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Rapid Test Device

Intended Use 

The 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device is a rapid 
chromatographic immunoassay for the qualitative detection of IgG & IgM 
antibodies for Coronavirus Disease 2019 in human whole blood, serum, or 
plasma as an aid in the diagnosis of COVID-19 infections.

Manufacturer Overview

Hangzhou Realy Tech Ltd is a diagnostic test company from Hangzhou city in 
the province of Zhejiang, China. The company has ISO 13485 certification for 
the production and distribution of clinical analysers and associated diagnostic 
test kits.  Their products include rapid test procedures, chemiluminescent 
systems and PCR technologies. 

The IgG / IgM rapid test device described in this document has been developed 
by the company in response to the outbreak of Covid-19 in China. The test 
procedure complies with the EC declaration of conformity in accordance with 
directive 98/79/EC.

Intended Use Manufacturer Overview
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Performance Characteristics

Sensitivity and Specificity

The 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device has been compared to a leading 
commercial CMIA test using clinical specimens. The results show that the 2019-nCoV/COVID-19 
IgG/IgM Rapid Test Device has a high sensitivity and specificity.

For IgG testing

Method COVID-19 IgG Antibody
Test Kit(CMIA) 

Total
Results

2019-nCOV IgG/IgM
Rapid Test Device

Results

Positive

Positive

99

1

100

Negative

Negative

0 99

100 101

100 200Total Results

Relative Sensitivity:99/100*100%=99% (95%CI*: 94.01%-99.99%)
Relative Specificity:100/100*100%= 100% (95%CI*: 95.56%-100%)
Accuracy:(99+100)/(99+1+100)*100%=99.5% (95%CI*: 96.94%-99.99%)
*Confidence Interval

For IgM testing

Method COVID-19 IgM Antibody
Test Kit(CMIA) 

Total
Results

2019-nCOV IgG/IgM
Rapid Test Device

Results

Positive

Positive

98

2

100

Negative

Negative

1 99

99 101

100 200Total Results

Relative Sensitivity:98/100*100%=98%(95%CI*:92.56%-99.89% )
Relative Specificity:99/100*100%=99%(95%CI*: 94.01%-99.99%)
Accuracy:(98+99)/(98+2+1+99)*100%=98.5%(95%CI*: 95.48%-99.69%)
*Confidence Interval

Performance Characteristics
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Performance Characteristics

Cross-reactivity

The 2019-nCoV/COVID-19 IgG/IgM Rapid Test Device has been tested for anti-influenza A
virus, anti-influenza B virus, anti-RSV, anti-Adenovirus, HBsAg, anti-Syphilis, anti-HIV anti-
rheumatoid factor, anti-M. Pneumonia, anti-Chlamydiapneumoniae and anti-HCV positive
specimens. The results showed no cross-reactivity.

Interfering Substances

The following compounds have been tested using the 2019-nCoV/COVID-19 IgG/IgM Rapid
Test Device and no interference was observed.

Triglyceride: 5000mg/dL 
Ascorbic Acid: 20mg/dL 
Hemoglobin 1000mg/dL
Bilirubin: 60mg/dL 
Oxalic acid: 100mg/dL 
Human serum albumin 2000mg/dL
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Validation Studies

VALIDATION 
STUDIES
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Validation Studies

The Realy Tech Rapid Test Device has undergone extensive validation prior 
to market launch.  An independent clinical validation was undertaken at the 
Municipal Centre for Disease Control and Prevention in Shijiazhuang, China 
using 200 patients (male and female) covering a wide range of ages (from 13 
to 98). 

The results of this study demonstrated high levels of Sensitivity and Specificity 
for the determination of SARS CoV-2 specific IgG and IgM levels in blood 
samples. 

A detailed analytical study was also undertaken to examine precision, sensitivity, 
interfering substances, cross reactivity, hook effect, test kit transport stability, 
temperature stability and test sample stability.

The details of these validation studies, plus further Regulatory & Quality 
information are provided in the remaining sections of this technical file.   
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Analytical Sensitivity Testing Report

杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

1/2

Analytical Sensitivity

Testing Report
1. Purpose

The purpose of this proposal is to provide an validation of the analytical sensitivity. The

production of at least three consecutive 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

products shall be controlled.

2. General information

Manufacturer:Hangzhou Realy Tech Co.,Ltd.

Product name:2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

Catalogue number:K460216D

3. Material

Positive Control:2019-nCOV-IgM;

Positive Control:2019-nCOV-IgG;

Validation lot 1:NO1G01T;

Validation lot 2:NO1G02T;

Validation lot 3:NO1G03T.

4. Method

Tests the low positive control of 2019-nCOV-IgM,2019-nCOV-IgG and negative sample.Each

specimen tests in 11 tests.Read the positive result at 10 min.Do not interpret the result after 15

minutes.

5. QC Acceptance Criteria

Serum/Plasma specimens:C-line≤3min.

Whole blood specimens:C-line≤5min.

C-line≥G8 in 10min.

6. Results

Lot
2019-nCOV-IgM 2019-nCOV-IgG Negative Sample

IgM/IgG IgM/IgG IgM/IgG

NO1G01T

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

2/2

Lot
2019-nCOV-IgM 2019-nCOV-IgG Negative Sample

IgM/IgG IgM/IgG IgM/IgG

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

NO1G02T

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

NO1G03T

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

+/- -/+ -/-

7. Conclusion

The 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device can show good performance using the

positive and negative samples.
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Clinical Validation Report
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Cross-reactivity study of
COVID-19 IgG/IgM test device

1.0 Study purposes

Verify cross-reactivity of COVID-19 IgG/IgM test device with Positive specimens of different

respiratory diseases

2.0 Material

2.1 Test in vitro diagnostic reagents

Name: COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

Specification:25 tests/kit

LOT:NO1G01T, NO1G02T, NO1G03T

Expiry: August,2020(Tentative)

Storage Conditions: Store in a dry place at 2-30°C, protected from light. After opening the

inner package, the test card will become invalid due to moisture absorption. Please use it

within 1 hour.

Source:Hangzhou Realy Tech Co.,Ltd

2.2 Specimen

RSV Positive serum specimen 5 pcs

Adeno positive serum specimen 5pcs

Flu A positive serum specimen 5 pcs

Flu B positive serum specimen 5 pcs

MP positive serum specimen 5 pcs

CP positive serum specimen 5 pcs

RF positive serum specimen 10 pcs

HIV positive serum specimen 5 pcs

TP positive serum specimen 5 pcs

HCV positive serum specimen 5 pcs

HBsAg positive serum specimen 5 pcs

3.0 Experiment method

3.1 Instructions for use

Cross-reactivity Study
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Directions for use and interpretation of results according to the package insert.

