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1. Intended use

VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit is designed for the specific identification and differentiation
of Influenza A, Influenza B (Flu A and/or B) and/or Human Respiratory Syncytial Virus (RSV) in respiratory samples
from patients with signs and symptoms of respiratory infection. This fest is infended to be used as an aid in the
diagnosis of Flu A, Flu B and/or RSV in combination with clinical and epidemiological risk factors. The assay uses the
BD MAX™ System for 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 from clinical specimens is

detected using fluorescent reporter dye probes specific for Flu A, Flu B and RSV.

2. Summary and Explanation

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 fransmembrane 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 anfigenically and

genetically distinct lineages, Victoria and Yamagata.

Human respiratory syncytial viruses (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 syncytial virus is a common contributor 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 secretfion droplets from infected individuals, close contact, or self-inoculation after tfouching

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 Influenza A, Influenza B and RSV viruses.
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3. Principle of the procedure

VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit is designed for the diagnosis of Influenza A, Influenza B and/or
RSV in respiratory samples. The detection is done in a one-step real time RT format where the reverse transcription
and the subsequent amplification of the specific targeted sequence occur in the same reaction fube. The isolated
RNA target is tfranscribed generating complementary DNA by reverse transcriptase which is followed by
amplification of a conserved region of the M1 gene for Flu A and Flu B and a conserved region of the N gene for

RSV using specifics primers and a fluorescent-labelled probes.

VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit is based on the 5° exonuclease activity of DNA polymerase.
During DNA amplification, this enzyme cleaves the probe bound to the complementary DNA sequence, separating
the quencher dye from the reporter. This reaction generates an increase in the fluorescent signal which is

proportional fo the quantity of the target femplate. This fluorescence can be measured on BD MAX™ System.

VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit contains in each tube all the components necessary for real
fime PCR assay (specific primers/probes, dNTPS, buffer, polymerase, reverse-transcriptase) in an stabilized format,
as well as an internal control to monitor PCR inhibition. Influenza A RNA targets are amplified and detected in
channel 475/520, Influenza B RNA in channel 585/630, RSV RNA in channel 630/665 and the internal control (IC) in
channel 530/565.

4. Reagents provided

VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit includes the following materials and reagents detailed in
Table 1:

Reference Reagent/Material Description Color Amount

A mix of enzymes, primers probes,

Flu A, Flu B & RSV Transparent 2 pouches of 12

VS-ABR212R . buffer, dNTPs, stabilizers and Internal .
reaction tube . . Red foil tubes
control in stabilized format
VS-RBO5 Rehydration Buffer tube Solution to reconstitute the stabilized Tronsporem 1 pouch of 24
product Purple foil tubes

Table 1. Reagents and materials provided in VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit with Ref. VS-ABR124.
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 Flu
A, Flu B & RSV Real Time PCR Detection kit.

e Real Time PCR instfrument: BD MAX™ System.

e BD MAX™ ExK™ TNA-3 (Ref: 442828)

e BD MAX™ PCR Cartfridges (Ref: 437519)

e Vortex.

e Micropipettes (accurate between 2 and 1000 ulL).
e  Filter tips.

e Powder-free disposable gloves
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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 Keep components away from sunlight.
7. Precauvutions for users

e  For professional in 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.

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

o 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.

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

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

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 Flu A, Flu B & RSV Real Time PCR Detection kit, BD MAX™ ExK™ TNA-3 extraction kit,
any additional reagents required for testing, and the BD MAX™ System are not contfaminated. Gloves must
be changed before manipulating reagents and cartridges.

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

e Follow Good Laboratory Practices. Wear protective clothing, use disposable gloves, goggles and mask. Do
not eat, drink or smoke in the working area. Once you finish the test wash your hands.

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

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

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

8. Test procedure

8.1. SAMPLE COLLECTION, STORAGE AND TRANSPORT
VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit has been validated on throat swalbs that were obtained by

flexible nasopharyngeal nylon flocked swabs, immediately placed in viral transport medium (Vircell, Spain).
Additional respiratory specimens from symptomatic patients could be tested according to the literature (i.e.

nasal/deep nasal/nasopharyngeal swabs, combined nasal and throat swab, nasopharyngeal/nasal/tracheal
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aspirates, nasopharyngeal/nasal/throat washes, bronchoalveolare lavage (BALs), sputum), but must be validated

by the user.

Collection, storage and fransport 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 must be fransported following the local and national regulations for the fransport of pathogen
material. For long term fransport (more than 24 hours), we recommend shipping at <-20°C. The samples can be
stored at 2 to 8°C for up to 24 hours or frozen at -20°C or -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 appearing in the instructions for use of
extraction kit used, BD MAX™ ExK™ TNA-3. Note that some other specimens may require pre-processing.

Application-specific extraction preparation procedures should be developed and validated by the user.

1. Pipette 200-400 uL of respiratory clinical specimen info 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.

2. Proceed to BD MAX™ System Operation.

8.3. PCRPROTOCOL

Note: Please, refer to the BD MAX™ System User's Manual for detailed instructions.

8.3.1. Creating PCR test programme for VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit

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

1) Onthe “Run” screen of the BD MAX™ System, select the "“Test Editor” tab.
2) Click the "Create” button.

3) Inthe “Test Name” window, name your test: i.e. VIASURE Flu A, Flu B & RSV.
4) In the “Extraction Type" drop down menu, select “ExK TNA-3".

5) Inthe "Master Mix Format” drop down menu, choose “Type 5"

a. Note: Product may be used in combination with an additional Viasure for BD MAX test, then select “Dual

Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)".

6) Inthe "Sample exiraction parameters” select “User defined” and adjust sample volume fo the volume of clinical

specimen used plus 550 pL.

a. Example: If pipette 200 pL of respiratory clinical specimen into a BD MAX TNA-3 Sample Buffer Tube then set
parameter to 750 L.

b. Note: maximum setting is 950 L.

7) Inthe "Ct Calculation” select “Call Ct at Threshold Crossing”.
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8) In "PCR settings” tab enter the following parameters: “Channel Settings”, “Gains” and “Threshold” (Table 2).

a. Note: Product may be used in combination with an additional Viasure for BD MAX test, PCR Settings

and Test Steps should be completed for snap 2 (green) and snap 4 (blue) positions.

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 (Cy5.5) - 0 0 0 0

Table 2. PCR settings.

9) In “PCR seftings” tab enter the following parameters “Spectral Cross Talk” (Table 3), as well

False Receiving Channel
Channel | 475/520 530/565 585/630 630/665 680/715
475/520 - 0.0 0.0 0.0 0.0
L 530/565 0.0 - 2.0 0.0 0.0
Excitation | 545,430 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.

10) In “Test Steps” tab, enter the PCR protocol (Table 4).

Step Name Profile Type |Cycles| Time |Temperature | Detect
(s)
Reverse franscription Hold 1 900 45°C -
Initial denaturation Hold 1 120 98°C -
Denaturation and 2- 10 95°C -
A li Extensi T f 45 v
nnealing/Ex ension emperature 1] 43°C
(Data collection)

Table 4. PCR protocol.

11) Click the “Save Test"” button.

8.3.2. BD MAX™ Rack set up

1) For each specimen to be tested, remove one Unitized Reagent Strips (BD MAX™ TNA Reagent Strip (TNA)) from
the BD MAX™ ExK TNA-3 kit. Gently tap each strip onto 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 (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 VIASURE Flu A, Flu B & RSV reaction tubes (red foil) and snap
into their corresponding positions in the strip (Snap position 2, green color coding on the rack. See Figure

a. Remove excess air, and close aluminum pouches with the zip seal.
b. Inorderto carry on a correct rehydration, please make sure that the lyophilized product is in the bottom
of the tube and is not adhered to the top area of the tube or to the foil seal.
Note: If you choose the format “Dual Master Mix Concenfrated Lyophilized MM with

Rehydration Buffer (Type 5)" (Section 8.3.1), determine and separate the appropriate number
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of additional VIASURE reaction tubes (different foil) and snap into their corresponding positions
in the strip (Snap position 4, blue color coding on the rack. See Figure 1). Remove excess air,
and close aluminum pouches with the zip seal.

4) Remove the required number of Rehydration Buffer tubes (purple foil) and snap into 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. Inorderto carry out a correct transfer, please make sure that the liquid is in the bottom of the tube and

is not adhered to the top area of the tube or to the foil seal.

Waste
Snap-in tubes Reservoir
Pipette Tips
#1 #2 #3  #4
. T I I I .
o|lo||le||e
’ Reaction
Lysis/Release Tube 2
Tube (optional) el|l@e]|o]|o
Wash
Extracti Buffer N
xtraction
Tube ) efle]|oflo
Elution NN AN
Reaction Buffer
Tube | #1 #2 #3 #4
Rehydration Neutralization
Buffer buffer

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

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 VIASURE Flu A, Flu B & RSV (if not already created see Section 8.3.1).

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

4) Enfer the Sample Buffer Tube identification number info 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 into Accession window of the Worklist (if applicable) 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) info 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.

8.3.4 BD MAX™ Report

1) In main menu, click the “Results” button.
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2) Either double click on your run in the list or press the “view button”.
3) Click on "Print”, select: “Run Details, Test Details and Plot..."”

4)  Click on “Print or Export button” on the “Run Reports” screen

9. Result interpretation

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

The analysis of the data is done by the BD MAX™ software according to manufacturer’s instructions. The BD MAX™
software reports Ct values and amplification curves for each detector channel of each specimen 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 4). 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 Table 5.

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

is no report of BD MAX™ System failure.

