SARS-CoV-2 IgM/IgG
Antibody test kit
(Colloidal Gold Method)
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- Features

1. Test result can get within 15 min

2. Sample types: fingertip blood/whole blood/serum/plasma

3. Test both IgM and IgG to improve sensitivity



- Instruction

Applicable people:

One Step Test for Novel Coronavirus (2019-nCoV) IgM/IgG Antibody(Colloidal Gold)
is intendedfor the qualitative detection of 2019-Novel Coronavirus IgM and IgG
antibody in serum, plasma, fingertip blood or wholeblood samples of pneumonitis

patients or suspected cases.
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Summary:

Coronavirus disease 2019 (COVID-19) is an infectious disease caused by2019-nCoV, a
new strain of coronavirus that has not been previously identified in humans. The disease is
primarily spread between people via respiratory droplets from infected individuals when
they cough or sneeze.Time from exposure to onset of symptoms is generally between 2
and 14 days. The disease may initially present with few or no symptoms, or may develop
into fever, coughing, shortness of breath, pain in the muscles and tiredness. Further
development may include pneumonia and acute respiratory distress syndrome.IlgM and
IgG antibody are generated within 3 to 7 days after people getting infected by 2019-nCoV,
which can be used as diagnostic indicator on the early stage. So, the detection of 2019 n-
COV IgM and IgG antibodies in human blood can be used as an auxiliary means for early
screening ofC OVID-19.
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Principle:

The test uses mixed recombinant 2019-nCoV nucleocapsid protein (N protein) and spike
protein (S protein), which are coated with colloidal gold and anti-human IgM and IgG
antibodies on different test lines, respectively. Will sample After the product is coated on
the test paper, the gold-labeled recombinant 2019-nCoV N protein and S protein will bind
to the IgM or IgG antibody in the sample and form a labeled antigen-antibody complex

with 2019-nCoV. These complexes move to the test card detection area by capillary action.
The labeled antigen- antibody complexes will then be captured in different tests by strains
produced by anti-human IgM and IgG antibodies producing purple-red striped test lines.
The color intensity of each test line is related to the amount of 2019-nCoV IgM and IgG
antibodies in the sample.



- Instruction

Kit Components:

Each test kit contains the test card, sample diluent

(2.2mL/bottle), and a manual.

Waring and Precautions:

Samples for human serum plasma or whole blood,
should be considered as potentially infectious.Operators
should wear protective clothing, masks, gloves and take
other appropriate safety precautions to avoid or reduce the

risk of infection.

Material required but not
provided:

Sample vortex mixer
10-100u! pipette and tips
Test tubes

Sample collection tubes

Timer



- Instruction

Interpretion of results:Negative

Negative: If only C-line
appears, indicating that
SARS-CoV-2 antibody is
not detected, and the

result is negative;
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Certificate
No. Q5 094093 0003 Rev, 00

Precten Swrvice

Holder of Certificate: e eesemmmopr cw wid
Building DF floor! -4, innovation Park
West Wangjiang Rosd No 800
High-Tech Zones
230068 Hede:
PECPLE'S REr Su OF CHINA

- alitveare o, Lid
Facility(ies): Budiding D5 Aoori=, innovation Park, West Wu-mllng Fhm

No 800, High-Tech Zones, 2
REPUBLIC OF CHINA

Certification Mark:

oV

e

Scope of Certificate: Design, Development, Production and
Distribution of Assay Kits for PEPSINOGEN |,
PEPSINCGEN I, GASTRIN-17 Assay with ELISA,
Fluorescence immunschromatagraphic and
Chemiluminascent Method,
and Fli i Analyzer

lied = ENES0 13485:2016
Mp Shn“m{'}' Madicai davices - Quality munnpmlanl SyBlEme -

Rgguiremants for regulaion pumoss
(150 13465:2016)
DINEN IS0 13485:2018

The Cartfication Body of TUV S00 Produet Sarvics GimsH ceriifies thal the comgary mantionad
abow ras edtablshed and is maintaming & quality managamen| system, which mests ihe
= s of the Ested 1. See also notes overdaaf.

Report No.: SHIB103204 RA
Valid from: 2079-04-08
Valid until; 20220405
Date, 2019-02-11 Stefan Praid
L
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PEA
PEOPLE’S REPUBLIC OF CHINA

B=17 ARt tH 1 ESIERR
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

EA R A8 Rk 20200009 &
Certificate NO.: 6% 44036 B4 8 20200000 &

FEAK: HORAME (SARS-CoV-2) IgM/IgG BB E (kg i)
Product{s): SARS-CoV-2 1gM/lgG antibudy test kit { Colluidal Gold Method )

B 2025500100 A Sk (EEEE P EREN)
Muodel: 20/25/50/100 pes per box (or customzied)

FREMLEEFRES: B4 20200002 5
Registration certificate(s):55 £ 20200002 5

Lo
Manufacturer: To,Ltd,

e 3183 SEHE
Address of manufacturcr: Bullding DY floor 14, Innovanuon rark, Ho800 West
Wangjiang "

EFHTRAEFERET /
Manufacturing License{s):/

HUEW FRERAkEPEER, HAS I PEHTH. HoOFERM.
This is to certify that the above product (s) are not registered in
China and not distributed on the Chinese market. The exportation of
the product(s) is not restricted.

EMFUELE: W2FDBATE
This certification valid until: March 174, 2022
&i: /
Remark: /
2020 03 73 18 B
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EC Declaration of Conformity

According to the In Vitro Dipgnostic Medical Devices Directive 98/79/EC

Manufacturer: N = Ol

Address: Building D9 floor 1-4,Innovation Pamk.rw.v. . .. . svangjlang
Road, High-Tech Zones, Hefei, hina

European Representative: wellkang Ltd
Address: 16 Castle St,Dover,CT16 1PW, UK

Product: SARS-CoV-2 IgM/1gG antibody test kit (Colloidal Gold Method)
Classification: Others

We, the manufacturer, herewith deciare with sole responsibility that our product mentioned
above meets the provisions of the Directive 98/79/EC of the European Parfiament and of the
Council on In Vitro Diagnostic Medical Devices,

General Applicable DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE
Directive COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

The above declasation of conformity is isswed under the sole responsibility of the manufactures.
General Manager:  Liu Feng
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CE Certificate

Health quarantine approval form
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THANKS
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