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of SARS-CoV-2 Antigen Rapid Test (Saliva)
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Section 1 Overview

{4 {EN 13612:2002 Performance evaluation of in vitro diagnostic medical devices) it Z4 mph s &
PUIR (HEED ARG (BRAREIE) FOF= Sk GE T PP
The SARS-CoV-2 Antigen Rapid Test (Saliva) was evaluated according to the §EN 13612:2002 Performance
evaluation of in vitro diagnostic medical devices) .

AEE AR R UR BB ANRH & ORARSE) MR ZE AT BT P A IR 5T
The performance of the SARS-CoV-2 Antigen Rapid Test (Saliva) 1s mainly studied in the following aspects:

LA ERAPEREVEA : IR =AM, SRA Akl g (0 ik B2 ol AT Rl 7783
R P MO RE . TIPS BTG, S EMAESR . RIS HIR, EEM, Wi
SR nPRa e SI R S V G S TR Y
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 rcagents arc comprehensively evaluated, and then the effectivencss and reliability of the
current product production were evaluated.

2.HOOK ZR: MIAFE R A IO CRPTERIL 0BT R I 0D TR, ARl ik =
BEn, BFIORERA NI, SFEUZS REE TSR R, EididAE HOOK
BSLIET AT, RS R B AL HOOK AURE, FH FHEEE% 1 f74E HOOK RURE 51 o
HOOK effect: The reagent adopts the principle of the sandwich method (double antibody sandwich method or
doublc 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, 1t 1s clear whether this product has HOOK effect, so as to remind

customers of the influence of the HOOK effect.

3 RE: A T A A R R TRE AR e 1 R SR AR SR AL e BT A 1 e RN A 7, T S
TORIE R ) A7 RS, F VA A R
Cross-rcaction: Tt is used to cvaluate the specificity of this product by cvaluating 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 A [B) X M T B R B S [RS8 UPAEAS [ X M Sl e i 2 S fAEER. MTITH
T AR RE AT, TR V7 1) AR A T S g ST A P R B 7
Study on infected persons in different regions and samples of infected persons in different infection periods:
Evaluatc whether there arc differences in the detection capabilitics of the reagents in different regions, so as to
clarify the detection capabilities of the reagents. And evaluate the reagent's ability 1o detect different patients in
different infection stages.

ST VPAEE A A ST A 7R M R SRS T AR IR ) AT DR 2R I E e R
TEAE R -
Research of [nterfering 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.

1261023



6. g IR PR IE: I S (A Hh FR PO e D A i ) A AU, ) N e S 5 R A R AT B

T P ) R AL P T R

The limit of detection study: The sensitivity of this product is clarified by studving the limit of detection, and
the reliability of the obtained sensitivity is clarified by verifying the culture dilution.

B AR B A (A

Section 2 Personnel, Test Site and Time

PEREE Al IS 0 B A SR 9%
Co-ordinator of a performance
evaluation study and Duty

PRE R,

AFARGERR RS D RN GRS R PEREITAS
B IR £ 3.

Responsible for the entire performance evaluation study of SARS-CoV-2
Antigen Rapid Test (Saliva).

BT MR T
Investigator and Duty

RIRFR:

DI R R R (RO AR S (RS AT EaEvF
fitis

Responsible for the performance evaluation of SARS-CoV-2 Antigen Rapid
Test (Saliva).

TR IR B AR A iR R . WET T, R,

TRYS M S .
Test St Laboratory of Xiamen WizBiotech CO., LTD; INSTITUTE OF VIROLOGY
est Site
Clinical Institutions
I i)

Time

2020.02~~2020.06
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Section 3 Evaluation Contents And Results

AR Atk RE P0G SR

Evaluation documentation of Internal whole performance

1 BRAAKHE

Research basis

SR IEAYRES A R A 7 HE RF A bR B (MR Al AR & ORE ) £
Refer to the Product quality standards of SARS-CoV-2 Antigen Rapid Test (Saliva) formulated by Xiamen
WIZ Biotech Co., LTD.

2R ER

Research purpose

AR S O R R (R MR & R SE), Rk fE Rk 2 5,
BATRRI,  PEANERAE WAL A S AU RER IR, I PEAY BT S B A A R R TS
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 BTt Rl

Research materials

3.1 A&
Reagent
Ak fit's PR T
Name Batch code Manufacturer Remarks
FALEIRFEHUR (MR IR TEAEY R R
o anrn i | e LA = .
R e (e A BR 2 ) A 25 A/
SARS-CoV-2 Antigen Rapid | Lot 02: 2020030505 | stiamen WIZ Biotech | Specification: 25 tests/kit
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3.2 ek BH

Enterprise Reference

(1) #t5 Batch code: ZK2020012801

(2) #l& % BITNEAYRSRGERAA
Manufacturer: Xiamen WIZ Biotech Co., LTD.

(3) Ak AR

The composition of Enterprise reference

%5 %5

Category Serial number

FA P2 %

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

FHPEZ %

e ) P1, P2, P3, P4
Positive references

ARSI PR 2 H iy

o . DL1, DL2, DL3
Limit of detection references

HEEVESE N

= CV1,CV2
Repeatability references

4 BRFHVE
Research method

R EEIRA T AR T &, RS HOR SR AR S B R e BT 2 AT &
FHMEZ % RRF R, RAREKHIR, AR A
Select three batches of reagents for trial production, according to the Product quality standards,
the physical properties, the compliance rate of negative relerence, the compliance rate of positive
reference, the limit of detection, and the repeatability of the reagents are comprehensively

evaluated.

4.1 YyEMERR
Physical propertics

(1) AMMAEA: BLASN 1 Ay, EASRETHARA.
Appearance inspection; Take | test of this product and inspect it visually under natural light.

(2) WRBATIEE: AT & 1 Af, Ul edE, 3 BB =R, D&
I AR AT,

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.
HEAR: v=1
Calculation formula: v=1/t
irE AR
In the calculation formula:
v—iE AR AT L
The moving speed of liquid;
IRl ) Ar B B EEE H EZ MIAEE .
The distance from the middle position of the sample hole to the upper edge of the
observation window;
t—EAT AR T IREFLIN AR THIN, WY R BIIREAEAT SR & 1 L3 i 75 B ]
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) MRS WA 1 Ap, SRS RREN.

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

4.2 PRI

Performance test

(1) S HE A AT 0l 10 A7, FERRUCH BB IR, X 10 4 B dall
Zan (N1~N10) £, BAVERS et &3R5 10/10.

Coincidence rate of negative reference: Take 10 tests of this product and test according to the
operating steps of the mstructions for use. For 10 ncgative enterprisc references (N1~~N10),

comeidence rate of negative reference should be 10/10.

(2) VS Zhafra . WA o 4 A0, BRUH PR fE BN, 3 4 RS
Fih (P1~P4) faill, BAPEAMEZH AT &Ry 4/4.

Coincidence rate of positive reference: Take 4 tests of this product and test according to the
operating steps of the imstructions for use. For 4 positive enterprise references (P1~P4),

coincidence rate of positive reference should be 4/4.

(3) AT PR : A0 3 A, AR P/ DB, X 3 Al MR Al 2
% (DL1~DL3) £, DL1, DL2 {2k &% R R000E, DL3 g nl gkl sl
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), DL1, DL2
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enterprise reference should all be positive, DL3 enterprise reference can be positive or negative.

(4) EEME: B 20 A6, IR B3R P B, X 2 fr SRS (CVIL
CV2) HHTRM, BHEERM 10 K, SRMSHEMEL A .
Repeatability: Take 20 tests of this product and test according to the operating steps of the
mnstructions for use. Test 2 the Repeatability enterprise references (CV1, CV2), repeat the test 10

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

5 f PR
Inspection standards
5.1 Yy AR
Physical properties

(1) AMRAGE: SPALRCT %, FRilRign, &A5REE IS, WAERMFSS, BiELER.
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) BR4R5EE: IR TERA/NT 2.5mm.
Width of strip: The width of the strip should not be less than 2. 5mm.

5.2 fERER

Performance test

(1) S ag: X0 10 BHPESZ F ok, BHPEA 2 % dh G R AT
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.

(20 PHYEZ 5 e R & X 4 AR PHTE A2 S kil BHYEAL 235 5% 5 R AT 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) FACAENIIR: X 3 ARl R k2% hnkill, DL1. DL2 k2% bn S35 9FHE,
DL3 ik 23 1 FN A PR
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) EEM: Xt 2 HEEEMESEFETHRI, CV1. CV2 ZFEERN 10 ik, R
il
Repeatability: For 2 repeatability enterprise references were tested, CV1 and CV2 were tested 10

times separately, and the results should all be positive.