Using the following table read and analyze the results:

Flu A Flu B RSV Internal
(475/520) (585/630) (630/665) control Interpretation
(530/565)

- - - + Flu A, Flu B and RSV Negative

+ + + +/- Flu A, Flu B and RSV Positive

+ - - +/- Flu A Positive, Flu B and RSV Negative

+ + - +/- Flu A and Flu B Positive, and RSV Negative

+ - + +/- Flu A and RSV Positive, and Flu B Negative

- + - +/- Flu B Positive, Flu A and RSV Negative

- + + +/- Flu B and RSV Positive, Flu A Negative

- - + +/- RSV Positive, Flu A and Flu B Negative

Unresolved (UNR) Result obtained in the presence of
UNR UNR UNR UNR inhibitors in the PCR reaction or when g 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™ System
IND IND IND IND failure. Assay result displayed in case of an instrument
failure linked to an error code.
Incomplete assay result (INC). Due to BD MAX™ System
INC INC INC INC failure. Assay result displayed in case of failure to
complete run.

Table 5. Sample interpretation
+: Amplification occured
-: No amplification occured
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A sample is considered positive if the Ct value obtained is less than 40. The internal control might shows or not 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.

A sample is considered negative, if the sample shows no amplification signal in the detection system but the internall

confrol is positive. An inhibifion of the PCR reaction can be excluded by the amplification of internal control.

In case of unresolved results, absence of internal control signal in negative sample we recommend to repeat the

assay diluting the sample 1:10 to check for possible problems of inhibition.

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 Alfthough this assay can be used with other types of samples it has been validated with throat swabs.

e The quality of the fest depends on the quality of the sample; proper RNA from clinical samples must be
extracted. Unsuitable collection, storage and/or fransport of specimens may give false negative results.

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 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 results obtained with VIASURE Flu A, Flu B & RSV Real Time PCR Detection Kit may be Unresolved due to the
sample contains inhibitors or incorrect rehydration of the lyophilized reaction mix tube, or be Indeterminate or

Incomplete due to instrument failure, and require retesting.
11. Quality control

VIASURE Flu A, Flu B & RSV Real Time PCR Detection Kit contains an internal conftrol (IC) in each reaction tube which

confirms the correct performance of the technique.
12. Performance characteristics

12.1. Clinical sensitivity and specificity

The clinical performance of VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit was tested using 344 respiratory
specimens (throat 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
VIASURE Flu A, Flu B & RSV
Real Time PCR Detection kit + 157 2% 159
- 7* 178 185
Total 164 180 344

Table 6. Comparative results for Flu A.

Positive percent agreement is >98% and negative percent agreement is >96%.

*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
VIASURE Flu A, Flu B & RSV *
Real Time PCR Detection kit * 99 4 103
- 1* 240 241
Total 100 244 344

Table 7. Comparative results for Flu B.

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
VIASURE Flu A, Flu B & RSV + 22 4* 26
Real Time PCR Detection kit
3* 315 318
25 319 344
Total

Table 8. Comparative results for RSV.
Positive percent agreement is >84% 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 results show a high sensitivity and specificity to detect Influenza A, Influenza B and/or RSV viruses using VIASURE
Flu A, Flu B & RSV Real Time PCR Detection kit.

12.2. Analytical sensitivity
VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit has a detection limit of 210 RNA copies per reaction for Flu

A, Flu B and RSV with a positive rate of 295% (Figure 2, 3 and 4).
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Figure 2. Dilution series of Flu A (2¥10¢-2*10" copies/rxn) 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/rxn) 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/rxn) template run on the BD MAX™ System (630/665 (Cy5) channel).
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12.3. Analytical specificity

The specificity of the Flu A, Flu B and RSV assay was confiimed 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
Bordetella pertussis Human rhinovirus - | A/Mallard/Netherlands/2/2009 (H7N7) | _/+
virus
Bordetella parapertussis Human Adenovirus - | Influenza A/Anhui/1/2013 (H7NS) virus | -7+
Legionella pneumophila MERS Coronavirus - | Influenza A/turkey/Virginia/2002 x PR8- | _;+
IBCDC-5 (H7N2)
Influenza A/New Caledonia/20/99(H1N1 .
Mycoplasma pneumoniae ! 200731 ) -/+ Influenza A/chicken/Hong -1+
virus Kong/G9/1997 x PR8-IBCDC-2 (H9N2)
Influenza
Influenza
Streptococcus pneumoniae A/Cadlifornia/7/2009(HINT)pdm09-like | -/+ | A/mallard/Netherlands/12/2000 (H7N7) | -/*
virus - IBCDC-1
Staphylococcus aureus subsp. Influenza A/Michigan/45/2015 s Influenza A/pheasant/New e
aureus (HIN1)pdmO9 virus Jersey/1355/1998 (H5N2)-PR8-IBCDC-4
Methicillin-resistant Influenza A/Perth/16/2009(H3N2)-like + Influenza A/Singapore/INFIMH-16- e
Staphylococcus aureus virus 0019/2016 (H3N2)
Haemophilus influenzae . .
MinnA Influenza A/ThGringen/5/17 (H3N2) virus | -/+ | Influenza A/South Australia/55/2014 | -/*
inn
Moraxella catarrhalis Influenza A/Switzerland/9715293/2013 | _/+ Influenza A/Uruguay/716/2007 -+
(H3N2) virus (H3N2) (NYMC-175C)
Chlamydia psittaci genotype
Influenza A/Hong Kong/4801/2014, | /+ | |14,enzq B/Brisbane/60/2008-like virus | -/+
AandC NYMC X-263B (H3N2) virus
Chlamydophila pneumoniae Influenza A/Turkey/Germany -+ . . -+
R2485+86/2014 (H5N8) virus Influenza B/Florida/04/06 virus
Enterovirus 68 and 71 Influenza A/DE-SH/Reiherente/AR8444/ | /. - -+
2013 (H5N8) virus Influenza B/Phuket/3073/2013 virus
Enterovirus Echovirus fypes 11 A/Netherlands/1250/2016 (HIN1)pdm09 | _ /
/4 -/+
and 30 virus (clade 6B.1) Influenza B/Colorado/6/2017
Human parainfluenza 1, 2, 3 .
A/Netherlands/398/2014 (H3N2) virus -+ -+
and 4 viruses (clade 3C.30) Influenza B/Maryland/15/2016
Human metapneumovirus A .
A/Netherlands/2393/2015 (H3N2) virus | _/+ . I -+
and B (clade 3C.2q) Respiratory syncytial virus (RSV)
Human coronavirus 229E A/Hong Kong/213/2003 (H5N1) virus | /*

Table 9. Reference pathogenic microorganisms used in this study.

|IU-ABR124engr1120 rev.00




VIASURE Real Time PCR Detection Kits
.

12.4. Analytical reactivity

The reactivity of VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit for Flu A was evaluated against strains:
A/New  Caledonia/20/99(HINT)  virus, A/California/7/2009(HINT)pdm09-lke  virus,  A/Michigan/45/2015
(HIN1)pdmO09 virus, A/Perth/16/2009(H3N2)-like virus, A/ThUringen/5/17 (H3N2) virus, A/Switzerland/9715293/2013
(H3N2) virus, A/Hong Kong/4801/2014, NYMC X-263B (H3N2) virus, A/Turkey/Germany R2485+86/2014 (H5N8) virus,
A/DE-SH/Reiherente/AR8444/ 2013 (H5N8) virus, A/Anhui/1/2013 (H7N9) virus, A/turkey/Virginia/2002 x PR8-IBCDC-5
(H7N2), A/chicken/Hong Kong/G9%/1997 x PR8-IBCDC-2 (H9N2), A/mallard/Netherlands/12/2000 (H7N7) - IBCDC-1,
A/pheasant/New Jersey/1355/1998 (H5N2)-PR8-IBCDC-4, A/Singapore/INFIMH-16-0019/2016 (H3N2), A/South
Australia/55/2014 and A/Uruguay/716/2007 (H3N2)(NYMC-175C), A/Netherlands/1250/2016 (HIN1)pdmQ9 virus
(clade 6B.1) A/Netherlands/398/2014 (H3N2) virus (clade 3C.3a), A/Netherlands/2393/2015 (H3N2) virus (clade
3C.2a), A/Hong Kong/213/2003 (H5N1) and A/Mallard/Netherlands/2/2009 (H7N7) virus, showing positive results.

The reactivity of VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit for Flu B was evaluated against strains:
B/Brisbane/60/2008-like virus (B/Victoria lineage), B/Florida/04/06 and B/Phuket/3073/2013 (B/Yamagata lineage),
B/Colorado/6/2017, B/Maryland/15/2016 showing positive results.

The reactivity of VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit for RSV was evaluated against Human
Respiratory Syncytial Virus (RSV A and B), showing positive results.
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EAAHNIKA

1. TMpoPAemmopevn Xpnon

To kit avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit éxel oxedlaoTei yia Tnv avayvopion Kal Tn
SilagpopoTtoinon Tou 1oL TNG I'PITING A, TNG I'piTNG B (Flu A /kai B) fi/kail ToL avBp@TTIVOL AVATIVELOTIKOVL CLYKLTIAKOUV
100 (RSV) o€ avarmvevoTikd Seiypata ammd acBeVEIG e onueia Kal COUTITOPATA AOIUWENG TOL AVATIVELOTIKOV. ALTO TO
TEOT TIPOOPIZETAl YIA XPNon ¢ Pondnua oTtn Sidyvwon Twv IV TG M'pimng A, Tng Tpimng B n/kal Tov RSV oe
oLVSLACUO PE TOLG TTAPAYOVTEG KAIVIKOD KAl €TMISNUIOAOYIKOL KIvELvou. H avdAuvon xpnoiuoTiolel To cboTnua BD
MAX™ yia TNV e€aywyr) ToL RNA kal TG emakodAoLOng RT-PCR og ToAyPATIKO XPOVOo, AgIoTToIVTAG TA AvTISpacThpIa
TTOL TTAPEXOVTAI O CLVSLACHO PE KABOAIKA AvVTISPACTAPIA KAl AVAAXOCIUA Yid TO cLOTNUA BD MAX™. To RNA ato
TA KAIVIKG SElyUATA AVIXKVEDETAI XONOIMOTIOIVTAG POOPICOVTEG AVIXVELTEG XPWOTIKAG AVAPOPAG, EISIKOLGS YIA TOLG

