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CERTIFICATE OF CONFORMITY

PRODUCT CODE LOT NO. STERILIZATION DATE EXPIRY DATE
SR+0X2032C1 200316SD 2020-03 2025-02-28
I Visual Inspection . Conform
Il. Functional Inspection . Conform
[ll.  Sterilization :  Conform
IV. | Bacterial Endotoxin Test :  Conform

The visual and functional inspections are checked in accordance with Terumo specifications
based on ISO standards.

iterilization method : Electron Beam Sterilization
terilization dose is determined and audited periodically according to 1SO11137.

terilization Assurance Level (SAL) is 10°.
he bacterial endotoxin limit for medical device is tested in accordance to USP standard.

ERUMO (PHILIPPINES) CORPORATION has established and applied a quality system for
lanufacturing of medical devices.

eport No.: 12031274 006
Registration No.: SX 60136578 0001
Furnish requirement: EN ISO 13485:2016
‘alid until: 2022-02-11
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Quality Control Manager
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