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Intended Use: 

The COVID-19 & Influenza A+B Antigen Combo Rapid Test is a single-use test kit 

intended for qualitative detection of nucleocapsid protein antigen of influenza A and B 

viral antigens and COVID-19 Antigen from nasal swab specimens at home. 
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Kapitał Zakładowy 5.000,00 PLN, Sąd Rejonowy dla M. St. Warszawy w Warszawie, XIV Wydział Gospodarczy Krajowego Rejestru Sadowego;  

Konto bankowe: mBank 59 1140 2004 0000 3202 7860 9490 

    Warsaw, 09.08.2024 

CeCert Sp. z o.o. 
ul. Warecka 11A 
00-034 Warszawa 

 

  
  

Safecare Biotech (Hangzhou) Co., Ltd., 

address: Building 2/203, No.18 Haishu 

Rd, Cangqian Sub-district Yuhang 

District, Hangzhou, 311121, P.R. China  

Ref: CeCert/672/2024 

 
Dear Sirs, 

 With reference to the application 137A/2022 regarding the assessment of the non-

significant change related to an IVD medical device for self-testing: COVID-19 & Influenza A+B 

Antigen Combo Rapid Test; REF: FCO-6032H, consisting of shelf-life extension to 36 months, I 

would like to inform that the evaluation of above mentioned change  and related documentation 

has been completed and approved by CeCert. 

The certificate of conformity no. CeCert/063/W/E.1 remains in force.  

Sincerely, 

 

       

 

                                                                                                 Director of in Vitro Diagnostic Medical 
Devices Certification Department 
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Peel off the foil film
on the extraction tube
and insert into the hole

of workstation  

or

Peel off the foil film on 
the extraction tube and

insert into the hole of box  
Rotate the swab 

8-10 times

Press the swab and 
release as much liquid

as possible

Place the cap Add 3 drops 
to each sample well(S) 

Insert nasal swab to an
appropriate depth, roll
5 times in each nostril 
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fuhren Sie es in das Loch
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