREHMBKRTRICENLDBEMIIZBED Dol &b
b, BEIZESSHBOTIIRWEAB SN 5. 250 mgkg BT, XtBEEL T MCHC 0F
BEREERAONED, BRERICE#ELEBETII NI D, BRECIIEBLIIEZELZD
nizv.,

10. mEAFHRE
10.1. ¥ 5 W& T
10.1.1. HE (Table 33, Appendix 33-1~33-4)

1000 mg/kg BETiE, MIBBELHERTREY AV OFBREMES L ONN, BELE(LT
HDHZ s, EHFHERIIRVEZS X ONS. 250 mgkg BETIE, MRELLESTEAE
HAKHEEERZADN 2o, 625 mgkg BT, MHBHLESTCIOAEEREME, BREB
RUOBEY NV E L ORFEREESALONTY, BERICE#E LB LTIIRVWI &b, BE
WCEXBEELIIEBEI LR,

10.1.2. FABREEME (Table 34, Appendix 34-1~34-4)
FREHL L, ARBELENTEREHERICARERA DN 2o Tz,

10.2. [E14E BRI T B
10.2.1. H (Table 35, Appendix 35-1~35-4)
FHREHL S, SRBLESTEHEERCARERA LN T2,

10.2.2. [EEREHE (Table 36, Appendix 36-1~36-3)
FREHL D, ABELESTEAERBICEERETA MRS T.
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11. gk
11.1. 5 IR T By
11.1.1. # (Table 37, Appendix 37-1~37-4)
1000, 250 R Ur62.5 mgkg HETIE, BE XA ONR1o7. MBEETIE, EFELEBRRIC
HAGEES 1 FlicAabhTz.

11.1.2. 3ABREME (Table 38, Appendix 38-1~38-4)
WO LY, BERXALON NS

11.2. EIEBIEIE TR
11.2.1. #E (Table 39, Appendix 39-1~39-4)
WTFhOREE L, EFXALONR)I- T,

11.2.2. [EIEEEME (Table 40, Appendix 40-1~40-3)
WEThOBEL b, BRERZ ORI,

12. HEHEE
12.1. &5 MR TR
12.1.1. HE (Table 41, Appendix 41-1~41-4)
HBOKEIL, FREMHEODARBELEXTHEEEIALNR o,
HEERIIBWT, SBREBLEOARBLIHERTEBREORINEERCHMERICAEERX
Hohighol.

12.1.2. ABREFME (Table 42, Appendix 42-1~42-4)

FIRBOKEIY, SBREHE OABHLEETHEEZIAOR .

SBEERICIBWT, 1000 XU 250 mg/kg BT BEE & R THEBE ORI ERR CHXTE
BICEEZEIAONR o7, 62.5 mgkg BETIY, MBHELETHRBOMAMNEROEERS
ERHLNN, BEREICEE LB TRV 1D, BEICLZFBLIIEZ LN,

12.2. EIEHIRE T
12.2.1. B (Table 43, Appendix 43-1~43-4)

HlR B OKEIL, BREHL OABHELEXTHEEERAONLE 2.

HEHEICBWT, FEEHELMBH KR TCESFSEORNERER AN ERICEEEIZ
Hoiehotz.

12.2.2. [EIfEEEHE (Table 44, Appendix 44-1~44-3)
FRBOKEIL, SRGBLELABH LA THEZERADN o1,
ZEHERICBWT, 1000 mgkg B TidxBHE LR TEREORIBEERCHEAERICAEER
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ZEXH bR o7, 250 mgkg BETIY, WREL LN THRROKIEZRRCHEMNEREORE
RIEERHZ LN, RERIZEELEZELTRARNI EG, REICLZEBLIZIEZEZON
2,

13. JREEBARE
13.1. &5 HFMHE TR
13.1.1. H (Table 45, Appendix 45-1~45-2)

Bifi : YATKHBREEREAS 1000 mg/kg BT 1 Fl & HREEC2 HlicA BT,

ZEf5 A VAR DOFE TEE A 1000 mgkg BET 1 FlicAH b,

B LAY U REER TR RERS FRFES R T flic A bz,

AR : U > SHIRRIRE A 1000 me/kg BET 1 BlicAH S v,

7B, INHLORLITHRBETCLEEBREINIELTHEL L, TNHLORERVTRY
TBETHDHZ L, 1000 mgkg HOFNOLDOHBBEEITHREE L L TESBRNI 0D,
BROZELLHEEINDS.

