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FDA  2003.7.16
Drug Review Package / [‘Femring "](estradiol acetate) vaginal ring
/ [“Femring’] (estradiol acetate)
[‘Femring’] 2001 12 WHI

Approval Letter/

2002 7 5 FDA NHLBI Women's Health Initiative WHI
estrogen
progestin 50 79 16,608

[‘Prempro’] conjugated estrogens 0.625mg/day medroxyprogesterone acetate 2.5mg/day

NHLBI 26% 29% 41%
100% FDA
[‘Femring’]  estrogen/progestin progestin

[‘Femring’]

Final Printed Labeling /

Estrogen

Estrogen



estrogen estrogen

Estrogen progestin
WHI conjugated estrogens 0.625mg medroxyprogesterone acetate 2.5 mg
5
conjugated estrogens  medroxyprogesterone acetate estrogen progestin
WHI

estrogen progestin

http://www.fda.gov/cder/foi/nda/2003/021367 femring_toc.htm
http://www.fda.gov/cder/foi/nda/2003/21-367 Femring_Approv.pdf

Medroxyprogesterone Acetate



Health Canada  2003.7

Important Drug Safety Information Until further information is available, [‘Paxil’] (paroxetine

hydrochloride) should not be used in children and adolescents under 18 years of age

(paroxetine hydrochloride)

GlaxoSmithKline Health Canada

[‘Paxil’] (paroxetine hydrochloride) 18
[‘Paxil’]
MDD 3
[‘Paxil’]
5.3% 20/378 2.8% 8/285
3 [‘Paxil’] MDD
SAD
0% 0/157 OCD
OCD [‘Paxil’]
[‘Paxil’] 1,000

UK Department of Health FDA
18
[‘Paxil’]
Health Canada
[‘Paxil’] 18
[‘Paxil’]

[Paxil’]

(MDD)

[‘Paxil’]
[‘Paxil’]2.4% (4/165)
enrichment
SAD

[Paxil’]

[Paxil’]

18

[‘Paxil’]
Health Canada 18

[Paxil’]
[Paxil’]



[Paxil’]
18 [Paxil’]

[‘Paxil’]
http://www.hc-sc.gc.ca/hpfb-dgpsa/tpd-dpt/paxile.html
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