SARS-CoV-2 Antigen Rapid Test Kit

C€ (Colloidal Gold)
Instructions for Use (IFU)
[PRODUCT NAME]

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold)
[PACKAGE AND SPECIFICATION]
1Test/box  (1Test/pouch x1 pouch) ,12  Tests/box
(1Test/pouch x12 pouches),15 Tests/box (1Test/pouch x15
pouches) ,20 Tests/box (1Test/pouch %20 pouches)
[INTENDED USE]
For in vitro qualitative detection of SARS-CoV-2
nucleocapsid antigen in nasal (NS) swab specimens
directly from individuals who are suspected of COVID-19
by their healthcare provider within the first five days after
onset of symptoms. This test is only provided for use by
clinical laboratories or to healthcare workers for
point-of-care testing. The use of self-test by lay person is
subject to local legislations.
Severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2 ) is an enveloped non-segmented
positive-sense RNA virus. It is the cause of coronavirus
disease (COVID-19), which is contagious in humans.
SARS-CoV-2 has several structural proteins including
spike (S), envelope (E), membrane (M), and nucleocapsid
N).

The antigen is generally detectable in upper respiratory
samples during the acute phase of infection. Positive
results indicate the presence of viral antigens, but the
clinical correlation with patient history and other
diagnostic information is necessary to determine infection
status. Positive results do not rule out a bacterial infection
or co-infection with other viruses. The agent detected may
not be the definite cause of disease.
Negative results should be treated as presumptive, which
do not rule out SARS-CoV-2 infection and should not be
used as the sole basis for treatment or patient management
decisions, including infection control decisions. Negative
results should be considered in the context of a patient’ s
recent exposures, history, and the presence of clinical
signs and symptoms consistent with COVID-19, and
confirmed with a molecular assay, if necessary, for patient
management.
For in vitro diagnostic use only.
Self-test is subject to local legislations.

[TEST PRINCIPLE]

JOYSBIO Biotechnology’s SARS-CoV-2 Antigen Rapid
Test Kit uses an immunocapture method, it is designed to
detect the presence or absence of SARS-CoV-2
nucleocapsid proteins in respiratory samples from patients
with signs and symptoms of infection who are suspected
of COVID-19.

Key components: the anti-nucleocapsid protein antibody
and chicken IgY labeled by colloidal gold, the
nitrocellulose membrane coated with anti-nucleocapsid
protein antibody, and goat anti-chicken IgY antibody.
When specimens are processed and added to the test
device, SARS-CoV-2 antigens present in the specimen
bind to antibodies conjugated to colloidal gold in the test
strip. The antigen-conjugate complexes migrate across the
test strip to the reaction area and are captured by a line of
antibodies bound on the membrane. A color band will
show up when antigen-conjugate is de},)osited at the Test
“T” position and the Control “C” position on the
device.

[COMPONENT]
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a. Insert the swab into one PR
nostril of the patient. The swab
tip should be inserted up to 2.5
cem (1 inch g’om the edge of
the nostril. Roll the swa% 5
times along the mucosa inside
the nostril to ensure that both
mucus and cells are collected.

&

b. Using the same swab,

repeat this process for the

other nostril to ensure that an A ’
adequate sample is collected - {
from both nasal cavities. g |
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Materials required but not provided with the kit:

1 each — Non-infectious,
SARS-CoV-2 (+) individually recombinant viral
Control Swab wrapped for prol cin antigen OW !
- ess than 0.1%
single-use . :
sodium azide.
1 each —
SARS-CoV-2 (-) individually Buffer with less than
Control Swab wrapped for 0.1% sodium azide.
single-use
[STORAGE AND STABILITY]

1. Store at 2~30° C in the sealed pouch up to the expiration
date and the validity is tentatively 24 months. Do not
freeze.
2. The test cassette should be used within 1 hour after
taking out from the aluminum foil bag.
3. Keep away from sunlight, moisture, and heat.
[SPECIMEN COLLECTION AND HANDLING]
1.Specimen Collection and Preparation
Acceptable specimens for testing with this kit include
nasal swab specimens obtained by the dual nares
collection method. Correct specimen collection and
preparation methods must be followed. Specimens
obtained early during symptom onset will contain the
highest viral titers; specimens obtained after five days of
symptoms are more likely to produce negative results
when compared to an RT-PCR assay. Inadequate specimen
collection, improper specimen handling and/or transport
may yield a falsely negative result; therefore, training in
specimen collection is highly recommended due to the
importance of specimen quality for generating accurate
test results.
2. Specimen Transport and Storage
Freshly collected specimens should be processed as soon
as possible, but no later than one hour after specimen
collection. Correct specimen collection and preparation
methods must be followed.
3. Nasal Swab Specimen Collection

c.  Withdraw the swab from m g
the nasal cavity. The sample is / ;
now ready for processing using ! |
the kit. i

L
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4.DOs and DON’Ts of Sample Collecﬁon

® Do collect samples as soon as possible after the onset
of symptoms.

® Do test samples immediately.
®  Use only swabs provided with the kit.

® Do not place the swab back into the swab packaging
sleeve after specimen collection.

[TEST PROCEDURE]

1.The test kit, the specimen must be at room temperature
(15~30° C) for before testing. The kit is only intended for
nasal swab specimens that are collected and tested directly
(i.e., swabs that have NOT been placed in transport
media). The kit includes a pre-diluted processing reagent
in a ready to use buffer bottle. This kit IS NOT
INTENDED for testing liquid samples such as a wash or
aspirate samples or swabs in transport media as results can
be compromised by over dilution.

2.Freshly collected specimens should be processed
within 1 hour.

Step 1:

Twist off the top of the buffer

bottle, slowly dispense all of uis oft
the buffer into the extraction -
Tube.

Step 2: . |
After collection of nasal (NS) Vo ‘
swab specimen, insert the - -
swab into the tube and plunge
the swab up and down in the
fluid for a minimum of 20
seconds, then hold the swab
against the bottom of the tube

and roll 5 turns, taking care ol e

not to splash contents out of “I?

the tube. \ T l
Step 3: pewwrkl -
Remove the swab  while e

20 seconds

squeezing the sides of the tube
to extract the liquid from the
swab.

Step 4:

Press the nozzle cap firmly - - -
onto  the extraction tube

containing  the  processed

sample (threading or twisting

is  not  required). Mix
thoroughly by swirling or

flicking the bottom of the tube.

Place the extraction tube(s) in
a rack in the designated area
of the workspace.

«Step 5

Tear off the foil pouch, take

out the test strip/cassette and

place the test kit on a clean ‘
and level surface. Label the

test device and one extraction saom ||
tube for each specimen or I |y
control to be tested.

Step 6

Gently squeeze the ridged
body of the tube, dispensing
three (3) drops of the
processed specimen into the
sample well.

Step 7
Read the test results between
15 and 20 minutes. Do not
read the results after 20
minutes.

