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Validation & Compliance

Mixed Load Cycles must be meticulously developed and validated to 
ensure compatibility between materials and to guarantee uniform 
sterilization across the entire load. This requires advanced equipment 
capable of adjusting parameters such as temperature, pressure, and 
cycle duration.



Regulatory frameworks provide the foundation for this validation:



ISO 11135: Sterilization of healthcare products, EO: requirements for 
development, validation, and routine control of EO sterilization 
processes.



The standards ensure that sterilization cycles, whether moist heat or 
EO, are performed with reproducible, documented evidence of sterility.

At Medistri, we help healthcare and pharmaceutical manufacturers 
ensure the sterility of their products through validated processes that 
combine efficiency with the highest standards of safety.



For small Medical Device manufacturers, mixed Load Cycles is one of 
these approaches, allowing different types of instruments and 
materials to be sterilized together within a single cycle.



This method not only reduces processing time but also ensures that 
critical equipment is available when needed, supporting both 
operational efficiency and patient safety.



What Are Mixed Load Cycles?

Unlike traditional cycles designed for a single type of load, Mixed Load 
Cycles accommodate a variety of instruments and materials in the 
same chamber. Medical Devices, Surgical instruments, and selected 
plastics, for example, can be sterilized together, provided the process 
is properly validated to meet stringent regulatory requirements.



By enabling flexibility in load configuration, Mixed Load Cycles help 
optimize resources and minimize downtime in manufacturing, and 
healthcare supply chains.



Mixed vs. Unique Load Cycles

While Mixed Load Cycles bring efficiency by grouping different 
materials together, Single Load Cycles are essential for items requiring 
highly specific conditions. 



Both approaches, when validated, ensure compliance and safeguard 
the performance of medical devices.



Medistri’s Expertise

Our sterilization facility combines state-of-the-art infrastructure with a 
validated framework for Mixed Load Cycles. Medistri’s team supports 
you in developing sterilization strategies that reduce downtime, 
optimize workflows, and meet international regulatory requirements, 
ensuring that your devices reach patients safely and on time.



Learn more about Mixed Load Cycles on our website here or contact 
our team at contact@medistri.com.
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