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Attachment H / Translation

Togiken No. 1053-2
December 20, 1995

Study Report

To: AHC Co., Ltd.

Inspection facility authorized by the Minister of Health and Welfare (Food Sanitation Law and Water
Supply Law)

Tokyo Food Sanitation Association

Food Research Laboratory

The following describes study results for the test substance consigned and delivered under contract
on July 12, 1995.

Name and amount of test substance
bBaci[Ius subtilis DB9011

Study title
Acute oral toxicity study in mice, local irritation study (skin, ocular mucosa)

Study results

Acute oral toxicity study
No animal deaths occurred after oral administration to mice at 20 mL/kg.

Dermal irritation study

Application of the test substance onto mouse skin caused no abnormal dermal changes.

Note: Test substance was applied from the lumbar to dorsal regions (approx. 6 cm?) 3 times daily (at
1 hr intervals) for 2 consecutive days using a cotton swab (approx. 0.4 mL per application).
Dermal condition was observed for 1 week after application without washing application sites.

Ocular irritation study

There were no abnormal changes in ocular mucosa after instillation to mice.

Notes: 1. After instillation, mice wiped their eyes a few times.
2. Test substance was applied to the conjunctival sac of 1 eye, 3 times daily (at 1 hr
intervals) for 2 consecutive days (approx. 20 uL per application) using an eyedropper. Mice
were observed for 1 week after instillation, without fixation.
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Test animal: ddY male mice (5 weeks of age) were used for the acute toxicity study (5 animals per
group) and the local irritation study (3 animals per group).

Tokyo Food Sanitation Association Food Research Laboratory
Address: 1-19-10, Tokumaru, Itabashi-ku, Tokyo 175

Tel: 03-3934-5821

Fax: 03-3934-5827



ASCA CORPORATION

Hiranomachi Yachiyo Bldg. 1-8-13 Hiranomachi, Chuo-ku, Osaka 541-0046, Japan
Tel: 06-6202-6272, Fax: 06-6202-6271
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Certificate of Translation
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This is to certify that the following document has been translated faithfully and accurately to the
best of our knowledge and ability.
BIRAXES A Fb: 2EEERR -+ AT

Translated title: Acute oral toxicity study in mice, local irritation study

MR5ETH 20055 10850
Date: October 5, 2005
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Signature

Eiko Ishioka
President




