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Intended use

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System is an automated real-time RT-PCR
test designed for the qualitative detection of HV 69/70 deletion, K417N mutation and K417T mutation in the S gene
of SARS-CoV-2, associated to SARS-CoV-2 Alpha (lineage B.1.1.7), Beta (lineage B.1.351) and Gamma (linage P.1)

variants, in nasopharyngeal and oropharyngeal swabs and saliva samples.

The assay is intended to be used with SARS-CoV-2 positive samples or, when the test is performed in conjunction
with the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System (Ref: 444215) with samples
from patients suspected Coronavirus disease 2019 (COVID-19) by their healthcare professional (HCP).

This test is intended to be used as an aid to monitor the prevalence of variants that carry the HV 69/70 deletion,
K417N or K417T mutations in the S gene and to assist in control measures. The assay uses the BD MAX™ System for
automated extraction of RNA and subsequent real-tfime RT-PCR, employing the reagents provided combined with
universal reagents and disposables for the BD MAX™ System. RNA is exfracted from specimens, and
complementary DNA (cDNA) is synthetized and amplified using RT-PCR and detected using fluorescent reporter
dye probes specific for HV 69/70 deletion, K417N or K417T mutations.

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 HKUT)
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 produce 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 iliness like those SARS-CoV produced [1,6,7,8]. 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 or chills, cough, fatigue, anorexia, myalgia and dyspnea [1.4,6,9].
Less common symptoms are sore throat, nasal congestion, headache, diarrhea, nausea and vomiting [1,4]. Loss of
smell (anosmia) or loss of taste (ageusia) preceding the onset of respiratory symptoms has also been reported [9].
Older adults and people who have severe underlying medical conditions like heart or lung disease or diabetes

seem to be af higher risk for developing more serious complications from COVID-19 illness [10].
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Diagnosis of COVID-19 is performed detecting conventional causes of pneumonia early and defected by next-
generation sequencing or real-time RT-PCR methods [1,11]. Several assays that detect the SARS-CoV-2 are currently
available, such as China CDC (gene targets, ORFlab and N), Charité — Germany (gene targets, RARP and E) or US
CDC (two targetsin N gene) [12].

CDC recommends upper respiratory tract specimens (nasopharyngeal (NP) and oropharyngeal (OP) swalbs, nasal
mid-turbinate swab, nasal swab, nasopharyngeal wash/aspirate or nasal wash/aspirate (NW) and saliva specimens
collected mainly by a healthcare professional) and/or lower respiratory specimens (sputum, endotracheal aspirate,
or bronchoalveolar lavage in patients with more severe respiratory disease) for the identification of SARS-CoV-2
[11]. In addition, other clinical specimens as blood, urine and stool may be collected to monitor the presence of
the virus [11,12].

Since the initial genomic characterization of SARS-CoV-2, the virus has been divided into different genetic groups
or clusters (S, L, V, G with GH and GR subgroups). The appearance of mutations is a natural and expected event
within the evolution process of the virus. In fact, some specific mutations define the viral genetic groups that are
currently circulating globally. The mutations identified to date remain within the expected patterns for a
coronavirus. Viruses classified in genefic group G are the most frequent worldwide. Thanks to the genetic
sequencing of the pathogen worldwide, it has been possible to establish patterns of dispersal and evolution of the

virus.

On December 14, 2020, the United Kingdom declared an increase in the incidence of SARS-CoV-2 in some regions
of its country associated with a new variant of the virus with a supposed greater fransmission capacity. This variant,
called Alpha variant (B.1.1.7) presented 23 different mutations: 13 non-synonymous, including a series of mutations
in the spike protein (S), 4 deletions and 6 synonymous. By the end of December, this variant had been detected in
31 countries and territories in 5 of the 6 WHO regions. One of the mutations is the deletion at positions 62-70 in the
spike profein. Detection of the HV 69/70 deletion is of great importance since it has been related to immune
leakage in immunosuppressed patients and to increased viral infectivity. Another cause for concern in relation to
the HV 69/70 deletion is that it affects the sensitivity of virus detection using molecular techniques (RT-PCR) that

detects the S gene.

The presence of the HV 69/70 deletion is associated with the Alpha variant, lineage B.1.1.7, however, other variants

such as B.1.1.298 (Danish lineage) or B.1.258 also have this deletion.

The Beta (B.1.351) variant was first identified in Nelson Mandela Bay, South Africa, in samples dating back to the
beginning of October 2020. The variant also was identified in Zambia in late December 2020, at which time it
appeared to be the predominant variant in the country. This variant has multiple mutations in the spike protein,
including K417N, E484K, N501Y. It has potential reduction in neutralization by some EUA monoclonal antibody

freatments.

The SARS-CoV-2 epidemic in Brazil was dominated by two lineages designated as P.1 and P.2, harboring mutations
at the receptor-binding domain of the Spike (S) protein. Lineage P.1 (referred as Gamma) is considered a Variant
of Concern (VOC) because it has potential reduction in neutralization by some EUA monoclonal antfibody
freatments. This Lineage presents multiple mutations in the S protein (including K417T, E484K, N501Y) and its

emergence was associated with a second COVID-19 epidemic wave in the Amazonas state. Lineage P.2 is
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considered a Variant Under Monitoring (VUM) and only harbors the mutation E484K. The P.2 lineage has been

detected as the most prevalent variant in several Amazonas states across the country in late 2020 and early 2021.

The appearance of variants that increase the fransmissibility of the virus, its virulence or that escape the action of
the neutralizing antibodies generated after natural infection or the vaccine, constitute a first-order public health
problem that can have an important impact on control of the pandemic. For this reason, VIASURE SARS-CoV-2
Variant Real Time PCR Detection Kit for BD MAX™ System allows the detection of HV 69/70 deletion, K417N or K417T

mutations associated with Variants of Concern Alpha, Beta and Gamma.

Principle of the procedure

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System is designed for the qualitafive
detection of RNA with HV 69/70 deletion, K417N mutation and K417T mutation in the S gene of SARS-CoV-2 from
nasopharyngeal and oropharyngeal swabs and saliva 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 tube. The isolated RNA target is transcribed generating complementary DNA by reverse
franscriptase, which is followed by the amplification of a conserved region of § gene for SARS-CoV-2 for HV 69/70

deletion, K417N mutation and K417T mutation using specific primers and fluorescent-labeled probes.

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System is based on 5 exonuclease activity
of DNA polymerase. During DNA amplification, this enzyme cleaves the probe bound to the complementary DNA
sequence, separating the quencher dye from the reporter. This reaction generates an increase in the fluorescent
signal which is proportional to the quantity of the target template. This fluorescence is measured on the BD MAX™

System.

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System contains in each tube all the
components necessary for real-fime PCR assay (specific primers/probes, dNTPs, buffer, polymerase, reverse-
franscriptase) in a stabilized format, as well as an endogenous internal control to monitor the exiraction process
and/or inhibition of the polymerase activity. The assay uses a human housekeeping gene as an Endogenous Internal
Control (IC) (human RNase P gene). Human housekeeping genes are involved in basic cell maintenance and,

therefore, are expected to be present in all nucleated human cells and maintain relatively constant expression

levels.
Target Channel Gene
HV 69/70 deletion 475/520 S gene
K417N mutation 530/565 S gene
K417T mutation 585/630 S gene
Endogenous(llgr)ernol Control 630/665 human RNase P gene

Table 1. Target, channel and genes.

Reagents provided

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System includes the following materials and

reagents detailed in Table 2:
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5.

Color or
Barcode

Reagent/Material Description

Amount

A mix of enzymes, primers-probes, 2 bouches of 12
SARS-CoV-2 Variant buffer, dNTPs, stabilizers and . P
. . . Green foil transparent
reaction tube endogenous internal control in
I tubes
stabilized format
. 1 h of 24

Rehydration Buffer Solution to reconstitute the stabilized . pouch ©

11 foil fransparent
tube product
tubes

Table 2. Reagents and materials provided in VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System with Cat. N°. VS-
USB124 (444214).

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 Variant Real Time PCR Detection Kit for BD MAX™ System.

e Real-time PCR instrument: BD MAX™ System (Ref: 441916).

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).

e  Filter tips.

e Powder-free disposable gloves.

e Optional: VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System (Ref: 444215)

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, the product can be used up to 28

days.

Precavutions for users

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

e Forin vitro diagnostic use.

e Do not use expired reagents and/or materials.

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

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

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

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

e Do not remove desiccant from reagent pouches.
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Close protective pouches of reagents promptly with the zip seal after each use. Remove any excess airin the
pouches prior to sealing.

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

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

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

Keep components away from light.

In cases where other PCR tests are conducted in the same general area of the laboratory, care must be taken
fo ensure that the VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System, BD MAX™
ExK™ TNA-3 extraction kit, any additional reagents required for testing and the BD MAX™ System are not
contaminated. Always avoid microbial and ribonuclease (RNase)/deoxyribonuclease (DNase) contamination
of reagents. The use of sterile RNase/DNase-free disposable aerosol resistant or positive displacement pipette
fips is recommended. Use a new tip for each specimen. Gloves must be changed before manipulating
reagents and cartridges (BD MAX™ PCR Cartridge).

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 o prevent contamination.

Design a unidirectional workflow. It should begin in the Extraction 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.

Follow Good Laboratory Practices. Wear protective clothing, use disposable gloves, goggles and mask. Do
not eat, drink, smoke or apply cosmetic products in the working area. Wash your hands after finishing the test.
Samples must be treated as potentially infectious and/or biohazardous, as well as all the reagents and
materials that have been exposed to the samples and they must be handled according to the national safety
regulations. Take necessary precautions during the collection, transport, storage, handling, and disposal of
samples.

Samples and reagents must be handled in a biological safety cabinet. Use personal proftective equipment
(PPE) consistent with current guidelines for the handling of potentially infectious samples. Dispose of waste in
compliance with local and state regulations.

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

In accordance with Regulation (EC) No 1907/2006 (REACH), VIASURE Real Time PCR Detection Kits do not
require Material Safety Data Sheets on account of their classification as non-hazardous to health and the
environment, because they do not contain substances and/or mixtures which meet the hazard classification
criteria available in Regulation (EC) No 1272/2008 (CLP), or which are in concentrations higher than the value
established in the mentioned regulation for their declaration.

If the kit is used in combination with the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD
MAX™ System (Ref: 444215), please refer to the corresponding instructions for use.

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

8.1. Sample collection, storage and transport

The VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System has been tested on
nasopharyngeal swabs and saliva samples, both collected in viral transport medium (VIM) - Vircell S.L. -; BD™
Universal Viral Transport (UVT) System media - BD - or IMPROVIRAL™ Viral Preservative Medium (VPM) -Guangzhou
Improve Medical Instruments Co. Ltd and oropharyngeal swalbs collected in viral fransport medium (VIM) - Vircell.

Other types of samples must be validated by the user.

Collection, storage and transport of specimens should be maintained per the conditions validated by the user.
Overall, respiratory and saliva samples should be collected and labelled appropriately in clean containers with or
without transport media (depending on sample type) and processed as soon as possible to guarantee the quality
of the test. The specimens should be transported at 2 to 8°C for up to 72 hours, following the local and national
regulations for the transport of pathogen material. For long term transport (more than 72 hours), we recommend
shipping at <-20°C or lower. It is recommended to use fresh specimens for the test. The samples can be stored at 2
to 8°C for up to 72 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.

The nasopharyngeal/oropharyngeal swabs and saliva specimens must be collected, transported and stored
according to appropriate laboratory guidelines. For details, refer to the CDC guideline (Specimen collection

guidelines. Website https://www.cdc.gov/urdo/downloads/SpecCollectionGuidelines.pdf and Interim Guidelines

for Collecting, Handling, and Testing Clinical Specimens for COVID-19. Website

https://www.cdc.gov/coronavirus/2019-ncov/lab/guidelines-clinical-specimens.html) and the IDSA guideline

(Miller, J. M., Binnicker, M. J., Campbell, S., ... & Pritt, B. S. (2018). A guide to utilization of the microbiology laboratory
for diagnosis of infectious diseases: 2018 update by the Infectious Diseases Society of America and the American

Society for Microbiology. Clinical Infectious Diseases, 67(6), e1-e94).

8.2. Sample preparation and RNA exiraction

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

preparation procedures should be developed and validated by the user.
When using nasopharyngeal or oropharyngeal specimens:

1. Pipette between 400 and 750 L of nasopharyngeal or oropharyngeal swab collected in viral transport media
(VIM) or in BD™ Universal Viral Transport (UVT) System media info a BD MAX™ ExK™ TNA-3 Sample Buffer Tube
and close the tube with a septum cap. Ensure complete mixing by vortexing the sample at high speed for 1

minute. Proceed to BD MAX™ System Operation.
In case of using saliva samples collected in transport media:

1. Saliva samples may be collected in Viral Transport Medium (VTM), BD™ Universal Viral Transport (UVT), or
IMPROVIRAL™ Viral Preservative Medium (VPM) at a ratio of 1:3 (saliva:media). Vortex for 1 minute at high
speed. Pipette 750 pL intfo a BD MAX™ ExK™ TNA-3 Sample Buffer Tube and close the tube with a septum cap.

10
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Ensure complete mixing by vortexing the sample at high speed for 1 minute. Proceed to BD MAX™ System

Operation.
In case of using neat saliva samples:

1. Combine saliva with Viral Transport Medium (VTM), BD™ Universal Viral Transport (UVT), or IMPROVIRAL™ Viral
Preservative Medium (VPM) so that the final ratio of saliva:mediais 1:3. Vortex for 1 minute at high speed. Then
pipette 750 yL into a BD MAX™ ExK™ TNA-3 Sample Buffer Tube and close the tube with a septum cap. Ensure

complete mixing by vortexing the sample at high speed for 1 minute. Proceed to BD MAX™ System Operation.
8.3. PCR protocol
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 Variant Real Time
PCR Detection Kit for BD MAX™ System

Nofte: If you have already created the test for the VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD
MAX™ System, you can skip step 8.3.1 and go directly to 8.3.2.

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

3) In the Basic Information tab, within the “Test Name" window, name your test: i.e. VIASURE SARS-CoV-2

Variant.
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 the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR
Detection Kit for BD MAX™ System (Ref: 444215), 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 950 uL.
7) Inthe “Ct Calculation” select "Call Ct at Threshold Crossing”.
8) If running software version 5.00 or higher, in the "Custom Barcodes” select the following configuration:

a. Snap-In 2 Barcode: leave empty (concerning SARS-CoV-2 Variant reaction tube no barcode

configuration is needed).
b. Snap-In 3 Barcode: 11 (concerning Rehydration Buffer tube).

c. Snap-In 4 Barcode: 1G if used in combination with SARS-CoV-2 (N1 + N2) reaction tube and the
format “Dual Master mix Concentrated Lyophilized MM with rehydration Buffer (Type 5)" (Section
8.3.1).

