microproof®

Hygiene Screening System
Hybridization Probes (LC 2.0)

Easy. Fast. Safe.
BIOTECON Diagnostics’ microproof® Kits

Best Specificity
100% Inclusivity

BIOTECON Diagnostics’ microproof Hygiene Screening System was developed
to meet the need for a fast, easy and specific hygiene monitoring method for the pharmaceutical industry. Since 2004, the usage of more accurate and specific tests has
been recommended by the European Pharmacopoeia (E.P., Chapters 5.1.6 and 2.6.1)
and by the FDA Aseptic Guideline with reference to molecular biological methods,
because many of the conventional methods are time-consuming and often show a
limited accuracy.
®

The microproof® Hygiene Screening System is based on real-time PCR technology
and allows the detection of Staphylococcus, Micrococcus and Corynebacterium within a single PCR reaction. A survey with several pharmaceutical companies revealed
that up to 80% of the microorganisms isolated from samples derived from the pharmaceutical environment (personnel, air & surface) belong to these three genera.
Easy: Very few work steps and hands on
time. Convenient handling and easy interpretation of results.

Accurate: Highest specificity and
sensitivity due to NAAT (Nucleic Acid
Amplification Technology).

Fast: Time-to result in only 75 minutes.
Total time saving of up to 2 days in comparison to conventional microbiology.

Licensed: Fully licensed technology
(Roche Diagnostics LightCycler).

Safe: Reduced risk of cross-contamination.

Compliant: CFR part 11 compliant.

147 Staphylococcus isolates
from 32 species
110 Micrococcus isolates
from 16 species
73 Corynebacteria from 28
species

100% Exclusivity
113 isolates from 79 Grampositive species
32 Gram-negative species
2 yeasts were tested for
validation

External validation
Almost 4,000 isolates (inclusivity
and exclusivity strains) were
tested during a ring trial (see next
page) and by the cooperation
partner Bayer Pharma AG in
Berlin, Germany

Analysis Results in 2,5 h
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Interlaboratory Study
An interlaboratory study with 8 pharmaceutical companies revealed that the microproof® Hygiene Screening System showed a higher accuracy compared to several conventional routine methods. By using the m
 icroproof® Hygiene Screening System 99%
of the organisms were correctly classified. By using conventional methods 90.2% of the
positive samples and 83.3% of the negative samples were correctly classified by the
participants of the ring trial.

Hygiene Screening System
R 300 31
A 500 01
S 400 10

microproof® Hygiene Screening System (LC 2.0)
Enzyme Mix (Taq Polymerase/UNG)
Suspension Buffer

Matrix
Single colonies from all kind of
monitoring plates (agar plates,
RODAC, air sampler etc.)

Sample Preparation
The Suspension Buffer allows
the easy extraction of DNA of
the three genera Staphy-		
lococcus, Micrococcus and
Corynebacteria within 5 min.

Instrument Compatibility
LightCycler 2.0 (Roche
Diagnostics)
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Storage at -15 °C to -25 °C
96 Reactions with a final volume of 20 µl
foodproof® is a registered trademark of BIOTECON Diagnostics.
The above mentioned real-time PCR instruments are registered trademarks of their respective holders.
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