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Ea
Section 1 Overview

{4 (EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices) if JH 24 wiki5
PUR (HEED AMNAFIG (BRASS) BOF Sh PERE ET PPA

The SARS-CoV-2 Antigen Rapid Test (Saliva) was evaluated according to the {EN 13612:2002 Performance

evaluation of in vitro diagnostic medical devices) .

APERTURE CERO ANH EE ORIARSED) MERE EEE HAT LUT PA MRT IT
The performance of the SARS-CoV-2 Antigen Rapid Test (Saliva) 1s mainly studied in the following aspects:

LAER PERE VTA: JE EERAE = SAMIRERR, SRA kl 5g (9 kB 4 ob AT Rill, T7830
ERA FE EMOTE RE. TIES ERATE. HS EMA ESR. RICHIE, HEM, WEE

SREP He SI SURE VG STE
Evaluation of Internal whole performance: Select three batches of reagents for trial production, the enterprise

reference prepared by the company were used for testing, the physical properties, the compliance rate of

negative reference, the compliance rate of positive reference, the limit of detection, and the precision

repeatability of the reagents arc comprehensively evaluated, and then the effectiveness and reliability of the

current product production were evaluated.

2.HOOK ZR: FER A Jed: COPTIC OEE FIO) TRB, Refill ik iE
Want, BFORERA SILER, SFEUIZS REE FREER ok. EidiEdAE HOOK
RLITEIE, HARARE WR EAE HOOK AGRE, FH FEE 1 f74E HOOK ZUR FA 51 o

HOOK effect: The reagent adopts the principle of the sandwich method (double antibody sandwich method or

double antigen sandwich method). At this time, the concentration of the substance to be tested is very high, the

effective sandwich pattern cannot be formed, resulting in lower detection results or shallow color. Through the

research of the reagent’s HOOK effect, it 1s clear whether this product has HOOK effect, so as to remind

customers of the influence of the HOOK effect.

3 IRRE: alad TTA A ER REAR Ie 1 ER SE AR SALI BT EA A RD a 1, ET SE

TRIE ER I Am RUSE, FA A RR

Cross-rcaction: It 1s used to cvaluate the specificity of this product by evaluating whether the virus/bacteria

with similar symptoms to the SARS-CoV-2 infection or a homologous virus will cross-react with the detection

of the SARS-CoV-2.

4 [B) XM FR Be FN [RY SHE 5: UPA AS [RX Mp Sm lie i EAE ER. MITT
TAMRE AT, TRE Ef I) AL A Tr) Fg JOT A Fr Rn i BE
Study on infected persons in different regions and samples of infected persons in different infection periods:

Evaluate whether there are differences in the detection capabilities of the reagents in different regions, so as to

clarify the detection capabilities of the reagents. And evaluate the reagent's ability to detect different patients in

different infection stages.

STYRIA: VRE ASrR IA EET BE A AEE 405 SUR TT RRR NY AD 5G £500 TH er Re

TEAR

Research of Interfering substances: Evaluate whether common or possible substances in the sample or related

drugs that the patient may take have an impact on the testing of this item.
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6. tp IRA HA SRT IE: JI Sp (UCAS: Hh FR PY Se Df A i 8 UE, TR) NF JE J 5 FR HA FR aE ATBE
EF FF) RARE FY PT REE
The limit of detection study: The sensitivity of this product is clarified by studying the limit of detection, and

the reliability of the obtained sensitivity is clarified by verifying the culture dilution.

BW OAR. BH RA [A]
Section 2 Personnel, Test Site and Time

PERE TE fh FS SA BA BER 3
Co-ordinator of a performance

evaluation study and Duty

PRE;

AEFRGERR EER ORD NARS CREE PRA PEREITA
BFLRE fa 3.
Responsible for the entire performance evaluation study of SARS-CoV-2

Antigen Rapid Test (Saliva).

BEE MER
Investigator and Duty

RRA

PITRE RP EUR (ERD ARR E (REE) HATE REVF
fitio

Responsible for the performance evaluation of SARS-CoV-2 Antigen Rapid

Test (Saliva).

ETTOREBORAR AIR A RE WET FI, RA,
TRY Hb irch .

Test Sit
Laboratory of Xiamen WizBiotech CO., LTD; INSTITUTE OF VIROLOGY;

est Site

Clinical Institutions

Hf Ti)

Time
2020.02~~-2020.06
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B= PHEAR RIMES R
Section 3 Evaluation Contents And Results

AERAtk RE PAG BER
Evaluation documentation of Internal whole performance

1 BRAKE
Research basis

SEFEARSA RA 7 HE RR eb BE (HRD A llliAR& ORB) #

Refer to the Product quality standards of SARS-CoV-2 Antigen Rapid Test (Saliva) formulated by Xiamen

WIZ Biotech Co., LTD.

2A EM
Research purpose

EAR ES HOR ERR ERE (HRD RAR RARER), RARERalk25,

BATRA, PEARSE GE A = AFUERERIERAE,  HEIPEAYHAT RE AS RA BE RT SEE
Through the trial production of three batches of SARS-CoV-2 Antigen Rapid Test (Saliva) ,

the enterprise

reference prepared by the company were used for testing, and the accuracy of the performance of the three

batches of reagents was evaluated and verified, and then the effectiveness and reliability of the current product

production were evaluated.

3 Bort
Research materials

31 ARE

Reagent

FH {it's EY TE

Name Batch code Manufacturer Remarks

FARLEIRFT RHUL (ERD EATERTR
a? | Yat OL: 2020030403

5 L

FEE Efe) fABit 2) Ae: 25 Adn/a

SARS-CoV-2 Antigen Rapid | Lot 02: 2020030505 | xiamen WIZ Biotech | Specification: 25 tests/kit
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3.2 lkBHdh
Enterprise Reference

(1) #5 Batch code: ZK2020012801

(2) HITZ: BIINEEYRHEROE RAF
Manufacturer: Xiamen WIZ Biotech Co., LTD.

(3) Akfd Rk
The composition of Enterprise reference

x5) 95

Category Serial number

APESdy
. NI, N2, N3, N4, N5, N6, N7, N§, N9, N10

Negative references

FRYE
- . P1, P2,P3,P4

Positive references

RAR AGH FR 2 Hi
or . DL1, DL2, DL3

Limit of detection references

FEEVEZEN
i CVl1,CV2

Repeatability references

4 BFFH
Research method

ARE ZARBUTEL Re BOR ERGSEERE PIEZH ATE

FHVEZ% BREE, RAREHR, REET EEA.

Select three batches of reagents for trial production, according to the Product quality standards,

the physical properties, the compliance rate of negative reference, the compliance rate of positive

reference, the limit of detection, and the repeatability of the reagents are comprehensively

evaluated.

4.1 YEAR

Physical properties

(1) APMAEA: BLASN1 Ap, EASRET HARE.

Appearance inspection; Take | test of this product and inspect it visually under natural light.

(2) WRATH: Ad 1 Af, HEUdE, In 3 WR EIREAL, DRE

IN, PEERFEAT IEE.

The moving speed of liquid: Take 1 test of this product, according to the instructions for use; add
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3 drops of diluent to the sample hole, time with a stopwatch to calculate the moving speed of

liquid.

HEARN: v=11
Calculation formula: v=1/t

EA ND.

In the calculation formula:

v—iE ARATE;
The moving speed of liquid;

I—HnEEFL rp) Ar 8 SEE1EiAEE

The distance from the middle position of the sample hole to the upper edge of the

observation window;

t— EAT INA REE TIRE FUN ARTHIN, WY BIIREAEAT EE A 1 C3 Fr 75 HOA TH)
The time required to start timing when the diluent is added to the sample hole and move

along the reaction membrane to the upper edge of the observation window.

(3) WRF: WAM AG, SHE RREN.

Width of strip: Take 1 test of this product and use Vernier caliper to detect.

4.2 PERE

Performance test

(1) ESE AEH ART al 10 Aa, FERRUEH TEER IRE, X10 A BIE dal
Lah (N1-NI10Y Ral, BYERSaf & RR 10/10.

Coincidence rate of negative reference: Take 10 tests of this product and test according to the

operating steps of the structions for use. For 10 negative enterprise references (N1~~N10),

comcidence rate of negative reference should be 10/10.

(2) MES Era: WAT oh 4 Af, HUH BRE BREN, 3) 4 HIMES
Hil (P1~P4) fill, BPEL ATER 4/4.

Coincidence rate of positive reference: Take 4 tests of this product and test according to the

operating steps of the instructions for use. For 4 positive enterprise references (P1~P4),

coincidence rate of positive reference should be 4/4.

(3) lA MPR: HUAN 3 Af, ARIE HP bE, Xf 3 AeA MRA 2

“%f (DL1~DL3) ill, DLI. DL2 {2k Z 4% FR900E, DL3 deullids5 nl Jy iEag
FAYE.

Limit of detection: Take 3 tests of this product and test according to the operating steps of the

instructions for use. Test 3 limit of detection enterprise references (DL1~DL3), DLL, DL2
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enterprise reference should all be positive, DL3 enterprise reference can be positive or negative.

(4) EEE: BUA 20 A6, IR315APRA I, xf 2 fr EEE AES 6 (CVI.

CV2) HEATH, BHEERM 10 Kk, SRMBHEEL RAY.

Repeatability: Take 20 tests of this product and test according to the operating steps of the

instructions for use. Test 2 the Repeatability enterprise references (CV1, CV2), repeat the test 10

times separately, and the results should all be positive and uniform in color.

5fp

Inspection standards

5.1 YE HAE

Physical properties

(1) AMAA: SPALET%, Frill, &E5RIEE IE, WARSS, BE TER.

Appearance inspection: The appearance should be flat, the identification should be clear, the

components should be firmly attached, the content should be complete, and no liquid leakage.

(2) WARBATEE: BABATEENAKT 10mm/min.

The moving speed of liquid: The moving speed of liquid should not be less than 10mm/min.

(3) BRETT: IRATERA/MT 2.5mm.

Width of strip: The width of the strip should not be less than 2.5mm.

5.2fA

Performance test

(1) HES Eira: X10 BHPESZF anil, PHEW2 3 dh iG RAM T
10/10.

Coincidence rate of negative reference: For 10 negative enterprise references were tested,

coincidence rate of negative reference should not be less than 10/10,

(2) PHPEZ2 def Go: X) 4 AR BHTEA228dt krill, BHYEA L235 54 5 ERAT 4/4.