9) In “PCR settings” tab enter the following parameters: “Channel Settings”, “Gains” and “Threshold” (Table
3).

11
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a. Note: Product may be used in combination with the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR
Detection Kit for BD MAX™ System (Ref: 444215), "PCR Settings” and "“Test Steps” should be

completed for Snap-In 4 (blue) position (see the corresponding instructions for use).

Channel Alias Gain Threshold Ct Min Ct Max
475/520 (FAM) HV69-70 80 150 0 40
530/565 (HEX) K417N 80 150 0 40
585/630 (ROX) K417T 80 150 0 40
630/665 (Cy5) IC 80 150 0 35

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

Table 3. 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.

10) In "PCR settings” tab enter the following parameters “Spectral Cross Talk” (Table 4), as well.

False Receiving Channel
Channel 475/520 530/565 585/630 630/665 680/715
475/520 - 3.0 0.0 0.0 0.0
530/565 1.0 - 0.0 0.0 0.0
Eé;::::? 585/630 0.0 0.0 - 0.0 0.0
630/665 0.0 0.0 5.0 - 0.0
680/715 0.0 0.0 0.0 0.0 -

Table 4. Spectral cross-talk parameters.

11) In “Test Steps” tab, enter the PCR protocol (Table 5).

Step Name Profile Type |Cycles| Time |Temperature | Detect
(s)

Reverse transcription Hold 1 9200 45°C -
Initial denaturation Hold 1 120 98°C -
Denaturation and 10 95°C -

Annealing/Extension 2 45 P

(Data collection) | 'emperature 611 63°C

Table 5. PCR protocol.

12) 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) info its corresponding positions in the TNA strip (Snap position

1, white color coding on the rack. See Figure 1). Remove excess air, and close pouch with the zip seal.

12
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3) Determine and separate the appropriate number of SARS-CoV-2 Variant reaction tubes (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. Gently tap
each tube on a hard surface to make sure all the product is at the bottom of the tube.

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 additional SARS-CoV-2 reaction tubes (1G foil in case of VIASURE SARS-CoV-2
(N1+N2) test) 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 tfubes (11 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 ensure a correct fransfer, please make sure that the liquid is in the boftom of the tube
and is not adhered to the top area of the tube or to the foil seal. Gently tap each tube on a hard

surface to make sure all the buffer is at the bottom of the tube.

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

Waste
Snap-in tubes Reservoir
Pipette Tips
#1 #2 #3 #4
L T T T I ]
olloe|e]|e
Reaction
Lysis/Release Tube 2
Tube (optional) @|fe|fO|lo
Wash
: Buffer ~—
Extraction slalals
Tube )
Elution NN
Reaction Buffer
Tube 1 #1 #2 #3 #4

Rehydration  Neutralization
Buffer buffer

8.3.3. BD MAX™ |nstrument set up

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

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

13
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9.

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

5) Fill the Specimen/Patient ID and/or Accession window of the Work List 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.

Result interpretation

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

Analysis of the VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System is intended to be
performed as a reflex on samples with positive result for SARS-CoV-2 RNA. If used in conjunction with VIASURE SARS-
CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System on samples of unknown status for presence of
SARS-CoV-2 RNA, please refer to those instructions for use for results interpretation for determination of the SARS-

CoV-2 RNA result.

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 3). 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 6.

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:

14
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delll\fli:: {Z(r)gef A GG | LG il Infzg\%?ecr::::ol Interpretation
) target (5630/565) | target (585/630) (630/665)
+ - - +/-1 HV 69/70 deletion Detected !
- + - +/-1 K417N mutation Detected !
- - + +/- K417T mutation Detected !
+ + - +/-1 HV 69/70 deletion and K417N mutation Detected !
+ - + +/-! HV 69/70 deletion and K417T mutation Detected !
- + + +/- K417N and K417T mutation Detected !
+ + + 4/ HV 69/70 deletion, K417N mutation and K417T
mutation Detected !
) ) . 4 HV 69/70 deletion, K417N mutation and K417T
mutation not Detected !
Unresolved (UNR) Result obtained in the presence
) of inhibitors in the PCR reaction or when a general
B - - B problem (not reported by an error code) with the
sample processing and/or amplification steps
occurs.?
Indeterminate assay result (IND). Due to BD MAX™
IND IND IND IND System failure. Assay result displayed in case of an
instrument failure linked to an error code.
Incomplete assay result (INC). Due to BD MAX™
INC INC INC INC System failure. Assay result displayed in case of
failure to complete run.

Table 6. Sample interpretation.
+: Amplification occurred.

-: No amplification occurred.

1 A sample is considered positive if the Ct value obtained is less than 40. The endogenous Internal Control (IC) may or

may not show an amplification signal. Sometimes, the IC detection is not necessary because a high copy number of

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

2 In the case of HV 69/70 deletion, K417N mutation and K417T mutation targefs sites negative, IC must show an

amplification signal with Ct less than 35. The Ct value could be very variable due to the Endogenous Internal Control is

a human housekeeping gene that should be present in all human nucleated cells in the original sample. If there is an

absence of signal or Ct value = 35 of the Endogenous Internal Control, the result is considered as ‘Unresolved’, and

retesting is required.

Summary of mutations associated with the following lineages present in the most known Variants of Concern (VOC):

Mutations in the S gene !
Lineages WHO label
HV 69/70 deletion K417N mutation K417T mutation
B.1.1.7 Alpha X - -
B.1.351 Beta - X -
P.1 Gamma - - X

Table 7. Summary of mutations associated with known Variants of Concern (VOC).
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Thttps://www.gov.uk/government/publications/covid-192-variants-genomically-confirmed-case-numbers/variants-

distribution-of-cases-data (data up to 19 May 2021).

Other variants can present the HV 69/70 deletion and mutations K417T and K417N because they are not specific
for the variants mentioned.

Final assignment to a lineage must be done by sequencing.

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

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

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

symptoms and other diagnostic tests.

10. Limitations of the test

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

e Although this assay can be used with other types of samples it has been validated with
nasopharyngeal/oropharyngeal swabs and saliva samples, all collected in Viral Transport Medium (VTM).

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

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

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

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

o Extremely low levels of target below the limit 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 RNA with HV 69/70
deletion, K417N mutation or K417T mutation in the S gene, either samples containing high concentrations of
target RNA or contamination due to PCR products from previous reactions.

e The specific primer and probe combinations for detection of HV 69/70 deletion, K417N mutation or K417T
mutation used in VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System do not show
significant combined homologies with the human genome, human microflora, or other coronaviruses, which
might result in predictable false positive.

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

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

o Improper processing procedures (including RNA extraction).
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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 variant.

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 immunosuppressant 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 Some samples may fail fo exhibit RNase P amplification curves due to low human cell numbers in the original
clinical sample. A negative IC signal does not preclude the presence of HV 69/70 deletion, K417N mutation or
K417T mutation in a clinical specimen.

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

e The presence of the HV 69/70 deletion is associated with the Alpha variant (lineage B.1.1.7), K417N mutation
with Beta variant (lineage B.1.351) and K417T mutation with Gamma variant (lineage P.1), however, final
assignment to a lineage must be done by sequencing.

e Negative results do not preclude presence of SARS-CoV-2 RNA due to this assay is infended to be used with
positive SARS-CoV-2 samples.

e In the case of obtaining Unresolved, Indeterminate or Incomplete results using VIASURE SARS-CoV-2 Variant
Real Time PCR Detection Kit for BD MAX™ System, retesting will be required. Unresolved results may be due to
the presence of inhibitors in the sample or an incorrect rehydration of lyophilized reaction mix tube. If there is

an instrument failure, Indeterminate or Incomplete results will be obtained.

11. Quality control

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System contains an Endogenous Internal

Control (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 SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System was

tested using respiratory clinical samples (nasopharyngeal swabs) from patients with suspected respiratory infection.

The results were as follows:

Site Sample type Workflow Target

HV 69/70 deletion

CerTest Biotec S.L (Zaragoza, | nasopharyngeal

) BD MAX™ ExK™ TNA-3 kit + BD MAX™ System Mutation K417T
Spain) swab

Mutation K417N

Table 8. Site, sample type, workflow and target.
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True positive and negative values, false positive and negative values, sensitivity, specificity for VIASURE SARS-CoV-2

Variant Real Time PCR Detection Kit for BD MAX™ System were calculated in relation to each comparator assay as

shown in the following table:

Site Comparator assay Target TP TN FP FN Sensitivity Specificity
TagPath COVID-19 CEIVD RT- HV 69/70 deletion 48 | 167 ] 0 | 2 96% (85-99) | 100% (97 - 100)
PCR Kit/ VIASURE SARS-CoV-2 A
1 foal Time PCR Detoction kit Mutation K417T 50 | 167 | 0 | 0 | 100% (91-100) | 100% (97 - 100)
molecular assay +sequencing Mutation K417N 7 1209 0o | 1 88% (46 -99) | 100% (97 - 100)

Table 9. True positive and negative values, false positive and negative values, sensitivity, specificity for VIASURE SARS-CoV-2

Variant Real Time PCR Detection Kit for BD MAX™ System.

Result show agreement to detect the HV 69/70 deletion, K417T and K417N SARS-CoV-2 mutations using VIASURE

SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

In order to evaluate the compatibility of different sample matrices (nasopharyngeal swab, oropharyngeal swab

and nasopharyngeal/oropharyngeal swab in Viral Transport Medium (VTM) from Vircell), a compatibility study have

been carried out. The obtained results showed that the three different sample matrices were compatible with the
VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

12.2. Analytical sensitivity

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System detection limit (LoD) results with a

positive rate of =2 95% are as follows:

a)

b)

c)

VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System has a detection limit (LoD)

of > 2 genome copies/reaction on nasopharyngeal samples and = 5 genome copies/reaction on saliva

samples for HV 69/70 deletion measured using the SARS-CoV-2 B.1.1.7 lineage.
VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System has a detection limit (LoD)

of 2 5 genome copies/reaction on nasopharyngeal samples and = 5 genome copies/reaction on saliva

samples for K417N mutation measured using the SARS-CoV-2 B.1.351 lineage.
VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System has a detection limit (LoD)

of 2 10 genome copies/reaction on nasopharyngeal samples and = 15 genome copies/reaction on saliva

samples for K417T mutation measured using the SARS-CoV-2 P.1 lineage.
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Figure 2. Dilution series of SARS-CoV-2 Variant (HV 69/70 deletion) (synthetic cDNA) (5.3*10% -5.2*¥10' genome copies per reaction)
template run on the BD MAX™ System (475/520 (FAM) channel).
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Figure 3. Dilution series of SARS-CoV-2 Variant (K417N mutation) (synthetic cDNA) (5.3*105-5.2*10' genome copies per reaction)
template run on the BD MAX™ System (530/565 (HEX) channel).
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Figure 4. Dilution series of SARS-CoV-2 Variant (K417T mutation) (synthetic cDNA) (5.3*105-5.2*10' genome copies per reaction) template
run on the BD MAX™ System (585/630 (ROX) channel).
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12.3. Analytical specificity

The specificity of the SARS-CoV-2 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/Michigan/45/2015
(HIN1)pdmO9 virus

Mycoplasma pneumoniae

Bocavirus

Influenza
A/Singapore/GP1908/2015,
IVR-180 (HIN1)pdmO0? virus

Mycobacterium tuberculosis

Bordetella bronchiseptica

Influenza A/Thiringen/5/17
(H3N2) virus

Human parainfluenza 1, 2, 3 and 4 viruses

Bordetella holmesii

Influenza
A/Switzerland/9715293/2013
(H3N2) virus

Pneumocytis jirovecii Type A1 and g885652

Bordetella parapertussis

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

Human rhinovirus

Bordetella pertussis

Influenza A/DE-
SH/Reiherente/AR8444/ 2016

Respiratory syncytial virus (RSV) A/B

(H5N8) virus
. . Influenza A/Anhui/1/2013 . .
Chlamydia caviae - (H7N9) virus - SARS Coronavirus Strain Frankfurt 1 -
Chlamydia psittaci genotype Influenza B/Brisbane/60/2008 Human 2019-nCoV strain
Aand C ) virus ) BetaCoV/Germany/BavPat1/2020 p.1* B
Chlamydophila pneumoniae Influenza A/South Human 2019-nCoV strain 2019-nCoV/Italy-
CM-1 ) Australia/55/2014, IVR-175 ) INMIT* B

Human coronavirus 229E,
OC43, NL63 and HKU1

Influenza B/Phuket/3073/2013
virus

MT007544.1 (SARS-CoV-2 isolate
Australia/VIC01/2020)*

MERS Coronavirus

Influenza B/Florida/04/06 virus

MN908947.3 (SARS-CoV-2 isolate Wuhan-Hu-
1)*

Enterovirus Coxsackievirus A24,

Legionella bozemanii

SARS-CoV-2 strain 2019nCoV/USAWA1/2020*

Enterovirus 68, 71

Legionella longbeachae

A% and B3
. . . . SARS-CoV-2
Enterovirus Echovirus 30 - Legionella dumoffii | BetaCoV/Berlin/ChVirl 670/2020_IsolatBER* | -
SARS-CoV-2

BetaCoV/Munich/ChVir984/2020*

Haemophilus influenzae MinnA

Legionella micdadei

SARS-CoV-2 BetaCoV/Baden-
Wuerttemberg/1/ChVir1577/2020_lsolatBER*

Influenza A/New
Caledonia/20/99(HINT1) virus

Legionella pneumophila

Staphylococcus aureus

Influenza A/Victoria/210/2009

Human metapneumovirus A

Streptococcus pneumoniae

(H3N2) and B
Influenza
A/California/7/2002(HTNT) - Moraxella catarrhalis - Streptococcus pyogenes -
pdm0? virus

Table 10. Reference pathogenic microorganisms used in this study.

