INITIATIVE COVID-19

Products Supply Emergency

Early diagnosis * early isolation * early treatment

-

2019-nCoV Ab Test (Colloidal Gold)

* NMPA approved product under National Emergency Assessment

Read results
in 15 minutes

Characteristics of 2019-nCoV

Strong infectivity % Fast transmission

The latent periad for 2019-nCoV is 1-14 days, with an average of 3-7 days. Mild patients only show
symptoms such as low fever and mild fatigue without pneumonia. Some infected patients are
asymptomatic but can also become a source of infection, which makes early diagnosis essential.

Long latent period

IgM and IgG Combined Detection

The clinical auxiliary diagnosis of 2019-nCoV requires simple, economical and feasible methods. The human
immune system can produce specific IlgM and 1gG antibodies after virus infection. |gM is the earliest antibody that
appears upon the first immune response. The detection of IgM antibody indicates a recent infection and can be
used as auxiliary diagnosis of early infection. |gG is produced later and lasts long, which can be used as an
indicator of previous or secondary infection.

The kit is intended for the gualitative detection of IgM and IgG antibodies against 2019 Novel Corenavirus
{2018-nCoV) in human serum/plasma/venous whole blood specimen and for the auxiliary diagnosis of 2019-nCoV
infection. The confirmation or exclusion of infection will be combined with the patient's clinical manifestations

or further other methods,
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Empowering Respiratory Pathogens Diagnosis
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Instructions for
2019-nCoV Ab Test
(Colloidal Gold)

Product Name

2012-nCaV Ab Test (Colloidal Gald)

Intended Use

The kit is intended for the qualitative detection of IgM and IgG
antibedies against 2019 MNovel Comonavirus (2019-nCoV) in
human serumiplasmafvenous whole blood specimen and for the
auxiliary diagnosis of 2019-nCoV infection.

Summary

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 (MERES-CoV) and
Severe Acute Respiratory Syndrome (SARS-CoV). A novel
coranavirus (nCaV) is a new strain that has not been previously
identifiec in humans.

Common signs of infection include respiratory symptoms, fever,
cough, shortness of breath and breathing difficulties. In more
seviere cases, infection can cause pneumonia, severe acute
respiratary syndrome, kidney failure and even death.

Standard recommendations to prevent infection spread include
regular hand wwashing, covering mouth and nose when coughing
and sneezing, thoroughly cocking meat and eggs. Avoid close
contact with anyone showing symptoms of respiratory illness such
as coughing and sneezing.

A novel coronavirus (CoV) is a new strain of coronavirus that has
not been previously identified in humans. The new, or “novel
coronavirus, now called 201%-nCoY, had not heen previously
detected before the outbreak was reported in Wuhan, China in
December 2019,

Current estimates of the incubation period range from 1-12.5 days
with median estimates of 56 days. These estimates will be
refined as more data becomes available. Based on information
from other coronavirus diseases, such as MERS and SARS, the
incubation period of 2019-nCoV could be up to 14 days. WHO
recommends that the follow-up of contacts of confirmed cases is
14 days.

To date, there is no specific madicine recommendead to prevent or
treat the novel coronavirus.
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Principle

The kit detects 2019-nCoV IgM and 19G antibodies by immuno-
capture method. The nitrocellulose membrane is coated by
mouse-anti  human monoclonal Igh  antibodies, mouse-anti
human monoclonal g antibodies, and goat-anti-mouse lgG
antibodies. The recombinant 2019-nCoV antigen and mouse 1gG
antibodies are labeled with colloidal gold as = tracer. After
addition of the specimens, if 2019-nColV lgM antibodies are
present, the antibodies will bind to collcidal gold-coated 2019-
nCaV antigens to form compounds, which are further captured by
pre-coated mouse-anti human IgM  antibodies to form  new
compounds, and generate purple line (M), If 2018-nCoV 1gG
antibodies are present in specimen, the antibodies will bind to
colloidal gold-labeled 2019-nCoV antigens to form compounds,
and further form new compounds by binding to pre-coated
meouse-anti human menoclonal 19G antibodies, which give rise to
purple line (G). The binding of colloidal gold-labeled mouse 1gG
antibodies with goat-anti-mouse 1gG antibodies will present purple
line, which is used as the control line(C).

