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Drug substance specification (Reference USP)

Sitagliptin
m.@ Definition White or almost white powder. soluble in water,
very slightly soluble in anhydrous ethanol,
practically insotuble in heptane.
m.b ldentification test ASIVUANTISY ‘Usf,u drug substance specification
(IR)
Enantiomeric purity NMT o.€% of S-enantiomer
ATraunuissyluidanavaaey phosphate
a.en USuneusinendnfzy (Assay) &®z.0 — ®@ol.o% (anhydrous and solvent-free
basis)
on.@ Impurities
a.c.@ Organic impurities
Disregard any peak 1A 0.0¢%
Any individual impurity AU 0.00%
Total impurities T 0.¢%
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s.&.lo Enantiomeric purity

S-enantiomer LU o.¢%
o.& Water determination m.en - n.e¥%
Metformin 4
a.e Definition msaﬂﬂhummﬁixﬂu drug substance specification
.o Identification test mwehummﬁwq’[u drug substance specification
en.en USsnausnengndey (Assay) ®z.0 — ®o.o% (dried basis)

o Impurities

o.c.e Organic impurities

Metformin Related Compound A 13iAY o.0lb%
Any individual impurity Tiiiu 0.m0%
Total impurities LAy o.¢%
;..o Residue on lgnition TaliAu 0.¢%
o.& Loss on Drying s 0.¢%

Finished Product

o.a Descriptions m':"aﬁlci’luﬂ'mﬁi%qiu finished product specification
oo |dentification test m‘i’aﬁ]&i’lum’mﬁixqiu finished product specification
. Utnadiendnfey (Assay) ®0.0 - e@0.0%L.A,

an.a Dissolution m’nmi’mmﬁisxqiu finished product specification
a.& Uniformity of dosage units mnﬂhummﬁ'wﬂu finished product specification
.o Impurities m‘ﬁ’mﬂhumuﬁixﬂu finished product specification
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