* Please note that the detection of these SARS-CoV-2 strains is not considered in this assay. This test is designed for the qualitative
detection of HV 69/70 deletion, K417N mutation and K417T mutation in the § gene present in SARS-CoV-2 Alpha, Beta and Gamma

variants (lineages B.1.1.7, B.1.351 and P.1), among others.
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12.4. Analytical reactivity

The reactivity of VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System was evaluated
against synthetic RNA conftrols for two different sequences associated to the Alpha variant (B.1.1.7_710528 UK
Variant and B.1.1.7_601443 UK Variant), one sequence associated to the Beta Variant (Control 16, SARS-CoV-2
lineage B.1.351 South Africa/KRISP-ECK005299/2020) and one sequence associated to the Gamma variant (Control
17, SARS-CoV-2 lineage P.1 Japan/Brasilian variant Japan/IC-0564/2021), showing positive results.
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EAAHNIKA

MpoPAeropevn Xxpnon

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System eival pia auTouaToTToiNuévn
ecétaon RT-PCR mpaypaTikoL xpdvou, N oTToia £xel oxeSIAOTE yia TNV TTOIOTIKY avixvevon Tng diaypagnc HV 69/70,
NG PETAANAENG K417N Kal TNG METAANGENS K417T oTo yovidio S Tou SARS-CoV-2 1Tou oxeTideTal P TIC TTAPAANAYEG
SARS-CoV-2 Alpha (e€eNIkTIKr) ypauun B.1.1.7), Beta (e€eAikTikr) ypauun B.1.351) kar Gamma (eEEAIKTIKF yoauun P.1),

o€ PIVOPAPLYYIKA KAl OTOUATOPAPLYYIKA ETTIXQICUATA KAl SelypaTa GlEAoL.

H avdaAvon mmpoopiletal yia xphon ue BeTika SeiypaTta yia SARS-CoV-2 ) étav n e€ETaon ekTeAEITAl 0 CLVSLACUO HE
10 VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System (Avac.: 444215) pe Seiyuata
amd aoBeveic pe LTTOWIa AoIUWENS ATTO TN VOTO TOL KOPWVOIoL 2019 (COVID-19) amrd TOV £TTAYYEAUATIA LYEIAG TOLS
(HCP).

H e&étaon auvTh TpoopileTal YIa XpNon WS PoNONUA yia TNV TTAPAKOAOLONGCN TOL ETTITTOACCUOL TWV PETAANAEEWY
TTOL PEPOLY TN Silaypa®r HV 69/70, TIg eETAANAGEEIC K417N 1 K417T oTo yovidio S, KaBwg KAl wg Pondnua ot PETpa
eAEyxou. H avaAuon xpnoldotrolei To cboTNUa BD MAX™ System yia Ty avTogatomoinuévn e€ayawyr) Tob RNA kai TG
ETAKOAOLONG  AALOISWTNG AVTIdPACONG ToALPEPAONG OE TIPAYUATIKO xpovo (RT-PCR), aflomoiwviag T1a
AvTISPACTAPIA TTOL TTAPEXOVTAI O GLVSLACHUO PE KABOAIKA AvVTISPACTAPIA KAl AVAAWOCIUA YIA TO COOTNUA BD MAX™
System. To RNA e€aydayeTal amo KAIVIKA Seiyuata, Kal To oLPTTANPWUATIKO DNA (cDNA) cuvTiBetal Kal evIoYVETA
XpnoiuotrolicvTag RT-PCR kal avixveLETAl XONOIUOTIOIVTAG POOPICOVTEG AVIKVELTEG XPWOTIKNG AvapopAg, EI6IKODG
yia Tn Slaypaen HV 69/70 kai T eTAANAEeEIC K417N r K417T.

Iovoyn Kal eme€nynon

O1 kopwvoiol eival 10i HOVOKAWVOL RNA OeTIKAG TTOAKOTNTAG HE TTEQIRANUA KAl AVAKOLY OTNV  OIKOYEVEID
Coronaviridae [1,2]. Yrdpxouv &€l €i6n KOpwVOoiV TTOL &ival YV@OTO OTI TIPOKAAOLY avOp®TIva voorhuaTa [2].
Teooepig 101 (229E, OC43, NL63 kal HKU1T) TTpokaAoLY CLUTITGUATA OUOIa JE TG KOIVAG YPITING Kal O AAAoI SLO
(kopwvoidg copapob 0&EWS avaTveLOTIKOL CLVSPOUOL (SARS-COV) KAl KOPWVOIOG AVATIVELOTIKOL CLVSPOUOL TNG
Méong AvatoAng (MERS-CoV)) cival {oovoooyovol Kal TTIOOKAAOLY coBapoTepeg emmAOKES [2]. O SARS-CoV kal
MERS-CoV éxouv TpokaAéael TrepiocoTepa atd 10.000 abpoIoTIKA TTEQICTATIKA TIG VO TTPONYOVLUEVES SEKAETIES, UE

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

Tov Agkéuppio Tou 2019, pepikoi AvBpwTIOI TTOL SoLAELAY ) {oLoAV YOPW ATTO TNV AYoPd BAAACTIVRY Xovavay oTn
Ffovxav TNG emapxiag Xovutél otnv Kiva, mapovciacav Tvevpovia AyvwoTtng aimiag [2,4]. H avaivon Rabidag
AAANAOLXIONG TWV AVATIVELOTIKWY SEIYUATWY LTTOSEIKVLE EvVaV VEO KOPWVOIO, O OTTOIOC APXIKA OVOUAOCTNKE VEOQ
KopwVvoiog 2019 (2019-nCoV) kal petémera SARS-CoV-2 [5].

H petadoon petald avBpwmwyv Tou SARS-CoV-2 éxel empPePaiwbdei, akdun kal KAtd TNV TEPIOSO €TACNG XWEIG
OULUTITOPATA, KAl O 106G TTPOKAAEl coPaPA AVATIVELOTIKA VOONUATA OTTWS ALTA TTOL TTPOKAAOLOE O SARS-CoV
[1,6,7.8]. MapOAO TTOL N TTVELUOVIA €ival TO KUPIO CLOXETICOUEVO VOO NUA, OPICUEVOI AOBEVEIG ExoLV LTTOOTE coPapn
TTVELMOVIA, TIVELUOVIKO 0iénua, cLVSPOPO OEEIAG AVATIVELOTIKAG SLOXEPEIAG ) TTOAAGTIAN AVETTAPKEID OPYAV®Y KAl

Bavaro [1,4]. Ta Kévipa EAéyxou kal MpoAnwng Noonudatwyv (Centers of Disease Control and Prevention, CDC)
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BewpPoLY OTI T CLUTITAUATA TOL SARS-CoV-2 PUTTOPEE va TTAPOLOIACTOLY Ot PONG 2 NUEPES M EVTOCQ EwG Kal 14
NUEPGV WETA TNV €KOBECN KAl TA TTIO KOIVA ATTO ALTA TTEQIAAUPAVOLY TTLEETO N PiyN, PrAXa, KOTTWoN, avopetia, ualyia
kal SvoTtrvola [1,4,6,9]. AiyOTEQO KOIVA Eival COPTITAUATA €ival O TTOVOAQIUOGS, N PIVIKA CLUPOPNCN, O TTOVOKEPAAOGC,
n Sidppola, n vavTtia kal o EueTog [1,4]. Exel emiong avagepBel ammAeia 6openong (avoouia) f) ammAeIa Yedbong
(ayevoia) TpIv Ao TNV eKEAAWON AVATIVELOTIKWY COUTITOUATWV [?]. O eVANKEG PEYAADTEPNG NAIKIOC Kal Ta AToua
pe coPapd vTTOKEIUEVA VOO UATa, OTTWS N KAPSIAKA ) TIVELUOVIKA VOOOG ) 0 SIARATNG, (aiveTal va SIATPEXOLY

MEYOQALTEQO KiVELVO aAVATITLENG TTIO CORAPGV ETTITTAOKQV aTTd TNV aoBéveia COVID-19 [10].

H s1ayvwon tTng COVID-19 ekTeAeiTal e TOV EVTOTTIOUO TV CLVABWY AITIV TNG TIVELUOVIAG VWPIS KAl AVIXVELETAI ATTO
TIC HEBOSOLG TTPOTSIOPICUOL AAANAOLXIAC ETTOPEVNG YEVIAG 1 AALCISWTAS AVTI6SPACNS TTOALUEPAONG OE TIPAYUATIKO
XPovo (RT-PCR) [1,11]. MpoopAT®G, £XOLY KATAOTE SIOBECIUEC APKETEG AVAADTEIG TTOL AVIXVELOLY ToV SARS-CoV-2,
oTwG avTég TV CDC Kivag (yovidia-atoxol ORFlab kai N), Charité — Tepuavia (yovidia-otoxol RARP kai E) ry CDC
HOA (800 oTdxol oTo yovidio N) [12].

To CDC ovuviotd Tn xpnon Seyudtwv TnNG avaTepng AVATIVELOTIKAG 0600  (pIvogapLyyika (NP)  kai
oTopaTOPAPLYYIKA (OP) emyxpiouata, E€miXpIopa pEONG PEIVIKAG KOYXNG, PIVIKO  ETTIXPIOUA, PIVOPAPLYYIKO
EKTTALUA/AVaPEOPNUA ) PIVIKO EKTTALUA/avappoPnua (NW) kal Seiyuata TTITOEAGY, TA OTTOIA CLAAEYOVTAI KLPIWGS
amod emayyeAdaTia vyeiag) f/kar SeiyuaTa TNG KATWTEONG AVATIVELOTIKAG 050V (TTITOLEAO, EVEOTPAXEIAKH avapPOPNon
N PPOYXOKLWENISIKO EKTTALUIA € AOOEVEIG e TTIO COPAPH AVATIVELOTIK) VOOO) Yid TNV TALTOoTTOINCN TOL SARS-CoOV-2
[11]. EmmAoV, AAND KAIVIKA SeiypaTa OTTWG aida, ovPa Kal KOTTPAVA, UTTOPE va CLUAAEXBOLYV YIa TNV ETTOTITEIA TNV

TTapovoiag Tov 1oL [11,12].

ATIO TN OTIYU TOL APXIKOL YOVISIGUATIKOL XAPAKTNPIOWOL TOL SARS-CoV-2, 0 10G £Xel XWPIOTE O SIAPOPETIKES
YEVETIKEG OPASES 1) cLUTAéydaTa (S, L, V, G pe vmoopddeg GH kal GR). H gupdvion peTaANAEEwY gival Eva LOIKO Kal
AvapeEvoOpEVO oLPPRAY OTO TAQICIO TNG SIASIKACIAG €EENIENG TOL 10V. ITNV TTOAYUATIKOTNTA, OPICUEVES EISIKEC
HETAAAEEIC 0PICOLV TIC IIKEG YEVETIKEG OMASES TTOL KLKAOPOPEOLYV ETTI TOL TTAPOVTOC TTAYKOOMIWS. Ol UETAANGEEIG TTOL
EXOLV TALTOTTOINGEI PEXO! OTIVUNG TTAPAUEVOLY EVTOG TOL AVAUEVOUEVOL HOTIROL YIa &vav Kopwvoio. Ol 10i TTov
KATaTAoOOVTAl OTN YEVETIKA opdda G eival auToi TTOL CLVAVTOVTAI CLXVOTERA TTAYKOOUIWG. XApN OTN YEVETIKN
AANAOLXION TGV TTABOYOV®Y TTAYKOOUIWGS, £XEl KATAOTEN EQIKTR N TALTOTTOINON TV POTIRWY SIACTTIOPAG KAl EEENIENG

TOL 100.

ITIc 14 AekepPpiov 2020, To Hvwuévo Bacihelo aveépepe pia abénon NG emimTong Tou SARS-CoV-2 Oe OPICUEVES
TIEPIOXES TNG XWPAC, N OTTOIa OXETICOTAV HE £VA VEO OTEAEXOG TOUL 100 e eIKAZOUEVN HEYTAADTEON PETASOTIKOTNTA. ALTO
TO OTéEAEXOG, TO oTroio ovoudletal Alpha (B.1.1.7) mapovaciale 23 SIAQOPETIKEG METAAAELEIC: 13 Un CLVOVLUEG,
TIEQIANAUPAVOUEVNG MIAG CEIPAG PETAANAEEWY OTNY TTPWTEIVN-aKISA (S), 4 SIaYPAPES KAl 6 CLVWVLUES. MEXPI TO TEAOG
AgkePpiov, auTod TO OTEAEXOC gixe evVTOTTIOTEl O€ 31 XWPEES KA TTEPIOXEG O€ 5 aTTO TIG 6 TTEPIPEPEIEC TOL MOY. Mia amod
TIC HETAANGEEIS eival n Slaypagn oTIg Béoelg 69-70 oTnv TTpwTEivn akida. H avixvevon tng diaypapng HY 69/70 eivai
IS1QiTEQa ONUAVTIKA, KABWG ExEl CLVOEDEI PE EKTTTOON TNG AVOCOAOYIKNG AEITOLPYIAC O AVOOOKATESTAAUEVOLG
aoBOEVEIG KAl PE ALENUEVN HOALCUATIKOTNTA TOL 100. 'Evag AAOG TTapdyovTag avnouxiag oe oxéon Pe Tn Siaypaon
HV 69/70 eival o1 emnpedadel TNV evalcONoia TNG avixvebong ToL 10V PE XPNON HMOPIaK®V TEXVIKWY (RT-PCR) tTou

AVIXVELOLY TO YOVIbIO S.

H mapovacia Tng diaypa®ng HY 69/70 oxeTietal e To oTéEAEXOG Alpha, e€eNikTIKR Ypauun B.1.1.7, woTdoo n Siaypadn
avTA evToTTIZETAI KAl O€ AAAQ OTEAEXN, OTTIWGS TO B.1.1.298 (AaveQikn EEAIKTIKN YoaUUN) f To B.1.258.
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To oTéAexog Beta (B.1.351) TavTotmoinOnke yia TmowTn ¢opd o1o Nelson Mandela Bay Tng NoTiov AQPIKA G, o€ SeiypaTta
TTOL TTPOEPXOVTAV XPOVIKA aTTd TIG apxEG OKTwPREIoL 2020. To OTEAEXOG EVTOTTIOTNKE ETTIONG OTNV ZAUTTIA TTOOG TA TEAN
Agkeuppiov 2020, pia XPOVIKA TTERIOSOG KATA TNV OTTOIA TO OTEAEXOC ALTO PAIVOTAV Vda EiXE ETTIKOATACE OTN XWEAd. To
OTENEXOG ALTO Exel TTOANATTIAEG PETAANGEEIC OTNV TTPWTEivN akida, TrepIAaupavouévey Ty K417N, E484K, N501Y.

MNapovaoiadel emong SLVNTIKA PEIVPEVN EE0LEETELWON ATTO OPICUEVEG BEQATTEIEG HOVOKAWVIKWY AVTICWUATWY EUA.