100G TNG FPITNG A, TNG MEITTNG B kai Touw RSV.
2. IOvown kail eme§nynon

Q1 10i TNG YPITING avAkoLy oTNV olkoyéveld Orthomyxoviridae kal evBLVOVTAI YIA TNV TTALIOWN®IA TV AOIUGOEEWY TOL
KATTEQOL avarvevoTkoL. Or 10 TNG TEITTNG A KAl B amToTeEAOLY ONUAVTIKES AITieG voonpoTNTAG KAl BvNoIUOTNTAG
TTAYKOOUIWG, av AdBovpe LTTOWN OTI Ol NAIKIUEVO! KAl TA ATOUA HE TTOOPRANUATA LYEIAG SIATPEXOLY I8IAITELO KiVOLVO
AvATITLENG CORAPNG ACBEVEIAS KAl ETTITTAOKGY, OTIWGS N TTveLUovia. O aoBeveig eupavifovy opIouEva N KAl OAA TA
AKOAOLOA CLUTITOUATA: TTVPETOG N AICONCN TTLEETOL/PIYN, BAXAG, TTOVOAQIUOG, PIVIKN CLUEPOENCN KAl KATAPEON,
HLAAYIQ, TTOVOKEPAAOG kal avopeia. O 10l TNG YPITTNG MTTOPOLY va peETad000oLV ammd ATOPO Ot ATOUO JE SLO
SIAPOPETIKOLS TPOTIOLG: PECE TOL CEPA (UEYAAQ OTAYOVISIA KAl AEOOADUATA ATTO PTEQVICUA KAl PrAXA) KAl HECW TNG

QUEONG 1) EUUECNG ETTAPNG.

Q1 10i TNG TPIMNG A kai B gival povokAwvol 10i RNA pe TrepiBANUA, O1 OTTOIOI TTEQIEXOLY OKTW SIAKPITOLG KAGVOULG
yoviSiuaTikob RNA 1Tou KaTd kavova KwSIKoTroloby 11 1 12 1IkéS TTpwTEvES. To 1IKO TTEQIRANUA, TO OTToio TTPOEPXETAI
amd TNV TAQCUATIKR HEUBEAVN TOL EEVIOTR, ATTOTEAEITAI ATTO WA SITTAR OTOIRASA NITTISICV TTOL TTEPIEXE! SIAUEUPPAVIKES
TTPWTEIVESG, OTTWG N alyayAouTivivn (HA) kail n vevpapivisaon (NA), KaBwg kal TIg TTpwTeiveG UNTPag M1 kal M2. O 106G
NG MPITING A TA&IVOUEITAI TTEQAITEPG T€ LTTOTVTTOLCS KE PACN TNV AVTIYOVIKOTNTA TGV Popiwv “HA" kal “NA" Toug, eve

010G TNG MpittNg B xwpiletal o€ 2 avTiyoVvIKa Kal YEVETIKG SIAKPITEC EEEAIKTIKEG YPAUUES, TIC Victoria kal Yamagata.

O1 avBpoTvoL AvaTveLOTIKOI CLYKLTIAKOI 10i (RSV) avhikovy oTnv olkoyéveld Paramyxoviridae kal eival ol Tmo
ONUAVTIKOI 10YEVEIG TTAPAYOVTEG TV O&EWY AVATIVELOTIKWV AoluwEewv. O RSV cival évag 160G Pe TEPIBANUA, un
KOTAKEQUATIOPEVOL, APVNTIKOL, HOVOKAWVOL, YOAUUIKOL RNA yoviSIOUaToG, e TeQiPANuA. O avarveuoTIKOG
OLYKLTIOKOG 10G €ival €&vag ovbvABNG TTAPAYOVTAG TTPOKANCNG AVATIVELOTIKOV AOINWEEWY, O OTTOIOG TTPOKAAE
Bpoyxitibéa, TTvevpovia Kal XPOVIEG AVATIVELOTIKEG AOIMGEEIC O ATOoPa KABE NAKiag. O aoBeveig ocuxva eugavifovv
OpIoCUEVA 1) Kal OAA T AKOAOLOA CLUTITOPATA: PIVOPPEOIA, XAUNAOG TTUPETOG, PAXAG, TTOVOAAIUOG, TTOVOKEPAAOG KAl
oLPIYHOG. O RSV petadidetal HEow TNG EKKPIONG HEYAA®Y PIVOPAPLYYIKWY OTAYOVISIV ATTO JOALOUEVA ATOUA, UE

OTEVN ETTAPNA N ATTO ALTOEVOPOAAUICUO PETA ATTO AYYIYUA UOAVOUEVEV ETTIPAVEIWV.

H Sidyvwon pmmopel va ammodelxBei TTooRANUATIKY, KOOGS Ol OLEIEC AVATIVELOTIKES AOIUWEEIC TTOOKAAOLVTAI ATTO éva

ELPL PACHA TTABOYOVGY PIKPOOPYAVICHWY KAl EKSNAGVOVTAI e TTAPOUOIA KAIVIKG obvépopa. O avaivoelig PCR ot
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TTPAYUATIKO XPOVO £XOLV Seiel OTI ATTOTEAOLY £va £LAICONTO KA £EEISIKELUEVO SIAYVWOTIKO EQYAAEIO YIA TNV AviXveLon

TV IOV TNS I'PITNG A, TNG MpittNg B kai Touv RSV.
3. Apxn Tng Siadikaciag

To kit avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit éxel oxedlaoTel yia Tn SIAyvon TV IV TNG
Fpimng A, TNG Mpitng B r)/kail Tov RSV ce avarmvevoTikA Seiypata. H avixvevon yiveral he pébodo RT evog priuaTtog oe
TTEAYUATIKO XPOVO, OTTOL N AVTICTEOMN HETAYPAPH) KAl N ETTAKOAOLON £VIOXLON CLYKEKPIUEVNG AAANAOLXIAG-OTOXOL
ouupaivouv oTo 610 cwANvapio avTibpaons. O ATTOUOVWUEVOS OTOXOG RNA peTaypdgetal SNUIOLEYWVTAG
CLUTTANEWUATIKO DNA pe avTioTpogn HETAYPAPACN TTOL AKOAOLBEITAl ATTd TNV evioxvon HIAC dlAaTnENUEVNS
TIEPIOXAC TOL YoVviIsiov M1 yia Tov 10 TNG MPITTNS A Kal TNS MPITTNG B kal piag Siatnpnuévng TTepIoXNS ToL yovidiou N yia

TOV 10 RSV, XPNOIUOTIOIVTAG CLYKEKPIUEVOLC EKKIVNTEG KAI AVIXVELTEC PpOOPICOLOAC CAUAVONG.

To kit avixvebong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit Baciletar otn 6pacTtnpidtnTa
e€VOLKAEAONG 5 TNG ToALUepaong DNA. Katd tTny evioxuon tou DNA, autd 1o évILUO SIACTIA TOV AVIXVELTH TTOL
OULVEEETAI PE TN CLUTTANPWUATIKA aAAnAovxia DNA, Siaxwpiloviag TN XPWOTIKA amocPeong atTrd TOV AVIXVELTA
avaeopdg. ALTH N avTiSpacon dnuiovpyei abEnon oTo CHUA POOPICUOL TTOL Eival AvAAOYN PE TNV TTOCOTNTA TOL

TIPOTOTTOL-OTOXOL. O POOPICUOG UTTOPEI VA LETENBE e TO cOOTNUA BD MAX™,

To kit avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit repiéxel o€ kGBe cwAriva OAa Ta amapaitnTa
oTolxeia yia TNV avaivon PCR oe mTpaypatikd Xoovo (eSIkoi ekkivnTeG/avixveuTég, dNTPS, pLuBuIoTIKO SiGAuvua,
TTOALUEQAON, AVTIOTPOPN UETAYPAPACN) O& OTABEPOTIOINUEVN HOPXT, KABWS KAl EVAV £0WTEPIKO YAPTLEA YIA TNV
TTapakoAoLONCN TNG avacToAng PCR. O1 atdxol RNA 1oL 100 TNG MpITiNG A evioxbovTal KAl avixvebovTal GTO KAvAA
475/520, To RNA T0UL 100 TNG MpiTtNg B oTO Kavah 585/630, To RNA ToL 100 RSV oTo kavaAl 630/665 Kal 0 E0WTEPIKOC
pdptupag (IC) oto kava 530/565.

