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1. BARKEMIFR (4T REUE) Limit of Detection (Analytical sensitivity)

1.1 BRI PRAIFHIA Validation of LoD

IEE 3 4 B SR FEA Y 2019-nCoV Bl IR A FEIAT RO EERMRE, REMAE A3 1600,
800, 400, 200, 100 TCIDso/ml ¥ & ] 2019-nCoV Ni&EFEAS, 203 3 HEARF &R, it
RGN BRI REARE SRR 20 ¥k, ik, XFFE—mFEA, 3 fta i
60 WX, WERANEEEESEHT T 3 HLRFIE AT 180 IRE L. 4R TR, AR T
FEACNTR AR B A FEN G488k (4 PCR K S I

We selected three negative nasopharyngeal swab samples mixed with 2019-nCoV pseudovirus for
serial gradient dilution, then 2019-nCoV contrived swab samples at the concentration of 4000,
2000, 1000, 500, 250 pfu/ml of each sample were obtained. Three batches of the kit were used for
testing, and each batch was tested 20 times for each sample of each gradient. Thus, for each
sample, three batches were tested for 60 times in total, so three batches of kit were tested for 180
times in total for each gradient. Results are shown in the table below. Negative nasopharyngeal
swab samples were donated by health personnel returning to work of our company (negative

nasopharyngeal swab detected by PCR method).

FAe S Jope — W K 2 0
i 5, gy | HHE=00%
H AR
JEVN R The lowest
- .
= Con.centra » IEY » e » e virus
Sample tion SH SH RS concentration
Detecti Detecti Detecti
No. TCIDso/ml Results Results Results that was
on rate on rate on rate detected =
90%

1600 20/20(+) | 100% | 19/20(+) | 95% | 20/20(+) | 100%

800 2020(+) | 100% | 20/20(+) | 100% | 19220(+) | 95%

200
N1 400 19/20(+) | 95% | 1920(+) | 95% | 20/20(+) | 100%
TCID50/m1
200 19/20(+) | 95% | 20/20(+) | 100% | 18/20(+) | 90%
100 15/20(+) | 75% | 1420(+) | 70% | 12/20(+) | 60%
1600 2020(+) | 100% | 20/20(+) | 100% | 1920(+) | 95%
800 2020(+) | 100% | 19/20(+) | 95% | 20/20(+) | 100% 200
N2
TCID50/m1

400 1920(+) | 95% | 2020(+) | 100% | 20/20(+) | 100%

200 1820(+) | 90% | 19/20(+) | 95% | 20/20(+) | 100%
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100 1320(+) | 65% | 1420(+) | 70% | 14/20(+) | 70%

1600 20/20(+) | 100% | 20/20(+) | 100% | 19/20(+) | 95%

800 19/20(4) | 95% | 2020(+) | 100% | 20/20(+) | 100%

200

N3 400 | 20/20(+) | 100% | 20/20(+) | 100% | 19/20(+) | 95%
TCIDso/ml

200 18/20(+) | 90% | 2020(+) | 100% | 19/20(+) | 95%

100 1420+) | 70% | 152000 | 65% | 1620+) | 80%

g5t DAL, S ARAS I PR AE i E Y 200 TCIDso/ml.

Conclusion: From the results showed above, the limit of detection was preliminarily determined as
200 TCIDso/ml.

1.2 BRI PR FIIAE Verification of LoD

EL 3 B ST REA S 2019-nCoV BB HH IR & I TR R, R FEARE] 350,
175, 87.5 TCIDso/ml ¥R B 1] 2019-nCoV NIEREA, 43l 3 LA G ill, Stk &l
SR B (R — I FEAR B A 20 WK, gk, SR EEA, 3 HEATHR 60 R, K
REABESHAT T 3 ORI & AT 180 RE LA . 45 R NR . P SR T A A
IR B ERE N GUABRR (4 PCR K IILEIR LT B .

