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GENERAL PROCEDURE

DNA sample extraction

Polymerase Chain
Reaction (PCR)

Hybridization protocol

Manual
Procedure

Automatic
Procedure

PST-60HL (Biosan) Profiblot T30 (Tecan)
Profiblot T48 (Tecan)
Autoblot 3000H (medTEC)
Tendigo (Fujirebio)
DynaHeat (Dynex)

Visual/Automatic
reading

BioScitec R2 or S1 scanner

PCR product
with Biotin

DNA Probe

MJ Mini Gradient Thermal Cycler (BioRad)
Mastercycler Personal (Eppendorf)

S1000 Thermal Cycler (BioRad)

2720 Thermal Cycler (Applied Biosystems)

All the reagents are ready to use.

Kits include all the PCR and hybridization
reagents, even the Taq Polymerase.

Internal controls of amplification and hybridization
included.

2-8 °C transport and storage.

Scanner reading available.

The hybridization procedure can be perfor-
med both manual or automatically.
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18 months of shelf-life.
High sensitivity and specificity.

Same hybridization protocol for all the
products.

CE IVD marked.
Many different types of validated samples.

Up to 24 lines in the same strip.
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RESPIRATORY BACTERIAL PANEL STRIP

Test for the detection of 14 bacteria associated with
respiratory tract infections

Acute respiratory infection is a worldwide health problem that currently accounts for 30-40 % of hospital
admissions among children. A wide range of both viral and bacterial pathogens are involved in these types
of infections. It is difficult to differentiate the pathogens by simply analyzing the patient’s symptoms given that
they overlap.

It is vitally important to quickly identify the agent causing the respiratory infection and, particularly, whether
it has a viral or bacterial source, in order to:

a) enable better use of antimicrobials, including anti-virals and antibiofics.

b) limit the development of bacterial resistances.

c) lead to fewer paraclinical examinations and shorter hospitalizations.

d) support the rapid implementation of isolation measures when required, reducing the risk of noso-
comial transmission.

e) help with real time epidemiological data collection about the seasonal spread of pathogens.
f) help to identify simultaneous or successive infections.

The Respiratory Bacterial Panel Strip kit uses the reverse hybridization principle and enables the detection
and identification of 14 bacteria associated with respiratory tract infections in respiratory DNA samples.

Highlights

) Many different types of validated samples: DNA extracted from pleural fluid, bronchoalveolar
washes/aspirates, sputum, nasopharyngeal washes/aspirates, nasopharyngeal smear, ear smear
and conjunctival smear.

High sensitivity with pathogens commonly found in the respiratory flora (useful in sterile samples).

Detection of 14 respiratory related bacteria in just one analysis.

Detection of H. influenzae distinguishing serotype b.

0 Detection and differentiation of the most relevant Legionella spp.
©

Detection and differentiation of the most relevant Bordetella spp.

Developing control
Control line
BGB

S. pneumoniae

B. pertussis
B. parapertussis
B. holmesii

Legionella spp.
L. pneumophila
L. micdadei

L. longbeachae
L. bozemanae

M. pneumoniae
C. pneumoniae

H. influenzae
H. influenzae type b ——

M. catarrhalis
Control line
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S. PNEUMOSTRIP

Test for the detection and identifcation of 76 serotypes of
Streptococcus pneumoniae

Infections of S. pneumoniae represent an important public health problem, as it is one of the main causative
agents for a large variety of clinical conditions, from benign infections, like ofitis media and acute sinusitis,
to more severe infections, such as septicaemia, meningitis and pneumonia.

Among the interesting structures of this bacteria is a capsule outside the cell wall, made of complex polysac-
charides. The antigenic composition of the capsule is variable between the various strains and allows S.
pneumoniae to be grouped into over 100 different capsular serotypes and approximately 45 serogroups.

The World Health Organization has encouraged countries to conduct appropriate surveillances for
monitoring the impact of vaccination and in order to assess vaccines strategies. Thus, the serotyping of
S. pneumoniae is important from a clinical and an epidemiological point of view.

