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1. Intended use

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System is an automated real-fime RT-PCR
fest designed for the qualitative detection of RNA from the SARS-CoV-2 in respiratory samples from individuals
suspected of COVID-19 by their healthcare provider. This test is inftended to be used as an aid in the identification
of the presence of the SARS-CoV-2 viral RNA. The assay uses the BD MAX™ System for automated extraction of RNA
and subsequent real-time RT-PCR employing the reagents provided combined with universal reagents and
disposables for the BD MAX™ System. RNA is extracted from respiratory specimens, amplified using RT-PCR and

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

Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to Coronaviridae family [1,2].
There are six coronavirus species known to cause human diseases [2]. Four viruses (229E, OC43, NL63 and HKUT1)
cause common cold symptoms and the other two (severe acute respiratory syndrome coronavirus (SARS-CoV) and
Middle East respiratory syndrome coronavirus (MERS-CoV)) are zoonotic and producing more severe complications
[2]. SARS-CoV and MERS-CoV have caused more than 10,000 cumulative cases in the past two decades, with
mortality rates of 34% MERS-CoV and 10% SARS-CoV [1,3].

In December 2019, some people that worked at or lived around the Huanan seafood market in Wuhan, Hubei
Province, China, have presented pneumonia of unknown cause [2,4]. Deep sequencing analysis of the respiratory
samples indicated a novel coronavirus, which was named firstly 2019 novel coronavirus (2019-nCoV) and lately
SARS-CoV-2 [5].

Human-to-human transmission of the SARS-CoV-2 has been confirmed, even in the incubation period without
symptoms, and the virus causes severe respiratory 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 Control
and Prevention (CDC) believes that symptoms of SARS-CoV-2 may appear in as few as 2 days or as long as 14 days
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 [?].
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 iliness [10].

Diagnosis of SARS-CoV-2 is performed detecting conventional causes of pneumonia early and detected by next-
generation sequencing or real-time RT-PCR methods [1,11]. Several assays that detect the SARS-CoV-2 have been
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) swabs, nasal

mid-turbinate swab, nasal swab, nasopharyngeal wash/aspirate or nasal wash/aspirate (NW) specimens collected
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mainly by a healthcare provider) 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].

3. Principle of the procedure

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System is designed for the identification
of SARS-CoV-2 in respiratory samples. The detection is done in one step real-time RT-PCR format where the reverse
transcription and the subsequent amplification of specific target sequence occur in the same reaction tube. The
isolated RNA target is tfranscribed generating complementary DNA by reverse transcriptase which is followed by
the amplification of two conserved regions of N gene (N1 and N2) using specific primers and fluorescent-labeled

probes.

VIASURE SARS-CoV-2 (N1 + N2) 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 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System contains in each tube all the
components necessary for real-time PCR assay (specific primers/probes, dNTPS, buffer, polymerase, reverse-
franscriptase) in a stabilized format, as well as an endogenous internal control to monitor the extraction 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. N2 target is amplified and detected in channel 475/520, N1 target in channel 630/665 and the endogenous

intfernal control (IC) in channel 530/565.
4. Reagents provided

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System includes the following materials

and reagents detailed in Table 1:

Reference Reagent/Material Description Color/Barcode Amount

A mix of enzymes, primers probes,

SARS-CoV-2 (NT + N2) buffer, dNTPs, stabilizers and Transparent 2 pouches of 12
VS-NCO312 . . . .
reaction tube endogenous internal control in Green or 1G foil tubes
stabilized format
. . . - Transparent
VS-RBO9 Rehydration Buffer Solution to reconstitute the stabilized Orange or 11 1 pouch of 24
fube product ol tubes

Table 1. Reagents and materials provided in VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System with Cat. N°.
VS-NCO324 (444215).
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5. Reagents and equipment to be supplied by the user

The following list includes the materials and equipment that are required for use but not included in the VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System.

e Realtime PCR instrument: BD MAX™ System.

e BD MAX™ ExK™ TNA-3 (Ref:442827 or 442828)

e BD MAX™ PCR Cartridges (Ref: 437519)

e Vortex.

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

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

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

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

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

e Forin vitro diagnostic use.

e Do not use expired reagents and/or materials.

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

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

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

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

¢ Do not remove desiccant from reagent pouches.

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

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

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

e Profectreagents from humidity. Prolonged exposure to humidity may affect product performance.

o Keep components away from light.

e Incases where other PCR tests are conducted in the same general area of the laboratory, care must be taken
to ensure that the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System, BD MAX™
ExK™ TNA-3 exiraction kit, any additional reagents required for testing, and the BD MAX™ System are not
contaminated. Avoid microbial and ribonuclease (RNase)/deoxyribonuclease (DNase) contamination of
reagents at all times. The use of sterile RNase/DNase-free disposable aerosol resistant or positive displacement
pipette tips isrecommended. Use a new tip for each specimen. Gloves must be changed before manipulating

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

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

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

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

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

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

8. Procedure

8.1. SAMPLE COLLECTION, STORAGE AND TRANSPORT

The VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System has been validated on

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

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

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

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

preparation procedures should be developed and validated by the user.

1. Pipette between 400 and 750 uL of nasopharyngeal/ oropharyngeal swab collected in viral fransport media
(VIM) or in BD™ Universal Viral Transport (UVT) System media into a BD MAX™ TNA-3 Sample Buffer Tube and
close the tube with a septum cap. Ensure complete mixing by vortexing the sample at high speed for 1 minute.
Proceed to BD MAX™ System Operation.
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8.3. PCRPROTOCOL
Note: Please, refer to the BD MAX™ System User's Manual for detailed instructions.

8.3.1. Creating PCR test program for VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection
Kit for BD MAX™ System

Note: If you have already created the VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection test, you can skip
step 8.3.1 and go directly fo 8.3.2.

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

2) Click the “Create” button.

3) Inthe Basic Information tab, within the “Test Name” window, name your test: i.e. VIASURE SARS-CoV-2 (N1
+N2).

4) In the “Extraction Type” drop down menu, select “ExK TNA-3".
5) Inthe “Master Mix Format” drop down menu, choose “Type 5"

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

“Dual Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type 5)".
6) Inthe “Sample extraction parameters” select “User defined” and adjust sample volume to 950 ulL.
7) Inthe “Ct Calculation” select "Call Ct at Threshold Crossing”.

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

2).
a. Note: Product may be used in combination with an additional VIASURE for BD MAX™ test, PCR
Settings and Test Steps should be completed for snap 2 (green) and snap 4 (blue) positions.
Channel Alias Gain Threshold Ct Min Ct Max

SARS-CoV-2

475/520 (FAM) N2 farget 80 150 0 40

530/565 (HEX) E“dol%e”ous 80 150 0 35

585/630 (ROX) - 0 0 0 0
SARS-CoV-2

630/665 (Cy5) N1 target 80 150 0 40

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

Table 2. PCR settings.

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

intensities.

9) In "PCR settings” tab enter the following parameters “Spectral Cross Talk” (Table 3), as well.
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False Receiving Channel
Channel | 475/520 | 530/565 | 585/630 | 630/665 | 680/715
475/520 ] 3.0 0.0 0.0 0.0
530/565 1.0 - 0.0 0.0 0.0
Pxclialion | 5857630 0.0 0.0 - 0.0 0.0
630/665 0.0 0.0 0.0 - 0.0
680/715 0.0 0.0 0.0 0.0 i

Table 3. Speciral cross-talk parameters.

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

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

Table 4. PCR protocol.

11) Click the “Save Test” button.

8.3.2. BD MAX™ Rack set up

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

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

3) Determine and separate the appropriate number of VIASURE SARS-CoV-2 (N1 + N2) reaction tubes (green
or 1G 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 VIASURE reaction tubes (different foill 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.
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4) Remove the required number of Rehydration Buffer tubes (orange or 11 foil) and snap info their
corresponding positions in the strip (Snap position 3, non-color coding on the rack. See Figure 1). Remove
excess air, and close the pouch with the zip seal.

a. Inorder to ensure a correct fransfer, please make sure that the liquid is in the bottom of the 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
[ T T T T .
ollel|loe]|e
. Reaction
Lysis/Release Tube 2
Tube (optional) effefo]o
Wash
: Buffer ~—
Extraction alalsls
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 (N1 + N2) (if not already created see Section
8.3.1).

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

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

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

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

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

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

9) Close the BD MAX™ System door.

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

1) 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

9. Result interpretation

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

The analysis of the data is done by the BD MAX™ software according to the manufacturer’s instructions. The BD
MAX™ software reports Ct values and amplification curves for each detector channel of each sample tested in

the following way:

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

Table 2). Amplification curve of the sample showing a *0" Ct value must be checked manually.
- Ct value of -1 indicates that no amplification process has occurred.

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

interpretation guidelines outlined in Table 5.

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

is no report of BD MAX™ System failure.

Results should be read and analyzed using the following table:

IlU-NCO324engr1120 rev.00




VIASURE Real Time PCR Detection Kits
I

SARS-CoV-2 (N2 En?n(:g:wr;?us SARS-CoV-2 (N1 ;
farget) (475/520) |  Control | target) (630/645) Inferpretation
(530/565)
+ +/- + SARS-CoV-2 N gene RNA Detected !
+2 +/- - SARS-CoV-2 N gene RNA Detected 12
- +/- +2 SARS-CoV-2 N gene RNA Detected 12
- +3 - SARS-CoV-2 N gene RNA Not Detected?

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

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

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

Table 5. 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 Conftrol (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 If only one target site of the N gene amplifies, verify the sigmoid shape of the curve and the intensity of fluorescence.
In case of a doubtful interpretation, depending on the available material, it is also recommended to:
a) re-extract and re-test another aliquot of the same specimen (if possible, increase sample volume to 750 pl) or,

b) obtain a new specimen and re-test.

3 In the case of SARS-CoV-2 target sites negative, IC must show an amplification signal with Ct less than 35. The Ct value
could be very variable due to the Endogenous Internal Control is a human housekeeping gene that should be present
in all human nucleated cells in the original sample. If there is an absence of signal or Ct value = 35 of the endogenous

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

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

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.
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10. Limitations of the test

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

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

e For good test performance, the lyophilized product should be at the bottom 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 af 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.

e 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, either samples
containing high concentrations of target RNA or contamination due to PCR products from previous reactions.

e The specific primer and probe combinations for detection of conserved regions of N gene used in VIASURE
SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System have been designed based on the US
CDC assay for specific detection of SARS-CoV-2 by amplifying two unique regions of the N gene. They do not
show significant combined homologies with the human genome, human microflora, SARS-CoV or other
coronaviruses, which might result in predictable false positive.

