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News

1. % 13 B DIA FEF S (/\—F v /LE#)

5 A 20~23 BIZ% 13 [ DIA FEE A FHESIh. PMDA A oFEREE, FEERMITERE (ERE
PR E) EN 3 A RUBAFBENoRAR ZERESRIEREN 1 EH8SMLEL,

AREXTIE. PMDA RUEEF@EM 3 DDy avicEmLELT-,

[Global Regulatory Modernization Townhall — Regulatory Modernization to Protect Public Health |tzv3/
3 Tl&, FEEEH PMDA O COVID-19 ~DXF It REFEMEEBRFER -7 YITT—F . LFaTM)—
YAIVADTTA—FIZDONT, ThENFEEEITLEL=,

CH Day | tzvi 3> Tld. THERESHFERELYBKRIZETS ICH HIGDRFERDFEENTH
. EBITGOP Y /R—23 V(BT % PMDA LB XREXERDFHORIFEHRKR UV BRIZEIT5 ICH
Q12 DEmEBRTZDLTERBN SN ELE=,

[PMDA & JPMA Joint Session | Tld, I E#ITR BEH B AEE T E1H & (Japan Pharmaceutical
Manufacturers Association: JPMA) B JI|FFEFEBEELELIZHREREZESD . PMDA R U EEFEE
FYBARDESRFILFED COVID-19 3 IHIZDULVT, JPMA &Y COVID-19 N TIVITIZEH T HERER
HEBREEDEZFIZODVT. ENENEBELHYEL . TOED/NARILTAAAY AV TIFEEERT
ERGERXRBNTON REEHNLDERICEIET HZETHRDRHD COVID-19 XEIZET HHE
fR{EEARSNELT,

2. ICH{ZJIN—FvIL&E

5A25H.6 18 ~38IZEXESBFFAFIEFMESE (The International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use., ICH) MBS E L=, AEEIZBE D=
NI TRAEFETLED, SAERDCOVID-1I/IRUTIVIDEEICHVHTETOREIERET . /N —Fv
IWRETORELLGYELZ, PMDANG L, P EEHMITR E (ERIEDY) | B ETEERESNES. =
EEm@EroIRHRZEEREERHZERENSMLEL,

AEETOELREEL T, SFDA(Saudi Food and Drug Authority, 97 SE 7)) BAFTFRA /13—,
AEC (The Federation of Entrepreneurs of the Republic of Azerbaijan, 7 ¥ JL/\1 2> ) EMHRA
(Medicines and Healthcare Products Regulatory Agency. 41 ¥ R) MEFIRA T F—/\—ELGYFELE
=, BEEEE SRR ZENTONI . REILBIZANVISA(TST L) MFDS (82E) . NMPA, (b E) . ZL
TEEREERHILILBIO (Biotechnology Innovation Organization) £IGBA (The International Generic and
Biosimilar medicines Association) WEELEL =, HICEELIAIAM—=2IZRELIZEDELTIE.
Stepd (FRFI B BICE > THREMICEE) IZEELTZQICRS) (EERDIXZABE) DHARS12 M8D
eCTD v4.0 Question and Answer (Q&A) Document v.1.5, Specification for Submission Format for eCTD
v.1.3. eCTD v4.0 Implementation Package v.1.4, £1=Step2 (HAFSA 2 EDFEIR) IZE|ZEL=S1B(R1)(E
ERONABREERETA-ODRHERICETE2HMFUR) DFEE. SI2GEIEFARERDIERRKREIR
AR TR HARSAVENREITONTET, FIMIEVIEL T, Q1R EMHER) EZNIZEET HQ5C
(EYERDREEMERER) OXET. QA (FEELDREREVHER A EZDRTE) LQ6B (EMERDRIE
RUBEBRAEDERTE) DWET. BFEZICETHANE Y IDFRIRSNFELI-M., FERRBHIISERER
FETY,

REIQICHE &L, 2021F11A15B ~188 . N\ I—/N\—(HhFTH) THREFELL>TLELEA. C
55[2DWTEN—F v )L TOREIZLESFETT,
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3. PMDA-ATC Webinar for SFDA, Kingdom of Saudi Arabia