ZDOftIZIX, 1000 mgkg BER USKTRETIY, O, K&, I, B, STR, BETR &
E, B, +215, BB, BB, &%, BB R, MR, THY N, BRI o8,
B, BERE, R, B, TEE, 8%, BRI, ERU/ME, KN, B, ERE, FEE 4F
MR, IRER, ~N—F—R, BHEE  KRBREROCEFEE - KBRE)ICRETAONR) o7,

13.1.2. SABRELME (Table 46, Appendix 46-1~46-2)

ZEhG - A VKR OGETEE D 1000 mgkg BET 1 FlicA ST,

e - BEA XSS 1000 mg/kg BET 1 Fil L BRBEET 3 HlicA b,

ARER : AR DS 1000 mg/kg BET 1 FlicH LT,

2B, ThoOBEITHBHRTHLEFBEINIELTHEI 2L, TNLOREINTRY
TKBETHDHZ L, 1000 mgkg BOZN O DHBMEEIIBE L HSTERRWI LD,
BROE(LLAINS.

ZDOfIZIX, 1000 mgkg KR UIREE T, OB, M, ]&, PR, R, S TR JTR
miE, B, +2E5, [, B, &5 BB B, THEY VN, BB o9, B,
BEBE, SREL, FE, B, TEE, BIF, PR ER/ME, KK, /N, R FHE, BE®
&, "—F—g], BH@@EE - KBE), FEE - KBERCILBRCREFRIA DN o1,

O. AMFEEEFE
1. 8o LERREAE
1.1. RfEE¥K (Table 47, Appendix 47-1~47-4)

REFSARTO®R EHE(14 BR)ORBEEIEIL, SFEEHLELIBELERTHFEEITIA LN
2ot
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12. ZRFERYK, REBE, SRRHRKRUZAEE (Table 47, Appendix 47-1~47-4)
WTFhOBEL b 2FBRZR L. ZRERIX, WTFROBEL L 100.0%TH-7-. KRFAIEAK
i, SBRESHLELABELEORICAREERA LN RN

Rz, SRR 1000 mgkg HTE 1 FlicH bz, ZHREIL, FREHL bR
EOMIZFBEEZERIA LN )T,

1.3. fEUR#AR (Table 48, Appendix 48-1~48-4)
EIRMIMIE, SBREGHLEDHBELHETHERERA DR,

1.4. IERIRIREL, FHIREZR UEIRE (Table 48, Appendix 48-1~48-4)

1000 2 U8 250 mg/kg £ TiE, *HRBEE AN THIRRAY, SRERCERRICEEETAS
niehotz. 62.5 mgkg BTiX, MBHLERXTERROFELRGSELALNEN, BEEIZ
BELZbD TN b, BEICIDZEEBLIIEZEBL LNV,

1.5. HHER, SRR OWEEIREE (Table 48 £ TX49, Appendix 48-1~48-4 K (R} 49-1~49-4)
HERZ, WThoBE b 1000%ThH-o 7.
SIRERVHBEREBICBNT, WTFNOBLELRERLA NN T:.

2. R& (F,)
2.1. MHERE, EERK, WEOHOHARE, WHEO BoMR, Sk, ROEHERG
4 (Table 48, Appendix 48-1~48-4)

1000 R TF 62.5 mg/kg BETik, XMME L LCRHERS, ERE, WE 0 BoBHERE,
WE 0 Ao, R, ROEHERVCHARICEEZERIAOR o7, 250 mgkg BT
X, BEEESTHRRRCROEHEORBEREMME L ONN, BRERIZE#ELZLD
TRV ED D, BEICLBZREBLIZEZ LRV,

22. REMO—BRE, WE 4 BOEFRK, WHE4 HOMH, WE 4 BOAFEERUARE
H# (Table 48 &2 (R 50, Appendix 48-1~48-4 & (R} 50-1~50-4)

FHREFL S, WABHELLTHE 4 BOAFRE, WE 4 HOMERUWE 4 BOLERE
KREBEZERA NPT,

FEROARRE L LT, 1000 mgkg BETERN 1 FlicH b0, BELOMICER
EZIRHONT, BRARERLEZONS.

