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1. Intended use

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System is an automated real-time
RT-PCR test designed for the qualitative detection and differentiation of RNA from the SARS-CoV-2, Influenza A (Flu
A), Influenza B (Flu B) and/or Human Respiratory Syncytial Virus A/B (RSV) in respiratory samples from individuals
suspected of COVID-19 or other respiratory infection by their healthcare provider. This test is infended to be used
as an aid in the identification of the presence of the SARS-CoV-2, Flu A, Flu B and/or RSV viral RNA. The assay uses
the BD MAX™ System for automated extraction of RNA and subsequent real-time RT-PCR employing the reagents
provided combined with universal reagents and disposables for the BD MAX™ System. RNA is extracted from
respiratory specimens, amplified using RT-PCR and detected using fluorescent reporter dye probes specific for SARS-
CoV-2, Flu A, Flu B and/or RSV.

2. Summary and Explanation

Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to Coronaviridae family. There
are six coronavirus species known to cause human diseases. Four viruses (229E, OC43, NL63 and HKU1) cause
common cold symptoms and the other two (severe acute respiratory syndrome coronavirus (SARS-CoV) and
Middle East respiratory syndrome coronavirus (MERS-CoV)) are zoonotic and producing more severe complications.
SARS-CoV and MERS-CoV have caused more than 10,000 cumulative cases in the past two decades, with mortality
rates of 34% MERS-CoV and 10% SARS-CoV.

In December 2019, some people that worked at or lived around the Huanan seafood market in Wuhan, Hubei
Province, China, have presented pneumonia of unknown cause. Deep sequencing analysis of the respiratory
samples indicated a novel coronavirus, which was named firstly 2019 novel coronavirus (2019-nCoV) and lately
SARS-CoV-2.

Human-to-human transmission of the SARS-CoV-2 has been confirmed, even in the incubation period without
symptoms, and the virus causes severe respiratory illness like those SARS-CoV produced. Although the pneumonia
is the principal illness associated, a few patients have developed severe pneumonia, pulmonary edema, acute
respiratory distress syndrome, or multiple organ failure and death. Centers of Disease Control and Prevention (CDC)
believes that symptoms of SARS-CoV-2 may appear in as few as 2 days or as long as 14 days affer exposure, being
the most common fever or chills, cough, fatigue, anorexia, myalgia and dyspnea. Less common symptoms are sore
throat, nasal congestion, headache, diarrhea, nausea and vomiting. Loss of smell (anosmia) or loss of taste
(ageusia) preceding the onset of respiratory symptoms has also been reported. Older adults and people who have
severe underlying medical conditions like heart or lung disease or diabetes seem to be at higher risk for developing

more serious complications from COVID-19 illness.

CDC recommends upper respiratory tract specimens (nasopharyngeal (NP) and oropharyngeal (OP) swalbs, nasal
mid-turbinate swab, nasal swab, nasopharyngeal wash/aspirate or nasal wash/aspirate (NW) specimens collected

mainly by a healthcare provider) and/or lower respiratory specimens (sputum, endotracheal aspirate, or
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bronchoalveolar lavage in patients with more severe respiratory disease) for the identification of SARS-CoV-2 and

other respiratory viruses, such as Influenza and RSV.

Influenza viruses belong to the Orthomyxoviridae family and cause the majority of viral lower respiratory tract
infections. Influenza A and B are a significant cause of morbidity and mortality worldwide, considering that elderly
and compromised individuals are especially at risk of developing severe illness and complications such as
pneumonia. People feel some or all of these symptoms: fever or feeling feverish/chills, cough, sore throat, nasal
stuffiness and discharge, myalgia, headaches, and anorexia. The influenza viruses can be spread from person to
person in two different ways: through the air (large droplets and aerosols from sneezing and coughing), and by

direct or indirect contact.

Influenza A and B are an enveloped, single stranded RNA viruses that containing eight segmented strands of
genome RNA, which typically encodes 11 or 12 viral proteins. The viral envelope, derived from the host plasma
membrane, consists of a lipid bilayer containing transmembrane proteins, like hemagglutinin (HA) and
neuraminidase (NA), and matrix proteins M1 and M2. Influenza A viruses are further classified into subtypes based
on the antigenicity of their "HA" and “NA" molecules, whereas Influenza B is divided into 2 antigenically and

genetically distinct lineages, Victoria and Yamagata.

Human respiratory syncytial viruses A and B (RSV) belong to the Paramyxoviridae family and are the most important
viral agents of acute respiratory infections. RSV is an enveloped, nonsegmented, negative, single stranded linear
RNA genome virus. Respiratory syncyfial virus is a common conftributor of respiratory infections causing bronchitis,
pneumonia, and chronic obstructive pulmonary infections in people of all ages. People often feel some or all of
these symptoms: rhinorrhea, low-grade fever, cough, sore throat, headache, and wheezing. RSV is fransmitted via
large nasopharyngeal secretion droplets from infected individuals, close contact, or self-inoculation after touching

contaminated surfaces.

Diagnosis can be problematic, as a wide range of pathogens can cause acute respiratory infections presenting
with similar clinical syndromes. Real-time PCR assays have been shown to be a sensitive and specific diagnostic
tool for the detection of SARS-CoV-2, Flu A, Flu B and RSV viruses.

3. Principle of the procedure

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System is designed for the
identification of SARS-CoV-2, Flu A, Flu B and /or RSV in respiratory samples. The detection is done in one step real-
fime RT-PCR format where the reverse tfranscription and the subsequent amplification of specific target sequence
occurin the same reaction tube. The isolated RNA target is transcribed generating complementary DNA by reverse
franscriptase which is followed by the ampilification of two conserved regions of N gene (N1 and N2) for SARS-CoV-
2, a conserved region of the M1 gene for Flu A and Flu B, and a conserved region of the N gene for RSV using

specific primers and fluorescent-labeled probes.

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System is based on 5” exonuclease
activity of DNA polymerase. During DNA amplification, this enzyme cleaves the probe bound to the complementary

DNA sequence, separafing the quencher dye from the reporter. This reaction generates an increase in the
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fluorescent signal which is proportional to the quantity of the target template. This fluorescence is measured on the
BD MAX™ System.

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System is composed of two different
reaction tubes. One of the tubes detects and differentiates the RNA from Flu A, Flu B and/or RSV (Transparent Red
or 1A foil) and the other tube detects specifically the RNA from SARS-CoV-2 (Transparent Green or 1G foil). Each
fube contains all the components necessary for real-fime PCR assay (specific primers/probes, dNTPS, buffer,
polymerase, reverse-transcriptase) in a stabilized format, as well as an internal control (endogenous in the SARS-
CoV-2reaction tube) fo monitor the extraction process and/or inhibition of the polymerase activity. The SARS-CoV-
2 assay uses a human housekeeping gene as an endogenous Internal Control (human RNase P gene). Human
housekeeping genes are involved in basic cell maintenance and, therefore, are expected to be present in all
nucleated human cells and maintain relatively constant expression levels. Each RNA targets are amplified and
detected in specific channels (475/520, 585/630, and/or 630/665) and the internal confrol (IC) in channel 530/565.
In the Flu A, Flu B and/or RSV assay, Flu A RNA target is amplified and detected in channel 475/520, Influenza B RNA
target in channel 585/630, RSV RNA target in channel 630/665 and the internal control (IC) of this assay in channel
530/565. In SARS-CoV-2 assay, N2 target is amplified and detected in channel 475/520, N1 target in channel 630/665

and the endogenous internal control (IC) in channel 530/565.
4. Reagents provided

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System includes the following

materials and reagents detailed in Table 1:

Reference Reagent/Material Description Color/Barcode Amount

FIUA. Flu B & RSV A mix of enzymes, primers probes,

Transparent
VS-ABR212R : buffer, dNTPs, stabilizers and internal P _ | 2pouchesof 12
reaction tube . . Red or 1A foil tubes
control in stabilized format

A mix of enzymes, primers probes,

SARS-CoV-2 (N1 + N2) buffer, dNTPs, stabilizers and Transparent 2 pouches of 12
VS-NCO312 . . . .
reaction tube endogenous internal control in Green or 1G foil tubes
stabilized format
Rehydration Buffer Solution to reconstitute the stabilized Transparent 1 pouch of 24
VS-RBOY Orange or 11
fube product o fubes

Table 1. Reagents and materials provided in VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System with Cat.
N°. VS-FNR124 (444217).

5. Reagents and equipment to be supplied by the user

The following list includes the materials and equipment that are required for use but not included in the VIASURE
SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System.

e Real-time PCR instrument: BD MAX™ System.
e BD MAX™ ExK™ TNA-3 (Ref:442827 or 442828)
e BD MAX™ PCR Cartfridges (Ref: 437519)
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e Vortex.
e  Micropipettes (accurate between 2 and 1000 pL).
e  Filter tips.

e Powder-free disposable gloves
6. Transport and storage conditions

e The kits can be shipped and stored at 2-40°C until the expiration date which is stated on the label.

e After opening the aluminum pouches which contain the reaction tubes can be used up to 28 days.
7. Precavutions for users

e The product is indented for use by professional users only, such as laboratory or health professionals and
fechnicians, trained in molecular biological techniques.

e Forin vitro diagnostic use.

e Do not use expired reagents and/or materials.

e Do not use the kit if the label that seals the outer box is broken.

e Do not use reagents if the protective box is open or broken upon arrival.

¢ Do not use reagents if the protective pouches are open or broken upon arrival.

¢ Do not use reagents if desiccant is not present or broken inside reagent pouches.

e Do not remove desiccant from reagent pouches.

o Close protective pouches of reagents promptly with the zip seal after each use. Remove any excess air in the
pouches prior to sealing.

e Do not use reagents if the foil has been broken or damaged.

e Do not mix reagents from different pouches and/or kits and/or lofs.

e Protect reagents from humidity. Prolonged exposure to humidity may affect product performance.

e Keep components away from light.

e Incases where other PCR tests are conducted in the same general area of the laboratory, care must be taken
to ensure that the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System, BD
MAX™ ExK™ TNA-3 extraction kit, any additional reagents required for testing, and the BD MAX™ System are
not contaminated. Avoid microbial and ribonuclease (RNase)/deoxyribonuclease (DNase) contamination of
reagents at all times. The use of sterile RNase/DNase-free disposable aerosol resistant or positive displacement
pipette tipsisrecommended. Use a new tip for each specimen. Gloves must be changed before manipulating
reagents and cartridges.

¢ Make sure to use a tube to determine RNA from Influenza A, Influenza B and RSV in Snap-In 2 (green position)
and another tube to determine RNA from SARS-CoV-2 in Snap-In 4 (blue position). Be careful not to mix them
throughout the entire process.

e To avoid confamination of the environment by amplicons, do not break apart the BD MAX™ PCR Cartridge
after use. The seals of the BD MAX™ PCR Cartridge are designed to prevent contamination.

e Design a unidirectional workflow. It should begin in the Exiraction Area and then move to the Amplification
and Detection Area. Do not return samples, equipment and reagents to the area in which the previous step

was performed.
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e Follow Good Laboratory Practices. Wear protective clothing, use disposable gloves, goggles and mask. Do
not eat, drink or smoke in the working area. Wash your hands after finishing the test.

e Samples must be treated as potentially infectious as well as all the reagents and materials that have been
exposed to the samples and they must be handled according to the national safety regulations. Take
necessary precautions during the collection, storage, treatment and disposal of samples.

e Regular decontamination of commonly used equipment is recommended, especially micropipettes and work
surfaces.

e  Consult the BD MAX™ System User’'s Manual for additional warnings, precautions and procedures.

8. Procedure

8.1. SAMPLE COLLECTION, STORAGE AND TRANSPORT

The VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System has been validated on

nasopharyngeal/ oropharyngeal swab collected in viral fransport media (VIM) Vircell S.L., Spain).
Other types of samples from nasopharyngeal/oropharyngeal swabs in VIM must be validated by the user.

Collection, storage and transport specimens should be maintained per the conditions validated by the user.
Overall, respiratory samples should be collected and labelled appropriately in clean containers with or without
fransport media (depending on sample type) and processed as soon as possible to guarantee the quality of the
test. The specimens should be tfransported at 2 to 8°C for up to 48 hours, following the local and national regulations
for the transport of pathogen material. For long term transport (more than 48 hours), we recommend shipping af <-
20°C. It is recommended to use fresh specimens for the test. The samples can be stored at 2 to 8°C for up to 48
hours or frozen at -20°C or ideally at -70°C for conservation. Repeated freeze-thaw cycles should be avoided in

order to prevent degradation of the sample and nucleic acids.
8.2. SAMPLE PREPARATION AND RNA EXTRACTION

Perform the sample preparation according to the recommendations in the instructions for use of extraction kit used,
BD MAX™ ExK™ TNA-3. Note that some other samples may require pre-processing. Application-specific extraction

preparation procedures should be developed and validated by the user.

1. Pipette 400 uL of nasopharyngeal/ oropharyngeal swab collected in viral transport media (VIM) infto a BD
MAX™ TNA-3 Sample Buffer Tube and close the tube with a septum cap. Ensure complete mixing by vortexing

the sample at high speed for 1 minute. Proceed to BD MAX™ System Operation.

Note: The Flu A, Flu B & RSV reaction tube has been validated with a sample volume of 200-400 uL and the SARS-
CoV-2 (N1 + N2) reaction tube with a sample volume of 400-750 pL.

8.3. PCRPROTOCOL

Note: Please, refer fo the BD MAX™ System User's Manual for detailed instructions.
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8.3.1. Creating PCR test program for VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR
Detection Kit for BD MAX™ System

Note: If you have already created the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection test, you
can skip step 8.3.1 and go directly to 8.3.2.

1) On the "Run" screen of the BD MAX™ System, select the "Test Editor” tab.

2) Click the “Create” button.

3) Inthe Basic Information tab, within the “Test Name" window, name your test: i.e. VIASURE SARS-CoV-2, Flu
(A+B) & RSV (VSARSCoV2,FIuUA+B,RSV).

4) In the “Extraction Type" drop down menu, select “ExK TNA-3".

5) Inthe “Master Mix Format” drop down menu, choose “Dual Master Mix Concentrated Lyophilized MM with

Rehydration Buffer (Type 5)".
6) Inthe “Sample extraction parameters” select "User defined” and adjust sample volume to 950 uL.
7) Inthe “Ct Calculation” select "Call Ct at Threshold Crossing”.

8) If running software version 5.00 or higher and have barcoded foil snap-in fubes, in the “Custom Barcodes”

select the following configuration:
a. Snap-In 2 Barcode: 1A (concerning Flu A, Flu B & RSV reaction tube)
b. Snap-In 3 Barcode: 11 (concerning Rehydration Buffer fube)

c. Snap-In 4 Barcode: 1G (concerning SARS-CoV-2 (NT + N2) reaction tube)
9) “PCR Settings” and “Test Steps” must be completed for Snap-In 2 (green) and Snap-In 4 (blue) positions.

10) Snap-In 2 (green). In “PCR settings” tab enter the following parameters: “Channel Settings”, "Gains” and
“Threshold” (Table 2).

Channel Alias Gain Threshold Ct Min Ct Max
475/520 (FAM) Flu A 60 100 0 40
530/565 (HEX) IC 80 300 0 40
585/630 (ROX) Flu B 60 200 0 40
630/665 (Cy5) RSV 60 150 0 40
680/715 (Cyb.5) - 0 0 0 0

Table 2. PCR settings.

Note: It is recommended to set the minimum threshold values listed above for each channel as a starting point, but the final settings must be
determined by the end-user during the result interpretation in order to ensure that thresholds fall within the exponential phase of the
fluorescence curves and above any background signal. The threshold value for different instruments may vary due to different signal

intensities.

11) Snap-In 2 (green). In “PCR settings” tab enter the following parameters “Spectral Cross Talk” (Table 3), as

well.
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False Receiving Channel
Channel | 475/520 530/565 585/630 630/665 680/715
475/520 - 0.0 0.0 0.0 0.0
530/565 0.0 - 2.0 0.0 0.0
Excitation | 585,430 0.0 0.0 - 0.0 0.0
Channel
630/665 0.0 0.0 4.0 - 0.0
680/715 0.0 0.0 0.0 0.0 -
Table 3. Spectral cross-talk parameters.
12) Snap-In 2 (green). In “Test Steps” tab, enter the PCR protocol (Table 4).
Step Name Profile Type | Cycles | Time | Temperature | Detect
(s)
Reverse transcription Hold ] 900 45°C -
Initial denaturation Hold ] 120 98°C -
Denaturation and 2- 10 95°C -
Annealing/Extension | Temperature 45 o /
(Data collection) 61.1 63°C

Table 4. PCR protocol.

13) Snap-In 4 (blue). In "PCR settings” tab entfer the following parameters: “*Channel Settings”, “Gains” and
“Threshold” (Table 5).

Channel Alias Gain Threshold Ct Min Ct Max
475/520 (FAM) SQ'ZS@;Z;Q 80 150 0 40
530/565 (HEX) E“dol%e”ous 80 150 0 35
585/630 (ROX) : 0 0 0 0
630/665 (Cy5) Sﬁfs{grggf 80 150 0 40

680/715 (Cy5.5) : 0 0 0 0

Table 5. PCR settings.

Note: It is recommended to set the minimum threshold values listed above for each channel as a starting point, but the final settings must be

determined by the end-user during the result interpretation in order to ensure that thresholds fall within the exponential phase of the

fluorescence curves and above any background signal. The threshold value for different instruments may vary due to different signal

intensities.

14) Snap-In 4 (blue). In “PCR settings” tab enter the following parameters “Spectral Cross Talk” (Table 6), as

well.
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False Receiving Channel
Channel | 475/520 | 530/565 | 585/630 | 630/665 | 680/715
475/520 ] 3.0 0.0 0.0 0.0
530/565 1.0 - 0.0 0.0 0.0
Pxclialion | 5857630 0.0 0.0 - 0.0 0.0
630/665 0.0 0.0 0.0 - 0.0
680/715 0.0 0.0 0.0 0.0 i

Table 6. Spectral cross-talk parameters.

15) Snap-In 4 (blue). In “Test Steps” tab, enter the PCR protocol (Table 7).

Step Name Profile Type |Cycles| Time |Temperature | Detect
s
Reverse transcription Hold 1 9(02) 45°C -
Initial denaturation Hold 1 120 98°C -
Denaturation and 5. 10 95°C .
Anneoling/ExTepsion Temperature 45 611 £3°C v
(Data collection)

Table 7. PCR protocol.
16) Click the “Save Test” button.

8.3.2. BD MAX™ Rack set up

1) Foreach sample to be tested, remove one Unitized Reagent Strips from the BD MAX™ ExK TNA-3 kit. Gently
tap each strip onfo a hard surface to ensure that all the liquids are at the bottom of the tubes and load
on the BD MAX™ System sample racks.

2) Remove the required number of BD MAX™ ExK™ TNA Extraction Tubes (B4) (white foil) from their protective
pouch. Snap the Extraction Tube(s) (white foil) into its corresponding positions in the TNA strip (Snap position
1, white color coding on the rack. See Figure 1). Remove excess air, and close pouch with the zip seal.

3) Determine and separate the appropriate number of Flu A, Flu B & RSV reaction tubes (red or 1A foil) and
snap info their corresponding positions in the strip (Snap position 2, green color coding on the rack. See
Figure 1).

a. Remove excess air, and close aluminum pouches with the zip seal.

b. Inorderto carry out a correct rehydration, please make sure that the lyophilized product is in the
bofttom of the tfube and is not adhered to the top area of the tube or to the foil seal. Gently tap
each tube on a hard surface to make sure all the product is at the bottom of the tube.

