JusChek. SARS-CoV-2 and Influenza
A+B Antigen Combo
Rapid Test (Nasal Swab)
Package Insert

A rapid test for the qualitative detection of
SARS-CoV-2 Nucleocapsid Protein, Influenza A and
Influenza B nucleoproteins antigens present in nasal
swab specimen.
For self-testing in vitro diagnostic use.
[PROCEDURE]
Wash your hands with soap and water for at least 20
seconds before and after test. If soap and water are
not available, use hand sanitizer with at least 60%
alcohol.

Remove the cover of the tube with
extraction buffer and place the
tube in the tube holder in the box.

Nasal swab specimen Collection

1. Remove the sterile swab from the pouch. Do not
touch the soft tip of the swab.

2. Insert the swab into your nostril until you feel slight
resistance (Approx. 2cm up your nose). Slowly
twist the swab, rubbing it along the insides of your

nostril for 5-10 times against

the nasal wall

Note:

This may feel uncomfortable.

Do not insert the swab any

deeper if you feel strong

resistance or pain.
When the nasal mucosa is damaged or bleeding,
nasal swab collection is not recommended

If you are swabbing others, please wear a face
mask. With children, you may not need to insert
the swab so far into the nostril. For very young

children may need another person to steady
the child's head while swabbing.

3. Gently remove the swab.

4. Using the same swab, repeat step 2 in your other
nostril.

5. Withdraw the swab.

Specimen Preparation

1. Place the swab into the extraction tube, ensure it is

touching the bottom and stir the swab to mix well.

Press the swab head against to the tube and

rotate the swab for 10-15 seconds.

Remove the swab while squeezing the swab head

against the inside of the extraction tube.

Place the swab in a plastic bag.

Close the cap or fit the tube tip onto the tube.
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Testing

1. Remove the test cassette from the sealed foil
pouch and use it within one hour. Best results will
be obtained if the test is performed immediately
after opening the foil pouch.
Place the test cassette on a plat and level surface.

2. Invert the specimen extraction tube and add 3
drops of extracted specimen to each sample
well(S) of the test cassette and start the timer. Do
not move the test cassette during test developing.

3. Read the result at 10 minutes. Do not read the
result after 20 minutes.

Note: After test is completed, place all the
components into plastic bag and tightly sealed, then
dispose according to local regulation.
[READING THE RESULTS]
Please share your test result with your healthcare
provider and carefully follow your local COVID
guidelines/requirements.
POSITIVE SARS-CoV-2:*
c c Two colored lines appear
T H in the COVID-19 window.
ot osmve — One colored line should be
in the control region (C) and
another colored line should be in the test region (T).
POSITIVE Influenza A:* Two colored lines appear
in the FLU A+B window. One colored line should be
in the control region (C) and another colored line
should be in the Influenza A region (A).
POSITIVE Influenza B:* Two colored lines appear
the FLU A+B window. One colored line should be
in the control region (C) and another colored line
should be in the Influenza B region (B).
POSITIVE Influenza A and Influenza B:* Three
colored lines appear in the FLU A+B window. One
colored line should be in the control region (C) and
two colored lines should be in the Influenza A region
(A) and Influenza B region (B).
*NOTE: The intensity of the color in the test line region
(T/B/A) will vary based on the amount of SARS-CoV-2
and/or Influenza A+B antigen present in the sample.
So any shade of color in the test region (T/B/A) should
be considered positive.
A positive results means it is very likely you have
COVID-19 and/or Influenza Allnfluenza B, but the
posltlve samples should be conﬂrmed to reflect this.
go into self-isolati with
the local guidelines and \mmedlately contact your
general practitioner/doctor or the local health
i instruct

in with t of your
local authorities. Your test result will be checked by a
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rtest (ninakaabe)
Pakendi infoleht
REF ISIN-525H Eesti keel
Kiirtest SARS-CoV-2 nukleokapsidi valgu, A-gripi ja
B-gripi viiruse _nukleoproteiinide _vastu_tekkinud

ovis.
F/Iﬁe\dud in vitro diagnostiliseks enesetestimiseks.
PROTSEDUUR]

Peske vahemalt 20 sekundit enne testi tegemist kési
vee ]a seebiga. Kui seep ja vesi pole kattesaadavad,

ﬁ vahemalt 0% alkuhol\slsaldusega
katepu as(usvahendwl

\
Eemaldage ekstraheerimispuhvri

katsutilt kork ja asetage see karbis
olevasse katsutihoidikusse.

J . _hovidevotmme "
1. Votke sterilne tampoon kotist véljia. Arge

guudulage tampooni pehmet otsa.

isestage tampoon ninasoormesse, kuni tunnete
kerget ‘vastupanu (ligikaudu 2 cm siigavusele
ninna). Keerake tampooni aeglaselt, hoorudes
seda ninas6orme sisekuljel 5-10 korda vastu
wiinaseina.

L

larkus.
Volte tunda ebamugavust Arge sisestage tampooni
vamale, kui tunnete tugevat
vas(upanu Vi valu,
x5 Kui nina limaskest on kahjustatud
VoI veritseb, ei o\e ninakaapeproovi
o votmine — soovi
e pre 2 teistelt .mmesteu kandke nsomaski.
Kata pea_tampooni nil kaugele ninascormesse
sisestama. Viga Vilkeste laste puhul VGib teil vaja
minna teise inimese abi, et hoida ninakaapeproovi
vétmise ajal lapse pead likumatuna.
. Eemaldage etlevaatllku\l lampoon
4. Kasutage sama tampooni ja korrake 2. punkti
enda teises ninasoormes.
5. Eemaldage tampoon.
Proovi ettevalmistamine

1. Asetage tampoon ekstraheerlmlskatsuusse
tampooni, Y korrankuu &b s'egada \/a]u(ag
Iampoom ea u katsutit ja keerutage tampooni

10-15 sel undljooksul
2. Eemaldage tampoon, surudes samal ajal
Iampoompead vastu  ekstraheerimiskatsuti

sisemust. e °
ool

3. Asetage tampoon plastotti.
4 Slgege kork vol kinnitage katsuti ofs. katsut

lige.
Tes(lmlne

i suletud ja
kasutage seda Uhe tunni jooksul. Parimad
tulemused on tagatud siis, kui test sooritatakse
kohe parast fooliumkoti avamist.

Asela e testikassett tasasele ja uhtlase\e Emnale
2. Pooral efroovl ekstraheerimiskatsul ?
lisage 3 tilka ekstraheeritud proovi testlkasse
\rgasse proovisiivendisse (S) |a kaivitage taimer.
roovikassetti ei tohi testi ajal ligutada.
3. Vaadake tulemust 10 minuti pérast. Arge
vaadake Iulemust parast 20 minuti moodumist.

SARS-CoV-2 un g
A+B antigénu kombinacija
Atras noteikSanas tests
(deguna tampons)
ktnis
Latviski
Atras noteiksanas tests, lai kvalitafivi noteikiu SARS-CoV-2
nukleokapsida proteina, Atipa gripas un Btipa gripas
nukleoproteinu antigénus ar tamponu iegita parauga no
deguna.
Diagnostiskai pastestésanai in vitro.
[PROCEDURA]
Vismaz 20 sekundes pirms un péc testésanas mazgajiet
rokas ar ziepsm un Gdeni s un ddens nav
pieejams, izmantojiet roku dezinfekcijas lidzekli uz vismaz
60% spirta bazes.
s Nopemiet caurufites vaku  ar
> ekstrakcijas  buferi un ievietojiet
| | cauruliti kiarba eso$aja mégenes
turétaja.

Tl
Parauga savaksana ar deguna tamponu
1. Iznemiet sterilo tamponu no maisina. Nepieskarieties
tampona mikstajam galam.
evietojiet tamponu nasT, lidz jitat nelielu pretestibu (apm.
2cm dziji nasi). Lenam grieziet tamponu un 5-10 reizes
paberzéjiet to nasT pret deguna sienu.

iezime.

Sajita var bit nepatikama. Ja
jitat spacigu pretestibu vai sapes,
neievietojiet tamponu dzilak.
Parauga savaksana ar deguna
tamponu nav ieteicama, ja ir
bojata deguna glotada  vai

JusChek.

N

konstatéta asinosana.
Ja ar tamponu nemat paraugus citiem cilvekiem,
valkajiet sejas aizsargmasku. Testgjot bérnus, tamponu,
iespgjams, nevajadzes ievietot nasT tik dzil. Testgjot [oti
mazus bémus, iespgjams, bis nepiecieSama cita
cilveka palidziba, lai noturétu béma galvu parauga
nemsanas laika.

3. Uzmanigi iznemiet tamponu.

4. Arto pasu tamponu atkartojiet 2. darbibu otra nas.

5. lzvelciet tamponu.

