
Mycoplasma 
Testing for
Safe Biopharma’s

In-process and QC release 
testing of cell-based 
products

Compliant with revised 
EP 2.6.7 (12.2), USP <63>, 
USP <77> draft and JP G3

Time-to-result < 4 hours

Easy handling and data 
interpretation

Highest sensitivity through 
reverse transcriptase PCR

PCR precision.
Full compliance.
Effortless workflow.



Mycoplasma testing is a critical quality attribute 
for cell therapy products, or other cell culture 
derived samples. The European Pharmacopeia 
(EP) requires a validated test method for releasing 

such products. Since conventional growth-based 
methods take up to 28 days, exceeding the shelf 
life of many biologicals, there is a strong demand 
for rapid, growth-independent tests. 

A revised version of EP chapter 2.6.7 (Issue 
12.2) will enter into force on April 01, 2026. 
This revision sets new standards for PCR-based 
mycoplasma testing, as it recognizes nucleic 
acid amplification technique (NAT) methods 
as standalone assays with a defined detection 

With our updated product portfolio, we offer reli-
able and validated solutions for rapid mycoplasma 
detection that meet the new EP regulations as 

threshold of 100 GC/ml. This allows validation 
to be performed with 100 GC/ml instead of the 
traditional 10 CFU/ml. In addition, the use of an 
external positive control with a defined concen-
tration will become mandatory.

25 years of Mycoplasma PCR expertise you 
can trust – guiding you through the new EP 
regulation with ease.

A simple two-step process ensures a user-friendly 
and efficient workflow.

European Pharmacopeia sets new standards…

1. Nucleic acid extraction

2. PCR

…and we help you implement them

Time-to-
result: < 4 

hours

well as the current USP and JP guidelines. Rely on 
our comprehensive primary validation and move 
straight into routine testing with confidence.

   	Efficient recovery of fragile mycoplasma  
	 DNA/RNA
   	Manual extraction (magnetic rack) or auto- 
	 mated extraction (e.g. KingFisher™ Flex)

Venor® Mycoplasma Extraction is a magnetic 
bead based extraction kit designed to capture 
nucleic acids of mycoplasma from complex matri-
ces. An option for automation reduces hands-on 
time to a minimum.
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in the mycoplasma genome and thus detecting 
>130 Mollicutes species, including viable but 
nonculturable organisms. 

Venor® Mycoplasma PCR kits are reverse 
transcriptase (RT) PCR assays that amplifies 
the highly conserved 16S rRNA coding region 



A range of Mycoplasma reference standards 
supports your product-specific validation and 
serves as reliable external positive control

Venor® Mycoplasma Extraction and Venor® Mycoplasma PCR kits 
have been comprehensively validated. A report on the manufacturer’s 
validation is available upon request.

Venor® Mycoplasma gelPCR Venor® Mycoplasma qPCR Venor® Mycoplasma dPCR

Conventional PCR Real-time PCR Digital PCR

•	 Ready-to-use mastermix •	 Ready-to-use mastermix
•	 Compatible with common  

qPCR cycler

•	 Ready-to-use primer/probe mix
•	 Compatible with common 

dPCR/ddPCR™ devices and 
mastermixes

Compliance

•	 EP 2.6.7 (revision in Issue 12.2)
•	 USP <63>, USP <77> draft
•	 JP G3

Control Concept

•	 Integrated internal control RNA functions as process control and helps to rule out false-negative 
results due to PCR inhibition

•	 Integrated positive control functions as PCR assay control
•	 Note: External quantified positive control is not included. 100GC® or 10CFU® Mycoplasma 

Standards are recommended

Benefits

 Highest sensitivity due to detecting RNA and DNA through RT-PCR
 Time-to-result < 3 hours 
 LOD: ≤ 10 CFU/ml and ≤ 100 GC/ml
 TaqMan™ probes ensure high specificity

100GC® Mycoplasma 
Standards

10CFU® Mycoplasma 
Standards

100CFU® Mycoplasma 
Standards

What? •	100 genome copies 
(quantified by dPCR)

•	Non-infectious
•	Available for 10 relevant 

Mollicutes species

•	10 CFU irreversibly  
inactivated mycoplasma

•	GC:CFU ratio <10 (GC con-
tent quantified by dPCR) 

•	Available for 10 relevant 
Mollicutes species

•	100 CFU irreversibly 
inactivated mycoplasma

•	GC:CFU ratio <10 (GC con-
tent quantified by dPCR) 

•	Available for 10 relevant 
Mollicutes species

What 
for?

