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Product Nare . PLATE, 96VELL, V- BOTTOM PP, STANDARD, STERI LE
Cat al og Nunber : 3357 Manufacture Date : 2020-11-06
Lot ID : 31120000
Expiration Date : 2023-12-06

Qual ity Managenent System - Conplies with the current version of the EN | SO 13485
St andard

BSE/ TSE - Product conplies with the |atest revision of EMA/410/01 "Note for Guidance on
mnimsing the risk of transmtting ani nal spongi f orm encephal opat hy agents via human and
veterinary nedicinal products" by virtue of all bovine derived nmaterial having been
processed per specific conditions of section 6.4 of EMA/ 410/ 01.

USP Class VI Testing - All material resinis 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".

DNase/ RNase Free - Tested by nucl ease assay nethod and found to be free of detectable
DNase/ RNase contami nation. The assay detection limt is 10°7 Kunitz units/uL for DNase
and 10°° Kunitz units/uL for RNase.

Sterility - Product has been sterilized and dosinetrically rel eased per the requirenents
of ANSI/AAM /1 SO 11137, "Sterilization of health care products- Radiation". Products neet
a mininum Sterility Assurance Level (SAL) of 103

Quality Control Testing - Representative production sanples are collected and i nspected in
accordance with current applicable product specifications. Inspection records are revi ewed
and approved by qualified personnel for product release. Key inspections and inline tests
are |isted bel ow

Vi sual | nspection - Pass

Packagi ng I nspection - Pass

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

.

Ant hony Sl oan
Qual ity Manager
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