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2017 £ 5 B 1 H~5 B 31 HSMJAPIC WEEKLY NEWS (N0.600-602) MFEEH 5 ki

WKFDA
- 2 BREES S USEREH : Drug Safety Communication—KFDAIZ K RICH IR ERICKHTEIRRER# KSR
<https://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHumanMedical Products/ucm555631. htm>
« canagliflozin (Invokana, Invokamet) ®Drug Safety Communication: FEUIES LG BUIEDO U X7 #EMIZDOWLT
<https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm558605. htm>

W Health Canada i

- Summary Safety Review : 3— K& & —FIRIRRILES HBEET (FIREREEEETAE) OBEN) XY FH
<http://www.hc-sc.gc.ca/dhp-mps/medeffireviews-examens/icm-pci-eng. php>

« Summary Safety Review : Dipeptidylpeptidase-4 (DPP-4) PEEX|—BA&iED U X 5F1H
<http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/dipeptidylpeptidase-eng.php>

- ARANESP—EEDKBERICDYRY : A7 4 —T RT3y VEERES SO hE MR RIRIERAFE
<http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2017/63198a-eng. php>

c WFEDFBHARS A 2 idopioidsDBRINT % ¥ (T B7-DDERNDT KINA XERT
<https://www.canada.ca/en/health-canada/news/2017/05/new_canadian_guidelineprovidesadvicetophysicianstoavoido

verpresc.html>

BEU-EMA
« BVIIEFHEIDArticle 31 referrals (EH1E3R)
<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Factor VIII 31/Recommendation_
provided by Pharmacovigilance Risk Assessment Committee/WC500226901.pdf >
+ SGLT2BAEAIICEEd B Article 20 procedures, canagliflozin, empagliflozin, dapagliflozin, canagliflozin/
metformin, empagliflozin/metformin, dapagliflozin/metformin (E#ri&E%k)
<http://www.ema.europa.eu/docs/en_GB/document _library/Referrals _document/SGLT2 _inhibitors_Canagliflozin_20/
European_Commission_final_decision/WC500227101.pdf>
cEERONXT1y N URTICETEERANDEEOEM
<http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2017/05/news_detail 002742.
Jsp&mid=WC0b01ac058004d5c1>

WEMHRA
- valproate E RERE  BEDOLE2—HBLPVRIR/IMERICH TR LD EREEFTHIHLES
<https://www.gov.uk/drug-safety-update/valproate-and-developmental-disorders-new-alert-asking-for-patient-review-
and-further-consideration-of-risk-minimisation-measures >
« ponatinib (IclusigV¥) :MEFAEAN DIV RI—BREENDHENP FIGETHD_EICEATIEH 7RI X
<https://www.gov.uk/drug-safety-update/ponatinib-iclusig-risk-of-vascular-occlusive-events-updated-advice-on-
possible-dose-reduction>
c SRMBE(LEAE AEOFIEE BTV BEZBROUNT L FHRICETES TFHIL
<https://www.gov.uk/drug-safety-update/multiple-sclerosis-therapies-signal-of-rebound-effect-after-stopping-or-
switching-therapy>

H{LANSM i
« Cotellic (cobimetinib) : Hilll EAEEHRMEY RV ICBET 58 & EEFMIREITL 54—
<http://www.ansm.sante.fr/S-informer/Informations-de-securite-Lettres-aux-professionnels-de-sante/Cotellic-R-
cobimetinib-Mises-en-garde-concernant-les-risques-d-hemorragie-et-de-rhabdomyolyse-Lettre-aux-professionnels-
de-sante>
- docetaxel : P DREICH (T DEHICOVT (BHIER)
<http://'www.ansm.sante.fr/S-informer/Actualite/Docetaxel-point-d-etape-sur-les-investigations-en-cours-Point-d-
information>
« FERRESZTLMirenall B 3154k

<http://www.ansm.sante.fr/S-informer/Actualite/Information-sur-le-dispositif-intra-uterin-Mirena-Point-d-information>

JAPICHERIM PEIESCHkEH GiEsb) 124

LB L O Z oo FLH IO W TIE, JAPIC Daily Mail (%) & L<IZJAPIC WEEKLY NEWS (f8}) o3 —¥
A% ZHHL 28 (JAPICK —AR—TVDH —¥ ZfH4: (http://www.japic.orjp/service/) ZH) . JAPIC WEEKLY
NEWSH —UC 23t AL OEFRER - KEOH I, FHRZER - ¥B4HEY (TEL 0120-181-276) F TIEAK 728,
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