NOTE: Do not use tubes or tips from any other
product, or from other manufacturers.
[INTERPRETATION OF TEST RESULTS]
1.POSITIVE: Two lines appear. A colored line should be
in the control line region (C), a colored line appears in the
test line (T) region. Positive results indicate the presence
of viral antigens, but the clinical correlation with patient
history and other diagnostic information is necessary to
determine infection status. Positive results do not rule out
a bacterial infection or co-infection with other viruses.
The agent detected may not be the definite cause of
disease.
2.NEGATIVE: Only one colored control line appears.
Negative results are presumptive. Negative test results do
not preclude infection and should not be used as the sole
basis for treatment or other patient management decisions,
including infection control decisions, particularly in the
presence of clinical signs and symptoms consistent with
COVID-19, or in those who have been in contact with the
virus. It is recommended that these results be confirmed
by a molecular testing method, if necessary, for patient
management.
3.INVALID: Control line fails to appear. Insufficient
buffer volume or incorrect procedural techniques are the
most likely reasons for control line failure. Review the
procedure and repeat the procedure with a new test
cassette. If the problem persists, discontinue using the test
kit immediately and contact your local distributor.
4.Result determination time: The result should be
judged within 15~20 minutes after the sample is added
mto the sample well, and the result displayed after 20
minutes is invalid.
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(The picture is for reference only)

[LIMITATIONS OF TEST METHOD]

1. This product is only suitable for a qualitative test and
auxiliary diagnosis.
2. The test results are only for clinical reference and
should not be the only basis for clinical diagnosis and



treatment. The clinical management of patients should be
considered in combination with their symptoms, physical
signs, medical history, other laboratory tests, therapeutic
reaction, and epidemiological information.
3. Users should test specimens as quickly as possible after
specimen collection.
4. Positive test results do not rule out co-infections with
other pathogens.
5. Results from the test should be correlated with the
clinical history, epidemiological data, and other data
available to the clinician evaluating the patient.
6. A false-negative test result may occur if the level of
viral antigen in a sample is below the detection limit of the
test or if the sample was collected or transported
improperly; therefore, a negative test result does not
eliminate the poss1b111ty of SARS-CoV-2 infection.
7. The amount of antigen in a sample may decrease as the
duration of illness increases. Specimens collected after
day 5 of illness are more likely to be negative compared to
an RT-PCR assay.
8. Failure to follow the test procedure may adversely
affect test performance and/or invalidate the test result.
9. The contents of this kit are to be used for the qualitative
detection of SARS-CoV-2 antigens from nasal swab
specimens only.
10. The kit performance depends on antigen load and may
not correlate with other diagnostic methods performed on
the same specimen.
11. Negative test results are not intended to rule in other
non-SARS-CoV-2 viral or bacterial infections.
12. Positive and negative predictive values are highly
dependent on prevalence rates. Positive test results are
more likely to represent false-positive results during
periods of little/no SARS-CoV-2 activity when disease
prevalence is low. False-negative test results are more
likely when the prevalence of disease caused by
SARS-CoV-2 is high.

13. This kit has been evaluated for use with human
specimen material only.

14. Monoclonal antibodies may fail to detect or detect
with less sensitivity, SARS-CoV-2 viruses that have
undergone minor amino acid changes in the target epitope
region.

15. The performance of this test has not been evaluated for
use in patients without signs and symptoms of respiratory
infection and performance may differ in asymptomatic
individuals.

16. The sensitivity of the test after the first five days of the
onset of symptoms has been demonstrated to decrease as
compared to an RT-PCR SARS-CoV-2 assay.

17. Negative results should be treated as presumptive and
confirmed with an FDA authorized molecular assay, if
necessary, for clinical management, including infection
control.

18.Specimen stability recommendations are based upon
stability data from influenza testing and performance may
be different from SARS-CoV-2. Users should test
specimens as quickly as possible after specimen collection,
and within one hour after specimen collection.

19. The validity of the kit has not been proven for
identification/confirmation of tissue culture isolates and
should not be used in this capacity.

[PERFORMANCE CHARACTERISTICS]
The performance of the kit is determined by the nasal
swab samples of 492 patients suspected of COVID-19
collected from the daily clinical practice at the Centro
Diagnostico Delta S.r.l.  located in Piazza San Giuseppe
Moscati, 8 - 82030 Apollosa (Benevento) ITALY. between
October 2020 and January 2021. The rhinoceros /
oropharyngeal swabs and nasal swabs of 492 patients
were collected. rhinoceros / oropharyngeal —swabs are
determined by RTPCR, and nasal swabs are determined by
antigen rapid test kit. The samples are collected by

