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The most versatile Real-Time PCR assay to efficiently
detect Bordetella DNA in Nasopharyngeal Secretions
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g Argene offers a new solution to diagnose Bordetella pertussis and Bordetella parapertussis.

® The kit is a complete Real-Time PCR IVD assay which detects B. pertussis
specifically as well as other Bordetella strains (B. holmesii, B. bronchiseptica) that contain
the 1S481 region.

® The Bordetella parapertussis r-gene™ assay is a ready-to-use primers/probe set which detects
B. parapertussis specifically as well as other Bordetella strains that contain the 1S1001 region.

° assay is released as a CE IVD marked product under the
European Directive on In Vitro Diagnostic Medical Devices:
- CE marked with the major extraction and Real-Time PCR systems.
- optimized and clinically validated on Nasopharyngeal Secretions and Sputum samples.

® Delivers highly accurate and consistent test results from extracted samples within 1hr 30min.

® Rapid DNA typing test for Bordetella diagnosis:
- better specificity than serologic methods;
- higher sensitivity than traditional bacterial cultures.

® The controls provided with the kit are designed to monitor the entire process:
- the Internal Control provided checks the process from extraction to amplification.

- it controls the efficiency of the extraction step (especially the lysis), the yield of DNA recovery
and detects the presence of PCR inhibitors for each sample.

- the Internal Control (IC2) provided is added into the sample before the extraction and detected in the

same tube as the targeted bacterial gene.
- a Positive control and Negative control are also included in the kit to validate the results.

® Provides the benefit to differentiate between B. pertussis and B. parapertussis.

® No cross-reactivity was observed with other respiratory bacterial agents.

o uses 5’ nuclease technology (TagMan probes) as the basis for the
Real-Time PCR. This kit is fully licensed.

- provides a valuable alternative to the classical serology and cell culture methods for
the clinical management of patients with Bordetella infections.

- allows the differentiation between the serological response after vaccination as well as
the response caused by a pathogen.



Format: 60 tests

Includes: ° DNA Extraction Kit (Ref.: 67-000) - Number of extractions: 50
Bordetella R-gene™ Real-Time PCR Kit (Ref. : 69-011B) - Number of tests: 60

Content of the Real-Time PCR kit: Number of tests: 60 reactions

wOo Water for extraction (molecular grade) 18 extraction series
1C2 Internal Control 2 60 extractions

RO Water for amplification (molecular grade) 30 reactions

PC11 Bordetella Positive Control 30 reactions

R11  Bordetella and IC2 Amplification premix 60 reactions
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Sample interpretation

[cT e samplel| < [cT 1ic wop] + 2
and
final fluorescence [IC Sample] = 70% final fluorescence [IC WO0]

The sample is correctly extracted
and doesn’t contain inhibitory agents of amplification.
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Other Argene DNA bacterial detection assays:
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For more information,

A ARGEN E ‘ =\ contact your Argene representative or visit our website at
www.argene.com

PARC TECHNOLOGIQUE DELTA Sub ® 09120 VARILHES ® FRANCE
: +33 (0) 561 69 61 00 @ Fax: +33 (0) 5 61 69 61 01

WEeB SITE: http://www.argene.com - E.MalL: infotech@argene.com
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VIA FRATELLI CERVI, RES. DEL POGGIO ® 20090 SEGRATE-MI2 (MI) ® ITALIA
TeL.: +39 02 21711312 o Fax: +39 02 21711581

Wes SITE: http://www.argene.com/italia - E.MaIL: info.italia@argene.com
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ARGENE Inc. “\

198 NORTH QUEENS AVENUE ® NORTH MASSAPEQUA ® NY 11758 e USA
TeL.: +1 (516) 795-5583 o Fax: +1 (516) 795-4949

WeB SITE: http://www.argene.com/usa - E.MAIL: argeninc@argene.com )

Argene manufactures its reagents in compliance with cGMP and 1SO13485 for optimal product quality and consistent results. Argene has entered into a license agreement covering real-time PCR
technology with F.Hoffman-La Roche Ltd and Roche Molecular Systems, Inc. Therefore the purchase of these products grants the purchaser rights under certain Roche patents (among others
under the so-called 5’ Nuclease Detection patents and Chemically-Modified Hot Start Enzymes patents) to use them solely for human in vitro diagnostic testing services. No general patent or
other license of any kind other than this specific right of use from purchase is granted hereby by Argene.
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