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In vitro evaluation of atomization characteristics of Sodium Cromoglicate Solution
for inhalation
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Tianjin 300385, China

Abstract: Objective To evaluate the atomization characteristics of Sodium Cromoglicate Solution for inhalation. Methods The
atomizing particle distribution of different Sodium Cromoglicate Solution for inhalation were determined by particle size
analysis-laser diffraction methods and next generation impactor (NGI). The difference in the aerodynamic characteristics of fine
particles was investigated when atomizers from different manufacturers were used for atomization. The delivery rate and delivered
amount of Sodium Cromoglicate Solution for inhalation solution were measured by breathing simulator. Samples from two
manufactures were compared. Results The in vitro nebulization of Sodium Cromoglicate Solution for inhalation could be
characterized by the determination of the delivery rate and delivered amount and the aerodynamic particle size distribution.
Conclusion The atomization characteristics of Sodium Cromoglicate Solution for inhalation from different manufactures were
consistent.

Key words: Sodium Cromoglicate Solution for inhalation; sodium cromoglicate; delivery rate; delivered amount; aerodynamic
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Table 1 Average particle size distribution of homemade
preparation and reference preparation (n=10)
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Fig. 1 Different levels of deposition of nebulizer
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Table 2 Comparison of the doses of fine particles in different nebulizers for samples from different manufacturers (n=3)

iR FEdm s 1% ) /mg FPD/mg FPF/% MMAD/pum GSD
WA R 9021 8.908 5.272 59.186 4,087 2.151
5020 9.295 5.872 63.143 3.830 2.103
ZAARY 9021 6.962 3.597 51.690 4.707 2.144
5020 8.597 4.486 52.203 4674 2.137
ZALEEH 9021 9.710 5.605 57.715 4.206 2.101
5020 10.624 6.032 56.799 4291 2.072
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Table 3 Breathing characteristics in different breathing modes
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Table 4 Comparison of product delivery rate and total

delivery volume of different manufacturers

(X#s,n=10)
MR S EBISER/(mgmin)  #E M E/mg
AR 5020 2.17+0.06 5.41+0.17
9021 2.10+0.12 5.07+0.21
JLERK 5020 1.03+0.06 1.03+0.06
9021 2.95+0.15 2.9240.20
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Table 5 Comparison of other quality characteristics of products

5 PR pHE  BEEWRE(mOsmol kg ) 25 CI% RZ1% RESEU%
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