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SARS-CoV-2 & Influenza A+B & RSV & ADV
& Mycoplasma Pneumoniae Antigen Combo
Test Kit (Colloidal Gold)

For professional use only

[Intended use]

This product is used for the qualitative detection of SARS-CoV-2, influenza
A, influenza B, respiratory syncytial virus (RSV), adenovirus, Mycoplasma
Pneumoniac in human nasal swabs, nasopharyngeal (NP) swabs or
oropharyngeal swabs.

[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 3 to 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. Once infected with the SARS-CoV-2
virus, you may be hospitalized and some complications may occur.
Influenza, usually called "flu", is an acute respiratory infectious disease
caused by influenza viruses. It is highly contagious and is spread mainly
through coughing and sneezing. It usually breaks out in spring and winter.
Divided into influenza A virus, influenza B virus and influenza C virus.
Influenza A virus has strong variability, followed by influenza B virus, and
influenza C virus is very stable, so influenza A virus is more serious and
prevalent than influenza B virus.

Respiratory syncytial virus (RSV) is a common, and very contagious, virus
that infects the respiratory tract of most children before their second
birthday. Nearly half of all children become infected by RSV in their first
year of life. It is also the major viral cause of nosocomial illness in children
already hospitalized for other reasons. In children hospitalized with RSV
infection, it is believed to be the most common viral cause of death in
children younger than 5 years, particularly in children younger than one
year. RSV infection can cause cold-like symptoms, including a cough and
runny nose, which usually last 1 to 2 weeks. Respiratory syncytial virus
spreads through the air, like after a cough or a sneeze, and through direct
contact like touching. People are typically infected with RSV for the first
time as an infant or toddler and nearly all children are infected before their
second birthday. However, repeat infections may occur throughout life, and

people of any age can be infected. Infections in healthy children and adults
are generally less severe than among infants and older adults with certain
medical conditions.

Although a wide variety of viral agents are capable of causing lower
respiratory tract infections in children and adults, influenza A & B;
respiratory syncytial virus (RSV); parainfluenza viruses 1, 2, and 3; and
adenovirus are the most common. however, depending on the infecting
serotype, they may also cause various other illnesses, such as gastroenteritis,
conjunctivitis, cystitis and rash illness. Symptoms of respiratory illness
caused by Adenovirus infection range from the common cold syndrome to
pneumonia, croup and bronchitis. Patients with compromised immune
systems are especially susceptible to severe complications of Adenovirus
infection. Adenovirus is transmitted by direct contact, fecal-oral
transmission and occasionally waterborne transmission. Some types are
capable of establishing persistent asymptomatic infections in tonsils,
adenoids and intestines of infected hosts and shedding can occur for months
or years.

Mycoplasma pneumoniae (MP) s a type of bacteria that lacks a cell wall,
making it unique among bacterial pathogens. It is a common cause of
respiratory infections, particularly atypical pneumonia, often referred to as
"walking pneumonia." This pathogen primarily affects the upper and lower
respiratory tract, leading to symptoms such as fever, cough, sore throat, and
fatigue. Infections caused by Mycoplasma pneumoniae are typically mild
but can occasionally result in more severe complications, especially in
individuals with weakened immune systems. It spreads through respiratory
droplets, making it highly contagious in close-contact settings like schools
and houscholds.

[Test principle]

This kit uses the double antibody-sandwich method to detect antigens.
‘When an appropriate amount of specimen is added to the specimen well(s)
of the test device, the specimen will move forward along the test device. If
the specimen contains an antigen, the antigen binds to the antibody labeled
with colloidal gold on the binding pad, and the immune complex forms a
sandwich complex with another coated antibody which was coated on the
test line, a visible colored line will show up, which indicates that the antigen
is positive. The test device also contains a quality control line, regardless of
whether there is a test line, the red quality control line should appear. If the
quality control line does not appear, it indicates that the test result is invalid
and need to do the test again.

[Warnings and Precautions]

1. For in vitro diagnostic use.

2. Read the instructions carefully before using the kit, and strictly control
the reaction time. If you do not follow the instructions, you will get
inaccurate results.

3. The specimen shall be tested in a laboratory with certain conditions. All
specimens and materials during testing should be handled in accordance
with the laboratory practice for infectious diseases.

4. Guard against moisture, do not open the aluminum platinum bag before
it is ready for testing. Do not use it if the aluminum foil bag is damaged or
the test device is damp.

5. Please use it within the validity period.

6. Balance all reagents and specimens to room temperature (15 ~ 30 °C)
before use.

7. Do not replace the components in this kit with components in other kits.
8. Do not dilute the specimen when testing, otherwise you may get
inaccurate results.

9. The kit shall be stored in strict accordance with the conditions specified
in this manual. Please do not store the kit under freezing conditions.

10. The test methods and results must be interpreted in strict accordance
with this specification.

11. Negative results may occur if the antigen titer in the specimen falls
below the minimum detection limit of this kit.

12. Do not eat, drink or smoke in the area where the specimens or kits are
handled. Wash hands thoroughly after finishing the tests.

13. Do not perform the test in a room with strong air flow, ie. an electric
fan or strong air-conditioning.

14. Do not mix and interchange different specimens.

[Materials and Components]

Materials provided

1) Sterilized Swab

2) Antigen extraction tube with Extraction Reagent
3) Test device

4) Instruction

5) Tube Rack (Optional )

Materials required but not provided

Timer.

[Storage conditions & period of validity]

1. The kit should be stored at 2-30 °C until the expiry date printed on the
sealed pouch.

2. After the foil pouch is unsealed, the test device should be used as soon as
possible within one hour.

3. The test device should be kept away from direct sunlight, moisture and
heat.

4. Do not freeze the test kit.

[Specimen Collection]
Option 1: Anterior nasal Swab Sample:

1. Let the patient's head relax naturally, take out the swab. Carefully insert
the swab into the patient’s nostril,the swab tip should be inserted up to 2-3
cm until resistance is met.

