ace Analytical Headspace Moisture Analysis In Medical Device Packages

Life Sciences

Bruce Lindner, Michael Curtiss, Jonas Weissenrieder, and Mark Schwab
Pace Analytical Life Sciences,
1311 Helmo Avenue N., Oakdale, MN 55128

Headspace Analysis Gas Phase FTIR Moisture Spectra
e Shelf life Quantitative analysis using high resolution gas phase
e Corrosion Fourier transform infrared spectroscopy (FTIR).
» Degradable polymers \g\‘p/ /g\‘g\ o ETIR :
» Drug potency t 2
. . | <
Package permeability Beer’s law -
» Sterilization optimization - A —
Cha"enges Ai — ZLSaijCj 1 1094 1992 1990 1988 1986 1984 1982 1980
° Sample VOlume =1 A Wavenumber (cm™1)
o Range A;1s absorbance at wavenumber i, L, path-length, %; Moisture chosen as proof of COncept
o a; the molar absorptivity at i, C; concentration, and o) _ , '
» Specificity m the number of compounds. . ° Ethylene oxide, residual solvents, etc.

Sample Concentration

Sample Volume Conclusions

2 140 . er
g _ » Chemical specificity.
: s St . e s
© > 100 ap © e Simultaneous quantlflCathn
£ 40 2 ° So ®e
S S 80 - ‘ :
3" of multiple compounds.
3 20 - E ] . . “e
g 4 High sensitivity.
= S B & 20 » Wide range of concentrations.
0 20 40 60 . . . . . | .
Actual concentration (ppmy) : 0 200 400 600 800 1000 1200  Wide range of package
Example of linearity and recovery Sample Volume (mL)
from calibration curve. volumes.
Headspace concentration Sample volume range » Short analysis time.

range 5 ppm,— 50%RH 10 - 5000 mL




