
VIASURE SARS-CoV-2 Real Time PCR Detection Kit

marked.

Human-to-human transmission of the SARS-CoV-2 has been confirmed, even in the 
incubation period without symptoms, and the virus causes severe respiratory illness like 
those SARS-CoV produced. 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.

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, cough, myalgia and dyspnea. Less common symptoms are sore throat, 
headache, diarrhea and vomiting. It seems that older males with comorbidities have 
been more affected.

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. Several 
assays that detect the SARS-CoV-2 have been are currently available, such as China CDC 
(gene targets, ORF1ab and N), Charité – Germany (gene targets, RdRP, E, N) or US CDC 
(gene targets, three N primers, RdRP).

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.
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.
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VIASURE SARS-CoV-2 Real Time PCR Detection Kit is designed for the specific identification and differentiation of 
2019 Novel Coronavirus (SARS-CoV-2) in respiratory samples from patients with signs and symptoms of COVID-19 
infection.

This test is intended for use as an aid in the diagnosis of SARS-CoV-2 in combination with clinical and 
epidemiological risk factors. RNA is extracted from respiratory specimens, amplified using RT-PCR and detected 
using fluorescent reporter dye probes specific for SARS-CoV-2.

The detection is done in one step real time RT format where the reverse transcription and the subsequent 
amplification of specific target sequence occur in the same reaction well. The isolated RNA target is transcribed 
generating complementary DNA by reverse transcriptase which is followed by the amplification of a conserved 
region of ORF1ab and N genes for SARS-CoV-2 using specific primers and a fluorescent-labeled probe.

It has a detection limit of ≥10 RNA copies per reaction for ORF1ab and N genes (Figures 1 and 2).

VIASURE SARS-CoV-2 Real Time PCR Detection Kit contains in each well all the components necessary for real 
time PCR assay (specific primers/probes, dNTPS, buffer, polymerase and retrotranscriptase) in an stabilized 
format, as well as an internal control to monitor PCR inhibition.

References:
     VIASURE SARS-CoV-2 Real Time PCR Detection Kit: 6 x 8-well strips, low profile  VS-NCO206L
       6 x 8-well strips, high profile  VS-NCO206H
       12 x 8-well strips, low profile  VS-NCO212L
       12 x 8-well strips, high profile  VS-NCO212H
       96-well plate, low profile  VS-NCO213L
       96-well plate, high profile  VS-NCO213H
       2ml Tube (4 tubes x 24rxn)  VS-NCO196T

VIASURE SARS-CoV-2 Real Time PCR Detection Kit

For more information and use procedure,
read the instructions for use included in this product.

Figure 1. Dilution series of ORF1ab gene 
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (FAM channel).

Figure 2. Dilution series of N gene
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (ROX channel).Figure 1. Figure 2.



SARS-CoV-2 & UK Variant
(S UK, ORF1ab and N genes)

The appearance of mutations is a natural and expected phenomenon within the evolution 
process of the virus. In fact, some specific mutations define the viral genetic groups that are 
currently circulating worldwide. 
 
Since the initial genomic characterization of SARS-CoV-2, the virus has divided into different 
groupings. Thanks to the genetic sequencing of the pathogen, it has been possible to 
establish patterns of dispersal and evolution of the virus. 
 
On December 14th, 2020, the United Kingdom declared an increase in the incidence of 
SARS-CoV-2 in some regions associated with a new virus variant with a supposed greater 
transmission capacity. This variant, called VOC202012 / 01 (B.1.1.7), presented 23 different 
mutations: 13 non-synonymous, including a series of mutations in the Spike (S) protein, 4 
deletions, and 6 silent or synonymous mutations. By the end of December, this variant had 
been detected in 31 countries and in five of the six World Health Organization regions. 
 
One of these mutations is the deletion of nucleotides at positions 69-70 of protein S. 
Detection of the HV 69/70 deletion is of vital importance since it has been associated with 
the loss of immunity in immunosuppressed patients and with increased viral infectivity. 
Another concern related to the HV 69/70 deletion is that it affects the sensitivity of virus 
detection using molecular techniques (RT-PCR) that detect the S gene. 
 
The presence of the HV 69/70 deletion is associated with the B.1.1.7 lineage of the UK 
variant, however, other variants such as B.1.1.298 (Danish lineage) or the B.1.258 also have 
this deletion.

“Ready & Easy-to-use” kits.
Lyophilised product

Validated according to ISO 13485
and CE marked

Transport and storage at room temperature.
Shelf-life: 24 months
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VIASURE SARS-CoV-2 & UK Variant (S UK, ORF1ab and N genes) Real Time PCR Detection Kit is 
designed for the qualitative detection of SARS-COV-2 RNA and the HV 69/70 deletion of the S 
gene for the SARSCoV-2 associated with variant SARS-CoV-2 VOC-202012/01 (lineage B.1.1.7) and 
other variants, from nasopharyngeal swabs from individuals suspected of  COVID-19 infection. 
 
The intended use of the kit is, always in combination with clinical and epidemiological risk factors, to 
facilitate the diagnosis of infections caused by variants that carry the HV 69/70 deletion of SARS-COV-2. 
 
