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ANANYMLIANIZYDIEN Vortioxetine ao mg tablet

Yo Vortioxetine ao mg tablet
YUINNHBINNG Vortioxetine mo mg A8 o LN
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& Generic product use (GPU) eblo¢oa
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Drug substance specification
. Identification test ATy
o, Assay .0 — ®0e.e % on dried basis
en.  Residue on ignition Not more than o.e %
& Heavy metals Not more than lbo ppm
& Impurities MY
©. Organic impurities in total Not more than o.&o %w/w
o. Residual solvent AN
&. Palladium, ICP-OES Not more than wo ppm
«. Particle size distribution NI
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Finished product specification

. Identification PSIUITTEY

. Assay ad.o - @od.0 % LA

en. Uniformity of dosage unit ATITU

@. Dissolution test Not less than &o% in emo min

&. Degradation products AN

. Water content, KF Not more than & %w/w
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o. fnidosusonnmsgrumsudngmundninasiuazisnmsirluniskdn (GMP) veansensae
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<o nansIViATEiRuAHARSuTivesinan (Certificate of analysis) vesenguiiirundy
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