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DOVOZCE:

Statni zdravotni ustav

Gold Standard Diagnostics Europe
Waldstrasse 23 A6
631 28 Dietzenbach, Germany

Zpisob a uel pouziti pFipravku dle udaji zadavatele:

RAPID PLASMA REAGIN (RPR) SYSTEM souprava je ur¢ena k detekci anti-kardiolipinovych

protilatek metodou ptimé aglutinace bez odlideni t¥idy v lidském séru nebo plazmé s moZnosti
semikvantitativni titrace hladiny.

METODIKA:

Na dodaném vzorku diagnostickych soupizav byl testovan panel sér a plasem (n=119) postupem
uvedenym v piibalovém letdku, hodnoceni aghitinace bylo provedeno automaticky v analyzétoru
AIX1000®Agglutination Analyzer.

Vysledky vy3etfeni byly srovnavany s vysiedky testu VDRL-mikro DiaLab Gmbh a
provedeného dle platného SOP Nérodni referen¢ni laboratote pro diagnostiku syfilis,

ktera je akreditovana v ramci Laboratofi Centra epidemiologie a mikrobiologie (LCEM)

jako Zdravotnicka laboratof ¢. subjektu 8002 podle CSN EN ISO 15189:2013,
akredita¢ni organem Ceskym institutem pro akreditaci o.p.s..

Vysledky ziskané pouZitim testovanych souprav byly interpretovany dle navodu a
porovnany s vysledky testi NRL.
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VYSLEDKY A HODNOCENI

SOUPRAVA:
RAPID PLASMA REAGIN (RPR) SYSTEM
Sarze: 902942773
Exspirace: 2022-12-28
Antigen: kardiolipin

DATUM PROVEDENI TESTU:

TABULKY VYSLEDKU:
1) SERA PACIENTU BEZ PROKAZANE SYFILIS Y 19

gislo vzorku VDRLmikro | RPR ANAT0G | FTA-ABS | 19S IgM
v NRL diagndza DiaLab nefedéné ssrum | TPPA - | TPHA |1gG SPHA
105 BFP neg Non Reactive neg neg neg neg
300 novorozenec | neg Non Reactive neg NT neg neg
320 novorozenec | neg Non Reactive neg NT neg neg
463 novorozenec | neg Non Reactive neg NT neg neg
464 BFP neg Non Reactive neg NT neg neg
640 novorozenec | neg Non Reactive neg NT neg neg
707 novorozenec | neg Non Reactive neg neg neg neg
786 BFP neg Non Reactive neg neg neg neg
789 novorozenec | neg Non Reactive neg neg neg neg
791 novorozenec | neg Non Reactive neg NT neg neg
929 BFP neg Non Reactive neg neg neg neg
1243 BFP neg Non Reactive neg neg neg neg
933 BFP neg Non Reactive neg  |neg neg neg
934 BFP neg Non Reactive neg neg neg neg
982 novorozenec | neg Non Reactive neg NT neg neg
998 BFP neg Non Reactive neg neg neg neg
1001 BFP neg Non Reactive neg neg neg neg
1002 BFP neg Non Reactive neg neg neg neg
1041 BFP neg Non Reactive neg neg neg neg
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BFP = biologicky falein& pozitivni reakce v anti-kardio

