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COVID-19 Antigen Rapid Test Device(Swab)

The COVID-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 COVID-19 by their healthcare provider within the first seven
days of symptom onset.

SAFECARE COVID-19 Ag
Rapid test kit

e

Intended Use: Detection of SARS-CoV2 Antigen

Package: 25Tests/Box

Storage: 4-30°C

Specimen Type: Nasopharyngeal
& : Shelf Life: 24 months
:"_:':-L_ X > Time to Result: 10-15 Minutes



Covid-19 Antigen Rapid Test Device (Swab)

INTRODUCTION

For in vitro qualitative detect of Covid-19 antigen

in nasal(NS) swab specimens directly from
individuals who are suspected of COVID-19 by
their healthcare provider within the first 5 days of
the onset of the symptoms. This test is only
provided for use by clinical laboratories or to
healthcare workers for point-of-care testing, and
not for at home testing.




PRODUCT PHOTOS
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COMPONENT/(BOX)

25 test packed in one box :
25 Test Device

25 Nasal Swab

25 Extraction tube

1 workstation

1 Bottle of butter

1 Package Insert



PACKAGE SIZE /CARTON

Length:630mm

Width:370mm
Height:300mm

Weight: 10K gs

Include:27 box, 675PCS (product& carton)




SPECIMENS PREPARATION AND TEST PROCEDURE

Preparation of Extraction solution
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buffer into the extraction tube
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INTERPRETATION OF RESULTS
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Liste der Antigen-Tests zur professionellen Anwendung zum direkten Erregernachweis des Coronavirus SARS-CoV-2

% Bundesinstitut
fiir Arzneimittel

und Mediznprodukte - Aptigen-Tests zum direkten Erregernachweis des Coronavirus @ impressum &3 Administration

Q v safecare Los Aktionen v
Hersteller Europdischer Bevollméachtigter
Test-ID Handelsname iﬁlumru... Name Tz Stadt Land Name Stadt Land Testo...
v v Nach 'safecare' suchen X
COVID-19 Antigen Rapid Test Safecare Biotech POC
AT376/21 . gen Rap Ja Hangzhou CN NIC GmbH Osnabriick DE (ohne
Kit (Swab) (Hangzhou) Co., Ltd. .
Gerat)
Multi-Respiratory Virus Safecare Biotech POC
AT483/20 Antigen Test Kit(Swab) Ja (Hangzhou) Co,, Ltd Hangzhou CN NIC GmbH Osnabriick DE (ohne
(Influenza A+B/ COVID-19) 9 A Gerat)
COVID-19 Antigen Rapid Test Safecare Biotech POC
AT199/20 . 9 P Ja Hangzhou CN NIC GmbH Osnabriick DE (ohne
Kit (Swab) (Hangzhou) Co., Ltd. .
Gerat)
COVID-19 Antigen Rapid Test Safecare Biotech POC
AT346/21 g gen Rap Ja Hangzhou CN NIC GmbH Osnabriick DE (ohne
Kit (Saliva) (Hangzhou) Co., Ltd. .
Gerat)
COVID-19 Antigen Rapid Test Safecare Biotech POC
AT1037/21 Kit (Swab) Nein (Hangzhou) Co. Ltd. Hangzhou CN NIC GmbH Osnabrtick DE (ohne

Gerat)


https://ec.europa.eu/health/sites/default/files/preparedness_response/docs/covid-19_rat_common-list_en.pdf
https://antigentest.bfarm.de/ords/f?p=110:100:1225984026587:::::
javascript:void(window.open('https://www.bfarm.de/DE/Service/Impressum/_node.html','_blank'));
https://antigentest.bfarm.de/ords/f?p=110:10000:1225984026587:::::

EC Declaration of Conformity
according to the Directive 98/T9EC
(applicable to IVD Devices of NOT Annex IT and NOT self-test)