The RNA is extracted from respiratory specimens, later the complementary DNA synthesized 
in a single step is amplified by means of real-time PCR. Detection is carried out using specific 
oligonucleotides and a probe labeled with a fluorescent molecule and another quencher to 
detect SARS-CoV-2 and HV 69/70 deletion.

Analytical sensitivity

VIASURE SARS-CoV-2 & UK Variant (S UK, ORF1ab and N genes) Real Time PCR Detection Kit has a detection limit 
(LoD) of 40 genome copies/rxn for S gene (HV 69/70 deletion), 40 genome copies/rxn for ORF1ab gene and 80 
genome copies/rxn for N gene. (Figures 1, 2 and 3).

References - VIASURE SARS-CoV-2 & UK Variant (S UK, ORF1ab and N genes) Real Time PCR Detection Kit -

6 x 8-well strips, low profile  VS-SUK206L  6 x 8-well strips, high profile  VS-SUK206L
12 x 8-well strips, low profile  VS-SUK212L  12 x 8-well strips, high profile  VS-SUK212H
96-well plate, low profile  VS-SUK213L  96-well plate, high profile  VS-SUK213L
1 x 8-well strips, low profile  VS-SUK201L  1 x 8-well strips, high profile  VS-SUK201H

TUBE FORMAT WITH INTERNAL CONTROL: 4 tubes x 24 reactions VS-SUK296T

SARS-CoV-2 & UK Variant (S UK, ORF1ab and N genes)

For more information and use procedure,
read the instructions for use included in this product.

Figure 3. 
Dilution series of N gene
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (Cy5 channel).

Figure 2.
Dilution series of ORF1ab gene
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (ROX channel).

Figure 1.
Dilution series of S gene (HV 69/70 
deletion) (107-101 copies/rxn) template 
run on the Bio-Rad CFX96™ Real-Time 
PCR Detection System (FAM channel).



VIASURE SARS-CoV-2, FLU & RSV
Real Time PCR Detection Kit
Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to 
Coronaviridae family.  Human-to-human transmission of the SARS-CoV-2 has been confirmed, 
even in the incubation period without symptoms, and the virus could cause severe respiratory 
illness like those SARS-CoV produced. 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. 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.

Influenza viruses belong to the Orthomyxoviridae family and cause the majority of viral lower 
respiratory tract infections. Influenza A and B are a significant cause of morbidity and mortality 
worldwide, considering that elderly and immunocompromised individuals are especially at 
risk of developing severe illness and complications such as pneumonia.

Human respiratory syncytial viruses (RSV) belong to the Paramyxoviridae family and 
are the most important viral agents of acute respiratory infections. RSV is an enveloped, 
nonsegmented, negative, single stranded linear RNA genome virus. Respiratory syncytial virus 
is a common contributor of respiratory infections causing bronchitis, pneumonia, and chronic 
obstructive pulmonary infections in people of all ages.

The SARS-CoV-2, Influenza and RSV viruses can affect the entire population in a wide age 
range, although it is true that the elderly and immunocompromised people are especially at 
risk of developing serious diseases and complications.

These viruses may rise very similar symptoms, such as fever, cough and headache. For this 
reason, it is essential to obtain an adequate diagnosis as soon as possible, since in the case 
of SARS-CoV-2, as it’s an emerging pathogen, it is vital to take containment measures and 
prevent its spread in the population.

“Ready & Easy-to-use” kits.
Lyophilised product

Validated according to ISO 13485
and CE marked

Transport and storage at room temperature.
Shelf-life: 24 months
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VIASURE SARS-CoV-2, Flu & RSV Real Time PCR Detection Kit is designed for the identification of SARS-CoV-2, 
Influenza A/B (Flu A/B) and/or Human Respiratory Syncytial Virus A/B (RSV A/B) in respiratory samples.

The detection is done in one step real time RT format where the reverse transcription and the subsequent 
amplification of specific target sequence occur in the same reaction well. The isolated RNA target is transcribed 
generating complementary DNA by reverse transcriptase which is followed by the amplification of two conserved 
regions of N gene (N1 and N2) for SARS-CoV-2, a conserved region of the M1 gene for Flu A/B and a conserved 
region of the N gene for RSV A/B using specifics primers and a fluorescent-labeled probe.

VIASURE SARS-CoV-2, Flu & RSV Real Time PCR Detection Kit has a detection limit of 20 genome copies/rxn for 
SARS-CoV-2, 5 genome copies/rxn for Flu A, 20 genome copies/rxn for Flu B and 10 genome copies/rxn for RSV 
(Figures 1, 2, 3, 4 and 5 run on the Bio-Rad CFX96™ Real-Time PCR Detection System).

References - VIASURE SARS-CoV-2, Flu & RSV Real Time PCR Detection Kit -

6 x 8-well strips, low profile  VS-CFR106L  6 x 8-well strips, high profile  VS-CFR106H
12 x 8-well strips, low profile  VS-CFR112L  12 x 8-well strips, high profile  VS-CFR112H
96-well plate, low profile  VS-CFR113L  96-well plate, high profile  VS-CFR113H
2ml Tube (4 tubes x 24rxn)  VS-CFR196T

VIASURE SARS-CoV-2, FLU & RSV Real Time PCR Detection Kit

For more information and use procedure,
read the instructions for use included in this product.