Coincidence rate of positive reference: For 4 positive enterprise references were tested.

comeidence rate of positive reference should not be less than 4/4,

(3) ACAMIPR: Rf 3 3 ARKIN BR05%ae kl), DL. DL2 {2Mk&% qa RIN HE,

DL3 Aik 23% 1 FMEA HEE

The limit of detection: For 3 the limit of detection enterprise references were tested, DL1 and DL2

enterprise references should all be positive, and DL3 enterprise reference products can be positive

or negative.
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(4) EE: Xt 2 HEELS HEETHRI, CVI. CV2 ZFEERN 10 ik, RR

pee

Repeatability: For 2 repeatability enterprise references were tested, CV1 and CV2 were tested 10

times separately, and the results should all be positive.

6 FALR
Research results

Fi HE HARBORATSEAT 2 VERE VEAL, REET EHEC ER

The whole performance evaluation of the reagent is carried out in accordance with the Product

quality standards. The detailed research data is summarized as follows:

6.1 YER1H: RE
Physical properties

1 PEER AER
Tab.1 The research results of Physical properties

HLkia
Lotl Lot2 Lot3

Batch code/category

SRE, FREER FFE HR
SET

FFEER TEER TEER

. :

Meet the Meet the Meet the
Appearance inspection ) : ’

requirements requirements requirements

IRIEITIRE

The moving speed of liquid 15.0 15.1 14.9

(mm/min)

Width of strip 4.1/4.0/3.9 4.0/4.0/4.1 4.1/3.9/4.1

(mm)

6.2 YE BER]
Performance tests

2 HAETAER

Tab.2 The research results of Performance

To)
4

AT
=NL

oe! ibid Lol Lot Lo3

category Serial number/time

N1 — —_ -.

WHEE 3

Negative
N2

oo
coincidence

N3 _ _ —

rate

N4 - gt pt



N35 — — —

N6 - - —

N7 — _— —

N3§ — — —

N9 — — —

N10 — —_ —_

ELSE

. fra 10/10 10/10 10/10
Coincidence rate

Pl + + +

+ +

BEE
B2 gt

Positive P3 3 wf +

coincidence

rate P4 + + +

aS

ul aa 4/4 4/4 4/4
Coincidence rate

DL1 + + A

Te{LAHR

Limit of DL2 + + +

detection

DL3 _- _— -

1 + + +

2 + + +

3 + 4 Co

4 + + +

5 + + +

Repeatability

iv + + +

8 + + 4

9 + + +

10 + # rs

4 Ei5 RroER RE EER Hr isk
Uniform and Meet the Meet the Meet the
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no color requirements requirements requirements

difference

1 + + +

2 + + Re

3 + + +

4 + + +

5 + + +

6 4: + +

CcV2
7 + + =

8 + + +

9 3: + +

10 Ex + +

1 Sl WER n : :

Tih :
FER FEHR FEER

niform an

Meet the Meet the Meet the
no color

. . ;

. requirements requirements requirements
difference

WELLS RAT WL, =H SEI HAR SR IUAT SPE RE vEAY, A Sete 45 Rheims 2A 0%

FrgieArift CARER) FIER,
The rescarch results show that the three batches of products according to Product quality standards

carried out whole performance evaluation, and the test results of the reagent can meet the

requirements of relevant inspection standards (Product quality standards).

TRS

Research conclusions

ARR EH (ERD RINKAGE REE) ZR EARS RIET Zh iF 21

BEREAN, BEE EE AHRER
The SARS-CoV-2 Antigen Rapid Test (Saliva) has been evaluated {or the whole performance of

the three batches of products according to the Product quality standards, and the products can meet

the relevant requirements.
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FRRERREDE(ER) BEFE (BiEe)

HOOK MHF5% Rl
SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation of HOOK effect

1 BFFEAR
Research basis

PARTESR FH FE CUP SEBBORJe i) EER, fpfik EIR me, BF

TETRA FOE, SEIS REE FRE Bak.

The reagent adopts the principle of the sandwich method (double antibody sandwich method or double

antigen sandwich method). At this time, the concentration of the substance to be tested is very high, the

effective sandwich pattern cannot be formed, resulting in lower detection results or shallow color.

2 HFLH

Research purpose

HEAL AA) fF HOOK UN FTE,  WIBGAC= RoR TRAE HOOK Zhi, fT [4RMEZ = 77 HOOK 34

JLFTI«
Through the research of the reagent’s HOOK effect, it is clear whether this product has HOOK effect, so as to

remind customers of the influence of the HOOK effect.

3 FRAME

Research materials

3.1 {HE

Reagent

ZF ibs EE I FE
Name Batch code Manufacturer Remarks

Fr RRR EU (HR) JETERIE
RHE ORES |

Loon 2020030005 | THERA Bits: 25 Ais
SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech Specification: 25tests/Kit

Test (Saliva) Co., LTD.

32 HERBERT

SARS-CoV-2 culture

TE A TR ER ROREERE, TRIE 3.4X 10° TCIDs/mL.

The heat-inactivated SARS-CoV-2 culture with concentration of 3.4 X 10° TCIDso/mL.
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33 WMRER

Dilution solution

WARP ASERR, BERR (PH74£0.2).

Extraction solution of the reagent kit, Phosphate Buffer Solution (pH7.4+0.2)

4 FRA
Research method

(1) BRITEERE RE HE 77 9 GKIE: 3.4X10° TCIDso/mL) $458Py {215belAT Fi 9%:
Diluting the heat-inactivated SARS-CoV-2 culture (concentration: 3.4 X 10° TCIDso/mL) at two-fold ratio.

(2) MRRIEFORE ATE HK SOpL 2
— IRPENURERE CREMRREREIE 4 =), FeAl BRIE

—

IEP

WRG, FIRE RAL BERN
—

IR PERE REAT AC 2, AH J FORE AS RRA fo 00 50 8 5 my der I 7 vs 3k
ATR.

Drawing 50uL from each diluted sample to disposable sampling rod(Prepare three for each dilution gradient).

After the diluent is absorbed by the disposable sampling rod. the disposable sampling rod is treated according

to the sample processing method, and the treated sample is tested according to the test method of reagent

Instructions for Use.

5 Mie pnE
Inspection standards

fon lll 45RE (OBEA SFR DOE RE OR BE REINIAR vg, sk AE — a ER AEE, i

OR I ET EA EEE JA

The color intensity of the test results will become stronger as the concentration of the SARS-CoV-2 in the

culture increases. The color intensity of the test result will remain unchanged after reaching certain intensity,

and will not become shallow as the virus increases.

6 FHHER

Research results

#1 HOOK HifiR
Tab.1 Research results of the HOOK effect

ITs wg FEE5 5 1 Fras 2 Rrighi 3 NpReh iH
No. concentration Testresults 1 | Testresults 2 | Test results 3 Color

1 3.40 X10" TCIDs,/mL AH Ret +

2 1.70 X10" TCIDs,/mL SERRE SRE SER.

3 8.50% 10" TCIDso/mL A TREE SEE
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A (005i ER LUBE HR
4 4.25% 10* TCIDsy/mL +H +H ERE

pk

isi

VEEFTI 95
5 2.13% 10° TCIDso/mL $04 PETES Perey

a

TT

The color intensity

"
does not decrease

6 1.06X 10* TCIDso/mL AAS ER
y

with the increase of

y concentration.
7 5.31X 10°TCIDso/mL re RAL RL

8 2.66 X 10° TCIDso/mL a Ah +++

9 1.33 X 10° TCIDsy/mL A ++ ++

10 6.64 X 10° TCIDsy/mL + + +

FFL RR, FALE EHR (RAD FRRa (RRS) EMER3.40X10°TCID

so/mL Fi [Fl PY 4 IL HOOK ZR

The results of the study showed that the SARS-CoV-2 Antigen Rapid Test (Saliva) testing sample has no hook

effect below the virus concentration of 3.40% 10° TCIDse/mL.

THRER
Research conclusions

HB FORM BHU ORD MIRAE UREA) FEWEIRIEHN3.40 X10° TCIDs/mL [HN7
7/1: HOOK (FE.

There is no Hook effect when SARS-CoV-2 Antigen Rapid Test (Saliva) tests sample below the virus

concentration of 3.40 X 10° TCIDsy/mL.



MAFCRF EGR (ERD RENE (Be)

AZ X= NRESTH
SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation of Cross-reaction

1 BFFEAR
Research basis

OCHREri IE] FE 5 24 FL FR FET REAR UF Ce BEAR FY) C2019 357 BER 3470 BRAT A rari SR

FEMAPPE GRIT) PRT rR RsaA AL.

The research base on the analysis specificity study in the {The Technical Key Points for Coronavirus

(COVID-19) Antigen-antibody Detection Reagent Registration Review (Trial)} formulated by The Center For

Medical Device Evaluation Of The National Medical Products Administration(NMPA).

2 HFLH

Research purposes

HEAL EAN SB AL AR FERR ALBEE BAR AM TE EE FIR 7, RTT 2HRUEIRFf
p= 22 SORE, FFPRONAS = RE Fed

It is used to cvaluate the specificity of this product by evaluating whether the virus/bacteria with similar

symptoms to the SARS-CoV-2 infection or a homologous virus will cross-react with the detection of the

SARS-CoV-2.

3 BEFRL
Research materials

3.1 RE

Reagent

EAR fit SH FE

Name Batch code Manufacturer Remarks

HEUEIR CEE JE AEER

Fe sm wiikey
4

SA 44 rel FRAN Ee) :

= yi or7A (tr: Bid)
|

Lot 01: 2020030405 fr 53/
ME L Afi

SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech | Specification: 25tests/Kit

Test (Saliva) Co., LTD.

