Technoview Arixtra CAL

.: TF0327.06

Attachment 16 DQ2600.02  §
2651C00.01
5090010-RUO
LOT 2651C00.01
o4 2027-06-30
Content volume Reagent E
1x imL Technoview Arixtra CAL 1 2141C01 2027-06-30
1x imL Technoview Arixtra CAL 2 2241C01 2027-06-30
ix imL Technoview Arixtra CAL 3 2341C01 2027-06-30
1x imL Technoview Arixtra CAL 4 2441C01 2027-06-30
1x imL Technoview Arixtra CAL 5 2541C01 2027-06-30
Analytical Procedures Requirement Result

visual inspection

Content
Vial label
Vial barcode
Box label
Box barcode
Package insert
Batch table

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

according to packaging SOP confirmed | OK

present confirmed | OK

present confirmed | OK

Recovery of controls

Arixtra CON H
LOT 3v41C01

0.97 = 1.61 pg/mu 1.32 pg/ml oK

Arixtra CON L
LOT 3uU41C01

0.35 - 0.65 pg/ml 0.45 pg/mL| OK
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