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

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

o Improper processing procedures (including RNA extraction).

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

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

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

o The presence of RT-gPCR inhibitors or other types of interfering substances. The impacts of vaccines,
antiviral therapeutics, antibiotics, chemotherapeutics or immunosuppressant drugs used to 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 Asingle-target site ampilification or even random positive results is suggestive of slightly different amplification
yield of the target site of the N gene. Samples with low viral load might result in N single target amplification.

In case of a doubt, it is recommended referring to a reference laboratory for further testing.

IlU-NCO324engr1120 rev.00
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e Some samples may fail to exhibit RNase P amplification curves due to low human cell numbers in the original
clinical sample. A negative IC signal does not preclude the presence of SARS-CoV-2 RNA in a clinical
specimen.

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

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

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

¢ In the case of obtaining Unresolved, Indeterminate or Incomplete results using VIASURE SARS-CoV-2 (N1 + N2)
Real Time PCR Detection Kit for BD MAX™ System retesting will be required. Unresolved results may be due fo
the presence of inhibitors in the sample or an incorrect rehydration of lyophilized reaction mix tube. If there is

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

11. Quality control

VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System contains an endogenous internal

confrol (IC) in each reaction tube which confirms the correct performance of the technique.

12. Perfformance characteristics

12.1. Clinical sensitivity and specificity

The clinical performance of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System was
tested using 254 respiratory samples (nasopharyngeal swabs in Vircell Transport medium) from patients with clinical
suspicion of COVID-19 disease or other similar respiratory diseases. The refrospective-comparative analysis was
performed with VIASURE SARS-CoV-2 (N1 + N2) Real time PCR Kit for BD MAX™ System and these results were
compared with those obtained with the clinical diagnosis performed with Simplexa™ COVID-19 Direct assay with

discrepant analysis performed with the Charité protocol.

Alternative RT-PCR assays
+ - Total
VIASURE SARS-CoV-2 (N1 + N2)
Real Time PCR Detection Kit for + 63 % 65
BD MAX™ System
- 0 189 189
Total 63 191 254

Table 6. Comparative results for SARS-CoV-2.

*Initial diagnose of one of the two samples was invalid and reported to the patient as positive for prevention and quarantine period.
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VIASURE SARS-CoV-2 (N1 + N2) Real time PCR Kit for BD MAX™ System detected two positive samples that were not

detected using Simplexa™ COVID-19 Direct assay and the Charité protocol.

The Positive Percent Agreement (PPA) and the Negative Percent Agreement (NPA) for VIASURE SARS-CoV-2 (N1 +
N2) Real Time PCR detection Kit for BD MAX™ System are >99% and 98%, respectively.

Results show high agreement to detect SARS-CoV-2 using VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection
Kit for BD MAX™ System.

12.2. Analytical sensitivity

VIASURE SARS-CoV-2 (N1 +N2) Real Time PCR Detection Kit for BD MAX™ System has a detection limit of 25 genome

copies per reaction with a positive rate of = 95%.

Figure 2. Dilution series of SARS-CoV-2 (N1 + N2) (9.9%104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (475/520 (FAM) channel).
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Figure 3. Dilution series of SARS-CoV-2 (N1 + N2) (9.9%104-9.9*10° and 5.0*10° genome copies per reaction) template run on the BD
MAX™ System (630/665 (Cy5) channel).
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12.3. Analytical specificity

The specificity of the SARS-CoV-2 (N1 + N2) 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:
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Cross-reactivity testing

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

Influenza A/New
Caledonia/20/99(HTINT1) virus

Legionella longbeachae

Human Bocavirus

Influenza
A/California/7/2009 (HIN1)pdm0? virus

Legionella micdadei

Bordetella bronchiseptica

Influenza A/Michigan/45/2015
(HINT)pdmOQ9 virus

Legionella pneumophila

Bordetella holmesii

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

Human metapneumovirus A and
B

Bordetella parapertussis

Influenza A/Victoria/210/2009 (H3N2)

Moraxella catarrhalis

virus
Bordetella pertussis Influenza A/ Thurlvniguin/ 5/2017 (H3N2) Mycoplasma pneumoniae
Chl di . Influenza A/Switzerland/9715293/2013 Mycobacterium tuberculosis not
amyaia caviae (H3N2) virus rifampin resistant

Chlamydia psittaci genotype A and
C

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

Human parainfluenza 1, 2, 3 and
4 viruses

Chlamydophila pneumoniae CM-1

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

Pneumodcytis jirovecii Type Al
and g885652

Human coronavirus 229E, OC43, NL63
and HKU1

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

Human rhinovirus type C

MERS Coronavirus

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

Staphylococcus aureus subsp.
aureus

SARS Coronavirus Strain Frankfurt 1

Influenza B/Brisbane/60/2008 virus

Staphylococcus epidermidis

Enterovirus 68 and 71

Influenza B/Florida/04/06 virus

Streptococcus pneumoniae 7022

Enterovirus Echovirus 11 and 30

Influenza B/Phuket/3073/2013 virus

Streptococcus pyogenes

Enterovirus Coxsackievirus A24, A9
and B3

Legionella bozemanii

Streptococcus salivarius

Haemophilus influenzae MinnA

Legionella dumoffii

Respiratory syncytial virus (RSV) A
and B

Table 7. Reference pathogenic microorganisms used in this study.

12.4. Analytical reactivity

The reactivity of VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System was evaluated
against RNA from Human 2019-nCoV strain BetaCoV/Germany/BavPat1/2020 p.1, Human 2019-nCoV strain 2019-
nCoV/Italy-INMIT, SARS-CoV-2 strain 2019nCoV/USA-WAT1/2020, synthetic RNA controls for two variants of the SARS-
CoV-2 virus: MT007544.1 (SARS-CoV2 isolate Australia/VIC01/2020) and MN908947.3 (SARS-CoV-2 isolate Wuhan-Hu-

1), showing positive result.
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EAAHNIKA

1. MpoPAemropevn Xpnon

To VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System ¢ival éva auTopaTotroinuévo
TeoT RT-PCR TT0QYHATIKOL XPOVOUL, TO OTIOIO £Xel OXESIAOTEN yIA TNV TTOIOTIKM avixvevon Tou RNA Tou SARS-CoV-2 o¢
avanvevoTIKA S€iyUaTa ATOU®Y TTOL BePEPOLVTAI DTTOTITA KPoLOPATA COVID-19 aTod ToV ETTAYYEAUATIA LYEIAG TOLG.
To TEOT ALTO TTPOOPIZETAl YIA XPNON WG PONBNUA CTNV TALTOTTOINCN TNG TTaPoLaiag KoL RNA Tou SARS-CoV-2. H
avaAvon xPNolUoTTolEl TO cLOTNUA BD MAX™ yia TNV avTopaToTToINUEVN €aywyr) TOL RNA Kal TNG erTakdAoLONG
AALOISWTAG AVTISEPACNC TTOALPEPACNG AVTIOCTPOPNG METAYPAPAS Ot TIPAYUATIKO Xpovo (RT-PCR), afloTroickvTag Ta
avTISPACTAPIA TTOL TTAPEXOVTAI O CLVSLACHO PE KABOAIKKG aAvTISPACTAPIA KAl AVAAMOIUA yia 10 cboTnua BD
MAX™. To RNA e€aydayetar amd KAIVIKA  Seiydata, evioxDETAl XpNOoIWOTTolvTag RT-PCR  kal  avixvedetal

XPNOILUOTIOIVTAG POOPICOVTEG AVIXVELTES XPWOTIKAG AVAPOPAG, £I5IKOLG YIia ToV SARS-CoV-2.
2. IOvown Kal eme€nynon

O1 kopwvoioi eival 10i HOVOKAWVOL RNA BeTIKAG TTOAKOTNTAG HE TEQIBANUA KAl AVAKOLY OTNV  OIKOYEVEID
Coronaviridae [1,2]. YrTdpxouv &€l €ién KOpwVoiyV TToL &ival YV@OTO OTI TIPOKAAOLY avOp®TTIva voohuaTa [2].
Téeooepig 10i (229E, OC43, NL63 kal HKU1) TTpoKaAoLY CLUTITGUATA OUOIa JE TN KOIVAG YPITING Kal O AAAoI SLO
(kopwVoidg coPapoL 0&EWS avaTveLOTIKOL CLVSPOUOL (SARS-COV) KAl KOPWVOIOG AVATIVELOTIKOL CLVSPOUOL TNG
Méong AvatoAng (MERS-CoV)) cival {oovoooyovol Kal TTIOOKAAOLY coPapoTepeg emmAOKES [2]. Or SARS-CoV kal
MERS-CoV é&xouv TpokaAéoel TrepiccoTepa amd 10.000 aBpoIoTIKA TTEQICTATIKA TIG SO0 TTPONYOVUEVES SEKTETIEG, HE

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

Tov Agkéuppio Tou 2019, pepikoi AvBpwTIOl TTOL SoLAELAY A (oLOAY YLP ATTO TNV AYoPA BAAACCIVAV XoLavay OTh
Ffovxav TNG emapxiag Xovutél otnv Kiva, mapovciacav Tvevpovia AyvwoTng amag [2.4]. H avaivon Pabidg
AAANAOLXIONG TWV AVATIVELOTIKWY SEIYUATWY LTTOSEIKVLE EvaV VEO KOPWVOIO, O OTTOIOC APXIKA OVOUAOCTNKE VEOQ
KopwVvoiog 2019 (2019-nCoV) kai petémera SARS-CoV-2 [5].