qualified personnel according to the method described in Human . further refined with a 2-fold dilution series. The last
the instructions. Metapneumovirus L1x 10 NO dilution demonstrating 100% positivity was then tested in
(hMPV) TCIDso/mL an additional 20 replicates tested in the same way.
. s 5.Hook Effect
The .klt. showed 98.13% of sensitivity and 99.22% of i i 1.0x10° As part of the LoD study, the highest concentration of the
s fi Parainfluenza virus 1 NO 6
pecificity. TCIDsy/mL sample (1.3 x 10° TCIDso/mL) was tested. There was no
Table 1. Clinical Study Results from symptom onset - - 1.0x 10° Hook effect detected.
PCR Comparator Parainfluenza virus 2 TCIDsy/mL NO [WARNINGS]
Reagent test results i i Subtotal - - 35x 10° 1.A negative result can occur if the SARS-CoV-2 virus
positive | negative Parainfluenza virus 3 TCIDsy/mL NO present in the specimen is below the sensitivity of the kit.
positi.ve 105 3 108 - - Lax 10° 2.Not for the screening of donated blood. )
negative 2 382 384 Parainfluenza virus 4 NO 3.Do not smoke, drink, or eat in areas where specimens or
Subtotal 107 385 290 TCIDso/mL kit reagents are being handled.
Rhinovirus 1.3 x 10°PFU/mL NO 4.Dispose of all specimens and materials used to perform
Positive Percent Agreement (PPA)=105/107(98.13%) Mycoplasma the test as biohazardous waste.
(95%CI:93.4%~99.8%) preumoniac 1.8 x 10°CFU/mL NO 5.Handle the negative and positive controls in the same
— o - 3 manner as patient specimens for operator protection.
I\I(eggszjl'}/t)\gl.l’ge%r%eozi 13§r§&n;ent (NPA)= 382/385(99.22%) Bordetella pertussis 1.5 x 10°CFU/mL NO 6.Do not perform the test in a room with strong airflow, i.e.
o . Mycobacterium 1.0 x 106 CFU/mL NO an electric fan or strong air-conditioning.
Accuracy=(105+382)/492x100%=98.98% tuberculosis )
Kappa=2x40104/ 149473=0.97>0.5 Pooled human nasal
2.Assay Cross-Reactivity WaSh-reliresen.taTve of 100% NO
Cross-Reactivity: There was no cross-reaction with normat respiratory
potential cross-reactive substances except microbial flora
SARS-coronavirus. Streptococcus .
Table 2: Cross-reactivity Results pyogenes 1.0x 10°CFU/mL NO
Potential . — ] - [EXPLANATION OF LABELS]
cross-reactive Concentration Cross-Reactivity 3.Potentially Endogenous Interfering Substances n S
- Tested Yes/No SARS-CoV-2 Antigen nasal swab samples were spiked Ny ee
substances ¢ ) with one of the following substances to specified S{ltro I:E Instructi Catalog #
Infl A 1.6 x 10° NO concentrations and tested in multiple replicates. No false 1agn on for atalog
nfluenza TCIDso/mL golslitiv_ity or false negativity was found with the ‘{jgec Use
1.6 x 106 ollowing:
Influenza B NO i Batch . Manufact
TCIDsy/mL . concen Interfering concen )
Human coronaviras 16 XS 10 Interfering substances tration substances tration Numb g Egggy uring
HKUI TCIDsy/mL No Whole Blood 5% N"‘S°N(I"C%(Ne‘ 6%viv er Ilzate
- eep
Human coronavirus 1.6 x10° NO Fluticasone Propionate 4%v/v Mucin 0.54% Do not w00 Store Sl away
oc43 TCIDsy/mL . ® between |}
- S CVS Nasal Drops 17%v/ Ricola(Menthol 1.6mg/ reuse o ane - AN from
Haemophilus 2.2x 10 NO (Phenylephrine) v icola(Menthol) mL 2~30°C Sunlicht
influenzae TCIDSO/“:)L Tamiflu(Oseltamivir 6mg/m Afrin(Oxymetazo 14%v/ EU
MERS-coronavirus 2.1x10 NO Phosphate) 1 line) v e Authoriz
TCIDsy/mL Sucrets(Dyclonin/Ment 14 CVC Nasal 16%v/ o | Keep I Manufac =T=] ed
SARS-coronavirus 3.2 x 105PFU/mL YES hol) mg/mL | Spray(Cromolyn) v ? Dry turer Represen
. 1.5x 10° . Nasal R
Adenovirus C1 NO Chloraseptic(Menthol/ 1.8 . tative
TfZISDml/r(;L Benzocaine) mg/mL Gel(Oxg:;letazoll 9%v/v
: DX CE = Biologi
Adenovirus 71 TCIDsy/mL NO ] 1:10dil o 12 c E Mark (s% cal risks
ar A
Candida albicans | 4.2 x 10°CFU/mL NO Homeopathic(Alkalol) | o Mupirocin | - mg/m
Respirato'ry syneytial 5.1x10° NO Ore Throat Phenol 16%v/ Fisherman’s | 1.3mg/ [BASIC INFORMATION]
virus TCID“‘/HZL Spray v Friend ml
. 5.4x 10
Enterovirus TCIDXs Sl NO Tobramycin iug/ m Zicam 4%v/v
Mol 72 lO“tFU/ T N JOYSBIO(Tianjin) Biotechnology Co., Ltd.
fana - Xl 2 x 105 o f‘r tll_l“lr_"tl)og D‘:}tlecglxlll{(é‘\léA&ngFAL SEljlstlHlkthT‘?é Address: Tianjin International Joint Academy of
. - e LoD for the oV-2 antigen rapid test kit is : s s ;
Dengue TCIDsy/mL NO x 102TCIDso/mL. Biotechnology & Medl?ll’l? 9th ﬂoor No.220, Dongting
Human coronavirus 1.7x 10° The LoD for the SARS-CoV-2 antigen rapid test kit was Road, TEDA 300457 Tianjin China
NL63 TCIDso/mL NO established using limiting dilutions of a viral sample Tel:+86-022-65378415
Toman coronavir 32 % 10° inactivated by gamma irradiation. Thﬁe material was
NO supplied at a concentration of 1.3 x 10° TCIDso¢/mL. In
2298 TCIDso/mL this study, designed to estimate the LoD of the assay when E Lotus NL B.V.
Streptococeus s using a direct nasal swab, the starting material was spiked . oo .
peumoniac 1.1 x 10°CFU/mL NO into_a volume of virus dilution in saline. An initial Address: Koningin Julianaplein 10,1e Verd,2595AA, The
T - 1.0x 106 range-finding study was performed testing devices in Hague Netherlands.
Pneumocystis jirovecii TCIDsp/mL NO triplicate using a 10-fold dilution series. At each dilution, [DATE OF APPROVALAND AMENDMENT OF IFU]
p— 50 puL samples were added to swabs and then tested using January -2021
Legione a 1.4 x 105 CFU/mL NO the procedure appropriate for patient nasal swab
pneumophila specimens. A concentration was chosen between the last
Chlamydia dilution to give 3 positive results and the first to give 3
pneumoniae 1.1 x 10°IFU/mL NO negative results. Using this concentration, the LoD was




SARS-CoV-2 I'pipyopo Teot Kit Avtiyévov Ag
(KoArogrd1g Xpvoog)

Odnyies Xpnong(IFU)
[ONOMA ITPOIONTOZ]
SARS-CoV-2 I'prjyopo Teot Kit Avtiyovov (KoAroegidrg
XPVGOG).
[MPOAIATPA®EY XYXKEYAXIAX]
1 Teot/xovti (1Teot/cvok. x1 ovok.) ,12 Teot/kovti
(1Teot/ovok. %12 ovok.),15 Teot/ovok.(1Teot/cvok.x15
ovok.) ,20 Teot/ovok. (1 Teot/cvok. x20 cvok.)
[[IPOOPIZOMENH XPHXH]
To in vitro mootiky aviyvevon avirydvov vovkieokayidiov
SARS-CoV-2 oe deiypo  pwvikov (NS) emypicpotog
amevleiog and Gropo pe vmévoleg yw covid-19, and
TOPOYOVG VYELOVOUIKNG TEPIBaAYNG KAl EVIOS TOV TPDOT®V
mEVTE MUEPOV amd TNV EUPAVIoN TV ovpntopdtov. To
TECT TOPEYETOL YO XPNoN omd KAWVIKG epyactipa N amd
VYEIOVOUIKO TPocoTikd Yo eE€TacN 6TO onpeio Gpovtidag
(point of care). H ypnon 7y oavtodidyvoon oand
omolodNToTE GTOMO VWOKETOL OTIG TOMKEG Vopobeoiec.