6 TFALR

Research results

P B R AR BRI AT ST S VERE VR, VRENRT FEHERIC S T
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 YER 1 R
Physical properties
1 YRR A R
Tab.1 The research results of Physical properties
Lk
el Lotl Lot2 Lot3
Batch code/category
SRR B, & ER FFE R
ST TFEER TrEER TEER
. " Meet the Meet the Meet the
Appearance inspection . ¢ ;
requirements requirements requirements
TR TIRE
The moving speed of liquid 15.0 5.1 149
(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 ¥ BER ]

Performance tests
2 HAET AR

Tab.2 The rescarch results of Performance

) 4 Ao R
Al i Lotl Lot Lot3
catcgory Serial number/time
N1 — — —
WA 6 3R
Negative Lo o o
coincidence N3 . . =
rale
N4 —s — -




N3 - - -
N6 — =— —
N7 — - —
N3§ —_ — —
N9 — — —
NI10 — — —
e AR
. ﬁmﬁ 10/10 10/10 10/10
Coincidence rate
Pl + + 2
+ +
B = 5
Positive P3 I 0 +
coincidence
rate P4 + + +
T AN BT
‘ ﬁ Al 4/4 4/4 4/4
Coincidence rate
DL1 + + +
T (%A R
Limit of DL2 + + +
detection
DL3 — — —
1 + + +
2 + + +
3 + G o
4 G + +
5 + B 1
Repeatability
7 + + +
8 + + +
9 + + +
10 + £ %
ez sk R ER Hrfruisk
Uniform and Meet the Meet the Meet the
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no color requirements requirements requirements
difference
1 + o+ +
2 + + -
3 -+ - -
4 + + +
3 + - +
6 ot o +
Ccv2
7 + + +
8 + + n
9 A + +
10 x + +
H—reE " 3 .
LR q FrE ek FrE R FEEK
niform an
Meet the Meet the Meet the
no color . . .
. requirements requirements requirements
difference

WEFEEESRAT WL, =™ SR B AR SR UAT SRR vE A, R St M 45 R B he is 2 AT 0%
fgihrift (ARERD RIER,
The rescarch results show that the three batches of products according to Product quality standards
carriecd out whole performance evaluation, and the test results of the reagent can meet the

requirements of relevant inspection standards (Product quality standards).

7T RS

Research conclusions

AR AR (D RN R e ZIR B RIET =i i 21
HEPEAl, B AR TR
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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FRRERREDERE (ER) BEFE (BiEe)
HOOK R MHTF 5 %R

SARS-CoV-2 Antigen Rapid Test (Saliva)
Research documentation of HOOK effect

1 B A48

Research basis

LR 2 0E P BB R 0D R, MRty Rk IR =, BT
TIETE A O, SEOR IS R TR B AR
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 S H K

Research purpose

LI A HOOK S RIWTIE, WIHA™ F2 71 HOOK Z(RL, JTI [ #7174 HOOK 3¢

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

remind customers of the influence of the HOOK effect.

3 BRFA R

Research materials

3.1 WHE
Reagent
ZF it e i
Name Batch code Manufacturer Remarks
B RRR U (HRE) JE TR AR I
RAHE RIS | Lo o1 2020030405 | BTHRAT Bty 25 Afifs
SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech Specification: 25tests/Kit
Test (Saliva) Co., LTD.
32 FERERTY

SARS-CoV-2 culture
S A TR R R B R SR, Y 3.4X10° TCIDsy/mL.

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

Dilution solution

AR IIFEASERUR, BEREREM R (PH7420.2).
Extraction solution of the reagent kit, Phosphate Buffer Solution (pH7.4+0.2)

4 BRI

Research method

() B FRIF IR R TR 77 (R 3.4X10° TCIDso/mL) 44 8 P {2135 be A7 7 9%
Diluting the heat-inactivated SARS-CoV-2 culture (concentration: 3.4 X 10° TCIDsy/mL) at two-fold ratio.

(2) REREJE FURE AT K S0pL 2= — I PENURERE CREMRRRERE IR 4 =4, RrAb BRI B — IR P
WS G, FR IR A AL BTN — IR PR R IEAT AL 3, A8 )5 B A R o 00 50 B 5 e 0 77 3= 3k
AR
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 i pnE

Inspection standards

Fon il 5 R (B A SR OB R R B E R I AR v, Bk F A E— R R AR, I
ORI T A R A
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 LR
Research results

F 1 HOOK M miif i R
Tab.1 Research results of the HOOK effect

k= I ROWIZR 1 | RWER2 | RWER3 SEtn
No. concentration Testresults 1 | Testresults 2 | Test results 3 Color

1 3.40X 10" TCIDs,/mL RS b o

2 1.70 X 10" TCIDs,/mL SEERE SRR SRR

3 8.50%¢ 10" TCIDso/mL SRR TEEE A+
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A (0 i R LBE R
4 425X 10* TCIDsy/mL - - EREES Py ok e i
- 1 b T B 95
5 213X 10° TCIDsp/mL FEEE TR Eprey S
The color intensity
o does not decrease
6 1.06 X 10* TCIDso/mL - i+ A+ i ‘
with the increase of
. concentration.
7 531X 10° TCIDso/mL 4+ 4+ et
8 2.66 X 10° TCIDso/mL - 4+ +++
9 1.33 X 10° TCIDsy/mL ++ A+ ++
10 6.64 X 10° TCIDsy/mL + ¥ ¥

FFSCE SRR, FALERM IR (R R & (KRS £ BN 3.40X10°TCID
so/mL i [l Y A L HOOK &R o
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 3.40X 10° TCIDse/mL.

7RG R

Research conclusions

HAFORM BT ORI MRS URIEAE) FEHERIRITHN 3.40 X10° TCIDs/mL S [N 7
7/l: HOOK (R
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.



MAFRFEGUR (BB RAENE (Bke)
A2 X R BB ST B A

SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation of Cross-reaction

1 B A48

Research basis

focdiE v I 1 5 24 s 1 L RS IR AR W 1 e AR ) €2019 37 B R 25470 SR AT A Rl 1A
A B FFE A GRAT)OY PR T oW F o AT 5
The rescarch 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 S H K

Research purposes

AL AN S AL LR g R LB T B M T S RIS R 7, R TR 2 SRS IR i i
M= 22 SO, T PR A P2 R Tt
It is used to cvaluate the specificity of this product by cvaluating 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 BEFA R

Research materials

3.1 RA&
Reagent
4k B T & i
Name Batch code Manufacturer Remarks
H RN EDUR CEERD JE TN AR
Fo 3 \‘[ﬁ» AR AT (A7 PR 2 1) & < 25 A4 /.Tr':;
AR SRESID | o a0aes | BTRET Mt 25 AMiitE
SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech | Specification: 25tests/Kit
Test (Saliva) Co., LTD.
32 XX

Cross-reactive microorganisms
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T L Aol A B R L R P /3R R B U SR SR A PR GO O B B T, R R

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

repository, as follows:

2R A kST
Name (microorganisin) Preservation code

CBYHAT PR E B/Y amagata BYO0SS
Influenza B/Y amagata
R GAT HEE B/ Voctoria BVATLPE£7K/32/2000
Influenza B/Voctoria BV/Jiangxixiushui/32/2000
FAL AT MR E HINL A/AT B RTEH/5/2007
Influenza A HINI1 A/Brisbane/5/2007
AL AT MRS H3N2 A/AT HEHTEE10/2007
Influenza A H3N2 A/Brisbane/10/2007
AR AT M E H5NL )
Influenza A H3N1
H7N9 #1635 ik /
H7N9 Avian Influenza
SARS FEA I ;
SARS Coronavirus
TR eE 1 &Y /
Adenovirus 3
M ee 3 &
Adenovirus 3 il
MR 7 4
Adenovirus 7 VR
MNbR I EE 229E 1Y
Human coronavirus 229E e
A TR i OC43 1Y ;
Human coronavirus OC43
NEARAE 7 NL63 7l ;
Human coronavirus NL63
ArEARINEE HKUL &Y /
Human coronavirus HKU
MERS 7K I 7 ;
MERS-coronavirus

> 3 =
. 2M e 7 . VR.538
Cvlomegalovirus

7 s e 5
Mg 71 A VR-1775
Enierovirus 71
AR RR R 1 7 ——
Human parainfluenza virus 1
N ARAT PR T 2 1 —
Human parainfluenza virus 2
NBRATHEI P 7 3 21 —
Human parainfluecnza virus 3
ANERAT R E RS 4 B /
Human parainfluenza virus 4
i VR-24
Measles virus
Mumps virus
IR i e 22 VR-2542
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Respiratory syncytial virus
BE 1A 1Y :
Rhinovirus 1A Wiela
0 ;
Norovirus
EB #i /
Epstein Barr Virus
AR i ;
Varicella zoster virus
AHUGHE BAA-589
Bacillus pertussis
Chlamvdophila pneumoniae R
B Eﬁj{% ﬁﬁ 25922
Escherichia coli
BRI ——
Haemophilus influenzae
A ZNFE BT
AT 25177
Mycobacterium binding
[E3TE | P—
Mycoplasma Pneumoniae
Mt S ek EE
; ’ 10231
Candida Albicans
75 2 R A R A :
e ; 13077
Neisseria meningococcus
25 TF T
%2 AR 19424
Neisscria gonorrhocac
) 457 A P R T A
: 9721
Pscudomonas acruginosa
MO ARRE -
12598
Staphylococcus aureus
i ¢ f el 1 _ 55143
Streptococcus pneumoniae
[ [ R
FORRAERR I 21060)
Streptococcus pyogencs
Streptococcus salivarius
VBT :
legionella Pneumophila