H petadoon petald avBpwmmwy Tou SARS-CoV-2 éxel empPePaidOei, akoun KAl KATA TNV TIEPIOSO £TTOACNS XWPIG
CULUTITOPATA, KAl O 10G TTPOKAAEI CORAPA AVATIVELOTIKA VOONUATA OTIOG ALTA TTOL TIPOKAAOLOE O SARS-CoV
[1,6,7,8]. MapOAO TTOL N TTVELHOVIA Eival TO KOPIO CLOXETICOUEVO VOONUA, OPICUEVOI AOBEVEIG EXOLV LTTOCTE CoPAPN
TIVELHIOVIQ, TTVELUOVIKO OISNUA, COVSPOUO OLEIAG AVATIVELOTIKNG SLOXEPEIAG ) TTOAATTAR AVETTAPKEIQ OPYAVV KAl
Bavaro [1.4]. Ta Kévrpa EAéyxou kal MpdAnwng Noonuatwy (Centers of Disease Control and Prevention, CDC)
BepPoLY OTI T CLPTITAUATA TOL SARS-CoV-2 UTTOPE va TTAPOLOIACTOLY Ot PONIG 2 NUEPES N EVTOCQ EwG Kal 14
NUEPGV PETA TNV €KBECN KAl TA TTIO KOIVA ATTO ALTA TTEPIAAUPBAVOLY TTLPETO A PiYN, PAXa, KOTTWON, avopegia, YLaAAyia
kal dvoTtrvola [1,4,6,9]. AlyOTEQO KOIVA Eival GLUTITOPATA €ival O TTOVOAQIUOG, N PIVIKF CLPPOPNCN, O TTOVOKEPAAOG,
n Sildppola, N vavtia kal o ueTog [1,4]. Exel emiong avagepBel amwAeia 6oppnong (avoouia) f) amAeia YeboNng
(ayevoia) oIV ammod TNV eKSAAOCN AVATIVELOTIKWY COUTITOUATOV [9]. O eVAAIKES UEYAADLTEPNG NAIKIAC Kal Ta dToua
pe coPapd LTTOKEIUEVA VOOHUATA, OTTIWS N KAPSIAKA 1 TIVELUOVIKA VOCOG ) 0 SIARATNG, qaiveTal va SIATPEXOLY

HEYAADTEPO KiVOLVO AVATITLENG TTIO CORAPY ETITTAOKYV aATTO TNV aoBéveia COVID-19 [10].
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H &1ayvewon Tou SARS-CoV-2 ekTEAEITAI UE TOV EVTOTTIOUO TV CLVABWY ATV TNG TIVELPOVIAG VWPEIC KAl avIxVeLETAI
amo TIG HEBOSOLS TTPOTSIOPICUOL AAANACLXIAC ETTOUEVNG YEVIAG N RT-PCR o€ mpaypaTiko xpovo [1,11]. MpoopdTteg
EXOLV KATAOTE SIOBECIUEC APKETEC AVAALTEIS TTOL AVIXVELOLY ToV SARS-CoV-2, OTTwg avTég Twv CDC Kivag (yovibia-

ot1oxol ORFlab kai N), Charité — lepuavia (yovidia-otoxol RARP kai E) y CDC HIMA (8o o1dxol oTo yovisio N) [12].

To CDC ouviotd Tn xpnon Seyudtwv TG avaTepng AVATIVELOTIKAG 0doL  (pivogpapuyyikd (NP)  kai
OTOPATOPAPLYYIKA (OP) emxpiopyaTa, ETMXPIOUA PEONG PIVIKAG KOYXNG, PIVIKO ETTIXPIOUA, PIVOPAPLYYIKO
EKTTALUA/AvVaPEOPNUA 1 EPIVIKO EKTTALUA/AvapEOPNUa (NW), Ta otroia cLAAEyOVTal KLEIWG aTtd eTayyeAUaTia
vyeiag) nA/kal Seiydata TNG  KATWTEENG AVATIVELOTIKAG 0600  (TITLEAO, evEOTPAXEIOK avappdpnon n
BOOYXOKLWENISIKO EKTTALUA O& ACBEVEIG e TTIO COPAPR AVATIVELOTIKA VOOO) YIa TNV TAvToTToINCN TOL SARS-COV-2
[11]. EmmAoV, AAND KAIVIKA SeiypaTa OTTWG aida, ovPa Kal KOTTPAVA, PUTTOPEN va CLUAAEXBOULV YIa TNV ETTOTITEIA TNV

TTapovoiag Tov 1oL [11,12].
3. Apxn Tng Siadikaoiag

To kIT avixvebong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel oxeSiaoTei
yla Tnv Tavtottoinon Tov SARS-CoV-2 og avaTmvevoTika SeiypaTta. H avixvevon yiveral ye péBodo RT-PCR evog PAUATOS
o€ TTPAYHATIKO XPOVOo, OTTIOL N AVTICTOOPN HETAYPAPN KAl N ETTAKOAOLON EVIOXLON CLYKEKPIUEVNG AAANAOLXIAG-
oTOXOL CLUPRAIVOLY OTO i8I0 CWANVAPIO AVTISPACNG. O ATTOUOVWUEVOG OTOXOG RNA UETAYPAPETAI SNUIOLPYOVTAG
CLUTTANEWUATIKO DNA pe avTioTpopn HETAypApdon oL akoAovBeital amd Tnv evioxvon SLO SlATNENUEVGLY

TEPIoX@Y ToL Yovisiov N (N1 kal N2) XonoIJOTIOIVTAG CLYKEKQIUEVOULG EKKIVNTEG KAl AVIXVELTEG PBOPI(OLCAG

onuavong.

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System Bagciletal otn
50aoTNPEIOTNTA ££WVOLKAEAONG 57 TNG TToALPEPAoNG DNA. Katd Tnv evioxuon Tou DNA, auTd 10 év{LUO SIAoTId TOV
QAVIXVELTA TTOL CLVEEETAI UE TN CLUTTANEWATIK adAANAoLxia DNA, SiaxwEilovTag TN XPWOTIKA aTooReong Ao ToV
QAVIXVELTH AVAPOPAC. ALTA N avTtidpaon dnuiovpyel avénon oTo CAUA PBOPICUOL TTOL &ival avAAoyn PE TNV

TTOCOTNTA TOL TTPOTVTTOL-CTOXOL. H PETPNON TOL POOPICUOL ALTOL YiveTal OTO CLOTNUCA BD MAX™,

To ki avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System trepiéxel o€ KGOe
OWANVA OAA TA ATTAPCITNTA OTOIXEIA YIa TNV avaivon PCR o TToayudaTiko Xoovo (eI8IKoi eKKIVNTEG/AvIXVveLTEG, ANTPS,
PLOUIOTIKO SIAALUA, TTOALPELPACN, AVTIOTPO®N HETAYPAPACN) Ot OTABEPOTIOINUEVN HWOP®, KABWG Kal évav
EVOOYEVN E£0WTEPIKO PAPTLPA VIO TNV TIAPAKoAoLBNon TN Siadikaciag e€aywyng n/kal TNG AvaoToAnG TNG
5paoTNEIOTNTAG TNG TToALPEPAONG. H avaAvon xonoluoTrolel éva avBp@TTvo SIAXEIQICTIKO YOVIiSio ¢ evboyevn
eowTEPIKO papTLEa (IC) (avBpwtivo yovisio RNase P). Ta avBpmTTIiva SIAXEIRIOTIKA YOVISIa eUTTAEKOVTAl OTN BACIKA
OLVTAPNON TWV KLTTAPWV KAI, CLVETTWGS, AVAUEVETAI VA LTTAPXOLY O& OAA TA EUTTLPNVA AVOPWTTIVA KOTTAPA KAl Va
S1aTNPOoLY OXETIKA O0TABEPA eTTiTESA EkPacng. O oTOX0G N2 evIOXVETAI KAl AVIXVEVLETAI OTO KAVAAI 475/520, 0 0TOXOG

N1 oTo kavaAl 630/665 kal 0 evooyevG e0WTEPIKOG PapTLPAg (IC) oTo kavail 530/565.
4. Napexoueva avridpaoTtnpia
To kIt avixveoong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System trepiAaupavel Ta

akOAoLOA LAIKA Kal avTISPACTAPIA TTOL TTAPATIOEVTAl AvAALTIKA oTov MMivaka 1:
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. , . , Xpoua/Tpauy .
Avagpopa AvTiSpaocTtnpio/YAIKO Meprypapn @TOC KOSIKAS MNocotnta
‘Eva peiypa evIOU®Y, AVIXVELTWV-
EKKIVNTQV, PLOUICTIKOL SIOADUATOG, AldQavo .
ARS-CoV-2 (N1 + N2 . . , . 2 A
VS-NCO312 SARS-Co . ( J dNTPs, otaBepotroinToV kal evéoyevoug | Mpaocivon 1G GAKOLALS T.OOV
reaction tube L . 12 ocwAnvapiwv
E0WTEPIKOL PAPTLPA OF AAOLUIVOXAPTO
OTABEOOTTOINUEVN LOODN
. . . iX[e .
Rehydration Buffer AIGALUA yIa TNV avaocLOTACN TOL IO(DOYO. 1 cakoLAQ TV
VS-RB09 tube OTABEPOTTOINUEVODL TTPOIOVTO MoprokaAin 11 24 cwAnvapiwy
e nH e S AAOLUIVOXAPTO nvae

Mivakag 1. AvnispacTipia Kai bAIKA TTou mrapéxovrail ue To VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System
pe Ap. Kar. VS-NCO324 (444215).

5. AvrndpaoTtnpia kai e§0TTAICHOG TTOL TTapéXovTal Ao ToV XPROTH

ITNV akoAovBn Aiota TepIAaupdavovtal Ta LAKA Kal 0 €EOTTAICUOG TTOL ATTAITOLVTAI YIA TN XPAOoN AAAG Sev
mepIAaupavovTtal oo KIT avixvebonc VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™

System.

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

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

e ITPOPRINOG.

e MikpommréTTeG (aKPIBeIa peTACL 2 kail 1000 L).

e Akpa piATpOUL.

e [dvTa piag xpnong xwpic movspa

6. ILVONKEG YETAPOPAG KAl ATTOONKELONG

e Ta KIT YTTOPOLV VA ATTOOTAAOLY KAl VA ATTOBNKELTOLY T€ BePUOKPATIEG 2-40°C £C TNV NUEPOUNVIa AAENG N
oTToia SNAMVETAI OTNYV ETIKETA.
e MeTd TO Avolypa TWV ONKWV  CAOLUIVIOL TIOL TTEQIEXOLY TOLG OCWANVEG AVTISPAONG PTTOPOLY VA

XPNOIUOTTIOINBOLY YIA £G KAl 28 NUEPEGS.
7. Mpo@pLAAEEIS yIa TOLG XPNOTEG

e To mpoidV TTpoopileTal Yia XPNON YOVO aTTO ETTAYYEAUATIEG, OTTIWG ETTAYYEAUATIEG KAl TEXVIKOLG £0YACTNEIOL N
VOONAELTIKOV I6PVOUATOC Ol OTTOIOI EXOLV EKTTAISELTEI OE HOPIAKES BIOAOYIKEG TEXVIKEC.

e TNa SlayvwoTIKoLG OKOTIOVG in Vitro.

e MnV XPNOIUOTIOIEITE ANYHEVA AVTISPACTAPIA /KAl LAIKA.

