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2024512H18~128318B% DJAPIC Weekly News (N0.983-986) MELEH Sk

MKFDA
+ 2KFDA, Skysona (elivaldogene autotemcel)ia#E#DEEEYRY THSMAFMIBMHRBICOVTIHES
<https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/ fda-investigating-serious-risk-hematologic-
malignancy-following-skysona-elivaldogene-autotemcel >

« Class | Recal:##EAF1—7DYUI—JV:FHC, BEICEEETIZR T FIREMDH 28LE 1 XDFRY D 7=, microTargeting Insertion
Tube Setz#iE

<https://www.fda.gov/medical-devices/medical-device-recalls/insertion-tube-recall-f hc-removes-microtargeting-
insertion-tube-sets-due-manufacturing-size-error>
+ Class | Recall:>!J>¥®Ya—Jb:Cardinal Health, =—RJLLROARI2EBEE LR85 E DMonoject U-100 1 mL Insulin Syringe
Luer Lock with Tip Cap Soft Packs# %
<https://www.fda.gov/medical-devices/medical-device-recalls/syringe-recall-cardinal-health-removes-certain-monoject-
u-100-ml-insulin-syringe-luer-lock-tip-cap>

« Class | Recall: ¥4 R AREZZDEIE:GE HealthCare, %%@formaldehydeﬁﬁ')l7@t&) GE HealthCare Giraffe OmniBed
Carestation$ & U'Giraffe Incubator Carestation?){E FIziBAE % 35T

<https://www.fda.gov/medical-devices/medical-device-recalls/neonatal-incubator-correction-ge-healthcare-updates-use-
instructions-ge-healthcare-giraf fe-omnibed >

* KFDA, BRI L B(FTIICHE T BVeozah (fezolinetant) DIE AIC &Y, FBICEE LRSI RETHEICOVWTEESEEM, FFHESEOH
RPIERD R A U5 &3 ZHF %2 hik § 52 &—Drug Safety Communication

<https://www.fda.gov/safety/medical-product-safety-information/fda-adds-warning-about-rare-occurrence-serious-
liver-injury-use-veozah-fezolinetant-hot-flashes-due>

+ Class | Recall:#7—7JVDEIE:Boston Scientific, 2 B REBEDHE AN FHELNHS /-, POLARX Cryoablation Balloon
Catheter&&U'POLARX FIT Cryoablation Balloon Catheter® {5 FziEAE &2 ET

<https://www.fda.gov/medical-devices/medical-device-recalls/catheter-correction-boston-scientific-updates-use-
instructions-polarx-and-polarx-fit-cryoablation>

BMHealth Canada
« Summary Safety Review - cyclosporine[ciclosporin] - BEHBEE D 7ERYY X7 DT
<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1732114128847 >
* Summary Safety Review - llaris(canakinumab)- $FEREKIEINE £ BIERE £SO EMR DB TER) XY OFH
<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1732291653402>

» Summary Safety Review—HMG-CoA Reductase Inhibitors(atorvastatin, fluvastatin,lovastatin, pravastatin,rosuvastatin,
simvastatin) —Statins—IR 5 HiE % & & EAEBHEAED B ENYZY O

<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1732733593751>

» Summary Safety Review - Breyanzi(lisocabtagene maraleucel), Carvykti(ciltacabtagene autoleucel), Kymriah(tisagenlecleucel),
Tecartus (brexucabtagene autoleucel), Yescarta(axicabtagene ciloleucel) - Chimeric Antigen Receptor T-cell (CAR-T) &% - —
RUETHRE M BB OB R 25 SEE

<https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1733492722458 >

HEU-EMA

- Direct healthcare professional communication(DHPC):Metamizole A E 24 BEANDU R Th S EFER IRENE Bz lm e 5/ R
(T BT DEE LT

<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-metamizole-
containing-medicines-important-measures-minimise-serious-outcomes-known-risk-agranulocytosis_en.pdf >

BA1L A Swissmedic
+ DHPC — T2 (chlormadinonacetat[chlormadinone acetate]/ethinylestradiol) :E#AR & EARFENDZY

<https://www.swissmedic.ch/swissmedic/en/home/humanarzneimittel/market-surveillance/health-professional-
communication--hpc-/dhpc-kontrazeptiva-chlormadinonacetat-ethinylestradiol html >

W2 7HE—-IV HSA
« Vascutek Terumo Thoraflex Hybrid\ZBS&E 9 B 5EU X7 A NS BRIREME D & 5, £ IRV (SNE LOER
<https://www.hsa.gov.sg/announcements/dear-healthcare-professional-letter/physiological-or-procedural-elements-
likely-to-increase-the-risk-of-thrombosis-associated-with-the-vascutek-terumo-thoraflex--hybrid >

BEEF0E | ‘
« WhipRBOFRIEEE[ A 70—T/Ny 7 (71T VAN/3V 7 AXN—IV) | OFEIEERZFICOWT
<https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/46201221.html>

« FBRIOOF )V ARELEIEIC K § 2RO 7 1 JVAZE (J O—/388125mg[ L Y hLIVEIV T T IVEE] ROVS 4 7 UA B 7I0200me[EILXE
FEIV) DIHRT BFIREMHEDH DL HEANDR GRS ERR B (EFE SR A NEOH TR EMOFERARIEEIC DOV

<https://www.mhlw.go.jp/hourei/doc/tsuchi/T24121910020.pd f >

JAPICEEERM] EEXEIEHR (55N HY

SEBHMB RV ZDMDEEHICDVTIE, JAPIC Daily Mail (B ©ULIFZIAPIC Weekly News () OU—E2R
ZZFIRLEEL (JAPICKR—LR—I DT —E BN : (https://www.japic.or.jp/service/) S8,) . JAPIC Weekly
Newst—E R IRt 2 CHLDERHKE - KF D753, BHE H5182 (TEL 0120-181-276) FTIEHELIZEL
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