2. Roll the swab 5 times along the mucosa inside the nostril to ensure the
mucus and cells are collected. Using the same swab, repeat this process for
the other nostril to ensure an adequate specimen is collected.
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3.Withdraw the swab from the nasal cavity.
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Option 2:Nasopharyngeal (NP) swab sample:

Let the patient's head relax naturally, and slowly rotate the swab against the
wall of the nostril into the patient's nostril to the nasal palate, and then
slowly remove it while wiping. Using the same swab, wipe the other nostril

in the same way.
)

Option 3:Oropharyngeal swab sample:

Let the patient's head tilt slightly, mouth open, and make "ah" sounds,
exposing the pharyngeal tonsils on both sides. Hold the swab and wipe the
pharyngeal tonsils on both sides of the patient with a little hard back and
forth at least 3 times.

[Sample Transport and Storage]

After Swab specimens were collected, swab can be stored in extraction
reagent provided with the kit. Freshly collected specimens should be
processed as soon as possible, but no later than one hour after specimen
collection. Specimen collected may be stored at 2-8°Cfor no more than 24
hours; Store at -70 °C for a long time, but avoid repeated freeze-thaw
cycles.

[Specimen Preparation]

1. Tear off the sealing film on the antigen extraction tube.

2. Put the swab specimen into the extraction tube, rotate the swab for about
10 seconds, and press the swab head against the tube wall to release the
antigen in the swab.

3. Remove the swab while squeezing the sides of the tube to extract the
liquid from the swab. so as to remove as much liquid as possible from the
swab. Dispose of swabs according to biohazard waste disposal method.

4. Insert a dropper tip into the extraction tube tightly.

[Test Procedure]

Read the instructions carefully before use and bring test device,
extraction reagent and specimens were restored to room temperature.

1. Open the package and take out the test device.

2. Hold the extraction tube vertically and add two drops of the test
specimens into specimen well (s). Start the timer.

3. Read results at 15 minutes. Do not read results after 30 minutes.

and the other is in the control zone (C).

(13) ADV/MP Positive: Three red bands appear in the RSV/ADV/MP
detection zone. One is in the test zone (ADV), one is in the test zone (MP),
and the other is in the control zone (C).

(14) RSV/ADV/MP Positive: Four red bands appear in the RSV/ADV/MP
detection zone. One is in the test zone (RSV), one is in the test zone (ADV),
one is in the test zone (MP), and the other is in the control zone (C).

C Cc C c C C C C

A A A A RSV RSV RSV RSV
B B B B ADV ADV [ADV ADV
oV ICoV CoV CoV MP MP MP MP

FLU A+BICoV RSV/ADVIMP
Negative result:
If only quality control line C is colored and detection lines A, B, COV,
MP, ADV, RSVare colorless, it means that no antigen of corresponding
pathogen is detected, and the result is negative.

C C
A RSV
B ADV
CoV MP
FLU A+BfCoV RSV/ADVIMP

Invalid result:

If the quality control line C is not observed, it will be invalid regardless of
whether there is test line A or test line B or test line COV or test line RSV or
test line ADV or test line MP, and the test shall be conducted again.

C C C C C
sHES s g |8 RSy t=lsy | JrSv | [rSv| [sv
B B B B B [ADV [ADV [ADV JADV JADV
oV oV oV oV oV MP MP MP MP MP

FLU A+BICoV RSVIADVIMP
[Quality Control]
A red line appearing in the control region (C) is the internal procedural
control. It confirms sufficient specimen volume.
[Limitations of inspection methods]
1. This product is used for qualitative testing only and cannot indicate the
level of antigen in the specimen.
2. This test kit is only used to detect human anterior nasal swabs,
nasopharyngeal (NP) swabs or oropharyngeal swab extracts. The results of
other specimens may be wrong.
3. This test kit is only a clinical auxiliary diagnostic tool. If the result is
positive, it is recommended to use other methods for further examination in
time and the doctor’s diagnosis shall prevail.
4. Diagnosis and treatment can not only rely on this test result. Any clinical
diagnosis based on the test result must be supported by a comprehensive
judgment of the concerned physician including clinical symptoms and other
relevant test results.
5. The strength of the test line is not linearly related to the antibody titre in
the specimen.

[Performance index]|

4.4 RSV Rapid Test:

A total of 300 samples were collected in this study, of which 100 were
positive and 200 were negative. The statistics of the study results are shown
in the following table:

95% Wilson Score|

FLUA RSV
FLUB ADV
CoV  MP
c
A
2 drops of test specimens s Ev 2 drops of test
s
- J

[Interpretation of test results]

Positive result:

(1) Flu A Positive: Two red bands appear in the Flu A/Flu B/COV detection
zone. One is in the test zone (A), and the other is in the control zone (C).

(2) Flu B Positive: Two red bands appear in the Flu A/Flu B/COV detection
zone. One is in the test zone (B), and the other is in the control zone (C).

(3) SARS-CoV-2 Positive: Two red bands appear in the Flu A/Flu B/COV
detection zone. One is in the test zone (COV), and the other is in the control
zone (C).

(4) Flu A/Flu B Positive: Three red bands appear in the Flu A/Flu B/COV
detection zone. One is in the test zone (A), one is in the test zone (B), and
the other is in the control zone (C).

(5) Flu A/SARS-CoV-2 Positive: Three red bands appear in the Flu A/Flu
B/COV detection zone. One is in the test zone (A), one is in the test zone
(COV), and the other is in the control zone (C).

(6) Flu B/SARS-CoV-2 Positive: Three red bands appear in the Flu A/Flu
B/COV detection zone. One is in the test zone (B), one is in the test zone
(COV), and the other is in the control zone (C).

