
Robert Pennington - stock.adobe.com

Solutions and Quality Control for Medical Products | CETA at MEDICA 2025, 17.- 20.11.2025, Düsseldorf  
Visit CETA in Hall 3, Stand C80 | Joint community booth of the state of North Rhine-Westphalia

11 / 2025Newsletter 53

CETA Testsysteme GmbH – Profile and test device programm
CETA Testsysteme GmbH has been developing and ma-
nufacturing industrial leak and flow testers “Made in 
Germany” for more than 35 years. Compressed air is used 
as the test medium. The test devices are integrated into 
production lines for 100% routine testing of components. 
Several thousand CETA testers are used worldwide in 
production lines for quality control. 
The range of test devices is completed by calibrati-
on standards and suitable accessories for integrating 
the test devices into test stands. All CETA test devices 

and calibration standards are de-
livered with an accredited and 
internationally recognised calib-
ration certificate at no extra char-
ge (compliant with DIN EN ISO / 
IEC 17025). In addition, the test 
devices come with a 3-year  
warranty with annual maintenance, 
which can be extended to 5 years.

Dear readers,

CETA will be exhibiting at  
MEDICA 2025, the world's 
largest trade fair for medical 
technology. See us at joint 
community booth of the sta-
te of North Rhine-Westphalia,  
Hall 3, Booth C80. 
In this newsletter, we present 
test procedures as well as  
typical solutions in the routine 
testing of medical devices. 

Günter Groß
Managing Director
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Lecture	 Practical demonstration  

Leak and Flow Testing of Medical Devices in the  
Manufacturing Process

Dr. Joachim Lapsien, Head of Product Marketing

Table-top test station for leak testing of a  
sealed product using the differential pressure  
leak test device CETATEST 825 

Experts of CETA Testsysteme GmbH

Date 19.11.2025, 1:00 - 1:30 p.m. Date 17. - 20.11.2025, full day

Location Stage program 
NRW community stand 
Hall 3, booth C80

Location CETA booth
NRW community stand 
Hall 3, booth C80

Leak test and flow test in theory and practice at MEDICA 2025
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Challenge Problem Solution

Very small volumes and 
small leakage rates

Reliable detection of defective parts.
Many medical products (cannula adapters, 
Luer connections, microfluidic assemblies) 
have very small volumes.

Selection of suitable testing technology in terms 
of sensitivity and resolution.
For very small test volumes, compressed air as 
the test medium can be used to detect leakage 
rates down to 10-4 mbar*l/s.

Short cycle times Production cycle requires short testing 
times.

Use of several parallel test stands if the test 
cannot be carried out within one production 
cycle. 

Complex geometries and 
test parts adaptations

Complex components require special test 
part adaptations.

Product-specific test adapters are generally 
used.

Environmental conditions 
(temperature, vibration)

Measurement results can be falsified by 
temperature or vibrations.

Vibration-free design of the test stand and 
shielding against external influences.

Material durability Plastics, elastomers, or coated surfaces 
may change their sealing properties after 
sterilisation (e.g. steam, e-beam).

These aspects must be taken into account in 
particular during product development and 
material selection.

Regulatory requirements and 
documentation

High approval requirements, testing 
processes must be validatable and 
reproducible.

Industrial interfaces for data acquisition and 
transfers (traceability)

 

Why leak and flow testing is so important in medical technology
Medical products must function reliably under real-world conditions.  

Small leaks or unwanted permeabilities can
	� compromise sterility (contamination due to the ingress of germs or liquids).
	� impair the dosing accuracy of infusion and injection systems (incorrect flow rates).
	� lead to malfunctions of tubes, valves, connectors, electronic devices, and display units.

Leak and flow tests are therefore an integral part of 100% final inspection and validation of production processes. 
This allows defective products to be detected at an early stage, reduces recall risks, and supports compliance with 
regulatory requirements.

Typical medical devices for which leak and flow testing is essential
Examples of medical products that have already been successfully tested with CETA test devices:
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CETA practical tip: Challenges, problems, and solutions in the testing of medical products

	� Luer connectors, plug-in systems, connectors
	 Leaks lead to loss of sterility or incorrect medication 	
	 administration.

	� Infusion tubes / catheter connections 
	 Flow testing ensures correct flow rates and detects 	
	 partially blocked channels.

	� Syringe bodies and pistons
	 Tightness and sliding behavior must be tested to 	
	 guarantee dosing accuracy.

	� Disposable filters and membrane components  
e.g. respiratory systems

	 Testing for permeability and defined  
	 flow characteristics.

	� Small-volume housings  
and connecting compo- 
nents e.g. pump heads

	 Functional reliability  
	 with complex geometries.


