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1. Intended use

VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit is designed for the specific identification and
differentiation of 2019 Novel Coronavirus (SARS-CoV-2) in respiratory samples from patients with signs and symptoms
of COVID-19 infection. This test is infended to be used as an aid in the identification in the diagnosis of COVID-19 in
combination with patient's clinical signs and symptoms and epidemiological risk factors. The assay uses the BD
MAX™ System for automated extraction of RNA and subsequent real-time PCR employing the reagents provided
combined with universal reagents and disposables for the BD MAX™ System. RNA from respiratory specimens is

detected using fluorescent reporter dye probes specific for SARS-CoV-2.

2. Summary and Explanation

Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to Coronaviridae family [1,2].
There are six coronavirus species known to cause human diseases [2]. Four viruses (229E, OC43, NL63 and HKUT1)
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
[2]. 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 [1,3].

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 [2,4]. 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 [5].

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 [1,6,7]. 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 [1,4]. Centers of Disease Confrol
and Prevention (CDC) believes that symptoms of SARS-CoV-2 may appear in as few as 2 days or as long as 14 days
after exposure, being the most common fever, cough, myalgia and dyspnea [1,4,8]. Less common symptoms are
sore throat, headache, diarrhea and vomiting [1,4]. It seems that older males with comorbidities have been more
affected [4].

Diagnosis of SARS-CoV-2 is performed detecting conventional causes of pneumonia early and detected by next-
generation sequencing or real-time RT-PCR methods [1,9]. Several assays that detect the SARS-CoV-2 have been
are currently  available, and listed on the WHO (World Health  Organization) website
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/laboratory-guidance
[10].

WHO recommends upper respiratory fract specimens (nasopharyngeal and oropharyngeal swabs) and/or lower

respiratory specimens (sputum, endotfracheal aspirate, or bronchoalveolar lavage) for the identification of SARS-
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CoV-2 [9,11]. In addition, other clinical specimens as blood, urine and stool may be collected to monitor the

presence of the virus [2,11].
3. Principle of the procedure

VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit is designed for the identification of SARS-CoV-2 in
respiratory samples. The detection is done in one step real time RT-PCR format where the reverse transcription and
the subsequent amplification of specific target sequence occur in the same reaction well. The isolated RNA target
is franscribed generating complementary DNA by reverse transcriptase which is followed by the amplification of a

conserved region of § gene using specific primers and a fluorescent-labeled probe.

VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit is based on 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 tfemplate. This fluorescence is measured on the BD MAX™ System.

VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit contains in each tube all the components necessary for
real fime PCR assay (specific primers/probes, dNTPS, buffer, polymerase) in a stabilized format, as well as an internal
confrol to monitor PCR inhibition. SARS-CoV-2 is amplified and detected in channel 475/520 and the internal conftrol
(IC) inin channel 530/565.

4. Reagents provided

VIASURE SARS-CoV-2 S gene 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,
SARS-CoV-2 5 gene buffer, dNTPs, stabilizers and internal Transparent | 2 pouches of 12

reaction tube control in stabilized format Green foil fubes

VS-NCO112

Solution to reconstitute the stabilized Transparent 1 pouch of 24

VS-RB0O9 Reh tion Buffer t
ehydration Buffer fube product Orange foll tubes

Table 1. Reagents and materials provided in VIASURE SARS-CoV-2 S gene Real Time PCR Detection kit with Ref. VS-NCO124 (444212).
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 § gene Real Time PCR Detection kit.

e Real-time PCR instrument: BD MAX™ System.

e BD MAX™ EXK™ TNA-3 (Ref: 442827 or 442828).
e BD MAX™ PCR Cartridges (Ref: 437519).

e Vortex.

e Micropipettes (accurate between 2 and 1000 ulL).
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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, they can be used for 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
technicians, tfrained 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.

¢ 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.

e 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 § gene Real Time PCR Detection kit, BD MAX™ ExK™ TNA-3 exiraction
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 tips is
recommended. Use a new tip for each specimen. Gloves must be changed before manipulating reagents
and cartridges.

e To avoid contamination 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.

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 fest.

e Samples 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, freatment and disposal of samples.
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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. Test procedure

8.1. SAMPLE COLLECTION, STORAGE AND TRANSPORT

The VIASURE SARS-CoV-2 S gene Real Time PCR Detection kit has been validated on negative nasopharyngeal/
oropharyngeal swab collected in viral transport media (VIM) Vircell S.L., Spain) and nucleic acid isolated from

positive nasopharyngeal/ oropharyngeal swab collected in VIM.

Another different 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 the 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 between 200 and 750 uL of nasopharyngeal/ oropharyngeal swab collected in viral fransport media
(VIM) info a BD MAX™ TNA-3 Sample Buffer Tube and close the fube with a septum cap. Ensure complete mixing

by vortexing the sample at high speed for 1 minute. 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 program for VIASURE SARS-CoV-2 S gene Real Time PCR Detection
kit

Note: If you have already created the VIASURE SARS-CoV-2 S gene 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.
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2) Click the “Create” button.

3) Inthe “Test Name" window, name your test: i.e. VIASURE SARS-CoV-2 S gene.
4) In the "Extraction Type" drop down menu, select "ExK TNA-3".

5) In the “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 extraction parameters” select “User defined” and adjust sample volume to the volume of

clinical specimen used plus 500 pL.

a. Example: If pipette 200 ulL of respiratory clinical specimen into a BD MAX TNA-3 Sample Buffer Tube

then set parameter to 700 pL.
b. Note: maximum setting is 950 pL
7) Inthe “Ct Calculation” select "Call Ct at Threshold Crossing”.

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 tfest, 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) | SARS-COV-2S 60 100 0 40
gene
530/565 (HEX) IC 80 100 0 40
585/630 (ROX) - 0 0 0 0
630/665 (Cy5) - 0 0 0 0
680/715 (Cy5.5) - 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.

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

False Receiving Channel

Channel 475/520 530/565 585/630 630/665 680/71 5

475/520 - 0.0 0.0 0.0 0.0

530/565 0.0 - 0.0 0.0 0.0
Excitation 585/630 0.0 0.0 - 0.0 0.0
Channel

630/665 0.0 0.0 0.0 - 0.0

680/715 0.0 0.0 0.0 0.0 _

Table 3. Spectral cross-talk parameters.
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10) In “Test Steps” tab, enter the PCR protocol (Table 4).

Step Name Profile Type Cycles |Time (s)| Temperature Detect
Reverse transcription Hold 1 900 45°C -
Initial denaturation Hold 1 120 98°C -
Denaturation and 10 95°C -
Annealing/Extension (Data | 2-Temperature 45
collection) 58 60°C v

Table 4. PCR protocol.

11) Click the “Save Test” button.

8.3.2. BD MAX™ Rack set up

1) For each sample to be tested, remove one Unitized Reagent Strips 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 strip (Snap position
1, white color coding on the rack. See Figure 1). Remove excess air, and close the pouch with the zip seal.

3) Determine and separate the appropriate number of VIASURE SARS-CoV-2 § gene reaction tube (green
foil) and snap into 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. In orderto carry out 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.

i. Note: If you choose the format “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (Section 8.3.1), determine and separate the appropriate
number of addifional VIASURE reaction tubes (different foill and snap into their
corresponding posifions 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 (orange 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 transfer, 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.
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Figure 1. BD MAX™ TNA Reagent Strip (TNA) from the BD MAX™ ExK TNA -3 kit.
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8.3.3. BD MAX™ Instrument set up

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

2) In the “Test” drop down menu, select VIASURE SARS-CoV-2 S gene (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.

8.3.4 BD MAX™ report

1) In main menu, click the “Results” button.

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.
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9. 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 Table 5.

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 table:

SARS-CoV-2 §

gene Internal control Interpretation
(475/520) i)
- + SARS-CoV-2 S gene RNA Not Detected
+ +/- SARS-CoV-2 S gene RNA 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.

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

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

Table 5. Sample interpretation

+: Amplification occurred

-: No amplification occurred

A sample is considered positive if the Ct value obtained is less than 40. The infernal 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.

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

control is positive. An inhibition of the PCR reaction can be excluded by the amplification of internal control.
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In case of unresolved results (UNR), absence of internal control signal in negative sample it is recommended 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 Although this assay can be used with other types of samples it has been validated with nasopharyngeal/
oropharyngeal swab collected in VIM.

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

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

e There is a possibility of false positive results due to cross-contamination by SARS-CoV-2 suspicious samples
containing high concentrations of target RNA or contamination due to PCR products from previous reactions.

e The specific primer and probe combination for detection of the § gene used in VIASURE SARS-CoV-2 § gene
Real Time PCR Detection Kit designed for the detection of SARS-CoV-2, 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, tfransport, 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 variants.

o Aviralload in the specimen below the limit of detection for the assay.

o The presence of RT-gPCR inhibitors or other types of interfering substances. The impacts of vaccines,
anftiviral therapeutics, antibiotics, chemotherapeutics or immmunosuppressant drugs used fo prevent
COVID-19 or used during the freatment of the infection have not been evaluated.

o Failure to follow instructions for use and the assay procedure.

e Negative results do not preclude SARS-CoV-2 infection and should not be used as the sole basis for freatment
or other patient management decisions. Optimum specimen types and fiming for peak viral levels during
infections caused by SARS-CoV-2 have not been determined. The collection of multiple 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 negatfive and the patient’s clinical presentation and
epidemiological information suggest that SARS-CoV-2 infection is possible, then a false negative result should

be considered, and a re-testing of the patient should be discussed.
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e A negative result does not preclude the presence of SARS-CoV-2 virus RNA in a clinical specimen. If clinical
observations, patient history and epidemiological information suggest COVID-19 infection, re-testing
increasing sample volume should be considered.

e In the case of obtaining Unresolved, Indeterminate or Incomplete results using VIASURE SARS-CoV-2 § gene
Real Time PCR Detection Kit 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 instrument

failure, Indeterminate or Incomplete results will be obtained.

