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Finished product specification

@. ldentification Complied with finish product specification
lb. Assay =& - @od % labeled amount
. pH o - oo

& Preservative content
- Benzalkonium chloride ®o — @0 %
- Discdium ecentate &xo - eeo %
& Mean dose delivered
- Beginning of bottle ban.€ — s@.'D Mcg/spray
- End of bottle m.e - me.b Mcg/spray
. Droplet size distribution by laser diffraction
- Mean Deo o - & nm
- Mean Déo &0 - @®0 NM

- Mean % droplet less than @c nm Less than e.&

o. Number of medicated sprays Not less than elbo sprays

w. Weight of content & - @0.& ¢

«. Microbial limits Complied with finish product specification
aﬁaﬁ ........................ JIEFUNTINATT A9 ﬂ’“"’ ................... NSIUNIT
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Crug substance specification
Identification Complied with finish product specification
lo. Assay &= — ol % labeled amount

e, Residual solvent

- Propan-Z-ol Not more than c.e %

- Fthyl acetate Not more than o.e %

- Total solvents Not more than o.le %

. Water content Not more than o.ls %
Residual on ignition Not more than o.e %

Particle size distribution by laser diffraction
- Dy, o) o.& — @& Mcm

- Median size by volume D (v, 0.&)  @.¢) — & mcm

- Div, o) e — & mcm
- Span ®.6 ~ Bu.d& mcm
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Finished product specification

@. ldentification Complied with finish product
specification
lo. Assay
- Budesonide ablb - eRe Me/e
- Formoterol @& - && mg/g

. Budesonide - impurities and degradation preducts

- Spedified related substances in total Not more than e.0 %
- @b (alfa) - hydroxyprednisolone Not more than o.¢ %
- D - homobudesonide Not more than o.& %
- lve - dehydrobudesonide Not more than o.¢ %
- e&,ad - dehydrobudesonide Not more than o.& %
- Unspecified related substance in total Not more than o.& %
- Individual unspecified related substance Not more than olo %

@. Formoterol - impurities and degradation products

- Related substances in total Not more than e.o %
- Dodmy Not more than o.€ %
- Peak A Not more than c.@ %
- PeakB Not more than o.« %
- Individual unspecified related substance Not more than o.@ %

&. Deliverad dose
- Budesonide ebm — axle mcg/dose
- Formoterocl m.o — &.& mecg/dose

o, Fine particle dose

- Budesonide & ~ mow Mmcg/dose
- Formoterol @& — m.e mcg/dose
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