5 A 19 B. PMDA [ZIPMDA-ATC Webinar for SFDA, Kingdom of Saudi Arabia |ZF#ELN\=LELT-. XLz
S —I1F.2020 £ 12 RICHIOT7SE7EERRERERIT (SFDA) LD THEESN-IEERICETS
BAEEEHFBEALYIORBRBEERTEDHBDFHAEZE |(Memorandum of Cooperation)|ZE D E
SNT=RAD PMDA-ATC 22 F+—,iUFE T, SEIDT—TIE. EERREMERRUVIRITRD AU
ThY. RIEFHFICHEHS SFDABEE# 30 &2, ICH [TE DUV =B ADH|EAS PMDA DREEBREZBALEL
12o S L PMDA 7O TEER - EEBSRN —=2J 02— —=2 45 %8 1= SFDA HifiBE D
BEASRIEICH AL TEWLWET,

4. FOTRFEREHN SATHAMIVRA(/R—=230074—5 L BRERANEEFEES
(APEC-LSIF-RHSC)

5208IZ. VxS EMATTOTREERER N SATHYAIVRA/R—=230T7+—F5 L B
£f 1 Z & & B & (Asia—Pacific Economic Cooperation, Life Sciences Innovation Forum, Regulatory
Harmonization Steering Committee: APEC-LSIF-RHSC) A\Ri{Esh . PMDANLH ETHEITR S (B
LY HERET7OTERRM. EXNARE L A— R E—RR R IR E PR
EffENR. EREXEBEHEER. EEFEHENSEMBEI1E4MLSMLEL:,

AEESIITEESR EEREIFRHIDILE (Convergence) M 1= 6 D B BE AU #2407 D HEHE 1% B B2 BH
fESh., PEMITHREIIKREEERLR (US. FDA) DDr. Limolib&EHIZARRED HFEE R (Co—Chair) &
BOTOLWET, AXBICIEAPECIMBRFEORHTLHOM. EXFR(BEER. (4. EEKR) RE.
THATITENSMUELT=, APEC-LSIF-RHSCIZ(E, iRANLB/IELELHILETHEHREORGIICET
DEENR EZBMIC, TODEFEERFEEPPriority Work Areas (PWAS)ICERZSTERIHEE 22—
Centers of Excellence (CoEs) #EREL . FL—=F #IZELTHY . PMDAILI EF X R ;A ER/GCPEER ],
[EXSTEERIRVIERERF IO SEBIZE T, CoEICREENTLET,

AEETIE, 1 AIZEI#ELT-PMDA-ATC with National Cancer Center MRCT WebinarD$&RZ#EE A .
ERE£FREER GCPERIBEICEV T 4AICEINARR LU 2—HPMDAL D HECoELLHRE
M. LSIFEDREITHFESN I LZME T HEEHIT. BANAME L F2—&KY . HEERABNTES5EDPMDA
EDHEBDEEF—DFEIZODVTRNMNLGEINFEL, T [EERLTEERIEEICSLNT, 21
PMDA-ATC webinarzBi{EL-C & [EEBSE 158IFHIZS VT, 11 BIZPMDA-ATC WebinarzBi#E FE T
HEZEERELFELT -,
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5. PMDA-ATC E-5—=X% Review of Generic Drugs A>TV DB

PMDATIE2020% 1 H KYPMDA-ATC E-S5—=UF VR TLERBLTWET . SRRV IBEES
DBEEICEHITIHAITUOVEZEBMLELE=O TS EM=LET,

AROAVTUOYTIE FEERELEDIRIVIEERDSAITHAIIL . BEDTRNERALERNLT
WEY,

E-5—=25a T oY (EBOH) IFUTOHAFEYBERIRETT .

