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M:KFDA

* Class | recall:Datascope/ Getinge, BfRUE-/ b= T~ TV DS IIAN R TISR AL, BEIRERRIZTYZ) 5% 514, Cardiosave Hybrids&URescue Intra-Aortic Balloon Pumps (IABP) &1/3-)b
< hitps:/hwww.fda.govimedical-devices/medical-device-recalls/datascopegetinge-recalls-cardiosave-hybrid-and-rescue-intra-aortic-balloon-pumps-iabp-risk-blood-may>

+ Class | Recall:LivaNova (TandemLife), 3 MA—-7—DEAGBEICL BRI 5V REROR THEIEDY 27 0H BFIHER DS BLifeSPARC SystemDI—-IVIEM
<https:/fwww.fda.govimedical-devices/medical-device-recalls/livanova-tandemlife-adds-recall-lifesparc-system-may-experience-unintentional-extended-pump-stop >

* Smiths Medical, A DEE, T, £/ 3BIXENEL BRBENT-8, $ENDCADD System Administration Set& LU Cassette Reservoirz!)a—)b
< https:/lwww.fda.govimedical-devices/medical-device-recalls/smiths-medical-recalls-certain-cadd-system-administration-sets-and-cassette-reservoirs-issues >

« fBE&NAFE DPhilips Respironics Trilogy 100/200A IFEHRa5, V)32 74+ —LDBERELPE-PURT +— LI R R ENFIREM A% 57-0D)) I~V & #-:FDA Safety Communication

<https:/fwww.fda.govimedical-devices/safety-communications/certain-reworked-philips-respironics-trilogy-100200-ventilators-recalled-due-potential-silicone-foam >

MHealth Canada
« Summary Safety Review—£ =7 O~ 42—tFAEH (anastrozole, exemestane, letrozole) —REENHZERY 27 DOFEH
< https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00289>
« Summary Safety Review—finasteride—B#%, B B2 (H&XSEB) bLUHBITEDBENY XY O
<https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00290>

« Summary Safety Review—Cephalosporins (cephalexin[cefalexin]-, cefazolin-, cefadroxil-, cefoxitin-, cefuroxime-, cefprozil-, cefotaxime-,
ceftazidime-, ceftriaxone-, cefixime-, cefepime-, ceftobiprole, ceftolozane-tazobactam& HELGR) — & FKEDBEEN' 27 D

< https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00291 >
« Summary Safety Review—rocuronium—E{HEDB TR 27 DFFE<hitps.//hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=endlinkID=SSR00292>

HMEU -EMA
+ Direct healthcare professional communication (DHPC) : Adakveo (crizanlizumab) : 55348548 (CSEG101A2301)id 77 £ KICH T Acrizanlizumab DB 2 R & T
< hitps://www.ema.europa.eu/documents/dhpc/direct-healthcare-professional-communication-dhpc-adakveo-crizanlizumab-phase-iii-study-csegl01a2301_en.pdf >

EZEMHRA
« Fiffitestosterone (Testogel) : BN LBREICL S/ NEADBEDIRY
< https://www.gov.uk/drug-safety-update/topical-testosterone-testogel-risk-of-harm-to-children-following-accidental-exposure>>
« National Patient Safety Alert:NIDEKDEyeCee One preloaded® & U'EyeCee One Crystal preloadedBRRIL X (I0Ls): R E_ERDYZZIZDWT
<https://assets.publishing.service.gov.uk/media/63da7c08¢90e0773e2439ale/NatPSA_2023 003 MHRA.pdf>

WIHBfArM
+ Caprelsa (vandetanib)iZE89 % Rote-Hand-Brief : & it il FB
< https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2023/rhb-caprelsa. htiml?nn=591006 >

W{LANSM
« Antarene Codeine (codeine,ibuprofen) : REHERIL, AR LVEREDSS, BEUPHBEME5IXELRTICESFEEMIH5

< https:/Jansm.sante.fi/actualites/antarene-codeine-codeine-ibuprofene-la-prise-prolongee-en-cas-dabus-et-de-dependance-peut-entrainer-une-toxicite-renale-et-intestinale-pouvant-conduire-au-deces >

ExXTGA
« iR ISP BE 4RV pregabalin® L 5 % # 2 5 ; Medicines Safety Update
<https://www.tga.gov.au/news/safety-updates/avoid-prescribing-pregabalin-pregnancy-if-possible>>

WYV AR—IL HSA
« Minurin (desmopressin) 0.1mg/mL = &% : Bz Hchlorobutanol N\DBE I L 3T EIR S LSO ETER S MO BN 27 IZBT 51548
< hitps:/lwww.hsa.gov.sg/announcements/dear-healthcare-professional-letter/minurin-(desmopressin)-0.1-mg-mi-nasal-spray-solution-information-
about-potential-risk-of-arrhythmia-and-reproductive-toxicity-from-exposure-to-the-excipient-chlorobutanol >

BEERERKSERSKE
 ERAFDIFIVT 2T EFEE (HESRH]) OB IERE RIS OWT<https:/www.pmda.go.jp/files/000249767.pdf >
« NFZZARIIRBERFITY 22 B HHBROTOIRBIETE XA <hitps://www.pmda.go.jp/files/000249811.pdf >
BEES@EE

s EEBREEICE T ATDOEIR NI DWT<hitps://www.mhlw.go.jp/stf/houdou/2r98520000003m15_1.html>

JAPICESERP] 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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