•	Product-specific test for 
inhibitory substances ac-
cording to revised EP 2.6.7 
and upcoming USP <77>

•	Can be used as external 
positive control

•	Product-specific test for 
inhibitory substances ac-
cording to revised EP 2.6.7 
and upcoming USP <77>

•	Can be used as external 
positive control

•	Spiking of larger sample 
volumes

•	Matrix-specific validation 
according to USP <63>

 EP 2.6.7
 USP <63>

 USP <77> draft
 JP G3

The perfect match for your lab



Product Content Cat.No.

Venor® Mycoplasma Extraction 10 extractions
100 extractions

56-3010
56-3100

Venor® Mycoplasma qPCR 25 reactions
100 reactions

111-9025
111-9100

Venor® Mycoplasma gelPCR 25 reactions
100 reactions

111-1025
111-1100

Venor® Mycoplasma dPCR 35 µl primer/probe mix
4 x 35 µl primer/probe mix

111-0001
111-0002

100GC® Mycoplasma Standard
3 vials with 100 GC/vial

Mycoplasma arginini 
Mycoplasma orale
Mycoplasma gallisepticum
Mycoplasma pneumoniae
Mycoplasma synoviae
Mycoplasma fermentans
Mycoplasma hyorhinis
Acholeplasma laidlawii
Spiroplasma citri
Mycoplasma salivarium

104-1001
104-2001
104-3001
104-4001
104-5001
104-6001
104-7001
104-8001
104-9001
104-1101

10CFU® Mycoplasma Standard
3 vials with 10 CFU/vial

Mycoplasma arginini 
Mycoplasma orale
Mycoplasma gallisepticum
Mycoplasma pneumoniae
Mycoplasma synoviae
Mycoplasma fermentans
Mycoplasma hyorhinis
Acholeplasma laidlawii
Spiroplasma citri
Mycoplasma salivarium

105-1001
105-2001
105-3001
105-4001
105-5001
105-6001
105-7001
105-8001
105-9001
105-1101

100CFU® Mycoplasma Standard
3 vials with 100 CFU/vial

Mycoplasma arginini 
Mycoplasma orale
Mycoplasma gallisepticum
Mycoplasma pneumoniae
Mycoplasma synoviae
Mycoplasma fermentans
Mycoplasma hyorhinis
Acholeplasma laidlawii
Spiroplasma citri
Mycoplasma salivarium

106-1001
106-2001
106-3001
106-4001
106-5001
106-6001
106-7001
106-8001
106-9001
106-1101

Quantification Standards
(bacteria and fungi)

1 vial with 1x108 genomes 
(bacteria) or 1 vial with 1x106 
genomes (fungi)

52-xxxx

Venor® Bacteria 25 reactions
100 reactions

12-2025
12-2025   

Venor® Fungi 25 reactions
100 reactions

12-4025 
12-4025

Venor® dFlex Bacteria Fungi 3 vials withprimer/probe mix 12-7000

PCR Clean™ Spray/Wipes
DNA decontamination reagent

250 ml spray bottle
50 wipes in dispenser box

15-2025
15-2001

Mycoplasma Off™ Spray/Wipes
Surface disinfectant

1l spray bottle
50 wipes in dispenser box

15-1000 
15-1001

How to order
Phone: 	 +49 30 200 04 37-0
E-mail: 	 order@minerva-biolabs.com
Internet: 	 www.minerva-biolabs.com

Minerva Biolabs GmbH 
Schkopauer Ring 13 · 12681 Berlin, 
Germany

Disclaimer: Venor, 100GC, 10CFU, and 
100CFU are registered trademarks. PCR 
Clean and Mycoplasma Off are trademarks 
of Minerva Biolabs GmbH. The third-party 
brands (KingFisher, TaqMan) are not affiliated 
with our company and are the property of 
their respective rights holders. 

The packaging may differ from the original.
Subject to change without notice.
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Link to the Newsletter

Subscribe
and stay up

to date!

Additional / Related Products


