




STERIS: Gamma Certificate Of Processing

Prepared for:

Gamma Process Run ID: 2173-8302A

FLEXIBLE MEDICAL PACKAGING LTD (8245)

Product Code Lot Number Quantity UOM

BI-SP B3 COMPONENTS DV4725 WO49177 8 Case

Validation Reference Number: 4725

Processing Run Start Date:

18-Feb-20 09:00 AM

18-Feb-20 03:06 AM

Processing Run End Date:

Reference Dose Range (kGy):

Calculated Min Dose (kGy):

Calculated Max Dose (kGy):

25.6

34.030.2- 39.2

Specified Dose Range (kGy): 25.0 - 40.0

PO Number: 34761

Gamma Process Run Approval authorized by STERIS

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: 43457
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Typewritten text
Items irradiated under WO49177 will be used in finished batch Fmp20093 49178.

OKirchner
Typewritten text
Olga Kirchner






	wo49178 cofa act. base.pdf (p.1-2)
	WO49178 C o I.pdf (p.3)
	WO49178 Sterility Act..pdf (p.4)
	WO49178 Sterility Base.pdf (p.5)