Parauga sagatavosana

1. Tamponu ievietojiet ekstrakcijas caurul ta, lai tas
pieskartos apaksai, un maisiet ar tamponu, lai labi
sajauktu saturu. Piespiediet tampona galvigu pret
caurultt un grieziet tamponu 10-15 sekundes.

2. Iznemiet tamponu, vienlaikus spiezot ta galvinu pret
ekstrakcijas caurulites ieksmalu.

3. levietojiet tamponu plastmasas maisi

4. Aizveriet vacinu vai uzlieciet caurulit

1 2 3

proovi E—

Markus. Parast testi tegemist asetage kdik
{estikamipleki komponendidplastkott, suigege see
kindlalt ~ja  korvaldage  vastavalt ohalikele
eesklnadel

[TULEMUSTETGLGENDAMINE]

PCR confirmation test and you will be explained the
_next steps.

NEGATIVE: One colored line
appears in the control region
(C). No apparent colored line
appears in the test line region
(T/BIA).

You are unlikely to have COVID-19 and/or Influenza
AlInfluenza B. However, it is possible for this test to
give a negative result that is incorrect (a false
negative) in some people with COVID-19 and/or
Influenza AlInfluenza B. This means you could
possibly still have COVID-19 and/or Influenza
Alinfluenza B even though the test is negative.

In addition, you can repeat the test with a new test kit.
In case of suspicion, repeat the test after 1-2 days, as
the coronavirus/Influenza virus cannot be precisely
detected in all phases of an infection.

Even with a negative test result, distance and hygiene
rules must be observed, migration/traveling, attending
events and etc. should follow your local
COVID/Influenza guidelines/requirements.

Negative Negative

INVALID: Control line

@ @ fails to appear.
Insuﬂlc\ent specimen

or incorrect

procedural techmques are me mosl likely reasons for
control line failure. Review the procedure and repeat
the test with a new test or contact with a COVID-19
and/or Influenza test center.

[PRECAUTIONS]

Please read all the information in this package insert
before performing the test.

« For self-testing in vitro diagnostic use only. Do not use
after expiration date.

Do not eat, drink or smoke in the area where the
specimens or kits are handled.

Do not drink the buffer in the kit. Carefully handle the
buffer and avoid it contacting skin or eyes, rinse with
plenty of running water immediately if contacting.

Store in a dry place at 2-30 °C (36-86 °F), avoiding areas
of excess moisture. If the foil packaging is damaged or
has been opened, please do not use.

This test kit is intended to be used as a preliminary test
only and repeatedly abnormal results should be
discussed with doctor or medical professional.

Follow the indicated time strictly.

+ Use the test only once. Do not dismantle and touch the
test window of the test cassette.

The kit must not be frozen or used after the expiration
date printed on the package.

Test for children should be under the guidance of an

Wash hands thoroughly before and after handling.
Please ensure that an appropriate amount of samples
are used for testing. Too much or too little sample size
may lead to deviation of reslts.

[STORAGE AND STABILITY]

Store as packaged in the sealed pouch at room

temperature or refrigerated (2-30 °C). The test is stable

through the expiration date printed on the sealed pouch

The test must remain in the sealed pouch until use. DO

NOT FREEZE. Do not use beyond the expiration date.

KEHTETU TULEMUS
Kontrolljoone = ilmumise
tdenaolisemaks pohjuseks on proovi ebapiisav kogus

kontrolljoon ei ilmi
ebadnnestumise

[MATERIALS]
Materials Provided
* Test cassette Package insert  + Sterile swab
« Extraction buffer + Biosafety bag(Optional)
Materials Required But Not Provided

« Timer

[INTENDED USE]

The SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test
(Nasal Swab) is a single-use test kit intended to defect the
SARS-CoV-2, Influenza A and Influenza B virus that causes
COVID-19 andlor Influenza with self-collected nasal swab
specimen. The test is intended for use in symptomatic
Jasymptomatic individuals who are suspected of being infected
with COVID-19 and/or Influenza A+B.

Results are for the detection of SARS-CoV-2 Nucleocapsid protein,
Influenza A and Influenza B nucleoproteins antigens. An antigen is
generally detectable in upper respiratory specimens during the
acute phase of infection. Positive results indicate the presence of
viral antigens, but clinical correlation with patient history and other
diagnostic information is necessary to determine infection status.
Positive results are indicative of the presence of SARS-CoV-2
andior Influenza A+B. Individuals who test positive should
self-isolate and seek additional care from their healthcare provider.
Positive results do not rule out bacterial infection or co-infection
with other viruses. Negative resuilts do not preclude SARS-CoV-2
andior Influenza A+B infection. Individuals who test negative and
continue to experience COVID-like or flu-like symptoms should
seek follow up care from their healthcare provider.

[SUMMARY]

The novel coronaviruses belong to the B genus. COVID-19 is an
acute respiratory infectious disease. People are generally
susceptible. Currently, the patients infected by the novel
coronavirus are the main source of infection; asymptomatic
infected people can also be an infectious source. Based on the
current epidemiological investigation, the incubation period is 1 to
14 days, mostly 310 7 days. The main manifestations include fever,
fatigue and dry cough. Nasal congestion, runny nose, sore throat,
myalgia and diarrhea are found in a few cases

Influenza (commonly known as ‘lu’) is a highly contagious, acute
viral infection of the respiratory tract. Itis a communicable disease
easily transmitted through the coughing and sneezing of
aerosolized droplets containing live virus®. Influenza outbreaks
occur each year during the fall and winter months. Type A viruses
are typically more prevalent than type B viruses and are
associated with most serious influenza epidemics, while type B
infections are usually milder.

[PRINCIPLE:
The SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test
(Nasal Swab) is a qualitative membrane-based immunoassay for
the detection of SARS-CoV-2 nucleocapsid protein, Influenza A
and Influenza B nucleoproteins antigens in human swab
specimen.

[LIMITATIONS]

Performance was evaluated with nasal swab specimens only,
using the procedures provided in this package insert.

The SARS-CoV-2 and Influenza A+B Antigen Combo Rapid
Test (Nasal Swab) wil only indicate the presence of
SARS-CoV-2 and/or Influenza Allnfluenza B antigens in the
specimen.

If the test result is negative or non-reactive and dlinical
symptoms persist, it is because the very early infection virus
may not be detected, it is recommended to test again with a
new kit or test with a molecular diagnostic device to rule out
infection in these individuals.

Negative results do not rule out SARS-CoV-2 infection,
particularly in those who have been in contact with the virus.
Follow-up testing with a molecular diagnostic should be
considered to rule out infection in these individuals.

A negative result for Influenza A or Influenza B obtained from
this kit should be confirmed by RT-PCRIculture.
Positive results of COVID-19' may be due to infection with
non-SARS-CoV-2 coronavirus trains or ofher interference factors. A
positive resut for influenza A andior B does not preclude an
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Voi vale ﬁ d
seda uue testiga vl volke uhendust COVID-19 ]a/vow
gripi testimiskeskusega.

Palun lugege enne testi tegemist Iabi kogu
pakendis olev tea
+ Moeldud

_ainul Il in vitro
arast

dumist ei tohi testi kasulada

enda
J\e ja_jargige ook onaie RS
fuhisar/nodeit,

-CoV-27"
COVID-19 _ aknas _ ilmuyad
aks _varviist _joont.” Uks

k e
c c rvilin joon asub
T H konlrollpiirkonnas (C) ja teine
varviline asub

Posttivie Positivne tesni)_urkonnas
POSITIIVNE Agrlpp A+B

varvilist “joont. Uks varviline joon asub
konthpurkonnas C) ja teine varviline “joon asub

Agnr Purkon as (A).
NE B-grlpp FLU AtB aknas ilmuvad
arvilist “joont. Uks rviline joon asub
umroupmkonnas éc ja teine e joon asub
B.grip! pirkonnas (8)
NE A-grip|
iImuvad kolm varvi
kontrollpiirkonnas éC) mn
Aﬁlrjpl ﬁurkonnas

ak)nas ilmuvad

ja B- %HEE * FLU A+B aknas
st joont. Uks varviline joon asub
kaks varvilist joont asuvad
A) ja B-gn \/gurkonnas (B).
val

varieerub soltuvalt proovis olevast SARS-CoV-2 ja/voi
A-/B-gripi antigeenide kogusest. Seet6ttu tdhendab
igasugune varv testipirkonnas (T/B/A) positiivset
tulemust.

osiivne Wlemus tihendab, et suure t9endosusega
on 1ol COVIDAS jaival ?E -gripp, _kui
Eosltuvsed proovid tuleb sell|eks||{|e ontrollida. Jaaqe

vastav:

ja votke vastavalt kohalike ametiasutuste eeskirjadele
tohe r‘uhen ust oma perearsn/arstlga VoI kohaliku
ervishoiu

+ Proovide ja komplektide kasitsemise ajal ei tohi
siilia, juua ega suitsetada.
Komplektl puhverlahust ei tohi juua. Kasitsege
puhverlahust ettevaatlikult ja valtige selle nahale voi
silma sattumist. Kui see peaks juhtuma, loputage
yivitamatylt jooksva vee al
Hoida kuivas kot temperatyuril 2-30 °C (36—
86 °F), valtides liigset niiskust. Arge kasutage testi,
kui fooliumpakend on kah{ustatud Voi avatud.
See testikomplekt on ette nahtud

underying co-nfection with another pathogen, therefore the possibiity
of X

either of the testline regions was observed at these
listed:

o~

False negative results may occur if a specimen is improperly
collected or handled.
False negative results may occur if inadequate levels of
viruses are present in the specimen.

