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WaQWai SARS-CRV-2-DiagQRVe 

WANTAI SARS-CRV-2 Ab ELISA 
DiagQRVeVeW f�U die EUmiWWlXQg deU GeVamWaQWik|USeU ]X SARS-CRV-2 

(ELISA) 

 WS-1096  V. 2020-02 [ EQg. ]  96  
LeVeQ Sie Vich YRU DXUchf�hUXQg deU UQWeUVXchXQg die PackXQgVbeilage VRUgfllWig XQd gU�Qdlich dXUch. BefRlgeQ 
Sie die AQZeiVXQgeQ, XQd lQdeUQ Sie die beVchUiebeQe VRUgeheQVZeiVe QichW. NXU dXUch die VWUikWe EiQhalWXQg 
dieVeU AQZeiVXQgeQ k|QQeQ fehleUhafWe EUgebQiVVe YeUmiedeQ XQd die RSWimale LeiVWXQg deV WANTAI SARS-CRV-
2 Ab ELISA VicheUgeVWellW ZeUdeQ. 

BESTIMMUNGSGEMbSSE VERWENDUNG 

Beim WANTAI SARS-CRV-2 Ab ELISA haQdelW eV Vich Xm eiQ aQWik|USeUbaVieUWeV NachZeiVYeUfahUeQ (En]\me-
Linked ImmXnoVorbenW AVVa\, ELISA) f�U die TXaliWaWiYe EUfaVVXQg deU GeVamW]ahl aQ AQWik|USeUQ ]Xm SARS-CRV-
2-ViUXV iQ meQVchlicheQ SeUXm- RdeU PlaVmaSURbeQ. DaV KiW dieQW ]XU UQWeUVXchXQg YRQ PaWieQWeQ, bei deQeQ eiQe 
IQfekWiRQ miW dem SARS-CRV-2-ViUXV YeUmXWeW ZiUd, VRZie alV UQWeUVW�W]XQg bei deU DiagQRVe deU CRURQaYiUXV-
EUkUaQkXQg 2019 (COVID-19). 

ZUSAMMENFASSUNG 

Bei deU CRURQaYiUXV-EUkUaQkXQg 2019 (COVID-19) haQdelW eV Vich Xm eiQe AWemZegVeUkUaQkXQg aXfgUXQd eiQeU 
IQfekWiRQ miW dem SARS-CRV-2-ViUXV. ZX deQ hlXfigeQ AQ]eicheQ f�U eiQe IQfekWiRQ geh|UeQ AWemZegVV\mSWRme, 
FiebeU, HXVWeQ, KXU]aWmigkeiW XQd AWemSURbleme. IQ VchZeUeQ FllleQ kaQQ die IQfekWiRQ ]X eiQeU LXQgeQeQW]�QdXQg, 
]X eiQem VchZeUeQ akXWeQ AWemZegVV\QdURm [eQgl.: SeYere AcXWe ReVpiraWor\ S\ndrome, SARS] VRZie ]X 
NieUeQYeUVageQ XQd ]Xm TRde f�hUeQ.  

Bei deQ CRURQaYiUeQ (CRV) haQdelW eV Vich Xm eiQe gUR�e ViUeQfamilie, die YRQ eiQeU geZ|hQlicheQ EUkllWXQg biV 
hiQ ]X VchZeUZiegeQdeUeQ EUkUaQkXQgeQ, Zie ]Xm Middle EaVW ReVpiraWor\ S\ndrome (MERS-CRV) XQd dem 
VchZeUZiegeQdeQ akXWeQ AWemZegVV\QdURm (SeYere AcXWe ReVpiraWor\ S\ndrome, SARS-CRV), f�hUeQ k|QQeQ. 
DaV QeXaUWige CRURQaYiUXV 2019, YRUmalV aXch 2019-QCRV geQaQQW, daV QXQ miW SARS-CRV-2 be]eichQeW ZiUd, iVW 
eiQ QeXeU SWamm eiQeV CRURQaYiUXV, daV eUVWmalV ZlhUeQd deU PaQdemie 2019-2020 ideQWifi]ieUW ZXUde. 

GRUNDSATZ DER UNTERSUCHUNG 

Beim WANTAI SARS-CRV-2 Ab ELISA haQdelW eV Vich Xm eiQ ]ZeiVWXfigeV IQkXbaWiRQV-AQWik|USeU-³SaQdZich³-KiW 
f�U eiQ eQ]\maWiVcheV ImmXQaVVa\-VeUfahUeQ, daV PRl\VW\UeQ-MikURWiWeUVWUeifeQ YeUZeQdeW, die miW eiQem 
UekRmbiQaQWeQ SARS-CRV-2-AQWigeQ YRUbeVchichWeW ViQd. Die SeUXm- RdeU PlaVmaSURbe deV PaWieQWeQ ZiUd 
hiQ]Xgef�gW. Bei deU eUVWeQ IQkXbaWiRQ ZeUdeQ die VSe]ifiVcheQ SARS-CRV-2-AQWik|USeU, fallV YRUhaQdeQ, iQ deQ 
VeUWiefXQgeQ gebXQdeQ. Die MikURWiWeUSlaWWeQ ZeUdeQ aQVchlie�eQd geZaVcheQ, Xm QichW gebXQdeQe SeUXmSURWeiQe 
]X eQWfeUQeQ. DaUaXfhiQ ZiUd daV UekRmbiQaQWe SARS-CRV-2-AQWigeQ hiQ]Xgef�gW, daV aQ daV EQ]\m MeeUUeWWich-
PeUR[idaVe (eQgl. HorVeradiVh Pero[idaVe, HRP) kRQjXgieUW iVW (HRP-KRQjXgaW). Bei deU ]ZeiWeQ IQkXbaWiRQ biQdeW 
Vich daV kRQjXgieUWe AQWigeQ aQ deQ eUfaVVWeQ AQWik|USeU im IQQeUQ deU VeUWiefXQgeQ deU MikURWiWeUSlaWWeQ. Die 
MikURWiWeUSlaWWeQ ZeUdeQ aQVchlie�eQd geZaVcheQ, Xm QichW gebXQdeQeV KRQjXgaW ]X eQWfeUQeQ, XQd eV ZeUdeQ 
ChURmRgeQl|VXQgeQ iQ die VeUWiefXQgeQ gegebeQ. IQ VeUWiefXQgeQ, die deQ AQWigeQ-AQWik|USeU-AQWigeQ-(HRP)-
³SaQdZich³-ImmXQkRmSle[ eQWhalWeQ, ZeUdeQ die faUblRVeQ ChURmRgeQe YRm gebXQdeQeQ HRP-KRQjXgaW ]X eiQem 
blaXeQ PURdXkW h\dURliVieUW. Die blaXe FaUbe ZiUd gelb, Qachdem die ReakWiRQ miW SchZefelVlXUe aQgehalWeQ ZXUde. 
Die FaUbiQWeQViWlW kaQQ gemeVVeQ ZeUdeQ XQd iVW SURSRUWiRQal ]XU MeQge aQ AQWik|USeUQ, die iQ deQ VeUWiefXQgeQ 
gebXQdeQ ZeUdeQ, b]Z. ]XU PURbe. VeUWiefXQgeQ, die PURbeQ eQWhalWeQ, Zelche f�U SARS-CRV-2-AQWik|USeU QegaWiY 
ViQd, bleibeQ faUblRV. 

KOMPONENTEN 

 NXU f�U die IQ-ViWUR-DiagQRVe 
DieVeV KiW eQWhllW ReageQ]ieQ, die aXVUeicheQd ViQd, Xm ma[imal 91 PURbeQ iQ eiQem TeVWdXUchlaXf ]X WeVWeQ. 

UUUU _ PLATTE  
CRde 5 (1 [ 96 VeUWiefXQgeQ) 
8î12/12î8-VeUWiefXQgeQ SUR 
PlaWWe 

MIKROTITERPLATTE: LeeUe MikURWiWeUVWUeifeQ, die aXf eiQem Zei�eQ 
SWUeifeQhalWeU aQgebUachW ViQd. Die PlaWWe iVW iQ eiQem AlXmiQiXmbeXWel miW 
eiQem TURckeQmiWWel lXfWdichW YeUVchlRVVeQ. Jede VeUWiefXQg eQWhllW 
UekRmbiQaQWeV SARS-CRV-2-AQWigeQ. Die MikURWiWeUVWUeifeQ k|QQeQ ]eUWeilW 
XQd VeSaUaW YeUZeQdeW ZeUdeQ. GebeQ Sie QichW YeUZeQdeWe VeUWiefXQgeQ 
RdeU MikURWiWeUVWUeifeQ ]XVammeQ miW dem TURckeQmiWWel iQ deQ 
miWgeliefeUWeQ, lXfWdichW YeUVchlie�baUeQ LageUbeXWel aXV KXQVWVWRff, XQd 
lageUQ Sie dieVe bei 2-8�C. Nach dem gffQeQ ViQd dieVe 4 WRcheQ bei 2-
8�C halWbaU. 

 KONTROLLE _ -  
CRde 8 (1[ 0,5 ml SUR PhiRle) 
preVerY.0.1% ProClinTM 300 

NEGATIVE KONTROLLE: Gelbliche Fl�VVigkeiW iQ eiQeU PhiRle miW gU�Qem 
SchUaXbYeUVchlXVV. 
PURWeiQ-VWabiliVieUWeU PXffeU, deU alV QichW UeakWiY f�U SARS-CRV-2-AQWik|USeU 
geWeVWeW ZXUde. 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-
8�C halWbaU. 

 KONTROLLE _ +  
CRde 7 (1[ 0,3 ml SUR PhiRle) 
preVerY.0.1% ProClinTM 300 

POSITIVE KONTROLLE: RRWe Fl�VVigkeiW iQ eiQeU PhiRle miW URWem 
SchUaXbYeUVchlXVV. 
SARS-CRV-2-SRViWiYeV MaWeUial, YeUd�QQW iQ SURWeiQ-VWabiliVieUWem PXffeU. 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-

8�C halWbaU. 

B HRP  _  CON   
CRde 6 (1[ 12 ml SUR PhiRle) 
preVerY.0.1% ProClinTM 300 

HRP-KONJUGAT: RRWe Fl�VVigkeiW iQ eiQeU Zei�eQ PhiRle miW URWem 
SchUaXbYeUVchlXVV. 
HRP-kRQjXgieUWeV, UekRmbiQaQWeV SARS-CRV-2-AQWigeQ. 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-
8�C halWbaU. 

bWASH _  BUF _ 20X  
CRde 1 (1[ 50 ml SUR FlaVche) 
VOR DER VERWENDUNG 
VERDhNNEN! 
deWergenW TZeen-20 

WASCHPUFFER: FaUblRVe Fl�VVigkeiW, die iQ eiQe Zei�e FlaVche miW Zei�em 
SchUaXbYeUVchlXVV gef�llW iVW. 
ObeUfllcheQakWiYe PXffeUl|VXQg. 
DaV KRQ]eQWUaW mXVV iQ eiQem VeUhllWQiV YRQ 1 ]X 20 miW 
deVWillieUWem/deiRQiVieUWem WaVVeU YeUd�QQW ZeUdeQ, beYRU eV YeUZeQdeW 
ZeUdeQ kaQQ. Nach deU VeUd�QQXQg iVW eV 1 WRche bei RaXmWemSeUaWXU 
XQd 2 WRcheQ bei eiQeU LageUXQg bei 2-8�C halWbaU. 

 CHROM _  SOL _  A   
CRde 2 (1[ 6 ml SUR PhiRle) 

CHROMOGEN-LgSUNG A: FaUblRVe Fl�VVigkeiW, die iQ eiQe Zei�e PhiRle 
miW gU�Qem SchUaXbYeUVchlXVV gef�llW iVW. UUea-PeUR[id-L|VXQg. 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-
8�C halWbaU. 