4) Remove the required number of Rehydration Buffer tubes (orange or 11 foil) and snap info their
corresponding positions in the strip (Snap position 3, non-color coding on the rack. See Figure 1). Remove
excess air, and close the pouch with the zip seal.

a. Inorder to ensure a correct fransfer, please make sure that the liquid is in the bottom of the fube
and is not adhered to the top area of the tube or to the foil seal. Gently tap each tube on a hard

surface to make sure all the product is af the bottom of the tube.
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5) Determine and separate the appropriate number of SARS-CoV-2 (N1 + N2) reaction tubes (green or 1G
foil) and snap into their corresponding positions in the strip (Snap position 4, blue color coding on the rack.
See Figure 1).

a. Remove excess air, and close aluminum pouches with the zip seal.
b. Inorderto carry out a correct rehydration, please make sure that the lyophilized product is in the
bottom of the fube and is not adhered to the top area of the tube or to the foil seal. Gently tap

each tube on a hard surface fo make sure all the product is at the bottom of the tube.

Figure 1. BD MAX™ TNA Reagent Strip (TNA) from the BD MAX™ ExK TNA -3 kit.

Waste
Snap-in tubes Reservoir
Pipette Tips
#1 #2 #3  #4
[ T T T T .
ollel|loe]|e
. Reaction
Lysis/Release Tube 2
Tube (1G) ellellollo
Wash
: Buffer ~—
Extraction alalsls
Tube (B4) )
Elution NN
Reaction Buffer
Tube 1 (1A #1 #2 #3 #4

Rehydration  Neutralization
Buffer (11) buffer

8.3.3. BD MAX™ |nstrument set up

1) Select the "Work List” tab on the “Run” screen of the BD MAX™ System software v4.50A or higher.

2) Inthe "Test” drop down menu, select VSARSCoV2,FIuA+B,RSV (if not already created see Section 8.3.1).

3) Select the appropriate kit lot number (found on the outer box of exiraction kit used) from the pull down
menu (optional).

4) Enter the Sample Buffer Tube identification number into the Sample tube window of the Worklist, either by
scanning the barcode with the scanner or by manual entry.

5) Fill the Specimen/Patient ID and/or Accession window of the Worklist and click the “Save” button.
Continue until all Sample Buffer Tubes are entered. Ensure that the specimen/patient ID and the Sample
Buffer Tubes are accurately matched.

6) Place the prepared Sample Buffer Tube into the BD MAX™ Rack(s).

7) Load the rack(s) into the BD MAX™ System (Rack A is positioned on the left side of the BD MAX™ System
and Rack B on the right side).

8) Place the required number of BD MAX™ PCR Cartridge(s) into the BD MAX™ System.

9) Close the BD MAX™ System door.

10) Click “Start Run” to begin the procedure.
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8.3.4 BD MAX™ report

1

w N

)
)
)
)

4

9.

In main menu, click the “Results” button.

Either double click on your run in the list or press the “view button™.

Click on "Print", select: “Run Details, Test Details and Plot..."”

Click on "Print or Export button” on the “Run Reports” screen.

Result interpretation

For a detailed description on how to analyze data, refer to the BD MAX™ System User’s manual.

The analysis of the data is done by the BD MAX™ software according to the manufacturer’s instructions. The BD

MAX™ software reports Ct values and amplification curves for each detector channel of each sample tested in

the following way:

- Ct value of 0 indicates that there was no Ct value calculated by the software with the specified Threshold (see

Table 2). Amplification curve of the sample showing a “0" Ct value must be checked manually.

- Ct value of -1 indicates that no amplification process has occurred.

- Any other Ct value should be interpreted in correlation with the amplification curve and according to the sample

interpretation guidelines outlined in Tables 8 and 9.

Check Internal Confrol signal to verify the correct functioning of the amplification mix. In addition, check that there

is no report of BD MAX™ System failure.

Results should be read and analyzed using the following tables:
a. Flu A, Flu B & RSV reaction tube: Snap-In 2

07 A0 e Icr:l;?\rtrrlgll Interpretation
(475/520) | (585/630) | (630/665) (530/565)
+ + + +/-1 Flu A, Flu B and RSV RNA Detected!
+ - - +/-1 Flu A RNA Detected, Flu B and RSV RNA Not Detected!
+ + - +/-1 Flu A and Flu B RNA Detected, and RSV RNA Not Detected!
+ - + +/-1 Flu A and RSV RNA Detected, and Flu B RNA Not Detected!
- + - +/-1 Flu B RNA Detected, Flu A and RSV RNA Not Detected!
- + + +/-1 Flu B and RSV RNA Detected, Flu A RNA Not Detected?
- - + +/-1 RSV RNA Detected, Flu A and Flu B RNA Not Detected!
- - - +2 Flu A, Flu B and RSV RNA Not Detected2
Unresolved (UNR) Result obtained in the presence of inhibitors in the PCR
- - - -2 reaction or when a general problem (not reported by an error code)
with the sample processing and/or amplification steps occurs.2
Indeterminate assay result (IND). Due to BD MAX™ System failure. Assay
IND IND IND IND 3 o 5 q 5
result displayed in case of an instrument failure linked to an error code.
INC INC INC INC Incomplete assay result (INC). Due to BD MAX™ System failure. Assay

result displayed in case of failure to complete run.

Table 8. Sample interpretation Flu A, Flu B & RSV reaction tube

+: Amplification occured
-: No amplification occured
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1 A sample is considered positive if the Ct value obtained is less than 40. The internal control may or may not show an
amplification signal, because a high copy number of target can cause preferential amplification of target-specific

nucleic acids instead of the internal control. In these cases, the detection of the IC is not necessary.

2 A sample is considered negative, if the sample shows no amplification signal in the detection system but the internal
control is positive (Ct less than 40). An inhibition of the PCR reaction can be excluded by the amplification of internal
control. In case of unresolved results (UNR), absence of internal control signal in negative sample it is recommended to

repeat the assay.

b. SARS-CoV-2 (N1 + N2) reaction tube: Snap-In 4

Endogenous SARS-CoV-2 (N1
SARS-CoV-2 (N2 Internal R Interpretation
target) (475/520) Control target) (630/665) P
(530/565)
+ +/-3 + SARS-CoV-2 N gene RNA Detected 3
+4 +/-3 - SARS-CoV-2 N gene RNA Detected 34
- +/-3 +4 SARS-CoV-2 N gene RNA Detected 34
- +5 - SARS-CoV-2 N gene RNA Not Detected?®

Unresolved (UNR) Result obtained in the presence of
inhibitors in the PCR reaction or when a general
problem (not reported by an error code) with the
sample processing and/or amplification steps
occurs.’

Indeterminate assay result (IND). Due to BD MAX™
IND IND IND System failure. Assay result displayed in case of an
instrument failure linked to an error code.

Incomplete assay result (INC). Due to BD MAX™
INC INC INC System failure. Assay result displayed in case of
failure to complete run.

Table 9. Sample interpretation SARS-CoV-2 (N1 + N2) reaction tube

+: Amplification occurred

-: No amplification occurred

3 A sample is considered positive if the Ct value obtained is less than 40. The endogenous Infernal Control (IC) may or
may not show an amplification signal. Sometimes, the IC detection is not necessary because a high copy number of

the target can cause preferential amplification of target-specific nucleic acids.

4 If only one target site of the N gene amplifies, verify the sigmoid shape of the curve and the intensity of fluorescence.
In case of a doubtful interpretation, depending on the available material, it is also recommended to:
a) re-extract and re-test another aliquot of the same specimen (if possible, increase sample volume to 750 ul) or,

b) obtain a new specimen and re-test.

5 In the case of SARS-CoV-2 target sites negative, IC must show an amplification signal with Ct less than 35. The Ct value

could be very variable due to the Endogenous Internal Control is a human housekeeping gene that should be present
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in all human nucleated cells in the original sample. If there is an absence of signal or Ct value = 35 of the endogenous

Internal Control, the result is considered as ‘Unresolved’, and retesting is required.

In case of a confinued ambiguous result, it is recommended to review the instructions for use, the extraction process
used by the user; to verify the correct performance of each RT-gPCR steps and review the parameters; and to

check the sigmoid shape of the curve and the intensity of fluorescence.

The results of the test should be evaluated by a health care professional in the context of medical history, clinical

symptoms and other diagnostic tests.

10. Limitations of the test

e The results of the test should be evaluated by a health care professional in the context of medical history,
clinical symptoms and other diagnostic tests.

e Although this assay can be used with other types of samples it has been validated with nasopharyngeal/
oropharyngeal swab collected in VIM.

e For good test performance, the lyophilized product should be at the boftom of the tube and not adhered to
the top area of the tube or the foil seal. Gently tap each tube on a hard surface fo make sure all the product
is at the bottom of the tube.

e Anappearance of the reaction mixture in stabilized format, normally found at the bottom of the tube, different
from the usual one (without conical shape, inhomogeneous, smaller/larger in size and/or color different from
whitish) does not alter the functionality of the test.

e The quality of the test depends on the quality of the sample; proper extracted nucleic acid from respiratory
samples must be extracted.

e This fest is a qualitative test and does not provide quantitative values or indicate the number of organisms
present.

e Exiremely low levels of target below the Iimit of detection might be detected, but results may not be
reproducible.

e Thereis a possibility of false positive results due to cross-contamination by SARS-CoV-2, Flu A, Flu B and/or RSV
either samples containing high concentrations of target RNA or contamination due to PCR products from
previous reactions.

e The specific primer and probe combinations for detection of conserved regions of N gene (SARS-CoV-2) used
in VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System have been designed
based on the US CDC assay for specific detection of SARS-CoV-2 by amplifying two unique regions of the N
gene. They do not show significant combined homologies with the human genome, human microflora, SARS-
CoV or other coronaviruses, which might result in predictable false positive.

e False Negative results may arise from several factors and their combinations, including:

o Improper specimens’ collection, fransport, storage, and/or handling methods.

o Improper processing procedures (including RNA extraction).

o Degradation of the viral RNA during sample shipping/storage and/or processing.

o Mutations or polymorphisms in primer or probe binding regions may affect detection of new or
unknown SARS-CoV-2, Flu and/or RSV variants.

o Aviralload in the specimen below the limit of detection for the assay.
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o The presence of RT-gPCR inhibitors or other types of interfering substances.
o Failure to follow instructions for use and the assay procedure.

e In SARS-CoV-2 (N1 + N2) reaction tube, a single-target site amplification or even random positive results is
suggestive of slightly different amplification yield of the target site of the N gene. Samples with low viral load
might result in N single target amplification. In case of a doubt, it is recommended referring to a reference
laboratory for further testing.

e Some samples (in SARS-CoV-2 (N1 + N2) reaction tube) may fail to exhibit RNase P amplification curves due to
low human cell numbers in the original clinical sample. A negative IC signal does not preclude the presence
of SARS-CoV-2, Flu and/or RSV RNA in a clinical specimen.

e A positive test result does not necessarily indicate the presence of viable viruses and does not imply that these
viruses are infectious or are the causative agents for clinical symptoms. However, a posifive result is indicative
of the presence of targets viral sequences.

e Negative results do not preclude SARS-CoV-2, Flu and/or RSV infection and should not be used as the sole
basis for freatment or other patient management decisions. Optimum specimen types and timing for peak
viral levels during infections caused by SARS-CoV-2 and novel Influenza A strain have not been determined.
The collection of mulfiple specimens (types and time points) from the same patient may be necessary to
detect the virus.

e If diagnostic tests for other respiratory illnesses are negative and the patient’s clinical presentation and
epidemiological information suggest that SARS-CoV-2, Flu and/or RSV infection is possible, then a false
negative resulf should be considered, and a re-testing of the patient should be discussed.

¢ In the case of obtaining Unresolved, Indeterminate or Incomplete results using VIASURE SARS-CoV-2, Flu (A+B)
& RSV Real Time PCR Detection Kit for BD MAX™ System retesting will be required. Unresolved results may be
due to the presence of inhibitors in the sample or an incorrect rehydration of lyophilized reaction mix tube. If

there is an instfrument failure, Indeterminate or Incomplete results will be obtained.

11. Quality control

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System contains an infernal control
ineach Flu A, Flu B & RSV reaction tube and an endogenous intfernal control in each SARS-CoV-2 (N1 + N2) reaction

tube which confirms the correct performance of the technique.
12. Performance characteristics
12.1. Clinical sensitivity and specificity

The clinical performance of VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System

was tested individually in each reaction tube.

The clinical performance of Flu A, Flu B & RSV reaction tube was tested using 344 respiratory specimens
(oropharyngeal swabs) from symptomatic patients. These results were compared with those obtained with a

molecular detection method (cobas® Influenza A/B & RSV (Roche)).

The results were as follows:
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cobas® Influenza A/B & RSV (Roche)
+ - Total
Flu A, Flu B & RSV reaction
tube + 157 2* 159
- 7* 178 185
Total 164 180 344

Table 10. Comparative results for Flu A.

Positive percent agreement is >96% and negative percent agreement is >99%.

*The low amount of template RNA in this respiratory sample is below the detection limit of the method used.

cobas® Influenza A/B & RSV (Roche)
+ - Total
Flu A, Flu B & RSV reaction " 99 4+ 103
tube
- 1* 240 241
Total 100 244 344

Table 11. Comparative results for Flu B.

Positive percent agreement is >99% and negative percent agreement is >98%.

*The low amount of template RNA in this respiratory sample is below the detection limit of the method used.

cobas® Influenza A/B & RSV (Roche)

+ = Total
Flu A, Flu B & RSV reaction . 22 4* 26
tube
3* 315 318
25 319 344
Total

Table 12. Comparative results for RSV.

Positive percent agreement is >88% and negative percent agreement is >99%.

*The low amount of template RNA in this respiratory sample is below the detection limit of the method used.

The clinical performance of SARS-CoV-2 (N1 + N2) reaction tube was tested using 254 respiratory samples
(nasopharyngeal swabs in Vircell Transport medium) from patients with clinical suspicion of COVID-19 disease or
other similar respiratory diseases. The results were compared with those obtained with the clinical diagnosis

performed with Simplexa™ COVID-19 Direct assay with discrepant analysis performed with the Charité protocol.
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Alternative RT-PCR assays
+ - Total
SARS-CoV-2 (N1 + N2) reaction
tube + 63 2% 65
- 0 189 189
Total 63 191 254

Table 13. Comparative results for SARS-CoV-2.
*Initial diagnose of one of the two samples was invalid and reported to the patient as positive for prevention and quarantine period.

SARS-CoV-2 (N1 + N2) reaction tube detected two positive samples that were not detected using Simplexa™

COVID-19 Direct assay and the Charité protocol.

The Positive Percent Agreement (PPA) and the Negative Percent Agreement (NPA) for SARS-CoV-2 (NT + N2)
reaction tube are >99% and 98%, respectively.

Results show high agreement to detect SARS-CoV-2, Flu A, Flu B and/or RSV viruses using VIASURE SARS-CoV-2, Flu
(A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System.

12.2. Analytical sensitivity

VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System has a detection limit of 2 10
genome copies per reaction for Flu A, 2 20 genome copies per reaction for Flu B, 2 2 genome copies per reaction

for RSV and = 5 genome copies per reaction for SARS-CoV-2 with a positive rate of = 95% (Figures 2, 3, 4, 5 and 6).

Figure 2. Dilution series of Flu A (2¥10¢-2*10' copies per reaction) template run on the BD MAX™ System (475/520 (FAM) channel).
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Figure 3. Dilution series of Flu B (2*10¢-2*10" copies per reaction) template run on the BD MAX™ System (585/630 (ROX) channel).
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Figure 4. Dilution series of RSV (2*¥10¢-2*10' copies per reaction) template run on the BD MAX™ System (630/645 (Cy5) channel).
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Figure 5. Dilution series of SARS-CoV-2 (N1 + N2) (9.9%104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (475/520 (FAM) channel).
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Figure 6. Dilution series of SARS-CoV-2 (N1 + N2) (9.9%104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (630/665 (Cy5) channel).
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12.3. Analytical specificity

The specificity of the SARS-CoV-2, Flu (A+B) & RSV assay was confirmed by testing a panel consisting of different
microorganisms representing the most common respiratory pathogens. No cross-reactivity was detected

between any of the following microorganisms tested, except the targeted pathogens of each assay:

Cross-reactivity testing
. Influenza A/chicken/Hong
Human Adenovirus types 1-5, 8, 15, Influenza A/Netherlands/398/2014 -
- ) Kong/G9/1997 x PR8-IBCDC-2 (H9N2) | -/+
31, 40 and 41 (H3N2) virus (clade 3C.3q) /+ .
virus
Influenza
Influenza A/Netherlands/2393/2015 -
Bocavirus - ) A/Chicken/Myanmar/433/2016 -/+
(H3N2) virus (clade 3C.2q) /+ )
(HPN2) virus
) ) Influenza A/Newcastle/607/2019 (H3N2) | - Influenza A/Hong Kong/1073/99
Bordetella bronchiseptica - -/+
virus /+ (H9N2) virus
Influenza A/New York/39/2012 (H3N2) - | Influenza A/Hong Kong/33982/2009
Bordetella holmesii - -/+
virus /+ (HN2) x PR8-IDCDC-RG26 virus
Bordetella parapertussis - Influenza A/Ohio/2/2012 (H3N2) virus /_ Influenza B/Brisbane/60/2008 virus | -/+
+
Bordetella pertussis - | Influenza A/Perth/1001/2018 (H3N2) virus /_ Influenza B/Colorado/6/2017 virus | -/+
+
) ) Influenza A/Singapore/INFIMH-16- - . .
Chlamydia caviae - Influenza B/Malaysia/2506/2004 virus | -/+
0019/2016 (H3N2) virus /+
Chlamydia psittaci genotype A Influenza A/South Australia/55/2014 -
- Influenza B/Maryland/15/2016 virus | -/+
and C (H3N2) virus /+
Influenza A/South Australia/55/2014, -
Chlamydophila pneumoniae CM-1 | - Influenza B/Netherlands/207/06 virus | -/+
IVR-175 (H3N2) virus /+
Human coronavirus 229E, OC43, Influenza A/Switzerland/9715293/2013 - Influenza B/Netherlands/2518/2016 /
- -/+
NL63 and HKU1 (H3N2) virus /+ (clade 1A) virus
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Cross-reactivity testing