[PERFORMANCE CHARACTERISTICS]

Clinical performance

The SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test
(Nasal Swab) has been evaluated with specimens obtained from
the patients. RT-PCR is used as the reference method for the
SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test
(Nasal Swab). Specimens were considered positive if RT-PCR
indicated a positive result. Specimens were considered negative if
RT-PCR indicated a negative result.

SARS-CoV-2 Test:

©

SARS-CoV-2 Tes

Test Level

Adenovirus type 3 3.16 x 10° TCIDsoimL

Adenovirus type 7. 1.58 x 10° TCIDsy/mL.

Human coronavirus OC43 1 10° TCIDsg/mL

Human coronavirus 229E 5 x 10° TCIDso/mL.

Human coronavirus NL63 1 x 10° TCIDsyimL

Human coronavirus HKU1 1 x 10° TCIDso/mL

aeruginosa 1.0x10° org/mL.
aureus 1.0x10%rg/mL.
epidermidis 1.0x10° org/mL.
1.0x10° org/mL.

pyogenes 1.0x10° orgimL.
salivarius 1.0x10° org/mL.

sp group F. 1.0x10° org/mL.

Interfering Substances
Test results wil not be interfered by following substances at

MERS COV Florida 1.17 x10° TCIDso/mL.

Influenza A HIN1 3.16 x 10° TCIDso/mL

Influenza A H3N2 1 10° TCIDso/mL.

Influenza B 3.16 x 10° TCIDso/mL

immediately contact your general practitioner / doctor or the local
health department in accordance with the instructions of your local
authorities. Your test result will be checked by a PCR confirnation
test and you will be explained the next steps.

[BIBLIOGRAPHY]
1. Diagnosis and Treatment Protocol for Novel Coronavirus
Pneumonia (Trial Version 7). National Health Commission &
National Administration of Traditional Chinese Medicine.2020.
2. Williams, KM, Jackson , Hamilton M. (2002) Rapid
Diagnostic Testing for URIs in Children; Impact on Physician
Decision Making and Cost. Infec. Med. 19(3): 109-111.

[INDEX OF SYMBOLS]

RT-PCR
SARS-CoV-2 and Influenza
A+B Antigen Combo Rapid swab) Total
Test -
Posiive | Negative
SARS-Cov-2| _Posiive 161 2 163
Antigen | Negative 5 482 | 487
Total 166 484 | 650

Relative Sensitivity (95%Cl: 93.11%~99.01%)

99.59%
(95%Cl: 98.52%~99.95%)

Relative Specificity

2.81 x 10* TCIDso/mL.
1.58 x 10° TCIDgo/mL.
8.89 x 10° TCIDsofmL.

Human Rhinovirus 2

Human Rhinovirus 14

Human Rhinovirus 16

Measles 1.58 x 10° TCIDso/mL
Mumps 1.58 x 10* TCIDso/mL.

i virus 2 1.58 x 10" TCIDgo/mL.
virus 3 1.58 x 10° TCIDso/mL.

Respiratory syncytial virus 8.89 x 10° TCIDs/mL

Influenza A+B Test:

certain
Concen- Concen- For in vitro )
Substance tration | Substance | Tion diagnostic use |z § % Store between 2-30°C
Whole Blood 20 pUmL | O 0.6 mg/mL. only
Mucin 50 ug/mL | Phenylephrine | 12 mg/mL W Tests per kit o |usepy
200 pLmL | Rebetol 45 ugmL
Nasal Spray ul [ ) Do ot use f Authorized
[ 0.8 mg/mL Relenza 282 ng/mL. ::fn :gjd‘s Ec [Rep
Flunisolide 6.8 ngimL Tamiflu 1.4 pgimL
Mupirocin 12mg/imL | Tobramycin | 2.43 mg/mL Keep dry [t E;"E‘;"e Instructions
TEXTRA INFORMATIONST
1. How does the SARS-CoV-2 and Influenza A+B Antigen
Tombe Rama Tost workcy Lot Number @ [ponotreuse
The test is for the qualitative detection of SARS-CoV-2 and/or
Influenza A/lnfluenza B antigens in self-collected swab specimens. Catalog # ‘ Manufacturer

A positive _result indicates SARS-CoV-2 andlor Influenza
Alnfluenza B antigens present in the specimen

2. When should the test be used?

SARS-CoV-2 andlor Influenza Aflnfiuenza B antigen can be detected
in acute respiratory tract infection, it is recommended to run the test
when you are suspected of being infected with COVID-19 andior

3. Can the result be incorrect?
The results are accurate as far as the instructions are carefully

Nevertheless, the result can be incorrect if inadequate sampling
volume or the SARS-CoV-2 and Influenza A+B Antigen Combo
Rapid Test gels wet before test performing, or if the number of
extraction specimen drops are less than 3 or more than 4

Besides, due to immunological principles involved, there exist the
chances of false results in rare cases. A consultation with the
doctor is always recommended for such tests based on
immunological principles.

the test if the color and the intensity of the

s are different?
The color and intensity of the lines have no importance for result

Aceuracy (95%C: 97.67%~99.60%)

Specificity Testing with Various Viral Strains

The SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test
was tested with the following viral strains. No discenible line at

The lines should only be homogeneous and clearly
visible. The test should be considered as positive whatever the
color intensity of the test line is.

5. What do | have to do if the result is negative?

Anegative result means that you are negative or that the viral load
is too low to be recognized by the test. However, it is possible for
this test to give a negative result that is

incorrect (a false negative) in some people with COVID-19 and/or
Influenza Aflnfluenza B. This means you could possibly still have
COVID-19 and/or Influenza Allnfluenza B even though the test is

In addition, you can repeat the test with a new test kit. In case of
mmplckn, topest the et afar 12 dam. e ihe

Moraxella catarrhalis 1.0x10° org/mL.

Neisseria lactamica 1.0x10° org/mL.

1.0x10° org/mL.

Neisseria subflava

cannot be precisely detected in al
Shases of an infecton. Distance and hygian riles must il be
d.

Even with a negative test result, distance and hygiene rules must
be observed, migration/traveling, attending events and etc. should
follow your local COVIDIInfluenza guidelines/requirements.

6. What do | have to do if the result is positive?

A positive result means the presence of SARS-CoV-2 /Influenza
Afinfluenza B antigens. A positive results means it is very likely
you have COVID-19 and/or /influenza. Immediately go into
self-isolation in accordance with the local guidelines and

N Description Test Level
\ccuracy
4 (95%Cl: 97.79%~99.57%) ‘Adenovirus type 3 3.16 x 10* TCIDso/mL.
Influenza A+B Test : Adenovirus type 7 1.58 x 10° TCIDso/mL. Influenza Ainfluenza B.
‘SARS-Gov-2 an Influsnza RT-PCR Total Human coronavirus OC43 1 x10° TCIDso/mL
"
""q?esf'" o Rapid 1= e | Negatve | O Human coronavirus 229E 5 x 10° TCIDsoimL rospeciant
o 2] Fosie M > 70 Human coronavirus NL63 1 x10° TCIDso/mL
" Antigen [egatve 3 PP R Human coronavirus HKUT 1x10° TOIDgmL
MERS COV Florida 1.17 x10° TCIDsomL
Total 4l o7 | o8 Human Rhinovirus 2 281 x10° TCIDgwimL
7%
Relative Sensitivity (95%Cl: 88. 111’/:-99 12%) Human Rhinovirus 14 1.58 x 10° TCIDso/mL
oy Human Rhinovirus 16 8.89 x 10° TCIDsgmL. e
Relative Specificity (95%Cl: 98, 52%‘199 95%) Measles 1.58 x 10* TCIDso/mL. i o
Mumps 1.58 x 10* TCIDso/mL.
Accuracy (95%CI: 97.92%~99.71%) i virus 2 1.68 x 10" TCIDso/mL
virus 3 1.58 x 10° TCIDso/mL
SARS-CoV-2 and Influenza RT-PCR Respiratory syncytial virus 8.89 x 10° TCIDso/mL.
A+B Antigen Combo Rapid |7 ve | Negative | 102 TCIDso = Tissue Culture Infectious Dose is the dilution of virus that
‘ under the condtions of the assay can be expected to infect 50% of
Positive 48 3 51 the culture vessels inoculated.
Influenza B i
Cross-reactivity
Antigen l Negative 3 504 507 The following organisms were negative when tested with the
Total = 07 =58 SARS-CoV-2 and Influenza A+B Antigen Combo Rapid Test ~  negative.
(Nasal Swab)
i o 94.12% .
Relative Sensitivity (95%CI: 83.76%-98.77% ) 1.0x10%org/mL.
Candida albicans 1.0x10° org/mL. "
R o 99.41% " observe
Relative Specificity (G5%CH: 98.28%-09.88%) C 1.0x10° org/m_
55027, Escherichia coli 1.0x10%rg/mL.

