Quality Control Certificate OTEC AN.

17beta-Estradiol Luminescence Immunoassay

RE62141 LEL139 °J 2027-04-30

YYYY-MM-DD

Final Release Results:

Concentration| Measured | Range |RLU/RLUmax
value 100% T—
pg/mL RLU RLU ) BEERELS
CALA 0 1703485 - 100% 90% N
CALB 0.9 1589040 - 93% 80% \
CALC 2 1488160 - 87%
CALD 4 1191433 - 70% 70%
CALE 8 972440 - 57%
CALF 16 462078 - 27% 60%
CAL G 64 206158 - 12% \
x 50%
£
Concentration Acceptable range E‘ 40% \
found lower limit target upper limit ; 30%
pg/mL pg/mL pg/mL pg/mL \’\
CONTROL 1 3.1 2.0 3.1 4.1 20% N
CONTROL 2 13.3 11.0 13.7 16.5 \\’
10%
0%
0 1 10 100
Conc. (pg/mL)
Kit Composition:
REF LOT g REF LOT g
KLEL651 CONTROL 1 K344 2027-04 KLEL521 ANTISERUM K342 2027-04
KLEL661 CONTROL 2 K345 2027-04 KLZZ681 ASSAYBUF K341 2027-08
KLEL511 MTP L918 2027-08 KLZZ601 LUMINREAG AP K416 2027-08
KLEL541 CONC ENZCONJ K417 2027-05 KLZZ879 CONC WASHBUF K388 2027-10
KLEL611 CAL A K343 2027-04
KLEL621 CAL B-G K343 2027-04
Valid edition of the instructions for use: 2023-09

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

Verified by: Dr. Spangenberg

Accepted

Validation date: 2025-11-26

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