11. Quality control

VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit contains an internal control (IC) in each reaction tube

which confirms the correct performance of the technique.

12. Perfformance characteristics

12.1. Clinical sensitivity and specificity

The clinical performance of VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit was tested using 4 nucleic
acids isolated from positive nasopharyngeal and/or oropharyngeal swabs collected in VIM and 15 respiratory
samples (nasopharyngeal and/or oropharyngeal swabs in VIM) from patients with clinical suspicion of COVID-19
disease or other similar respiratory diseases. Four 4 SARS-CoV-2 positive samples were found and these results were
in agreement with a PCR test developed according to the China CDC Primers and probes for detection 2019-
nCoV. Additionally, the 4 SARS-CoV-2 positive samples were confirmed using a molecular detection method by
the Spanish National Reference Center (Institute of Health Carlos Il (ISCIIl)) (the protocol “2019-nCoV by real-time
RT-PCR"” suggested by Charité (Berlin), with modifications).

In conclusion, the results show a high sensitivity and specificity to detect SARS-CoV-2 using VIASURE SARS-CoV-2 §

gene Real Time PCR Detection Kit.
12.2. Analytical sensitivity

VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit has a detection limit of = 24 cDNA copies per reaction

(cp/mn) with a positive rate of > 95%.

Figure 2. Dilution series of SARS-CoV-2 S gene (2.4*107-2.4*10' cp/rxn) template run on the BD MAX™ System (475/520 (FAM) channel).
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12.3. Analytical specificity

The specificity of the SARS-CoV-2 § gene 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:

Cross-reactivity testing

Human Adenovirus types 1-5, 8, 15, 31,
40 and 41

Influenza
A/California/7/2009 (HIN1)pdm09-like
Virus

Legionella dumoffii -

Human Bocavirus

Influenza A/Michigan/45/2015
(HIN1)pdmO09 virus

Legionella longbeachae -

Bordetella bronchiseptica

Influenza A/Singapore/GP1908/2015,
IVR-180 (HIN1)pdm09 virus

Legionella micdadei -

Bordetella holmesii

Influenza A/Victoria/210/2009 (H3N2)

Legionella pneumophila -

virus
Bordetella parapertussis Influenza A/Thunvnicrguesn/S/Qm 7 (H3N2) Human me’ropngumowrus A and )
Bordetella pertussis Influenza A/ Swrrzerlon_d/ 9715273/2013 Moraxella catarrhalis -
(H3N2) virus

Chlamydia caviae

Influenza A/Hong Kong/4801/2014,
NYMC X-263B (H3N2) virus

Mycoplasma pneumoniae -

Chlamydia psittaci genotype A and
C

Influenza A/ South Australia/55/2014,
IVR-175 (H3N2) virus

Mycobacterium tuberculosis -

Chlamydophila pneumoniae

Influenza A/DE-
SH/Reiherente/AR8444/ 2016 (H5N8)
Virus

Human parainfluenza 1, 2, 3 and
4 viruses

Human coronavirus 229E, OC43, NL63
and HKU1

Influenza A/Anhui/1/2013 (H7N9) virus

Pneumocytis jirovecii Type Al
and g885652

MERS Coronavirus

Influenza B/Brisbane/60/2008 virus

Human rhinovirus type C -

SARS Coronavirus Strain Frankfurt 1

Influenza B/Florida/04/06 virus

Staphylococcus aureus subsp.
aureus

Haemophilus influenzae MinnA

Influenza B/Phuket/3073/2013 virus

Streptococcus pneumoniae -

Influenza A/New
Caledonia/20/99(HIN1) virus

Legionella bozemanii

Respiratory syncytial virus (RSV) A
and B

Table 6. Reference pathogenic microorganisms used in this study.

12.4. Analytical reactivity

The reactivity of VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit was evaluated against RNA from Human
2019-nCoV strain BetaCoV/Germany/BavPat1/2020 p.1, Human 2019-nCoV strain 2019-nCoV/Italy-INMIT, synthetic
RNA confrols 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.
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EAAHNIKA

1. TMpoPAemmopevn Xpnon

To kit avixvevbong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit éxel oxedlaoTei yia TNV avayvopion Kai Tn
Slagpopomoinon Tou Véou Kopwvoiob Tou 2019 (SARS-CoV-2) ot Seiypata TPOCSIOPICUOL  AVATIVELOTIKGV
VOO NUATWY attd aoBEeVEIG Pe eVEEIEEIS KAl CLOUTITOPATA PoALVONG atmd COVID-19. AuTd TO TEOT TTPOOPIZETAI YIA XPRON
WG Pondnua otnv avayvoplion Tng didyvwon touv COVID-19 ce cuvdLACPO HE TIG KAIVIKEG evéeielc kal Ta
CULUTITOUATA TOL ACBEVOLG, KABWG KAl TOLG TTAPAYOVTEG ETTISNUIOAOYIKOV KIVOLVOL. H avAAuon xpnoIUoTiolE To
oboTnua BD MAX™ yia Tnv avtopaTotroinuévn e€aywyr) Tou RNA Kal TG eTakOAoLONG AALCISWTAS avTidpaong
TToAvpepdong (PCR) oe mpaypaTikd Xpovo, agioTolivTac Ta avTiSPACTAPIA TTOL TTAPEXOVTAlI 08 CLVSLACUO WE
KABOAIKA avTISpACTHPIA KAl AVAADOCIUA YIa TO oLOTNUA BD MAX™. To RNA atmo Ta Seiypyata ToL avaTtveLaTIKOL

QAVIXVELETAI XPNOIUOTTOIOVTAG POOPIOVTEG AVIKVELTEG XOWOTIKAG AvApopdg, £16IKoLGS Yia Tov SARS-CoV-2.
2. IOvown Kal eme€nynon

O1 kopwvoioi eival 10i HOVOKAWVOL RNA BeTIKAG TTOAKOTNTAG HE TEQIBANUA KAl AVAKOLY OTNV  OIKOYEVEID
Coronaviridae [1,2]. YrTdpxouv &€l €ién KopwVvoiwy TToL eival YV@oTO OTI TIPOKAAOLY avBpoTTiva voohuaTa [2].
TeooepIg 10i (229E, OC43, NL63 kal HKUT) TTooKAAODY CLUTITAMATA OPOoId JE TNG KOIVAG YPITING Kal of dAol Svo
(kopwVoidg coPapoL 0&EWS avaTveLOTIKOL CLVSPOUOL (SARS-COV) KAl KOPWVOIOG AVATIVELOTIKOL CLVSPOUOL TNG
Méong AvatoAng (MERS-CoV)) cival {oovoooyovol Kal TIOOKAAOLY coPapoTepeg emmAokég [2]. O SARS-CoV kal
MERS-CoV é&xouv TpokaAéoel TrepiccoTepa amd 10.000 aBpoIoTIKA TTEQICTATIKA TIG SO0 TTPONYOVUEVES SEKTETIEG, HE

TTOC0O0TO BVNOINOTNTAG 34% Yia Tov MERS-CoV kai 10% yia Tov SARS-CoV [1,3].

Tov Agkéuppio Tou 2019, pepikoi AvBpwTTol TTOL SoLAELAY ) {oLOAY YLPW ATTIO TNV AYoPd BAAACTIVAV XoLavay OTh
Ffovxav TNG emapxiag Xovutél otnv Kiva, mapovciacav Tvevpovia AyvwoTng amag [2.4]. H avaivon Pabidg
AAANAOLXIONG TWV AVATIVELOTIKWY SEIYUATWY LTTOSEIKVLE EvaV VEO KOPWVOIO, O OTTOIOG APXIKA OVOUAOTNKE VEOG
KopwVvoiog 2019 (2019-nCoV) kai petémera SARS-CoV-2 [5].