MedNet EC-REP GmbH
Borkstrasse 10,
48163 Muenster,

C €1434
Germany

Hangzhou AllTest Biotech Co.,Ltd.
#550,Yinhai Street

Hangzhou Econormic & Technological Development Area
Hangzhou, 310018 PR. China
Web: ww allests. com.en ~ Email info@alltests com.cn

Statement: Information about manufacturer of sterile swab is
placed on the packaging.
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ainult esialgse testina ja kor
tulemusi tuleb arutada arsti voi med\tsiinl(détajaga
Jargl?e tapselt ettenahtud aega,
Kasutage testi ainult tiks ko
& udutage testikasseti anallisiakent.

ompleki ef toni Kilmitada ega | parast pakendlle
tritkitud aegumiskuupéeva kasutad:

Test lastele tuleb teha taiskasvanu
Enne ja parast komplekt Kasutamist peske hoakalt

Veenduge et testimiseks on kasutatud sobivas
%uses proove. Liiga suur véi véike proovikogus
vajb pohjustada ebatay seld tulemusi.
[SAILITAMINE JA STABIILSUS]1
Hoida pakendis sulelud kolh toatemperatuuril voi
killmkapis . Test on stabiine kuni st
kotile truklmd aegumiskuupéevani. Test peab
suletud _ kotti kuni  kasutamiseni. TOHI
KULMUTADA Arge kasutage parast kolblikkusaja

06dumist.
lMATERJALlDl

Komplekti kuuluvad materjalid
endi infoleht

ule PCR-il pohineva k\nnllus(esn abil ning seejarel
selgitatakse teile edasisi samme.

B N L R :'_or!_roaae
8 ilmul uhevarviline

T A Testipiirkonnale (T/B/A) ei |Imu

Negatiivne Negativne  YAIVilist joont.

joon!
Toenaoﬁse\t pole teil COVID-19
[glvoi AgripiB-gripi virust._Siiski_gn voralik, et
esolev™ test “annab moénel COVID-19 Ja/vm
AoripiB-gripl viinisega Inimessl negatiivse tulemuse,
mis on vale (valenegatiivne). See tahendab, et kuigi
test on negatiivne, vmb teil ikkagi olla COVID 19 ja/vdi
A-gripi/B-gripi viirus
Lisaks voite end uue testikomplektiga uuesti testida.
Kahtluse korral korrake testi 1-2 paeva parast uuesti,
kuna koroonavnrusl/gnplvurus( pole voimalik koikide

. Stermne tampoon

* Bioohutuse kott (vahkull
aterjalid, mis on vajalikud,
kuld ei kuulu komplekti

Eks(raheenmlspuhver

« Taimer

KKASUTUSOTSTARVE]

ARS-CoV-2 nin: %le ja B gnpl viiruse antigeenide
uhiskiirtest (ninakaabe) ‘on Uhekordselt kasutatav
testikomplekt, mis on ette nahtud COVID-19 ja/voi
grippi pohjustava SARS-CoV-2, A-gripi ja B-gripi

viruse tuvastamiseks enda kogu u ninakaape
proovist. Test on _efte nahtud kasulaTlseIks
tele

kellel kahtlustatakse COVID-19 ja/vdi A-gripi v6i
B-gripi viiruse infektsiooni,
Tes(l tulemus on SARS-CoV-2 nukleokapsiidi valgu

nakkusfaaside puhul tapselt t a. ripi ja B-gripi viiruse nukleoproteilnide vastu
lﬂS;gﬁl |r;egat"vse esﬂulemuse orral_peab_jargima tek inud anugeenlde (uvas(amlne Antigeen _on
i i X uldiselt
urituste  kilastamise _jne = reeglite ‘Efglm‘ﬂe Peab infektsiooni gedas faasls Positiivsed tulemused
vastama kohalikele COVIDi/gript juhistele/nduetele.  pai viiruse _ antigeenide  olemasolu, kuid
infektsiooni staatuse maaramiseks on vajalik Kiiniline
korre\atsnoon patsiendi haigusloo ja muu diagnostilise
c c
1 : E [g Posltnvsed tulemused naitavad SARS-CoV-2 ja/voi
A-gripivoi  B-gripi viiruse olemasolu. _Positiivse
Kehtetu Kehtetu tqlqmusega \slkud peavad {aama isolatsiooni ja
o lisa ervishoiutootaja poole.
ei valista ega
Testesana » X . NEGATIVS. Kontroles
1. lznemiet testa kaseti no slégta folijas maisina un c c apgabala (C) paradas viena
izmantojiet vienas stundas laika. Labakie rezultati tiks T 2 krasaina finija. Testa [Mnijas
iegiti, testu veicot uzreiz pec foljas maisina apgabala (T/B/A) neparadas
atvérsanas. Negatis  Negatvs |y rasaina finija.
Novietojiet testa kaseti uz plakanas un lidzenas  ir maz ticams, ka jums ir Covid-19 un/vai A tipa gripa/B tipa
virsmas. ~ y gripa. Tomér ir iespsjams, ka Sis tests sniedz negativu
2. Apgrieziet otradi paraugu ekstrakcijas caurdlli un  rezyitat, kas ir nepareizs (kadaini negativs) daziem
pievienojiet 3 pilienus ekstrahéta parauga katra testa cilvékiem ar Covid-19 un/vai A tipa gripu/B tipa gripu. Tas
kasetes parauga atvéruma(S) un ieslédziet taimeri nozimé, ka jums, iespéjams, tik un ta varétu bat Covid-19
Neparvietojiet testa kaseti testa attisti$anas laika. univai A tipa gripa/B tipa gripa, lai gan tests ir negativs.
3. Péc 10 mindtém nolasiet rezultatu. Nenolasiet

rezultatu péc 20 mindtém.

3 ekstrahéta parauga
pilieni

Piezime. Péc testa pabeiganas ievielojiet visas testa
komplekta sastavdalas plastmasas maisi
noteikumiem. _
[REZULTATU NOLASISANA]
vietéjas ar Covid saistitas vadiinijas/prasibas.
POZITIVS ~ SARS-CoV-2:*
c ¢ a5
T H divas  krasainas s.
Vienai  krasainajai  fiijai
(C), bet otrai krasainajai nijai — testa apgabala (T).
POZITIVA Atipa gripa:* A+B GRIPAS lodzina paradas
kontroles apgabala (C), bet otrai krasainajai linijai — A tipa
gripas apgabala (A)
divas krasainas linijas. Vienai krasainajai linijai jaatrodas
kontroles apgabala (C), bet otrai krasainajai linijai — B tipa
POZITIVA Aupa “gripa un Btipa gripa:* A+B GRIPAS
as trim krasainam [inijam. Vienai
m — Atipa gripas apgabala (A) un B tipa
gripas apgabala (B)
atskirsies atkariba no SARS-CoV-2 univai A+B gripas
antigéna daudzuma parauga. Tatad jebkuras krasas tona
pozitivu rezultatu.
Pozitivs rezultats nozims, ka, |ofi iespgjams, jums ir
apsvértu, pozifivie paraugi ir jaapstiprina. Nekavéjoties
dodieties paslzola jja saskana ar vietejam vadiinijam un
nekavéjoties sazinieties ar savu  visp
prakses specialistu/gimenes arstu vai vietéjo veselibas
noradijumiem. Jusu testa rezultats tiks parbaudits ar
PKR apstiprinzjuma testu, un jums tiks izskaidrotas talaka

aizveriet, p&c tam atbrivojieties no ta atbilstosi vietgjiem
Informéjiet savu arstu par testa rezultatu un rapigi ievérojiet
COVID-19 lodzina para

Poritivs pozitvs jaatrodas kontroles apgabala
divas krasainas linijas. Vienai krasainajai linijai jaatrodas
POZITIVA B tipa gripa:* A+B GRIPAS lodzina paradas
gripas apgabala (B).

i jaatrodas kontroles apgabala (C), divam

* PIEZIME. Krasas intensitate testa linijas apgabala (T/B/A)
Iinijas paradidands testa apgabala (T/BIA) uzskatama par
Covid-19 un/va\ Atipa gripa/Btipa gripa, bet, lai to
apripes centru saskand ar vietgjo varas
darbibas,

Turklat varat atkartot testu ar jaunu testa komplektu
Aizdomu gadijuma atkartojiet testu pec 1-2 dienam, jo
koronavirusu/gripas virusu nevar precizi noteikt visos
infekcias posmos.

