English
SARS-CoV-2/Flu A+B/RSV Antigen Rapid Test

FOR PROFESSIONAL USE ONLY

Product Name

SARS-CoV-2/Flu A+B/RSV Antigen Rapid Test

Intended Use

The SARS-CoV-2/Flu A+B/RSV Antigen Rapid Test is intended for in vitro
qualitative detection to severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) antigen, influenza A+B [Flu A+B) antigen and respiratory syncytial
virus (RSV) antigen in human nasopharyngeal swab or oropharyngeal swab
samples.

SARS-CoV-2 antigen reagent is used for SARS-CoV-2 Antigen test of novel
coronavirus suspected populations appear symptoms within 7 days. Positive

MATERIAL NEEDED BUT NOT PROVIDED

1. Timer

2. Personal protective equipment, such a protective gloves, medical mask,
goggles and lab coat.

3. Appropriate biohazard waste container and disinfectants.

Storage and Shelf-Life

Store in the sealed pouch at 4-30°C. DO NOT FREEZE. Valid for 24 months and
aveid using expired products,

The reagent can be transported at room temperature for a short time. Some
protective measures should be taken in hot summer and cold winter to avoid
high temperature or freeze-thaw, It must be used in one hour if opened
(Humiditys60%, Temp: 20°C-30°C). Please use immediately when the
humidity>60%.

Sample Requirement

Sample Collection

result of the antigen test can be used for early triage and rapid mar of
suspected populations, but it cannct be used as diagnosis basis of SARS-CoV-2
infection. Negative results do not rule out SARS-CoV-2 infection and should not
be used as the sole basis for treatment or patient management decisions.
Further nucleic acid detection should be carried out for suspected population
whose antigen test result is positive or negative,

This reagent is only for professional use, not suitable for family test. The test
results are only for clinical reference and it is recommended to conduct
comprehensive analysis of the disease condition in combination with clinical
manifestations of patients and other laboratory tests; it is not suitable for
screening of general population.

Test Principle

According to the gold immunochromatographic test principle, the double
antibody sandwich immunochromato-graphic assay was used to detect
SARS-CoV-2, Flu A+B and RSV antigen in the samples.

SARS-CoV-2:

When the sample contains SARS-CaV-2 antigen, the antigen binds with the
corresponding gold labeled monoclonal antibody to form a compound, meving
forward under the chromatography, then combines with the coated antibody
in the test line to form Au-SARS-CoV-2 monoclonal antibody
1-antigen-SARS-CoV-2 monoclonal antibody 2 complex to condenses into a red
band (Test line, T), indicating a positive result. When the sample does not
contain SARS-CoV-2 antigen, complex cannot be formed in the test line, and no
red band appears, indicating a negative result.

Flu A+B;

When the sample contains influenza A virus antigen, the antigen binds with the
corresponding gold labeled monoclonal antibody to form a compound, moving
forward under the chromatography, then combines with the coated antibody
in the test line (T2} to form Au-influenza A virus monoclonal antibody
1-antigen-influenza A virus monoclonal antibody 2 complex to condenses into a
red band (Test line, T2), indicating a positive result, When the sample does not
contain influenza A virus antigen, complex cannot be formed in the test line
(T2}, and no red band appears, indicating a negative result.

When the sample contains influenza B virus antigen, the antigen binds with the
corresponding gald labeled monoclonal antibody to form a compound, moving
forward under the chromatography, then combines with the coated antibody
in the test line (T1) to form Au-influenza B virus monoclonal antibody
1-antigen-influenza B virus monoclonal antibody 2 complex to condenses into a
red band (Test line, T1), indicating a positive result, When the sample does not
contain influenza B virus antigen, complex cannot be formed in the test line
(T1), and no red band appears, indicating a negative result.

Rsv:

When the sample contains RSV antigen, the antigen binds with the
corresponding gold labeled monoclonal antibody to form a compound, moving
forward under the chromatography, then combines with the coated antibody
in the test line to form Au-respiratory syncytial virus moneclonal antibody
l-antigen-respiratory syncytial virus monoclonal antibedy 2 complex to
condenses into a red band (Test line, T), indicating a positive result. When the
sample does not contain RSV antigen, complex cannot be formed in the test
line, and no red band appears, indicating a negative result.