4. Napexoueva avridpaoTtnpia

To kit avixveoong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit mepiAapBavel 1a akoAovBa LAIKAG Kal

AVTISPACTAPIA TTOL TTAPATIOEVTAI AVOALTIKG oToV [Mivaka 1:

Avagopa AvmispacTtnpio/YAIKO Mepiypaepn Xpopa Moocortnta
‘Eva peiyda evZOUWY, AVIXVELTOV- AlGdpavo
Flu A, Flu B & RSV EKKIVNT@V, PLOUICTIKOL SIAANDUATOG, Kokkivo 2 OAKOVAEG TGV
VS-ABR212R . . . . \
reaction tube dNTPs, 0TaBePOTIOINTWY KAl E0WTEPIKOL | aAovuivoxap | 12 cwAnvapioyv
UAPTLPA OE OTABEPOTTOINUEVN UOP®N TO
Aldpavo
VS-RBO5 Rehydration Buffer tube AiGAvpa yia Tnv avacLoTacn ToL I\/\ooE? 1 cakoLAa TV 24
OTABEPOTTOINUEVOL TTPOIOVTOG AAOLUIVOXAP owANvapiwy
TO

Mivakag 1. AvniSpaoTtipia Kai bAIKa TTov rapéxovrail oTo KT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit pe avaegp. VS-ABR124.
5. AvrnSpaocTtipia kai eEO0TTAICHOG TTOL TTApPEXOVTal ATTO TOV XPROTN

ITNV akOAoLON AioTa TEPIANAPPAVOVTAl T LAIKA KAl O €EOTTAICUOSC TTOL ATTAITOLVTAI YIA TN XENON, AAG Sev

mepIAaupavovTal oto KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit.
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e 'Opyavo PCR oe mpaypatiko xpovo: BD MAX™ System.
e BD MAX™ EXK™ TNA-3 (Avaq.: 442828)

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

e ITPOPRINOG.

e MikpomTETTEG (aKPIREIa HETAEL 2 Kal 1000 pL).

e Akpa iATpoL.

e [avTia piag xpnong xwpic movdpa

6. ILVONKEG HETAPOPAG Kal ATTOONKELONG

e Ta KIT yTTOPOLV VA ATTOCTAAOLY KAl VA ATTOBNKELTOLY Ot BepUoKPATieg 2-40°C €S TNV NUEpoUNVia ANENS N
oTToia SNAMVETAI OTNV ETIKETA.

e AIQTNPENOTE TA OTOIXEIA PAKPIA ATTO TO PWGS TOL NAIOL.
7. Mpo@pLAAGEEIS yIa TOLG XPNOTEG

e Tain vitro SiIayvwOTIKA XoNoNn aTtto eTAyYEAUATIES.

e Mnv xpnolyoTtTolEiTe Anypéva avtiSpacThpIa R/Kal DAKKA.

e MnV XPNCIUOTIOIEITE TO KIT EAV EXEI AVOIXTE N ETIKETA TTOL CPPEAYIEl TO EEWTEPIKO KOLTI.

e MnV xpNOIUOTIOIEITE TA AVTISEPACTAPIC €AV TO TIPOCTATELTIKO KOLTI €ival avoIXTO ) GTIACUEVO KATA TNV APIEN.

e MnV XPNCIUOTTIOIEITE TA AVTISPACTAPIA €AV Ol TTIOOCTATELTIKEG BNKES £ival AVOIXTEG ) OTTACUEVES KATA TNV APIEN.

e MnV XxpNOIUOTTOIEITE AVTISPACTAPIA €AV SEV LTTAPXEI TO ATTOENEAVTIKO ) AV €ival OTTACUEVO PECA OTIC ONKES TV
avTiSpacTNEIwV.

e MnV aQaiptite TO ATTOENEAVTIKO ATTO TIC BAKES AVTISPACTNPIWY.

o KA&ioTE QUECEOC TA TTPOCTATELTIKA TAKOLAGKIA TV AVTISPACTNPIWY PE TO PEPPOLAP TPEAYIONCS PETA ATTO KABE
xpnon. ApaipéoTe TOXOV TTAeovAovTa AEPAa aTTO TA CAKOLAAKIA TTPIV ATTO TH OPPAYIoN.

e MnV XPNOCIUOTIOIEITE AVTISEACTAPIA €AV TO AAOLUIVOXTPTO EXEl AVOIXTEI 1) £XEl LTTOOTE {NPIAL.

e MnVv avauiyvLETe AVTISOACTAPIA ATTO SIAPOPETIKA CAKOLAAKIA /KAl KIT /KAl TTAOTISES.

e [lpooTartebOTe TA AVTISPACTAPIA ATTO TNV LYPACIA. H TTaPATETAUEVN £EKBECN Ot LYPACIA UTTOPEI VA eTTNEEATE
TNV amddoon TOL TTPOIOGVTOG.

o 1 TIEQIMITAOEIG KATA TIG OTToiEG Sle§AyovTal AAAa TeoT PCR oTnv iS1a YEVIKH) TIEQIOXT TOL £0YACTNEIOL, TTPETTEl VA
€loTE 161AITELA TTPOTEKTIKOI OTE VA €T PANICETE OTI TO KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR
Detection kit, To kiT e€aywyng BD MAX™ ExK™ TNA-3, TOXOV TTPOCOETA AVTISOACTHPIA TTOL ATTAITOLVTAI YIA TOV
EAEYXO KAl TO oLOTNUA BD MAX™ &ev Exouv JoALVOEL. ©a TTEETTEl va AAAGZETE YAVTIA TTPIV ATTO TO XEIPIOUO TWV
avTISPACTNEIWY KAl TV SOXEIWV.

o 1xeSIAOTE PIa HOVOSPOUN POoN Epyadiwy. @a TTPETEl va Eekiva aTto TNV TEPIOXN eEaywYNG Kal va ouvexilel oTnv
TIEPIOXN EVioXLONG KAl AViXVELONG. MNV ETTICTPEPETE SeiyUaTa, eEOTTAICUO KAl AvTISPACTAPIA OTNV TTEQIOXN OTNV
oTToia TTPAYUATOTTOINONKE TO TIPONYOLUEVO PAUA.

e AKOAOLONOTE TIC KAAEG TTPCKTIKEG EpYAOTNPEIOL. POPECTE TTOOCTATELTIKA POLXA, XPNOIUOTIOINCTE YAvVTIA piag
XPNOoNG, YOOAIA KAl JAOKA. MNV TOWTE, TTIVETE ) KATTVICETE OTNV TTERIOXN £0YATIAG. MONIG OAOKANPGTETE TO TECT,

TTAOVTE TA XEPIQ OAG.
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e Ta Seiypata mpéTel va avTigeTdmovTal ¢ SLVNTIKA YOALOPATIKA, OTTWC ETTIONG KAl OAQ TA AVTISPACTAPIA KAl
TA LAIKA TTOL £XOLV eKTEOEI OTA SElyUATA KAl O XEIPIOHOC TOLG TIPETTEI VA YIVETAI COPPVA PE TOLG £BVIKOLG
KAVOVIOUOLG aopaieias. AAPRETE TIC ATTAPAITNTEG TTPOPULAAEEIC KATA TN CLAAOYH, TNV ATTOBAKELON, TO XEIPIOUO
KAl TNV ammoppIPn TV SEYUATWV.

e JLVIOTATAI N TAKTIKA ATTOALUAVGON TOL CLVABWGS XENOIUOTTOIOVUEVOL EEOTTAICHOL, €ISIKA OTIC MIKQOTTITTETTEG KAl
TIC EMPAVEIEC EQYATiag.

e AVATPEETE OTO EYXEIPISIO XPNOTN TOL CLOTAUATOS BD MAX™ yia TTPOCHOETEG TTPOEISOTTOINTEIG, TIPOPULAGEEIS KAl

Siadikaoieg.

8. Ailadikacia Tou TEOT

8.1. IYAAOTH, ANOOHKEYXIH KAl META®OPA AEITMATQN
To kit avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit éxel emmkupwOei o papLyyIKd emmxpiouara,

TA OTTOIA EANPONCAV e EOKAUTITOLS PIVOPAPLYYIKOVLS OTEIAEOVLS HE BOOUA ATTO VAIAOV TTOL TOTTOBETOLVTAI AUET WG
o€ PECO PETAPOPAG I0yevoLS LAKoL (Vircell, lomravia). NMpdoBeta avarmveLoTIKA SeiyuaTa Amrd CLUTTTWUATIKOOG
aoBeveic UTTOPOLY va €EETACTOLY CLUPWVA e TN PiBAoypagia (dnNA. pIvikA/BaBIid EIvIKA/PIVOPAPLYYIKS
EMMXPIOUATA, CLYSLACHEVA PIVIKA KAl PAPLYYIKA ETTIXOICUATA, PIVOPAPLYYIKEG/PIVIKEG/TOAXEIAKES AVAPOOPNTEICG,
PIVOPAPLYYIKA/PIVIKA/PAPLYYIKS  EKTTALMATA, PPOYXOKLWENISIKO EKTTALUG  (BAL), TTOEAO), GAAG  TTPETTEl VA

ETTIKLEWVOVTAI ATTO TOV XPNOTN.

Ta Seiypata CLAAOYNG, ATTOBNAKELONG KAl PETAPOPAC TIPETTEl VA SIATNEOLVTAI COPPWVA UE TIC CLVONAKEG TTOL
ETTIKLPWVOVTAI ATTO TOV XPNOTN. LUVOAIKA, TA AVATIVELOTIKA SEiyUATA TTEETTEl VA CLUAAEYOVTAI KAI VA ETTICNUAIVOVTAI
KATAAMNAQ o€ KaBapd Soxeia He ) XWPEIG HECA JETAPOPACS (AVAAOYA HE TOV TOTTO TOL SEiYUATOG) KAl va LTTORAANOVTAI
o€ eme€epyaoia TO CLVTOPOTEQO SLVATO WOTE va SIACPANCTEl N TTOIOTNTA TOL TEOT. TA SeiyUaTa TTEETTEl vVa
HETAPEPOVTAl COPUPWVA PE TOLG TOTTIKOVLC KAl €BVIKOLC KAVOVIOUOLGS YIA TN HETAPOPA TTaBoyovou LAIKOL. Ta
HOKOOTTOOBEOUN HETAPOPA (TTEPICTOTEQES ATTO 24 WEEG), TTPOTEIVOLE TNV ATTOCTOAR o€ Beppokpacia <-20°C. Ta
SelypaTa PTTOPOLY VA ATTOBNKELTOLY OE BEPUOKPATIEC ATTO 2 £¢ 8°C YIA £WG KAl 24 MPEG 1) KATEWLYPEVA OTOLC -
20°C n otoug -70°C yia Siathpnon. Or emavaAaupPavouevol KOKAOI WHOHENG-ATTOWLENG TTPETTEl VA ATTOPELYOVTAI

TIOOKEIMEVOL VA ATTOPELXOEI N LTTORAOUION TOL SEIYLATOC KAI TGV VOLKAEKGOV OLEWV.
8.2. MPOETOIMAZLIA AEITMATOX KAI EEATQIrH RNA

EKTEAECTE TNV TTOOETOIMACIA TOL SEIYUATOG CUUPWVA PE TIC CLOTACEIC OTIG 08NYieg XPNONG TOL KIT E£AYWYNG TTOL
xpnoiyotroigita, BD MAX™ ExK™ TNA-3. Na onueiBei o1l opiouéva AGAAa Seiypata ptropel va  amairovy
mpoemeepyacia. MEEmer va avamTuxBoly Kal va €mMKLUPWOOLY aTmd Tov XPNOTN Ol SIadSIKACIEG TTPOETOINATIAG

€EAYWYNG YIA CLYKEKPIPEVES EPAPHOYEC.