Pat ar negafivu testa rezultatu ir jaievéro distances un

higignas noteikumi,  migraciailcelosanai, pasakumu
apmekigsanai utt. jaatbilst vietsjam ar Covidgripu
NEDERIGS Kontroles
c c neparadas.
T H Neplellekams parauga
= ¢ tilpums  vai  nepareiza
Nederigs Nederigs a pa
procedaras  veiksanas

metode ir visticamakie kontroles finijas neparadidanas
iemesli. Parskatiet procediru un atkartojiet testu ar jaunu
testu vai sazinieties ar Covid-19 un/vai gripas testéanas
centru.

[PIESARDZIBAS PASAKUMI]

2. JSA%RS CoV-2 nine ripi ja B-gripi viiruse
lgmeslg (ninakaabe) tulemus

a SARS-CoV-2 ja/VOI A-gripi/B-gripi
vnruse vastu tekkinud

Suhteline tundlikkus (95%Cl: 88 14-99,12%)

Inimese rinoviirus 2 2,81 x 10'TCIDsy/ml

i e 9,59%
Suhteline spetsilflisus | gc., 08,52-99,95%)

1,58 x 10° TCIDso/ml
8,89 x 10° TCIDs/ml

Inimese rinoviirus 14

Inimese rinoviirus 16

S tulemus voib olla vale?
Tulemused on tapsed, kui juhiseid jrgitakse hoolikalt.
Siiski voib wlemus olla vale Ui proovide vi otmse maht on
ebapisav v6i SARS-CoV-2 ning A-gripi ja B-gripi viruse
antigeenide uhiskiitest saab enne testi tegemist mérjaks

©

X ﬁul testi tulemus on negatiivne véi mittereaktiivne
ning Kiiinilised simptomid pusivad, voib see olla
tingitud sellest, et vaga varajases nakkusetapis ei
pruugi olla véimalik virust tuvastada.

99,10%

s TS
Ma3tetipsus (95%C: 97,92-99.71%) Leetrid 1.8 x 10" TCIDwmi
Mumps 1,58 x 10° TCIDs/ml

[SARS-Cov-2 i ripi] RT-PCR 2. tlpi paragripiviirus 1,58 x 10’ TCIDsgml

g A-gl
ja B-gripi viiruse

isikute "akm#"&:i?. on_soovitatav Positive Kokku 3. taiipi paragripivirus 1,68 x 10°TCIDso/ml
dlagnostlkaseadmega uuestitestida. T Posiivne m 3 = i itiaalvii 8,89 x 10' TCIDso/ml
4. Negativsed tulemused, 6 valista SARS Cov-z viiruse TCID;, = koekultuuri nakatav annus on viiruse
inimestel.  Infektsiooni VAl amlsekspselhstel antigeen |Negat"vne 3 504 507 Iahjendusﬂ mille puhul vo6ib anallisi tingimustes
inimestel tuleb jargnevat  testimist Kokku 51 507 558 oodata 50% inokuleeritud kasvunoude nakatamist.
molekulaardiagnostiliste vahenditega, TREY Jargmised or amsnlﬁdre:l:xggsu%ARs o
5. Kaesoleva komplektiga saadud A-gripi vdi B-gripi Suhteline tundlikkus N o N b ar B 9 i (At rt t
viiruse neﬁa(uvsel tulemust peab kinnitama (95%Cl: 83 76~9877/n) gripl Ja B.arip! viruse antigeenide u iskiirtes! Iga
o, RLeCRiG o g o o (ninakaabe) testimisel negatiivse tulemust
. - positivsed tulemused voivad olla Suhteline spetsiifilisus 9.4 x10°
pojustatud muu kil SARS-CoVi2 koroonaviruse <95%C'»95r23"99-35%) Arkanobakterid 10 ma"'g”“‘
ivedega nakatumisest vGi muudest segavates Sotets 98,92% Candida albicans 1,0 x 10° org/ml
teguritest. A-gripi jaivoi B-gripi viiruse positivne Mastetipsus (95%C: 97.67-99,60%) o9
tulemus ei valista kaasuvaid infektsioone teiste - = C 1,0 x 10°org/ml
patogeenidega, seet6ttu tuleks kaaluda kaasuva Spetsi use kontroll e erinevate - o
:ak(erlaalse |nfelé(sloon| voimalust. b Virustiivedega Escherichia coli 1,0 x 10°org/ml
protseduure ei jargita, voib see testi SARS-CoV-2 ning A-gripi ja B-gripi viiruse antigeenide Moraxella catarrhali 1,0 x 10° org/ml
ulﬁrg\;ggckgﬁt 5";;;'@?. Voetud véi seda on valesti Shiskiriesti " koo’ rgmiste vinusiuvedoga, oraxella catarrhalls Sl
i o du O e S enagatas] tes n‘:wriloendagstseennstgg\gm;t juures i nahiud Neisseria lactamica 1,0 x 10° org/ml
ulemu o
9. Valensgativsed tulemused véivad tekkida, kui SARS-CoV-2 test: Neisseria subflava 1.0 x 10°org/mi
proovis on ebapiisav kogus viirust. Kirjeldus, Testimise tase Pseudomonas aeruginosa 0% 10 orgim
KTUIMIVUSNAITAJAD’

us
SARS-CoV-2 nin A ripi a B ripi viiruse antigeenide
Ghiskiirtesti mngka%:r 25 |}r’1na(ud pals\gemlde\l
saadud muvlde alusel. SARS -CoV-2 fing A-gripi ja
Barb: Sinise

voi kui tilkade arv on véiksem kui 3
VOi suurem kui 4.

Lisaks on immunoloogiliste pShimétete tottu harvadel
Juhtudel ~ véimalik, tulemused ~ on ~ valed.

gilistel imo! testide korral
on a\ah soovitatav konsulteerida arstiga.
4. Kuidas testi moista, kui joonte virv ja
intel ns ivsus on erinevad?
Joonte  vanv  ja \nlensi\vsus ei ole tulemuse
télgendamisel  olulised.  Joon peavad  olema
homogeensed ja selgesti ey TESP positivne
hoolimata testjoone varvi mtensllvsuse t.
5. Mida teha, kui tulemus on n dg
Negativne tulemuse tahendab seda, et olete negatiivne
VoI on viiruskoormus liga vaike, et seda saaks testiga
tuvastada. Siiski on vGimalik, et kéesolev test annab
ménel COVID-19 ja/vai A-gripi/B-gripi viirusega |n|mese\
negativee tulemuse, mis on vale (valenegalivne). See
tahendab, et kuigi test on negatiivne, vGib teil ikkagi olia
COVID-1QJ‘aNo| A gﬂp\/B-?l’lpl viirus.

stikomplektiga uuesti testida.

Kahtluse korral korrake testi 1—-2 pae arast uuesti,

kuna koroonavw\rust/lgnpwurusl pole voimalik Koikide
tapselt luvas(ada Distantsi- ja
peab endiselt jargim:

3. tiilipi adenoviirus 3,16 x 10° TCIDso/ml

aureus 1,0 x 10%rg/ml

7. tllipi adenoviirus 1,58 x 10° TCIDso/ml

1 x 10° TCIDso/ml
5 x 10° TCIDso/ml

Inimese koroonaviirus OC43

Inimese koroonaviirus 229E

1,0 x 10°org/ml

Streptococcus pneumoniae 1,0 x 10° org/ml

Isegi negativse testitulemuse iy peab jargima
distantsi ja_hlgieenireegleid. ind /relsmse
trituste  killastamise _jne  reeglite ‘arglmme Fea
vastama kohalikele COVIDi/gripi juhistele/nGuetel

6. Mida pean tegema, kui testi tulemus on

0:

Bosmwne tulemus  téhendab ~ SARS-CoV-2/
viruse  antigeenide  olemasolu.