To ocoPopd 0&0 avamvevsTiKd GOVIPOUO KOPOVoioy 2
(SARS-CoV-2) mpokaAeitar and évav eykoyldtwpuévo um
dtapovpevo 10 RNA. Eivou 1 artio g vosov tov kopovoiod
(COVID-19), n omoia givar petadotikn otovg avhpdrovg. O
SARS-CoV-2 éyet apketés dopkég mpwTeiveg, Ommg akida
(S), paxero (E), peuPpavn (M) kar vovkreokayido (N). To
avtlyovo  givar  yevikd  aviyvedolpno oe  deiypoTo  Tov
AVAOTEPOV GVOTVEVOTIKOD GLGTNUOTOS KATE TN SdpKele TG
ofeiag @aong g Aoipwénc. Ta Oetikd amoteréopato
deiyvouv Vv mapovsic ukdv aviydvev, oAld n KAWiKh
GLOYETION HE TO 10TOPWKO TOL aobevolg kot  GAleg
SlyvooTikég  TANpoopieg eivol  omapaitnTeG Yy TOV
TPOoGdopopd G katdotaong g Aoipeéng. Ta Oetwkd
amoteléopato dev amokigiovv ™ Paktnplokn Aoipwén 1
mv  em-poAvvon pe GrAAovg wvg. O moapdyoviag mov
aviyvevetal propei va pnv etvai n opioTikn artio Tng vocov.

Ta apvntikd amoteréopato Oo mpénel va avtipetoiovral
WG TEKPAPLO, To OToio Opmg dev amokAeiovy ™ pHOAvven
and SARS-CoV-2 kat dev mpémel va YpNGIHOTOOVVTAL MG
povadikn Pdaon yw m Oepancio M TIG ATOPACES Yo TNV
dwyeipion  tov  acbevi, ovumeplappavopévev  TOV
amo@doemv Yoo tov €heyxo g Aoipméng. Ta apvntikd
amoteréopata Qo mpémer va Aappdvovtar vméoyn  oTO
mhaiclo pog mpdoeatng €xbeong, TOv 16TOPIKOD KOl TNG
Tapovciog KAMVIKOV  evOeilemv Kol CUUTTOUATOV  TOL
ovvadovv pe to COVID-19, ta omoic mwpémer va
emPefordvovtar  pe  popuakn  dokwpooio, edv  eivar
amopaitnTo, Yo T dayeipion Tov acbevovg.

TNa dwyvootiki xprion in vitro pévo.

H ypiion o7o omitt emrpéneTan pe faon Tovg vopovg kGOe
TémOV.

[APXH ANIXNEYXHX]

To ypiyopo te0T Kt aviyvevong avtiyovov mg JOYSBIO
Biotechnology ypnowomotei pio pé00do avocoKaTacToANG,
£xel oxEdOOTEL Yyl Vo aviXVeDEL TNV Tapovsic M TNV
amovcio  vovkAieokaywdiov mpoteivng SARS-CoV-2 og
avamvevoTIKG detypota acbevdv mov eivar vmomtor Yo
COVID-19.

Boowad GUOTUTIKG: T OVTICOUOTO TPOTEIVIG
avTIvovkAgokaydiov Kol aviioo®pate Kotémoviov IgY
EMKOAVUUEVO,  HE  KOAAOEWN  xpvod, M pepfpavn

VITPOKVTTOUPIVIG  EMKOAVUHEV) HE OQVTICOUOTO TPOTEIVIG
avTi-vovkAgokayidiov kot aviicopote  oiyog  avTi-
kotomoviov IgY. Otav 1o delypoto vmoPfdAilovior oe
enefepyocio kot mpootifeviar otn Kacéto doKiung, To
avtiyéovee  SARS-CoV-2  mov  vmapyovv oto  deiypa
deoUEVOVTOL LE TO. OVTIOOUOTO OGLEEVYUEVE [E KOANOEWN
xpvod ot tawvio dokync. Ta cvpumAéypota avirydvov-
ovlevypdtov petavacTtehovy KTl UAKOG NG TOwviog Tng
GUOKEVNG OTNV Teploy] avtidpaong kat cvAlappdavovral
omO [0 YPOLUT OVTICOUATOV OV deGUEVOVTOL TAVD oTh
peuBpavn. M ypopatiky Coévn o eppaviotel dtov to
ovlevypévo avtydvo evamotibetor ot 0éon dokng «T»
Kot ™ Bomn eléyyov «C» g cuokevic.

[IIEPIEXOMENA]
Yhlkd wov mopéyovror

TIEPIE 1 12 15 20 Kopua
XOMENA Teotkutio Teot/kutio Teot/xutio Teotvtio ecopripota
To avaobpata
voukhgokayidion
TPOTEIVIS Kat
IgY xotomovkon
EmKaADUpEVT e
Kolhoeidis
i 12 20 xpva6, 0
1Teot/kurio Teot/urio. 15 Teothotio. | Teor/kurio pepppavy
Zvokevl] [ (1Teotiovox. | (1Teotiovox (ITeot/ovox. |1 Teor/ovox.x2| ViPoKVTIGpivIG
T < EmKaROUpEVT e
£0T *1 vok.) x12 GuoK.) *15 cvok.) Ocvok.) AVT-VOUKAEOKT
avticopa
ThevpIKilg
TPOTEIVIG Kot
avnkotomouko
avticopa IgY.
EnpaviiKd T axéto 12 noéta 15 raxéta 20 naxéa T Sthax.
1 g gpiong | 12 wag ypiione 15 20
pouKGh, e s g xpiong Juag ypiiong )
Addopa | 390 Mo 535001 pmovkadia provkdha Pobpiotikd
sEayoyig Swhvpa [ pe3S0ul Swivpe|  pe3S0uL didhvpa
sEayoyic etoyornic Siiivpa
ebayorig
1 g gpijong 12 puag ypriong 15 maggprions | 20 pog ypiiong
ZOMVOS | gunnvapio ps 1 [ cwhnvipua e 12| cornvipa e 15 | cwhnvipia pe
ECayoyig axpogioto axpogistL axpogio | 20 axpogiot /
T oroheos 12 owheoi 15 owhsoi 20 orokeol
Z1okedg P & P > ’ 4 H
M pag zpiionc e | pas gpone i | g gprionsya | wag gpiong
Yms i My My emypiopatog|  yia Miym /
EMGPICUATOS | o7y vigpatog | emypiopatog enypiopiatog

Ylkd mov amortovvror adld dev mapéyovror pe To Kit:

Mn poivopatikd,
SARS-CoV-2 (1) w;x;ui?ﬁ\fg Yo avn%ggli:f;g ;g(z‘izfvng
Mépropog uiot yprion ) ue )
Ayodtepo omod 0,1% alidiof
TOV VOTPiov.
= 1- ¥ PoOpotikd stéhopo
SARS-CoV-2 () Guckal?(;gug\jg 0 ue Atyotepo ard.
Maptopag BLAOKEVO Y 0,1% agioo Tov
Mo ypnon varpiov.
[ATOOHKEYXH]

1. Amofnkevote otoug 2~30°C ot oppayiouévn OfKn pégpt v
nuepopnvios AENG Ko 1 1oyvs givar Tpocwpva 24 pnves. Mmv
KOTAWYOYETE,

2. H xocéto e&étoong mpémer va ypnoipomomel eviog 1 dpag

£TGL TNV 0PAIPEST] OO TN GOKOVAN OAOVUIVIOD.

