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MHRA
Press release Updated patient information leaflets and labelling for painkillers containing
codeine and dihydrocodeine
e Codeine  dihydrocodeine
2005/08/15
http://www.mhra.gov.uk/news/press_codeine_150805.pdf

MHRA OTC codeine  dihydrocodeine
codeine
1 3 OoTC
MHRA


http://www.mhra.gov.uk/news/press_codeine_150805.pdf
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MHRA
Certain Ayurvedic medicines may contain heavy metals
.
2005/08/15

http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/ayuvedic_heavymetal aug05.pdf

http://www.mhra.gov.uk/news/Press 180805 heavymetals herbal medicines.pdf
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FDA
Isotretinoin - Accutane and generic isotretinoin
e Isotretinoin
2005/08/12
http://www.fda.gov/cder/drug/advisory/isotretinoin2005.htm

FDA [“Accutane’] isotretinoin iPLEDGE


http://medicines.mhra.gov.uk/ourwork/licensingmeds/herbalmeds/ayuvedic_heavymetal_aug05.pdf
http://www.mhra.gov.uk/news/Press_180805_heavymetals_herbal_medicines.pdf
http://www.fda.gov/cder/drug/advisory/isotretinoin2005.htm
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[“Accutane’]
Isotretinoin
iPLEDGE
iPLEDGE
FDA iPLEDGE isotretinoin

http://www.fda.gov/bbs/topics/NEWS/2005/NEW01218.html

http://www.fda.gov/cder/drug/infopage/accutane/default.htm

http://www.fda.gov/cder/drug/InfoSheets/patient/IsotretinoinPT.htm
Vol.2 No.23 2004/12/09

iPLEDGE

https://www.ipledgeprogram.com/

isotretinoin
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FDA
FDA MedWatch
Summary View: Safety Labeling Changes Approved By FDA Center for Drug Evaluation and
Research CDER May 2005
e FDA/CDER 2005 5

2005/08/05

http://www.fda.gov/medwatch/SAFETY/2005/may05_quickview.htm

C contraindications BW boxed warning W warnings

P precautions AR adverse reactions


http://www.fda.gov/bbs/topics/NEWS/2005/NEW01218.html
http://www.fda.gov/cder/drug/infopage/accutane/default.htm
http://www.fda.gov/cder/drug/InfoSheets/patient/IsotretinoinPT.htm
https://www.ipledgeprogram.com/
http://www.fda.gov/medwatch/SAFETY/2005/may05_quickview.htm
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BW AR
Estradiol transdermal system Alora o o
Fondaparinux sodium Arixtra Injection o
Candesartan cilexetil Atacand Tablets o
Cefuroxime for Injection USP and | Cefuroxime for Injection USP and
Dextrose Injection USP Dextrose Injection USP
Clozapine Clozaril Tablets
Etodolac Lodine Capsules and Tablets o
Naproxen sodium 220 mg Midol Extended Relief
Peginterferon alfa-2a Pegasys o
Ropinirole hydrochloride Requip Tablets o
Cimitidine 200mg Tagamet HB  Tablets
Lisinopril/hydrochlorothiazide Zestoretic  Tablets
Lisinopril Zestril  Tablets
Simvastatin Zocor Tablets
0.45% Sodium Chloride Injection 0.45% Sodium Chloride Injection
0.9% Sodium Chloride Injection 0.9% Sodium Chloride Injection
Risedronate sodium Actonel Tablets o
Cefazolin for Injection USP and | Cefazolin for Injection USP and o
Dextrose Injection USP Dextrose Injection USP
Ciprofloxacin hydrochloride Cipro Tablets o
Ciprofloxacin Cipro Oral Suspension
Ciprofloxacin Cipro XR extended-release tablets o
Doxycycline hyclate Doryx Delayed-Release Capsules
Isradipine DynaCirc Capsules o
Isradipine Dynacirc CR o

controlled-release tablets

Imatinib mesylate Gleevec Tablets
Ertapenem Invanz Injection o
Chlorambucil Leukeran Tablets
Vardenafil hydrochloride Levitra Tablets
Etodolac Lodine XL extended-release tablets o
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Memantine hydrochloride Namenda Tablets e}
Norgestimate/ethinyl estradiol Ortho Tri-Cyclen Tablets o
Norgestimate/ethinyl estradiol Ortho-Cyclen Tablets

