Technoview Arixtra CAL

Attachment 16

s TFO327.06

DQ2600.02

Temp.

2642C00.02

5090010-RUO
LOT 2642C00.02
b 2026-04-30
Content volume Reagent LOT g
1x imL Technoview Arixtra CAL 1 2141C00 2026-04-30
1x 1mL Technoview Arixtra CAL 2 2241C00 2026-04-30
1x 1mL Technoview Arixtra CAL 3 2341C00 2026-04-30
1x imL Technoview Arixtra CAL 4 2441C00 2026-04-30
ix imL Technoview Arixtra CAL 5 2541C00 2026-04-30
Analytical Procedures Requirement Result

Content
Vial label
Vial barcode

visual inspection Box label
Box barcode

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

accerding to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

Package insert present confirmed | OK
Batch table present confirmed | OK
s b 0.98 1.64 pg/mL| 1.46 pg/mi OK
5 - i m ; m
LOT  3V21C01 H9 .
Recovery of cantrols =
Arixtra CON L
0.34 - 0.64 pg/ml| 0.42 pg/mL| OK
LOT  3U21C01
Mayli JM\J%CHL—,Q I
Prepared by [l 18, JUNI 262
Date
4 '
Wags H( 4( 7.
Approved by Lig CCC AU} WG, 1 8. JUN 2024
Date

Confidential

1/1