1. Xopnynote pe mmérta 200-400 UL avamveuoTIKOL KAIVIKOD SeEiyUaToS O€ TWARVA PLBUICTIKOL SIAAOUATOG
Seiypatog BD MAX ™ TNA-3 kal KAEIOTE TOV CWANVA PE TTOUA SIapEAyUaTos. EEaopaiioTe TNV TTAAPN avauign

oTpoPIAifovTag To Seiypa og LYPNAN TaxLTNTA Yia T AeTTTO.

2. XovexioTe OoTn A&iIToLPYIA TOL CLOTAPATOG BD MAX™,
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8.3. MPQTOKOAAO PCR
Inueiwon: Avatpéfte OTO £YXeIPISIO XPNOoTN TOL CLOTAPATOS BD MAX™ yia AvAAULTIKEG ObNYieG.

8.3.1. Anuiovpyia mpoypapparog 1eoT PCR yia 1o kit avixvevong VIASURE Flu A, Flu B & RSV
Real Time PCR Detection kit

Inugiwon: Av éxete Ndn Snuiovpynoel 1o Te0T VIASURE Flu A, Flu B & RSV Real Time PCR Detection test, umopeite va

TTAPAAEiYeTe TO Pripa 8.3.1 kail va peTapeite amevBeiag oto Priua 8.3.2.

[N

) ZTnv 0Bovn “Run” (EkTéAeon) ToL cuoTAPATog BD MAX™, emAeETe TNV KAPTEAD “Test Editor” (Emegepyaoia 1eoT).
2)  Kavre KAk oTo kovuTtt “Create” (Anuiovpyia).

3) Ito mapabupo “Test Name” (Ovoua T1e0T), 500Te dvopa oTo Te0T 0ag: T.X. VIASURE Flu A, Flu B & RSV.

4)  1TO avamTLOCOUEVO PevoL “Extraction Type” (TOTTog e€aywyng), emAEETe “ExK TNA-3".

5) ITO avamTuooOuEVO PEVOL “Master Mix Format” (Mopgn kOplag avapeiEng), emAegte “Type 5" (TOTTog 5).

b. Inucicon: To MEoIOV UTToPE va XpNoIUoTToINBel o€ CLVOLACUO Ue TTPOCBETO TEOT Viasure yia BD MAX, kal oTn
ouvexela va emAé€ete “Dual Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)"
(ZopTTOKVE@UEVO ALOPINOTTOINUEVO MM SITAAG KOPIAG avaueiEng pe PLOUIOTIKO SIAALUA ETTAVLEATWONG

(Tomrog 5)).

6) ITnv meploxr) “Sample extraction parameters” (Mapduetpol e€aywyng Seiypatog), emAe€te “User defined”
(KaBopioudg amd Tov XPNoTn) Kal TTPOCAPPOCTE TOV OYKO OTOV OYKO TOL KAIVIKOD &eiydaTog TTOL

Xpnoigotroinenke cuv 550 L.

a. MNapddeyua: Av TpokeTal yia xopriynon e mimérta 200 Pl kKAIVIKoO avaTveuoTIKoL SeiyaToG O OWANVAPIO

BD MAX TNA-3 Sample Buffer Tube, puBuioTe TNV mapdueTpo o€ 750 pl.
b. Inueicdon: n uéylotn pLBUIoN eival 950 L.

7)  Itnv mepioxn “Ct Calculation” (YmmoAoyiopog Ct), emAé€re “Call Ct at Threshold Crossing” (KAnon Ct katd tnv

LTTEPRACN KATWPAIOU).

8) ITnv kaptéha “PCR settings” (PuBuiceig PCR), eicayayere TIG akOoAouvBeg mapauérpoug: “Channel Settings”
(PuBuiceic kavaAio), "Gains” (Avgnoeig) kail “Threshold” (KatagAio) (Mivakag 2).

a. Inueiwon: To mpoidv ummopei va xpnoigotoinBei oe cuvsLACUO e TTPOCBETO TeOT Viasure yia BD MAX. Ol
pLBuiceic PCR kal Ta PAPATA TOL TEOT BA TPETTEI VA OAOKANPWOOULY Yia TIG BEéoeg TTpoodpTnong 2

(Tpdoivo) kail 4 (uTTAe).

Channel Alias Gain Threshold Ct Min Ct Max

(Kavahi) (Wevdcdovuuo) (Ab&non) (KarcpAio) (EAaxicTo Ct) (MéyioTo Ct)
475/520 (FAM) fpimn A 60 100 0 40
530/565 (HEX) IC 80 300 0 40
585/630 (ROX) pimn B 60 200 0 40
630/665 (Cy5) RSV 60 150 0 40
680/715 (Cy5.5) - 0 0 0 0

Mivakag 2. PuBpiceig PCR.

9) ITnv kapTéAa "PCR settings” (PuBuiceig PCR), eicaydyete €mMiong TIG akOAoLOeG TTapapETpous “Spectral Cross Talk”

(PaouaTikn cuvakpodacon) (Mivakag 3)
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False Receiving Channel (Ecpalpévo kavaAl vIrosoxng)
Channel
(Kavéah) 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 " 555/630 | 00 0.0 - 0.0 0,0
(Kavah 0.0 0.0 40
Sityeponc) |_630/665 , , , - 0.0
680/715 0.0 0,0 0.0 0,0 _

Mivakag 3. NapaueTpol pacuaTiKng ocuVakPoOaong.

10) ITnVv kapTéAa “Test Steps” (BApaTa T€0T), el0ayAYETE TO TTPWTOKOAAO PCR (Mivakag 4).

Cycles Time (s) Temperature

Step Name Profile Type KOKAOI ; ;
; ; : Xpovo O¢puokpaaia
(Ovoua pnuarog) | (TOmog mPopiA) ( ) ( ?6.)) S | (Ozpuokp )

Detect
(Avixveoon)

Reverse
franscription
(AvtioTpOo®N
UETAYPAQ)

Initial denaturation

(Apxikn Koatnon 1 120 98°C -

PETOLOION)
Denaturation and
Annealing/Extension 10 95°C
(Data collection)
(MeTovoiwon kai | 2-Oeppokpaacia 45
AVOTITNON/ETTEKTACN

(ZuAoYA 61,1 63°C 4
Sedouivav))

Mivakag 4. NpwTtokoAAo PCR.

Kpodtnon 1 900 45°C -

11) Kavte KAk oTo koupuTi “Save Test” (AmoBrkevon TeoT).

8.3.2. PVOOuIoN pagicdv BD MAX™
1) Na kdBe Seiypa TTpocg EAeyxo, apaipéoTe pia Eviaia Awpida avtispaoTtnpiov (BD MAX™ TNA Reagent Strip (TNA))

amo 1o KIT BD MAX™ ExK TNA-3 kit. XTuTT"\OTE QTTaAd KABE Awpiba o€ pia okAnper em@aveid yia va Repaiwbeite OTI
OAa Ta LYPA PPICKOVTAI OTO KATW PEPOG TWV OWANVKYV KAl TOTTOBETAOTE TIG OTA PAPIA SEIYUATWY TOL CLOTAUATOC
BD MAX™,

2)  A@aipéoTe TOV ATTAITOLUEVO APIBPO TWANVWV e£aywYNG BD MAX™ ExK™ TNA (B4) (AeLkO aAoLUIVOXAPTO) aTTO
TO TTPOOCTATELTIKO TAKOLAAKI. MPOCAPTACTE TOLG CWANVEG EEAYWYNG (AELKO AAOLUIVOXAPTO) OTIG AVTIOTOIXEG
B¢oeIg oTn Awpida TNA (©éon TPocdpTNONG 1, KWSIKOTIOINGN AELKOUL XPWUATOG OTO pA®I. AvaTtpéfte oTny Eikova
1). ApaipéoTe Tov TTAEOVAZOVTA A{PA KAl KAEIOTE TO CAKOLAAKI E PEPUOLAP TPPAYIONG.

3) MpoodlopioTe KAl SIAXWEIOTE TOV KATAANAO aplBud amd cwAnvapia avrispaong VIASURE Flu A, Flu B & RSV
reaction tubes (kKOKKIVO OAOLUIVOXOPETO) KAl TIPOCAPETAOTE TA OTIC AVTIOTOIXEG OEoeig oTn Awpida (©éon
TTPOCAPTNONG 2, KWSIKOTTOINCN TTPACIVOL XPWHATOG OTO PAI. BA. Ekova

a.  AQ@aipéoTe ToV TTAEOVAZOVTA éPA KAl KAEIOTE TA AAOLUIVEVIA CAKOLAGKIA HE TO PEPPOLAP TPEAYIONG.
b. Na Tt die€aywyn TNG CWOTAG ETAVLEATWONG, PERAIOEITE OTI TO ALOPIAOTTIOINUEVO TTPOIOV PPICKETAI OTO
KATW PEOOG TOL TWANAVA KAl SEV Eival TIPOTKOAANUEVO OTNV ETTAVEK TTEQIOXN TOL CWANVA ) OTN TPEAYICN
TOL AAOLMIVOXAPTOV.
Inueicoon: Av emAe€ete T popor “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (ZOUTTOKV@UEVO ALOPINOTIOINHEVO MM SITTANG KOEIAG AVAPEIENS JE

PLOUIOTIKO SiGALpa emavudaTwong (TuTog 5)) (Evotnta 8.3.1), MpoodiopioTe kal SlaxwpioTe Tov
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KATAAANAO apiBud MpdoBetwyv cwAhvev avribpaong VIASURE (S1apopeTikd aAOLUIVOXAPETO)
KAl TTPOCAPTACTE OTIC AVTIOTOIXEG BETeg oTn Awpiba (@¢on mMpooAapTnoNng 4, KWIKoTToINoN
UTTAE XOOUATOG OTO PAPI. AvaTtpéEte oTny Eikdva 1). ApaipéoTte Tov TTAeovalovia aépa Kal
KAEIOTE TA AAOLUIVEVIA CAKOLAGKIA LE TO PEPUOLAP TPPAYIONG.