3.2 Experimental procedures

4.2.1 Use different batches of test device to test the different clinical positive specimens and

record the test results at the 15 min.

4.0 Results of experiment data

Data of experiment results

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

RSV-1 － － － － － －

RSV-2 － － － － － －

RSV-3 － － － － － －

RSV-4 － － － － － －

RSV-5 － － － － － －

Adeno-1 － － － － － －

Adeno-2 － － － － － －

Adeno-3 － － － － － －

Adeno-4 － － － － － －

Adeno-5 － － － － － －

FLU A-1 － － － － － －

FLU A-2 － － － － － －

FLU A-3 － － － － － －

FLU A-4 － － － － － －

FLU A-5 － － － － － －

FLU B-1 － － － － － －

FLU B-2 － － － － － －

FLU B-3 － － － － － －

FLU B-4 － － － － － －

FLU B-5 － － － － － －

MP-1 － － － － － －

MP-2 － － － － － －

MP-3 － － － － － －

MP-4 － － － － － －

MP-5 － － － － － －
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

CP-1 － － － － － －

CP-2 － － － － － －

CP-3 － － － － － －

CP-4 － － － － － －

CP-5 － － － － － －

RF-1 － － － － － －

RF-2 － － － － － －

RF-3 － － － － － －

RF-4 － － － － － －

RF-5 － － － － － －

RF-6 － － － － － －

RF-7 － － － － － －

RF-8 － － － － － －

RF-9 － － － － － －

RF-10 － － － － － －

HIV-1 － － － － － －

HIV-2 － － － － － －

HIV-3 － － － － － －

HIV-4 － － － － － －

HIV-5 － － － － － －

TP-1 － － － － － －

TP-2 － － － － － －

TP-3 － － － － － －

TP-4 － － － － － －

TP-5 － － － － － －

HCV-1 － － － － － －

HCV-2 － － － － － －

HCV-3 － － － － － －

HCV-4 － － － － － －

HCV-5 － － － － － －

HBsAg-1 － － － － － －

HBsAg-2 － － － － － －
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

HBsAg-3 － － － － － －

HBsAg-4 － － － － － －

HBsAg-5 － － － － － －

5.0 Conclusion

The above results show that there is no cross-reactivity of RSV, Adeno, FLU A, FLUB, MP,

CP, RF, HIV, TP, HCV, HBsAg, when test by COVID-19 IgG/IgM Rapid Test Device (Colloidal

Gold)
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

1/2

Doose hook study
1. Purpose
Validation whether the Hook effect exists in the products of 2019-nCOV/COVID-19 IgG/IgM

Rapid Test Device.

2. General information
Manufacturer:Hangzhou Realy Tech Co.,Ltd.
Product name:2019-nCOV/COVID-19 IgG/IgM Rapid Test Device
Catalogue number:K460216D
3. Material
Validation lot1: NO1G01T;
Validation lot2: NO1G02T;
Validation lot3: NO1G03T;
2019-nCOV-IgM Strong positive sample;
2019-nCOV-IgG Strong positive sample;
Negative sample (N1).
4. Method
1） Prepare 2019-nCOV-IgM strong positive samples and 2019-nCOV-IgG strong positive

samples,then diluted each specimen with Negative sample (N1) according to the dilution
ratio.Dilute the sample until cut off ratio.

2） Refer to the INSTRUCTION FOR USE section in package insert of the
2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

3） Run each specimen with triple tests.

5. QCAcceptance Criteria
There is no Hook effect.
Serum/Plasma specimens:C-line≤3min.
Whole blood specimens:C-line≤5min.
C-line≥G8 in 10min.

6. Results
2019-nCOV-IgM Strong positive sample

Dilution ratio
NO1G01T NO1G02T NO1G03T
IgM/IgG IgM/IgG IgM/IgG

1:2 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:4 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:8 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:16 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:32 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:64 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:128 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:256 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:521 +/- +/- +/- +/- +/- +/- +/- +/- +/-
1:1024 +/- +/- +/- +/- +/- +/- +/- +/- +/-

Dose Hook Study
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

2/2

C-line State:10″
D-line Appearing Time:≤1′07″

2019-nCOV-IgG Strong positive sample

Dilution ratio
NO1G01T NO1G02T NO1G03T
IgM/IgG IgM/IgG IgM/IgG

1:2 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:4 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:8 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:16 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:32 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:64 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:128 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:256 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:521 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:1024 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
1:2084 -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

C-line State:10″
C-line Appearing Time: ≤58″
7. Conclusion

From the above result, The gradient of validation lot are obvious and there is no dose hook effect.
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Hangzhou Realy Tech Co.,Ltd.

Interfering Substances Study Report

1. Purpose
Study whether clinical common specimens,drugs or reagents interfere with the performance of the
2019-nCOV IgG/IgM Rapid Test Device.

2. General information
Manufacturer:Hangzhou Realy Tech Co.,Ltd.
Product name:2019-nCOV IgG/IgM Rapid Test Device
Catalogue number:K460216D

3. Material

Dropper,

Product：

Product Lot

2019-nCOV IgG/IgM
Rapid Test Device

Lot 1 NO1G01T

Lot 2 NO1G02T

Lot 3 NO1G03T

Reference panel：

Specimen Lot Specimen Lot Specimen Lot

N1 202002087 L1 202003001 L3 202003001

4. Method

1) The 2019-nCOV IgG positive reference panel L1, IgM positive reference panel L3 and

negative reference panel N1 were used to dilute the interfering substances to the following

concentrations:

Interfering substances Lot Concentration Lot after configuration

配置后批号Ascorbic acid MKBH4682V 0.2mg/ml 200299

Hemoglobin 069K7545 10mg/ml 200299

Bilirubin SLBK6048V 0.6mg/ml 200299

Oxalic acid SHBC1518V 1mg/ml 200299

Human serum albumin D00160957-0904 20mg/ml 200299

Triglyceride LC08933V 50mg/ml 200299

2) Operate according to the package insert of the product.

Interfering Substance Report
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Precision study

1. Purpose

The purpose of this proposal is to provide an validation of the Precision study.The production of at

least three consecutive 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device products shall be

controlled.

2. General information

Manufacturer:Hangzhou Realy Tech Co.,Ltd.

Product name:2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

Catalogue number:K460216D

3. Material:

Validation lot 1:NO1G01T;

Validation lot 2:NO1G02T;

Validation lot 3:NO1G03T;

Operator1;Operator2;Operator3;

Negative Control: N1;

Low positive Control: 2019-nCOV-IgM (LM);

Low positive Control: 2019-nCOV-IgG (LG);

High positive Control:2019-nCOV-IgM (HM);

High positive Control:2019-nCOV-IgG(HG).