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

e MnV xpNOoIUOTTOIEITE TA AVTISEPACTAPIA €AV TO TIPOCTATELTIKO KOLTI €ival avoIxTd ) OTIACUEVO KATA TNV APIEN.

e MnV XPNCIUOTIOIEITE TA AVTISPACTAPIA €AV Ol TIDOCTATELTIKEG ONKES £ival AVOIXTEG ) OTTACUEVES KATA TNV AQIEN.

e MnV XpNOIUOTTOIEITE AVTISPACTAPIA €AV SEV LTTAPXEI TO ATTOENEAVTIKO ) AV €ival OTTACUEVO PECA OTIC BNKES TV

avTiSpacTNEIwV.
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e MnV apaiptite TO ATTOENEAVTIKO ATTO TIC BAKES AVTISPACTNPIWYV.

o KAEiOTE QUECEC TA TTPOOTATELTIKA TAKOLAAKIA TV AVTISPACTNPEIWY UE TO PEPUOLAP TPEAYIONCS LETA ATTO KABE
XpPNon. AQaipéoTe TOXOV TTAeovAZoVTa AEPA ATTO TA CAKOLAAKIA TTPIV ATTO TH OPPAYIoH.

e MnV XPNOIUOTIOIEITE AVTISEACTAPIA €AV TO AAOLUIVOXAETO EXEl AVOIXTEI 1 £XEl LTTOOTE {NUIAL.

e MnV avaulyvLETe avTISPACTAPIA ATTO SIAPOPETIKA GAKOLAAKIA N/KAI KIT /KAl TTAPTISEC.

e [lpooTaTtebOTE TG AVTISPACTAPIA ATTO TNV LYPACIA. H TTapaTeTauévn EKBeo Oe LYPACIA UTTOPEI VA eTTNPEACE
TNV amddoon TOL TTPOIOVTOG.

e AIQTNPENOTE TA OTOIXEIA PAKPIA ATTO TO PWG.

e JETIEQIMTAOEIS KATA TIG OTT0IEG SIEEAyovTal AAAA TeoT PCR oTnv iS1a yevIKr TIEQIOXN TOL £pYACTNEIOL, TTPETTEI VA
€ioTe 1I51QITEPA TTPOCEKTIKOI OTE Va eEacPalioeTe OTI TO KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time
PCR Detection Kit for BD MAX™ System, 1o KIT e€aywyng BD MAX™ ExK™ TNA-3, TuxOV TpdoBeTa avTiSpacTApIa
TTOL ATTAITOLVTAI YIA TOV EAEYXO KAl TO oLOTNUA BD MAX™ &ev éxoLv HOALVEOEL. ATTOQULYETE TTACH Buoia TN
pOALVON TV avTiSpacTNEiV ammd HIKPOPIa kal pipovoukAedon (RNase)/scofupipovovkieaon (DNase).
YuvIoTATAl N XPHON OTEIPWY AKPWY TITTETTAG MIAG XPNoNG XWEIg pipovoukAedon (RNase)/5e0EupIBovouLkAEdon
(DNase), avOekTik@V o€ agpolOA 1 BETIKAG PETATOTTIONG. XPNOIUOTIOINOTE VEO AKEO YIa KABE Seiyua. @a TTpéTel
va aANAZeTe YAVTIA TTPIV ATTO TO XEIPIOUO TV AVTISPACTNEIWY KAl TV SOoxEiwV.

e [ia TNV amouyrn HOALYONG TOL TIEPLIRAAAOVTOG ATTO APTTAIKOVIC, YNV ATTOCLVAPUOAOYACETE TO S0XEio BD MAX™
PCR Cartridge peta 1n xpnon. O1 SaktOAIol oTeyavotioinong tou doxeiov BD MAX™ PCR Cartridge éxouv
oxeblaoTel yia TNy amropuyn TNG BOALYVONC.

o IXeSIAOTE PIa HOVOSPOUN POoN EpyaciyY. @a TTPETTEl va Eekiva attd TNV TTEPIoxXN £€aYwYNG Kal va ouvexilel oTnv
TIEPIOXN EVIOXLONG KAl AVIXVELONG. MNV ETICTPEPETE SeiyUaTd, EEOTTAICUO KAl AvTISOPACTAPIA OTNV TIEPIOXN OTNV
OTTOIA TTPAYUATOTIOINBNKE TO TTOONYOLUEVO PAUA.

e AKOAOULBNOTE TIC KAAEC TTRCKTIKES EQYAOTNPIOL. POPECTE TTOOCTATELTIKA POLXA, XPNOIUOTIOINCTE YAVTIA Wiag
XPNoNGg, YOAAId Kal yAoka. Mny TPWTE, TTVETE ) KaTTVI(eTe OTNV TTIEPIOXN epyaaiag. MAVVETE Ta xEPIO OAG PETA TNV
OANOKANPGON TOL TEOT.

o Ta elypata mEETEl va avTIETOTIIOVTAl WG SLVNTIKA YOALCUATIKA, OTIWG ETTIONG KAl OAQ TA AVTISOACTNAPIA KAl
TA LAIKA TTOL €XOLV eKTEDEI OTA SElYUATA KAl O XEIPIOWOG TOLG TIPETTEI VA YIVETAI COUPWVA PE TOLG EBVIKODG
KAVOVIOUOLG aoPaieiag. AARETE TIC ATTAPAITNTEG TTPOPULAAEEIC KATA TN CLAAOYT, TNV ATTOBAKELON, TO XEIPIOUO
Kal TNV aTTOppIYPn TV SeyYUATWV.

e JOLVIOTATAI N TAKTIKA ATTOADPAVON TOL CLVNBWCS XPNOIUOTIOIOVUEVOL EEOTTAICUOV, EISIKA OTIC LIKQOTTITTETTES KAl
TIC £MPAVEIES EpYyATiag.

o AvaTpifTe OTO £yXEIPISIO XPNOTN TOL CLOTHUATOS BD MAX™ yia TTPOCOETEG TTPOEISOTTOINTEIG, TIPOPLAGEEIG KAl

Siadikaoieg.
8. Aiadikacia

8.1. IYAAOTIH, ANOOHKEYIH KAl META®OPA AEITMATQN

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel KOOk
o€ PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXOIOUA TTOL CLAAEXONKE OE PECA PETAPOPAG I0YEVOLG LAIKOL (VTM) (Vircell

S.L., lomavia).
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O1 TOTTOI SEIYUATWY  SIAPOPETIKOI  ATTO  PIVOPAPLYYIKA/CTOUATOPAPLYYIKA emypiopyata oe VIM Tpémel va

ETTKLPWOOLY ATTO TOV XPNOTN.

Ta Seiypata CLAAOYNG, ATTOBNAKELONG KAl PETAPOPAG TIPETTEl va SIATNEOLVTAI COPPWVA UE TIC CLVONKEG TTOL
ETTIKLOWVOVTAI ATTO TOV XPNOTN. LUVOAKA, TA AVATIVELOTIKA SEiyUATA TTRETTEl VO CLAAEYOVTAI KAI VA ETTICNUAIVOVTAI
KATAAMNAQ o€ KaBapd Soxeia pe M XWPIG HECA HETAPOPAC (AVAAOYA PE TOV TOTTO TOL SEiYUATOG) KAl VA LTTORAAANOVTAI
o¢ emMe€ePYATia TO CLVTOPOTEPO SLVATO WOTE va SIACPANCTE N TTOIOTNTA TOL TeOT. Ta &eiypata TEETEN va
HETAPEQOVTAl Ot Bepuokpaciec ammod 2 ¢wg 8°C yia €wG Kal 48 PEC, COUPWVA WPE TOLG TOTTIKOVLG KAl EBVIKODLG
KAVOVIOUOUG YIA TN PETAPOPG TTABOYOVOL LAIKOV. Ta YAKPOTIROBECHUN WETAPOPA (TTEQICCOTEREG ATTO 48 WPEEG),
TIPOTEIVOLPE TNV ATTOOTOAA o€ Bepuokpaaia £-20°C. MpoTeivetral N xpron Vi SelypudTwy yid To TeoT. Ta SciypaTta
MTTOPOULY Va amtoBNnKeLTOLY Ot BePUOKPATiEC aTTO 2 £wg 8°C YIa £WG KAl 48 PEES ) KATEWLYUEVA OTOLG -20°C N
15avikd otoug -70°C yia Siathnpnon. O1 emavaAdpPavopevol KOKAOI YOHENG-ATTOWLENG TTPETTEl VA ATTOPELYOVTAI

TTOOKEIUEVOL VA ATTOPELXOE N LTTORABUICN TOL SEIYUATOG KAl TV VOLKAEKMV OEEWV.
8.2. MPOETOIMAZLIA AEITMATOX KAl EEATQIrH RNA

EKTEAECTE TNV TTOOETOIMACIA TOL SEIYUATOG CUUPWVA PE TIC CLOTACEIC OTIG 08NYieg XPNONG TOL KIT £AYWYNG TTOL
xpnoiyotroigital, BD MAX™ ExK™ TNA-3. INUEIOTE OTI OpIoUEVA AANA SeiyaTa UTtopel va atraimoLy TTpoemegepyaaial.

Mpémel va avamroxBoLy Kal va EMKLPWOOLY aATd TOV XPNOTN Ol SIAdIKACIEC TTPOETOINACIAG £EAYWYNS YIa

OULYKEKPIUEVES EPAPUOYEG.

1. XopnyhoTte pe TiméTTa amd 400 £60G 750 YL pIvo@apLYYIKOL/CTOUATOPAPLYYIKOV ETTIXOICUATOG TTOL CLAAEXONKE
0€ PECA PETAPOPAC I0YEVOLG LAIKOU (VTM) i og BD™ Universal Viral Transport (UVT), o€ cwAAva pLBUICTIKOL
SlaNdpaTog Seiyuatog BD MAX™ TNA-3, Kal kKAEioTe TOV OWAAVA Pe TTua Slappdyuatog. EEaoc@alioTe TNV
TAAPN avauiEn oTpoPINilovTag To Seiyda oe LWNAR TaXLTNTA yia 1 AemTO. IuvexioTe oTn AeiTovpyia Tov

oLOTAUATOG BD MAX™,

8.3. MPQTOKOAAO PCR

INUEION: AVATREETE OTO EYXEIQISIO XPNOTN TOL CLOTAPATOS BD MAX™ yia AVAALTIKEG 0bNYiEC.