4 B FITiE

Research method

Uy ol Py e Bt /R AR O3 [ERE S TR SR 0 BrIB 0 i3 okl o, diind S E ook
AP BT H AR, R R R R
Viruscs or bacteria preserved through the company's internal/CDC/preservation center/U.S. model culture

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

the corresponding maximum concentration are as follows:

2f (D HHn g
Name (micreorganism) Preservation code Cencentration
73R4T 14 % B B/ Yamagata BY055 1.83 X 10°TCTD,/mlL

3
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Influenza B/Yamagata
ZAHAT M E B/ Voctoria BVAT FfEK/32/2000 s
Influenza B/Voctoria BVAiangxixiushui/32/2000 AR L g
FIALRAT M E HIND A B IRBL/5/2007 P
Influenza A HIN1 A/Brisbane/5/2007 L i TRt
AT ML E HIN2 A/ BHTHE10/2007 —
Influenza A H3N2 A/Brisbane/10/2007 L1530 Tl
AT FER E TSN -
Influenza A HSN1 ! 132107 TCIDsy/mal.
H7N9 % & g s
H7N9 Avian Influenza ¢ i
SARS TR o
SARS Coronavirus ! 21X TCI Dol
S 1 2
&1 2 / 1.39%10° TCIDsy/ml,
Adenovirus 1
T 3 21 -
Adssiie 3 VR-3 1.24 X 10° TCIDsg/mL
R 7 &Y 6
v o s o7 VR-7 1.87X10° TCIDse/ml.
I ey ) .
AbIR % 229E 4L VR-740 1.00 X 10° TCID o/mL
Human coronavirus 229E
AFERFEE OC43 B 3
Human coronavirus OC43 ¢ i
Nk thim & NL63 2 Gy
Human coronavirus NL63 : = AR Tl
KR E HKUT 2 -
Human coronavirus HKU1 { 28010 Do Dafirll
MERS 7R & G
MERS-coronavirus ¢ 10le TR Dairal
4 ) : P
B VR-538 1.00X 10° TCIDsg/mL
Cytomegalovirus
EiEE 7] A &
fai e 71 B VR-1775 2.55 % 10° TCIDsy/mL
Enterovirus 71
|92 2 R = e 61 P
NBUTAT EEEE P 1 2 VR-94 1,35 10° TCIDso/m.
Human parainfluenza virus |
i Ca A =b ] 5
RTINS 2 2 VR-92 6.31 X 105 TCIDsg/ml.
Human parainfluenza virus 2 '
=9 TP e e 3 #Y :
ARIAT LR E = 3 A1 VR-93 3.23X 10° TCIDsg/mL
Human parainfluenza virus 3
=l .'2:"*,)-];\21—\;{%;&; Fij -
)\h'JmMTrJr...l_. (=R TR 4 Lie ] , / 3.31%10° TCIDsy/mL
Human parainfluenza virus 4
BRI R
A oo vins VR-24 6.31 X107 TCIDs/mlL.
325 2 HEH HE M4 R T
ATILAR R e & VR-106 6.31 X105 TCIDsg/ml.
Mumps virus
I i w5 5
g X ;
Remsiitary senweisl ot VR-2542 2.00X10° TCIDse/mL
i 1AL . ‘
& X
Rhinovirus 1 A VR-1559 1.26 X10° TCIDse/ml.
W :
Hil#s i / 1.30%10° TCTD /.
Norovirus
EB #% .
Epstein Barr Vius / 2.18x10° TCIDsy/mL
K e o R s
L / 1.00%10° TCIDsgmL.
Varicella zoster virusg
1% .
H D AT ; BAA-589 1.30 X 10° CFU/ml.
Bacillus perlussis
75 37 | A2 -
IR A ; VR-2282 100X 10° CFU/mL,
Chlamydophila pneumeniae
SRt ILKHHT B 25922 1.00 X 10° CF'U/mL
Escherichia coli
S I R .
LIS ILE K 10211 1.20% 10° CFU/mil.
Haemophilus influenzae
e EUT 25177 1.00 % 10° CFU/mil.
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Mycobacterium binding

B 6
Wi SRR . 39505 1.00% 10 CFU/mL
Mycoplasma Pneumoniae
SR - §
it < 10231 1.00%10° CFU/mL
L EE ¥ 25T 2
e Eimﬁ“‘.ﬁﬁ 13077 1.00 X 10° CFU/mL
Neisseria menimgococcus
2% ZE 1 3k T "
#2 ICHRER 19424 1,00 10° CFU/ml
Neisseria gonorthoeae

L= - =
SRS IR AL L ) 9721 3.70% 10° CFU/mL
Pseudomonas aeruginosa
IR O 12598 220X 10° CFU/mL,
Staphylococcus aureus

S AEER "
&ﬁk%ﬂ‘% ' 55143 1.00X10° CFU/ML
Streptococeus pneumeniae
LA EERRE _ 21060 1.28 X 10° CFU/mL
Streptococcus pyogenes
SRR 14485 1.00 X 10° CFU/m.,
Streptococcus salivarius
R . / 1.58x10° CF U/l
legionella Pneumophila

(2) RARK SRR (BRIl pH7.4202) XL Rl iTRR, MRBED FRE

PR, RARUIR:

Use the Extraction solution of the rcagent kit (Phosphate Buffer Solution: pH7.440.2) to dilute the above

culture to the following concentration gradient, as follows:

