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2024F2R18~2H2985 DJAPIC Weekly News (N0.939-943) DEEEh SR

H:KXFDA
- Prolia (denosumab) :Drug Safety Communication—>KFDA, 1T 1M BB EBEICH TDIEEDEK AL ILMIEDY
27 LRI B RHEAE S EEBMN
<https://www.fda.gov/safety/medical-product-safety-information/prolia-denosumab-drug-safety-communication-fda-
adds-boxed-warning-increased-risk-severe-hypocalcemia™
« Class | Recall:Globus Medical, Inc., ¥ ¥ 7L —>3>I5—(CkWExcelsiusGPS Flat Panell Fluoroscopy Registration
FixturezJ3a—Ju
<https://www.fda.gov/medical-devices/medical-device-recalls/globus-medical-inc-recalls-excelsiusgps-flat-panel-
fluoroscopy-registration-fixture-due-calibration
« Class | Recall:Percussionaire, @B1ED /-8, High Frequency Transport Phasitron Breathing Circuit KitZ!J3a—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/percussionaire-recalls-high-frequency-transport-
phasitron-breathing-circuit-kits-over-pressurization
« Class | Recall:Smiths Medical ASD Inc.,|[B/N\—23> MOV 77z 7IZBEET 2EIREIC LY, Medfusion Model 4000
Syringe Pumpz!)3—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/smiths-medical-asd-inc-recalls-medfusion-model-4000-
syringe-pump-due-issues-associated-earlier>
- Class | Recall:Philips, #5235 D-FHAE HIE T D7/-8, BrightView Imaging Systems%!)a—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/philips-recalls-brightview-imaging-systems-due-
detector-unexpectedly-falling>
« Medtronic, EAZEDYXID7-HBNIM CONTACT Reinforced EMG Endotracheal Tube# £U*NIM Standard
Reinforced EMG Endotracheal Tube%zJ3a—JL

<https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-recalls-nim-contact-reinforced-emg-
endotracheal-tube-and-nim-standard-reinforced-emg>>

BMHealth Canada

« Summary Safety Review—amiodarone—/U# 1% D W EAEEER LM F OB ER XY OFEl
<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1706035839788>

- Summary Safety Review—Ibrance (palbociclib) —&% ik 114 Z24¢ FE DB ZERYY X7 DSE(H
<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSRI1707157428464>

- RAEBAR A B (PAD) A B IC X § BpaclitaxelA—F 1> 77V IL—> (PCB) & Upaclitaxe S8 X7k (PES) &R EIM 2

SERFECFHDBEERI X TIZDWT (BHEER)
<https://recalls-rappels.canada.ca/en/alert-recall/paclitaxel-coated-balloons-pcb-and-paclitaxel-eluting-stents-pes-
treatment-peripheral >

BEU-EMA
- valproate Cia & 2T =B SHEL/Z/MNEICH T2 HERZEREDBENIZVICIHNT /-0 D-FHEE
<hittps://www.ema.europa.cu/en/news/precautionary-measures-address-potential-risk-neurodevelopmental-disorders-
children-born-men-treated-valproate-medicines
- Direct healthcare professional communication (DHPC):pseudoephedrine:FIi¥ 4% B MGEAERE (PRES)HLUF
WM R M B AR FRAE (R EE (RCVS)DURY
<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-
pseudoephedrine-risks-posterior-reversible-encephalopathy-syndrome-pres-reversible-cerebral-vasoconstriction-
syndrome-rcvs_en.pdf >

BEMHRA
- Omega-3-acid ethyl esterEZ& (Omacor/Teromeg 1000mgh 7 )L) /HIMERBOBEEX /(S CIME VX VEFDEH S
BEICH T3 OEHEIORAE KEFILUZ7HEM
<https://www.gov.uk/drug-safety-update/omega-3-acid-ethyl-ester-medicines-omacor-slash-teromeg-1000mg-capsules-
dose-dependent-increased-risk-of-atrial-fibrillation-in-patients-with-established-cardiovascular-diseases-or-
cardiovascular-risk-factors™>

- fluoroquinolonefi &M E : 5%, —IRAVICHRIN TV B3 ZDMOIMEME I RNBEYI LIS EICOHA T SN EIThIETES K
(MY

<https://www.gov.uk/drug-safety-update/fluoroquinolone-antibiotics-must-now-only-be-prescribed-when-other-
commonly-recommended-antibiotics-are-inappropriate™>

BA1 A Swissmedic
o HIESTENR (TBE) IS 2TV FARTER DS B R 5
<https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/pharmacovigilance/
vigilance-news/impfung-fsme.html >

JAPICEEEF] EZHIE R (B4 B

SEEFHMB KV ZDMDEEEHICDVTIE. JAPIC Daily Mail (B ©ULIFZIAPIC Weekly News () OH—E2R
ZZFIRLEEL (JAPICTKR—LR—IDY—E BN : (https://www.japic.or.jp/service/) S88) . JAPIC Weekly
NewsD—E Rt ZFLRDERKE - KF D75 d. BHF H5148Y (TEL 0120-181-276) FTIEE LT L,
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