imunoturbidimetrii
NT = netestovan V

lipinovych protilatkach pfi testovani

2) SERA PACIENTU S NOVE ZACHYCENOU, NELECENOU SYFILIS 3. 50

Eislo vzorku VDRLmikro | RPR AIX1000 RPR AIX1000
v NRL diagno6za Dialab nefedéné sérum titrace
1006 syfilis recens ++++1:32 | Reactive 1:8
1017 syfilis recens ++++1:32 | Reactive 1:8
1021 syfilis | ++++1:128 | Reactive 1:8
1023 syfilis recens +++1:16 Reactive 1:4
1028 syfilis Il ++++ 1:256 | Reactive 1:64
1052 syfilis Il ++++ 1:64 Reactive 1:16
1058 syfilis recens ++++ 1:128 | Reactive 1:64
1094 syfilis recens ++++ 1:16 Reactive 1:4
1096 syfilis recens ++++ 1:32 Reactive 1:16
1381 syfilis | ++++ 11128 | Reactive 1.64
462 syfilis recens ++++ 1:54 Reactive 1:64
475 syfilis 1/11 ++++ 1:256 | Reactive 1:128
533 syfilis recens ++++ 1:256 | Reactive 1:64
547 syfilis Il ++++ 1:128 | Reactive 1:64
582 relaps/ reinfekce syfilis | +++1:256 Reactive 1:64
597 relaps/ reinfekce syfilis | ++++1:64 | Reactive 1:16
646 syfilis recens ++++ 1:64 Reactive 1:64
656 relaps/ reinfekce syfilis |++++1:64 |Reactive 1:32
671 syfilis recens ++++ 1:128 | Reactive 1:64
683 syfilis recens ++++ 1:128 | Reactive 1:64
684 syfilis recens +++1:32 Reactive 1:8
685 relaps/ reinfekce syfilis | +++1:16 Reactive 1:16
774 syfilis recens ++++ 1:128 | Reactive 1:64
803 syfilis recens ++++ 1:64 Reactive 1:16
843 syfilis recens +++1:16 Reactive 1:4
851 syfilis recens +++ 1:128 | Reactive 1:64
860 syfilis recens ++++ 1:128 | Reactive 1:64
867 syfilis recens ++++1:64 | Reactive 1:32
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894 syfilis recens ++++1:64  |Reactive 1:32
912 relaps/ reinfekce syfilis |++++ 1:128 | Reactive 1:128
161 syfilis seropozitiva ++1:2 Reactive 1:1
205 syfilis seropozitiva +1:2 Reactive el
38 syfilis seropozitiva +1:2 Reactive 1:1
421 syfilis seropozitiva +1:2 Reactive 11
589 syfilis seropozitiva + kv. Neg Non Reactive

604 reinfekce syfilis | +1:2 Reactive 11
62 syfilis seropozitiva +1:2 Non Reactive

806 syfilis recens ++1:2 Reactive 11
959 syfilis | ++1:2 Non Reactive

989 syfilis | ++1:2 Reactive 1:2
1007 syfilis recens ++ 1:4 Reactive 1:2
1087 syfilis recens ++1:4 Reactive 1:1
121 syfilis recens ++1:8 Reactive 1:1
148 relaps/ reinfekce syfilis | ++++ 1:8 Reactive 1:4
423 syfilis | ++ 1:8 Reactive 1:4
72 syfilis recens +1:4 Reactive 1:1
784 syfilis 11 +++ 1:8 Reactive 1:4
827 syfilis recens +++ 1:8 Reactive 1:4
890 relaps/ reinfekce syfilis | +++ 1:8 Reactive 1:4
987 syfilis recens ++1:8 Reactive 1:2

3) SERA PACIENTU S LECENOU SYFILIS ¥ 50

Cislo vzorku | VDRLmikro RPR AIX1000 RPR AIX1000
v NRL diagnéza Dialab nefedéné sérum | titrace

48 A519 +++ 1:32 Reactive 1:8

66 L309 +++1:16 Reactive 1:4

97 A515 +++1:16 Reactive 1:2

112 A515 +++ 1:16 Reactive 1:4

113 A539 +++ 1:16 Reactive 1:8

182 A515 ++++ 1:16 Reactive 1:4

185 A539 +++1:16 Reactive 1:2

209 B207 +++ 1:64 Reactive 1:16
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260 A510 ++++ 1:16 Reactive 1:4 ﬁ
261 A64 ++++ 1:16 Reactive 1:4
281 B230 ++++ 1:32 Reactive 1:8
288 B207 ++++ 1:32 Reactive 1:4
289 B207 ++++1:16 Reactive 1:2
294 A539 ++++ 1:64 Reactive 1:8
304 2017 ++++ 1:16 Reactive 1:2
468 A519 ++1:32 Reactive 11:8
529 ' A515 >++1:16 Reactive 1:4
644 B207 ++++ 1:32 Reactive 1:8
651 A510 +++1.32 Reactive 1:8
688 A515 >++1:16 Reactive 1:4
756 A515 ++++ 1:16 Reactive 1:4
793 B207 +++1:16 Reactive 1:8
795 B238 +++ 1:64 Reactive 1:16
799 2017 ++1:2 Non Reactive

