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Produktbeschreibung

oDas COVID-19-Antigen-Schnelltestkit (Abstrich) ist ein Einweg-Testkit zum Nachweis des 

neuartigen Coronavirus SARS-CoV-2, das COVID-19 verursacht.

oDieser Test ist für Zuhause mit selbst gesammelten Nasentupferproben bei Personen ab 18 

Jahren vorgesehen. Jugendliche oder Kinder unter 18 Jahren sollten unter Anleitung eines 

Erziehungsberechtigten getestet werden.

oDieser Test verwendet die Lateral-Flow-Immunoassay-Technologie zum Nachweis von 

Nucleocapsid-Protein-Antigen bei Personen mit bekanntem oder vermutetem COVID-19 

innerhalb der ersten sieben Tage nach Auftreten der Symptome.
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1x Testkassetten

1x vorgefüllte Röhrchen

1x Packungsbeilage
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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, as a manufacturer of COVID-19
Antigen Rapid Test Kit(Swab) and COVID-19 Antigen Rapid Test Kit(Saliva),
hereby declare that our COVID-19 Antigen Rapid Test Kit(Swab) and COVID-19
Antigen Rapid Test Kit(Saliva) remain effective for the detection of SARS-CoV-2
antigen even in the emergence of newly discovered variant Omicron found in South
Africa.

Since the recognition site of the raw materials used in our antigen test is the
nucleocapsid protein (nucleoprotein or protein N) antigens, which is different from
the mutation sites, we would like to declare that our products are theoretically able to
detect this new variant in South Africa.

Lastly, We Safecare will strictly implement our quality management system and strive
to provide the best products to the customers. We will also inform you officially if
there is any update information of our COVID-19 Antigen Rapid Test Kit(Swab) and
COVID-19 Antigen Rapid Test Kit(Saliva).

Yours sincerely,

SAFECARE BIOTECH (HANGZHOU) CO., LTD.

http://www.safecare.com.cn
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EC Certificate No.  1434-IVDD-460/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

Safecare Biotech (Hangzhou) Co., Ltd 
311121 Hangzhou, Building 2/203, No. 18 Haishu 
Rd.Cangqian Subdistrict, Yuhang District, China 

in vitro diagnostic medical devices 
for self-testing 

COVID-19 Antigen Rapid Test Device (Swab) 
 

in terms of design documentation, comply with requirements 
of Annex III (Section 6) to Directive 98/79/EC (as amended) 

implemented into Polish law, 
as evidenced by the audit conducted by the PCBC 

Validity of the Certificate:  from 23.09.2021  to  27.05.2024 

The date of issue of the Certificate: 23.09.2021 

The date of the first issue of the Certificate: 23.09.2021 
  

 
 
Issued under the Contract No. MD-117/2021       
Application No: 218/2021 
Certificate bears the qualified signature. 
Warsaw, 23.09.2021 
Module A1 
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