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Drug substance specification (Reference USP e Y Eed-eeda)

a.@ Definition White or almost white powder. soluble in water,
very slightly soluble in anhydrous ethanol,
practically insoluble in heptane.

oo Identification test mfmﬁhumuﬁizﬂu drug substance specification
(IR)

Enantiomeric purity NMT o.&% of S-enantiomer
ayraruawiissyluidenswageu phosphate

as

en.en UStNoudnendAny (Assay) #2.0 - ®ob.0% (anhydrous and solvent-free
basis)
a.@ Impurities

.. Organic impurities

Disregard any peak below o.0&%
Any individual impurity NMT o.00%
Total impurities NMT o.¢%

m.a.lo Enantiomeric purity
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S-enantiomer NMT o.¢%

m.& Water determination on.en - n.e9%
Finished Product
o.@ Descriptions M’ilﬁ]ﬁhummﬁwq‘lu finished product specification
on.lo Identification test mﬂ%ﬁhummﬁixﬂu finished product specification
(IR, HPLC)
an.en USunaudaendfigy (Assay) 0.0 — @o&.0%L.A.
on.@ Disintegration ulumudaivua (time Umit specified & W1¥)
an.¢ Dissolution Litfaenin go.0% T mo ¥
a.o Uniformity of dosage units m’mﬂhumuﬁwﬂu finished product specification
en.e¥ Impurities
en.ev.e Organic impurities ATIHUNUAITIT @
a7 @ Organic impurities
4 Acceptance criteria
il Not more than (%)

@. Sitagliptin acid 0.

. Fumarate adduct (01) ol

an. Sitagliptin triazecine analog ol

@. Sitagliptin styrylacetyl analog ol

&. Sitagliptin phenylcrotonyl analog oo

. Any other individual impurity 0.b

¢. Total impurities o.b
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Certificate of Pharmaceutical Products
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product) LLavwﬁﬂﬁmi'}’ﬁ’JLﬂi’]”%ﬂﬂdﬂ’]W?ﬁlﬂﬂU“ﬂmﬁl?EJ’]EI’WF]EU (COA of drug substance) maammwam
guaziNanIngiy
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