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English Translations of Review Reports
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558 — R B

5= ]

hIve

NIT32ART GEGFHEIRR)

(ERER
UYEYS

DYHINT (ECFHEEER)

(—2)

2023/11/22

2023/12/1

Safety Information

EXxm EALOFROMETEREN (M54 118 21 H)

AFIR>

TEFHINY

TRFY/) M IVEEKFNYD
HEHRSYITFS 5 MATD 2R EEIR

fnda Pharmaceuticals and Medical Devices Agency


https://www.pmda.go.jp/about-pmda/news-release/0067.html
https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html

UN-0FH/>

DNTFIZHID s

BRI AMBEZ NI STIFLY NIRRT IRFIL (PP Tc)
SGEMABE (HAIS F 11 A 21 H)

https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0372.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0372.html
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Reports from Overseas
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1) OPEN Pilot: One-year review and recommendations https://www.ema.europa.eu/en/documents/report/open-

pilot-one-year-review-recommendations_en.pdf
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2) OPEN initiative https://www.ema.europa.eu/en/partners-networks/international-activities/multilateral-

coalitions-initiatives/opening-procedures-ema-non-eu-authorities-open-initiative# scope-and-development-of-

open-section
3) OPEN framework extended to a wider range of medicines https://www.ema.europa.eu/en/news/open-

framework-extended-wider-range-medicines
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