H petadoon petald avBpwmmwy Tou SARS-CoV-2 éxel empPePaidOei, akoun KAl KATA TNV TIEPIOSO £TTOACNS XWPIG
CULUTITOPATA, KAI O 10G TTPOKAAEl COPAPG AVATIVELOTIKA VOOHUATA OTIWS ALTA TTOL TTPOKAAOLCE 0 SARS-CoV [1,6,7].
MNapdAo TTOL N TIVELMOVIA €ival TO KUPIO CLOXETICOUEVO VOONUA, OPICUEVOI ACBEvEIG ExoLV LTTOOTEl CoPaPEr
TIVELHIOVIQ, TTVELUOVIKO OISNUA, COVSPOUO OLEIAG AVATIVELOTIKNG SLOXEPEIAG ) TTOAATTAR AVETTAPKEIQ OPYAVV KAl
Bavaro [1,4]. Ta Kévtpa EAéyxou kar MpoAnwng Noonudtwy (CDC) Bewpoby 0TI Ta CLOPTITOUATA ToL SARS-CoV-2
MTTOPEI VA TTAPOLOIACTOLY O€ HONIG 2 NUEPES 1 EVTOG £WG KAl 14 NUEPV UETA TNV €KBECN KAl TA TTIO KOIVA ATt auTd
TTEQIANAUPAVOLY TTLPETO, PAXA, MLAAYIa kal SvoTtvold [1,4,8]. AiyOTEPA KOIVA Eival CUUTITOUATA OTTWG TTOVOACIUOG,
TTOVOKEPAAOG, SIAPEOIA KAl EUETOG [1,4]. DaiveTal OTI EXOLV ETTNEEACTE TTEPICCOTEQO AVOPEG UEYTAADTEONG NAIKIAG JE

LTTOKEIUEVA voonuaTa [4].

H S1ayvwon Tou SARS-CoV-2 ekTEAEITAI E TOV EVTOTTIOPO TV CLVABWY AITIOV TNG TIVELHUOVIAG VWPEIC KAl AVIXVELETAI
amod TIG PEBOSOLS TTPOTSIOPICHOL AAANAoLXIAC £TOUEVNG YeVIAG ) RT-PCR o€ TpayuaTikd Xoovo [1,9]. APKETEG

XNUIKES SOKIPES TTOL AVIXVELOLY ToV SARS-CoV-2 SiaTiBevTal ALTAY TN CTIYUNA KAl TTAPATIOEVTAI OTNV TOTTOBETia web
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Tou Maykoopiov Opyaviopot Yyeiag (M.0.Y.) https://www.who.int/emergencies/diseases/novel-coronavirus-

2019/technical-guidance/laboratory-guidance [10].

O M.O.Y. ouvioTa TN XPNoN SeyYUAT®Y AV@ dAVATIVELOTIKAC 0800 (PIVOPAPLYYIKA KAl OTOPATOPAPLYYIKA
emmyxpiouaTta) n/kal Seiyuata KATW avarmveuoTIKOL (TTTOEAd, evEOTPAXEIOKA avappoPnaon f PEOYXOKLWEAISIK TTALCON)
yla TNV avayvopion Tou SARS-CoV-2 [9,11]. EmTmTAéov, AAND KAIVIKA SeiypaTa OTTWCS dipd, ovpa Kal KOTIPAvA, UTTOPE

va CLAAEXBOULV YIa TNV ETTOTITEIQ TNV TTApoLaiag Tov 1oL [9,11].
3. Apxn 1ng Siadikaciag

To kit avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit éxel oxebiaoTei yia Tnv avayvmpion Tou
SARS-CoV-2 o¢ Seiypata ToL avarveuoTIKOL CLOTAUATOG. H avixvevon yiveral ye yéBodo RT-PCR evog PAUATOG o€
TTPAYUATIKO XPOVO, OTTOL N AVTICTEOMN HUETAYPAPH) KAl N ETTAKOAOLON £VIOXLON CLYKEKPIUEVNG AAANAOLXIAG-OTOXOL
ouupaivouv otnv ila TAGka avtibpaong. O dATTOUOVWUEVOG OTOXOG RNA  peTaypdetal SNUIOLPYWVTAG
CLUTTANEWUATIKO DNA pe avTioTpoMn HETAYPAPACN TTOL AKOAOLBEITAl AT TNV evioxuon HIAC SlaTnENUEVNG

TIEPIOXNAC TOL YOVISIOL S XPNOIUOTTOILVTAC CLYKEKPIUEVOLG EKKIVNTES KAl EVAV AVIXVELTH ¢BOPI(oLCAG CHUAVONG.

To kit avixveoong VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit paociletal otn §pactnpiotnTa
€EWVOLKAEAONG 5 AeTTTCV TNG TToALPEPAoNG DNA. Katd tny evioxoon Tou DNA, auTo 10 £vILUO SIACTIA TOV AVIXVELTNA
TTOL CULVEEETAI UE TN CLMTTIANPWUATIKA AAANAoLXia DNA, S1axweiovTag TN XPWOTIKN ATTOCRECNG ATTO TOV AVIXVELTH
avagopdgs. AuTn N avridpacon dnuiovpyel ALENCN OTO CHUA PBOPICUOL TTOL &ival AvAAoyn Pe TNV TTOCOTNTA TOL

TTPOTOTTOL-OTOXOL. H UETENON TOL POOPICHUOL ALTODL YiveTal OTO CLOTNUA BD MAX™,

To kit avixvebong VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit mepiéxel oe kdBe ocwAriva OAa 1a
amapaitNTa oToIXEId YIa TNV avaAlvon PCR oe TpayuaTiko Xpovo (elSIkoi ekkivntéc/avixveuTteég, dNTPS, pLBUICTIKO
SIAALPA, TTOALUEPAON) O OTABEPN POP®N, KABWCS KAl &vav £0WTEQIKO PAPTLEA YIa TNV TTApaKkoAoLONoN TNG
avaoToAng PCR. O 160G SARS-CoV-2 evioXDETAI KAl QVIXVELETAI OTO KAVAAI 475/520 kal 0 e0wTEPIKOG UapTLPAG (IC)

Bpioketal oTo KAvaAl 530/565.
4. Mapexoueva avridpaoctnplia

To kit avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit mepihauPdvel Ta akoAovBa LAIKG Kal

avTISpacTAPIA TTOL TTAPATIOEVTAl AVAALTIKA oToV [ivaka 1:

Avagopa Avrnispactnpio/YAIKO Mepiypan Xpoua Noocotnta
va ua‘lyuo eviOUWV ‘owxvs'um)v Alagavic '
SARS-CoV-2 § gene EKKIVNTWV, PLOUICTIKOL SIAADPATOG, , 2 OOKOLAEG TGOV
VS-NCO112 . ) . TTPACIVO \
reaction tube dNTPs, oTABEPOTTOINTGV KAl ETWTEQIKOV 12 owAnvapiwyv

. , .| ahovuivoxapTo
UAPTLEA O OTABEPOTTOINUEVN UOPDN

Alapaveég
TTOPTOKQAI
AAOLUIVOXAPTO

1 oakoLAA TV
24 cwAnvapiwy

AIGALPA YIA TNV avaoLOTACH TOL

VS-RB0O9 Rehydration Buffer tube ,
OTABEPOTTIOINUEVODL TTPOIOVTOG

Mivakag 1. AvriSpacTtipia Kai LAIKA TToL TrapéxovTal oTo KIT avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit pe avaep.
VS-NCO124 (444212).
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5. AvriSpaotnpia Kai eéE0TTAICHOG TTOL TTAaPEXOVTAl ATTd TOV XPNOoTN

ITNV akoAovBn Aiota TepIAaupdavovtal Ta LAIKA Kal 0 €EOTTAICUOG TTOL ATTAITOLVTAI YIA TN XPNON AAAG Sev

epIAaupavovTal oto KIT avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit.

e 'Opyavo PCR ot mpaypatikd xpovo: T0oTNua BD MAX™.,
e BD MAX™ ExK™ TNA-3 (Avaqp: 442827 ) 442828).

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

e ITPOPRINOG.

e MikpommETTEG (QKPIREIa HETAEL 2 Kal 1000 pL).

e Akpa iATpoL.

e [avTia piag xpHong xwpic movdpa

6. ILVONKES HETAPOPAGS KAl amoOnKeLONG

e Ta KIT YTTOPOULY VA ATTOCTAAOLY KAl VA ATTOBNKELTOLY O€ BepUoKPATieg 2-40°C £G TNV NUepouNnvia AAENG N
oTToia SNAMVETAI OTNV ETIKETA.
e MeTd TO AVOIYHA TWV ONKWV AAOLUIVIOL TIOL TIEPIEXOLY TOLC OWANVES aAVTISPACNG, PTTOPOLY Vva

XPNOILUOTIOINBOLV YIA £60C KAl 28 NUEPEG.
7. Mpo@uAA&eIg yia TOLG XPNOTES

e To mpoidV TpoopileTal yia XoHon HOVO aTto eTTAYYEAUATIES, OTIWC ETTAYYEAUATIEC KAl TEXVIKOLG £0YACTNEIOL N
VOO NAELTIKOL I6PVPATOC Ol OTTOIOI EXOLV EKTTAISELTEI OE HOPIAKES PIOAOYIKES TEXVIKEG.

e Ta SIayvwoTIKOLG OKOTIOVG in Vitro.

e MnV xpnolyoTTOIEiTe AnypEva avTiSpacThPIa /KAl DAIKA.

e MnV XPNOIUOTIOIEITE TO KIT EAV EXEI AVOIXTE N ETIKETA TTOL CPPAYIEl TO EEWTEPIKO KOLTI.

