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Sterility Assurance Level Testing for
BIOEAZE™ Gamma Irradiated Bags

Assuring the sterility of BIOEAZE™ disposable bioprocess
bags is of utmost importance to SAFC Biosciences.
Preventing contamination requires quality bags that are
manufactured under controlled conditions and sterilized
with validated processes. BIOEAZE™ bags are manufactured
and assembled (by Advanced Scientifics, Inc., Millersburg,
PA) in a Class 10,000 HEPA filtered clean room in accordance
with Current Good Manufacturing Practices (cGMPs). The
bags are sterilized post-manufacturing by gamma irradiation
at Steris Isomedix Services (Whippany, NJ).

To validate SAFC Biosciences gamma irradiation procedures
and the sterility of BIOEAZE™ bags, Sterility Assurance Level
(SAL) testing was performed. The testing services were
contracted through Nelson Laboratories (Salt Lake City,
Utah), and were performed according to ANSI/AAMI/ISO
11137: Sterilization of health care products — Requirements
for validation and routine control — Radiation sterilization.
The testing follows international and US guidelines for
sterilization of medical devices by radiation. The study was
also performed in accordance with the US FDA 21 CFR Part
58 (Good Laboratory Practice for Non-Clinical Laboratory
Studies).

BIOEAZE™ Ethyl Vinyl Acetate (EVA) Bags

Bioburden tests were conducted on three lots of EVA bags
(30 bags) as part of the dose setting experiments. This
determined a target verification dose of 6.1 + 0.6 kGy to
assure a SAL of 102 One hundred bags were sterilized by
gamma irradiation at the verification dose and subjected to
sterility testing. It was determined that all bags passed the
sterility test and none were bacteriostatic or fungistatic.
Based on the bioburden and sterility test results, the
recommended dose of gamma irradiation to achieve a SAL
of 10¢ is 18.8 kGy for EVA BIOEAZE™ bags. As a further
measure of assurance, all BIOEAZE™ bags, associated ports
and tubing are routinely sterilized at 25-45 kGy; a Certificate
of Processing is included in each shipment of BIOEAZE™
bags.

BIOEAZE™ Polyethylene (PE) Bags

Bioburden tests were conducted on three lots of PE bags (30
bags) as part of the dose setting experiments. This
determined a target verification dose of 9.2 + 0.9 kGy to
assure a SAL of 102 One hundred bags were sterilized by
gamma irradiation at the verification dose and subjected to
sterility testing. It was determined that all bags passed the
sterility test and none were bacteriostatic or fungistatic.
Based on the bioburden and sterility test results, the
recommended dose of gamma irradiation to achieve a SAL
of 10° is 22.8 kGy for PE BIOEAZE™ bags. As a further
measure of assurance, all BIOEAZE™ bags, associated ports
and tubing are routinely sterilized at 25-45 kGy; a Certificate
of Processing is included in each shipment of BIOEAZE™
bags.

For more information about this subject or other SAFC
Biosciences’ products and services, please call our
Technical Services department or e-mail us at
technicalservices@sial.com.
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Warranty, Limitation of Remedies

SAFC Biosciences warrants to the purchaser for a period of one year from date of delivery that this product conforms to
its specifications. Other terms and conditions of this warranty are contained in SAFC Biosciences’ written warranty, a
copy of which is available upon request. ALL OTHER WARRANTIES, EXPRESSED OR IMPLIED, INCLUDING THE IMPLIED
WARRANTY OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE, ARE EXCLUDED. In no case will SAFC
Biosciences be liable for any special, incidental, or consequential damages arising out of this product or the use of this
product by the customer or any third party based upon breach of warranty, breach of contract, negligence, strict tort,
or any other legal theory. SAFC Biosciences expressly disclaims any warranty against claims by any third party by way of
infringement or the like. THIS PRODUCT IS INTENDED FOR PURPOSES DESCRIBED ONLY AND IS NOT INTENDED FOR
ANY HUMAN OR THERAPEUTIC USE.

Additional Terms and Conditions are contained in the product Catalog, a copy of which is available upon request.

BIOEAZE™ is a trademark of SAFC Biosciences, Inc.
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