The identification of each serotype is usually made using an antigen-antibody reaction with specific antisera,
which results in swelling of the capsule, a phenomenon known as “Quellung”, a German term that means
swelling. This method remains as the gold standard, but it is a complex, long and laborious method that
requires trained stuff, and its use is therefore restricted to qualified laboratories.

The S. PneumoStrip kit is the only test that allows the easy, quick and single identification of 76 different
serotypes of S. pneumoniae in DNA samples, extracted from bacterial culture. Among the detected serotypes
are the 23 included in the most common vaccines available.

Highlights

5 00

Detects 76 serotypes in one assay. @ Correlation >99% with Quellung (Gold Standard).
Unique molecular test in the market. 6 Easy protocol, low hands-in time, possibility of
saving results, can be automated.
DeTeCﬂOn Of CO'infeCﬂOnS (CGrrier SfUdieS). ‘ Does not require previous Culfure.
Results
S.PNEUMONIAE-A S.PNEUMONIAE-B S.PNEUMONIAE-C
Developing control —— Developing control Developing control ——

Control line Control line Autolysine
Autolysine Pneumolysine Serotype 7B ——
CpSA —— Serotype 2 —— Serotype 7C/40 ——
Serotype 1 —— Serotype 8 —— Serotype 15A/15F ——
Serotype 3 —— Serotype IN/9L —— Serotype 15F ——
Serotype 4 —— A— Serotype 16F ——
Serotype 5 —— Serotype 10 B— Serotype 19B/19C ——
6AC —— F/C— Serotype 21 ——
Serolype 6 | 6BD —— AD — Serolype 25A/25F ——
6CD —— B— Serotype 38 ——
Serotype 7F/7A —— Serotype 11| ¢ Serotype 24A/24B/24F ——
Serotype 9A/9V —— & — Serotype 24A ——
Serotipo 14 —— Serotype 12A/46 —— Serotype 31 ——
Serofype 18 —— Serotype 12B/12F/44 —— Serofype 32A/32F ——
Serotype 18A —— Serotype 12F —— Serotype 33B/33D ——
Serotype 18B/18C —— Serotype 15B/15C —— Serotype 33C ——
Serotype 18F —— Serotype 17F —— Serotype 35A ——
Serotype 19A —— Serotype 20 —— Serotype 35C ——
Serotype 19F —— Serotype 22F/22A —— Serotype 35F ——
Serotype 23A —— Serotype 33F/33A —— Serotype 35F/47F ——
Serotype 238 —— Serotype 37 —— Serotype 41A ——
Serotype 23F —— Control line Serotype 41A/41F ——

Control line Control line Control line
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GENERAL PROCEDURE

Only a lysis step is required in some products

Nucleid acid sample
extraction

CFX96 Real-Time PCR Detection System (BioRad)
QuantStudio 5 Real-Time PCR System (Applied Biosystems)

Real Time Polymeruse Gentier 96 Real-Time PCR (Tionlong)

e R Gentier 48 E Real-Time PCR (Tianlong)
Chain Reaction MIC gPCR Cycler (Bio Molecular Systems)

PowerGene 9600 Plus real-time PCR system (Attila Biosystems)
LightCycler 96 (Roche)

Amplification

Donor fluorochrome

100
Fluorescence
Acceptor or quencher
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Acceptor or quencher

All the reagents are ready to use. 18 months of shelf-life.

Kits include all required reagents, even High ity and .
PC and NC in PCR rt products. 'gh sensiivity ana speciicity.
Endogenous internal control included for
confirmation of nucleic acid extraction,
retrotranscription (if required) and amplification.

Same PCR protocol for all the
products.

CE IVD marked.
2-8 °C transport, -20 °C storage.

Many different types of validated samples.
Up to 4 analytes in the same test.

QOO OHD

Compatible with several real time PCR

No extraction needed in some products. instruments.

Short execution time.
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REAL SARS-COV-2 (COVID-19)

Tests for the detection of SARS-CoV-2, Flu and RSV viruses

A new severe respiratory syndrome caused by a coronavirus was first observed in Wuhan (China) in December
2019. The infection has spread all over the world, and consequently, on March 2020, the disease was
declared a pandemic by the WHO. The new virus was called SARS-CoV-2, causing COVID-19 disease.

