
MedRhein TN25. S01  
Antigen Schnelltest ( Nasal, Nase-Rachen ) 

COVID-19 Antigen Rapid Test Kit (Swab)

gelistet und somit erstattungsfähig

BfArM gelistet und PEI Prüfung bestanden

BfArM Nr: AT199/20
PZN:           17393995

EU-weit anerkannt
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 Konformitätserklärung





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 80389223

Email: admin@safecare.com.cn
www.safecare.com.cn

Declaration
Date: 1. June. 2022

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),
hereby declare that our COVID-19 Antigen Rapid Test Kit(swab) remains effective for the
detection of SARS-CoV--2 antigen even in the emergence of newly discovered variants including
those found in the UK, India, South Africa and Brazil.

According to our investigation, several site mutations have occurred in the spike protein at the
position of B.1.1.7, N501Y, E484K, K417N in the UK, Delta, B.1.617 in India, N501Y, P681H,
69-70 in the S.A. and E484K, K417N/T, N501Y, D614G in the Brazial, BA.4 and BA.5. 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 expect our
products are theoretically able to detect variants including those in UK, India, South Africa and
Brazil.

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.

Yours sincerely,

SAFECARE BIOTECH (HANGZHOU) CO., LTD.




