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Diagnostic Kit for IgM/IgG Antibody to Coronavirus (SARS-CoV-2)

(Lateral Flow)

GMMIT GmbH
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Whole Blood, Serum and Plasma Sample Types

\
Result in 1-15min visually \
\
Independent IgM and IgG results \
: o \ - s
Validated by Hundreds of Clinical Samples \ o
\ |
CFDA/NMPA approved, CE labeled \

ZHUHAI LIVZON DIAGNOSTICS INC.



Rapid and Easy to Use, Auxiliary test for the diagnosis of COVID-19
GMMIT GmbH

e |[deal complement to coronavirus nucleic acid tests (RT-PCR etc.) to avoid misdiagnosis

e Independent IgM and IgG results in one kit, capable for confirmation of COVID-19

(according to the Diagnosis and Treatment Protocol for Novel Coronavirus Pneumaonia 7th Edition by the National Health Commission of P.R.China)

e Much easier and faster way to test people on site

e Possible to find asymptomatic carriers and to confirm hospital discharge



One-Step Rapid Test for Diagnosing COVID-19
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Abundant Clinical Validation Shows Excellent Diagnostic Performance

Clinical Diagnosis Criteria

Positive 259 3 262

IgM/IgG
Negative 27 355 382
Total 286 358 644

IgM and IgG combined sensitivity and specificity is 90.6% and 99.2% respectively.

Total accordance rate equals 95.3%.

Storage Sample Type and

Packing Size

Product Name

Temperature Volume Needed

Diagnostic Kit for IgM/1gG Antibody to 10 Test Sets/Kit, : Plasma/Serum: 10pL
Coronavirus (SARS-CoV-2)(Lateral Flow) 20 Test Sets/Kit, 2-30°C Whole Blood: 20ulL
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ZHUHAI LIVZON DIAGNOSTICS INC.

Declaration of Conformity

according to the In Vitro
Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Zhuhai Livzon Diagnostics Inc.

Address: No.266,Tongchang Road, Xiangzhou District, 519060 Zhuhai, PR.China

EU Representative: Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg, Germany

We declare under our sole responsibility that

the IVD Medical . Diagnostic Kit for IgM/IgG Antibody to

Product Name

Device * Coronavirus (SARS-CoV-2) (Lateral Flow)

Type/model,
batch/serial number,

possibly sourcesand : Model: 10 Test Sets/Kit 20 Test Sets/Kit

number of items
(Where applicable)

according to directive | Other device ,not in Annex II, not for self-
of class 98/79/EC " testing ,not for performance evaluation

meets all the provisions of the directive 98/79/EC which apply to it.

Applied harmonised EN1S015223-1:2016 ENISO 13485:2016
standards, national EN 13612:2002 EN 23640:2015
standards or other EN 13641:2002 EN 139752003
normative documents 165 149712012 ENISO 18113-1:2011

EN ISO 18113-2:2011 1272/2008 EC
Conformity » )
assessment Annex III: EC Declaration of Conformity
procedure

Zhuhai Director of Quality & Regulation
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

Q5 098773 0003 Rev. 00

Product Service

Holder of Certificate: Zhuhai Livzon Diagnostics Inc.
No.266,Tongchang Road, Xiangzhou District
519060 Zhuhai
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Zhuhai Livzon Diagnostics Inc.
No.266,Tongchang Road, Xiangzhou District, 519060 Zhuhai,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485 /

tuv-sud.com/ps-cert

Scope of Certificate: Design and Development,
Production and Distribution of

ELISA Diagnostic Kit,

Colloidal Gold Diagnostic Kit,

Clinical Chemistry Diagnostic Kit,

Microbiology Identification Kit and Media,
Instruments for Clinical Laboratory and Accessories

Applied Standard(s): ENISO 13485:2016
PP (S) Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1829511
Valid from: 2018-09-14
Valid until: 2020-04-30
Date, 2018-09-14 Stefan Preil3
Tov®
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TUV SUD Product Service GmbH « Certification Body * Ridlerstra3e 65 » 80339 Munich - Germany
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lgM Antibodly to Coronavirus (SARS-CoV-2)

Test description

The product is intended for qualitative detection of Coronavirus (SARS-CoV-2)
lgM antibody in human serum, plasma or whole blood samples in vitro, which

1s an auxiliary diagnosis method for early infection of Coronavirus (SARS-CoV-
2)

Sample type : serum, plasma or whole blood samples

Pack Size: 207&40T

Storage Condition: 2C°~ 30 C°

Material Provided:

20T:

1.20 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

Z.Pipette " 20pcs

Sample diluent . 1*3 mL

40T:

1.40 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

2.Pipette . 40pcs

Sample diluent . 2*3 mL

Analytical
performance

1. Sensitivity and Specificity

ensitivity: 78.7% (95%CI: 73.6% ~ 83.0%)
Specificity: 99.7% (95%CI: 98.4% ~ 100.0%)
Total agreement: 90.4% (95%C/: 87.8% ~ 92.4%)
2. limit of detection (LOD)
We used the dilution matrix to dilute a specific titer positive serum samples in
different series. The results show that when the antibody concentration of
2019-ncov novel coronavirus in the samples was =1:256, the positive
detection rate of the reagent was =95%. So the lowest limit of detection of the
kit 1s determined as no less than 1.256.
3. Cross-reactivity
Specimens which tested positive with following various agents from patients
were Investigated with the kit. The results showed no cross reactivity.
Endemic human coronaviruses (HKU1, OC43, NL63 and 229E), Influenza A,
Influenza B, Nasal virus, EB virus, Mumps virus, Measles virus, Cytomegalovirus,
Mycoplasma pneumoniae, Chlamydia pneumonia, Adenovirus,

Diagnostic Performance Evaluation and Clinical Validation Data Summary

Diagnostic Kit for IgM/IgG Antibody to Coronavirus (SARS-CoV-2) (Lateral Flow)

Livzon Diagnostics Inc. March 2020

Enterovirus ,Respiratory syncytial virus and Varicella-zoster virus IgM
antibodies positive sample.