No matter whether the samples contain antigens or not, the gold labeled
monoclonal antibody will combine with the coated goat anti-mouse IgG
antibody at the control line to form a complex and condenses into a red band
(Control line, C).

Compenents
Test panel:
Com its
o Test line Geld conjugate pad Control line
Test panal
SARS-CoV-2 Goat
SARS-Cov-2 :f:if:\:‘: antibody 2 | Monoclonal antibody | anti-mouse
i [ IgG antibody
: £ Influenza B virus
E{;:‘Oﬂ‘::::?:‘ ::;:sd 2 monoclonal antibody | Goat
Flu A+B Y2:irifluenza A virus ¥ 2| 1; Influenza A virus anti-mouse
meonocional antibody 2 Tunu:lonal antibody | gG antibody
Respiratary syncytial Respiratory syncytial Goat
RSV virus monoclonal virus monaclonal anti-mouse
antibody 2 antibody 1 1gG antibody

Extraction Reagent: Tris (hydroxymethyl) methyl aminomethane buffer with
surfactant.

This product provides two different packaging forms, the packaging form 1 or 2
can be selected according to the demands.

Package type 1:
ification
——_OPecllic2tion | 50 tests/kit |25 testsfkit| 40 tests/kit | Remark
Ingredients
Test panels and ‘desmmnts in 20 5 0
a sealed foil pouch
Extraction Reagent 6.5mL*2 | 7.5mL"2 6.5mL"4
Extraction tube 20 25 40 Optional
Swab 20 25 40 Optional
IFU 1 1 1
Package type 2:
ification
S aedh 20 tests/kit [25 tests/kiy| 40 tests/kit | Remark
Ingredients
Test panels and .desncmnts in 20 25 %
a sealed foil pouch
Extraction Reagent 0.5mL*20 | 0.5mL"25| 0.5mL"40
Swab 20 25 40 Opticnal
IFU 1 1 1

Collection method of yngeal swab:

The operator holds the swab by the right hand and holds the head of the
subject fixedly by left hand. Do not overexert to avoid traumatic hemorrhage.
‘When the cusp of the swab touching the paries posterior of the pharyngenasal
cavity, letting the swab remain in the place for a few seconds (about 3 seconds)
and rotating the swab gently for one cycle, and then remove the swab slowly.
Using the same swab, repeat this process for the other nostril to ensure that an
adequate sample is collected from both nasal cavities.

Collection method of oropharyngeal swab:

The head of the person to be collected is slightly tilted and his mouth is wide
open, exposing the pharyngeal tonsils on both sides. Wipe the swab across the
root of the tongue. Wipe the pharyngeal tonsils on both sides of the person to
be collected back and forth with a little force for at least 3 times, and then
wipe up and down the posterior pharyngeal wall for at least 3 times. Avoid
touching your tongue, cheeks or teeth when sampling. Just after drinking water
or beverages, sampling samples cannot be used for testing.

Note: The sample should not be Inactivated.

Sample preservation

After the samples of human nasopharyngeal swabs and oropharyngeal swabs
are collected, the swabs should be processed as soon as possible and tested
within 1 hour. If it cannot be tested immediately, it can be stored at 2-8"C for 4
hours and long-term storage is not recommended.

Sample Treatment

Package type 1 treatment method:

1. Add 500uL of sample extraction reagent into the sample extraction tube
(add about 20 drops vertically if using a dropper).

2. Insert the swab after sampling into the reagent of the sample extraction
tube, rotate and squeeze the swab against the inner wall of the tube for 10
times vigorously to make the sample dissolve in the solution as much as
possible.

3. Squeeze swab head along the inner wall of the extraction tube to keep the
liquid in the tube as much as possible, Take out and discard the swab, and the
extracted solution will be used as test sample.

