QMS Regulatory System
for Medical Device in Japan
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International Regulatory Seminar for medical device
Jun. 22, 2023
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1. 2 EBRFE XD EFA] (License)
2. i’éiﬁl’ﬁ@’_&ﬁ(&te registration)
3. & (Review of Quality, Efficacy & Safety of the products)
4.QMSE S ~NDE S (Conformity to QMS ordinance)
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1. A R HIE & T2 & (Pre-approval inspection)
e BNAHIIZER

2. —EPZE A FRRIE S M4E & (Pre-partial change approval inspection)
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3. E HAE & 1A & (Periodic Post-approval inspection)
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4. ;B INAYEEE (Additional inspection)
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== quality control of the above product conforms
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PMDA/QMS (B A&:E

http://www.pmda.go.jp/review—services/gmp—gms—gctp/qms/0003.html

PMDA/QMS (English)

http://www.pmda.go.jp/english/review—services/gmp—gms—gctp/0002.html

MHLW (English)
https://www.mhlw.qgo.|p/stf/english/index.html
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http://www.pmda.go.jp/operations/shonin/info/iryokiki/qms.html
http://www.pmda.go.jp/review-services/gmp-qms-gctp/qms/0003.html
http://www.pmda.go.jp/operations/shonin/info/iryokiki/qms.html
https://www.mhlw.go.jp/stf/english/index.html

NS 1 2T
H )53 T8 0% | £,

Thank you for your attention!
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