
（SARS-CoV-2）
ANTIBODY TEST

COLLOIDAL GOLD IMMUNOCHROMATOGRAPHY

ACCURATE
High-purity antibody with
high accuracy

EFFICIENT
Test result is available in
 15 mins

CONVENIENT
Suitable for whole blood
test

COVID-19



COMPANY PROFILE 

CERTIFICATES 

Lepu Medical Technology (Beijing) Co., Ltd. was established in 1999, and went public in 2009.
Lepu Medical is specialized in developing, manufacturing and distributing high-tech medical
devices and equipment. Today, Lepu Medical has grown into a global leading company with
32 primary subsidiaries worldwide in the fields of cardiovascular, neurovascular and
peripheral vascular interventions, structural heart diseases, surgical cardiology, cardiac
rhythm management, critical care, anesthesia, hematodialysis, general surgery, orthopedics
and in vitro diagnostics with products include coronary stents, dilatation balloon catheters,
interventional accessories, occlusion devices, mechanical heart valves, pacemakers, dialyzers,
anesthesia products, ECG devices, patient monitors, oximeters, surgical staplers, orthopedic
products, in vitro diagnostic products and angiography DSA systems.
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Antibody Test
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[Sample Type]   Whole blood / Plasma / Serum

[Sample Volume]   20ul / 10ul / 10ul

[Reaction Time]   15 mins

[Packing Size]   20 tests per box

[Storage Condition]   4℃ ~ 30℃
[Shelf Life]   12 months

Antibodies will be secreted after virus invasion.

Immunoglobulin M (IgM) comes out first, acting

as the early sign of infection. Immunoglobulin G

(IgG) comes out later, arising a more specific

and stronger reaction against the virus.

C : quality control line 
G: IgG detection line
M : IgM detection line

Well B : sample dilution

Well A : blood sample

Operation Steps

Step 1   Add 20ul of whole blood sample/
10ul of serum or plasma sample to well A.  

Step 2   Add two drops ( about 80ul ) of
sample dilution to well B, and start timing.

Step 3   The test results should be read
within 10-20 mins. Do not read the results
after 20 mins.

Negative IgM
Positive

IgG
Positive

IgM/IgG
Positive

Invalid Invalid Invalid Invalid

C : quality
      control line 

G : IgG
detection line

M : IgM
detection line

PRODUCT INFORMATION 

Watch the operation video https://youtu.be/dcid-1u7He4



PRODUCT QUALIFICATIONS

CE CERTIFICATE

FDA NOTIFICATION



Lepu Medical Technology (Beijing) Co., Ltd.
Please contact the regional sales for more information about this product.

Manufacturer: Beijing Lepu Medical Technology Co., Ltd  Add: 37 Chaoqian Road, Changping District, Beijing, China  Web: en.lepumedical.com

PRODUCT CLINICAL RESULTS

Clinical Institutions: Beijing Aipuyi Medical Inspection Center

SARS-CoV-2 Antibody Test
Nucleic Acid Detection Method (PCR)

Samples Quantity

IgM Positive

Positive

IgG Positive

IgM & IgG Positive

IgM & IgG Negative

Negative

Diagnostic Sensitivity

Diagnostic Specificity
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220 clinical samples based on the nucleic acid detection method (PCR) test results were
obtained, including 93 positive and 127 negative samples. The SARS-CoV-2 Antibody Test
was compared with nucleic acid method (PCR) using the collected clinical samples. The results
were summarized in the table below:


