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CERTIFICATE

Survey of 27 October 2023

You have fulfilled the requirements of the External Quality Assessment with the following analysis

IgG Subclasses (244):

Validity 12 months:
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IgG3
lgG4

(R) analysis is subject to the RiliBAK
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2 INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 27 October 2023

You have participated in the External Quality Assessment with the following analysis

IgG Subclasses (244):

1gG1
IgG2
IgG3
IgG4

(R) analysis is subject to the RiliBAK

Customer:

10032840

Zaklad Diagnostyki Laboratoryjnej
Szpital Uniwersyteckinr 2

im. dr. J. Biziela w Bydgoszczy

ul. Ujejskiego 75

85-168 Bydgoszcz

Qualitatskontrolle

( DAKKS L ey

Deutsche
Akkreditierungsstelle
D-EP-15027-02-00

Disseldorf, 07 December 2023

%VV% Qocl

Prof. Dr. med. Michael Spannagl Prof. Dr. rer. nat. Ingo Schellenberg
(Head of Reference Institution) (Adviser)

INSTAND
Gesellschaft zur Férderung der Qualitatssicherung
in medizinischen Laboratorien e.V.
10032840 Ubierstr. 20 | 40223 Dissseldorf 215



2 INSTAND

Listing and evaluation of the results

10032840: Zaklad Diagnostyki Laboratoryjnej
Szpital Uniwersytecki nr 2
im. dr. J. Biziela w Bydgoszczy

Survey of 27 October 2023

Adviser: Prof. Dr. rer. nat. Ingo Schellenberg
INSTAND e.V. Tel.: +49 2111592 13 120
UbierstrafRe 20 Mail: schellenberg@instand-ev.de

40223 Dusseldorf

. 1gG Subclasses

Analyte Sam- Unit Your Target V- Lower | Upper |Deviation|Z-Score| Meets
ple value value Typ limit limit criteria
1gG1 61 g/l 9.48 9.45 NY 7.47 1.4 0.3% 0,086 + ©
62 5.69 5.67 N 4.48 6.86 0.4% 0,074 + ®©
IgG2 61 g/l 0.880 0.929 NY 0.734 112 -53% | -0,875 + O-
62 2.04 2.12 N 1.67 2.57 -3.8% | -0,69 + (o
1gG3 61 g/l 0.104 0.108 SV 0.085 0.131 -3.7% | -0,571 + o
62 0.228 0.228 SV 0.180 | 0.276 0.0% 0 + (0]
1gG4 61 g/l 0.390 0.371 N 0.293 | 0.449 5.1% 1,06 + .
62 0.496 0.470 N 0371 | 0.569 5.5% 1,04 +
Analyte Sam- | Yourunit |Statedvalue | Conversion Method | Manu- | Device
ple factor facturer
1gG1 61 mg/dl 948 0.010 87 BW BWO04
62 569 0.010
IgG2 61 mg/dl 88.0 0.010 87 BW BWO04
62 204 0.010
1gG3 61 mg/dl 10.4 0.010 87 BW BWO04
62 22.8 0.010
lgG4 61 mg/dl 39.0 0.010 87 BW BWO04
62 49.6 0.010

Additional information on the evaluation is available for download in the RV-Online system in the column "Report".

10032840



2 INSTAND

Individual summary of results

10032840: Zaklad Diagnostyki Laboratoryjnej
Szpital Uniwersytecki nr 2
im. dr. ). Biziela w Bydgoszczy

Survey of 27 October 2023
. 1gG Subclasses
Yalues outside: 2
(] 2]
IgG1 (g/l, N=138) 88
Collective Sam- | Target Target range Participants collective Rate (%) a
ple | value AVG eV Num. | Sam. total
Siemens 61 9.45 7.47 1.4 9.45 | 3.68 70 | 986 | 97.1 =
/ Beckmann 62 5.67 4.48 686 | 567 | 474 70 97.1 < 54
other provider 61 9.73 7.69 11.8 973 | 836 68 971 | 971 iy - & o £
62 4.68 3.70 566 | 468 | 583 68 | 985 Y3 3
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Values outside: 1
IgG2 (g/l, N=138) .
Collective Sam- | Target Target range Participants collective Rate (%)
ple | value AVG €V Num. [ Sam. total 28
Siemens 61 0929 | 0734 112 | 0929 | 6.03 70 957 | 943
/ Beckmann 62 2.12 1.67 257 | 212 5.47 70 97.1 nt o
other provider 61 1.07 0.845 129 1.07 6.73 68 | 956 | 956 . ﬁ".« 2
62 2.27 179 275 227 | 485 68 | 985 e M 2 g
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Values outside: 58

1gG3 (g/l, N =138)

10032840
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Collective Sam- | Target Target range Participants collective Rate (%) -
L ]
ple | value AVG CV  Num. | Sam. total
Siemens 61 0.108 0.085 - 0131 0.108 6.48 70 957 929 5
/ Beckmann 62 | 0228 | 0180 - 0276 | 0228 | 746 | 70 | 943 is:
other provider 61 | 0167 | 0132 - 0202 | 0167 | 958 | 68 | 897 | 897 . ﬁ.‘
62 0.394 0311 - 0477 0.394 6.09 68 971 ..G:‘ .
Rate of success: 91,3% -
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Values outside: 1
1gG4 (g/l, N=143)
Collective Sam- | Target Target range Participants collective Rate (%) o
ple value AVG cv Num. | Sam. total
Siemens 61 0.371 0.293 - 0.449 0.371 4.85 73 98.6 98.6
/ Beckmann 62 0470 | 0371 - 0569 | 0470 | 532 73 98.6 s
other provider 61 0.221 0175 - 0267 | 0.221 498 70 97.1 97.1 }7.
62 0.294 0232 - 0356 | 0.294 4.08 70 97.1 o
Rate of success: 97,9% .
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