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BACTERIAL FILTRATION EFFICIENCY - FINAL REPORT

Laboratory Number: 341530

Procedure Number: SOP/ARO/007L.1

Sample Source: SDI Diagnostics, Inc.

Sample Identification: Refer to Table 1
P.O. #2412

Deviations: None

Statement of Uncertainty: If applicable, available upon request

Minimum Conditioning: 4 hours at 21 £ 5°C and 85 * 5% relative
humidity

Andersen Sampler Flow Rate: 28.3 L/min. (1 CFM)

Sample Received Date: 17 Aug 2006

Lab Phase Start Date: 22 Aug 2006

Lab Phase Completion Date: 31 Aug 2006

Report Issue Date: 31 Aug 2006

Results: Refer to Table 1

This procedure is performed to determine the filtration efficiency of various materials and
filtration devices using a challenge organism of Staphylococcus aureus.

An approximately three inch diameter area was tested on the outside surface of the sample.
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TABLE 1. Results

Bacterial Filtration Efficiency
Page 2 of 2

Lot #001
SAMPLE PERCENT
IDENTIFICATION BFE
AstraGuard Filter — 1 >99.9%
AstraGuard Filter — 2 >99.9%

CONTROL AVERAGE: 2042 CFU

MEAN PARTICLE SIZE (MPS): 2.9 um
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VIRAL FILTRATION EFFICIENCY - FINAL REPORT

Laboratory Number: 341540

Procedure Number: SOP/ARO/014J.1

Sample Source: SDI Diagnostics, Inc.

Sample Identification: Refer to Table 1
P.O. #2412

Deviations: None

Statement of Uncertainty: If applicable, available upon request

Andersen Sampler Flow Rate: 28.3 L/min (1 CFM)

Minimum Conditioning: 4 hours at 21 + 5°C and 85 * 5% relative
humidity

Sample Received Date: 17 Aug 2006

Lab Phase Start Date: 28 Aug 2006

Lab Phase Completion Date: 01 Sep 2006

Report Issue Date: 01 Sep 2006

Results: Refer to Table 1

This procedure is performed to determine the filtration efficiency of various materials and filtration
devices using a challenge organism of the bacteriophage ®X174.
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All reports and letters issued by Nelson Laboratories, Inc. are for the exclusive use of the sponsor to whom they are addressed. Reports may not be reproduced except in their entirety. No quotations from
reports or use of the corporate name is permitted except as expressly authorized by Nelson Laboratories, Inc. in writing. The significance of any data is subject to the adequacy and representative character of the
samples tendered for testing. Nelson Laboratories, Inc. warrants that all tests are performed in rd with ished I Yy procedures and standards. Nelson Laboratories, Inc. makes no other
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application, that determination being the sole responsibility of the sponsor. Nelson Laboratories' liability for any loss or damage resulting (rom-vlts actions or failure to act shall not exceed the cost of tests
performed, and it shall not be liable for any incidental or consequential damages.
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SDI Diagnostics, Inc. Viral Filtration Efficiency
Lab Number 341540 Page 2 of 2

TABLE 1. Results

Lot #001
SAMPLE PERCENT
IDENTIFICATION VFE
AstraGuard Filter — 1 >99.9%
AstraGuard Filter — 2 99.9%

CONTROL AVERAGE: 2194 PFU

MEAN PARTICLE SIZE: 3.1 um
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