Kupiapxo poro otny eménuia SARS-CoV-2 otnyv BpaliNia émaifay S0O €EENIKTIKES YPAUUES, Ol OTTOIEG AVAPELOVTAI WG
P.1 and P.2 kal péPOLY PETANMNAEEIC OTOV TOUEQ CLVEEONG WE LTTOSOXEA TNG TTPWTEIVNG aKiSAC (S). H eEENKTIKA YpauuN
P.1 (avagépetal wg Gamma) Bewpeital avnouxnTikd oTéAexos (VOC) kabwg &xel T duvaTtdTNTA va UEIWTEl TNV
€COLOEETEPWON ATTIO OPICUEVES BEQATTEIEC POVOKAWVIKGY AVTICWPATWV EUA. ALTA N €EENIKTIKA Ypauun TTapouaiadel
TTOMATIAEC HETAANAEEIC OoTNV TTPWTEIVN S (TTepIAaupavopuévay TV K417T, E484K, N501Y) kai n eupavior) TG oxeTieTal
pE Eva 6ebTEPO emdNUIKO KOPA COVID-19 otnyv moAiteia Aualovag. H eEeAIKTIKE Yypauun P.2 Bewpeital OTEAEXOS LTTO
TTapakoAoLONGon (VUM) kai pépel povo TN UeTAANAEN E484K. H eEENIKTIKN) Ypauun P.2 £xel QVIXVELTE WG TO TTIO KLPIAPXO

OTENEXOG O€ APKETEG TTONITEIEG AAlOVAG OTN XWPA, OTO TEAOG ToL 2020 Kal TIG ApXES ToL 2021.

H eu@avion TV OTEAEXDV TTOL ALEAVOLY TN HETASOTIKOTNTA TOL 100, TN AOIMOTOEIKOTNTA TOUL I OTEAEXWV TTOL
SlapebyoLy NG 6PACNG TV ECOLEETEPWTIKGDV AVTICWUATWY TTOL TTAPAYOVTAl PETA aATd QULOIKA AOIMWEN N
EUPOANICOUO, CLVIOTA Eva KOPLPAIO TTPOPRANUC SNUOTCIAG LYEIAG, TO OTTOIO UTTOPEI VA £XEI CNUAVTIKO AVTIKTOTIO OTOV
EAEYXO TNG TTavénuiag. Na tov Adyo auvtoy, 1o VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™
System emTpémel TNV avixvevon TnG dlaypa®ng HV 69/70 kail TV UeTOAGEEwY K417N 1) K417T 1ou oxetiCovTal Je Ta

avnovxnTika oTeAéxn Alpha, Beta kar Gamma.

Apxn TnG Siadikaoiag

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System éxel oxeSIQOTEN yIQ TNV TTOIOTIK
avixveobon RNA pe diaypagn HY 69/70, pyetadAANagn K417N kal yetdAAagn K417T oto yovidio S Tou SARS-CoV-2 amd
PIVOPAPLYYIKA KAl OTOPATOPAPLYYIKA ETTIXQICUATA Kal SeiypuaTta TITLEAGY. H avixvevon yiveral ye pé@odo RT-PCR evog
BAMATOC O& TTPAYUATIKO XPOVO, OTTOL N AVTIOTOO®N WETAYPA®N KAl N €MAKOAOLON &ViOXLON CULYKEKPIUEVNGS
aAAnAovxiag-otoxoL cuuPpaivovy oTo i8I0 cWANVapIo avTispaong. O ATTOPOVWHEVOS OTOXOG RNA petaypdgetal
SNUIOLPYWVTAG CLPTIANPWUATIKO DNA Le AvTIoTPOPN HETAYPAPACH TTOL AKOAOLOEITAI ATTO TNV EVIOXLON WIAG
oLVTNENPEVNG TTEPIOXAGS TOL YoVviSiou S yia Tov SARS-CoV-2 yia Tn Siaypapr HV 69/70, Tn yetdAMa&n K417N kai tn

HETAANQEN K417T, XpNOIHOTIOIVTAG EISIKOVG EKKIVNTES KAl POOPIOCNUACUEVOLS AVIXVELTEC.

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System paociletal otn §pactnpidtnTa
eEVOLKAEAONG 5 TNG ToALUEpaong DNA. Katd Tnyv evioxuon Tou DNA, autd 1o évILUO SIACTIA TOV AVIXVELTH TTOL
OULVEEETAI PE TN CLUTTANPWUATIKA AaAAnAoLxia DNA, SiaxwpEilovTac TN XPWOTIKY armdoPeonc ammd TOV AVIXVELTH
avaeopdg. ALTh n avTispaon dnuiovpyel abEnon oTo CHUA POOPICUOL TTOL &ival AVAAOYN PE TNV TTOCOTNTA TOL

TTPOTUTTOL-OTOXOL. H PéTPNOoN TOL POOPICOL ALTOL YiveTal oTo BD MAX™ System.

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System Trepiéxel oe KABe owArva OAd Ta
amapaitnTa oTolxeia yia Tnv avaivon PCR o€ ToaypaTiko XpOvo (€18IKOI ekKIVNTEG/aVIXVELTES, ANTP, pLBUICTIKO
SIAALUA, TTOALPEPAON, AVTIOTPOPN PETAYOPAPACH) O OTABEQOTIOINUEVN HOPPN), KABWG KAl EvaV eVEOYEVH) ECWTEPIKO
pdpTLEA YIa TNV TTApakoAoLONon Tng diadikaciag efaywyns N/Kal TNG AVACTOANG TNG SpACTNEIOTNTAG TNG

TToALPEPAONG. H avaAuon xpnoIUoTTolEl Eva avBp@TTIVO SIAXEIPICTIKO YOVibIo G evooyevh e0wTEPIKO papTupa (IC)
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(avBpTTivo yovidio RNase P). Ta avBpmTTiva SIAXEIRICTIKA YOViSIa EUTTAEKOVTAI OTN RACIKA CLVTAPNON TWV KLTTAP WV
KQll, CUVETTAGC, AVAUEVETAI VA LTIAPXOLY O& OAQ TA EUTTOPNVA AVOPWTTIVA KOTTAPA KAl VA SIATNOOLY OXETIKG OTABEPd

eMmiTeda Ekppaong.

ITOXOG ‘ KavaAi ‘ FTovidio
Alaypagn HV 69/70 475/520 Foviéio S
MeTaAagn K417N 530/565 rovidio §
MeTAAaEn K417T 585/630 rovidio §
EV&OY.EW]Q EOWTEPIKOG 630/665 AvOpTTIVO Yovidio RNase P
uapTupag (IC)

Mivakag 1. IToxog, kavaAi kai yovidia.

4. Napexoueva avridpaoTnpia

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System trepiAapPavel Ta akdAoLBa LAIKA

Kal avTISPACTAPIa TTOL TTAPATIOEVTAI AVAALTIKG OToV MMivaka 2:

Frpapu®TOg Mocotnta

KGSIKAg

AvTispacTnpio/YAIKO Meprypagn

Xpddpa i

‘Eva peiypa evOU®Y, AVIXVELTGV-
EKKIVNTAV, PLOYICTIKOV SIAADUATOG,
dNTPs, oTABEPOTTOINTGV KAl EVEOYEVOLS
E0WTEPIKOL PAPTLPA O€
OTAOEPOTTOINUEVN LOPODN

2 OAKOLAEG TGV
12 Sidpavey
owANvapiov

SARS-CoV-2 Variant
reaction tube

MNpdoivo
AAOLUIVOXAPTO

1 oakoLAC TV
24 slapavey
owAnvapiwy

Mivakag 2. AvriSpaoTnplia kal bAIKA 1Tov mapéxovral ue To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System pe

Ap. Kat. VS-USB124 (444216).

Rehydration Buffer AIGALPA yIa TNV avaocboTaon TOL ANOLUIVOXAPTO
fube OTABEPOTTOINUEVOL TTPOIOVTOG 11

5. AvmépaoTtnpia kai eE0TTAITHOG TTOL TTAPEXOVTaAl ATTO TOV XPROTNH

ITNV akoAovBn Aiota mepIAaupdavovtal Ta LAKA Kal 0 €EOTTAICUOG TTOL ATTAITOLVTAIl YIA TN XPNOoN AAAG Sev

TeEpINaPPRavovTal oTo KIT avixvevong VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

e 'Opyavo PCR ot mpayuatikd xpovo: BD MAX™ System (Avag: 441916).

e BD MAX™ ExK™ TNA-3 (Ava.:442827 | 442828).

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

e ITPOPRINOG.

e MikpommréTTeg (aKpiPeia peTalL 2 kar 1000 pL).

e AKPQ QIATPOU.

e [AvTIa piag xpHong xwpic Tovdpa.

e T[poaipeTika: Kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System
(Avap.: 444215)
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TUVONKEG METAPOPAG KAl ATTOONKELONG

Ta KIT UTTOPOLY VA ATTOCTAAOLY KAl VA ATToBNKELTOLY Ot BePUOKPATIiEG 2-40°C £ TNV NUEPOUNViIa ANENG N
oTToia SNAMVETAI OTNV ETIKETA.
MeTa TO AvOoIyUa TV BNKGV AAOLUIVIOL TTOL TTEPIEXOLY TOLSC CWANVES AVTISPACNG, TO TPOIOV PTTOEE va

XPNOILOTIOINGE YIA £G KAl 28 NUEPEGS.

7. TPOo@LAAEEIC YIa TOLG XPNOTEG

To TpoIdV TTPOOPIZETAl VIO XPNOoN MOVO ATTO ETTAYYEAUATIEG, OTTWGS ETTAYYEAUATIEC KAl TEXVIKOLG £QYAOTNEIOL 1)
VOGNAELTIKOL I6POPATOC Ol OTTOIOI EXOLV EKTTAISELTEI OE HOPIAKES BIOAOYIKEG TEXVIKEC.

Na S1IayvwoTIKoLG OKOTTOLG in Vitro.

MnV XPNOIUOTIOIEITE ANYyHEVA aVTISPACTAPIA /KAl DAIKA.

MnV XoNCIUOTIOIEITE TO KIT AV £XEI AVOIXTEI N ETIKETA TTOL CPPAYILEl TO €EWTEPIKO KOLTI.

MnVv xoNoIUOTIOIEITE TA AVTISPACTAPIA €AV TO TTOOCTATELTIKO KOULTI £ival AVOIXTO 1 OTIACUEVO KATA TNV APIEN.
MnVv xoNCIUOTIOIEITE TA AVTISPACTAPIA €AV Ol TIDOOTATELTIKEG ONKES €iVAI AVOIXTEG I OTTACUEVES KATA TNV AQIEN.
Mnv xpnoiyoTrolgite avTidpacTEIa €AV eV LTTAPXEI TO ATTOENEAVTIKO N AV €ival OTIACUEVO PECA OTIG BrKES TV
avTiSpacTnpiwy.

Mnv agaipeite To amognEavTiko aTmod TIG ONKES AVTISPACTNPIWY.

KAEiOTE QUECKC TA TTOOOTATELTIKA CAKOLAJKIA TWV AVTISPACTNPIWY HE TO PEPHOLAP TPPAYIONG PETA ATTO KABE
xpnon. ApaipéoTe TOXOV TTAeovAlovTa AEPAa ATTO TA CAKOLAAKIA TTPIV ATTO Th OPPAYIoN.

Mnv xpnolJoTrolgite avTiSPAcTAPIA €AV TO AAOLUIVOXAPTO EXEI AVOIXTEN ) £xel LTTOOTE {NUIAL.

Mnv avapiyvoete avTiSpacTiplia atd SIAPOPETIKA TAKOLAGKIA /KAl KIT /KAl TTAPTISEG.

MNpooTaTedOTE TA AVTISPACTAPIA ATTO TNV LYPACIA. H TTapaTeTauévn £kBeon O¢ LYPACIa PUTTOPE VA eTNEEATEI
TNV amdd00n TOL TTPOIOVTOG.

AlIQTNEAOTE TA OTOIXEIA PAKPIA ATTO TO PWG.

Ye TIEPIMTTATEIS KATA TIG OTT0ieG SleEdyovTal GAAA TeoT PCR oTnyv iSIa YEVIKN TTEQIOXN TOL EQYACTNPEIOL, TTPETTEI VA
eloTe 161QiTEPA TTPOCEKTIKOI OTE Va e€acPaAioeTe OTI TO KIT avixvevong VIASURE SARS-CoV-2 Variant Real Time
PCR Detection Kit for BD MAX™ System, BD MAX™ EXK™ TNA-3, TuxOV mEOCBEeTa avTiSpacThpid TTOL
ATTAITOLVTAI YIA TOV EAEYXO KAl TO cLOTNUA BD MAX™ &ev £xoLv HOALVEOEL. ATToQLYETE TTAON Buaia TN YOALVON
TV avTibpaoTnpiwyv amod pIKpoPla kal pipovoukAedon (RNase)/Seofupipovovkiedion (DNase). ITuvioTaral n
XPNoN OTeipwY AKPWV THTTETTAG HiIAg Xpnong xwpic pipovoukiedon (RNase)/scofupiPovoukAiedon (DNase),
AVOEKTIKOV Ot agpOlOA 1 BETIKAG WETATOTIIONG. XPNOIUOTIOINOTE VEO GKPO yia KABe Seiyua. @a mpérel va
AAAGLETE YAVTIA TTPIV ATTO TO XEIPIOUO TGV AvTISpacTnpiwyY Kal TV soxeiwyv) (BD MAX™ PCR Cartridge).

Na TNV aTTo@LYH HOALYONC TOL TTEPIRAANOVTOC ATTO AUTTAIKOVIA, NV ATTOCLYAPPOAOYNCETE TO Soxeio BD MAX™
PCR Cartridge peta 1n xpnon. O1 6akTOAIoI oTeyavoTioinong Tou doxeiov BD MAX™ PCR Cartridge €xouv
oxeblaoTei yia TNV armopuyn TNG JOALVONG.