(7) Flu A/Flu B/SARS-CoV-2 Positive: Four red bands appear in the Flu
A/Flu B/COV detection zone. One is in the test zone (A), one is in the test
zone (B), one is in the test zone (COV), and the other is in the control zone
(©).

(8) RSV Positive: Two red bands appear in the RSV:ADV/MP detection
zone. One s in the test zone (RSV), and the other is in the control zone (C).
(9) ADV Positive: Two red bands appear in the RSV/ADV/MP detection
zone. One is in the test zone (ADV), and the other is in the control zone (C).
(10) MP Positive: Two red bands appear in the RSV/ADV/MP detection
zone. One is in the test zone (MP), and the other is in the control zone (C).
(11) RSV/ADV Positive: Three red bands appear in the RSV/ADV/MP
detection zone. One is in the test zone (RSV), one is in the test zone (ADV),
and the other is in the control zone (C).

(12) RSV/MP Positive: Three red bands appear in the RSV/ADV/MP
detection zone. One is in the test zone (RSV), one is in the test zone (MP),

Comparative Kit c1
LCI ucI
POS |NEG | Total | PPA | >99.9% | 96.30% | 100%
DEEPBLUE| POS | 100 | 0 | 100 | NPA |>99.9% | 98.12% | 100%
RSV Test | NEG | 0 | 200 | 200
Total compliance rate ~ |>99.9%
TOTAL| 100 | 200 | 300

Sensitivity: >99.9% (95% CI: 96.30%-100%)

Specificity:>99.9% (95% CI: 98.12%-100%)

Accuracy: >99.9%

4.5 ADV Rapid Test:

A total of 300 samples were collected in this study, of which 100 were
positive and 200 were negative. The statistics of the study results are shown
in the following table:

95% Wilson Score|

Comparative Kit cal
LCI ucl
POS |NEG | Total | PPA | 99.00% |94.55% | 99.82%
DEEPBLUE| POS | 99| 0 99 | NPA |>99.9%(98.12% | 100%
ADVTest | NEG | 1 | 200 | 201
Total compliance rate | 99.67%

TOTAL| 100 | 200 | 300
Sensitivity: 99.00% (95% CI: 94.55%-99.82%)

Specificity:>99.9% (95% CI: 98.12%-100%)

Accuracy: 99.67%

4.6 MP Rapid Test:

A total of 206 samples were collected in this study, of which 58 were
positive and 148 were negative. The statistics of the study results are shown
in the following table:

95% Wilson Score|

Comparative Kit cl
LCI uct
POS |NEG | Total | PPA | 98.28% |90.86% | 99.70%
DEEPBLUE| POS | 57 | 0 | 57 | NPA |>99.9%|97.47% | 100%
MPTest | NEG | 1 | 148 | 149
Total compliance rate | 99.51%

TOTAL| 58 | 148 | 206
Sensitivity: 98.28% (95% CI: 90.86%-99.70%)
Specificity: >99.9% (95% CI: 97.47%-100%)
Accuracy: 99.51%

1. Physical characters

1.1 Appearance

The test should be clean and complete, no burr, no damage and
non-pollution. The shell of the test cassette should be flat, the upper and
lower covers should be evenly closed, and there should be no obvious gap.
The inner test strip should be firmly attached without waggle. The
extraction reagent should be free of foreign matter.

1.2 Size

The size of the inner strip should not be less than 2.5mm.

1.3 Liquid migration speed

It should not be less than 10mm/min.

2. Sensitivity

2.1.Limit of detection (LOD)

4.1 SARS-CoV-2 Rapid Test:

A total of 520 samples were collected in this study, of which 110 were
positive and 410 were negative. The statistics of the study results are shown

in the following table:

95% Wilson Score
Comparative Kit cl
LCI ucCt
POS [NEG | Total | PPA | 96.4% | 90.8% | 98.2%
DEEPBLUE| POS | 106 | 1 107 | NPA | 99.8% | 94.4% | 99.9%
SARS-CoV-
2Test | NEG | 4 | 409 | 413
Total comp rate 99.0%
TOTAL| 110 | 410 | 520

Sensitivity:96.4% (95% CI: 90.8% - 98.2%)
Category LOD Specificity:99.8% (95% CI: 94.4% - 99.9%)
Flu A 1*10*CFU/mL Accuracy: 99.0%
Flu B 1*10*CFU/mL 4.2 Influenza A Rapid Test:
SARS-CoV-2 80 TCIDso/mL A total of 305 samples were collected in this study, of which 105 were
RSV-A 1.05%10* TCIDs¢/mL positive and 200 were negative. The statistics of the study results are shown
RSV-B 1.2*10* TCIDs¢/mL in the following table:
ADV 200 TCIDs¢/mL 95% Wilson Score
MP 1*10°CFU/mL Comparative Kit c1
3. Specificity LCT | uc
3.1 Cross reaction: POS |NEG | Total | PPA | >99.9% | 96.47% | 100%
The cross-reactivity of this reagent is evaluated by testing a group of related DEEPBLUE| POS | 105| 0 | 105 | NPA | >99.9%98.12% | 100%
. . . Influenza A
pathogens, high-prevalence disease pathogens, and normal or pathogenic Test NEG | 0 | 200 200
flora. The results prove that the product has no cross-reactivity,including Total compli rate |>99.9%,
. . TOTAL| 105 | 200 | 305
Staphylococcus aureus. Streptococcus pneumoniae. Measles virus. Mumps

virus «  Bordetella pertussis < EB virus .« Human enterovirus CA16 +

Parainfluenza viruses (PIV) types 1, 2, and 3. Human metapneumovirus
(hMPV)
cross-reactivity among the six viruses tested by this kit.

Rhinovirus . Chlamydia pneumoniae.Moreover, there is no

3.2 Interfering substances

Test results below the corresponding concentrations of substances listed in
the table will not affect the performance of this reagent, and no interference
reactions will occur.

