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2018 £ 3 A 1 H~3 A 31 HSMJAPIC WEEKLY NEWS (No. 641-645) DFEED 5k R

WXFDA
+ clarithromycin (Biaxin) : Drug Safety Communication—/>&REBEEICH(TZOEEE X/ IFETOU X7 EINOFEEME

<https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedicalProducts/ucm597862.htm>

. g%E:Am/Z% UR7 i § 27-HBFH SN EHRERAEMROREFISONT, BHOTHEBERERARRREORE
-B A
<https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm600388.htm>

- HRENEERAINVERREERITL 4 — BRBBAROADICHRABMEER (MRA) 2ERALSEEICHITS

EIR7—F7 77 MEIOTF RS

<https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedical Products/ucm600565. htm™>

* KFDAILZinbrytaZ RETS D 5 WET /-0 BUEEELEHEL TS
<https://www.fda.gov/Drugs/DrugSafety/ucm600999.htm>

M Health Canada
« Summary Safety Review : ruxolitinib— DFFIEEDEERY ) X DFF(H
<https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/
ruxolitinib-potential-risk-liver-injury.html>
« Summary Safety Review : clozapine—HIMIkEEEDE=F > JDEZIE% 5
<https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/
clozapine-white-blood-cells.html>
* Health Canada, FE R H#EE A Fibristal (ulipristal acetate) DFHLWVBHENEREMIZIDOLE1—%2FH
<http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/66210a-eng.php>

BEU-EMA
 News and press releases : EMA, %M E{LEZEZinbryta®DEIEEE LIED S LG -V & ENE

<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Zinbryta_20_march_2018/Under_evaluation/
WC500245166.pdf>
* News and press releases : B 3L R /A 38 Xofigold Zytiga® L Uprednisone,  prednisolone EFFA L TIE 5 &Ly
<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Xofigo 20/Under _evaluation/WC500245467 pdf >

BEU-HMA
« CMDh#*5 M7 K731 Z—benzodiazepines,”benzodiazepinet#$# & LopioidsDHEBIC DUV T : FiiR 15

< http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/Advice_from CMDh/CMDh_372 2018 _Rev() 02 2018.pdf>

BxEMHRA
CTEIYVIIBHEERADPOREIBINETHD

<https:/flwww.gov.uk/government/news/keep-head-lice-treatments-away-from-naked-flame>>

BHEBfArM
« sonidegib& B EZE S (Odomzo# 7+JV) MRote-Hand-Brief : @& ) 2 D R/IMEICEI T 2EE 4155
<https.//www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2018/rhb-sonidigib. html;jsessionid=
34368A428FF3EBSE90AF55B486046641E.1 cid319>

B{AANSM
- {AANSM, BRBOEZEADAEKICH TERTICHTIHEEHRERER
<http://www.ansm.sante.fr/S-informer/Actualite/L-ANSM-publie-ses-recommandations-sur-l-etiquetage-des-
conditionnements-des-medicaments-sous-forme-orale-solide-Point-d-information>
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A% ZHHL 728 (JAPICHK —AR—TYDH—VY Zfi4r ¢ (http://www.japic.orjp/service/) Z) . JAPIC WEEKLY
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