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Preliminary Reproduction Toxicity Screening Test of
2-Amino-5-methylbenzenesulfonic acid by Oral Administration in Rats
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Fig.1 Body weight change of male rats treated orally with 2-amino-5-methylbenzenesulfonic acid in the
preliminary reproduction toxicity screening test
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Fig. 2 Body weight change of female rats treated orally with 2-amino-5-methylbenzenesulfonic acid in the
preliminary reproduction toxicity screening test

Significant difference from control group; *.P<0.05
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Fig. 3 Food consumnption of male rats treated orally with 2-amino-5-methylbenzenesulfonic acid in the
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preliminary reproduction toxicity screening test

Significant difference from control group; **:P<0.01
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Fig. £ Food consumption of female rats treated orally with 2-amino-5-methylbenzenesulfonic acid in the

preliminary reproduction toxicity screening test
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Table 1l  Absolute and relative organ weights of rats treated orally with 2-amino-5-methy!l benzenesulfonic acid
in the preliminary reproduction toxicity screening test

Dose level Omg/kg 100 mg/kg 300 mg/kg 1000 mg/kg
Male
Ne. of animals examined 12 12 12 12
Body weight (g 542+ 33 554 45 534+ 36 546 + 3
Absolute organ weight
Testes {g) 3.62+031 365044 3.28 059 3.70£0.23
Epididymides (mg) 1313 - 98 1285 + 138 1168 £121* 1316+ 115
Relative organ weight
Testes {g%) 0.671 £ 0.074 0.664 £ 0.09%4 0.616 0,119 0.680 £ 0.066
Epididymides {mg%) 243,378 - 27.682 235.898 - 34.456 219.293 = 27.989 242,189 = 27.983

f Values are expressed as Mean+S.D. .
[ Significant difference from control group; *P<0.05
|

Table 2  Summary of histological findings with statistical analysis treated orally with 2-amino-
5-methylbenzenesulfonic acid in the preliminary reproduction toxicity screening test

Dose level (mg/kg) Male animals Female animals
No. of animals necropsied 0 100 300 1000 ] 100 300 1000
Organ Findings 1 10 12 12 9 10 12 12
HEMATOPOIETIC SYSTEM
thymus
atrophy - - - - - - 1(1) 2(2)
RESPIRATORY SYSTEM
lung
inflammation 1(3) - 1(1) ~ - - - 1(1}
DIGESTIVE SYSTEM
stomach
ulcer, {orestomach - - - T~ - - - 11
liver
necrosis - - 11 - - - - -
REPRODUCTIVE SYSTEM )
testis
i atrophy, seminiferous tubule 0 - 1{1} ‘0 - - - -
e interstitial cell hyperplasia 0 - 1(1) 0 - - - -
;‘-: . epididymis
,; 5 decrease, sparm a - {1y 0 - - - -
i cellular infiltration 0 - 0(L) X - - - -
€ h ovary -
é( cyst, brusa - - - - 0 141) - 0
B ENDOCRINE SYSTEM
“ adrenal gland
;;' - hypertrophy - - - - ~ - - 1(1}
= INTEGUMENTARY SYSTEM
skin
erosion - - 0(1) 1(1) - (1) - -
inflammatoly infiltration - - 0(1) 1{1) - 1(1) - -
squamous hyperplasia - - 00 1(1) - 11 - -

(' ):No. of animals examined microscopically at this site. —:Not applicable.
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Table 3  Summary of reproductive performance in rats treated orally with 2-amino-5-methylbenzenesulfonic acid
in the preliminary reproduction toxicity screening test

Dose level 0 mg/kg 100 mg/kg 300 mg/ke 1000 mg/lg
No. of pairs mated 12 12 12 12
No. of pairs copulated 12 11 12 12
No. of pregnant females 11 10 12 12
Copulation index (%)* 100.0 9.7 100.0 100.0
Fertility index (%)" 91.7 0.9 100.0 1000
Estrus cvele (days, Mean®5.D.) 4507 42405 42404 45405

a) : (No. of animals with successful copulation/no. of animals mated)<100

) ; (No. of pregnant animals/no. of animals with successful copulation) X100
Values in parentheses are expressed ne, of animals observed

Table4  Findings of delivery in dams treated orally with 2-amino-5-methylbenzenesulfonic acid and ohservations
on their pups (F1) in the preliminary reproduction toxicity screening test

Dose level 0 mg/kg 100 mg/kg 300 mg/kg 1000 mg/kg
No. of dams cbserved 11 10 12 12
No. of dams delivered live pups 1 . 10 12 i2
Duration of gestation (Mean=S.D.) 22706 22405 223405 22.8+04
No. of total corpora lutea (Mean=S.D.) 216(19.6 £ 4.5) 170(17.0 1 2.1) 218(18.24:3.7) 222(18.5 - 3.2)
No. of total implants (Mean=:5.D.) 188(17.1 + 1.6) 161{16.1 +2.0) 186(155+3.0) 175(14.6 = 3.0)
No. of total pups born (Mean®S.D.) 172(156 = 1.6) 150{15.0 £ 1.8) 178(14.8 - 2,6} 160(13.3 £3.3)
No, of total live pups bern (Mean=+5.D.) 168(15.3+2.3) 150(15.0 + 1.8} 178(14.8 £ 2.6) 160(13.3 +3.3)
Male 81{ 74+ 19)" 89( 6.9x23)" 01( 7.6 = 2.4)0 79( 6.6+ 1.8)
Female 87{ 79£1.9) 81(&81+£17)" 87( 7319 81( 6.8+2.7)
Sex ratio (male/female, Mear‘liS.D.) 1.00 =041 0.93 +£0.51 1.13£043 1.21 +0.81
No. of total live pups on day 4 (Mean=®S.D.)
Male 66( 6.0+3.2) 66( 6.6 £2.2) 85( 7.1£25) 78( 6517
Female 66( 6.0+ 3.3) 7I( 7.7+ 14) 80( 6.711.6) 79( 6.6 +=2.6)
No. of total dead pups born (Mean+S.D.) 4( 0.4+ 1.2) 0{ 0.0£00) 0{ 0.0£0.0) 0 0.0:£00)
stillbirth 0( 0.0£0.0) 00 00x£00) 0{ 0.0£0.0) 0{ 0000
cannibalism 4( 04=12) 00 0.0200) 0( 0.0£00) 0 0.000)
Gestation index (%)% 100.0 100.0 100.0 100.0
Implantation index (%, Mean+S.D.)" 895+ 123 94.7 = 2.0 86.6+ 158 802+182
Delivery index (%, Mezn£S.D.)¢ 91.6+56 935177 96.2+48 90986
Live birth index (%,Mean+5.D.)* 974+ 86 100.0 0.0 100.0£0.0 100.0 £ 0.0
Viability index on day 4 (%, Mean+5.D.)¢
Male ’ 77.8+30.1 96084 93,1407 99,1 +32
Female 770+391 95.7 =56 94=158 98.0+48
a) 1 {No. of females with live pups/no. of pregnant famales} X100
b) : {No. of implant /n0. of corpora lutea) X100
) : {No. of pups born/no. of implants) X100
d) : (No. of live pups born/no. of pups born) X100
e) 1 (No. of live pups on day 4 after birth/no. of live pups born) X100
f) Inctudes live pups died before observations
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