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Medical Device (MD) Package Flowchart Summary

e.g.  PRODUCT

MD suitability Medical Device

Non-MD

Application Package
MHLW, METI,

Prefectural and city governments,

Health institute, Notified body, etc

・Start up new MD business support

・Suitability on MD category support 

・New MD introduction support  

・MD cateroy research service

・MD Approval, MD Marketing support

・Post-market safety support

・Covered by insurance notification

・Measuring act、Type approval support

・Radio act、PSE support

・In-company PAL training service, etc.

※First of inquiry will be free of charge,

So feel free to contact us.

MDITS Consulting Co., Ltd

Mail : mdits@mditsconsulting.co.jp

Tel : +81-3-6823-1815 
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Regulation support

Re-concept

Client

ex: recognition system support

Consulting Package

Apply/ Notify

・Annual Consulting

・Spot Consulting

・Basic Consulting, etc.

Making application 

Re-concept

Consulting support

MHLW, METI,

Prefectural and city governments,

Health institute, Notified body, etc.

Confirmation service

Application Dossier

MARKETINGImport/Export 

・Confirmation documents support

・Making application SHONIN/ NINSHO

・Several notifications support

・Testing reports evaluation support 

・PMDA, Notified body application support

・Matters of inquiry support

・Testing laboratory arranging service, etc.

Matters of inquiry 

Introduction Package

Category License

Application support

MHLW,

METI,

MIC, etc.

Documents review

License approval support

Commercial 

Establish WEB page 

WEB maintenance service

Commercial Package

WEB service Package

Business field support

Regulation Package

・Non-MD several supports 

・Regulation notification support

・Business field approach support

・Commercial regulation support

・Establishment WEB page service, etc.

Prefectural and city governments,

MHLW, Health institute, CAA, etc

・Establishment of MAH/AMAH support

・QMS/GVP maintenance support

・Category license notification support

・ISO/CE/QSR maintenance support

・Inspection/Audit support,  etc.

Regulation consulting

Notification support

MHLW,

METI,

MIC, etc.

Regulation Package

Lincense Notification

Change / Renew support

Establishment QMS・

Non-MD

Audit support

MHLW

Prefectural and city governments,

Health institute, Notified body, etc.

Category License Package

ISO maintenance

QMS・GVP maintenance support

CAPA support