IXeSIAOTE PIa HOVOSPOUN PON EpYadi@y. @a TTPETTEl va EekIva aTTo TNV TTEPIOXN £€aYwYNG Kal va ouvexilel oTnv
TIEPIOXN EVIOXLONG KAl AViIXVELONG. MNV ETICTPEPETE SeiyaTa, eEOTTAICUO KAl avTISPACTAPIA OTNV TIEQIOXN OTNV

oTToia TTPAYUATOTTOINONKE TO TIPONYOLUEVO PAUA.
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e AKOAOLONOTE TIC KAAEC TTOCKTIKEG EpYAOTNPEIOL. POPECTE TTOOCTATELTIKA POLXA, XPNOIUOTIOINCTE YAvVTIA piag
XPNoNg, YOQAIG Kal yAoKa. MNV TPWTE, TTIVETE, KATTVIZETE 1) XONOIUOTTOIEITE KAAALVTIKA TTPOIOVTA OTNV TTEPIOXN
epyaoiag. NMALVETE TA xEPIO CAG PETA TNV OAOKANOWON TOL TECT.

e Ta &ciyyata TEETE va AVTIETWTTICOVTAl WG SLVNTIKA POALOPATIKA /KAl BIOAOYIKWG ETTIKIVELVA LAIKG, OTTWG
€MioNG Kal OAA Ta AvTISPACTAPIA KAl TA LAIKA TTOL EXOLV EKTEDEI OTA SeiyuaTa KAl O XEIPIOWOG TOLC TTPETTEl VA
YivETal COUPWVA PE TOLG EOVIKOOG KAVOVIOUOULG ACPAAEiag. AAPRETE TIC ATTAPAITNTEG TTOOPLAAEEIG KATA TN
OLAAOYH, TN LETAPOEJ, TNV ATTOBNKELON, TOV XEIPICHO KAl TNV ATTOPPIYN TV SEYUATWY.

o O XEIPIOWOG TV SEYUATWY KAl TV avTIiSpacTnpiwy TEETTEl va yiveral oe BAAAUO PBIOAOYIKNG aopAAEIaC.
Xpnoidotokeite personal protective equipment (PPE) Tou cuvabdel e TIC TREXOLOEC KATELOLVTAPIEG OSNYIiES, YIa
TOV XEIPIOUO TV SLVNTIKA HOALCUATIKV SEIYUATWY. H 81dB8eon TV ammoPAATWY TTRETTEN VA YiIVETAI COPPWVA HE
TOLG IOXVOVTEG TOTTIKOVG KAl TIEQIPEPEIAKOVG KAVOVIOUOUG.

e JLVIOTATAI N TAKTIKA ATTOALPAVON TOL CLVAOWGS XENTCIUOTTOIOVLHEVOL EEOTTAICHOU, EISIKA OTIC PIKQOTHTIETTEG KAl
TIC EMPAVEIEC EQYATiag.

e I0UQVA ue Tov Kavoviopod (EK) Ap. 1907/2006 (REACH), sev ammairobvTal SeAtia dedouévaov aocpaleiag (Safety
Data Sheets) yia 1a kit “VIASURE Real Time PCR Detection Kits”, AOyw TnNg TA&IVOUNGCNHG TOLG WG N ETTIKIVOLV WY
yia TNV LyEia Kal To TEPIBAANOYV, €QOCOV SeV TTEQIEXOLY OLOIEG /KAl YEYUATA TTOL VA AVTATIOKPIVOVTAl OTA
KQITAPIA TAgIVOUNONG OLOIWY WG ETIKIVOLVYV, OTIWG ALTA TTApovaidlovTal oTov Kavoviouo (EK) Ap. 1272/2008
(CLP), ) ol oLCIEG/TA PEIYUATA SV TTEQIEXOVTAI O CLYKEVTOWOTEIG LWNAOTEPES ATTO TNV TIUMA TTOL KABOPIZETAl OTOV
TIPOAVAPEPBEVTA KAVOVIOUO YIa TN SMAWOT) TOLG.

e Edv 1O KIT xpnoiuyoTtToleital og cLVSLACUO We TO VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for
BD MAX™ System (Ava®.: 444215), avaTtpé€te OTIC AvTioTOIXeG 0dnyies xponong.

o Avarptfte OTO eyxelpidlo xpNnotn Touv BD MAX™ System yia TToOCOETEG TTOOELISOTIOINCEIG, TTOOPLAGEEIS KAl

Siadikaaoiec.

8. Ailadikacia Tov TEoT

8.1. ILAAoyR, AmoBRKELON KAl HETAPOPA SeIYHATOV

To kit avixvevong VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System éxel SokiuaoTei o
PIVOPAPLYYIKA ETIXQICUATA KAl SEIYUATA CIEAOL, TA OTTOIA CLAAEXONKAV AUPOTEPA OF YECA PETAPOPAG I0YEVOLCS
LAIKOU (VTM) = Vircell S.L. - y¢oa BD™ Universal Viral Transport (UVT) System — BD - ) IMPROVIRAL™ Viral Preservative
Medium (VPM) -Guangzhou Improve Medical Instruments Co. Ltd kal OTOUATOPAPLYYIKA ETTXQIOUATA TTOL
OLANEXBNKAV O€ PECO PETAPOPAGS 10YEVOLS LAIKOL (VTM) - Vircell. O1 SiapopeTikoi TOTTOI SelyudTwy Ba TTPETel va

ETMKLPWOOLY ATTO TOV XPNOTN.

Ta Seiypata CLAANOYNG, ATTOBNAKELONG KAl PETAPOPAG TIPETTEl VA SIATNOOLVTAI COPPWVA UPE TIG CLUVONKES TTOL
ETTIKLOWVOVTAI ATTO TOV XPNOTN. LLVOAIKA, TA AVATIVELOTIKA SeiyuaTta kal Ta Seiypata CIEAOL TTRETTEl VA CLAAEYOVTAI
KAl va emonuaivovTal KaTaAANAa oe KaBapd Soxeia pe 1 XwpEIic péca PETAPOPAS (avaAloya pe Tov TOTTO TOL
SeiypaTtog) kal va uTroPAANovTal Ot eTTeCepyaTia TO CLVTOPOTEPO SLVATO WOTE VA SIACPAAICTE N TTOIOTNTA TOL TECT.
Ta SeiyuaTa TpéTTel va eTapEPOVTAl Ot Bepokpaaics ammod 2 £60¢ 8°C via £G KAl 72 WPEG, COUPWVA JUE TOLG TOTTIKOVG
Kal €BVIKOOG KAVOVICHOULG YIA TN JETAPOPA TTABOYOVOL LAIKOUV. MNa HOKOOTTOOBECUN YETAPOPA (TTERICCOTEPES ATTO

72 WPEG), TTPOTEIVOLUE TNV ATTOCTOAN O¢ Bepuokpaaia <-20°C ) xaunAoTepn. MpoTeiveTal N XPHon VEDV SEYUATOY
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yla 1o TeOT. Ta Seiypata pmmopolLy va ammoBnKeLTOLY Ot BepPOoKPATieC aTTO 2 £w¢ 8°C yIa £€G KAl 72 WPEES N
KaTEWLYPEVA oToLG -20°C n) 1ISavikd oToug -70°C yia Siathnpnon. Or emavalauBavopevol KOKAOI YHENg-amowvéng

TTOETTEI VA ATTOPEVLYOVTAI TTOOKEIUEVOL VA ATTOPELXOEI N LTTORABUICN TOL SEiYUATOG KAl TGV VOLKAEIKGV 0&EwV.

Ta Seiypata pIvopApPLYYIKOL/CTOPATOPAPLYYIKOV ETTIXOICUATOC KAl GIEAOL TTRETTEI VA CLAAEYOVTAL, VA UETAPEPOVTAI
KAl va @LAACOOVTAl COUPWVA HE TIC KATAAMNAEG KATELOLVTAPIES OdNYiEG TOL €pyaoTNEIoL. MNA AETTTOUEPEIES
avaTpEEeTe otnv oényia CDC (Specimen collection guidelines. loTooeAiSa

https://www.cdc.gov/urdo/downloads/SpecCollectionGuidelines.pdf kai Interim Guidelines for Collecting,

Handling, and Testing Clinical Specimens for COVID-19. lotoceAidba https://www.cdc.gov/coronavirus/2019-

ncov/lab/guidelines-clinical-specimens.html) kai IDSA guideline (Miller, J. M., Binnicker, M. J., Campbell, S., ... & Pritt,

B.S. (2018). A guide to utilization of the microbiology laboratory for diagnosis of infectious diseases: 2018 update by
the Infectious Diseases Society of America and the American Society for Microbiology. Clinical Infectious Diseases,
67(6), el-e94).

8.2. Mpocroiyacia Seiyparog kai e€aywyn RNA

EKTEAECTE TNV TTOOETOIMACIA TOL SEIYUATOG CUUPWVA PE TIC CLOTACEIC OTIG 08NYieg XPNONG TOL KIT E£AYWYNG TTOL
xpnoiuotroigital, BD MAX™ ExK™ TNA-3. INUEIOTE OTI OPICUEVA AAND SeiyUaTa UTTopel va atraimoby TTpoeTTeEepyaaial.

Mpémel va avamroxBoLv Kal va EMKLEWOOLY ATTO TOV XENOTN Ol SIASIKACIES TTPOETOIUACIAS £EAYWYNS YIa

OULYKEKPIUEVES EPAPUOYEG.
‘OTav XpNCIUOTTOIoLVTAI PIVOPAPLYYIKA ) OTOUATOPAPLYYIKA SeiyuaTta:

1. XopnyhoTte he TiméTTa atro 400 £g 750 Pl pIivopapLyYIKOL - CTOUATOPAPLYYIKOL ETTIXOICUATOC TTOL CLANEXONKE
O€ JECA PETAPOPAC 10YEVOLCS LAIKOL (VTM)  oe BD™ Universal Viral Transport (UVT), oe BD MAX™ ExK™ TNA-3
Sample Buffer Tube kal kAeioTe TOv CWANvVa pe TTOUA SlaPEAyUaTog. EEacpaliote Tnv TARPN avauign
oTPOPRIAICovTac TO Seiyda oe LWNAN TaxLTNTA via 1 Aemto. MpoxwpenoTe otn diladikacia BD MAX™ System

Operation.
TNV TTEQITITAON XENONG SEIYUATWY CIEAOL TTOL CLAAEXONKAV ¢ YECO PETAPOPAGC:

1. HouA\oyn TV SelyudTwV CIEAOL UTTOPE! VA YiVEl OE HECO PMETAPOPAC I0YevoLS LAIKOL (VTM), BD™ Universal Viral
Transport (UVT) A IMPROVIRAL™ Viral Preservative Medium (VPM) og avaloyia 1:3 (CieAog:uéco). AvadeboTe yia
1 AeTitd O¢ LYNAN TaXLTNTA. XoPNYAOTE pe TIMETTA 750 b og BD MAX™ ExK™ TNA-3 Sample Buffer Tube kai
KAEioTE TO CWANVAPIO PE TTUA Slappdyuatoc. EEaopalioTte TNV ANEN avauiEn otpoPIAilovtacg 1o Seiypa oe

OWNAN TaxLuTNTa Yia 1 Aeto. MpoxwpenoTe otn diadikacia BD MAX™ System Operation.
ITNV TTEQITITAON XPNONG OKETWY SEYUATWY CIEAOL:

1. IuvbLACTE TOV OiEAO PE PECO HETAPOPAGS 10YevoLS LAIKOL (VIM), BD™ Universal Viral Transport (UVT) 1
IMPROVIRAL™ Viral Preservative Medium (VPM) €101 @d0Te N TEAIKR avaloyia ciEAov:pécou va eivar 1:3.
AvadeboTe via 1 Aemtod o€ LYNAR TaxLTNTA. KaTtomy, xopnyNoTe e THITTETTA 750 UL oe BD MAX™ ExK™ TNA-3
Sample Buffer Tube kal kAeioTe TO cANVAPIO Pe TTOPA SIAPPAYUATOS. EEaopaliote TNV TAAPN avAauign
oTPoPRIANICovTac TO Seciyda oe LYWNAN TaxLTNTA via 1 Aemto. MpoxwpenoTe oTn diadikacia BD MAX™ System

Operation.
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8.3.

NpwTokoAAo PCR

Inueicon: Avatpé€te aTo eyxelpidlo xpnoTn ToL BD MAX™ System yia avaAuTIKEG odnyieg.

8.3.1. Anuiovpyia mpoypauparog teor PCR yia 1o kit avixveoong VIASURE

SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System

Inueicon: Av €xete 6N dnuiovbpynaoel To TeoT via To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for

BD MAX™ System, utropeite va TrapaAeiyete To Prua 8.3.1 kail va petaPeite amevBeiag oTo priua 8.3.2.

1)
2)

3)

5)

6)

8)

9)

TNV 080vN “Run’ (EKTéAeon) ToL BD MAX™ System, emAEETE TNV KApPTEAQ “Test Editor” (Eme€epyacia TeoT).
KavTe KAk oTo kouuTt “Create” (Anuiovpyia).

TNV KapTéha “Basic Information” (Baoikég ANpo@opieg), eviog Tou TTapabuvpou “Test Name” (Ovoua

TeOT), 5WOTE £va Oovopa oTo TeoT: SnA. VIASURE SARS-CoV-2 Variant.
ITO avamTuooouevo YevoLd “Extraction Type" (TOTTog e€aywyng). emmAEETe “EXK TNA-3".
ITO AVATITLOCOUEVO PeEVODL “Master Mix Format” (Moper kbpliag avaueiEng), emAeETe “Type 5" (TOTTOG 5).

a. Inueiwon: To Tpoidv ummopei va xpnolyotoinBel e cuvévacoud pe 1o VIASURE SARS-CoV-2 (N1 + N2)
Real Time PCR Detection Kit for BD MAX™ System (Ava.: 444215) kai katomv va emmAeyei “Dual Master
Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)".

ITnv Teploxn “Sample extraction parameters” (Mapduetporl e€aywyng deiyuatog), emAéETe “User defined”

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

1tnVv mepioxn “Ct Calculation” (YmoAoyiouog Ct), emAé€re “Call Ct at Threshold Crossing” (KAnon Ct kata

TNV LTTEPPRACN KATWPAIOL).

Edv xpnolpoTroleite TNV ékdoon AoyIouikob 5.00 1 peTayeveéoTepn, €MAEETE Ta akOAovBa oTo “Custom

Barcodes” (MpocapuOCUEVOl YOAUUGWTOI KASIKES):

a. “Snap-In 2 Barcode"” (TpAUU®TOG KOSIKAG Béong TpocdpTnong 2): agnoTe To kevd (yia To
owAnvaplo avtibpaong SARS-CoV-2 Variant reaction tube dev amaiteital SIAUOPPWON YOAUUWTOL

KWSIKA).

b. “Snap-In 3 Barcode"” (Mpauumtog KWdikag Biéong mpoodptnong 3): 11 (apopd 10 cwAnvapio
Rehydration Buffer tube).

c. “Snap-in 4 Barcode" (MpapumTOg KOSIKAC Béong TMpocodpTtnong 4): 1G edv XpNOIUOTIOIEITAl O€
oLVSLACHO Pe ocwANvAplo avTispaong SARS-CoV-2 (N1 + N2) reaction tube kai Tn pyop®n “Dual
Master mix Concentrated Lyophilized MM with rehydration Buffer (Type 5)" (Evétnta 8.3.1).