Figure 1. SARS-CoV-2
(107-101 copies/rxn). FAM channel.
Figure 2. Influenza A
(107-101 copies/rxn). ROX channel.
Figure 3.  Influenza B
(107-101 copies/rxn). ROX channel.
Figure 4. RSV A
(107-101 copies/rxn). Cy5 channel.
Figure 5. RSV B
(107-101 copies/rxn). Cy5 channel.

Figure 1.

Figure 4.

Figure 3.Figure 2.

Figure 5.



Pathogen and product description 

The first case of Middle East respiratory syndrome 
(MERS) was reported in Saudi Arabia in 2012. 
Since then, all cases of MERS have been linked 

to travel to, or residence in, countries in and near 
the Arabian Peninsula, including the large outbreak 
occurred in the Republic of Korea in 2015. The disease 
is caused by a novel coronavirus named MERS-CoV. 

Coronaviruses are enveloped, large single positive 
stranded RNA viruses classified as a family within the 
Nidovirales order. Four coronavirus genera have been 
identified: alpha, beta, gamma, and delta. All human 
coronaviruses belong to alpha and beta genera, and 
MERS-CoV belong to lineage C beta-coronaviruses. 

MERS is considered a zoonotic infection. The virus is 
believed to be originated in bats thanks to the isolation 
of other lineage C beta-coronaviruses that are very 
close phylogenetically. However, camels are thought 
to be the major reservoir host and the animal source 
of infection in humans, carrying strains of MERS-
CoV identical to human strains. Human-to-human 
transmission occurs due to close contact, probably via 
infected person’s respiratory secretions. 

The clinical symptoms of MERS-CoV infection range 
from asymptomatic or mild respiratory symptoms to 
severe acute respiratory disease and death in nearly 

40% of infected patients. Typical presentation of the 
disease includes fever, cough and shortness of breath. 
Pneumonia and gastrointestinal symptoms are also 
common findings. 

Diagnostic of MERS-CoV can be performed by antibody 
detection tools as enzyme-linked immunosorbent 
assay (ELISA) or immunofluorescence assay (IFA), 
but these methods should always be confirmed by 
neutralization assays. PCR-based diagnostic tests 
have also been developed. Proper diagnostic should 
include two different assays: a screening assay 
targeting the sensitive RNA upstream of the E gene 
(upE), and a confirmatory assay targeting open reading 
frames 1b (ORF 1b) or preferentially 1a (ORF 1a).

VIASURE MERS Coronavirus Real Time PCR Detection 
Kit is designed for the diagnosis of MERS Coronavirus 
in clinical samples. The detection is done in one step 
real time RT format where the reverse transcription 
and the subsequent amplification of specific target 
sequence occur in the same reaction well. The isolated 
RNA target is transcribed generating complementary 
DNA by reverse transcriptase which is followed by the 
amplification of aconserved region of the E gene (upE) 
(MERS Coronavirus 1), and the open reading frame 1a 
(ORF 1a) (MERS Coronavirus 2), using specific primers 
and a fluorescent–labelled probe.

 T H E  R E A L  O N E  S T E P  q P C R

MERS Coronavirus Real Time PCR Detection Kit
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Work FlowComponents
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STEP 1
Add 15 μl of

rehydration buffer
into each well

One-step rehydration of

wells and add your

extracted DNA

STEP 3
Load the strips into the
thermocycler and run
the specified protocol

STEP 2
Add 5 μl of DNA sample /

positive control /
negative control

STEP 4
Interpretate results

Figure 1. Dilution series of MERS Coronavirus 1 (107-101 copies/rxn) template run 
on the Bio-Rad CFX96 Touch™ Real-Time PCR Detection System (channel FAM).

Figure 2. Dilution series of MERS Coronavirus 2 (107-101 copies/rxn) template run 
on the Bio-Rad CFX96 Touch™ Real-Time PCR Detection System (channel FAM).

Analytical sensitivity

VIASURE MERS Coronavirus Real Time PCR Detection Kit has a detection limit
of ≥10 RNA copies per reaction (Figure 1 and 2).

Reagent/Material Description Colour Quantity

MERS Coronavirus 1
8-well strips

A mix of enzymes, primers-probes, 
buffer, dNTPs, stabilizers and Internal 
control in stabilized format

White 6/12 x 8-well 
strip

MERS Coronavirus 2
8-well strips

A mix of enzymes, primers-probes, 
buffer, dNTPs, stabilizers and Internal 
control in stabilized format

White 6/12 x 8-well 
strip

Rehydration Buffer Solution to reconstitute the stabilized 
product

Blue 1 vial x 1.8 mL

MERS Coronavirus
Positive Control

Non-infectious synthetic lyophilized 
cDNA

Red 1 vial

Negative Control Non template control Violet 1 vial x 1 mL

Water RNAse/DNAse free Water RNAse/DNAse free White 1 vial x 1 mL

Tear-off 8-cap strips Optical caps for sealing Wells during 
thermal cycling

Transparent 6/12 x 8-cap 
strip

Kit References

Reference Description

VS-MER106L VIASURE MERS Coronavirus Real Time PCR Detection Kit 6 x 8-well strips, low profile

VS-MER106H VIASURE MERS Coronavirus Real Time PCR Detection Kit 6 x 8-well strips, high profile

VS-MER112L VIASURE MERS Coronavirus Real Time PCR Detection Kit 12 x 8-well strips, low profile

VS-MER112H VIASURE MERS Coronavirus Real Time PCR Detection Kit 12 x 8-well strips, high profile



Pathogen and product description 

Lower respiratory tract disease accounts for, 
approximately, four million deaths annually 
worldwide. A wide variety of viruses can 

be held responsible for this, one of them being 
Coronaviruses, which belong to the Coronaviridae 
family.

