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3. PMDA-ASEAN Reliance Meeting
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International Activities

Training Materials

€ 20 this pace to "Favorite pazes” ) (W Printthe teut
Review [PLAYLIST 1]

1. Medical Device and /n Vitro Diagnostic {IVD) Regulations 7

Diagnostics (IVDs) 7l

Learning Videos (Pmda Channel)

4. Third Par

y Certification 71

5. Regulatory Approach to Software as a Medical Device in Japan 51 May 1,2024 posted

Category Safety [PLAYLIST 71 ] L M
L Eammacaiiicals 1. QMS and Safety Measures 51 Regulatory Approach to

- ' ‘ Software as a Medical Device

4. PHIDA Efiorts —— (SaMD) in Japan
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https://www.pmda.go.jp/int-activities/training-center/0005.html
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English Translations of Review Reports

PMDA Y1784 hTARU TV 3 EEREERRD. RIOBHDZHH5ELET.
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https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
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https://www.pmda.go.jp/english/review-services/reviews/approved-information/devices/0003.html
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Safety Information
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0164.html

EXm ERALOEROUETIEREM (R 64 5A8H)
UN-OFHI>
JURFIAGZANRBEF MIDL - GRS
FEFS KA
95T SUBENID - PEFS S KANY)
RYIFY-IL
RITSHYTRINEIE - TEFS SV KA - I5URORA S >
RITSHYTINBIE - TEFS S KA - XM=Y =L
INT Y =IF NI L TEFS S KAMD - I5UR0Y1 >
INT Y= F NI L TEFS S KA - X b=V - )b

fnda Pharmaceuticals and Medical Devices Agency


https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
https://www.pmda.go.jp/english/review-services/reviews/approved-information/devices/0003.html
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0164.html

REERAR (A6 4E5H8H)

https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0373.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0373.html

Events
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