A-gripi/B- %I’i?l
Positiivsed tulemused tahendavad, et lel\ on suure
toendosusega COVID-19 ja/voi gripp. Jaage kohe

vastavali kohalikele juhistele ja

« Ekstrakcijas buferis + Biologiski dross maisin$
(neobligats)
Nepieciesamie, bet nenodrosinatie materiali

« Taimeris
[PAREDZETAIS LIETOJUMS]
SARS-CoV-2 A+B gripas antigenu  kombinacijas atras
noteiksanas tests (deguna tampons) ir vienreizéjas lietosanas
testa komplekts. Tas ir paredzéts SARS-CoV-2, Alipa gripas un
B tipa gripas virusu noteiksanai, kas izraisa Covid-19 un/vai gripu,
un taja ir ieklauts deguna tampons parauga passavaksanai. Testu

aredzéts izmantot simptométiskam/asimptomatiskam personam,
kuram ir aizdomas, ka ir inficsjusas ar Covid-19 univai A+8 gripu.
Rezultati ir paredzéti SARS-CoV-2 nukleokapsida proteina, A tipa
gripas un Blipa gripas nukleoproteinu antigsnu  noteiksanai.
Antigéns  parasti ir nosakams augsgjo elpcelu paraugos akita
infekcijas fazé. Pozifivi rezultati liecina par virusa antigénu
Kiatbtni, bet infekcijas statusa noteiksanai nepieciesama Kiiiska
korelacija ar pacienta vésturi un cita diagnostikas informacija.
Pozitivie rezultat liecina par SARS-CoV-2 univai A+B gripas
Kiatbatni. Personam ar pozitivu testa rezultatu vajadzstu doties
pasizolaciia un logt papildu apripi savam veselibas apropes
sniedzgjam. Pozilivi rezultati neizsledz bakteridlo infekciju vai
kopinfekciju ar kadu citu virusu. Negafivi rezultati neizsledz
SARS-CoV-2 unlvai A+B gripas infekciu. Personam, kuru testa
rezultats ir negativs un kuras turpina izjust Covid vai gripai
idzigus simptomus, ir nepieciesams lgt papildu apripi savam
veselibas apripes sniedzéjam.
[KOPSAVILKUMS]
Jaunie koronavirusi pieder pie B gints. Covid-19 ir akiita elpoeju
infekcijas simiba. Cilvaki visparig ir uznamigi. Paslaik galvenais
infekcijas avots ir pacienti, kuri ir inficgjusies ar jauno koronavirusu;
m«ekcuas avols var bat ar asimptomatiski inficati civaki

Pirms testa veiksanas izlasiet visu Saja i

ieliktni ietverto informaciju.

+ Tikai in vitro diagnostiskajai pastestsanai. Nelietojiet
péc deriguma termina beigam.

+ Neédiet, nedzeriet vai nesmékgjiet vietd, kur notiek

darbibas ar paraugiem vai komplektiem.

Nedzeriet  komplektd iekauto  buferskidumu.
Uzmanigi rikojieties ar buferskidumu un nepielaujiet ta
saskari ar adu vai acim; ja notikusi saskare, nekavéjoties
skalojiet ar lielu daudzumu tekosa dens.

- Glabat sausa vieta 2-30 °C temperatara (36-86 °F),
nepielaujot atraanos vietds ar parmérigu mitrumu
Nelietojiet, ja folijas iepakojums ir bojats vai i atvérts.

0 testa komplektu ir paredzéts izmantot tikai ka
ieprieksgju testu, un atkartoti anormalu rezultatu
gadijuma nepiecieSams apspriesties ar arstu vai
medicinas specialistu.

Stingri ievérojiet noradito laiku.

Izmantojiet testu tikai vienu reizi. Neizjauciet testa kaseti
un nepieskarieties testiodzinam

Komplektu nedrikst sasaldét vai lietot péc deriguma
termina beigam, kas uzdrukats uz iepakojuma.
B&mu testéSana javeic pieaugusa cilvéka vadit
Pirms un péc rikoanas ar to ripigi nomazgajiet rokas.
Gadajiet, lai testaSanai tiktu izmantots atbilstoss paraugu
skaits. Parak mazs vai parak liels parauga tilpums var
izraisit rezultatu novirzi.

[GLABAsANA UN NOTURIGUMS]

Glabajiet originalaja iepakojuma noslégtaja maisina istabas
temperatara vai ledusskapi (2-30 °C). Tests ir noturigs lidz
deriguma termina beigam, kas uzdrukats uz noslégta
maisipa. Lidz lietodanas sakumam  glabajiet testu
noslégtaja maisina. NESASALDET. Nelietojiet péc
deriguma termina beigam.

[MATERIALI]

Nodrosinatie materiali

- Testakasete  + lepakojuma eliktnis Sterils tampons

pasreizejo
inkubacijas periods st no 1 iz 14 dienam, ielakoties o 3 1dz
7 dienam. Galveno izpausmju skaitd ir drudzis, nogurums un
sauss Kepus. Daios Gadlumos If konstatéts iziks deguns,
iesnas, iekaisis kakls, mialgija un caureja '

Gripa ir [oti lipiga, akita elpoanas celu virusu infekcija. Ta ir
lipiga siimiba, kas viegli tiek parnesta kleposanas vai Skaudisanas
laika, kad izdalas aerosoliz&jusies pilieni, kas satur dzivo virusu®.
Gripas uziesmojumi notiek katru gadu  ziemas
ménesos. A tipa virusi parasti ir vairak izplatiti neka B tipa virusi
un ir saistiti ar visnopietnakajam gripas epidémijam, bet B tipa
infekcijas parastiir vieglakas.

[DARBIBAS PRINCIPS]

o

Pozitivi Covid-19 rezultati var bt saisti ar infekciju, kas nav
SARS-CoV-2 koronavirusa celmi, vai citiem _traucgjumu
faktoriem. Pozitivs A univai B tipa gripas rezultats neizslédz
pamata kopinfekciju ar citu pamgenu c ir jaapsver pamata
bakterialas infekcijas iespéjamiba

30 procediru neievérosana var mainit testa veiktspéju.
Kladaini negafivi rezultati iespgjami tad, ja paraugs ir nepareizi
savakts vai apstradats,

Kladaini negafivi rezultati iespgjami tad, ja parauga ir
neatbilstoss virusu limenis.

[VEIKTSPEJAS RAKSTURLIELUMI]

Kiiniska veiklspéja

o~

©

1,68 x 10°TCIDsw/ml__|
889 10°TCIDs/ml__|
Gnu kultaras infekcioza deva ir virusa atskaidjums, ar

[ Paragripas viruss 3 |
|___Respiratori sincitals viruss |

kuru saistiba ir sagaidams, ka noteiksanas apstalos a inficés

usteniska reaktivitat

Relativa jutiba (95% ticamibas intervals:

83,76%98,77%)

ARS-CoV-2 un A+Bgripas antigén atras
noteiksanas tests (deguna tampons) ¥ noverets izmantojot
paraugus, kas iegii no pacientiem. RT-PKR tiek izmantots ka
alsauces metode SARS-CoV-2 un A+Bgripas antigénu
kombinacias &tras noteiksanas testam (deguna tamponam).
Paraugi tika uzskatiti par pozitiviem, ja RT-PKR noradija pozitivu
rezultatu. Paraugi fika uzskafiti par negafiviem, ja RT-PKR
noradija negativu rezultatu.

SARS-CoV-2 tests:

RT-PKR
nazotaringaiss _
pes tampons) | Kopa

SARS-CoV-2 un A+B gripas
antigénu kombinacijas atras
iks: tests

99.41%

(95% ticamibas intervals:
98,28%~99,88%)
98,92%

(95% ticamibas intervals:
97,67%~99,60%)

Testesana ar dazadiem virusu celmiem

Relativais specifiskums

Precizitate

e
Pérbaudolor SARS-CoV-2 un AYS grpes antigénu kombinclas
testu (deguna tamponu), talak mingtie

'SARS-CoV-2 un A+B gripas RT-PKR
antiganu kombincijas atras [~ — Kopa
noteiksanas tests Pozitivs | Negativs TCIDss =
B tipa gripas| _Posiivs il 3 St 50% inokuleto barotnes trauku.
antigéns | Negativs 3 504 507
Kopa 51 507 558
94,12%

orgamsmv bija negativi

1,0 x 10° org/ml
1,0 x 10° org/ml
1,0 x 10° org/ml
1,0 x 10° org/m!

Candida albicans
Corynebacterium
Escherichia coli

Moraxella catarrhalis 1,0 x 10° org/m!

Neisseria lactamica 1,0 x 10° org/ml

Neisseria subflava 1,0 x 10° org/m!