They are directly related to diseases for the 
respiratory tract, gastrointestinal tract and 
central nervous system, being the most common 
symptoms the following: fever, digestive problems, 
rhinitis, pharyngitis, laryngitis, otitis, bronchitis, 
bronchiolitis, pneumonia or severe complications 
such as meningitis.

Common human Coronaviruses are the HCoV-229E, 
HCoV-OC43, HCoV-NL63 and HCoV-HKU1 strains. 
Their pathways of transmission are unclear, being 
air suspected as their main vehicle of transmission, 
even though they are known to be ubiquitous to the 
environment.

HCoVs are difficult to detect via common diagnosing 
methods, because they are normally codetected with 
other respiratory viruses, such as HRSV or influenzas, 
and there are minimal differences between strains 
regarding symptomatology.

VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 
Real Time PCR Detection Kit is designed for the 
diagnosis of Coronavirus 229E, NL63, OC43 and 
HKU1 strains in clinical samples. The detection 
is done in a one-step real time RT format where 
the reverse transcription and the subsequent 
amplification of the specific targeted sequence 
occur in the same reaction well. The isolated RNA 
target is transcribed generating complementary 
DNA by reverse transcriptase which is followed 
by the amplification of a conserved region of the 
nucleoprotein gene for strains 229E, OC43 and NL63 
and the replicase gene for strain HKU1 as targets, 
using specific primers and a fluorescent-labelled 
probes.

T E PE P qq PP CC R

Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit

Ficha Multiplex Coronavirus-ING.indd   1 02/09/18   09:58



Coorronnaavvirus 229E9E + NL63 + OCC4343 ++ HKU1 
RReeaall TTiime PCCRR Detectionn KKit

Work Flow

Kit References

Components

Reference Description

VS-COR106L VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 6 x 8-well strips, low profile

VS-COR106H VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 6 x 8-well strips, high profile

VS-COR112L VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 12 x 8-well strips, low profile

VS-COR112H VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 12 x 8-well strips, high profile

VS-COR113L VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 96-well plate, low profile

VS-COR113H VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit 96-well plate, high profile

Reagent/Material Description Colour Quantity

Coronavirus
229E + NL63 + OC43 + HKU1 
8-well strips

A mix of enzymes, primers-probes, buffer, 
dNTPs, stabilizers and Internal control in 
stabilized format

White 6/12 x 8-well strip

Rehydration Buffer Solution to reconstitute the stabilized 
product

Blue 1 vial x 1,8 mL

Coronavirus 229E + NL63 + 
OC43 + HKU1 Positive Control

Non-infectious synthetic lyophilized cDNA Red 1 vial

Negative Control Non template control Violet 1 vial x 1 mL

Water RNAse/DNAse free RNAse/DNAse free water White 1 vial x 1 mL

Tear-off 8-cap strips Optical caps for sealing wells during 
thermal cycling

Transparent 6/12 x 8-cap strip

CERTEST BIOTEC, S.L.
Pol. Industrial Río Gállego II, Calle J, Nº 1,
50840, San Mateo de Gállego, Zaragoza (SPAIN)
www.certest.es

STEP 1
Add 15 μl of

rehydration buffer
into each well

One-step rehydration of
wells and add your

extracted RNA

STEP 3
Load the strips into the
thermocycler and run
the specified protocol

STEP 2
Add 5 μl of RNA sample /

positive control /
negative control

STEP 4
Interpretate results

Analytical sensitivity

VIASURE Coronavirus 229E + NL63 + OC43 + HKU1 Real Time PCR Detection Kit has a 
detection limit of ≥ 50 RNA copies per reaction for Coronavirus NL63, HKU1 and OC43 (Figure 1, 2 and 3); 
and ≥ 10 RNA copies per reaction for Coronavirus 229E (Figure 4).

Figure 1. Dilution series 
of Coronavirus NL63 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (channel ROX).

Figure 2. Dilution series 
of Coronavirus HKU1 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (channel HEX).

Figure 3. Dilution series 
of Coronavirus OC43 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (channel Cy5).

Figure 4. Dilution series 
of Coronavirus 229E 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (channel FAM).

