Quality Control Certificate OTECAN.

Acetylcholine Receptor Autoantibodies (ARAb) RRA

RE21021 & RE21023 RAR569 °J 2026-09-29

YYYY-MM-DD

Final Release Results:

Measured value
Total Activity TA 75536 cpm 100%
Binding of Standard A BO/TA 1.5 % 90%
Maximum Binding Bmax/TA 26 %
80% / 4
Concentration | Measured Range B/Bmax 70%
value
nmol/L cpm cpm 60%
CAL A 0 1094 - 0% 8 .
E  50%
CALB 0.2 2413 - 7% g /
CALC 0.5 5962 - 25% 40%
CALD 1.2 10410 - 47%
CALE 3 16370 - 7% 30% /
CAL F 8 20960 - 100% 5 /‘
20%
10%
Concentration Acceptable range _/4'/
found lower limit target value upper limit 0%
nmol/L nmol/L nmol/L nmol/L 010 1.00 10.00
CONTROL CO 0.39 0.34 0.43 0.51 Conc. (nmol/L)
CONTROL + 1.15 0.81 1.16 1.51
Kit Composition:
REF LOT g REF LOT g
KRARO013 LYO TRACER H766 2026-09-29 KRAR161 CONTROL + H442-12K 2026-09-29
KRAR031/33  ANTISERUM H715-A 2026-09 KRAR253 WASHBUF H733 2028-05
KRAR111A CAL A H450-6E 2026-09-29 KRAR261 BUF H661-D  2026-09
KRAR111B-F  CAL B-F H440-12K 2026-09-29
KRAR151 CONTROL CO H441-12K 2026-09-29
Valid edition of the instructions for use: 2023-08

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: 2026-07-08
This document has been produced electronically and is valid without a signature.
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