 CHROM _  SOL _  B   
CRde 3 (1[ 6 ml SUR PhiRle) 

CHROMOGEN-LgSUNG B: FaUblRVe Fl�VVigkeiW, die iQ eiQe VchZaU]e 
PhiRle miW VchZaU]em SchUaXbYeUVchlXVV gef�llW iVW. TMB (TeWUameWh\l-
BeQ]idiQ), N,N-DimeWh\lfRUmamid. 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-
8�C halWbaU. 

, STOP  _  SOL   
CRde 4 (1[ 6 ml SUR PhiRle) 

STOPP-LgSUNG: FaUblRVe Fl�VVigkeiW iQ eiQeU Zei�eQ PhiRle miW gelbem 
SchUaXbYeUVchlXVV. 
VeUd�QQWe SchZefelVlXUel|VXQg (0,5M H2SO4). 
WiUd im eiQVaW]beUeiWeQ ZXVWaQd geliefeUW. Nach dem gffQeQ 4 WRcheQ bei 2-
8�C halWbaU. 

z LUFTDICHT VERSCHLIESSBARER PLASTIKBEUTEL: ZXU lXfWdichWeQ AXfbeZahUXQg deU QichW 
Y e U Z e Q d e W e Q  S W U e i f e Q  1  S W � c k 

z P A C K U N G S B E I L A G E     1  E [ e m S l a U 
z P L A T T E N A B D E C K U N G  A U S  P A P P E     2  B | g e Q 
ZXU AbdeckXQg deU PlaWWeQ ZlhUeQd deU IQkXbaWiRQ XQd ]XU VeUhiQdeUXQg eiQeU EYaSRUaWiRQ RdeU KRQWamiQieUXQg 
deU VeUWiefXQgeQ. 

ERFORDERLICHE MATERIALIEN, DIE NICHT IM LIEFERUMFANG 
ENTHALTEN SIND 

FUiVch deVWillieUWeV RdeU deiRQiVieUWeV WaVVeU, EiQmalhaQdVchXhe XQd TimeU, geeigQeWe AbfallbehllWeU f�U SRWeQ]iell 
kRQWamiQieUWe MaWeUialieQ, DRVieUV\VWem b]Z. PiSeWWe, EiQZegSiSeWWeQVSiW]eQ, abVRUbieUeQdeU SWRff RdeU VaXbeUeV 
HaQdWXch, TURckeQ-IQkXbaWRU RdeU WaVVeUbad, 37�1�C, PlaWWeQleVegeUlW, eiQfache WelleQllQge 450 Qm RdeU 
dRSSelWe WelleQllQge 450/600a650 Qm, AbVaXg-/WaVchV\VWem f�U MikURWiWeUSlaWWeQ. 

PROBENENTNAHME, TRANSPORT UND LAGERUNG 

1. PURbeQeQWQahme: EV iVW keiQe beVRQdeUe VRUbeUeiWXQg am PaWieQWeQ eUfRUdeUlich. EQWQehmeQ Sie die 
PURbe geml� dem glQgigeQ LabRUYeUfahUeQ. Bei dieVeU UQWeUVXchXQg k|QQeQ eQWZedeU fUiVche SeUXm- 
RdeU PlaVmaSURbeQ YeUZeQdeW ZeUdeQ. BlXW, daV dXUch VeQeQSXQkWiRQ eQWQRmmeQ ZXUde, VRllWe aXf 
QaW�Uliche WeiVe XQd kRmSleWW geUiQQeQ - daV SeUXm/PlaVma mXVV VR fU�h Zie m|glich YRm GeUiQQVel 
geWUeQQW ZeUdeQ, Xm eiQe HlmRl\Ve deU RBC ]X YeUhiQdeUQ. EV VRllWe beVRQdeUV VRUgVam YRUgegaQgeQ 
ZeUdeQ, Xm VicheU]XVWelleQ, daVV die SeUXmSURbeQ klaU ViQd XQd QichW dXUch MikURRUgaQiVmeQ kRQWamiQieUW 
ZXUdeQ. Jegliche VichWbaUe FeVWVWRffWeilcheQ iQ deU PURbe ViQd dXUch ZeQWUifXgaWiRQ bei 3000 U/miQ 
(UmdUehXQgeQ SUR MiQXWe) 20 MiQXWeQ laQg bei RaXmWemSeUaWXU RdeU dXUch FilWUaWiRQ ]X eQWfeUQeQ. 

2. PlaVmaSURbeQ, die iQ EDTA, NaWUiXm]iWUaW RdeU HeSaUiQ geQRmmeQ ZeUdeQ, k|QQeQ geSU�fW ZeUdeQ; 
hochgradig liplmiVche, ikWeriVche oder hlmol\WiVche Proben VollWen jedoch nichW YerZendeW 
Zerden, da dieVe ]X falVcheQ UQWeUVXchXQgVeUgebQiVVeQ f�hUeQ k|QQeQ. InakWiYierWe Proben nichW 
erhiW]en. DieV kaQQ ]X eiQeU SchldigXQg deV ZielaQal\WV f�hUeQ. PURbeQ miW eiQeU VichWbaUeQ mikURbiVcheQ 
VeUXQUeiQigXQg VRllWeQ QichW YeUZeQdeW ZeUdeQ.  

3. DeU WANTAI SARS-CRV-2 Ab ELISA iVW NUR f�U daV TeVWeQ YRQ iQdiYidXelleQ SeUXm- RdeU PlaVmaSURbeQ 
YRUgeVeheQ. VeUZeQdeQ Sie deQ TeVW QichW f�U die UQWeUVXchXQg YRQ KadaYeUSURbeQ, SSeichel, UUiQ RdeU 
aQdeUeQ K|USeUfl�VVigkeiWeQ RdeU PRRlblXWSURbeQ. 

4. TUaQVSRUW XQd LageUXQg: LageUQ Sie die PURbeQ bei 2-8�C. PURbeQ, die QichW iQQeUhalb YRQ 1 WRche f�U 
die UQWeUVXchXQg beQ|WigW ZeUdeQ, VRllWeQ eiQgefURUeQ ZeUdeQ (-20�C RdeU ZeQigeU). EiQ mehUfacheV 
EiQfUieUeQ XQd AXfWaXeQ iVW ]X YeUmeideQ. F�U deQ TUaQVSRUW VRllWeQ die PURbeQ geml� deQ beVWeheQdeQ 
lRkaleQ XQd iQWeUQaWiRQaleQ RichWliQieQ f�U deQ TUaQVSRUW kliQiVcheU PURbeQ XQd eWhRlRgiVcheU MiWWel 
YeUSackW XQd gekeQQ]eichQeW ZeUdeQ. 

LAGERUNG UND HALTBARKEIT 

Die KRmSRQeQWeQ deV KiWV bleibeQ biV ]Xm VeUfallVdaWXm, daV aXf dem EWikeWW XQd deU VeUSackXQg aQgegebeQ iVW, 
halWbaU, ZeQQ dieVe bei 2-8�C gelageUW ZeUdeQ. Sie d�UfeQ QichW eiQgefURUeQ ZeUdeQ. Um die ma[imale LeiVWXQg deV 
WANTAI SARS-CRV-2 Ab ELISA VicheU]XVWelleQ, ViQd die ReageQ]ieQ ZlhUeQd deU LageUXQg YRU eiQeU 
KRQWamiQieUXQg miW MikURRUgaQiVmeQ RdeU ChemikalieQ ]X Vch�W]eQ. 

VORSICHTSMASSNAHMEN UND SICHERHEIT 

NUR VON QUALIFIZIERTEN PERSONEN ZU VERWENDEN 

Die ELISA-TeVWV ViQd ]eiW- XQd WemSeUaWXUemSfiQdlich. Um falVche EUgebQiVVe ]X YeUmeideQ, m�VVen die SchriWWe 
deV TeVWYerfahrenV VWrikW eingehalWen Xnd d�rfen nichW YerlnderW Zerden. 

1. TaXVcheQ Sie ReageQ]ieQ aXV YeUVchiedeQeQ ChaUgeQ QichW aXV b]Z. YeUZeQdeQ Sie keiQe ReageQ]ieQ 
aXV aQdeUeQ kRmmeU]iell eUhllWlicheQ KiWV. Die KRmSRQeQWeQ deV KiWV ViQd SUl]iVe abgeVWimmW, Xm eiQe 
RSWimale LeiVWXQg deU TeVWV ]X eU]ieleQ. 

2. SWelleQ Sie VicheU, daVV alle ReageQ]ieQ iQ dem G�lWigkeiWV]eiWUaXm liegeQ, deU aXf deU SchachWel deV KiWV 
aQgegebeQ iVW, XQd aXV deUVelbeQ ChaUge VWammeQ. VeUZeQdeQ Sie keiQe ReageQ]ieQ Qach ihUem 
VeUfallVdaWXm, daV aXf deQ EWikeWWeQ RdeU deU VeUSackXQg aQgegebeQ iVW. 

3. ACHTUNG - KRITISCHER SCHRITT: LaVVeQ Sie die ReageQ]ieQ XQd PURbeQ RaXmWemSeUaWXU (18-30�C) 

eUUeicheQ, beYRU Sie dieVe YeUZeQdeQ. Sch�WWelQ Sie dieVe leichW YRU deU VeUZeQdXQg. LageUQ Sie dieVe 
VRfRUW Qach deU VeUZeQdXQg ZiedeU bei 2-8�C eiQ.  

4. NXW]eQ Sie QXU eiQ aXVUeicheQdeV PURbeQYRlXmeQ, daV iQ deQ VeUfahUeQVVchUiWWeQ aQgegebeQ iVW. 
AQdeUQfallV kaQQ eV ]X eiQeU geUiQgeQ EmSfiQdlichkeiW deU TeVWV kRmmeQ. 

5. BeU�hUeQ Sie QichW die lX�eUe UQWeUVeiWe deU VeUWiefXQgeQ QichW; FiQgeUabdU�cke RdeU KUaW]eU k|QQeQ die 
AbleVXQg VW|UeQ. Beim AbleVeQ deU EUgebQiVVe iVW VicheU]XVWelleQ, daVV deU BRdeQ deU PlaWWe WURckeQ iVW 
XQd iQ deQ VeUWiefXQgeQ keiQe BlaVeQ YRUhaQdeQ ViQd.  

6. LaVVeQ Sie die VeUWiefXQgeQ deU MikURWiWeUSlaWWeQ Qach dem SchUiWW deV WaVcheQV QichW WURckQeQ. FahUeQ 
Sie XmgeheQd miW dem QlchVWeQ SchUiWW fRUW. VeUmeideQ Sie die BildXQg YRQ LXfWblaVeQ, ZeQQ Sie die 
ReageQ]ieQ hiQ]Xf�geQ. 

7. VeUmeideQ Sie laQge aQdaXeUQde UQWeUbUechXQgeQ bei deQ UQWeUVXchXQgVVchUiWWeQ. SWelleQ Sie VicheU, 
daVV alle VeUWiefXQgeQ deQVelbeQ AUbeiWVbediQgXQgeQ XQWeUliegeQ. 

8. KalibUieUeQ Sie die PiSeWWe hlXfig, Xm die GeQaXigkeiW deU PURbeQ-/ReageQ]ieQdRVieUXQg VicheU]XVWelleQ. 
VeUZeQdeQ Sie QeXe EiQZeg-PiSeWWeQVSiW]eQ f�U jede PURbe XQd ReageQ], Xm KUeX]kRQWamiQaWiRQeQ ]X 
YeUmeideQ.  