8.3.1. Anuiovpyia mmpoypdauuarog TeoT PCR yia 1o kit avixveoong VIASURE SARS-CoV-2 (N1
+ N2) Real Time PCR Detection Kit for BD MAX™ System

Inueidon: Av éxete N&N Snuiovpynoel To TeoT VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection test, ummopsire
va mapakeiyete To Pripa 8.3.1 kal va yetapeite amevBeiag oto PAua 8.3.2.

1) Itnv 0Bovn "Run” (EktéAeon) ToL cvOTAPATOG BD MAX™, emAe€Te TNV KapTéAa “Test Editor” (Eme€epyaoia

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

3) ITnv kapTéha “Basic Information” (Baoikéc MANpo@opieg), eviog Tou TTapabupou “Test Name” (Ovoua
TEOT), 6WOTE £va Ovoua oTo TeoT: SNA. VIASURE SARS-CoV-2 (N1 + N2).
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4) YTO QvATITLOCOUEVO pevoL “Extraction Type” (ToTTog e€aywyng), emAé€Te “EXK TNA-3".
5) XITO AvamTuoooOuEVO PevoL “Master Mix Format” (Mop@n kbpiag avaueiEng), emie€te “Type 5" (Tuttog 5).

a. Inueion: To TPoidV ummopE va xpnaolgotoin®ei oe cuvdLacuo e TIPOoBeTo Te0T VIASURE yia BD MAX™
Kal oTn ovvéxela va emAégete “Dual Master Mix Concentrated Lyophilized MM with Rehydration Buffer (Type
5)" (ZOMTTOKV@PEVO ALOPIAOTTOINKEVO MM SITTANG KOPIAG avAPEIENG HE PLBUIOTIKO SIAGALUA ETAVLSATWONG

(ToTrog 5)).
6) XITnv mepioxn “Sample extraction parameters” (Mapduetporl e€aywyng deiyuatog), emAéEte “User defined”

(KaBoplopdg amd Tov xpNoTn) Kal TTPOCAPUOCTE TOV OYKO TOL SeiyuaTos o€ 950 L.

7)  Itnv mepioxn “Ct Calculation” (YmmoAoyiouog Ct), emAe€te “Call Ct at Threshold Crossing” (KAnon Ct katd

TNV LTTEPPRACN KATWPAIOL).

8) ITnv kapTéAa "PCR settings” (PuBuiceig PCR), eicaydayeTe TIC AKOAOLOEG TTapApETPOoLG: “Channel Settings”
(PuBuiceig kavaAio), “"Gains” (AuvEnoeig) kal “Threshold™ (KatceAio) (Mivakag 2).

a. Inueiwon: To TTpoidv putmropsel va xpnaoiyotroindel oe cuvdLACUO e TTPOoOeTO TeoT VIASURE yia BD
MAX™. Or puBuiceic PCR kal Ta PAUATA TOL TEOT Oa TTEETTEl VA OAOKANPWOOLV YIa TIG BECEIg

TPOCAPTNONG 2 (TMEACIVO) KAl 4 (UTTAE).

Channel Alias Gain Threshold Ct Min Ct Max
(Kavahi) (Wevdcovopuo) (AbENoN) (KarapAio) | (EAaxioto Ct) | (MéyioTo Ct)
SARS-CoV-2
475/520 (FAM) T16x0C N2 80 150 0 40
530/565 (HEX) | EvéoyevAg IC 80 150 0 35
585/630 (ROX) - 0 0 0 0
SARS-CoV-2
630/665 (Cy5) T1ox0C N1 80 150 0 40
680/715 (Cy5.5) - 0 0 0 0

Mivakag 2. PuBuioeig PCR.

Inugicdon: ILVICTATAI VA OPICETE TIG EAAXIOTEG TIMEG KATGPAIOL TTOL AVAPEPOVTAl TTAPATTAVE Yia KABe KavAaAl g onueio eKKivnong, dAAa ol
TeENIKEG PLOUICEIG TTPETTEl va KaBopidovTal amod Tov TEAIKO XPROTN KATA TNV EPUNVEIA TV ATTOTEAETHATMV, TTPOKEIUEVOL VA SIaCPANICTE OTI T
KATO@AIQ EUTTITITOLY EVTOG TG EKOETIKNG PAOCNG TV KAUTTOAGYV POOPICHOL Kal TTAVe atmd omolodAmoTe onua vmofadpov. H TP Katw@Aiov

utTopEi va Siagépel yia S1apopETIKa dpyava Aoy TV SIAPOPETIKOV EVTIAGE®Y CAUATOG.

9) ITnv kapTtéAa “PCR settings” (PuBuicelic PCR), eicaydyete emmiong TIC akOAOLOEG TTapapéTpoug “Spectral

Cross Talk” (®aouarikr cuvakpodaon) (Mivakag 3).

False Receiving Channel (Eo@aApévo kavaAl brosoxng)
Channel
(Kavél) 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
(Kavéhi 585/630 0,0 0,0 - 0,0 0,0
Sityepong) | 630/665 0,0 0,0 0,0 - 0,0
680/715 0,0 0,0 0,0 0,0 -

Mivakag 3. NapdapeTpol pacuaTikng cuvakpoaong.
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10) ITnv kapTéAa “Test Steps” (BAuata T1€0T), elocayayeTe TO TTPWTOKOAO PCR (Mivakag 4).

Cycles Time (s) Temperature
(Kokhol) [ (Xpoévog | (Oeppokpacia)
(5.)

Detect
(Avixvevon)

Step Name Profile Type
(Ovoua pruarog) | (Torog mpoil)

Reverse
transcription
(AvTioTpo®n
HETAYPaPT))

Initial denaturation

(ApxIKA Kodtnon 1 120 98°C -

ueToLTiwON)
Denaturation and
Annealing/Extensio 10 95°C -
n (Data collection)
(MeTovaoiwon kal | 2-O¢puokpacia 45
AVOTITNON/ETTEKTAC 0 v

N (ToAhovi) 61.1 63°C

5e50UEVQY))

Kodtnon 1 900 45°C -

Mivakag 4. NpwToKoANo PCR.

11) KdvTe KAIK oTo kovuuTi “Save Test” (ATToBrkevon T€0T).

8.3.2. POOuION pagicdv BD MAX™

1) Ta kdBe Seiyua oG EAeyxo, apaipéoTe pia Eviaia Awpida avrispaoTtnpiov amod 1o kit BD MAX™ ExK TNA-3.
XTOTTINOTE ATTANG KABE AwPISa T€ pia OkANEN empaveld yia va PepaidBeite OTI OAa Ta LYPG PPicKOVTAl OTO
KATW PEPOC TV CWANV®V KAl TOTTOBETAOTE TIC OTA PAPIA SEIYUATWY TOL CLOTAPATOG BD MAX ™,

2)  AQQIpPECTE TOV ATTAITOLUEVO APIBUO TWANV®YV ££aywync BD MAX™ EXK™ TNA (B4) (AeukO aAoLUIVOXAPETO)
amd TO TTPOOTATELTIKO TAKOLAJKI. [POCAPTACTE TOLG CWANVES £EAYWYNG (AELKO AAOLUIVOXAPTO) OTIC
avTioToIxeg Béoeig otn Awpida TNA (@ton mpoodptnong 1, KWSIKOTToINGN ALKOL XPWUATOS OTO PAI.
AvaTpEETe oTnv Eikdva 1). ApaipéoTe Tov TTAeovAlovTa aépa Kal KAEIOTE TO CAKOLAGKI HE PEQUOLAP
oppAyIong.

3) TNMpoodiopioTe kal SlaxwpioTe TOV KATAANAO aplBud amd cwAnvapia avTidpaong VIASURE SARS-CoV-2 (N1
+ N2) reaction tubes (mpdoivo ) 1G aAoLPIvOXAPTO) Kal TTPOCAPTACTE TA OTIC AVTIOTOIKEGC BECEIC OTN
AwpPIida (@¢on MPocdPTNONG 2, KWSIKOTToINCN TTPACIVOL XPWHATOC OTO PAPI. AvaTpEETe oTny Eikova 1).

a. Ag@aipéoTe Tov TTAeovalovTia aépd Kal KAEIOTE TA AAOULUIVEVIQ OAKOLAJKIA UE TO QEQUOLAP
oppAyIong.

b. TaTtndie€aywyn TS OWOTAG eTavLSATWONG, REPAIDBEITE OTI TO ADOPIAOTIOINUEVO TTPOIOV PPICKETAI
OTO KATW PEPOC TOL CWAAVA KAl eV Eival TIPOCKOAANNUEVO OTNY £TTAVE TTIEQIOXN TOL TWARVA 1) OTN
o@EAYICN TOL AAOLUIVOXAPTOL. XTLTTNOTE ATTAAG KABE CWANVAPIO GE pIa OKANEN EMPAVEID YIA VA
BeRaiwBeite OTI OAO TO TTPOIOV PPICKETAI OTOV TTLOPEVA TOL TWANVAPIOU.

i. Inueioon: Av emAé€ete TN popon “Dual Master Mix Concentrated Lyophilized MM with
Rehydration Buffer (Type 5)" (ZOPTTOKV@UEVO AvO@INOTTOINKWEVO MM SITTANG KLOPIAG
AvAPEIENS Ye PLBUIOTIKO SiIAALPA eTavLsaTwoNng (ToTrog 5)) (EvoTnTa 8.3.1), MpoodiopicTe
Kal SlaxwpeioTe Tov KATAAANAO apiBud TPooBetv cwAnvey avridpaong VIASURE

(810 OPETIKO AAOLUIVOXAPTO) KAl TIPOCAPTACTE OTIC AVTIOTOIXEG BETEIC 0TN Awpida (©ion
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TTPOCAPTNONG 4, KWSIKOTTIOINON WTTAE XPWHUATOG OTO PAQl. AvaTpé€te otnv Eikova 1).
AQaIpEoTE TOV TTAEOVALOVTA Q€A KAl KAEIOTE T AAOLUIVEVIA CAKOLAAKIA E TO PEPUOLAP
oppayiong.

4)  AQaIpEoTe TOV ATTAITOLUEVO APIBUO CwARV®Y Rehydration Buffer tubes (TTopTokaAi f) 11 aAoLUIVOXaPTO)
Kal TTPOCAPTACTE OTIC AVTIOTOIXEG BECEIC OTN Awpida (@éon TTpocApTnong 3, KWSIKOTTOINON XWEIG XPWHa
oT0 PAPIl. Avatpéfte otnv Ekdva 1). ApaipéoTe Tov TIAeovAlOoVTA Qépa KAl KAEIOTE TO CAKOLAGKI e
PEPHOLAP OPPAYIONG.

a. Tia va e€aocpalioTei N owoTh peTapopd, Repaindeite 0TI TO LYPO PPICKETAI OTO KATW PELOG TOL
oWANVA Kal &ev €ival TTPOCKOANUEVO OTNV €MAV® TIEQIOXN TOL CWANVA | OTN oPEAYION TOL
AAOLUIVOXAPETOL. XTLTINOTE ATTAAG KABE TWANVAPIO O€ UId OKANEN EMQAVEIA YIa va RePaiwbeite OTI

ONO TO PLOUICTIKO SIGALUA PPICKETAI OTOV TTLOPEVA TOL TWANVAPIOUL.

