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STATEMENT

Date:september8`2023

To Whom it may concern∶

This Ietter is to decIare for the detection of sARsˉ CoVˉ 2 neW mutant strains

using CoVIDˉ 19 Anugen Rapid Test Cassette manufaCtured by Hangzhou

Biotest8iotech Co`Ltd

The CoVlDˉ 19Antigen Rapid Test Cassette manufactured by Hangzhou Biotest

Biotech Co`Ltd is a qua"tatiVe`latera丨 n。w immunoassay for the detection of

the nuc|eocaρ sid protein of sARsˉ CoVˉ 2

Comparing the mutations that occur on the nucIeocapsid protein of the

Variants(BA1`BA2` BA210`8A212`BA2121`BA275`XE, BF7`BJ1`XBB`

BA2752`BN1`BA5235`XBB15`CH11`CH111`CH112`XBF(BA5x CJ1)`

XBB191`XBB192`XBB116`XBB2`XBB23`XBB232`XBB1161`XBB1`
FL3(XBB1913b XBB157`FL31`FL4`FL33`FY12`EG51and BA286)
and the epitopes (the part of the antigen that binds to the antibody) of the

antibodies used on the test`itˇvas determined that a" mutations are outside

the epitopes of the antibodies used in the test This indicates that the b|nding

of the antibodies and the antigenˇ ˇ
"|"kely not be a仟

ected`therefore`the risk

of the neW Variant not being detected by the CoVlD-19Antigen Rapid Test

Cassette o bw

Comparing the mutations that occur on the nuc|eocapsid protein of the new

ǎ"ant B16172(Deka)'BA4、 BA46`BA5`BE3、 BQ△`BQ11`BQ1120and
the epitopes(the part °f the antigen that binds to the antibody) of the

anub°dies used on the test`for va"ant B16172(Deka)`BA4` BA46` BA5'

BQ1、 BQ△ 1and BQ1120、 there was one Amino Add(AA)change in the

ove"ap of Epitope(s)丨 oca刂°ns of anti sARsˉCoVˉ 2antibodˇ used forcoaung on

the  membrane`  and  no  variation  in  the  overlap  of ant卜 sARs-CoVˉ
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2anubody used for conlugauon`f° r va"ant BE3`there Were tWO Amino Add

(AA) change in the overlap °f EpItope(s) l°cations of antiˉ sARsˉ CoVˉ
2antibody used for coating on the membrane`and n° variation in the° ědap

of antiˉ sARs-CoVˉ 2antibodv used for conjugation so it can be inferred that to

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

detecting

The B,16172(Deta)inactivated Virus were Was tested under laboratory

conditions`and the resuIts showed that the T-1ine intensity of di仟 erent protein

concentrations was consistentˇ ǐth that of、 v"d strainˇ ȟen tested by CoVlDˉ

19Antigen Rapid Test Cassette

The N proteIn reCombinant antigen of neW va"ant(BA2` BA210` BA212`

BA2121`XE`XBB`BA275`BA2752`BN1(BA27551)、 BA5235`XBB15、
CH11`CH111`CH112、 XBF(BA5× CJ1)`XBB191`XBB192`XBB2,EG51`
BA4`BA46`BA5`XBB23`XBB232`XBB1161`XBB1`FL3(XBB1913)`
XBB157`FL,3,1`FL4`FL33`FY12`BE3`BQ1`BQ11and XBB,1,16)Was

tested under laboratory conditions` and the results sho、 ěd that the Tˉ Line

intensitˇ °f different protein c° ncentrationsˇvas consistentˇ ǐth that of w"d

strain when tested bY CoV|Dˉ 19Antigen Ropid Test Cassette

Fro丨η v̌hat has been discussed above` the C0Vl D-19 Antigen Rapid Test

Cassette e矸 ectiveness agaInst virus muta刂 ons(B1,6172(De"a)` BA1` BA2`

BA210, BA212` BA2121` BA4`BA46` BA5` BA275`XE`8E3` BF7` BQ1、

BQ11`   BJ1`   XBB`   BA2752`   BN1   (BA27551)`   BA5235、

XBB15`CH11`CH11,1, CH112` XBF(BA5 x CJ1)` BQ1120` xBB191、

XBB192` XBB116` EG1` XBB23` XBB232` XBB1161` XBB1` FL3
(XBB1913、 XBB157`FL31`FL,4`FL33`FY12`EG51(XBB19)`BA286)`

the risk of the new variant not being detected by the CoVlDˉ 19Antigen Rapid

Test Cassette is low
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The CoV丨 Dˉ 19 Antigen Rapid Test Cassette v̌as p丨aced °n the market from

20210901` the reagents used for this product v̌as not changed` so above

ana|ysisˇ ǎs app"cab丨 e to the products lη anufactured from2o2109o1

ourcompany w"lc° ntinue to pay attention to the virus mutation situation at

home and abroad` and timely evaluate the detection ab"ity and product

pe|亻ormance of° ur products on mutant strains`t° ensure that the accuracy

and sensitivity ofthe CoVlD-19Antigen Rapid Test Cassette wi"not be affected

Quick|y upgrade the product if necessalγ  to ensure the accuracy of CoVlDˉ 19

Antigen Rapid Test Cassette product testing on sARsˉ CoVˉ2Variants

Thank you for your supp°rt and trust on our CoV|Dˉ 19 Antigen Rapid Test

Cassette products

Your sincere丨 y`

RDT DireCtor∶
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