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2. PMDA-ATC Regenerative Medicinal Products Review Webinar 2021 for CDSCO, India
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4. PMDA-ATC Quality Control (Herbal Medicine) Webinar 2021
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PMDA-ATC Quality Control (Herbal Medicine) Webinar 2021 QL T 52 web site S8
https://www.pmda.go.jp/english/symposia/0204.html
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5. PMDA-ATC E-5—=X/% Review of Biosimilars 3>7>*Y D&

PMDA Tl 2020 £ 1 B &Y PMDA-ATC E-5—=U 4 L RF LEFRELTOET , S84 35—
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https://www.pmda.go.jp/int-activities/training-center/0005.html
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1. Review Teamsth
2. Application Dossier Cn
3. Review Processth
4. Japanese Pharmacopoeia (JP)Th
5. Review of Generic Drugs th
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5GP 2021224 Safety ® Products based on pathogenic bacteria and viruses
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1. Safety Measuresth ® Genetically modified viruses

genetically vecto
@ Cell tissue derived Product
*  Cubtured skin, Cultured cartilage, = =

® Recombinant DNA Technology / Cell culture technol

*  Growth hormone, Cytokine

H + therapeutic antisody ' Biotechnology applied Products

English Translations of Review Reports
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https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
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Safety Information

E¥XL FALOIEOHRTHETEMN(SF3IE6 A 21 H)

ZHRIRT GECFHAMEZ)
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
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https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0161.html

Events

PMDA REHEFIEEMEFELTCVWSELERERE
B E £ FRfEIEAT

8 A 25 H-26 B PMDA-ATC/AMDC #2887 tE +— N—FvILEE
9A9R8-15H RAPS Convergence 2021 (%) N—FvILES
9 A 9131416 B IMDRF £ E% N—FYIEE
9 A20H8-24H WHO/ICDRA =& N—FvILEE
9 A21B-24H PMDA-ATC /MR zEF— N—FvILEE

* MHLW/PMDA (. BA®D EEMBBHIETE300T—I avTEx2EHEFE

M Pharmaceuticals and Medical Devices Agency, Japan



PMDA Updates 7 A& 6 R—

Reports from Overseas
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NETIZC5EOERMNRAESN,. BEIEOERIE 7 A 15 BICE#EEIhFELz. EMA RERENSTIRDH
EHFHBASNI=R, ATAT7HOoDERICR BT A THRESNATOET . S RIFEERESN . EMA HT
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1) https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-
disease-covid-19/treatments-vaccines/transparency-exceptional-measures-covid-19-medicines

2) https://www.ema.europa.eu/en/news-events/press-social-media

3) https://www.ema.europa.eu/en/events/first-ema-regular-press-briefing-covid-19

4) https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-
disease-covid-19/treatments-vaccines-covid-19

5) https://www.ema.europa.eu/en/news-events/whats-new
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