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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 October 2026.
You have met the requirements of the survey for the following analytes:

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

(S EE A P //&@@ M. Tradoe—

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 30.04.26.
This is available for download in the RfB-Online system.

Stiftung fir Pathobiochemie und Molekulare Diagnostik, Referenzinstitut fiir Bioanalytik. - Friesdorfer Str. 153 - D-53175 Bonn
Tel. 0228 / 926895 - 0 - Web: www.rfb.bio - E-Mail: info@spmd-rfb.de



Survey:
month:

Participant-No: 9900220

Listing and Evaluation of all your results

SD2/26
April 2026

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)

Participation certificate
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.

RfB
SPMD
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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 BAK.
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

R D/Dmax T LL UL
AFP|+| 4/A 6.30 0 6.30 | 4.78 7.82
[ng/mL] B 9.50 0.16 9.12 6.92 1.4
hCG| +| 4|A 5099 0.20 4800 | 3360 | 6240
[mU/ml] B 1348 -0.08 1380 966 | 1800
PAPP-A| +| 3|A 26.8 0.03 26.5 18.5 34.5
[mU/L] B 37.5 0.04 37.0 259 | 481
beta-hCG free| +| 3|A 23.8 -0.05 24.2 16.9 31.5
[ng/mL] B 13.1 -0.07 13.4 9.38 17.5
anti-Mdllerian hormone| +| 4|A 20.5 -0.28 22.4 15.6 29.3
[pmol/L] B 20.3 -0.29 22.3 15.5| 29.0
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Analyte AFP [ Sample A [ng/mL] ]
Method  all methods M Kit N Min 16P 50.P 84.P Max 4 6 8 10
)y - Alle 109 48 598 651 706 644 “+
success rate 98,1 % out of range 1 2 43 1? ;gg 573 g}g 670 964212 1
B 413 7 532 66 740 1
4 30 46 59 632 660 693 763 +
15.0 4 43 14 542 606 630 699 720 0
[ 4 4 9 486 501 578 636 640 —+
4 77 7 620 7.36 7.83 |
[ sample B [ng/mL] ]
° 12,0 M Kit N Min 16.P 50.P 84.P Max 6 9 12 15
° Alle 109 749 837 9.16 9.81 12.2 -+
3 o® 3 48 5 102 10.6 12.2 1
o 4 4 17 749 796 849 912 952 -II-
e 4 13 7 1778 8.60 9.32
0g0 0 L 9,0 4 30 46 822 888 930 976 104 +
S S 4 43 14 771 828 912 956 101 —1)
o e 0 4 44 9 7711 779 8.36 9.00 9.49 +
. 4 77 7 927 1.0 1.3 1
The deviation of your results from the median of the A 0%
L 6,0 corresponding sub-collective (kit) is: B 41%
Other kits gnumberg:
1-111(1), 3-21(1), 4-335(1), 8-30(1),
F3,0
2,0 4,0 6,0 8,0 10,0 ng/mL
A
No of participants 109
sample/unit A ng/mL B
mean 6.54 9.18
standard deviation 0.694 0.843
coefficient of variation 10.6 9.19
pnae  hCG [ sample A [mu/mI] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 2200 4400 6600 88001100013200
Alle 338 1377 5286 7362 82000658000 —+
s | VHPE LW M S
o 9
B 4 4 56 5110 5290 5515 5699 570931 1
4 8 5 5108 6494 6529 |
4 13 22 5338 5741 6077 6631 7407 +
r2500 4 30 168 1377 7493 7927 8281 9338 +
Roche2 12 5021 5172 5744 6378 6425 +
4 40 5 4785 4963 5444 1
4 43 28 4005 4461 4800 5239 5420 0
° 4 44 14 8375 8486 9894 60547180658000 -+
2000 4 77 4 4045 4497 5346 |
8 328 6 6045 6444 6765 |
°
° [ sample B [mu/mi] ]
°
de r1500 M kit N Min 16P 50P 84P Max 500 1000 1500 2000 2500
.0 S = Alle 338 1058 1318 1387 14912545000 +
. o 321 5 1136 1355 1531 |
9 3 61 8 1143 1226 1412 1571 1629 -+
1000 4 4 56 1220 1301 1350 1384 1435 1
4 8 5 1293 1450 1469 |
4 13 22 1497 1590 1753 1954 2018 -+
4 30 168 1195 1335 1398 1452 7834 1
Roche2 12 1189 1292 1416 1521 1646 -+
| 500 4 40 5 1253 1271 1471 1
4 43 28 1242 1295 1376 1440 1477 3
4 44 14 1392 1507  1712421037.22545000 —+—
4 77 4 1058 1205 1359 1
8 328 6 1158 1328 1455 |
The deviation of your results from the median of the A 62%
T T T T T T T corresponding sub-collective (kit) is: B _2'0 %
00 2200 4400 6600 8800 11000 13200 mU/ml -
A Other kits (number):
2-21(1), 3-63&1), 3-159?1), 4-328(1), 9-159(1),
No of participants 338
sample/unit A muU/ml B
mean 6865 1417
standard deviation 1409 147
coefficient of variation 20.5 10.4
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Aayte  PAPP-A [ sample A[mU/L] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 10 20 30 40
- ’ Alle 60 0027 255 287 310 369 —+
success rate 93,3 % out of range 1 3 48 24 0027 244 265 300 300 -
® B 4 30 23 240 278 300 320 369 -+
4 44 8 300 300 300 316 320 F
[ sample B [mu/L] ]
L 60 M Kit N Min 16.P 50.P 84.P Max 20 40 60
° Alle 60 0037 353 400 464 12200 -+
3 48 24 0037 350 370 40.0 12200 )
° ° 4 30 23 370 418 450 500 558 -+
<& 4 44 8 300 344 400 467 480 ——
ﬁ‘ﬁ The deviation of your results from the median of the A 09%
corresponding sub-collective (kit) is: B 1'3%
° o - 40 :
o ﬂ Other kits number?:
° o 3-245(1), 4-13(1), 4-43(1), 4-335(1), 8-30(1),
°
°
° F 20
°
10 20 30 40 50 mU/L
A
No of participants 60
sample/unit A muU/L B
mean 27.8 39.5
standard deviation 5.03 8.38
coefficient of variation 18.1 21.2
Anayte  beta-hCG free (__sample A [ng/mL] ]
Method all methods M Kit N Min 16.P 50.P 84.P Max 100 200 300 400
y - Alle 61 110 240 409 375 7758  ——
success rate 88,5 % out of range 3 3 48 24 212 23.7 242 24.8 26.3 0
® ° B 4 30 24 313 339 369 388 7758 —+
4 44 9 332 339 402 179 384 —
F 25,0
[ Sample B [ng/mL] ]
M Kit N Min 16.P 50.P 84.P Max 5 10 15 20
L 200 Alle 61 0.032 106 122 13.7 1406 -+
’ 3 48 24 0032 128 134 138 14.2 (1}
4 30 24 938 104 109 11.8 1406 +
4 44 9 834 940 17 124 12.5 —+
© The deviation of your results from the median of the A 14%
L 15,0 corresponding sub-collective (kit) is: B _2:1%
Other kits (number%:
3-245(1), 4-04(1), 4-335(1), 8-30(1),
g S
® o
° % L 10,0
° s
°
F 5,0
0 100 200 300 400 ng/mL
A
No of participants 61
sample/unit A ng/mL B
mean 174 11.8
standard deviation 169 2.17
coefficient of variation 97.0 18.3
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L