9. SWelleQ Sie VicheU, daVV die IQkXbaWiRQVWemSeUaWXU im IQQeUQ deV IQkXbaWRUV 37�C beWUlgW. 
10. BeU�hUeQ Sie die UQWeUVeiWe deU VeUWiefXQg QichW miW deU PiSeWWeQVSiW]e, ZeQQ Sie PURbeQ hiQ]XgebeQ. 
11. BeVWimmeQ Sie die AbVRUSWiRQ bei 450 Qm RdeU 450/600-650 Qm bei deU MeVVXQg miW eiQem 

PlaWWeQleVegeUlW.  
12. Die eQ]\maWiVche AkWiYiWlW deV HRP-KRQjXgaWV kaQQ YRQ SWaXb XQd aQdeUeQ UeakWiYeQ ChemikalieQ XQd 

SXbVWaQ]eQ, Zie NaWUiXmh\SRchlRUiW, SlXUeQ, BaVeQ, XVZ. beeiQWUlchWigW ZeUdeQ. F�hUeQ Sie die 
UQWeUVXchXQg QichW dXUch, ZeQQ dieVe SWRffe YRUhaQdeQ ViQd. 

13. Bei deU VeUZeQdXQg YRQ YRllaXWRmaWiVcheQ GeUlWeQ d�UfeQ die PlaWWeQ ZlhUeQd deU IQkXbaWiRQ QichW miW 
deU PlaWWeQabdeckXQg abgedeckW ZeUdeQ. Nach dem WaVcheQ m�VVeQ aXch keiQe R�ckVWlQde im IQQeUQ 
deU PlaWWe heUaXVgeklRSfW ZeUdeQ. 

14. Alle PURbeQ meQVchlicheQ UUVSUXQgV ViQd alV SRWeQ]iell iQfekWi|V aQ]XVeheQ. Die VWUeQge EiQhalWXQg deU 
RichWliQieQ deU Good LaboraWor\ PracWice (gXWe LabRUSUa[iV) kaQQ die SeUV|Qliche SicheUheiW VicheUVWelleQ. 

15. ACHTUNG: Bei deU HeUVWellXQg deU QegaWiYeQ KRQWURlle deV KiWV ZXUdeQ m|glicheUZeiVe MaWeUialieQ 
meQVchlicheQ UUVSUXQgV YeUZeQdeW. DieVe MaWeUialieQ ZXUdeQ miW deQ TeVWkiWV miW ak]eSWieUWeU LeiVWXQg 
geSU�fW XQd f�U HBVAg XQd AQWik|USeU ]X HIV 1/2, HCV, TP f�U QegaWiY befXQdeQ. EV gibW jedRch keiQ 
aQal\WiVcheV VeUfahUeQ, daV VicheUVWelleQ kaQQ, daVV abVRlXW keiQe IQfekWiRQVeUUegeU iQ deQ PURbeQ RdeU 
ReageQ]ieQ YRUhaQdeQ ViQd. DaheU VRllWeQ Sie ReageQ]ieQ XQd PURbeQ miW lX�eUVWeU VRUVichW haQdhabeQ, 
VR alV Rb dieVe IQfekWiRQVkUaQkheiWeQ �beUWUageQ k|QQWeQ. RiQdeUVeUeQ ZXUdeQ f�U die SWabiliVieUXQg deU 
SRViWiYeQ XQd QegaWiYeQ KRQWURlleQ YeUZeQdeW. RiQdeUVeUXmalbXmiQ (BoYine SerXm AlbXmin, BSA) XQd 
f|WaleV KllbeUVeUXm (FeWal Calf SerXm, FCS) ZeUdeQ YRQ TieUeQ aXV BSE/TSE-fUeieQ geRgUaShiVcheQ 
RegiRQeQ geZRQQeQ. 

16. IQ deQ UQWeUVXchXQgVlabRUeQ ViQd EVVeQ, TUiQkeQ, RaXcheQ RdeU daV AXfWUageQ YRQ KRVmeWikaUWikelQ 
XQWeUVagW. PiSeWWieUeQ Sie L|VXQgeQ QichW miW dem MXQd. 

17. ChemikalieQ d�UfeQ QXU geml� deU akWXelleQ GLP (Good LaboraWor\ PracWice, gXWe LabRUSUa[iV) XQd deQ 
lRkaleQ RdeU QaWiRQaleQ RichWliQieQ gehaQdhabW XQd eQWVRUgW ZeUdeQ. 

18. Die PiSeWWeQVSiW]eQ, PhiRleQ, SWUeifeQ XQd PURbeQbehllWeU ViQd ]X VammelQ XQd miQdeVWeQV 2 SWXQdeQ bei 
121�C ]X aXWRklaYieUeQ RdeU miW 10%-NaWUiXmh\SRchlRUiW 30 MiQXWeQ laQg ]X behaQdelQ, Xm dieVe ]X 
dekRQWamiQieUeQ, beYRU ZeiWeUe EQWVRUgXQgVVchUiWWe eiQgeleiWeW ZeUdeQ. L|VXQgeQ, die NaWUiXmh\SRchlRUiW 
eQWhalWeQ, d�UfeQ NIEMALS aXWRklaYieUW ZeUdeQ. MaWeUialVicheUheiWVdaWeQbllWWeU (MSDB) ViQd aXf AQfUage 
eUhllWlich. 

19. EiQige ReageQ]ieQ k|QQeQ alV RRhVWRffe eiQe TR[i]iWlW, Rei]XQg RdeU VeUbUeQQXQgeQ YeUXUVacheQ RdeU 
kUebVeUUegeQd VeiQ. UQWeU aQdeUem ± jedRch QichW aXVVchlie�lich ± bei deQ fRlgeQdeQ ReageQ]ieQ iVW eiQ 
KRQWakW miW deU HaXW XQd deQ SchleimhlXWeQ XQbediQgW ]X YeUmeideQ: SWRSS-L|VXQg, ChURmRgeQe XQd 
WaVchSXffeU. 

20. Bei deU SWRSS-L|VXQg 0,5M H2SO4 haQdelW eV Vich Xm eiQe SlXUe. VeUZeQdeQ Sie dieVe miW deU 
eQWVSUecheQdeQ VRUVichW. WiVcheQ Sie YeUVch�WWeWe L|VXQg VRfRUW aXf, XQd VS�leQ Sie IhUe HaXW RdeU 
AXgeQ miW WaVVeU, ZeQQ dieVe miW deU L|VXQg iQ KRQWakW kRmmeQ.  

21. AlV KRQVeUYieUXQgVmiWWel kaQQ PURCliQTM 300 0,1% eiQe HaXWUei]XQg YeUXUVacheQ. WiVcheQ Sie 
YeUVch�WWeWe MiWWel VRfRUW aXf b]Z. VS�leQ Sie IhUe HaXW RdeU AXgeQ miW WaVVeU, ZeQQ dieVe miW deU L|VXQg 
iQ KRQWakW kRmmeQ. 

INDIKATIONEN FhR EINE INSTABILITbT ODER SCHbDIGUNG DER REAGENZ: WeUWe deU SRViWiYeQ RdeU 
QegaWiYeQ KRQWURlleQ, die aX�eUhalb deV aQgegebeQeQ BeUeichV deU QXaliWlWVkRQWURlle liegeQ, ViQd IQdikaWRUeQ f�U 
eiQe m|gliche SchldigXQg deU ReageQ]ieQ XQd/RdeU BeWUeibeU- RdeU AXVU�VWXQgVfehleU. IQ VRlch eiQem Fall ViQd die 
EUgebQiVVe alV XQg�lWig aQ]XVeheQ, XQd die PURbeQ m�VVeQ eUQeXW geWeVWeW ZeUdeQ. Bei kRQVWaQW fehleUhafWeQ 
EUgebQiVVeQ XQd eiQeU QachgeZieVeQeQ SchldigXQg RdeU IQVWabiliWlW deU ReageQ]ieQ m�VVeQ die ReageQ]ieQ VRfRUW 
dXUch QeXe aXVgeWaXVchW ZeUdeQ; alWeUQaWiY k|QQeQ Sie deQ WechQiVcheQ SXSSRUW YRQ WaQWai kRQWakWieUeQ XQd Xm 
ZeiWeUe UQWeUVW�W]XQg biWWeQ. 

 

AchWXQg: 
H317, H412, P273, P280, 
P333+P313, P363 
PURCliQTM 300 

 

GefahU: 
H360D, P201, P280, P308+P313 
N,N-DimeWh\lfRUmamid 

 
VERFAHREN 

VRUbeUeiWXQg deU ReageQ]ieQ: WaUWeQ Sie, biV die ReageQ]ieQ XQd PURbeQ RaXmWemSeUaWXU (18-30�C) eUUeichW 
habeQ. PU�feQ Sie daV WaVchSXffeUkRQ]eQWUaW aXf daV VRUhaQdeQVeiQ YRQ Sal]kUiVWalleQ. WeQQ Vich VRlche KUiVWalle 
gebildeW habeQ, l|VeQ Sie daV KRQ]eQWUaW ZiedeU aXf, iQdem Sie eV bei 37�C eUhiW]eQ, biV Vich die KUiVWalle aXfl|VeQ. 
VeUd�QQeQ Sie deQ WaVchSXffeU (20X), Zie iQ deQ AQZeiVXQgeQ f�U daV WaVcheQ aQgegebeQ. VeUZeQdeQ Sie 
deVWillieUWeV RdeU deiRQiVieUWeV WaVVeU XQd aXVVchlie�lich VaXbeUe Gefl�e, Xm deQ PXffeU ]X YeUd�QQeQ. Alle 
aQdeUeQ ReageQ]ieQ ViQd BEI LIEFERUNG SOFORT EINSATZFbHIG. 

SchUiWW 1 VRUbeUeiWXQg: KeQQ]eichQeQ Sie dUei VeUWiefXQgeQ alV QegaWiYe KRQWURlle (]. B. B1, C1, D1), ]Zei 
VeUWiefXQgeQ alV SRViWiYe KRQWURlle (]. B. E1, F1) XQd eiQe leeUe VeUWiefXQg (]. B. A1, ZRbei ZedeU 
die PURbeQ QRch daV HRP-KRQjXgaW iQ die leeUe VeUWiefXQg gegebeQ ZeUdeQ VRllWeQ). WeQQ die 
EUgebQiVVe dXUch die VeUZeQdXQg dRSSelWeU WelleQllQgeQ-PlaWWeQleVegeUlWe beVWimmW ZeUdeQ, 
ZiUd keiQe leeUe VeUWiefXQg beQ|WigW. VeUZeQdeQ Sie QXU die AQ]ahl aQ SWUeifeQ, die f�U deQ TeVW 
eUfRUdeUlich ViQd. 

SchUiWW 2 HiQ]Xf�geQ YRQ KRQWURlleQ XQd PURbe: GebeQ Sie 50 ȝl deU SRViWiYeQ KRQWURlle, QegaWiYeQ 
KRQWURlle, VRZie 100 ȝl deU PURbe iQ die eQWVSUecheQdeQ VeUWiefXQgeQ, miW AXVQahme deU leeUeQ 
VeUWiefXQg. HiQZeiV: VeUZeQdeQ Sie eiQe VeSaUaWe EiQZeg-PiSeWWeQVSiW]e f�U jede PURbe, 

https://www.who.int/emergencies/mers-cov/en/
https://www.who.int/emergencies/mers-cov/en/
https://www.who.int/emergencies/mers-cov/en/
https://www.who.int/emergencies/mers-cov/en/


QegaWiYe KRQWURlle VRZie SRViWiYe KRQWURlle, Xm eiQe KUeX]kRQWamiQaWiRQ ]X YeUhiQdeUQ. 
MiVcheQ Sie dieV dXUch VaQfWeV KlRSfeQ deU PlaWWe. 

SchUiWW 3 IQkXbaWiRQ: DeckeQ Sie die PlaWWe miW deU PlaWWeQabdeckXQg ab XQd iQkXbieUeQ Sie dieVe 30 
MiQXWeQ laQg bei 37�C. 