4. Interferences

The test result of the kit do not be interfered with the substance at the

following concentration.

1gG Antibody to Coronavirus (SARS-CoV-2)

Substance Concentration
Bilirubin 50mg/dl
Hemoglobin 50mg/mL
Triglyceride 500mgral
Cholesterol 500mgral
Rheumatoid factors 920 IU/mL
Antinuclear antibody (ANA) titer 1:1600

Total lgM 80mg/mL
Total IgG 55mg/mL

5. Precision

1). Within run precision: The negative agreement rate and the positive
agreement rate should be 100% all the time.

2). Between run precision: The negative agreement rate and the positive
agreement rate should be 100% all the time.

6. Reference assay

The reference method used during our clinical study 1s based on the clinical
diagnosed positive patient that a combination of clinical symptoms with PCR

test was given.

Test description

The product is intended for qualitative detection of Coronavirus (SARS-CoV-2)
IgG antibody in human serum, plasma or whole blood samples in vitro, which is
an auxiliary diagnosis method for early infection of Coronavirus (SARS-CoV-2)

Sample type : serum, plasma or whole blood samples.

Pack Size: 20T&40T

Storage Condition: 2C°~ 30 C°

Material Provided:

207:

1.20 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

2.Ppette . 20pcs

Sample diluent . 1+3 mL

40T:

1.40 Individual sealed pouches, each pouch contains:

-1 Tests cassette

-1 Desiccant pouch

Z.Ppette . 40pcs

Sample diluent . 2*3 mL

Triglyceride 500mg/dlL
Cholesterol 500mg/dl
Rheumatoid factors 920 IU/mL
Antinuclear antibody (ANA) titer 1:1600
Total IgM 80mg/mlL
Total IgG 55mg/mL

5. Precision

1). Within run precision.: The negative agreement rate and the positive

agreement rate should be 100% all the time.

2). Between run precision: The negative agreement rate and the positive

agreement rate should be 100% all the time.

6. Reference assay

The reference method used during our clinical studly is based on the clinical

diagnosed positive patient that a combination of clinical symptoms with PCR

est was given.

Clinical
performance

1. A total of 648 serum/plasma samples from 644 patients suspected of novel
coronavirus pneumonia were tested, including homologous comparison
and continuous monitoring samples. After removing 4 duplicate samples,
A total of 644 samples were included for statistics, The results are as
follows:

Compared with the clinical reference standard, the clinical sensitivity was
78.7% (95% CI:73.6% ~ 83.0%). The clinical specificity was 99.7% (95%
Cl:98.4% ~ 100.0%), and the total coincidence rate was 90.4% (95% Cl:87.8% ~
92.4%).

2. The combined statistical analysis of the combined detection results of this
kit and IgG gold standard kit showed that the combined sensitivity was
90.2%, (95% Cl:86.2% ~ 93.1%). The combined specificity was 99.2% (95% CI:
97.6% ~ 99.7%), and the overall coincidence rate was 95.2%, (95% C1:93.2% ~
96.6%).

Analytical
performance

1. Sensitivity and Specificity

Sensitivity: 83.6% (95% CI: 78.8% ~ 87.4%)

Specificity: 99.4% (95% Cl: 98.0% ~ 99.8%)

Total agreement: 92.4% (95% Cl:90.1% ~ 94.2%)

2. limit of detection (LOD)

We used the dilution matrix to dilute a specific titer positive serum samples in
different series. The results show that when the antibody concentration of
2019-ncov novel coronavirus in the samples was =1:128, the positive
detection rate of the reagent was =95%. So the lowest limit of detection of the
kit is determined as no less than 1:128.

3. Cross-reactivity

Specimens which tested positive with following various agents from patients
were investigated with the kit. The results showed no cross reactivity.

Endemic human coronaviruses (HKU1, OC43, NL63 and 229E), Influenza A,
Influenza B, Nasal virus, EB virus, Mumps virus, Measles virus, Cytomegalovirus,
Mycoplasma pneumoniae, Chlamydia pneumonia, Adenovirus,

Enterovirus ,Respiratory syncytial virus and Varicella-zoster virus IgG antibodies
positive sample.

4. Interferences

The test result of the kit do not be interfered with the substance at the

following concentration:

Clinical
performance

1. A total of 648 serum/plasma samples from 644 patients suspected of novel

coronavirus pneumonia were tested, including homologous comparison

and continuous monitoring samples. After removing 4 duplicate samples,

A total of 644 samples were included for statistics, The results are as

follows:

Compared with the clinical reference standard, the sensitivity was 83.6%
(95% CIl:78.8% ~ 87.4%). The specificity was 99.4% (95% CI:98.0% ~ 99.8%), and
the total agreement was 92.4% (95% CI:90.1% ~ 94.2%).

2. The combined statistical analysis of the combined detection results of this

kit and IgG gold standard kit showed that the combined sensitivity was
90.2% (95% Cl-86.2% ~ 93.1%). The combined specificity was 99.2% (95% Cl:
97.6% ~ 99.7%), and the overall coincidence rate was 95.2% (95% CI:93.2% ~

96.6%).

Substance Concentration
Bilirubin 50mg/alL
Hemoglobin 50mg/mL
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