We selected three negative nasopharyngeal swab samples mixed with 2019-nCoV pseudovirus for
serial gradient dilution, then 2019-nCoV contrived swab samples at the concentration of 350, 175,
87.5 TCIDso/ml of each sample were obtained. Three batches of the kit were used for testing, and
each batch was tested 20 times for each sample of each gradient. Thus, for each sample, three
batches were tested for 60 times in total, so three batches of kit were tested for 180 times in total
for each gradient. Results are shown in the table below. Negative nasopharyngeal swab samples
were donated by health personnel returning to work of our company (negative nasopharyngeal
swab detected by PCR method).

i =
it Bt B 95% 1Ak
\ i e
FEA i W
5 Concentra The lowest
Sample | - tion Rt Rt R |
No. pfu/ml 45 45 45 concentratio
Detecti Detecti Detecti n that was
Results Results Results
on rate on rate on rate detected >
95%
N4 350 | 2020(+) | 100% | 20/20(+) | 100% | 1920+) | 95% 175
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175 20/20(+) | 100% | 20/20(+) | 100% | 19/20(+) | 95% | TCIDso/ml
87.5 1720(+) | 85% | 1620(+) | 80% | 14/20(+) | 70%
350 2020(+) | 100% | 20/20(+) | 100% | 20/20(+) | 100%
175
N5 175 2020(+) | 100% | 19/20(+) | 95% | 20/20(+) | 100%
TCIDs¢/ml
87.5 1420(+) | 70% | 1520(+) | 75% | 13/20(+) | 65%
350 19/20(+) | 95% | 2020(+) | 100% | 20/20(+) | 100%
175
N6 175 2020(+) | 100% | 19/20(+) | 95% | 20/20(+) | 100%
TCIDs¢/ml
87.5 1520(4) | 75% | 1620(+) | 80% | 14/20(+) | 70%

45t DAL, mARAS IR A E Y 1.75%10% TCIDso/ml.

Conclusion: From the results showed above, the limit of detection was confirmed as 1.75%10?

TCIDso/ml.

2. S Hide % Analytical specificity
2.1 ZZX R Cross reactivity

R 3 #ARFRGR, X R SR AR sl PRCRE R AR AL A8 HEAt s B EAT 52 SO BRI 7E 03
AHEI 1R GERIABATE . K56 B A A IR A 1 S AT HEA S 2019-nCoV B

HRAEE.

Three batches of kits were used to study the cross-reaction of other pathogens with similar antigen

structure or similar clinical symptoms, and each sample was tested once. The results were all

negative. Positive samples for testing were obtained by mixing negative nasopharyngeal swab

samples with 2019-nCoV pseudovirus.

R RE SRS SO R S A

that

cross-reaction

Pathogens may

cause

it

it 1

=

AR EE HKUI

Coronavirus HKU1

TR EE OC43

Coronavirus OC43

jeb IRI7 B NL63

Coronavirus NL63
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AR FF 229E

Coronavirus 229E

FH Y 3 JBJ5 2 2009H 1N 1

Influenza A virus 2009HIN1

AR B B 21 1 HIND

Influenza A virus seasonal HIN1

FF R 9t B B H3N2

Influenza A virus H3N2

FH Y i JB%5 2 HSN1

Influenza A virus H5N1

AR B B HTNO

Influenza A virus H7N9

10

LALURSR H Yamagata

Influenza B virus Yamagata

11

LR BE Victoria

Influenza B virus Victoria

12

P F L

Respiratory syncytial virus

13

SR (A4D

Rhinovirus (group A)

14

By (B4

Rhinovirus (group B)

15

BREE (c 4D

Rhinovirus (group C)

16

WEIGE R R (1 7D

Respiratory adenovirus type 1

17

WEIGE R R (2 D

Respiratory adenovirus type 2

18

W E R EE (3 )
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Respiratory adenovirus type 3

19

WPIGE B RE (4 )

Respiratory adenovirus type 4

20

WEIRTE (5 )

Respiratory adenovirus type 5

21

WEIRTE (7 )