SchUiWW 4 WaVcheQ: NehmeQ Sie am EQde deU IQkXbaWiRQ die PlaWWeQabdeckXQg ab XQd eQWVRUgeQ Sie dieVe. 
WaVcheQ Sie jede VeUWiefXQg 5 Mal miW YeUd�QQWem WaVchSXffeU. LaVVeQ Sie deQ WaVchSXffeU jedeV 
Mal 30 - 60 SekXQdeQ laQg iQ deQ VeUWiefXQgeQ eiQZiUkeQ. LegeQ Sie die PlaWWe Qach dem leW]WeQ 
WaVch]\klXV aXf L|VchSaSieU RdeU eiQem VaXbeUeQ HaQdWXch ab XQd klRSfeQ Sie dieVe ab, Xm 
jegliche R�ckVWlQde ]X eQWfeUQeQ. 

SchUiWW 5 HiQ]Xf�geQ deV HRP-KRQjXgaWV: GebeQ Sie 100ȝl deV HRP-KRQjXgaWV iQ jede VeUWiefXQg, miW 
AXVQahme deU leeUeQ VeUWiefXQg. 

SchUiWW 6 IQkXbaWiRQ: DeckeQ Sie die PlaWWe miW deU PlaWWeQabdeckXQg ab XQd iQkXbieUeQ Sie dieVe 30 
MiQXWeQ laQg bei 37�C. 

SchUiWW 7 WaVcheQ: NehmeQ Sie am EQde deU IQkXbaWiRQ die PlaWWeQabdeckXQg ab XQd eQWVRUgeQ Sie dieVe. 
WaVcheQ Sie jede VeUWiefXQg 5 Mal miW YeUd�QQWem WaVchSXffeU. LaVVeQ Sie deQ WaVchSXffeU jedeV 
Mal 30 - 60 SekXQdeQ laQg iQ deQ VeUWiefXQgeQ eiQZiUkeQ. LegeQ Sie die PlaWWe Qach dem leW]WeQ 
WaVch]\klXV aXf L|VchSaSieU RdeU eiQem VaXbeUeQ HaQdWXch ab XQd klRSfeQ Sie dieVe ab, Xm 
jegliche R�ckVWlQde ]X eQWfeUQeQ. 

SchUiWW 8 FlUbXQg: GebeQ Sie 50ȝl deU ChURmRgeQ-L|VXQg A XQd aQVchlie�eQd 50ȝl deU ChURmRgeQ-
L|VXQg B iQ jede VeUWiefXQg, eiQVchlie�lich deU leeUeQ VeUWiefXQg, XQd miVcheQ Sie dieVe YRUVichWig. 
IQkXbieUeQ Sie die PlaWWe 15 MiQXWeQ laQg bei 37�C, XQWeU VeUmeidXQg YRQ LichWeiQVWUahlXQg. 
Die eQ]\maWiVche ReakWiRQ ]ZiVcheQ deQ ChURmRgeQ-L|VXQgeQ XQd dem HRP-KRQjXgaW SURdX]ieUW 
eiQe blaXe FaUbe iQ deU SRViWiYeQ KRQWURlle XQd iQ deQ SARS-CRV-2-AQWik|USeU-SRViWiYeQ 
VeUWiefXQgeQ. 

SchUiWW 9 SWRSSUeakWiRQ: GebeQ Sie miW eiQeU MXlWikaQal-PiSeWWe RdeU maQXell 50ȝl SWRSS-L|VXQg iQ jede 
VeUWiefXQg XQd miVcheQ Sie dieVe YRUVichWig. IQ deU SRViWiYeQ KRQWURlle XQd iQ deQ SARS-CRV-2-
AQWik|USeU-SRViWiYeQ PURbeQYeUWiefXQgeQ bildeW Vich eiQe iQWeQViYe gelbe FaUbe. 

SchUiWW 10 MeVVXQg deU AbVRUSWiRQ: KalibUieUeQ Sie daV PlaWWeQleVegeUlW miW deU leeUeQ VeUWiefXQg XQd leVeQ 
Sie aQVchlie�eQd die AbVRUSWiRQ bei 450 Qm ab. WeQQ eiQ dXaleV FilWeUiQVWUXmeQW YeUZeQdeW ZiUd, 
VWelleQ Sie die RefeUeQ]ZelleQllQge aXf 600-650 Qm eiQ. BeUechQeQ Sie deQ GUeQ]ZeUW XQd 
beZeUWeQ Sie die EUgebQiVVe. (HiQZeiV: LeVeQ Sie die AbVRUSWiRQ iQQeUhalb YRQ 10 MiQXWeQ Qach 
dem AQhalWeQ deU ReakWiRQ ab). 

 
ANWEISUNGEN FhR DAS WASCHEN 

1. EiQ gXWeV WaVchYeUfahUeQ iVW eVVeQWiell, Xm kRUUekWe XQd SUl]iVe aQal\WiVche DaWeQ ]X eUhalWeQ.  
2. EV ZiUd daheU emSfRhleQ, eiQ TXaliWaWiY hRchZeUWigeV ELISA-MikURSlaWWeQ-WaVchgeUlW ]X YeUZeQdeQ, daV 

die h|chVWm|gliche WaVchleiVWXQg bieWeW. AllgemeiQ ViQd QichW ZeQigeU alV 5 aXWRmaWiVche WaVch]\kleQ 
miW 350-400ȝl/VeUWiefXQg aXVUeicheQd, Xm falVch SRViWiYe ReakWiRQeQ XQd eiQeQ hRheQ HiQWeUgUXQd ]X 
YeUmeideQ. 

3. Um KUeX]kRQWamiQaWiRQeQ deU PlaWWe miW PURbeQ RdeU HRP-KRQjXgaW ]X YeUmeideQ, daUf deU IQhalW deU 
VeUWiefXQgeQ QichW eQWVRUgW ZeUdeQ; eV mXVV eUm|glichW ZeUdeQ, daVV daV PlaWWeQZaVchgeUlW dieVe 
aXWRmaWiVch abVaXgW. 

4. SWelleQ Sie VicheU, daVV die DRVieUkaQlle f�U die MikURSlaWWeQ-WaVchfl�VVigkeiW QichW YeUVWRSfW RdeU 
kRQWamiQieUW ViQd XQd daVV jedeV Mal eiQe aXVUeicheQde MeQge aQ WaVchSXffeU iQ die VeUWiefXQgeQ 
abgegebeQ ZiUd. 

5. Bei eiQeU maQXelleQ WlVche emSfehleQ ZiU die DXUchf�hUXQg YRQ 5 WaVch]\kleQ, daV DiVSeQVieUeQ YRQ 
350-400 ȝl/VeUWiefXQg VRZie die 5-malige AbVaXgXQg deU Fl�VVigkeiW. WeQQ VchlechWe EUgebQiVVe (hRheU 
HiQWeUgUXQd) feVWgeVWellW ZeUdeQ, ViQd die WaVch]\kleQ RdeU die EiQZiUk]eiW SUR VeUWiefXQg ]X VWeigeUQ.  

6. IQ jedem Fall VRllWe die Fl�VVigkeiW, die aXV deQ SWUeifeQ abgeVaXgW ZiUd, miW eiQeU NaWUiXm-H\SRchlRUidl|VXQg 
bei eiQeU fiQaleQ KRQ]eQWUaWiRQ YRQ 2,5% 24 SWXQdeQ laQg behaQdelW ZeUdeQ, beYRU dieVe aXf aQgemeVVeQe 
WeiVe eQWVRUgW ZeUdeQ. 

7. DeU kRQ]eQWUieUWe WaVchSXffeU VRllWe YRU deU VeUZeQdXQg iQ eiQem VeUhllWQiV YRQ 1:20 YeUd�QQW ZeUdeQ. 
WeQQ ZeQigeU alV eiQe gaQ]e PlaWWe YeUZeQdeW ZiUd, iVW daV SURSRUWiRQale VRlXmeQ deU L|VXQg YRU]XbeUeiWeQ. 

QUALITbTSKONTROLLE UND BERECHNUNG DER ERGEBNISSE 

Jede MikURSlaWWe VRllWe VeSaUaW beU�ckVichWigW ZeUdeQ, ZeQQ die EUgebQiVVe deU UQWeUVXchXQg beUechQeW XQd 
aXVgelegW ZeUdeQ, XQgeachWeW deU AQ]ahl aQ akWXell YeUaUbeiWeWeQ PlaWWeQ. Die EUgebQiVVe ZeUdeQ beUechQeW, iQdem 
jedeU PURbeQabVRUSWiRQVZeUW (A) aXf deQ GUeQ]ZeUW (CXW-Off ValXe, CO) deU PlaWWe be]RgeQ ZiUd. WeQQ die 
GUeQ]ZeUWableVXQg aXf eiQem eiQ]elQeQ FilWeUSlaWWeQleVegeUlW baVieUW, ViQd die EUgebQiVVe ]X beUechQeQ, iQdem deU 
A-WeUW deU leeUeQ VeUWiefXQg YRQ deQ DUXckbeUichWZeUWeQ deU PURbeQ XQd KRQWURlleQ abge]RgeQ ZiUd. WeQQ die 
AbleVXQg aXf dem dXaleQ FilWeUSlaWWeQleVegeUlW baVieUW, daUf deU A-WeUW deU leeUeQ VeUWiefXQg QichW YRQ deQ 
DUXckbeUichWZeUWeQ deU PURbeQ XQd KRQWURlleQ abge]RgeQ ZeUdeQ. 

BeUechQXQg deV GUeQ]ZeUWV (C.O.) = Nc + 0,16 
(Nc = deU dXUchVchQiWWliche AbVRUSWiRQVZeUW YRQ dUei QegaWiYeQ KRQWURlleQ). WeQQ Nc < 0,03 iVW, iVW dieVeU alV 0,03 
aQ]XVeheQ. 

QXaliWlWVkRQWURlle (ValidieUXQg deU UQWeUVXchXQg): Die TeVWeUgebQiVVe ViQd g�lWig, ZeQQ die KUiWeUieQ deU 
QXaliWlWVkRQWURlle eUf�llW ZXUdeQ. EV ZiUd emSfRhleQ, daVV jedeV LabRU eQWVSUecheQde QXaliWlWVkRQWURllV\VWeme 
eUVWellW, die QXaliWlWVkRQWURllmaWeUialieQ XmfaVVeQ, die lhQlich deQ RdeU ideQWiVch miW deQ aQal\VieUWeQ 
PaWieQWeQSURbeQ ViQd. 

- DeU A-WeUW deU leeUeQ VeUWiefXQg, die QXU ChURmRgeQ XQd SWRSS-L|VXQg eQWhllW, iVW < 0,080 bei 450 Qm. 
- Die A-WeUWe deU SRViWiYeQ KRQWURlleQ m�VVeQ Vich aXf � 0,190 bei 450/600-650 Qm RdeU bei 450 Qm Qach dem 

LeeUeQ belaXfeQ. 
- Die A-WeUWe deU QegaWiYeQ KRQWURlleQ m�VVeQ Vich aXf � 0,100 bei 450/600-650 Qm RdeU bei 450 Qm Qach dem 

LeeUeQ belaXfeQ. 

WeQQ eiQeU deU A-WeUWe deU QegaWiYeQ KRQWURlle die KUiWeUieQ f�U die QXaliWlWVkRQWURlle QichW eUf�llW, iVW dieVeU ]X 
YeUZeUfeQ, XQd deU DXUchVchQiWWVZeUW iVW eUQeXW aQhaQd deU YeUbleibeQdeQ beideQ WeUWe ]X beUechQeQ. WeQQ mehU 
alV eiQ A-WeUW deU QegaWiYeQ KRQWURlle die SSe]ifikaWiRQeQ hiQVichWlich deV QXaliWlWVkRQWURllbeUeichV QichW eUf�llW, iVW 
deU TeVW XQg�lWig XQd mXVV ZiedeUhRlW ZeUdeQ. 

