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AFP (4) hCG (4) PAPP-A (3)
beta-hCG free (3) anti-Müllerian hormone(4)

This certificate is according to the current version of the RiliBÄK valid until the end of October 2024.

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

You have met the requirements of the survey for the following analytes:





Survey: SD2/24
month: April 2024
Participant-No: 9900220

Listing and Evaluation of all your results

Explanations

Certificate
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.

C M R D/Dmax T LL UL

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
annax 1 of the guideline of the BÄK (Dt. Ärzteblatt 111, Heft 38, 19.9.2014).
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

AFP
[ng/mL]

+ 4 A 69.3 -0.09 70.8 53.7 88.0
B 26.1 0.03 25.9 19.6 32.2

hCG
[mU/ml]

+ 4 A 13968 0.27 12900 9030 16800
B 4398 0.50 3820 2670 4970

PAPP-A
[mU/L]

+ 3 A 6.50 -0.18 7.90 0 20.0
B 8.70 0.02 8.40 0 20.0

beta-hCG free
[ng/mL]

+ 3 A 28.4 -0.13 29.6 20.7 38.5
B 22.8 -0.08 23.4 16.3 30.5

anti-Müllerian hormone
[pmol/L]

+ 4 A 17.2 -0.13 17.9 12.4 23.3
B 22.0 -0.03 22.2 15.4 29.0
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Analyte

Method

AFP
all methods

success rate 93,6 % out of range 3

No of participants 110
sample/unit A Bng/mL
mean
standard deviation
coefficient of variation

69.0 25.1
11.3 3.57
16.4 14.2

Sample A [ng/mL]

40 60 80 100M Kit N Min 16.P 50.P 84.P Max

Alle 110 6.75 61.4 69.1 74.0 109
2 42 5 97.1 108 109
3 48 7 54.9 61.9 70.7
4 4 18 6.75 60.7 63.1 66.3 70.1
4 13 5 47.4 61.0 62.7
4 30 43 55.0 67.7 70.5 75.3 87.3
4 43 12 68.6 68.8 70.8 73.9 73.9
4 44 11 12.0 21.6 66.5 70.2 78.0
4 77 5 61.0 69.1 76.9

M Kit N Min 16.P 50.P 84.P Max

Sample B [ng/mL]

10 20 30 40

Alle 110 15.0 22.7 25.3 27.4 74.7
2 42 5 35.7 36.7 37.2
3 48 7 21.7 24.3 27.9
4 4 18 19.0 22.3 23.1 24.4 25.9
4 13 5 20.0 22.3 26.5
4 30 43 20.5 24.2 25.6 27.5 74.7
4 43 12 24.4 25.3 25.9 26.5 29.0
4 44 11 15.0 16.1 23.6 30.7 59.4
4 77 5 24.0 26.0 27.5

The deviation of your results from the median of the 
corresponding sub-collective (kit) is:

A -2.1 %
B 0.7 %

Other kits (number):
1-111(1), 2-36(1), 3-246(1), 4-40(1),

Analyte

Method

hCG
all methods

success rate 94,7 % out of range 3

No of participants 322
sample/unit A BmU/ml
mean
standard deviation
coefficient of variation

15943 5285
4352 1405
27.3 26.6

Sample A [mU/ml]

8000 16000 24000 32000M Kit N Min 16.P 50.P 84.P Max

Alle 322 9.00 13395 15821 18209 4638000
2 42 4 16500 16750 16800
3 21 6 2085 15933 17461
3 61 7 1081 4537 4638000
4 4 61 12131 14074 14727 15516 15954
4 8 5 15407 16122 18067
4 13 22 11580 14664 15426 16061 16665
4 30 128 6241 16228 17592 18629 20574

Roche2 32 17.6 12673 13830 14678 15208
4 40 5 12119 12967 14718
4 43 20 8997 10036 12915 13632 13968
4 44 14 3665 21102 30226 35069 38963
4 77 5 9577 12454 14710
8 328 8 9.00 6475 16771 17741 17864

M Kit N Min 16.P 50.P 84.P Max

Sample B [mU/ml]

1800 3600 5400 7200 900010800

Alle 322 6.52 4355 5177 6463 3433000
2 42 4 5500 5715 5800
3 21 6 683 5148 5893
3 61 7 311 3410 3433000
4 4 61 3511 4355 4500 4641 4741
4 8 5 4621 5079 5541
4 13 22 1116 3467 4952 5212 5252
4 30 128 4949 5878 6180 6564 17054