4. Cover the lid and wait for inspection.
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Package type 2 treatment method:
1. Open the sample extraction tube.
2. Insert the swab after sampling into the reagent of the sample extraction
tube, rotate and squeeze the swab against the inner wall of the tube for 10
times vigorously to make the sample dissolve in the reagent as much as
possible.
3. Squeeze the swab head along the inner wall of the extraction tube to keep
the solution in the tube as much as possible. Take out and discard the swab,
and the extracted solution will be used as test sample.
4. Close the lid and open the cap for inspection.
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Test Procedure
Instructions must be read entirely before taking the test. Leave the reagent and
sample at room temperature for 30 minutes before use. Return to room
temperature. Do not open the inner packing until it is ready. Use it as soon as
possible after opening the inner packing.

1. Open the tear hole of the aluminum foil bag, take out the test panel and lay
it flat.

2. Add 2-3 drops of the treated sample extract solution (about 60uL-80pL)
vertically into the sample well of the test panel.

3. The results should be observed after 15 minutes and showed invalid after 20
minutes.

Note: The diagram is for reference only. See the real object for details.The
appearance and color of panel may be different from the actual preduct, which
has no effect on normal use.

Interpretation of Result
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Interpretation of Result

[Samples did not contain FLUA/B,SARS-CoV-2 and
RSV antigens or the content was lower than the|
minimum detection limit of corresponding|
product

jSamples contain  FLUA/B,SARS-CoV-2 and RSV
antigens

Samples contaln  FLUA/B  and  SARS-Cov-2|
3 o | - - - [antigens, not contain RSV antigen or the content]

jwas lower than the minimum detection limit
[Samples contaln FLUA/B and RSV antigens, not|
+ - + |contaln SARS-CoV-2 antigen or the content was)
lower than the minimum detection limit

Isamples contain FLUB,SARS-CoV-2 and RSV
H + | - + + |antigens, not contaln FLUA antlgen or the content
[was lower than the minlmum detection imit
ISamples contain FLUASARS-CoV-2 and RSV|
6 - - + + [antigens, not contain FLUB antigen or the content]

|was lower than the minimum detection imit

ISamples contain FLUA/B antigens, not contain|
[SARS-CoV-2 and RSV antigens or the content was|
lower than the minimum detection limit of
corresponding product

[samples contaln SARS-CoV-2 and RSV antigens,|
Inot contain FLUA/B antigens or the content was)
lower than the minimum detection limit of
lcorresponding product

Somples contain FLUA and RSV antigens, not]
contain FLUB and SARS-CoV-2 antigens or thel
content was lower than the minimum detection|
llimit of carr product

lsamples contain FLUA and SARS-CoV-2 antigens,
Inat contain FLUB and RSV antigens or the content|
was lower than the minimum detection limit off
corresponding product

Samples contain FLUB and SARS-CoV-2 antigens,
not contain FLUA and RSV antigens or the content|
was lower than the minimum detection limit of]
corresponding product

[Samples contain FLUB and RSV antigens, not
contaln FLUA and SARS-CoV-2 antigens or the
content was lower than the minimum detection|
limit of corresponding product

Samples contain FLUB antigen, not contain|
FLUA,SARS-CoV-2 and RSV antigens or the
content was lower than the minimum detection|
limit of corresponding product

ISamples contain FLUA antigen, not contain
FLUB,SARS-CoV-2 and RSV antigens or the content|
was lower than the minimum detection limit of
corresponding product

Samples contain SARS-CoV-2 antigen, not contain
FLUA/B and RSV antigens or the content was
lower than the minimum detection [imit of
corresponding product

Samples contain RSV antigen, not contain FLUA/B|
land SARS-CoV-2 antigens or the content was|
lower than the minimum detection fimit of|
corresponding product

invalid result: both in FLUA/B, SARS-CoV-2,or|
RSV, It s recommended to repeat the test with

the same sample
3

ANy other results without quality|

17 i
control lines




Tabled RSV Rapid Test Performance against with Comparator Method

Lishitatidn” s . Arbido! Hydrochloride Hydrate g/l Negative
1. Fhe result of the praduct should not be taken as 2 canfirmed diagnests, for RSV Antigen rmilar reagen - .