Manufacturer: Safecare Biotach {Hangzhou) Co. Lid.
Address: Building 2/203, No.18 Haishu Rd Cangagian Sub-district,
Yuhang District, Hangzhou, Zhejiang China 311121
EC Representative: Wellkang Lid,
16 Castle St.0over, Kent, CT18 1PW England UK
Enterprise Hub NW Business Complex, 1
Beraghmors Road Derry BT48 85E Nonhern Iraland(MNly
We, the manufacturer, declare under our sole responsibility that

the medical Prauct Name COVID-19 Antigen Rapid Tes! Device(Swab)
device(s)

Typesimoded, eetineason o
prociuct alowing Faceatilty Cassette(NCO-6012)

{Whene apphoabiel
of Category: CommoniOthers IVD
(Devices of NOT Annex Il and NOT self-test

islara in conformity with the relevant provisions and requirements of Directive
SETIEC of the European Parliament and of the Council on In-Vitro Diagnostic
Medical Davices.

EN ISOZ3B40:2015 EM IS0 18113-1:2011
EN 13612:2002 150 18113-2: 2009
EM 13641:2002 EN1041- 2008

EN IS0 14871:201%9 EN |8015223-1:2016
150134852016

Bodule A (B Declanation of Conformin) Cane 1L except pois 6
NOT applicable

Iname: & numiber) i

Cartieata & rumsar

Seged on Fith Sep 2020 Mace: Hugelhoo, Fhejiang, Chioa

Podin Bl frt

Tﬂvahainla.?d

Certificate

iy The Certification Body of
TUV Rheinland LGA Products GmbH

hareby serifies that the arganization
Safecare Biotech (Hangzhou)
0., B
Building 2/203.No. 18 Haishu Rd.
Canggian Sub-district, Yuhang District
Hangzhou
311121 Zhejiang

P.R. China

s establshed and apples B qually management sysiem for medcal devices
far Ihe folioeing scope
Dasign and Devalopment, Manufacture and
Ig‘_;lnlhmion of in Vitro Diagnosis of
Rapid Test of Fertility, Drug of Abuse,
Cardiac Markers. Infectious Dizeases

Frool has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilied. The qualty management systam ie subject 1o yoary sureilace

Effective Date: 2A20-0a-02
Cariificale Regstration Mo . 5X BHSBO0GE GOJ1
An audt was periormed. Report hoc 15098152 008

This Cerifcale s valld unti 2023-08-08

(( DAKKS

Drutseha
Mcreditieranpseliz
O-ZM- 141680807

Dt 2000-06-02

TUV Rheinland LGA Products GmbH - Tillystralie 2 - 90431 Niirnberg

Fol 40221 006 £171 Fim +48 220 BLHAG PRt N0 Kis CO ik Cwems 7 [om bty
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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

Y

SAFECARE BIO-TECH
ZAEMEAR

SAFECARE
COVID-19 Ag
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Safecare Biotech (Hangzhou) Co.,Lud

Clinical Evaluation Report

Purpose:
In order to verify the clinical performance of the registered test, this clinical evaluation is conducted in
R&D lab.
Product information:
COVID-19 Antigen Rapid Test Device (Swab) was produced by Safecare Biotech{Hangzhou) Co.,Ltd.,
Lot number is COV20081201, valid until August,2022.
Sample requirement:
Fresh samples were collected from CDC and validated by PCR.
. Supporting equipment:
PCR tests are performed on ABI7500.
The test-strips are manually operated and visually interpreted.

