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2023F6H18~6A3085MJAPIC Weekly News (N0.905-909) DEEEH Sk

HMKFDA
+ ICU Medical, & X EICHE & 52 B REMD#H 5/ Vy T —Fa{E T D78, Plum 360, Plum A+, Plum A+38i&> X7 L
DXy T)—%)3-)b
<https://www.fda.gov/medical-devices/medical-device-recalls/icu-medical-recalls-replacement-batteries-plum-360-
plum-and-plum-a3-infusion-systems-due-diminished >
+ Draeger Medical, IR R—hZFIR S 25 TN D dH B0 K—2 > bDEHE/IIDBEDY R D=8, Seattle PAP Plus®
KUMEREE REEE v b &YV
<https://www.fda.gov/medical-devices/medical-device-recalls/draeger-medical-recalls-seattle-pap-plus-and-breathing-
circuitanesthesia-kits-risk-loose-or-detached >
+ SD BioSensor, Inc., HIESZROFIEEEH 3 57-80, FE DPilot COVID-19 At-Home TestszJa—JL

<https.//www.fda.gov/medical-devices/medical-device-recalls/sd-biosensor-inc-recalls-certain-pilot-covid-19-home-
tests-potential-bacteria-contamination>

+ Class | Recall:Abiomed, R> T EIER Y R— A LT | ERB I FIEEMDH /-2 KiRH D=8, SmartAssista HE#E U7-
$EDImpella 5.5%)3—JL

<https://www.fda.gov/medical-devices/medical-device-recalls/abiomed-recalls-specific-impella-55-smartassist-purge-
[fluid-leaks-can-cause-pump-stop-and-loss>

« BearCare, Inc., EFAROREF S EELIBEDURYH#H 570, FFER Walnut Wearable Smart Thermometers%!)1—JL

<https.//www.fda.gov/medical-devices/medical-device-recalls/bearcare-inc-recalls-rechargeable-walnut-wearable-
smart-thermometers-risks-serious-injury-including >

BHealth Canada
« BERVINEETEDUYRY

<https://www.canada.ca/en/health-canada/services/drugs-medical-devices/patient-lifts. html>

HEU:-EMA

« Direct healthcare professional communication (DHPC):Gavreto (pralsetinib) :#E#%DU X7 #E M EH L VOERU R % H/\B
12T 27D %E

<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-gavreto-
pralsetinib-increased-risk-tuberculosis_en.pdf>

BEMHRA
* Glucoseia - BNk =1 > CEIBBE KD HIUIZERE->Tglucoseid ik x {FATA_EICETIVRY & R/ NBICINZA /- DEIE

<https.//www.gov.uk/drug-safety-update/glucose-solutions-recommendations-to-minimise-the-risks-associated-with-
the-accidental-use-of-glucose-solutions-instead-of-saline-solutions-in-arterial-lines™>

B{LANSM
« ILEE 7S K— X Emetformin: BB T gEL U XS

<https:/fansm.sante.fr/actualites/acidose-lactique-et-metformine-un-risque-evitable>

B=1—>—5 K Medsafe
« BH1EER—clonidinel & HEEHIEDBERIZY
<https://www.medsafe.govt.nz/safety/Alerts/SeizuresWithClonidine.asp>>

W AHE—=IV HSA
+ Olympus®Single Use Repositionable Clip HX-202LR# & U HX-202URDERD AR LH

<https://www.hsa.gov.sg/announcements/dear-healthcare-professional-letter/deployment-failure-of-olympus-single-
use-repositionable-clip-hx-202Ir-and-hx-202ur>

* HeartWare DERBY T/ \ A R AT LD/ Ny TY—FEEDEREEBIR T 570D/ 71—
<https://www.hsa.gov.sg/announcements/dear-healthcare-professional-letter/battery-replacement-to-mitigate-battery-
fault-issue-for-heartware-ventricular-assist-device-system>>

BEZEmERBR SIS
s VN TF)ASRRIERFNC BB MOV PIEORBEADIFEICOVT
<https.//'www.pmda.go.jp/files/000252879.pdf >

JAPICEZERP] EEXERIER (B5Y) 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 IRtz HEDERIEE - KFD75(E. BHF H5MES (TEL 0120-181-276) FTTESE LT,
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