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ISO 13485 certification confirms that all relevant processes are 
clearly defined, comprehensively documented, and consistent-
ly implemented. It provides the foundation for the development 
and production of solutions used in sensitive and regulated  
applications.
 
Particularly in medical environments, reliability, safety, and  
consistent quality are essential. ISO 13485 ensures that these  
requirements are maintained throughout the entire process chain, 
from material selection and manufacturing to final application.
 
For our customers, this means a high level of confidence and  
security. Products and solutions can be developed and manu-
factured under controlled conditions, ensuring compliance with  
demanding regulatory requirements.
 
With this certification, CCL Design Stuttgart strengthens its  
position as a reliable partner for innovative medical technology 
solutions and creates the foundation for future developments in a 
demanding market.
 
The implementation of ISO 13485 at the Nufringen site was  
achieved as a project through close collaboration between  
development, sales, production, and quality management. This 
resulted in an integrated system that reliably meets both technical 
requirements and regulatory standards.

Benefits of ISO 13485 Certification for Our Customers

•	 Clearly defined and documented processes
•	 High traceability throughout all manufacturing steps
•	 Reliable implementation for regulated applications
•	 Reduced production risks
•	 A dependable foundation for collaborative projects 

ISO 13485  
CERTIFICATION
With the successful ISO 13485 certification, CCL  
Design Stuttgart in Nufringen meets the internatio-
nally recognized requirements for quality manage-
ment systems in the medical device industry.
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Printed electronics open up new possibilities for integrating 
functionality directly into a printed product. This creates solutions 
in which material and function merge into a single system.

The potential of functional products becomes particularly evident in 
modern wound care. In the active wound dressing developed by Coldplas-
matech, the functionality is not generated by external components but is 
integrated directly into the wound dressing itself. This enables the gene-
ration of medically applicable CPT® cold plasma, which supports wound 
healing, provides antimicrobial eff ects, and can be used for both chronic and 
complex acute wounds.

In close collaboration with Coldplasmatech, CCL Design Stuttgart realizes the 
printed conductive structures for this application.

At the core of the solution is a flexible conductive circuit integrated into a multilay-
er film construction. It ensures that an electric field can be precisely guided and 
applied within the wound dressing. As a result, a conventional wound dressing be-
comes a functional system that actively contributes to the wound healing process.

The requirements for this solution are demanding. The structure must remain 
flexible, withstand mechanical stress, and operate safely in direct contact with the 
patient environment.

At the same time, implementation requires precise coordination of materials, 
printing processes, and converting technologies. Only then can a system be 
achieved that performs reliably and consistently.

Production is carried out using precise printing and converting processes. Multiple 
functional layers are combined to create a stable, flexible, and high-performance 
overall system.

Through lamination, the structures are protected and integrated into the overall 
functionality of the wound dressing.

This application demonstrates the potential of printed electronics. Functional 
elements can be integrated directly into labels, opening up new possibilities.

PRINTED 
ELECTRONICS 
IN WOUND CARE
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Quality is an important product characteristic. In addition 
to conventional testing methods, intelligent materials are 
increasingly being used to make conditions visible and 
traceable. One targeted solution is the use of pressure-
sensitive inks that are integrated into a label to evaluate 
mechanical impacts.
 
Unlike conventional testing methods, the evaluation takes 
place directly during application. This provides immedia-
te visual feedback without the need for additional testing 
equipment. A clearly defined mechanical load is required 
for reliable performance.

Pressure-sensitive inks respond to mechanical force with 
a defined color change. This requires uniform pressure 
to be applied across the label surface. In its initial sta-
te, the surface remains unchanged. Once the specified 
pressure level is reached, a homogeneous color transiti-
on occurs. This change is permanent and clearly visible, 
enabling visual assessment without additional measu-
ring technology.

The pressure-sensitive layer is applied using rotary screen 
printing. This process allows precise control of layer 
thickness and ensures high reproducibility in industrial-
scale production. The pressure-sensitive coating is subse-

quently protected by a laminate, creating a robust inspec-
tion feature that can be integrated into existing labeling 
concepts.

The system is designed individually for each application. 
Expected pressure ranges and material properties are  
taken into account to ensure reliable and reproducible 
performance.

Potential applications exist wherever a defined surface 
pressure needs to be evaluated.

Benefits at a Glance 

•	 Visual evaluation without additional tools
•	 Clearly defined color change under suitable  

pressure conditions
•	 Reproducible implementation in industrial  

manufacturing processes
•	 Integration into existing labeling concepts

 
The targeted use of pressure-sensitive inks enables a 
clearly defined color change in response to surface  
pressure. Combined with industrial printing proces-
ses, this creates a reproducible and easily integrated  
inspection element.

PRESSURE CAUSES A COLOR CHANGE
Pressure-sensitive labels combine identification and functionality within a single system. Color 
changes make defined mechanical loads visible.

Imprint:  www.ccl-design-stuttgart.com/impressum


