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BKFDA

» OTC{EA D=5 DImodium (loperamide) : Drug Safety Communication—KFDA, 2L {F A& {BET2/-DTLELHIR
<https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm594403.htm>

* KFDADRE (Scott Gottlieb) DFEEA : opioidBmicBHEL 1B &R S BLAS LU L kEFEOIH2ZET 57-HDHLVAT YT
<https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm594443. htm>

+ Ocaliva (obeticholic acid) : Drug Safety Communication—IEL W% 5 %@ § 2 7/- DB AEE%EM
<https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm594901. htm>

cFHT A 7L —2 R (ECP) ICEET B R TS LUMERE—EEEEERITL 2—
<https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm595147.htm>

* PentaxDEZE A+ 1S ERARRSE T7VED-3490TK : KFDADSafety Communication—E#H &h =7 H4 > B LI NIV HFR e
<https://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm595788. htm>

M Health Canada
+ Summary Safety Review : dipeptidylpeptidase-4 (DPP-4) FAEH|— R BR & (KEMEXAERE) OBENY Y b
<https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/safety-reviews/
dipeptidylpeptidase-4-inhibitors-assessing-potential-risk-skin-reaction. html>

BEU-EMA
* News and press releases : ATMP (JEEAEEEESR) HEEMITOT7+0—7 v FEVRYEBICEAT 3414 X051t
< hitp:/lwww.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2018/02/news_detail 002897 jsp&mid=WC0b01ac058004d5c1>
« Article 31 referrals : valproate KU BER % (sodium valproate, valproate magnesium, valproate semisodium,
valproic acid, valpromide) (E#1E$R)

<http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Valproate 2017 31/
Recommendation_provided by Pharmacovigilance Risk Assessment Committee/WC500243552.pdf>

« Esmya (ulipristal acetate) (B89 BArticle 20 procedures (B 1EHR)
< http://www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Esmya_20/Under_evaluation/WC500243545.pdf>
s flupirtineZ B EZE S DArticle 31 referrals (BFTE%R)

<http:.//www.ema.europa.eu/docs/en_GB/document_library/Referrals_document/Flupirtine-containing _medicines/
Recommendation_provided by Pharmacovigilance Risk Assessment Committee/WC500243553.pdf>
« retinoid & H == (acitretin, adapalene, alitretinoin, bexarotene, isotretinoin, tretinoin, tazarotene) (2B 2 Article-31 referrals (F&i&#R)

<http://www.ema.europa.eu/docs/en_GB/document library/Referrals_document/Retinoids_31/Recommendation_
provided_by _Pharmacovigilance_Risk_Assessment_Committee/WC500243544.pdf >

WHBfArmM
+ Saccharomyces boulardii (Saccharomyces cerevisiae HANSEN CBS 5926) MRote-Hand-Brief: EfE BE £ /-3
REREBEICHTIMLER
< https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/DE/RHB/2018/rhb-saccharomyces %20boulardii. html >

B{AANSM
« fluoropyrimidines (5-fluorouracil® & U¥capecitabine) (& ZEEHROT L KO Y 3T VB k%EEEZZIE (DPD) ICEL-EELEERDO T
< http://www.ansm.sante.fi/S-informer/Actualite/Prevention-des-effets-indesirables-graves-lies-a-un-deficit-en-dihydropyrimidine-
deshydrogenase-DPD-lors-de-traitement-par-fluoropyrimidines-3-fluorouracile-et-capecitabine-Point-d-Information™>

B=1—>—5 K Medsafe
« dabigatran& B R % /- (3B EAEEIR
<http://www.medsafe.govt.nz/safety/EWS/2018/DabigatranAndGout.asp>
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ZE-E<, %% Wasabia japonica (Mig.) Matsum.z&4:Japanese
horseradishe DS SBRNSUR. SEEER, BAKE. G055
BEICBERIBOIN TN, EHE3~4B NSBBLEESH DT
BICRFENTD. REZED T AT EBERICKD1-isothiocyanato-6-
(methylsulfinyl)hexaneZZ4m MEEEHEEZE I (hy)
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