BeiVSiel: 
1. QXaliWlWVkRQWURlle 

WeUW A deU leeUeQ VeUWiefXQg (LeeUZeUW, BlaQk): A1= 0,025 bei 450 Qm (HiQZeiV: eiQ LeeUZeUW (BlaQk) iVW QXU 
eUfRUdeUlich, ZeQQ miW eiQem eiQ]elQeQ FilWeU bei 450Qm abgeleVeQ ZiUd)  
VeUWiefXQg NU.:  B1 C1 D1 
NegaWiYe KRQWURlle, A-WeUWe Qach deU 
LeeUZeUW-MeVVXQg (blaQkiQg): 

 0,020 0,012 0,016 

VeUWiefXQg NU.:  E1 F1  
PRViWiYe KRQWURlle, A-WeUWe Qach deU 
LeeUZeUW-MeVVXQg (blaQkiQg):: 

 2,421 2,369  

Alle KRQWURllZeUWe liegeQ im aQgegebeQeQ QXaliWlWVkRQWURllbeUeich 
2. BeUechQXQg YRQ Nc: = (0,020+0,012+0,016) = 0,016. Nc iVW < 0,03, daheU ZiUd im QlchVWeQ SchUiWW deU WeUW 
0,03 YeUZeQdeW.  
                              3 
3. BeUechQXQg deV GUeQ]ZeUWV: (C.O.) = 0,03 + 0,16 = 0,190  

ERGEBNISAUSLEGUNG 

NegaWiYe EUgebQiVVe (A / C.O. < 1): PURbeQ, die AbVRUSWiRQVZeUWe gebeQ, die XQWeU dem GUeQ]ZeUW liegeQ, ViQd f�U 
dieVe UQWeUVXchXQg QegaWiY, ZaV daUaXf hiQdeXWeW, daVV keiQe SARS-CRV-2-AQWik|USeU miW dem WANTAI SARS-
CRV-2 Ab ELISA eUfaVVW ZXUdeQ; daheU gibW eV keiQe VeURlRgiVcheQ AQ]eicheQ f�U eiQe akWXelle RdeU YeUgaQgeQe 
COVID-19-EUkUaQkXQg. 

PRViWiYe EUgebQiVVe (A / C.O. � 1): PURbeQ, die eiQeQ AbVRUSWiRQVZeUW gebeQ, deU gleich RdeU gU|�eU alV deU 
GUeQ]ZeUW iVW, gelWeQ aQflQglich alV UeakWiY, ZaV daUaXf hiQdeXWeW, daVV ZahUVcheiQlich SARS-CRV-2-AQWik|USeU miW 
WANTAI SARS-CRV-2 Ab ELISA eQWdeckW ZXUdeQ. Alle aQflQglich UeakWiYeQ PURbeQ VRllWeQ YRU AXVlegXQg deU 
eQdg�lWigeQ UQWeUVXchXQgVeUgebQiVVe aQhaQd deV WANTAI SARS-CRV-2 Ab ELISA iQ dRSSelWeU AXVf�hUXQg eUQeXW 
geWeVWeW ZeUdeQ. WiedeUhRlW UeakWiYe PURbeQ k|QQeQ alV aXf AQWik|USeU ]X SARS-CRV-2 SRViWiY aQgeVeheQ ZeUdeQ; 
daheU gibW eV VeURlRgiVche IQdikaWiRQeQ f�U eiQe akWXelle RdeU YeUgaQgeQe COVID-19-EUkUaQkXQg. 

GUeQ]ZeUW (A / C.O. = 0,9-1,1): PURbeQ miW eiQeU AbVRUSWiRQ im GUeQ]ZeUWbeUeich ]ZiVcheQ 0,9 XQd 1,1 gelWeQ alV 
gUeQ]ZeUWig, XQd eiQe eUQeXWe PU�fXQg dieVeU PURbeQ iQ dRSSelWeU AXVf�hUXQg iVW eUfRUdeUlich, Xm die aQflQglicheQ 
EUgebQiVVe ]X beVWlWigeQ. 

EiQe NachbeUeiWXQg, BeVWlWigXQg VRZie eUglQ]eQde TeVWV alleU SRViWiYeQ PURbeQ miW eiQem aQdeUeQ 
aQal\WiVcheQ S\VWem (]. B. PCR) ViQd eUfRUdeUlich. KliQiVche DiagQRVeQ VRllWeQ QichW baVieUeQd aXf QXU eiQem 
eiQ]igeQ TeVWeUgebQiV eUVWellW ZeUdeQ. DieVe VRllWeQ kliQiVche RdeU aQdeUe labRUaWRUiVche DaWeQ XQd 
EUgebQiVVe beiQhalWeQ. 

INTERPREATION DER ERSTEN ERGEBNISSE UND NACHBEREITUNG 
ALLE ANFbNGLICH REAKTIVEN ODER GRENZWERT-PROBEN 

 
WiedeUhRlXQg iQ dRSSelWeU AXVf�hUXQg ○,+○,+  ○,+○,-                        ○,-○,- 

 

IQWeUSUeWaWiRQ         ○,+                        A/C.O.≥0,9   A/C.O.<0,9 
 

NachbeUeiWXQg    IQWeUSUeWaWiRQ           IND         ○,- 
 

IND = QichW iQWeUSUeWieUbaU 

- WeQQ, Qach deU eUQeXWeQ PU�fXQg deU aQflQglich UeakWiYeQ PURbeQ, beide VeUWiefXQgeQ eiQ QegaWiYeV EUgebQiV 
liefeUQ (A/C.O.<0,9), gelWeQ dieVe PURbeQ alV QichW ZiedeUhRlbaU SRViWiY (RdeU falVch SRViWiY) XQd ViQd alV QegaWiY 
]X beZeUWeQ XQd eiQ]XWUageQ. Wie miW ]ahlUeicheQ ZeiWeUeQ, e[WUem emSfiQdlicheQ ELISA-UQWeUVXchXQgeQ aXch, 
k|QQeQ falVch SRViWiYe EUgebQiVVe aXV mehUeUeQ GU�QdeQ aXfWUeWeQ, YRQ deQeQ die meiVWeQ, jedRch QichW alle, miW 
eiQem XQ]XUeicheQdeQ WaVcheQ YeUbXQdeQ ViQd. WeiWeUe IQfRUmaWiRQeQ fiQdeQ Sie iQ deU AQleiWXQg ]XU 
FehleUbehebXQg deV WaQWai ELISA. 

- WeQQ Qach eiQeU dRSSelWeQ PU�fXQg eiQe RdeU beide VeUWiefXQgeQ SRViWiYe EUgebQiVVe habeQ, VRllWe daV 
EQdeUgebQiV YRQ dieVem ELISA-TeVW alV ZiedeUhRlW UeakWiY beZeUWeW ZeUdeQ. WiedeUhRlW UeakWiYe PURbeQ k|QQWeQ 
f�U AQWik|USeU ]X SARS-CRV-2 alV SRViWiY gelWeQ; daheU iVW deU PaWieQW ZahUVcheiQlich miW dem ViUXV iQfi]ieUW. 

- Nach eiQeU eUQeXWeQ dRSSelWeQ PU�fXQg ViQd PURbeQ miW WeUWeQ, die Qahe am GUeQ]ZeUW liegeQ, miW VRUVichW 
aXV]XZeUWeQ XQd gelWeQ alV ÄGUeQ]ZeUWbeUeichVSURbe³ RdeU f�U deQ ZeiWSXQkW deU PU�fXQg alV QichW aXVlegbaU. 

LEISTUNGSMERKMALE 

EmSfiQdlichkeiW XQd SSe]ifi]iWlW: EiQe kliQiVche ValidieUXQgVVWXdie f�U deQ WANTAI SARS-CRV-2 Ab ELISA ZXUde 
2020 iQ BeijiQg, SheQ]heQ, ZhejiaQg iQ ChiQa dXUchgef�hUW. EV ZXUdeQ 266 PURbeQ YRQ beVWlWigWeQ COVID-19-FllleQ 
VRZie 306 PURbeQ YRQ aXVgeVchlRVVeQeQ COVID-19-FllleQ XQd geVXQdeQ PeUVRQeQ geWeVWeW. DeU TeVW ]eigWe eiQe 
EmSfiQdlichkeiW YRQ 94,36% (251/266) XQd eiQe SSe]ifi]iWlW YRQ 100% (306/306).  

WANTAI SARS-CRV-2 Ab ELISA BeZeUWXQgV]eQWUeQ 

KliQiVcheV IQVWiWXW 
BeVWlWigW 

(Fllle) 

AXVgeVchlRVVeQ 

(Fllle) 
GeVamW 

Akademie deU miliWlUmedi]iQiVcheQ 

WiVVeQVchafWeQ 
12 0 12 

KUaQkeQhaXV YRQ SheQ]heQ 173 33 206 

KUaQkeQhaXV, medi]iQiVche FakXlWlW, 

UQiYeUViWlW YRQ ZhejiaQg 
81 273 354 

GeVamW 266 306 572 

ZXVammeQfaVVXQg deU kliQiVcheQ BeZeUWXQgVeUgebQiVVe 

Fllle BeVWlWigWe/aXVgeVchlRVVeQe SARS-CRV-2-EUgebQiVVe GeVamW 

BeVWlWigW AXVgeVchlRVVeQ 

WANTAI 
PRViWiY 251 0 251 

NegaWiY 15 306 321 

GeVamW 266 306 572 

ZXVammeQfaVVXQg deU kliQiVcheQ LeiVWXQg 

LeiVWXQg EUgebQiVVe 95% CI 

EmSfiQdlichkeiW 94,36% 90,87%-96,81% 

SSe]ifiWlW 100,00% 98,80%-100,00% 

GeV. hbeUeiQVWimmXQg 97,38% 95,71%-98,53% 
 
EV ZXUdeQ PURbeQ YRQ beVWlWigWeQ COVID-19-FllleQ geQRmmeQ, die kliQiVche S\mSWRme, labRUaWRUiVche 
AQRmaliWlWeQ RdeU SXlmRQale MaQifeVWaWiRQeQ bei deU BildgebXQg aXfZieVeQ. EV ZXUdeQ keiQe TeVWV YRQ PURbeQ 
dXUchgef�hUW, die laWeQWe IQfekWiRQeQ aXfZieVeQ RdeU YRQ PaWieQWeQ im IQkXbaWiRQV]eiWUaXm VWammWeQ. EV ZXUde 
feVWgeVWellW, daVV die EUkeQQXQgVUaWe deV KiWV eQg miW dem ZeiWSXQkW deV EiQWUeWeQV deU KUaQkheiW YeUbXQdeQ ZaU, 
ZRbei daV KiW eiQe h|heUe SRViWiYe EUkeQQXQgVUaWe iQ PURbeQ aXfZieV, die YRQ PaWieQWeQ miW eiQem YeU]|geUWeQ 
KUaQkheiWVbegiQQ VWammWeQ. DaheU VRllWe die AXVlegXQg deU TeVWeUgebQiVVe deQ ZeiWSXQkW deU PURbeQeQWQahme 
beU�ckVichWigeQ. 
 