Clinical evaluation:
Researcher: Dr. ZHANG LEI

Statistical methods:

Referencing reagent Test
Total
Positive Negative
Research Positive A B A+B
Reagent | Negative C D c+D
Total AHC B+D A+B+C+D

Percent Positive Agreement=A/(A+C)*100%
Negative Percent Agreement=D/(B+D)*100%
Evaluation indicators:

The total PPA should be no less than 80%.
The total NPA should be no less than 90%.
The test data: Refer to the Data Sheet.
Statistical results of the clinical evaluation

Referencing Method (RT-PCR)
Total
Positive Negative
Teststri Positive 30 0 30
P [ Negative 2 52 54
Total 32 52 84

Statistical results
Project Value Percentage (95% confidence interval)
Relative Sensitivity (%) 30/32 93.75% (79.19%~99.23%)
Relative Specificity (%) 52/52 100.00% (93.15%~100.00%)
r.
ﬂﬂﬁ:ﬂlﬁ—TEEH
WREREE
Safecare Biotech (Hangzhou) Co. Ltd
Positive expectation Rate (%) 30/30 100.00% (88.43%~100.00%)
Negative expected Rate (%) 52/54 96.30% (87.25%~99.55%)
Overall Agreement (%) 82/84 97.62% (91.66%~99.71%)

3) Kappa consistency test

According to the literature [5.1], Calculate the Kappa value and standard error; test hypothesis is established for
Kappa: HO: k = 0, Kappa value comes from 0 population, H1: k > 0, Kappa value comes from non-0 population,

=0.05.
Project Value
Kappa Value 0.9489, Good consistency.
Standard Error Se(K) 0.0357
95% Confidence Interval 0.8790~1.0188
Standard Error Se0(K) 0.109
TestValue Z £=8.7082, Probability value P=0.0000
Test Result P<0.05,refuse HO , Kappa values come from

populations other than 0.

4) Conclusion

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%.



Safecare Biotech (Hangzhou) Co.,Ltd

COMPANY PROFILE

Safecare Biotech(Hangzhou)Co.,Ltd. is a premier and professional manufacturer and
supplier of rapid diagnostic test kit with 165 workers, 8000 m* non-dust workshop, a
professional R&D team who has 15years experience in rapid test field, advanced
automate machines and professional R&D team ensure the high quality, speedy delivery
and large production capacity. SAFECARE earned the reputation as a premium brand
known for exceptional quality, consistency and innovation.

Our product ranges drug of abuse and alcohol test in urine and saliva, Food Safety test,
Women Health test, Infectious Diseases test, Cardiac Markers test and Tumor Markers
test with CE & ISO approved. Our drugs tests are even US FDA 510K and CLIA Waived
approved which can ensure you high and stable quality.

The available rapid test kits are designed for health-care professionals in laboratories,
rehabilitation centers, treatment centers, hospitals, clinics, private practices, human
resource departments, mining companies, construction companies and the judicial
system. All the products are produced strictly under TUV ISO13485:2016 quality
management system for medical devices.

With our highly trained staffs and good service, we are committed to provide
professional service and a comprehensive, cutting-edge product offering, help you in
selecting the accurate and fast rapid tests and to provide the free samples for your
evaluation.



. 1 SAFECARE BIOTECH (HANGZHOU) CO., LTD.
No.18 Haishu Rd., Huamao Technological Innovation Park,
Yuhang District, Hangzhou, 311121, P.R.China
Tel: +86 571 81389219 Fax:+86 571 88575590 www.safecare.com.cn

SAFECARE BIO-TECH

Declaration

Date: 29 Nov. 2021

To whom it may concern,

We, Safecare Biothech (Hangzhou) Co., Ltd., having our office at F1.2 Blog.2,
No.18 Haishu Road, Hangzhou 311121 China, hereby declare that the variants listed
in the following table can be detected by our COVID-19 Antigen Rapid Test
Kit(Swab) and COVID-19 Antigen Rapid Test Kit(Saliva).

Our R&D team has analyzed and designed related recombinant proteins for
verification and demonstrate that the products are still effective to the variants.

WHO Label
Alpha

Beta

Gamma
Delta
Omicron

We will keep evaluating the impact of new variants.

Yours sincerely,

SAFECA@HJ%’@I #Hﬁﬁﬁ hifri} 5
HANGZHOU SﬁaF


http://www.safecare.com.cn
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