Name Concentration
Sodium Chloride 40 mg/mL
Beclomethasone 40 mg/mL
Dexamethasone 40 mg/mL

4. Clinical performance

[Instruction of Symbols]

CE mark Batch number
Consult i X i
instructions for In vitro diagnostic
use medical device

Do not re-use Date of manufacture

| & |~

/F Storage Contains ~ sufficient
temperature for <n> tests
“ Manufacturer Use before the date
Authorized .
Representative in g
European T Keep dry
Community
) Do not wuse if
/\/\I< Keep away from package is damaged
\ sunlight and consult

instructions for use

ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
No. 777 Jimingshan Road, High-Tech Development Zone,
230088 Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA
E-mail:sales@dbluemedical.com

MedUnion S.L.
Carrer de Tapioles,33, 2-1, Barcelona, 08004, Spain
SRN: ES-AR-000019366

Revision Date:2025-03-05

Sensitivity: >99.9% (95% CI: 96.47%-100%)
Specificity:>99.9% (95% CI:98.12%-100%)
Accuracy: >99.9%

4.3 Influenza B Rapid Test:

A total of 305 samples were collected in this study, of which 100 were
positive and 205 were negative. The statistics of the study results are shown

in the following table:

95% Wilson Score

Comparative Kit cl
LCI ucI
POS |NEG | Total | PPA | >99.9%96.30% | 100%
DEEPBLUE| pOS |100 | 0 100 | NPA | >99.9% | 98.16% | 100%
Influenza B
Test NEG | 0 | 205 | 205
Total compli rate  |>99.9%)
TOTAL| 100 | 205 | 305

Sensitivity: >99.9% (95% CI: 96.30%-100%)
Specificity:>99.9% (95% CI:98.16%-100%)
Accuracy: >99.9%
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6v1 respiracni test SARS-CoV-2, Chi¥ipka A+B,
RSV, Adenovirus, Mycoplasma pneumoniae

Pouze pro profesionalni pouZiti

[Ugel pouziti]

6v1 respiracni test — SARS-CoV-2, Chiipka A+B, RSV, Adenovirus,
Mycoplasma pneumoniae je uréen ke kvalitativni detekci antigent
SARS-CoV-2, viru chiipky A, viru chfipky B, respira¢niho syncytialniho
viru (RSV), adenoviru a bakterie Mycoplasma pneumoniae ve vzorcich
lidského vytéru z nosu, vytéru z nosohltanu (NP) nebo vytéru z orofaryngu.

[Shrnuti]

Nov¢é koronaviry patti do rodu . Onemocnéni COVID-19 je akutni infekéni
onemocnéni dychacich cest. Populace je k infekci obecné vnimava. V
soucasnosti jsou hlavnim zdrojem infekce pacienti infikovani novym
koronavirem; zdrojem infekce mohou byt také asymptomaticky infikované
osoby. Na zaklad¢ souc¢asnych epidemiologickych poznatki je inkubaéni
doba 1 az 14 dni, nejcastéji 3 az 7 dni. Mezi hlavni projevy patii horecka,
unava a suchy kagel. V- mensim poctu piipadi se vyskytuje ucpany nos,
ryma, bolest v krku, myalgie a prijem. Po infekci virem SARS-CoV-2
muze byt nutna hospitalizace a mohou se objevit komplikace.

Chfipka je akutni infekéni onemocnéni dychacich cest zpiisobené
chtipkovymi viry. Je vysoce nakazlivé a §ifi se predevsim kaslanim a
kychanim. Obvykle se vyskytuje sezonng, zejména v zimnim a jarnim
obdobi. Chtipkové viry se déli na virus chiipky A, virus chiipky B a virus
chtipky C. Virus chiipky A vykazuje vysokou variabilitu, nasledovany
virem chtipky B, zatimco virus chtipky C je relativné stabilni. Z tohoto
divodu je virus chiipky A zpravidla zavazngjsi a epidemiologicky
vyznamng&j$i nez virus chiipky B. Respira¢ni syncytialni virus (RSV) je
bézny a vysoce nakazlivy virus, ktery infikuje dychaci cesty vétSiny déti
pied dosazenim druhého roku Zivota. Téméf polovina viech déti se RSV
nakazi béhem prvniho roku Zivota. RSV je rovnéz vyznamnou virovou
pfi¢inou nozokomialnich infekci u déti hospitalizovanych z jinych divoda.
U deéti hospitalizovanych s infekci RSV je povazovan za jednu z nejéastéjsich
virovych pfi¢in umrti u déti mladsich 5 let, zejména u déti mladsich jednoho
roku. Infekce RSV muize zpsobovat piiznaky podobné nachlazeni, véetné
kasle a rymy, které obvykle trvaji 1 az 2 tydny. Respiraéni syncytialni virus
se §ifi vzdusnou cestou, napiiklad po kasli nebo kychnuti, a také pfimym
kontaktem, napiiklad dotykem. K prvni infekci RSV dochazi obvykle jiz v
kojeneckém nebo batolecim véku a téméf vechny déti jsou infikovany pred

[Odbér vzorku]

Moznost 1: Vytér z piedni ¢asti nosu:

1. Nechte hlavu pacienta pfirozené uvolnénou a vyjméte tampon. Tampon
opatrné zasuiite do nosni dirky pacienta; §picku tamponu zasuiite do
hloubky 2-3 cm, dokud nenarazite na odpor.