4. Methods
1） Refer to the DIRECTIONS FOR USE section of the package insert.
2） Precision study should follow the steps:3pcs/person/concentration/*3lots*10days.and this

study must be operated by three different persons from QC department.
5. Interpretation of results

Positive result:≥G3
Negative result:<G3

Note: G3 is a color strip of the Standard colorimetric card.

6. QC Acceptance Criteria

Product performance is not affected by intra-assay and inter-assay.

Serum/Plasma specimens:C-line≤3min.

Whole blood specimens:C-line≤5min.

C-line≥G8 in 10min.
Note: G8 is a color strip of the Standard colorimetric card.

Precision Study
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7. Results

Lot1: NO1G01T;

Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

Day1

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day8

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day8

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day8

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/Operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Lot2:NO1G02T;

Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

Day1

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day2

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day4

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day6

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

N1 -/- -/- -/-

Day7

Operator2

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

N1 -/- -/- -/-

Day7

Operator3

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

N1 -/- -/- -/-

Day8

Operator1

N1 +/- +/- +/-

LM -/+ -/+ -/+

LG +/- +/- +/-

HM -/+ -/+ -/+

HG -/- -/- -/-

Day8

Operator2

N1 +/- +/- +/-

LM -/+ -/+ -/+

LG +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM -/+ -/+ -/+

HG -/- -/- -/-

Day8

Operator3

N1 +/- +/- +/-

LM -/+ -/+ -/+

LG +/- +/- +/-

HM -/+ -/+ -/+

HG -/- -/- -/-

Day9

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Lot3:NO1G03T;

Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

Day1

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day1

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day2

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day2

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day3

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day4

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day4

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day5

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day6

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day6

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day7

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day8

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day8

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day8

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day9

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator1

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-
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Day/operator Sample
1 2 3

IgM/IgG IgM/IgG IgM/IgG

HG -/+ -/+ -/+

Day10

Operator2

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

Day10

Operator3

N1 -/- -/- -/-

LM +/- +/- +/-

LG -/+ -/+ -/+

HM +/- +/- +/-

HG -/+ -/+ -/+

8. Conclusion

The result of the test shows that operated by three different persons at 10days is conform to

acceptable criteria.
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Real time andAccelerated Stability Study

1. Purpose
To investigate the performance of the 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device under the

influence of normal temperature and high temperature storage conditions over time, which is the production,

packaging, storage, transportation conditions and expiration date of the kit.The determination provides a

scientific basis to ensure the safety and effectiveness of this kit.

2. Determination of stability
Refer to the expiration date of the marketed product and combine with the actual situation of the company's

kit to conduct a stability test. The test results obtained serve as the initial basis for determining the expiration

date of this kit.

The tentative validity period of this kit is:store at 2-30℃ in the dark for 24 months.

3. Content

3.1 long term stability
1.1.1 Testing items

Items Requirements

Negative Coincidence

Rate

Use the company's internal negative control disk N1-N20 for testing,

requiring products to be negative

IgG Positive Coincidence

Rate

Use the company's IgG positive quality control L1\L2\M1\M2 for testing,

requiring products to be positive

IgM Positive Coincidence

Rate

Use the company's IgM positive quality control L3\L4\M3\M4 for testing,

requiring products to be positive

Running time C line appearing time＜120″

Product Background Background clear,not affect the interpretation of results

3.1.2 Investigation time and time interval setting

The investigation period of the long-term stability test of this kit is 36 months. The time interval of the

inspection is every 6 months in the first 12 months, every 4 months in the middle 12 months, and every 3

months in the next 12 months to ensure the objective and repeatability of the test results.

3.1.3 LOT of stability study product

Using 3 consecutive batches of products,LOT:NO1G12T,NO1G13T,NO1G14T

3.1.4 Package and storage conditions

 The packaging of the long-term stability test of this kit is the same as the packaging to be marketed.

 2~30℃ storage.

Real-Time and Accelerated Stability Report
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3.2 Accelerated stability
3.2.1 Testing items

Items Requirements

Negative Coincidence

Rate

Use the company's internal negative control disk N1-N20 for testing,

requiring products to be negative

IgG Positive Coincidence

Rate

Use the company's IgG positive quality control L1\L2\M1\M2 for testing,

requiring products to be positive

IgM Positive Coincidence

Rate

Use the company's IgM positive quality control L3\L4\M3\M4 for testing,

requiring products to be positive

Running time C line appearing time＜120″

Product Background Background clear,not affect the interpretation of results

3.2.2 Setting of investigation time and time interval

3.2.2.1 Store the reagent to be tested under the required storage conditions (55 ℃). If the temperature exceeds the

required range, adjust it.

3.2.2.2 Remove the reagent from the incubator every specified number of days.

3.2.2.3

0 day and the last day study:

Test all reference panel (buffer,N1~N20,IgGL1,L2,M1,M2,IgM L3,L4,M3,M4),each reference panel is tested once.

Other study point:

Negative reference panel N1, IgG positive reference panel L1, and IgM positive reference panel L2 were tested

each time, and each reference panel was tested 3 times.

Accelerate the stability evaluation of the product according to the following schedule.

Accelerated stability

Study point 1 2 3 4 5 6 7 8 9

Time point
(day)

55℃ 0 9 16 24 31 38 46 49 53

3.2.3 LOT of Accelerated stability study product

Using 3 consecutive batches of products,LOT:NO1G12T，NO1G13T，NO1G14T
3.2.4 Package and storage conditions

 The packaging of the long-term stability test of this kit is the same as the packaging to be marketed.

 2~30℃storage..
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3.3 Stability study information and data

3.3.1.Study basis information
Product name 2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

Specification 25test/kit

Production information

Product name LOT

2019-nCOV/COVID-19 IgG/IgM Rapid Test Device NO1G12T

2019-nCOV/COVID-19 IgG/IgM Rapid Test Device NO1G13T

2019-nCOV/COVID-19 IgG/IgM Rapid Test Device NO1G14T

4. Stability study data and results

4.1 long term stability
0 day Result

Reference panel LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

N
egative

R
eference

panel

N1 202002087 － － － － － －

N2 202002087 － － － － － －

N3 202002087 － － － － － －

N4 202002087 － － － － － －

N5 202002087 － － － － － －

N6 202002087 － － － － － －

N7 202002087 － － － － － －

N8 202002087 － － － － － －

N9 202002087 － － － － － －

N10 202002087 － － － － － －

N11 202002087 － － － － － －

N12 202002087 － － － － － －

N13 202002087 － － － － － －

N14 202002087 － － － － － －

N15 202002087 － － － － － －

N16 202002087 － － － － － －
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

Reference panel LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

N17 202002087 － － － － － －

N18 202002087 － － － － － －

N19 202002087 － － － － － －

N20 202002087 － － － － － －

Positive
R
eference

panel

L1 202003001 + N/A + N/A + N/A

L2 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

L4 202003001 N/A + N/A + N/A +

M1 202003001 ++ N/A ++ N/A ++ N/A

M2 202003001 ++ N/A ++ N/A ++ N/A

M3 202003001 N/A ++ N/A ++ N/A ++

M4 202003001 N/A ++ N/A ++ N/A ++

C line appearing time:≤1′49″,C line statue:G9.
Conclusion:Conformity.

