Vol.2 No.4 (2004/02/26)

FDA HRT FDA A
2004 1 28
[“Glucovance’] glyburide/metformin FDA 3
[“Tamiflu”] oseltamivir phosphate 1 Health
Canada 4
[“Permax’] (pergolide mesylate) Health
Canada 5
2004/02/18
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FDA

1. FDA News 2004/02/10
FDA Updates Hormone Therapy Information for Post Menopausal Women

FDA HRT
FDA  WHIMS NIH National Institutes of Health WHI the Women's Health Initiative
HRT estrogen estrogen/progestin
WHIMS [“Prempro”]
estrogen/progestin 65
Estrogen estrogen/progestin HRT

HRT
estrogen
FDA
HRT



WHI

HRT
FDA / WHIMS
FDA Mark McClellan, M.D. Ph.D.
FDA HRT
WHIMS 2003 5 JAMA 4500 65 79
60 39 65% HRT 21 35%
15 FDA
WHIMS
WHIMS
WHI WHIMS
estrogen  medroxyprogesterone acetate 65 4
estrogen
FDA WHIMS
WHI estrogen /progestin
FDA
FDA WHI NIH
estrogen/progestin
HRT http://www.fda.gov/cder/drug/infopage/

estrogens_progestins/default.htm
http://www.fda.gov/bbs/topics/NEWS/2004/NEW01022.html

Conjugated Estrogens


http://www.fda.gov/cder/drug/infopage/estrogens_progestins/default.htm
http://www.fda.gov/bbs/topics/NEWS/2004/NEW01022.html
http://www.fda.gov/cder/drug/infopage/estrogens_progestins/default.htm

Medroxyprogesterone Acetate

/ 2003/12/01

2. CDER 2004/01/28

Summaries of Medical and Clinical Pharmacology Reviews of Pediatric Studies as of January 28,

2004 [*‘Glucovance’] glyburide and metformin

2004 1 28
[“Glucovance’] glyburide/metformin
Bristol-Myers Squibb 2003 5 29
[“Glucovance’] glyburide glibenclamide INN JP /metformin [“Glucovance’]
NDA N21-178 2000 7 31 2
[“Glucovance’]  glyburide metformin

OCPB Office of Clinical
Pharmacology and Biopharmaceutics Study 1
Study 2 Study 1
[“Glucovance’] 2
glyburide  metformin
10 16 24 Cmax Tmax
AUC CL/F VssiF ty
CV138-049 glyburide  metformin

2 glyburide metformin
[“Glucovance’]  glyburide
metformin 2
[“Glucovance’]

Optional Intra-Division CPB  Customs and Border Protection 2003 12 11

[“Glucovance’]  glyburide metformin



http://www.fda.gov/cder/foi/esum/2004/21178N000,se5-007 Glucovance Pharma_ BPCA.pdf

http://www.fda.gov/cder/pediatric/Summaryreview.htm
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Glyburide metformin

Health Canada
1. Subject:Important Safety Information Regarding “Tamiflu’
Prescription in Children less than 1 year of age 2004/02/09
[“Tamiflu”] oseltamivir phosphate 1

Metformin Hydrochloride

oseltamivir phosphate and

Hoffmann-La Roche Health Canada [ Tamiflu”]
oseltamivir phosphate
[ Tamiflu”]
[“Tamiflu’] 1
[“Tamiflu’] 1 2
13
[“Tamiflu*] 1
2004
A H3N2
A/Fujian
500 1,500
Health Canada A
2
2



http://www.fda.gov/cder/foi/esum/2004/21178N000,se5-007_Glucovance_Pharma_BPCA.pdf
http://www.fda.gov/cder/pediatric/Summaryreview.htm

[“Tamiflu’] 1

1 [“ Tamiflu”]
7 1,000mg/kg oseltamivir phosphate
250 oseltamivir oseltamivir phosphate
[ Tamiflu”] /
oseltamivir phosphate 1,500
[“ Tamiflu”]
Oseltamivir phosphate 1
800
1 1
[ Tamiflu”]
[ Tamiflu”]
1 [“Tamiflu”]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/tamiflu_hpc e.pdf

http://www.hc-sc.qgc.ca/hpfb-dgpsa/tpd-dpt/tamiflu_hpc e.html#snav
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Oseltamivir Phosphate

2. Subject: Important Safety Information Regarding the Antiparkinson Drug [“Permax”]
pergolide mesylate : Sudden Onset of Sleep web 2004/02/17 2004/01
[“Permax”] (pergolide mesylate)
Shire BioChem Health Canada

[‘Permax’] pergolide mesylate

[“Permax”]

[Permax”]
[“Permax’] 1991 [“Permax’]

[“Permax”]


http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/tamiflu_hpc_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/tamiflu_hpc_e.html#snav

[“Permax”]

[“Permax”]

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/permax_hpc_e.pdf

http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/permax_hpc_e.html
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[“Permax”]



http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/permax_hpc_e.pdf
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/permax_hpc_e.html