832 2017 ++1:2 Reactive 1:2
864 A515 +++1:8 Reactive 1:4
885 A515 ++ 14 Reactive 1:1
893 B230 ++1:2 Reactive 1:1
915 A519 +++ 1:8 Reactive 1:4
917 A539 +++ 1:32 Reactive 1:16
921 A528 +++1:8 Reactive 1:4
942 A515 ++++ 1:16 Reactive 1:4
945 B232 +++ 1:8 Reactive 1:8
947 B207 ++1:2 Reactive 1:1
951 A519 ++++ 1:64 Reactive 1:32
970 A519 ++1:2 Non Reactive

984 A510 +1:2 Reactive 1:1
1018 B207 ++++ 1:32 Reactive 1:16
1020 B207 +++ 1:4 Reactive 1:2
1022 B207 ++1:8 Reactive 1:2
1027 A510 ++1:2 Non Reactive

1038 B230 ++1:4 Reactive 11
1067 A510 ++1:2 Reactive 11
1074 B207 ++1:2 Non Reactive
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1076 | B353 ++1:4 Reactive 1:2 ‘
1080 F200 +++ 1:16 Reactive 1:8 ]
1081 A515 +++1:16 Reactive 1:4

1084 A515 ++++1:8 Reactive 1:4

1092 2208 +1:2 Non Reactive

1136 A529 +++1:16 Reactive 1:4

4) TESTOVAI:Ii OPAKOV“’&TELNOSTI A REPRODUKOVATELNOSTI >10
ALIKVOTU POZITIVNIHO SERA

RPR RPR RPR

Cislo AIX1000 |[RPR AIX1000 |RPR AIX1000 |RPR
vzorku v VDRLmikro | nefedéné | AIX1000 | nefedéné | AIX1000 nefedéné | AIX1000
NRL diagndza | Dialab sérum titrace sérum titrace |sérum titrace
36-22 A519 +++ 1:16 | Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D1 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D2 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D3 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D4 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D5 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D6 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D7 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D8 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
36-22 D9 |A519 Reactive 1:16 | Reactive 1:16 | Reactive 1:16
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ZAVERECNE HODNOCENI:

1)
2)

3)

4

3)

6)

shoda negativnich vysledki s VDRLmikro DiaLab u negativnich sér (n=19) — 100 %

shoda pozitivnich vysledki s VDRLmikro DiaLab u pozitivnich sér bez rozdilu diagnézy,
podané 1é¢by a titru protilatek (n=100) — 94 %

shoda pozitivnich vysledk@ s VDRLmikro DiaLab u pozitivnich sér pacienti s neléenou
syfilis (n=50) — 96 %

shoda pozitivni vysledkd s VDRLmikro DiaLab u pozitivnich sér pacienti s 1é&enou syfilis
(n=50) - 92 %

shoda titru protilatek s VDRLmikro DiaLab u pozitivnich sér pacientii bez rozdilu diagnézy
a podané 1é&by (n=100) — 69 % (+ 1 fedé&ni), 94 % (+ 2 fedeni)

posouzeni opakovatelnosti a reprodukovatelnosti 10 alikvotii séra 36/2022 bylo opakované
testovano kvantitativné ve stejny den i v riiznych dnech riiznymi pracovniky NRL — byla
dosazena 100% shoda vysledku v jednotlivych testovanich i s referenénim vysledkem testu
VDRLmikro DiaLab

Hodnoceni provedl:

MUDr. Hana Zakoucka, vedouci NRL pro diagnostiku syfilis

V Praze, dne 7.12.2022
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Laboratoie CEM

5 10 NRL pro diagnostiku syfilis
Srobirova 49/48, 100 00 Praha 10
001 [1¢: 75010330 TEL. 26708 2795
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