4.2 Accelerated stability
0 Day Result

Reference panel LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

N
egative

R
eference

panel

N1 202002087 － － － － － －

N2 202002087 － － － － － －

N3 202002087 － － － － － －

N4 202002087 － － － － － －

N5 202002087 － － － － － －

N6 202002087 － － － － － －

N7 202002087 － － － － － －

N8 202002087 － － － － － －

N9 202002087 － － － － － －

N10 202002087 － － － － － －
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

Reference panel LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

N11 202002087 － － － － － －

N12 202002087 － － － － － －

N13 202002087 － － － － － －

N14 202002087 － － － － － －

N15 202002087 － － － － － －

N16 202002087 － － － － － －

N17 202002087 － － － － － －

N18 202002087 － － － － － －

N19 202002087 － － － － － －

N20 202002087 － － － － － －

Positive
R
eference

panel

L1 202003001 + N/A + N/A + N/A

L2 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

L4 202003001 N/A + N/A + N/A +

M1 202003001 ++ N/A ++ N/A ++ N/A

M2 202003001 ++ N/A ++ N/A ++ N/A

M3 202003001 N/A ++ N/A ++ N/A ++

M4 202003001 N/A ++ N/A ++ N/A ++

C line appearing line:≤1′49″,C line statue:G9.
Conclusion:Conformity.

55℃ Stability Result

Time
point

Reference
panel

LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

9
day

N1 202002087 － － － － － －

L1 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

C line appearing line≤1′38″,C line statue:G9.
Conclusion:Conformity.
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

Time
point

Reference
panel

LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

16
day

N1 202002087 － － － － － －

L1 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

C line appearing line≤1′36″,C line statue:G9.
Conclusion:Conformity.

Time
point

Reference
panel

LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

24
day

N1 202002087 － － － － － －

L1 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

C line appearing line≤1′40″,C line statue:G9.
Conclusion:Conformity.

Time
point

Reference
panel

LOT
LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

31
day

N1 202002087 － － － － － －

L1 202003001 + N/A + N/A + N/A

L3 202003001 N/A + N/A + N/A +

C line appearing line≤1′40″,C line statue:G9.
Conclusion:Conformity.

5. Conclusion
The novel coronavirus is a newly discovered virus. The company began research and development in early

February 2020.Based on the market demand of the product, it is urgently needed to be listed, but due to the

short time, long-term stability is not sufficient to support product stability.

But according to the acceleration stability, the product can support the validity period of 24 months, so this

product meets the market demand based on the acceleration stability result of the product.
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1

Study on the specimen variety of

COVID-19 IgG/IgM Products
1.0 Study purposes

Verify the consistency of test results of different types of samples

2.0 Material

Test in vitro diagnostic reagents
Name: COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

Specification:25 tests/kit
LOT:NO1G01T, NO1G02T, NO1G03T
Expiry: August,2020
Storage Conditions: Store in a dry place at 2-30°C, protected from light. After

opening the inner package, the test card will become invalid due to moisture

absorption. Please use it within 1 hour.

Source:Hangzhou Realytech Co.,Ltd
3.0 Sample collection, processing and storage

3.1 Sample collection:
Select 10 COVID-19 positive patients and 10 COVID-19 negative patients,
separately collect blood veins with blood collection tubes containing EDTA

anticoagulant and no anticoagulant, and place them at room temperature to naturally

precipitate serum and plasma

3.2 Sample processing
When clearly visible particulate matter is present in the sample, it should be

centrifuged to remove sediment before testing. If the sample contains a large amount

of lipid, hemolysis or turbidity, please do not use it, so as not to affect the result

judgment.

4.0 Experiment method

4.1 Instructions for use

Directions for use and interpretation of results according to the package insert.

4.2 Experimental procedures

4.2.1 Use different batches of test device to test the whole blood specimens in the two kinds

of blood collection tubes, and record the test results at the specified time.

4.2.2 After placing the two specimens for 1h, take the supernatant specimens, use different

batches of testing reagents to test, and record the test results at the specified time.

5.0 Results of experiment data

Specimen Variety Study
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2

Data of experiment results

Lot 1

NO.
Clinical

diagnostics
Whole blood

(EDTA)
Whole blood Serum plasma

1 Neg Neg Neg Neg Neg
2 Neg Neg Neg Neg Neg
3 Neg Neg Neg Neg Neg
4 Neg Neg Neg Neg Neg
5 Neg Neg Neg Neg Neg
6 Neg Neg Neg Neg Neg
7 Neg Neg Neg Neg Neg
8 Neg Neg Neg Neg Neg
9 Neg Neg Neg Neg Neg
10 Neg Neg Neg Neg Neg
11 Pos Pos Pos Pos Pos
12 Pos Pos Pos Pos Pos
13 Pos Pos Pos Pos Pos
14 Pos Pos Pos Pos Pos
15 Pos Pos Pos Pos Pos
16 Pos Pos Pos Pos Pos
17 Pos Pos Pos Pos Pos
18 Pos Pos Pos Pos Pos
19 Pos Pos Pos Pos Pos
20 Pos Pos Pos Pos Pos

Lot 2

NO.
Clinical

diagnostics
Whole blood

(EDTA)
Whole blood Serum plasma

1 Neg Neg Neg Neg Neg
2 Neg Neg Neg Neg Neg
3 Neg Neg Neg Neg Neg
4 Neg Neg Neg Neg Neg
5 Neg Neg Neg Neg Neg
6 Neg Neg Neg Neg Neg
7 Neg Neg Neg Neg Neg
8 Neg Neg Neg Neg Neg
9 Neg Neg Neg Neg Neg
10 Neg Neg Neg Neg Neg
11 Pos Pos Pos Pos Pos
12 Pos Pos Pos Pos Pos
13 Pos Pos Pos Pos Pos
14 Pos Pos Pos Pos Pos
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3

