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ABSTRACT. A nonspecific immunostimulator BARODON® was tested for mutagenicity using Ames
Salmonella tester strains TA98, TA100, TA102, TA1535 and TA1537 with or without metabolic activa-
tion (S9 mix). None of the fresh species showed mutagenicity. In the reverse mutation test using Sal-
monella typhimurium TA98, TA100, TA102, TA1535 and TA1537 did not increase the number of
revertants at all doses tested (5, 2.5 or 1.25 mg/ml). Chromosome aberration test was carried out in
Chinese hamster lung (CHL) cell line. The cells were treated with BARODON® (1, 0.5 or 0.25 mg/ml),
while positive control group was treated with Mitomycin C (0.1 mg/ml). The results show that there is
no statistically significant difference between positive control and treatment groups. In mouse micronu-
cleus test, there was significant increase in the ratio of micronucleated polychromatic erythrocyte
(MNPCE) in the high dose group (10% BARODON®), while there is no significance between control
and low (2.5% BARODON®) or middle (5% BARODON®) dose groups. Taken togather, this results
suggest that below 5% BARODON® might not have mutagenic potential in vitro and vivo systems.

Keywords: Mutagenicity, Ames test, Chromosome aberration, Micronucleus, BARODON®, immuno-

stimulator.
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Table 1. Reverse mutation test of BARODON?® in S. typhimurium

et al.

) No. of revertant per plate (Mean+S.D.)
Group S9 mix
TA98 TA100 TA1535 TA1537 TA102
High (5 mg/plate) - 19.00+4.36 135.00+6.93 11.00+1.00 6.33+0.58 226.67+8.33
Mid (2.5 mg/plate) - 13.67+3.51 127.00+12.17 12.00+2.00 7.67x1.15 238.00+23.43
Low (1.25 mg/plate) - 14.67+1.53 127.33+5.51 12.67+2.52 8.00+1.73 226.67+8.33
2-AF (10.0 mg/plate) - 162.00+11.14* NT® NT NT 722.33+15.31*
NaN3 (1.5 mg/plate) - NT 719.33218.15*  570.00+24.88" NT NT
ICR191 (1.0 mg/plate) - NT NT NT 844.00+13.00* NT
High (5 mg/plate)) + 30.00+3.00 172.67+11.50 17.00+2.00 11.00+2.65 245.0016.08
Mid (2.5 mg/plate) + 46.00+2.65 171.33+14.19 20.67+4.16 16.00+2.65 268.00+£33.78
Low (1.25 mg/plate) + 44.67+3.79 164.33+12.66 19.67+1.53 13.00+2.65 240.00+7.21
2-AF (10.0 mg/plate) + 364.00+8.54" NT NT NT 866.33+11.59"
NaN3 (1.5 mg/plate) + NT 623.33+11.59" 278.00+6.24* NT NT
ICR191 (1.0 mg/plate) + NT NT NT 225.33+11.02* NT
&, not tested.
*, Significantly different from negative control (P<0.05).
Table 2. Effect of BARODON® on chromosome aberration induced in Chinese hamster lung cells
Total no. of No. of metaphases with different types of chromosomal aberrations Frequency of
Group examined Choromatid Chromosome cells with total
metaphases Gap Break  Exchange Gap Break  Exchange aberration (%)
Negative control 500 4 8 0 2 0 1 3.00x1.41
High (5 mg/ml) 500 7 9 1 3 1 0 4.20+2.39
Mid (2.5 mg/ml) 500 5 5 0 1 1 0 2.40+0.89
Low (1.25 mg/ml) 500 5 4 1 0 1 0 2.40+2 51
Mitomycin C (0.1 mg/ml) 500 84 68 10 5 16 7 37.60+3.65*

*, Significantly different from negative control (P<0.05).
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Table 3. /n vivo micronucleus test in ICR male mice treated with BARODON®

Grou Route No. of animal No. of MNPCE PCE

P ’ (%, Mean+SD/2,000 PCE) (%, Mean+SD/500 Erythrocyte)

Negative control intraperitoneal 5 0.4410.19 49.96+1.92

High intraperitoneal 5 1.14+0.25* 49.44+5.14

Mid intraperitoneal 5 0.77+0.20 48.24+4.38

Low intraperitoneal 5 0.27+0.19 49.84+3.80

Mitomycin C (0.25 mg/kg) intraperitoneal 5 3.10+0.93* 49.28+2.63

*, Significantly different from negative control (P<0.05).
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Table 4. in vivo micronucleus test in ICR female mice treated with BARODON®

. No. of MNPCE PCE
Group Route No.ofanimal o, 16ansSD/2,000 PCE) (%, Mean+SD/500 Erythrocyte)
Negative control intraperitoneal 5 0.48+0.18 50.72+2.93
High intraperitoneal 5 1.31+0.51* 48.2414 .45
Mid intraperitoneal 5 0.82+0.20 49.08+1.78
Low intraperitoneal 5 0.24+0.17 46.40+2.23
Mitomycin C (0.25 mg/kg) intraperitoneal 5 2.14+0.47* 48.96+5.37

*, Significantly different from negative control (P<0.05).
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