3. Makpia o6 10 nhlakod eog, TNV vypocio Kot Oeppdnra.

[XYAAOTH KAI XEIPIZEMOX AEITMATQN ]
1. Zoirhoyi ko IIpogtoipacio Tov Astyparov

To amodektd Seiypota yio E€Taon pe avTd TO KIT TEPIAAUPAVOLY

defypota pvikov emypiopatog mov AapPavovtor pe ™ pébodo

GUAAOYHG SMAMV KOV Kkowothtov. IIpénel vo axolovBeite

c0otég pebddovg cuAloyfig ko mpoetolaciog derypdtov. Ta

detypoatar mov  AapPévoviar vopig katd v £vapln Tov

CUUTTOUATOV B0 TEPEXOVV TO DYNAOTEPO UKO POpTio. Agtypata

oL Aappdavovtat HeETd and TEVTE NUEPEG CUUTTOUATOV EivOL TLO

mOovo vo mophyovy opvnTikG amotelécpota OtV cuyKpivovtol

pe o avéivoon RT-PCR. H avemopkng cvAioyn detypdrov, o

AKOTAAANAOG %gmplcué; SelYNdTOV Kot / 1 1) HETAQOPE Umopel va

ATOPEPEL YEVLOMOG apyNTIKd amotérecpa. Enopévag, cuviotdtal n

ekmaidevon ot cLAAOYN delypdTov AdY® NG ONHOsiag NG

mowdTTeg TOv  Oelypotog ywr TN mopayoyn okpipéctepmv

OMOTEAEGHATMV.

2. Metagopd kot amodkevon Astypatov

To gpéoka deiypata Oa npémel vo vroPfdrroviar ce enelepyacio

70 GVVTOHOTEPO duvVaTO, OAAL O)L apyoTEPL OO piot Dol PETE T

ovAhoyn toug. Ilpémer va akolovBovviar ot cwotég pébodot

GLALOYNG KO TPOETOIUAGIOG SELYHATOV.

3. Xvhroyi Pwvikoed Agiypatog

A. TomobOetijote T0 6TVAES OTO éVOr

povbodvi tov acbevoig. To drpo Tov SP
otvAeod mpénel va eroaylei éwg 2,5

cm (1 ivtoa) axd v dxpn Tov

povbovviod. llepiotpéyre T0 6TVAES ;

3 popéc koad ko tov flevvoydvov | e

Héoo oT0 povBodvi yi0. va. -
Pefarwbeite oti oviiéyovior o0 i d 1
Prévva 660 Kau To. KOTTOPO. -

B. Xpnoponoidvrag tov id1o otvleo,
EMAVaLGPeTe otV T J1001KOsI0, KoL
oto dAlo povoivi diaopaliloviog
0t1 oVAEYOnKe delyua kar aro To.
dvo.

I'. Apoupéote 10 oT0AES OIS TN PIVIKI] i
koiotnra. To deiyua eivor Topa o
Erowo yia emelepyacio. ; /
XPNOIUOTOLDOVTOS TO KIT. 2 f

1. Ty va KGvete Kar TL Oyt KaTd TN 6VALOYN:

®  ZvlAéEte delypa T0 GLUVTOUOTEPO OO TNV OPYH TOV
GUUTTOUATOV.

®  E&etdorte ta delypato apéong.

®  Xpnowomnoteiote Hovo Tov TapeXOUEVO GTVUAES.

®  Mnv tonobeteite Eov TO GTUAED GTN) GLOKEVLAGIO HETG
™ GuAloyr delypatog.

[ATAAIKAZIA EEETAXHX]

.To teot kur, 10 delypo mpémel va givar oe Oeppokpocio
dopatiov (15 ~ 30°C) wpwv amd v e&étoon. To kit
mpoopileTar MOVO Y Seiypote PIKoD EMYPICHOTOG TOL
cuAAéyovtar Kot eléyxovtol amevBeiag (Sniadn, emyypicpota
mov AEN éyovv tomoBetnbel oe péoa petapopdc). To kit
TEPAUBAVEL VOl TPO-UPOLOUEVO  AVTISPACTIKO PLOUGTIKO
Stdivpa o€ éva ETOLHO TPOG Yp1on umovkdit. Avtd to kit AEN
IMPOOPIZETAI yuwr v e&étaon vypodv detypdtov Omog
detypata  mddong M avappdENong N EMYPICHOTO OV
AMOGTEALOVTOL HE HEGH HETOPOPAG, KUOMG To omoTeEAECHOTO
UTOPOVV va. 7e00VV 6€ Kivouvo Aoy® vepBOAKNG apaimong.

2.Ta o@péoka delypoto mov  GLAAEYOvTOL
ene&epyalovtat eviog Hag Opog.

—

TPEMEL VL

«Brjua 1:

Hepiotpéyre 10 Kamdki 100 st oft
pobuictikod  doAdpoatog Kot

tonobetiiote  apyd  0lo 10

poBuctiré didiopo oto cwirva

ecaywyng. |
Bijua 2: oL
Meté t ovlloyn tov pivikod

EMYPIoUOTOS  E10CYETE  TOV

OTVAED MECOL OTO GOANVO Kol
pobicre tov Kdtw amd o VYPO
y10. tovdayiarov 20 devtepoienta.
2t ovvegeia  otpipoyvpiote S
QOpPES TPOTEYOVTAS Vo uny yvlei
70 TEPLEYOUEVO.

«Bhuo. 3:

Agaipéote 10  0TVAEG  EVD \ T : l
mélete TIC TAEVPES TOV TWAva,

wote va elayete 000 10 SvVATO N —
TEPIOTOTEPO  VYPO  OmO  TOV

OTVAED.

«Brjua 4:

Ihéote ko1 tomoletiiore 0 |

TOPEYOUEVO  aKPOYDOIO  GTO - - -
owAnva eaywyng. dev

JPEIOLETAL VO TO TEPIOTPEWETE

i va 1o fiddoete). Avaxotéyte
KoAd TEPLOTPEPOVTAS 7
ATUTOVTOS TO KATW HUEPOS TOD

owAnvo. ToroOetnote 70

ownvo. elayomyng oe

OVYKEKPIUEVY  TEPIOYN  TOD

YWDPOV EPYATIOC.

«Brjua 5

Avoicre m OVOKEVATIO, M

atovuviov, Pydite ) Kaoéto
doxyus kar tomobetiiote T o€ ‘
xobopn Ko ETITEON EMPAVELQ.

KoAlnote  enuxérta  movew o e ||

Kaoéta. Kol 0T0  oWAjva .
elaywyns yo kale oeiyua wov i o - a
Oa eletaocere. 3

«Brjua 6

Ihéote arnoAd to owuo 100
oWANVO, O1OVEHOVTOS TPEIS

(3) orayoves tov
EMELEPYOTUEVOD OETYUATOS

OTHY VTOOOYH THG GVOKEVHG.
«Brjua 7

Epunvedote ta  amoteléouazo
¢ eléraons peralo 15 war 20
Aewrav. Muv  epunvedete  to
amoteléouaro.  émeita, amo
Aemrad.