Pseudomonas aeruginosa 1,0 x 10° org/m!

samaaegse muude viirustega nakatumise vimalust. referentsmeetodiks _on _ RT-| PCR Proovid _ loeti g e votke vastavalt kohahke ametiasutuste eeskirjadele
Negaluvged Tlomused o waiista SARS-GOV-2 ta/von ositiivseks, kui RT- nitas Inimese koroonaviirus NL63 1x 108 TCIDsm! Ppyogenes 1,0 % 10°org/ml Ghent ma  perearsti/arstiga voi
A-gripi v6i B-gripi viiruse infektsiooni. Negatiivse ulemust. Proovid loeti ne atuvseks kui RT-PCR-test Inimese koroonaviirus HKU1 1 x 10° TCIDsg/m! ‘salivarius 1,0 x 10° org/ml kohaliku ter\/lsholuasutuse a. Teie testitulemusi
fimu.  testitulemusega isikud, kellel pisivad COVIDi-laadsed néitas negatiivset tulemust. WERS GOV Fioida 7 < 10 TOID . ile PCR- pohineva_ kinnitustesti abil
9 voi gnpuaadseu simptomid, peaksm poorduma ravi . 0 sp rhm F 1,0  10°org/ml ning seejérel selgitatakse teile edasisi samme.
rvishoiutootaja p: Gripp A HIN1 3,16 x 10°TCIDso/ml _ [KIRJANDUSE LOETELU]
(KOKKUVOTE] SARS-CoV-2 test: Gripp A H3N2 T 10° TCIDsml Segavad ained 1. Diagnosis and _Treatment Protocol _for Novel
uulub b - a Jargmiste ainete kindlad kontsentratsioonid testitulemusi caronawrus Pneumonia (Tnal Verslon 7). Nanonal
perkikor;‘da CO\I/ID 19 4" 58 Irlur;gamlslﬁgedle SARS-CoV-2 ning A-gripi ja| RT-PCR B-gripp 3,16 x 10°TCIDso/ml ei sega. H a‘ﬂ\ FICh N Nati 2020
nakkushaigus. _ Inimesed  on  sellele ildiselt B-gripi igeeni Kokk - Kontsent Kontsent raditional Chinese Medicine.
vasluvolhk%d Praegu on uue _koroonaviirusega ol u Inimese rinoviirus 2 2,81 x 10° TCIDso/ml Aine ona‘s_e"r Aine on ‘s_e" e 2. Williams, KM, Jackson MA, Hamilton M. (2002)
nakatunud Kpkatslendlﬁknkakkus"e pohiallikaks; sa‘mull Inimese rinoviirus 14 1,58 x 10° TCIDsg/ml sioon sioon Ra;:]l?' Diagne f:) st n’a fll.zr URIs \nCChlldlreP Im’\ﬁact
diagnostiliseks ::ﬁ:y\gged"%’ra‘ésgeuseae;)%esmﬁoggMlasseumj)r‘\omrgaeag(;?\?ad\ 525‘?;;\"'21 Posiiivne | 161 2 163 Inimese rinoviirus 16 8,89 x 10° TCIDs/ml Taisveri 20 plymi | OKSIMELaSONT| g 6 g 8@y Yician Decision Making and Cost. Infec. Med
on haiguse peiteaeg 1-14 paeva, enamasti 3-7 paeva. Negatiivne 5 482 | 487 g - o
Peaml%ed |ﬁn|n ePon palbuik. vacmuS Ta kuiv kepa: — — — st Leetrid 1,58 x mA TCIDso/ml Mutsin__| 50 ugimi_| Fenddlefrin | 12 mg/mi [SUMBOLITE TAHENDUS] _
Uksikutel juhtudel on taheldatud mngkmmsust nohu, okku Mumps 1,58 x 10" TCIDso/ml Budesonidi | 500 LUmi | Rebetool 4.5 ngiml Ainult in vitro|  _|Hoiustada
kurguvalu lihasvalu ja kéhulahtisust. ) ) 96,99% 2. 100p! paragripiviirus 1,58 x 10 TCIDayml ninasprei s 9 W diagnostikas |zc Iemgearaluunl
Gripp (ka |nﬂuentsa‘ on hm%amlsleede véga nakkay Suhteline tundlikkus (95%CI: 93,11~89,01%) P! paragnip! i Deksametasoo | g ol | Relenza | 262 ng/mi kasutamiseks 2-30°C
aFe vnrus‘lplek(sloolré Se|e nal kushalgu‘s Ifw k?_l egtl m 5‘90/ . 3. tulipi paragripiviirus 1,58 x 10° TCIDsg/ml n .8 mg Toste
rust sisaldavate aerosoolsete lilkade 0 . ), o o - - U
i A Suhteline spetsitfilisus | (qco, 195 5-99 05%) Respiratoorne 5,89  10° TCIDayml Flunisolid | 68 ng/ml | _Temifu_| 1. ugird \ kompleki = [Kolblikkusaeg
foithuvad igai dastal stgise- 2 55527 12 mg/mi 2,43 mg/ml
on tavaliselt levinumad kui B vurused ja neld Mbtetapsus (5C o 2a0,57%) A-gripi ja B-gripi viiruse test: TLISATEAVE Arge
e o 2[9799,91 %, i i 1. Kuidas SARS-CoV-2 ni A-gripi ja B-gripi kasutage, kui i "
stamisek kuna B Kulgevad harilkilt leebematt. Kirjeldus Testimise tase i oo O aking, agripl, Ja B-gripi ® pakend on e Jxer| Volitatud esindaja
atavalisi [POHIMOTE] 3. ttipi adenoviirus 3,16 x 10" TCIDso/ml Test on ette nahtud enda_kogutud ]
SARS-CoV-2 ning A-gripia B-grii viituse antigeenide SARS-CoV-2, Agripija RTPCR - - T SARS-CoV:2 jalval AgripiB-grip viruseanigeenide P
“Arge vtke lahti ega  Uhiskiirtest infaots) lgtat"vne  B-gripl viiruse - Kokku __T. tpl adenovius 1,58 * 107TCIDw/ml kva Positivne _fulemus Hoida [T |Vtkasutusjuhendit
membraampomne immunoanali s S Positiivne |Neg: Inimese koroonaviirus OC43 1x 10° TCIDso/ml naitab, et proovis leidub SARS-CoV-2 ja/voi kuivana
nukleokapsiidi valgu mng AgnE B-gripi viruse x < - gripi viiruse
nukleoproteiinide ~ vastu  tekkinud antigeenide Acgripi [ Positivne | 68 2 0 Inimese koroonaviirus 2298 | 5 x 10 TCIDs/ml 2, M.||a| tuleb testi kasutad Partii number ® Mitte
ticesr [ Negativne 3 485 488 Inimese koroonaviirus NL63 1 x 10° TCIDso/ml ARS-CoV-2 jalv A gnpl/B gripi viiruse antigeeni
KPIIRANGUD] antigeen nimese k o FKOT TE 10 ToDwm saab tvastada dgeda’ —
. Testi toimivust hinnati ainult ninakaape pronvldega Kokku 7 487 558 nimese koroonaviirus so/m! ral, teha " sii gi nr Tootja
selle pakendi  infolehes BTT% MERS COV Florida 1,17 x 10° TCIDs/ml nakatimst COVID- 19JE/V0‘ A-gri I/B 9" i virusega
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5. Kas man jadara, ja rezultats ir negativs?

Negativs rezultéts nozime, ka jisu tests ir negativs vai ka virusa
slodze ir parak zema, lai to varétu atpazit ar testu. Tomer ir
iespéjams, ka Sis tests sniedz negativu rezultatu, kas ir nepareizs
(Kadaini negativs) daziem cilvékiem ar Covid-19 univai A tipa
gripu/B tipa_gripu. Tas nozimé, ka jums, iespgjams, tik un ta
varétu bat Covid-19 un/vai A tipa gripa/B tipa gripa, lai gan tests ir
negativs

Turklat varat atkartot testu ar jaunu testa komplektu. Aizdomu
jadijuma atkartojiet testu péc 1-2 dienam, jo koronavirusu/gripas
var precizi noteikt visos infekcijas posmos. Tik un ta ir
jaievaro distances un higignas noteikumi.

Pat ar negalfw esta rezulay i jdievero disances un figianas
noteikumi, akum utt
jaatbilst vietéjam ar Covid/gripu saistitajam vaalmuam/prasmam
6. Kas man jadara, ja rezultats ir pozitivs'

Posive o noriea. ot SARG.CoV-2A tipa gripas/B tipa
gripas antigénu Kiatbitni. Pozitivs rezultats nozime, ka jums,
visticamak, ir Covid-19 un/vai gripa. Nekavéjoties dodieties
pasizolacija saskapa ar vietgjam vadinjam un nekavéjoties
sazinieties ar savu vispargjas  medicinas  prakses

SARS-CoV-2 un A+Bgripas _antigénu ind atras
noteikSanas tests tika parbaudits ar talak mingtajiem virusu
celmiem. Pie talak minétajam koncentracijam neviena no testa
iiu apgabalem netka noverota saskatama finija

Staphylococcus aureus subsp 1,0 x 10° orgimi

Staphylococcus epidermidis 1,0 x 10° orgimi

arstu vai vietsjo veselibas apripes centru
saskana ar vietgjo varas iestazu noradjumiem. Jisu testa
rezultats tiks parbaudits ar PKR apstiprinajuma testu, un jums tiks
izskaidrotas talakas darbibas.