R CREER) w5 W 1 B2 3
Name (microorganism} Preservation code Concentration 1 Concentration 2 Concentration 3
7 FT KT BfYamagata BY0S5 1.83x10° 1.83x 107 .85 10°
Influenza BfY amagata ; TCID5/mL TCIDsy/ml. TCID;se/mlL
2t dT 4 EH B/ Voctoria BVAT.#i{%K/32/2000 207%10° 2.07x10* 2.07%10°
Influenza BfVoctoria BV/Hangxixiushui/32/2000 TCIDs,/mlL TCIDsy/mL TCIDse/mL.
HUR TR HINI AT BrHL/5/2007 1.0010° 1.00 10" 100X 10°
Tnfluenza A HINI A/Brisbane/5/2007 TCIDsy/mL TCIDsy/mL. TCIDss/mL.
WAL AT ERCE H3N2 AT ITER/10/2007 1.15x10° 1.15%10" 115107
Influenza A H3N2 A/Brisbane/10/2007 TCIDsp/ml, TCIDsg/ml. TCINDse/ml.
HELGAT PR E HENI / 1.32x10° 1.32x10° 1.32x10°
Influenza A H3N1 TCIDsp/ml, TCIDsy/mlL TCIDse/ml
HI7NY B & i/ / 1.60x10° 1.60x10" 1.60x10°
H7N9 Avian [nfluenza TCIDsy/ml TCIDsy/mL TCIDs/mL
SARS e {RH & / 2.14x10° 2.14x10" 2.14x10°
SARS Coronaviris TCIDsy/mL TCIDs/mL TCIDse/mlL.
HdpiaE 1 AL / 1.39%10° 1.39=10" 1.39x 107
Adenovirus 1 TCMsy/ml, TCMgy/ml. TCMsy/ml.
HiA 25 3 4 VR-3 124x10° 1.24 10" 124 10°
Adenovirus 3 : TCIDsp/mlL, TCIDsy/mL TCIDse/mL.
Hwip s 7 AU VBT 1.87%10° 1.87x10* 1.87 X 10°
Adenovirus 7 TCIDsp/mL TCIDsy/mL TCIDse/mlL.
AFe R & 2291 2 VRUT40 2.00%10° 2,00 104 2.00X10°
Human coronavirus 229E TCIDse/ml. TCIDsy/ml. TCIDse/ml.
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AGRER AP B OC43 B / 2.34x10° 2.34x10° 2.34x10?
Human coronavirus OC43 TCIDsp/mlL TCIDsy/mL TCIDsy/mL
A b {RAp# NL63 %Y / 2.00%10° 2.00x10° 2.00x10°
Human coronavirus N1.63 TCIDsp/mL TCIDsy/mL TCIDso/mL
AR E HKU1 A / 2.00%10° 2.00x10° 2.00x10?
Human coronavirus HKU1 TCIDsp/mL TCIDsy/mL TCIDs¢/mL
MERS el {9 53 / 1.00x10° 1.00x10* 1.00x10°
MERS-coronavirus TCIDsp/mL TCIDsy/mL TCIDsy/mL
B4 fls 7 VR-538 1.00 % 10° 100X 10 1.00 % 10°
Cyvtomegalovirus ; TCIDsp/mL TCIDsy/mL TCIDs¢/mL
feiEpE 71 B VR-1775 2.55%10° 2.55x10% 2.355%10°
Enterovirus 71 TCIDsp/mL TCIDsy/mL TCIDs¢/mL
ABIHAT R E W 1B VR-94 1.3510° 1.35x 10 1.35%10°
Human parainfluenza virus 1 TCIDsp/mL TCIDsy/mL TCIDse/mL
AR ML E o 2 A VR-92 6.31x10° 6.31x10" 6.31%10°
Human parainfluenza virus 2 TCIDsp/mlL TCIDsy/mL TCIDsg/mL
ABIRUAT S i 3 A VR-93 325%10° 325 10* 325%10°
Human parainfluenza virus 3 N TCIDsy/mL TCIDsy/mL TCIDs¢/mL
ARIHE T MR g 4 B / 3.31x10° 3.31x10° 3.31x10°
Human paraintluenza virus 4 TCIDsp/mL TCIDsy/mL TCIDsy/mL
BT VR4 6.31x10° 6.31x10* 6.31 % 10°
Measles virus TCIDsp/ml. TCIDsy/mlL TCIDse/ml.
AT PERR IR A AT VR-106 6.31X10° 6.31x 10 6.31 % 10°
Mumps virus TCID5/mL TCIDsy/ml. TCIDs/ml.
PRI 7 s 4 VR2542 2.00%10° 2.00% 10 2.00X10°
Respiratory syncytial virus TCIDsy/ml TCIDsy/mL TCIDsy/mL
FARTE 1A B VR.1559 126X 10° 1.26 10 1.26 X 10°
Rhinovirus 1A TCIDsy/mL TCIDsy/mL TCIDs/ml.
Vinte / 1.30x10° 1.30%10" 1.30x10°
Norovirus TCID5p/mI, TCIDsg/mI. TCIDse/ml.
EB W / 2.18x10° 2.18x10° 2.18x10°
Epstein Barr Virus TCIDsp/mL TCIDsy/mL TCIDsy/mL
AKET-H R / 1.00x10° 1.00=10" 1.00x10°
Varicella zoster virus TCIDsp/mL TCIDsy/mL TCIDsy/mL
[ERELEzes: | BAA-S89 130X 10° 1.30% 10" 1.30 % 10°
Bacillus pertussis CFU/mI, CFU/mI, CFU/mI.
it 4 A I —_—— 1.00%10° 100X 10" LO0X 107
Chlamydophila pneumoniae CFU/mL, CFU/mL CFU/mL
YA KM 25922 1.0010° 1.00x 10 1.00x 10
Iischerichia coli Cl'u/mlL, CI'U/ml, CFU/mL
AR (A 10211 120%x10¢ 1.20x 10 12010
Haermophilus influenzae CFU/mL CFU/mL CFU/mL
EISER)E v L] 25177 1.00%10° 1.00x 10" 1.00x 10
Mycobacterium binding : CFU/MmL CFU/MmL CFU/mL
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i 48 S e 39505 1.00X10° 1.00x 10 100X 10°
Mycoplasma Pneumoniae N CFU/mL CFU/mL CFU/mL
A O ETRE 10231 1.00% 10° 1.00 10* 100X 10
Candida Albicans CFU/mL CFU/mL CFU/mL
54 (R 48 BR 13077 1.00X10° 1.00X 10* 1.00X 10°
Neisseria meningococcus = CFU/mL CFU/mL CFU/mL
F IR 19424 1.00 % 10° 1.00X 10* 1.00X 10
Neisseria genorrhoeae CFU/mL CFU/mL CFU/mL
R N 9721 3.70%10° 3.70% 10 370 % 10°
Pseudomonas aeruginosa CFU/mL CFU/mL CFU/mL
L B EIRE 12598 220%10° 220x10% 220%10°
Staphylococcus aureus CFU/mL CFU/mL CFUMmL
i ¢ SRR 55143 1.00%10° 1.00x 10* 100X 10°
Streptoceccus pneumoniae CFU/mL CFU/mL CFU/mL
LI EERR B 21060 1.28 X 10° 1.28%10* 1.28X10°
Streptoceccus pyogenes CFU/mL CFU/mL CFU/mL
R SRR 14485 1.00X 10° 1.00X 10* LO0X 10°
Streptoceccus salivarius CFU/mL CFU/mL CFU/mL
W it 22 [ / 1.58%10° 1.58x10° 1.58x10°
legionella Pneumophila CFU/mL CFU/mL CFU/mL

(3) FeRe A HIRE AT W SOpL 2 — IR PEIURERE CRE M RRRERR ) 6 — 1), Reib Bl — bk e
WRUSIG »  HE AR R R IR T VA — IR TR R JEAT AL 2, A3 )5 RO A AR G 00 503 B T Ry M0 7 V2 3k
il
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 Disposablc sampling rod is treated
according to the sample processing method, and the treated sample is tested according to the test method of

reagent.

5 K Gabn ik
Inspection standards
Al ARSI A R RS A A T A S B g A e i
Different tvpes of microorganisms should be negative when tested under different concentration.
6 LR

Research results
B XTI ER

Tab.1 Cross-reactivity study results

EioallE==
B G R
Name (1microorganism) Preservation code Weiz 1 W2 Helit 3
Concentration 1 Concentration 2 Concentration 3
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1.83x10° 1.83x10° 1.83x10°
AT B/ Yamagata BY055 TCIDse/mL TCIDs/mlL TCIDsy/mL
Influenza B/Y amagata o o o
2.07x10° 2.07x107 2.07x10°
LEVHAT I E B/ Voctoria BVALFEE/K/32/2000 TCIDsy/mL TCIDse/mL TCIDsy/mL
Influenza B/Voctoria B V/Jiangxixiushui/32/200 . - .
1.00x10° 1.00x10° 1.00%10°
FERDE AT RS E HINT A/ BUTEE5/2007 TCIDsy/mL TCIDsy/mL TCIDsy/mL
Influenza A HIN1 A/Brisbane/3/2007 B B B
1.15%10° 1.15%107 1.15%10°
FERIAT i E HAN2 A/ R ERFLN10/2007 TCIDsy/mlL TCIDsy/mL TCIDsy/mL
Influenza A H3N2 A/Brisbane/10/2007 - - -
1.32x10° 1.32x107 1.32x10°
FRIEAT R E HSND / TCIDsy/mL TCIDsy/mL TCIDs/mL
Influenza A HSN1 o . o
1.60x10° 1.60x107 1.60x10°
H7NG Yo B / TCIDsy/mL TCIDsy/mL TCIDse/ml.
H7N9 Avian Influenza . . .
2.14x10° 2.14x107 2.14x10°
SARS @Ak & / TCIDse/mL TCIDs/mL TCIDso/mL
SARS Corenavirus - - o
1.39x10° 1.39x107 1.39x10°
M 1 & / TCIDse/mL TCIDs/mL TCIDso/mL
Adenovirus 1 o o -
1.24x10° 1.24x10° 1.24x10°
Mg 3 A VR-3 TCIDsy/mL TCIDsy/mL TCIDso/mL
Adenovirus 3 - - o
1.87x10° 1.87x10° 1.87<10°
s 7 ™ VR-7 TCIDsp/ml. TCIDse/ml. TCIDso/ml.
Adenovirus 7 - - o
2.00x10° 2.00107 2.00x107
ATERBITE 229E B VR-T40 TCIDsy/mL TCIDsymL TCIDsy/mL
Human coronavirus 229E _ _ o
2.34x10° 2.34x107 2.34x10°
At dhim & OC43 Y , TCIDsy/mL TCIDsy/mL TCIDsy/mL
TTuman coronavirus (C43 o o -
2.00%10° 2.00=107 2.00<107
AL 7 NLo3 24 / TCIDsy/mL TCIDsy/mL TCIDs/mL
Human coronavirus NLL63 - - o
2.00x10° 2.00x10° 2.00%10°
AR T LKL , TCIDsy/mL TCIDs/mL TCIDso/mL
Human coronavirus HKU1 . _ -
1.00x10° 1.00x107 1.00%10°
MERS kA& / TCIDsp/ml, TCIDsg/mL TCIDs/mL
MERS-corenavirus - - o
1.00x10° 1.00=10° 1.00=10°
L1 40 s 4 VR.538 TCID,/mL TCID/mL TCID./mL
Cytomegalovirus o _ .
2.55%10° 2.55x10° 2.55x10°
Tt 71 VR-1775 TCIDsy/mL TCIDsy/mL TCIDso/mL

