Quality Control Certificate

alpha-Amylase Saliva Assay

RE80111

2028-04-30

YYYY-MM-DD

EAA137

Final Release Results:

Concentration Measured Acceptabel range
value

U/mL OD 3min OD gmin | Delta OD OD gmin
CALA 320 0.892 2141 1.250 <2.900
CAL B 160 0.428 1.038 0.611 -
CALC 80 0.239 0.562 0.324 -
CALD 40.0 0.133 0.297 0.164 -
CALE 0 0.028 0.028 0.000 -

Concentration Acceptable range

found lower limit target value upper limit

U/mL U/mL U/mL U/mL
CONTROL 1 50.3 28.3 471 65.9
CONTROL 2 149 84 132 179
Kit Composition:
LoT 2
KEAA651 LYO CONTROL 1 K813 2028-05
KEAA661 LYO CONTROL 2 K814 2028-05
KEAA511 MTP K778 2028-05
KEAA611 LYO CAL K812 2028-05
KEAA751 CONC DILBUF K779 2028-05
KEAA771 SUBS K797 2028-04
Valid edition of the instructions for use: 2014-04

This product has been tested successfully by the Quality Control Department and was released for sale according

Verified by:

Validation date:

to the existing specifications.

Dr. Spangenberg

Accepted

2026-07-20

This document has been produced electronically and is valid without a signature.
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