Inpeioon: Mnv ypnoponoreite 6OMVES 1] OKPOYUOIX ATo
A0 TTPOIOV 1| 070 GALOVG KATUGKEVOGTEGS.
[EPMHNEIA TON AIIOTEAEEZMATQN]
1.OETIKO: Epgavifovion dbo ypoppéc. M éyypoun ypopun
npémel vo Bpioketan ot mepoyn g odvng eréyyov (C), o
gygpopn ypopuy eppaviCeron omy mepoxy mg Lovng g
g&etaong (T). Ta Betikd amotedéopota deiyvovv TV Tapovsia
UKOV avTryOvmv, oALG 1 KMVIKT CUGYETION HE TO LOTOPIKO TOV
acbevovg kot GAAEG  SloyveOTIKEG  mANpoopies  eivon
amopaitnTEG Y. TOV TPOGOOPIGHO TNG  KOTAGTOONG NG
rolpoéng.  Toa  Betikd  amoteréopota  dev  amokAieiovv
Bokmnplokn Aoipwén 1 emi-poivven pe dAlovg wovg. O
TOPAYOVTAG OV OVIVEVETOL Umopel vou Umv eivar 11 opioTikn
artia g vOoOV.
.APNHTIKO: EpgaviCetar poévo pioe €yypopn ypopwi ot
Covn eléyyov. Ta apvntkd omoteréopato eivar tekunplo. Ta
apVNTIKG amoTELEGHOTO TOV TECT Oev amoKAgiovv 1 Aoipmén
KOL OEV TPETEL VAL YPNGILOTOLOVVTOL G 1 Hovadikh fdaon yo T
Oepomeioc 1 GAleg  omogdoels  dwyeipiong  acbevav,
GUUTEPIAAUBAVOLUEVOV TOV OmOQACE®Y Yoo TOV €AEYY0 TNG
Aoipwéng, Wiog ot mapovsic  KAMvKOV  evdeifemv Kot
cuunTOpATOV oL elvar ovpPotd pe to COVID-19 1 og
ekeivoug ov €xouvv £pPel og emapn pe Tov 10. XvviotoTor N
emPePainon oVTOV TOV ATOTEAECUATOV pEe HEHOSO LOPLOKNG
g&étaong, eav eivar amapaitro, yio Tn dtayeipion Tov achev.
3.MH EI'KYPA: H ypopp om Codvn eréyyov dev eppavietol.
O avenopkng 0YKOG OLHAVHOTOG ) 0L AavOaGHEVES TEXVIKES Eivat
o1 o TOAVEG cUTIEG AMOTVYIOG EUPAVIONG TNG YPALLNG EAEYYOV.
Embeopriote ™ dwodikaocio ko emovardfete T S1a01Kocio e
wo véa koocéta e&étaong. Edv 1o mpoPAnuo mopopéver,
SLOKOYTE OUECWMG TN YPNOT TOV TECT KIT KOl EMKOVOVIOTE UE
TOV TOTKO GOG SLOVOUED.
4.Xpévog mpoodopiopod omoteheopdrov: To omotédecpa
mpénel v a&loroyeiton evtog 15 ~ 20 Aemtdv votepo om TV
mpocOnkn Tov deiypatog omv  efetaotikny  kooéta.  To
amotéhecpo mov epgavifetor petd amd 20 Aemtd dev givon
£yKupo.

N

OETIKO APNHTIKO  MH EFKYPO

(Eixcéva avagpopds)

[nMEPIOPIZMOI]
1. Avtd 1o mpoidv givor KOTGAANLO LOVO Y10 TOLOTIKT
g€étaon kat Bondntiky ddyvoon.
2. To omoTEAEGHOTO TOV TECT EIVOL LOVO Y10 KAVIKT
avapopd Kot dev TpEmeL va. eivat 1 povn Baocn yio
KAWVIKn Sdyveoon kot



Ogpaneio. H whvuay Swgeipion tov acbevov mpémer va
eEeTaoTel 68 GUVSLAGHO HE TOL GUUMTOUOTA TOVG, TIG PUOIKES
evOEi&elg, TO 10TPIKO 16TOPIKO, AALES EpYOOTNPLOKES EEETAGELG,
™ Oepomevtikny  avtiopoon kot TG EMSMUIOAOYIKEG
TANPOPOpPiES.

3. O yproteg mpémel va e€etdlovv To delypoto T0 GVVIONOTEPO
SuvaTOv PETA TN GLALOYN TOVG.

4. Ta Betwcd omoteréopoto Tov TeoT Oev  amokieiovv TG
TOVTOYPOVES MOIUDEELS pe GAAD TaBoyova.

5. Ta anoteléopata Tov 10T Ho TPEMEL va. cLoYETICoVTOL HE TO
KAMvViKd 1otopikd, To emdnporoyikd dedopéva Kot GAla
dedopéva mov eivar drobéoipa oTov wTpd oV aflohoyel Tov
acbev.

6. "Eva yeuddg apyntikd amotéhecpo LTopel Vo TpOoKOYEL 6V TO
EMMEGO TOV UKOV AVTIYOVOL e €va detypa gival KAT® and To
Oplo aviyveLONG TNG CLOKEVTG M| €GvV TO deiypo CLAAEYONKE N
petagéphnke  axotdAinia.  Emopéveg,  éva  apvntikod
AmOTEAEG O TOV Te0T dev e&adeipel ™V mbavoTTOL HOAVVONG
and SARS-CoV-2.

7. H mocdtnta avirydvov oe €va Seiypo pmopel vo petwdei
xafdg avihverar 1 Sibpkewn g acbevetag. Ta deiypata mov
cOMEXONKay peta v 5M mpépa g acbévelag  eivar
mhovOTEPO Vo EivOl OpVNTIKA GE GOYKPLON pe Hio avaAvon
RT-PCR.

8. H pn opbn tmpnon g dwdikaciag tov teot pmopei va
snnpadcm opVNTIKG TV amddoon TOL TEGT N / KoL va
OKVPAOGEL TO OTOTEAEGLLOL TOV TEGT.

9. Ta mepleypevo avTOd TOL KIT TPEMEL V&L YPNCLHOTOLOVVTOL
Yo my TOL0TIKY avtxvsucn aviyovov SARS-CoV-2 pdvo
and detypata prvikod entypicpatog.

10. H omddoon tov kit eEoptdrar amd 10 Qoptio Tov avTiydvov
Kol evOEXETOL VO PNV OLVAdEL ME GAAEG SlOyVOOTIKEG
pefoddovg mov ypnoipomonionkay 6to idto deiypa.