Potassium Chloride in Sodium Potassium Chloride in Sodium o
Chloride Injection Chloride Injection

Potassium Chloride in 5% Dextrose Potassium Chloride in 5% Dextrose o
Injection Injection

Becaplermin Regranex Gel 0.01% o
Infliximab Remicade IV Injection o o
Galantamine hydrobromide Reminyl  Tablets, Oral Solution, o

Extended-Release Capsules

Atomoxetine hydrochloride Strattera Capsules e}
Thallous Chloride Tl 201 Thallous Chloride TI1 201  Injection o
Tenofovir disoproxil fumarate Viread Tablets o o
Dexrazoxane Zinecard Injection e}
Linezolid Zyvox o o

Tablets, Injection, Oral Suspension

Bicalutamide Casodex Tablets o
Ciprofloxacin Cipro L.V. Intravenous Infusion o
Ofloxacin Otic Floxin Otic  Solution 0.3% o
Lidocaine Lidoderm Patch 5% o
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Health Canada
Public Advisory Updated Renal Safety Information on [“Zometa”] zoledronic acid and
[“Aclasta’] zoledronic acid
e [“Zometa”] [“Aclasta’] zoledronic acid
2005/08/09

http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/zometa_aclasta pa-ap_e.html

Health Canada Novartis Pharmaceuticals Canada [“Zometa”]

zoledronic acid 4mg [“Aclasta’] zoledronic acid - 5mg



http://www.hc-sc.gc.ca/dhp-mps/medeff/advisories-avis/public/zometa_aclasta_pa-ap_e.html
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[“Zometa’] zoledronic acid

[“Zometa’] a b
[“Zometa’] [“Zometa’]
[“Zometa’]
bisphosphonate [“Zometa’]
[“Zometa”]
[“Zometa®] zoledronic acid 1 4mg 15
[“Zometa”]
[“Zometa”] [“Zometa”]
[“Zometa’]
[“Zometa”]
[“Zometa’]4mg

[“Zometa’] 8mg
[“Aclasta’] zoledronic acid
Health Canada [“Aclasta’]
[“Aclasta’] bisphosphonate
[“Aclasta’] [“Aclasta’]
15

zoledronic acid

TGA



Vol.3 No.16 2005/08/25

Vol.3 2005 No.16 08/25 R6
EU EMEA
EMEA Public Statement Metabolic and cardiovascular complications of antiretroviral
therapy in HIV- infected patients
o HIV
2005/08/05
http://www.emea.eu.int/pdfs/human/press/pus/24902205en.pdf

CART
MAHSs VA Retrospective
Study ' D.ADStudy 2 1999
2003 3 CART
2005 1
http://www.emea.eu.int/pdfs/human/press/pus/238303en.pdf
2005 6 CHMP CPMP MAHs D.AD VA
2008 1 D.AD
CHMP
D.AD CART Ml VA Ml
D.AD
2 HIV
- HIV
CART D.AD
2009

“A Retrospective Cohort of the Risk of Cardiovascular Events
in HIV Patients on HAART”
2 The Data Collection on Adverse Events of Anti-HIV Drugs


http://www.emea.eu.int/pdfs/human/press/pus/24902205en.pdf
http://www.emea.eu.int/pdfs/human/press/pus/238303en.pdf
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EU EMEA
Press release European Medicines Agency consulting on a draft guideline on
pharmacovigilance for medicines used in children
. EMEA
2005/08/12
http://www.emea.eu.int/pdfs/human/press/pr/26213505en.pdf

European Medicines Agency EMEA 18
6
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50% ‘
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http://www.emea.eu.int/pdfs/human/press/pr/26213505en.pdf