1|

EMEERVE i

| PMDA-ATC E-5—=2 4 | j":}i‘f:/&ﬂ

REOH > PPUCAOELRE. IITHMN

Measares against COVID-19 E®E 2021

g easures agansi COVID 13 I PMDA-ATC E-5——>/ 7‘

U H%ED ) H T HE, YouTube Lt TRIEEBETRET,
2T I2FEHEN EIEIT TOCFETT .,
¥ —E0 LT YIIIBINO WS ZERINTLEL IR EVET.,

Review

[37#] Y2 UV EEKOFEICMIT L7 0%
“t{ 1. Review Teamsth Review of Generic Drugs
i | 2. Application Dossiercy

2 Sabty 100 3. Review Processth

PrPe— | 4. Japanese Pharmacopoeia (JP) T
Lo 221224 [5. Review of Generic Drugsth New!]

Safety

1. Safety Measurest

Gereric drugs s safe. effective, low cont alternatves.

Fnda
https://www.pmda.go jp/int—activities/training—center/0005.html

6. PMDA-ATC & U.S. FDA Pediatric Review Webinar 2021 & in1& & £ 514

PMDA 7O 7 EE M- EEMBIRIN —=27 22 2—(PMDA-ATC)TlX. XKEEEERME (US. FDA) &
#RET. TPMDA-ATC & U.S. FDA Pediatric Review Webinar 20211% 9 A 14 B (FLYJSF+)—tyi3Y)
kU9 A 21~24 HOBRETREL:LET,

A F—I/NREEROEEZHLIIENAHULAEBEEZRREL. BRERUVT—RRIT1ERE
LT.SmMEMNICHENT (R E/NMNRERICHITAERKRAERICEATIMBLEEZAETHIZAF T BEDE-
gD /NEEEROARBILICOBITIMEFIRBETHEEZBMELTLET,

PMDA-ATC & U.S. FDA Pediatric Review Webinar 2021 D EtfIEEEELEIC DUV TIILU TS B(ES
(A
https://www.pmda.go.jp/english/symposia/0208.html
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English Translations of Review Reports

PMDA Vx T H A+ TARBMLTLWAEEREERRD . RIOBELEHSMoELET,

EEH

https://www.pmda.go jp/english/review—services/reviews/approved-information/drugs/0001.html
HR5E4 — iR BE A8
F5HFLyIR
(—%)

NIVrAR N
(— %) RILTYIZT 5/18

YL T GEIGFHEEEZ) 5/18

aALoF L
(FEIAER
75Tk
(—%)
AIRE
(—%)

FINTLF=T 5/21

I>a57x=7 5/28

EZAF=TJ 5/28

English translations of Notifications and

Administrative Notices
PMDA Dz T HAMIARL-RFORMEREES MO ELET .
https://www.pmda.go.jp/english/review—services/regulatory—info/0003.html

#HA EE A ¥ BEA
et e e [REBHRFFIZHITHALORAN)DER
EAEEFEHK0323F1 5 z - _

R.3.3.23 IR 0323 1 BT HEKRMEZFIZDONT 2021/5/20
[LORAN)T—E2%RKBREFIZF A
A SE w0 2 8. 7y (S EE! — =

R3.3.93 EAEEK0323F2 5 THEEDEELHERD-HOEE 2021/5/20

EEMEHK0323F2 5 B IzDLT

Safety Information

EXRICETIREHEERR(TIL—LF—) (FfM3&FE6 A1A)
DaA Y IVEENE 30mg [T&DLavd . 7FI453F—I2DNVT

HEENRAB (HF134FE6 A1 H)

http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/esc-rsc/0001.html

EEXA EALOIEOHTHRTEM(SM3IFE6 A 1H)
SHRIJTFIIRINETILAVEEF ) L

HEEMRAR (FH34E6 A 2H)

https://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0370.html
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EXS SERLOIEOIETIHETEMN(RM3IFE6 A3A)

oaFEY
REMAR (HM3E6 A3H)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0370.html

EXS - ERBEETTLMER No.383(RF1346 A 10 H)
1. MID-NET [ZDUL\T
2. FERALOEEDOHETICONT(ZED 323)
(1) INEHIGIEREE
3. MREZRAEOHZEE—E
REERRAR (FF34E6 A 10H)
https://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0161.html