MERS Coronavirus - Influenza A/Texas/50/2012 (H3N2) virus / Influenza B/Nevada/3/2011 virus -/+
+
SARS Coronavirus Influenza A/ThUringen/5/2017 (H3N2) -
- Influenza B/New Jersey/1/2012 virus | -/+
Strain Frankfurt 1 virus (Clade 3C2a.1) /+
SARS-CoV-2 strain
Influenza A/Uruguay/716/2007 - )
BetaCoV/Germany/BavPat1/2020 | -/+ ) Influenza B/Texas/02/2013 virus -/+
: (H3N2) (NYMC X-175C) virus /+
p.
SARS-CoV-2 strain 2019-nCoV/Italy- Influenza A/Victoria/210/2009 (H3N2) -
-/+ Influenza B/Townsville/8/2016 virus | -/+
INMI1 virus /+
SARS-CoV-2 isolate Influenza A/Victoria/361/2011 (H3N2) - )
-/+ Influenza B/Canberra/11/2016 virus | -/+
Australia/VIC01/2020 virus /+
Influenza A/Victoria/361/2011 IVR-165 -
SARS-CoV-2 isolate Wuhan-Hu-1 -/+ Influenza B/Florida/4/2006 virus -/+
(H3N2) virus /+
SARS-CoV-2 strain -
-/+ | Influenza A/Anhui/01/2005 (H5N1) virus Influenza B/Florida/07/2004 virus -/+
2019nCoV/USAWA1/2020 /+
Influenza A/Anhui/01/2005 x PR8-IBCDC- | - Influenza B/Guangdong/120/2000
Enterovirus 68 and 71 - -/+
RG6 (H5NT) virus /+ virus
Influenza B/Hubei
) . Influenza A/chicken/Vietnam/NCVD- - .
Enterovirus Echovirus 11 and 30 - i Wujiagang/158/2009 (NYMC BX-39) | -/+
016/2008 (H5NT1) virus /+ )
virus
Influenza A/chicken/Vietham/NCVD-
Enterovirus Coxsackievirus A24, A9 - ) .
- 016/2008 x PR8-IDCDC-RG12 (H5NT) Influenza B/ Jiangsu/10/2003 virus -/+
and B3 ) /+
virus
Influenza A/chicken/Vietham/NCVD- - Influenza B/Massachusetts/2/2012
Haemophilus influenzae MinnA - ) . -/+
03/08 (H5N1) - PR8-IDCDC-RG25a virus | /+ virus
Influenza A/Brisbane/02/2018, IVR- y Influenza A/chicken/Yunnan/1251/2003 | - Influenza B/Netherlands/365/2016 /
-/+ -/+
190 (HIN1)pdm09 virus (H5N1) virus /+ (clade 3) virus
Influenza
Influenza A/common magpie/Hong -
A/California/7/2009(HTN1)pdm09 | -/+ . Influenza B/Phuket/3073/2013 virus | -/+
) Kong/645/2006 (H5N1) virus /+
virus
Influenza A/Dominican
. Influenza A/duck/Hunan/795/2002 - )
Republic/7293/2013 (HIN1)pdm09 | -/+ Influenza B/Texas/06/2011 virus -/+
. (H5NT1) virus /+
virus
Influenza A/Massachusetts/15/2013 -
-/+ | Influenza A/Egypt/321/2007 (HS5N1) virus Influenza B/Wisconsin/1/2010 virus | -/+
(HIN1)pdmO9 virus /+
Influenza A/Michigan/45/2015 y Influenza A/Egypt/321/2007 x PR8- - | Influenza B/Wisconsin/1/2010 BX-41A /
-/+ _/+
(HIN1)pdmOQ9 virus IDCDC-RG11 (H5N1) virus /+ virus
Influenza A/Netherlands/1250/2016 Influenza A/Egypt/3300-NAMRU3/2008 x | -
-/+ Legionella bozemanii -
(HIN1)pdmO09 virus (clade 6B.1) PR8-IDCDC-RG13 (H5N1) virus /+
Influenza A/New Influenza A/Egypt/N03072/2010 (HSN1) x | -
-/+ Legionella dumoffii -
Caledonia/20/99(HINT) virus PR8-IDCDC-RG29 virus /+
Influenza A/New York/18/2009 Influenza A/Hong Kong/213/2003 -
-/+ Legionella longbeachae -
(HIN1)pdmO9 virus (H5N1) virus /+
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Cross-reactivity testing
Influenza
) Influenza A/Hubei/1/2010 (H5N1) x PR8- | - ) ) )
A/Singapore/GP1908/2015, IVR-180 | -/+ Legionella micdadei -
] IDCDCRG30 virus /+
(HIN1)pdm09 virus
Influenza A/Sydney/134/2018 Influenza A/India/NIV/2006 xPR8-IBCDC- | - ) )
) -/+ ) Legionella pneumophila -
(HIN1)pdmO09 virus RG7 (H5N1) virus /+
Influenza A/Victoria/2040/2018 Influenza A/Japanese white eye/Hong | - )
. -/+ . Human metapneumovirus A and B -
(HINT1)pdmO9 virus Kong/1038/2006 (H5NT) virus /+
Influenza A/Vietnam/1194/2004 (H5N1) | -
Influenza A/PR/8/34 (HINT) virus | -/+ . Moraxella catarrhalis -
virus /+
Influenza A/Brisbane/117/2018 Influenza A/Vietnam/1194/2004 (NIBRG- | - )
) -/+ ) Mycoplasma pneumoniae -
(H3N2) virus 14) (H5N1) virus /+
Influenza A/Brisbane/1028/2017 y Influenza A/Vietnam/1203/2004 x PR8- | - Mycobacterium tuberculosis not
_/+ -
(H3N2) virus IBCDC-RG (H5N1) virus /+ rifampin resistant
Influenza A/Fujian/411/2002 (H3N2) y Influenza A/Whooper Swan/Ré5/2006 - Human parainfluenza 1, 2, 3 and 4
|+ -
virus (H5NT1) virus /+ viruses
o Influenza A/pheasant/New . .
Influenza A/Hiroshima//52/2005 - | Pneumocystis jirovecii Type A1 and
-/+ | Jersey/1355/1998 (H5N2)-PR8-IBCDC-4 -
(IVR-142) (H3N2) virus ) /+ 9885652
virus
Influenza A/Hong Kong/4801/2014 Influenza A/Duck/Singapore-Q/F119- -
-/+ Human rhinovirus type C -
(H3N2) virus 3/97 (H5N3) virus /+
Influenza A/Hong Kong/4801/2014, y Influenza A/Duck/Lao/XBY004/2014 - Staphylococcus aureus subsp.
_/+ -
NYMC X-263B (H3N2) virus (H5N6) (Clade 2.3.4.4) virus /+ aureus
Influenza A/Indiana/8/2011 Influenza A/DE-SH/Reiherente/AR8444/ | - ) o
-/+ Staphylococcus epidermidis -
(H3N2)v virus 2013 (H5N8) virus /+
Influenza A/Indiana/10/2011 Influenza A/Turkey/Germany/R2485- -
. -/+ . Streptococcus pneumoniae 2022 -
(H3N2)v virus 86/2014 (H5N8) virus /+
Influenza A/Kansas/14/2017 (H3N2) Influenza A/turkey/Virginia/2002 x PR8- | -
-/+ Streptococcus pyogenes -
virus IBCDC-5 (H7N2) virus /+
Influenza A/Kansas/14/2017, NYMC Influenza A/Mallard/Netherlands/2/2009 | - o
-/+ Streptococcus salivarius -
X-327 (H3N2) virus (H7N7) virus /+
Influenza
Influenza A/Kumamoto/102/2002 - Respiratory syncytial virus (RSV) A
) -/+ | A/Mallard/Netherlands/12/2000 (H7N7) ) -/+
(H3N2) virus /+ and B (strain CH93(18)-18)
- IBCDC-1 virus
Influenza A/Minnesota/11/2010 - Human Respiratory Syncytial Virus
-/+ | Influenza A/Anhui/1/2013 (H7N9) virus -/+
(H3N2)v virus /+ strain Long
Influenza A/Minnesota/11/2010 y Influenza A/Guangdong/17SF003/2016 | -
-/+
X203 (H3N2)v virus (H7N9) virus /+

Table 14. Reference pathogenic microorganisms used in this study.

12.4. Analytical reactivity

The reactivity of the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System for
SARS-CoV-2 was evaluated against RNA from Human 2019-nCoV strain BetaCoV/Germany/BavPai1/2020 p.1,
Human 2019-nCoV strain 2019-nCoV/Italy-INMIT, SARS-CoV-2 strain 2019nCoV/USA-WA1/2020, synthefic RNA
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controls for two variants of the SARS-CoV-2 virus: MT007544.1 (SARS-CoV2 isolate Australia/VIC01/2020) and
MN908947.3 (SARS-CoV-2 isolate Wuhan-Hu-1), showing positive result.

The reactivity of the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System for
Influenza A was evaluated against RNA extracted from the following strains: Influenza A/Brisbane/02/2018, IVR-190
(HINT1)pdmO09 virus, Influenza A/California/7/2009(H1NT)pdmO09 virus, Influenza A/Dominican Republic/7293/2013
(HINT)pdmOQ9 virus, Influenza A/Massachusetts/15/2013 (HIN1)pdmO0? virus, Influenza A/Michigan/45/2015
(HINT)pdmOQ9 virus, Influenza A/Netherlands/1250/2016 (HIN1)pdmOQ9 virus (clade 6B.1), Influenza A/New
Caledonia/20/99(HINT) virus, Influenza A/New York/18/2009 (HINT)pdmO9 virus, Influenza
A/Singapore/GP1908/2015 virus, IVR-180 (HIN1)pdmOQ09 virus, Influenza A/Sydney/134/2018 (HINT)pdmO9 virus,
Influenza A/Victoria/2040/2018 (HIN1)pdmO09 virus, Influenza A/PR/8/34 (HINT) virus, Influenza A/Brisbane/117/2018
(H3N2) virus, Influenza A/Brisbane/1028/2017 (H3N2) virus, Influenza A/Fujian/411/2002 (H3N2) virus, Influenza
A/Hiroshima//52/2005 (IVR-142) (H3N2) virus, Influenza A/Hong Kong/4801/2014 (H3N2) virus, Influenza A/Hong
Kong/4801/2014 NYMC X-263B (H3N2) virus, Influenza A/Indiana/8/2011 (H3N2)v virus, Influenza A/Indiana/10/2011
(H3N2)v virus, Influenza A/Kansas/14/2017 (H3N2) virus, Influenza A/Kansas/14/2017, NYMC X-327 (H3N2) virus,
Influenza A/Kumamoto/102/2002 (H3N2) virus, Influenza A/Minnesota/11/2010 (H3N2)v virus, Influenza
A/Minnesota/11/2010 X203 (H3N2)v virus, Influenza A/Netherlands/398/2014 (H3N2) virus (clade 3C.3a), Influenza
A/Netherlands/2393/2015 (H3N2) virus (clade 3C.2a). Influenza A/Newcastle/607/2019 (H3N2) virus, Influenza
A/New York/39/2012 (H3N2) virus, Influenza A/Ohio/2/2012 (H3N2) virus, Influenza A/Perth/1001/2018 (H3N2) virus,
Influenza A/Singapore/INFIMH-16-0019/2016 (H3N2) virus, Influenza A/South Australia/55/2014 (H3N2) virus, Influenza
A/South Australia/55/2014, IVR-175 (H3N2) virus, Influenza A/Switzerland/9715293/2013 (H3N2) virus, Influenza
A/Texas/50/2012 (H3N2) virus, Influenza A/Thiringen/5/2017 (H3N2) virus (Clade 3C2a.1), Influenza
A/Uruguay/716/2007 (H3N2)(NYMC X-175C) virus, Influenza A/Victoria/210/2009(H3N2) virus, Influenza
A/Victoria/361/2011 (H3N2) virus, Influenza A/Victoria/361/2011 IVR-165 (H3N2) virus, Influenza A/Anhui/01/2005
(H5NT) virus, Influenza A/Anhui/01/2005 x PR8-IBCDC-RG6 (HS5NT) virus, Influenza A/chicken/Vietham/NCVD-
016/2008 (H5NT1) virus, Influenza A/chicken/Vietnam/NCVD-016/2008 x PR8-IDCDC-RG12 (H5NT) virus, Influenza
A/chicken/Vietnam/NCVD-03/08 (H5NT) - PR8-IDCDC-RG25a virus, Influenza A/chicken/Yunnan/1251/2003 (H5NT)
virus, Influenza A/common magpie/Hong Kong/645/2006 (H5N1) virus, Influenza A/duck/Hunan/795/2002 (HSNT)
virus, Influenza A/Egypt/321/2007 (HS5NT1) virus, Influenza A/Egypt/321/2007 x PR8-IDCDC-RG11 (H5NT) virus, Influenza
A/EQypt/3300-NAMRU3/2008 x PR8-IDCDC-RG13 (H5N1) virus, Influenza A/Egypt/N03072/2010 (H5N1) x PR8-IDCDC-
RG29 virus, Influenza A/Hong Kong/213/2003 (H5N1) virus, Influenza A/Hubei/1/2010 (H5N1) x PR8-IDCDCRG30 virus,
Influenza A/India/NIV/2006 xPR8-IBCDC-RG7 (H5N1) virus, Influenza A/Japanese white eye/Hong Kong/1038/2006
(HS5N1) virus, Influenza A/Vietnam/1194/2004 (H5N1) virus, Influenza A/Vietnam/1194/2004 (NIBRG-14) (H5N1) virus,
Influenza A/Vietnam/1203/2004 x PR8-IBCDC-RG (H5N1) virus, Influenza A/Whooper Swan/Ré65/2006 (H5N1) virus,
Influenza A/pheasant/New Jersey/1355/1998 (H5N2)-PR8-IBCDC-4 virus, Influenza A/Duck/Singapore-Q/F119-3/97
(H5N3) virus, Influenza A/Duck/Lao/XBY004/2014 (H5Né) virus (Clade 2.3.4.4), Influenza A/DE-SH/Reiherente/AR8444/
2016 (H5N8) virus, Influenza A/Turkey/Germany/R2485-86/2014 (HSN8) virus, Influenza A/turkey/Virginia/2002 x PR8-
IBCDC-5 (H7N2) virus, Influenza A/Mallard/Netherlands/2/2009 (H7N7) virus, Influenza
A/Mallard/Netherlands/12/2000 (H7N7) - IBCDC-1 virus, Influenza A/Anhui/1/2013 (H7N9) virus, Influenza
A/Guangdong/17SF003/2016 (H7N9) virus, Influenza A/Chicken/Hong Kong/G9/1997 x PR8-IBCDC-2 (H9N2) virus,
Influenza A/Chicken/Myanmar/433/2016 (H9N2) virus, Influenza A/Hong Kong/1073/99 (H9N2) virus, Influenza
A/Hong Kong/33982/2009 (H9N2) x PR8-IDCDC-RG26 virus, showing positive result.
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The reactivity of the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System for
Influenza B was evaluated against RNA extracted from the following strains: Influenza B/Brisbane/60/2008 virus,
Influenza B/Colorado/6/2017 virus, Influenza B/Malaysia/2506/2004 virus, Influenza B/Maryland/15/2016 virus,
Influenza  B/Netherlands/207/06 virus, Influenza B/Netherlands/2518/2016 (clade 1A) virus, Influenza
B/Nevada/3/2011 virus, Influenza B/New Jersey/1/2012 virus, Influenza B/Texas/02/2013 virus , Influenza
B/Townsville/8/2016 virus (B/Victoria lineage); Influenza B/Canberra/11/2016 virus, Influenza B/Florida/4/2006 virus,
Influenza B/Florida/07/2004 virus, Influenza B/Guangdong/120/2000 virus, Influenza B/Hubei Wujiagang/158/2009
(NYMC BX-39) virus, Influenza B/Jiangsu/10/2003 virus, Influenza B/Massachusetts/2/2012 virus, Influenza
B/Netherlands/365/2016 (clade 3) virus, Influenza B/Phuket/3073/2013 virus, Influenza B/Texas/06/2011 virus,
Influenza B/Wisconsin/1/2010 virus, Influenza B/Wisconsin/1/2010 BX-41A virus (B/Yamagata lineage), showing

positive result.

The reactivity of the VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System for RSV
was confirmed against RNA extracted from RSV A and B (strain CH?3(18)-18) and Human Respiratory Syncytial Virus

strain Long, showing positive result.
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EAAHNIKA

1. MpoPAemropevn Xpnon

To VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System civar éva
avToparotoinuévo T1eoT RT-PCR mrpaypatikob XpOvou, TO OTToio €xel oXeSIAoTel yia TNV TIOIOTIKN Avixvevbon Kal
Slapopomoinon Tou RNA Twv 1V SARS-CoV-2, Tpitng A (Flu A), Tpimng B (Flu B) r/kar Tou avBp@IvoL
AVATIVELOTIKOV CLYKLTIAKOL 100 (RSV) A/B O€ avarveLOTIKA SeiypaTa aTOU®Y TTOL BE®PEOLVTAI LTTOTITA KPOLOUATA
COVID-19 ) GAANG AOIM®WENG TOL AVATTVELOTIKOL ATTO TOV ETTAYYEAUATIA LYEIAC ToLg. To TeoT ALTO TTPOOPICETAl YIa
XPNon we Ponenua otny TavToTIoiNcN TNG TTAPOLCIAG IKOL RNA TV 1V SARS-CoV-2, T'piting A, Mpittng B r/kai RSV.
H avaivon xpnoigotolel To cboTnua BD MAX™ yia TNV auTopaTtoTToiNuévn e€aywyn Tov RNA Kal TG emakoAovdng
AALOISWTAG AVTISPACNG TTOALUELAONG AVTIOTPOPNG LETAYPAPNG O TTPAYUATIKO Xpovo (RT-PCR), agiommoickvTag Ta
avTISPACTAPIA TTOL TTAPEXOVTAlI Ot CLVOLACUO PE KABOAIKA AVTISPACTAPIA KAl AVAAMOIUA yia To cboTnua BD
MAX™. To RNA e€aydayetal amod KAIVIKA  Seiydata, evioxLeETal xonolhoTtolevTag RT-PCR  kal  avixvedetal
XPNOIUOTIOIVTAG POOPICOVTEG AVIXVELTEG XPWOTIKAG Ava®opdgs, €8IkoLg Yia Toug 100¢ SARS-CoV-2, Tpitng A,
FoittNg B /kai RSV.

2. Ivvown kai eme€nynon

O1 kopwvoiol eival 10i HOVOKAWVOL RNA OeTIKAG TTOAIKOTNTAG HE TTEQIRANUA KAl AVAKOLY OTNV  OIKOYEVEID
Coronaviridae. YITApxoLv £€1 €idn KopwVOoitV TTOL €ival YVOOTO OTI TTIOOKAAOLY avBpoTTiva voonuaTta. TEooeplig 1o
(229E, OC43, NL63 kal HKU1) TTooKaAOLY CLUTITOUATA OUOIA PE TNG KOIVAG YPITTING Kal OF AAAoI L0 (KOPwVoIidg
ooPapoL O&EWG AvaTTVELOTIKOL CLVSPOUOL (SARS-CoV) Kal KOPWVOIOG AVATIVELOTIKOL CLVSPOUOL TNG MEoNG
AvaTtoAng (MERS-CoV)) cival {odovoooyovol Kal TIPoKAAoLY coPapodTepeg emmAokes. O SARS-CoV kal MERS-CoV
EXOLV TTPOKAAECEl TTEPIoTOTEPA ammd 10.000 aBpoIoTIKA TTEQICTATIKA TIC VO TTPONYOLUEVESG SEKAETIEG, E TTOCOOTO
BvnoIuotnTag 34% yia Tov MERS-CoV kai 10% via Tov SARS-CoV.

Tov Agkéuppio ToL 2019, pepikoi AvBpwTIOI TTOL SoLAELAY ) LoLoAV YOPW ATTO TNV AYoPd BAAACTIVRVY Xovavay oTn
Ffovxdv TNG emapxiag Xoovuté otnv Kiva, mapovoiacav Tmvevpovia Ayvwotng armiag. H availvon pabidg
AAANAOLXIONG TWV AVATIVELOTIKWY SEIYUATWY LTTOSEIKVLE EVAV VEO KOPWVOIO, O OTTOI0G APXIKA OVOUAOCTNKE VEOG
KOpwvoiog 2019 (2019-nCoV) kai yetémeira SARS-CoV-2.

H petadoon petald avBpwmmwy Tou SARS-CoV-2 éxel empPePaidOei, akoOun KAl KATA TNV TIEPIOSO £TTOACNS XWPIG
CULUTITOPATA, KAl O 10G TIPOKAAE CORAPA AVATIVELOTIKA VOONUATA OTIWG ALTA TTOL TIPOKAAOLCOE O SARS-CoV.
MNapoOAo TTOL N TIveLuovia eival To KOPIO CLOXETICOPEVO VOONUA, OPICHEVOI aoBEeveiG Exouv LTTOOTEl coPapn
TIVELMOVIA, TIVELUOVIKO 0iénua, cLVSPOPO O&EIaG avaTIVELOTIKAG SLOXEPEIAG ) TTOAAQTTAN AVETTAPKEID OPYAV®YV KAl
Bavaro. Ta Kévrpa EAéyxou kal MpoAnwng Noonudtwv (Centers of Disease Control and Prevention, CDC) Bewpolv
OTI T CLUTTITOPATA TOL SARS-COV-2 UTTOPEI VA TTAPOLOIACTOVY CE POAIC 2 NUEPEG 1) EVTOG £WG KAl 14 NUEPV HETA
TNV €KBECN KAI TA TTIO KOIVA ATTO ALTA TTEPIAAUPAVOLY TTLPETO 1) PiYN, PAXA, KOTTWON, avopeia, puaAyia kal SvoTvoia.
AlyOTEQO KOIVA €ival CLUTITOPATA Eival O TTOVOAQILOG, N PIVIK CLUEOENGCN, O TTOVOKEPAAOG, N SiIdppEola, n vavTia
Kal O EéUeTog. Exel emiong avageepBel amoAeia 6oppnong (avoouia) f amwAea yebong (ayevoia) mpiv amo Tnv

EKONAWON AVATIVELOTIKGY CLPTITOMATWY. O1 eVANKEG PeyaAbTEPNS NAIKIAG Kal Ta aTopa pe coPapd LTTOKEIUEVA
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VOOHUATa, OTIWC N KAPSIAKA 1 TIVELHOVIKA VOOOC ) 0 SIAPRATNG, QaIVETAl va SIATPEXOLY PEYAADTEQO KivELVO

AVATITLENG TTIO CORAPGV ETTITTAOKGV aATTO TNV acBéveia COVID-19.

