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INSTRUCTION FOR USE

RapidFor™ SARS-CoV-2 Rapid IgG/IgM Test Kit

Catalog Number: VSCD01-25

For detection of IgG and IgM antibodies against SARS-CoV-2
Detection in Whole Blood/Serum/Plasma

FOR IN VITRO DIAGNOSTIC USE

This instruction for use (IFU) must be read carefully

prior to use. Instruction for use must be carefully followed.
Reliability of assay results cannot be guaranteed if there are
any deviations from the instructions for use.

INTENDED USE

RapidFor™ SARS-CoV-3 Jtop/d IgG/IgM test is a colloidal gold
enhanced, rapid immunoassay for the qualitative detection of
SARS-CoV-2 IgG and IgM antibody in serum, plasma and whole
blood samples from patients with suspected SARS-CoV-2
infection. This product is for in vitro emergency use only
during the pneumonia epidemic of the SARS-CoV-2 infection
since December 2019. The test kit should be complied with
the relevant requirements of the "Pneumonitis Diagnosis and
Treatment Scheme for SARS-CoV-2 "and "Pneumonitis
Prevention and Control Scheme for SARS-CoV-2 " in use. The
SARS-CoV-2 is a new type of coronavirus belonging to the
genus §. It has a capsule, and its particles are round or oval,
often polymorphous, with a diameter of 60-140 nm. Its
genetic characteristics are significantly different from SARSr-
CoV and MERSr-CoV. Current research shows that it has more
than 85% homology with bat SARS-like coronavirus (bat-SL-
CoVZ(C45). In vitro isolation and culture, SARS- CoV-2 can be
found in human respiratory epithelial cells in about 96 hours,
while it takes about 6 days to isolate and culture in Vero E6
and Huh-7 cell lines.

PRINCIPLE OF THE PROCEDURE

The SARS-CoV-2 Rapid IgG/IgM Test is a Colloidal gold
enhanced capture immunoassay for the qualitative
determination of SARS-CoV-2 IgG and IgM antibody in human
serum, plasma, and whole blood samples. The product is pre-
embedded with recombinant SARS-CoV-2 antigen and rabbit
antibody on the nitrocellulose membrane, and coated with
anti-human IgM, anti-human IgG and goat anti-rabbit
antibody respectively on the T1 line, T2 line and C line on the
nitrocellulose membrane. When a positive sample is tested,
the SARS-CoV-2 IgM and/or IgG antibody combines with the
colloidal gold labeled SARS-CoV-2 antigen to form a complex.
Under the action of chromatography, the complex flows along
the membrane, when it passes T1 line and/or T2 line it
combines with the anti-human IgM and/or IgG to form a
colloidal gold complex to show color, and the gold colloidal
labeled rabbit antibody combines with Goat anti-rabbit
antibody at C lint to show color. Negative samples only show
color on C line.

REAGENTS AND MATERIALS SUPPLIED

eTest devices with desiccant in individual foil pouches
¢1 Sample diluent (4 ml/vial)

25 Disposable Droppers

25 Lancet

1 Instructions for use

STORAGE AND STABILITY

eStorage: Store in a dry place at 2-30°C

oShelf life: 24 months.

*The test device should be used as soon as possible after
being removed from the aluminum foil bag.

*MFD date and EXP dates are marked on aluminum foil bag.

SPECIMEN REQUIEMENTS

1.1t is suitable for serum, plasma, or whole blood samples. The
commonly used anticoagulants (heparin, EDTA or sodium
citrate) have no effect on the results of this kit.

2.Samples should be collected according to routine clinical
methods and avoid hemolysis.

3.If serum or plasma specimens are to be tested in 5 days,
they should be refrigerated at 2”C"8°C. Storage at -20”C
should not exceed 3 months. For long time storage, they
should be 70°C cryopreservation and avoid repeated freezing
and thawing (no more than 3 times).

4.Whole blood samples can be stored at 2”C"8"C kept in
refrigerator for 3 days with no cryopreservation.

5.Restore the sample to room temperature before test.
6.0bvious hemolysis, lipohemia and jaundice samples should
not be used.

7.Transportation of the samples should be sealed ice cup with
ice or sealed foam box with ice.

TEST PROCEDURE

1.0pen the aluminum foil bag, take out the test card, and lay
it flat on a flat operating table and number it.

