


Components speCi"Ca】 ion`Quantity

25tests`kit 501ests`kit

Test Card

Mouse ano-human丨 9M anubody、  mouse anuˉ
hulη an lgG ant body and 0° at ant-rabb t|gG
ant body fixed on the n kroCe"u|ose memb「 ane

1test`bag
25bags`kt

1tes1`ba9
50bags`ktCo oda go|d abe|e0C0VlD-19recom b nant

ant gen and fabb t Igl, ant0ody fixe0on0l刁 ss
f ber Conju0ate ρad

Absofbent Pape「

samρ Ie D"uent(ρ H80T「 sˉ㈠c) 彳botue`k爪 (5m) 1botue`k"(5m→

InstruCtions of CoVlDˉ 19IgM川 gG Test K∶ t(C° II° idaI Gold)

【Product Name】

C0VID191gM冖 gG Test K"(C° °dg CoId)

【speci】 cations】

25tests`κ t 50tests`kt

【lntended use】

This kt is sutab|e for the qua"tatVe deteCuon of co、 /ID-19 |9,,l`gG antb° dies in human

sefu m, ρ|as丨ηa and vvho|e blood salη ples  t can be used fo「 rapid sCreenin0 of Ca「 「e「s of the

C0V|D彳 9ˇ″us that a旧 symptomauc。Γ asympt° mauc
【Detection P""ci卩 Ie】

The C0V|D-19 gG`9M test k“  (Wh° e B°°d`sefum`P asma) is a atera 刊oW
immvn°chr° mato9raphic assay The burgundy c° |ored Conjugat°  pad con1ains Co"oidal 0o|d
C0nlugated t° reComb nant C0V|D-19anugens cOnlugated w"h coⅡ o d9od(C0VlD-19Co向 v9ates)
and r。nbbt |gGˉ 0o|d C0njv0ates VVhen a speCimen fo"owed by samρ |e d"uent is added to the

samp e We",0M and`o「 |° G anubod es f present,w"b nd to00VlD冖 9co"ug白tes mak n9an"gen

ant bodios Complex 丁hi$Co|η pIex ηigrates th乒 0ugh nit〖°ce"u!ose membrane by caρ
"|a,y actionWhen the comρ leX meets the "ne of the corresp° ndlng "η mob"ized an"body (ant9ˉ human |g^'

and`or anu-human gG),the c° mρ ex s trapped form ng a bV「 9undy C00red band which Connrm a
reaCt Vo test resu t AbsenCe of a Colored band in the test region indiCates a n° n-reactive test resu t

the test contains an|nterna|ControI(C band)、 vhich shou|d eXhibt a bVr9undy C° lored band ofthe

im丨ηunoComp|eX9。 at ant-rabb tIgG`「abbt|9G-gold Conju9ate re° a「d|ess ofthe co|or deveIopment

on any ofthe1est bands 0thenvise. the】 est resu"is inva"d and the speCimen m刂 st be retested

V̌th anotheΓ device

【Comρonen1s〗
he Comp° nents oftho test kt are test cards and sample d"uent The test cafd is lη o|nly

composed of mouse ant-human lglvl ant b° dy,mouso antˉ human19G antbody and0oat an1。 rabb t

lgG ant body fixed on the n"roCe"u|oso meIη b「ane, and co"o|da|9o|d丬 abe|ed C0、 /lD-19

recombinant ant gen and rabbt|0G antb。 dy fiXed on glas$f|ber conjugate pad

Note∶ The c° mponents in di矸 erent batohes cannot be used interchangeab|y

【storage and Expiry date】

1 Keep tes乓 k"s in a coo|and dry plaCe8t2~30° C D° not freeze The κ】s areˇ a"d foΓ 18

months The test ca「d and samp|ed"uent sh。 uld be used up in 1 h° ur afteΓ  oρ ening the ρaCkage
(。 pen n° lemperature10~30° 0,hum d"y25%~95%)
2 The date of pfodVCt on and the te「 m of use are labeled

【sampIe Requ:rement,
1 This k|tjs su"ab|e fo「 seru m (EDTA antc° aguIat on, heρ arn antCoogu|at on sodium ctrate

ant ooa0uIant1∶ 9)plasma,venous whole b|ood and fin9ertip b|00d samρ les F「 esh sa】ηρles are

recomIη ended
2 salη ple Co"ection∶  the 、vhole b|ood`fn0ertip b{°°d c°

"ected from the vein must bester"e, seρarate serum or p|asma from bI° °d as soon as possIb|e to avoid hemolysis ∪se

only o|ear non-hemolyzed spec"η ens  The separated $erum and ρlasma samρ |es Can be

stored at2~8° C、vithln7doys if not「 un immediately lf|on0-term stora9e is required,p|ease sto「 e
at-20° C for per ods|ess than3m。 nths samρ les Can be frozen and tha、 ěd for3times VVhoIe

b|ood samples can be stored at2~8° C、v th9n7days Brin° samρ les to room temperotv「 e ρr。r to

test ng

【test^ssay】

1 Br ng the test card to「 oom temperature ρr o「 to testng RemoVe tho test Card from the sea|ed

fo"pouCh and use it as soon as poss|bIe PIace the test Card on a olean and|evel surface

2 、/en°us blood Co"eCt on{ Add 10 ul °f serum`ρ |asma/15 uI °f、vh° le blood $ampIe to the

samp|e We",and then add two droρ s of d"uent(abou(80u)to the sample We】  AVoid aⅡ bubb|es
3 Finge吐 lρ bIood oo"edion∶  LanCets used to co"ect fingertiρ  bl° od Transfe「  1 drop° fˇVho|e

blood (about 15 u) t° 】he sampleˇ Ve", and then add tWo drops° f d"uen】  (ab° ut 8o u) to the

saIη p|e vve" A· /oid a r bubbles

4 The resu"s Can be inte「ρreted in10minutos Resu ts measured aner2o minutes are inVa"d

and shou|d be discarded

【ResuIt Interpretation】

彳 Pos tive resu t∶

a Pos"Ve resu t of C0V|D-1919G∶ Both the test"ne(G)and the qua"ty contro丨
"ne(C)areColo「ed Thetest"ne(lvi)d° es n°t deVelop Colon

b Pos"lVe「esv"or cov|D-1910M∶ B01h tho test"ne(M)and the qVo"ty c° nlr° J"ne(C)are
Co|ored The tes1"ne(G)d° es not dove|oρ Co|of