To CDC ovuviotd Tn xpnon Seyudtwv TnNG avaTepng AVATIVELOTIKNG 0600  (pIvogapLyyika (NP)  kai
OTOPATOPAPLYYIKA (OP) emxpiouaTa, E€miXpIoPa PEONG PEIVIKAG KOYXNG, PIVIKO  ETTIXQIOUA, PIVOPAPLYYIKO
EKTTALUA/AvVaPEOPNUA 1 PIVIKO EKTTALPA/AvaPEOPNUA (NW), Ta oTToia CLAAEYOVTAl KLPIWG ATTO ETTAYYEAUATIA
vyeiag) n/kal Seiydata  TNG  KATOTEPNG AVATIVELOTIKAG 0600  (TITLEAO, evOOTPAXEIOKN avappoenon N
BOOYXOKLWENISIKO EKTTALUA O¢ ACBEVEIG e TTIO COPRAPR AVATIVELOTIKA VOOO) YIa TNV TavToTToinoN TOL SARS-CoV-2

KAl AAAGV IV TOL AVATIVELOTIKOV, OTIWG N YEITTN KAl O RSV.

O1'10i TNG YPITTING avhkoLy oTnv olkoyévela Orthomyxoviridae kal evBLbvVoVTal YIa TNV TTALIOWNPIA TV AOIUWEEWY TOL
KATOTEQOL avaTveLoTkoL. Or 10i TN MPITTNG A Kal B ammoTeAobV onUavTIKEG AITieg voonpoTNTAG KAl BvnoiudTnTag
TTAYKOOUIWG, av AdBoLpe LTTOWN OTI Ol NAIKIUEVO! KAl TA ATOUA WE TTOOPRANUATA LYEIAG SIATPEXOLY I8IAITELO KiVOLVO
AvAaTTLENG CORAPNG ACBEVEIAS KAl ETTITTAOKGY, OTIWGS N TTveLpovia. O aoBeveig euPavioLy OpIoUEVA N KAl OAA TA
AKOAOLOA CLUTITOUATA: TTVPETOG 1N AICBNCN TTLEETOL/PIYN, PAXAS, TTOVOAQIUOG, PIVIKH) CLOUPOPNCN KAl KATAPPEON,
HLAAYIQ, TTOVOKEPAAOG kal avopeia. O 10l TNG YPITTNG UTTOPOLY VA UETAS000LY ammd ATOUO Ot ATOUO HE SVO
SIAPOPETIKOLS TPOTTOLG: PECE TOL AEPA (UEYAAD OTAYOVISIA KAl AEOOADUATA ATTO PTEQVIOUA KAl PrXA) KAl HECW TNG

QUEONG 1) EUUECNG ETTAPNG.

O 10i TNG TpitNg A kal B cival povokAwvol 1oi RNA pe TTeQIPANUA, Ol OTTOIOI TTEPIEXOLY OKTG SIAKPITOVS KAWVOULC
yovISIUaTIKOL RNA 1TOL KATA KAvova KWSIKOTToIoLY 11 1) 12 1IkES TTpwTEIVES. TO 1IKO TTEQIRANUA, TO OTTOIO TTIPOEPXETAI
amd TNV TTAQCUATIKY HEUREAVN TOL EEVIOTH, ATTOTEAEITAI ATTO PIA SITTAR OTOIRASA AITTISIGYV TTOL TTEQIEXEI SIAUEURBOAVIKEG
TTPWTEIVES, OTTWG N aldayAouTivivn (HA) kal n vevpauivisaon (NA), kaBwmg Kai TIG TTpwTeiveG uNTPAg M1 kal M2. O 106G
NG MEITING A TAgIVOUEITAI TTEPAITEDG T€ LTTOTOTTOLG PE BACN TNV AVTIYOVIKOTNTA TV Popicwy “"HA" kal “NA" Toug, v

010G TNG MpittNg B xwpiletal o€ 2 avTIyOVIKA KAl YEVETIKA SIAKPITES EEENIKTIKES YPAUMES, TIC Victoria kal Yamagata.

O1 avBpTTIVOL AVATTVELCTIKOI CLYKLTICKOI 10 (RSV) A Kal B avrikouy oTnv oikoyévelia Paramyxoviridae kai gival ol mo
ONUAVTIKOI 10YEVEIG TTAPAYOVTEG TV OLEWY AVATIVELOTIKWV AOIGEE®Y. O RSV cival évag 160G Pe TEPIBANUA, UN
KATAKEPUATIOUEVOL, APVNTIKOL, UOVOKAWYOUL, YPAUMIKOD RNA yoviSIuATOg, We TEPIPANUa. O avarveuoTKOS
OULYKLTIOKOG 160G €ival évag ouvnNBNg TTAPAYOVTAG TIPOKANCNG AVATIVELOTIKGV AOIMWEEWY, O OTTOIOC TTOOKAAEI
BpoyxiTida, TTveLHOVIA KAl XOOVIEG AVATIVELOTIKEG AOIUWEEIC Ot AToud KABe nAKKiag. O aoBeveig cuxvd eugavilovy
OPICUEVA 1) KAl OAQ TA AKOAOLOA CLUTITOUATA: PIVOPPEOIA, XAUNAOG TTVPETOS, PAXAC, TTOVOAQIUOG, TTOVOKEPAAOG KAl
oLPIYHOG. O RSV LETASISETAI HECK TNG EKKPIONG HEYAAWY PIVOPAPLYYIKOV CTAYOVISI®V ATTO HOALOUEVA ATOUA, JE

OTeVA ETTAPNA N ATTO ALTOEVOPOAAUICUO PETA ATTO AYYIYUA HOAVOUEVV ETTIPAVEIWV.

H Sidyvwon ummopei va ammobdelxBei TooPANUATIKY, KOOGS O OLEiEC avaTIVELOTIKES AOIUWEEIS TTOOKAAOLVTAI ATTd £va
€LPL PACUA TTABOYOVGY PIKPOOPYAVICUGY KAl EKSNAGVOVTAI UE TTAPOUOoIa KAIVIKA cbvSpoua. O avalvoelgc PCR ot
TTPAYUATIKO XPOVO £XOLV S€iel OTI ATTOTEAOLY £vA £LAICONTO KAl £EEISIKELUEVO SIAYVWOTIKO EQYAAEIO YIA TNV AVIXVELON

TV 1V SARS-CoV-2, Tng Mpitng A, TnG Mpittng B kai Touv RSV.
3. Apxn 1ng Siadikaoiag

To kT avixvebong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System éxel

oxedlaoTel yia TNV TavToTToinon Twv 1V SARS-CoV-2, Tpitng A, Tpitng B r/kal RSV oe avarvevoTika deiyuata. H
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avixvevon yiveral pe pyébodo RT-PCR TTpayUaTikod XpOvou evog PAUATOC ¢ TIPAYUATIKO XoOVO, OTTOL N avTioTpopn
HETAYPA®N KAl N £TAKOAOLON &VIOXLON CLYKEKPILEVNG AANAOLXIAG-OTOXOL cLUPAivoLY OTO i8I0 TWANVAPIO
avtiépaong. O aToUoOVUEVOC OTOXOG RNA peTaypd@eTal SNUIOLPYWVTAC CLUTTANEWUATIKO DNA e avTtioTpopn
HETAYPAPACN TTOL AKOAOLEEITAI ATTO TNV evioxLON SLO SIATNPNUEVY TTEPIOXWY ToL Yovidiov N (N1 kal N2) yia Tov
SARS-CoV-2, piag slatnpnuévng TEPIOXNS ToL yovisiov M1 yia Tov 10 TG pimnNg A kal NG Fpimng B karl piag
SlaTnENUEVNG TTERIOXNS TOL Yovidiov N yia Tov 10 RSV, XPNOIUOTTIOIVTAG CLYKEKPIUEVOLG EKKIVNTES KAl AVIXVELTEG

@Bopilovoag orjuavong.

To ki avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System RaacileTal
oTn 5pacTNEIOTNTA £ELVOLKAEAONG 57 TNG TToALpEPATNG DNA. Katd tnv evioxuon Tou DNA, autd 1o £viuuo SiaoTd
TOV QVIXVELTH) TTOL CLVSEETAI PE TN CLOPTIANEWUATIKA aAAnAoLxia DNA, SiaxwpilovTag TN XPWOTIK aTmtooReons Ao
TOV AVIXVELTH avapopdg. ALTA N avTiSpacon dnuiovpyel AabBENCN OTO CHUA POOPICUOL TTOL €ival AVAAOYN HWE TNV

TTOCOTNTA TOL TTPOTVTTOL-CTOXOL. H UETPNON TOL POOPICUOL ALTOL YiveETAl OTO CLOTNUA BD MAX™,

To kit avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System arroTeAcital
amd VO SIAPOPETIKA owANVAPIA avTiSpaong. Eva amod Ta owAnvApIa avixvevel kal SiapopoTtrolel To RNA avdaueca
oTn Fpitn A, Tn T'pitN B R/kai Tov RSV (81apavég KOKKIVO 1 TA AAOLUIVOXAPETO) KAl TO AAANO TWANVAPIO avixVeDE EISIKA
170 RNA TOL SARS-CoV-2 (Slapavéig mpdoivo 1 1G alovuivoxapTo). KaBe owAnvapio Tepléxel OAA T ammapditnTa
oToIXEid yia TNV avAALvon TPAYUATIKOL XpovoL PCR (elbikoi ekkivnTtég/avixveuTtég, dNTPS, puOuIoTIKO SIGALUA,
TTOALUEQAON, AVTIOTOOPN UETAYPAPACN) O OTABEPOTIOINUEVN HOP®N, KABWS KAl Evav €0WTEQIKO UAPTLEA
(evéoyevnc oto cwAnvdplo avtispaonsg SARS-CoV-2 reaction tube) yia tnv mapakoAobOnon g SIadikaciag
e€AYWYNG N/KAI TNG AVACTOANG TNG §pacTNEIOTNTAC TNG TToALPEPAONG. H avaAuvon SARS-CoV-2 xpnolJoTiole éva
avlp@TIVO SIAXEIPIOTIKO YOoViblo WG evooyevr e0WTEPIKO PAPTLEA (AvBpPMTIVO Yovislo RNase P). Ta avBpativa
SIAXEIPIOTIKA yoVvibia eUTTAEKOVTAl OTN PACIKY) CLVTAPNON TWV KLTTAPWY KAl, CLVETTAC, AVAUEVETAI VA LTTAPXOLY O€
OAD TA EUTTOPNVA AVOP®TIIVA KOTTAPA KAl va SIaTNEoLY OXETIKA oTaBepd emmimmeda ékppaons. Kabe oTtoxos RNA
EVIOXVETAI KAl QVIXVEDETAI O€ CLYKEKPIPEVA KAVAAIQ (475/520, 585/630 r/kai 630/665) kAl 0 e0wWTEPIKOS pdpTupag (IC)
oT0 KAvAA 530/565. 1tnv avaivon Tng Mpimng A, Tng Mpitng B /kai tou RSV, o o1dxog RNA TOUL 100 TNG MPitTNG A
eVIOXVETAI KAI AVIXVELETAI OTO KAVAAI 475/520, 0 oTOX0G RNA TOL 100 TNG MeitNG B 01O KAVAA 585/630, 0 oTOX0C RNA
TOL 100 RSV OTO KAVAAN 630/665 Kal 0 €0WTEPIKOG pdpTLPAS (IC) ALTAG TNG avAAvong oTo KAvaAl 530/565. ITnv
avaAvon Tou SARS-CoV-2, o oTOXoG N2 evIoXVETAl KAl AVIXVELETAI OTO KAVAA 475/520, o o1dxoc N1 OTO KAVAAI

630/665 kal 0 ev60YEVNG E0WTEPIKOG UdpTLPAC (IC) oTO KAVAA 530/565.
4. MNapexoueva avriSpaoTtnpia

To kit avixvebong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System

TepIAaUpavel Ta akOAoLOA LAIKA KAl AVTISPACTAPIA TTOL TTAPATIOEVTAI AVAALTIKA oTov lMivaka 1:
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. , . , Xpoua/Tpauy .
Avagpopa AvTiSpaocTtnpio/YAIKO Meprypapn @TOC KOSIKAS MNocotnta
fo A FU B & RSV Eva ue‘lyuo sé/éupo)v,‘og/lx\)/\slmwv- ABPAvo , o
VS-ABR212R U A, .u EKKIVNTWV, PL LJIOTIKIOU IQAOUATOG, . Kokkvo Ay 1A OOKOUAEG T'OOV
reaction tube dNTPs, oTaBePOTTOINTWY KAl ECWTEQIKOV . 12 ocwAnvapiwv
. , | ahovuivoxapto
PAPTLPA O€ OTABEPOTIOINUEVN JOPPN
‘Eva peiyda evIOU®Y, AVIXVELTWV-
EKKIVNTQV, PLOUICTIKOL SIADUATOG, AldQavo .
ARS-CoV-2 (N1 + N2 . . , . 2 A
VS-NCO312 SARS-Co . { J dNTPs, otaBgpotroinToy kal evéoyevoLg | Mpaoivon 1G GAKOLALS T.OOV
reaction tube L . 12 ocwAnvapiwyv
E0WTEPIKOL PAPTLPA OF AAOLUIVOXAPTO
oTABEQOTTOINUEVN YOPPN
. . . iX[e .
Rehydration Buffer AIGALPA yIa TNV avaocLOTACN TOL IO(DOYO. 1 cakoLAQ TV
VS-RBO9 fube OTABEPOTTIOINUEVODL TTPOIOVTO MoprokaAin 11 24 cwAnvapiwy
e o e S AAOLUIVOXAPTO nvae

Mivakag 1. AvniSpacThpia Kal bAIKA Tov mapéxovral pe To VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™
System pe Ap. Kat. VS-FNR124 (444217).

5. AvmidpaocTtnpia kai eEOTTAICHOG TTOL TTAPEXOVTaAl ATTO TOV XPNOTN

ITNV akoAoLBNn AioTa TEPINAUPRAvVOVTAl TA LAKA KAl O €EOTTAICHOC TTOL ATTAITOLVTAI YIA TN XENON, GAAG bev
TeEPINAPPAvovTal oTo KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™

System.

e 'Opyavo PCR ot mpayuatikd xpovo: BD MAX™ System.
e  BD MAX™ EXK™ TNA-3 (Avac.:442827 r) 442828)

e BD MAX™ PCR Cartridges (Ava.: 437519)

e ITPOPRINOG.

e MikpommréTTeg (aKpiPeia petalL 2 kar 1000 pL).

e AKPQ QIATPOU.

e [avTia piag xpHong xwpic movdpa

6. ILVONKEG YETAPOPAG Kal ATToOnKevLONg

e Ta KIT YTTOPOLV VA ATTOCTAAOLY KAl VA ATTOBNKELTOLY Ot BepUokPaaTicg 2-40°C €S TNV NUEpouNnvia ANENG N
oTToia SNAMVETAI OTNYV ETIKETA.
e Metd TO Avolypa TWV ONKWV  GAOLUIVIOL TIOL TTEPIEXOLY TOLG CWAAVEG AVTISPACNG PTTOPOLY  Va

XPNOILUOTIOINBOLV VI £6C KAl 28 NUEPEG.
7. MNpo@uAaéeig yia TOLG XPNOTES

e To mpoidV TMpoopileTal yia XpNon JOVO aTTo eTTAYYEAUATIEG, OTTWC ETTAYYEAUATIEG KAl TEXVIKOLG EQYACTNEIOL N
VOO NAELTIKOL I6PVOPATOC Ol OTTOIOI EXOLV EKTTAISELTEI OE HOPIAKES BIOAOYIKEG TEXVIKEG.

e [ia SIayvwoTIKOLG OKOTTOVG in Vifro.

e MnV XPNOIUOTIOIEITE ANYHEVA QVTISPACTHPIA I)/Kal LAIKA.

e MnV XONOCIUOTIOIEITE TO KIT EAV £XEI AVOIXTEI N ETIKETA TTOL CPPEAYIleEl TO EEWTEPIKO KOULTI.

e MnV XONCIUOTIOIEITE TA AVTISPACTAPIA €AV TO TTOOCTATELTIKO KOUTI €ival avoIXTO ) OTIACHEVO KATA TNV APIEN.
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e MnV XPNCIUOTTOIEITE TA AVTISPACTAPIA €AV Ol TIOOCTATELTIKEG ONKES £ivaAl AVOIXTES ) OTTACUEVES KATA TNV APIEN.

e MnV XPNOIUOTTOIEITE AVTISPACTAPIA €AV SEV LTTAPXKEI TO ATTOENEAVTIKO ) AV €iVAl OTTACHEVO PECA OTIC BNKES TV
avTiSpacTNEIWV.

e MnV apaiptite TO ATTOENEAVTIKO ATTO TIC BAKES AVTISPACTNPIWY.

o KA&iOTE QUECEC TA TTPOCTATELTIKA TAKOLAAKIA TV AVTISPACTNPIWY HE TO PELUOLAP TPEAYICNCS HETA ATTO KABE
xpNnon. AQaipéoTe TOXOV TTAeovAovVTa AEPA ATTO TA CAKOLAAKIA TTPIV ATTO TH OPPAYIoH.

e MnV XPNCIUOTIOIEITE AVTISEACTAPIA €AV TO AAOLUIVOXTPETO EXEl AVOIXTEI N £XEl LTTOOTE {NUIAL.

e MnVv avaulyvLeTe avTiSpacTAPIA ATt SIAPOPEETIKA CAKOLAAKIA /KAl KIT /KAl TTAPTIGES.

e [lpooTartebOoTe TG AVTISPACTAPIA ATTO TNV LYPACIA. H TTapaTeTauévn EKBeon O€ LYPACIA UTTOPE VA eTTNEEACE
TNV amdd00n TOL TTPOIOVTOG.

e AlIQTNPENOTE TA OTOIXEIA PAKPIA ATTO TO PWG.

o YE TIEQIMTTAOEIS KATA TIG OTT0IeG SleEdyovTtal GAAa TeoT PCR oTnV iSIa YEVIKY TTEQIOXT TOL EQYACTNEIOL, TTPETTEI VA
€ioTe 161QiTEPA TTOOTEKTIKOI OOTE va eEATPAAicETE OTI TO KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV
Real Time PCR Detection Kit for BD MAX™ System, 1o KIT e€aywyns BD MAX™ ExK™ TNA-3, Tuxov mpdobeta
avTISPACTAPIA TTOL ATTAITOLVTAI YIA TOV EAEYXO KAl TO oLOTNUA BD MAX™ &ev ExoLv HOALVOEL. ATTOPLYETE TTACN
Buoia TN poAvvon TV avTiSpacTniwy amd uUIKpOPRIa kal piBovoukAedon (RNase)/SeofupiPovoukAedon
(DNase).  IuvioTdtal n  Xpnon OTepwv  AKpwv  TITMETTAG  Miag  XPNong  XwpEic  pIRoOVOLKAEAoN
(RNase)/scofupipovoukiedon (DNase), avOekTikv ot agpolOA 1) BETIKAG UETATOTIIONG. XPNOIUOTIOINCTE VEO
AKPO YIa KABe Seiypa. @a mpérrel va aAAGZeTe YAVTIA TTPIV ATTO TO XEIPIOUO TWV AVTISOACTNPIWY KAl TRV SOXEIWV.