Enterovirus 71
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1.35x10° 1.35x10° 1.35x10°
ABIFATI R E R 1 1Y VR.94 TCIDsy/mL TCIDsymL TCIDsy/mL
Human parainfluenza virus 1 o o o
6.31x10° 6.31x107 6.31x10°
NEHAT I E P 2 T VR-92 TCIDsy/mL, TCIDsy/mL TCIDso/mL
Human parainfluenza virus 2
3.25x10° 325x10° 325%10°
BT E R 3 VR.93 TCIDsy/mL TCIDsy/mL TCIDsy/mL
Human parainfluenza virus 3 . . e
3.31x10° 3.31=107 331107
NEIFAT I E W 4 B / TCIDsy/ml, TCIDsy/mL TCIDsy/mL
Human parainfluenza virus 4 - - -
6.31x10° 6.31x10° 6.31x10°
R VR-24 TCIDsy/mL TCIDsy/mL TCIDsy/mL
Measles virus
6.31x10° 6.31x10 6.31x10°
AT MR 4 i : TCIDsy/mL TCIDsy/mL TCIDse/ml.
Mumps virus Ll
e
2.00x10° 2.00x107 2.00x10°
TP W T £ A TCIDsp/ml. TCIDs/mL TCIDso/mL
; L VR-2542
Respiratory syncytial virus - _ -
1.26x10° 1.26x107 126%10°
B 1A B i TCIDsp/mL TCIDsy/mL TCIDsy/mlL
Rhinovirus 1A Boelam
1.30x10° 1.30x10° 1.30%10°
T A B / TCIDsy/mL TCIDsy/mL TCIDso/mL
Norovirus
2.18x10° 2.18x10° 2.18<10°
ER A il / TCTDsp/ml. TCIDs/ml. TCTDso/ml.
Epstein Barr Virus - - o
1.00x10° 1.00x107 1.00x10°
TR - TR A T / TCIDsy/mL TCIDsy/mL TCIDse/mL
Varicella zoster virus _ _ o
TRV ) 1.30%10° CFU/mL 1.30%10*CFU/ML | 1.30x10° CFU/mL
Bacillus pertussis Henaon - - -
il A R 1.00%10° CFU/mL 1.00x10" CFU/mL, 1.00x10° CFU/mL
Chlamydophila pnecumeniac W . o .
B [ A BT 1.00%10° CI'U/mL 1.00x10*CFUMmML | 1.00%10° CFU/mL
B IR :
Lscherichia coli i o o -
PRI L 1.20%10° CFU/mI, 120x10"CFUML | 1.20%10° CFU/mL
[[¥:n ¢
Haemophilus influenzae el o o o
Gk T — 1.00x10° CFU/mL 1.00x10"CFUANL | 1.00%10° CFUALL
Mycobacterium binding & o . o
i S 1.00x10° CFU/mL 1.00x10'CFU/MmL | 1.00x103CFU/mL
BE -
Mycoplasma Pneumoniae R - - .
HE SRR 10231 1.00x10° CFU/mL 1.00x10" CFUADL 1.00%10° CFUAnL

9
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Candida Albicans _ P A

6 4 3
253 [ R — 1.00x10° CFU/mL 1.00x10* CFU/mL 1.00x10° CFU/mL
Neisseria meningococcus o e oy

6 4 AT 3
253 MR — 1.00x10° CFU/mL 1.00x10" CFU/mL 1.00x10" CFU/mL
Neisseria gonorrhoeae . - . _—

. 3.70x10° CFU/mL 3.70x10" CFUMmL, 3.70x10° CFU/mL
IS T - : " - ! !
Pseudomonas aeruginosa P o s

(] / 4 / 4 1
SEERERY — 2.20x10° CFU/mL 2.20x10° CFU/mL 2.20x10° CFU/mL
Staphylococcus aureus _ - =
il 4 BEER 1 i 1.00x10°CFU/mL | 1.00x10°CFUML | 1.00x10° CFU/mL
Streptococeus pneumoniae #3143 _ _ -

G 4 3.
(VAR — 1.28x10°CFU/mL 1.28x10" CFU/mL 1.28x10° CFU/mL
Streptococcus pyogenes _ _ -

G A 3
R — 1.00x10° CFU/mL 1.00x10" CFU/mL 1.00%10" CFU/mL
Streptococeus salivarius _ - -

G 4 < 3
RHERE ; 1.58x10° CFU/mL 1.58x10" CFU/mL 1.58x10° CFU/mL

legionella Pneumophila

GrousE ARy, BAUSWREIUR RO AT E (R SE SRR . MEE

PEAAE R RS T I AN AESE UL

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.

7RSSR

Research conclusion

AL ERRAE B (B AR & C
TR A WAZ R

fREiE) GV ER . UL A A R B

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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FAFERR IR BB REAE (B
AR X R GeE B GE A F BRGSRT A p
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 B LAk

Research basis

i Hh 1] ] 2 24 i e TR R T AR SR | PR rho Lo AT Y € 2019 8L s bR 27 S A MR 0 K
FEAE AR VPR GRITOY dh R T AR X0 B A A Py BT 0T 75
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).

2HFE B

Research purposes

(1) PR KO B GE SR GAEEER, HmRI6e/s;
Evaluatc whether there arc differences in the detection capabilitics of the reagents m different regions, so as to
clarify the detection capabilitics of the reagents.

(20 PPAEAS ) S FE AN ) SR KA A
Evaluate the reagent's ability to detect different patients m different infection stages.

3 Wrssf st

Research materials

3.1 A&
Reagent

R 5 el o i

Name Batch code Manufacturer Remarks
LSRN e AL E Ty iEEFE
ﬁ(&gl\'x\Alﬁ \'/,g/;\"" {r -) /\H- 1l 4 . = £ (hmly-
for il LA (Eﬁuﬁ 35 | Lot 01: 2020030405 1}7%1‘1 PR 2 i) . %J'J% '23 Al A
SARS-CoV-2 Antigen Rapid Xiamen WIZ Biotech | Specification: 25tests/Kit
Test (Saliva) Co., LTD.
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3.2 mpRAEA

Clinical sample

(1) SRS A B et R R S AR L MR A A (i IR RIS B RAZ TR RG], RN A

R

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:

PEAGS K PeA L LRES) P
Sample number region samples type Onset time {davs) Remarks
E®: TRFEA
o X 1 @fiﬁ#ZF- %
Area-1 Saliva samples
X1 T
TT120 -~ i 2
Area-1 Saliva samples
% e
TT205 S i 3
Area-1 Saliva samples
X 1 .
SR X 1 g&ﬁﬁ 4
Area-1 Saliva samples
X 39 M 75
S0 X3 1 .ﬁr&_ﬁ—ﬁi 5
Area-1 Saliva samples
X 1 Wi FE 2
o X 1 E«Wi?& -
Area-1 Saliva samples
T prp—
S X 1 TTE.RQFF?IY g
Area-2 Saliva samples
X2 e A A
. X W&UH 5
Arca-2 Saliva samples
x- 5 2 TE R A
52187 % M&F&HA 3
Arca-2 Saliva samples
X2 MER A A
S1002 . ?ﬁdﬂf)ﬁl& 2
Arca-2 Saliva samples
X3 e 7 A A
WI1008 K i{{wﬁh‘/ﬁ 1
Arca-3 Saliva samples
X3 METRFT
W1129 X% TE;{&ZH#‘i 4
Arca-3 Saliva samples
j(‘ iz 3 I NI
i X 1 '.ﬁ{ﬁiﬂfii 5
Area-3 Saliva samples
Xk 3 e 75
w1218 i i 18
Area-3 Saliva samples
E$27 I i 16 A
i Xk 3 J.ﬁ.ffi)ﬁql .
Arca-3 Saliva samples

VE: RO I TRA Y BAEHR  FG TR, BV BER 20 0 K

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) AL RECERAS R B B R AR R TR A (OB RS i AR 2 A0, VRa

BRI

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:

HEWY BRI TR (FO FEAEA R ER R, &
Patient code Onset time (days) samples type Nucleic acid test results Remarks
5 M 35 A H 1
Saliva samples Positive
p W YR A =S
Saliva samples Positive
Wil 9 ﬂﬁfﬁl#ﬂi BE.’I’E
Saliva samples Positive
fis W A BE 1
Saliva samples Positive
8 M 5 B
Saliva samples Negative
5 ETEFN L 1
Saliva samples Positive
” HHE YA A BH
Wo02 Saliva samples Positive
4 =3 ZEFN Bk
Saliva samples Positive
" Vi R 4 Hikes
Saliva samples Negative
i E RN a0 3
Saliva samplcs Positive
i YA A [l 3
Saliva samples Posilive
. YR AE A [0 ¢
Saliva samples Positive
- B YA A [
Saliva samples Posilive
o 9 Eﬂkﬁﬁi BI‘I_'T’%
Saliva samples Positive
' W AT A FH 1
Saliva samples Positive
8 WS AT A [H 1
Saliva samples Negative
5 e 7 A [3H
Saliva samplcs Negative
- I AT A [P
Saliva samples Negative
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. TR A FE
i Saliva samples Positive
— g &vﬁ#zﬁ BEI"&
Saliva samples Positive
- R e FE
Saliva samples Positive
g M 5 P A BE
Saliva samples Positive
: W 5 o A FAE
Saliva samples Positive
g G TEFN FE
Saliva samples Positive
— - ﬂ%vf&iﬁézﬁ BEI"T‘E
Saliva samples Positive
” TR A FE
Saliva samples Positive
. R EE N BE
Saliva samples Positive
- MY A A A £
Saliva samples Negative

W R IR S TR T, BT S R 0 K.
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 WFFFA

Research method

(1) i PR P RIS 7 X AN [ — AN AR AN R B A, ) B B SR TS 8 A1 A7 )
CRERR R 5 TR 5] IR R BRI 5 ), FE AR R ALY WL B pRE A 415R
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) U EEFERLIE A HUIT AR T I OB A& (R4S IRFEA TR, A illes il
FTIRGRITFET
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 KRR
Inspection standards

(1) ARIXECREREE AR NS R SRR 20 RGN SRR 52 DX 5 (150 ;
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) BYEA RIRGIRI 25 RS R IR F A — 2 RITAH & BA BRI AR 3R 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 HrFLG R
Research results
® 1 ARXEREHEFERT LR

