riym £

Mational Insirute
for Public Health and w Did w

the Environment

Datasheet M abuterol-Dg

Reference number : EU/CRL: 45

Date of preparation: 197.05.16

date : 17 January 2003

source : Rephartox Maarssen

“Bank of Reference Standards”

The Bank of Reference Standards was financially supported by the European Commission
Directorate General “ Science, Resear ch and Development DG XI1”

Contract MAT 1-CT92 - 0020



FC

|—|| H CDs3
H2N Cl:_CHZ_ N_C_CD3
OH D3
Cl
MABUTEROL-D9
Name : 4-amino-3-chloro-a -[[(1,1-dimethylethyl)amino]methyl] -5
(trifluoromethyl)benzenemethanol -Dg
Synonym : mabuterol-Dog
Molecular formula : C13HJCIDgF3NO (84.6%)
Cas# : not available

Moleculair weight : 319.80 (hemifumarate: 377.84)
Indication of purity : >95%

Last update : 1998.01.06

M ethods used for characterization

I IR spectroscopy

I UV spectroscopy

[l M ass spectrometry

v M ass spectrometry after TM Sderivatisation
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| IR SPECTROSCOPY

Instrument: Bruker IFS-55 FTIR; detector DTGS
Sampling technique: KBI-tablet.
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[ UV SPECTROSCOPY

Instrument: Cary 3 UV-Visible Spectrofotometer
Concentration Mabuterol-D g hemifumarate=0.132 mM; solvent methanol
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[ MASS-SPECTROMETRY

Instrument: Hewlett Packard 5989 A MS
GC-MS spectrum, DIP = direct inlet probe

Average of 2.108 to 2.177 min.: 97031601.D (-)
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IV MASSSPECTROMETRY AFTER TMSDERIVATISATION

I nstrument: Hewlett Packard 5970 M SD
MS spectrum, Full Scan

Average of 7.496 to 7.524 min.: 97031802.D (-)
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