15 Pos Pos Pos Pos Pos
16 Pos Pos Pos Pos Pos
17 Pos Pos Pos Pos Pos
18 Pos Pos Pos Pos Pos
19 Pos Pos Pos Pos Pos
20 Pos Pos Pos Pos Pos

Lot 3

NO.
Clinical

diagnostics
Whole blood

(EDTA)
Whole blood Serum plasma

1 Neg Neg Neg Neg Neg
2 Neg Neg Neg Neg Neg
3 Neg Neg Neg Neg Neg
4 Neg Neg Neg Neg Neg
5 Neg Neg Neg Neg Neg
6 Neg Neg Neg Neg Neg
7 Neg Neg Neg Neg Neg
8 Neg Neg Neg Neg Neg
9 Neg Neg Neg Neg Neg
10 Neg Neg Neg Neg Neg
11 Pos Pos Pos Pos Pos
12 Pos Pos Pos Pos Pos
13 Pos Pos Pos Pos Pos
14 Pos Pos Pos Pos Pos
15 Pos Pos Pos Pos Pos
16 Pos Pos Pos Pos Pos
17 Pos Pos Pos Pos Pos
18 Pos Pos Pos Pos Pos
19 Pos Pos Pos Pos Pos
20 Pos Pos Pos Pos Pos

6.0 Conclusion

The above results show that for the same patient, collecting different specimen types does

not affect the test results of this reagent. This test kit is suitable for human whole blood, serum

and plasma samples.
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Study Report of Storage and stability of
specimens for

COVID-19 IgG/IgM test device
1.0 Study purposes

Verify the Storage and stability of specimens of whole blood, serum, plasma for COVID-19

IgG/IgM Rapid Test Device (Colloidal Gold)

2.0 Material

2.1 Test in vitro diagnostic reagents

Name: COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

Specification:25 tests/kit

LOT: NO1G01T; NO1G02T; NO1G03T

Expiry: August,2020(Tentative)

Storage Conditions: Store in a dry place at 2-30°C, protected from light. After opening the

inner package, the test card will become invalid due to moisture absorption. Please use it

within 1 hour.

Source:Hangzhou Realy Tech Co.,Ltd

2.2 Specimen

COVID-19 positive serum specimen 10 pcs

COVID-19 positive plasma specimen 10 pcs

COVID-19 negative serum specimen 10 pcs

COVID-19 negative plasma specimen 10 pcs
3.0 Experiment method

3.1 Instructions for use

Directions for use and interpretation of results according to the package insert.

3.2 Specimen prepare

Separate each standard product according to the following table, and then put it into the

corresponding storage environment to save;

Specimen Room temperature 2 to 8 ℃ -20℃

NO# 2*20ul 3*20ul 5*20ul

Storage and Stability of Specimens Report
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3.3 Test procedure

Refer to the table below, take out the specimen at the specified time, leave it at room

temperature for 30 minutes, and then test the corresponding specimen according to the

package insert.

1 point 2 point 3 point 4 point 5 point

Room

temperature

1 hour 2th hour N/A N/A N/A

2 to 8 ℃ 1day 2th day 3th day N/A N/A

-20℃ 3th day 7th day 14th day 21th day 28th day

4.0 Results of experiment data

Data of experiment results

Serum positive-1

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +

2th day + + + + + +

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Serum positive-2

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3
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T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + - + - + -

1 hour + - + - + -

2th hour + - + - + -

1day + - + - + -

2th day + - + - + -

3th day + - + - + -

3th day + - + - + -

7th day + - + - + -

14th day + - + - + -

21th day + - + - + -

28th day + - + - + -

Serum positive-3

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +

2th day + + + + + +

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Serum positive-4

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

1day + + + + + +

2th day + + + + + +

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Serum positive-5

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + - + - + -

1 hour + - + - + -

2th hour + - + - + -

1day + - + - + -

2th day + - + - + -

3th day + - + - + -

3th day + - + - + -

7th day + - + - + -

14th day + - + - + -

21th day + - + - + -

28th day + - + - + -

Plasma positive-1

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

2th day + + + + + +

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Plasma positive-2

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +

2th day + + + + + +

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Plasma positive-3

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +

2th day + + + + + +
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

3th day + + + + + +

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Plasma positive-4

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + - + - + -

1 hour + - + - + -

2th hour + - + - + -

1day + - + - + -

2th day + - + - + -

3th day + - + - + -

3th day + - + - + -

7th day + - + - + -

14th day + - + - + -

21th day + - + - + -

28th day + - + - + -

Plasma positive-5

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour + + + + + +

1 hour + + + + + +

2th hour + + + + + +

1day + + + + + +

2th day + + + + + +

3th day + + + + + +
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

3th day + + + + + +

7th day + + + + + +

14th day + + + + + +

21th day + + + + + +

28th day + + + + + +

Serum negative-1

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Serum negative -2

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Serum negative -3

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Serum negative -4

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Serum negative -5

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Plasma negative -1

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

21th day - - - - - -

28th day - - - - - -

Plasma negative -2

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Plasma negative -3

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -
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product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

28th day - - - - - -

Plasma negative -4

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -

Plasma negative-5

product

specimen

COVID-19 IgG/IgM Rapid Test Device (Colloidal Gold)

LOT1 LOT2 LOT3

T1(IgG) T2(IgM) T1(IgG) T2(IgM) T1(IgG) T2(IgM)

0 hour - - - - - -

1 hour - - - - - -

2th hour - - - - - -

1day - - - - - -

2th day - - - - - -

3th day - - - - - -

3th day - - - - - -

7th day - - - - - -

14th day - - - - - -

21th day - - - - - -

28th day - - - - - -
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5.0 Conclusion

The above results show that the specimen is stable when store at room temperature

for 2 hours, at 2 to 8℃ for 3 days and -20℃ for 28 days.
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Hangzhou Realy Tech Co., Ltd.

1

Transport Simulation Stability Study

1. Purpose

Validate the product transport simulation stability.

2. General information

Manufacturer:Hangzhou Realy Tech Co.,Ltd.

Product name:2019-nCOV IgG/IgM/COVID-19 Rapid Test Device

Catalogue number:K460216D

3. Material

Validation lot 1: NO1G01T;

Validation lot 2: NO1G02T;

Negative Control: N1;

Positive Control: 2019-nCOV IgG, PG;

Positive Control: 2019-nCOV IgM, PM.