4)  AQaIpéoTe TOV ATTAITOLUEVO APIBUO OWANV@Y Rehydration Buffer tubes (uwp alovpivoxapTo) Kal TPOCAPTACTE
OTIG avTIOTOIKEG BETEIC OTN Awpida (@¢on TTPooAaPTNONG 3, KWSIKOTIOINGON XWEIG XPWHA OTO PAPI. AVATREETE OTNV
Eikova 1). ApaipéoTe ToV TTAeOVALOVTA AEPA KAl KAEIOTE TO TAKOLAGKI JE PEPHOLAP TPPAYIONG.

a. Tia va ekTeAEOTEl OWOTA N YETAPOPA, BePaIwBeite OTI TO LYPO PPICKETAI OTO KATW PELOG TOL TWANVA KAl

Sev eival TTIOOOKOANUEVO OTNV €AV TTEQIOXN TOL CWANVA ) TN TPEAYION TOL AACLUIVOXAPTOUL.

Aggapevn
NPOCAPTOUEVOl COAAVEG QTORAATGV

AKOQ TTITTETTA
#1 #2 #3 #4 ° °

. T T I T 1
olle|e]|e
. LWANVAG
~ IoMvag a}rispaong
amocLVOeoNC/ATTOSECUELONG (mhoaiperikak) eflef|o]lo
PLBUICTIKO
) Siahvpa ~—
ZOO)\WQQ mAENC ollellollo
e€aywyng e
PuBuioTikd SlaApua (A AN
TwAnvag avtispaong 1 EKTTALONG
#1 #2 #3 #4
PUBLICTIKO SIAALHA ETTAVLEATWONG PUeU'C’T'K‘:’ siahoon
£COLSETEPDOONG

Eikova 1. Awpisa avnidpaotnpiov BD MAX™ TNA (TNA) amo 1o kit BD MAX™ ExK TNA-3.

8.3.3. PvOuIon opyavewv BD MAX™

1)  EmA&ETe TNV kKapTéAa “Work List” (AioTa gpyaaiag) otnv 0Bovn “Run” (EkTéAeon) oTo AoyIOUIKO cLOTAUATOG BD
MAX™ ¢k6.4.50A 1| YETAYEVECTEPNG.

2)  ITOo avamrtuooopevo pevoL “Test” (TeoT), emAé€Te VIASURE Flu A, Flu B & RSV (av Sev éxel nén dnuiovpynOei,
avarpe€te otny evotnta 8.3.1).

3)  EmAEETE TOV KATAAANAO QpIBUO TTAPTISAS KIT (BRICKETAI OTO £€TEQIKO KOLTI TOL KIT EEAYWYNG TTOL XONCIUOTIOIEITAl)
aTrd TO AVATITVOCOPEVO PEVOD (TTPOCIQETIKA).

4) EicaydyeTe TOV apiBUd avayvopiong ToL CWANVA PLOUICTIKOL SIAADUATOG SEiYATOG OTO TTAPABLPO TWANVWV
SeiyaTog TNG NioTag epyaaciag, €ite he 0APWON TOL YPAUMWTOL KWSIKA UE TOV TAPWTN HE XEIPOKIVNTN KATAXWEION.

5)  ILPTANEWOTE TO TTAPABLPO SeiYUATOG/TALTOTNTAG ACBeVOLG OTO TTAPABLPEO “"Accession” (Evragn) Tng AioTag
epyaaoiag (eav 10xLel) kal KAVTE KAIK OTO KoupTi “Save” (ATToBnkevaon). TLVEXIOTE £0G OTOL KATAXWEIOTOLY OAOI Ol
OWANVEG PLOUICTIKOL SIAANDHATOG SeiyuaTog. Bepaiwbdeite o1 To Seiypa/n TaLTOTNTA AC0OEVOLS KAl O TWANVEG
PLBUICTIKOL SIAANDHATOG SElyUATOG £XOLV AVTICTOIXIOTE! e akpiPeia.

6) TOTTOBETHOTE TOV TTPOETOIUACHEVO TWANVA PLOUICTIKOL SIAADUATOG SeiyuaTOG OTO PAPI BD MAX™,

7)  TomoBethoTe TO PAPI OTO CLOTNUA BD MAX™ (To pd®I A TOTTOBETEITAI OTNV APICTEPN TTAELES TOL CLOTAPATOG BD
MAX™ kail To pa®I B oTn 681G TTAELPA).

8) TomoBeTHOTE TOV ATTAITOLPEVO APIBUO Soxeicv BD MAX™ PCR Cartridge(s) oto cboTnua BD MAX™,

9) KAeioTte Tn BOPA TOL CLOTAPATOS BD MAX™,
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10) Kavte kKAK oTnyV emAoyn “Start Run” (Evapén ektéAeong) yia va Eekivoel n Siadikaaoia.

8.3.4 'EkGeon BD MAX™

1)  ITO KOPIO PEVOD, KAVTE KAIK OTO KOLUTT “Results” (AmoTteAéouaTa).

2)  Kdavre SITAO KAIK OTnyv ekTéAeON OTN ANioTa 1| TTATAOTE TO KouuT “View"” (MpoRoAn).

3)  Kavte KAk otnv e€mAoyn “Print” (Ektommeon) kar emAé€Te: “Run Details, Test Details and Plot..."” (AemTouépeleg
EKTEAEONG, AETTTOUEQEIEG TEDT KAI akoAouvBia...)

4)  Kdavte KAIK 01O Koot “Print or Export” (EkTOmrwon N EEaywyr)) otnv 08dvn “Run Reports” (EkTéAeon ekBéoewv)

9. Epunveia amoteAecuarwv

Ma AETITOUEEN TTEQIYPAPH) TOL TPOTTOL AVAALONG SES0UEVEYV, AVATPEETE OTO £YXEIPISIO XONOTN TOL CLOTAUATOS BD
MAX ™,

H avdaAvon Ttwv dedopévav yiveral ammd 1o Aoyiopiko BD MAX ™ cOu@@va e TIG 0dnyieg TOL KATACKELAOTH. To
Aoyiouikd BD MAX ™ avagépel TipEG Ct kal KAUTTOAEG evioxLong yia KABe KAVAA avixveuTr) kABe SeiyuaTog oL

EAEYXETAI PE TOV AKOAOLOO TPOTIO:

- H miur) Ct 0 vmrodeikvidel OTI Sev LTTOAOYIOTNKE TIUA Ct ATTO TO AOYICUIKO JE TO KABOPICUEVO KATWMAIO (BA. Mivaka 4).

H KauTTOAN evioxLong ToL SeiyUaTOg TTOL euPavilel TNV TiUR Ct "0" TTPETTel va eAeyxBel xelpokivnTa.
- H mipry Ct -1 ummodeikvLel 0T Sgv £xel TToayuaToTToInOei Sladikacia evioxuong.

- OmtoladnTroTe AAAN TR Ct TTEETTEl VA €OUNVEVETAI O€ CLOXETIOPO HE TNV KAPTTOAN £ViOXLONG KAl COPPWVA LE TIC

odnYiec epunveiag deiypuatog Trou TreplypdgovTal otov Mivaka 5.

EAEYETE TO ONUA ECWTEPIKOL PYAPTLEA YIA VA EMTAANBEVOETE TN CWOTH AEITOLPEYIA TOL PEIYUATOC evioxLONG. ETITTA¢OY,

BePaicBeite OTI Sev LTTAPXEI EKBECN TNG ATTOTLXIAG TOL CLOTAPATOG BD MAX™,

AIQRAOTE KAl AVAADOTE TA ATTOTEAECATA XONOIUOTIOIVTAC TOV AKOAOLOO TTivVaKa:
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Fpimn A Fpitn B RSV ECWTEPIKOG
(475/520) (585/630) (630/665) HapTLPAG Epunveia
(530/565)
- - - + Fpittn A, Ipittn B ka1 RSV ApvnTiko
+ + + +/- Tpittn A, Ipittn B ka1 RSV O¢Tikd
+ - - +/- Fpittn A OeTiIKO, I'pittn B ka1 RSV ApvnTikO
+ + - +/- pittn A Kai Fpitrn B ©¢Tiko, Kai RSV ApvnTiko
+ - + +/- Fpitrn A Kai RSV OeTikd, Kai Fpittn B ApvnTIKO
- + - +/- Fpitrn B @eTikd, pimn A kai RSV ApvnTiko
- + + +/- Fpitrn B ka1 RSV O¢Tiko, Ipittn A ApvNnTIKO
- - + +/- RSV Oetiko, I'pittn A kai [pittn B ApvnTiKO
Mn emAvpévo (UNR) ATTOoTéEAECHA TTOL TTPOEKLYE TTAPOLOIA
avacToAéwv oTnyv avriSpaon PCR ) 6Tav mpokOYel YEVIKO
UNR UNR UNR UNR mPOBANua (To omoio Sev avagpéperal amod KWSIKO
o@pAaluarog) ye Ta PRuara eme§epyaoiag n/kai evioxoong
Seiyparog.
Acapig amotéAeopa avalvong (IND). Aoy amotuxiag
IND IND IND IND ToL ovoTNHATOG BD M'AXTM. To arrors)'\wpa ™msg availvong
EUPAVICETAI OE TIEPITITON ATTOTLXIAG OPYAVOL TTOL
OULVSEETAI UE KOSIKO OPANUATOG.
Atelég amotéleoua avalvong (INC). Adyw amoTvxiag Tov
INC INC INC INC ovoTtnuarog BD MAX™™. To amoTéAeoua TNG avalvong
eUPavileTal o€ MEPITITOON AMOTLXIAG TTANPOLG EKTEAEONG.

