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20235F12818~12R3185 DJAPIC Weekly News (No.932-935) DiEeEH 5k#E:

W:KFDA
« iTADAEZERKeppra, Keppra XR, Elepsia XR, Spritam (&Zlevetiracetam) £ &U0nfi, Sympazan (&clobazam) :Drug
Safety Communication—>KFDA, ¥ Cl3$H 30 EELZEYRIGICOVTESE

<https://www.fda.gov/safety/medical-product-safety-information/antiseizure-medicines-keppra-keppra-xr-elepsia-xr-
spritam-levetiracetam-and-onfi-sympazan-clobazam>

+ BCMATZHZ/-I3CD19ZMEC ¥ X 7B S B4 (CAR) THlla s £ #%:% :FDA Safety Communication—>KFDA, T
HEEOERLIRVEHE
<https://'www.fda.gov/safety/medical-product-safety-information/bcma-directed-or-cd19-directed-autologous-chimeric-
antigen-receptor-car-t-cell-immunotherapies-fda>

+ Class | Recall:Eitan Medical Ltd, 71 > ANZ R &R E TE AL =) Sapphire Infusion Pumps%!)a—Jb
<https://www.fda.gov/medical-devices/medical-device-recalls/eitan-medical-ltd-recalls-sapphire-infusion-pumps-failure-detect-air-line>

« Class | Recall:Becton Dickinson (BD) ~Carefusion 303, Cardinal Health Monoject>U> D& DRI,
AlarisEifgR> 7= )a—-)u
<https://www.fda.gov/medical-devices/medical-device-recalls/becton-dickinson-bdcarefusion-303-recalls-alaris-infusion-
pumps-due-compatibility-issues-cardinal >

« Class | Recall:Cordis US Corp, #mh* MEFIEZ T+ § (CHERr&h /=728, INFINITI Angiographic Cathetera!)a—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/cordis-us-corp-recalls-infiniti-angiographic-catheter-due-
products-being-shipped-without-undergoing >

+ Class | Recall:Getinge, K71 7 DEEREE % /- (2 BEEAEED -8, CARDIOHELP Emergency Drive&!)3—JL
<https://www.fda.gov/medical-devices/medical-device-recalls/getinge-recalls-cardiohelp-emergency-drive-due-impaired-or-inability-turn-drive>

« Medtronic Navigation Inc.,V 7h7 1 7DAREA(Z LV StealthStation S87 7 U — 3> n\—322.08£02.012)3—-)L

<https://www.fda.gov/medical-devices/medical-device-recalls/medtronic-navigation-inc-recalls-stealthstation-s8-application-
version-20-and-201-due-software>

+ Olympus Corporation of the Americas, BEX A K5 |ER T AIEEMIHIELTREX 77M/N\—XD—THLUREX
EFARa-7%&)3-
<https://www.fda.gov/medical-devices/medical-device-recalls/olympus-corporation-americas-recalls-bronchofiberscopes-
and-bronchovideoscopes-because-they-can-lead >

« Philips North America LLC, AU LA ZDBEDEHNEFICE) VI FREBAIZIERTHVRIHH 57-8, Panorama
1.0T HFO%ZUa—-JL

<https://www.fda.gov/medical-devices/medical-device-recalls/philips-north-america-llc-recalls-panorama-10t-hfo-due-risk-
explosion-during-quench-procedure-caused >

B3EMHRA

« National Patient Safety Alert:valproate: iR BE S LUBREOLMBENDLFZERTH-OOH - LRHIEBELER T 2%
<https://assets.publishing.service.gov.uk/media/6565ddf162180b0012ce82fd/NatPSA-2023-013-M HR A.pdf >

- aripiprazole (Abilify 5 KUY XU v ) REIBETEDY XY
<https.//www.gov.uk/drug-safety-update/aripiprazole-abilify-and-generic-brands-risk-of-pathological-gambling >

« vitamin B12 (hydroxocobalamin, cyanocobalamin) :fEs2 & /-cobalt 7 LIV ¥ —%F§HBREICHUBBERICISEE TS
CEBTRINMMRT D
<https://www.gov.uk/drug-safety-update/vitamin-bl2-hydroxocobalamin-cyanocobalamin-advise-patients-with-known-cobalt-
allergy-to-be-vigilant-for-sensitivity-reactions>

E=TGA
« romosozumab (Evenity) D-LINE) X7 ZB8$ 3874 E 4 :Medicines Safety Update
<https.//www.tga.gov.au/news/safety-updates/new-warnings-romosozumab-evenity-cardiovascular-risks>

WS HiF—)b HSA
+ modafinil¥ & Utarmodafinillc & 2 E fE B B RI{EAD L
<https://www.hsa.gov.sg/announcements/safety-alert/severe-cutaneous-adverse-reaction-reports-with-modafinil-and-armodafinil >
- isotretinoin& A E H LU MHEETREDYRY

<https://www.hsa.gov.sg/announcements/safety-alert/isotretinoin-and-risk-of-psychiatric-disorders-and-sexual-dysfunction>

BEES B
« TLRYYZBEFETHNICOWVT
<https://www.mhlw.go.jp/stf/newpage 36841.html>

JAPICEEEERP] ERNBIELR (B5Y) 185

SEEFHMB KV ZDMDEEEICDVTIE. JAPIC Daily Mail (B ©ULIFZIAPIC Weekly News () OH—E2R
ZECFIRALREEV JAPICTHR—LR—I DY —E BN (https://www.japic.or.jp/service/) B88) . JAPIC Weekly
Newst—E R {2t CHLEDERME - KF D7 d. B[/ $5182 (TEL 0120-181-276) FTITEELIEE L,

10 JAPIC NEWS 2024.2



1&«@ EEEE72 & No.403
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BEZCHLEDBEIF. JAPICKHIEREZLE (TEL 03-5466-1827) FTHHULEEL,

(EFIIEFSE, FIBRNCERBD7ILI 7Ry ME. B+EIE)
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