REHO—RBRREICIBNT, WTHOHLLREIIALN 1T

23. REMWDIKE (Table 51, Appendix 51-1~51-4)
FEEGHLED, HBBELLSTHE O R4 A ORI TEHAERE, B ORR4 BO—EE
BEE, HEORT4 BO—HEHEHEICEEERL LN o7,
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2.4. ETIROFIRR (Table 52, Appendix 52-1~52-4)

1000 B TX 62.5 mg/kg BEW NI RHHRBETI, REITIAONRD o7, 250 mg/kg BETIE, BEEE
NBBEOXEN 1 flIcH LN, REECEELZLOTIIRZNI L2b, BRECLIEE
LIXEZ LN

2.5. EFEROEIRR (Table 53, Appendix 53-1~53-4)
WThoRf L b, RERAOGARN-T.

B8

TARMNIS—=ADTy bEAVERORSICLIRERSEN - ARREEEHERARETT
W, HEREEIC T A —REH TR B AR S L L bio, MREEE, ZRTE, TREV
Srifede ¥ OAEFITICRIZTEEBIZOW TR L. #5813, 1000 mgkg EmAEE L, LKL
T 250 R TR 62.5mg/kg & L7-.

REHREIC X HFEHICOWTE, ECHRUEEFITHRE L bW THhORBICLRD LN h
ofc. —BREBOREX, HELLWThOBRIZLAONR»oT. RERCEHERETIY,
L LBRECERTAEIIALNR o7, TEREEFOB), BERIS, BHRUHRES
BT, Mgl bEREICERTAIEIIA LN o7, RRE, MERFRE, MKRE(LER
&, R, BEERRUREREFEREICBVT, ML LREICERT A EIIA LN
~7=.

BEMmOERBEFEEIC OV TIE, RERKBMOREHE(4 BRORFEERE, RKEBE, R
BATERE, MR, SHE, MIRNA, HESE, ke, mEReE, mREEK, &FK
BRUCERRICERECERT 5 EiZH oo T. 7

REEF IOV TIE, RHERE, HERK WE 0 BOHERK, WE 0 B, 4
ek, WoOEHE, HAR, —RRE WE4B0LEFEEYK, WE44 oK, WE4BOE
FE, K, FERCHRIZBNT, BECEBRTIEIZAZON o7,

UEDX 52, 7A N Y —LVOEEEET, HHEL D 1000 mgkg 5 THTHROEBIZYH
EENFEDONR)-72Z L D26 1000 mgkg/day 28z 5 ¢ E 2 bhbd. T, AMBEEFEM
FHRERERIL, MRS D 1000 mgkg BETOWTHOHEBIZLEERZD b hol &
D5 1000 mgkg/day 8z 5 E 2 Hhb. BEYM~OEFERIY, 1000 mgkg &5 TEGFH
BRUOKER EICEERRD N2 no72Z 525 1000 mg/kg/day X 5 L EX b 5.
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Study No. 100624

Table 1-1 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Group mg/kg |Number of males Days of administration
and general signs 1 2 3 4 5 6 7 8 9 10 11 12 13
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0  [Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
bumetrizole 62.5 |Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
250 [Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 |Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Pre: Before administration, Post: after administration.
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Table 1-2 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Group mg/kg |[Number of males Days of administration
and general signs 14 15 16 17 18 19 20 21 22 23 24 25 26
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0  [Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 ¥ 12 12 12 12
bumetrizole 62.5 |Number of males 1212 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
250 [Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 {Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Pre: Before administration, Post: after administration.
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Table 1-3 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Group mg/kg |Number of males Days of administration
and general signs 27 28 29 30 31 32 33 34 35 36 37 38 39
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0  [Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
bumetrizole 62.5 |Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
250 {Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 |Number of males 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Pre: Before administration, Post: after administration.
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Table 1-4 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Study No. 100624