Amplification

Amplification

Cycles

Cycles

Amplification

Amplification

Cycles

Cycles

Ficha Multiplex Coronavirus-ING.indd   2 02/09/18   09:58



Pathogen and product description 

Influenza virus causes the majority of viral lower 
respiratory tract infections. People feel some or 
all of these symptoms: fever or feeling feverish/

chills, cough, sore throat, nasal stuffiness and 
discharge, myalgia, headaches and anorexia. The 
influenza viruses can be spread from person to 
person in two different ways: through the air (large 
droplets and aerosols from sneezing and coughing), 
and by direct or indirect contact.

Influenza A viruses has been classified into subtypes 
based on the combinations of the envelope 
proteins hemagglutinin (HA) and neuraminidase 
(NA). Currently, influenza A(H1N1) and A(H3N2) are 
the circulating seasonal influenza A virus subtypes. 
This seasonal A(H1N1) virus is the same virus that 
caused the 2009 influenza pandemic. Influenza 
A(H3N2) infection is associated with prolonged 
exposure to pigs at agricultural fairs. Besides, 
humans can also be infected with avian influenza 

virus subtypes A(H5N1) and A(H7N9) since their 
emergence in China in 2003 and 2013, respectively. 
Avian Influenza A(H7N9) virus spreads faster than 
H5N1 and commonly resulted in severe respiratory 
illness, although its mortality rate (20%) is lower 
than that attributed to H5N1 virus.

VIASURE Flu Tying II Real Time Detection Kit is 
designed for the diagnosis of Influenza A (H1N1)
pdm09, H3N2, H5N1 and/or H7N9 subtypes in 
clinical samples.The detection is done in one step 
real time RT format where the reverse transcription 
and the subsequent amplification of specific target 
occur in the same reaction well. The isolated RNA 
target is transcribed generating complementary 
DNA by reverse transcriptase which is followed 
by the amplification of the hemagglutinin gene 
for subtyping of Influenza A((H1N1)pdm09, H3N2, 
H5N1 and/or H7N9), using specific primers and a 
fluorescent-labelled probes.

Flu Typing II (H1N1, H3N2, H5N1 & H7N9) Real Time PCR Detection Kit

Ficha Multiplex Flu-II-ING.indd   1 06/07/17   19:55



Fluu TTyyppiinng II (H1N1N1, H3N2, H5NN11 && H7N9)

RReeaall TTiime PCCRR Detectionn KKit

Work Flow

Kit References

Components

Reference Description

VS-HXN106L VIASURE Flu Typing II Real Time PCR Detection Kit 6 x 8-well strips, low profile

VS-HXN106H VIASURE Flu Typing II Real Time PCR Detection Kit 6 x 8-well strips, high profile

VS-HXN112L VIASURE Flu Typing II Real Time PCR Detection Kit 12 x 8-well strips, low profile

VS-HXN112H VIASURE Flu Typing II Real Time PCR Detection Kit 12 x 8-well strips, high profile

VS-HXN113L VIASURE Flu Typing II Real Time PCR Detection Kit 96-well plate, low profile

VS-HXN113H VIASURE Flu Typing II Real Time PCR Detection Kit 96-well plate, high profile

Reference Reagent/Material Description Colour Quantity

VS-HXN1SL/
VS-HXN1SH

Flu Typing II
8-well strips

A mix of enzymes, primers-
probes, buffer, dNTPs, stabilizers 
and Internal control in stabilized 
format

White 6/12 x 8-well 
strip

VS-RB02 Rehydration Buffer Solution to reconstitute the 
stabilized product

Blue 1 vial x 1,8 mL

VS-HXN1C Flu Typing II 
Positive Control

Non-infectious synthetic 
lyophilized cDNA

Red 1 vial

VS-NC1 Negative Control Non template control Violet 1 vial x 1 mL

VS-H2O Water RNAse/DNAse 
free 

Water RNAse/DNAse free White 1 vial x 1 mL

VS-OCS Tear-off 8-cap strips Optical caps for sealing wells 
during thermal cycling

Transparent 6/12 x 8-cap strip

CERTEST BIOTEC, S.L.
Pol. Industrial Río Gállego II, Calle J, Nº 1,
50840, San Mateo de Gállego, Zaragoza (SPAIN)
www.certest.es

STEP 1
Add 15 μl of

rehydration buffer
into each well

One-step rehydration of

wells and add your

extracted RNA

STEP 3
Load the strips into the
thermocycler and run
the specified protocol

STEP 2
Add 5 μl of RNA sample /

positive control /
negative control

STEP 4
Interpretate results

Figure 1. Dilution series 
of Influenza A (H1N1)
pdm09 (107–101 copies/
rxn) template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (FAM channel).

Figure 2. Dilution series 
of Influenza A(H5N1) 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (HEX channel).

Figure 3. Dilution series 
of Influenza A(H3N2) 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (ROX channel).

Figure 4. Dilution series 
of Influenza A(H7N9) 
(107–101 copies/rxn) 
template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (Cy5 channel).

Analytical sensitivity

VIASURE Flu Typing II Real Time PCR Detection Kit has a detection limit of ≥ 10 RNA copies per reaction
for Influenza A (H1N1)pdm09, H3N2, H5N1 and H7N9 (figures 1 to 4).