TNV KapTéAa “PCR settings” (PuBuiceig PCR), eicayayeTe TIG aKOAOLOEG TTapauETpoLg: “Channel Settings”
(PuBpiceIg kavaAiov), “Gains” (AvEnoeig) kar “Threshold” (KatweAio) (Mivakag 3).
a. Inueiwon: To mMpoidv pmopei va xpnoiluotoinBei oe cuvévaouo pe To VIASURE SARS-CoV-2 (N1 +
N2) Real Time PCR Detection Kit for BD MAX™ System (Ava.: 444215), o1 “PCR Settings” (PuBuiceig
PCR) kai ta “Test Steps” (BApaTa e€étaong) TTpETEl va OAOKANPWOOULY yia Tn @Eon TTpocapTnoNng 4
(UTTAE) (BA. TIG avTioTOIXEC OONYiES XPNOoNG).
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Channel Alias Gain Threshold Ct Min Ct Max
(Kavahi) (Wevdcovopuo) (AbENoN) (KatrepAio) | (EAaxioro Ct) | (MéyioTo Ct)
475/520 (FAM) HV49-70 80 150 0 40
530/565 (HEX) K417N 80 150 0 40
585/630 (ROX) K417T7 80 150 0 40
630/665 (Cy5) IC 80 150 0 35
680/715 (Cy5.5) - 0 0 0 0

Mivakag 3. PCR Settings (PvBuiceg PCR).

Inpeioon: ILVIOTATAl VA OPICETE TIG EAAXIOTEG TINEG KATGWPAIOL TTOL AVAPEPOVTAI TTAPATIAVE Yia KABE Kavall g onuEio ekKivnong, aAAa
o1 TeEAIKEG pLOHIcEIG TIPEmel va KaBopidovTal amo Tov TEAIKO XPNOTN KATd TNV EPUNVEIA TGV ATTOTEAETUAT®Y, TIPOKEINEVOL Va SiacpalioTe
OTI TA KATGPAIA EUTTITITOLY EVTOG TNG EKOETIKAG PACNG TV KAUTTLAGV (POOPICHOL Kal TTAve amd omolodnToTe onpa vmofddpov. H Tiun

KAT@AIOL utTopEi va Siagépel yia S1apopEeTIKa opyava A0y TV SIapOPETIKGOV EVIACELWY ORUATOG.

10) Itnv kapTéAa “PCR settings” (PuBuioceig PCR), eicaydyeTe emong TIC AKOAOLOEG TTAPAUETPOLS “Spectral

Cross Talk” (PaouaTtikn cuvakpoaon) (Mivakag 4).

False Receiving Channel (Eo@aApévo KavaAl broSoxng)
Channel
(Kavair) 475/520 530/565 585/630 630/665 680/715
475/520 - 3,0 0,0 0,0 0,0
Excitation 530/565 1,0 - 0,0 0,0 0,0
Channel 0.0 0.0 _ 0.0 0.0
(Kavéh 585/630
Sityepong) | 630/665 0.0 0.0 50 - 0.0
680/715 0,0 0,0 0,0 0,0 -

Mivakag 4. NMapdperpol “Spectral Cross Talk” (¢pacparkng covakpoéaong).

11) Itnv kapTéAa “Test Steps” (BAuata 1€0T), elocaydayeTe TO TTPWTOKOAO PCR (Mivakag 5).

Step Name Profile Type | cycles Time (s) Temperature Detect
(Ovoua priparog) (Tomog | (Kokhor) (Xpovog(s)) | (OePHOKpasia) (Avixvevon)
TPOPIA)
Reverse Kodtnon -
franscription o
[AviioTeomn 1 900 45°C
UETAYPAD))
Initial denaturation KodTtnon -
(ApxIKr 1 120 98°C
ueTovainon)
Denaturation and 10 95°C -
Annealing/Extension
(Data collection)
(MeTovaiwon kal
AVOTITNON/ETTEKTACN
(ZuAoyn
5e50uEVV))

2> 45
Oepuokpacia 61,1 63°C v

Mivakag 5. MpwTokoAAo PCR.

12) Kavte KAIK oTo kKoupuTtt “Save Test” (ATToBrikevon TeoT).
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8.3.2. POOuIoN pagicdv BD MAX™

1)

2)

3)

4)

MNa kABe Seivua mPog éAeyxo, apaipéoTe éva Unitized Reagent Strips ammd 1o BD MAX™ ExK™ TNA-3 kit.
XTOTTAOTE ATTAAA KABE AwPida o€ UIa okANEr emipAaveld yia va RPepaiwBdeite 0TI OAa Ta LYPA PpickovTal OTO
KATW PEPOG TWV CWAAVY KAl TOTTOBETAOTE TIG OTA PAPIA SelyUATWY TOL BD MAX™ System.
AQaIPECTE TOV ATTAITOLUEVO APIOUO CWANV®Y e€aywyng BD MAX™ ExK™ TNA (B4) (AeLKO AAOLUIVOXAPTO)
amrd TO TTPOCTATELTIKO CTAKOLAGKI. [OOCAPTACTE TOLG CWANVES £EAYWYNG (AELKO AAOLUIVOXAPTO) OTIG
avrioToIxeg Beoelic otn Awpida TNA (@¢éon mpoodpTnong 1. KWSEIKOTIOINON AELKOL XPWUATOS OTO PAPI.
AvaTpéfte otnv Eikova 1). ApaipéoTe Tov TTAeovAlovTa Qépa Kal KAEIOTE TO COKOLAAKI UE PEPUOLAP
oppAyiong.
MpoacdiopioTe Kal SlaxwpEIioTe Tov KATAANAO apiBud amd cwAnvapia avtispaong SARS-CoV-2 Variant
reaction tube (TTPACIVO AAOLUIVOXAPTO) KAl TIPOCAPTACTE TA OTIC AVTIOTOIKEC BECEIC OTN Awpida (©ion
TPOCAPTNONG 2, KWSIKOTTOINCN TTPACIVOL XOWUATOS OTO PAGI. AVATREETE OTNV Eikdva 1).
a. AQaipéoTte Tov TTAeovAovTa aépd KAl KAEIOTE TA AAOLUIVEVIQ OAKOLAAKIA HE TO (PEOHUOLAP
oppayIong.
b. TNaTn dle€aywyn TNG CWOTAG EMAVLEATWONG, PERAIOEITE OTI TO ALOPINOTTOINUEVO TTPOIOV BpicKeTal
OTO KATW PEOOG TOL CWANMVA Kal SeV eival TIOOCKOAANUEVO OTNV £TTAVE TTEQIOXN TOL TWANVA 1 OTN
oPEAYION TOL AAOLUIVOXAETOL. XTLUTIHOTE ATTAAG KABE CWANVAPIO OE PIA OKANET ETTIPAVEID YIA VA
BeRaiwBeite OTI OAO TO TTPOIOV PPICKETAI GTOV TTLOPEVA TOL GWANVAPIOUL.
i. Inueioon: Av emAé€eTe TN popor “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (LOPTIOKV@UPEVO ALO@IAOTIOINUEVO MM SITTARG KLPIAG
AvApEIENg e pLBUIOTIKO SiIdALUA eTavLSATWOoNG (TuTTog 5)) (EvoTnTa 8.3.1), TTPOTSIOPIoTE
Kal SlaxwpioTe Tov KATAAMNAO apiBud TPOCOETOV CWANV®OY avtidpaong SARS-CoV-2
reaction tubes (1G alovuivoxapTo oTnv TepimTwon NG e€étaong VIASURE SARS-CoV-2
(N1+N2)) kal TpooapTACTE OTIC AVTIOTOIXEG BETEIC OTN Awpida (@éon TpoodpTnoNng 4,
KWSIKOTIOINON MPTTAE XPWOUATOC OTO pAaPl. Avatpé€te otnv Eikova 1). ApaipéoTe Tov
TTAeOVALOVTA AEPA KAl KAEIOTE T AAOLUIVEVIA CAKOLAAKIA LE TO PEQUOLAP TPPAYIONG.
AQaIPECTE TOV ATTAITOLUEVO ApPIBUO owAvewyv Rehydration Buffer tubes (alovpivoxapto 11) kal
TTPOCAPTACTE OTIC AVTIOTOIXEG BETEIC OTN AWPISA (@Eon TTPOCAPTNONG 3, KWSIKOTTOINON XWPEIC XPWUCA OTO
pa@l. Avatpé€te otnv Eikova 1). ApaipéoTe Tov TTAEoVAZoVTA AEpa KAl KAEIOTE TO CAKOLAGKI HE PEPUOLAP
oppAyIong.
a. Ta va e€aocpalioTel N owoTH PeTapopd, Repaiwdeite OTI TO LYPO PPICKETAI OTO KATW PEOLOC TOL
OWAAVA Kal Sev gival TTPOCKOANUEVO OTNV EMTAVE TIEQIOXN TOL CWANVA N OTN oPEAYICN TOL
AAOLUIVOXAPTOL. XTLTIACTE ATTAAG KABE CWANVAPIO O PIa OKANEA mM@Avela yia va Repaiwdeite OTI

ONO TO PLOUICTIKO SIGALUA PPICKETAI OTOV TTLOPEVA TOL CWANVAPIOL.
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Eikova 1. BD MAX™ TNA Reagent Strip (TNA) amé to BD MAX™ ExK™ TNA-3 kit.

Ae€apevn
MEOCAPTOUEVOl COAAVES amopAnTeY
AKOQ TITTETTAG
#1 #2 #3  #4
; T T T T ]
ollel|le]|e
. IoAnvag
L@Avag a}rispaonc
amoouveeong/ (mpoaipeTikdk) ejfefe|fe
amodéopevong
PLBUICTIKO
) SiAvpa TAboN ~—
Zco)\nvqg eollef ol|lo
egaywyng p .
LOUIOTIKO NN N NG oS
TAvag SiaAvpa
avTisépaong 1 EKTTALONG #1 #2 #3 #4

PLBUICTIKO SiIdALUa

PLBUIOTIKO SIGALUA £EOLBETEPQONG

eMavLudATWONG

8.3.3. POOuIoNn opyavwyv BD MAX™

1)

2)

3)

4)

5)

6)
7)

8)
?)

EmAE€TE TNV KaPTEAD “Work List” (AioTa epyaciag) otnv 08dvn “Run” (EkTéAeon) oTo AOYIoUIKO BD MAX™
System ék6. 4.50A ) peTayevéoTepnc.

ITO avamTtuooouevo pevoL “Test” (Teot), emAé€te  VIASURE SARS-CoV-2 Variant (av &ev éxel nén
SnuiovpynBei, avaTpélte otny evotTnTa 8.3.1).

EmAEETE TOV KATAAANAO apiBud TTapTibag KT (Bpioketal oTo €EWTEPIKO KOULTI TOL KIT €€AYWYNG TIOL
XpnolJoTtrolgital) amd TO avamTuooOUEVO YEVOL (TTOOAIPETIKA).

Eicayayere Tov aplBud avayvopliong Tov Sample Buffer Tube oto mapdBupo cwAAvwv Selypatog TnG
“Work List" (AloTa epyaciag), €ite ye odpwon ToL YPAUU®TOL KMSOIKA PE TOV CAPWTA HE XEIPOKIVNTN
KATAX®mPIoN.

IopmANEGOTE TO “Specimen/Patient ID” (mapdBuvpo SeiypuaTog/TavtoTNTag aoBevoug) n/kal *Accesion”
(evragng) Tng “Work List” (AioTa epyaciag) kar kAvte KAK oTo kouuTi "Save" (ATToBrikevon). TuvexXioTe £WG
OTOL KATAXWPEIOTOLY OAa Ta Sample Buffer Tubes. BeRBaiwBeite T TO Seiyua/n TaLTOTNTA ACBEVOLS KAl TA
Sample Buffer Tube éxouv avTioToIxIoTel e akpifeia.

TomroBeTNOTE TO TTPOETOIMACUEVO Sample Buffer Tube oto(a) BD MAX™ Rack(s).

TommoBetnoTe To(a) PApi(a) oto BD MAX™ System (To pd®i A TOTTOBETEITAI OTNYV APICTEPT TTAELEA TOL BD
MAX™ System kail To pA@I B oTn 5e81d TTAeLPA).

TOTTOBETAOTE TOV ATTAITOLUEVO APIBUO Soxeicoy BD MAX™ PCR Cartridges oto BD MAX™ System.

KAgioTe Tn B0Pa ToL BD MAX™ System.

10) KavTte KAk oTnVv emAoyn “Start Run™ (Evapén ektéAeong) via va ekivAoel n diadikaaia.

8.3.4.'EkGeon BD MAX™

1)
2)

170 KOPIO PEVOD, KAVTE KAIK OTO KOLWTTI “Results” (ATToTeAéopaTal).

KavTe SITAO KAIK 0TV ekTéAeON OTN AioTa | mathoTe To kovuT “View” (MpoPoAn).
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9.

3) Kavrte KAk oTnVv emAoyn “Print” (EkTOTToN) kair emAEETe: “Run Details, Test Details and Plot..." (AemTopépeieg
EKTEAEONC, AETTTOUEPEIES TEOT KAI AKOAOLBIA...).
4) Kavte KAk oTo kovut “Print or Export” (EktOomion rf E€aywyr) otnvy 08ovn “Run Reports” (EktéAeon

EKOETEWY).

Epunveia amoteAeoparwv

A AETTTOUEQET TTEQIYPAPT) TOL TEOTTOL AVAALONG SESOUEVRY, AVATPEETE OTO £YXEIPISIO XPNOTN TOL BD MAX™ System.