11. Ta opvnrikd omoteréopoto Tov kit dev mpoopiloviar va
OmOTPEYOLV GALES 10YEVELG | PaKTNPLOKEG AOIUDEELG.

12. Ou Oetikég kot opvntikés mpoPAeyels eEoptdvial amnd To
m0G00Td emkpdtnong. To OeTikd amOTEAEGUATO TOL TECT
eivar meplocoTePo MOAVO VO avVTITPOCSOTEDOVY  YELIMG
Oeticd  amoteléopate o€ MEPLOSOVG TOL VTAPYEL MKPY /
kaBolov Jdpactnpomra tov SARS-CoV-2 1 odtav o
£MMOAAGHOG TNG VOoOL eivar xopunAds. Ta wevddg apvnTikd
anoTeAéopOTOL TOL TeoT eivar mo mbavd Oty 1O O
EMTOAAGHOG TNG VOGOV TTov Tpokaheitol and to SARS-CoV-
2 givon vyYnAOG.

13, Avto 10 kit £get a&lohoynbei Yo xpron povo pe avbpodnvo
Setypa.

14. To pOVOKA®VIKG OVTIGOUOTO EVOEXETOL VO OTOTOYOVLV VO
avivedoovy N va aviyvedoovy pe Ayotepn svouctnecia, 100G
SARS-CoV-2 mov éyovv vrmootel pikpés arlayés apvolémv
GTNV EMTOMLO TEPLOYT] TOV GTOYOV.

15. H anddoon avtod tov Te0T dev Exel a&toroynBel yio xpron
oe 0obevels ympic evOelgels Kol GUUATOUATO OVOTVEVGTIKNG
Molpméng kot M omddoon  pmopei  vo  Spépel  of
OCVUTTOUOTIKG GTOpa.

16. H evocOnoio avtod tov te0T petd Tig mpdeg mEvte NUEPES
oam6 Ty &vopln Twv copntopdrov el amodeydel ot
pewdveton oe oOykpion pe po ovaivon RT-PCR SARS-CoV-
2

17. To apvnTiké omoTEAEGHOTO, TPETEL VO OVTIHETOTILOVTOL MG
TEKUNPLOL KO VO ETPBEPOLOVOVTAL [E EYKEKPIUEVT] OO TOV
FDA popakn dokiaoio, edv givol amapaitnto, yio KAVIKN
OVTIHETMOMION, GUUTEPIAAUPBOVOUEVOL  TOL  EAEYYXOL NG
hoipwéng.

18. H otabepémia tov Seiypotog Paciletor oe oratid
dedopéva omd Sokwiég ypime kar - amddoon pmopel va
Swpéper and 10 SARS-CoV-2. Ou ypnoteg npsnst vou
dokipdoovy Ta Selypoto 10 GLVIOPOTEPO dvvaTd petd T
GVAROYY TOVS Kat £VTOG piag dpog omd T GLAROYN.

19. H EYKUPOTIITO. TOV KIT OEV ExEl (moﬁalxeal Yy v
Tovtonoinen / emPefaioon oV ATOUOVOUEVOY KOAMEPYEIDV
1GTOV KoL OV TPETEL VAL PNGLUOTOLEITAL Y10l LTI TN XPioM.

[XAPAKTHPIEZTIKA AITIOAOZHX]

H anddoon tov kit kabopictnke and o pvikd deiypoto 492
acbevdv yuo tovg omoiovg vanpye vmoyic COVID-19 ko
SVAAEYONKaY amd v KkoOnpepvly KAVIKY TPOKTIKY OTO
Centro Diagnostico Delta S.r.l. mov Bpioketon otv Piazza San
Giuseppe Moscati, 8 - 82030 Apollosa (Benevento) ITAAIA,
petagd  Oxktoppov 2020 wor  Iavovapiov 2021. Ta
pvogapuyyikd enypiopota 492 acbevav cviiéyxdnkav. To
pvogapuyykd tpocdiopiCovtar pe avdrvon RT-PCR, kot to

pwika emypiopato kabopifovior amd T0 YPYOPO TEGT KIT
avigvevong aviyovov. Ta  deiypata  cvAréxOnkov  omd
e€eldkevpévo TPooOTIKO ovpeove pe Tt péBodo mov
avaeépOnke otig 0dnyieg.

To Kt £8e1&e 98,13% evancOnoia ko 99,22% edikotra.
MMivokag 1. Amoteréopota KMVIKIG PEAETNG OO TNV
EvapEn TOV COUTTORATOV

Amotéhecpo Teot Zoykpion pe PCR Yootk
. TOoGHVOAO
Avtidpactnpiov Oeticd | apvnTikd
Oetikd 105 3 108
apVNTIKA 2 382 384
Ymoohvolo 107 385 492

Moocoté Oetikiic cvppaviag (PPA)=105/107(98.13%)
(95%CI:93.4%~99.8%)

TToocoo16 apvntikng cupemviag (NPA)= 382/385(99.22%)
(95%CI:97.7%~99.8%)

Akpipeo=(105+382)/492x100%=98.98% Kappa=2x40104/

149473=0.97>0.5

2. AvaAvo1) S106TAVPOVREVG AVTIOPACTIKOTNTAG

Awot. Aviidpactikémto: Agv vaipye avtidpoon pe mbavég

dlacTavpodpEVEG avTIOPACTIKEG 0VGieg extdg amd Tov SARS-

KOpOVoid.

IMivokag 2: AnoTEALOPATA S1UGT. AVTIOPUCTIKOTNTUG

3 fetikd amoTteAéopOTO KOU TNG TPAOTNG YL 3 apVNTIKG
AnOTEAEGHOTO. XPNGILOTOIDVTAG AVTHV TN GVYKEVTp®ON, T0 O.A.
(0pro aviyvevong) Pertiddnke mepaTéP® HE [0 GEPA opaimong
2 gopdv. H televtaio apaiwon mov deiyver 100% Oetikdtnro
e€etdomke og 20 gmmhéov avtiypaga o omoia e€etdoTnKay pe
ToV {810 TPOTO.
5. Eni&p(mn Tavtlov
Qg pépog g perémg O.A., e€etdomke M vyMAdTEPN
cvykévipmon 10V deiypatog (1, 3 x 10° 1:[rlCIDsn / m?_) Aev
evtontioTnke «enidpaon yaviiovn.

[ITPOEIAONOIHXEIX]
1."Eval 0pvnTikd omoTéLEG 0L UTOPEL VoL TTPOKDYEL EGV 0 10
SARS-CoV-2 mov vrdpyet 610 detypa eivat yaumAoTePOg TG
gvouctnoiog Tov Kit.
2. Oyt y10. Tov Ereyyo mg apodociag.
3. Mnv kanvilete, pmy mivete kaw pnv TpOTE G TEPLOYEG OOV
xepilovron detypato 1 avTdpacTipLo TOL KIT.
4. Anoppiyte Ol to deiypota Kot To VAKEG Tov
APNOILOTOONKAV Y10 TV EKTEAEGT TG SOKIUNAG G PLoAOYKE
emkivduva amopanTa.
5. Xepioteite T0vg apvnTiKov Kot ETIkovG PapTUPES pE ToV 1510
TPOMO pe T delypata achevay yur my npocwma 00 xelpwm
6. My exteleite 1o 10T 68 SONATIO PeE 1yvph pon agpa, dniadn

Human 1.1 x 105
Metapneumovirus TCIDso/mL OXI1
(hMPV)
6
Parainfluenza virus 1 TIC?st 01/21L OXI1
6
Parainfluenza virus 2 T}Z?st nl/&L OXI
. . . 100
Parainfluenza virus 3 T%:ISDXSG/&L OXI
6
Parainfluenza virus 4 TIC?])Xs 01/21L OXI1
Rhinovirus 1.3 x 10°PFU/mL OXI
Mycoplasma 1.8x 10°CFU/mL OXI
pneumoniae
Bordetella pertussis 1.5x 10°CFU/mL OXI1
Mycobacterium .
tuberculosis 1.0 x 10°CFU/mL OXI
Pooled human nasal
wash-representative of o
normal respiratory 100% OXI
microbial flora
Streptococeus 1.0 x 105 CFU/mL oxI
pyogenes

HE NAEKTPIKO QVEHIGTNPA 1) LOXVPO KALHOTIGUO.

