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FDA Updates Information for Physicians on Cordis [‘Cypher’] Stent
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3.MedWatch web 2003.11.26
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER  September 2003
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Risperidone Risperdal Tablets and Oral Solution o

Risperdal M-TABOrally Disintegrating Tablets
Itraconazole Sporanox Oral Solution =
Simvastatin Zocor Tablets o | o o
Alprostadil Caverject Sterile Powder o

Caverject Injection Aqueous

Caverject Impulse
Carvedilol Coreg Tablets o | o
Alendronate Sodium Fosamax Tablets and Oral Solution o | o
Gallium Nitrate Injection Ganite ol o
Losartan Potassium/Hydrochlorothiazide |Hyzaar Tablets o | o
Leuprolide Acetate for Depot Suspension |Lupron Depot 7.5 mg o
Leuprolide Acetate for Depot Suspension |Lupron Depot - 3 Month 22.5 mg o | o
Leuprolide Acetate for Depot Suspension |Lupron Depot - 4 Month 30 mg o | o
Sibutramine Hydrochloride Monohydrate [Meridia Capsules o | o
Ritonavir Norvir Soft-Gelatin Capsules and Oral Solution o | o
Clopidogrel Bisulfate Plavix o | o
Pravastatin Sodium Pravachol Tablets o
Finasteride Proscar Tablets o | o
Budesnonide Inhalation Suspension Pulmicort Respules o
Budesonide Inhalation Powder Pulmicort Turbuhaler o
Galantamine Hydrobromide Reminyl Tablets and Oral Solution o | o
Budesonide Rhinocort Aqua Nasal Spray o
Doxepin Hydrochloride Sinequan Capsules and Oral Concentrate o
Amantadine Hydrochloride Symmetrel Tablets and Syrup o
Sertraline Hydrochloride Zoloft Tablets and Oral Concentrate o o
Triamcinolone Acetonide Azmacort Inhalation Aerosol o
Glipizide Glucotrol XL Extended Release Tablets o
Pentoxifylline Trental Tablets =
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Meeting of the Committee for Proprietary Medicinal Products CPMP 18-20 November 2003
CPMP 11
4
[“Cholestagel”] colesevelam hydrochloride Genzyme Europe BV
LDL

[“Faslodex”] fulvestrant AstraZeneca

[“Oxybutynin Nicobrand”] oxybutynin Nicobrand
/

[“Reyataz’] atazanavir sulphate Bristol-Myers Squibb Pharma EEIG
HIV-1
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COX2- celecoxib etoricoxib parecoxib rofecoxib valdecoxib

2002 7 the Community Code on human medicines
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2002 4 the
Community Code on human medicines 31
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2002 12
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2. Committee for Proprietary Medicinal Products Summary of Opinion for [*Yondelis’]
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CPMP [“Yondelis”] INN trabectedin

2003 7 24 CPMP committee for proprietary medicinal products
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[“Yondelis®] 2001
EU/3/01/039 Pharma Mar S.A.
trabectedin -L01CX01
2003 9 26
2003 11 17 EMEA

CPMP 2003 11 20

PFS progression-free survival

2003 7 24
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