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Health 
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MHLW/PMDA 

Japan 

PMDA NA Foreign 
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NA Recalls PMD Act 
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Standards for 
Medical Devices in 
Japan 

http://www.tga.gov.au/
https://www.ebs.tga.gov.au/
http://apps.tga.gov.au/prod/DEVICES/daen-entry.aspx
http://apps.tga.gov.au/prod/DEVICES/daen-entry.aspx
http://www.tga.gov.au/recall-actions
https://www.tga.gov.au/legislation-legislative-instruments
https://www.tga.gov.au/legislation-legislative-instruments
https://www.tga.gov.au/standards-orders-and-medical-devices
https://www.tga.gov.au/standards-orders-and-medical-devices
https://www.tga.gov.au/standards-orders-and-medical-devices
https://www.tga.gov.au/resources/guidance/clinical-evidence-guidelines-medical-devices
https://www.tga.gov.au/resources/guidance/clinical-evidence-guidelines-medical-devices
https://www.tga.gov.au/ivd-guidance-documents
https://www.tga.gov.au/standards-guidelines-publications-medical-devices-ivds
https://www.gov.br/anvisa/pt-br/english
https://consultas.anvisa.gov.br/#/saude/
https://consultas.anvisa.gov.br/#/empresas/empresasInternacionais/
https://consultas.anvisa.gov.br/#/empresas/empresasInternacionais/
http://portal.anvisa.gov.br/notivisa
http://portal.anvisa.gov.br/notivisa
https://consultas.anvisa.gov.br/#/dossie/
https://consultas.anvisa.gov.br/#/dossie/
https://consultas.anvisa.gov.br/#/dossie/
https://consultas.anvisa.gov.br/#/dossie/
https://www.fda.gov/media/140770/download
https://www.fda.gov/media/140770/download
https://www.canada.ca/en/health-canada.html
https://www.canada.ca/en/health-canada.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medical-devices.html
https://health-products.canada.ca/mdall-limh/index-eng.jsp
https://health-products.canada.ca/mdall-limh/index-eng.jsp
https://health-products.canada.ca/mdall-limh/index-eng.jsp
https://health-products.canada.ca/mdel-leim/index-eng.jsp
https://health-products.canada.ca/mdel-leim/index-eng.jsp
https://health-products.canada.ca/mdel-leim/index-eng.jsp
https://health-products.canada.ca/mdel-leim/index-eng.jsp
https://hpr-rps.hres.ca/mdi_landing.php
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php?_cat=3
http://www.healthycanadians.gc.ca/recall-alert-rappel-avis/index-eng.php?_cat=3
http://www.pmda.go.jp/english/index.html
https://www.pmda.go.jp/review-services/drug-reviews/foreign-mfr/0003.html
https://www.pmda.go.jp/review-services/drug-reviews/foreign-mfr/0003.html
http://www.pmda.go.jp/safety/info-services/devices/0054.html
https://www.japaneselawtranslation.go.jp/en/laws/view/3213
https://www.pmda.go.jp/english/review-services/regulatory-info/0004.html
https://www.std.pmda.go.jp/stdDB/index_en.html
https://www.std.pmda.go.jp/stdDB/index_en.html
https://www.std.pmda.go.jp/stdDB/index_en.html
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https://www.fda.gov/MedicalDevices/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/default.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/default.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/RegistrationandListing/default.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm
https://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/search.cfm
https://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
https://www.fda.gov/MedicalDevices/Safety/ListofRecalls/default.htm
https://www.fda.gov/MedicalDevices/Safety/default.htm
https://www.fda.gov/MedicalDevices/Safety/default.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRES/res.cfm
https://www.accessdata.fda.gov/scripts/inspsearch/
https://www.accessdata.fda.gov/scripts/inspsearch/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMN/pmn.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=main.pcb
https://www.accessdata.fda.gov/scripts/ora/pcb/index.cfm?action=main.pcb
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm444831.htm
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceIdentification/GlobalUDIDatabaseGUDID/ucm444831.htm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
https://www.ecfr.gov/cgi-bin/text-idx?SID=3ee286332416f26a91d9e6d786a604ab&mc=true&tpl=/ecfrbrowse/Title21/21tab_02.tpl
http://www.ich.org/products/guidelines.html
https://www.fda.gov/ICECI/EnforcementActions/WarningLetters/default.htm


 

 

 

 

Please visit our website 
for more details. 

www.mdsap.global 

https://www.mdsap.global/

