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2024%8R1H~8H3185 MJAPIC Weekly News (No.965-969) DELEH Sk

KFDA

« Class | Recall:#a58#& AR > 7DV 77 7{EIE:Smiths Medical, BV 7b 7T 7(ZR89 3 E HORIED /-6, CADD-SolisHs LU
CADD-Solis VIPH#8BIS8% K7DV Th I P DIEIEE R

<https://www.fda.gov/medical-devices/medical-device-recalls/ambulatory-infusion-pump-software-correction-smiths-
medical-issues-correction-cadd-solis-and-cadd >

- Class | Recall: ##§ZE=21>J X T LD ZIEEE Medtronic, {BE& 14 R IS DRI BETME A3 57-8,NIM Vital Nerve Monitoring System
DRIEHEEEFREK

<https://www.fda.gov/medical-devices/medical-device-recalls/nerve-monitoring-system-correction-medtronic-issues-
correction-nim-vital-nerve-monitoring-system-due™

o WOER T D) a—IL: Abiomed, B REICHR SRR Z o7-7-8, SmartAssist Systems% i 2 7-4FFEDImpella CP& i

<https://www.fda.gov/medical-devices/medical-device-recalls/heart-pump-recall-abiomed-removes-certain-impella-
cp-smartassist-systems-due-failed-quality>

- Class | Recall:#ii#& AR > 7D/ y 71 )—DIEIE:ICU Medical,Plum 360, A+ LA+ X T LD/ Ny T —(CREd B {EAHBAEEE
N, /Ny TU—F DR EUERDERGICHETIAREMHD/-D

<https://www.fda.gov/medical-devices/medical-device-recalls/infusion-pump-battery-correction-icu-medical-updates-
instructions-use-regarding-batteries-plum-360>>

- Class | Recall:BE8EE T/ 1 2D I—JL:Defibtech, LLC,7/\1 AW [EBE ST BURUH & B7-8%,RMU-2000 ARM XR Chest
Compression DeviceZ #Z

<https://www.fda.gov/medical-devices/medical-device-recalls/chest-compression-device-recall-defibtech-llc-removes-
rmu-2000-arm-xr-chest-compression-device-due>

BMHealth Canada

- Mega 2000& £ UMega Soft Patient Return Electrodes—&8B&E D IS S DR EEME

<https://recalls-rappels.canada.ca/en/alert-recall/mega-2000tm-and-mega-softtm-patient-return-electrodes-potential-
risk-patient-burn>>

- Summary Safety Review-FLEA > 7 h-FLEA > T I MREBOREMNEIRS LU KRBOBIENIYXIOFEM
<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1722261038121>

- Summary Safety Review - Sodium-glucose Cotransporter-2(SGLT2)Inhibitors (canagliflozin, dapagliflozin,empagliflozin) -5 A2
BERREEICEVCAERZHTIEUTHRRRME TN N —2 XD FAET B, £ /3R LT BB TRV XY DFE

<https.//dhpp.hpfb-dgpsa.ca/review-documents/resource/SSRI1724175682293>

BEU-EMA
- EMA, B2 FAZEMysimba&opioidffE FIDUZXVIZDWLWTBIE
<https://www.ema.europa.eu/en/news/ema-advises-about-risks-using-weight-loss-medicine-mysimba-opioids™>

- Direct healthcare professional communication(DHPC) :glatiramer acetate: 7774 5% —RICH EERB I BB~ $EHICTKIR
I BFEREMED 3D

<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-glatiramer-
acetate-anaphylactic-reactions-may-occur-months-years-after-treatment-initiation_en.pdf >

BEMHRA
- Epimax8&$H LU Epimax Paraffin-Free R F IREREH 4 H LU BRDILZHIIEEDEHRE

<https://www.gov.uk/drug-safety-update/epimax-ointment-and-epimax-paraffin-free-ointment-reports-of-ocular-
surface-toxicity-and-ocular-chemical-injury>

BE=TGA
- azithromycin&E# & HDIMEIETU R

<https://www.tga.gov.au/news/safety-updates/azithromycin-and-rare-risk-cardiovascular-death™
. gﬁaé:inia gummi-gutta(Garcinia cambogia) £7-(fhydroxycitric acid(HCA) z# & ' EEZE M Safety advisory—#& BB DAEFIDF]

<https://www.tga.gov.au/news/safety-alerts/medicines-containing-garcinia-gummi-gutta-garcinia-cambogia-or-
hydroxycitric-acid-hca™

B=1—>—5> K Medsafe
- Monitoring Communication: B3O REREBEHI [P EILE RKIE T IFEEM (=2 J1320255F2BIT#T)
<https://www.medsafe.govt.nz/safety/Alerts/Direct acting oral anticoagulants and mood changes.asp>

BMA1A Swissmedic
- isotretinoin& &S

<https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacovigilance/
vigilance-news/isotretinoin-teratogenitaet.htmil>>

BEERERBEFESHE
« AINZFAETFE105mg> U EIEFERAO SRRV i O5&EBR I MMEREEICDOVT
<https://www.pmda.go.jp/files/000269781.pdf >

BEESBE
« 7V —LREICRBERIEEICOVT
<https.//www.mhlw.go.jp/hourei/doc/tsuchi/T24073110040.pd f >
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