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FDA warns that SGLT2 inhibitors for diabetes may result in a serious condition of too much
acid in the blood

Drug Safety Communication
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http://www.fda.gov/downloads/Drugs/DrugSafety/UCM446954.pdf
http://www.fda.gov/Drugs/DrugSafety/ucm446845.htm
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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& D fid & 4l
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Postmarket Drug and Biologic Safety Evaluations Completed from July 2014 - September 2014
Surveillance
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overactive bladder
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[ “Stribild’ ] (elvitegravir -+ cobicistat +
emtricitabine +tenofovir disoproxil fumarate®
A5 HE)
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[ ‘Zyrtec Liquid Gels’ ] (cetirizine HCI)
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" branch retinal vein occlusion
' central retinal vein occlusion




= 3R 2 A ¥ Vol.13 No.12 (2015/06/18)

Vol.13(2015) No.12(06/18) R0O3
[ EUEMA ]

o> 7 F VBT D PRAC O#)IE—2015 4 4 A 7~10 H PRAC & TOBIRD
PRAC recommendations on signals —Adopted at the PRAC meeting of 7-10 April 2015
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http://www.ema.europa.eu/docs/en GB/document library/PRAC recommendation _on_signal/2015/
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LI LEEE,

Pharmacovigilance Risk Assessment Committee
ARSCTI
Committee on Medicinal Products for Human Use

SN HFE, EOLTWD, GRIE)
direct healthcare professional communication
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27 —HDTEF AL DX, B

IR HHEERE Strabectedindd 5 12 [R5 BEAR S

TFAET D Al REME D 85 EPRACIZHIIT, SR
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Leflunomide i v I S 201547 A 11 A FCIomli B IF A=,
Sildenafil FEBNIRA MERTEREE MLMER | RIEIOPSURTaEAT (201548 9 H £ TIZ
FRRIE FEHD

Sitagliptin 5 B 2 201548 H 8 A £ CITAl 1B WA TR,
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Vildagliptin 55 PR 2E W[ OPSUR TaEAM (201545 H 29 H £TIZ
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B (NNgR) | 2o RS MAH~ DB A%
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Ah— A/ DRIV

R IREE
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Pantoprazole

R ET) 7T~ h—7
2

U R G R ~DT A N20154E5 A 9
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Ziprasidone DRESSYEMRE (4FFeEkys | BIBRE Cldset A2, (Ziprasidone & A
mEeHFERZ Y | o)y 7B OMAHIL, EITHOERT
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[ “Zeldox’ ]/[ ‘Geodon’ JiZ #EU CHl 5 1
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RREE

o VT FIVICEETAPRACOEN HIZHOWTCEELLIL Rt A M s
Questions and Answers on signal management
http://www.ema.europa.eu/docs/en _GB/document _library/Other/2013/09/WC500150743.pdf

' Drug reaction with eosinophilia and systemic symptoms
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[WHO]

*«WHO Global Medicines Safety Database ~M3—7"> 77X (VigiAccess) ZBa 4k
WHO Launches Open Access to the WHO Global Medicines Safety Database

News and events

1EN H :2015/04/17
http://www.who.int/medicines/news/glob_pharmvig_database_media/en/
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BEER
{5 & LT, ibuprofeniz SUWNTHER LT ft B4,

VigiAccess™

boproer 23

ibuprofen contains the active ingredient(s): Ibuprofen.
Result is presented for the active ingredient(s).
Total number of records retreived: 79014.

Distribution

-) ¥Adverse drug reactions [ADRs]
?Geographical distribution
>Age group distribution

?Patient sex distribution

>ADR reports per year

“Adverse drug reactions[ ADRs]” %27V~ L= #if,
» %0073 54312, MedDRAZFED FALFE (SOC ($3'E BIKSYHH) »HLGT (s LV —758) —
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¥Adverse drug reactions [ADRs)

» Blood and lymphatic system disorders {2818)

P Cardiac disorders (2560)

P Congenital, familial and genetic disorders (245)

P Ear and labyrinth disorders (831)

P Endocrine disorders {123)

> Eve disorders (6830)

P Gastrointestinal disorders (22205)

P General disorders and administration site conditions {17091)
P Hepatobiliary disorders (1607)

» Immune system disorders (3737)

P Infections and infestations (2770)

P Injury, poisoning and procedural complications (5823)
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¥ADR reports per year

Year Count Percentage
2015 3879 5
2014 11545 15
2013 4730 6
2012 700 9
2011 10861 14
2010 4195 5
2009 4782 6
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