2Add 1 drop (10 pL) of specimen (whole
blood/serum/plasma) to the sample well of the test card
using the plastic dropper provided according to the figure.
3.Then add 2 drops (80 pL) of sample diluent to the sample
well.
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1.The test results of this product cannot be used as a basis for
diagnosis. Comprehensive judgment should be made in
combination with clinical symptoms, epidemiological
conditions, and further clinical data.

2.In the early stage of infection, the test result may be
negative because the SARS-CoV-2 antibody or low antibody
level has not yet appeared in the sample.

3.Due to the limitation of the detection method, the negative
test result of this reagent cannot exclude the possibility of
infection.

4.This reagent can only qualitatively detect SARS-Cov-2
antibodies in human serum, plasma, and whole blood
samples. It cannot determine the certain antibody content in
the samples.
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PERFORMANCE CHARACTERISTIC

RapidFor™ SARS-CoV-3 Rapid IgG/IgM Test Kit performance
characteristics have been determined by using clinical
samples. The PCR results have been used for comparison and
the data which is shown below is determined.

ELISA RESULTS Total
SARS-CoV-2 IgM N N
RapidFor’* 277 23 300
SARS-CoV-2 Rapid
1gG/I1gM Test 5 306 311
Total 282 339 611

Sensitivity; 277/ (277+23) = %92.3,
Specificity; 306/ (306+5) = %98.30,
Total coincidence rate; (277+306)/611 = %95.40,

ELISA RESULTS Total
SARS-CoV-2 IgG N -
RapidFor’* 290 10 300
SARS-CoV-2 Rapid
1gG/IgM Test 6 307 313
Total 296 317 613

Sensitivity; 290/ (290+10) = %96.6,
Specificity; 307/ (307+6) = %98.08,
Total coincidence rate; (290+307)/613 = %97.30

Cross-Reactivity

Cross-reactivity of the RapidFor™ SARS-CoV-2 IgG/IgM Test
was evaluated using serum samples which contain antibodies
to the pathogens listed below. 24 different pathogen was
tested and no false positives were found with the following

Sample Categories Sample Number
Influenza A virus 1gG 3
Influenza B virus IgG 3
Respiratory syncytial virus 1gG 3
Adenovirus IgG 3
Rhinovirus IgG 3
Human metapneumovirus IgG 3
Mycoplasma pneumoniae 1gG 3
Chlamydia pneumoniae 1gG 3
HCV IgG 3
Haemophilus influenza 1gG 3
HBV core antibody 1gG 3
Bacterial pneumonia 3

Influenza A virus IgM 3
Influenza B virus IgM 3
Respiratory syncytial virus IgM 3
Adenovirus IgM 3
Rhinovirus IgM 3
Human metapneumovirus IgM 3
Mycoplasma pneumoniae IgM 3
Chlamydia pneumoniae IgM 3
HCV 1gM 3
Haemophilus influenza IgM 3
HBV core antibody IgM 3
Antinuclear antibodies (ANA) 3
Interference;

SARS-CoV-2 antibody positive serum samples and SARS-CoV-
2 antibody negative serum samples investigated with one of
the following substances to added with specified
concentrations in multiple replicates. No false Positives or
false negatives were found with the following:

Name of Substance Concentration
Ascorbic acid 40 mg/dL
Hemoglobin 1200 mg/dL

Bilirubin 10 mg/dL
Albumin 2000 mg/dL
Triglyceride 1000 mg/dL
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KULLANIM TALIMATI

SARS-CoV-2 Hizl IgG / IgM Test Kiti

Uriin Kodu: VSCD01-25

Tam Kanda / Serumda / Plazmada SARS-CoV-2 Tespitine karsgl
1gG ve IgM antikorlarinin tespiti igin.

iN VITRO TANI KULLANIMI iCiN

Kullanmadan 6nce bu kullanim talimati dikkatlice
okunmalidir. Kullanim talimatlarina dikkatlice uyulmalidir.
Kullanim talimatlarindan herhangi bir sapma varsa test
sonuglarinin guvenilirligi garanti edilemez.