Roche2 32 6.52 4385 4708 4880 5114
4 40 5 3726 3950 4823
4 43 20 3359 3445 3821 4319 4444
4 44 14 29.2 7638 8942 10362 26143
4 77 5 3593 4056 4886
8 328 8 336 2417 5319 6253 6495

The deviation of your results from the median of the 
corresponding sub-collective (kit) is:

A 8.1 %
B 15 %

Other kits (number):
3-246(1), 4-328(1), 8-04(1), 8-30(1), 11-99(1),



Youden plots SD2/24, Participant No 9900220, page 2 of 3

Analyte

Method

PAPP-A
all methods

success rate 94,4 % out of range 3

No of participants 54
sample/unit A BmU/L
mean
standard deviation
coefficient of variation

11.4 11.6
8.52 8.42
74.7 72.7

Sample A [mU/L]

10 20 30M Kit N Min 16.P 50.P 84.P Max

Alle 54 0 6.30 8.00 30.0 6470
3 48 20 5.70 6.11 7.90 10.0 75.0
3 246 2 0 1.00 2.00
4 30 22 4.00 8.00 8.00 13.2 6470
4 44 8 30.0 30.0 30.0 30.0 30.0

M Kit N Min 16.P 50.P 84.P Max

Sample B [mU/L]

10 20 30

Alle 54 0 6.78 8.68 30.0 8030
3 48 20 5.00 6.18 8.40 10.0 75.0
3 246 2 0 1.50 3.00
4 30 22 4.00 8.00 8.00 13.3 8030
4 44 8 30.0 30.0 30.0 30.0 30.0

The deviation of your results from the median of the 
corresponding sub-collective (kit) is:

A-17.72 %
B 3.5 %

Other kits (number):
4-13(1), 4-335(1),

Analyte

Method

beta-hCG free
all methods

success rate 87,5 % out of range 2

No of participants 56
sample/unit A Bng/mL
mean
standard deviation
coefficient of variation

442 138
455 138
103 100

Sample A [ng/mL]

300 600 900 1200M Kit N Min 16.P 50.P 84.P Max

Alle 56 27.7 29.3 141 1019 15189
3 48 20 27.7 28.9 29.6 30.2 32.0
3 246 2 242 255 267
4 30 21 741 921 999 1048 1096
4 44 9 78.9 91.3 129 145 152
8 30 2 933 8061 15189

M Kit N Min 16.P 50.P 84.P Max

Sample B [ng/mL]

0 100 200 300 400

Alle 56 0.131 23.3 38.7 320 5097
3 48 20 22.0 23.2 23.4 24.1 24.3
3 246 2 60.2 65.1 70.0
4 30 21 0.131 287 310 324 346
4 44 9 29.2 31.9 36.3 39.7 41.2
8 30 2 294 2696 5097

The deviation of your results from the median of the 
corresponding sub-collective (kit) is:

A -4.0 %
B -2.7 %

Other kits (number):
2-42(1), 4-335(1),
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Analyte

Method

anti-Müllerian hormone
all methods

success rate 97,2 % out of range 0

No of participants 108
sample/unit A Bpmol/L
mean
standard deviation
coefficient of variation

18.4 22.4
4.00 4.40
21.7 19.7

Sample A [pmol/L]

10 20 30 40M Kit N Min 16.P 50.P 84.P Max

Alle 108 12.5 16.4 17.2 19.8 44.2
2 13 5 23.6 27.8 32.3
2 36 2 17.5 19.0 20.5
2 111 5 19.9 24.3 44.2
4 13 21 12.8 16.6 17.9 19.1 23.1
4 30 63 12.5 16.4 16.9 17.5 19.7
4 40 4 18.6 19.5 20.2
4 43 3 19.1 20.4 21.7
4 335 2 13.7 15.1 16.6

M Kit N Min 16.P 50.P 84.P Max

Sample B [pmol/L]

10 20 30 40 50

Alle 108 15.2 19.7 21.1 24.5 48.5
2 13 5 28.4 32.1 35.8
2 36 2 21.8 22.4 22.9
2 111 5 24.6 32.3 48.5
4 13 21 19.8 21.3 22.2 24.8 29.4
4 30 63 15.2 19.6 20.6 21.4 22.7
4 40 4 22.0 22.8 23.9
4 43 3 22.2 24.5 25.1
4 335 2 15.7 17.5 19.4

The deviation of your results from the median of the 
corresponding sub-collective (kit) is:

A -3.6 %
B -0.9 %

Other kits (number):
2-05(1), 2-35(1), 4-74(1),




