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Assessment criteria: 

Result: 
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Shinva Medical Instrument Co. Ltd. 
Xinhua Medical Scientific Zone, 
Zibo New & Hi-Tech Industrial Zone Shandong Province 
255086 P.R. China 

Shandong Xinhua Medical Co. Ltd. 
No. 2009 Xinhua Avenue 
Zhoucun District, Zibo City 
Shandong Province 
[23, p 15] 

Evaluation whether the criteria concerning the correct cycle development 
of Plasma sterilization is in compliance with the applicable requirements 
93/42/EEC and relevant standards and guidelines. 

Cycle Development of Plasma sterilization for Plasma Sterilizers (see 
chapter 1.2 for applicable Sterilizers), Design Dossier for MDD-NEW-1 

- EN 556-1 :2001 + AC:2006
- EN ISO 14937:2010

The above-mentioned process for Plasma sterilization is in compliance with 
93/42/EEC and the applicable requirements of the relevant standards and 
guidelines. SEE REMARK SECTION FOR LIMITATIONS. 
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