KULLANIM AMACI

RapidFor™ SARS-CoV-3 Jtop / d IgG / IgM testi, SARS-CoV-2
enfeksiyonu suphesi olan hastalardan alinan serum, plazma
ve tam kan 6rneklerinde SARS-CoV-2 IgG ve IgM antikorunun
kalitatif tespiti igin koloidal altinla gelistirilmis hizl bir
immdunolojik testtir. Bu Urln, Aralik 2019'dan beri yalnizca
SARS-CoV-2 enfeksiyonunun pnémoni salgini sirasinda in vitro
acil kullanimi igindir. Test kiti, kullanimdaki "SARS-CoV-2 igin
Pnémonit Tani ve Tedavi Semasi" ve "SARS-CoV-2 igin
Pnémonit Onleme ve Kontrol Semasi"nin ilgili gerekliliklerine
uygun olmalidir. SARS-CoV-2, § cinsine ait yeni bir korona
virls turtdar. Kapsulu vardir ve pargaciklar yuvarlak veya
ovaldir, 60-140 nm gapinda, genellikle polimorftur. Genetik
ozellikleri SARS-CoV ve MERS-CoV'den 6nemli 6lgiide farklidir.
Mevcut arastirmalar, yarasa SARS benzeri korona virls (bat-
SL-CoVZ(C45) ile %85'ten fazla homolojiye sahip oldugunu
gostermektedir. in vitro izolasyon ve kiiltiir, SARS-CoV-2 insan
solunum epitel hicrelerinde vyaklasik 96 saat iginde
bulunabilirken, Vero E6 ve Huh-7 hicre hatlarinda izole
edilmesi ve kilttrlenmesi yaklasik 6 glin surer.

CALISMA PRENSIBI

SARS-CoV-2 Hizli IgG / IgM Testi, insan serumu, plazmasi ve
tam kan orneklerinde SARS-CoV-2 1gG ve IgM antikorunun
kalitatif tayini igin kolloidal altinla giiglendirilmis yakalama
imminolojik testidir. Uriin, nitroseliiloz membran izerinde
rekombinant SARS-CoV-2 antijeni ve tavsan antikoru ile
onceden gomuludur ve nitroseliloz zari tizerindeki sirasiyla T1
hatti, T2 hatti ve C Uzerinde anti-insan IgM, anti-insan IgG ve
kegi anti-tavsan antikoru ile kaplanmistir. Pozitif bir numune
test edildiginde, SARS-CoV-2 IgM ve / veya IgG antikoru, bir
kompleks olusturmak igin koloidal altin etiketli SARS-CoV-2
antijeni ile birlesir.

Kromatografinin etkisi altinda, kompleks membran boyunca
akar, T1 hattini ve/veya T2 hattini gectiginde koloidal altin
kompleksinde renk olugsmasi igin anti-insan IgM ve/veya IgG'si
ile birlesir ve koloidal altin tavsan antikorunu isaretleyerek
kegi anti-tavsan antikoru ile C gizgisinde renk olugturmak igin
birlesir. Negatif 6rneklerde sadece C hattinda renk goriniir.

SAGLANAN REAKTIFLER VE MATERYALLER
o Ayri folyo posetlerde kurutuculu test cihazlan
1 Ornek seyreltici (4 ml / sise)

¢ 25 Tek Kullanimlik Damlalik

® 25 Lancet

¢ 1 kullanim talimatlari

DEPOLAMA VE STABILITE

¢ Depolama: 2-30 ° C'de kuru bir yerde saklayin

o Raf 6mri: 24 aydir.

e Test cihazi, aliminyum folyo posetten ¢ikarildiktan sonra
mumkiin olan en kisa strede kullanilmalidir.

* MFD tarihi ve EXP tarihleri aliminyum folyo poset tzerine
isaretlenmistir.

NUMUNE GEREKSINIMLERI

1. Serum, plazma veya tam kan numuneleri i¢in uygundur.
Yaygin olarak kullanilan antikoagulanlarin (heparin, EDTA
veya sodyum sitrat) bu kitin sonuglari Gzerinde higbir etkisi
yoktur.

2. Ornekler rutin klinik ydntemlere gére alinmal ve
hemolizden kaginilmahdir.

3. Serum veya plazma o6rnekleri 5 glin iginde test edilecekse,
2°C-8°C'de sogutulmalidir. -20°C'de saklama 3 ayi
gecmemelidir. Uzun  sdreli saklama icin ~ 70°C
kriyoprezervasyon olmalidir ve tekrarlanan dondurma ve
¢ozdurme iglemlerinden kaginin (en fazla 3 kez).