 

EINSCHRbNKUNGEN 
1. PRViWiYe EUgebQiVVe m�VVeQ miW aQdeUeQ YeUf�gbaUeQ VeUfahUeQ beVWlWigW XQd iQ VeUbiQdXQg miW deQ 

kliQiVcheQ IQfRUmaWiRQeQ ]Xm PaWieQWeQ aXVgelegW ZeUdeQ. 
2. AQWik|USeU k|QQeQ ZlhUeQd deU fU�heQ PhaVeQ deU EUkUaQkXQg VRZie iQ immXQVXSSUimieUWeQ PeUVRQeQ 

QichW eUkeQQbaU VeiQ. DaheU ViQd QegaWiYe EUgebQiVVe, die miW dem WANTAI SARS-CRV-2 Ab ELISA 
eUhalWeQ ZeUdeQ, QXU eiQe IQdikaWiRQ, daVV die PURbe keiQe QachZeiVbaUe SSXU aQ AQWik|USeUQ eQWhllW, XQd 
jegliche QegaWiYeQ EUgebQiVVe VRllWeQ QichW alV beZeiVkUlfWigeU NachZeiV aQgeVeheQ ZeUdeQ, daVV die 
PeUVRQ QichW miW dem ViUXV iQfi]ieUW iVW. 

3. WeQQ Qach eiQeU eUQeXWeQ PU�fXQg deU aQflQglich UeakWiYeQ PURbeQ die UQWeUVXchXQgVeUgebQiVVe QegaWiY 
ViQd, VRllWeQ dieVe PURbeQ alV QichW ZiedeUhRlbaU (falVch SRViWiY) aQgeVeheQ XQd alV QegaWiY aXVgelegW 
ZeUdeQ. Wie miW ]ahlUeicheQ ZeiWeUeQ, e[WUem emSfiQdlicheQ ELISA-UQWeUVXchXQgeQ aXch, k|QQeQ falVch 
SRViWiYe EUgebQiVVe aXV mehUeUeQ GU�QdeQ aXfWUeWeQ, YRQ deQeQ die meiVWeQ, jedRch QichW alle, miW eiQem 
XQ]XUeicheQdeQ AXVZaVcheQ YeUbXQdeQ ViQd. WeiWeUe IQfRUmaWiRQeQ fiQdeQ Sie iQ deU AQleiWXQg ]XU 
FehleUbehebXQg deV WaQWai ELISA; alWeUQaWiY k|QQeQ Sie deQ WechQiVcheQ SXSSRUW YRQ WaQWai 
kRQWakWieUeQ, ZeQQ Sie ZeiWeUe Hilfe beQ|WigeQ. 

4. Die hlXfigVWeQ FehleU bei eiQeU UQWeUVXchXQg ViQd: die VeUZeQdXQg YRQ KiWV Qach dem AblaXfdaWXm, 
maQgelhafWeV WaVchYeUfahUeQ, kRQWamiQieUWe ReageQ]ieQ, falVche UQWeUVXchXQgVYeUfahUeQVVchUiWWe, 
XQ]XUeicheQde AbVaXgXQg beim WaVcheQ, SlXmQiV, PURbeQ RdeU ReageQ]ieQ hiQ]X]Xf�geQ, falVche 
VeUZeQdXQg deU LabRUaXVU�VWXQg, FehleU bei deU ZeiWSlaQXQg, VeUZeQdXQg YRQ hRchgUadig hlmRl\VieUWeQ 
PURbeQ RdeU YRQ fibUiQhalWigeQ PURbeQ, QichW YRllVWlQdig geURQQeQe SeUXmSURbeQ. 

5. Die PUlYaleQ] deV MaUkeUV ZiUkW Vich aXf die SUldikWiYeQ WeUWe deU UQWeUVXchXQg aXV. 
6. DeU TeVW kaQQ QichW YeUZeQdeW ZeUdeQ, Xm geSRRlWeV (gemiVchWeV) SeUXm RdeU PlaVma ]X WeVWeQ. DaV KiW 

ZXUde QXU miW iQdiYidXelleQ SeUXm- RdeU PlaVmaSURbeQ beZeUWeW. 
7. Beim WANTAI SARS-CRV-2 Ab ELISA haQdelW eV Vich Xm eiQeQ TXaliWaWiYeQ TeVW, XQd die EUgebQiVVe 

k|QQeQ QichW YeUZeQdeW ZeUdeQ, Xm die AQWik|USeUkRQ]eQWUaWiRQ ]X meVVeQ. 
 
 
 
 
 
 
 
 
 
 
 
 
 
ZUSAMMENFASSUNG DER HAUPTKOMPONENTEN DES KITS: 
VeUZeQdeQ Sie dieVe ZXVammeQfaVVXQg QXU alV RefeUeQ]; befRlgeQ Sie VWeWV daV IQfRUmaWiRQVblaWW �beU daV 
eQWVSUecheQde VeUfahUeQ, ZeQQ Sie deQ TeVW dXUchf�hUeQ. HiQZeiV: Die KRmSRQeQWeQ deU eiQ]elQeQ KiWV ViQd QichW 
XQWeUeiQaQdeU aXVWaXVchbaU. 
 

VeUViRQ: V. 2020-02 [ EQg. ] 
VeU|ffeQWlichXQgVdaWXm: 27. MlU] 
2020 
ReYiViRQVQXmmeU: ReYiViRQ 1 



 
ZUSAMMENFASSUNG DES TESTVERFAHRENS: 
VeUZeQdeQ Sie dieVe ZXVammeQfaVVXQg QXU alV RefeUeQ]; befRlgeQ Sie VWeWV daV IQfRUmaWiRQVblaWW �beU daV 
eQWVSUecheQde VeUfahUeQ, ZeQQ Sie deQ TeVW dXUchf�hUeQ. 
KRQWURlleQ hiQ]Xf�geQ 50Pl 
PURbe hiQ]Xf�geQ 100Pl 
IQkXbieUeQ 30 MiQXWeQ 
WaVcheQ 5 Mal 
HRP-KRQjXgaW hiQ]Xf�geQ 100Pl 
IQkXbieUeQ 30 MiQXWeQ 
WaVcheQ 5 Mal 
FlUbeQ 50Pl A + 50Pl B 
IQkXbieUeQ 15 MiQXWeQ 
ReakWiRQ VWRSSeQ 50Pl Stopp-Lösung 
AbVRUSWiRQ ableVeQ 450 Qm RdeU 450/600-650 Qm  
BEISPIELSCHEMA FhR DIE ABGABE VON KONTROLLEN/PROBEN: 

 1 2 3 4 5 6 7 8 9 10 11 12 
A LeeU S3           
B Neg. «           
C Neg. «           
D Neg.            
E PRV.            
F PRV.            
G S1            
H S2             

SYMBOLE DER CE-KENNZEICHNUNG: 

 

Medi]iQiVcheV GeUlW f�U die IQ-ViWUR-

DiagQRVe  
+2�C-+8�C LageUXngVbedingXngen 

 
VeUZeQdbaU biV 

 
ChaUge 

 
IQhalW f�U <Q> TeVWV aXVUeicheQd 

 
GebUaXchVaQZeiVXQgeQ 

 CE-KeQQ]eichQXQg ± IVDD 98/79/EC  BeYRllmlchWigWeU EU-VeUWUeWeU 

 
KaWalRgQXmmeU 

 
HeUVWelleU 

 

 
 

 
 

 

 

1. MikURWiWeUSlaWWe CRde 5 eiQe 
2. NegaWiYe KRQWURlle CRde 8 1[ 0,5 ml 
3. PRViWiYe KRQWURlle CRde 7 1[ 0,3 ml 
4. HRP-KRQjXgaW CRde 6 1[ 12 ml 
5. WaVchSXffeU CRde 1 1[ 50 ml 
6. ChURmRgeQl|VXQg A CRde 2 1[ 6 ml 
7. ChURmRgeQl|VXQg B CRde 3 1[ 6 ml 
8. SWRSS-L|VXQg CRde 4 1[ 6 ml 

QaUad b.Y.b.a. 
CiSalVWUaaW 3, B-2440 Geel, BelgieQ 
E-Mail: TaUad@TaUad.cRm 

BeijiQg WaQWai BiRlRgical PhaUmac\ EQWeUSUiVe CR., LWd. 
NR.31 Ke[Xe\XaQ RRad, ChaQgSiQg DiVWUicW, BeijiQg 102206, ChiQa 
Tel: +86-10-59528888, Fa[: +86-10-89705849 
WebViWe: ZZZ.\VWZW.cRm 
E-Mail: ZWe[SRUW@\VWZW.cRm 



Wantai SARS-CoV-2 Diagnostics 

WANTAI SARS-CoV-2 Ab ELISA 
Diagnostic Kit for Total Antibody to SARS-CoV-2 (ELISA) 

 WS-1096  V. 2020-02 [ Eng. ]  96  
Read the package insert carefully and completely before performing the assay. Follow the instructions and do not 
modify them. Only by strict adherence to these instructions, the erroneous results can be avoided and the optimal 
performance of WANTAI SARS-CoV-2 Ab ELISA achieved. 

INTENDED USE 

WANTAI SARS-CoV-2 Ab ELISA is an enzyme-linked immunosorbent assay (ELISA) for qualitative detection of total 
antibodies to SARS-CoV-2 virus in human serum or plasma specimens. The kit is intended for screening of patients 
suspected for infection with SARS-CoV-2 virus, and as an aid in the diagnosis of the coronavirus disease 2019 
(COVID-19). 

SUMMARY 

Coronavirus disease 2019 (COVID-19) is a respiratory disease caused by infection with the SARS-CoV-2 virus. 
Common signs of infection include respiratory symptoms, fever, cough, shortness of breath and breathing difficulties. 
In severe cases, infection can cause pneumonia, severe acute respiratory syndrome (SARS), kidney failure and 
death.  

Coronaviruses (CoV) are a large family of viruses that cause illness ranging from the common cold to more severe 
diseases such as Middle East Respiratory Syndrome (MERS-CoV) and Severe Acute Respiratory Syndrome 
(SARS-CoV). The 2019 Novel Coronavirus, formerly known as 2019-nCoV and now known as SARS-COV-2, is a 
new strain of coronavirus that was first identified during 2019-2020 pandemic. 

PRINCIPLE OF THE TEST 

WANTAI SARS-CoV-2 Ab ELISA LV a WZR VWeS LQcXbaWLRQ aQWLJeQ ³VaQdZLcK´ eQ]\Pe LPPXQRaVVa\ NLW, ZKLcK XVeV 
polystyrene microwell strips pre-coated with recombinant SARS-CoV-2 aQWLJeQ. PaWLeQW¶V VeUXP RU SOaVPa 
specimen is added, and during the first incubation, the specific SARS-CoV-2 antibodies will be captured inside the 
wells if present. The microwells are then washed to remove unbound serum proteins. Second recombinant 
SARS-CoV-2 antigen conjugated to the enzyme Horseradish Peroxidase (HRP-Conjugate) is added, and during the 
second incubation, the conjugated antigen will bind to the captured antibody inside the wells. The microwells are 
then washed to remove unbound conjugate, and Chromogen solutions are added into the wells. In wells containing 
the antigen-antibody-aQWLJeQ(HRP) ³VaQdZLcK´ LPPXQRcRPSOe[, WKe cRORUOeVV CKURPRJeQV aUe K\dURO\]ed b\ WKe 
bound HRP conjugate to a blue colored product. The blue color turns yellow after the reaction is stopped with 
sulfuric acid. The amount of color intensity can be measured and it is proportional to the amount of antibody 
captured inside the wells, and to the specimen respectively. Wells containing specimens negative for SARS-CoV-2 
antibodies remain colorless. 

COMPONENTS 

 In Vitro Diagnostic Use Only 
This kit contains reagents sufficient for testing of maximum of 91 specimens in a test run. 

UUUU | PLATE  
Code 5 (1x96wells) 
8×12/12×8-well per plate 

MICROWELL PLATE: Blank microwell strips fixed on white strip holder. The 
plate is sealed in aluminum pouch with desiccant. Each well contains 
recombinant SARS-CoV-2 antigen. The microwell strips can be broken to be 
used separately. Place unused wells or strips in the provided plastic sealable 
storage bag together with the desiccant and return to 2-8°C. Once opened, 
stable for 4 weeks at 2-8°C. 