3.2 RXNAR)

Cross-reactive microorganisms
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Tl Apel PA ABA HR La BRT C3 FE BE UH SRA SR AF FE DOR PI BE EN, RAAB

Viruses or bacteria preserved through the company's internal/CDC/preservation center/U.S. model culture

repository, as follows:

FR CRED) Hid
Name (microorganisin) Preservation code

CBYGAT HEE B/Y amagata BYOSS
Influenza B/Y amagata
ZB GiAT HEE B/Voctoria BVATLPE{£7K/32/2000
Influenza B/Voctoria BV/Jiangxixiushui/32/2000

FAL AT MEE HIN A/T EB BTE/5/2007
Influenza A HINI1 A/Brisbane/5/2007

FAL AT MERE H3N2 A/F HH EE10/2007
Influenza A H3N2 A/Brisbane/10/2007

FR RL AT EE HSN ;
Influenza A H3N1

H7N9 #165 jfile /
H7N9 Avian Influenza

SARS FLA HH ;
SARS Coronavirus

MRaE 1 AY
/

Adenovirus 3

Mee3 A
Adenovirus 3

YRS

MRE 7 4

Adenovirus 7
VR-7

MbRIp EE 229E BY
Human coronavirus 229E

¥Rs740

ATER 5 OC43 HY ;
Human coronavirus OC43

MEAREAE NL63 7 ;
Human coronavirus NL63

AOrbARIEE HKUL BY
/

Human coronavirus HKU

MERS 70K I 7
/

MERS-coronavirus
>

3) =

Hemme VR.538
Cvlomegalovirus

7

adyshe 5

WE 71 A VR-1775
Enterovirus 71

ARATE 17
—_

Human parainfluenza virus 1

RARATPERE THE 2 1 —
Human parainfluenza virus 2

NBA PEE 3 2
—

Human parainflucnza virus 3

ANERAT HEE RE 4 FY
;

Human parainfluenza virus 4

nas VR-24
Measles virus

Mumps virus

IIRHe22 VR-2542
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Respiratory syncytial virus

EE 1A BY X

Rhinovirus 1A
Ry

EHR
7

Norovirus

EB Fiji ;
Epstein Barr Virus

AERIS
;

Varicella zoster virus

AHEHE BAA-589
Bacillus pertussis

Hil 28 A JE A
Chlamvdophila pneumoniae

Youn

Sas RAH 25922
Escherichia coli

ERTS MAF 10211
Haemophilus influenzae

5 ZA
ET

BEBE 25177
Mycobacterium binding

Hit 58 SJE 4 39505
Mycoplasma Pneumoniae

FS ERE
’ : 10231

Candida Albicans

75 2 RE A BRA :

lil ; 13077
Neisseria meningococcus

ZTE CEs

2% [CHER 19424
Neisseria gonorrhocac

A ZA PL ;

, 9721
Pseudomonas acruginosa

SEH ARE x

12598
Staphylococcus aureus

i 58 fi ft 12
55143

Streptococcus pneumoniae
:

fe

Fo HEER 14 21060
Streptococcus pyogenes

Streptococcus salivarius

EINE ;
Iegionella Pneumophila

4 BITTE
Research method

C1 ad oll prac dla BRIER FR C3 [ERE AEE Tr GR FE ARIE 0s 3 oll pf, dad SEAL aki
Ae BEAT HAR, BER RH Rm RE

Viruscs or bacteria preserved through the company's internal/CDC/preservation center/U.S. model culture

repository, or through the cooperation center or internal company for microbial cultivation, The culture and

the corresponding maximum concentration are as follows:

28 (EdD Hin RIE
Name (microorganism) Preservation code Concentration

ZARA7 14 EE BfYamagata BY055 1.83 X 10°TCTD/mlL

3
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Influenza B/Yamagata
ZAVRAT HEE B/Voctoria BVATF{7K/32/2000 s

Influenza B/Voctoria BVAiangxixiushui/32/2000
ERI TCel

FIABRAT HEE HIN] AA BIRBL/5/2007 5

Influenza A HIN1 A/Brisbane/5/2007
Loan 1 ICDL

EAGAAT HERE HIN2 ALA BHTPE10/2007 cil

InfluenzaA H3N2 A/Brisbane/10/2007
LIS10° TOIfo.

FOHAT HERE TIN -

Influenza A HSN1
/ 1.32107 TCDsy/ml.

H7N9 Hg ii fg s

H7N9 Avian Influenza
! 18010 BD l

SARS FRA a

SARS Coronavirus
/ 214210 ICIDfo,

Rs
a

1 2fw& 1 2)
/ 1.39%10° TCIDsy/ml,

Adenovirus 1

Ti 3 21 -

ACIS 3
VR-3 1.24 X 10° TCIDsg/mL

Mids 7 24 6

wn
VR-7 1.87X 10° TCIDse/ml.

a 1) 8Abi2 229E 4) VR-740 1.00% 10° TCID g/mLHuman coronavirus 229E

AREFEE OC43 BY 6

Human coronavirus OC43
{ 1M TCD.

KN Rim& NL63 2 FI—

Human coronavirus NL63
! 20010 KIDfl.

NEREE HKU 2 -

Human coronavirus HKU1
{ 20017 Dl.

MERS 7b2 :

MERS-coronavirus
{ 1001 ICID.

#
)

i 4EMRE
VR-538 1.00% 10° TCIDsg/mL

Cytomegalovirus
EEE 7]

7 3

Fife 71 2)
VR-1775 2.55% 10° TCIDsy/mL.

Enterovirus 71
92 2 RE =

aE

61 rARTAIEEE RY | I VR-94 1.35% 10° TCID g/ml.
Human parainfluenza virus |

a5 ar pk me EEEE 0 AY 5MALATE FR 2 2 VR-92 6.31 X 10° TCID g/ml.
Human parainfluenza virus 2

i

|e f=Ee = ve 22 7 #1 :

APUIHEREAS 3 2 VR-93 3.23 10° TCIDsg/mL
[uman parainfluenza virus 3

f=] Py EE a) i

ABATE (EE TEE 4 Lie / 3.31%10° TCIDsy/mL
Human parainlluenza virus 4

FREI a

Moaclos elas VR-24 6.31 X 10° TCIDs/mL

22 A= DL Hl HE US gas

FAT ILARARfed VR-106 6.31 X 10° TCI g/ml.
Mumps virus =X

IRIE A fl5 5
x x :

omlitore wnoutid ving
VR-2542 2.0010” TCIDse/mL

RHE IAD . "
A X

Rhinovirus LA
VR-1559 1.26 X10° TCIDso/ml.

Wn :

HilI#5 i / 1.30%10° TCD fm.
Norovirus

EB #5 rr

Fotoin rir Virus
/ 2.18x10° TCIDsy/mL

Ke ferHR of i

Tus raaney / 1.00%10° TCD.
Varicella zoster virus

1% .

I] H WAT ; BAA-589 1.30 X 10° CFU/ml.
Bacillus pertussis

45
2 [E12

6

GAAS VR-2282 1.00% 10° CFU/ml
Chlamydophila pneumeniae

IRs ICK HH3 25922 1.00% 10° CF'U/mL
Escherichia coli
SE IE Rh nALISTER IEF 10211 1.20% 10° CFU/ml.
Haemophilus influenzae

Err ETT 25177 1.00% 10° CFU/ml.
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Mycobacterium binding
HifiSZ J
Mycoplasma Pneumoniae

39505 1.00% 10° CFU/mL

EEEER
Candida Albicans

10231 1.00%10° CFU/mL

7 RA BRET
Neisseria meningococcus

13077 1.00% 10° CFUMIL

Za ECHRER
Neisseria gonorrhoeae

19424 1.00% 10° CFU/mL

RELAEE
Pseudomonas aeruginosa

9721 3.70 X 10° CFU/mL

SEHA BRE

Staphylococcus aureus

12598 220X10°CFUML

Mi J EER7
Streptococcus pneumeniae

55143 1.00% 10° CFU/ml

LARELR ET
Streptococcus pyogenes

21060 1.28 X 10° CFU/mL

EJ EER
Streptococcus salivarius

14485 1.00% 10° CFU/MmL

Ig ii 2 [31
legionella Pneumophila

/ 1.58x10° CFU/mL

(2) RRA EFEAIERUR (BERR EE: pH7.410.2) XFL LIER TR RE, FRED FikE

FAA, RARUIR:
Use the Extraction solution of the reagent kit (Phosphate Buffer Solution: pH7.440.2) to dilute the above

culture to the following concentration gradient, as follows:

ZR CREER) Hk WE 1 HEE 2 HE3
Name {microorganism} Preservation code Concentration 1 Concentration 2 Concentration 3

7. BV ATEE BfYamagata BYO0S5
1.83% 10° 1.83% 101 1.83% 10°

Influenza B/Yamagata
-

TCID5/mL TCIDsy/ml. TCID;s/mL

Zed HEH B/Voctoria BVAT.#i%/K/32/2000 207%10° 2.07x104 2.07% 10°

Influenza BfVoctoria BV/Hangxixiushui/32/2000 TCIDs,/mlL TCIDsy/mL TCIDse/mL

HUETEEHIN AAT EE BRHL/5/2007 1.00 10° 1.00 10" 1.00% 10°

Influenza A HINI A/Brisbane/5/2007 TCIDs,/mL TCIDsy/mL TCIDse/mL.

HALAT PERCE H3N2 AAT ELITER/10/2007 1.15%10° 1.1510" 1.15107

Influenza A H3N2 A/Brisbane/10/2007 TCIDsp/ml, TCI g/ml. TCINDse/ml.

HERAT PEE HEN
/

1.32x10° 132x107 1.32x10°

Influenza A HANI TCIDsp/mlL, TCIDsy/mlL TCIDse/mlL

H7NY BL & jie
/

1.60x10° 1.60x10" 1.60x10°

H7N9 Avian Influenza TCIDsy/mlL TCIDsy/mL TCIDs/mL

SARSmR= /
2.14x10° 2.14210" 2.14x10°

SARS Coronavinis TCIDsy/mL TCIDsy/mL TCIDse/mL.

HspaE 1 AL
/

1.39%10° 1.3910" 1.39x10°

Adenovirus 1 TCIDsg/ml. TCI sy/ml. TCIDse/ml.

Hime3 VR-3
1.24%10° 1.24 x10 1.24% 10°

Adenovirus 3
E

TCIDsy/mlL, TCIDsy/mL TCIDse/mL.

Hip 7 AU VRT
1.87X10° 1.87 10% 1.87% 10°

Adenovirus 7 TCIDsp/mL TCIDsy/mL TCIDse/mlL.

AFR2 2291 2
VRT40

2.00%10° 2.00 10% 2.00% 10°

Human coronavirus 229E TCIDse/ml. TCIDsy/ml. TCIDse/ml.
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AGEREEE OC43 HL
/

2.34x10° 2.34x10° 2.34x10°

Human coronavirus OC43 TCID5p/mL TCIDsy/mlL TCIDsy/mL

Ab {RAp HE NL63 #Y
/

2.00%10° 2.00x10° 2.00x10°

Human coronavirus NL63 TCIDsp/mL TCIDsy/mL TCIDso/mL

ATERE HKU AY
/

2.00%10° 2.00x10° 2.0010?