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

e MnV XPNCIUOTTIOIEITE TA AVTISPACTAPIA €AV Ol TIOOCTATELTIKEG ONKEG €ival AVOIXTEG ) OTTACUEVES KATA TNV AQIEN.

e MnV xpNOIUOTTOIEITE AVTISPACTAPIA €AV SV LTTAPXEI TO ATTOENEAVTIKO N AV €ival CTTACUEVO UECA OTIC BNKES TGV
avTiSPacTNEIWV.

e Mnv agaipeite TO ATTOENEAVTIKO aATTO TIG ONKES AVTISPACTNPIWY.

o KAgiOTE QUECKC TA TIOOCTATELTIKA CAKOLAGKIA TWV AVTISPACTNPIWY UE TO PEPUOLAP TPPAYIONG META ATTO KABE
xpNnon. ApaipéoTe TOXOV TTAeovAlovTa aEpa aTTod TA CAKOLAAKIA TTPIV ATTO TN OPPAYIoH.

e MnV XPNOIUOTIOIEITE AVTISOACTAPIA €AV TO AAOLUIVOXAPTO EXEI AVOIXTE N £xEl LTTOOTE {NUIAL.

e MnVv avaulyvueTe avTiSpacThPIa atmo SIAPOPETIKA CAKOLAAKIC /KAl KIT /KAl TTAPTIOEG.

e [pooTateLOTE TA AVTISPACTAPIA ATTO TNV LYPACIia. H TTapaTteTauévn ékBeon o€ LYPACIA PTTOEEN va eTTNPEATEI
TNV amdd00n TOL TTPOIOVTOG.

e AlQTNPNOTE TA OTOIXEIA PAKPIA ATTO TO PWG.

e YE TIEQIMTAOEIG KATA TIG OTT0ieG Sie§dyovTtal GAAa TeoT PCR oTnv i61a yeVIKA TIEQIOXA TOL £E0YACTNEIOL, TTOETTEI VA
eloTe 1610iTEPA TTPOCEKTIKOI OTE va e€acpalioeTe OTI TO KIT avixvevong VIASURE SARS-CoV-2 § gene Real Time

PCR Detection Kit, To kIT e€aywyng BD MAX™ ExK™ TNA-3, TOxOV TTPOCBOETA aVTISPACTAPIA TTOL ATTAITOLVTAI YIA
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TOV EAEYXO KAl TO oLOTNEA BD MAX™ &ev €xouv POALVEEL. ATTo@LYeTe TTAON Buoia TN poOALVoN TV
avnidpaoTnpiwy amd pikeoPia kal pipovoukiedon (RNase)/seofupipovoukiedon (DNase). TuvioTdtal n Xxphon
oTEipYV AKPWY TITTETTAC MIAG XPNong XwPig pipovoukiedon (RNase)/scofupipovouvkiedon (DNase),
AVOEKTIKV Ot AdgPOCON 1 BETIKAC HETATOTIIONG. XPNOIUOTIOINOTE VEO AKPO YIa KGBe beiypa. @a mpémel va
AAAAZETE YAVTIA TTPIV ATTO TO XEIPIOWO TV AVTISPACTNEIWY KAl TV SOXEIWV.

e [la TNV amouyn HOALYONG TOL TIEPIRAAAOVTOC ATTO AUTTAIKOVIA, UNY ATTOCLVAPUOAOYHCETE TO S0XEio BD MAX™
PCR Cartridge peta 1n xpnon. O1 SakTtOAIoI oTeyavoTioinong Tou doxeiov BD MAX™ PCR Cartridge éxouv
oxedlaoTel yia TNy amopuyn TNG HOALYVONC.

e IXeSIAOTE I HOVOSPOUN PON EPYATIY. @a TTPETTEl va Eekiva attd TNV TTIEPIOXN £€AYWYNG KAl va ouvexilel otTnv
TIEPIOXN EVIOXLONG KAl AVIXVELONG. MNV ETTICTPEPETE SeiyUaTa, EEOTTAICUO KAl AvTISOACTAPIA TNV TIEQIOXN OTNV
OTT0Ia TTPAYUATOTTOINONKE TO TIOONYOLUEVO PrUA.

e AKOAOULBONOTE TIC KAAEC TTOCKTIKEG EQYAOTNPEIOL. POPECTE TTOOCTATELTIKA POLXA, XPNOIUOTIOINCTE YAVTIA Wiag
XPNoNg, YOOAId Kal yAoka. Mnv TPWTE, TTVETE ) KATTVI(ETE OTNV TTEPIOXN epyaaiag. MAVVETE Ta xEQIA OAG PETA TNV
OANOKANPGON TOL TEOT.

o Ta Seiypata mpérrel va avTigeTmovTal ¢ SLVNTIKA HOALOPATIKA, OTTWC ETTIONG KAl OAC TA AVTISPACTAPIA KAl
TA LAIKA TTOL £xOLV €KTEOEI OTA SelyuaTa KAl O XEIPIOUOG TOLG TTPETTEI VA YIVETAI COUPWVA PE TOLS £BVIKOLC
KAVOVIOUOULG aopaieiag. AARETE TIC ATTAPAITNTEG TIPOPLAAEEIC KATA TN GLANOYH, TNV ATTOBNKELON, TO XEIPICUO
Kal TNV aTTOPPIYPN TWV SEIYUATWV.

e JLVIOTATAI N TAKTIKA ATTOALHUAVON TOL CLVAOWGS XENOCIUOTTOIOVLHEVOL EEOTTAICHOU, EISIKA OTIC PIKQOTHTIETTEC KAl
TIC EMPAVEIEC EQYATiaAg.

o AVATPEETE OTO EYXEIPISIO XPNOTN TOL CLOTAUATOS BD MAX™ yia TTPOCOETEC TTPOEISOTTOINTEIC, TIPOPLAAEEIC KAl

Siadikaoieg.
8. Aiadikacia Tov 1E0T

8.1. LIYAAOrIH, ANOOHKEYIH KAl META®OPA AEITMATQN

To kit avixveoong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit éxel emkvupwBel oe apvntikd
PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXQIOUA TTOL CLANEXONKE € UECA PETAPOPAG 10YEVOLS LAIKOL (VTM) (Vircell
S.L., lomavia) kal VOLKAEKO OED ATTOUOVWUEVO ATTO BETIKO PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXQIOUA TTOL

OULANEXONKE o€ VTM.

ANOI SIAQOPETIKOI TOTTOI SEIYUATV ATTO  PIVOPAPLYYIKA/OTOUATOPAPLYYIKA emxpiouata oe VIM mpémel va

ETTKLPWOOLY ATTO TOV XPNOTN.

Ta Seiypata CLAAOYNG, ATTOBNAKELONG KAl PETAPOPAC TPETTEl VA SIATNEOLVTAI COPPWVA UE TIC CLVONKES TTOL
ETTIKLPWVOVTAI ATTO TOV XPNOTN. LLVOAIKA, TA AVATIVELOTIKA SelyuaTa TTEETTEl VA CLUAAEYOVTAI KAl VA ETMIONUCAiVOVTAI
KATAAMNAQ o€ KaBapd Soxeia He M XWPEIC HETA PETAPOPACS (AVAAOYA HE TOV TOTTO TOL SEiYUATOG) KAl va LTTORAANOVTAI
o€ eme€epyaoia TO CLVTOPOTEQO SLVATO WOTE va SIACPANOTE N TTOIOTNTA TOL TeOT. Ta Seiypata TPEEMEl va
peTapEpovTal ot Bepuokpacieg ammd 2°C €wg 8°C yia £G Kal 48 WPEG, COPPWYVA e TOLG TOTTIKOLG KAl £BVIKOVLG
KAVOVIOUOUG YIA TN PETAPOPA TTABOYOVOL LAIKOV. Ta JAKPOTIPOOEoHUN UETAPOPA (TTEQICCOTEQEG ATTO 48 WPEG),
TTPOTEIVOLPE TNV ATTOOTOAN ¢ Bepuokpacia <-20°C. MpoTeiveral N XpNon véwy Selyudtwy yia 1o TeoT. Ta Seiyuata

UTTOPOULY VA aTToBNKeLTOLY Ot Bepokpaacicg amod 2°C £wg 8°C yia £G Kal 48 MPEG N KATeWLYUEVa oToug -20°C N
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15aviKd oToug -70°C yia Siathnpnon. O emavalapPavopevol KOKAOI POENG-ATTOWLENG TTPETTEl VA ATTOPELYOVTAI

TTOOKEIUEVOL VA ATTOPELXOEI N LTTORABUICN TOL SEIYUATOS KAl TV VOLKAEKWYV OEEWV.
8.2 MPOETOIMAZLIA AEITMATOX KAI EEATQIrH RNA

EkTEAEOTE TNV TTPOETOINACIa TOL SelyuaTOC COUPWVA UE TIG CLOTACEIG OTIC 08NYIEC XPNONG TOL KIT £EAYWYNG TTOL
xpnoidotroleital, BD MAX™ ExK™ TNA-3. InueicdoTe OTI opIouEva AAa Selypata ummopei va ammaimrovy TTooeTeepyaaial.
Mpémel va avamToxboLy Kal va eTmKLPWOOLY aATTO TOV XPNOTN Ol SIASIKACIEG TTPOETOINACIAG eEAYWYNG Yia

OULYKEKPIUEVES EQPAPPOYEC.

