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o Sterility

e Preservative content

e Number of actuations
per container
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e Appearance

o Identification

e Microbial limits test

e Water content

e Drug related impurities

e Drug content per unit dose

e Particle size analysis

e Stimulated patient use

 Reusable versus disposable reliability (&
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e Polydisperse system

e Aerodynamic diameter =
equivalent diameter '
density spheres

e Fine Particle fractio
e Dose Delivery
e % Emission




- TwinStage Impinger 4
(TSI)
e Apparatus A (BP)
e Two stages
. 60 |/min

e Upper Stage =----> Upper Airways
e L ower Stage =----> Lower Airways
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Twin Stage Impinger
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Andersen Cascade Impactor

e ianN1sAAY Impinger
e Stainless Steel Plate
o niividuvianadiy




Drug deposition in the lung
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Andersen cascade impactor
(Kleinstreuer et al., 2008, Annu. Rev. Biomed. Eng., 10:195-220.)
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>4.7 oropharynx
3.3-4.7 trachea and main
bronchi
2.1-3.3 secondary bronchi
1.1-2.1 terminal bronchi

<1.1 alveoli
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(Pharmaceutical equivalence)

o ANMININANAUTUAISESATN
(Clinical equivalence or
Therapeutic equivalence)
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Salmeterol Fluticasone
Seretid Tevaco Seretid Tevaco
e mb & mb

Mass median
aerodynamic
diameter of
particles (Hm)
Geometric
standard deviation
of the mass

Original Generic Original Generic

3.5+0.1 2.1+x041 3.4+0.1 2.2+01

1.9+0.0 1.7+0.0 1.9+0.0 1.7+0.0

_L. Trukhacheva, N. Gorpinchenko and S.
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