A " N Total Zanam 2mp/ml Negative
chinical reference only. Judgement should be made along with RT-FCR resuits, Rapid Test Fositive Negative o ME me/ et
chinital symptaems, epidemic condition and further clinical data. Positive P 3 o Merapenam 1mg/mb Negative
2. If the virus antigen |eve! in the sample is lower than the detection limit, the - Oseltamivir 3mg/mt Negative
test result may be negative. Megative 3 138 14t Ritonavir Lma/mi. Negative
3, As the duration of the disease increases, the number of antigens in the Total 51 141 193 — .
sample may decrease. After the sample is collected, compared with RT-PCR PPA: 53 129 (G571, BA.08% 37 98%) Peramivictrihydrate 3rmg/emt Negative
analysis, 7 days after the anset of symptoms, the resuit may be negative. NP.5:~97 -87% {BS%CI:SB '93% 93 .279’ i Ribavirin 1mg/me Negative
4, Du2 ta the limitation of the detection methed, the negative result an not UPA: gé 380 (SS%C;' 93: 35%-9§ 55;“ Histarnine hydrochloride Zmg/ml Megative
f::ﬁ::;xf;::w of infection, The positive resuft should nat be taken asa FXPLANATICN OF TERMS: | evoflaxacin 1mg/mL Negative

