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M:KFDA
cERBMIAAL R RMBEFRS SCHIMY —ERCH T 2ROAMNMIORLMES S CAF TR EE{ET S0
HEY X EIEERE
<https://www.fda.gov/media/123448/download >
* Class | Ja—Jb: Medtronic, 2B & LUK DOEIRED /-8, 6 French Sherpa NX Active Guide Catheters% ) d—JL

<https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-recalls-6-french-sherpa-nx-active-guide-
catheters-due-separation-and-fragmentation-issue>

W57 S Health Canada
« Summary Safety Review:Avalon Fetal Monitor—KH4 R (FalR) DR IERE A CIBBUE B OB X O
<https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00232>
« LEMTRADA (alemtuzumab)—BE &4 X, MR/ HBHRES SOHETEE L CNEREENIZY
<https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2019/71299a-eng. php>

MEU-EMA
* News: IEBBOURIHPBEVWIRY —LEEZDEHEE
< https://www.ema.europa.eu/en/news/change-name-liposomal-medicines-high-risk-medication-errors>
« Referral: Article 31 referrals ; Bt Hestradiol&& (0.01% w/w) EEZS (Linoladiol, Linoladiol N, Linoladiol Estradiol,
Estradiol Wolff, Montadiol) , 7 7—v3aEY 5> XU R FHliZEES (PRAC) IC&UREh-8% (BHIER)
< https.//www.ema.europa.eu/documents/referral/estradiol-containing-001-w/w-medicinal-products-topical-use-article-31-
referral-four-week-limit-use-high-strength-estradiol _en.pdf >

BZEMHRA
« ingenol mebutate’s*JU (PicatoV¥) :—E DER R AR TSN -RBIEEREELRO LR
<https.//www.gov.uk/drug-safety-update/ingenol-mebutate-gel-picato-increased-incidence-of-skin-tumours-seen-in-
some-clinical-studies™>

* nivolumab (Opdivo) : #f 1 FAH O 1ILX (CMV) B L ERE L S LU BROHE

<https://www.gov.uk/drug-safety-update/nivolumab-opdivo-reports-of-cytomegalovirus-cmv-gastrointestinal-
infection-or-reactivation>

BH{LANSM
- ifosfamide ({AANSMA* EFE L /-518% T, Bl (ifosfamide EG) ICKBBIENUR I N BV ENREND
<https://www.ansm.sante.fi/S-informer/Actualite/Ifosfamide-une-etude-demandee-par-1-ANSM-montre-un-risque-d-
encephalopathie-plus-important-avec-la-forme-en-solution-Ifosfamide- EG-Point-d-information™

BEZEREBEKSEESHEE
s JEMNIXCOEERBEREELRE -AEBOESFICOVT
<https://www.pmda.go.jp/files/000231981.pdf >

JAPICEZERP] EEXEIER (B B2

SEEHMB LU ZDMDEEEICDWVTIFE, JAPIC Daily Mail (B# ©ULIFJAPIC WEEKLY NEWS (##) O—E2R
ZZFIRLEEV (JAPICKR—LR—I DY —E BN : (https://www.japic.or.jp/service/) S88) . JAPIC WEEKLY
NEWSH —E R 2t 77 T HEDERKE - K DT3[ BHHEE - 5148 (TEL 0120-181-276) FTIEELEE L,
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Japanese Pharmaceutical Excipients 2018
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MEERI=EA 2019F10A1B~10A31BZ AN

CDERIFHEREZEDEEER (https://www.japic.or.jp/iyaku/index.html) DREHBERNTHITBLEREITED,
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