Respiratory adenovirus type 7

22

WP TE R aE (55 1)

Respiratory adenovirus type 55

23

fmiEsE (A 4

Enterovirus (group A)

24

frigma (B 4D

Enterovirus (group B)

25

frigsma (C 4D

Enterovirus (group C)

26

fmiEsE (D 4

Enterovirus (group D)

27

EB Ji 8 AKX 5T PR

Epstein-barr virus capsid antigen

28

R % 2 Measles virus

29

PNEL: bt

Human cytomegalovirus

30

¥ IRA B Rotavirus

31

W UNJH 5% Norovirus

32

JIB IR 28 974 5% Mumps virus

33

AR

Varicella zoster virus

34

EIJ B4 75 Parainfluenza virus

35

Jii 9 SR AR
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Mycoplasma pneumoniae

it AR S A - - -

36
Chlamydia pneumoniae

37 | IfLFF B Haemophiluspamsuis - - -

38 | MERS - - -

it DR EW, AXFESERm#E (HKUL. 0C43. NL63. 229E) . MERS. H

RFEGR R (2009HINT. Z=F5 1 HINT. H3N2. H5N1. H7N9) . Z B (Yamagata.
Victoria)  PEWGEA MR EE. 52965 (A By C4) . MIERAYHRTE (1~5. 7. 55 %) |
miEw# (AL B. C. D4 . EB B ASTHUR . BB TE. NEAMRBEEE. 3Rm .
WUE S BRI R AR R . RITBOR R Ml g SRR R AR i
FFEBEAS R AEAE SR o

Conclusion: The results show that there is no cross-reactivity with the following pathogens:
Coronavirus (HKU1, OC43, NL63, 229E); MERS; Influenza A virus (2009H1N1, seasonal HIN1,
H3N2, H5N1; H7N9); Influenza B virus (Yamagata, Victoria); Respiratory syncytial virus;
Rhinovirus (group A, B, C); Respiratory adenovirus (type 1~5, 7, 55); Enterovirus (group A, B, C,
D); Epstein-barr virus capsid antigen; Measles virus; Human cytomegalovirus; Rotavirus;
Norovirus; Mumps virus; Varicella zoster virus; Parainfluenza virus; Mycoplasma pneumoniae;
Chlamydia pneumoniae; Haemophiluspamsuis.

2.2 FIYH Interfering substance

L 2019-nCoV B 5 B &M T AR S/ BIGEREA,  DASS IR S A B0 NI A
VENFERIREA, \55225? arJEs o REINR R IR T IO IR R A . R AT 3
ARSI, R FEARIIREIN 2 1

Contrived samples were obtained by mixing 2019-nCoV pseudovirus and negative
nasopharyngeal swab samples. The weakly positive nasopharyngeal swab of contrived sample
was taken as the basic sample, divided into several equal parts, and then the interferences shown
in the following table were added respectively as the test samples. Each sample was tested with 3
batches of kit, and each sample was tested twice.

\ ) RIS T Test
FHW) Interfering substance BRI Les
concentration
#hH H Mucins 1%
I.3% Human blood 5%
. 1.125mg/mL
Nasal spray Oxymetazoline
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HZEKAR
AR 0.009mg/mL
5P Y K Dexamethasone
Nasal corticosteroids = R R
EEWERL Vo
Flunisolide 0.75mg/mL
PNENdia
Zicam Cold Remedy Bt Sulphur 335mg/mL
Nasal Gel
VAR IR 22 A 245 1)
Allergic symptom 4 9% Kim Anh 4.5mg/mL
relief drug
I Al PRI 77 S ik A
. 1.875mg/mL
Oral anesthetic Benzocaine
e LK
.. 75mg/mL
Antiviral drug Zanamivir,
1 é’_::/ N ;-E‘?—‘ 'T%'ﬁ_;
ke, SIS Py
Antibiotics, nasal . 33.5mg/mL
. Mupirocin
ointments
Eoe= QLN E2i] ZATHR
. o . 0.3mg/mL
Systemic antibiotics Tobramycin
TIERGHZ ZFHET Kalii
Immune system Dehydrographolidi 3.8mg/mL
medication Succinas
B W] UCAR (s o)
Aspirin
.04¢/L
(enteric-coated 0.04¢/
tablets)
Ib7Fﬁ ﬁf‘én i%&tﬁ ies) 0-2¢/L
. u u
B proTen s
Antipyretic X OB (2%
R
Acetaminophen 450mg/L
(slow-release
tablets)
JESEEFHF
. L
Nimesulide Tablets 0.05¢/
AR
Results:
T4 Interfering substance SRIb v RE F—Ht E i 4
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Test

