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Certificate

We confirm that you have participated in the survey for pregnancy diagnostic in serum.
This certificate is according to the current version of the RiliBAK valid until the end of January 2026.
You have met the requirements of the survey for the following analytes:

PAPP-A 3)
L M ndo—
’
Prof. Dr. Dr. K. P. Kohse Dr. Anja Kessler Dr. Marika Enders
EQA scheme director Head of Reference Institute EQAS-Board

The number in parentheses characterizes the analytical method used.
The assignment of the number to the respective method and/or the respective instrument
is to be taken from the total evaluation.

This certificate is valid in conjunction with the final report dated 22.07.25.
This is available for download in the RfB-Online system.
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Tel. 0228 / 926895 - 0 - Web: www.rfb.bio - E-Mail: info@spmd-rfb.de
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Participation certificate

We confirm that you have participated in the survey for pregnancy diagnostic in serum.

The analytes determined by you are as follows:

PAPP-A (3) | beta-hCG free (3)
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Prof. Dr. Dr. K. P. Kohse Dr. Anja Kessler Dr. Marika Enders
EQA scheme director Head of Reference Institute EQAS-Board
The number in parentheses characterizes the analytical method used.
The assignment of the number to the respective method and/or the respective instrument
is to be taken from the total evaluation.
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Listing and Evaluation of all your results

Explanations

Certificate
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A certificate is issued (given) for an analyte only if the basis for an evaluation of the accuracy is given by the guidelines of the
German Medical Association and/or if an evaluation is possible in analogy to these guidelines (see comments on the evaluation)
and, if both results for an analyte are within the given acceptance limits. (marked as '+' below C)

Certificate of participation

In the participation certificate all analytes which are included in the list on this page are listed.

If all analytes are listed on the certificate no participation certificate is printed.

annax 1 of the guideline of the BAK.

Legend: C=Certification, M=No of method, R=your result, D=difference (R-T)
Dmax= maximum allowable amount of difference in measurement, partly given by

T = target value, either reference method value or assigned value, LL | UL = lower resp. upper limit

Certification:  + = fulfilled ( quotient | D/Dmax | <= 1.0 )
- = not fulfilled (quotient | D/Dmax | > 1.0
+ = certification cancelled because of technical

and/or analytical reasons

C(M R D/Dmax T LL UL
PAPP-A| +| 3|A 0.003 | -0.65 0.008 0| 0.040
[mU/mi] B 0.019| -0.48 0.036 0| 0.047
beta-hCG free| +| 3|A  60.3 5.30 232 16.2| 30.2
[ng/ml] B 103| -0.75 13.3| 9.31 17.3




Youden plots SD3/25 Split 2, Participant No 9900540, page 4 of4|

[ sample A [mu/mI]

]

Analyte  PAPP-A
Method all methods M Kit N Min 16P 50.P 84.P Max 0 002 004 006
- ’ Alle 28 0.003 0.006 0.008 0.010 0.044 3
success rate 96,4 % out of range 0 3 48 13 0.006 0.006 0.008 0010 0.037 1
B 4 30 13 0.004 0.07 0.008 0.009 0.044 I
[ sample B [mu/mi] ]
008 m kit N Min 16P 50P 84P Max 0 002 004 008 008
Alle 28 0.008 0.034 0.040 0.047 0.051 -+
3 48 13 0.008 0.033 0.037 0040 0.041 +
4 30 13 0008 0040 0044 0049 0.051 +
- 0,06
Other kits (number):
° > 3-245(1)<, 4-44(1),
*§
0,04
r 0,02
°
0,00
-0,02 0,00 0,02 0,04 0,06 mU/ml
A
No of participants 28
sample/unit A muU/ml B
mean 0.011 0.038
standard deviation 0.009 0.010
coefficient of variation 86.5 28.1
Analyte  beta-hCG free (__sample A ng/mi] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 0 100 200 300 400
y - Alle 31 137 229 603 320 5040 +—
success rate 83,8 % out of range 2 3 48 13 137 222 22 240 240 1
S B 4 30 13 190 278 300 325 331 +
4 44 2 307 311 314 |
F 25,0
[ Sample B [ng/ml] ]
M Kit N Min 16.P 50.P 84.P Max 5 10 15 20
Alle 31 103 106 1.3 13.8 1672 +—
1200 3 48 13 127 130 134 144 240 F
4 3 13 105 106 10 13 N9 1
4 4 2 105 10.6 10.6 |
Other kits Enumber):
F 15,0 3-54(1), > 3-245(1)<, 4-13(1),
° Qs.
)
® - e 10,0
F 5,0
0 100 200 300 400 ng/ml
A
No of participants 31
sample/unit A ng/ml B
mean 147 12.4
standard deviation 139 2.59
coefficient of variation 94.5 20.9



