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| CODE | INT2504B LOT | CE18L12L72
Expiry Date 2020-08
) " _ [Let E _ Rawmaterialbatch
| Amotosaien solution sub- 1 CE19A10L1Z | Amotosalen | 1 | 170131
| assembly 2 | CE19A14L11 z 1170131
3 NA _ 3 [ NA
PCT sub-assembly 1 | CE18L12L72 | CAD material 1 80816C / 80817C / BOT28B/
, ' | B0YZ4C / 809258

DESCRIPTION : INTERCEPT Processing Set with Dual Storage Containers

CONFORMITY OF TESTS
i PYROGENICITY TEST : Tubidmetric Kinetic {TEST-5.03) i
; Product Limit (5} Date Passed Results
| Fipal product _ 0125 EU / mL | Janvary 16, 2019 PASS
i Amotosalen solution sub-assembly | M 3mM - 20EU/ mL 1| January 18, 2018 PASS
OR 2 iJanuary23,2018 1 PASS
_ L&mM->08EU ! mL 3 INA _ NIA
PCT sub-assembly 025 EU/mL 1 | December 13, 2018 PASS
= Disposition : PASS B
BACTER!&LGGY-BiQBl}RBEN (TEST-8-17/ TEST-8.-00) Disposition : PASS B

e

FINAL PHYSIC&L TESTING (TEST-C)

Disposition : PASS B |

pH ANALYSIS ON CONNECTED KIT (TEST-A)

Disposition : PASS I

AMOTOSALEN FINAL CHEMICAL ANALYSIS (rest-aon g@wm :pAss &
Amtasa%en somon | Steam slerilization c;yue amm*dmg 1o validated method reviewed & conform i ng&ﬂ&.@v
PQT sub-assembly Camma iradiation acmrs:fmg 1o validated method reviewed & conform CONFORM 4
Cnmecte&f product _E-Beam irradiation according to validated method reviewed & conform CON FORM #
sml»iay Tes{ (TEST-B-13) | No p«mtwes o | CONFORN®
s Disposition : PASS ] |

Note : NJA means Not Applicable  PCT means Phato Chemical Treatrent

QUANTITY E

Reviewed by Fenwal
QAMANAGER or DELEGATE
Date & Signosture
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M. Rovina . March 13, 201%

4680 uniTs

Released by Cerus
QA MANAGER or DELEGATE

This is to cerlify that this product was manufactured according to current Good Manufacturing Practice and fulfills the
requirements of the Device Master Record,




