E)XSUNCo

medical

Certificate of Conformance

Certificate Number: EXMX]3445X79 Dated Issued: 05/11/2021

The blades were produced in accordance with Exsurco current design specification using only
approved manufacturing processes and conforms to all established quality inspection and test

criteria.l
Product Item Number: X100593
Item Description: Pack, Amalgatome SK Head, 5 PC
Item Lot Number: X-0000000000079
Expiration Date: 2023-04

The blades were manufactured using a validated sterilization process:

STERIS Gamma Process Run ID: 1073-3685A

Processing Run Date: 10-May-21
Minimum Specified Dose (kGy): 25.0 | Minimum Delivered Dose (kGy): 27.2
Maximum Specified Dose (kGy): | 45.0 | Maximum Delivered Dose (kGy): 39.8

Exsurco Medical is an [SO 13485:2016 certified and an FDA registered company.
Exsurco Medical is committed to a policy of QUALITY WITHOUT COMPROMISE.

oAl

Quality Department Déate

A O U

Quality Manager Date

! Manufacturing data filed within the Quality Management System and available onsite.

10804 Green Rd | Wakeman, OH 44889 | www.exsurco.com | 800.243.6049
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STERIS: Gamma Certificate Of Processing

Prepared for: EXSURCO MEDICAL INC {6263}
Gamma Process Run iD: 1073-3685A

Product Code Lot Number Quantity UOM
X100457 X-0000000000118 16 Case
X100593 X-0000000000079 20 Case
X100593 X-0000000000080 20 Case
X100593 X-0000000000081 10 Case
Processing Run Start Date: 10-May-21 05:28 AM Approx. Downtime {(hours}): 0.22

Processing Run End Date: 10-May-21 12:09 PM

Minimum Specified Dose (kGy): 25.0 Minimum Delivered Dose (kGy): 27.2
Maximum Specified Dose (kGy): 45.0 Maximum Delivered Dose (kGy): 39.8

Product meets Customer specifications; zero nonconformities occurred during this irradiation run.

Other Information
PO# X000004171/ X000004172/ X000004173/ X000004174

Gamma Process Run Approval authorized by STERIS

Operating facilities are in compliance with applicable state and federal regulations (FDA, NRC, EPA, and OSHA) and

provide services under a quality system which meets the requirements of FDA QSR, EN/ISO 13485, and in alignment
with EN ANSVAAMINSO 11137. STERIS certifies that these processed items received the indicated doses within the

precision and accuracy of the dosimetry system used.

Processing Location

2500 Commerce Drive
Libertyville IL. 60048
Phone: 847-247-4782

Document 1D: 31319
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