CERTIFICATE OF ANALYSIS
Technothrombin TGA SUB

technoclone

Temp.: TF0326.07

Attachment 22 DQOT00.02
8F52C00.01
REF 5006230
LOT 8F52C00.01
5d 2027-10-31
Analytical Procedures Requirement Result
Cap color yellow confirmed | OK
Vial type clear glass vial confirmed | OK
Vial label according to packaging SOP confirmed | OK
Box label according to packaging SOP confirmed | OK
visual inspection Box barcode according to packaging SOP confirmed | OK
Package insert present confirmed | OK
Batch table present confirmed | OK
Appearance before reconstitution PR cmm:qs;:g; WapiRized confirmed | 0K
Appearance after reconstitution clear liquid confirmed | OK
Technothrombin TGA Control High
Recovery of controls 536 “ 894 nM 638 nM | OK
Lot: 1Z254C00
Technothrombin TGA RCH Technothrombin TGA Control Low
246 - 410 nM 341 nM | OK
Lot: 2853C00
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