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S 9 mix — +

W& | TA100 | TAL1535 WP2uvrd TA98 |TA1537| TA100 | TA1535 [WP2uvrd TA98 |TA1537
N 47 17 37 47 17 45 17 35 45 17
Mean 131 13 36 25 9 140 14 40 35 15
5.D, 12 3 6 5 3 10 4 8 6 3
25.D. 24 6 12 10 6 20 8 16 12 6
Mean-28.D. 107 7 24 156 3 120 (i 24 23 9
Mean+25.D 155 19 48 35 15 160 22 56 47 21
mttxiE | AP2 [ sa [ Ar2 | AR2 | 9AA | 2-AA | 2-AA | 2-aa | 2-aA | 2-8A
S O mix — +

B#ES | TA100 | TA1535 WP2uvrA TA98 | TA1537| TA100 | TA1535 WP2uved TA98 |TA1537
N 128 74 102 130 74 124 74 98 126 74
Mean 510 528 217 531 597 593 2923 974 569 222
8.D. 42 47 35 37 60 97 29 103 47 37
25.D. .84 94 70 74 120 194 58 206 94 74
Mean-28.D. 426 434 147 457 477 799 165 768 475 148
Mean+25.D 594 622 287 605 717 1187 281] 1180 663 296

AF-2 ; 2-(2-Furyl)-3-(5-nitro-2-furyDacrylamide. SA : Sodium azide . 9-AA : 9-Aminoacridine,
2-AA : 2-Aminoanthracene
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[£3ewslil DMSO
S 9 mix — +
b TA100 | TA1535 WP2uvry TA98 | TA1537| TA100 | TA1535 WP2uvry TA98 | TA1537
N 261 260 232 247 268 263 241 226 241 258
Mean 133 12 36 24 9 142 14 41 34 14
8.b. 11 3 6 4 2 10 3 6 i) 3
25.D. 22 6 12 8 4 20 6 12 10 6
Mean-28.D. 111 6 23 16 b 122 8 29 24 8
Mean+25.D 155 18 47 32 13 162 20 53 44 20

mdnii | AF2 | sA | AF2 | AF2 | 9-aa | 2aa | 2-aa | 2-aA | 2-4A | 2-aa
S 9 mix — +

HikZ | TA100 | TA1535 WP2uvr TA98 | TA1537| TA100 | TA1535 WP2uvrd TA98 |TA1537
N 251 237 223 237 255 245 233 219 233 245
Mean 512 516 216 519 592 966 223 941 557 221
S.D. 40 63 30 a1 56 a5 33 91 43 32
25.D. B0 126 60 62 112 180 66 182 86 64
Mean-28.1. 432 390 156 457 480 776 157 769 471 157
|Mean+28.D 592 642 276 581 704| 1166 289 1123 643 285

AF-2 : 2-(2-Furyl)-3-(5-nitro-2-furyDacrylamide. SA : Sodium azide . 9-AA : 9-Aminoacridine.
2-AA 1 2-Aminoanthracene

DMSO: Dimethyl sulfoxide
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GENETIC TOXICITY IN VITRO (BACTERIAL TEST)

TEST SUBSTANCE
Identity:

Remarks (source):

METHOD
*  Method/guideline:

+ Type of test:
* GLP:
* Year (study performed):

*  Species/Strain:

+ Metabolic activation:

Concentrations tested:

» Statistical methods:

B -Alanine (CAS No. 107-95-9)

Purity: 98.2%

Stored at 4C in dark until use. Stability during the period of
use was confirmed by HPLC.

OECD #471 and #472

Bacterial reverse mutation assay

Yes

December 21, 2000 ~ February 26, 2001

Salmonella typhimurium TA100, TA1535, TA98, TA1537
Escherichia coli Wp2uvrA

Species and cell type:

Sprague-Dawley male rat liver homog;:nates (S9)
Quantity: The 89 of 50 4 L/plate was used,
Induced or not induced:

Induced with phenobarbital and 5,6-benzoflavone.

—89: 0, 312.5, 625, 1250, 2500, 5000 1 g/plate (five strains)
+89: 0, 312.5, 625, 1250, 2500, 5000 1 g/plate (five strains)

No statistical method was followed.

Remarks field for Test Conditions

Test Design:
Procedure
(1) Plate incorporation test with and without §9 using five strains
(2) Pre-incubation test with and without S9 using five strains
Number of replicates: 2
Plates/dose: 3
Negative control: The solvent, pure water was used
Positive controls:
—89 mix; 2-(2-furyl)-3-(5-nitro-2-furyl) acrylamide (TA100, TA9S,
WP2uvrA), sodium azide (TA1535) and 9-aminoacric.line(TA1537)

+ 59 mix; 2-aminoanthracene (five strains).
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Description of follow up repeat study:

A confirmation test was carried out in pre-incubation method as
negative mutagenic effect (—) was noted in plate incorporation test.
Criteria for evaluating results:

The test substance was judged positive (+) when the number of
revertant colonies in the test substance treated plates increased dose
dependently and became two-fold or more compared to that of the
negative conirol and this effect was reasonably reproducible or
significant reproducible increase was noted at one or more
concentrations at least in one strain with or without metabolic
activation system and negative (—) when any of the above criteria

were not fulfilled,

RESULTS
Cytotoxic concentration:
Toxicity was not noted up to 5,000 1 g/plate in five strains
with and without metabolic activation (89 mix)
* Genotoxic effects:
— With metabolic activation
-= Without metabolic activation
Statistical analysis:
Statistical analysis was not done.
CONCLUSION
Bacterial gene mutation:
— With metabolic activation
— Without metabolic activation
DATA QUALITY
* Reliabilities: Valid without restriction
Remarks field for Data Reliability
Weli conducted study, carried out by Nippon Experimental Medical Research Institute Co, Ltd,,
Gunma, Japan.
REFERENCES
None
GENERAL REMARKS

None





