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Finished product specification: Semaglutide @ mg/dose(o.aiaml)
@. ldentification ATIIY
lo. Assay ce.c-aod. %
on. pH o.eo to a.elo
@. High molecular weight proteins < @.¢%
&. Hydrophilic impurities < &&%
o. Hydrophobic impurities @ <&.0%
. Hydrophobic impurities <e.0%
@. Sum of impurities < &.0%
«. Bacterial Endotoxin <@o lU/ml
@o. Sterility HTITH
®@a. Phenol &.00-b.00 mg/ml
el. Particulate matter HSIDEU
Drug substance specification: Semaglutide
@. Identification ATV
. Assay o.ep-e.00 ME/Mg
. Hydrophilic impurities < &%
&. Hydrophobic impurities @ <en.®%
&. Hydrophobic impurities lo <o.m%
. Sum of impurities < &&%
. High molecular weight proteins < o.m%
@. Specific bioactivity o.m-a.; U/mg
&. Bacterial Endotoxin <@o EU/meg

@o. Total aerobic microbial count < @o” CFU/g
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Drug substance specification: Semaglutide (#8)

@®. Loss on drying < @0.0%
al. Host cell proteins < ®00 ppm
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