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sTATEMENT

Date∶ August17`2023

To whom it may concern:

Thisletteris to declare forthe detecuon° f covIDˉ 19neW mutant strains using

CoV丨 Dˉ19Antigen Rapid Test Cassette manufactured by Hangzhou Biotest

Biotech Co`Ltd

The CoV丨 D-19Antigen Rapid Test Cassette manufactured bV Hangzhou Biotest

Biotech Co,`Ltd is a qua"tat;ˇ e`Iateral冂 oW immunoassay forthe deteCtion of

the nucleocapsid protein of sARs-CoV-2

Comparing the mutations that occur on the nuc|eocapsid protein ofthe

Variants(BA1`BA,2`BA210`BA,2,12`BA212,1`BA275`X⒏ BF7`BJ1`XBB`

BA275,2`BN1`BA,5235`XBB1,5`CH11`CH111`CH11,2`XBF(BA5x CJ1)`

XBB191`XBB19,2`XBB116`XBB2`XBB23`XBB232`XBB1161`XBB1`

FL3(XBB19,13)`XBB157,FL31`FL4、 FL33`FY12and EG51)and the

epitopes(the part ofthe antigen that binds to the antibody)of the antibodies

used on the test`it was determined that a"mutations are outside the epitopes

ofthe antibodies used in the test This indicates that the binding of the

antibodies and the antigen wⅡ l"kely not be a什 acted`therefore`the risk ofthe

neW Variant not being detected bY the CoVlDˉ 19Antigen Rapid Test Cassette is

low

Comparing the mutations that occur on the nuCIeocapsid protein ofthe neW

ǎ"ant B1617,2(Deka)`BA4`BA4,6`BA5`BE,3`BQ1`BQ11`BQ,1120and

the epitopes(the pad° f the antigen that binds to the antibody)of the

antibodies used on the test、 for va"ant B16172(De丨ta)`BA4`BA46`BA5`

BQ1`BQ11and BQ1120`there Was one Amino Aod(AA)change in the

oVerlap of ερitope(s)l° cations of an刂 s̄ARsˉCoVˉ2anubody used for coating on

the membrane`and no varia刂onin the oˇ erlap of ant卜 sARs-CoV-
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2anub°dy used for co"ugau° n,for va"ant BE3`there Were two Amino Acid

(AA)change in the overlap of Epitope(s)locations of antiˉ sARsˉCoV-

2antibody used for coating on the membrane`and no variation in the oVerlap

of antiˉ sARsˉCoV-2antibody used for c° njugation so it can be inferred that to

a large extent C0VlD-19Antigen Rapid Test Cassette product is capable of

detecting

The B16172(Delta)inactivated virus were was tested underlaboratorˇ

conditions`and the resu丨 ts showed thatthe Tˉ Line intensity of di仟 erent protein

concentrations Was consistentˇ ǐth that ofˇ Vild strain When tested by CoVlDˉ

19Antigen Rapid Test Cassette

The N protein recombinant anugen° f neW Variant(BA,2`BA2,10`BA212`

BA2121`XE`XBB`BA275`BA2752`BN1(BA,27551)`BA5235`XBB15`

CH11`CH111`CH112`XBF(BA5× CJ1)`XBB191`XBB192`XBB2`EG51`
BA4`BA46`BA5`XBB23`XBB232`XBB1161`XBB1`FL3(XBB1913)'
XBB157`FL31`FL4`FL33`FY12`BE3`BQ1'BQ,1,1and XBB116)was

tested underlaboratory conditions`and the results showed that the T-Line

intensitV of different protein concentrations was consistent With that of Wi丨 d

strain when tested by CoV丨 Dˉ19Antigen RapId Test Cassette

From v̌hat has been discussed above` the CoVlDˇ19 Antigen Rapid Test

Cassette e仟ectiVeness against virus mutauons(B1617,2(Deka)`BA1`BA2`

BA210`BA212、 BA2121`BA4`BA46`BA5`BA275`XE`BE3`BF7`BQ1`
BQ11`  BJ1`  XBB`  BA2,75,2`  BN1  (BA2,75,51)`  BA5235`

XBB15`CH11`CH111` CH112` XBF(BA,5 x CJ1)` BQ1120` X8B191`

XBB192` XBB116` EG1` XBB23` XBB232` XBB1161` XBB1` FL3
(XBB1913)`XBB157`FL31`FL4`FL33`FY12'EG51(XBB19)`the risk of

the new variant not being detected by the CoVlD-19 An父 igen Rapid Test

Cassette is{oW,

our companV w"丨 continue to paV attention to the Virus mutation situation at

home and abroad、  and timely evaluate the detecu° n ab"ity and product
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pe汗ormance of our products on mutant strains`to ensure that the accuracy

and sensitiVitγ  of the CoVIDˉ】9 Antigen Raρid Test Cassette Wi" not be

a仟ected  Quick丨 y upgrade the product if necessarv to ensure the accuracy of

CoVIDˉ 19Antigen Rapid Test Cassette product tes刂 ng on sARsˉ CoVˉ2Va"ants

Thank you for your support and trust on our CoVID-19Antigen Rapid Test

Cassette products

Your sincere|y、

RDT DireCtor∶

Hongzhou Biotest
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