1. Mimérta amd 200 €wg 750 UL pIvopapLyyIKOL/OTOUATOPAPLYYIKOL ETTIXOICUATOS TTOL CLAAEXONKE O¢ pEca
HETAPOPAG 10YEVOLG LAIKOL (VTM) og OwAfva pLBUICTIKOL SIAADUATOC beiyuaTog BD MAX ™ TNA-3 kal O CWANVAG
EKAEIOE e TTAOUA SIapEAYUATOG. EEacpalioTe TNV TTAREN avAuiEn oTpoPINI{oVTAg To eiya og LWNAR TaxOLTNTA YId 1

AETTITO. LLVEXIOTE OTN AEITOLPYIA TOL CLOTAPATOG BD MAX™,
8.3. NMPQTOKOAAO PCR

Inueion: AvatpéfTe OTO £YXEIPISIO XPNOTN TOL CLOTAUATOG BD MAX™ yia AvVAALTIKEG OSNYiEG.

8.3.1. Anuiovpyia mpoypduuarog t1eoT PCR yia 1o kit avixveoong VIASURE SARS-CoV-2 §

gene Real Time PCR Detection Kit
Inueion: Av exete N6N dnuiovpynoel To TeoT VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit, ymmopeite va
TTapaAeiyeTe 7O Prua 8.3.1 kal va peTapeite amevOeiag oTo Prua 8.3.2.

1) XItTnv 0Bovn “Run” (EkTéAeon) ToL CLOTAPATOG BD MAX™, emAéETE TNV KapTéAa “Test Editor” (Eme€epyaoia

TEOT).
2) Kavte KAk oTo KouuTi “Create” (Anuiovpyial).
3) XITo TMapPGBLPEO “Test Name" (Ovoudad Te0T), S6OTE Ovoua OTO TeOT 0ag: T.X. VIASURE SARS-CoV-2 S gene.
4)  ITO QvATITLOCOUEVO PEVODL “Extraction Type” (TOTTog e€aywyng), emAegTe “ExK TNA-3".
5) ITO avamtuooouevo HevoL “Master Mix Format” (Mop@n kbplag avaueiEng), emAe€te “Type 5" (Tuttog 5).

a. Inueiwon: To TPoidV UTmopEi va xpnoldotioinBel oe cuVSLACUO pe TTPOCOETO TeoT VIASURE yia BD MAX,
Kal oTn ouvexela va emAégeTe “Dual Master Mix Concentrated Lyophilized MM with Rehydration Buffer
(Type 5)" (LOUTTOUKVWHEVO ALOPIAOTTIOINUEVO MM SITTANG KOPIAG avAueiEng Ye PLBUIOTIKO SIAALUA

emavudaTwong (Tomog 5)).

6) ITnv mepioxn “Sample extraction parameters” (Mapduetpol e€aywyng deiyuatog), emie€te “User defined”
(KaBoplopdg amd Tov XPNOoTn) Kal TTPOCAPPOCTE TOV OYKO OTOV OYKO TOUL KAIVIKOU &elypatog TTou

xpnoiuyotoindnke cuyv 500 WL.

a. TNMapadeyua: Av TpokeiTal yia TmeTTa 200 pl KAIVIKoO Seiyuatog avaTiveLOTIKOL CLOTAPATOG o€ BD

MAX TNA-3 Sample Buffer Tube, puBuioTe TNV TapaueTpo oe 700 pL.

b. Inueicoon: n yéyiotn pLBUION cival 950 pL.
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7)  Itnv mepioxn “Ct Calculation” (YrmoAoyiopog Ct), emAe€te “Call Ct at Threshold Crossing” (KAfon Ct kata

TNV LTTEPPACN KATWPAIOUL).
8) ITnv kapTéAa “PCR settings” (PuBuiceic PCR), eicayayeTe TIC akOAoLBeC TTapapéTpouds: “Channel Settings”

(PuBuiceig kavaAio), “Gains” (AvEnoeig) kal “Threshold” (KatcgAio) (Mivakag 2).

a. Inueiwon: To mpoidv pummopei va xpnoluotoinBei oe cuvévacouod e MpooBeto TeoT VIASURE yia BD
MAX™, O1 “PCR settings” (PuBuiceigc PCR) kai ta “Test Steps” (PAuata 1e0T) Ba Tpémel va

OAOKANPGOOULV YIa TIG BECEIC TTPOCAPTNONG 2 (TTPACIVO) KAl TToOCAPTNONG 4 (UTTAE).

Channel Alias Gain Threshold Ct Min Ct Max
(Kavahi) (Wevdcovopuo) (AbENoN) (KarepAio) | (EhaxioTto Ct) | (MéyioTo Ct)
475/520 (FAM) | SARS-COV-2S 60 100 0 40
gene
530/565 (HEX) IC 80 100 0 40
585/630 (ROX) - 0 0 0 0
630/665 (Cy5) - 0 0 0 0
680/715 (Cy5.5) - 0 0 0 0

Mivakag 2. PvByiceig PCR.

Inugicdon: ILVICTATAI VA OPICETE TIG EAAXIOTES TIHEG KATGW@PAIOL TTOL AVAPEPOVTAl TAPATIAVE YIia KAOE KavAaAl ¢ onueio ekkivnong, aAAd ol
TeNIKEG PLOHICEG TTPETTel va kaBopilovTal amo Tov TEAIKO XPROTN KATd TNV EPUNVEIQ TV ATTOTEAECHATOV, TTPOKEIUEVOL va SIacPaAlNIoTE OTI Ta
KATO@AIQ EUTTITITOLY EVTOG TG EKOETIKNG PACNG TV KAUTTLAGV pOOPICHOL KAl TTAVE ATTO OTToIOSATTOTE oA LTTORABPOL. H TR KAt gAiov

utTopei va Siagépel yia SIapopETIKA Opyava AOYe TGV SIAPOPETIKMV EVIACE®Y ONUATOG.

9) ITnv kapTéha “PCR settings” (PuBuicelic PCR), eicaydyeTte emiong TIC akOAOLOEG TTapapéTpoug “Spectral

Cross Talk” (PacuaTtikn cuvakpoaon) (Mivakag 3)

False Receiving Channel
(Ecpalpévo kavaAi virosoxng)
Chan'nel 475/520 530/565 585/630 630/665 ¢80/715
(Kavahi)
475/520 - 0.0 0.0 0.0 0.0
Excitation 530/565 0.0 B 0.0 0.0 0.0
Channel 585/630 0.0 0.0 - 0.0 0.0
(Kavai
Sityepong) 630/665 0.0 0.0 0.0 - 0.0
680/715 0.0 0.0 0.0 0.0 -

Mivakag 3. NapaueTpol PACUATIKAG CLVAKPOATNG.

10) ITnv KapTEéAa “Test Steps” (BAuata 1eoT), eioaydyeTe To TTPWTOKOANO PCR (Mivakag 4).
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Step Name Profile Type Cycles &mgv(:) Temperature Detect
(Ovoua pruarog) (Torog mpo@il) | (KOkAoi) & ) S (®@eppokpacia) | (Avixvevon)
Reverse transcription Hold
(AvTioTpo®n (Kodmmon) 1 900 45°C -
HETAYPaP))
Initial denaturation Hold 1 120 98°C )
(ApXIKN pETOLOIWON) (Kpdtnon)
Denaturation and 10 95°C )
Annealing/Extension
(Data collection) 2-Temperature
: . 45
(MeTtovoimon kal (2-©¢puokpaaia) 58 60°C v
avOTITNON/ETTEKTACN
(ZoAMNoyN SeSopévav))

Mivakag 4. NpwTokoAo PCR.
11) KdvTe KAIK oTO KoLt “Save Test” (ATToBrkevon T€0T).

8.3.2. PvBuion pagicwv BD MAX™

1) Tia kdBe Seiypa TTPOC EAeyX0, apalpéoTe Wia Eviaia Awpisa avtispaotnpiov amd 1o kit BD MAX™ ExK TNA-3.
XTOTTINOTE ATTAAG KABE AwPISa T€ pIa okANEN mMpavelid yia va Repainbeite OTI OAa Ta LYPS PpicKoOVTAl OTO
KATW PEPOG TWV CWANVAY KAl TOTTOBETACTE TIC OTA PAPIA SEIYUATWY TOL CLOTAUATOS BD MAX ™,

2)  AQQIpECTE TOV ATTAITOLUEVO APIBUO OWANV®Y e€aywync BD MAX™ ExK TNA (B4) (AeLkO aAovuivoxapTo)
atmrd TO TTPOOCTATELTIKO CTAKOLAGKI. MPOCAPTACTE TOLS CWANVES £EAYWYNG (AELKO AAOLUIVOXOPTO) OTIG
avtioToIxeg Béoeic oTn Awpida TNA (©éon TpoodpTnNong 1, KWSIKOTIOINON AELKOL XPWUATOSC OTO PAPI.
AvaTpéfte otnv Ekdva 1). AgaipéoTe Tov TTAeovAlovia Qépa Kal KAEIOTE TO CAKOLAGKI PE PEQUOLAP
oppAyIong.