H avaivon Tou kit avixvevons VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System
TTPOOPICETAl VIO XPNON WS AVTAVAKAQOTIKA e€ETaon o€ Seiypata pe BeTikd amoTéAeoua yia SARS-CoV-2 RNA. Edv
xpnolyotoinBei oe cuvévacuod pe 7o VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™
System o€ Seiyuata AyvwoTng KaTdoTaong WS TTPog TNy mTapouvaoia SARS-CoV-2 RNA, avaTtpéfre oTig oényieg xonong

YIQ TNV €PPNVEIQ TV ATTOTEAECUATWY YIA TNV £€AY@YN TOL ATTOTEAECUATOC SARS-CoV-2 RNA,

H availuon TV Sedouévay viveral amd To AOYIOUIKO BD MAX ™ GUOU(G@VA We TIC 0dnyieg TOL KATACKELAOTH). To
Aoyiopikd BD MAX ™ avagépel TiuEg Ct kal KAUTTOAEG evioxLong Yia KABe KAVAN AvIXVeLTH KABe SeiyuaTog TTOL

EAEYXETAI E TOV AKOAOLOO TPOTTO:

- H miury Ct 0 vmrodeikvuel 611 Sev LTTOAOYIOTNKE TIUA Ct aTTd TO AOYICUIKO [E TO KABOPIoUEVO KATW®AIO (PBA. Mivaka 3).

H KautmOAN evioxuong ToL SeiyaTog TTouv eugavilel Tny Tiun Ct"0" mpérel va eAeyxBei xeipokivnTta.
- H mipry Ct -1 ummodeikv Vel OTI v Exel TTPAYUATOTTOINGE S1IASIKATIA evioxLoNg.

- OntoladnTroTe AAAN TR Ct TTEETTEl VA €OUINVEVETAI O€ CLOXETIOUO WE TNV KAPTTOAN £vioXLONG KAl COPPWVA UE TIG

08NYieC epuNVvEiag SeiypuaTog TToL TreplypdgovTal oTov Mivaka é.

EAEYETE TO OAUA ECWTEPIKOVL UAPTLEA YIA VA ETTAANBELTETE TN CWOTH AEITOLEYIA TOL UEYUATOG evioxLONG. EMTTAéOV,

BePaiwBeite OTI Sev LTTAPXEI EKBeoN TNG ATTOTLXIAC TOL BD MAX™ System.

Ta amoteAéouaTta Ba TTPETel va SiIapadovTal KAl va avaAbOVTAl XPNOIUOTTOIVTAG TOV AKOAOLOO TTivaka:
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. ITOX0 . EvSoyevr
):Toxo'g psrd)\iagng ZTOXOQ wa:ler}fg .
Siaypaepng HV K417N peTalAaéng HapTLPAC Epunveia
69/70 (475/520) (530/565) K417T (585/630) (630/665)
+ - - +/-1 Alaypagpn HV 69/70 AvixvedTnke !
- + - +/-1 MeTaAAagn K417N AvixveoTnke !
- - + +/- MeraAhagn K417T AvixvedbTnke !
N N ) 4/ Alaypaepn HV 69/70 kai MetaAAagn K417N
AvixveOTnKe !
N i . 4/ Alaypaepn HV 69/70 kar MetaAlagn K417T
AvixvedTnKe !
- + + +/- MeraAhagn K417N kai K417T AviXvedTnke !
+ + + +/0 Alaypapn HV 69/70, MetaAAa&n K417N kai
MetaAAa&n K417T AvixvedTnke !
) ) ) 4 Alaypm?r'] HV 69/70, MeTaAAagn 'K41 7N kai
MeTaAAagn K417T Aev avixveOTnke !
Mn emAvpévo (UNR) amotéleoua mov Aaupaverai
) mapovoia avacTtoAiwv otnv avrispaon PCR n
: : - - orav mMPoKOLWEl YevikO MPOPAnUa (To omoio Sev
avagéperal amd KwSIKO oPAAUATOG) e Ta PAPATa
eme§epyaoiag n/kai vioxpong Seiyparog.?
Acagég amotéheopa avalvong (IND). Adye
amorvxiag Tov BD MAX™ System. To amotéheoua
IND IND IND IND NG avalvong euPaviletal oe  MEPITTOON
amoTuxXiag opydvou ToL OULVEEETAl HE KWSIKO
o@Aaluarog.
AteNéc  amotédeopa avalvong (INC). Adyw
INC INC INC INC amotuxiag Tov BD MAX™ System. To amotéAeopa
NG avalvong euPaviletal o€ MEPIMTON
amoTuxiag MARPOLG EKTEAEONG.

Mivakag 6. Epunveia &siyparog.
+: Mpoékvye evioxvon.

-: Agv TTPOEKLYE evioxvon.

1 'Eva &eiypa Bewpeital BeTiko eav n Tiun Ct mov AauPaverai givar pikpoTtepn atod 40. O evS0oYEevNS E0WTEQIKOS UAPTLPAG

(IC) pmropei va epgaviler ) Oxi éva onua evioxoong. OPICUEVEG POPEG, N avixvevon IC Sev gival aTTapaiTnTn, ETTEIGH Evag

HEYAAOG apIBUOC AVTIYPAPWY OTOXOL UTTOPE! VA TTOOKAAETE! TIPOTIMNGCIAKN EVIOXLON VOLKAEKGV OEEWYV CLYKEKQILEVOL

OTOXOVL.

2 Y& TTEQITITAON APVNTIKOL ATTOTEAECHATOC YIA TIG BECEIC-OTOXOLS TNG dlaypapng HVY 69/70, Tng petTdAAagng K417N kal

TNG YETAAaENG K417T, o IC mpémel va eugavidel onua evioxpong pe Ct pikpoTtepo Tou 35. H mipr) Ct ptropei va eupavidel

MEYAAEG SIOKLUAVOEIG ETTEISN O EVOOYEVNG E0WTEPIKOG HAPTLPAG Eival Eva AVOPMTTIVO SIAXEIPIOTIKO YOVidio TToL TTPETTEl va

LTTAPXEl O OAA TA AVEPMTTIVA EUTTOENVA KOTTAPC TOL APXIKOL SeiyuaTog. EAv Sev vTTApxel ofua f N Tiur Ct eival = 35 yia

TOV EVOOYEVH ECWTEPIKO UAPTLEA, TO ATTOTEAETUC BewPEITAl "M EMALPEVO' KAl ATTAITEITAI ETTAVEEETAON.

TOVOWN PETAANAEEWY TTOL OXETICOVTAI HE TIC AKOAOLOEG EENIKTIKEC YOAUUES, OI OTTOIEC LTTAPXOLY OTA TTEPICCOTERA

YVOOTd avnouxnTika oTeéxn (VOC):
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. . : MeraAAageig oTo yovidio S !
E§ehikTiKEG Ypappég | Emonupavon MOY - - -
Alaypapn HV 69/70 MeraAla§n K417N MeraAha§n K417T
B.1.1.7 Alpha X - -
B.1.351 Beta - X -
P.1 Gamma - - X

Mivakag 7. I0voyn petaAAagev mov oxeTi{ovral Mg YVWOTA avnouxnTika otehéxn (VOC).

Thttps://www.gov.uk/government/publications/covid-12-variants-genomically-confirmed-case-numbers/variants-

distribution-of-cases-data (sebouéva £wg TG 19 Mdiiov 2021).

H Slaypapn HY 69/70 kai ol HeTaANAEeEIS K417T kal K417N pmmopolv va TTapoLoIacTolY KAl 0 AN OTEAEXN, KABWG

Sev €ival EI8IKES VIO TA AVAPEPOUEVA OTEAEXN.

H TeAIKR avTioToIXIoN YE e§ENIKTIKN YPAMHN TTPETTEl VA TTPAYHATOTIOIEITAI HEGTG AAAnAoLXIoNg.

1€ TTEPITITCOON CLVEXWV AUPICNU®Y ATTOTEAECUATWY, CLVIOTATAI VA eAEYEETE TIC 0bNnYieG XpHong kail TN Siadikaacia

€EAYWYNG TTOL XPNOIUOTIOIEI O XPNOTNG, YIa va emPBeRAIOOETE TNV 0O eKTEAeON KABE PriuaTtog RT-gPCR kai Twv

QAVTIOTOIXWV TTAPAUETOWY, KOOGS KAl VA EAEYEETE TO OIYHIOEISES OXNA TNG KAWTTOANG KAl TNV £€VTACN TOL POOPICUOL.

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

ICTOPIKOV, TV KAIVIKOV COUTTTOUATWV KAl AAAQV SIAYVWOTIKDV EETACEWDVY.

10. MeplopICHOI TOL TEOT

Ta ammOTEAECUATA TOL TEOT BA TTEETTEl VA AEIOAOYOULVTAI ATTO EVAV ETTAYYEAUATIA LYEIAC OTO TTACICIO TOL IATPIKOV
ICTOPIKOV, TV KAIVIKOV COUTITOUATWYV KAl AAADV SIAYVOOTIKWY eEETATEWY.

AV Kal aLTA N avalvon JTopel va XpnoluoTroiNGei pe AAAOLG TOTTOLG SEIYUATWY, EXEl ETTIKLPWOE e
PIVOPAPLYYIKA/CTOUATOPAPLYYIKA ETTIXQIOUATA KAl SeiyuaTa CIEAOL TTOL CLAAEYOVTAI O€ PECO PETAPOPACG
IoyeVOLC LAIKOL (VTM).

Na TNV 0pON EKTEAECN TOL TEDT, TO AVOPIAOTIOINUEVO TTPOIOV TTPETTEI VA PPICKETAI OTO KATW PEPOC TOL CWAAVA
KAl va PNV gival ToOOKOAANUEVO OTNV ETTAV® TTEQIOX TOL CWAAVA 1) OTN CEEAYICN TOL AAOLUIVOXAPTOL.
XTOTTAOTE ATTAAA KABE TWANVAPIO O PIa OKANEN £mMpAvelid yia va BeRalwBeite 6Tl OAO TO TTPOIOV PPICKETAI OTOV
TTLOPEVA TOL CWANVAPIOL.

H eugpdvion TouL Hiypatog TNG avTidpaong oe OTABEPOTIOINUEVN HOP®PH, CLVABWG OToV TLOWEVA TOL
owAnvapiov, n omoia dilagépel amd TN CLVABN (XWPEIC KWVIKO OXAUA, AVOUOIOYEVAGS, HIKOOTEQO/UEYAADTEQO
HEYEDOG /KAl XpuA TTOL SIAPEPE ATTO TO AELKWTTO), SV TOOTTOTTIOIE TN AEITOLPYIKOTNTA TOL TEOT.

H moidtnTa ToL TEOT e€apTATAl ATTO TNV TTOIOTNTA TOL SelypaTog. MEETTEl va LTTAPXE CWOTA £EAXOEV VOLKAEKO
oL aTd Ta AvaTVELOTIKA SeiypaTa.

To Te0T ALTO €ival TTOIOTIKO, SNAASA &€V TTAPEXEI TTOCOTIKES TILES KAl SeV LTTOSEIKVVEI TOV APIBUO TV LTTAPXOVTWV
HUIKQOOQYAVIOUMWY.

Evééxetal va eviomoToLV eEQIPETIKA XaAUNAG €TTieda OTOXOL, KATW Ao TO OPIO avixvevbong, AAAd Ta
ATOTEAECUATA EVEEXETAI VA UNV gival SLVATOV va avamrapaxOouvv.

Yrapxel mMoavoTNTA YIA WeLSWG BETIKA ATTOTEAETUATA AOY® SIacTALEOLHEVNG WOALYVONG aTTO SARS-CoV-2 RNA
pe Slaypagn 69/70, uetTaAANaEN K417N ) ueTAAAagn K417T oTo yovidio S, €ite ammd SeiypaTta TToL TTEQIEXOLY LWNAEG

OLYKEVTPWOEIG RNA-OTOXOU €ite ATt poALvon e€aimiag TTpoiovTwy PCR armmo mponyoLUeveS avTISPACTEIG.

35


https://www.gov.uk/government/publications/covid-19-variants-genomically-confirmed-case-numbers/variants-distribution-of-cases-data
https://www.gov.uk/government/publications/covid-19-variants-genomically-confirmed-case-numbers/variants-distribution-of-cases-data

IU-444216engr0821 rev00

o Ol CLYKEKPIUEVOI CLVSLACHOI EKKIVNTWY KAl AVIXVELTWV YIA TNV avixvebon TG dilaypapnc HV 69/70, Tng
HETAANAENG K417N ) TNG HeTOANAENG K417T 1Tou xpnaoiuotrolobvTal oto VIASURE SARS-CoV-2 Variant Real Time
PCR Detection Kit for BD MAX™ System 6&ev TTapouoialouy ONUAVTIKEG CLVSLACUEVEG OUOAOYIEC HE TO
aAvBPWTIIVO YoVISiUd, TNV avBPMTTIVN HIKPOXAWEISA ) GAAOLG KOPWVOIOLG, Ol OTTOIEG EVEEXETAI VO 06NYHOOLY
O€ AVAPEVOUEVA WELSWC BETIKA ATTOTEAECUATA.

o WeLdSMOG apvNTIKA ATTOTEAECUATA PTTOPEI VA TTPOKLWOLV ATTO SIAPOPOLS TTAPAYOVTEG KAl TOLS CLYSLACUOVG
TOLG, OTTWG:

o AKATAAANAEC pEBOSOI CLANOYNC, HETAPOPAC, ATTOBAKELONG /KAl XEIPICUOL TV SEIYUATWYV.

o  AKATAAANnAeg Siadikaoieg emmeEepyaciag (cuptepIAaupavouévng TNG e€aywynsg RNA).

o YmoPdBuion Tou 10yevoLS RNA KaATd TNV ATTOCTOAN, TNV ATTOONKELON N/KAI TNV EMEEEPYaATia Tov
Seiypatog.

o MeTaANAEEIC 1) TTOALPOPPICUOI OTIG TTEPIOXEG SECHELONG EKKIVNTWV ) AVIXVELTWV TTOL WTTOPE va
ETTNEEACOLY TNV AVIXVELON VEDY N AYVWOTWY OTEAEXDV TOL SARS-CoV-2.

o loyevég popTio oTO SeiyUd KATGW ATTd TO OPIO AVIXVELONG YIA TNV AVAALON.

o Mapovacia avaoToAéwy RT-gPCR ) GAA@V TOTIWY OLOIWY TTOL SNUIOLEYOLV TTAPEUROAEG. Aty EXOLV
aflohoynBei o emMMTWOEIC TWYV EUPONYV, TWV AVTI-HIKQOV BepaTreidy, TWV  AVTIRIOTIKOY, TWV
XNUEIOBEPATTELTIKAY N TV AVOCOKATACTAATIKGV PAPHAK®VY TTOL XPNCIUOTIOIOLVTAI YIA TNV TTPOANWN
ToL COVID-19 1) TTOL XENCIUOTTIOIOLVTAI KATA TN SIAPKEIA TNG OepaTTEiag TNG AoiUwENG.

o Mn TNPNON TGOV 08NYIRV XPNONG KAl TNG SIadIKaciag avaAuong.

