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Qual ity Managenent System - Conplies with the current version of the | SO 9001 Standard.
Ani mal Content - Product does not contain nmaterials of aninal origin.

Product Attribute - Validated for conpliance to | ATA Pl 650; does not |eak at a pressure
differential of 95kPa in the range of -40 Cto +55 C

USP Class VI Testing - Al material resin is tested, qualified and shown to be non-toxic
as established in the Standards USP C ass VI Chapter<87>, "Biological reactivity Tests, in
Vitro" and Chapter<88>, "Biological Reactivity Tests, in vivo".

Non- Pyrogeni ¢ - Validated per European Pharnacopoeia criteria for pyrogens and neets the

requi renents for classification as non-pyrogenic. The acceptance |level for product is <
0.1 EU nlL.

DNase/ RNase Free - Tested by nucl ease assay nethod and found to be free of detectable
DNase/ RNase contami nation. The assay detection linmit is 108 Kunitz units/ul for DNase
and 10°° Kunitz units/ul for RNase.

Human DNA Free - Tested by PCR nethod and found to be free of detectabl e human DNA
contam nation. The assay detection limt is hDNA 2pg.

Sterilization - Product has been sterilized and dosinetrically rel eased per the
requi renents of ANSI/AAM/I1SO 11137, "Sterilization of health care products - Radiation".
Products meet a mininmum Sterility Assurance Level (SAL) of 105,

Quality Control Testing - Representative production sanples are collected and inspected in
accordance with current applicable product specifications. Inspection records are revi ewed
and approved by qualified personnel for product release.

- This product nmet Corning Incorporated - Life Sciences' high standards of quality at the
time of batch/lot rel ease.
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