Human coronavirus HKU1 TCIDsy/mL TCIDsy/mL TCIDs¢/mL

MERS seb{953 /
1.00%10° 1.00x10* 1.00x10°

MERS-coronavirus TCIDsp/mL TCIDsy/mL TCIDsy/mL

EAH
VR-538

1.00% 10° 1.00% 10 1.00% 10°

Cytomegalovirus
}

TCIDsp/mL TCIDsy/mL TCIDs¢/mL

Midd 71 BY
VR-1775

2.55%10° 2.55x10% 2.355%10°

Enterovirus 71 TCIDsp/mL TCIDsy/mL TCIDsg/mL

ABIWAT EERE 1B
VR-94

1.35%10° 1.3510 1.35% 10°

Human parainfluenza virus 1 TCIDsp/mL TCIDsy/mL TCIDse/mL

ARIATHEE a 2 BY
VR-92

6.31 x10° 6.31 x10" 6.31% 10°

Human parainfluenza virus 2 TCIDsp/mlL TCIDsy/mL TCIDsg/mL

ABIRUAT MEE a 3 A
VR-93

325%10° 3.25% 10% 325% 10°

Human parainfluenza virus 3
h

TCIDsy/mL TCIDsy/mL TCIDs/mL

ARIF MERE pa 4 BY /
3.31x10° 3.31x10° 3.31x10°

Human paraintluenza virus 4 TCIDsy/mL TCIDsy/mL TCIDsy¢/mL

FREE
VR.24

6.31x10° 6.31 x10" 6.31% 10°

Measles virus TCIDsp/ml. TCIDsy/mlL TCIDse/ml.

WAT PERRIER ARE VR-106
6.31 X10° 6.31 x 10° 6.31 10°

Mumps virus TCID5/mL TCIDsy/ml. TCIDs/ml.

IRRIE 7 Hisi VR2542
2.00%10° 2.00% 10° 2.00X 10°

Respiratory syncytial virus TCIDsy/mL TCIDsy/mL TCIDsy/mL

FATE 1A BY VR-1559 1.26 10° 1.2610 1.26 10°

Rhinovirus 1A TCIDsy/ml. TCIDsy/mL TCIDsy/mlL

inte /
1.30x10° 1.30x10" 1.30x10°

Norovirus TCID5p/mI, TCIDsg/ml. TCIDse/ml.

EB #
/

2.18x10° 2.18x10° 2.18x10°

Epstein Barr Virus TCIDsp/mL TCIDsy/mL TCIDsy/mL

AETHER
/

1.00x10° 100x190" 1.00x10°

Varicella zoster virus TCIDsp/mL TCIDsy/mL TCIDsy/mL

[ENEIE2ES:
|

1.30 10° 1.30% 10° 1.30% 10°

Bacillus pertussis BAAS CFU/mI, CFU/ml, CFU/ml.

iE deACJ Ak RITE
1.00% 10° Loox 10" LOOX 10°

Chlamydophila pneumoniae CFU/mL CFU/ml CFU/mL

YeRINE
25022

1.00 10° 1.00 10? 1.00% 10°

Iischerichia coli Cl'U/mlL, CI'U/ml. CFU/mL

EERE 1 FFE 10211
120%10¢ 1.20 10? 1.2010

Haemophilus influenzae CFU/mL CFU/mL CFU/mL

EISEERE x 2a
25177

1.004108 1.0010" 1.00x 10°

Mycobacterium binding
)

CFU/mL CFU/mL CFU/mL
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Mii 48 SC ke 39505
1.00% 10° 1.00 10° 1.00% 10°

Mycoplasma Pneumoniae
h

CFU/mL CFU/mL CFU/mL

AC ETRE 10231
1.00% 10° 1.00 10* 1.00% 10°

Candida Albicans CFU/mL CFU/mL CFU/mL

A[RmEA BR 13077
1.00% 10° 1.00% 10% 1.00X 10°

Neisseria meningococcus
=

CFU/mL CFU/mL CFU/mL

FBRHR
19424

1.00X 10° 1.00% 10* 1.00X 10°

Neisseria gonorrhoeae CFU/mL CFU/ml CFU/mL

FERRE NE
9721

3.70% 10° 3.70% 10° 370% 10°

Pseudomonas aeruginosa CFU/mL CFU/mL CFU/mL

LE EEE IRE 12598
220%10° 220x10% 220%10°

Staphylococcus aureus CFU/mL CFU/mL CFU/MmL

Ji 4% BEER 55143
1.00% 10° 1.00 10* 1.00% 10°

Streptococcus pneumoniae CFU/mL CFU/mL CFU/mL

TIER
21060

1.28% 10° 1.2810" 1.28 10°

Streptococcus pyogenes CFU/mL CFU/mL CFU/mL

WIE EER 14485
1.00% 10° 1.00 10* LOOX 10°

Streptococcus salivarius CFU/mL CFU/mL CFU/mL

WE it 22 FE /
1.58%10° 1.58x10° 1.58x10°

legionella Pneumophila CFU/mL CFU/mL CFU/mL

(3) Fel JA HIRE ATE WR SOpL 2
—

IR PEIURERE CREM RRRERR IE 6 —

10), Reb BEE
—

Sb ire fa

MRSS > HEARERS A BRT VEN
—

IR TE IRE EAT AC 2, Ab J FARE AS RRA AG 00 050 BET Fre IN v2 3k
frail.

Take 50ul of the diluted sample solution to the Disposable sampling rod(Prepare onc for cach dilution

gradient). After the diluent 1s absorbed by the Disposable sampling rod, the Disposable sampling rod is treated

according to the sample processing method. and the treated sample is tested according to the test method of

reagent.

5 KrGabniE
Inspection standards

Al, AE) IR AE REAR [RARE A A TA SEB Ag BA Fe i

Different tvpes of microorganisms should be negative when tested under different concentration.

6 FILLER
Research results

1 XRTLEER
Tab.1 Cross-reactivity study results

Hilla
HR CE Hm

Name (microorganism) Preservation code Weis 1 WBE Helis 3

Concentration 1 Concentration 2 Concentration 3
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1.83x10° 1.83x10° 1.83x10°

ZTIEEE BlYamagata BY0SS TCIDse/mL TCIDs/mlL TCIDso/mL
Influenza B/Y amagata

_ _ oo

2.07x10° 2.07107 2.07x10°

LEVHAT IEEE BYVoctoria BVALFEE/K/32/2000 TCIDsy/mL TCIDse/mL TCIDsy/mL
Influenza B/Voctoria BV/Jiangxixiushui/32/200 _ _ _

1.00x10° 1.00x10" 1.00%10°

FRRAT EEE HIND AVA BUEE5/2007 TCIDsp/mL TCIDsy/mL TCIDsy/mL
Influenza A HIN A/Brisbane/3/2007 IB —

1.15%10° 1.15x107 1.15x10°

FRAT IEE HAN2 A/TBR ERFLN10/2007 TCIDsy/mlL TCIDsy/mL TCIDsy/mL
Influenza A H3N2 A/Brisbane/10/2007 oo

1.32x10° 1.32x10% 1.32x10°

FRAT IEE HAND
/

TCIDsy/mL TCIDsy/mL TCIDsg/mL
Influenza A HSN1

_ i: _

1.60x10° 1.60x10 1.60x10°
HNO FIrifBs / TCIDsy/mL TCIDsy/mL TCIDse/ml.
H7N9 Avian Influenza

_ _ _

2.14x10° 214x107 2.14x10°

SARS Tah
/ TCIDse/mL TCIDs/mL TCIDso/mL

SARS Coronavirus
_ _ _

1.39x10° 1.39x107 1.39x10°

fia1 El
J TCIDse/mL TCIDs/mL TCIDso/mL

Adenovirus 1
_ _

1.24x10° 1.24x10° 1.24x10°

fds 3 A VR-3 TCIDsy/mL TCIDsy/mL TCIDso/mL
Adenovirus 3

1.87x10° 1.87x10° 1.87<10°

fds 7 VR-7 TCIDsp/ml. TCDsem. TCIDso/mL
Adenovirus 7

_ _ _

2.00x10° 2.00107 2.00107

ATERTE 229E BY
VR-T40 TCIDsy/mL TCIDsymL TCIDs/mL

Human coronavirus 229E
_ _ _

2.34x10° 234x107 234x107

Atdhim& OC43 HY
/ TCIDsy/mL TCI sy/mL TCIDsy/mL

ITuman coronavirus (C43
oo

2.00%10° 2.00107 2.00<107

ARERR TE NLo3 2
/ TCIDsy/mL TCIDsy/mL TCIDs/mL

Human coronavirus NL63
_ _ _

2.00x10° 200x107 2.00x10°

NTRPTE IIKUL
, TCIDsy/mL TCIDs/mL TCIDse/mL

Human coronavirus HKU1
_ _ _

1.00x10° 1.00107 1.00% 10°
MERS RAE

/ TCIDsp/ml, TCID gg/ml TCID mL

MERS-coronavirus oo oo oo

1.00x10° 1.00=10° 1.00=10°

L140 fs #4 VR.538 TCID,/mL TCID/mL TCID./mL

Cytomegalovirus Sy _ _

2.55%10° 2.55x10° 2.55x10°

Fite 71
VR-1775 TCIDsy/mL TCIDsy/mL TCIDso/mL

Enterovirus 71
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1.35x10° 1.35x10° 1.35x10°

ABIFATILEREE 1 1
VR.94 TCIDsy/mL TCIDsymL TCIDsy/mL

Human parainfluenza virus 1
_ _ oo

6.31x10° 6.31x107 6.31x10°

NEATIEEE 2 TY VR-92 TCIDsy/mL, TCIDsy/mL TCIDso/mL
Human parainfluenza virus 2

3.25x10° 325x10° 325x10°

BAT EEE 3 VR.93 TCIDsy/mL TCIDsy/mL TCIDsy/mL
Human parainfluenza virus 3

i i ne

3.31x10° 3.31=107 331x107

NEATHEEE 4 BY
J TCIDsy/mL TCIDsy/mL TCIDsy/mL

Human parainfluenza virus 4
oo

6.31x10° 6.31x10° 6.31x10°

FREE
VR-24

TCIDsy/mL TCIDsy/mL TCIDsy/mL
Measles virus

6.31x10° 6.31x10 6.31x10°

WAT HERR 4 Fi ; TCIDsy/mL TCIDsy/mL TCIDse/ml.

