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[“Orlaam”] levomethadyl hydrochloride acetate 10mg/mL  ClII
FDA 1
[‘Norditropin’] Somatropin CPMP EU EMEA 2
2003.9.5
MHRA
FDA

Product Discontinuation Notice : [‘Orlaam’] levomethadyl hydrochloride acetate Oral Solution,
10 mg/mL, CIl 2003.9.2

[“Orlaam”] levomethadyl hydrochloride acetate 10 mg/mL CII
Roxane Laboratories [“Orlaam”] levomethadyl hydrochloride acetate 10 mg/mL
2004 1 1995
[“Orlaam”] Roxane Laboratories QT 15 8
6
2001 5
[“Orlaam?] 2001 4
[“Orlaam”] 2
[“Orlaam”]
[“Orlaam’]
methadone FDA buprenorphine
2004 [“Orlaam”]
[“Orlaam”]
[“Orlaam?] Methadone
[“Orlaam”] methadone 2



methadone [“Orlaam”] 80%
methadone [“Orlaam?] 48
/ 5
10mg/ methadone
http://www.fda.gov/cder/drug/shortages/orlaam.htm

Levomethadyl Hydrochloride Acetate Methadone Hydrochloride

opioid agonist opioid agonist

Buprenorphine Hydrochloride opioid k agonist opioid p antagonist
0.2 0.4mg
2002 10

2mg 8mg

Health Canada

TGA

EU EMEA
Committee for Proprietary Medicinal Products CPMP Opinion Following an Article 7 5
Referal 6 26 web 8 29
[“Norditropin”] Somatropin CPMP
[“Norditropin®] Somatropin

somatropin



1988 4 28

2002 5 2 541/95 75 EMEA
MRP
SGA
SGA 4
HV SDS 0

/ 2SD SDS 2.5

SDS 1 [“Norditropin”] /
CPMP 2003 3 19

CPMP 2003 3 19

IGF-1 Insulin-like Growth Factor-I I

HbAlc glicohemoglobin Alc
IGF-I

IGF-I
IGF-1

+2SD IGF-I / IGFBP-3 IGF-binding protein-3

OGTT

CPMP 0.035mg/kg/

http://www.emea.eu.int/pdfs/human/referral/norditropin/347803en.pdf

Somatropin recombinant