4. Methods

a. 3XFT: Perform 3 freeze/thaw cycles and at the last thaw ,transfer to the recommended storage

temperatures in the insert or designate temperature(generally store at retain room( 4-30℃))

for the remainder of the study.(Freeze: keep the goods in refrigerator for 48 hours (at

least);Thaw: take the goods from refrigerator and keep it in room temperature at least 8

hours).

b. 2 Days @ 55℃: Place test strips in a 55℃ oven for 2 days and transfer to the recommended

storage temperatures in the insert or designate temperature (generally store at retain

room(4-30℃))for the remainder of the study.

Following table illustrate the designated time points when the stability test will be performed.

(Refer to the document of QP-8001)

Transport

simulation

Day Month

0 30** 60** 6* 12* 18* 21* 24* 25*
Expiry date+1

Month

3XFT X X X X X X X X X X

2 Days @ 55℃ X X X X X X X X X X

 0 day is the time before the products were taken from the designated challenged environment.

 Test time point date(day)=the date of “0 day” + the time of “**”

Transport Simulation Stability Report
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Hangzhou Realy Tech Co., Ltd.

2

 Test time point date(month)=manufacture date + the time of “*”

 Every test point date should be preset.

 Product need to remove from the designed environment and completed the test within a week

when a time point reached.

 The test time point of target expiry date must be added in the schedule.

5. Interpretation of results
Positive result:≥G3
Negative result:<G3

Note: G3 is a color strip of the Standard colorimetric card.

6. QC Acceptance Criteria

The accelerated stability of 45℃ have be stopped because the accelerated stability of 55℃ is

qualified in 53 days.

Serum/Plasma specimens:C-line≤3min.

Whole blood specimens:C-line≤5min.

C-line≥G8 in 10min.

Note: G8 is a color strip of the Standard colorimetric card.

7. Result

3XFT

Validation lot 1:NO1G01T

Time
point Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Day 0

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 30

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 60

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Month

6

PM

PG

N1
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Hangzhou Realy Tech Co., Ltd.

3

Time
point Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Month

12

PM

PG

N1

Month

18

PM

PG

N1

Month

21

PM

PG

N1

Month

24

PM

PG

N1

Month

25

PM

PG

N1

Validation lot 2:NO1G02T

Time
point Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Day 0

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 30

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 60

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Month

6

PM

PG
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4

Time
point Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

N1

Month

12

PM

PG

N1

Month

18

PM

PG

N1

Month

21

PM

PG

N1

Month

24

PM

PG

N1

Month

25

PM

PG

N1

2 Days @ 55℃

Validation lot 1:NO1G01T

Time

point
Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Day 0

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 30

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 60

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-
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5

Time

point
Controls

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Month

6

PM

PG

N1

Month

12

PM

PG

N1

Month

18

PM

PG

N1

Month

21

PM

PG

N1

Month

24

PM

PG

N1

Month

25

PM

PG

N1

Validation lot 2:NO1G02T

Time
point

Con

trols

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

Day 0

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 30

PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Day 60
PM +/- +/- +/- +/- +/- +/- +/- +/-

PG -/+ -/+ -/+ -/+ -/+ -/+ -/+ -/+
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6

Time
point

Con

trols

1 2 3 4 5 6 7 8

IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG IgM/IgG

N1 -/- -/- -/- -/- -/- -/- -/- -/-

Month 6

PM

PG

N1

Month 12

PM

PG

N1

Month 18

PM

PG

N1

Month 21

PM

PG

N1

Month 24

PM

PG

N1

Month 25

PM

PG

N1

8. Conclusion

We will conduct the study according to the above plan.
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1

Applicable Standards

EN ISO 13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes (ISO 13485:2016)

EN ISO 15223-1:2016

Medical devices - Symbols to be used with medical device

labels, labelling and information to be supplied - Part 1:

General requirements (ISO 15223-1:2016, Corrected

version 2016-12-15)

EN ISO 14971:2012

Medical devices - Application of risk management to

medical devices (ISO 14971:2007, Corrected version

2007-10-01)

EN 375:2001
Information supplied by the manufacturer with in vitro
diagnostic reagents for professional use

EN ISO 13612:2002/AC:2002
Performance evaluation of in vitro diagnostic medical

devices

EN ISO 17511:2003

In vitro diagnostic medical devices - Measurement of

quantities in biological samples - Metrological traceability

of values assigned to calibrators and control materials

(ISO 17511:2003)

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 1: Terms,

definitions and general requirements (ISO

18113-1:2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 2: In vitro

diagnostic reagents for professional use (ISO

18113-2:2009)

EN ISO 23640:2015
In vitro diagnostic medical devices - Evaluation of

stability of in vitro diagnostic reagents (ISO 23640:2011)

Applicable Standards
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Declaration of Conformity
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Instructions for Use
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杭州睿丽科技有限公司

Hangzhou Realy Tech Co., Ltd.

Essential Requirements
according to Directive 98/79/EC ANNEX I,on in vitro diagnostic

medical devices

2019-nCOV IgG/IgM Rapid Test Device

Drafted by: Zhang Yanyan

Reviewed by: Liu Gang

Approved by: Ding Pengfei

Version: 2.0

Hangzhou Realy Tech Co., Ltd.

2020.4.28

IVDD Essential Requirements
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Material Safety Data Sheet for
2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

File number:MS-0054 Version:A0 Date:2020.04.21

Page 1/8

1. Identification of the substance/preparation and of the company/undertaking

Identification of the substance or preparation

Trade name:2019-nCOV/COVID-19 IgG/IgM Rapid Test Device

Use of the substance/preparation: In vitro diagnostic medical device.For professional use only.

Company/undertaking identification:
Hangzhou Realy Tech Co., Ltd.
28# 3rdBaiyang Street,
Hangzhou Economic & Technological Development Area,
Hangzhou, 310018, P. R. China
Tel: + 86-571-56050793
Fax: + 86-571-56050794
Email: info@realytech.com

Further information obtainable from:For further information,contact your local distributor/supplier.

2. Hazards identification

Hazard description:
Preparation not classified as dangerous according to Directive (EC) No.1272/2008.

Classification system:
The classification is according to the latest editions of the EU-lists,and extended by company and literature data.

Classification according to OSHA Hazard Communication Standard 29 CFR 1910.1200:
As an article, the device is exempt from OSHA’s Hazard Communication Standard 29 CFR 1910.1200.

3. Composition/information on ingredients

Chemical characterization
Description:
In vitro diagnostics medical device.Test strip impregnated with dried chemical/biochemical reagents.

Dangerous components:

Component CAS No. EINECS No. Classification Concentration
Tris
(hydroxymethyl) aminomethane 77-86-1 201-064-4 Xi, R 36/37/38 1-2 %

Additional information:
Each device is packaged in a foil pouch.
For the wording of the listed risk phrases refer to section 16

Material Data Safety Sheet
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4. First-aid measures

General Information:
The following first aid measures are only relevant in the event of serious misuse, whereby the device is disassembled and
there is exposure to the chemicals in the test strip.