2. Tamponem 5krat prejdéte po sliznici uvnitf nosni dirky, aby se zajistilo
odebrani hlenu a bungk. Pomoci stejného tamponu tento postup zopakujte u
druhé nosni dirky, aby bylo zajiténo odebrani dostate¢ného mnozstvi

3. Vytahnéte tampon z nosni dutiny.

/R

t2: Vytérz hl (NP):

Nechte hlavu pacienta pfirozené uvolnénou a pomalu otacejte tamponem
proti sténé nosni dirky do nosni dirky pacienta az k nosnimu patru a poté jej
pomalu vyjméte a otfete. Stejnym tampoénem otiete stejnym zpusobem i

druhou nosni dirku.
3 |

Moz

Moznost 3: Vzorek vytéru z orofaryngu (OP)

Nechte pacienta mirné naklonit hlavu, otevfit usta a vydavat zvuky ,a“,
¢imz se odhali mandle na obou stranach hltanu. Uchopte tampon a alespon
tfikrat jemné otfete mandle na obou stranach hltanu pacienta.

dosazenim druhého roku Zivota. Opakované infekce se vsak mohou
vyskytovat po cely Zivot a infikovany mohou byt osoby jakéhokoli véku.
U zdravych déti a dospélych maji infekce obecné mirngjsi pribéh nez u
kojenc a starich dospélych s ur¢itymi zdravotnimi komplikacemi.

Ackoli infekce dolnich cest dychacich u déti i dospélych miize zptisobovat
siroké spektrum virovych agens, mezi nejcastéjsi patii viry chiipky A a B,
respiraéni syncytialni virus (RSV), viry parainfluenzy typu 1,2 a3 a
adenovirus. V zavislosti na infekénim sérotypu viak adenoviry mohou z
pusobovat také rizna daldi onemocnéni, napiiklad gastroenteritidu,
konjunktivitidu, cystitidu a exantémova onemocnéni.

Piiznaky respiraéniho onemocnéni zpisobeného adenovirovou infekci se
pohybuji od syndromu b&zného nachlazeni az po pneumonii, krup a
bronchitidu. Pacienti s oslabenym imunitnim systémem jsou zvlasté
nachylni k zavaznym komplikacim adenovirové infekce. Adenovirus se
prenasi piimym kontaktem, fekalng-oralni cestou a piilezitostné také vodou.
Neékteré typy adenovirti jsou schopny vyvolat perzistentni asymptomatické
infekce v tonzilach, adenoidech a stievech infikovanych hostiteld, pficemz
vylu€ovani viru mize pietrvavat mésice az roky.

Mycoplasma pneumoniae (MP) je druh bakterie, ktera postrada bunéénou
sténu, ¢imz se odlisuje od jinych bakterialnich patogent. Je ¢astou pfic¢inou
respiracénich infekei, zejména atypické pneumonie, ¢asto oznacované jako
,,walking pneumonia“. Tento patogen postihuje pfedevsim horni a dolni
cesty dychaci a vede k ptiznakim, jako jsou horecka, kasel, bolest v krku a
anava.

Infekce zplisobené Mycoplasma pneumoniae maji obvykle mirny pribéh,
avsak zejména u osob s oslabenym imunitnim systémem mohou pfileZitostné
vést k zavazngjsim komplikacim. Patogen se $ifi respira¢nimi kapénkami,
a je proto vysoce nakazlivy v prostiedich s blizkym kontaktem, naptiklad
ve $kolach a domacnostech.

[Princip testu]

6v1 respiracni test — SARS-CoV-2, Chiipka A+B, RSV, Adenovirus,
Mycoplasma pneumoniae vyuziva k detekci antigentt metodu dvojitého
sendvice protilatek. Po pfidani odpovidajiciho mnoZzstvi vzorku do jamky
pro vzorek na testovaci kazeté se vzorek pohybuje po membrang testovaci
kazety.

Pokud vzorek obsahuje piislusny antigen, navaze se tento antigen na protilatku

znacenou koloidnim zlatem na konjugac¢ni podlozce. Vznikly imunokomplex
nasledné vytvoii sendvi¢ovy komplex s dalsi protilatkou imobilizovanou v
oblasti testovaci linie. Vznik viditelné barevné linie v oblasti testovaci linie
znamena pozitivni vysledek pro dany antigen.

Testovaci kazeta obsahuje také kontrolni linii kvality. Bez ohledu na
pritomnost ¢i nepfitomnost testovaci linie se musi objevit ¢ervena kontrolni
linie. Pokud se kontrolni linie neobjevi, vysledek testu je neplatny a test je
nutné zopakovat.

[Upozornéni a bezpe¢nostni opatieni]

1. Pouze pro diagnostické pouziti in vitro.

2. Pfed pouzitim soupravy si pe¢livé piectéte navod k pouziti a piesné
dodrzujte stanoveny reakéni ¢as. Nedodrzeni navodu mize vést k
nepresnym vysledkim.

[Pieprava a skladovani vzorkii]

Po odbéru stéra lze tampony uchovat v extrakénim ¢inidle dodaném v
soupravé. Cerstvé odebrané vzorky je tieba zpracovat co nejdiive,
nejpozdéji vSak do jedné hodiny od odbéru. Odebrané vzorky lze
uchovavat pii teploté 2-8 °C po dobu nejvyse 24 hodin; pro dlouhodobé
uchovani je skladujte pii teploté -70 °C, vyhnéte se vSak opakovanym
cyklim zmrazovani a rozmrazovani.

[PFiprava vzorku]

1. Odtrhnéte ochrannou folii z zkumavky pro extrakci antigenu.

2. Vlozte vzorek z tamponu do extrakéni zkumavky, otacejte tamponem po
dobu asi 10 sekund a pfitlacte hlavici tamponu ke sténé zkumavky, aby se
uvolnil antigen v tamponu.

3. Vyjméte tampon a soucasné stlaéte boky zkumavky, aby se z tamponu
vytlacila tekutina. Takto z tamponu odstranite co nejvice tekutiny. Tampony
zlikvidujte v souladu s postupy pro likvidaci biologicky nebezpeéného
odpadu.

4. Nasad’te na extrakéni zkumavku pevné $picku kapatka.

[Postup testu]

Pred pouZitim si peclivé prectéte navod a nechte testovaci zafizeni,
extrakéni &inidlo a vzorky ohiat na pokojovou teplotu.