Amplification

Amplification

Cycles

Cycles

Amplification

Amplification

Cycles

Cycles
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VIASURE Flu A, Flu B & SARS-CoV-2
Real Time PCR Detection Kit
VIASURE Flu A, Flu B & SARS-CoV-2 Real Time PCR Detection Kit is a real-time RT-PCR test 
designed for the qualitative detection of RNA from the Influenza A (Flu A), Influenza B (Flu B) 
and/or SARS-CoV-2 in nasopharyngeal and oropharyngeal swabs from individuals suspected 
of respiratory infections by their healthcare provider.

Coronavirus are enveloped non-segmented positive-sense RNA viruses and belong to 
Coronaviridae family.  Human-to-human transmission of the SARS-CoV-2 has been confirmed, 
even in the incubation period without symptoms, and the virus could cause severe respiratory 
illness like those SARS-CoV produced. 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. 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.

Influenza viruses belong to the Orthomyxoviridae family and cause the majority of viral lower 
respiratory tract infections. Influenza A and B are a significant cause of morbidity and mortality 
worldwide, considering that elderly and immunocompromised individuals are especially at 
risk of developing severe illness and complications such as pneumonia. People feel some 
or all of these symptoms: fever or feeling feverish/chills, cough, sore throat, nasal stuffiness 
and discharge, myalgia, headaches, and anorexia. The influenza viruses can be spread 
from person to person in two different ways: through the air (large droplets and aerosols from 
sneezing and coughing), and by direct or indirect contact.

Diagnosis can be problematic, as a wide range of pathogens can cause acute respiratory 
infections presenting with similar clinical syndromes. Real-time PCR assays have been shown 
to be a sensitive and specific diagnostic tool for the detection of Influenza A, Influenza B and 
SARS-CoV-2 viruses.

“Ready & Easy-to-use” kits.
Lyophilised product

Validated according to ISO 13485
and CE marked

Transport and storage at room temperature.
Shelf-life: 24 months
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VIASURE Flu A, Flu B & SARS-CoV-2 Real Time PCR Detection Kit is designed for the diagnosis of Influenza A (Flu 
A), Influenza B (Flu B) and/or SARS-CoV-2 in respiratory samples.

The detection is done in one step real time RT format where the reverse transcription and the subsequent 
amplification of specific target sequence occur in the same reaction well. The isolated RNA target is transcribed 
generating complementary DNA by reverse transcriptase which is followed by the amplification of a conserved 
region of the M1 gene for Flu A and Flu B, and two conserved regions of N gene (N1 and N2) for SARS-CoV-2 
using specifics primers and a fluorescent-labeled probe.

VIASURE Flu A, Flu B & SARS-CoV-2 Real Time PCR Detection Kit has a detection limit of 10 genome copies/rxn for 
Flu A, 40 genome copies/rxn for Flu B and 10 genome copies/rxn for SARS-CoV-2. (Figures 1, 2 and 3).

References - VIASURE Flu A, Flu B & SARS-CoV-2 Real Time PCR Detection Kit -

• 6 x 8-well strips, low profile  VS-ABC106L
• 6 x 8-well strips, high profile  VS-ABC106H  
• 12 x 8-well strips, low profile  VS-ABC112L
• 12 x 8-well strips, high profile  VS-ABC112H  
• 96-well plate, low profile  VS-ABC113L
• 96-well plate, high profile  VS-ABC113H
• 9 x 4-well strips, Rotor-Gene®  VS-ABC136  
• 18 x 4-well strips, Rotor-Gene®  VS-ABC172

VIASURE Flu A, Flu B & SARS-CoV-2 Real Time PCR Detection Kit

For more information and use procedure,
read the instructions for use included in this product.

Figure 1.
Dilution series of Flu A
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (FAM channel).

Figure 2.
Dilution series of Flu B
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (ROX channel).

Figure 3.
Dilution series of SARS-CoV-2
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (Cy5 channel).



M. tuberculosis complex + non-tuberculous mycobacteria

Tuberculosis is a contagious, chronic and granulomatous disease caused mainly by the 
specie M. tuberculosis. This disease was declared in 1993 as a “global health emergency” 
due to its magnitude as a public health problem.

Tuberculosis usually affects the lungs, but it can also affect other parts of the body such as 
the brain, kidneys or spine. Only people who suffer from pulmonary tuberculosis transmit 
the infection. Primary infection leads to active disease in approximately 10% of infected 
people and in 80% of cases in the period of two years. In the remaining 90%, the immune 
system controls the infection and the individual is not infectious or asymptomatic.

It is estimated that one third of the world population has latent tuberculosis; that is, these 
people are infected with the bacillus, but (still) have not become ill or can transmit the 
infection. In this clinical state, TB bacilli can remain inactive for years (latent TB). However, 
when the immune system weakens, the latent infection can be reactivated. In a person 
infected with HIV, the risk of reactivation of latent TB is more than 10% per year, compared 
to a lifetime risk of 10-20% for HIV negative people.

Mycobacteria are a group of microorganisms that constitute one of the most serious health 
problems worldwide. Three groups can be defined within the genus Mycobacterium:
1) Tuberculosis complex that produces tuberculosis and is formed by the species M. 
tuberculosis, M. bovis (including M. bovis BCG), M. africanum, M. microti, M. caprae, M. 
canettii, M. pinnipedii, M. mungi and M. suricattae;
2) M. leprae that produces leprosy;
3) Other non-tuberculous mycobacteria (NTM) of the Mycobacteria other than tuberculosis 
that are opportunistic and produce non-tuberculous symptoms with less pathogenic 
power.

