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COVID-19 Antigen Rapid Test Device(Swab) 

The COVI0-19 Antigen Rapid Test is a lateral flow immunoassay in­

tended for qualitative detection of nucleocapsid protein antigen in direct 

nasal swabs or nasopharyngeal swab specimens from individuals sus­

pected of COVI0-19 by their healthcare provider within the first seven 

days of symptom onset. 



SPECIMENS PREPARATION AND TEST PROCEDURE 

Preparation of Extraction solution 
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buffer into the extraction tube 

Nasopharyngeal swab collection ► 

Nasal Swab collection 

<Assay Procedure> 
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CERTIFICATE

INTERPRETATION OF RESULTS 
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(applicabie to IVO Devices of NOT Annex Il and NOT sc:U•test) 

Manuf:icture,: 

Address: 

EC Representative: 
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We, the manufactutef, declare under our sole responsibi l ity that 
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the medical PfOOOCI Name COVIO• 19 Antigen Rapi(I Tesl oev.::e<SWOO) 
devloe(s) 
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Of Category: Common/Others IVD 

(DeviOeS -Of NOT AMex II aod NOT H lf.Ct-$1 ) 

is/are in eonfonnitywith tht relevant provisions and requirements of Directive 

98/79/EC of ~ European Parhament and of the Council on 1·n-Vitro Diagnostic 
Medical Oevi-ces. 
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EN IS023640:2015 
EN 13612:2002 
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NOT applicable 
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The Certification Body of 

T0V Rhelnl•nd LGA Pr0duc1s GmbH 
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Safecare Biotech (Hangzhou) 
Co., Ltd. 
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1.Easy to collect samples，simpleoperation，
without professional equipment.

2.The test results are available in 15 minutes,
and the test results are clearly visible.

3.Convenient transportation and low price,
higher accuracy.

4.Suitable for large-scale rapid screening.

ADVANTAGE

0 
SAFECARE BIO-TECH 

IMllH~* 

SAFECARE 
COVID-19 Ag 



fi 
sanic .&111e u:,.. n01 

••t1••~ 

1. Purpose: 

Safeca re Biotech (Hangzhou) Co.,Ltd 

Clinical Evaluation Report 

In order to verify the cl inica l performance of the reg istered test, this cl in ical evaluation is conducted in 

R&D lab. 

2. Product Information: 
COVID-19 Antigen Rapid Test Device (Swab) was produced by Safecare Biotech(Hangzhou) Co.,Lt d., 

Lot number is COV20081201, valid until August,2022. 

3. Sample requirement: 
Fresh samples w ere collected from CDC and validated by PCR. 

4. Supporting equipment: 
PCR tests are performed on ABl7500. 
The test-strips are manually operated an d visua lly interpreted. 

s. Clinical evaluation: 
Researcher: Dr. ZHANG LE I 

6. Statistical methods: 

Referencing reagent Test 

Posi tive 

Research I Posi tive A 

Reagent I cgaiive C 

Total A 

Percent Posit ive Agreement=A/(A+C)* 100% 

Negative Percent Agreement =D/(B+D) 100% 

7. Evaluation Indicators: 

The t ota l PPA should be no less than 80%. 

The t ota l NPA should be no less than 90%. 

8. lhe test data: Refer to the Data Sheet. 
9. Statistical results of the cl inical evaluation 

Referencinl! Method fRT-PCR) 

Positive Nel!a tive 
I Positive 30 0 

Test -stri p I Nee:a tive 2 52 
Total 32 52 

Negative 

B 

D 

B+D 

Total 

30 
54 
84 

Total 

A+B 

C+D 

A+B+C+D 

Statistical rnsu.lts 
Project 
Relative Sensitivity ( % ) 

Relative Specificity (% ) 

f) 
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Positive expectation Rate ( %) 

Negative expected Rate (% ) 

Overall Agreement ( %) 

3) Kappa consiste1M:y test 

Value Pen:entage (95% confidence interval} 
30/32 93.75% (79.19%~99.23%) 
52/52 100.00% (93.15%~100.00%) 

Safecare Biotech (liangzhou) Co.,Ltd 

30/30 100.00% (88.43%~100.00%) 
S2/54 96.30% (87,25%~99,55%) 
82/84 97.62% (91.66%~99.71 %) 

According to the literature (5.11 Calculate the Kappa value and standard error; test hy pothesis is established for 
Ka ppa: HO: k = 0, Kappa value comes from O population, Hl: k > 0, Kappa value comes from non-0 population, a 
= 0.0S. 

Project 
Kappa Value 
Standanl Error Se(K} 
9S% C.Onfidence Interval 

Standanl Error SeO{K) 
TestValueZ 
Test Result 

4) Conclusion 

Value 
0.9489, Good consistency. 
0.0357 
0.8790~ 1.0188 

0.109 
Z=B.7082, Probability value P=0.0000 
P<0.05,refuse HO , Kappa values come from 
populations other than 0. 

A side-by-side comparison was conducted using the research reagent and referencing reagent 
Compare with RT-PCR: 
The Relative Sensitivity is 93.75%, the Relative Specificity is 100%, the Overall Agreement is 
97.62%. 


	Length:630mm 
	Width:370mm 
	Height:300mm 
	Weight:10Kgs



