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FDA advises of rare cases of underactive thyroid in infants given iodine-containing contrast
agents for medical imaging

Drug Safety Communication

1HA A :2015/11/17

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM472938.pdf
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diatrizoate meglumine Cystografin
Cystografin Dilute
diatrizoate meglumine/diatrizoate sodium MD-76R
iodipamide meglumine Cholografin Meglumine
iodixanol Visipaque 270, 320
iohexol Omnipaque 140, 180, 240, 300, 350
iopamidol Isovue-200, 250, 300, 370

Isovue-M 200, 300
Scanlux-300, 370

iopromide Ultravist 150, 240, 300, 370
iothalamate meglumine Conray

Conray 30, 43
ioversol Optiray 240, 300, 320, 350
ioxaglate meglumine/ioxaglate sodium Hexabrix
ioxilan Oxilan-300, 350
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1) Ahmet A, Lawson ML, Babyn P, Tricco AC. Hypothyroidism in neonates post-iodinated
contrast media: a systematic review. Acta Paediatr 2009;98:1568-74.

2) Hallett A, Evans C, Moat S, Barton J, Warner J, Gregory JW. Hypothyroidism in preterm
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FDA revises labels of SGLT2 inhibitors for diabetes to include warnings about too much acid

in the blood and serious urinary tract infections

MedWatch Safety Information, Drug Safety Communication

1B H :2015/12/04

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/uc

m475553.htm

http://www.fda.gov/downloads/Drugs/DrugSafety/UCM475487.pdf
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canagliflozin, dapagliflozin, 35X OempagliflozinZ3é %,

@ Drug Safety Information
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[ “Invokana’ ] canagliflozin

[ “Invokamet’ ] canagliflozin&metformin& O fid &4l

[ ‘Farxiga’] dapagliflozin

[ ‘Xigduo XR’ ] dapagliflozin& £ it metformin& O Bl & Al

[ ‘Jardiance’ ] empagliflozin

[ “Glyxambi’ ] empagliflozin&linagliptin& O fic 44l

[ ‘Synjardy’ ] empagliflozin&metformin& M EL A5l
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PRAC recommendations on signals —Adopted at the PRAC meeting of 3-6 November 2015
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http://www.ema.europa.eu/docs/en GB/document _library/PRAC recommendation _on_signal/2015/
11/WC500197330.pdf
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Pharmacovigilance Risk Assessment Committee
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Citalopram; Duloxetine;
Escitalopram; Fluoxetine;
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Mirtazapine ; Paroxetine;
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HETICHEH,
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selective serotonin reuptake inhibitor
serotonin—norepinephrine reuptake inhibitor
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Citalopram; Escitalopram;
Fluoxetine ; Fluvoxamine;
Paroxetine ; Sertraline
Warfarin R BT 7 —TE VT AR TR
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Questions and Answers on signal management
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2013/09/WC500150743.pdf
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eAripiprazole ([ ‘Abilify’ ], [ ‘Abilify Maintena’]) : B IFEE DY 27 % 54

Summary Safety Review - ABILIFY and ABILIFY MAINTENA (aripiprazole) - Evaluating
the Risk of Certain Impulse Control Behaviours

Safety Reviews

HA1 H :2015/11/02

http://www.hc-sc.gc.ca/dhp-mps/medeff/reviews-examens/abilify-eng.php
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