Mumps virus
¥&-108

oy

2.00x10° 2.00107 2.00x10°

WPHUEE RE
VR-2542 TCIDso/mL TCIDsy/mL, TCIDsy/mL

Respiratory syncytial virus
_ _ _

1.26x10° 126x107 126x107

Aid IAT
VR-1559 TCIDsg/mL, TCI sy/mL, TCIDsy/mL

Rhinovirus 1A

1.30x10° 1.30x10° 1.30x10°

iHAEE
/ TCIDsy/mL TCIDsy/mL TCIDso/mL

Noarovirus

2.18x10° 218x107 2.18<10°
EB #1i

/ TCTDsp/ml. TCIM sem. TCD som.

Epstein Barr Virus
_ _ _

1.00x10° 1.00107 1.00107

FRET TE J TCIDsy/mL TCIDsy/mL TCIDse/mL
Varicella zoster virus

_ _ _

TR
1.30%10° CFU/mL 1.30%10*CFU/ML | 1.30x10° CFU/mL

Bacillus pertussis Bas-580 _ _ _

TAREE
1.00% 10° CFU/mL 1.00x10" CFU/mL 1.00x10° CFU/mL

Chlamydophila pneumeniac
VR2282

_ _ _

7CATT
1.00x10° CFU/mL 1.00%10°CFUMmML | 1.00x10° CEUADL

Bd IRE g

Lscherichia coli
az

oo

SERIE
1.20% 10° CFU/mL 1.2010" CFUML | 1.20%10° CFU/mL

Lid ¥

Haemophilus influenzae
oz

_ _ _

Ch RT
-

1.00x10° CF U/mL 1.0010" CFUML | 1.00%10° CFUALL

Mycobacterium binding
E

oo oo oo

i Ef
1.00x10° CFU/mL 1.00x10'CFU/MmL | 1.00x103CFU/mL

BE 20

Mycoplasma Pneumoniae
35305

_ _ _

HESIRE 10231 1.00x10° CFU/mL 1.0010" CFUANL 1.00%10° CFUANL

9
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Candida Albicans
_ — —

6 400 3

253 [RL REE _

1.00x10° CFU/mL 1.00x10* CFU/mL 1.00x10° CFU/mL

Neisseria meningococcus Ie ir _

6 4 CTT 3

£53 [CHER
_

1.00x10° CFU/mL 1.0010" CFU/mL 1.00%10° CFU/mL

Neisseria gonorrhoeae
i

mw a a

SHE HE
3.70x10° CFU/mL 3.7010" CFUMmL, 3.70x10° CFU/mL

Pseudomonas aeruginosa
LL

wr a —

6 4 3

SEREHERY os

2.20x10°CFU/mL 2.20=10*CFU/mL 2.20x10° CFU/mL

Staphylococcus aureus
_ — —

i ER 1.00x10°CFU/ML | 1.00x10'CFU/MmL | 1.00x10°CFU/mL

Streptococcus pneumoniae
343

_ _ ry

(ARE
1.28x10° CFU/mL 1.28x10* CFU/mL 1.28x10° CFU/mL

Streptococcus pyogenes
21060

_ _ _

6 4 3

ER EER
_—

1.00x10° CFU/mL 1.00=10" CFU/mL 1.0010" CFU/mL

Streptococcus salivarius
_ =

(4 4 z 3

EHERY
;

1.58x10° CFU/mL 1.58=10" CFU/mL 1.58x10° CFU/mL

legionella Pneumophila

Grits RR], FALSE (RED SAAT E (REE SEMPER. MEE

PEE ERE EH EAA FEE UR RE

Research results show that SARS-CoV-2 Antigen Rapid Test (Saliva) has no cross-react with the above-listed

viruses, bacteria and other microorganisms within certain concentration range.

7 BGR

Research conclusion

HA ERR ERE QED RR C

FETE HH A WAZSRE

EEE) GUERIN ER. FLEA A ERE EB

The SARS-CoV-2 Antigen Rapid Test (Saliva) has no cross-react with microorganisms such as respiratory

viruses and common oral bacteria within the scope of the study concentration.

10
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FAERR EGR CER) REHAE (BEE)

AF XR GEE J BG ANF GST AL
SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation on samples of infected persons in different

regions and samples of infected persons in different infection periods

1 BFFLARE
Research basis

CHEHh 1]E24ih i TR)BRT AS SOR Hi PF rho RAT C2019 FY seb R470 SA MA Tk

FEAR PFS GRIT) tho TAF XS BRE AA Py BEAT FE

According to the research on the inclusive content of virus samples in different regions in the {The Technical

Key Points for Coronavirus (COVID-19) Antigen-antibody Detection Reagent Registration Review (Trial)

formulated by The Center For Medical Device Evaluation Of The National Medical Products Administration

(NMPA).

2H EH

Research purposes

(1) APE KOEGEJRGAEEER, HRI6e Ji;
Evaluate whether there arc differences in the detection capabilitics of the reagents m different regions, so as to

clarify the detection capabilities of the reagents.

(2) PPAEAS [a] SEFEA Im)EHHFAI AE J

Evaluate the reagents ability to detect different patients in different infection stages.

3 WrFpAst
Research materials

3.1 RAE

Reagent

ZR #5 HER iE

Name Batch code Manufacturer Remarks

ATR TERINERE CED ETiEEFE

or ah75 FAN
AT (AT PRN WA.

25

A/aforall LAR Ck fei)
|

Lot 01: 2020030403 th PRL vi)
Hi hi Ai

SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech | Specification: 25tests/Kit

Test (Saliva) Co.,LTD.
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3.2 impRAEA

Clinical sample

C1) SERA A DX rt PR RS ERA RL EAE A (iE Im PRIS Hr RAZR RGD, RENEA
RUF

Collect corresponding Saliva samples from medical institutions in different regions (these samples have been

clinically diagnosed and confirmed by nucleic acid). The specific types of samples collected are as follows:

FEA X15 FEA RIFE (CRD FiE

Sample number region samples type Onset time {davs) Remarks

[X 1 3 “3

wl

TT
XH 1

lis 3

Area-1 Saliva samples

Xi 1
Hw

TT120
ii ai 2
Area-1 Saliva samples

% 4

Wh

TT205
Ps Se 3
Area-1 Saliva samples

X 1g
RE,

wl
XI 1 BREA 74
Area-1 Saliva samples

X 12
Wl Yi

gil
X31 CLE 3

Area-1 Saliva samples

X 1m

Wi FEZ

LTR
Xi 1 VERE 53

Area-1 Saliva samples

TL pry"
S14 IX 1 TRA 4

Area-2 Saliva samples

XH 2 WERE A

THT [XH ERA ,
Arca-2 Saliva samples

x 5 9 TERE
A

52187
Ze ial 5
Arca-2 Saliva samples

XH 2 MEF
A

S1002
eit Toa 2

Arca-2 Saliva samples

XH 3 THE 7 AE A

W1008
Za Sm 1

Arca-3 Saliva samples

Xi 3 WE TRFT
W1129

4 BREA 4

Arca-3 Saliva samples

IX iz 3 1 Nl

Wiss IX 1 EWA 5
Area-3 Saliva samples

XH 3 ME JIE

WI218
i Tam 18

Area-3 Saliva samples

E%27 IH i AE
A

wl
Xk 3 SEA 3
Arca-3 Saliva samples

VE: ROW I TRA BAER OG THR, BV BER 28 0 Ks

Note: The onset time is calculated after the onset of symptoms, which means that the day of the onset of symptoms

is counted as 0 days.
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(2) Edm RCRA IR] Fam BARAR RE TRA (COB PRS lr BAZAR 2 AFD, Ea

BERR

Collect Oropharyngeal swab samples (these samples have been clinically diagnosed and confirmed by nucleic

acid) from different infection periods of the disease through medical institutions. The detailed information is

as follows:

HERS FART (FO FEAR BERR EL, HE

Patient code Onset time (days) samples type Nucleic acid test results Remarks

3 Me 5 FF A SH1:

Saliva samples Positive

" HE JAF A BET

Saliva samples Positive

Won g REALEA Fr
Saliva samples Positive

12
TEN FETE

Saliva samples Positive

16 THe 5 FE A BIE

Saliva samples Negative

’ We 35 FF A PE1

Saliva samples Positive

4 HEYE A [E03

Wo02
Saliva samples Positive

"
Ie ii RE 4 Fr

Saliva samples Positive

" VEE Ji RE 4 Hike3
Saliva samples Negative

A
EIEN af c3

Saliva samplcs Positive

4
EAE An af3

Saliva samples Posilive

7
EYRE An HERc

Saliva samples Positive

0
BE YA A Hef c3

Saliva samples Positive

Ws {a EAE A Fite
Saliva samples Positive

16 WEFT: A BH:

Saliva samples Positive

7 WEFT: A [H 1
Saliva samples Negative

m IEF: A IH:

Saliva samplcs Negative

25
IES FT: A [HE

Saliva samples Negative
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3
EEN FEE

.

Saliva samples Positive

aie " EEA de:
Saliva samples Positive

1 WE JR FF A FEE
Saliva samples Positive

’ Me 5 FEA BEE
Saliva samples Positive

3 He 5 Fo A FATE

Saliva samples Positive

"
EYE A FEE

Saliva samples Positive

Wis ” dis Fit
Saliva samples Positive

“
EEN FEE

Saliva samples Positive

-
MR FF A BEE

Saliva samples Positive

20
MEY A A FH PE

Saliva samples Negative

RRRRAHEUERIE FR TEE, RTH Reh 0 KR.

Note: The onset time is calculated after the onset of symptoms, which means that the day of the onset of symptoms

is counted as 0 days.

4 HFFA
Research method

CL Jd PA FPS SRA DIA Fr)
—

NARS [FD BERRA A, [7 BERR TAZ AA 1 7 4)

CREE RG 8 Ts) MIR AALA I 5 TD, FFARR RAL WL EIR RFE ASR

Collect oropharyngeal swab samples {rom different arcas and different stages of saliva samples from the same

patient through medical institutions. At the same time, the samples are required to be tested in parallel with

nucleic acid reagents (nucleic acid test results refer to the test results of medical institutions), and the type of

sample collection See the above sample list.

(2) VEESERLIE FE HUI RADITIE OED AIR (RRA) IFA Ail, Ailes Til

FTIR,

After the sample collection is completed, use the SARS-CoV-2 Antigen Rapid Test (Saliva) for testing, and

record the (est results.
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5 KARE

Inspection standards

(1) TR) HCA FEAR M25 SR SAR RE
—

20 FeIa a RS 52 IX Hee 2 LF) SE 0

The test results of samples collected in different regions are consistent with the nucleic acid test results,

indicating that the reagent test is not affected by the regions of the virus.

