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Finish Product Specification: Salmeterol + Fluticasone Propionate &o+&oomcg Inhalation Powder USP&e

G Test Items Specifications

® Identification Meets the requirements

[ Assay «o - @@0% each for fluticasone propionate
and salmeterol

o Aerodynamic size distribution Meet the requirements

o Delivered - dose uniformity Meet the requirements
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@ Impurities
- organic impurities Meets the requirements
& Microbial enumeration tests and tests | The total aerobic microbial count does not exceed
for specified microorganisms @0” cfu/g of powder. The total aerobic yeasts and
molds count does not exceed @o” cfu/g of
formulation. It meets the requirements of the tests
for absence of Staphylococcus aureus, Pseudomonas
aeruginasa, Escherichia coli, and Salmonella species.
& Foreign particulate matter Meet the requirements
VUG

- nalaanzDoundanisiiu (waive) nsnsaageuiiesginemsla Tduluuanenansvdng udsnani
IpsuaudFce

- Drug substance specification #1501 NTUAATIZYVBERER drug substance w3BluiiAs v drug
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- ¥ Dissolution wag Uniformity of dosage unit THluunasuanInan1snIaATes vnldlauds
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HAMEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Iaanuaes1u PIC/S participating authorities
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A1IMAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagase1u PIC/S participating
authorities atfuaganusaunisasvdaulasiinanisiuseslseniaiisiuuseninsindidnnselind viieergmasain
wazwsinsel
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<.a.0 HANIATITIATITAMATWRERSTIEd1593UveERER (Certificate of analysis of finished
product) lusnuiidadusiosis
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