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2024%F7818~78318%5 DJAPIC Weekly News (N0.961-964) DEcEH SR#E

M:KFDA
+ Continuous Ventilator Correction:Philips Respironics, Inc., ;/&BEDHliE KU £/l {F1ED7-8,BiPAP V30,BiPAP A30,
BiPAP A40( i FIGHBAE & AT (BHTIEHR)
<https://www.fda.gov/medical-devices/medical-device-recalls/continuous-ventilator-correction-philips-respironics-inc-
updates-use-instructions-bipap-v30-bipap>
« Class | Recall:Ventilator Correction:ZOLL Medical Corporation, &ZRCMRICEEd 2R EMIERS RMLTHY), FRAB LY
BERLESIEEBCTHTh I $H 376,731 VentilatorsD {5 FASHBAE %% ET
<https.//www.fda.gov/medical-devices/medical-device-recalls/ventilator-correction-zoll-medical-corporation-updates-
use-instructions-731-ventilators-due-missing >
« Class | Recall: Z2-LERB) Y AT L(LVAS) E=5—NDEIE: Abbott Medical, BRIL AWK FRIE Y R T BRIREM A & DE|
EDRBIED-5HHeartMate System MonitorDIEIE% FFE
<https://www.fda.gov/medical-devices/medical-device-recalls/left-ventricular-assist-system-Ivas-monitor-correction-
abbott-medical-issues-correction-heartmate>
+ Class | Recall:iEA HBIEFE T #IERIE T/ 1 ADHZ: Inspire Medical Systems, Inc., AT LEESS [ AREMDH S
SIE_FDRFED=0, Inspire IV Implantable Pulse Generator&#i%:
<https://www.fda.gov/medical-devices/medical-device-recalls/implantable-hypoglossal-nerve-stimulator-device-
removal-inspire-medical-systems-inc-removes-inspire>
+ Class | Recall: & & (RF) 31V DOIEIE:Philips North America LLC, MRIZF v HRIZa1IL A INEL BS IO A BRTREMEDS
HBEWIBIERNERIED-HSENSE XL Torso(1.5THLU3.0T) A1/ D ARBAE 2 ET
<https://www.fda.gov/medical-devices/medical-device-recalls/radiofrequency-rf-coils-correction-philips-north-
america-llc-updates-use-instructions-sense-xI-torso>

« Class | Recall: ALFEER2EDY 77T 7{E1E:Hamilton Medical, B A BRI VYR AN ED7=8, HAMILTON-C6E
ERAATHRERICEITHBIELHR
<https.//www.fda.gov/medical-devices/medical-device-recalls/ventilator-software-correction-hamilton-medical-issues-
correction-hamilton-c6-medical-ventilators>
« Class | Recal:l ATFEIRZEDUa—)V:Baxter,/ Y TU—FKEBRN LTIV EE D H BRI REME D % 57-8,Life2000 A TR 2R %
BE
<https.//www.fda.gov/medical-devices/medical-device-recalls/ventilator-recall-baxter-removes-life2000-ventilator-due-
potential-failure-battery-charging-dongle>
+ Class | Recall:iR;X 5%y bDYa—JL:Bausch + Lomb, Synergetics Inc., BEIRRE T3 & AJREMED /-8, 45 E DI-Pack
Injection Kits& &%

<https://www.fda.gov/medical-devices/medical-device-recalls/eye-injection-kit-recall-bausch-lombsynergetics-inc-
removes-certain-i-pack-injection-kits-due>>

BEU-EMA
« Direct healthcare professional communication (DHPC) : Abecma, Breyanzi, Carvykti, Kymriah, TecartusbXU®
Yescarta(CD196U<ISBCMATZAIMDCAR TiHlla#s%) THRBERO XM EMEEDUZY

<https://www.ema.europa.eu/en/documents/dhpc/direct-healthcare-professional-communication-dhpc-abecma-breyanzi-
carvykti-kymriah-tecartus-yescarta-cd19-or-bcma-directed-car-t-cell-therapies-risk-secondary-malignancy-t-cell-
origin_en.pdf>

E=ETGA
+ Atropa belladonna% &% § 2 J0E A& 8i%:Safety advisory—ZL R H LV NRICHIIPEELEEERDIHE

<https://www.tga.gov.au/news/safety-alerts/compounded-colic-preparations-containing-atropa-belladonna™

BEESBE
- EEMBEEICHTDAKDEURZDOWVT
<https://www.mhlw.go.jp/stf/houdou/2r98520000003m15_1Lhtml>
JAPICEEE/F] EEECHKIERR (851 1BY

SEEFHMB KV ZDMDEEEHICDVTIE. JAPIC Daily Mail (B ©ULIFZIAPIC Weekly News () OH—E2R
ZZFIRLEEL (JAPICTKR—LR—IDY—E BN : (https://www.japic.or.jp/service/) S88) . JAPIC Weekly
NewsD—E Rt ZFLRDERKE - KF D75 d. BHF H5148Y (TEL 0120-181-276) FTIEE LT L,

10 JAPIC NEWS 2024.9



Igfdl“y HELEEKY No.410

EERREN 20245F7H18B~7831BZ AN
REETRIIANEZHEETHBNLET,
COERIFMERZEDEFERER (https://tech.libblabo.jp:53081/blabo/home32.stm) DREHBERNTHIEWEREIFE T,
INSDEEZTBATINZHEE. BREBRANSEVEDELLIZE L,
BEZCHLEDBEIF. JAPICKHIEREZLE (TEL 03-5466-1827) FTHHULEEL,

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

A5 B

European Pharmacopoeia

Supplement 1.6 Council of Europe Council of Europe 2024578
.IEE#E;E 1 B
B EIRT B 2024£8H18~8H3181R{#
Bt —E #1T7B%S J JAPICIERIDEERBRT—IN—R
(HikR%) - CD-ROMZE) (iyakuSearch) Free https://database.japic.or.jp/
1. -RAEES BF21-1) | 20245789 HPEHEFEREH | 88 18 1. EEMHER B1@E
2. [JAPIC [ERAERREE FRIHEI0—N—8 2025] 8H22H 2. FREBEIESH A1 @
3. [JAPIC NEWS] No.484 20244985 88318 3. ERAER M E1EH 7 &
(EERRLMAES BRAEEE TRY-C2D) @ BFLETR 4 THAERSRNXERESR 510
1. [JAPIC Pharma Repor t VB I H:4 5 @ > BrOFE R
2. [ERH - FLEHERT—CZ (APIC-QU—ER)) | 8 @ O FERERER s B8
3. [JAPIC-Q Plus#—E'Z g1 o [ ERRRHEHRR R
4. UAPIC-Q EFES A% — L2 B 2@ OEIRONLRERS Rl
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