




STERIS: Gamma Certificate Of Processing

Prepared for:

Gamma Process Run ID 2173-28061A

FLEXIBLE MEDICAL PACKAGING LTD (8245)

Product Code Lot Number Quantity UOM

BI-SP B3 Components DV5857 54506 8 Case

Validation Reference Number: 5857

Reference Dose Range (kGy):

Calculated Min Dose (kGy):

Calculated Max Dose (kGy):

30.4

36.726.1 - 35.8

Specified Dose Range (kGy): 25.0 - 40.0

PO Number: 402495

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

Signature Manifest

Reviewed and E-Signed By:

Date/Time E-Signed: 09-May-2022 12:48 PM

Tamas Szatmari  (Quality Engineer)

Document Content Revision: 2

Operating facilities are in compliance with applicable regulations providing services under a certified quality system
which meets the requirements of FDA QSR, EN/ISO 13485 current certified version, and is in alignment with EN ISO
11137 current certified version

Processing Location

Synergy Health Sterilisation UK
Limited, a STERIS Company
Brunel Close
Drayton Fields Industrial Estate
Daventry
Northants
NN11 8RB
Phone: + 44(0) 1327 706 111

Document ID: 111139
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Items irradiated under WO54506 will be used in finished batch Fmp22199 54445.
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