e Oa TIPETTEI VA XPNOILOTIOIEITE Eva OWANVAPIO yia Tov TTpoadloplopd Tov RNA TnG Mpitng A, Tng Mpitng B kai Tou
RSV o1n B¢on mpocdptnong 2 (mpdoivn Béon) Kal éva AAO CWANVAPIO YIa ToV TTPOCSIoPIoPO ToL RNA TOL
SARS-CoV-2 otn 6éon mmpoodpTtnong 4 (UTTAe Béon). Mpooé€te va unv Ta avapifete kaB' OAn TN didpkela TNG
Siadikaoiag.

e [Ia TNV ammopuyrn HOALVONG TOL TTEPLIRAAAOVTOC ATTO AUTTAIKOVIC, UNY ATTOCLVAPHUOAOYACETE TO Soxeio BD MAX™
PCR Cartridge peta mn xpnon. O §aktONIOI oTeyavotoinong 1ou doxeiov BD MAX™ PCR Cartridge éxouv
oXedIaoTel yia TNV amo@uyn TNG HOALVONG.

o IxeSIAOTE PIQ HOVOSPOUN POT EpYATIV. @A TTPETTEl VA EEKIVA ATTO TNV TTEPIOXN £AYWYNG KAl va oLVEXIlEl OTNV
TIEQIOXN £VIOXLONG KAl AViXVELONG. MNV ETTICTEEPETE SelyUATA, EEOTTAICUO KAl AvTISPACTAPIA OTNV TTEQIOXT OTNV
OTIOIA TTPAYUATOTIOINONKE TO TTOONYOLEVO PAUA.

e AKOAOLONOTE TIG KAAEG TTPAKTIKEG EpYAOTNEIOL. DOPECTE TIPOCTATELTIKA POLXA, XPNOIUOTIOINCTE YAVTIA piag
XPNONG, YOAAIA KAl UACKA. MNV TRTE, TTIVETE ) KATIVICETE OTNV TTEQIOXN £0YATIAC. NMADVETE TA XEQIA OTAG PETA TNV
OANOKANPGON TOL TEOT.

o Ta &eiypata mpérel va avTigeTamdovTal ¢ SLVNTIKA YOALOPATIKA, OTTWG ETTNIONG KAl OAQ Ta AVTISPACTAPIA KAl
TA LAIKA TTOL £xoLV ekTEOEI OTa SelyuaTa KAl O XEIPIOPUOG TOLG TTPETTEI VA YIVETAI COUPWVA PE TOLG EBVIKOLG
KAVOVIOUOULG aopaAeiag. AGRETE TIC ATTAPAITNTEG TTOOPLAAEEIG KATA TN CLAAOY, TNV ATTOBNKELON, TO XEIPICUO
KQI TNV aTTOPEIYN TV SEIYUATWYV.

e YLVIOTATAI N TAKTIKA ATTOALPAVON TOL CLVABWG XENTCIUOTTOIOVLPEVOL EEOTTAICHUOU, EISIKA OTIC PIKQOTHTIETTEG KAl
TIG EMPAVEIEG EQYATiaAg.

o AVATPEETE OTO EYXEIPISIO XPNOTN TOL CLOTAUATOG BD MAX™ yia TTPOCOETEG TTOOEISOTTOINTEIG, TIOOPLAAEEIS KAl

Siadikaoieg.
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8. Aiadikaocia

8.1. LIYAAOrIH, ANOOHKEYIH KAl META®OPA AEITMATQN

To kit avixvebong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System éxel
ETMKLPWOEI OE PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXOICUA TTOL CLAAEXONKE O€ PYECT PETAPOPAC I0YEVOLG LAIKOL
(VIM) (Vircell S.L., loTravia).

O1 TOTTOI SEIYUATWY  SIAPOPETIKOI ATTO  PIVOPAPLYYIKA/CTOUATOPAPLYYIKA emmxpiopata oe VIM mpémel va

ETTKLPWOOLY ATTO TOV XPNOTN.

Ta Seiypata CLAAOYNG, ATTOBNAKELONG KAl PETAPOPAG TIPETTEl VA SIATNEOLVTAI COPPWVA UE TIC CLVONAKEG TTOL
ETTKLPWVOVTAI ATTO TOV XPNOTN. TLVOAIKA, TA AVATIVELOTIKA SEIYUATA TTEETTEl VA CLUAAEYOVTAI KAI VA ETTICNUAIVOVTAI
KATAAMNAQ o€ KaBapd Soxeia pe M) XWEIG HECT PETAPOPAC (AVAAOYA PE TOV TOTTO TOL SEiYUATOG) KAl va LTTORAANOVTAI
o¢ eme€epyaoia TO CLVTOPOTEPO SLVATO WOTE va SIACPANCTE N TTOIOTNTA TOL TeOT. Ta &eiypata TEETEN va
pETaPEPOVTAl Ot Bepuokpaciec amd 2 £éwg 8°C yia WG KAl 48 MPES, COUPWVA PE TOLS TOTTIKOLG KAl £BVIKOLG
KAVOVIOUOUG YIA TN PETAPOPG TTABOYOVOL LAIKOV. Ta UAKPOTIPOOECHN UETAPOPA (TTEQICCOTERES ATTO 48 WPEECQ),
TTPOTEIVOLE TNV ATTOOTOAN O¢ Bepuokpacia <-20°C. MpoTeiveral N XpNon véwy SelyudTtwy yia 1o TeoT. Ta Seiypata
UTTOPOLY VA ATTOBNKELTOLY Ot BEPUOKPATIEG aTTO 2 £€d¢ 8°C vIa €S Kal 48 OPES ) KATEWLYUEVA OTOLG -20°C N
1I5avikad otoug -70°C yia Siathpnon. Or emavalaupavopevol KOKAoI PbENG-ATTOWLENG TTPETTEl VA ATTOPELYOVTAI

TIOOKEIMEVOL VA ATTOPELXOEI N LTTORABUICN TOL SEIYUATOG KAI TV VOLKAEIKGOV O&EWV.
8.2. MPOETOIMAZIIA AEITMATOX KAI EEATQIrH RNA

ExkTeEAEOTE TNV TTPOETOINATIa TOL SeElyuaATOC COUPWVA WE TIC CLOTACEIS OTIC 08NYIEC XPNONG TOL KIT £€AYWYNG TTOL
xpnolgotroleital, BD MAX™ ExK™ TNA-3. InueicdoTe OTI oploueEva AAa Selypata ummopei va ammaimoby TTpoeTTeEepyaaia.
MpEémmel va avamToxBoLy Kal va emKLPWOOLY aATd TOV XPNOTN Ol SIASIKACIEG TTPOETOINACIAC eEAYWYNS Yia

OULYKEKPIUEVES EPAPHOYEG.

1. Xopnyhote pe mmETTa 400 Pyl pIVOQAPLYYIKOL/OCTOUATOPAPLYYIKOV ETTIXQICUATOC TTOL CLAAEXONKE OE pECa
HETAPOPAC 10YEVODG LAIKOL (VIM) Og owAfva puBuIoTIKOL SIGALUATOC Seiypatog BD MAX ™ TNA-3 kal kAeioTe
TOV OWAAVA UE TTOPA SIapPAYUATOS. EEao@aAioTe TNV TTANPN avauign oTpoRINi{ovTag To Seiyua o LYWNAN

TAXLTNTA YIA 1 AeTITO. LLVEXIoTE OTN AEITOLPYIA TOL CLOTAPATOG BD MAX™,

Inueiwon: To owAnvapio avtiépaong Flu A, Flu B & RSV reaction tube éxel emmkupwBei pe deiypa dykouv 200-400 L kal
TO owANvapio avtispaong SARS-CoV-2 (N1 + N2) reaction tube pe Seiypa oykou 400-750 L.

8.3. MPQTOKOAAO PCR

Inueicon: AvaTpéEte OTO £YXEIPISIO XPNOTN TOL CLOTAPATOS BD MAX™ yia AvAALTIKEG ObNYiES.
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8.3.1. Anuiovpyia mpoypauuarog 1eot PCR yia 1o kit avixvevong VIASURE SARS-CoV-2, Flu
(A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System

Inueicon: Av éxete NdN dnuiovpynoel To TeoT VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection test,

UTTOPEITE VA TTapaAciweTe TO PApa 8.3.1 kal va petapeite ammevBeiag oto PAua 8.3.2.

1) Itnv 0Bdvn "Run” (EktéAeon) ToL cLOTAPATOC BD MAX™, emAé€Te TNV KapTéAa "“Test Editor” (Emeepyaoia

TEOT).
2) Kdavre KAk oTo kovuTtt “Create” (Anuiovpyia).

3) ITnv kapTéha “Basic Information” (Baoikéc MANpo@opieg), eviog Tou TTapabuvpou “Test Name” (Ovoua
1€0T), 500TE £va dvoua oTo TeoT: SnA. VIASURE SARS-CoV-2, Flu (A+B) & RSV (VSARSCoV2,FlIuA+B,RSV).

4) Y10 QvaTITLOCOUEVO pevoL “Extraction Type” (TOTTog e€aywyng), emAEETe “EXK TNA-3".

5) ITO AvamTuoooOuevo PeEvoL “Master Mix Format” (Mop®n kbplag avaueiEng), emaete “Dual Master Mix
Concentrated Lyophilized MM with Rehydration Buffer (Type 5)" (ZuuTTOKV@UEVO ALOIAOTTOINUEVO MM
SITTANAG KOPIAG AVAPEIENG pE PLBUICTIKO SiIAALUAa eTavLsATwonNg (TuTrog 5)).

6) XITnv mepioxn “Sample extraction parameters” (Mapduetpol e€aywyng deiyuatog), emAéEte “User defined”

(KaBoplopdg amd Tov XpnoTn) Kal TTPocApUOOTE TOV OYKO ToL SeiypaTtog o€ 950 ul.

7) Itnv meploxn “Ct Calculation” (YrmoAoyiouog Ct), emAé€te “Call Ct at Threshold Crossing” (KAfon Ct katd

TNV LTTEPPRACN KATWPAIOL).

8) Eav xpnolyotroleite TNV ékSoon Aoyiouikob 5.00 1) YETAYEVEDTEPN KAl EXETE TTDOCAPTOPEVA CTWANVAPIA O€
AAOLUIVOXAPTO PE YPAUMWTO KWSIKA, eMAEETE TO akOAoLBa oTo “Custom Barcodes” (Mpocapuoouévol

YOAUUWTOI KWSIKES):
a. Snap-In 2 Barcode (TPAPU®TOC KWOIKAG Biéong TpoocdpTnong 2): 1A (agopd 10 CwANVAPIO

avTiépaong Flu A, Flu B & RSV reaction tube)

b. Snap-In 3 Barcode (Mpapuwtodg KOSIKAC Béong mpoodptnong 3): 11 (apopd 10 owAnvApIo
Rehydration Buffer tube)
c. Snap-In 4 Barcode (MpauumTOS KOSIKAG Béong mpoodptnong 4): 1G (apopd 10 owAnvapio
avTiSpaong SARS-CoV-2 (N1 + N2) reaction tube)
9) OremAoyég “PCR Settings” (PuBuiceig PCR) kai “Test Steps” (BAuaTa TeoT) TTEETTEI VA CLUTTANEWOOLY YId TN
Béon MpoodpTnong 2 (MPdoivo) kal TN BEon TTPocAPTNONG 4 (UTTAE).

10) Snap-In 2 (mpdaoivo). ITny kapTéha “PCR settings” (PuBuiceig PCR), eicaydyeTe TIC akOAOLOES TTAPAUETOOLG:
“Channel Setftings” (PuBuiceig kavaAhiov), *Gains” (Avénoeig) kal “Threshold” (KatweAio) (Mivakag 2).
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Channel Alias Gain Threshold Ct Min Ct Max
(Kavai) (Wevdcovopuo) (AbEnoN) (KarepAio) | (Ehaxioto Ct) | (Méyioto CH)
475/520 (FAM) Toirm A 60 100 0 40
530/565 (HEX) IC 80 300 0 40
585/630 (ROX) Foitn B 60 200 0 40
630/665 (Cy5) RSV 60 150 0 40
680/715 (Cy5.5) - 0 0 0 0

Mivakag 2. PvByiceig PCR.

Inpeion: ILVIOTATAI VA OPICETE TIG EAAXIOTES TIHEG KATGWPAIOL TTOL AVAPEPOVTAl TTAPATIAVE YId KABE KavAAl g onpeio ekkivnong, aAld ol
TeNIKEG PLOHICEIG TTPETTEl va kKaBopilovTal ammo Tov TEAIKO XPROTN KATd TNV EPUNVEIQ TV ATTOTEAEOHATWOY, TIPOKEIPEVOL va SIaCPaANIoTE OTI Ta
KATAPAIA EUTTITITOLY EVTOG TNG EKOETIKNG PACNG TV KAUTTLAGV POOPICHOD Kal TTAVE Ao OToIoSATIOTE ORpa LITORABPOoL. H TIUNA KaTwdAiov

utTopei va Siagépel yia S1apopeTIka opyava Aoy TV SIAPOPETIKOV EVTIATE®Y CRHATOG.

11) Snap-In 2 (mpdoivo). Itnv kapTtéda “PCR settings” (PuBuiceig PCR), eicaydyete emiong TIC AKOAOLOES

TapauéTpoug “Spectral Cross Talk” (®PacuaTikr) cuvakpoaon) (Mivakag 3).

False Receiving Channel (Ec@aApévo KavaAl broSoxng)
Channel
(Kava) 475/520 530/565 585/630 630/665 680/715
475/520 - 0,0 0,0 0,0 0,0
Excitation | 530/565 0,0 - 2,0 0,0 0,0
Channel | 555,430 0,0 0,0 - 0,0 0,0
(KavaAi
Sityepong) 630/665 0,0 0,0 4,0 - 0,0
680/715 0,0 0,0 0,0 0,0 -

Mivakag 3. NapaueTpol pACUATIKAG CLVAKPOATNG.

12) Snap-In 2 (mpdaoivo). ITny kapTéAa “Test Steps” (BAuaTa Te0T), elcaydyeTe To TTPWTOKOAO PCR (Mivakag 4).

Cycles Temperature

Step Name
(Ovopa priparog)

Profile Type
(TOmog MPOPiA)

(KbkAor)

Time (s)
(Xpovog (5.))

(@epuokpacia)

Detect
(Avixvevon)

Reverse
franscription
(AvTioTpo®n
UETAYPAD))

Kpdatnon

1 900

45°C

Initial denaturation

(APXIKN
ueToLaiwon)

Kpdatnon

1 120

98°C

Denaturation and
Annealing/Extension
(Data collection)
(MeTovaoimon kai
AVOTITNON/ETTEKTACN
(ZuAMoyn
5e50uEvaV))

2-O¢ppoKkpaoia

95°C

45
61,1

63°C

Mivakag 4. NpwToKoANo PCR.

13) Snap-In 4 (uttAg). ITNV KapTéAa “PCR settings” (PuBuiceig PCR), eicaydyeTe TIG akOAOLOEC TTAPAUETPOLG:
“Channel Seftings” (PuBuiceig kavaiiov), "Gains” (Av€noeig) kal “Threshold” (KatcwgAio) (Mivakag 5).
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Channel Alias Gain Threshold Ct Min Ct Max
(Kavahi) (Wevdcovopuo) (AbEnoN) (KatepAio) | (EAaxioro Ct) | (MéyioTo Ct)
SARS-CoV-2
475/520 (FAM) Troxoe N2 80 150 0 40
530/565 (HEX) | Evéoyevric IC 80 150 0 35
585/630 (ROX) - 0 0 0 0
SARS-CoV-2
630/665 (Cy5) T1ox0C N1 80 150 0 40
680/715 (Cy5.5) - 0 0 0 0

Mivakag 5. PuBuioeig PCR.

Inugicdon: ILVICTATAI VA OPICETE TIG EAAXIOTEG TIHEG KATGWPAIOL TTOL AVAPEPOVTAl TTAPATIAVE YIA KAOE KAVAAI G onpeio ekKivnong, aAAd ol
TeNIKEG PLOHICEIG TTPETTEl va kaBopilovTal amo Tov TEAIKO XPROTN KATd TNV EPUNVEIQ TV ATTOTEAECHATWOY, TIPOKEIPEVOL va SIaCPaANIoTE OTI Ta
KATO@AIQ EUTTITITOLY EVTOG TNG EKOETIKNG PAOCNG TV KAUTTLAGV PpOOPICHOL Kal TTAVE atmd ommolodnmoTe onua vmofddpov. H TiPR Katw@Aiov

utTopei va Siagpépel yia SIapopETIKA Opyava AOYe TGV SIAPOPETIKGV EVTIACE®Y OAUATOG.

14) Snap-In 4 (umAg). Itnv kapTtéda “PCR settings” (PuBuiceic PCR), elcaydyete €miong TIC AKOAOLOEG

mmapapétpougs “Spectral Cross Talk” (Pacuarikr) cuvakpoaon) (Mivakag 6).

False Receiving Channel (EopaAuévo kavahi viroSoxng)
Channel
(Kavéh) 475/520 530/565 585/630 630/665 680/715
475/520 - 3,0 0,0 0,0 0,0
Excitation 530/565 1,0 - 0,0 0,0 0,0
Channel
(Kava 585/630 0,0 0,0 - 0,0 0,0
Sityepong) | 630/665 0,0 0,0 0.0 - 0.0
680/715 0,0 0,0 0,0 0,0 -

Mivakag 6. NapaueTpol PACUATIKAG CLVAKPOAONG.

15) Snap-In 4 (uTTAg). TNV KapTéAa “Test Steps” (BAuaTta 1€0T), elcaydyete TO TTPWTOKOAO PCR (Mivakag 7).

(&ﬁ'gsg Time (s) Detect
) (Xpovog (Avixvevon

(5.) ) )

Temperature
Step Name (@epuokpacia

(Ovopa Briparog)

Reverse
franscription
(AvTioTPO®MN
UETAYPAP))

Initial denaturation

(ApXIKN

PETOLOION)
Denaturation and
Annealing/Extensio
n (Data collection)
(MeTovoiwon kai
AvVOTITNON/ETTEKTAC
n (ZuAoyn
SeSouEvav))

Profile Type
(TOTOG TTPOPIA)

Kpdtnon 1 900 45°C -

Kpdtnon 1 120 98°C -

95°C -

2-O¢puoKkpaoia 45

61,1 63°C

Mivakag 7. NpwToKoAAo PCR.

16) KavTe KAk oTo KoupuTt “Save Test" (ATmoBrkevon TeoT).
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8.3.2. PVOOuIoN pagicdv BD MAX™

1) Tia kdBe Seiypa TTPOC EAeyX0, apalpéoTe Wia Eviaia Awpisa avtispaotnpiov amd 1o kit BD MAX™ ExK TNA-3.
XTOTTAOTE ATTaAA KABE AwPida o€ PIa OkANEr empAaveld yia va RBepaiwBdeite 0TI OAa Ta LYPEA PpickovTal OTO
KATW PEPOG TWV CWAAVAY KAl TOTTOBETACTE TIC OTA PAPIA SElYUATWY TOL CLOTAUATOG BD MAX ™,

2)  AQQIpECTE TOV ATTAITOVHEVO APIBUO CWANV®Y e€aywyns BD MAX™ ExK™ TNA (B4) (AeLkd aAoLUIVOXAPTO)
amrd TO TTPOOCTATELTIKO CAKOLAGKI. MPOCAPTACTE TOLG CWANVES £EAYWYNG (AeLKO AAOLUIVOXAPTO) OTIG
avrioToIxeg Beoelic otn Awpida TNA (@éon mpoodpTnong 1. KWSIKOTIOINON AELKOL XPWUATOS OTO PAPI.
AvaTpéfte otnv Ekdva 1). AgaipéoTe Tov TTAeovalovia Qépa Kal KAEIOTE TO CAKOLAGKI PE PEQUOLAP
oppdayiong.

