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MXFDA
+ FDA Drug Safety Communications : 2KFDA. & # {4 fE{biEZELemtrada (alemtuzumab) (&3, B TlEH I EE LR
ZhBELUMEERHROYZZISOVWTES
<https://www.fda.gov/downloads/Drugs/DrugSafety/UCM626584.pdf >
FDA Drug Safety Communications : 5KFDA. AIM#&ZXIdhifa (enasidenib) (CDWT, MERICHE % RIFTRALKER
DERPRBHESINTOEVEES
<https://www.fda.gov/downloads/Drugs/DrugSafety/UCM626958.pdf >
KFDADRE (Scott Gottlieb) LW CDRHMDirector (Jeff Shuren) NFEH : EEEBEOREMSLIVFEDIHOL
Ea1—%2RALEEEZ-HICFDANSI0K I OT S LERIETHREICEIT L F-LEE
<https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm626572.htm>
* KFDA.UZIVT— IV NIRBETERSh A+ HBEREANRBEOBLEMROE TN LR E1RME  FDA Safety
Communication
<https://www.fda.gov/MedicalDevices/Safety/AlertsandNotices/ucm628020.htm>
KFDADKE (Scott Gottlieb) & LFDAMDCenter for Drug Evaluation and Research& (Janet Woodcock) MDFEER :
TIxVy IV ERRBRREOHEMEMIFLESSD 12y VEERDINIVERIILT /-0 DI #HH
<https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm628339.htm>
* FDA In Brief : 5KFDA. T2 ZIVRBEY —ILOUZRZICE S HH 2 RET 25 /- LEEZHEL S
<https://www.fda.gov/NewsEvents/Newsroom/FDAInBrief/ucm628354. htm>

Wh7F 45 Health Canada
* Talc—BNDEEH LUTERDOHBEN) Y
< https://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/68320a-eng. php >
* Health Canada. EE##23(_B9 9 BAction Plan% $#%
<https://www.canada.ca/en/health-canada/news/2018/12/health-canada-releases-action-plan-on-medical-devices---plan-accelerates-
action-to-improve-the-safety-effectiveness-and-quality-of-medical-devices.html ™

BEU-EMA
* Article 31 referrals: fosfomycin& B EZ 5. fosfomycin calcium. fosfomycin disodium. fosfomycin sodium,
fosfomycin trometamollZB8 4 3 F i & DEAIA
<https://www.ema.europa.eu/documents/referral/fosfomycin-article-31-referral-start-referral_en.pdf>
* metamizoleE B EZMAIZEIT B Article 31 referrals : Committee for Medicinal Products for Human Useh SR & h 7= B
< https://www.ema.europa.eu/documents/referral/metamizole-article-31-referral-ema-recommends-aligning-doses-metamizole-medicines-
their-use-during_en.pdf>
» Referral : omega-3 fatty acidEEZEf. Article 31 referrals. CHMPS&IZ & H7/-58h/-RiE
< https://www.ema.europa.eu/documents/referral/omega-3-fatty-acid-medicines-omega-3-faity-acid-medicines-no-longer-considered-
effective-preventing _en.pdf>

B3EMHRA
- BHCEFRICH T IEERMEARIRA Y MIVAE  BERFAEEICHTZEMEDY XY
<https://www.gov.uk/drug-safety-update/direct-acting-antivirals-for-chronic-hepatitis-c-risk-of-hypoglycaemia-in-
patients-with-diabetes™>
- REEALE : paraffin&F H L Wparaffiin? U —EEERILBICL2EE L DOBIEMNAREDU R (LT 5 H - 1E3R
<https.//www.gov.uk/drug-safety-update/emollients-new-information-about-risk-of-severe-and-fatal-burns-with-paraffin-
containing-and-paraffin-free-emollients>

B=1—->—5K Medsafe
- Tecentriq: FIMDEELFE SNV (BR)
< https://medsafe.govt.nz/safety/DHCPLetters/Tecentriq-DHPC-nephritis-signed.pdf =
- Tecentriq : BAVEITIH % /- (3 ERER 2 £ O KRB LREOREICKH T 2 EISDHRET
<https://medsafe.govt.nz/safety/DHCPLetters/Tecentrig-DHPC-1L-mUC-indication-signed.pdf >
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