EXS ERLEOIEOIETHRTEMN(HM3E6 A 15 H)

A ¥ X XTI (EEFHEEER)

RALATOYATT GEEFHRZ)
HEEMRAR (FF 346 A 15 H)
https://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0370.html

Events
PMDA REHEF (IS MEFEL TS ELEREE
S5 B4 BAfEISFT
6 H278-7H1H % 57 [B] DIA XKEE& N—FvILES

Reports from Overseas
BAABRICEELTVWWSBEN L. B TOEBETHETALET,

EX RO AEICEE T SHREEA DA D ERH A

EU TI&. “Availability of medicines” (EZE D a A4) (FEYHE REBEFTIELEINTHEY. INET
WD DEFRA N ITHONTEELI= V', Ff=. “European medicines agencies network strategy to 2025”
THLEERBELINATVET 2, AXEITRBINTLVSD K1, Availability* of medicines DS REIX#k < 7%
FRIZCE>TEISEDTHY . FRRDI=OIZIE. TRTOEGREEEZAAZRRRBLARILTO R IEH
WWBELINTUWETD,
* “European medicines agencies network strategy to 2025” Cl&. (A DREL/F RBIZEER T HRIED)
availability & UNSETIHZ TORBEELITAFIE L (EREBICECETOBED) TRTOERREISERT S
FIRED) accessibility AR FI SN TLVD,
4 A5 E. EU T® Availability of medicines [ZBi T ARIBENDRITDEEA T DNVTLDOMEBITLE
ERR

EMA(L6 A3 AIC. EERFEDFRICETHIILIavR—N_—FnRKLEL Y, AXE(L.
“EU Executive Steering Group on Shortages of Medicines Caused by Major Events” &EFE([EX 5. COVID-
19 D/ TEVIITHIET B1=812 2020 & 3 BIZKREBSN-EERTRICHATIEEZES YICXYE
BENFEL=, RT3 R—/8—TIE, COVID-19 D/ TFIvIITHELI-ERMNGHEEECE
BINRESNATOET A ERNLGEZF L. EXEREBEFATOILENELLL OGO BREICHE
ATZE3EDITH TVWET . GH. ARFELOREFRET C. EELEERRUVEERKIFDBENG
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RIFERICHEL-RBERER - BRBLTOIED, EMA DFI-LGREIELTRMEZESMCIRESN,
BRMEREALIIFEINTVET Y,

Fl BGHB RN DEEAEL T EMA [T, HDERBERVCRBMHESEEZHREL T, KEBRGF
B0 LHAEORBEEELN DEFIRNTRO S/ 1OvbTO0 o4 3 A 25 BALEIBLELEZ Y,
ATODIMEEL T EU MBETRRRGEDO LTV BN IEESALNHLIEHRZRH L HEFREL
BREYHIENBMESATOET,

EMADEEGZEHD 1 DELT.EXRGOGE - A -T2 OFMFOMDEB LEHLET. K
AHICETESERDBEANTESINTT,

1) https://www.ema.europa.eu/en/human-regulatory/post—authorisation/availability—-medicines#teu—

level—-coordination—on—medicines—availability—section
2) https://www.ema.europa.eu/en/about—us/how—we—work/european—medicines—regulatory—-

network/european—medicines—agencies—network—strategy
3) https://www.ema.europa.eu/en/news/eu—regulators—develop—recommendations—forecast—-demand-—

medicines
4) https://www.ema.europa.eu/en/human-regulatory/overview/public-health—threats/coronavirus—
disease—covid—19/availability—medicines—during—covid—19-pandemic#eu—executive—steering—group—

on—shortages—of—-medicines—caused—by—major—events—section

5) https://ec.europa.eu/commission/presscorner/detail/en/ip_21 2963

6) https://www.ema.europa.eu/en/documents/other/pilot—project-market—-launch—intentions-
centrally—authorised—products—practical—questions—answers_en.pdf
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