Composition

1. Sealed foill pouches eachcontaining:
a. One casselte device
b. One desiccant

2. Spacimen diluent

3.Instructicns for use

Storage and Stability

1. Store at 4°C~ 30°C (39.2°F~ 86F ) .

2. Use the test within 1 hour after opening the pouch under 60%
humidity.

3. See production date and expiration date on label.

Specimen GCollection and Handling

Consider any matetials of human origin as infectious and
handle them using standard bio-safety procedures.

1. The kit is intended for test only in serum/plasmalvenous
whole blood specimens.

2. Specimens should be collected by standard protocol.

3. The venous whole blood specimans could be stored at 2°C~
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8°C (36°F~46°F) for up to 3 days, and it couldn't be frozen.
Venous whole blood specimens can be anti-coagulated with
routine dosage of heparin (9.8-28100mL), sodium citrate {3.8%,
equivalent to 128mmol/l), ethylenediaminetetraacetic acid
(EDTA) (4.55mmal/mlL+ 0.85 mmalimL).
The serum or plasma specimens could be stored at 2°C~ 8C
(36°F-46°F) for up to 7 days, and could be frozen at -20°C
(-4F: for 6 months. The specimens are repeatedly frozen
and thawed no more than 8 times; it should be the best to test
the sample after collection immediately.
Prior to testing, bring frozen specimens to room temperature
slowly and mix gently. Specimens containing visible matter
should be clarified by centrifugation before testing.

Test Procedure

13

Allow the test, specimen diluent and/or controls to reach
room temperature 10°C~30°C (50 F~86°F) prior to testing.
Remove the test device from the sealed pouch and use it
as soon as possible.

Place the test device on a clean and level surface.

FROM THE TOP OF THE SPECIMEN WELL: Add 20uL
venous whole blood er 10pL serum/plasma specimen into the
speciman well.

FROM THE BOTTOM OF THE SPEGIMEN WELL: Add 80puL
ar 2 drops of spacimen diluent into the specimen well.

Wait for the colored line(s) to appear. Read results within 15
minutes. Do not read the result after 15 minutes.
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Results Interpretation

1.

IgM Positive: The presence of two purple bands (M and C)
indicates positive for 2018-nCaV IgM antibodies.
IgG Positive: The presence of twa purple bands (G and C)
indicates positive for 20189-nCaV 1gG antibodies.

(4]

aMaIgG  lgM 186
Positive Positive  Positive

IgM & lgG Positive: If the C line and both M and G line
develop , it indicates positive for both 2019-nCoV IgM and
IgG antibodies.

Negative: Only one purple band appearing at the control line
(C) indicates negative result.

Invalid: If control line (C) fails to appear, no matter whether
the G/IM line is visible or not, the test is invalid. Insufficient
specimen volume or incorrect procedural technigues are the
mast likely reasons for control line failure. Review the
procedure and repeat the test with a new test device. If the
problem persists. you should immediately stop using the kit
with the same LOT No. and contact your local distributor.
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Performance Characteristics

1.

Use the national or enterprise reference controls for testing,
and the results mest the detection requirements of national or
enterprise reference controls.

Test the samples with a titer of 1:320 at the orginal
concentrations with the 201%-nCoV IgM antibody and 2019-
nCoV 1gG antibody. No hook effect was ohserved.

. The clinical trial of this product is based on the clear

diaghosis / exclusion criteria of the disease identified in the
“Movel Coronavirus Pneumonia Diagnosis and  Treatment
Program”. Clinical research was conducted in & institutions
and the total cases were 447. Using this kit, 110 cases out of
126 clinically confirmed cases are positive, with the sensitivity
of 67.3% (95% Cl: 80.40% to 92.0%); 62 cases of clinically
excluded cases are totally negative with the specificity of
100% (95% CI: 84 .20% to 100%).

. Avoid using special samples: red background may appear in

the hyperlipemia (trighyceride concentration higher than 25mg’
ml), icteric samples (Bilirubin concentration higher than 0.2mg/
mL) and hemolytic specimen {hemoglobin concentration more
than 5.0mg/mL ). which may affect the test result.