Tab.1 Research results of different regions infected persons

ARG S X3 FEA A RARIRTE] (RO cAEARES i
Sample number Region Sample type Onset time (days) | Test results Remarks

X 1 RN

_— X H% 1 Eﬁﬁ?# q "
Area-1 Saliva samples
X I WAFE:

TT120 X8 1 &{ﬁﬁK ) 4
Area-1 Saliva samples
X 11 T 376 )

TT205 R ,ﬁﬁﬁéj{ 8 +
Area-1 Saliva samples
< | =

XH211 e uﬁ@ﬁﬁ 12 F
Area-1 Saliva samples
X I 1 WAL AN

XH104 s B 5 3
Area-1 Saliva samples
— e

p— [X 4 "ﬁ%d‘i’rﬂ& - N
Area-1 Saliva samples
X1 2 FIEYR A A

—— X i ﬁifﬁh‘# 5 N
Area-2 Saliva samples
X I 2 WA AN

S0097 s FE{&HA 2 e
Area-2 Saliva samples
EG MR

S2187 B2 _ﬁ@ﬁ* 5 +
Arca-2 Saliva samples
X1 2 R S3 F A

S1002 i ﬁ@ﬁ?{x 2 +
Area-2 Saliva samples
X3 SRR A

W1008 o S 1 +
Area-3 Saliva samples
X153 B A

W1129 S Il'ﬁ,ﬁ)ﬁ?/[ 4 +
Arca-3 Saliva samples
<13 T

W1082 B s 2 +
Arca-3 Saliva samples




X1 3 i

W1218 DB uﬁﬂﬁ 5 18 4
Area-3 Saliva samples
X1 3 ¥

WI1002 213, @ﬁﬁ = 5 ag
Area-3 Saliva samples

AR 2 BRYE ARG SRR AT T R

Tab.2 Research results of samples from infected persons at different stages of infection

23 A ST Y
wams | g oo | bk | PRI g | e
Patient code Onset time (days) samples type it Test results Remarks
5 ERITESN FH 1 o
Saliva samples Positive
P WA FH 1 5
Saliva samples Positive
W00l 9 e R +
Saliva samples Positive
3 RS PR 2
Saliva samples Positive
e A BItE B
Saliva samples Negative
" M 3 A R 3 -
Saliva samples Positive
" R s 1 1 N
W02 Saliva samplcs Positive
p EEEFN [HEkic M
Saliva samples Positive
. A Bt B
Saliva samples Negative
i WS 7 FH "
Saliva samples Positive
d I3 A A FH 1k -
Saliva samples Positive
. MR A a3 N
Saliva samples Posilive
. W AT A FHE N
) Saliva samples Positive
WO003 =
i WS AT A FH N
Saliva samples Positive
. e A A FH1E o
Saliva samples Positive
” R BT B
Saliva samples Negative
” R BITE B
Saliva samples Negative
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45 ERT TN FHTE
Saliva samples Negative

: WA A PR
Saliva samples Positive

—— . f@ﬁﬂ-ﬂfi ISEI.‘I.i
Saliva samples Positive

" W A PH 1
Saliva samples Positive

3 ER TR PF
Saliva samples Positive

» ERIYESN FE 4
Saliva samples Positive

2 RERAE A FATE
Saliva samples Positive

WO003 11 &Yﬁﬁq& BH‘E
Saliva samples Positive

- WA A PR
Saliva samples Positive

17 WA A FH
Saliva samples Positive

- M Y A Uik
Saliva samples Negative

7RG

Research conclusions

(1) FrAabfmED GBI R RIS o+ KR AR AP EZE =
There is no difference in SARS-CoV-2 Antigen Rapid Test (Saliva) testing sample from difference regions.

(2) BRI (R FNATE RS T A A R AL A AP =

o

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

infected persons in different infection stages.
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MAFRFEGUR (BB RAENE (Bke)
TR TR

SARS-CoV-2 Antigen Rapid Test (Saliva)

Research documentation of Interfering substances

1 B A48

Research basis

1261023

TR i ] 2 20 Wl B L R T RS SR o U P B AR ) €2019 L TR 25 470 I/ A R ) 1R
A B FFE A GRAT)Y PR T TR AT

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 S H K

Research purpose

RO AT AT LA B ) HETTAEA A B AL v IR T AR SR 2 g I | RS2 TR AT R

Evaluatc whether common or possible substances in the sample or related drugs that the paticnt may take have

an impact on the testing of this item.

3 BEFiAE

Research materials

3.1 B
Reagent
EA T it Aol FiE
Name Baich code Manufacturer Remarks
AT R U (D JE TR SR
RS RS || oo ios | BARAT St 25 A/t
SARS-CoV-2 Antigen Rapid ’ Xiamen WIZ Biotech Specification: 25tests/Kit
Test (Saliva) Co., LTD.
3.2 FHhikeE
Interference sample
ek e yya— R 2 TPTRp ol A7 e EAHES 4l E RV R R A 3
A ,ﬁ{_l_%:ﬂlle C Wi ?RE‘.{ (.)x{’g;xll dru;Il D éq%%gjn.ﬁﬁ.ﬂﬂ %ﬂfj‘ registration J].)rug manufacturer / 5 %Jiks
Aetysingrortont ongentratton congentration/quality stk nms number {China) | Suppliers of raw materials Remar
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m 2ty FARSER R AE IR
x = LN
WIE | ool s IKHTEAR A mowss7 | B9
Zanamivir & 2 Zanamivir Powder for Inhalation | National yao zhun zi| 1 dME S1MOSTe
H20103037 | Dongynan
Pharmaceutical Co., Ltd.
CE N ——
FIE — FIEFH A Hi0040014 | PPLETILZRARAE)
N 20pg/mL 0.1g o . - .| Zhejiang Zhebei
Ribavirin Ribavirin Tablets National yao zhun zi Phiriacettiosl So. Tid
H10940014 L
—_ B B R RT 2k
- HIEE | mamas
WA il SiigHil, T5ing PR LE b H20065415 sl N
Oseltamivir E = Oseltamivir Phosphate Capsules | National yao zhun zi dohang
H20065415 | Changjiang
Pharmaceutical Co., Lid.
RS =
BILAE Bl 100m BRI H20181115 AbbVie Deutschland
Lopinavir 8 B Lopinavir and Ritonavir Tablets [ National yao zhun zi| GmbH & Co. KG
H20181115
EEEsH
FHEA $30ug/ml 25m BILIERAEIE A H20181115 AbbVie Deutschland
Ritonavir HE g Lopinavir and Ritonavir Tablets | National yao zhun zi| GmbH & Co. KG
H20181115
REET |, PP
FWER | 4w 5% HRSTL S /R moneosey | HERAPSILAIRAS)
Umifenovir He 8 Asbidol Dispersible Tablets National yao zhun zi Lta;man PRI SR
H20060993 =
% e
miny | LSRR
L i i AR R H20056031 St
Levofloxacin e =k Levofloxacin hydrochloride capsules |National yao zhun zi Apasang
H20056031 Pharmaceutical Group
Ouyi Co., Ltd.
R Eee—
IR _ 55 FIEF B R AT wonseos | ERELEHEAT
2 3 4.5ug'mL 0.25g 3 M : 4 .| Shijiazhuang No.4
Azithromyein Azithromyein Dispersible Tablets | National yao zhun zi Ph tical Co.Lid
1120045504 armaceutical Co. |
[H 2T e sz
; 2B R
et i T 1 A H20013185 f &jﬁiﬁqiﬁm
Cefiriaxonc . g Ceftriaxone Sodium National yao zhun zi C? Lt ch :
H20013185 i
[k llrﬁj 253 W2k R
-7k FE& D g e G
i 1.1mg/ml 0.5 Ji‘ﬁﬁﬁ%.%h.ﬁ z .H“OU)J.*M ;| Shanghai Pharma Now
Meropenem Meropenem for Injection National yao zhun zi e e
20093466 Asia Pharmaceutical Co.,
= T4d
KERNREREART
iid 4 7 T By e oy
TR 50 i Uil 1000 7 TU/lmL BH AT a2b ﬂ!ﬁﬁﬁ | 24 S20113008 ¥ 514 )
St i 5 hundred 10 million TU/ml. Recombinant human a-interferon 2b | National yao zhun zi| Changehun heber
= thousand U/m1. i injection $20113008 biological technology
CO.LTD
— PR KA AL BV S Jaer | s
D o 0.2mg/ml 0.3g/100mL Peramivir and Sodium Chloride ¢ pineow .| Guangzhou Nanxin
oRn Tnjection PEbhAl ya A Pharmaceutical Co., T1d.
d 20130029 ek Le,
: A 2E T - A
—— WRMEAERIAMIIN | el | e
5 - 4ng/mL 80mg/100mL Tobramycin Sullatc and Sodium e % .| Huarcn Pharmaccutical
Tobramycin Chloride Fnicti National yao zhun zi Coltd
hlonde mjechon 120010825 Q.
EEOHI S ; T
L ; oy, e = SRS A
B o . HRE LA H31021062 Ak
4 20pg/mL lmg/mL : - S . . .| Shanghai Harvest
Phenylephrine Epimcphrine hydrochloride injection | National yao zhun zi S
31021062 Pharmaccutical Ce., Ltd.
P
— S T g | msaERAR
R 0.1 mg/mL 0.5mg/ml. Oxymetazoline Hydrochloride Nasal - “ " .| Nanjing Tianlang
Oxymetazoline National yao zhun zi i
Drops 120093702 Phammacsutical Co., Ltd.
W . —
2 : 6 - R HHIE =
R , : TR R AR TR ooosess7 | RN ERAHRAD)
0.1mg/ml, 10ug/ml. o ; .| Jewim Phammaceutical
Beclomethasone Beclometasone Dipropionate Aerosol | National yao zhun zi {Shandong) Co.. Ltd
1120059867 i i
[B& e (5% PSRN T o2/
bEE AT, Sk, TR b AR T T 1151020514 G|
Dexamethasone S = Dexamethasone Acetate Injection | National yao zhun zi| Chengdu Tiantaishan
1151020514 pharmaceutical C'o., TAd.
. ESp 3=
o RS FITA R Rl ol
o) 0.1 mg/mL 0.5mg/mL Fluticasone Propionate Inhalation i ~ | Glaxo Welloome SA
Flunisolide National yao zhun zi
i 1120130189
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—— 01%(1g &H lmg) 25y ?}gﬁﬁ‘@%”ﬁﬁiﬁﬁ
P il 30g/% e Sats L N 20067497 i
na.’:;n;tc mmuzizne e 0.1% (1g contains Triamcinolone acetonide eream | National yao zhun zi %]}lfjxﬁifcrgn CAL
1mg) 30g/branch H20067497 Co.. Ltd.
i o HE=Z 12 ; b e e e B
AT 2.75ng/mL 0.64mg/mL AR SR I%%{ET 'POI:OOZ_} i{'@’%iffﬁﬁrﬁ o~
Budes()nide 1IN, LO4mg/im Budesonjde Sprav ational ¥ao zhun 71 anghai .0' nson
= J20180024 Pharmaceutical Co., 1td.
T S PP e—
okdh i S BRERRALE H20183221 AL AL AR AR
g/mL 0.1%,10mg/10g : - ) .| Hubei Ketian
Mometasone Mometasone furoate cream National yao zhun zi Ph ical Co.. Lid
20183221 armaceutical Co., Ltd.
[HE T
B ; : BRER R E L 8 AR H20170104 GlaxoSmithKline
Fluticasone S3jgaL. ZiSgml, Fluticasone Furoate Nasal Spray | National yao zhun zi| (Ireland) Limited
H20170104
R TR Rl A
Histamine 10ng/mL Smg Histamine Hydrochloride Chemical = —
Hydrochloride material
FALH s B Sk B B
Sodium chloride Sodium chloride
HEA o FEA
Mucin A 2 Mucin o B
& - _ EMFA - athe
‘Whole blood Whole blood sample Medical institutions

