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3. ASEAN-Japan Risk Management Plan Symposium 2022
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https://aseanrmp.ui.ac.id

4. ASEAN-Japan Risk Management Plan Seminar 2022
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6. PMDA-ATC & U.S. FDA Pediatric Review Webinar 2022 S hN& & S5 15

PMDA-ATC & U.S. FDA i
:  Pediatric Review WEBINAR 2022
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https://www.pmda.go.jp/english/symposia/0236.html
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Japanese Pharmacopoeia (JP) 5
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Drug Master File (MF) System
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First-in-Human Studies o Bind

Review of Regenerative Medicinal Product 4

caretaker for rug substances [APIS"], etc.

APIs: Active Pharmaceutical Ingredients
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. Expedited Regulatory Pathways in Japanth

10. Consultation Service 0y
11.  Good Registration Management (GRM) &1
[12, Drug Master File System in Japan th New! ]

13.  Approval Review Quoting Drug Master File © New!
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2. Safety 2020.10.31
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Approval review
quoting Drug Master File (MF)
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English Translations of Review Reports
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https://www.pmda.go jp/english/review—services/reviews/approved—information/drugs/0001.html

AR5t 4

— i HIB FF

i2) A=)

TIOTLS
(—%)

*Fo—
(—%)

TH+—H
(—%)

YAI—Y
(AR

b X2T GEIEFHEER)

—HRILTT GBIz FHEERZ)

A5 oasy7acLyg)a— LK Y

A AR RS

2022/5/12

2022/5/31

2022/6/3

2022/6/8

BEERFHA

https://www.pmda.go jp/english/review—services/reviews/approved—information/0004.html

AR5t 4

— BB FF

#B/#E e

raJq4t)L
(FEA*ER)

AI)LAARR O

2022/5/23

M Pharmaceuticals and Medical Devices Agency, Japan


https://www.pmda.go.jp/english/review-services/reviews/approved-information/0004.html

PMDA Updates 6 A& 5=

Safety Information

PMDA EEZ 215 No. 58 WETAR(ST4E5 A)
REFRBLEORIAOBAIIOVTEEBERESF)
RERAR(RTI44E5A)

https://www.pmda.go jp/safety/info—services/medical-safety—info/0001.html

Einn ERBBRERLSMIER No.392(SM4E6 A10R)
YYhAEY GEEFHEBRZ) DFEALDOEEDOHRETIZONT
2. AA—TzAY R—F-1a(BEFHBRZ) RUAF2—T7z00 R—F-1b(GECTFHEBEZ)DERLDE
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4. EBEELGEERZEICETHER
(1) THFRY ARV O (FEAIHEHBROEE- IREFTHEAD) #th(9 4)
5. FRALOIEEDHETICOLT(ZED 332)
(aaF o4 REE!) /‘/ RNA J%9F > (SARS-CoV-2) (AZFTfiE) (15 #4)
6. MREZFAEOXNRME—
HEEMRAE (BRI 446 A 10 EI)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0162.html
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aRFIAILRIELD) DY RNA 79F 2 (SARS-CoV-2) (R/8A 49\ Y R 5% (IRER5E 4 : COVID-19 7
DFETIVFERE))
KEEMRAEF (BF 4456 A 10H)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html
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https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0371.html

Events

PMDA REEF - (XEMEFELTLWSELEREEE
2):53 E-1- £ A& & PR
7H12H ARISE-PMDA Joint symposium for Asian Clinical Trial N—F¥ILEE

M Pharmaceuticals and Medical Devices Agency, Japan


https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0162.html
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0371.html
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0371.html

PMDA Updates 6 A& 6 R—=T

_ . Revi . .
7 5 13-15.19 H PMDA-ATC Pharmaceutlcals. eview Webln.ar 2020 for NeFrlad
Japan International Cooperation Agency trainees

7R 21-24 1 % 14 [B] DIA fFEE£L BN

PMDA-ATC Quality Control (Herbal Medicine) Webinar
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Reports from Overseas
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EMA DFR—LAR—T 6 A 8 HIZIList of critical medicines for COVID-19 public health emergency
(PHE) under Regulation (EU) 2022/123" |ELVS YR ARINTHEYET , Sl EU THRIBIN TS
dO0F45FHRUVABEBETDITIFUOELIVABEED) AMI%Y ., MSSG (Medicines Shortages Steering
Group)?T 6 B 7 BIZEBEIN=HLDIZHYET , MSSG [& EU regulation 2022/123%(ZEDF 2022 & 3 A
[TAVN—HERITZ EUMBEORK. RMERRRELUV EMA HSLE-TEYET,

6 A7 BIZARINEZVAMEIOOFROFIGEL T, RAITKHIET DF-ODAKRELGEH>TEY . Chod
JRAMMIEEH SN TR T IF OB LIVABREOHEIIMBICER -BEHRINLIELELYFET . oD
ANMZEHEHINTWBETIFU B LVAEED Marketing Authorization Holder (BiEBRFEEE ) (XX O
E#H. F-HESNIFESIVCHEBHGECOVT, EHMIC EMA [CHRETIVENHYET, SHIC
EUMBEFIERLRNILCTOEELGEEROEESNIFTERLGEITOVT, EHNGREEFIRHETS
WELAHYET, CNODEHRMND MSSG (FREFEFOARFEZRETI-OICEELEERGE
DR BDIKREEIEL. MMNFES S LV EU MBEISEYA EU LRIILOTEIZENISL. ABEZTLE
EB

NBDY) AL MSSG DA THhEES =1 [T TIHAE<. SPOC WP (the Medicines Shortages Single Point
of Contact Working Party), ETF (the Emergency Task Force). PCWP (EMA’ s Patients’ and Consumers’
Working Party). HCWP (Healthcare Professionals’ Working Party) Ci#E SN =RIZHEKZEINTHY. EU D
ERFARELEBFINTLNSENDIETY,

0 BEHORBRGENFATRALGHINBVEFTEA . SEIDSOIGREFOBEAAATZR AR EK
METHLEEIZHLEREDODNET,

1) BARINTULVSY AR https://www.ema.europa.eu/en/documents/other/list—critical-medicines—covid—
19—public—health-emergency—phe—under-regulation—eu—2022/123_en.pdf
2) MSSG https://www.ema.europa.eu/en/about—us/what—we—do/crisis—preparedness—

management/executive—steering—group—shortages—safety—medicinal-products
3) EU Regulation 2022/123 https://eur—lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32022R0123
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