 CONTROL | -  
Code 8 (1x0.5ml per vial) 
preserv.0.1% ProClinTM 300 

NEGATIVE CONTROL: Yellowish liquid filled in a vial with green screw cap. 
Protein-stabilized buffer tested non-reactive for SARS-CoV-2 antibodies. 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

 CONTROL | +  
Code 7 (1x0.3ml per vial) 
preserv.0.1% ProClinTM 300 

POSITIVE CONTROL: Red-colored liquid filled in a vial with red screw cap. 
SARS-CoV-2 positive material diluted in protein-stabilized buffer. 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

B HRP  |  CON   
Code 6 (1x12ml per vial) 
preserv.0.1% ProClinTM 300 

HRP-CONJUGATE: Red-colored liquid in a white vial with red screw cap. 
Horseradish peroxidase-conjugated recombinant SARS-CoV-2 antigen. 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

bWASH |  BUF | 20X  
Code 1 (1x50ml per bottle) 
DILUTE BEFORE USE! 
detergent Tween-20 

WASH BUFFER: Colorless liquid filled in a white bottle with white screw cap. 
Buffer solution containing surfactant. 
The concentrate must be diluted 1 to 20 with distilled/ deionized water 
before use. Once diluted, stable for 1 week at room temperature, or for 2 
weeks when stored at 2-8°C. 

 CHROM |  SOL |  A   
Code 2 (1x6ml per vial) 

CHROMOGEN SOLUTION A: Colorless liquid filled in a white vial with 
green screw cap. Urea peroxide solution. 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

 CHROM |  SOL |  B   
Code 3 (1x6ml per vial) 

CHROMOGEN SOLUTION B: Colorless liquid filled in a black vial with black 
screw cap. TMB (Tetramethyl benzidine), N,N-dimethylformamide. 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

, STOP  |  SOL   
Code 4 (1x6ml per vial) 

STOP SOLUTION: Colorless liquid in a white vial with yellow screw cap. 
Diluted sulfuric acid solution (0.5M H2SO4). 
Ready to use as supplied. Once opened, stable for 4 weeks at 2-8°C. 

z PLASTIC SEALABLE BAG: For enclosing the strips not in use                                1 unit 
z PACKAGE INSERT                                                                     1 copy 
z CARDBOARD PLATE COVER                                                          2 sheets 
To cover the plates during incubation and prevent evaporation or contamination of the wells. 

MATERIALS REQUIRED BUT NOT PROVIDED 

Freshly distilled or deionized water, disposable gloves and timer, appropriate waste containers for potentially 
contaminated materials, dispensing system and/or pipette, disposable pipette tips, absorbent tissue or clean towel, 
dry incubator or water bath, 37±1°C, plate reader, single wavelength 450nm or dual wavelength 450/600~650nm, 
microwell aspiration/wash system. 

SPECIMEN COLLECTION, TRANSPORTATION AND STORAGE 

1. Specimen Collection: NR VSecLaO SaWLeQW¶V SUeSaUaWLRQ UeTXLUed. CROOecW WKe VSecLPeQ LQ accRUdaQce ZLWK 
the normal laboratory practice. Either fresh serum or plasma specimens can be used with this assay. 
Blood collected by venipuncture should be allowed to clot naturally and completely ± the serum/plasma 
must be separated from the clot as early as possible as to avoid haemolysis of the RBC. Care should be 
taken to ensure that the serum specimens are clear and not contaminated by microorganisms. Any visible 
particulate matters in the specimen should be removed by centrifugation at 3000 RPM (round per minutes) 
for 20 minutes at room temperature or by filtration. 

2. Plasma specimens collected into EDTA, sodium citrate or heparin can be tested, but highly lipaemic, 
icteric, or hemolytic specimens should not be used as they can give false results in the assay. Do not 
heat inactivate specimens. This can cause deterioration of the target analyte. Specimens with visible 
microbial contamination should never be used.  

3. WANTAI SARS-CoV-2 Ab ELISA is intended ONLY for testing of individual serum or plasma specimens. 
Do not use the assay for testing of cadaver specimens, saliva, urine or other body fluids, or pooled (mixed) 
blood. 

4. Transportation and Storage: Store specimens at 2-8°C. Specimens not required for assaying within 1 
week should be stored frozen (-20°C or lower). Multiple freeze-thaw cycles should be avoided. For 
shipment, specimens should be packaged and labeled in accordance with the existing local and 
international regulations for transportation of clinical specimens and ethological agents. 

STORAGE AND STABILITY 

The components of the kit will remain stable through the expiration date indicated on the label and package when 
stored between 2-8°C, do not freeze. To assure maximum performance of WANTAI SARS-CoV-2 Ab ELISA, during 
storage, protect the reagents from contamination with microorganism or chemicals. 

PRECAUTIONS AND SAFETY 

TO BE USED ONLY BY QUALIFIED PROFESSIONALS 

The ELISA assays are time and temperature sensitive. To avoid incorrect result, strictly follow the test procedure 
steps and do not modify them. 

1. Do not exchange reagents from different lots or use reagents from other commercially available kits. The 
components of the kit are precisely matched for optimal performance of the tests. 

2. Make sure that all reagents are within the validity indicated on the kit box and of the same lot. Never use 
reagents beyond their expiry date stated on labels or boxes. 

3. CAUTION - CRITICAL STEP: Allow the reagents and specimens to reach room temperature (18-30°C) 
before use. Shake reagent gently before use. Return at 2-8°C immediately after use.  

4. Use only sufficient volume of specimen as indicated in the procedure steps. Failure to do so, may cause 
low sensitivity of the assay. 

5. Do not touch the exterior bottom of the wells; fingerprints or scratches may interfere with the reading. 
When reading the results, ensure that the plate bottom is dry and there are no air bubbles inside the wells.  

6. Never allow the microplate wells to dry after the washing step. Immediately proceed to the next step. Avoid 
the formation of air bubbles when adding the reagents. 

7. Avoid long time interruptions of assay steps. Assure same working conditions for all wells. 
8. Calibrate the pipette frequently to assure the accuracy of specimens/reagents dispensing. Use different 

disposal pipette tips for each specimen and reagents in order to avoid cross-contaminations.  
9. Assure that the incubation temperature is 37°C inside the incubator. 
10. WKeQ addLQJ VSecLPeQV, dR QRW WRXcK WKe ZeOO¶V bRWWRP ZLWK WKe SLSeWWe WLS. 
11. When measuring with a plate reader, determine the absorbance at 450nm or at 450/600~650nm.  
12. The enzymatic activity of the HRP-conjugate might be affected from dust and reactive chemical and 

substances like sodium hypochlorite, acids, alkalis etc. Do not perform the assay in the presence of these 
substances. 

13. If using fully automated equipment, during incubation, do not cover the plates with the plate cover. The 
tapping out of the remainders inside the plate after washing, can also be omitted. 

14. All specimens from human origin should be considered as potentially infectious. Strict adherence to GLP 
(Good Laboratory Practice) regulations can ensure the personal safety. 

15. WARNING: Materials from human origin may have been used in the preparation of the Negative Control of 
the kit. These materials have been tested with tests kits with accepted performance and found negative for 
HBsAg and antibodies to HIV 1/2, HCV, TP. However, there is no analytical method that can assure that 
infectious agents in the specimens or reagents are completely absent. Therefore, handle reagents and 
specimens with extreme caution as if capable of transmitting infectious diseases. Bovine derived sera 
have been used for stabilizing of the positive and negative controls. Bovine serum albumin (BSA) and fetal 
calf sera (FCS) are derived from animals from BSE/TSE free-geographical areas. 

16. Never eat, drink, smoke, or apply cosmetics in the assay laboratory. Never pipette solutions by mouth. 
17. Chemical should be handled and disposed of only in accordance with the current GLP (Good Laboratory 

Practices) and the local or national regulations. 
18. The pipette tips, vials, strips and specimen containers should be collected and autoclaved for not less than 

2 hours at 121°C or treated with 10% sodium hypochlorite for 30 minutes to decontaminate before any 
further steps of disposal. Solutions containing sodium hypochlorite should NEVER be autoclaved. 
Materials Safety Data Sheet (MSDS) available upon request. 

19. Some reagents may cause toxicity, irritation, burns or have carcinogenic effect as raw materials. Contact 

with the skin and the mucosa should be avoided but not limited to the following reagents: Stop solution, the 
Chromogens, and the Wash buffer. 

20. The Stop solution 0.5M H2SO4 is an acid. Use it with appropriate care. Wipe up spills immediately and 
wash with water if come into contact with the skin or eyes.  

21. ProClinTM 300 0.1% used as preservative, can cause sensation of the skin. Wipe up spills immediately or 
wash with water if come into contact with the skin or eyes. 

INDICATIONS OF INSTABILITY DETERIORATION OF THE REAGENT: Values of the Positive or Negative controls, 
which are out of the indicated quality control range, are indicators of possible deterioration of the reagents and/or 
operator or equipment errors. In such case, the results should be considered as invalid and the specimens must be 
retested. In case of constant erroneous results and proven deterioration or instability of the reagents, immediately 
substitute the reagents with new one or contact Wantai technical support for further assistance. 

 

Warning: 
H317, H412, P273, P280, 
P333+P313, P363 
ProClinTM 300 

 

Danger: 
H360D, P201, P280, P308+P313 
N,N-dimethylformamide 

 
PROCEDURE 

Reagents preparation: Allow the reagents to reach room temperature (18-30°C). Check the Wash buffer 
concentrate for the presence of salt crystals. If crystals have formed, resolubilize by warming at 37°C until crystals 
dissolve. Dilute the Wash buffer (20X) as indicated in the instructions for washing. Use distilled or deionized water 
and only clean vessels to dilute the buffer. All other reagents are READY TO USE AS SUPPLIED. 

Step 1 Preparation: Mark three wells as Negative control (e.g. B1, C1, D1), two wells as Positive control 
(e.g. E1, F1) and one Blank (e.g. A1, neither specimens nor HRP-Conjugate should be added into 
the Blank well). If the results will be determined by using dual wavelength plate reader, the 
requirement for use of Blank well could be omitted. Use only number of strips required for the test. 

Step 2 Adding controls and specimen: Add 50μl of Positive control, Negative control, and 100μl of 
Specimen into their respective wells except the Blank. Note: Use a separate disposal pipette tip 
for each specimen, Negative Control, Positive Control to avoid cross-contamination. Mix by 
tapping the plate gently. 

Step 3 Incubating: Cover the plate with the plate cover and incubate at 37°C for 30 minutes. 
Step 4 Washing: At the end of the incubation, remove and discard the plate cover. Wash each well 5 times 

with diluted Wash Buffer. Each time allow the microwells to soak for 30-60 seconds. After the final 
washing cycle, turn down the plate onto blotting paper or clean towel, and tap it to remove any 
remainders. 

Step 5 Adding HRP-Conjugate: Add 100μl of HRP-Conjugate into each well except the Blank. 
Step 6 Incubating: Cover the plate with the plate cover and incubate at 37°C for 30 minutes. 
Step 7 Washing: At the end of the incubation, remove and discard the plate cover. Wash each well 5 times 

with diluted Wash Buffer. Each time allow the microwells to soak for 30-60 seconds. After the final 
washing cycle, turn down the plate onto blotting paper or clean towel, and tap it to remove any 
remainders. 

Step 8 Coloring: Add 50μl of Chromogen Solution A and then 50μl of Chromogen Solution B into each well 
including the Blank, mix gently. Incubate the plate at 37°C for 15 minutes avoiding light. The 
enzymatic reaction between the Chromogen solutions and the HRP-Conjugate produces blue color 
in Positive control and SARS-CoV-2 antibody positive specimen wells. 