3) TMpoodiopioTe kal SlaxwpioTe TOV KATAAANAO apiBud amd owAnvakia VIASURE SARS-CoV-2 S gene reaction
tube (TPdoIvo alovuivoOXaPTO) KAl TTPOCAPETACTE TA OTIC AVTIOTOIXEG OEoec oTn Awpida (©éon
TTPOCAPTNONG 2, KWOSIKOTIOINCN TTIPACIVOL XPWUATOG OTO pA®I. AvaTtpéfTe otny Eikdva 1).

a. Ag@aipéoTe Tov TTAeovalovia aépa Kal KAEIOTE TA AAOLUIVEVIO CAKOLAAKIA HE TO QEQUOLAP
oppaAyiong.

b. NaTtn dle€aywyn TNG CWOTAG EMAVLEATWONG, PERAICOEITE OTI TO ALOPIAOTIOINUEVO TTOOIOV BRICKETAI
OTO KATW PEOOG TOL CWANVA Kal &gV gival TIDOOKOAANUEVO OTNV ETAVE TTEPIOXN TOL TWANVA N OTN
oPEAYICN TOL AAOLUIVOXAPTOL.

i. Inueion: Av emAé€eTe TN wopdr “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (LOPTTOKVGUEVO ALOGIAOTTIOINUEVO MM SITTAAG KLPIAG
avapeiEng Ye pLBUICTIKO SiIdAvpa emavudaTwong (Tutrog 5)) (EvoTtnTa 8.3.1), mpoodiopioTe
Kal SlaxwpEioTe ToOV KATAAANAO apiBud TpooBetwv ocwAnvwy avribpaong VIASURE
(810OPETIKO AAOLUIVOXAPTO) KAl TIPOCAPTACTE OTIG AVTIOTOIKEG BECEIC OTN Awpiba (©éon
TPOCAPTNONG 4, KWSIKOTIOINON UTTAE XPWHATOG OTO pddl. Avatpéfte otny Eikova 1).
AQaIPECTE TOV TTAEOVATOVTA AEOA KAl KAEIOTE T AAOLUIVEVIA CAKOLAAKIA PE TO PEPUOLAP
oppayiong.

4)  AQaIpEoTe TOV ATTAITOLUEVO APIBUO cwWANVwV Rehydration Buffer tubes (TTopTtokaAi ahovuivoxapTo) kal

TTPOCAPTAOCTE OTIC AVTIOTOIXEG BECEIG OTN AwpPida (@Eon TTpoodpTNoNG 3, KWSIKOTTOINCN XWEIG XPWHA OTO
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pA@l. AvaTpéEte oTny EikOva 1). AQaipéoTe TOV TTAEOVALOVTA AEPA KAl KAEIOTE TO OAKOLAAKI UE PEPUOLAP
oppdayiong.

a. Tia va e€aocpalioTel N owoTh peTapopd, Repalindeite 0TI TO LYPO PPICKETAI OTO KATW PELOG TOL

OWANVA Kal &gV €ival TTPOOKOANUEVO OTNV £MAV® TIEQIOXN TOL CWANVA | OTN oPEAYION TOL

AAOLUIVOXOPTOU.

Eikova 1. Awpida avripactnpiov BD MAX™ TNA (TNA) amo to kit BD MAX™ ExK TNA-3.

Ag€apevn
MPOCAPTEUEVOl COARVEG amopAnTY

AKOQA TTITIETTAG
#1 #2 #3 #4

: T T T T :
~ o|lle||lo|e
, TwAnvag
I@ANvag alrispaong
amooLbvBeong/ (fooaipeTikd) efllej|lo]|o
amodéopevong
PLOUIOTIKE
. SiIhvpa s
ZC\))\WVOIQ mAYeNe eflle]|lo]lo
egayw
Sayevns PLBUICTIKY A I
IwARvag S1IdAvpa
avtispaong #1 #2 #3 #4

PLBUIOTIKO SIGALUIA PLBUICTIKO SIAALON
EMaAvVLEATWONG €EoLSETEPWONG

8.3.3. PvBuion opyavwv BD MAX™

1)  EmAEETE TNV KapTEAG “Work List" (AioTa gpyaciag) otnv 08dvn “Run” (EkTEAECN) OTO AOYIOUIKO CLOTAPATOC
BD MAX™ ¢k6.4.50A 1) JeTayevEDTEONC.

2)  ITO AvaTTLOOOPEVO PevoD “Test” (TeoT), emAEETE VIASURE SARS-CoV-2 § gene (av bev £xel 6N SnuiovbpynOe,
avaTpéfte otny evotnTa 8.3.1).

3) EmA&ETE TOV KATAAANAO QpIBUO TapTibac KIT (PpiokeTal OTO €€WTEPIKO KOLTI TOL KIT ££AYWYNS TTOL
XpnolJotolgital) amd TO avamTuooOPEVO YEVOL (TTPOAIPETIKA).

4) Eicaydyete TOV apIBPO avayvmpiong ToL CWANVA PLBUICTIKOL SIGALUATOG SEiyUATOG OTO TTAPABLPO
OCWAAVQV SEiyUATOG TNG AIOTAG €0YACIAG, EiTe pYE 0APWON TOL YPAUUWTOL KOSIKA PE TOV CAPWTA JE
XEIPOKIVNTN KATAXwEIoN.

5)  IOMUTTANPGOTE TO TTAPABOLPEO SEIYUATOG/TALTOTNTAC ACBEVODLGS /KAl EVTAENG TNG AIOTAG £pYATIAC KAl KAVTE
KAIK OTO KoLt "Save" (ATToBrKeLoN). TLVEXIOTE £€WG OTOL KATAXWPEICTOLY OAOI OI CWANVEG PLOUICTIKOL
SlaNbpaTog Seiyuatog. BepaiwBeite 011 To Seiypa/n TALTOTNTA ACOEVOLS KAl O CWAAVEG PLOUICTIKOL
SIAANOUATOC SEiyATOG £XOLV AVTIOTOIXIOTE e akpipela.

6) TOTTOBETNOTE TOV TTOOETOIMACHEVO CWANVA PLBUICTIKOL SIAALUATOG S€iyUATOG OTO PAPI BD MAX™,

7) TomoBetnoTe TO PAPI oTO oLOoTNUAa BD MAX™ (To pdgl A TOTTOBETEITAI OTNV APICTEPN TTAELPA TOUL
ovoThuatog BD MAX™ kai To pd®i B otn 6e§1d TTAeLPA).

8) ToToBEeTNOTE TOV ATTAITOLUEVO APIBUO Soxeicov BD MAX™ PCR Cartridge(s) oto cboTnua BD MAX™,

9) KAeioTte Tn BVPA TOL CLOTAKATOG BD MAX™,
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10) KavTe KAk oTny emAoyn “Start Run” (Evapén ektéAeong) yia va Eekivhoel n Siadikaaoia.

8.3.4. 'EkBeon BD MAX™

1)  XTO KUOPIO PEVOD, KAVTE KAIK OTO KOLUTT “Results” (AtTToTeAéouaTa).

2)  Kavte SIMAG KAIK OTNV eKTEAECN OTN AioTa 1) TTATACTE TO KOoLWTTI “View" (MPoRoAn).

3) Kavrte KAk oTnVv emAoyn “Print” (EkTOTI@ON) Kal emAEETe: “Run Details, Test Details and Plot..." (AemTouépeleg
EKTEAEONG, AETTTOUEPEIEG TEOT KAI AKOAOLBOIA...)

4) Kavte KAk oT1o kovpti “Print or Export” (EktOTI@on ) E€aywyn) otnv oBovn “Run Reports” (EkTéAeon

EKBETEWV)

9. Epunveia amoTeAeCHATOV

Ma AETITOUEEN TTEQIYPAPH) TOL TPOTTOL AVAALONG SESOUEVV, AVATPEETE OTO EYXEIPISIO XONOTN TOL CLOTAPATOG BD
MAX ™,

H availuon TV Sedouévay viveral amd To AOYIoUIKO BD MAX ™ cOU®VA JE TIC 0dnyieg ToL KATACKELAOTN. To
Aoyiouikd BD MAX ™ avagépel TIpEG Ct kal KAuTTOAEG evioxuong yia KABe KAvAA avixveLuTr K&Be Seiypatog 1Tou

EAEYXETAI PE TOV AKOAOLOO TPOTIO:

- H 1y Ct 0 ummobeikvdel 611 Sev bTTOAOYIOTNKE TIUA Ct ATTO TO AOYICUIKO HE TO KABOPIOWEVO KATWMAIO (BA. TMivaka 2).

H KautmOAN evioxuong Tou SeiyhaTog 1oL eugavilel TNy Tiun Ct "0" TTpéTTel va eAeyxBei xelpokivnTta.
- H mipry Ct -1 ummoSeikv Vel OTI v Exel TTIPAYUATOTTOINGE SIASIKATIA evioxLONG.

- OmoladnTroTe AAAN TR Ct TEETTEl VA €OUNVEVETAI O€ CLOXETIOPO HE TNV KAPTIOAN £viOXLONG KAl COPPWVA LE TIC

0dnYiec epuNnveiag Seiypuatog Trou TreplypdgovTal oTov Mivaka 5.

EAEYETE TO ONUA €ECWTEPIKOL YAPTLEA YIA VA ETAANBELOETE TN CWOTH AEITOLPYIA TOL PElYUATOG evioxLoNng. ETTTAEOV,

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

-Ta ammoteAéopata Ba mpérel va SiapadovTtal Kal va avaAbovTal XpNCIPOTIOIVTAG TOV akOAOLOO TTivaka:
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Fovidio SARS- ECWTEPIKOG

CoV-2S uapTLPAg Epunveia
(475/520) (530/565)
- + Agv avixvevTnke RNA yoviSiov SARS-CoV-2 §
+ +/- AvixvedTnke RNA yoviSiob SARS-CoV-2 §

Mn emAvpévo (UNR) ATOTEAEOUA TOL  TPOEKLYE
mapovoia avacTtoAéwv otnv avrispaon PCR i orav
TPOKLWEl YeVIKO TMPOPANUa (To omoio &&v avagéperal
and KWSIKO opAaAparog) e Ta PRuara emefepyaociag
n/kai evioxvong dciyparog.

