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Pid test for the detection of SARS-CoV-2 nucleocapsid

tigens in anterior nasal swab specimens.

a
hitro diagnostic use only. For self-testing.




Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)

The SARS-CoV-2 Antigen Rapid Test is a lateral flow test for the qualitative detection of the nucleocapsid antigen from SARS-CoV-2 in anterior nasal swab

specimens directly from individuals suspected of COVID-19 within the first seven days of the onset of symptoms. The test can also test specimens from
individuals without symptoms.

« Specimen: Anterior nasal swab specimens
+ Test Time: Results at 15 min.

- Shelflife: 24 months

« Storage temperature: 2-30°C

= Accuracy:98.8%

« Sensitivity:97.1%

- Specificity: 99.5%

Test Procedure
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2. Specimen Collection
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Insert the entire absorbent Rotate the swab 5

Remaove the swab Remave swab from

tip of the swab into one times  brushing and insert it into the nostril.
nastril.  Using  gentle against the inside the other nostril.
rotation, push the swab of the nostril.
less than 2.5 ecm from the
edge of the nostril.
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beconds the tube, squeezing the tube,
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Ordering Information

@ estiegs

Authorised UK Distributor
Call: +44 (0) 333 577 2261
E-mail: Harry@bestie.uk.com

Product Name Catalog No. Format Specimen Package
L031-11855+/ Cassette Anterior nasal swabs 1 Test/Kit
Flowflex SARS-CoV-2 Antigen Rapid Test , )
(Self-Testing) L031-118A5 Cassette Anterior nasal swabs 5 Tests/Kit
L031-118Q5 v Cassette Anterior nasal swabs 25 Tests/Kit
+/ CE Marked
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Nov 28, 2021,

To Whom It May Concern:
Thank you for your interest in the Flowflex SARS-CoV-2 Antigen Rapid Test.

We, ACON Biotech (Hangzhou) Co., Ltd. as the manufacturer of Flowflex SARS-CoV-2 Antigen Rapid Test, hereby
declare that ACON are monitoring the emergence of a new strain of SARS-CoV-2 which has become prevalent in the
UK, South Africa, Brazil/Japan, India, USA, Philippines, Peru, Colombia and other communities. SARS-CoV-2 of
Alpha (B1.1.7), Beta (B.1.351), Gamma (P.1), Delta (B.1.617.2), Epsilon (B.1.427/B.1.429), Zeta (P.2), Eta
(B.1.525), Theta (P.3), lota (B.1.526), Kappa (B.1.617.1), Lambda (C.37), Mu(B.1.621), Delta plus (AY.4.2),
Omicron(B.1.1.529) have several mutations in the spike protein and a few mutations in the nucleocapsid protein.

There is no obvious difference observed when testing with different nucleocapsid protein recombination antigens
(Alpha, Beta, Gamma, Delta, Epsilon, Zeta, Eta, Theta, lota, Kappa, Lambda, Mu and Delta plus) basing on these
different variants of SARS-CoV-2. For Omicron, by theoretical analysis of the mutations in the nucleocapsid
protein, it should not interfere the detection of Flowflex SARS-CoV-2 Antigen Rapid Test. So we do not anticipate
that these variants will have any effect on testperformance.

Sincerely,

ACON Biotech (Hangzhou) Co., Ltd.

ACON BIOTECH (HANGZHOU) CO., LTD.

No.210 Zhenzhong Road, West Lake District, Hangzhou, P.R. China 310030 Tel: +86 5718777 5528  Fax: +86 571 8786 3570 « www.aconlabs.com



