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% Medistri's Medical Device Regulation

The MDR (Medical Device Regulation) certification Although MDR is an EU regulation, its influence

for sterile Kits refers to the regulatory requirements extends beyond Europe. Manufacturers from around

that apply to the manufacturing, distribution, and use the world must comply with MDR to access the

of medical devices, including sterile kits, within the -uropean market, one of the largest for medical

Furopean Union. Sterile kits often consist of a devices. As a result, global manufacturers have

combination of medical devices, instruments, or adapted their processes and quality systems to meet

other items assembled into a single product for MDR standards, impacting the entire medical device

medical procedures. It sets forth requirements for industry.

the design, manufacture, and distribution of medical

devices to ensure their safety and effectiveness. MDR is part of a broader global shift toward more
harmonized and stringent medical device regulations.

MDR certification for sterile kits is vital because it Other regions, such as the U.S. and Asia, are adopting

ensures patient safety by maintaining the highest or strengthening their own regulatory frameworks,

standards for sterility and effectiveness. Without this influenced by the principles of the MDR. The

certification, there's a significant risk of regulation has set an example for creating safer,

contamination, which can lead to serious infections more accountable, and transparent practices in the

during medical procedures. The certification process medical device sector.

guarantees that the kits meet strict EU safety

requirements, safeguarding both patients and Medistri has been assessed and found to comply

healthcare providers. with respect to the conformity assessement
procedure described in Annex IX, Chapters | and |l of

Additionally, MDR certification enhances trust in the Regulation (EU) 2017/745 on Medical Devices.

oroduct and the manutacturer. It opens access to the

—uropean market, allowing companies to sell their @ To learn more about Medistri's Medistri's Medical

oroducts legally and with confidence. By ensuring Device Regulation Certification, visit on our website

compliance with these stringent standards, nere or directly contact our team at

manufacturers can protect their reputation, avoic contact@medistri.swiss.

costly recalls, and contribute to higher-quality patient

care. - The Medistri Team

MDR is one of the most rigorous medical device #Medistri

regulations worldwide, raising the bar for product
safety, quality, and transparency. Compared to its
oredecessor, the Medical Device Directive (MDD),
MDR has more comprehensive requirements,
including stricter clinical evaluation, post-market
surveillance, and a higher emphasis on risk
management. This makes MDR a global benchmark
for medical device regulation.
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