The isolation of NTM is increasingly frequent and its differentiation from the M. tuberculosis 
complex is of great clinical and public health importance, since it defines the isolation of 
patients in special rooms of health centres and the study of patient contacts.

The symptoms of active tuberculosis will depend on where mycobacteria develop within 
the body. The general symptoms of tuberculosis include fatigue, weight loss, fever and 
night sweats. Active pulmonary tuberculosis can cause breathing difficulties, chest pain 
and bloody expectorations. The symptoms of tuberculosis in other parts of the body 
depend on the area or organ affected.

Over a year, a tubercular patient can infect
10 to 15 people through close contact.
If they do not receive the appropriate treatment,
up to two thirds of the tubercular patients die.

Multiplex
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VIASURE M. tuberculosis complex + non-tuberculous mycobacteria Real Time PCR Detection Kit is designed for 
the diagnosis of pulmonary Tuberculosis caused by M. tuberculosis or M. tuberculosis complex species and NTM 
infections caused by strains classified as non-tuberculous mycobacteria in clinical samples.

After DNA isolation, the detection of the genus mycobacterium is performed by the amplification of a region 
of the 16S rRNA, the detection of M. tuberculosis complex is performed by the amplification of the insertion 
sequences IS6110 and IS1081 and the detection and differentiation of M. tuberculosis specie is performed by the 
amplification of a fragment of the TbD1 region using specific primers and fluorescent-labeled probes.

Analytical sensitivity

VIASURE M. tuberculosis complex + non-tuberculous mycobacteria Real Time PCR Detection Kit has a detection 
limit of ≥10 DNA copies per reaction for the insertion sequences IS6110 and IS1081, the 16S rRNA and the TbD1 
region (Figures 1, 2 and 3).

VIASURE M. tuberculosis complex + non-tuberculous mycobacteria Real Time PCR Detection Kit contains in each 
well all the components necessary for real time PCR assay (specific primers/probes, dNTPS, buffer, polymerase) 
in a stabilized format, as well as an internal control to monitor PCR inhibition.

Two regions of the Insertion sequences IS6110 and IS1081 are amplified and detected in FAM channel, a 
fragment of the 16S rRNA is detected in ROX channel, a fragment of TbD1 region is amplified in Cy5 channel 
and the internal control (IC) is detected in HEX, VIC or JOE channel (depending on the equipment used select 
the proper detection channel, see Annex 2).

References.
VIASURE M. tuberculosis complex + non-tuberculous mycobacteria Real Time PCR Detection Kit:

  6 x 8-well strips, low profile VS-MTD106L  96-well plate, low profile  VS-MTD113L
  6 x 8-well strips, high profile VS-MTD106H   96-well plate, high profile VS-MTD113H
  12 x 8-well strips, low profile VS-MTD112L  9 x 4-well strips, Rotor-Gene® VS-MTD136
  12 x 8-well strips, high profile VS-MTD112H   18 x 4-well strips, Rotor-Gene® VS-MTD172

M. tuberculosis complex + non-tuberculous mycobacteria

Figure 1. Dilution series of Insertion 
sequences IS6110 and IS1081 (107-101 
copies/rxn) template run on the Bio-Rad 
CFX96™ Real-Time PCR Detection 
System (channel FAM).

Figure 2. Dilution series of 16S rRNA
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (channel ROX).

Figure 2. Dilution series of TbD1 region 
(107-101 copies/rxn) template run on 
the Bio-Rad CFX96™ Real-Time PCR 
Detection System (channel Cy5).

For more information and use procedure,
read the instructions for use included in this product.



Pathogen and product description 

Influenza virus causes the majority of viral lower 
respiratory tract infections. People feel some or all 
of these symptoms: fever or feeling feverish/chills, 

cough, sore throat, nasal stuffiness and discharge, 
myalgia, headaches and anorexia. The influenza 
viruses can be spread from person to person in two 
different ways: through the air (large droplets and 
aerosols from sneezing and coughing), and by direct 
or indirect contact.

Respiratory syncytial virus is a common contributor of 
respiratory infections causing bronchitis, pneumonia 
and chronic obstructive pulmonary infections in 
people of all ages. People often feel some or all 
of these symptoms: rhinorrhea, low-grade fever, 
cough, sore throat, headache and wheezing. RSV 
is transmitted via large nasopharyngeal secretion 
droplets from infected individuals, close contact, or 

self-inoculation after touching contaminated surfaces.

VIASURE Respiratory Viral Panel I Real Time Detection 
Kit is designed for simultaneous detection of Infuenza A,
Infuenza B and Respiratory Syncytial (RSV) viruses 
and subtyping of Influenza A (H1N1)pdm09, H3N2, 
H5N1 and H7N9 in respiratory samples from patients 
with signs and symptoms of respiratory viral infection.