concentration
i 1 Mucins 1% 22 () | 22 () | 22 ()
I3 Human blood 5% 2/2 (+) 2/2 (+) 2/2 (+)
B ——
P2 F e 1.125mg/mL | 2/2 (+) | 222 (+) | 212 (9
Nasal spray Oxymetazoline
b ZEKAL
5 R R K Dexamethasone 0.009mg/mL | 2/2 (+) 2/2 (+) 2/2 (+)
I Nasal e
corticosteroids RJBFHL 0.75mg/mL | 22 (+) | 222 (+) | 272 (+)
Flunisolide
5 HER
Zicam Cold Bifi# Sulphur 335mg/mL | 22 (£ | 22 (9 | 212 (+)
Remedy Nasal
Gel
IR IRE
72’%":‘ .
WRZ5) Allergic | e i A 45mgmL | 22 (5 | 22 (+) | 22 ()
symptom relief
drug
1R RR R ST
A 1.875mg/mL | 22 (+) | 22 (+) | 22 ()
Oral anesthetic Benzocaine
TURTEEY) ,
EHJ?]UKEE 75mg/mL 2/2 (+) 2/2 (+) 2/2 (+)
Antiviral drug Zanamivir,
PR, SR .
‘E Antibiotics, %@EE 33.5mg/mL | 2/2 (+) 2/2 (+) 2/2 (+)
. Mupirocin
nasal ointments
HPUE 2 =
AL TR
Systemic ) 0.3mg/mL 2/2 (+) 2/2 (+) 2/2 (+)
o Tobramycin
antibiotics
KRG ZFHET Kalii
Immune system | Dehydrographolidi 3.8mg/mL 2/2 (+) 2/2 (+) 2/2 (+)
medication Succinas
Bl =] UEAK (s o)
Aspirin
\ . 0.04g/L 2/2 (+) 2/2 (+) 2/2 (+)
1Bley (enteric-coated &
. . tablets)
Antipyretic
AT CRUL) 02¢L |22 (v |22 () |22+

Ibuprofen (granules)
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Xf I (5%
D
Acetaminophen
(slow-release
tablets)

450mg/L

2/2 (+)

2/2 (+)

22 (+)

JEEEH
Nimesulide Tablets

0.05g/L

2/2 ()

2/2 ()

22 (+)

giit: DLESURRY], NI HEE, BURBUNE R & TP & ARl 45 R -

FE IR HUTFERFA . BUBHINL . BRAsf.

GO RKEREL UK. RILY R, ZAi%E =R,

ZFIET BIRIUCH Ui figsy (BRD X OBEEEEm (R . JekEFR A .

BT R B LRIE I AT I, 5 A AR A B T IR AT AR A

Conclusion: The results show that human blood and mucins will not interfere with the results of
the kit. The following common drugs will not interfere with the results of the kit: Oxymetazoline,
Dexamethasone, Flunisolide, Sulphur, Kim Anh, Benzocaine, Zanamivir, Mupirocin, Tobramycin,
Kalii Dehydrographolidi Succinas, Aspirin (enteric-coated tablets), Ibuprofen (granules),
Acetaminophen (slow-release tablets), Nimesulide Tablets. The color line of each test card is

clearly visible, there is no visible change in color rendering compared with the basic samples.
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