Mivakag 5. Epunveia deiyparog

+: Mpoékvye evioxvon

-: Aev TTpoéKLYE evioxvon
‘Eva beiypa Bewpeital BeTikd edv n Tiun Ct mou Aaupdvetal eivarl pikpoTepn atd 40. O e0wWTERIKOG HAPTLPAG UTTOPE VA
eu@avilel 1) Ox1 éva ofua evioxoong €mmeidn Evag peYAAOS ApIBUOG avTiypA@@y OTOXOL WTTOPEN VA TTPOKAAECE]
TIOOTIUNCIAKN EVIOXLON VOULKAEKWY OEWYV CULYKEKPIUEVOL OTOXOL AVTI TOL ECWTEQIKOL HPAPTLEA. IE ALTEC TIG

TIEQITITATEIG, N AVIXVELON TOL ECWTEPIKOL PAPTLEA SgV Eival ATTAPAITNTN.

‘Eva Seiypa Bewpeital apvnTtiko, £av To Seiypa Sev eugavilel onua evioxpong oto obLOTNUA avixvebong AAAd o
EOWTEPIKOG PAPTLEAG cival BETIKOG. MIa avacoToAn TNG avtibpaong PCR utmopei va atmmokAEIOTE he TNV evioxuon Tov

E0WTEPIKOL PAPTLEA.

Ye TIEQITITON WN ETMALUEVQY ATTOTEAECUATWY, ATTOLCIA ONUATOC ECWTEQIKOL HAPTLPA Ot aAPVNTIKO Seiyua,
OULVIOTOLUE VA ETTAVAAARETE TNV AvAALON ApAlVOoVTAC To Seiyua 1:10 woTe va eAéyEeTe yia MBAvA TTPoPRAAUATA

AVAOTOAAG.

Ta amoteAéopaTta Tou TeoT Ba TPETTEl va aflohoyouvTtal Ao évav €MAYYEAUATIA LYEIAG OTO TTAQICIO TOL 1ATPIKOV

IOCTOPIKOL, TV KAIVIKGOV CUUTITOUATWY KAl AAAWY SIAYVWOOTIKGV £EETACEWY.
10. MepioPICHOI TOL TECT

e Ta aTTOTEAECUATA TOL TEOT Ba TIPETTEI VA AEIOAOYOLVTAI ATTO £vaV ETTAYYEAUATIA LYEIAG OTO TTAQICIO TOL IATPIKOV
ICTOPIKOL, TV KAIVIKGQV CUUTITOUATWY KAl AAADYV SIAYVWOOTIKWY £EETACEWDYV.
e AV KAl ALTA N avAAvon UTToPEl va XpNoIWoTToINBEl e AANOLC TOTTOLC SEIVUATWY, EXEl ETTIKLPWOE PE PAPLYYIKA

emmyxpiouaTa.
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e H 1mo10TNTA TOL TEOT £€APETATAI ATTO TNV TTOIOTNTA TOL SelypaTog. MNpéTel va e€axBei KATAANAO RNA atmod kAIVIKA
Seiypata. H akatdAANAn cLAAOY, amoBfkeLoN /KAl LETAPOPA SEIYUATWY UTTOPE VA §QTEl WELSWS APVNTIKA
ATTOTEAECATA.

e EvoéxeTal va eviomoToLy €EQIQETIKA XAUNAG €TiTTeda OTOXOL, KATW ATO TO OPIO AViXVeLONS, GAAG TA
ATTOTEAECUATA £VEEXETAI VA PNV Eival SuvaToV va avamapaxoouv.

e YTApPXE TMOAVOTNTA YIA WELSWCS BETIKA ATTOTEAECUATA AOYW SIA0TALPOLUEVNS UOALVONG aTtd Ipitn A, Tpitn B
n/kal RSV, €ite amd Selypata oL TEPIEXOLY LWNAEC CLYKEVTPWOES RNA-oTOXOUL €ite amd poAvvon e€aitiag
TTPOIOVTWY PCR Ao TooNYOLUEVES AVTISPACEIG.

e To kT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection Kit pymopei va dwaoel un emAvuéva
amoTeAéopaTa  €meid) 1o Seiyua  TEpIEXEl avaoToleic ) e€aimiag TNG AavBaouévng  emavudATwong
ALOPINOTTOINUEVOL CWANVA PeEyPaTOC avTiépaong, f va §woel adlELKPIVIOTA 1 ATEAN) ATTOTEAECUATA AOYW

aoTOXIAC TOL OPYAVOL, e ATTOTEAECA VA XPEIAOTE ETTAVAANWN TOL TECT.
11. MoIoTIKOG EAEYXOG

To kit avixveoong VIASURE Flu A, Flu B & RSV Real Time PCR Detection Kit mrepiéxel eowTepikd papTupa (IC) ot kdbe

OWAAVA avTispaong, O OTToI0G ETIRERAICVEI TN CWOTH EKTEAECN TNG TEXVIKAG.
12. XapakKTnpIioTika amdédoong

12.1. KAIvIKA evaioOnoia Kal e18ikoTnta

H kAiviky amodoon 1ou kit avixvebong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit Sokiudotnke
XPNOILUOTIOIOVTAG 344 avaTmiveLOTIKA SeiyUaTa (PAPLYYIKS ETTIXPICUATA) ATTO CLPTITWUATIKOLS aoBeveic. Ta
ATTOTEAECUATA ALTA CLYKPEIONKAY e ALTA TTOL EANPONCAV PE PIA POPIAKH HEBOSO avixvevong (cobas® Influenza
A/B & RSV (Roche)).

Ta amoTeAéouaTa eixav wg €ENG:

cobas® Influenza A/B & RSV (Roche)
+ - I0VOAO
VIASURE Flu A, Flu B & RSV
Real Time PCR Detection kit + 157 2% 159
- 7* 178 185
I0VoAo 164 180 344

Mivakag é. ILYKPITIKA amoTeAéopara yia T pimn A.

To TTOCOOTO CLUPWVIAG BETIKAV ATTOTEAECHATWV gival >98% KAl TO TTOGOOTO CLUPWVIAG
APVNTIKOV ATTOTEAECUATRV >96%.

*H xaunAn moootnta template RNA e autd TO QvaTTveLOTIKO Seiyua eival KAt arto TO OPIO avixveuong TNG HEBOSOL TToL
XPNOIUOTTOINONKE.
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cobas® Influenza A/B & RSV (Roche)
+ - I0VoAo
VIASURE Flu A, Flu B & RSV %
Real Time PCR Detection kit * 77 4 103
- 1* 240 241
IOvVoAo 100 244 344

Mivakag 7. IuyKpITika amoteAéopara yia tn Ipimn B.

To TOCOOCTO CLUPWVIAG BETIKGOV ATTOTEAEOHATWV gival >96% Kdl TO TTOOCOCTO CLHPWVIAG
ApPVNTIKGOV ATTOTEAECHATOV >99%.

*H xaunAn moooTtnta template RNA oe autd TO QvaTTVELOTIKO Seiyua eival KAT aTTo TO OPIO AviXveuong TNG HEBOSOL TTOL
XPNOIUOTTOINBNKE.

cobas® Influenza A/B & RSV (Roche)

+ - I0VoAo
VIASURE Flu A, Flu B & RSV + 22 4* 26
Real Time PCR Detection kit
3* 315 318
, 25 319 344
IbVOoAo

Mivakag 8. IuyKPITIKA amoTeAéoparta yia Tov RSV.

To TOCOOTO CLUPGVIAG BETIKAOV ATTOTEAEOHATRV gival >84% Kal TO TOCOOTO CLUPWVIAG
ApVvNTIKGOV ATTOTEAECHATOV >99%.

*H xaunAr moootnTa template RNA og auTtd 10 avamveLoTKO Seiyua eival KATw Ao To OPIO avixvebong TNG HEBOSOL TTOL

XPNOIUOTTOINONKE.

Ta amoTteAéouaTta beixvouyv LYNAR evAICONGCIA Kal €I8IKOTNTA YIA TNV AViXxveLON ToL 10V TNG MPITTNG A, TNG MpitNg B

N/Kai ToL RSV xpNOIUOTTOIVTAG TO KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit.
12.2. EvaiocOnoia availvong

To kit avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit éxel Oplo avixvevong 210 RNA avTtiypapa

ava avtispaon yia Tov 16 TG FpitnNg A, TnS Mpittng B kal Tov RSV, pe TooooTd BETIKOTNTAG 295% (Eikdva 2, 3 kal 4).
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Eikova 2. Ieipd apaiwong tng eKTéAeong mpoTtOTow Mpirng A (2*10¢-2*10' avriypaga/avrispaon) oto obotnua BD MAX™ (kavaAi 475/520
(FAM)).
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Eikova 3. Ieipd apai®ong TnNG ekTéAeong mpotbmou Mpitmng B (2#104-2*10" avriypaga/avridpaon) oto cbotnua BD MAX™ (kavali 585/630
(ROX)).
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Eikova 4. Ieipd apai®ong TnG eKTEAEong mpoTOIToL RSV (2*106-2*10° avriypaga/avridpaon) oto cbotnua BD MAX™ (kavaAi 630/665 (Cy5)).
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12.3. AvaluLTIKNA €8IKOTNTA

H e16IkoTNTA TG availvong yia Tn I'pitn A, Tn Fpittn B kail Tov RSV emPePaicOnke eEeTAlovVTAG Eva TTAVEA ATTOTEAOVLIEVO
ammd  SIAPOPETIKOLS  HIKOOOPYAVIOUOVLS TIOL AVTITTIOOCMTIELOLY TA THO KOIVA AVATIVELOTIKA TTaBoyova. Acgv

