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Detection of Mycoplasma in Cell Cultures

e PCR-based kits for testing cell cultures and biopharmaceuticals

e Venor®GeM for agarose gel evaluation
launched in 2000 s
recommended by the WHO

easy usage and highly robust design

more than 100x cited in publications

first accepted in 2002 by the Bavarian regulatory authorities for in process and direct end product testing

e VenorPGeM-qEP for real-time PCR
launched in 2006
09.2007: validated according Eur. Ph. 2.6.7, 5.8 #
04.2008: first accepted by a regulatory body u.»:r-‘*'.’f'f"
07.2008: CE-IVD marked and used for release of chondrocytes prior transplantation 5=

03.2010: listed in more than 20 manufacturing permits
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Venor®GeM-qEP design

» specific probes for M. species, M. pneumoniae, and A. laidlawii to achive
highest sensitivity and robustness

* internal run control included
« open plattform application: 2 kit versions fit most cycler
« external run control spike for full process verification

« closed system for reduced risk of false-positives due to amplicon ng::fé;‘;:‘;;": | B B

contamination LightCycler® 1.5
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