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MycoSHENTEk® Mycoplasma DNA detection assay has been fully validated with reference to the Chinese 

Pharmacopoeia ‹9201›, the European Pharmacopoeia Chapter 2.6.7 and the Japanese Pharmacopoeia XVII. 

With a validated sensitivity of 10 CFU/mL, the 2G (2nd generation) kit is capable of detecting a wide variety of 

Mycoplasma species in complex matrices to replace compendial methods. (The NAT test system must be 

shown to detect 10 CFU/mL as an alternative to the culture method, or to detect 100 CFU/mL as an alternative to 

the indicator cell culture method.)

Each tube of sensitivity standard contains 10 CFU or 100 CFU of 

inactivated mycoplasma, which can be used safely and reliably in 

the NAT methods. The colony forming unit (CFU) determined by 

the culture method and the genomic copy (GC) number by dPCR 

quantitation, are provided in the Certificate of Analysis for each 

lot. It cannot be used for culture method due to mycoplasma 

inactivation. The standard solution or the matrix spike are 

intended for validating sensitivity, specificity, robustness.

Each Mycoplasma gDNA standard contain genomic DNA extracted 

from defined species with GC (Genome copy) calibrated at 1×108 

copies/μL concentration. They can be used safely and reliably as 

quantitative controls. The desired concentration is obtained by 

serial dilution with DNA dilution bu�er. They are intended for 

quantitation, calibration, assessment of assay sensitivity, 

specificity and robustness.
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Good consistency of assay performance on di�erent qPCR instruments (e.g. SHENTEK-96S, ThermoFisher ABI 7500, 

Bio-Rad CFX-96, Roche LightCycler 480, etc.)
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