Eikdva 1. Awpisa avriépactnpiov BD MAX™ TNA (TNA) amo 1o kit BD MAX™ ExK TNA-3.

Ae€apevn
MPOCAPTOUEVOl COANVES aToRArTV
AKOQ TITTETTAG
#1 #2 #3  #4
. T T T T :
olloe|e||e
. LWANVAG
_ IoMyvag alrispaong
amocLVOEoNC/ATTOSECUELONG (mboaipeTikdE) eflef|o]||o
PLBUICTIKO
) SIAALHA ~
ngAnvqg TALONG eflelloflo
eCaYw
yevns PLBLICTIKO SIAALa A
TwARvag avrispaong 1 EKTTALONG
#1 #2 #3 #4
PLBIOTIKO SiGALLA PLBLICTIKO SIAGALCN
EmavudaTwong £€0L8eTEPLONG

8.3.3. POOUION opydavev BD MAX™

1)  EmAEETE TNV KapTEAG “Work List” (AioTa epyaciag) otny 08ovn “Run” (EkTéAeon) OTO AOYIOUIKO CUCTAUCATOG
BD MAX™ ¢k6.4.50A 1) JeTAYEVEDTEPNG.

2) XITOo avamrubooopevo pevol “Test” (Teort), emAé€te VIASURE SARS-CoV-2 (N1 + N2) (av Sev éxel nén
dnuiovpPynBei, avaTpélte oTny evotTnTa 8.3.1).

3) EmA&ETE TOV KATAAANAO QpIBud TapTidac KIT (PpiokeTal OTO €€WTEPIKO KOLTI TOL KIT ££AYWYNS TTOL
XpNolJoTolgiTal) amd TO avamTuoCOUEVO HEVOL (TTPOAIPETIKA).

4) Eicaydyete TOV ApIBuO avayvmpiong ToL CWAAVA PLBUICTIKOL SIAALUATOC SeiyUATOG OTO TTAPABLPO
CWAAVQV SEiyUATOC TNG AIOTAG £0YACIAG, EiTe pYe 0UPWON TOL YPAUU®TOL KOSIKA PE TOV CAPWTA JE
XEIPOKIVNTN KATAXwEIoN.

5)  IOMUTTANPGOTE TO TTAPABLPO SEIYUATOS/TALTOTNTAG ACBEVOLGS /KAl EVTAENG TNG NIOTAG £pYATIAG KAl KAVTE

KAIK OTO KoLpT "Save" (ATToBNKeLOoN). TLVEXIOTE WG OTOL KATAXWPEIOTOLY OAOI OI TWAAVES PLOUICTIKOV
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SlaNdpaTog Seiyuatog. Bepaiwbeite 011 TO Seiypa/n TaLTOTNTA ACBEVOLC KAl O CWAAVEG PLOBUICTIKOV
SIANOPATOC S€iYUATOG £XOLY AVTIOTOIXIOTE! e AKPIPEIa.

6) TOTTOBETAOTE TOV TTOOETOIMACHEVO TWARVA PLBUICTIKOVL SIOADUATOGC SEiYUATOG OTO PAPI BD MAX™,

7) TomoBetnoTe TO PAPI OTO oLOTNUA BD MAX™ (To pAgl A TOTTOBETEITAI OTNV APICTEPN TTAELPA TOUL
ouoTAUATOg BD MAX™ kai To pd@l B oTn 6e€1d TTAcLPA).

8) TomoBeTNOTE TOV ATTAITOLUEVO APIBUSO Soxeiwy BD MAX™ PCR Cartridge(s) oto cboTnua BD MAX™,

9) KAeioTte TN BVPA TOL CLOTAWATOC BD MAX™,

10) KavTe KAk oTnyv emAoyn “Start Run” (Evapén ektéheong) yia va Eekivhoel n Siadikacia.

8.3.4 'EkGeon BD MAX™

1)  XTO KUPIO PeEVOD, KAVTE KAIK OTO KOLWTT “Results” (ATToTeAéouaTal).

2)  Kavte SITTAG KAIK OTNV eKTEAEON OTN AIOTA 1) TTATACTE TO KOLUTT " View" (MPOoROAR).

3) Kavte KAIK oTnV emAoyn “Print” (EkTOTICOON) Kai eTMAEETE: “Run Details, Test Details and Plot..." (AemTopépeleg
EKTEAEONC, AETTTOUEPEIEC TECT KAI AKOAOLOIA...)

4) Kavte KAK oTo kouuti “Print or Export” (Ektomwon ) E€aywyr) otnv 08ovn “Run Reports” (EkTéAeon

EKOECEWV)

9. Epunveia amoTeAeouATOV

Ma AETITOUEEN TTEQIYPAPH) TOL TPOTTOL AVAALONG SESOUEVEV, AVATPEETE OTO £YXEIPISIO XPNOTN TOL CLOTAWATOG BD
MAX ™,

H avdAvon Ttwv dedopévav viveral atrd 1o AoYIouKO BD MAX ™ gOupva Pe TIC 0dnyieg ToL KaTaokevaoTn. To
Aoyiouikd BD MAX ™ avagépel TipEG Ct Kal KAUTTOAEG evioxuong Yia KABe KAVAA AvIXVELTR KABe SelypaTog TTou

eAEYXETAI E TOV AKOAOLOO TPOTIO:

- H 1iury Ct 0 vmrodeikvuel o1 Sev LTTOAOYIOTNKE TIUA Ct ATTO TO AOYICUIKO HE TO KABOPIOUEVO KATW®AIO (PA. Mivaka 2).

H KauTTOAN evioxwong Tov beiyuaTog TToL epgavilel TN TiuN Ct "0" TEéTTel va eAeyxBei xelpokivnTa.
- H mipry Ct -1 ummodeikvLel OTI v Exel TTPAYUATOTTOINOE! SIASIKATIA vioxLONG.

- OmoladnToTe AAAN TR Ct TTEETTEl VA €OUNVELETAI O€ CLOXETIOUO HE TNV KAPTIOAN £viOXLONG KAl COUPWVA UE TIC

odnyiec epunveiag Seiypatog Tou eplypdgovTal oTov Mivaka 5.

EAEYETE TO OAUA ECWTEPIKOL YAPTLOEA YIA VA ETTAANBEVTETE TN CWOTA AEITOLEYIA TOL WEYUATOG evioxLoNG. ETMTTAéOV,

BeRaiwBeite OTI Sev LTTAPXEI EKBECN TNG ATTOTLXIAG TOL CLCTAUATOG BD MAX™,

Ta ammoteAéopata Ba mpérel va SiapAalovTtal Kal va avaAbovTal XPNCIUOTIOIVTAG TOV aKOAoLOO TTivakda:
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SARS-CoV-2 RT3 SARS-CoV-2
(c16x06 N2) EOWTEPIKOG (o16x0¢ N1) Eppnveia
(475/520) ‘(‘gg}’&%‘? (630/665)
+ +/-! + AvixvedTnke RNA yoviSiov N SARS-CoV-2!
+2 +/-1 - AvixvedTnke RNA yovidiov N SARS-CoV-212
- +/-! +2 AvixvebTnke RNA yoviSiov N SARS-CoV-212
- +3 - Agv avixvebtnke RNA yoviSiov N SARS-CoV-23

Mn emAvpévo (UNR) amotédeopa mmov Aappaverai
mMapovoia avacToAiéwyv oTtnv avriSpaon PCR ) otav
MPOKOWEl YevIKO TPORANUa (To omoio  &ev
aAvagEPETal amod KWSIKO oPANUATOG) UE TA PAUATA
eme€epyaoiag n/kai vioxpong deciyyarog.®

Acagéc amotéheopa availvong (IND). Aoyw
amoruxiag ToL ovoTAuarog BD  MAX™, To
IND IND IND AMOTEAECUA TNG davalvong eugpavidetar  oe
MEPITITEON ATTOTLXIAG OPYAVOL TTOL CLVSEETAI UE
KQSIKO GPANUATOG.

AteNég  amotédeopa avalvong (INC). Aoyw
INC INC INC amorvuxiag Tov ovoTnparog BD  MAX™. To
AMOTEAECUA TNG davalvong eugpavidetar  oe
MEPIMTCON AmoTLXIAG TTARPOLG EKTEAETNG.

Mivakag 5. Epunveia deiyparog

+: Mpoékvye evioxvon

-: Aev TpoéKLYE evioxvon

1 'Eva &eiypa Bewpeital BeTiko eav n Tiun Ct tov AapBaverai givar pikpoTepn ato 40. O evéoyevnG e0WTEPIKOG YAPTLPAG
(IC) pmropei va eugavilel ) Oxi éva onua evioxoong. OPICUEVES POPES, N avixvevon IC Sev gival aTTapaiTNTN, ETTEISH Evag
HEYAAOG apIBUOC AVTIYPAPWY OTOXOL UTTOPEI VA TTOOKAAETEI TIOOTIUNGCIAK £VIOXLON VOLKAEIKGV OEEWV CLYKEKPILEVOL

OTOXOVL.

2 EAv evIoXLBE POVO pia BEoN-0TOXOG TOL YOVISIoL N, eTAANBELOTE TO CIYUOEISEG OXAUA TNG KAUTTOANG KAl TNV éviaon
TOL POOPICHOV. L TTEQITITAWON AUPICNUNG EPUNVEIAG, avaAoya pe TO SIOBECIUO LAIKO, CLVICTOLME ETTIONG VA TTPOPREITE
OTIG €ENG EVEPYEIES:
a) emaveEaywyn Kal emavegeTaon evog AANOL KAGOUATOG TOL iSIoL SelyuaTtog (eav auTd eival eQIKTO, ALEATTE TOV
Oyko TOL beiypaTtog oe 750 pl) n

B) cLANoYR VEoL beiypaTog Kal emavegéTaon.