Acapic amoréAeopa avalvong (IND). Adye amortuxiag
IND IND Tov ovotiuatogc BD MAX™. To amotéAeopa TG
avalvong eggavietal c&  MEPIMTOON  AmoTuxiag
OPYAVOUL TTOL CLVSEETAI HE KWSIKO CPAAUATOG.

Atelég amotéleopa availvong (INC). Adyw amortvyiag

INC INC Tov ovotipuaro¢ BD MAX™. To amotéAeopa TG
avalvong eggpavietal c¢  MEPIMTOON  AmoTuxiag
TMANPOLG EKTEAEONG.

Mivakag 5. Epunveia dgiyparog

+: Mpoékvye evioxvon
-: Aev TpoéKLYE evioxvon

‘Eva beiypa Bewpeital BeTikd edv n Tiun Ct mov Aaupdvetal eivarl pikpoTepn atd 40. O e0wWTERIKOG HAPTLPAG UTTOPE VA
eu@avitel ) Ox1 éva onua evioxoong €mmeidn Evag PEYAAOG ApIBUOG avTiypd@wy OTOXOL WTTOPEN VA TIPOKAAECE!
TIOOTIUNCIAKN EVIOXLON VOLKAEKWY 0EEWV OCULYKEKQIUEVOL OTOXOL AVTI TOL ECWTEQIKOL HPAPTLEA. L€ ALTEC TIG

TIEQITITATEIG, N AVIXVELON TOL ECWTEPIKOL PAPTLEA SeV gival ATTaApaAiTNTN.

‘Eva Seiypa Bewpeital apvnTiko, €av To Seiypa dev eugavilel ofua evioxpong oTo cLOTNUA avixvevbong AAAG o
EOWTEPIKOG PAPTLEAG €ival BETIKOG. MIa avaoToAn TNS avtibpaong PCR Uttopei va atmokAEIOTE Je TNV evioxuon Tou

E0WTEPIKOL PAPTLEA.

1€ TTEQITTTON WN EMALUEVQV aTToTEAeOUAT®Y (UNR), ammouoia CAUATOG £0WTEPIKOL UAPTLPA Ot ApvNTIKO Seiyua,
oLVIOTATAI VA EMAVAAAPRETE TNV AVAALON APAIVOVTAG TO beiyua 1:10 oTe va eAéyEeTte yia mOaAva TTpoRARUATA

QAVACTOANC.

Ta amoTeAéopaTa ToL TeoT Ba TEETTEl va afloAoyolvTal atrd évayv £TAYYEAUATIO LYEIAG OTO TTAQICIO TOL IATPIKOL

ICTOPIKOV, TV KAIVIKOV COUTTTOUATWYV KAl AAADV SIAYVWOTIKWY eEETATEWY.
10. NeplopICHOI TOL TEOT

e Ta amoTeAéoUATA TOL TEOT Ba TIPETTEI VA AIOAOYOLVTAI ATTO £vAV ETTAYYEAUATIA LYEIAG OTO TTAQICIO TOL IATPIKOV
ICTOPIKOL, TV KAIVIKGQV CUUTITOUATWY KAl AAAWYV SIAYVOOTIKWY £EETACEWDYV.

e AV Kal 4LTA N avalvon Pmmopel va xpnoluotoinBei pe AAAOLG TOTTOLG SElYUATWY, EXEl ETTIKLPWOE e
PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTXPICUA TTOL CLAAEYETAI O¢ VM.

e H m0I0TNTA TOL TECT EEAPTATAI ATTO TNV TTOIOTNTA TOL SEiYUATOG. MPEETTEl va LTTAPXEI CWOTA £EAXOEV VOLKAEIKO
oL aTd Ta AvaTVELOTIKA SeiypaTa.

o EvoéxeTal va eviomoToLY €EQIQETIKA XAUNAG ETMTESA OTOXOUL, KATW aATO TO OPIO AVIXVELONG, GAAG Ta

ATTOTEAECUATA EVEEXETAI VA UNV €ival SLVATOV va avamTapaxOoLv.
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e YTTAPXE MOAVOTNTA YIA WELSWGS OETIKA ATTOTEAECUATA AOYW SIACTALEOVLPEVNS UOALYONG ATTO LTTOTITA SeiyuaTa
SARS-CoV-2 TTOL TEPIEXOLY LWNAES CLYKEVTPWOEIC RNA-OTOXOL 1) poAvvong e€armiac mpoioviwy PCR ammo
TTPONYOLUEVES AVTISPATEIC.

e O CULYKEKPIUEVOG OLVELACUOG EKKIVNTY KAl AVIXVELTV YIA TNV AVIXVELON TOL YOVISIOL S TTOL XPENCIUOTTIOIEITAI
oTo KIT VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit éxel oxediaoTei yia Tnv avixvevbon 1ou SARS-
CoV-2 kal &ev gupavilel oNUAVTIKEG CLVSLACUEVEG OPOAOYIEC UE TO AVOPMTIVO YoVISIUA, TNV avBpTIivn
HIKPpOXAWPISA, ToV SARS-CoV ) GAAOLC KOPWVOIOLGS, TTOL EVEEXETAI VA 0SNYNTEl OE AVAPEVOLEVA WELSWG OETIKA
ATTOTEAECUATA.

e MTTOPEI Va TTPOKLWOLY WELEWS APVNTIKA ATTOTEAECUATA ATTO SIAPOPOLS TTAPAYOVTES KAl TOLS CLYSLACUOVLS
TOLG, OTTWG:

o AKATAAANAEC pEBOSOLG TLANOYAG, HETAPOPAC, ATTOBNKELONG /KAl XEIPICUOL TWV SEIYUATWYV.

o AKATaAANnAec S1adikaoies emeEepyaoiag (CLUTTEQIAAUPBAVOUEVNG TNS EaYWYNC RNA).

o YmoPRdBuion Tou 10yevoLS RNA kAT TNV ATTOOTOAR, TNV ATTOBAKELON A/KAl TNV £Me€epyATia TOL
Seiypatog.

o MEeTaANAEEIC ) TTOALUOPPICUOLS OTIC TTEPIOXEG SECUELONG EKKIVNTAV I AVIXVELTWY TTOL PTTOPEN va
ETTNEEACOLY TNV AVIXVELON VEWY N AYVWOTWY TTAPAANAY@Y ToL SARS-CoV-2.

o loyevéc popTtio oTo Seiyua KATW aATTd TO OPIO AVIXVELONG YIA TNV AvAALON.

o Tnv mapouacia avacToAéwy RT-gPCR 1) GAGV TOTTWY OLCIWV TTOL SNUICLEYOLY TTAPEUROAEG. Aty £XOLY
aflohoynBei o emMMTOOEG TWV €UPONIYV, TWV AVTI-HIKOV BepaTreldy, TWV  AVTIRIOTIKWY, TWV
XNUEIOBEPATTELTIKAY N TV AVOCOKATACTAATIKGDV PAPPAK®Y TTOL XONCIUOTTIOIOLVTAI YIA TV TTIPOANWN
ToL COVID-19 1) TTOL XPNOCIUOTTOIOLVTAI KATA TN SIAPKEIA TNG BEPATTEIAG TNS AOINWENG.

o MnTApNnoN TV 0dnyiwy XpRong kail TN Siadikaciag avaivong.

e TaapvnTika amoteAéopaTta Sev atmokAgiovy TN HOALVON aTtd Tov SARS-CoV-2 Kal bev TIRETTEI VA XONOIUOTTOIOLVTAI
WG N JovadikA PAon yia Tn Bepartreid f yia AANEG aTToQACEIC SIAXEIPIoNS AoBevY. Agv EXOLY TIPOTSIOPICTE Ol
BEATIOTOI TOTTOI SEIYUATWV KAl © XOOVIOUOG YIA TA PEYIOTA IOYEVN ETTITTESA KATA TN SIAPKEID TV AOIUWEEWY TTOL
TIPOKAAOLVTAI ATTO TOV SARS-CoV-2. H GLAAOYH TTOAATTAGV SEIYUAT®OV (TOTTGV KAl XOOVIKGV CNUEiwy) ammo Tov
iI510 aoBevr) eVEEXETAI VA €ival ATTAEAITNTN YIA TNV AVIXVELON TOUL 10V.

e Edv o1 SIayvwoTIKEG EETACEIC VIO AANEG AVATIVELOTIKEG ACOEVEIES €ival APVNTIKEG KAl N KAIVIKR €KOVA UE TIC
EMSNUIOAOYIKEG TTANPOPOPIEC TOL ACOEVOLS LTTOSNAGVOLY OTI gival TIBAvH N PoAvvon amd SARS-CoV-2, Ba
TIOETTEl VA EEETACTEI TO £VOEXOUEVO LTTAPENS WELEWS APVNTIKOL ATTOTEAECUATOG KAl oLNTNOEI N ETTAVEEETAC TOL
aoBevolg.