3) TNMpoodiopioTe Kal SIAXWPEIOTE TOV KATAANNAO apIBUd amd owAnvapia avTispaong Flu A, Flu B & RSV reaction
tubes (kokkivo 1 1A aAOLUIVOXAPTO) KAl TTPOCAPTACTE TA OTIC AVTIOTOIXEG Béoelg oTn Awpiba (@ion
TPOCAPTNONG 2, KWSIKOTTOINCN TTPACIVOL XOWUATOS OTO PAPI. AVATPEETE OTNV Eikdva 1).

a. AQaipéoTte Tov TTAeovAovTa aépd KAl KAEIOTE TA AAOLUIVEVIQ OAKOLAAKIA HE TO (PEOHUOLAP
oppAyIong.

b. TNaTn dle€aywyn TNG CWOTAG EMAVLEATWONG, PERAIOEITE OTI TO AVOPIAOTIOINUEVO TTOOIOV BRICKETAI
OTO KATW PEOOG TOL CWANRVA Kal SeV gival TIOOOKOAANUEVO OTNV ETAVE TTEQIOXN TOL TWARVA N OTN
oPEAYICN TOL AAOLUIVOXAPETOL. XTLTTAOTE ATTAAA KABE GWANVAPIO OE PIA OKANET EMPAVEID YIA VA
BeRaiwBeite OTI OAO TO TTPOIOV PPICKETAI GTOV TTLOPEVA TOL GWANVAPIOU.

4)  AQaIpECTE TOV ATTAITOLUEVO APIBUG CWANV®Y Rehydration Buffer tubes (TropTtokaAi r 11 alovuivoxapTo)
KAl TIOOCAPTACTE OTIG AVTIOTOIXEG BECEIC OTN Awpida (©Eon TTPoCAPTNONG 3, KWSIKOTIOINGN XWPIG XPWUA
oTO PA®I. AvaTpé€te otnv Ekova 1). ApaipéoTe Tov TTAovAZovVTA Q€A KAl KAEIOTE TO COKOLAJKI e
PEPUOLAP TPPAYIONG.

a. Na va e€acpalioTel N owoTn peTapopd, PePaiwbdeite OTI TO LYPO PPICKETAI OTO KATW UEPOG TOL
OWAAVA KAl Sev €ival TTPOOKOANUEVO OTNV ETTAVE TIEQIOXN TOL CWANVA N TN oPEAYICN TOL
AAOLUIVOXAPTOL. XTLTIAOTE ATTAA KABE CWANVAPIO O PIa OKANEA M@AVEIa Yia va Repainbeite OTI
OO TO TTPOIOV PPICKETAI OTOV TTUBUEVA TOL CWANVAPIOL.

5) TMNpoocdiopioTe Kal SIAXWEICTE TOV KATAANAO aplBud amd cwAnvapia avtispaong SARS-CoV-2 (N1 + N2)
reaction tubes (mpdaoivo 1 1G aAoLPIVOXAPTO) KAl TTPOCAPTACTE TA OTIC AVTIOTOIKEC BECEIC OTN AwpPida
(©¢on MpocdpTNONG 4, KWSIKOTTOINON UTTAE XOWUATOC OTO PAPI. AvaTpéETe oTny Eikdva 1).

a. Ag@aipéoTe Tov TTAeovalovia aépa KAl KAEIOTE TA AAOLUIVEVIO CAKOLAAKIA HE TO QEQUOLAP
oppdayiong.

b. TaTtndie€aywyn TG OWOTAG eavLdATWOoNG, REPAIBEITE OTI TO ADOPIAOTIOINUEVO TTPOTIOV PPICKETAI
OTO KATW PEPOC TOL CWAAVA KAl eV Eival TIPOCKOAANNUEVO OTNY £TTAVE TTIEQIOXN TOL TWAAVA 1) OTN
oPEAYICN TOL AAOLUIVOXAPETOL. XTOTIAOTE ATTAAG KAOE CWANVAPIO OE PIa OKANE ETIPAVEID YIA VA

BeRaiwBeite OTI OAO TO TTPOIOV PPICKETAI OTOV TTLOPEVA TOL TWANVAPIOU.
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Eikova 1. Awpisa avriSpactnpiov BD MAX™ TNA (TNA) amo 1o kit BD MAX™ ExK TNA-3.

AgEapevn
MPOCAPTOUEVOlI CWANVEG amopArTeY
AKOQ TTITIETTAG
#1 #2 #3 #4
: I O T I :
olle|e]|e
. LWOANVAG
. 2@Avag alrispaong
armoouvBeong/amodiouenong (1G) eflefofjo
PLBUIOTIKO
) ) SiiAvpa TTAboN ~—
IWAVAG eEaywyng eol|lefolflo
B4
(B4) PLBUIOTIKO SIGApHa AR A
IwAnvag avrispaong 1 (1A) EKTTALONG
#1 #2 #3 #4
PLBUIOTIKO SIAALHA ETAVLEATOONG Pugeggfglégpicg\r?gn

(n
8.3.3. PvOuIon opyavev BD MAX™

1) EmAEETE TNV KAPTEAD “Work List” (AioTa epyaciag) otnv 00ovn “Run” (EkTEAEON) OTO AOYIOUIKO CLOTAUATOG
BD MAX™ ¢k6.4.50A 1| YETAYEVEOTEONG.

2) ITO AvamTLuooOuevo pevolw “Test” (TeoT), emAé€Te VSARSCoOV2,FIUA+B,RSV (av Sev éxel Nén SnuiovpynBei,
avaTpéEte oTny evotnTa 8.3.1).

3) EmA&ETE TOV KATAAANAO apIBUO TTAPTISAC KIT (PPICKETAI OTO €EWTEQIKO KOLTI TOL KIT €£AYWYNG TTOL
XPNOIUOTIOIEITAI) ATTO TO AVATITOOCOUEVO HEVOL (TTPOCIQETIKA).

4) EBiocaydyete TOV apiBud avayvopiong ToL OWARVA PLBUICTIKOL SIAADUATOS SeiyUaTOg OTO TTAPABLEO
OWANV®V Selyuatog TNG NIOTAC £pYAOiAg, €iTe Je 0APWOoN TOL YPAUUMWTOL KWSOIKA UE TOV TAPWTN ME
XEIPOKIVNTN KATAXWEIoN.

5) ZOUTTANPWOTE TO TTAPABLPEO SelyUATOC/TALTOTNTAG ACBEVOULG /KAl EVTAENG TNG NIOTAG £pyaaciag Kal KAvTE
KAIK OTO KOLUTT "Save" (ATTOBRKeLON). TLVEXIOTE WG OTOL KATAXWPEICTOLY OAOI Ol TWAAVEG PLOUICTIKOV
Slahbuatog Seiypatog. BepaiwBeite O TO Seiypa/n TALTOTNTA ACBEVOLS KAl O OWANVEG PLOUICTIKOL
SIaAbUATOC SelyaATOG EXOLY AVTICTOIKIOTE UE AKPIBEI.

6) TOTTOBETHOTE TOV TTPOETOIMACUEVO CWANVA PLBUICTIKOL SIAALUATOC SelyATOG OTO PAPI BD MAX™,

7) TomoBethoTe TO PAPI OTO OLOTNUA BD MAX™ (To pd@l A TOTTOBETEITAl OTNV APICTEPN TTIAELPA TOL
oLoTAUATOG BD MAX™ kai 1o pdgl B otn 6e€1d TTAcLPA).

8) ToToBeTNOTE TOV ATTAITOLUEVO APIBUO Soxeidy BD MAX™ PCR Cartridge(s) oto cboTtnua BD MAX™,

9) KAeioTte TN BVPA TOL CLOTAWATOC BD MAX™,

10) KdavTe KAk oTnv emAoyn “Start Run” (Evapén ektéAeong) yia va Eekivaoel n Siadikaoia.
8.3.4 'EkGeon BD MAX™

1)  XITO KUOPIO HEVOD, KAVTE KAIK OTO KoLWTT “Results” (AToTeAéouaTa).
2)  Kavte SITTAO KAIK OTNV eKTEAECN OTN AiOTa ) TTATAOTE TO KOLUTT " View" (MPoBoAR).
3) Kavte KAk oTnV emAoyn “Print” (ExTOTION) Kai eTMAEETE: “Run Details, Test Details and Plot..." (AemTopépeleg

EKTEAEONC, AETTTOUEPEIEC TECT KAI AKOAOLOIA...)
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4) Kavte KAk oTo kovpti “Print or Export” (EktoTi@on ) E€aywyn) otnv oBovn “Run Reports” (EkTéAeon

EKOECEWY).

9. Epunveia amoteAeocudarwv

Na AETTTOUEPN TTEQIYPAPH TOL TOOTTOL AVAALONG §e50UEVV, AVATPESTE OTO EYXEIPISIO XONOTN TOL CLOTHUATOS BD
MAX ™,

H avdaAvon Twv dedopévav viveral amrd 1o AOYICUIKO BD MAX ™ GOupva Pe TIC odnyieg Tou KaTaokevaoTn. To
AOYIOUIKO BD MAX ™ avapépel TIpEG Ct kal KAuTOAES evioxLong yia KABe KAVAA avixVeLTr) KABe SeiyuaTog TTov

EAEYXETAI E TOV AKOAOLOO TPOTTO:

- H 1y Ct 0 vmmrodeikvuel o1 Sev LTTOAOYIOTNKE TIUA Ct aTTd TO AOYICUIKO e TO KABOPIoUEVO KATW®AIO (BA. Mivaka 2).

H KautmOAN evioxuong ToL SeiyhaTog o eugavilel Ty Tiun Ct"0" TpéTel va eAeyxBei xeipokivnTta.
- H mipry Ct -1 uTmodeikvLEl OTI Sgv £xel TToAYUATOTTOINOEl SIadIKATia evioxLuong.

- OmoiadnToTe AAAN TR Ct TTEETTEN VA €QUNVELETAI OE CLOXETIOUO WE TNV KAWTTOAN evioXLONG KAl COUPWVA PE TIG

08NYieC EpuNVEIag SeiyuaTog TToL TTEPlyPA@ovTal oToLG Mivakeg 8 kal 9.

EAEYETE TO OAUA ECWTEPIKOL UAPTLEA YIA VA ETTAANBEVOETE TN CWOTH AEITOLPYIA TOL PEIYUATOG evioxuong. EmTTAtoy,

BePalwBeite OTI Sev LTTAPXEI EKBECN TNG ATTOTLXIAG TOL CLOTAKWATOG BD MAX™,

Ta amoteAéopata Ba mpérel va SiaPAalovTal Kal va avaAbovTal XoNOIUOTTIOIVTAG TOLS AKOAOLOOULC TTIVAKEC:

a. IwAnvapio avTtispaong Flu A, Flu B & RSV reaction tube: Snap-In 2

fpirn A | Tpimn B RSV Ecwrepikég ,
(475/520) | (585/630) | (630/665) ‘(‘5";(;;’5"6‘;;3 Eppmviia

+ + + +/-1 AvixvedOnke RNA Tpirtng A, I'pirng B ka1 RSV1

+ - - +/-1 AvixvebOnke RNA Tpiting A, Acv avixvebOnke RNA Tpimng B kai RSV1
+ + - +/-1 AvixvevOnke RNA Tpitng A kai Fpitng B, Aev avixvedbOnke RNA RSV1
+ - + +/-1 AvixvebOnke RNA lpitng A kai RSV, Aev avixvebOnke RNA pitrng B1
- + - +/-1 AvixvevOnke RNA Tpiting B, Aev avixvebOnke RNA lpitrng A kai RSV1
- + + +/-1 AvixvebOnke RNA lping B kai RSV, Agv avixvedbOnke RNA lpimng A1
- - + +/-1 AvixvevOnke RNA RSV, Aev avixvevbOnke RNA lpittng A kai I'pitrng B!
- - - +2 Agv avixvebOnke RNA Tpitng A, Fpitng B kai RSV2

Mn emAvpévo (UNR) ammotédeopa mov AapBaveral mapouvaia
avacToAéwv oTnv avrispaon PCR ) 6tav mpokOWyel Yeviko TpopAnua (To
OTTOI0 8EV AVAPEPETAI ATTO KWSIKO TPANUATOG) HE Ta PApATA
eme§epyaoiag n/kai evioxpong deiyparog.2

Acapic amoréheopa avalvong (IND). Adye amoTuxiag Tov CLOTAUATOS
IND IND IND IND BD MAX™, To amoTéAeoua TNG AvVAALONG £UpAVIeTal O& TTEPITITOON
QTmOTLXIAG OPYAVOL TTOL CLVSEETAI UE KGSIKO GPAANMATOG.

Atelég amotéleopa avalvong (INC). Adye amoTuyiag Tov CLOTHUATOS
INC INC INC INC BD MAX™, To amoTéAeoa TNG AVAALONG EUpAVIeTal GE TTEPITITOON
amoTuXiag MANPOLG EKTEAEONG.

Mivakag 8. Epunveia deiyparog yia To cwAnvapio avrispaong Flu A, Flu B & RSV reaction tube

+: Mpoékvye evioxvon
-: Aev TpoEKLYE evioxvon
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1 Eva &eiypa Bewpeital OeTikd edv n Tipr Ct mov AauBaverail gival pikpoTtepn amd 40. O e0WTEQIKOG UAOTLEAG UTTOPE! VA
eupavifel ) Oxl &va onua evioxpong EmeIdn Evag PEYAAOG APIBUOG avTIYPAPWY OTOXOL WTTOPE VA TIPOKAAECE
TTOOTIUNCIAKA £VIOXLON VOLKAEKGOV OEEWY CLYKEKPIUEVOL OTOXOL AVTI TOL ECWTEPIKOL PAPTLEA. L€ AVTEG TIG TIEPITITAOEIG,

N AVIXVELON TOL ECWTEPIKOL PAPTLPA &gV gival ATTAPAITNTN.

2 'Eva Seiypa Bewpeital apvnTiko, €av TO Seiypa ev eupavilel onua evioxuong OTO CLOTNUA AVIXVELONG, AAAG O
EC0WTEPIKOG PAPTLPAG eival BeTIKOG (Ct pIkpoTePO amd 40). H avaoToAn TG avtidpaong PCR pmmopei va ammokAeIoTel e
TNV €vioXLon TOL €0WTEPIKOL PAPTLEA. L€ TIEQITTITAON WN €mMALPEV@Y amoTeeoudTtwv (UNR), amouvoia onuatog

EC0WTEPIKOL PAPTLEA O€ APVNTIKO Selyua, CLVICTATAI N EMAVAANYN TNG AVAALONG.

b. IwAnvapio avtiSpaong SARS-CoV-2 (N1 + N2) reaction tube: Snap-in 4

SARS-CoV-2 Evboyevig SARS-CoV-2
(o10x06 N2) E0WTEPIKOG (o160 N1) Epunveia
(475/520) ‘(‘::(;75‘2‘35';‘ (630/665)
+ +/-3 + AvixvedTnKe RNA yovidiov N SARS-CoV-23
+4 +/-3 - AvixvebdTnke RNA yoviSiov N SARS-CoV-234
- +/-3 +4 AvixvedTnKe RNA yovidiov N SARS-CoV-234
- +5 - Agv avixvebTnke RNA yoviSiov N SARS-CoV-25

Mn emAvpévo (UNR) amotédecpa mouv Aappaveral
TMapouvoia avacToAéwv oTnv avrispaon PCR n oTav
MPOKLWEl YevIKO TPOPBANMa (To omoio  Sev
avapEpeTal amo KWSIKO opAANMATOG) Ye Ta BRuara
eme€epyaoiag n/kai gvioxpong Seiyparog.s

Acapig amotéheopa avalvong (IND). Aoyw
amotuxiag TOL ovoTAUAatog BD  MAX™. To
IND IND IND amotéAeoua TNg avdaAvong  eugaviletar o€
TMEPITITON ATTOTLXIAG OPYAVOL TTOL OULVEEETAI ME
KWSIKO TPANUATOG.

Atehéig amoréheopua avalvong (INC). Adyw
INC INC INC amorvuxiag Tov ovoTnparog BD  MAX™. To
amotéAeoua TNg avdaAvong  eugaviletar o€
MEPITITEOON amoTuXiag MANPOLG EKTEAEDNG.

Mivakag 9. Epunveia deiyparog yia To cwAnvapio avrispaong SARS-CoV-2 (N1 + N2) reaction tube

+: Mpoékvye evioxvon

-: Aev TTpoéKLYE evioxvon

3 'Eva &eiypa Bewpeital BeTikd €dv n Tiun Ct mou AapPaveral eival uikpoTepn amo 40. O evOOYEVAG ECWTERIKOG HAPTLPAG
(IC) pmropei va eugavilel ) Oxi éva onua evioxoong. OPICUEVES POPES, N avixvevon IC Sev gival ATTaPAITNTN, ETTEISH EVAG
HEYAAOG apIBUOG AVTIYPAPWY OTOXOL UTTOPEI VA TTOOKAAETE! TIDOTIMNGCIAKK EVIOXLON VOLKAEKGV OEEWV CLYKEKPIUEVOL

OTOXOVL.

4 EQv evIoXLOE YOVO pia BEon-oTOXOG TOL YoVvISiou N, eMAANBeLOTE TO CIYUOEISEG OXAUA TNG KAUTTOANG KAl TNV éviaon
TOL POOPICHOV. L TTEPITITWON AUPICNUNG EPUNVEIAS, AVAAOYA HE TO SIABECIUO LAIKO, CLVIOTODWE £TTIONG VA TTPOPREITE

OTIG €ENG EVEPYEIES:
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a) emaveEaywyr Kal ETAVEEETACN VOGS AANOL KAAOUATOG TOL iSI0L SelyuaTog (eav aLTO eival EQPIKTO, ALENOTTE TOV
OyKo TOL SeiyuaTtog oe 750 pl) n

B) ocLANoyN véou SeiyuaTog kal eraveEéTaon,.

5 Y& TEPITTON apvNTIKOL ATTOTEAECHATOG VYIA TIG BETeIG-OTOX0LS ToL SARS-CoV-2, o IC mpémel va eugavilel ofua
evioxpong pe Ct pikpoTepo Tou 35. H i Ct umropei va eu@avidel JeyAAeG SIAKLUAVOEIG ETTEISN O EVOOYEVNG E0WTEPIKOG
MAPTLEAG Eival Eva AVOPWTTIVO SIAXEIPIOTIKO YOVISIO TTOL TTEETTEl va LTTAPXEI O OAA TA AVOPMOTTIVA EUTTOEPNVA KOTTAPA
TOL APXIKOL SeiypaTog. Edv Sev vTTdpxel oNua ) N TiuA Ct eival 2 35 yia Tov evoyevn é0wWTEPIKO YAPTLPA, TO ATTOTEAETUA

BOewpeital 'Mn emALUévo' kal aTtarreital eavegeTaon.

1€ TTEQITITCOON CLVEXWV AUPICNUWY ATTOTEAECUATWY, CLVIOTATAI VA EAEYEETE TIG 0dNYieG xpnong kal Tn Siadikacia
e€AYWYNG TTOL XENOIUOTIOIEI O XPNOTNG, YIA VA eTMRERAIDTETE TNV 0PON ekTEAeON KABE PripaTog RT-gPCR kal Tewv

QAVTIOTOIXWVY TTAPAPETPWY, KABWCS KAl VA EAEYEETE TO OIYUOELISEG OXAA TNG KAPTTOANG KAl TNV £vTaon ToL GOOPICUOUL.