8 ) - P - PPA: Positiva Percent Agreement = True Pasitives / True Positives + False Cxymetazolin hydrochioride img/mi Negative
5. This reagent can only gualitatively detect SARS-CoV-2 antigens, Infiuenza Negatives
AJB antigen and respiratory syncytial vlrus antigen in human nasopharyngeal N Ceftriaxone sodium Img/mL Negative
N . : f : B =Trug f
shwab, urc;pharvngeal swab, i cannot determine the certain antigen content in I::;‘ﬁci:fatwe ercent Agreement = True Negatives / Trus Negatives + False Cefradine 100mg/mL Negative
t 3 N
5 ET;a:Z::uracv of the test cepends on the sample collection process 0OPA: Overalt Percent Agreement = True Pasitives + True Negatives / Total Cefalexin 100mg/mL Negative
Improper sample collection, improper sample transportation and storage or ﬁa;;?gz:;::‘:”al Benzotaine Smg/mt Negative
freezing and thawing of the sample will affect the test resuits. 5 . N . Tobramyein 2mg/mL Negative
70 isgo timam wghen eluting pswai:s with the matched samples extraction SARS-CoV-2, Thelimit of Detection (LOD) of the SARS-CalV-2 test is 1.6 1107 Sbramy &/ £
- i & optr ! £ v o TCiDgfm. Loginavir imefmb Hegative
selution. Using other difuents may resultin wrong results, N . . -
8. The solution and test panet must be equilibrated to room temperature Flu A+B: National Reference Panel for Influence A/B Viral Antigens Detection Azithromycin 3mg/mbL Megative
{20°C-30°C) before used, otherwise the results may be incorrect, Kls gf Nau:nf\ lpstit:{te;.fothood af\cﬁ Dr;g gf;g&: was ESEG o dEteEct the Watermelen frost buccal tablets 100me/mt heegative
9. Sensitivity maybe decrease if the sample did not test directly. Please test minimum detection limit: when o1 15 320 . o/, the test resuits are Dexamethasone 0.5mg/mL MNegative
the sample 25 s90n a5 possible. positive far influenza A virus and negative for influenza B virus; when 52 is
10, Positive results ma he“found in SARS-CoV infection patients in the 3.25010° TCDsyft, the test resuits are posttive for influenza A virus and Fhinisgfde 2mg/mL Negative
SARS-CoV-2 antigen reagint. regative for influenza B virus; when $3 is $.25x10° TCHDsn/L, the test resuits are Beclomethasone 10me/mL Negative
. N~ N . poskilve for Influenza B virus and negative for influenza A virus; when 54 is N P .
11. Analysis the passibility of false negative results: 1.00x10° TCID=/L, the test results iive for influenza B virus and Sodium chloride 0.9% Negstive
1) tnappropriate sample collection, using other non-matching solution, sample e s @ test resuits are pos f n Adpha-nterferon 1mp/mi Negative
transfar time is ton long, the volume of solution added when eluted the swab negative for influenza A virus; when 55 is L.25x107 TCIDso/L, the test results are P B,
are toa mudh, nun—stand‘anﬁ'\zed elution speratian, low virus iter in the sampe positive for influenza A virus and negative for influenza 8 virus. Phenylephrine hydrachloride Smg/mi Negative
g 3 - . i i o —
these may ail iead to fatse negative results. RS:’_' The LOD :f RS:;T;EETE;YD; Ai is LOX10* TCIDso/mL. The LOD of RSV Acetaminophen 16mg/mt. Negative
2} Mutations in viral genes may lead to changes in antigen epitope, teading to ::;ii?gr::ﬂgg;t* * sof thuprofen Imgfmi Negstive
faise negative results. . -
. -Cav-2: A 5 L Negative
12, Analysis the possibility of false positive rasults: L. SARS-Cav 2 X sl — - mE/m £ "
1} tnappropriate sample coBection, using other non-matching selutions, non- 1} Cross—real:t»v@ . X N Acetyisalicylic acid Sme/mi Negative
standardizad efution operatlon, these may 2l {ead to false positive results. By testing 25. viruses and 14_urhar microarganisms, extept far the Human Hydracartisone Img/mi Negative
2} Cross-contamination of samples may fead to false positive results. SARS-coronavirus Nucleoprotein, other viruses and microorganisms have ne PR T/ Negative
3) Excess blood or mucin on the swab sample may interfare with test gffect on the test results, F—— 5' PRy
perfarmance and may viefd a false positive result. Cross Reaclion Substance Concantration Results orpheniramine e/t cgative
13. Analysis the possibility of invalid result: HCoV-NLE3 1 x 105TCIBgmL gati Diphenhydraming Srmg/mil Negative
iit!;‘j}:;ss:?:?;e votume is not encugh, the chromatography cannot be carried Heav-0ca3 8 x 10°TCIDsafmL . Budesonide 10mz/mL Negative
. Nemati
2} The test panel would invaiid if the parkage was broken. The packagirg Hlav-229E 1% 10°TCID/ ML Negative METEESUHE Eaaild = fve
status must be carefully checked before use. HCoV-HKLL 10ug/mL 5 Fluticasone img/mL Negative:
14. tn different stages of infeciion, samples of different viral load may have BAERS 4% 10°TCIDsal Ml Négzt]ve NeilMed Emg/ml Hegative
different coineidence rates with nucleic acid test rasuits. i
15. When sampling 2 nasopharyngeal swab, bl;(h nostrils need to be sampled Human SARS coranavirus Nudeoprotein 23ng/T, Positive Ma‘nfhul 2.L3malmt Hegatve
with the s2me swab. If yau only take it once, it may cause wrong results Adengvirus Typed 1 x 10°TCIDsp/mal Wegative Qulﬁiﬂe ' . 150uM Nega‘fve
