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Qual ity Managenment System - Conplies with the current version of the |ISO 9001 Standard and
the FDA CFR 21 Part 820, current Good Manufacturing Practices (cGW).

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.

Non- Pyrogeni ¢ - Tested and nmet the criteria established in the current version of
ANSI / AAM ST 72, "Baterial Endotoxins - Test nethodol ogies, routine nonitoring, and
alternative to batch testing”. The acceptance |level for product is < 0.25 EUm or < 10
EU devi ce.

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

Sterilization - Product has been sterilized and dosinetrically rel eased per the
requi rements of ANSI/AAM /I SO 11137, "Sterilization of health care products - Radi ation".
Products meet a mininum Sterility Assurance Level (SAL) of 106,

Quality Control Testing - Representative production sanples are collected and inspected in
accordance with current applicable product specifications. |Inspection records are reviewed
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

Integrity Test - Pass

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

TATI ANA FI RU
Qual ity Manager
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