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2022512H18~12R318% DJAPIC WEEKLY NEWS (N0.881-885) MEcEh Sk

M:KFDA
« FDA Drug Safety Communication : 2KFDA, B2 /A ZEProlia (denosumab) (ICk2EEEZ (T - BINEBEICH
BEEDQEAINYJVLMEDY R &RE
<https://www.fda.gov/media/163378/download>
- Class | Recall: Baxter Hillrom, ¥ <28 % E 2R & DERAR (RF) THDOUZ7 D78, WatchCare Incontinence
Management System (IMS) Z1Ja—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/baxter-hillrom-recalls-watchcare-incontinence-
management-system-ims-risk-rf-interference-nearby>
+ Class | Recall : Dewei Medical Equipment Co., kFDAD &R E % % (7 TUO AR UVLDNA/RNAREF Y rEUO—)L
<https://www.fda.gov/medical-devices/medical-device-recalls/dewei-medical-equipment-co-recalls-dnarna-
preservation-kits-are-not-authorized-cleared-or-approved >
+ Class | Recall : Remel, Inc, 2> 7= RS MHEROTREMD U X7 D 7=, Thermo Scientific Gram Negative IVD AST
Sensititre Platez ') 3—JU
<https://www.fda.gov/medical-devices/medical-device-recalls/remel-inc-recalls-thermo-scientific-gram-negative-ivd-ast-
sensititre-plate-risk-potential-false>>
« Class | recall : Teleflex3& KU Arrow International, LLC, Arrow MAC Two-Lumen Central Venous Access& KU
Pressure Injectable Arrowg+ard Blue Plus Three-Lumen Central Venous Catheter (CVC) Kits% ) a—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/teleflex-and-arrow-international-llc-recall-arrow-mac-
two-lumen-central-venous-access-and-pressure>
* Class | recall: Teleflex, Inc.DF =1L Td BArrow International, LLC, /Ny 7 — iR EEERE A F B SHE UL /-0,
Arrow AutoCAT 2% KTFACS Intra-Aortic Balloon Pumps% 1) 3—Jb
<https://www.fda.gov/medical-devices/medical-device-recalls/arrow-international-lic-subsidiary-teleflex-inc-recalls-
arrow-autocat-2-ac3-intra-aortic-balloon™
* Whele LLC, BXi>av 7, 85, RS ETCHED UK H 576, Mighty Bliss Electric Heating Pads%z ) 3—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/whele-llc-recalls-mighty-bliss-electric-heating-pads-
due-injury-risks-including-electric-shocks-skin>

HMEU -EMA
« Direct healthcare professional communication (DHPC) : terlipressin: 1B FFBiEREE (1EIHRS) BFICHITPEE
FRBSENEFRAL S LOBME BUIMEES 3y
<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-terlipressin-serious-
fatal-respiratory-failure/septic-shock-patients-type-1-hepatorenal-syndrome-type-1-hrs_en.pdf>

BXEMHRA
* dupilumab (Dupixent¥): [ROEMERDU XY ERR L AEOLHEM
<https://www.gov.uk/drug-safety-update/dupilumab-dupixentv-risk-of-ocular-adverse-reactions-and-need-for-prompt-
management>

BxXTGA
AT MIfERAEh 3NexGen Stemmed Optionf€ &> R—% > b :Hazard alert—FE LU SV BE#EE
<https://www.tga.gov.au/safety/safety/product-alerts/nexgen-stemmed-option-tibial-component-used-knee-implants>

B=-1—Y—-32F Medsafe
« Monitoring communication : clonidinelc &2 & S /ED BN X7
<https://www.medsafe.govt.nz/safety/Alerts/SeizuresWithClonidine.asp>>

W2 HR—IL HSA
* St Hcorticosteroids & A7 O N+ AR BB SUie
<https://www.hsa.gov.sg/announcements/safety-alert/topical-corticosteroids-and-risk-of-topical-steroid-withdrawal >
« Janus Kinase (JAK)BEZEZIEEERFE OMBF AN, BHES, MBESLVPFETOURY
<https://www.hsa.gov.sg/announcements/safety-alert/janus-kinase-(jak)-inhibitors-and-risk-of-major-adverse-
cardiovascular-events-malignancy-thrombosis-and-death>

JAPICEEERP] EEN BB (B5) 185

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 IRtz HEDERIEE - KFD75(E. BHF H5MES (TEL 0120-181-276) FTTESE LT,
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