1. Oteviete baleni a vyjméte testovaci zafizeni.

2. Drzte extrakéni zkumavku ve svislé poloze a nakapejte dvé kapky
vzorku do jamky (jamek) pro vzorky. Spustte stopky.

3. Vysledky odeététe po 15 minutach. Vysledky neodeéitejte po uplynuti 30
minut.

3. Vzorky musi byt testovany v laboratofi s odpovidajicimi podminkami.
Se vemi vzorky a materialy pouzivanymi b&hem testovani zachazejte v
souladu s laboratorni praxi pro praci s infekénim materialem.

4. Chrante pied vlhkosti. Neotevirejte hlinikovy foliovy sacek, dokud
nejste piipraveni test provést. NepouZivejte test, pokud je hlinikovy foliovy
sacek poskozeny nebo pokud je testovaci kazeta vlhka.

5. Pouzivejte pouze do data pouZitelnosti.

6. Pied pouzitim nechte v8echny reagencie a vzorky vytemperovat na
pokojovou teplotu 15-30 °C.

7. Nenahrazujte soucasti této soupravy soucastmi z jinych souprav.

8. Pii testovani vzorek nefed’te, jinak maZze dojit k nepfesnym vysledkiim.
9. Soupravu skladujte pfesné v souladu s podminkami uvedenymi v tomto
navodu. Soupravu neskladujte pfi teplotach pod bodem mrazu.

10. Testovaci postup i interpretace vysledki musi byt provedeny pfesné
podle tohoto navodu.

11. Negativni vysledky se mohou objevit v pripadg, Ze titr antigenu ve
vzorku je niz8i nez minimalni detekéni limit této soupravy.

12. V prostorach, kde se manipuluje se vzorky nebo testovacimi
soupravami, nejezte, nepijte ani nekuite. Po dokonceni testovani si
duikladné umyjte ruce.

13. Neprovadgjte test v mistnosti se silnym proudénim vzduchu,
napfiklad v blizkosti elektrického ventilatoru nebo silné klimatizace.

14. Nemichejte a nezaméfiujte rizné vzorky.

[Materialy a soudasti |
Dodané materialy

1) Sterilizovany tampéon
2) Zkumavka na extrakci antigenu s extrak¢nim ¢inidlem

3) Testovaci zafizeni
4) Navod

5) Stojan na zkumavky (volitelny)
Poti‘ebné, ale nedodavané materialy
Casovag.

[Skladovaci pod a doba pouZitelnosti]
1. Sadu je tieba skladovat pfi teploté 2-30 °C do data exspirace vytistén¢ho
na uzavieném sacku.

2. Po otevieni foliového sacku by mél byt testovaci pfistroj pouzit co
nejdiive, nejpozd&ji do jedné hodiny.

3. Testovaci zafizeni by mélo byt uchovavano mimo dosah piimého
slune¢niho zafeni, vlhkosti a tepla.

4. Testovaci soupravu nezmrazujte.

—
FLUA RSV
FLUB ADV
CoV MP
[}
A
2 kapky testovaného B /2 kapky testovaného
vzorku do kazdé jamky oV vzorku do kazdé jamky
S

[Interpretace vysledki testu]

Pozitivni vysledek:

(1) Chiipka A pozitivni: V detekéni zoné pro chiipku A/chfipku B/COV se
objevi dva ¢ervené pruhy. Jeden je v testovaci zoné (A) a druhy v kontrolni
z6né (C).

(2) Pozitivni na chiipku B: V detekéni zoné pro chiipku A/chiipku B/COV
se objevi dva Cervené pruhy. Jeden je v testovaci zong (B) a druhy v

kontrolni zoné (C).

(3) SARS-CoV-2 pozitivni: V detekéni zoné pro chiipku A/chiipku B/COV
se objevi dva ¢ervené pruhy. Jeden je v testovaci zoné (COV) a druhy v
kontrolni zoné (C).

(4) Pozitivni na chiipku A/chfipku B: V detekéni zon& pro chiipku
A/chiipku B/COV se objevi tii ¢ervené pruhy. Jeden je v testovaci zoné (A),
jeden v testovaci zoné (B) a druhy v kontrolni zong (C).

(5) Pozitivni na chfipku A/SARS-CoV-2: V detekéni zoné pro chiipku
Alchiipku B/COV se objevi tii ¢ervené pruhy. Jeden je v testovaci zoné (A),
jeden v testovaci zon¢ (COV) a druhy v kontrolni zéné (C).

(6) Pozitivni na chiipku B/SARS-CoV-2: V detekéni zon& pro chiipku
Alchiipku B/COV se objevi tii ¢ervené pruhy. Jeden je v testovaci zoné (B),
jeden v testovaci zon¢ (COV) a tieti v kontrolni zoné (C).

(7) Pozitivni na chiipku A/chfipku B/SARS-CoV-2: V detekéni zong pro
chiipku A/chfipku B/COV se objevi ¢&tyfi Cervené pruhy. Jeden je v
testovaci zoné (A), jeden v testovaci zoné (B), jeden v testovaci zoné (COV)
a dal3i v kontrolni zoné (C).

(8) RSV pozitivni: V detekéni zoné RSV/ADV/MP se objevi dva &ervené
pruhy. Jeden je v testovaci zoné (RSV) a druhy v kontrolni zoné (C).

(9) Pozitivni na ADV: V detekéni zon¢ RSV/ADV/MP se objevi dva
Gervené pruhy. Jeden je v testovaci zong (ADV) a druhy v kontrolni z6né
(©).

(10) MP pozitivni: V detekéni zoné RSV/ADV/MP se objevi dva Cervené
pruhy. Jeden je v testovaci zon¢ (MP) a druhy v kontrolni zoné (C).

(11) RSV/ADV pozitivni: V detekéni zoné RSV/ADV/MP se objevi tii
Cervené pruhy. Jeden je v testovaci zon€ (RSV), jeden v testovaci zoné

(ADV) a druhy v kontrolni zéné (C).