The detection is done in one step real time RT format 
where the reverse transcription and the subsequent 
amplification of specific target occur in the same reaction 
well. The isolated RNA target is transcribed generating 
complementary DNA by reverse transcriptase which is 
followed by the amplification of a conserved region of 
the M1 gene for Flu A and Flu B and the N gene for 
RSV, as well as the hemagglutinin gene for subtyping of 
Influenza A ((H1N1)pdm09, H3N2, H5N1 and/or H7N9).

Respiratory Viral Panel I Real Time PCR Detection Kit
(Flu A, Flu B & RSV) + Flu Typing II (H1N1, H3N2, H5N1 & H7N9)
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Respiriraatorory y ViViral Panel I I RReal Time PCR DeDetetection Kit
(Flu A, , FlF u u BB & & RRSV) + Flu Typpiing II (H1N1, H3N2, HH5N1N1 & H7N9)

Work Flow

Kit References

Components

Reference Description

VS-RPA106L VIASURE Respiratory Viral Panel I Real Time PCR Detection Kit 
6 x 8-well strips, low profile

VS-RPA106H VIASURE Respiratory Viral Panel I Real Time PCR Detection Kit 
6 x 8-well strips, high profile

VS-RPA112L VIASURE Respiratory Viral Panel I Real Time PCR Detection Kit 
12 x 8-well strips, low profile

VS-RPA112H VIASURE Respiratory Viral Panel I Real Time PCR Detection Kit 
12 x 8-well strips, high profile

Reference Reagent/Material Description Colour Amount

VS-ABR1SL/
VS-ABR1SH

Flu A, Flu B & RSV
8-well strips

A mix of enzymes, 
primers-probes, buffer, 
dNTPs, stabilizers 
and Internal control in 
stabilized format

White 3/6
x 8-well 
strip

VS-HXN1SL/
VS-HXN1SH

Flu Typing II
8-well strips

A mix of enzymes, 
primers-probes, buffer, 
dNTPs, stabilizers 
and Internal control in 
stabilized format

White 3/6
x 8-well 
strip

VS-RB02 Rehydration Buffer Solution to reconstitute 
the stabilized product

Blue 1 vial
x 1,8 mL

VS-RPO1C Respiratory Viral 
Panel Positive 
Control

Non-infectious synthetic 
lyophilized cDNA

Red 1 vial

VS-NC1 Negative Control Non template control Violet 1 vial
x 1 mL

VS-H20 Water RNAse/DNAse 
free 

Water RNAse/DNAse 
free

White 1 vial
x 1 mL

VS-OCS Tear-off 8-cap strips Optical caps for sealing 
wells during thermal 
cycling

Transpa-
rent

6/12
x 8-cap 
strip

CERTEST BIOTEC, S.L.
Pol. Industrial Río Gállego II, Calle J, Nº 1. 50840, San Mateo de Gállego. Zaragoza (SPAIN)

www.certest.es

STEP 1
Add 15 μl of rehydration buffer into each well

One-step rehydration of wells and add your extracted RNA/DNA

STEP 3
Load the strips into
the thermocycler
and run the
specified protocol

STEP 2
Add 5 μl of RNA/DNA
sample / positive control
/ negative control

STEP 4
Interpretate results

Analytical sensitivity

VIASURE Respiratory Viral Panel I Real Time PCR Detection Kit

has a detection limit of ≥ 50 RNA copies per reaction for H5N1 (Figure 1)

and ≥ 10 RNA copies per reaction for Flu A, Flu B, RSV, (H1N1)pdm09,

H3N2 and H7N9 (Figures 2, 3, 4, 5, 6 and 7).

Figure 1. Dilution series of 
Influenza A (H5N1) (107–101

copies/rxn) template run on 
the Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (Multiplex reaction mix 
Flu Typing II, HEX channel).

Figure 2. Dilution series of 
Influenza A (107–101 copies/
rxn) template run on the 
Bio-Rad CFX96 Touch™
Real-Time PCR Detection System 
(Multiplex reaction mix Flu A, 
Flu B & RSV, FAM channel).

Figure 3. Dilution series of 
Influenza B (107–101 copies/
rxn) template run on the 
Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection System 
(Multiplex reaction mix Flu A, 
Flu B & RSV, ROX channel).

Figure 4. Dilution series of 
RSV (107–101 copies/rxn) 
template run on the Bio-Rad 
CFX96 Touch™ Real-Time 
PCR Detection System 
(Multiplex reaction mix Flu A, 
Flu B & RSV, Cy5 channel).

Figure 5. Dilution series of 
Influenza A(H1N1)pdm09
(107–101 copies/rxn) 
template run on the Bio-Rad 
CFX96 Touch™ Real-Time 
PCR Detection System 
(Multiplex reaction mix Flu 
Typing II, FAM channel).

Figure 6. Dilution series of 
Influenza A(H3N2) (107–101

copies/rxn) template run on 
the Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (Multiplex reaction mix 
Flu Typing II, ROX channel).

Figure 7. Dilution series of 
Influenza A(H7N9) (107–101

copies/rxn) template run on 
the Bio-Rad CFX96 Touch™ 
Real-Time PCR Detection 
System (Multiplex reaction mix 
Flu Typing II, Cy5 channel)el)el)el).
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