Cuality Cafitrol Adenovirus Type7 1x 10°TCIDwfrL | Nepative Lamnivudine [retroviral drug) Ama/mt Hegatve
The test device has 3 test line (T) and a controf line {C} on the surface. Neither Adenavirus Typel 2% 10 TG Dafral. Negative Biotin 100ug/mt. Nagative
the test line nar the control e is visibde in the result windaw befare applying - . it N
= samale. The contral line is used for guality control and should always appear Adenovitus TypeS 3 x 10T/ mi, Nepative zl’:‘.:’::_':;_m“ mouse findoody S00ng/ml. Negative
if the test grocedure is perfarmed property and the test reagents of the control Adenovirus Typed 2.5 x 10°TCIDso/miL Nepative X : . . . . .
i ing. If i th i iral tine, it indicat 1} There was noe cross rgaction with respiratory adenovirus, respiratory
;n;:;;:::r;:i.r re:cenltnfea”auppears on the quality control line, it indicates Adenovirus Type1l 3 x 10°TCDsofml Negative syncytial virus and mycopiaz pneumaniae. There was no interfer reaction with
Tge appearance of cintml I'mr:‘{C) is confirmed sufficient sample volume, Adenovirus Typezl 3% 10°TCIDg/mt Negative heemaphilus influenzae, pseudomonas aeniginosa, staphylococcus aureus,
adequate mermbrane wicking and correct pracedural fechnique, Adenovirus Type5s 3 x 10°TCHDw/mE Negative staplhviocpccn.:s ?p'63"::;"1?:;22;:&“5 pyogenes, streptococcus salivarius,
T ERERTRRIY . - proteus singularis and candi .
Z;vaclrirlan:;e Chatatieristics Echovirus &% PRSI Negative: 2} The test resuls showed no interference with the foliowing drug
SA':‘;_Z ':’ez‘:rﬁa“"e Influenza virus A [H1N1) 2.5 K 195PEU/mL Negative concentrations:
V-2 fest.
2R i : i Resuits
The performance was established with 500 orapharyngesl swabs collected Influenza vics ARING} 8% WPPRU/mL Negaive Name Concentration " e a
from 500 patients who were suspected of SARS-CoV-2, including 100 pasitive influenza virus B Strain 3 x 107 Bs/mL Negative Flua ub
samples and 400 negative samples, PCR was selected as the comparison Parainflyenza Type 1 1% 10°TCIDsn/mL Negative Mucopratein 0.5% Mepative Hegative
method, and the camparisen results are shown in the table helow., n N .
Alsa bath nasaphawnpgeal swab and cropharyngeal swab were callected from Parainflyenza Type 2 1x107TC0g/ml, | Negative Elood o% plegeiy: [iepstive
the abovel35 patients and the results were cansistent. Parainfluenza Type 3 1% 1057005/ mL Negstive Oxymetazsline Hydrochtaride 0.5mg/ml Negative egative
Tabie 1 SARS-CoV-2 Antigen Rapid Test Performance aginst with PCR Parainfluenza Type 4 1% 10°TCiDse/mL Negative [ one acetate 0.5mg/mL Nogative Negative
u . PCR . iak vi 5 1 . .
Antgsgiisgi;vdiest P — Total Respiratory syncytial virus (RSV) type A 4 % 10°TCIDso/mL Hegative Budesanide nasal spray 0.5 mg/mt Negative Nogative
g Itive stive i iatvi - i
& Respiratory syncytial virus (RSv) type 8 4 x 10°TCID=o/ Ml Negative Tobramytin eye draps 1mg/mL regative Negative
Pasitive 95 1 9% inovi i
:hmowru:quLs - Thhaew) 18 % 20T CIgy L Negative N-aretaminaphen 2 mg/mlL egative Mepative
Negative 5 389 404 uman StapnReumovirus .
Tgt ; p o o Type AL ) 1x 10° TCIDso/ml. Negative Aspirin ISmE/ml Negative Negative
ota -
A 35 005 [E5%CT: S8.05% 57,959 Candida atbicans 1.8 x 10° CFU/mb fegative Cefalexin S0mg/mL Nogative Negative
NPA: 99.75% (95%C}: 98.60%-09 96%]) Legionella preumophila 1 x 20° CFU/mL Negative Chinramphenicol eye drops _ |0.5mg/mL Negative Negative
30‘;“3 9’3-329: (25%5“ 97.41%-59.45%) Streptococcus peumaniae 1 10° CFU/mL Negaiive cetradine 10mg/mL Negative Negative
nfluenzz A test: y N
b anreE—— . . F 35 AeTUgINasa 1 % 10% CFU/ml. Negative - : :
Resufts showed in table 2 have been obtained by using SARS-Cav-2/Fle h _g . - /i £ - O [Smg/mL Negative Negative
AtB/RSY  Antigen Rapld Test and one  commercally itabl Staphyiseoceus epsderr\ﬂwdus 1 x 10° CFU/mL Negative Zanarmivir —— Negative Negative
immunochromatographic reagent. Staphyiococgus salivarius 1% 10° CFU/fmiL Negative Ribart 9 ime/mL Neaati Nogath
189 respiratery samples have been used f(‘:»r u;:uenza A evaiuation, including Mycoplas Preumoniae 1 x 10° CELfrml, Negati Hoavinn - “:'E il legative egative
43 positive samples and 146 negative samples. The results were as follows: N 5 " Levofloxacin 1mg/mb Negative Negative
Table 2 Influenza A Rapid Test Perfarmance against with Comparator Methad Lrismydlz Preumonias L 10° GFU/ml, = : .
Strept 1 x 10°CEU/ral hergopanem 1mg/mb Negative Negative
Tuenza virgs A Simitar reagent Feplocorcus pyogenss X m g ‘ -
Antigen Rapid Test ot Hegative Totat Mycobacterum tuberculosis + x 10° CRUfent Negative Vaterrelon frast slice 2mg/mt Negative Negative
p— o . w“ Hemophilus infleenzae 1 x 10° Crufmb Negative Mupirocia 0.75mg/ml. Negative MNegative
ositive " " = -
- Bordetella pertussls 5 % 10° CRU/mL, Negative Amoxicillin Sma/mt Wegative Negative
Negative 2 142 145 Preurnocystis % 10° CFU/mL Negative ) ,
Total a3 Iy I Pooled human nasat wash NA Negative Cefivime g/t Hegative Negative
32} Microbia! interferance $tudies Clarityne 2mg/ml gatl gath
PPA: 93.02% {95%CI: B1.39%-97.60% :
{ ) By testing 10 other micraorganisms, it was found that other microorganisms 3RSV