(2) BYE RIES 25 RE RR IR FAH
— 2, RINAH& BARA Hm ARR 3 8E 0

The test results of infected persons at different infection stages are consistent with the nucleic acid test results,

indicating that the reagent has good clinical testing capabilities.

6 HrFLGR
Research results

21 AF KIER HEAT AER
Tab.1 Research results of different regions infected persons

FEARS [X35 FEAR FISTE] CRD Rail ah FE

Sample number Region Sample type Onset time (days) | Test results Remarks

X 1a

WH
FE

A

TT003
Zi TEA 3 +

Area-1 Saliva samples

X I WHE:
TT120

XH] MEAT bh) +

Area-1 Saliva samples

Xk 1 TE Y7% #7)

TT205
Ei i 8 +

Area-1 Saliva samples

"3 —

XH211
ik ia 12 +

Area-1 Saliva samples

X I 1 EAE AN

XH104
me ial 5 *

Area-1 Saliva samples

Te Eo

XHI86
2 pn 32 "

Area-1 Saliva samples

Xi 2 FESR AF
AS

S1182
ic die 6 +

Area-2 Saliva samples

XI 2 MERA
AS

S0097
BH BEA 2 +

Areca-2 Saliva samples

x Ia; MEF
S2187

Ri%2 di 5 +

Arca-2 Saliva samples

XI 2 RY FEN
S1002

Ei Bi 2 +

Area-2 Saliva samples

XH 3 SPREE
A

W1008
2 iii 1 +

Area-3 Saliva samples

X13 REA
W1129

2 aie 4 +

Arca-3 Saliva samples

13 Eo

W1082
zn iil 2 +

Arca-3 Saliva samples



Xi 3
i

W1218
5% aii5 18 *

Area-3 Saliva samples

Xi 3
i

W1002
EL dis

3 +

Area-3 Saliva samples

A 2 BBE AN FRG IRE AHI Fuss
Tab.2 Research results of samples from infected persons at different stages of infection

£3 Jes ST EY

was | mw oo | pekm |PEER | gn

Patient code Onset time (days) samples type
sonllfe

Test results Remarks

2 ERITEN FH1
N

Saliva samples Positive

4
WERE AS FH1

%

Saliva samples Positive

W001 9 iia Fas +

Saliva samples Positive

/ WERE 3 FE A FRE
"

Saliva samples Positive

"
ERE BITE B

Saliva samples Negative

4
HE RFE AS FE

2

Saliva samples Positive

2 VEE RE As IF 14
N

Woo?
Saliva samplcs Positive

p
[EEF [Eki

+

Saliva samples Positive

:
EREA BNE

BH

Saliva samples Negative

.
MES 7A FH:

"

Saliva samples Positive

4
IES FT 2A FH 1k

"

Saliva samplcs Positive

7
WEF A [af é3

.

Saliva samples Posilive

i
WER AT 7A FH:

N

]
Saliva samples Positive

W003
=n

1s
WES AT A FH:

Nn

Saliva samples Positive

1
EA 7A FH

&

Saliva samples Positive

”
ERA BATE

BH

Saliva samples Negative

”
ERE BITE

BH

Saliva samples Negative
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25
HE FE AS FTE

Saliva samples Negative

.
WERE 2 BH

Saliva samples Positive

—_— " EEA FE
Saliva samples Positive

"
WE FEA PH 1

Saliva samples Positive

3
WEE A Ft

Saliva samples Positive

$ ERI YEFN FEE

Saliva samples Positive

%
EAE A FATE

Saliva samples Positive

Ws 1 dis FHI
Saliva samples Positive

”
EAEA FR

Saliva samples Positive

17
YEN FEE

Saliva samples Positive

20 WHE VE A FE

Saliva samples Negative

PRiviR
Research conclusions

(1) FARREDUE CBD MESHES URES) + KEE ASAEERS
There is no difference in SARS-CoV-2 Antigen Rapid Test (Saliva) testing sample from difference regions.

(2) FARAH (RD RTE RAE) TEA TEA HE EAH AS Afr FE

RB.

There 1s no difference m the test results of the SARS-CoV-2 Antigen Rapid Test (Saliva) testing samples of

infected persons in different infection stages.
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TYRE TEER
SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation of Interfering substances

1 BFFEAR
Research basis

1261023

TOCA Fi IF] I 0 24 lB IE HE JR I SS SR oUF PCa BEAR I) C2019 RL TERR S50 IA A A HR

FEM BARE FES GRIT) PRTTRIB.

According to the research on the Interfering substances in the {The Technical Key Points for Coronavirus

(COVID-19) Antigen-antibody Detection Reagent Registration Review (Trial)} formulated by The Center For

Medical Device Evaluation Of The National Medical Products Administration (NMPA).

2 HFLH

Research purpose

PRONE AT RT LAE mv) HET AEA EAL 2 vo) HEIR TTT FAH SR Zed 00 1 RR TRAT AE RG

Evaluate whether common or possible substances in the sample or related drugs that the patient may take have

an impact on the testing of this item.

3 BEAR

Research materials

3.1 BE

Reagent

EA fits CETNG IE FE

Name Batch code Manufacturer Remarks

HARRELL (HERD EITHERIE
RRS EBS |[on 2020030405 | BARAT Sif: 25 Ait

SARS-CoV-2 Antigen Rapid
’

Xiamen WIZ Biotech Specification: 25tests/Kit

Test (Saliva) Co., LTD.

3.2 FHikEE

Interference sample

Sa SA EE Ay zl of 27 fe EAHES al A RV EE
3

A in] C

wih HIE Original img D Bovinaid registration gil manufacturer /
"

oy

Hgtivemgedient onzentzation congentration/quality
gmamsormmsetiol same

number (China) | Suppliers of raw materials
Bonin
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- FEAR
AE

EE ow FRITH AER

EEE SH
my fore LIKE BAR FH m20103037 | RL

Zanamivir
& 3

Zanamivir Powder for Inhalation [National yao zhun zi| WME S1MOSTe

H20103037 | Dongynan
Pharmaceutical Co., Ltd.

CE
FIE HE ised FEF Hioownye | FLELELGRAR
Lah 20pg/mL 0.1g AT

}
3

.| Zhejiang Zhebei

Ribavirin Ribavirin Tablets National yao zhun zi
Pharmncsntionl Co. Tid

H10940014
pr.

Et
BERET 2k

SA

ns

HERA
WE fA

Sutil 75m
BRE hh H20065415 oR

Oseltamivir
i

=

Oseltamivir Phosphate Capsules |National yao zhun zi iohang
H20065415 | Changjiang

Pharmaceutical Co., Lid.

EES =
HILAR Baral 100m AICI RFE H20181115 AbbVie Deutschland

Lopinavir
7 g

Lopinavir and Ritonavir Tablets [National yao zhun zi| GmbH & Co. KG

H20181115

EES

FEA
$3 0ug/ml 25m

BILERAEIEA H20181115 AbbVie Deutschland

Ritonavir
He g

Lopinavir and Ritonavir Tablets |National yao zhun zi| GmbH & Co. KG

H20181115

BEET |, rr

WER | ym a HRSTLLS fH smuoeens |BEREELARAT
Umifenovir Hg tz

Arbidol Dispersible Tablets National yao zhun zi Tom
Cl

H20060993
:

THE Ba
Zi

mens | LENOREFRR
AL 1 ERR ACR EE H20056031 ll

Levofloxacin
He 13

Levofloxacin hydrochloride capsules |National yao zhun zi pazhnang
H20056031

Pharmaceutical Group
Ouyi Co, Lid.

[HEF PPT EN

IER 2 EEE So Hons |ERRIEEERLE
: 1 4.5ug'mL 0.25g 3 Sn "

i

.| Shijiazhuang No.4
Azithromycin Azithromycin Dispersible Tablets |National yao zhun zi

Ph tool Co. Lid1120045504 armaceutical Co.|

[HET rE
=

J \ ZHI 4
Sef ly fx —_—— 1

ef es H20013185 »an
Ceftriaxone

i g
Ceftriaxone Sodium National yao zhun zi ro Lta2

H20013185
hi

_— 1-H 1253ELA
[2 iz

THEE BR

2k Pain Bir 20003
[2

oy
il

1.1mg/ml 0.52 edie ; Jensen _:| Shanghai Pharma New
deropenem Meropenem for Injection National yao zhun zi SE

a Asia Phanmaceutical Co.

H20093466 Tid

2

KER RE ERT
i 4 EE Ti Beh ph a

THE
50 77 U/ml

1000 77 IU/mL BHA THE ab VERT Eel S20113008 Ar)
Aritartois

5 hundred
10 million TU/ tml. Recombinant human a-interferon 2b |National yao zhun zi| Changehun heber

Ll

thousand U/ml.
:

injection S20113008 biological technology
CO. LTD

_
A KH SALE RUS WE EP

D
Ee 0.2mg/mL, 0.3g/100mL Peramivir and Sodium Chloride ; a _.| Guangzhou Nanxin

COIL

Tnjection
Daaonal yuna ss

Pharmaceutical Co., Td.v 20130029
afl

.

i i EET
-
_

I
WRMERERIAMIIN | ae hema)

J

i 4ng/mL 80mg/100mL Tobramycin Sulfate and Sodium TS
4

.| Tuaren Pharmaceutical

Tobramycin Chloride Tnicction
National yao zhun zi

Colt.J 1120010825
-»

2 HE : APA

EEA ; a

’

“HARES HRA
FR il ’ SERRE ARTES 31021062

; BATHmae

Tt
A 20pg/mL lmg/mL 5 ! il 3 .| Shanghai Harvest

henylephrine Epinephrine hydrochloride injection [National yao zhun zi

Pharmaceutical Co. Td.
31021062

armaccunical Co, Lid.

a rE fli
ii n

I
REET eee |mcmama

vss 0.1 mg/mL 0.5mg/mL Oxymetazoline Hydrochloride Nasal : “7” | Nanjing Tianlang
Oxymetazoline D

National yao zhun zi

Pi orion] Co. Lirops 1120093702 harmacsutical Co., Lid.