Ta amoTeAéouaTa TOL TEOT OA TTPETTEN va AgIoAOYOLVTAl ATTO £vaV ETTAYYEAUATIA LYEIAG OTO TTAQICIO TOL IATPIKOL

ICTOPIKOV, TV KAIVIKQV COUTITOUATWV KAl AANDV SIAYVOOTIKGYV EETACEWY.
10. Neplopiouoi TOL TEOT

o Ta ATTOTEAECUATA TOL TECT OA TTPETTEI VA AEIOAOYOULVTAI ATTO EVAV ETTAYYEAUATIA LYEIAG OTO TTACICIO TOL IATPIKOL
ICTOPIKOV, TV KAIVIKQV COUTITOUATWY KAl AAADY SIAYVOOTIKWY eEETATEWY.

e Av Kal aQuth n avdaivon pmopel va xpnolyotmoinBei pe AAAOLG TOTTOLG SEIYUATWY, E£XeEl ETTIKLEPWOE e
PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXQIOUA TTOL CLAAEYETAI Ot VM.

e A TNV 0pON EKTEAECN TOL TEDT, TO ALOPIAOTTOINUEVO TTOOIOV TTRETTEI VA BRICKETAI OTO KATW UEPOG TOL TWANVA
KAl va PNV gival ToOOKOAANUEVO OTNV ETTAVG@ TTEQIOX) TOL CWAAVA 1) OTN CEEAYICN TOL AAOLUIVOXAPTOL.
XTOTTAOTE ATTAAA KABE TWANVAPIO O PIa OKANEN £MPAvelid yia va BeRalwBeite 6Tl OAO TO TTPOIOV PPICKETAI OTOV
TTLOPEVA TOL CWANVAPIOL.

e H eupdvion TOL PIiYHATOG TNG avTiSpaong o€ OTABEPOTIOINUEVN HOP®PH, CLVABWG OToV TLOWEVA TOL
owAnvapiov, n omoia dlagépel amd TN CLVABN (XWPEIC KWVIKO OXAUA, AVOUOIOYEVAGS, HIKOOTEQO/UEYAADTEQO
HEYEDOGC /KAl XpUA TTOL SIAPEPE! ATTO TO AELKWTTO), SV TPOTTOTTIOIEI TN AEITOLPEYIKOTNTA TOL TEOT.

e H moiotTnTa TOL TEOT EEAPTATAI ATTO TNV TTOIOTNTA TOL SEiYUATOC. MPETTEl VA LTTAPXEI CWOTA £EAXOEV VOLKAEIKO
ofL amd Ta AVATIVELOTIKA SeiypaTa.

e To 1e0T ALTO €ival TTOIOTIKO, SNAQSK &€V TTAPEXEI TTOCOTIKES TIMEC KAI SV LTTOSEIKVOEI TOV APIOUO TV LTTAPXOVTWY
HIKOOOPYAVIOUGV.

o EvoéxeTal va eviomoToLV €EQIQETIKA XAWNAG ETTiTTeda OTOXOL, KATW aATO TO OPIO AVIXVELONG, GAAG TA
ATTOTEAECUATA £VEEXETAI VA PNV gival SuvaTdy va avamapaxoouv.

e YTApxel mMOaAvOTNTA YIA WELSWS OETIKA ATTOTEAEOUATA AOYW SIACTALEOLHEVNG HOALVONG aTmd SARS-CoV-2,
Fpitin A, Fpittn B /kal RSV, €ite ammo Seiyuata TToL TTEQIEXOLY LWNAEC CLYKEVTOWOEIC RNA-OTOXOUL €ite uOALVON
e€aImiag mpoidvTwy PCR atmmd mponyoLueveg avTiSpAoelg.

e Ol OLYKEKPIPEVOI CLVELACHOI EKKIVNTGV KAl AVIXVELTWV YIA TNV AVIXVELON TWV SIATNENUEVOVY TTEQIOXWY TOL
yovisiou N (SARS-CoV-2) Tou xpnaoiuotrolobvTal oTo KIT avixvebong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real
Time PCR Detection Kit for BD MAX™ System £xouv oxediaoTei paoel Tng avaivong Tov CDC 1wV HMA yia Tnv

€161k avixvevon ToL SARS-CoV-2 HECW TNG evioxuong SVO LOVASIKGV TTEPIOXWY TOL YoViIsiou N. Aev epgavifovy
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ONUAVTIKEC CLVSLACEVES OUONOYIEC PE TO AVOPMTTIVO YOVISIUA, TNV avBpOTTIVN WIKPOXAWPEISA, Tov SARS-CoV
1 AAOLG KOPWVOIOLGS, Ol OTTOIEC UTTOPOLY VA 0SNYNCOLY CE AVAUEVOUEVA WELSWS BETIKA ATTOTEAECUATA.
o WeLSMG apvNTIKA ATTOTEAECUATA PTTOPEI VA TTPOKLWOLY ATTO SIAPOPOLS TTAPAYOVTES KAl TOLG CLVSLACUOVLS
TOLG, OTTWG:

o AKATAAANAEC pEBOSOI GLANOYNC, HETAPOPAC, ATTOBAKELONG /KAl XEIPITUOL TV SEIYUATWYV.

o AKATAAANAeC Siadikaoieg emmeEepyaoiag (cuputepIAaupavouivng TNG e€aywynsg RNA).

o YmoRdBuion 1oL 10yevoLS RNA KaTd TNV ATTOCTOAM, TNV ATTOBNKELON N/KAI TNV ETEEEPYATia TOL
SelypaTtog.

o METAAAEEIC 1| TTOALHOPPICUOI OTIC TTEPIOXEG SECHELONG EKKIVNTV 1N AVIXVELTWYV TIOL UTTOPEI va
ETTNEEACOLY TNV AVIXVELON VEWV M AYVWOTWY TTAPAAAAY®V ToL SARS-CoV-2, TnG Mpittng r/kai Tou RSV.

o loyevéc popTio oTO Seiyua KATW aATTO TO OPIO AVIXVELONG YIA TNV AvAALon.

o MNapovacia avacToAéwy RT-gPCR ) GAAGYV TOTIV OLCIWY TTOL SNUIOLEYOLY TTAPEUPROAEG.

o MnTApNnoN TV 06NYIGV XPNong Kal TNG SiIadikaciag avaluong.

e YTO OWANVAapIo avtiSpaong SARS-CoV-2 (N1 + N2) reaction tube, n evioxvon Piag pegovwpévng B£ong-oToXoL
N akOPA Kal T TuXaia BETIKA ATTOTEAECUATA LTTOSEIKVVOLY PIA EAAPPWMS SIAPOPETIKA ATTOS00N £VIOXLONG TNG
B¢ong-otoxoL ToL Yovidiov N. Ta SeiypaTa e XAUNAO I0YEVEC QOPTIO UTTOPE va odnyhoouv o¢ evioxuon Wiag
pePoVwPEVNG BEéong N. L& TEPITITON APPIPOAIAG, CLVICTATAI VA ATTELOLVOEITE O Eva EQYACTAPIO AVAPOPAG
YIQ TTEQAITEQ TEDTT.

e Oplouéva beiypata (oe owAnvapio avriSpaong SARS-CoV-2 (N1 + N2J reaction tube) umope va pnv
kaTadeioLy KAUTTOLAEG evioxuong RNase P e€aimiag Tou XapnAoL apiBuol avBpTTIVGYV KUTTAPWY OTO APXIKO
KAIVIKO &eiypa. Eva apvntikd ofjua IC Sev atokAeiel Tnv Tapovaia RNA Tou 100 SARS-CoV-2, Tng Mpiting f/Kal Tov
RSV o¢ éva kAIVIKO Seiyua.

e 'Eva BeTikO amoTéAeoua Sev LTTOSEIKVLEN KAT AVAYKN TNV TTAPOLCia PIOCIUGY 1V ) OTI ol ev AOY® 10i €ival
HOALCUATIKOI 1) ATTOTEAOLY TOLC AITIOAOYIKOUG TTAPAYOVTES YIA TA KAIVIKG COUTITOMATA. QOTOCO0, £va BETIKO
ATTOTEAECUA LTTOSEIKVVEI TNV TTAPOLGIA KGOV AAANAOLXIV-OTOXWV.

e Ta apvnTikd amroTeAéouaTa Sev atokAgioLy TN AoiwEN atrd SARS-CoV-2, Tpitn r/kal RSV kai bev mpéTel va
XPNOILUOTIOIOLVTAI WG N HOVASIKA BACN Yia TN BepaTTeid 1 yia AAMEG ATTOPATEIG SIAXEIPIONG ATOEVV. Agv £XOLV
TIPOCSIOPIOTE OI BEATIOTOI TOTTOI SEIYUATWY KAl O XOOVIOUOC YIA TA PEYIOTA I0YEVH ETTITTESA KATA TN SIAPKEID TV
AOIMEEWY TTOL TIPOKAAOLVTAI aTTd Tov SARS-CoV-2 kal véa oTeAéxn TNG MpimNg A. H GLAAOYF TTOAATTAGY
SEIYUATWV (TOTTGV KAl XPOVIKGV onueiv) amo Tov iSlo aocBevn eveEXeETal va gival amapaitnTn yia TNV avixveoon
TOL 10V,

e Edv o1 SIayvwOoTIKES €EETATEIC VIO AAAEG AVATIVELOTIKEG ACOEVEIES €ival APVNTIKES KAl N KAIVIKN €KOVA JE TIC
EMONUIOAOYIKES TTANPOPOPIEG TOL ACBEVOLG LTTOSNAGVOLY OTI ival TNIBAvVA N Aoiuwén ammd SARS-CoV-2, Ipitn
n/kal RSV, Ba mpérel va e€eTaoTel TO evoeXOUEVO DTTAPENG WELSWG APVNTIKOL ATTOTEAECUATOG Kal va ovlnTnOei
n emavegETaon Tov acBevoLg.

e Y& TIEQITITWON EUPAVIONG MnN EMALUEVY, ACAP®OV N ATEAQV ATTOTEAECUATWY XPNOIUOTIOIOVTAG TO KIT
avixvebong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System, 6a
XPEIQOTE ETAVAANWN TOL TEOT. MN ETMALPEVA ATTOTEAECUATA UTTOPEI VA OPEIAOVTAI OTNY TTAPOLCIA AVACTOAEWV
oTo &eiyda ) o€ AavBaopévn emavoudAatwon ALOPIAOTTOINUEVOL CWANVA PeiyUaTog avTtispaong. Eav uTTapxel

BAGRN opydvou, Ba TPOoKLWOLY ACAPM 1 ATEAR ATTOTEAECUATA.
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11. NoloTIKOG EAeYXOG

To kit avixveoong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System Trepléxel
Evav ecwTePIKO PApTLEPA Ot KABE ocwAnvaplo avTibpaong Flu A, Flu B & RSV reaction tube kai évav evdoyev
E0WTEPIKO YAPTLPA O KABE owANVAapIo avTibpaong SARS-CoV-2 (N1 + N2) reaction tube, o otmmoiog empBepaicovel Tnv

0pON EKTEAECN TNG TEXVIKAG.

12. XapakTnpIioTIKa amodoong

12.1. KAIvIKA evaioOnoia Kal e1ikotnta

H kAivikry ammdédoon Tou kit avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD

MAX™ System &xel SoKIuaoTel EexwPIoTA o€ KABe owAnvapio avtiépaong.

H kAIvIKr) amodoon Tou owAnvapiov avTtispaong Flu A, Flu B & RSV reaction tube SokiudoTtnke xpnoiuoTTolovTag 344
AVATIVELOTIKA SeiyUATA (CTOUATOPAPLYYIKA ETIXOICUATA) ATTO CLUTITWUATIKOLG aoBeveig. Ta ATTOTEAECUATA ALTA

OLYKPIBNKAV PE ALTA TTOL EAPONC AV PE PIA YOPIAKH UEBOSO avixvevong (cobas® Influenza A/B & RSV (Roche)).

Ta ammoTeAECUATA EiXAV WG EENG:

cobas® Influenza A/B & RSV (Roche)
+ - IOVOAO
Flu A, Flu B & RSV reaction
tube + 157 2* 159
- 7* 178 185
IOVoAo 164 180 344

Mivakag 10. IuyKpITIKA amoTeAéoparta yia T Fpimn A.

To TTOCOOOTO CLUPWVIAG BETIKAV ATTOTEAECHATWYV gival >96% KAl TO TOCOOTO CLHPWVIAG
APVNTIKGOV ATTOTEAECUATRV >99%.

*H xaunAn mooortnta template RNA o€ auTto TO QvarTveLOTIKO Seiyua gival KATw armo To OPIO AVIXVELONG TNG UEBOSOL TTOL

XPNOIUOTTOINONKE.
cobas® Influenza A/B & RSV (Roche)
+ - I0VoAo
Flu A, Flu B & RSV reaction . 99 4+ 103
tube
- 1* 240 241
I0VoAo 100 244 344

Mivakag 11. IuykpITika amoteAéopara yia tn Fpimn B.

To TOCOOTO CLUPWVIAG BETIKAOV ATTOTEAEOHATWV gival >99% KAl TO TOCOOTO CLUPWVIAG
APVNTIKGOV ATTOTEAECHATAV >98%.
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*H xaunAn moooTtnta template RNA o€ QuTo TO AVATTVELOTIKO Selyua ival KATw armd To OPIO AvixVeLONG TNG UEBOSOL TTOL
XPNOIUOTTOINBNKE.

cobas® Influenza A/B & RSV (Roche)

+ - I0VoAo
Flu A, Flu B & RSV reaction 22 4* 26
tube
3* 315 318
, 25 319 344
IbvVoAo

Mivakag 12. IuyKpPITIKA amoTeAéouara yia Tov RSV.

To MOOOOTO CLUPWVIAG BETIKAOV ATTOTEAEOHATWV gival >88% Kdal TO TOCOOTO CLUPWVIAG
APVNTIKGOV ATTOTEAECHATAV >99%.

*H xaunAr moooTtnTa template RNA oe auTtd 1o avamveLoTikO Seiypa eival KATw Ao To OPIo avixveuong TNG HEBOSOL TTOL
XPNOIUOTTOINONKE.

H kAIvikr) artodoon Tov cwAnvapiov avtidpaons SARS-CoV-2 (N1 + N2) reaction tube SokiydoTnke XonoIUOTTOIVTAG
254 avarvevuoTIKA SeiypaTta (PIVOPAPLYYIKA ETIXQICUATA OE JECO PETAPOPAC Vircell) amrd aoBeveig ye KAIVIKY bTTowia
vooou COVID-19 1 AAMa 1TTapouola avarnvevuoTKA voonuata. Ta amoTeAéouaTa oLyKpiONKav e avta TToL
eNfpBnoav amd TNV KAIVIKA SiIdyvwon pécw TNG avaivong Simplexa™ COVID-19 Direct, evéo n avdaAvon

acuLuPviag (discrepant analysis) TToayuaToTTOINONKE Pe TO TIPWTOKOAAO Charité.

EvaAAakTikég avalboeig RT-PCR
+ - I0VoAo
SARS-CoV-2 (N1 + N2) reaction
tube + 63 2% 65
- 0 189 189
IOVolo 63 191 254

Mivakag 13. IvykpITIka amoTteAéopara yia tov SARS-CoV-2.

*H apyxikn 8IAyvwon evog ek TV SVO SElYUATOV ATAV AKLEN KAl Ava®EEONnKe OTOV AoBevh WG BETIKNA yia TNV TTEPI0SO TEOANWNG Kal

Kapavrivag.

To cwAnvdplo avtiSpaong SARS-CoV-2 (N1 + N2) reaction tube avixvevoe 0o Betikd Seiypata, Ta omoia bev

avixvevdnkayv pe xoHon TNG avaivong Simplexa™ COVID-19 Direct kal Tou TpwTokOAoL Charité.

To MNocooTO CLUPWVIAG BETIKGWY ATTOTEAeCUATWY (PPA) Kal To NMocooTd CLUPWVIAG APVNTIKWY ATTOTEAECUATWV

(NPA) yia To cwAnvapio avtiSpaong SARS-CoV-2 (N1 + N2) reaction tube gival >99% kai 98%, avticToixa.
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Ta amoTteAéouaTa Seixvouyv éva LYNAO TTOCOOTO CLUPWVIAG OOV APOPA TNV AVIXVELON TWV 1V SARS-CoV-2, MpiTTNG
A, Tpitng B ry/kal RSV xpnoiyotrolcovTag 1o KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR
Detection Kit for BD MAX™ System.

12.2. EvaioOnoia availvong

To kit avixveoong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD MAX™ System éxel Oplo
avixvebong = 10 avtiypa®a yoviSiopatog ava avridpacon yia tn Fpimn A, = 20 avriypa®a yoviSiopuatog ava
avtiépaon yia Tn pitn B, 2 2 avTtiypada yoviSIdUAToS ava avtispaon yia Tov RSV kal 2 5 avTiypagpa yoviSieouaTog
ava avtiSpaon yia Tov SARS-CoV-2, pe TooooTd BeTIKOTNTAG = 95% (EikOVES 2, 3, 4, 5 kal 6).

Eikova 2. Ieipd apaieong Tng eéKTéAeong mpoTdmou Mpimng A (2*104-2*101 avriypaga ava avrispaon) oto ocbotnua BD MAX™ (kavaAl
475/520 (FAM)).
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Eikova 3. Ieipd apaiwong Tng ekTéheong mpoTbmou Mpitng B (2#104-2*10' avriypaga ava avrispaon) oto cbotnua BD MAX™ (kavaAi

585/630 (ROX)).
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Eikova 4. Ieipd apaieong TnG ekTéAeong mpoTOhTov RSV (2%106-2*10" avriypaga ava avrispaon) oto cbotnua BD MAX™ (kavaAi 630/665
(Cy5)).
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b

Eikova 5. Ieipd apaiwong TnG ekTéAeong mpoThoLv SARS-CoV-2 (N1 + N2) (9,9%104-9,9%10° ka1 5,0¥10° avTtiypaga ava avrispaon) oto
obotnua BD MAX™ (kavaAi 475/520 (FAM)).
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Eikova 6. Zeipd apaiwong Tng ektéAeong mporomou SARS-CoV-2 (N1 + N2) (9,9*104-9,9*10° kai 5,0¥10° avriypaga ava avrispaon) oto
obotnua BD MAX™ (kavai 630/665 (Cy5)).
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12.3. AvaALTIKN &8IKOTNTA

H e161kdTNTa TNG avaAvong SARS-CoV-2, Flu (A+B) & RSV emPepaicdnke e€eTAlovTaAg £va TTAVEN ATTOTEAOVLUEVO ATTO
SIAPOPETIKOVLS PIKPOOPYAVICUOVLS TTOL AVTITTIPOCMTIELOLY TA TTIO KOIVA AVATIVELOTIKA TTABOYOVA. AV QVIXVELONKE
S1IA0TALEOLPEVN AVTISPACTIKOTNTA PETAEL TV AKOAOLOWY UIKQOOPYAVICU®Y TTOL EEETACTNKAY, We e€aipeon TA

TTABOYyOVA-OTOXOLG KABE avaAuong:

'EAEYXOG S1a0TALPOVUEVNG AVTISPACTIKOTNTAG
TOTTOI AVOP@TIVOL adevoiol 1-5, 8, 16¢ Influenza A/Netherlands/398/2014 - l6G Influenza A/chicken/Hong y
- -/+
15, 31, 40 ka1 41 (H3N2) (kAadog 3C.3q) /+ | Kong/G9/1997 x PR8-IBCDC-2 (H?N2)
16¢ Influenza
160G Influenza A/Netherlands/2393/2015 | -
Bokaiog - ) A/Chicken/Myanmar/433/2016 -/+
(H3N2) (kAadog 3C.2q) /+
(HON2)
) . 16¢ Influenza A/Newcastle/607/2019 - | log Influenza A/Hong Kong/1073/99
Bordetella bronchiseptica - -/+
(H3N2) /+ (HIN2)
16¢ Influenza A/Hong
. 166 Influenza A/New York/39/2012 -
Bordetella holmesii - (H3N2) / Kong/33982/2009 (HPN2) x PR8- -/+
+
IDCDC-RG26
Bordetella parapertussis - 16¢ Influenza A/Ohio/2/2012 (H3N2) /_ |6¢ Influenza B/Brisbane/60/2008 -/+
+
Bordetella pertussis - | l6¢ Influenza A/Perth/1001/2018 (H3N2) /_ 16¢ Influenza B/Colorado/6/2017 -/+
+
16¢ Influenza A/Singapore/INFIMH-16- -
Chlamydia caviae - 16¢ Influenza B/Malaysia/2506/2004 | -/+
0019/2016 (H3N2) /+
rovotumog Chlamydia psittaci A 16¢ Influenza A/South Australia/55/2014 | - )
- 166 Influenza B/Maryland/15/2016 | -/+
kai C (H3N2) /+
16¢ Influenza A/South Australia/55/2014, | -
Chlamydophila pneumoniae CM-1 | - 16¢ Influenza B/Netherlands/207/06 | -/+
IVR-175 (H3N2) /+
16¢ Influenza
AVOPQOTIVOG KOPWVOIOG 229E, 16¢ Influenza -
- B/Netherlands/2518/2016 (kAadsog | -/+
OC43, NL63 kal HKU1 A/Switzerland/9715293/2013 (H3N2) /+ 1)
Kopwvoidog MERS - 16¢ Influenza A/Texas/50/2012 (H3N2) /_ 160G Influenza B/Nevada/3/2011 -/+
+
Kopwvoiog SARS 160G Influenza A/Thiringen/5/2017 (H3N2) | - )
- 106G Influenza B/New Jersey/1/2012 | -/+
Y1éAexog Frankfurt 1 (kA&S0g 3C2a.1) /+
SARS-CoV-2 oTéAexog
16¢ Influenza A/Uruguay/716/2007 - )
BetaCoV/Germany/BavPat1/2020 | -/+ 166 Influenza B/Texas/02/2013 -/+
: (H3N2) (NYMC X-175C) /+
p.
SARS-CoV-2 otéAexog 2019- -
-/+ | 16¢ Influenza A/Victoria/210/2009 (H3N2) 160G Influenza B/Townsville/8/2016 -/+
nCoV/ltaly-INMI1 /+
SARS-CoV-2 ammtopovmuévo 16¢ Influenza A/Victoria/361/2011 -
-/+ 16¢ Influenza B/Canberra/11/2016 | -/+
oTéAexos Australia/VIC01/2020 (H3N2) /+
SARS-CoV-2 aTTOpOV@UEVO 16¢ Influenza A/Victoria/361/2011 IVR- -
-/+ 16G Influenza B/Florida/4/2006 -/+
oTtéhexog Wuhan-Hu-1 165 (H3N2) /+
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'EAEyXOG S100TALPOVUEVNG AVTISPACTIKOTNTAG
SARS-CoV-2 oTéAexog ) . - ) .
-/+ | log Influenza A/Anhui/01/2005 (H5N1) 16¢ Influenza B/Florida/07/2004 -/+
2019nCoV/USAWAT1/2020 /+
) 16¢ Influenza A/Anhui/01/2005 x PR8- - 16¢ Influenza
EvTepoiog 68 kal 71 - -/+
IBCDC-RGé (H5N1) /+ B/Guangdong/120/2000
16¢ Influenza
. . . i - l6G Influenza B/Hubei
Enterovirus Echovirus 11 kai 30 - A/chicken/Vietham/NCVD-016/2008 . -/+
/+ | Wujiagang/158/2009 (NYMC BX-39)
(H5N1)
16¢ Influenza
Evrepoiog Coxsackievirus A24, A9 ) i - ) )
B3 - A/chicken/Vietnam/NCVD-016/2008 x / |06 Influenza B/ Jiangsu/10/2003 -/+
Kal +
PR8-IDCDC-RG12 (H5N1)
16¢ Influenza
- 16¢ Influenza
Haemophilus influenzae MinnA - A/chicken/Vietnam/NCVD-03/08 -/+
/+ B/Massachusetts/2/2012
(H5N1) - PR8-IDCDC-RG25a
l6g Influenza A/Brisbane/02/2018, y 16¢ Influenza - 16¢ Influenza /
-/+ -/+
IVR-190 (HIN1)pdmO09% A/chicken/Yunnan/1251/2003 (H5N1) | /+ | B/Netherlands/365/2016 (kAadog 3)
160G Influenza 16g Influenza A/common magpie/Hong | -
-/+ 16¢ Influenza B/Phuket/3073/2013 | -/+
A/California/7/2009(HIN1)pdm0? Kong/645/2006 (HSNT) /+
l6¢g Influenza A/Dominican l6¢ Influenza A/duck/Hunan/795/2002 -
. -/+ 166 Influenza B/Texas/06/2011 -/+
Republic/7293/2013 (HIN1)pdm0? (H5N1) /+
|6¢g Influenza
A/Massachusetts/15/2013 -/+ | 16¢ Influenza A/Egypt/321/2007 (HS5N1) / 16¢ Influenza B/Wisconsin/1/2010 -/+
+
(HIN1)pdm09
16¢ Influenza A/Michigan/45/2015 y 16¢ Influenza A/Egypt/321/2007 x PR8- - | 160G Influenza B/Wisconsin/1/2010 BX- /
-/+ -/+
(HIN1)pdmO09 IDCDC-RG11 (H5N1) /+ 41A
16¢ Influenza 16¢ Influenza A/Egypt/3300-
A/Netherlands/1250/2016 -/+ NAMRU3/2008 x PR8-IDCDC-RG13 / Legionella bozemanii -
+
(HINT)pdmO9? (kA&dog 6B.1) (H5N1)
16¢ Influenza A/New 16¢ Influenza A/Egypt/N03072/2010 -
-/+ Legionella dumoffii -
Caledonia/20/99(HINT1) (H5N1) x PR8-IDCDC-RG29 /+
16¢ Influenza A/New York/18/2009 16¢ Influenza A/Hong Kong/213/2003 -
-/+ Legionella longbeachae -
(HIN1)pdm09 (H5N1) /+
l6¢g Influenza
16¢ Influenza A/Hubei/1/2010 (H5NT) x -
A/Singapore/GP1908/2015, IVR-180 | -/+ Legionella micdadei -
PR8-IDCDCRG30 /+
(HIN1)pdm09
l6G Influenza A/Sydney/134/2018 166 Influenza A/India/NIV/2006 xPR8- - . )
-/+ Legionella pneumophila -
(HIN1)pdm09 IBCDC-RG7 (H5NT1) J+
16¢ Influenza A/Victoria/2040/2018 y 16¢ Influenza A/Japanese white - | AVOP@TIVOG PETATTVELPOVOIOG A KAl
-/+ -
(HINT)pdmO09 eye/Hong Kong/1038/2006 (H5N1) /+ B
16¢ Influenza A/Vietnam/1194/2004 -
106G Influenza A/PR/8/34 (HINT) -/+ Moraxella catarrhalis -
(H5N1) /+
16¢ Influenza A/Brisbane/117/2018 16G Influenza A/Vietnam/1194/2004 - )
-/+ Mycoplasma pneumoniae -
(H3N2) (NIBRG-14) (H5N1) /+
16¢ Influenza A/Brisbane/1028/2017 y 16¢ Influenza A/Vietnam/1203/2004 x - Mycobacterium tuberculosis un
-/+ -
(H3N2) PR8-IBCDC-RG (H5NT) /+ QAVOEKTIKI OTN PIPAUTTIVN
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'EAEyXOG S100TALPOVUEVNG AVTISPACTIKOTNTAG
16¢ Influenza A/Fujian/411/2002 y 16¢ Influenza A/Whooper - | loi avBpdtmmvng mapdaivphovéviag 1,
_/+ -
(H3N2) Swan/R65/2006 (H5N1) /+ 2,3kal 4
16¢ Influenza A/Hiroshima//52/2005 / 16¢ Influenza A/pheasant/New - MvevuovokLOTN jirovecii ToTToL Al
_/+ -
(IVR-142) (H3N2) Jersey/1355/1998 (H5N2)-PR8-IBCDC-4 | /+ ka1 g885652
16¢ Influenza A/Hong 16¢ Influenza A/Duck/Singapore- - ) )
-/+ AvOp®TTIVOG pIVOIOg, TOTTOG C -
Kong/4801/2014 (H3N2) Q/F119-3/97 (H5N3) /+
l6¢g Influenza A/Hong )
16¢ Influenza A/Duck/Lao/XBY004/2014 | - Staphylococcus aureus vTToKaTNy.
Kong/4801/2014, NYMC X-263B -/+ . -
(H5N6) (kAabog 2.3.4.4) /+ aureus
(H3N2)
166 Influenza A/Indiana/8/2011 166 Influenza A/DE- - ) o
-/+ ) Staphylococcus epidermidis -
(H3N2)v SH/Reiherente/AR8444/2013 (H5N8) /+
16¢ Influenza A/Indiana/10/2011 16¢ Influenza A/Turkey/Germany/R2485- | -
-/+ Streptococcus pneumoniae 2022 -
(H3N2)v 86/2014 (H5N8) /+
l6gG Influenza A/Kansas/14/2017 16¢ Influenza A/turkey/Virginia/2002 x -
-/+ Streptococcus pyogenes -
(H3N2) PR8-IBCDC-5 (H7N2) [+
160G Influenza A/Kansas/14/2017, 16¢ Influenza -
-/+ Streptococcus salivarius -
NYMC X-327 (H3N2) A/Mallard/Netherlands/2/2009 (H7N7) | /+
16¢ Influenza
|6¢g Influenza - AVATIVELOTIKOG CLYKLTIAKOG 10G
-/+ | A/Mallard/Netherlands/12/2000 (H7N7) ) -/+
A/Kumamoto/102/2002 (H3N2) /+ | (RSV) A kai B (oTéhexog CH93(18)-18)
- IBCDC-1
l6¢ Influenza A/Minnesota/11/2010 - AVOPOTTIVOS AVATIVELOTIKOG
-/+| 166 Influenza A/Anhui/1/2013 (H7N9) o ) -/+
(H3N2)v /+ OLYKULTIAKOG 106G OTEAEXOG Long
l6g Influenza A/Minnesota/11/2010 y 16¢ Influenza -
-/+
X203 (H3N2)v A/Guangdong/17SF003/2016 (H7N9) /+

Nivakag 14. MaBoyovol HIKPOoOoPYAVvITHOI avapopdag oL XPNOIPOTIOINONKAV O& QLTAV TN PEAETN.

12.4. AvaluTIKn avTiSpacTIKOTNTA

H avnispaoTikdtnTa ToL KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD
MAX™ System 6cov apopd Tov SARS-CoV-2 afiohoyndnke évavtl RNA ammd To OTEAEXOS AVOPMTTIVOL KOPWVOIoL
2019-nCoV BetaCoV/Germany/BavPat1/2020 p.1, ammd 1o OTEAEXOS AvOPMTTIIVOL KOPwVoioL 2019-nCoV/Italy-INMIT,
SARS-CoV-2 2019nCoV/USA-WA1/2020 kal cLVOETIKOOG pAPTLPEC RNA yia SVO PETAAMAGEEIS ToL 100 SARS-CoV-2:
MT007544.1 (ammopovwuévo oTéAexoG SARS-CoV2 amd  Australia/VIC01/2020) kal MN908947.3 (QTTOMOV@UEVO
oTéAeXOC SARS-CoV-2 Wuhan-Hu-1), pe BeTikd ammoTtéAeoua.

H avrispaoTikdtnTa ToL KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD
MAX™ System 6cov a@opd Tn Fpitn A afloAoyrOnke évavTi RNA 1Tou e€nxOn atrd Ta akdAoLBa oTeéxn: 10g Influenza
A/Brisbane/02/2018, IVR-190 (HIN1)pdm09, 16¢ Influenza A/California/7/2009(HIN1)pdm09?, 166 Influenza
A/Dominican Republic/7293/2013 (HIN1)pdm09, 106 Influenza A/Massachusetts/15/2013 (HIN1)pdm09, 166
Influenza A/Michigan/45/2015 (HIN1)pdm09, 16¢ Influenza A/Netherlands/1250/2016 (HINT)pdmO09 (kAadog 6B.1),
160G Influenza A/New Caledonia/20/99(HINT1), 106G Influenza A/New York/18/2009 (HIN1)pdm09, 106G Influenza
A/Singapore/GP1908/2015, 166 IVR-180 (HIN1)pdm09, 16¢ Influenza A/Sydney/134/2018 (HIN1)pdmQ9, 16¢ Influenza
A/Victoria/2040/2018 (HIN1)pdmO0?, 160G Influenza A/PR/8/34 (HINT), 106 Influenza A/Brisbane/117/2018 (H3N2), 106¢
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Influenza A/Brisbane/1028/2017 (H3N2), 16¢ Influenza A/Fujian/411/2002 (H3N2), 16¢ Influenza A/Hiroshima//52/2005
(IVR-142) (H3N2), 166 Influenza A/Hong Kong/4801/2014 (H3N2), 16¢ Influenza A/Hong Kong/4801/2014 NYMC X-263B
(H3N2), 16¢ Influenza A/Indiana/8/2011 (H3N2)v, 16¢ Influenza A/Indiana/10/2011 (H3N2)v, 10¢ Influenza
A/Kansas/14/2017  (H3N2), 16¢ Influenza A/Kansas/14/2017, NYMC X-327 (H3N2), 16¢ Influenza
A/Kumamoto/102/2002 (H3N2), 16¢ Influenza A/Minnesota/11/2010 (H3N2)v, 16¢ Influenza A/Minnesota/11/2010
X203 (H3N2)v, 16¢ Influenza A/Netherlands/398/2014 (H3N2) (kAadog 3C.3a), 10¢ Influenza A/Netherlands/2393/2015
(H3N2) (kAadog 3C.2q), 16¢ Influenza A/Newcastle/607/2019 (H3N2), 16¢ Influenza A/New York/39/2012 (H3N2), 16¢
Influenza A/Ohio/2/2012 (H3N2), 16¢ Influenza A/Perth/1001/2018 (H3N2), 10¢ Influenza A/Singapore/INFIMH-16-
0019/2016 (H3N2), 166 Influenza A/South Australia/55/2014 (H3N2), 16¢ Influenza A/South Australia/55/2014, IVR-175
(H3N2), 16¢ Influenza A/Switzerland/9715293/2013 (H3N2), 10¢ Influenza A/Texas/50/2012 (H3N2), 16¢ Influenza
A/Thiringen/5/2017 (H3N2) (kAdsog 3C2a.1),16¢ Influenza A/Uruguay/716/2007 (H3N2) (NYMC X-175C), 16¢ Influenza
A/Victoria/210/2009(H3N2), 16¢ Influenza A/Victoria/361/2011 (H3N2), 10¢ Influenza A/Victoria/361/2011 IVR-165
(H3N2), 166 Influenza A/Anhui/01/2005 (H5NT1), 16¢ Influenza A/Anhui/01/2005 x PR8-IBCDC-RG6 (H5N1), 16¢ Influenza
A/chicken/Vietnam/NCVD-016/2008 (H5N1), 16¢ Influenza A/chicken/Vietnam/NCVD-016/2008 x PR8-IDCDC-RG12
(H5N1), 16Gg Influenza A/chicken/Vietnam/NCVD-03/08 (H5N1) - PR8-IDCDC-RG25a, 106G Influenza
A/chicken/Yunnan/1251/2003 (H5N1), 106G Influenza A/common magpie/Hong Kong/645/2006 (H5N1), 16¢ Influenza
A/duck/Hunan/795/2002 (H5N1), 16¢ Influenza A/Egypt/321/2007 (H5NT), 16¢ Influenza A/Egypt/321/2007 x PR8-
IDCDC-RG11 (H5N1), 106G Influenza A/Egypt/3300-NAMRU3/2008 x PR8-IDCDC-RG13 (H5N1), 106G Influenza
A/EgQypt/N03072/2010 (H5NT) x PR8-IDCDC-RG29, 16¢ Influenza A/Hong Kong/213/2003 (H5N1), 16¢ Influenza
A/Hubei/1/2010 (H5N1) x PR8-IDCDCRG30, 16¢ Influenza A/India/NIV/2006 xPR8-IBCDC-RG7 (H5NT1), 16G Influenza
A/Japanese white eye/Hong Kong/1038/2006 (H5N1), 16¢ Influenza A/Vietnam/1194/2004 (H5N1), 16¢ Influenza
A/Vietnam/1194/2004 (NIBRG-14) (H5N1), 16g Influenza A/Vietnam/1203/2004 x PR8-IBCDC-RG (H5N1), 160G Influenza
A/Whooper Swan/Ré5/2006 (H5N1), 10¢ Influenza A/pheasant/New Jersey/1355/1998 (H5N2)-PR8-IBCDC-4 , 16G
Influenza A/Duck/Singapore-Q/F119-3/97 (H5N3), 106G Influenza A/Duck/Lao/XBY004/2014 (H5Né) (kAadog 2.3.4.4),
10G Influenza A/DE-SH/Reiherente/AR8444/ 2016 (H5N8), 10g Influenza A/Turkey/Germany/R2485-86/2014 (H5N8), 160G
Influenza A/turkey/Virginia/2002 x PR8-IBCDC-5 (H7N2), 10g Influenza A/Mallard/Netherlands/2/2009 (H7N7), 166
Influenza A/Mallard/Netherlands/12/2000 (H7N7) - IBCDC-1, 106G Influenza A/Anhui/1/2013 (H7N9), 16¢ Influenza
A/Guangdong/17SF003/2016 (H7N9), 16¢ Influenza A/Chicken/Hong Kong/G9/1997 x PR8-IBCDC-2 (H9N2), 16¢
Influenza A/Chicken/Myanmar/433/2016 (HPN2), 16¢ Influenza A/Hong Kong/1073/99 (H9N2), 16¢ Influenza A/Hong
Kong/33982/2009 (HPN2) x PR8-IDCDC-RG26, eupavi{oviag BeTiKG ammoTeAéopaTa.

H avnispaoTikdtnTa ToL KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD
MAX™ System doov apopd TN Fpirrn B afloAoynOnke évavti RNA TTou £€AxON ammo Ta akoAoLBa oTeAéxn: 10 Influenza
B/Brisbane/60/2008, 16¢ Influenza B/Colorado/6/2017, 10¢ Influenza B/Malaysia/2506/2004, 16¢ Influenza
B/Maryland/15/2016, 16¢ Influenza B/Netherlands/207/06, 16 Influenza B/Netherlands/2518/2016 (kAadog TA), 106G
Influenza B/Nevada/3/2011, 16¢ Influenza B/New Jersey/1/2012, 10¢ Influenza B/Texas/02/2013, 16¢ Influenza
B/Townsville/8/2016 (e§ehikTikn ypapunB/Victoria), 10G Influenza B/Canberra/11/2016, 10g Influenza B/Florida/4/2006,
10¢ Influenza B/Florida/07/2004, 16¢ Influenza B/Guangdong/120/2000, 16¢ Influenza B/Hubei Wujiagang/158/2009
(NYMC BX-39), 10g Influenza B/Jiangsu/10/2003, 16¢ Influenza B/Massachusetts/2/2012, 16¢  Influenza
B/Netherlands/365/2016 (kA&S0g 3), 166 Influenza B/Phuket/3073/2013, 106¢ Influenza B/Texas/06/2011, 16¢ Influenza
B/Wisconsin/1/2010, 10¢ Influenza B/Wisconsin/1/2010 BX-41A (e§eNIKTIKA ypauun B/Yamagata), eppaviloviag BeTikd

ATTOTEAECUATA.

|IU-FNR124engr1120 rev.00




VIASURE Real Time PCR Detection Kits
.

H avnispaoTikdTnTa TOL KIT avixvevong VIASURE SARS-CoV-2, Flu (A+B) & RSV Real Time PCR Detection Kit for BD
MAX™ System ocov apopd Tov RSV emPePaicddnke évavt RNA 1oL e€fxOn ammd RSV A kai B (oTéhexog CH93(18)-18)

ammd AvOPMTIIVO AVATIVELOTIKO CLYKLTIAKO 10, OTEAEXOC Long, eppavilovTag BeTIKO ATTOTEAECUA.
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