4 BFF ik

Research method

(1) R, BRIFnGiyy 5 ) ik

Preparation methods of tablets, ointments and pure substances

OEAERE A R FE A SRR 51 LR 254907 e 22 i 0 IR L s

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

@FHFEREAR: AT 3.4X 10°TCIDso/mL [PHPEREA 53 5165 L 2475 8 BT 0K

Positive sample: Using the positive samples with concentration 3.4%10°TCIDsy/mL to dissolve the following

drugs to the required concentration,

w concentration/quality i
;[Lu:j.!;ji\jljr Shopinls Swg ;ggglﬁ\?:%(ﬁﬁﬁﬂ Inhalation
R A 0.1g .
OliTLJa?E]‘E;r g vouig ﬁgﬁiiﬁ iﬁ}%ﬂtﬁ Capsules
Faptu smg/ml. 1oomg Copinais i Rionsvi Tt
ﬁjlifjf\i o . Jﬁ%jf\fr ;:Ijiiﬁlﬂztj?jvir Tablets
e IR e TS [-]# i L
TE :ill.lrlljefoli\u gl 0lg i&?ﬂfgl[']%)fp,;jgfz ’{llablcls
Lt\iﬁﬁo:ii gl tlg ii@%goiﬂij%ﬂﬁflondz capsules
e = 2= o B L
Afﬂhﬁflim it hean izﬁﬁfwﬁstf);ispemible Tablets
Cﬁﬂlﬂ(ﬁi SRl '8 ifﬁlﬁff&dimn
A 1.1mg/ml 0.5g TR IR




Meropenem Meropenem for Injection
W e—— ET
Sodium chloride R I } Sodium chloride
HEA — #EA
Mucin Ak gl VoulLd 28 Mucin
(2) WAEZ
Liquid medicine

ORMEREAR: A FEATREUR > HUK DL R 25907 B 22 25 s VR L ) PRAR R B 5

Negative sample: Using the Extraction solution to dilute the following drugs to the estimated concentration of

the active substance.

@FRtERE A RABEAIRIUN . & 3.4 X 10°TCIDso/mL (I FHHEREAKE LLF 259085 1 25 25 il e A
PRI ELBA MR AR E IR 3.4 X 10°TCIDs/mL.

Positive sample: Using the Extraction solution, and the positive sample with concentration of 3.4 X

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

TP 5 PRI JE 2 A Ehy A4 TR EUR R TR
Active ingredient Concentration Original drug concentration/quality Drug name Or raw material name
50 73 U/mlL HHNTHER a2b R
a-THE 1000 73 TU/1mL _ _
. 5 hundred thousand o Recombinant human o-interferen 2b
u-interferon 10 million IU/1mL
U/mL injection
LISE TR S ] ME s AT S A S
0.2mg/ml 0.3¢/100mL
Peramivir Peramivir and Sodium Chloride Injection
THEE e A B A ST SR
) 4ng/mL 80mg/100mL Tobramycin Sulfate and Sedium Chloride
Tobramycin .
Injection
ESE B FISEREa R
) 20ug/mlL lmg/mL ) ) B e
Phenylephrine Epinephrine hydrochloride injection
4 RO HRERFE T Mg Sk
. 0.1 mg/mL 0.5mg/mL . .
Oxvmetazoline Oxymetazoline [ydrochloride Nasal Draps
fErER Bl e il
0.1lmg/mlL 10ug/mL . .
Beclamethasone Beclometasone Dipropionate Aerosol
M FEA R TR M R KR T
2 mg/mlL Smg/mL S
Dexamethasone Dexamethasone Acetate Injection
ENE T [N N SN e Sl
0.1 mg/mL 0.5mg/mL

Flunisolide

I'luticasone Propionate Inhalation Aerasol

224 18

Triamcinolone acetonide

10.5ng/ml

0.1% (lg &17 lmg) 30g/3%

0.1% (1g contams Img) 30g/ branch

Trnameinolone acelonide cream

A 2 12 " A M 5 P LR B 55
2.75ng/mL 0.64mg/mL
Budesonide Budesonide Spray
BEAHR HM TR LS
10ng/mlL 0.1%,10mg/10g
Mometasone Mometasone furoate cream
AEFR ) R B R TS )
) S5ug/mb 275ug/mL )
I'luticasone I'luticasene I'uroate Nasal Spray

_4
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e WL Al 2
A ' féﬁﬂhmfmﬁ .
10ng/mL Smg Histamine Hyvdrochloride Chemical
[Histamine Hydrochloride )
material
21 5% ZL AN AR SripEA AR
Whole blood 5% (hematocrit value) Whole blood sample(Fragment hemolysis)

(3) AT A& AT I B B VE R AR SR AR ™ D B B E ke, WS A R

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 e iatniE

Inspections standards

(1) FAYEREAR (FEAR4RBURD H BT I 45 R A B -

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

(2) BHPEREAR CFERMIE N 3.4 X 10°TCIDsy/mL) £ AT 1o i 45 52 S 1) SR B «

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

6 G R

Research results

£ 1 FHRMFEBT LR

Tab.1 Research results of interfering substances

4SS Test results
LA P S B A ,
Active Concentration to B A .(H: AR (ZLHREE 3. 4% 10°TCTD o/ml. 3 %E_ .
: : ; Negative sample 5 iy : = . Remarks
ingredient Evaluate (Fxtraction solution) positive sample (virus concentration
i 3.4x10°TCID5/mL)
AR 500ng/mL — +
Zanamivir
il 4 6k
g/ml. = +
Ribavirin “Rysgnl
Bn) 13 .
. — +
Oseltamivir 2ol
?Eu#b% 8 mg/mL — 4
Lopinavir
FEAF
i 530pg/ml. — +
[ Lk % 2R
Umifenovir Apgal. - =
Pl =
Levofloxacin 30pg/mL. _ N
[ i o 2 e
Azithromyein A - ’
PRI
: = 0. /ml, — +
Celiriaxone el
S )
— +
Meropenem L ngaal




Ak .
qﬂ
Sodium chloride S gl
REE i
Miicin 5% (5g/100mL)
s 50 7 U/mL
u?illjferﬁf':ain 5 hundred thousand
U/mL
[IIEHE?K% 0.2mg/mL
Peramivir
RAIBE ,
Tobramycin ‘gl
i .
Phenylephrine 20jigale
FE I i
Oxymetazoline UL gl
(SN
Beclomethasone A Lig,
HhFE AL
Dexamethasone &gl
FJedids
Flunisolide GLamEl
2 BTl
Triamcinolone 10.5ng/mL
acetonide
ik 0t 5
Budesonide Aingnl
Mometasone 10ng/nl.
Wb R .
IFluticasone 55pgfml,
SE AN
Histamine 10ng/mL
Hydrochlonde
4= SYATAN IR AR
Whole bload 3%( hematocrit value)

A RER AT R ks, B b 7 T P04 o A A L 38R S 6 3o S B R B ek e B2 A = TR
According to the experimental results, the interfering substances with corresponding concentrations in the

above list do not interfere with the detection ol reagents.