(12) RSV/MP pozitivni: V detekéni zéné RSV/ADV/MP se objevi tfi
Cervené pruhy. Jeden je v testovaci zoné (RSV), jeden v testovaci zoné (MP)
a druhy v kontrolni zéné (C).

(13) Pozitivni na ADV/MP: V detekéni zoné RSV/ADV/MP se objevi tfi
Cervené pruhy. Jeden je v testovaci zoné (ADV), jeden v testovaci zoné (MP)
a dalsi v kontrolni zoné (C).

(14) RSV/ADV/MP pozitivni: V detekéni zoné RSV/ADV/MP se objevi
Ctyfi Cervené pruhy. Jeden je v testovaci zon€ (RSV), jeden v testovaci zoné
(ADV), jeden v testovaci zoné (MP) a &tvrty v kontrolni zoné (C).

C (o} [ c C C C C

A A A A RSV RSV RSV RSV
B B B B ADV [ADV [ADV ADV
oV CoV CoV CoV MP MP MP MP

Chipka A+BISARS-CoV-2 RSV/ADVIMP
Negativni visledek:
Pokud je zbarvena pouze kontrolni ¢ara C a detekéni ary A, B, COV, MP,
ADV, RSV jsou bezbarvé, znamené to, Ze nebyl detekovéan zadny antigen
odpovidajiciho patogenu a vysledek je negativni.

C C
A RSV
B ADV
CoV MP
Chiipka A+B/SARS-CoV-2  RSV/ADVIMP

Neplatny vysledek:
Pokud neni vidét kontrolni ¢ara C, je vysledek neplatny bez ohledu na to,
zda se objevila testovaci Cara A, testovaci Cara B, testovaci ¢ara COV,
testovaci ¢ara RSV, testovaci ¢ara ADV nebo testovaci ¢ara MP, a test je
tieba provést znovu.

C C C c C
(;i (;i g g ﬁ RSV RSV RSV RSV RSV
B B B B B ADV JADV JADV JADV JADV
oV oV oV oV oV MP MP MP MP MP

Chiipka A+BISARS-CoV-2 RSVIADVIMP
[Kontrola kvality]
Cervena ¢ara v kontrolni oblasti (C) predstavuje interni kontrolu postupu.
Potvrzuje dostate¢ny objem vzorku.
[Omezeni kontrolnich metod]
1. Tento produkt se pouziva pouze pro kvalitativni testovani a nemuze
indikovat hladinu antigenu ve vzorku.
2. Tato testovaci souprava se pouziva pouze k detekci vytéra z predni ¢asti
nosu, nosohltanu (NP) nebo ustni ¢asti hltanu u lidi. Vysledky u jinych
vzorkii mohou byt nespravné.
3. Tato testovaci souprava je pouze klinickym pomocnym diagnostickym
nastrojem. Pokud je vysledek pozitivni, doporucuje se véas pouzit jiné
metody k dal$imu vySetfeni a rozhodujici je diagnoza lékare.
4. Diagnoza a lécba se nemohou opirat pouze o tento vysledek testu.
Jakakoli klinicka diagnoza zalozena na vysledku testu musi byt podlozena
komplexnim posouzenim oSetiujiciho 1¢kate, vEetné klinickych pfiznaka a
dalich relevantnich vysledk testa.

Citlivost: >99,9 % (95% CI: 96,30 %—100 %)

Specifita: >99,9 % (95% CI: 98,16 %100 %)

Presnost: >99.9 %

4.4 Rychly test na RSV:

V této studii bylo odebrano celkem 300 vzork, z nichz 100 bylo

5. Intenzita testovaci ¢ary neni linearné zavisla na titru protilatek ve
vzorku.

[Index vykonu]

1. Fyzikalni vlastnosti

1.1 Vzhled

Test by mél byt Cisty a kompletni, bez otiepti, poskozeni a znecisténi. Plast’
testovaci kazety by mél byt rovny, horni a spodni kryt by mély byt
rovnomérné uzavieny a nemély by byt zadné zjevné mezery. Vnitini
testovaci prouzek by mél byt pevné piipevnén bez viklani. Extrakéni ¢inidlo
by nemélo obsahovat zadné cizi latky.

1.2 Velikost

Velikost vnitiniho prouzku by neméla byt mensi nez 2,5 mm.

1.3 Rychlost migrace kapaliny

Neméla by byt mensi nez 10 mm/min.

2. Citlivost

2.1. Mez detekce (LOD)

4. Klinicka uéinnost

4.1 Rychly test na SARS-CoV-2:

V této studii bylo odebrano celkem 520 vzorku, z nichz 110 bylo
pozitivnich a 410 negativnich. Statistiky vysledku studie jsou uvedeny v
nasledujici tabulce:

95% Wilsontiv

interval
Srovnavaci sada spolehlivosti
LCI | uCI
POS|NEG| Celkem | PPA | 96,4 % (90,8 %] 98,2 %
JOYTEST |POS|106| 1 107 |NPA| 99,8 % |94.4 %| 99.9 %
Test na
SARS-Cov-2 [NEG| 4 |409| 413 Celkové mira .
CELK] dodrzovani 99,0%
EM 110|410 | 520

Citlivost: 96,4 % (95% CI: 90,8 % — 98,2 %)
Specifita: 99,8 % (95% CI: 94,4 % — 99,9 %)
Piesnost: 99,0 %

