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Food and Drug Administration:FDA
KE Centers for Disease Control and Prevention:CDC
National Institutes of Health:NIH
xHE Medicines and Healthcare products Regulatory Agency:MHRA
K1Y Bundesinstituts fur Arzneimittel und Medizinprodukte:BfArM
T2 Agence nationale de sécurité du médicament et des produits de santé:ANSM
A2 FYT Br;iraar;t)riitr:f (ﬁogg;lﬁ]dministration:TGA
hrs Health Canada
PR Sl Medical Products Agency:MPA
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Medicines and Medical Devices Safety Authority:Medsafe
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S HKR=-I Health Sciences Authority:HSA
EU European Meqigines Agency:EMA
Heads of Medicines Agencies:HMA
5 World Health Organization:WHO
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2020512H18~202051283185 DJAPIC WEEKLY NEWS (No. 780-783) MEEEH Sk#%

W:KFDA
s BRI, ERRAERGNERECSTAMEIS FO—ILOKELC OV TERASh TV AW EZRLE
< https://www.fda.gov/drugs/drug-safety-and-availability/new-studies-show-diabetes-drug-not-proven-improve-blood-sugar-control-pediatric-patients >
* MRI#&2ZEH(E, £BDA->TWEWI T/ AT A &EHAT 5 & :FDA Safety Communication

<https://www.fda.gov/medical-devices/safety-communications/wear-face-masks-no-metal-during-mri-exams-fda-safety-communication >

WKCDC
* Notes from the Field: #7-%E#17penA607 LIV A ST HENDKE THHTOESR, A7 LIV L cefiximed & Uceftriaxonel ¥ 2 BRI ET §5
<https://www.cdc.gov/mmwr/volumes/69/wr/mm6949a5.htm?s_cid=mm6949a5_ w>

W77 9 Health Canada
» Summary Safety Review: ;X5 HbacitracinB DB HZMEH LV 7T 714 7F L —RICOBLERY XY OFFH
<https.//hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00250>
« Summary Safety Review:clobazam& & & SEDIFEEEKIEME LB IERE 55 EYRIC DB XY O
<https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00251>
+ Summary Safety Review:carboplating & 8 —FI ¥ 144 B & RAEAE R B OB X O
<https://hpr-rps.hres.ca/reg-content/summary-safety-review-detail php?lang=en&linkID=SSR00252>

MEU--EMA
- Direct healthcare professional communication (DHPC) : Gliolan (5-aminolevulinic acid, 5-ALA) (CE8§ 2EZEIEHR:
FiiPENZBEOMNEEFSEEEREBEICHTHHAIIONT

< https://www.ema.europa.eu/en/documents/dhpc/important-information-gliolan-5-aminolevulinic-acid-5-ala-what-do-case-delayed-surgery-information_en.pdf >

BEU HMA
* bupropion—PSUSA/00000461/201812% S 7-WSDZE I 2CMDhD EN&EEIE— HiR 15

<https://'www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Pharmacovigilance Legislation/PSUR/PSUR_WS
procedures/Bupropion_CMDh_recommendation - PSUSA_2020_12.pdf>

BEXEMHRA
« erythromycin: 0UZ7 (QTERER) D7-iF B S ETH S rivaroxaban&EDEYHEER

< https://www.gov.uk/drug-safety-update/erythromycin-caution-required-due-to-cardiac-risks-qt-interval-prolongation-drug-interaction-with-rivaroxaban >

WIEBfArM
« hydroxychloroquine& & Uchloroquine: FEHEE
<https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/R1/2020/RI-hydroxychloroquin3.html >

B{LANSM
-Forxiga 10 mg (dapagliflozin) , Xigduo (dapagliflozin / metformin) : ¥ERBEMT M7 K= 2B LTIV ZT—
BH (SBRREMEHERER) OUXVERO-HDOHE—EEFMKRETL 52—
< hitps://www.ansm.sante.fr/S-informer/Informations-de-securite-Lettres-aux-professionnels-de-sante/Forxiga-R-10-mg-dapagliflozine-Xigduo-R-dapagliflozine-metformine-
Recommandations-pour-prevenir-les-risques-d-acidocetose-diabetique-et-de-gangrene-de-Fournier-fasciite-necrosante-perineale-Lettre-aux-professionnels-de-sante >

B=1—-Y—-352VK Medsafe
*Antiseptic Soothing Cream (bufexamac./chlorhexidine gluconate “lidocaine hydrochloride) :
Medicines Act 1981Msection 36ICE DV TEREINENRT v hEVRIDLE 21—

<https://www.medsafe.govt.nz/safety/Alerts/antiseptic-soothing-cream.asp>>

BEERERNEHEE S
cBUFZTRE (CHT«THT IV 150mg RV EEE 150mg) DERICH > TOEERIEICDOWVT
<https://www.pmda.go.jp/files/000237614.pdf >

BEEHSEE
T2 Y T (EaTFHEEER) 85 (BRGE: T1E7€ METE 300mgP U Y) ORBEFERH#EEHNAIFF1> (FH
E-MEER [REXWE, 8FZ 4 IEMEIRERX) O—MHIEICOVT
< https://www.mhlw.go.jp/hourei/doc/tsuchi/T20112410080.pdf >

JAPICEEEFT ERmIER (E5) 85
EEFMB LV ZDRDETHICOVTIE, JAPIC Daily Mail (B4 BULIFIAPIC WEEKLY NEWS () OB —E'Z

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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