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.Rap Covid-19 Antigen Rapid Test Device (Swab)

I N T RO D U C T I O N

old

INTENDED USE

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



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



Length:630mm

Width:370mm

Height:300mm

Weight:10Kgs

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

PACKAGE SIZE /CARTON





CERTIFICATE



Liste der Antigen-Tests zur professionellen Anwendung zum direkten Erregernachweis des Coronavirus SARS-CoV-2

„Ja“ bedeutet, dass der Test bereits mit positivem Ergebnis durch das PEI evaluiert wurde.
„Nein“ bedeutet, dass bislang keine entsprechenden Testergebnisse vorliegen.

Im Falle einer negativen Evaluierung durch das PEI streicht das BfArM den entsprechenden CE-gekennzeichneten Test von seiner Liste.
Für eine
Sonderzulassung ist eine positive Evaluierung des PEI eine zwingende Voraussetzung.

Hinweis: Eine aktuelle Übersicht der SARS-CoV-2-Tests, die von den europäischen Mitgliedsstaaten gegenseitig für COVID-19-
Testergebnisbescheinigungen anerkannt werden und damit für das „EU Digital COVID-19 Certificate“ berücksichtigt werden können, finden Sie im
entsprechenden Dokument der Europäischen Kommission: Link zum Dokument

 Nach 'safecare' suchen  

AT376/21 COVID-19 Antigen Rapid Test
Kit (Swab) Ja Safecare Biotech

(Hangzhou) Co., Ltd. Hangzhou CN NIC GmbH Osnabrück DE
POC
(ohne
Gerät)

AT483/20
Multi-Respiratory Virus
Antigen Test Kit(Swab)
(Influenza A+B/ COVID-19)

Ja Safecare Biotech
(Hangzhou) Co., Ltd. Hangzhou CN NIC GmbH Osnabrück DE

POC
(ohne
Gerät)

AT199/20 COVID-19 Antigen Rapid Test
Kit (Swab) Ja Safecare Biotech

(Hangzhou) Co., Ltd. Hangzhou CN NIC GmbH Osnabrück DE
POC
(ohne
Gerät)

AT346/21 COVID-19 Antigen Rapid Test
Kit (Saliva) Ja Safecare Biotech

(Hangzhou) Co., Ltd. Hangzhou CN NIC GmbH Osnabrück DE
POC
(ohne
Gerät)

AT1037/21 COVID-19 Antigen Rapid Test
Kit (Swab) Nein Safecare Biotech

(Hangzhou) Co.,Ltd. Hangzhou CN NIC GmbH Osnabrück DE
POC
(ohne
Gerät)

Hersteller Europäischer Bevollmächtigter

Test-ID Handelsname Evaluieru…
PEI Name Stadt Land Name Stadt Land Testo… %
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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:::::






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





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㎡ 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.



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

Declaration
Date: 29 Nov. 2021

To whom it may concern,

We, Safecare Biothech (Hangzhou) Co., Ltd., having our office at Fl.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.

We will keep evaluating the impact of new variants.

Yours sincerely,

SAFECARE BIOTECH (HANGZHOU) CO., LTD.

WHO Label
Alpha
Beta
Gamma
Delta
Omicron

http://www.safecare.com.cn
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