Step 9 Stopping Reaction: Using a multichannel pipette or manually, add 50μl of Stop Solution into each 
well and mix gently. Intensive yellow color develops in Positive control and SARS-CoV-2 antibody 
positive specimen wells. 

Step 10 Measuring the Absorbance: Calibrate the plate reader with the Blank well and read the 
absorbance at 450nm. If a dual filter instrument is used, set the reference wavelength at 
600~650nm. Calculate the Cut-off value and evaluate the results. (Note: read the absorbance within 
10 minutes after stopping the reaction). 

 
INSTRUCTIONS FOR WASHING 

1. A good washing procedure is essential in order to obtain correct and precise analytical data.  
2. It is therefore, recommended to use a good quality ELISA microplate washer, maintained at the best level of 

washing performances. In general, no less than 5 automatic washing cycles of 350-400μl/well are 
sufficient to avoid false positive reactions and high background. 

3. To avoid cross-contaminations of the plate with specimen or HRP-conjugate, after incubation, do not 
discard the content of the wells but allow the plate washer to aspirate it automatically. 

4. Assure that the microplate washer liquid dispensing channels are not blocked or contaminated and 
sufficient volume of Wash buffer is dispensed each time into the wells. 

5. In case of manual washing, we suggest to carry out 5 washing cycles, dispensing 350-400μl/well and 
aspirating the liquid for 5 times. If poor results (high background) are observed, increase the washing 
cycles or soaking time per well.  

6. In any case, the liquid aspirated out the strips should be treated with a sodium hypochlorite solution at a 
final concentration of 2.5% for 24 hours, before they are wasted in an appropriate way. 

7. The concentrated Wash buffer should be diluted 1:20 before use. If less than a whole plate is used, prepare 
the proportional volume of solution. 

QUALITY CONTROL AND CALCULATION OF THE RESULTS 

Each microplate should be considered separately when calculating and interpreting the results of the assay, 
regardless of the number of plates concurrently processed. The results are calculated by relating each specimen 
absorbance (A) value to the Cut-off value (C.O.) of the plate. If the Cut-off reading is based on single filter plate 
reader, the results should be calculated by subtracting the Blank well A value from the print report values of 
specimens and controls. In case the reading is based on dual filter plate reader, do not subtract the Blank well A 
value from the print report values of specimens and controls. 

https://www.who.int/emergencies/mers-cov/en/
https://www.who.int/csr/sars/en/
https://www.who.int/csr/sars/en/


Calculation of the Cut-off value (C.O.) = Nc + 0.16 
(Nc = the mean absorbance value for three negative controls). If Nc is < 0.03, take it as 0.03. 

Quality control (assay validation): The test results are valid if the Quality Control criteria are fulfilled. It is 
recommended that each laboratory must establish appropriate quality control system with quality control material 
similar to or identical with the patient specimen being analyzed. 

- The A value of the Blank well, which contains only Chromogen and Stop solution, is < 0.080 at 450nm. 
- The A values Rf WKe PRVLWLYe cRQWURO PXVW be � 0.190 at 450/600~650nm or at 450nm after blanking. 
- The A values of the NeJaWLYe cRQWURO PXVW be � 0.100 aW 450/600a650QP RU aW 450QP afWeU bOaQNLQJ. 

If one of the Negative control A values does not meet the Quality Control criteria, it should be discarded and the 
mean value calculated again using the remaining two values. If more than one Negative control A values do not 
meet the Quality Control Range specifications, the test is invalid and must be repeated. 

Example: 
1. Quality Control 
Blank well A value: A1= 0.025 at 450nm (Note: blanking is required only when reading with single filter at 450nm)  
Well No.:  B1 C1 D1 
Negative control A values after blanking:  0.020 0.012 0.016 
Well No.:  E1 F1  
Positive control A values after blanking:  2.421 2.369  
All control values are within the stated quality control range 
2. Calculation of Nc: = (0.020+0.012+0.016) = 0.016. Nc is < 0.03 so the value of 0.03 is used in the next step.  
                              3 
3. Calculation of the Cut-off: (C.O.) = 0.03 + 0.16 = 0.190  

INTERPRETATIONS OF THE RESULTS 

Negative Results (A / C.O. < 1): Specimens giving absorbance less than the Cut-off value are negative for this 
assay, which indicates that no SARS-CoV-2 antibodies have been detected with WANTAI SARS-CoV-2 Ab ELISA, 
therefore there are no serological indications for current or past coronavirus disease COVID-19. 

Positive Results (A / C.O. � 1): Specimens giving an absorbance equal to or greater than the Cut-off value are 
considered initially reactive, which indicates that SARS-CoV-2 antibodies have probably been detected using 
WANTAI SARS-CoV-2 Ab ELISA. All initially reactive specimens should be retested in duplicate using WANTAI 
SARS-CoV-2 Ab ELISA before the final assay results interpretation. Repeatedly reactive specimens can be 
considered positive for antibodies to SARS-CoV-2 therefore there are serological indications for current or past 
coronavirus disease COVID-19. 

Borderline (A / C.O. = 0.9-1.1): Specimens with absorbance to Cut-off ratio between 0.9 and 1.1 are considered 
borderline and retesting of these specimens in duplicate is required to confirm the initial results. 

Follow-up, confirmation and supplementary testing of any positive specimen with other analytical system 
(e.g. PCR) is required. Clinical diagnosis should not be established based on a single test result. It should 
integrate clinical and other laboratory data and findings. 

INITIAL RESULTS INTERPRETATION AND FOLLOW-UP 
ALL INITIALY REACTIVE OR BORDERLINE SPECIMENS 

 
Repeat in duplicate ○,+○,+  ○,+○,-                        ○,-○,- 

 

Interpretation        ○,+                        A/C.O.�0.9   A/C.O.<0.9 
 

Follow-up    Interpretation           IND         ○,- 
 

IND = non interpretable 

- If, after retesting of the initially reactive specimens, both wells are negative results (A/C.O.<0.9), these specimens 
should be considered as non-repeatable positive (or false positive) and recorded as negative. As with many very 
sensitive ELISA assays, false positive results can occur due to the several reasons, most of which are connected 
with, but not limited to, inadequate washing step. For more information regarding Wantai ELISA Troubleshooting, 
SOeaVe UefeU WR WaQWaL¶V ³ELISAV aQd TURXbOeVKRRWLQJ GXLde´. 

- If after retesting in duplicate, one or both wells are positive results, the final result from this ELISA test should be 
recorded as repeatedly reactive. Repeatedly reactive specimens could be considered positive for antibodies to 
SARS-CoV-2 and therefore the patient is probably infected with the virus. 

- After retesting in duplicate, specimens with values close to the Cut-off value should be interpreted with caution 
and considered as "borderline" zone specimen, or uninterpretable for the time of testing. 

PERFORMANCE CHARACTERISTICS 

Sensitivity and specificity: clinical validation study of WANTAI SARS-CoV-2 Ab ELISA was conducted in 2020 in 
Beijing, Shenzhen, Zhejiang of China. 266 specimens from confirmed COVID-19 cases and 306 specimens from 
the excluded COVID-19 cases and healthy individuals were tested. The kit demonstrated the sensitivity of 94.36% 
(251/266) and the specificity of 100% (306/306).  

WANTAI SARS-CoV-2 Ab ELISA evaluation centers 

Clinical institution 
Confirmed 

(Cases) 

Excluded 

(Cases) 
Total 

Academy of Military Medical Sciences 12 0 12 

SKeQ]KeQ TKLUd PeRSOe¶V HRVSLWaO 173 33 206 

The First Affiliated Hospital, College of 

Medicine, Zhejiang University 
81 273 354 

Total 266 306 572 

Summary of clinical evaluation results 

Cases 
Confirmed/excluded SARS-CoV-2 results 

Total 
Confirmed Excluded 

WANTAI 
Positive 251 0 251 

Negative 15 306 321 

Total 266 306 572 

Summary of clinical performance 

Performance Results 95% CI 

Sensitivity 94.36% 90.87%-96.81% 

Specificity 100.00% 98.80%-100.00% 

Overall agreement 97.38% 95.71%-98.53% 
 
Samples were collected from COVID-19 confirmed cases with clinical symptoms, laboratory abnormalities or 
pulmonary imaging manifestations. No tests have been performed on specimens from latent infections or patients in 
the incubation period. It was observed that the detection rate of the kit was closely related to the time of disease 
onset, the kit showed higher positive detection rate in specimens from patients with delayed onset. Therefore, the 
interpretation of the test results should consider the specimen¶s collection time. 
 

 

LIMITATIONS 
1. Positive results must be confirmed with another available method and interpreted in conjunction with the 

patient clinical information. 
2. Antibodies may be undetectable during the early stage of the disease and in some immunosuppressed 

individuals. Therefore, negative results obtained with WANTAI SARS-CoV-2 Ab ELISA are only indication 
that the specimen does not contain detectable level of antibodies and any negative result should not be 
considered as conclusive evidence that the individual is not infected with the virus. 

3. If, after retesting of the initially reactive specimens, the assay results are negative, these specimens 
should be considered as non-repeatable (false positive) and interpreted as negative. As with many very 
sensitive ELISA assays, false positive results can occur due to the several reasons, most of which are 
related but not limited to inadequate washing step. For more information regarding Wantai ELISA 
TURXbOeVKRRWLQJ, SOeaVe UefeU WR WaQWaL¶V ³ELISAV aQd TURXbOeVKRRWLQJ GXLde´, RU cRQWacW WaQWaL 
technical support for further assistance. 

4. The most common assay mistakes are: using kits beyond the expiry date, bad washing procedures, 
contaminated reagents, incorrect assay procedure steps, insufficient aspiration during washing, failure to 
add specimens or reagents, improper operation with the laboratory equipment, timing errors, the use of 
highly hemolyzed specimens or specimens containing fibrin, incompletely clotted serum specimens. 

5. TKe SUeYaOeQce Rf WKe PaUNeU ZLOO affecW WKe aVVa\¶V SUedLcWLYe YaOXeV. 
6. This assay cannot be utilized to test pooled (mixed) serum or plasma. The kit has been evaluated only with 

individual serum or plasma specimens. 
7. WANTAI SARS-CoV-2 Ab ELISA is a qualitative assay and the results cannot be used to measure 

antibody concentration. 
 
 
 
 
 
 
 
 
 
 
 
 
 

SUMMARY OF THE MAJOR COMPONENTS OF THE KIT: 
Use this summary only as a reference and always follow the comprehensive method sheet when performing the 
assay. Note: the components of individual kits are not lot- interchangeable. 
 

 
SUMMARY OF THE ASSAY PROCEDURE: 
Use this summary only as a reference and always follow the detailed method sheet when performing the assay. 
Add Controls 50Pl 
Add Specimen 100Pl 
Incubate 30 minutes 
Wash 5 times 
Add HPR-Conjugate 100Pl 
Incubate 30 minutes 
Wash 5 times 
Coloring 50Pl A + 50Pl B 
Incubate 15 minutes 
Stop the reaction 50Pl stop solution 
Read the absorbance 450nm or 450/600~650nm  
EXAMPLE SCHEME OF CONTROLS / SPECIMENS DISPENSING: 

 1 2 3 4 5 6 7 8 9 10 11 12 
A Blank S3           
B Neg. «           
C Neg. «           
D Neg.            
E Pos.            
F Pos.            
G S1            
H S2             
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1. Microwell plate Code 5 one 
2. Negative Control Code 8 1x0.5ml 
3. Positive Control Code 7 1x0.3ml 
4. HRP-Conjugate Code 6 1x12ml 
5. Wash Buffer Code 1 1x50ml 
6. Chromogen Solution A Code 2 1x6ml 
7. Chromogen Solution B Code 3 1x6ml 
8. Stop Solution Code 4 1x6ml 

Qarad b.v.b.a. 
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Email: qarad@qarad.com 
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