Most infected people with SARS-CoV-2 will develop mild to moderate symptoms, as fever, tiedness or dry
cough, but it can also cause severe illness, and even death, especially in people with previous conditions and
in elderly people. These symptoms may appear 2-14 days after exposure to the virus.

Detection of the RNA of the virus by techniques as RT-PCR real time is important in early infections to isolate
infected people and contain the outbreak. As a result, several testing protocols and target genes for molecular
diagnosis of SARS-CoV-2 infection have been issued from Health Authorities, as China CDC, Charité —
Germany, or US CD'"?*,

As the symptoms of the COVID-19 disease might be similar to those caused by Flu or RSV viruses, it is impor-
tant to differentiate the cause of the infection in order to take the appropriate measures.

On the other hand, it is important to obtain quick results, so the use of short execution tests, that do not requi-
re the nucleic acid extraction step is of prior importance.

The Real SARS-CoV-2, Real SARS-CoV-2 plus and Real SARS-CoV-2 RSV-Flu tests are kits for the easy and
sensitive detection of SARS-CoV-2, RSV and Flu viruses by RT-PCR real time, with protocols available that do
not require nucleic acids extraction.

"World Health Organization, https://www.who.int/docs/default-source/coronaviruse/protocol-v2-1.pdf, last accessed January 17, 2020
? Laboratory testing for coronavirus disease 2019 (COVID-19) in suspected human cases. Interim guidance 2 March 2020; WHO

PRODUCT Texas/ROX Channel FAM Channel Cy5 Channel HEX/JOE/VIC Channel
Orflab gene .
Real SARS-CoV-2 E gene SARS-CoV SARS.CoV.2 Human IC Internal Control
Real SARS-CoV-2 PLUS E gene SARS-CoV Orflab gene N gene SARS-CoV-2 Human IC Internal Control
NO RNA EXTRACTION NEEDED SARS-CoV-2
Real SARS-CoV-2/RSV/Flu E gene SARS-CoV M gene Flu A/B N gene RSV A/B Human IC Internal Control
NO RNA EXTRACTION NEEDED

Highlights

Different targets and viruses combined in different products to offer the higher adaptability.
Protocol without RNA extraction avaible.

2-8 °C shipping.

External and endogenous internal controls included.

Short execution time.

Samples validated: sputum, nasopharyngeal, oropharyngeal, nasal and saliva.

Not affected by the mutations in the new variants.

026000

Same protocol in all tests.
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REAL RESPIRATORY BACTERIAL PANEL 2

Test for the differential detection of Bordetella pertussis,
Bordetella parapertussis and Bordetella holmesii

The Bordetella genus is formed of 8 species, of which only B. pertussis, B. parapertussis and B. holmesii are
human pathogens. Both B. pertussis and B. parapertussis are highly efficient pathogens that establish respira-
tory infection and remain located in the upper respiratory tract, known as whooping cough (pertussis). It is a
major risk today, as there are 50 million cases a year with 300,000 deaths (most of them in infants and
neonates). Therefore, a reliable diagnosis is required to start appropriate treatment and contact prophylaxis.

The diagnosis of Bordetellas based on cultures or serological techniques presents special requirements, these
are sometimes very expensive over time or do not present good sensitivity data. For this reason, molecular
techniques detecting insertion sequences (IS) present in multiple copies per genome can be an inferesting
alternative for the sensitive detection of these pathogens.

The Real Respiratory Bacterial Panel 2 allows the differential detection of infections caused by B. pertussis, B.
parapertussis and B. holmesii in samples from the respiratory tract (nasopharyngeal swabs, nasopharyngeal
lavages, nasopharyngeal aspirates, etc.) in a simple, inexpensive and reliable way.

Highlights

59 Diferentiation of microorganisms for a-better patient management.
G Insertion sequences(IS) are used to increose‘sgnsiﬁyity.'

@ Same protocol for all respiratory bacterial PCR ol
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OPERON S.A.
Camino del Plano, 19
50410 Cuarte de Huerva (Zaragoza) * Spain
Tel: +34 976 503 597 * Fax: +34 976 503 531

Sales and Technical information: sales@operon.es

www.operon.es