4. Tum kan ornekleri 2°C-8°C'de 3 giin buzdolabinda
saklanarak kriyoprezervasyon yapilmadan saklanabilir.

5. Testten 6nce numuneyi oda sicakligina geri getirin.

6. Eski hemoliz, lipohemi ve sarilik 6rnekleri kullanilmamalidir.

7. Numunelerin tasinmasi sirasinda, buzla veya kopiik kutusu
buzla kapatilmaldir.

TEST PROSEDURU

1. Aliminyum folyoyu agin, test kartini g¢ikarin ve diiz bir
ameliyat masasina yatirin ve numaralandirin.

2. Sekle gore saglanan plastik damlaligi kullanarak test
kartinin numune kuyucuguna 1 damla (10 pl) numune (tam
kan / serum / plazma) ekleyin.

3. Ardindan 2 damla (80 pl) numune seyreltici ekleyin.

10ul Serum / Plasma 2 Drops of Buffer
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POZITIF NEGATIF GEGERSIZ
SINIRLAMALAR

1. Bu Girintin test sonuglari, teshis i¢in temel olarak
kullanilamaz. Klinik semptomlar, epidemiyolojik durumlar ve
diger klinik verilerle birlikte kapsamli bir yargiya variimalidir.
2. Enfeksiyonun erken asamasinda, SARS-CoV-2 antikoru
veya dustk antikor seviyesi numunede hentiz
gorinmediginden test sonucu negatif olabilir.

3. Saptama yonteminin sinirlandiriimasi nedeniyle, bu
reaktifin negatif test sonucu enfeksiyon olasiligini ortadan
kaldiramaz.

4. Bu reaktif yalnizca insan serumu, plazmasi ve tam kan
orneklerinde SARS-Cov-2 antikorlarini kalitatif olarak tespit
edebilir. Orneklerdeki belirli antikor igerigini belirleyemez.

PERFORMANS OZELLIKLERi

RapidFor™ SARS-CoV-3 Hizli IgG / IgM Test Kiti performans
ozellikleri, klinik 6rnekler kullanilarak belirlenmistir. PCR
sonuglari karsilagtirma igin kullanilmis ve agagida gosterilen
veriler belirlenmistir.

ELISA SONUCLARI Toplam
SARS-CoV-2 IgM - N
RapidFor’* 277 23 300
SARS-CoV-2
18G/IgM Test 5 306 311
Toplam 282 339 611

Hassasiyet; 277/ (277+23) = %92.3,
Ozgiillitk; 306/ (306+5) = %98.30,
Total dogruluk orani; (277+306)/611 = %95.40,

ELISA SONUCLARI Toplam
SARS-CoV-2 IgG v ,
RapidFor’* 290 10 300
SARS-CoV-2
1gG/IgM Test 6 307 313
Total 296 317 613

Hassasiyet; 290/ (290+10) = %96.6,
Ozgiilliik; 307/ (307+6) = %98.08,
Toplam dogruluk orani; (290+307)/613 = %97.30

Capraz Reaktivite

RapidFor™ SARS-CoV-2 1gG/IgM Test kiti, farkli patojenlere
karsi gelistirilen antikorlar ile gapraz reaktivite testi
gergeklestirilmistir. Toplam 24 farkli patojenlerle yapilan
denemeler sonucu yalanci pozitif sonug gézlenmemistir.

Sample Categories Sample Number
Influenza A virus IgG 3
Influenza B virus IgG 3
Respiratory syncytial virus IgG 3
Adenovirus IgG 3
Rhinovirus IgG 3
Human metapneumovirus IgG 3
Mycoplasma pneumoniae 1gG 3
Chlamydia pneumoniae 1gG 3
HCV IgG 3
Haemophilus influenza 1gG 3
HBV core antibody IgG 3
Bacterial pneumonia 3
Influenza A virus IgM 3
Influenza B virus IgM 3

Respiratory syncytial virus IgM 3
Adenovirus IgM 3
Rhinovirus IgM 3

Human metapneumovirus IgM 3

Mycoplasma pneumoniae IgM 3

Chlamydia pneumoniae IgM 3
HCV IgM 3
Haemophilus influenza IgM 3
HBV core antibody IgM 3

Antinuclear antibodies (ANA) 3

interferans

SARS-CoV-2 pozitif ve negatif sonug 6rneklerine asagidaki
maddeler belirlenen konsantrasyonlarda eklenmis ve testleri
yapilmistir. Yalanci pozitif ve ya yanhg negatif sonug
gozlenmemistir.

Name of Substance Concentration
Ascorbic acid 40 mg/dL
Hemoglobin 1200 mg/dL

Bilirubin 10 mg/dL
Albumin 2000 mg/dL
Triglyceride 1000 mg/dL
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