[HE Zi : nT

5 ) at at RE HAH hs
ERE TAREEAR TEA Ipoososer | IRERLAHIRAD)0. 1mg/ml, 10ug/ml. a ; .| Jewim Phammaceutical

Beclomethasone Beelometasone Dipropionate Aerosol |National yao zhun zi

(Shandong) Co. Ltd

1120059867
Lc ——

[BE [53- FRERIHELE ol
EE

LHL a
FTE Hb BAC TT 1151020514 i

Dexamethasone
LL

ee Dexamethasone Acetate Injection |National yao zhun zi| Chengdu Tiantaishan

1151020514 pharmaceutical Co. Tod.

. EE

_
REE FTA TEN Ena

TI 0.1 mg/mL 0.5mg/mL Fluticasone Propionate Inhalation : “| Glaxo Welloome SA
Flunisolide National yao zhun zi

ea
[120130189
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—
0.1%(1g HF mg) E25 aminPune 3 30g HEA EA ELE 20067497 pe

Triameinolone 10.5ng/mL
ole

"

Triameinol oni Wiiondl cae dur
dl Zhejiang DND

acstonids 1% (1g contains
riamcinolone acetonide cream ational yao zhu zi| Pri pSrear

Img) 30g/branch H20067497 Co. Ltd.

HE
[E24 120180024 EHTSAE SUEAT IRA A)

Rin 2.75ng/mlL. 0.64mg/mL Tarekoa National yao zhun zi| Shanghai Johnson
ova aa

120180024 Pharmaceutical Co., Ltd.

[ESEsHi ;

, _

SH BRAK HIE mown |BRAGA=

10ng/mL 0.1%,10mg/10g rai

>
.| Hubei Ketian

Mometasone Mometasone furoate cream National yao zhun zi
Ph real Co. Lid

20183221
armaceutical Co, Ltd.

[HET

AEF ;

" BENE RE FL 5 Am H20170104 GlaxoSmithKline

Fluticasone
S2pgnl. Zsginl. Fluticasone Furoate Nasal Spray |National yao zhun zi| (Ireland) Limited

H20170104

EERE ZARAFAL FA
Histamine 10ng/mL Smg Histamine Hydrochloride Chemical — —

Hydrochloride material

Ae
oh B

Sky
B B

Sodium chloride Sodium chloride

FEA 0; FEA

Mucin
3% 2

Mucin
BN

Bi
” _

EMF
—

athe
‘Whole blood Whole blood sample Medical institutions

4 BFF ik

Research method

(1) Fi, ERIFnGiy5 mE)Jy ik
Preparation methods of tablets, ointments and pure substances

OEEA: RAH FRA SRI HU LR 254907 fff 2 ir oa PAIR Zs

Negative sample: Using the Extraction solution to dissolve the following drugs to the required concentration.

@HPEREAR: EHH 3.4X 10°TCIDsy/mL [FHPEREAR53 51H LF275i THTHk
Positive sample: Using the positive samples with concentration 3.4x10°TCIDsy/mL to dissolve the following

drugs to the required concentration,

id concentration/quality
i

A 300sgfel. Sug A Inhalation

a pearl 01g CT
Jy Sgro. Pag Pia Capsules

a smgrnl 1oomg eeer Tilt

lk S30pgpl. 28my ireHATablets
E

IK
ENTS [-]# Lr L

:whim Augiml. lg Aide Dipole.

Hi Mugal. 21g Se capsules
EE = on i

ol 4

Sugml, 0288 emTablets

Cl Baal. 18 i En
pi] 1.1mg/ml 0.5g TESTES



Meropenem Meropenem for Injection

WH 0
Ti

RIL
Sodium chloride

$55 (3gA00n1) }

Sodium chloride

HEA
—_——

HEA
Mucin

% Gym) 28
Mucin

(2) MARZ

Liquid medicine

ORMEREAR: SEAFARERSHUH DLR 259050 BE 28 25 is PEI IE Pe PRA REE;
Negative sample: Using the Extraction solution to dilute the following drugs to the estimated concentration of

the active substance.

QFEA: SEHAREAIETN , 28 3.4 X 10°TCIDso/mL FI FAMERE ACK DLR 25 HF 1 22 25015HE 4 TR 1)

SEAR IE HBO PERE ART HIRE A 3.4 X 10° TCIDsy/mL.
Positive sample: Using the Extraction solution, and the positive sample with concentration of 3.4X

10°TCIDs/mL, the following drugs were diluted to the evaluated concentration of the pharmaceutically active

substance, and the diluted sample virus concentration was 3.4 X 10°TCIDso/mL.

1261023

SER PRIIR EE JE ER BE Ej AFR EUR RL TR
Active ingredient Concentration Original drug concentration/quality Drug name Or raw material name

50 73 U/mL HHANT HER a2b HEHE
a-THE 1000 73 TU/1mL

]

5 hundred thousand Recombinant human o-interferen 2b

u-interferon 10 million IU/ImL

U/mL injection

LIER LEE ri FER Ab Re i 4
0.2mg/mlL 0.3g/100mL

Peramivir Peramivir amd Sodium Chloride Injection

THEE
HE A A SAL TESR

) 4ng/mL 80mg/100mL Tobramycin Sulfate and Sodium Chloride

Tobramycin Si

Injection

ESE HET LIE
20ug/mL Img/mL : ; ite Ths 4

Phenylephrine Epinephrine hydrochloride injection

FE FREI FREERTT Medi ak
.

0.1 mg/mL 0.5mg/mL . .

Oxvmetazoline Oxymetazoline [ydrochloride Nasal Drops

fir E A EEE ae Sil
0.1lmg/mlL 10ug/mL . .

Beclomethasone Beclometasone Dipropionate Aerosol

Mh TEARAR FREHlRoR i Hi
2 mg/ml Smg/mL

Dexamethasone Dexamethasone Acetate Injection

EERE [Sle NaaSNSNe Sill
0.1 mg/mL 0.5mg/mL

Flunisolide I'luticasone Propionate Inhalation Aerosol

2 2

Triamcinolone acetonide
10.5ng/mlL

0.1% (lg #11 Img) 30g/3%

0.1% (1g contams Img) 30g/ branch Trameinolone acetonide cream

A Hh 2 12
z Ari ith 5ALEBE)

2.75ng/mL 0.64mg/mL z

Budesonide Budesonide Spray

BRR iirlNE
10ng/mlL 0.1%,10mg/10g

Mometasone Mometasone [uroate cream

HERR
i FEE EE Ra FTE
S5ug/mbL 275ug/mL

)

I'luticasone T'luticasene I'uroate Nasal Spray

4
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ER WEE IA)
2

HEA
CER MREE NEAL EAR

10ng/mL Smg Histamine Hydrochloride Chemical

[Histamine Hydrochloride )

material

21 5% ZLAH ff EAR lfEA REREID

Whole blood 5%hematocrit value) Whole blood sample(Fragment hemolysis)

(3) RACE AE ATI A BITE REAR SPEAR ACR Sh BEER, WEITER.
After the treated negative and positive samples containing interfering substances are directly tested

accordance with the requirements of the product Instructions for Use, observe the evaluation results.

5 fe iatniE
Inspections standards

(1) BAPEREAR (FEARRBURD HATA 45 REL BI;

All test results of the negative sample (Extraction solution) group should be negative.

(2) PEERA OBERT 3.4X 10°TCIDs/mL) 2H FTA Fil 45 5 S35 MB «

All test results of the positive sample (virus concentration 3.4 X 10°TCIDsy/mL) group should be positive.

6 HAGR
Research results

£1 FRAO FER

Tab.1 Research results of interfering substances

Fl4S HE Test results

EEA WEE eat: BLA ;

Active Concentration to
FA AC CFFATER) (ELE 3.4% 10°TCD /ml.3 iE

g i
: Negative sample Sr ) is .

Remarks

ingredient Evaluate (Fxtraction solution) positive sample (virus concentration
Likes

3.4x10°TCID5/mL)

AKA: 500ng/mL — +

Zanamivir

Fi
g/ml. — +

Ribavirin
20g

5] fff z

.

— +

Oseltamivir Sughol.
LA 8 mg/mL —_ 4

Lopinavir

FEA
Esl

530pg/ml. — or

[Lk % 7
Umifenovir

Aga. - u

pl R=

Levofloxacin
30pg/ml. i

I) #5 ot 2 5g

Azithromycin
4.

ug/ml.
- ’

PEI: i

0. /ml, — +

Celiriaxone
Sug

FYE2

fo: +

Meropenem
Limganl



FA ”

50,
Sodium chloride

3% (3g/100mL3

FEE __

Nucin
5% (5g/100mL)

. 50 7 U/mL

Rik ol 5 hundred thousand

U/mL

IELLR A: 0.2mg/mLPeramivir

BEE

Tobramycin “ng/ml.
ik

]

Phenylephrine Wygtal.

FEI
Oxymetazoline

Dl mg/l.

(CEES

Beclomethasone
8.1mghnl,

HEEAA

Dexamethasone
2ngal,

FeHits
Flunisolide

#lmgal.

ih Fil
Triamcinelone 10.5ng/mL

acetonide

AHS -

Budesonide
2.75ughnl.

okt

Mometasone
10ugful.

Wb Rh :

Fluticasone
35ugfml.

SEEN

Histamine 10ng/mL
Hydrochloride

4m SYARAR)
Whole blood 3%{ hematocrit value)

HRS RER EG Ras, FULD Ir TRA JR FEA 2 RJ RRR) 2 FO ME FL BH 1k BSE AS = 4 TH

According to the experimental results, the interfering substances with corresponding concentrations in the

above list do not interfere with the detection of reagents.

TALE
Research conclusions

FALE EYE (ERD RNA JRE) (EAHRIRS WANT, 2540 HT 78 A 25

TRI,

Within the concentration range of the corresponding common substances and drugs. the detection

SARS-CoV-2 Antigen Rapid Test (Saliva) will not be affected.
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MAFCRF EGR (ERD RENE (Be)

BREAHi FRAT FL BER
SARS-CoV-2 Antigen Rapid Test (Saliva)

The limit of detection research documentation

1 BFFEAR
Research basis

OCHREri IE] FE 5 24 FL FR FET REAR UF Ce BEAR FY) C2019 357 BER 3470 BRAT A rari SR

FEAAE EES GR4T)) F1 CLSIZA EP-A12 (User protocol for evaluation of qualitative test

performance; approved guideline ) HEAT HARK H FRAEKITA.

According to {The Technical Key Points for Coronavirus (COVID-19) Antigen-antibody Detection Reagent

Registration Review (Trial)? formulated by The Center For Medical Device Evaluation Of The National

Medical Products Administration (NMPA) and EP-A12 {User protocol for evaluation of qualitative test

performance; approved guideline) formulated by CLSI, the limit of detection is determined and evaluated.