e 'Eva apvnTikO ATTOTEAECUA bev atmokAegiel TNV TTapoLaia RNA Tou 100 SARS-CoV-2 o€ KAIVIKO Seiyua. EAv ol KAIVIKEG
TTAPATNPENTEIG, TO ICTOPIKO TOL ACHEVOLG KAl O ETMSNUIOAOYIKEG TTANPOPOPIES LTTOSNAGVOLY AoiuwEn COVID-
19, Ba mpétTel va vivel emavegETaon evog PeyaAbTEQOL OYKOUL SEiyUATOG.

e YETIEQITITAON EUPAVIONG MN ETIALPEVQV, ACAPV 1N ATEADYV ATTOTEAECUATWY XPNOIUOTIOIVTAG TO KIT VIASURE
SARS-CoV-2 S gene Real Time PCR Detection Kit, Ba xpeiaoTei emavaAnyn 1oL TEOT. Mn €MALUEVA ATTOTEAECUATA
pUTTopEl va  oeiAovTal oTnV  TTAPOoLCIa  AvaoToAéwv oTo Seiyya 1 oe AavBacopévn  emavuddaTtwon
ALOPIAOTTOINUEVOL CWAAVA pelypaTog avTidpaong. Eav umdpxel PAGPN opydvou, Ba TTpokbYWoLy ACAPN N

ATEAN aTTOTEAECUATAL.
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11. MoIOTIKOG EAEYXOG

To kit avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit repiéxel eowtepikd papTupa (IC) oe kabe

OWAAVA avTiSpaong, © oTToIog MPBERAICVEI TN CWOTH ATTOS0CN TNG TEXVIKAG.

12. XapakTnpIioTIKa amodoong

12.1. KAIviKA evaioOnoia kal e1ikoTnta

H kAiviky amodoon Tou KT avixvebong VIASURE SARS-CoV-2 § gene Real Time PCR Detection Kit eAéyxOnke
XPNOILOTIOIOVTAG 4 VOLKAEIKG OEEQ, ATTOMOVMUEVA ATTO BETIKA PIVOPAPLYYIKA /KAl CTOUATOPAPLYYIKA ETTIXQICUATA
TTOL CLAAEXBNKAY e VIM kal 15 avarvevboTIKA Seiyuata (pIvOpapLYYIKA /KAl OCTOUATOPAPLYYIKA ETTIXQICUATA O€
VTM) amd acBeveic Pe kAIVIKY) vTTowia vooouv COVID-19 ) dAAa TTapOuoIa avaTveLuoTIKA VOonuUaTa. Bpédnkayv 4
BOeTikdA SeiyuaTta SARS-CoV-2 kal auTd TA ATTOTEAECUATA CLUPWVOLOAV PE pia Sdokiurn PCR mou avamtoxOnke
OVUPWVYA PE TOLS EKKIVNTEG KAl TOLG avixveLTEC China CDC yia Tnv avixvevon Tou SARS-CoV-2.

EmmAéov, Ta 4 BeTikA Seiypata SARS-CoV-2 emPBeRaidOnKaAY XoNOIWOTTIOIVTAG pid UEB0SO JOPIAKAG avixvevbong amd
10 loTravikd EBvIkS Kévipo Avagpopdg (lvoTitovTo Yyeiag Carlos il (ISCIIl)) (To TTowTOkoANO "2019-nCoV e RT-PCR o¢
TTPAYUATIKO XoOV0o") TTpoTdBnke ammd 1o Charité (BEpoAivo), pe TOOTTOTTOINCEIS).

YOUTTIEQACHATIKA, TA ATTOTEAECHATA SeiXVOLY LYNAR eLAICONGCIa Kal &8IKOTNTA YIA TNV Avixvevon Tov SARS-CoV-2

XPNOIUOTTOIVTAG TO KIT avixvevong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit.
12.2. EvaiocOnoia avalvong

To kim avixvebong VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit éxel 0pio avixvevong = 24 cDNA

avTiypdpwVv ava avtiépacon (Cp/rxn) Ye TOCOOTO BETIKGVY ATTOTEAECUATWY = 95%.

Eikova 2. Ieipd apaiedong TNG EKTEAEONG TTPOTOTTOL YoviSiov SARS-CoV-2 § (2.4*107-2.4*10' cp/rxn) oto cboTnua BD MAX™ (kavaAl
475/520 (FAM)).
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12.3. AvaALTIKN &8IKOTNTA

H e61kdTNTa TG avaivong Tou yovidiov SARS-CoV-2S emPepaic®nke e€etalovTag éva TTAVEN ATTOTEAOLUEVO ATTO

SIAPOPETIKOVLS PIKPOOPYAVICUOVLS TTOL AVTITTIPOCMTIELOLY TA TTIO KOIVA AVATIVELOTIKA TTABOYOVA. AV QVIXVELONKE

S1a0TALEOVLPEVN AVTISEPACTIKOTNTA HETAEL TV AKOAOLOWY PUIKPOOPYAVICUWY TTOL £EETACTNKAV:

'EAEyXOG S1a0TALPOVUEVNG AVTISPACTIKOTNTAG

Tomol avBpotTivoL adevoioLd 1-5, 8, 15,
31, 40 ka1 41

16¢ dpoiog e Influenza
A/California/7/2009(H1N1)pdm09

Legionella dumoffii

AVOPOTIVOG BOKAIOG

16¢ Influenza A/Michigan/45/2015
(HIN1)pdm09

Legionella longbeachae

Bordetella bronchiseptica

16G Influenza
A/Singapore/GP1908/2015, IVR-180
(HIN1)pdm09

Legionella micdadei

Bordetella holmesii

16¢ Influenza A/Victoria/210/2009
(H3N2)

Legionella pneumophila

Bordetella parapertussis

16¢ Influenza A/ThUringen/5/17 (H3N2)

AVOPQTIVOG JETATTVELUOVOIOG A
ka1 B

Bordetella pertussis

160G Influenza
A/Switzerland/9715293/2013 (H3N2)

Moraxella catarrhalis

Chlamydia caviae

166 Influenza A/Hong
Kong/4801/2014, NYMC X-263B (H3N2)

Mycoplasma pneumoniae

rovortummog Chlamydia psittaci A kar C

16¢ Influenza A/ South
Australia/55/2014, IVR-175 (H3N2)

Mycobacterium tuberculosis

Chlamydophila pneumoniae

16¢ Influenza A/DE-
SH/Reiherente/AR8444/2016 (H5N8)

loi avBpo1vng
TTapaivplovévlag 1, 2, 3kal 4

AVOPQOTIVOG KOPWVOIOG 229E, OC43,
NL63 kar HKU1

166 Influenza A/Anhui/1/2013 (H7N9)

Pneumocytis jirovecii Torog Al
kal g885652

Kopwvoiog MERS

16¢ opoiog pe Influenza
B/Brisbane/60/2008

AVOPOTIVOG pIVoidg, ToTTog C

YTENEXOG KOPVOioL SARS Frankfurt 1

16¢ Influenza B/Florida/04/06

Staphylococcus aureus
LTTOKATNY. aureus

Haemophilus influenzae MinnA

160G Influenza B/Phuket/3073/2013

Streptococcus pneumoniae

16¢ Influenza A/New
Caledonia/20/99(HIN1)

Legionella bozemanii

AVATIVELOTIKOG CLYKLTIAKOGS 106G
(RSV) A kai B

Mivakag 6. NaBoyovol HIKPoOoPYAVICUOI avapopdag TToL XPNCIHOTIOINONKAY & ALTAV TN HEAETN.

12.4. AvalvuTiKn avTiSpacTiKOTNTA

H avnidpaoTtikotnTa ToL VIASURE SARS-CoV-2 S gene Real Time PCR Detection Kit aloAoyrOnke évavti RNA armo 1o
OTENEXOG AVOPOTTIVOL KopwVvoiold 2019-nCoV BetaCoV/Germany/BavPat1/2020 p.1, ammd 10 OTEAEXOS AVOPMTIIVOL
KopwvoioL 2019-nCoV 2019-nCoV/Italy-INMIT kal COVOETIKOOG HAPTLPES RNA yia 500 PUETAANAEEIS TOL 100 SARS-CoV-
2: MT007544.1 (ammopovawuévo oTélexog SARS-CoV2 amd Australia/VIC01/2020) kai MN908947.3 (QTTOLOVWUEVO
oTéAEXOG SARS-CoV-2 Wuhan-Hu-1), pe BeTikO ammoTeAecua.
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14. Symbols for IVD components and reagents/IOuBoAa yia oToixeia kai

avriSpaotipia IVD

In vitro diagnostic

device Keep dry Use by Manufacturer m Batch code (Lot)
. T AlaTnpnoTe g . . u KataokevaoT . .
AIQYV®OOTIKA : AvVAADON £EWG . Kwéikog mapTtidag
. . oTeEYVO NG
ocLoKeLN In vitro
Temperatur Contains
Consult Instructions emperaiure sufficient for Sample
for Use Jﬂ/ limitation <n> fest diluent Catalognumber
x
Ch] . DIL .
AvVaTPEETE OTIG HEQ'OD'O“O.Q MeplexOUEVO APCIDTIKO Apleugg
Oényiec xpnhong SepLiokpacia ETAPKES YIa Seiyuatog kaTaroyou
S
<n>TE0T

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