GMP FEMRE HZEE
Confirmation Letter for GMP Audit

BEENR : Seradyn, Inc.

Audited Facility 7998 Georgetown Road, Indianapolis, IN46268
EEREAS : 2007/02/27-28

Audit conducted on

EELHH Immunoassay Reagents(Finished Devices),

Audit scope Microparticles, Antibodies/Antigens (Raw Materials)
BEERESE DM700781-101

Audit report No.

BEERR W& / Passed

Audit result
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TUV SUD Japan confirms that the audit was performed by an auditor/s authorized to audit according
MHLW ordinance No. 169, 2004 and that the audit results were reviewed by TUV SUD Japan, Ltd. This
letter has to be attached to the audit report. Please refer to the audit report about details.

F¥1TH: 2007-05-28
Date of issue

Jos Plind,
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Peter Havel
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Manager, Medical-Health-Services
TUV SUD Japan Ltd.
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TOV SUD Japan Ltd. is a certification body registered by Ministry of Health, Labor and Welfare according to
Japanese Pharmaceutical Affairs Law (1960 law No. 145) Article 23-6 clause 1.
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