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MHRA

Important safety messages issued in 2003 2003. 5.9
[“Seroxat”] (paroxetine)
The Medicines and Healthcare products Regulatory Agency MHRA 5 11 BBC
[‘Seroxat’] paroxetine
[‘Seroxat’] 1990 SSRI MHRA
CSM CSM

CSM SSRI
CPMP FDA

SSRI

http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/seroxatga.pdf
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(Paroxetine Hydrochloride)


http://www.mca.gov.uk/ourwork/monitorsafequalmed/safetymessages/seroxatqa.pdf

FDA
1. Press Release (2003.5.5)
FDA Approves New Type of Drug for Lung Cancer

FDA
FDA 2 142
[‘Iressa’] (gefitinib)
50% 1 10%
2002 9 24 ODAC (the Oncologic Drugs Advisory Committee)
3 10%
17% 5%
[‘Iressa’] (ILD)
FDA  [‘Iressa’] 3
[‘Iressa’] FDA (ILD)
2% 0.3% 3
[‘Iressa’]
2 80%

http://www.fda.gov/bbs/topics/NEWS/2003/NEW00901.html
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Gefitinib
2. Letter (2003.4.25)
Important Drug Information
risperidone

4 risperidone

http://www.fda.gov/medwatch/SAFETY/2003/safety03.htm#risper
http://www.fda.gov/medwatch/SAFETY/2003/risperdal.htm
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(Risperidone)

216

[‘Iressa’]

23,000

FDA


http://www.fda.gov/bbs/topics/NEWS/2003/NEW00901.html
http://www.fda.gov/medwatch/SAFETY/2003/risperdal.htm
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Health Canada (2003.4.23)
A ‘Dear Health Care Professional’ letter regarding [‘Permax’] pergolide and the risk of cardiac
valvulopathy Eli Lilly Canada Inc. and Draxis Health Inc.
[“Permax’] (pergolide)

[‘Permax’] pergolide

1989
50 0.005% 1991
[‘Permax’]
http://www.hc-sc.gc.ca/hpb-dgps/therapeut/zfiles/english/advisory/industry/permax_dhpl_e.pdf
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EU EMEA
1. EMEA Publish Statement (2003.4.23)
Precaution regarding use of Telithromycin [‘Ketek’ ] in patients with myasthenia gravis
[“Ketek”] telithromycin
EMEA CPMP [‘Ketek’] telithromycin
1 telithromycin
Telithromycin

EMEA telithromycin
telithromycin
[‘Ketek’]
http://www.emea.eu.int/pdfs/human/press/pus/883703en.pdf
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http://www.hc-sc.gc.ca/hpb-dgps/therapeut/zfiles/english/advisory/industry/permax_dhpl_e.pdf
http://www.emea.eu.int/pdfs/human/press/pus/883703en.pdf
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(Telithromycin)

2. EMEA Publish Statement (2003.4.25)
Metabolic and cardiovascular complications of antiretroviral combination therapy CART in
HIV-infected patients

HIV CART
HIV CART insulin
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http://www.emea.eu.int/pdfs/human/press/pus/238303en.pdf



http://www.emea.eu.int/pdfs/human/press/pus/238303en.pdf

