Quality Control Certificate OTEC AN.

Testosterone Saliva Luminescence Immunoassay

30191568 & 30191569 LTSV115 % 2028-01-31

YYYY-MM-DD

Final Release Results:

Concentration Measured Range |RLU/RLUmax
value 100%
pg/mL RLU RLU )
CALA 0 2737843 - 100% 90%
CAL B 6.4 1997745 - 73% 80% ™~
CALC 16 1742018 - 64% ™~
CALD 40 1123398 - 41% 70% *n
CALE 100 668793 - 24% \\
CALF 250 395650 - 14% 60%
CAL G 760 205278 - 7%
% 50%
§ 40%
Concentration Acceptable range Z‘ ’
found lower limit target upper limit ; 30%
pg/mL pg/mL pg/mL pg/mL N
CONTROL 1 28.5 18.0 27.6 37.3 20% \
CONTROL 2 166 150 187 224 RN
10% =~
e
0%
1.0 10.0 100.0 1000.0
Conc. (pg/mL)
Kit Composition:
LOT g LOT g
KLTE651/9 CONTROL 1 K177A-2A 2028-01 KLTE521/9 ANTISERUM K844 2028-01
KLTE661/9 CONTROL 2 K178A-2A 2028-01 KLZZ681/9 ASSAYBUF K781 2028-04
KLZZ511 MTP K823 2028-11 KLZZ601/9 LUMINREAG AP K846 2028-05
KLTE541/9 CONC ENZCONJ K847 2028-01 KLZZ879 CONC WASHBUF K780 2028-04
KLTE611/9 CALA K176A-2A 2028-01
KLTE621/9 CAL B-G K176A-2A 2028-01
Valid edition of the instructions for use: 2023-12

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: 2026-07-13
This document has been produced electronically and is valid without a signature.
“ IBL International GmbH Tel.: +49 (0) 40 532891 -0 Fax: -11
Flughafenstr. 52A, 22335 Hamburg, Germany E-MAIL: ibl@tecan.com

WEB: www.tecan.com/ibl