After skin contact:
Wash with soap and water and rinse thoroughly.

After eye contact:
Rinse opened eye for several minutes under running water.

After ingestion:
If desiccant or other components are swallowed seek medical attention.

5. Fire-fighting measures

Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
Use fire-extinguishing methods suitable to surrounding conditions.

Special hazards caused by the substance, its products of combustion or resulting gases:
In case of fire, the following can be released: Hazardous fumes and vapours, Carbon oxides (COx), Nitrogen oxides (NOx),

Protective equipment:
Wear full protective suit and self-contained respiratory protective device when extinguishing fires.

Additional information:
The device contains combustible materials.

6. Accidental release measures

Person-related safety precautions:
Refer to Section 8 for protective measures when handling the spillage.

Measures for environmental protection:
Avoid release to the environment.

Measures for cleaning/collecting:
Collect material and dispose of as waste according to Section 13.

7. Handling and storage

Information for safe handling:
Keep out of reach of children.

Storage:
Store in the original container at 2-30℃.

Requirements to be met by storerooms and receptacles:
No special requirements.

8. Exposure controls/personal protection

Ingredients with limit values that require monitoring in the workplace:
The product does not contain any relevant quantities of materials with critical values that have to be monitored in the workplace.

Additional information:
The lists valid during the creation of this MSDS were used as a basis for this assessment.

Personal protective equipment:
General protective and hygienic measures:
Specimens should be handled as potentially infectious materials. Refer to EU directive 2000/54/EC or US Regulation 29 CFR
1910.1030 for information on handling bio-hazardous materials.
Wash hands before breaks and at the end of work. Clean work areas with hypochlorite or other disinfecting agent.
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Respiratory protection:
Required, if there is a risk of splashing or aerosol generation during sample handling

Protection of hands:
Disposable gloves (for sample handling)

Material of gloves: Latex/natural rubber.
Penetration time of glove material: Glove resistance is not critical as the gloves are intended to provide protection against the
sample material.

Eye protection:
Safety glasses or face shield, where there is a risk of splashing during sample handling

Body protection:
Lab coat

9. Physical and chemical properties

General Information
Form: The device is an article containing solid components
Appearance: Laminated test strip, which may be housed in a plastic holder.
Odour: Odourless

Flash point: Not applicable.
Self-igniting: Product is not self-igniting.
Danger of explosion: Product does not present an explosion hazard.

10. Stability and reactivity

Stability: The product is stable in accordance with the recommended storage conditions.
Materials to be avoided: None
Hazardous reactions: No dangerous reactions known.
Hazardous decomposition products: No dangerous decomposition products known.

11. Toxicological information

Acute toxicity:
Quantitative data on the toxic effects of this product is not available.

Primary effects:
After skin contact: No irritating effects anticipated.
After eye contact: Contact with the chemicals impregnated in the test strip may cause mild irritation.
Sensitization: No sensitizing effects known.

12. Ecological information

Environmental Toxicity:
Quantitative data on the toxic effects of this product is not available.

Persistence and Degradability:
The device contains plastic and other components that are not readily degradable.

13. Disposal considerations

Product:
Used devices and other contaminated materials should be disposed of as potentially biohazardous waste.
To ensure compliance with anti-pollution and other laws of the country concerned, we recommend that you contact the
relevant (local) authorities and/or an approved waste-disposal company for information.

European waste catalogue:
18 01 03 wastes whose collection and disposal is subject to special requirements in order to prevent infection.
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Packaging:
Disposal must be made in accordance with local waste management regulations.
Non-contaminated packaging materials may be recycled.Contact your local service providers for further information.

14. Transport information

This product is not hazardous when transported by sea,land or air.This substance is not dangerous under current provisions of
the Code of International Carriage of Dangerous Goods by Road(ADR)and by Rail(RID),of the International Maritime
Dangerous Goods Code(IMDG),and of the International Air Transport Association (IATA) regulations.
Under the IATA Dangerous Goods Regulation Edition 61.

15. Regulatory information

Labelling according to EU guidelines:
Safety data sheet available for professional user on request.

Note:
The preparation is exempt from the above labelling requirements in accordance to Article 12.2 of Directive 99/45/EC as the
form in which it is placed on the market does not present any significant risk to man or the environment when used according to
the instructions for use.

US Hazard warnings according to 16 CFR 1600 and ANSI Standard Z129.1:
Not required.

Chemical inventory listings relevant to US regulations:

Carcinogen listings
IARC: None of the ingredients is listed.
NTP: None of the ingredients is listed.
ACGIH: None of the ingredients is listed.
OSHA: None of the ingredients is listed.
EPA None of the ingredients is listed.

Californian Proposition 65
Chemicals known to cause cancer: None of the ingredients is listed.
Chemicals known to cause reproductive toxicity: None of the ingredients is listed.

SARA
Section 355 (extremely hazardous substances): None of the ingredients is listed.
Section 313 (specific toxic chemical listings): None of the ingredients is listed.

16. Other information

To the best of our knowledge, the information contained herein is accurate. However, neither the above named supplier nor
any of its subsidiaries assumes any liability whatsoever for the accuracy or completeness of the information contained herein.
Final determination of suitability of any material is the sole responsibility of the user. All materials may present unknown
hazards and should be used with caution. Although certain hazards are described herein, we cannot guarantee that these are
the only hazards that exist.

Relevant R-phrases
22 Harmful if swallowed.
41 Risk of serious damage to eyes.
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1. Identification of the substance/preparation and of the company/undertaking

Identification of the substance or preparation

Trade name: 2019-nCOV IgG/IgM/COVID-19 Rapid Test Device,Buffer

Use of the substance/preparation: In vitro diagnostic medical device.For professional use only.

Company/undertaking identification:
Hangzhou Realy Tech Co., Ltd.
28# 3rdBaiyang Street,
Hangzhou Economic & Technological Development Area,
Hangzhou, 310018, P. R. China
Tel: + 86-571-56050793
Fax: + 86-571-56050794
Email: info@realytech.com

Further information obtainable from: For further information,contact your local distributor/supplier.

2. Hazards identification

Hazard description:
Preparation not classified as dangerous according to Directive (EC) No.1272/2008.

Classification system:
The classification is according to the latest editions of the EU-lists, and extended by company and literature data.

Classification according to OSHA Hazard Communication Standard 29 CFR 1910.1200:
As an article, the device is exempt from OSHA’s Hazard Communication Standard 29 CFR 1910.1200.