NPA: 97.26% {95%Ci: 52.17%-98.93% }
OFPA: 96.30% (95%C1: 92.55%-98.19%)

have no effect on the test results,

1) There was no cross reaction with influenza viru & (H1IN1, H3N2), Influenza

Ifluenza B test Dther microorganism Concentration Results e B ’f::;;f;sr“w;‘:f"h‘;";i‘; ot ’T‘:;j::z:’“::’e"‘u:g:; jsh:’:n:’;fj“::
iizl}EVSh“:::g;: taz‘:p; ha_;::stbae:ndohla;i:d i‘g;’:‘:f:i:ﬁf&cg\:‘;:ﬂ: Staphylococcus aureus 1% 10°CFU/mL Negative staphyloroccus aureus, staphylococcus epidermidis, streplacaccus pyogenes,
immunachromatographic reagent. Escherichia coli 1 x 105CFUfmL Negative streptococcus salivarius, proteus singularis and candida altbicans.
186 3 les have b d for tnfl B evaluation, ineludi - 2) The test results showed no interfersnce with the following drug
respiratory samples have been used for Influenza B evaluation, inciuding Streptococcus salivarius 1% 105CFU/mL Negative concentrations:
47 pasitive samples and 139 negative samples. The results were as follows: T Ly TCRURL - -
Table 3 influenza & Rapid Test Performance against with Comparater Method Froteus mirabilis * /m HNegative Name Concentration Results
[ SimAar reagent o Kiebsiella pneumoniae 1% HPCFU/mL Wepative Muroprotein 0.5% Negative
Antigen Rapid Test Positive Megative el Staphylecoccus hasmolyticus 1 % F0SCFU/mE Negative Blood 5% Megative
Positive 44 3 47 Mumps Virus Ag 2 % B0PTCIDse/mL Negative Ony oline Hydrochloride 0.5mp/mt Negative
Negative 3 136 138 Avian infiuenza Virus (HINGS) 8% 10*PFU/mL Negative hexamethasone acétate o.5mg/mL Negative
Total a1 139 186 Measies virus 2xIPTCIDs/mL | Negative ie nasal spray 0.5me/mt Negative
PPA: 92.62% (95%C): 82.84%-97 8154} Norovirus 1 % 305TCIDsp/mk Negative Tobramycin eve draps 1mg/mL Negativa
NPA:W'B&% {95%‘:':.93'3?:;99'251% ! 3] Intesfering substances M-zcetaminophen Zmg/mL Negative
OPA: 6773 (35%CI: 93.14%-98.51%) The test results shawsed no interference with the following drug . -
RSV test: concentrations: Aspirin Smaz/mL Negative
Results shawed in table 4 have been abtained by using SARS-CoV-2/Fiu N Cefalexin S0mg/mlL Megative
A+B/RSY  Antigen Rapid  Test and one rommercially  available Wame Concentration Results - o
immunochromatographic reagent. Mucin 5% Negative Chioramphenico!f eye drops 0.5ma/mL Negarive
192 respiratory samples have been used far Respiratory syncytial virus Antigen Blond {human) aey Negative [Cefradine 10mg/fml Aegative
evaluatian, inctuding 51 positive samples and 141 negetive samples. The results N -
were 35 follows: Guaiacol glycery! ether lugimi Negative 2