MBavég avtdpacTicey  Tuykévipoon | Awctavpodpevn 3. Avvntikd Evdoyeveig Iapeppariopeveg Ovoicg (EHEEH]I"HMATIKA ZYMBOAA]
ovoieg Aok AVTISPaGTIOTNTO! Agtypoto pvikod entypicHoTog avTlyovou GuvLAcTKaY HE pio n See
K (ISm O30 1 amd TG akOLOVOES OVGIEG GE GUYKEKPLUEVEG GUYKEVTIPAOGELS KO V}tro EE] Instructi
Tox10° X eleTdoTKaY [E TOAATAEG ETAVAAYELG. AEV VINPYOV WEVdDG Diagn on for Catalog #
Influenza A T(fIDX /L 0OXI Betucd 1) yeuddg apvnTucd pe to. axdAovha ?jnc Use
1.6 501 06 IMopepfarropeveg ovoieg ZOyKEVIpO Ovoaioa ZUYKEVTD Seh £
.6 x 10° on won Batc . & Manufact
Influenza B TCIDsy/mL OXI - Naso GEL(NG - Numb g El);pltry uring
Human coronavirus 1.6 x10° oxl1 Whole Blood 5% Med) 6%viv er ate Date
HKU1 TCIDso/mL Fluticasone Propionate 4%v/v Mucin 0.54% St Keep
- ore
Human coronavirus 1.6 x10° CVS Nasal Drops 17%v/ . 1.6mg/ Do not o e away
OC43 TCIDsy/mL OoXI (Phenylephrine) . Ricola(Menthol) mL ® reuse | . git‘;vgo? /-{\ from
Haemophilus 2.2x 10° OXI Tamiflu(Oseltamivir 6mg/m Afrin(Oxymetazo 14%v/ Sunhght
influenzae TCIDso¢/mL Phosphate) 1 line) v EU
. 2.1x10° Sucrets(Dyclonin/Ment 1.4 CVC Nasal 16%v/ o Authoriz
MERS-coronavirus TCIDsy/mL OXI hol) mg/mL | Spray(Cromolyn) M b KDeep " ll M?S:ef?c [ ]r=] ed
SARS-coronavirus 3.2x 10°PFU/mL NAI Chloraseptic(Menthol/ 1.8 Gel ONasalt " 9 4 Represen
. 1.5x 10¢ Benzocaine) mg/mL el(Oxymetazoli ovIiv tative
Adenovirus C1 TCIDso/mL OXI ne)
: 12 . .
] 1.5x 10° . 1:10dil oo CE ‘-)\ Biologi
Adenovirus 71 TCIDeymL. OXI Homeopathic(Alkalol) ution Mupirocin mi/m c E Mark W/ ) calrisks
Candida albicans 4.2x 10°CFU/mL OXI Ore Throat Phenol 16%v/ Fisherman’s | 1.3mg/
Respiratory syncytial 5.1x100 Spray v Friend ml [
. OXI BAZIKEX IAHPO®OPIEX]
virus TCIDsy/mL Tobramycin Sug/mL Zicam 4%v/v
. 5.4 x10°
Enterovirus TCIDsy/mL OXI 4.0p10 Aviyvevong (ANAAYTIKH EYAISOHEIA)
Malaria 2.2 x 106CFU/mL OXI To O.A. yu t0 Ypr’]yopo 'csczr KT aviyvevong avtrydvov JOYSBIO(Tianjin) Biotechnology Co., Ltd.
Dengue TICfDX l/r(zL OXI ?rARS—/:ZoV—Z et 136 x 10°TCIDso / mL: ) Address: Tianjin International Joint Academy of
* 0 O.A. v 70 Yp1iy0pO TECT KIT aviyveveng aviyovov Biotechnology & Medicine 9th floor No.220, Dongting
Human coronavirus 1.7x 10° OXI SARS-CoV-2 kabiepdbnke yxpNOLHOTOIOVTOG TEPLOPLOTIKEG Road, TEDA 300457 Tianjin China
NL63 TCIDso/mL APOIOCELS EVOC GMEVEPYOTOMUEVOL WE OKTIVOPBOALG YapLHLeL Tel: +,8 6-022-65378415
Human coronavirus 2.2x10° OXI uko¥ deiypatog. To vAkd mapéyetar o ovykévipwon 1,3 I
229E TCIDsy/mL 10° TCID50 / mL. & autiv T HEALTY, TTOV GYESIGGTNKE Yo
Streptococcus 11 x 105CFU/mL OXI va ektipioet 0 O.A. g avaAvong O6tav ypnoluomoteital Lotus NL B.V.
pneumoniae X m £VOG PVIKOG OTVUAEOG, TO GPYIKO VAIKO UETOTPATNKE OF Mio Address: Koningin Julianaplein 10,1e Verd,2595AA, The
3 G 0 § 0 G i H Netherl. .
Preumocystis jirovecii TIC(I) DX 1/0 . OXI WC‘} 100 (?.p(lw)p}ivn oe a?»u‘rouxo StéAvpa. Mlu apyIKn ague,Netherlands
so/m. pedétn  edpeong  Tov  €VPOVG  TpaypaTomOuiBNKE  oE
Legionella o £EETAOTIKEG OLOKEVEG E1G TPUTAOVV YPNOLLOTOLOVTOG M0
hila 1.4x 10°CFU/mL OXI . , 10 , 5 40 ; 50 ul
PReUmOpH! ocpa apawocwv 10 gopav. & kabe apaioon, U W [HMEPOMHNIA ETKPIZHE KAI TPOIIOIHEHE TQN OAHTION]
Chlamydia 1.1 % 105 TFU/mL oxI 8817;}arog TPOGTEO KOV G EMYPIOHUTH KAl O CUVEYELD Tavovéptog 2021.
pneumoniae egetomray ypnowonowdvtag T dedwkacio ywo Setyporo

pwikod  emypiopatog  acBevovs.  Emdéybnke o
ovykévipmon petadd g tedevtaiog apainong yuo vo ddoet
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