3 L& TIEPITITOON APVNTIKOL ATTOTEAECUATOGS YIa TIG B€0EIG-OTOXOLG TOL SARS-CoV-2, o IC mpérel va eupavidel onua
evioxpong pe Ct pikpoTtepo Tou 35. H miur Ct utmropei va eu@avidel JeyAAEG SIAKLUAVOEIG ETTEISH O EVOOYEVNG E0WTEPIKOG
HAPTLECAG eival Eva AvEPMTTIVO SIAXEIDICTIKO YOVISIO TTOL TTRETTE VA LTTAPXEI O€ OAA TA AVOPWTTIVA EUTTOENVA KOTTAPC
TOL APXIKOL &eiyuaToG. EQv Sev LTTAPXE oua N N TIRA Ct gival 2 35 yia Tov evooYevh E0WTERIKO PAPTLPA, TO ATTOTEAECUA

Bewpeital 'Mn emAvuévo' kal atrarreital eravegeTaon.

Y€ TTEQITITCON CLVEXWV AUPICNUWY ATTOTEAECUATWY, CLVIOTATAI VA EAEYEETE TIG 0dnYieg xpnong kai Tn Siadikacia
e€AYWYNG TTOL XPNOIUOTIOIEI O XPNOTNG, YIA Va TMRERAIDTETE TNV 0PON ekTEAeON KABE PripaTog RT-gPCR Kal TV

QAVTIOTOIX®WV TTAPAPETPWY, KABWGS KAl VA EAEYEETE TO OIYHOEIGEG OXNUA TNG KAPTTOANG KAl TNV £€VTAon TOL GOOPICUOL.
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Ta amoTeAéopaTa ToL TeoT Ba TPEETTEN va afloAoyolvTal atrd Evayv £TAYYEAUATIA LYEIAG OTO TTAQICIO TOL IATEIKOL

ICTOPIKOL, TV KAIVIKGQV CUUTITOUATWY KAl AAAWYV SIAYVWOOTIKWY £EETACEWDYV.
10. Neplopicuoi TOL TECT

e Ta amoTeAéoUATA TOL TEOT Ba TTPETTEI VA ASIOAOYOLVTAI ATTO £vAV ETTAYYEAUATIA LYEIAG OTO TTAQICIO TOL IATPIKOV
IOTOPIKOL, TGV KAIVIKGQV CUUTITOUATWY KAl AAADYV SIAYVOOTIKWY £EETACEWDYV.

e AV KAl 4LTA N avalvon Pmmopel va xpnoluotoinBel pe AAAOLG TOTTOLG SEIYUATWY, EXEl ETIKLEWOE e
PIVOPAPLYYIKO/CTOUATOPAPLYYIKO ETTIXOIOUA TTOL CLAAEYETAI OE VM.

e [0 TNV 0POI eKTEAECN TOL TECT, TO ALOPIAOTIOINUEVO TTPOIOV TTRETTEl VA PPICKETAI OTO KATW PEQOG TOL CWARVA
KAl va PNV eival ToOOKOAANUEVO OTNV ETTAVG TTEQIOXT TOL CWARVA ) OTN CPEAYICN TOL AAOLUIVOXAPTOL.
XTOTTAOTE ATTAAA KABE TWANVAPIO C¢ PIa OKANPEN £MPAveld yia va BeRalwBeite OTI OAO TO TTPOIOV PPICKETAI OTOV
TTLBPEVA TOL CWANVAPIoL.

e H eupdvion TOL PiYHATOG TNG avTiSpaong o€ OTABEPOTIOINUEVN HOPE®M, CLVABWG OTovV TLOWEVA TOL
owAnvapiov, N omoia dilagépel ad TN cLVABN (XWPEIC KWVIKO OXAUA, AVOUOIOYEVAG, HIKOOTEQO/UEYAADTEQO
HEYEBOG /KAl Xpua TTOL SIAPEPE! ATTO TO AELKWTTO), SV TPOTTOTTIOIEI TN AEITOLEYIKOTNTA TOL TECT.

e H mmoioTNTa TOL TEOT EEAPTATAI ATTO TNV TTOIOTNTA TOL SEiYUATOG. MPEETTEl va LTTAPXEI CWOTA £EAXOEV VOLKAEIKO
o&L amd TA AVATIVELOTIKA SeiypaTa.

e To TeoT ALTO €ival TTOIOTIKO, SNAQSK &€V TTAPEXEI TTOCOTIKES TIMEC KAI SV LTTOSEIKVOEI TOV APIBUO TV LTTAPXOVTWYV
HIKOOOPYAVIOUGV.

o EvoExeTal va eviOTOTOLY €EQIQETIKA XAUNAG ETTiTTESA OTOXOL, KATW ATO TO OPIO AVIXVELONG, GAAG TA
QATTOTEAECUATA eVEEXETAI VA UNV gival SLVATOV va avammapaxBoLv.

o YTApXel MOaAvOTNTA YIA WeLEWGS OETIKA ATTOTEAECHATA AOYW SIacTaALEOLUEVNG HOALVONG attd SARS-CoV-2, €ite
amod SeiyhaTa TToL TTEPIEXOLY LWNAEC CLYKEVTPWOEIS RNA-OTOXOUL €iTe uOALVONG e€armiag TTPoiovTwY PCR armod
TTOONYOLUEVES AVTISPATEIC.

e Ol CLYKEKPIUEVOI CLVELACUOI EKKIVNTGV KAl AVIXVELTWV YIA TNV AVIXVELON TWV SIATNENUEVV TTEQIOXWY TOL
yovidiou N TToL xpnoigoTTolobvTal oTo KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection
Kit for BD MAX™ System éxouv oxediaoTel paoel TNG avaivong Tov CDC 1wV HIMA yia TNV €8IKr avixvevbon Tou
SARS-CoV-2 péow TNG evioxpong SVO HOVASIKGV TTEQIOXDV TOL YOVISioL N. Agv eu@AVI{OLY ONUAVTIKEG
OLVOLACUEVEG OUOAQYIES UE TO AVOPMTTIVO YoVISiua, TV avBpoTTivn HIKPOXAWPISA, Tov SARS-CoV 1 dAAoLg
KOPWVOIOLG, Ol OTTOIEG UTTOPOVLY VA 08NYNOOLY OF AVAUEVOUEVA WELSWG OETIKA ATTOTEAETATA.

o WeLSMCS apvNTIKA ATTOTEAECUATA UTTOPEN VA TTOOKLWOLY ATTO SIAPOPOLS TTAPAYOVTES KAl TOLG CLYSLACUOVLS
TOLG, OTTWG:

o AKATAAANAEG pEBOSOI GLANOYNG, HETAPOPAG, ATTOBNKELONG /KAl XEIPICUOL TV SEIYUATWOV.

o AKATAAANAeg Siadikaoies emmeEepyaoiag (cuptepIAauPavopevng TNG eEaywyng RNA).

o YmoPdBuion Tou 10yevoLs RNA KaTd TNV ATTOCTOAN, TNV AmmoBnkevon n/kal Tnv emeepyacia Tov
Seiypatog.

o MeTaANGEEIC 1) TTOALPUOPPICUOI OTIG TTEPIOXEG SECHELONG EKKIVNTWV ) AVIXVELTWV TTOL WTTOPE va
ETTNEEACOLY TNV AVIXVELON VEWV N AYVWOOTWY TTAPAAAY®DV ToL SARS-CoV-2.

o loyevég popTio oTO Seiyua KATW ATTO TO OPIO AVIXVELONG YIA TNV AvAALOonN.

o MNapovcia avacToAéwy RT-gPCR ) GAGDV TOTTIGV OLCIGV TTOL SNUIOLEYOLY TTAPEUPROAEG. AEv EXOLV

aflohoynBei o1 emMMTOOEG TWV EUPOANI®Y, TV avT-HiK@Y Oepamey, TV  avTIBIOTKOV, TV
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XNUEIOBEPATTELTIKAY N TV AVOCOKATACTAATIKOV PAPPAK®Y TTOL XPNCIUOTTIOIOLVTAI YIA TV TTIPOANWN
ToL COVID-19 1) TTOL XENOIUOTIOIOLVTAI KATA TN SIAPKEIC TNG BEPATTEIAC TNG AOIUWENG.
o MnTApNnoN TGV 08NYIKY XPNoNGS Kal TNG SiIadikaciag avaiuong.

e H evioxuon HiAg HEUOVWPEVNG BECNG-OTOXOL N AKOUA KAl TA TLXAIA BETIKA ATTOTEAECUATA LTTOSEIKVYLOLY UId
EANAPPC SIAPOPETIKY amodoaon evioxLong TNS BEONG-OTOXOL TOL YovidioL N. Ta SeilypuaTa e XAUNAO 10YEVEG
POPTIO PTTOPEI VA 06NYACOLY CE evioxLoN WIAC PYepovapEvNG BEong N. Le TTEPITToN AUPIPONIAS, CLVICTATAI
va ammeLBLVOEITE O€ Eva £PYACTAPIO AVAPOPAG YIA TIEQAITERE TEOT.

e Oplopéva Seiypata PTmopel va Pnv KaTadeiouy KAUTTOAES evioxuong RNase P earmiag Tou xaunAoL apiBuoL
AVEPTTIVGV KOTTAPWY OTO AdPXIKO KAIVIKO Seiyua. 'Eva apvntikd orua IC dev amokAeiel Ty Trapouaoia RNA Tou
SARS-CoV-2 o¢ kKAIVIKO Seiyua.

e 'Eva BeTkO amoTéAeopa Sev LTTOSEIKVLEN KAT avAykn TNV TTAPOLCIA PIOCIUWY 1V ) OTI O &V AOY® 101 gival
HOALCUATIKOI 1} ATTOTEAOLV TOLC AITIOAOYIKOOG TTAPAYOVTES YIA TA KAIVIKG COUTITOMATA. QOoTOCO, £va BETIKO
QATTOTEAECHA LTTOSEIKVLEI TNV TTAPOLTIA KAV AAANAOLXIWV-OTOXWV (Yovidia N).

e Ta apvnTika amoteAéopaTta &ev ATTOKAEIOLY TN HOALVON ATTO TOV SARS-CoV-2 Kal bev TTPETTEI VA XONCIUOTTOIOLVTAI
WG N JovadikA PAon yia Tn Bepartreid f yia AAAEG aTTOQACEIC SIAXEIPIoNG AoBevY. Agv EXOLY TIPOTSIOPICTE Ol
BEATIOTOI TOTTOI SEIYUATWY KAl O XPOVIOUOG YIA TA PEYIOTA IOYEVH ETTITTEST KATA TN SIAPKEIA TV AOIUWEEWDY TTOL
TTeokaAoLVTAl atrd ToV SARS-CoV-2. H GOANOYH TTOAATIAGY SEIYUATOV (TOTTWY KAl XOOVIKWY CNUEIwY) ammd Tov
i510 aoBevr eVEEXETAI VA €ival ATTAPAITNTN YIA TNV AVIXVELON TOUL 10V.

