Quality Control Certificate OTEC AN.

Histamine ELISA (Urine)

RE59221 EHP202 53 2027-03-31

YYYY-MM-DD

Final Release Results:

Concentration| Measured | Range [OD/ODmax
value 100% ™~
ng/mL oD oD 90% SR
CAL A 0 2.105 >1.000 100% '\‘\
CALB 2.7 1.793 - 85% 80%
CALC 8.1 1.513 - 72% \
CALD 24.3 1.034 - 49% 70%
CALE 73 0.561 - 27%
CAL F 219 0.268 < 0.500 13% 60%
% 50% \.\
Concentration Acceptable range § 40%
found lower limit target upper limit =)
ng/mL ng/mL ng/mL ng/mL O 30%
CONTROL 1 8.4 5.9 8.9 11.9 \
CONTROL 2 38.2 29.1 37.3 45.5 20%
10% »
0%
0.0 0.1 1.0 10.0 100.0 1000.0
Con. (ng/mL)
Kit Composition:
LoT 2 LOT| g
KEZZ811 MTP K442 2028-10 KEHP751 ACYLREAG K452 2027-03
KEHP521 ANTISERUM K443 2027-04 KEHP761 CONC ASSAYBUF K453 2027-11
KEHP541 CONC ENZCONJ K444 2027-04 KEZZ701 CONC WASHBUF K280-2 2027-07
KEHP621A CAL U/C A N483-7 2027-03 KEZZ651 INDICATORBUF K464 2028-11
KEHP621 CAL U/C B-F K478 2027-03 KEZZ991 TMB SUBS K132-7 2028-09
KEHP671 CONTROL U/C 1 K474 2027-03 KEZZ921 TMB STOP K441 2028-11
KEHP681 CONTROL U/C 2 K475 2027-03

Valid edition of the instructions for use:  2025-07

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

Verified by: T. Borchert

Accepted

Validation date: 2026-02-09

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