CERTIFICATE OF ANALYSIS

Technoview Dabigatran CAL 4x1 mL

Attachment 11

DQO0600.01

0641C00.02

Temp.: TFO326.07

5090210-RUO

0641C00.02
2026-03-31
Content volume Reagent LOT E
1x imL Technoview Dabigatran CAL 1 1T22C02 2026-03-31
1x imL Technoview Dabigatran CAL 2 1U22C02 2026-03-31
1x imL Technoview Dabigatran CAL 3 1v22C02 2026-03-31
1x imL Technoview Dabigatran CAL 4 1wW22C02 2026-03-31
Analytical Procedures Requirement Result
Content according to packaging SOP confirmed | OK
Vial label accerding to packaging SOP confirmed | OK
Vial barcade according to packaging SOP confirmed | OK
visual inspection Box label according to packaging SOP confirmed | OK
Box barcode according to packaging SOP confirmed | OK
Package insert present confirmed | OK
Batch table present confirmed | OK
Dabigatran CON H
289.5 = 482.5 ng/mL| 401.4 ng/mL| OK
3622C01
Recovery of controls -
Dabigatran CON L
86.8 - 161.2 ng/mL| 121.7 ng/mL| OK
3722C01
/
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