AVIXVELONKE SIACTALPOLPEVN AVTISPACTIKOTNTA PETAEL TWV AKOAOLOWV UIKPOOPYAVIOUWY TTOL £EETACTNKAY, UE

e€aipeon Ta TTABOYOVA-OTOXOLS KABE avalLuong:

'EAEYXOG S1a0TALPOVUEVNG AVTISPACTIKOTNTAG
Bordetella pertussis AVOP@TIVOG PIVOidG - 16 A/ Mollord{ E‘;Lg‘)a”ondy 2/2009 | /+
Bordetella parapertussis AvOP®OTTIVOG adevoiog - 16¢ Influenza A/Anhui/1/2013 (H7N9) | -/+
Legionella pneumophila Kopcovoiog MERS - | Influenza AI/ ;L(’:rkDeCY/g/'(E;T\"‘;)/ 2002 x PRS- | _/+
Mycoplasma pneumoniae 10 Influenza A/New -/+ Influenza A/chicken/Hong -1+
Caledonia/20/99(HIN1) Kong/G9/1997 x PR8-IBCDC-2 (HPN2)
Strept ) 106G dpoiog pe Influenza y Influenza /
reptococcus pneumoniae -/+ -/+
P P A/California/7/2009(HINT)pdm09 A/mallard/ Ne*t“fggggs_/]] 2/2000 (H7N7)
Staphylococcus aureus 166 Influenza A/Michigan/45/2015 + Influenza A/pheasant/New e
LTTOKATNY. Qureus (HINT)pdm09 Jersey/1355/1998 (H5N2)-PR8-IBCDC-4
AVOEKTIKOG OTN PEBIKIANIVN 16G opoiog pe Influenza s Influenza A/Singapore/INFIMH-16- s
Staphylococcus aureus A/Perth/16/2009(H3N2) 0019/2016 (H3N2)
Haemophilus influenzae ) .
MinnA 1o Influenza A/Thiringen/5/17 (H3N2) | -/+ | |nfluenza A/South Australia/55/2014 | -/*
Moraxella catarrhalis . 166 Influenza -+ Influenza A/Uruguay/716/2007 -+
A/Switzerland/9715293/2013 (H3N2) (H3N2) (NYMC-175C)
fovorurog Chiamydia psiffaci 166 Influenza A/Hong Kong/4801/2014, | _/+ 106G dpoiog pe Influenza -+
Aka C NYMC X-263B (H3N2) B/Brisbane/60/2008
Chlamydophila pneumoniae 16¢ Influenza A/Turkey/Germany -+ . . iy
yaop P R2485+86/2014 (H5N8) 16¢ Influenza B/Florida/04/06
EvTepoidg 68 kail 71 166 Influenza A/DE- -/+ : -/+
elellely SH/Reiherente/AR8444/2013 (H5NS) 16G Influenza B/Phuket/3073/2013
Enterovirus Echovirus To1101 11 .
|66 A/Netherlands/1250/2016 -+ -+
«an 30 (HINT)pdm09 (kA&SoC 68.1) Influenza B/Colorado/6/2017
loi avOpwTIVNG .
I6¢ A/Netherlands/398/2014 (H3N2) J+ J+
Trapaivplovéviag 1, 2, 3kai 4 (kAadog 3C.3a) Influenza B/Maryland/15/2016
AVOPOTTIVOC PUETATTVELIOVOIOG .
l6G A/Netherlands/2393/2015 (H3N2) J+ . " -+
A kalB (KA&S0C 3C.20) AVATIVELOTIKOG CLYKULTIAKOG 10G (RSV)
AVOP®ITIVOG KOPWVOidG 229E I6gc A/Hong Kong/213/2003 (H5N1) -+

Mivakag 9. MaBoyovol HIKPooPYAVIoHOI Avapopdag oL XPNCIUOTTOINONKAV O& aLTAV TN HEAETN.
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12.4. AvaluTIKn avTiSpacTIKOTNTA

H avmispaoTikdTNTa ToL KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit yia tov 10 Tng I'piting
A aflohoynenke EvavrTl TV €ENC OTENEXQOV: l6g A/New Caledonia/20/99(HIN1), 160G
A/California/7/2009 (HIN1)pdm09-like, 16¢ A/Michigan/45/2015 (HINT1)pdm09, 106g A/Perth/16/2009 (H3N2)-like, 16G
A/Thiringen/5/17 (H3N2), 16¢ A/Switzerland/9715293/2013 (H3N2), 16g A/Hong Kong/4801/2014, NYMC X-263B
(H3N2, 16¢c A/Turkey/Germany R2485+86/2014 (H5N8), 106¢ A/DE-SH/Reiherente/AR8444/ 2013 (H5N8), 16¢
A/ANnhui/1/2013 (H7N9), 10g A/turkey/Virginia/2002 x PR8-IBCDC-5 (H7N2), A/chicken/Hong Kong/G9/1997 x PR8-
IBCDC-2 (H9N2), A/mallard/Netherlands/12/2000 (H7N7) - IBCDC-1, A/pheasant/New Jersey/1355/1998 (H5N2)-PR8-
IBCDC-4, A/Singapore/INFIMH-16-0019/2016 (H3N2), A/South Australia/55/2014 and  A/Uruguay/716/2007
(H3N2)(NYMC-175C), 16¢ A/Netherlands/1250/2016 (HIN1)pdmO09 (kAadog 6B.1), 10¢ A/Netherlands/398/2014
(H3N2) (kAhadog 3C.3a), 10¢ A/Netherlands/2393/2015 (H3N2) (kAadog 3C.2a), 16¢ A/Hong Kong/213/2003 (H5N1) kai
A/Mallard/Netherlands/2/2009 (H7N7), eppavifovTag BeTIKG aTTOTEAECUATA.

H avniSpaoTikoTnTa TOL KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit yia Tov 16 Tng I'pimng
B aflohoynBnke EvavT TV £ENG oTeAexwV: |0¢ B/Brisbane/60/2008-like (eeAikTikr) ypauur B/Victoria), B/Florida/04/06
kal B/Phuket/3073/2013 (e€eAikTIK) ypauur B/Yamagata), B/Colorado/6/2017, B/Maryland/15/2016, epgavifoviag

BeTIKA amoTeAéopaTa.

H avmidpacTikdTnTa TOL KIT avixvevong VIASURE Flu A, Flu B & RSV Real Time PCR Detection kit yia Tov 16 RSV
aflohoynBnke &vavil ToL AVOPMOTIIVOL AVATIVELOTIKOL OCULYKLTIOKOL 100 (RSV A kai B), eupaviloviag OeTikda

ATTOTEAECUATA.
13. Bibliography/ BipAloypaegia

1. G.Neumann et al. Transmission of Influenza A viruses. Virology 2015; 234-246.

2. Y.Yang et al. Simultaneous typing and HA/NA subtyping of influenza A and B viruses including the pandemic
influenza A/HTN1 2009 by multiplex real-time RT-PCR. Journal of Virological Methods 2010; 167(1): 37-44.

3. R.L.Kuo ef al. Influenza A/B virus detection and influenza A virus subtyping with emphasis on the novel H7N9
virus by using multiplex real-time RT-PCR. Journal of Virological Methods 2014; 208:41-46.

4. World Health Organization. WHO information for molecular diagnosis of influenza virus—update. Available:
http://www.who.int/influenza/gisrs_laboratory/ molecular_diagnosis/en/. Accessed 2015 Dec 30.

5. S. Subhash Bawage et al. Recent Advances in Diagnosis, Prevention, and Treatment of Human Respiratory
Syncytial Virus. Advances in Virology 2013.

6. French, et al. Risk of nosocomial respiratory syncytial virus infection and effectiveness of control measures to
prevent fransmission events: a systematic review. Influenza and Other Respiratory Viruses 2016.

7. X.Yu et al. Human respiratory syncytial virus in children with lower respiratory tract infections or influenza-like
illness and its co-infection characteristics with viruses and atypical bacteria in Hangzhou, China. Journal of
Clinical Virology 2015; 69:1-6.

8. N.Mazur et al. Lower respiratory tract infection caused by respiratory syncytial virus: current management and
new therapeutics. The Lancet Respiratory Medicine 2015; 3: 888-900.

9. F. de-Paris et al. Optimization of one-step duplex real-time RT-PCR for detection of influenza and respiratory

syncytial virus in nasopharyngeal aspirates. Journal of Virological Methods 2012; 186(1-2): 189-192.

|IU-ABR124engr1120 rev.00




VIASURE Real Time PCR Detection Kits
.

10. A. Hu et al. Simultaneous detection, subgrouping, and quantitation of respiratory syncytial virus A and B by
real-time PCR. Journal of Clinical Microbiology 2003; 41(1): 149-154.

11. M. Hindiyeh et al. Evaluation of Simplexa Flu A/B & RSV for direct detection of influenza viruses (A and B) and
respiratory syncytial virus in patient respiratory samples. Journal of Clinical Microbiology 2013; 51(7): 2421-2424.

14. Symbols for IVD components and reagents/ IOuBoAa yia oToixeia kai

avniSpaoctipia IVD

In vitro diagnostic

. Keep dry Manufacturer
device Use by Batch code
IvD
(o] , T AlaTnpnoTE 2 . , u KataokevaoT - . ,
AIQYyVWOTIKN : AVOA®DON £€WG . Kwbéikog mapTiéag
: . oTEYVO NG
OLOKELN IN Vitro
Temperature Contains
Iimifgﬂon sufficient for Sample Catalogue
Consult instructions __ <n> test diluent number
CH foruse /ﬂf MEoI0OIGLA v DIL [REF.
eep (?K goigo MeplexOUEVO APCIDTIKO APIBUOGS
AVATPEETE OTIC PHOKP ETTAPKES YIA elypatog KATAAOYOUL
Oényiec xphong S <n>TEOT

BD MAX™ is a registered frademark of Becton, Dickinson and Company
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