Kategorie LOD 4.2 Rychly test na chiipku A:
Chiipka A 1*10°*CFU/mL V této studii bylo odebrano celkem 305 vzorku, z nichz 105 bylo
Chfipka B 1*10°*CFU/mL pozitivnich a 200 negativnich. Statistiky vysledkii studie jsou uvedeny v
SARS-CoV-2 80 TCIDso/mL nasledujici tabulce:
RSV-A 1.05%10* TCIDso¢/mL 95% Wilsoniv
RSV-B 1.2*10* TCIDsy/mL Srovnavaci sada skore CI
ADV 200 TCIDsp/mL LCI uct
MP 1*10°CFU/mL POS [NEG| Celkem |PPA|>99.9 %[96.47 %| 100 %
3. Specificnost JOYTEST | pOs [105| 0 | 105 |NPA[>99.9%98,12 %| 100%
3.1 KFizova reakce: chtipku typu |[NEG| 0 | 200 | 200
Kiizova reaktivita tohoto Cinidla je hodnocena testovanim skupiny A ICELK Celkova mira shody |>99,9 %
piibuznych patogent, patogenti s vysokou prevalenci a normalni nebo EM 1051200 305

patogenni flory. Vysledky dokazuji, Ze produkt nevykazuje zadnou kiizovou
reaktivitu, véetn¢ Staphylococcus aureus, Streptococcus pneumoniae, viru
spalni¢ek,viru piiusnic, Bordetella pertussis, EB viru, lidského enteroviru
CAl6, parainfluenzovych vira (PIV) typa 1, 2 a 3, lidského
metapneumoviru (hMPV), rhinoviru a Chlamydia pneumoniae. Navic
neexistuje zadna kiizova reaktivita mezi Sesti viry testovanymi touto
soupravou.

3.2 Rusivé latky

Vysledky testi pod odpovidajicimi koncentracemi latek uvedenych v
vykonnost tohoto ¢inidla a nedojde k Zzadnym
interferenénim reakcim.

tabulce neovlivni

Nazev Koncentrace
Chlorid sodny 40 mg/ml
Beklometazon 40 mg/ml
Dexamethason 40 mg/ml

Citlivost: 98,28 % (95% CI: 90,86 %—99,70 %)
Specifita: >99,9 % (95% CI: 97.47 %100 %)
Presnost: 99,51 %

[Vysvétlivky symbolii]

pozitivnich a 200 negativnich. Statistiky vysledka studie jsou uvedeny v
nésledujici tabulce: C€ | znatxace Cislo sarze
95% Wilsontiv
S svaci sad interval . Diagnosticky
rovnavaci sada spolehlivosti EE Viz  navod  k - prostredek
LCI ucl pouziti zdravotnicky
prostiedek
POS NEG | Celkem | PPA [>99.9 %(96,30 %| 100 % »
POS|100| 0 100 |NPA|>99,9 %|98,12 %| 100 % @ NepouZivat &, Datum vyroby
JOYTEST S sl ° opakované
Testna RSV |NEG| 0 |200 | 200 e Obsahuje mnoZstvi
Celkova mira shod: >99,9 % /Y i W Suiici
ICELK] 100 200 | 300 y o Skladovaci teplota posEaCUchl pro <n>
EM testdl
Citlivost: >99,9 % (95% CI: 96,30 %100 %)
Specifita: >99,9 % (95% CI: 98,12 %—100 %) d Vyrobce g Spotiebujte do
Presnost: >99,9 %
4.5 Rychly test ADV: Opravnény ,
V této studii bylo odebrano celkem 300 vzorki, z nichz 100 bylo zastupce v = Uchovavejte v suchu
Lo L . AL E e i e Evropském )
pozitivnich a 200 negativnich. Statistiky vysledka studie jsou uvedeny v spolecenstvi
nasledujici tabulce: Nepouzivejte, pokad
95% Wilsontv >/\+//\ Chrante pied je obal poskozen, a
Srovnavaci sada skore CI A\ slune¢nim zafenim prosty;lujte névod k
L | oua pouZi
ANHUI DEEPBLUE MEDICAL TECHNOLOGY CO.,LTD.
P NE! lkem| PPA | 99,00 % (94,55 %| 99,82 % >
OS |NEG [Celkem 00 % 94,35 %) 9982 % “ No. 777 Jimingshan Road, High-Tech Development Zone,
JOYTEST POS| 99| 0 99  |NPA|>99.9 %(98,12 %| 100 % 230088 Hefei, Anhui, PEOPLE'S REPUBLIC OF CHINA
Testna ADV|INEG| 1 | 200 201 iy E-mail:sales@dbluemedical.com
Celkova mira o .
CELK] dodrzovani 99,67 % MedUnion S.L.
EM 100200 | 300 Carrer de Tapioles,33, 2-1, Barcelona, 08004, Spain

Citlivost: 99,00 % (95% interval spolehlivosti: 94,55 %-99,82 %)

Specifita: >99,9 % (95% CI: 98,12 %100 %)

Piesnost: 99,67 %

4.6 Rychly test MP:

V této studii bylo odebrano celkem 206 vzorkd, z nichz 58 bylo pozitivnich
a 148 negativnich. Statistiky vysledki studie jsou uvedeny v nésledujici
tabulce:

95% Wilsontiv
Srovnavaci sada skore CI
LCI UCI
POS|NEG |Celkem |PPA | 98,28 % (90,86 %] 99,70 %
> o o o
JOYTEST POS| 57| 0O 57 |NPA|>99.,9 %(97,47 %| 100 %
TestnaMP |[NEG| 1 | 148 | 149 P
Celkova mira o
CEL 58 | 148 | 206 dodrzovani 99,51%
KEM
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4.3 Rychly test na chiipku typu B:

V této studii bylo odebrano celkem 305 vzorkid, z nichz 100 bylo
pozitivnich a 205 negativnich. Statistiky vysledkii studie jsou uvedeny v
nasledujici tabulce:

95% Wilsontiv
Srovnévaci sada skore CI
LCI ucCt
POS|NEG |Celkem| PPA |>99,9 %(96,30 %| 100 %
JOST(ETSltSST POS [100| 0 | 100 |NPA|>99.9 %(98,16 %| 100 %
na chiipku | NEG | 0 | 205 | 205
typu B Cgi‘/[K 1001 205 | 305 Celkova mira shody |>99,9 %)