3. Composition/information on ingredients

Chemical characterization
Description:
Aqueous preparation containing the hazardous components listed below.

Dangerous components:
None

Additional information:
Each device is packaged in a foil pouch.
For the wording of the listed risk phrases refer to section 16.

4. First-aid measures

General Information:
The following first aid measures are only relevant in the event of serious misuse,whereby the device is disassembled and there
is exposure to the chemicals in the test strip.

After skin contact:
Wash with soap and water and rinse thoroughly.

After eye contact:
Rinse opened eye for several minutes under running water.

After ingestion:
Wash out of mouth with water. If desiccant or other components are swallowed seek medical attention.

5. Fire-fighting measures
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Suitable extinguishing agents:
CO2, powder or water spray. Fight larger fires with water spray or alcohol resistant foam.
Use fire-extinguishing methods suitable to surrounding conditions.

Special hazards caused by the substance, its products of combustion or resulting gases:
In case of fire, the following can be released: Hazardous fumes and vapours, Carbon oxides (COx), Nitrogen oxides (NOx),

Protective equipment:
Wear full protective suit and self-contained respiratory protective device when extinguishing fires.

6. Accidental release measures

Person-related safety precautions:
Refer to Section 8 for protective measures when handling the spillage.

Measures for environmental protection:
Avoid release to the environment.

Measures for cleaning/collecting:
Collect material and dispose of as waste according to Section 13.

7. Handling and storage

Information for safe handling:
Observe the general safety regulations when handing chemicals.
Avoid contact with the eyes, skin and mucous membranes.
Keep out of reach of children.

Storage:
Store in the original container at 2-30℃.

Requirements to be met by storerooms and receptacles:
No special requirements.

8. Exposure controls/personal protection

Ingredients with limit values that require monitoring in the workplace:
The product does not contain any relevant quantities of materials with critical values that have to be monitored in the workplace.

Additional information:
The lists valid during the creation of this MSDS were used as a basis for this assessment.

Personal protective equipment:
General protective and hygienic measures:
Specimens should be handled as potentially infectious materials.Refer to EU directive 2000/54/EC or US Regulation 29 CFR
1910.1030 for information on handling bio-hazardous materials.
Wash hands before breaks and at the end of work. Clean work areas with hypochlorite or other disinfecting agent.

Respiratory protection:
Required, if there is a risk of splashing or aerosol generation during sample handling

Protection of hands:
Disposable gloves (for sample handling)

Material of gloves: Latex/natural rubber.

Penetration time of glove material: Glove resistance is not critical as the gloves are intended to provide protection against the
sample material.

Eye protection:
Safety glasses or face shield, where there is a risk of splashing during sample handling

Body protection:
Lab coat
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9. Physical and chemical properties

General Information
Form: Liquid
Colour: Colourless
Odour: Odourless

Flash point: Not applicable.
Self-igniting: Product is not self-igniting.
Danger of explosion: Product does not present an explosion hazard.
pH-value at 20℃: 7.4

10. Stability and reactivity

Stability: The product is stable in accordance with the recommended storage conditions.
Materials to be avoided: None
Hazardous reactions: Preparation contains sodium azide, which may react with lead to form explosive compounds. Contact with
acids may liberate trace amounts of toxic (azide) gas. Hazardous polymerisation will not occur.

Hazardous decomposition products:No dangerous decomposition products known.

11. Toxicological information

Acute toxicity:
Quantitative data on the toxic effects of this product is not available.

Primary effects:
After skin contact: No irritating effects anticipated.
After eye contact: Contact with the chemicals impregnated in the test strip may cause mild irritation.
Sensitization: No sensitizing effects known.

12. Ecological information

Environmental Toxicity:
Quantitative data on the toxic effects of this product is not available.

Persistence and Degradability:
The product contains plastic and other components that are not readily degradable.

13. Disposal considerations

Product:
Chemical residues and remains should be routinely handled as special waste. This must be disposed of in compliance with
anti-pollution and other laws of the country concerned. To ensure compliance we recommend that you contact the relevant
(local) authorities and/or an approved waste-disposal company for information.
To avoid the possible build-up of azide compounds, flush waste-pipes with water after the disposal of undiluted reagent.

European waste catalogue:
18 01 03 wastes whose collection and disposal is subject to special requirements in order to prevent infection.

Packaging:
Disposal must be made in accordance with local waste management regulations.
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Non-contaminated packaging materials may be recycled. Contact your local service providers for further information.

14. Transport information

This product is not hazardous when transported by sea,land or air.This substance is not dangerous under current provisions of
the Code of International Carriage of Dangerous Goods by Road (ADR)and by Rail (RID),of the International Maritime
Dangerous Goods Code(IMDG),and of the International Air Transport Association (IATA) regulations.
Under the IATA Dangerous Goods Regulation Edition 61.

15. Regulatory information

Labelling according to EU guidelines:
Safety data sheet available for professional user on request.

Note:
The preparation is exempt from the above labelling requirements in accordance to Article 12.2 of Directive 99/45/EC as the
form in which it is placed on the market does not present any significant risk to man or the environment when used according to
the instructions for use.

US Hazard warnings according to 16 CFR 1600 and ANSI Standard Z129.1:
Not required.

Chemical inventory listings relevant to US regulations:

Carcinogen listings
IARC: None of the ingredients is listed.
NTP: None of the ingredients is listed.
ACGIH: None of the ingredients is listed.
OSHA: None of the ingredients is listed.
EPA None of the ingredients is listed.

Californian Proposition 65
Chemicals known to cause cancer: None of the ingredients is listed.
Chemicals known to cause reproductive toxicity: None of the ingredients is listed.

SARA
Section 355 (extremely hazardous substances): None of the ingredients is listed.
Section 313 (specific toxic chemical listings): None of the ingredients is listed.

16. Other information

To the best of our knowledge, the information contained herein is accurate. However, neither the above named supplier nor
any of its subsidiaries assumes any liability whatsoever for the accuracy or completeness of the information contained herein.
Final determination of suitability of any material is the sole responsibility of the user. All materials may present unknown
hazards and should be used with caution. Although certain hazards are described herein, we cannot guarantee that these are
the only hazards that exist.

Relevant R-phrases
22 Harmful if swallowed.
41 Risk of serious damage to eyes.
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ISO 13485 Certificate
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SGS Supplier Credibility and 
Capacity Report
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PEI, M50 Business Park, Ballymount Road Upper, Ballymount, Dublin 12, D12 FY26
Tel: +353 1 419 6900 | Email: info@pei.ie | Web: pei.ie
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