o OpIoPEVa SelyUaTa UTTOPEH VA PNV KATASEIEOLY KAUTTOAEG evioxuong RNase P e€aitiag Tou xaunAoL apiOuov
AVOPWTIVROY KOTTAPWY OTO APXIKO KAIVIKO Seiypa. Eva apvnTtikd onua IC &ev ammokAgiel TNV TTapovaia NG
Slaypapng HV 69/70, TnG HeTAANAENG K417N 1) TG JETAAACENG K417T o€ éva KAIVIKO Seiyua.

e 'Eva BeTiKO amoTéAeoua Sev LTTOSEIKVLEN KAT AVAYKN TNV TTAEOLGIA RIOCIUWY 1V 1 OTI Ol eV AOY® 10i €ival
HMOALOUATIKOI ) ATTOTEAOLY TOLG AITIOAOYIKOUG TTAPAYOVTEG YIA TA KAIVIKA COUTITOUATA. QOTO00, éva BETIKO
ATTOTEAECUA LTTOSEIKVVEI TNV TTAPOLGIA KGOV AAANAOLXICV-OTOXWV.

e H mapovocia Tng diaypapns HY 69/70 oxetidetal ye 170 OTéEAeXOG Alpha (e€eAikTikr) ypauury B.1.1.7), Tng
HETANMAENG K417N ue To OTéAexog Beta (e€eAikTiKn ypauury B.1.351) kal TNG peTAAAENG K417T ue TO OTEAEXOG
Gamma (eEEAKTIKN Ypauun P.1). QoToco, N TEAIKA avTIOTOIXIoN e EEEAIKTIKN YOOI TTRETTEI VA TTPAYUATOTTOIEITAI
HEC W AANAoLXIONG.

e Ta apvnrikd amoteAéopata &gv atrokAgiovv TNV TTapouvoia SARS-CoV-2 RNA e€armiag Tou yeyovotog OT n
availvon avth mpoopiletal yia xpnon pe BeTika Seiypata SARS-CoV-2.

o Y& TIEQITITON EUPAVIONG MnN EMALUEVGY, ACAPQOV N ATEADV ATTOTEAECUATWY XPNOIUOTIOIOVTAG TO KIT
avixvebong VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System, 6a xpelaoTei
ETTAVAANWN TOL TEOT. MnN EMALUEVA ATTOTEAECUATA PTTOPEI VO OPEIAOVTAl OTNV TTAPOLCIA AVACTOAEWY OTO
Seiypa ) o A\avBaopévn emavuSATWON ALOPIAOTIOINUEVOL CWANVA PelypaTog avTidpaong. Eav uTtapxel PAAPN

opydvou, Ba TTPoKLYWOLY ACA®) ) ATEAN ATTOTEAECUATA.

11. NMoloTikOG EAeyXOG

To kit avixveoong VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System Trepiexel évav
evboyevr) eowTePIKO papTupa (IC) oe KGBe CWANVA avTiSpaong, o OTToIoG ETMREPAIOVEI TN CWOTH EKTEAECN TNG

TEXVIKNG.
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12. XapakrtnpioTika amrdédoong

12.1. KAivikn evaio®noia kai eiSikotnta

H kAvikry amrodoon 1ou VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System eA&yxOnke pe

TN XPHON AVATIVELOTIKGY KAIVIKGV SEYUATWY (PIVOPAPLYYIKA ETTIXPIoUATA) atrd aoBevEiC TTOL BewPOLYTAI LTTOTITA

KPOLOUATA AOINGENS TOL AVATIVELOTIKOL. Ta ATTOTEAECUATA €iXxaV WG £ENG:

Kévrpo Tommog &ciyparog Pon epyacicov ITOX0G

CerTest Biotec S.L (Zaragoza, | pIvOPAPLYYIKO

Alaypapn HV 69/70

. . BD MAX™ ExK™ TNA-3 kit + BD MAX™ System MeTaAagn K417T
lotravia) ETiXPIoUA

MetaAagn K417N

Mivakag 8. ®@éon, TOTTOG Seiypuarog, pon epyaciav Kai oToXoG.

Ol aAnNBG BETIKEC KAl APVNTIKES TIMEG, O WeLEWGS BETIKEC KAl APVNTIKEG TIWES, N evalIcONCia kal N &8IKOTNTA YIA TO
VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System LTTOAOYIOTNKAV O OXEoN PE KABE

OLYKPITIKF) avAALON, OTIWS TTAPOLOIALETAI OTOV AKOAOLOO TTivaKa:

Kévrpo

IUYKPITIKN avaivon ITOXOG TP | TN FP | FN Evaicbnoia EiSikoTnTa

TagPath COVID-19 CE-IVDRT- |  Aiaypapn HV 69/70 | 48 | 167 | 0 2 96% (85 - 99) 100% (97 - 100)
PCR Kit/ VIASURE SARS-CoV-2

1 Real Time PCR Detection Kit MeTaANagn K417T 50 [ 167 | O 0 100% (21 - 100) | 100% (27 — 100)

HOPIaKN avalvon +
aAnAodxion MeTAAGEN K417N 7 209 o | 1 88% (46 -99) | 100% (97 - 100)

Mivakag 9. AAnBcg OeTikég (TP) kar apvnTikég TiuéG (TN), wevdag Betikég (FP) kal apvnTikég Tiuég (FN), evaioOnoia kai
&81koTnTa ToL VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

Ta amoTeAéouaTa SEiXVOLY CLUPVIA OTNY avixvevbon TNG SiaypaPnc HV 69/70 kal TV peTaANagewy K417T kal K417N
SARS-CoV-2 xpnoiyotroiwvTtag 1o VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

Na va agloAoynOei N CLURATOTNTA T€ SIAPOPETIKES UNTPES SEIYUATWV (PIVOPAPLYYIKO ETTIXQICUA, OTOUATOPAPLYYIKO

ETTXPIOUA KAl PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTXOIOUA OE YECO WETAPOPAG 10YEVOLS LAKOL (VIM) amd Tnv

Vircell), 81EENXON UEAETN cLPPATOTNTAG. Ta ATTOTEAECUATA £6€1IEAV OTI Ol TPEIG SIAPOPETIKEG UNATPES SEIYUATWY NTAV
oupPartég pe 1o VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System.

12.2. EvaioOnoia avalvong

Ta amoteAéopata opiov avixvevbong (LoD) touv VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD

MAX™ System e BeTIKO TTOCOOTO = 95% £xOLV WG EENG:

a)

b)

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System éxel Oplo avixvevong (LoD)
> 2 avriypapa yoviSiopatog/avribpaon o€ pIvopapLyyika  Seiyuata  kalr = 5 avTtiypaga
yoviSiouaTtog/avTidbpaon oe Seiyuata ClEAOL yia TNV avixvevon Tng diaypapng HY 69/70 tou peTparal
XPNOIUOTIOIVTAG TNV EEEAIKTIKY) YA SARS-CoV-2 B.1.1.7.

To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System éxel Opio avixvevong (LoD)

> 5 avriypapa yoviSiopatog/aviispacn ot PIVOPAPLYYIKA  Segiyuata  kal = 5 avriypaga
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yovisicouaTtog/avTidbpacn ce Seiyuara CIEAOL yIa TNV avixvevon TNG PETAAAENG K417N 1oL peTpdaTal
XPNOILOTIOIVTAG TNV EEEAIKTIKY) Yoauur SARS-CoV-2 B.1.351.

c) To VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System &xel Opio avixveoong (LoD)
> 10 avriypaga yovidSiouaTtoc/avTibpacn o€  pivopapuyyikd Seiypata kal = 15  avriypaga
yoviSicouaTtog/avTidbpacn oe Seiyyata CIEAOL yid TNV avixvevbon NG WETAAAENG K417T mou petpartal

XPNOILOTIOIVTAG TNV EEEAIKTIKY) yoauur SARS-CoV-2 P.1.

Eikova 2. Ieipd apaieong Tov otehéxovg SARS-CoV-2 (Siaypagpn HV 69/70) (cuvBetikd cDNA) (5,3*105-5,2*10" avriypagpa yoviSioparog
ava avrispaon) oto BD MAX™ System (kavahi 475/520 (FAM)).

1500

1000

Eikova 3. Ieipd apaiwdong Tov oTeAéxovg SARS-CoV-2 (uetaAhagn K417N) (ouvBetiko cDNA) (5,3*105-5,2*10" avriypagpa yoviSiduarog
ava avrispaon) oto BD MAX™ System (kavahi 530/565 (HEX)).

1250

1000

750

500

250

5 10 15 20 25 30 35 40 45

Eikova 4. Ieipd apaieong Tov oTeAéxovg SARS-CoV-2 (uetaAAagn K417T) (ouvBetikd cDNA) (5,3*105 -5,2*10" avTtiypaga yoviSiodouarog
ava avtispaon) oto BD MAX™ System (kavaAi 585/630 (ROX)).

3000

2500

2000

1500

1000

500
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12.3. AvalurTikn &81IkoTnTa

H e6ik6TNTA TNG avaivong SARS-CoV-2 empepaicadnke €eTAOVTAG Eva TTAVEA ATTOTEAOVUEVO ATTO SIAPOPETIKOVLS
HUIKPOOPYAVIOUOULS TIOL  AVTITTPOCWTIELOLY  TA THO KOIVA  AVATIVELOTIKA  TTABoyova. Aev  QvIXVeLONKE

S1Ia0TALEOLPEVN AVTISEPACTIKOTNTA HETAEL TV AKOAOLOWY PUIKPOOPYAVICUWY TTOL £ETACTNKAV:

'EAEyX0G S1a0TALPOVUEVNG AVTISPACTIKOTNTAG

TOTTOI AVBPTIIVOL adevoiol 1-
5,8, 15, 31, 40 ka1 41

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

Mycoplasma pneumoniae

Bokqidg

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

Mycobacterium tuberculosis

Bordetella bronchiseptica

160G Influenza A/Thiringen/5/17
(H3N2)

loi avBpwtivng rapaivpAovévlag 1, 2, 3 kal
4

Bordetella holmesii

16G Influenza
A/Switzerland/9715293/2013
(H3N2)

Pneumocytis jirovecii Tommog Al kai g885652

Bordetella parapertussis

16¢ Influenza A/Hong
Kong/4801/2014, NYMC X-263B
(H3N2)

AVOP®TTIVOG PIVOIOG

Bordetella pertussis

log Influenza A/DE-
SH/Reiherente/AR8444/2016

AVATIVELOTIKOG CLYKLTIAKOG 10G (RSV) A/B

(H5N8)
Chlamydia caviae log Inﬂuean:lH/;\'Q/;\)nhw/] /2013 ITENEXOG KOPWVOIOL SARS Frankfurt 1
Fovotumog Chlamydia psittaci 16¢ Influenza AVBp®TTIVO OTéAex0G 2019-NnCoV
Akal C B/Brisbane/60/2008 BetaCoV/Germany/BavPat1/2020 p.1*
Chlamydophila pneumoniae Influenza A/South AvBp®TTIVO OTéAex0G 2019-nCoV 2019-
CM-1 Australia/55/2014, IVR-175 nCoV/Italy-INMIT*

AVOPQOTTIVOG KOPwVOidg 229E,
OC43, NL63 kal HKU1

16G Influenza
B/Phuket/3073/2013

MT007544.1 (SARS-CoV-2 ATTOLOV®UEVO
oTélexog Australia/VIC01/2020)*

Kopwvoidg MERS

log Influenza B/Florida/04/06

MN908947.3 (SARS-CoOV-2 ATTOUOVWDUEVO
oTéhexog Wuhan-Hu-1)*

Evtepoiog Coxsackievirus A24,
A9 kal B3

Legionella bozemanii

SARS-CoV-2 oTéAexOGg
2019nCoV/USAWA1/2020*

Enterovirus Echovirus 30

Legionella dumoffii

SARS-CoV-2
BetaCoV/Berlin/ChVir1670/2020_IsolatBER*

Evtepoiog 68, 71

Legionella longbeachae

SARS-CoV-2
BetaCoV/Munich/ChVir984/2020*

Haemophilus influenzae MinnA

Legionella micdadei

SARS-CoV-2 BetaCoV/Baden-
Wuerttemberg/1/ChVir1577/2020_lsolatBER*

106G Influenza A/New
Caledonia/20/99(HIN1)

Legionella pneumophila

Staphylococcus aureus

Influenza A/Victoria/210/2009
(H3N2)

AVOPOTTIVOG PETATTVELUOVOIOG
A kal B

Streptococcus pneumoniae

16G duolog e Influenza
A/California/7/2009(HTN1)
pdmO09

Moraxella catarrhalis

Streptococcus pyogenes

Mivakag 10. MaBoyovol HIKpoopyaviouoi avapopdg oL XPNCIHOTIOINONKAV O& ALTAV TN HEAETN.

*Na onueEIBE OTI N AViXVELON ALTV TWV OTEAEXWV TOL SARS-CoV-2 Sev AapPavetal LTTOWN OE ALTAYV TNV avAaAvon. ALTA N e§éTaon
gival oxedlaopévn yia TNy TTgOIOTIKA avixvevon Tng diaypapng HV 69/70, Tng peTAAa&Ng K417N kail TNG petTaAANagng K417T oTo yovibio
S mov vTTAPXEl oTa OTEAEXN SARS-CoV-2 Alpha, Beta kal Gamma (e€eAIKTIKES YoaupéS B.1.1.7, B.1.351 kai P.1), petald aAwv.
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12.4. AvaluTiKn avTiSPacTIKOTNTA

H avmispaoTikdtnTa ToL VIASURE SARS-CoV-2 Variant Real Time PCR Detection Kit for BD MAX™ System agloAoyrnonke
EVAVTI CLVOETIKWV PAPTLPY RNA yia §00 SIAPOPETIKEC AANAOLXIEC TTOL OXeTICOVTAI PE TO OTEAEXOC Alpha (ITEAeXOS
B.1.1.7_710528 UK kal ITéAexog B.1.1.7_601443 UK), pia aAAnhouxia Ttou oxetidetal pe 10 OTéAexog Beta (Conftrol 16,
SARS-CoV-2 e€eANKkTIK) Ypauur B.1.351 South Africa/KRISP-ECK005299/2020) kai hia aAAnAoLxia TTouv OxXeTIZETAl e TO
otéhexoc Gamma (Control 17, SARS-CoV-2 eeNikTiKn ypoauur P.1 Japan/Brasilian variant Japan/IC-0564/2021),

ePpavidovtag BeTIKA ATTOTEAECUATA.
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