2 BFLE HI
Research purpose

I AICHE (1 PR OT 5 BHAATSh (0 A US, WIN I BE TRA REA TIRE, afi0 A

IFAT Stk

The sensitivity of this product 1s clarified by studying the limit of detection, and the reliability of the obtained

sensitivity 1s clanfied by verifying the culture dilution.

3 HFFAEE
Research materials

3.1 AME

Reagent

AREA EDT OED) ANTS ORR), EITAESYRERA A RAE.

SARS-CoV-2 Antigen Rapid Test (Saliva), Xiamen WIZ Biotech Co., LTD.

3.2WREEE TR

SARS-CoV-2 culture

iL#8KERBAD EARTE FHS F240, WIE 3.4%10° TCIDso/mL.

The heat-inactivated SARS-CoV-2 culture with concentration of 3.4% 10° TCTDsy/mL.
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3.3 WEA

Dilution solution

PAIS IREACRBGE, BRRILEAR (pHT7.420.2).

Extraction solution of the reagent kit, Phosphate Buffer Solution (pH7.4+0.2)

4 FRA
Research method

CD) If FE #5

Initial screening of cutoff value

WAKEET RE BEE RY (JRE: 3.4%10° TCIDso/mL) 4518 10 {55 LLIHTRRE, SHE

FEAR S0uL 2 —KPEEUREAR CREMREREIH =),FRR— SEA RAE, HRIe

AAS BITTIEG
—

SOE RAE ERAT Ab BE, ABS BORE ARERRA ITATA, Ea Ae Jy ik

SRA i ER RAI SA

Dilute the heat-inactivated SARS-CoV-2 culture (concentration: 3.4x10° TCIDsy/mL) at 10-fold ratio, and

draw 50uL from each diluted sample to Disposable sampling rod (Prepare three for each dilution gradient).

After the diluent is absorbed by the Disposable sampling rod, the Disposable sampling rod is treated

according to the sample processing method, and the treated sample is tested according to the test method of

reagent. The cutoff value of the reagent is preliminarily determined by this test method.

(2) IMEiE
Determmation of cutoff value

FRA ff 0 AISET SR FH FE ASU SME BID EE BAAR RRR 2 FRR EAR FED,

BEFRFRAEARMUR SOuL RPE CRED ARRR BE RE 2% — 0), FARRR ipi IPERS

FRE AAR Jr IKPEEORERR IAT ALPE, ALB FS PRE AAR AS Ws iE EAT A, Eh ess

7 ORE WR] SE Rm FH

Accordmg lo the determined initial cutofT value range, the sample extraction solution 1s used to further dilute

the concentration near the cutofl value (2 times dilution), and draw 50uL (rom each diluted sample to

Disposable sampling rod (Prepare three for each dilution gradient). After the diluent is absorbed by the

Disposable sampling rod, the Disposable sampling rod is treated according to the sample processing method,

and the treated sample 1s tested according to the test method of reagent. The cutoff value of the reagent is

determined by this test method.

(3) If SME 048 E

Verification of cutoff value

AEH (2) Fife hE, ERATERRR IE 7 GRE: 3.4%10° TCIDsy/mL) 43

FFATECH]HR,FESRERE In SE, AREREARR SopL =
—

RIERA (fA HhEE
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FAEERIR 20 61), FrAGRRmis —PEBRERRIRIE, SIRRE AAI J EH
—

IPE RE BREAT AL BE, 4

BES FORE AAR A RA UT EAT I, J HAs IM 7 JR EAE WTR i SAR PEE
According to the cutoff value determined in step (2), the heat-inactivated SARS-CoV-2 culture (concentration:

3.4x10° TCIDsy/mL) was prepared three times in parallel, and all diluted to the determined cutoff value after

preparation. and draw 50uL from each diluted sample to Disposable sampling rod(Prepare twenty for each

dilution gradient). After the diluent is absorbed by the Disposable sampling rod. the Disposable sampling rod

is treated according to the sample processing method, and the treated sample is tested according to the test

method of reagent. The cutoff value of the reagent is verified by this test method.

5 Kirk

Inspection standards

C1) i SME FRI in SHEL 2 RFE a SBR VE AE Ah se bite, BORRYESG FF
—

DARE gf.

The initial screening of the cutoff value and the determination of the cutoff value adopt the critical positive as

the criterion, which means that the next dilution gradient after the positive is negative.

(2) ls FUE FEUER2 95% rIFHMEZE, BI 20 dof AMET 19 RBH.

The cut-off value verification uses 93% positive rate, which means that there are no less than 19 positives out

of 20 tests.

6 FAGR
Research results

6.1 linFLAIR

Initial screening of cutoff value

41 ESHER TRI Jia

Tab.1 Initial screening research results of cutoff value

RIGAT 5
2 \

Concentration/No.

3.4x10° TCIDsy/mL + 4 +

3.410% TCIDsy/mL + + +

3.4x1(° TCIDsy/mL + # %

3.4% 10° TCIDs/mL + % +

3.4x10'TCIDs,/mL — - _

3.4x10° TCIDsy/mL
— — —

6.2 InSHE2
Determination of cutoff value
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2 InMERBETT FES
Tab.2 Determination research results of cutoff value

WENT
. 2 3

Concentration/No.

1.36x10° TCIDso/mL + % %

6.8x10° TCIDsy/mL + ¥ 4

3.4x10° TCIDsy/mL * + +

1.7% 10° TCIDsy/mL + % %

0.83% 10° TCIDs,/mL +
— —

0.43x10° TCIDso/mL — i i

6.3 Ifa FE FIHHIE
Verification of cutoff value

R3 InAERAERT FUSS
Tab.3 Verification research results of cutoff value

WIENS
1.7410° TCIDsy/mL 0.85%10° TCIDsy/mL

Concentration/No.
1 P 3 | 5 "

1 + + + — — —

2 + + + gor — +

3 + + + — & —

4 i: iE + +
— oe

5 + + +
— —

6 + + + a — —

7 $ + + _— & +

8 + + + oe —

9 + + + + — —

10 + + + ot o£

11 + + + — pt

12 + + + — i —

13 + + + es — or

14 + + + Kd os



15 $ + cH &
= ==

16 + + +
— —

+

17 + + + — — —

18 + ge + + + ez

19 + + + —

—_ *

20 + + 2% + —_
—_—

Fad 20/20 20/20 20/20 5/20 4/20 5/20

HRA DL EAH Fa TR, ACRBR BRAS, Hh BR Ie JE 5c 28 52 Jy 1.7% 10° TCIDso/mLo

Based on the above research results, the limit of detection concentration of this kit was finally determined to

be 1.7%10° TCIDs,/mL.

7 HAGR
Research conclusions

PI SER EE (ED BRAS RSE) SRR HRM EH 1.7410° TCIDs¢mL, #3

UC ESUFDEEATE EE
The limit of detection on the SARS-CoV-2 Antigen Rapid Test (Saliva) Test is 1.710 TCIDso/mL, and the

results are reliable after relevant research and verification.
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FIAT PEREPPME SR
Section 4 Performance Evaluation Conclusion

FREURMERR HUR CRD RE REESE 2 BLT TERE.

The Performance of SARS-CoV-2 Antigen Rapid Test (Saliva) meets the following requirements:

1 $RBRHOR ERAT =H SR PERE VEAL, 7BROSAHGEER
According to the technical requirements, the whole performance evaluation of three baiches of products can

meet the relevant requirements:

C1) Redae:

Physical properties

FRAT: AMBRE, FRNA, SES NTRS, NERA, RIETTER.

Appearance inspection: The appearance should be flat, the identification should be clear, the components

should be firmly attached, the content should be complete, and no liquid leakage.

WEBATEE: EBATEE NAET 10mm/min.

The moving speed of liquid: The moving speed of liquid should not be less than 10mm/min.

NRSR TERE: WSRHERAT 2.5mm.

Width of strip: The width of the strip should not be less than 2.5mm.

(2) WERE: BITES NI~N10 [RES REIT, BIMERF&2 10/10.

Coincidence rate of negative reference: The test results of negative reference N1-~N10 should all be

negative, and the negative coincidence rate is 10/10.

(3) FHYERFG2: FEMS80 P1~P4 DORCHESTERARH E, FHVER G4 4/4.

Coincidence rate of positive reference: The test results of positive reference product P1~~P4 should all be

positive, and the positive coincidence rate is 4/4.

(4) FCA IER: mACREIER DL. DL2(kil2s RE RLE5 RHE, DL3 (FE 2l FE nl ABE Pad BH AE

The limit of detection: DL1 and DL2 enterprise references should all be positive, and DL3 enterprise

reference can be positive or negative.

(5) fil: AEMESEH CVI A CV2 BY 10 GME RESET, AR toREE— Lt.

Repeatability: The 10 test results of the repeatability reference CV1 and CV2 should all be positive, and the

color intensity is uniform without color difference.

2 HOOK #8: 7 50 mob 3 BRT 150 CR ) A HR 550 dr BRA 3) ZEW IR JY Oy 3.40% 10° TCIDso/mL

78 HNAHOOK Ri.

HOOK effect: There 1s no HOOK effect when SARS-CoV-2 Antigen Rapid Test (Saliva) tests sample below

the virus concentration of 3.40%10° TCIDso/mL.

3 ARN: FALERF ESR (ERD BARE ORME%) SMpRGERTeS. 7 WLmE

BL A 0 PA 3 SURE

Cross-reaction: The SARS-CoV-2 Antigen Rapid Test (Saliva) has no cross-react with microorganisms such as

respiratory viruses and common oral bacteria within the scope of the study concentration,



4 AF) DX dd ge Be se AS [RR eT
Study on infected persons in different regions and samples of infected persons in different infection periods:

(1) #FHAERP EE (ERD RARE (RAS XT KEE ARR MAAR 2 Fes
There is no difference in SARS-CoV-2 Antigen Rapid Test (Saliva) testing sample from difference regions.

(2) FHMFERHEPUE ORD FLSA (REE) x TRL ETE FP BEL A ALE
TEES

There is no difference in the test results of the SARS-CoV-2 Antigen Rapid Test (Saliva) testing samples of

infected persons in different infection stages.

5 FREE: BAER EEE (MEAD SIRT (RRA) (EAHRIE A, Zima

FRI Aer 45 SAS 52m

Interfering substances: Within the concentration range of the corresponding common substances and drugs, the

detection SARS-CoV-2 Antigen Rapid Test (Saliva) will not be affected.
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