7RG R

Research conclusions

BARUDRAEHUR (FERD RNSRS RESID AR WAN, 259 E 78 Akl 45
LES A
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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SARS-CoV-2 Antigen Rapid Test (Saliva)

The limit of detection research documentation

1 B A48

Research basis

focdiE v I 1 5 24 s 1 L RS IR AR W 1 e AR ) €2019 37 B R 25470 SR AT A Rl 1A
FFE A A R S GR4T)) F1 CLSI B A EP-A12 (User protocol for cvaluation of qualitative test
performance; approved guideline ) AT HARK H FRAfE S ITAL .
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 B EHI
Research purpose
T A AICRS (1 R B T 5 B A AT S (0 A U, W I B TR A R A T IR e, i O R
AT St
The sensitivity of this product 1s clarified by studying the limit of detection, and the rehiability of the obtamned

sensitivity 1s clanfied by verifying the culture dilution.

3 BFFEA R

Research materials
3.1 A&
Reagent
A RERI DTS () AT S R, EITAESYRE R AR .
SARS-CoV-2 Antigen Rapid Test (Saliva), Xiamen WIZ Biotech Co., LTD,
3.2 WL EEE TR
SARS-CoV-2 culture
oL A8 K SE R BT A ARTE R H5 574, WRIE 3.4%10° TCIDso/mL.
The heat-inactivated SARS-CoV-2 culture with concentration of 3.4%10° TCTDsy/mlL.
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3.3 WA

Dilution solution

AR ARG, BRRERZE AP (pHT7.420.2).
Extraction solution of the reagent kit, Phosphate Buffer Solution (pH7.4+0.2)

4 BRI

Research method

() I FAE fH5

Initial screening of cutoff value

KB BRER SHE # GRE: 3.4x10° TCIDso/mL) %M 10 {55 TR, SHFR
FEANLH S0uL 2 — K PEBURER (R NRRRRE 6 =14, Fr BRIl — VR RS, 4RI AE
ASEBTTEEAG — DE B R AT b 2, AR AR AR YR R RAT I TR T A, R Al Dy i
SRAHE i 7 R RN A
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.

(20 IS E

Determmation of cutofT value

R 0 A0 I B T R FE AP i SME BT B A AR (2 R AR R,
B FRERRAEAMUR SOpL R PEIPE R CRE N AR BE R % — 40, R AR BRipl IR PR S
FERRE AR Jr s K P ORERR AT AL B, AL S R RE AARYEAS W s B AT A, @l e
7 2R W] S B 0
Accordmg (o the delermined nitial 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 diluied 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 treatcd sample 1s tested according to the test method of reagent. The cutoff value of the reagent is

determined by this test method.

(3) I SHE &R
Verification of cutoff value

AR (2 i lhSME, BRI R RS 38 7 GRE: 3.4%10° TCIDsy/mL) 43
FPATECH 5, MG MR a2 I YME, MR S50uL = IR PEIRFEE (R
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FAEEGIR 20 610, FrAGRRm —PEBREREIR UG, FRIRRE AL IR T R4 — IR BT AL B, &
B FOREAARYE R A U T i AT A I, T A I A VAR A TR M SR P B
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 iRk
Inspection standards

(1) i FHE BRI i SHEL R 2 R W SRR VAR AR e b, BIRRYESS R — DR i g 4.
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) 5 FHE R 3 UER 2 95% I PHdEZE, B 20 doks i AME T 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 ARG R

Research results

6.1 Iln SRR
Initial screening of cutoff value
A1 G SHETR T I JE s

Tab.1 Initial screening research results of cutoff value

WIST S | g X
Concentration/No.
3.4x10° TCIDsy/mL + 3 4
3.4x10* TCIDsy/mL + + &
3.4x10° TCIDsy/mL - - S
3.4x10* TCIDs/mL + g +
3.4x10'TCIDs,/mL — — _
3.4x10° TCIDsy'mL — - o

6.2 I SE M 2

Determination of cutoff value
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%2 I FERT E T FES

Tab.2 Determination research results of cutoff value

WS i 8 "
Concentration/No.

1.36x10° TCIDso/mL + % 2
6.8x10° TCIDsy/mL + ¥ &
3.4x10° TCIDsy/mL + + +
1.7%10° TCIDsy/mL + 3 %
0.83x10° TCIDs,/mL + — s
0.43x10° TCIDsy/mL — g -

6.3 i FE I HHIE

Verification of cutoff value

R 3 I AR AERT FLLS

Tab.3 Verification research results of cutoff value

W5 1.7510° TCIDso/mL 0.85%10° TCIDsy/mL
Concentration/No. 1 2 3 | 5 5
1 + + + — — —
2 -+ —+ + — — £
3 + + + — I o
4 i iE + + — —
5 + + + = = —
6 + + + — — —
7 e + + — v 4
8 + + + — — —
9 +: + + + — —
10 + + + - e §
11 + + + = - ey
12 + + it — + s
13 -+ + —+ — - _
14 + + + — — e




15 o - o i+ — —
16 + 2 + — — +
17 - + + —_ — —
18 2 o5 + + + =
19 + % + — — +
20 + + i + — —
e 20/20 20/20 20/20 5120 4/20 520

HRAE DL A T T, AR B A R AR AR, Hh BRI S e 28 58 Dy 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.

7RG

Research conclusions

P SRR (R RPRA S RS SRR IR U 2 1.7410° TCIDs¢/mL, #3t

GEESUPREIE AT =R

The limit of detection on the SARS-CoV-2 Antigen Rapid Test (Saliva) Test is 1.7%x10° TCIDso/mL, and the

results are reliable after relevant research and verification.
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B PEREPPAE SR

Section 4 Performance Evaluation Conclusion

BRI R PUR R R E (R 2 LT IERE:
The Performance of SARS-CoV-2 Antigen Rapid Test (Saliva) meets the followimng requirements:
1 $RRHORERIAT =™ W S PERE VAL, 7 W ARSI AR R
According to the technical requirements, the whole performance evaluation of three baiches of products can

meet the relevant requirements:

1) PRtk ae.
Physical properties

SR AW RTEE, FRINAENT, A NTFREM S, NN, 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 . AR AT EENAMET 10mm/min.

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

NRSR TR : TSR B RERIA /N T 2.5mm.
Width of strip: The width of the strip should not be less than 2.5mm.

(2) BRGS0 NI~N10 RS R ITE, BIMERF& 2 10710,
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) FHYERFG 2 BEME S50 P1~P4 DOREIIES R AP E, FHVER &% 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) FICRE IR : mACREIER DL1. DL2 (ki 2s R4 B YL, DL3 [ E 2l B nf AR P BH Ak o
The limit of detection: DL1 and DL2 enterprise references should all be positive, and DL3 enterprise

reference can be positive or negative.

(5) fEME: AEVES L CVL A CV2 B 10 IR RESVIETE, AR O0RES—EtE.
Repeatability: The 10 test results of the repeatability reference CV1 and CV2 should all be positive, and the

color intensity is yniform without color difference,

2 HOOK RIS « 750 Rt 3 BE 00 150 C i ) R MR 550 o OB 35 ZEWT IR 1Y Oy 3.40%10° TCIDso/mL
8 H N A~ HOOK R
HOOK effect: There is no HOOK effect when SARS-CoV-2 Antigen Rapid Test (Saliva) tests sample below
the virus concentration of 3.40%10° TCIDso/mL.

3 AN FALERFE SR (R R & Ok SMPRGERes . 5 WL RmE S
B LA R 9 ] P A 38 SR
Cross-reaction: The SARS-CoV-2 Antigen Rapid Test (Saliva) has no cross-react with microorganisms such as

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



4 AR DX Sk e B e A (R R eS0T -

Study on infected persons in different regions and samples of infected persons in different infection periods:

(1) FHAERPEPUE (WD RNAAE (RS 3T KR AR A2 Fs
There is no difference in SARS-CoV-2 Antigen Rapid Test (Saliva) testing sample from difference regions.

(2) HMFERHEPUE OB fNRA & (REaiE) X TR ETEA F P BRI A L
FEES-
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.

5RO BRI R PR (MR SRR (R4 EAHRCE A, ZiPmiiEd
BRI A &5 S AN 52
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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