. The 2019-nCoV IgM test was also evaluated with samples that

are IgM positive for other diseases as listed in the following

table. No cross reactivity was cbserved.
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Soronavius HE L -Igh Coronavirus OC43-Ight

Coronavirus NLEZ-IgM Coronavirus Z23E-1gM

Influgnas A virus H1M1 e type HaN2-Igh
influsnza A virus HIN1 2009, seasonal
Infiuanza vinas H1 k1) g

HEM1-Igh H7MS-Igh

Influenza B virus ighl Respiratory Syncyllal virus 1am

Adencwvirus Igh Rhinovirus Ight

Enterovirus A-lg EE virnus ighd

Measles virug ight Cytomagaleuirug Ight

Rotavirus Ight Murps lgM

Waricalla-zester virus Ight Parainfluenza virus Igh

Mycoplasma pneumenias Ighl Chiamydia pnsumonias Ighl

Coxsackisvirus group B Igh

6. The 2019-nCoV IgG test was also evaluated with samples that

are |gG positive for other diseases as listed in the following
table. No cross reactivity was observed.

Coranavires HKU1-lg Coronavirus OC23-1g%

Comnavinug NLE3-IQE Coroaavirus 229E-19G

Iinfluenza A wirus HINT inew type HaNZ-1g5
influsnza A virus HIN1 2005, seasenal

Infuenza virds H1M1} 1gG

HEM -lgiG H7MS-12G

Influenza 8 virus IgG Resplratary Syncytial Virus 195

Adensvirus 196 Rnineviniz 135

Entercvirus A-lgG EE viruz 1g3

Measles virus 19G Cytemegslovirus 1ac

Ratavirus 155 Mumgs 195

“ancalla-zostsr virus oG Parainflusnza virus IgG

Mycoplasma pnssmeonias IgG Chlamydia pneumenias 195

Coxsackievirus group B g6

7. RF.ANA and AMAdon't exhibit cross reactivity with the test.
8. Common antivirals such like Epistine hydrochlonde (=4mg/L),

Ribavirin  {=40mg/L), Interferon (=200mgil), Oseltamivir
(=30maiL), Abidol (=40mg/L), Levofloxacin (=200mgiL).
Azithromyein ( = 100mg/L), Ceftriaxone ( = 400mg/L),
Meropenem (=200mg/L) have no interference effect on the
detection of this kit.
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9 Systemic lupus erythematosus has no interference effect on
the detection of this kit.

10. Mon-specific IgM antibody (=0 8mg/mL) and non-specific 1gG
antibody  (=4mg/mlL) have no interference effect on the
detection of this kit.

11. Heparin, sodium citrate. EDOTA and other anticoagulants have
no interference effect on the detection of this kit.

12 The precision experiments were camied out by different
experimenters, at different times and at different places, and
the resuits met the product performance reguirements.

13 After the specific IgM positive sample was destroyed by -
mercaptosthanal, the Igh test result was negative.

14. After preliminary evaluation, it is basically confirmed that the
clinical performance of the product can meet the emergency
needs of the epidemic. The product will further collect clinical
data to confirm the clinical performance of the product after it

is marketed.

. The kit is for qualitative detection and aid diagnosis use only.

2 In the eary phase of infection, no 1gG or 1gh antibody will be
produced, or the titer will be very low, thus, negative result will
ocour. Re-testing will be conducted in 7-14 days, and the
sample that is collected last time will be detected in parallel
during re-testing to confirm whether the serology tumns
positive ar the titer increases significantly.

3. The reference value of serclogical antibody detection is
limited for the immune-compromised patients or patients who
receive immunosuppressive therapy.

4. Positive IgM antibody test will occur not only in primary
infection, but also in secondary infection.

£, Positive 1gG test indicates previous infection or secondary
infection.

6. The confirmation or exclusion of infection will be combined
with the patient's clinical manifestations or further other

methods.

Precaution

1. Use fresh specimens whenever possible.
2. Results read after 15 minutes are considered invalid.

Mo. 639 Juxin Street, High-tech Industrial Development Zone,

I IMMOVITA (TANGSHAN) BICLOGICAL TECHNOLOGY CO. LTD.
Qian'an, Hebei, 064400, China.

SUNGO Europa B,
o [n=]  Qlympisch Stadion 24, 10760E Amsterdam, Netherlands.
TEL: +31 402 2021 11106
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