Analyte
Method

anti-Miillerian hormone
all methods

success rate 100,0 %

out of range 0

°
[
°
o °
L J
[00] 10 20 30 40 50 60
A
No of participants 119
sample/unit A pmol/L B
mean 21.8 22.0
standard deviation 2.82 2.33
coefficient of variation 13.0 10.6

F 50

40

F 30

F 20

pmol/L

[ sample A [pmoliL]

M Kit N Min 16P 50.P 84.P Max 10 20 30 40 50
Alle 19 181 201 210 234 358 +
2 1M 3 257 284 35.8 |
4 13 18 199 212 224 234 259 O
4 30 77 181 199 206 214 229 I
4 43 9 238 242 258 264 264 1
[ Sample B [pmol/L]
M Kit N Min 16P 50.P 84.P Max 10 20 30 40 50
Alle 19 182 206 214 231 34.5 F
2 1M 3 243 26.3 33.2 |
4 13 18 201 209 223 234 254 oF
4 30 77 185 204 211 219 235 1 ]
4 43 9 227 227 251 256 257 -
The deviation of your results from the median of the A -84%
corresponding sub-collective (kit) is: B —8:7 %

Other kits

n
2:05(2), 2-21&1),

mbe?:
3-21(1), 3-99(1), 4-40(2), 4-48(1), 4-335(2), 4-365(1), 8-30(1),