SARS-CoV-2 un A+Bgripas antigénu i atras
noteiksanas tests (deguna tampons) ir kvalitativa_membranas
imananalize, lai cilvéka tamponu paraugos noteiktu SARS-CoV-2
nukleokapsida proteina, A tipa
nukleoproteina antiganus.
[IEROBEZOJUMI]
Veiktspéja tika novértéta tikai
paraugiem,  veicot $aja
procedaras.
SARS-CoV-2 un A+Bgripas antigénu kombincijas &tras
noteiksanas _tests (deguna tampons) noradrs ftikai uz
SARS-CoV-2 univai Atipa gripas/Btipa gripas antigénu
Klatbitni parauga
Ja testa rezultats ir negafivs vai nereaggjoss un Kiiiskie
simptomi saglabajas, tas i tapéc, ka ne vienmer ir iespéjams
loti agrini noteikt infekcijas Virusu, ir ieteicams atkartot
testsanu, izmantojot jaunu komplektu, vai testésanai izmantot
ferlci, lai personam
izslegtu infekcijas iespsjamibu.
Negalivi rezultati neizslédz SARS-CoV-2 infekciu, jo pasi
personam, kas ir nonakusas saskaré ar virusu. Apsveriet
iespgju veikt turpmako testéSanu, izmantojot molekularo
diagnostiku, lai attiecigajam personam izslagtu infekcijas
iespéjamibu.
Negativs A tipa gripas vai B tipa gripas rezultats, kas iegits,
izmantojot $0 komplektu, i jaapstiprina ar RT-PKR/kultdru.

gripas un  Btipa

ar deguna tamponu iegltiem
iepakojuma ielikini ~noraditas

~

©

IS

o

Relativa jutiba (95% ticamibas intervals:

88,14%~99,12%)

Respiratori sincitials viruss 8,89 x 10' TCIDso/m!

A+B gripas tests:

99,59%

(95% ticamibas intervals:
98,52%~99,95%)
99,10%

(95% ticamibas intervals:
97,92%~99,71%)

Relativais specifiskums

Precizitate

Apraksts Testa limenis

Adenovirusa 3. tips 3,16 x 10° TCIDso/ml

Adenovirusa 7. tips 1,58 x 10° TCIDgo/ml

Cilveka koronaviruss OC43 1x10° TCIDgo/ml

Cilvéka koronaviruss 229E 5 x 10° TCIDso/m|

univai A tipa gripas/B tipa gripas antigéni
Kad jaizmanto tests?
univai Atipa gripas/B tipa gripas antigénu var

noteikt akitas elposanas celu infekcijas gadijuma, ir ieteicams
veikt testu, kad jums ir aizdomas par inficéSanos ar Covid-19
un/vai A tipa gripu/B tipa gripu.

3. Vai rezultats var bat nepare

Rezulta It procis, Gl tae. esp&jams, ripigi ioverojol S
instrukciju.

Tomer rezultats var bot nepareizs, ja ir bijis neatbilstoss parauga

Cilvéka koronaviruss NL63 1x10° TCIDso/m!

Cilvéka koronaviruss HKU1 1x 10° TCIDso/ml

MERS COV Florida 1,17 x 10° TCIDso/ml

Cilveka rinoviruss 2 2,81 x 10* TCIDso/mI

Cilvaka rinoviruss 14 1,58 x 10° TCIDs/ml

tipums vai pirms testa veiksanas SARS-CoV-2 un
A+B gripas antiganu kombinacijas atras noteiksanas tests ir kluvis
mitrs, ka arf tad, ja ekslrakcuas parauga piienu skaits ir mazaks
par 3 vai lielaks par 4.

Turklat, nemot véra imunologiskos principus, retos gadfjumos
pastav iespgja ieglt Kludainus (viltus pozitivus vai negativus)
rezultatus. Sadu lesm veiksanai vienmar |ele|cams konsultaties ar
arstu, principiem.

Cilvéka rinoviruss 16 8,89 x 10° TCIDsolml

Masalas 1,58 x 10° TCIDso/ml

Ccinas 1,58 x 10* TCIDso/ml

Paragripas viruss 2 1,58 x 107 TCIDso/ml

21168 holasit testu, ja i krhsa un Spilgtums i atskirgs?
Liniju krasai un spilgtumam nav nozimes rezultata noteiksand
Linijam jabit viendabigam un skaidri redzamam. Tests uzskatams
par pozifivu neatkarig no testa fiijas krasas spilgtuma

g
Pozitivs | Nogalvs ) Streptococcus preumoniae 1010 orgint [BIBLIOGRAFLA o o
— —— pyogenes 1,0 x 10° org/ml . Diagnosis and Treatment Protocol for Novel Coronavirus
ARS.Cov-2| _Poritivs 161 2 163 Apraksts Testa limenis Salvaries 10X 10 orgiml Pneumonia (Trial Version 7). National Health Commission &
antigénu | Negativs 5 482 487 Adenovirusa 3. tips 3,16 x 10* TCIDso/ml - ~ 9 National raditional Chinese Medicine.2020.
— — g sp. F grupa 1,0 x 10° org/ml 2. Williams, KM, Jackson MA, Hamilton M. (2002) Rapid
166 484 650 Adenovirusa 7. ips 1,58 x 10° TCIDso/m! uCEoSEs Vielas Diagnosi Tesing for URIs in Crirn; mpact on Physican
96.99% Cilveka koronaviruss OC43 1 x 10° TCIDsomi Testa rezultatus noteikias koncentracias netrauces talak  Decision Making and Cost. Infec. Med. 19(3): 109-111
(95% ticamibas intervals: Cilvéka koronaviruss 229E 5 x 10° TCIDso/ml noraditas vielas. [SIMBOLU RADITAJS]
93,11%~99,01%) - p g - - Koncen- Lietosanai tikai in sorc | Glabat 2—
99,50% Ceka Wruss NL63 x mﬁ TOIDsml Viela Viela tracija vitro diagnostika " |50 temperatara
Relativais specifiskums (95% ticambas interval Cilvéka koronaviruss HKU1 1 x 10" TCIDsom! Pilnasinis 20 piml | Oksi fins | 0,6 mg/ml Test katr
% ticamibas intervals: 5 §§7 ‘esti katra fic
0/ ~¢ 0, MERS COV Florida 1,17 x 10* TCIDs/ml a Izlietot lidz.
98,52%~99,95%) X 10" TODes! Mucins 50 igm_| _Fenilefrins | 12mgimi komplekta =
98.92% A tipa gripa HIN1 3,16 x 10° TCIDso/ml Budezonids Nelietot, ja
Precizitate (95% ticamibas intervals: A tipa gripa H3N2 1x10° TCIDso/ml Deguna aerosols 200 piiml Rebetols 4,5 pg/ml @ iepakojums ir [Ree] s;gaéc?;aéss
un rudens 97,79%99,57%) B tipa gripa 3,16 x 10° TCIDso/m! DI 0,8 mg/ml Relenza 282 ng/ml
A+B gripas tests: Cilvéka rinoviruss 2 2,81 x 10* TCIDso/m! Flunisolids 6,8 ng/ml Tamiflu 1,1 pg/ml Glabat sausu DE Skatiet lietosanas
SARS-CoV-2 un A+B gripas RT-PKR _ Cilveka rinoviruss 14 1,58 x 10° TCIDso/ml Mupirocins, 12mgiml | Tobramicins | 2,43 mg/ml instrukcijas
antigénu komhlnacl]as atras - Kopa Cilveke s 6 8,89 x 10° TCIDso/ml
oteiksanas tosts Poziivs | Negativs ilvéka rinoviruss 89X so/ml [PAPILDINFORMACIJA] Fartjas kod @ | Netetotatearton
Masalas 1,58 x 10° TCIDsg/ml K& darbojas SARSCoV-2 un AsBgrpas antiginu artjas kods lelietot atkartoti
Atipa gripas|__ Pozitivs 68 2 70 = I P ras ests?
i antigéns | Negativs 3 485 488 oo SOX T T hwi Tests ir paredzéls SARS-CoV-2 un!va\ Atipa gripas/B tipa gripas [REF] |Kataloga Nr. ol [Razotais
Koms = T Paragripas viruss 2 1,58 X107 TCIDg/ml antigenu kvalitafival noteikSanai ar  tamponu
57 Paragripas viruss 3 1,58 x 10° TCIDsg/m! paraugos. Pozitivs rezultéts liecina, ka parauga ir SARS-CoV-2
5,77%
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