e Edv o1 SIayveoTikEG e€eTACEIG VIO GAAEG QVATIVELOTIKEG AOBEVEIEG eival APVNTIKEG KAl N KAIVIKY) €KOVA PE TIG
EMSNUIOAOYIKEG TTANPOPOPIEG TOL ACOEVOLG LTTOSNAGVOLY OTI gival TMBavr n poAvvon amd SARS-CoV-2, Ba
TTOETTEI VA EEETACTEI TO EVOEXOUEVO LTTAPENC WELEWS APVNTIKOL ATTOTEAECATOG KAl va oublnTnOei n emavetétaon
TOL A0BEVOLG.

o Y& TIEQITITON EUPAVIONG MnN EMALUEVGY, ACAPQOV N ATEADV ATTOTEAECUATWY XPNOIUOTIOIOVTAG TO KIT
avixvebong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System, 6a xpelaoTei
ETTAVAANYN TOL TEOT. MnN EMALUEVA ATTOTEAECUATA PTTOPEI VO OPEIAOVTAl OTNV TTAPOLCIA AVACTOAEWY OTO
Seiyua ) oe AavBaopévn emavusATwon AVOPIANOTTOINUEVOL CWANVA UEYUATOC avTiSpaong. Eav uvtrdpxel BAARN

opyAvou, Ba TTPOKLYOLY ACAPN) ) ATEAN ATTOTEAECUATA.

11. MoloTIKOG EAEYXOG

To kit avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System tepiéxel évav
evboyevr) eo0wTePIKO papTupa (IC) oe KGBe OWANVa avTidpaong, o OTToIOG ETMREPAIDVEI TN CWOTH EKTEAECN TNG

TEXVIKNG.

12. XapakTneIoTIKa amodoong

12.1. KAiviki evaioOnoia kai &181IKoTnTa
H kAivikn armtddoon Tou VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System SokiudoTtnke
XPNOIUOTIOIVTAG 254 avarveLoTKA Selypata (pIvogpapLyyikd emypioyata oe péco petapopdg Vircell) amo

aoBeveig pe KAIVIKEA LTTowia vooou COVID-19 ) GAAa TTapouoIia avarvevboTIKA Voo uaTa. H avadpouikr CLYKPITIKA
avaivon mpayparotroindnke pe 1o VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System
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KAl TQ ATTOTEAECUATA ALTA CLYKPIONKAV Pe ALTA TTOL EAAPONCAV ATTO TNV KAIVIKN SIAYvVWoN PECW TNG avAAbong
Simplexa™ COVID-19 Direct, evedo n avaivon acvupoviag (discrepant analysis) Toayuatotmoinonke Pe TO

TTPWTOKOANO Charité.

EvaAAakTikéG avalboelg RT-PCR
+ - IbvoAo
VIASURE SARS-CoV-2 (N1 + N2)
Real Time PCR Detection Kit for + 63 % 65
BD MAX™ System
- 0 189 189
Ibvoho 63 191 254

Mivakag é. IuyKPITIKA amroteAéopara yia Tov SARS-CoV-2.
*H apxikn 8IAyvwon evog ek TV SVO SelyUATOV ATAV AKLEN KAl Ava®EéEOnKe OTOV AoBevh WG BETIKA yia TNV TTepiodo TTPOANWNG Kal

KapavTivag.

To VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System avixvevoe 600 BeTIka SeiyuaTa,

TA OTTOIA SEV AVIXVELONKAV WE XPHon TNG avaivong Simplexa™ COVID-19 Direct kail Tou TpwTokOAAoL Charité.

To MocooTO CLUPWVIAG BETIKWV ATTOTEAECUATWY (PPA) kal To NMocooTO CLUPWVIAG APVNTIKWY ATTOTEAECUATWY
(NPA) yia 1o VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System cival >99% kai 98%,

avTioToIXa.

Ta armoteAéopara Seixvouv éva LYWNAOG TTOCOOTO CLUEPWVIAC OCOV APOPA TNV avixvevon Tou SARS-CoV-2
XPNOILOTIOIVTAG TO KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System.

12.2. EvaiocOnoia availvong

To kit avixveoong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™ System éxel Oplo

avixvebong = 5 avtiypaga yoviSIoUATog ava avTidpaon, Ue TToGooTO BETIKGOV ATTOTEAECUATOV = 95%.

Eikova 2. Xeipd apaicong Tng ektéAeong mporomou SARS-CoV-2 (N1 + N2) (9,9*104-9,9*10° kan 5,0¥10° avriypaga ava avrispaon) oto
oboTnua BD MAX™ (kavaAi 475/520 (FAM)).

IlU-NCO324engr1120 rev.00




VIASURE Real Time PCR Detection Kits
.

Eikova 3. Xeipd apaiwong Tng ektéAeong mporomov SARS-CoV-2 (N1 + N2) (9,9*104-9,9*10° kai 5,0¥10° avriypaga ava avrispaon) o1o
ovoTtnua BD MAX™ (kavahi 630/665 (Cy5)).

12.3. AvaluTikn &8IKoThTa

H adikotnta NG avaivong SARS-CoV-2 (N1 + N2) emPepaiwbdnke £€eTAlovTac éva TTAVEA ATTOTEAOLUEVO aATTO
SIAPOPETIKOVLS PIKPOOPYAVICUOVLS TTOL AVTITTIOOCWTTELOLY TA TTIO KOIVA AVATIVELOTIKA TTABOYOVA. AV AVIXVELONKE

S1Ia0TALEOLPEVN AVTISEACTIKOTNTA HETAEL TV AKOAOLOWY PIKPOOPYAVICUWY TTOL £EETACTNKAV:

'EAeyX0G S100TALPOVUEVNG AVTISPACTIKOTNTAG

Tomol avBpTivou adevoiobd 1-5, 8, 15,
31, 40 ka1 41

16¢ Influenza A/New
Caledonia/20/99(HINT1)

Legionella longbeachae

AVOPQTIVOG BOKAIOG

16¢ Influenza
A/California/7/2009 (HIN1)pdm0?

Legionella micdadei

Bordetella bronchiseptica

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

Legionella pneumophila

Bordetella holmesii

160G Influenza
A/Singapore/GP1908/2015, IVR-180

AVOPOGTTIVOG JETATTVELIOVOIOG A

(HIN1)pdm09 ka8
Bordetella parapertussis l6¢ Influenza '8‘_1/ :\J}/Il\‘cz’r)ono/ 210/2009 Moraxella catarrhalis
Bordetella pertussis 106 Influenza ﬁf;ﬂ;g’”ge”/ 5/2017 Mycoplasma pneumoniae
16¢ Influenza Mycobacterium tuberculosis un

Chlamydia caviae

A/Switzerland/9715293/2013 (H3N2)

QAVOEKTIKI) OTN PIPAUTTIVN

rovotomog Chlamydia psittaci A kar C

l6¢ Influenza A/Hong
Kong/4801/2014, NYMC X-263B (H3N2)

loi avBptTivng
TapdivpAovévlag 1, 2, 3 kal 4

Chlamydophila pneumoniae CM-1

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

Pneumocytis jirovecii Toog Al
ka1 g885652

AVOPOTTIVOG KOPWVOIog 229E, OC43,
NL63 kar HKU1

|6¢ Influenza A/DE-
SH/Reiherente/AR8444/2016 (H5N8)

AVOPQTIVOS pIvoidg, ToTTog C

Kopwvoiog MERS

16G Influenza A/Anhui/1/2013 (H7N9)

Staphylococcus aureus
LTTOKATNY. Qureus

YTENEXOG KOPVOioL SARS Frankfurt 1

16¢ Influenza B/Brisbane/60/2008

Staphylococcus epidermidis

EvTepoiog 68 kai 71

166 Influenza B/Florida/04/06

Streptococcus pneumoniae 7022

Enterovirus Echovirus 11 kai 30

160G Influenza B/Phuket/3073/2013

Streptococcus pyogenes

Evrepoiog Coxsackievirus A24, A9 kai
B3

Legionella bozemanii

Streptococcus salivarius

Haemophilus influenzae MinnA

Legionella dumoffii

AVATIVELOTIKOG CLYKLTIAKOGS 10G
(RSV) Akai B

Mivakag 7. MaBoyovol HIKPOooPYAVIoUOiI avagopdg oL XPNOIHOTIOINONKAV C& ALTAV TN HEAETN.
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12.4. AvaluTIKn avTiSpacTIKOTNTA

H avtiSpaoTikotnta ToL KIT avixvevong VIASURE SARS-CoV-2 (N1 + N2) Real Time PCR Detection Kit for BD MAX™
System  aflohoynBnke  évavii  RNA  amd  TO  OTEAEXOG  aAvOP®@TIVOL  Kopwvoiob  2019-nCoV
BetaCoV/Germany/BavPat1/2020 p.1, amd 1o OTEAEXOC avBPMTTIVOL KOPWVOoIoL 2019-nCoV/Italy-INMIT, SARS-CoV-
2 2019nCoV/USA-WA1/2020 kal cLVBETIKOLGS PAPTLPES RNA yia §U0 PeTAMAEEIS TOL 10L SARS-CoV-2: MT007544.1
(aTTopOVWPEVO OTEAEXOG SARS-CoV2 amd Australia/VIC01/2020) kal MN908947.3 (atTopovwueEvo oTéAexog SARS-

CoV-2 Wuhan-Hu-1), pe BeTikO aTroTéEAECUA.
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Symbols for IVD components and reagents/ IOuBoAa yia oToixeia Kai

avriSpaotipia IVD

In vitro diagnostic
device Keep dry Manufacturer

Use by m Batch code (Lot)
AIQYVOTIKN ] AlaTnpnoTe g . . u KataokevaoT . .
: AvVAADON £EWG . Kwbikog mapTidbag
. . oTEYVO NG

cvokKeLn In vitro

Contains

sufficient for Sample
Consult Instructions Jﬂ/ Ei;gﬁg?ure <n> test diluent Catalognumber
for Use DIL [REF] .

. MeplexOueVo APTIDTIKO - Apleugq
. Meplopiopog ) . KATOAOYOL
AvaTtpe€Te OTIG 6 ; ETTAPKEG YIA beiyparog
. . gEpUoOKpaoia

Oényieg xpnong S <n>TECT

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