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Drug substance specification (Reference EP)

a.@ Definition White or almost white powder.
on.lo Identification test mwﬁhummﬁ‘wﬂu drug substance specification
(IR, HPLC)
on.en USungusinendidey (Assay) ®e.0 — ®@0.0% (anhydrous substance)
on.@ Specific optical rotation +&o to +&& (anhydrous substance)
on.& Related substances
- Unspecified impurities L4itiu 0.0%
- Total impurities LailAu 0.:%
m.o Water &.&% - €.o%
an.ed Microbial Limits m’mmummﬁﬁ:ﬁﬂu drug substance specification
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Finished Product

on.@ Descriptions m’nﬁlﬁhum’mﬁwﬂu finished product specification
oo Identification test m’sﬂti’mm’mﬁizﬂh finished product specification
an.en UHWAI816AEY (Assay) 0.0 ~ ®60.0%LA.

a.e Uniformity of dosage units mwsi'mmuﬁﬁzqﬁlu finished product specification
a.& Impurities mwmumuﬁ"ﬁzﬂu finished product specification
.o Minimum Fill m'ﬂ’:ﬂﬁi’lummﬁ’izqﬁlu finished product specification
an.ey Microbial Limits m’aﬂ]ﬁhumuﬁixﬂu finished product specification
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«.oo Nl hilde1fuuuy (Orginal) avdesdideyanisfinwriauya (Bioequivalence)
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