Group mg/kg |[Number of males Days of administration

and general signs 40 41 42 43
Pre Post Pre Post Pre Post

Control 0  |Number of males 12 12 12 12 12 12 6
Normal 12 12 12 12 12 12 6
bumetrizole 62.5 {Number of males 12 12 12 12 12 12 6
Normal 12 12 12 12 12 12 6
250 [Number of males 12 12 12 12 12 12 6
Normal 12 12 12 12 12 12 6
1000 |Number of males 12 12 12 12 12 12 6
6

Normal

12 12 12 12 12 12

Pre: Before administration, Post: after administration.
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Table 1-5 General signs of male rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Study No. 100624

Group mg/kg [Number of males Days of recovery
and general signs 1 2 3 4 S5 6 7 8 9 10 11 12 13 14 15
Control 0  |Number of males 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
bumetrizole 62.5 |Number of males 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
250 [Number of males 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
1000 |Number of males 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Normal 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
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Study No. 100624

Table 2-1 General signs of female rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Group mg/kg [Number of females Days of administration
and general signs 1 2 3 4 5 6 7 8 9 10 11 12 13 14
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0 Numberof females |12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
bumetrizole 62.5 |Numberoffemales (12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
250 [Numberoffemales |12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 [Numberoffemales (12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12

Pre: Before administration, Post: after administration.



8LY
- 8#_

Study No. 100624

Table 2-2 General signs of female rats in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Group mg/kg |Number of females Days of administration
and general signs 15* 16 17 18 19 20 21 22 23 24 25 26 27
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0 Numberoffemales (12 12 10 10 7 7 6 6 O O O O O O O O O O O O O O O O O O
Normal 12 12 10 10 7 7 6 6 - - - - - - - - - - - - - - - - - -
bumetrizole 62.5 |Numberoffemales (12 12 7 7 3 3 1 1 o 0 0 0 0 0 O O O O O O O O o0 O o0 o0
Normal 12 12 7 7 3 3 1 1 - - - - - - - - - - - - - - - - - -
250 |Numberoffemales {12 12 9 9 8 8 4 4 0 0 0 O O O O O O O O O O O O O O O
Normal 12 12 9 9 8 8 4 4 - - - - - - - - - - - - - - - - -
1000 [Numberoffemales |12 12 8 8 4 4 4 4 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1
Normal 12 12 8 8 4 4 4 4 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1 1

Pre: Before administration, Post: after administration.
*: Start of pairing.
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Table 3-1 General signs of dams during pregnancy in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Study No. 100624

Group mg/kg |Number of dams Days of pregnancy
and general signs 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14
Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post
Control 0 |Numberofdams |11 11 11 11 11 11 11 11 11 11 It 11 3t 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
Normal 1 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 v 11 11 11 11
bumetrizole 62.5 |Numberofdams |12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
250 [Numberofdams |12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
Normal 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12 12
1000 {Numberofdams {11 11 11 11 11 11 11 11 1 11 11 11 11 11t 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11 11
Normal 11 11 11 1t 11 1 11 11 1y 11 11 11 11 ¢ 11 o1 11 11 11 11 11t 11 1t o1 o1ro1ro11ro11o11o11

Pre: Before administration, Post: after administration.
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Table 3-2 General signs of dams during pregnancy in combined repeat dose and reproductive/developmental toxicity screening test of bumetrizole by oral administration

Study No. 100624

Group

mg/kg

Number of dams
and general signs

Days of pregnancy

15

16

17

18

19

20

21

22

23

24

Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post Pre Post

N
W

Control

0

Number of dams
Normal

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

i1
11

11
11

11
11

11
11

11
11

11
11

3

0

0

0

bumetrizole

62.5

Number of dams
Normal

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

250

Number of dams
Normal

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

12
12

0
0

O O

Oy O

1000

Number of dams

Normal

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

11
11

W Wles KON VMW W

W Wla LN N W

1 Oy O Oy ©

(=]

(=]

(=4

o]y o]y o]y ©

Pre: Before administration, Post: after admi

inistration.



