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SUMMARY . A novel, precise, selective and sensitive stability indicating RP-HPLC method has been devel-
oped and validated for sitagliptin phosphate monohydrate (SIT) and metformin HCI (MET) in presence of
two degradation products of SIT. Degradation products formed by alkaline degradation and has been sep-
arated and characterized as triazole and acid impurity of SIT. The separation was carried out on a Waters
Spherisorb SCX column (250 x 4.6 mm, 10 zm) using a mobile phase of ammonium dihydrogen phosphate
buffer pH 3.00: acetonitrile (55:45 % v/v). Quantitation was achieved using UV detection at 210 nm. Peak
purity of MET and SIT established in presence of all major degradation product in stressed samples. The
proposed method of analysis has been validated as per ICH guidelines and proved to be specific, precise,
linear, rugged and robust. The effectiveness of the method was demonstrated with marketed pharmaceuti-
cal preparation of SIT and MET.

RESUMEN. Se ha desarrollado y validado un método de RP-HPLC novedoso, preciso, selectivo y sensible para
sitagliptina fosfato monohidratado (SIT) y metformina HCI (MET) en presencia de dos productos de degradacién
de SIT. Los productos de degradacién formados por degradacion alcalina se han separado y caracterizado como
triazol y la impureza dcida de SIT. La separacidn se llevé a cabo en una columna Waters Spherisorb SCX (250 x
4,6 mm, 10 ym) usando una fase movil de tampdén de dihidrégeno fosfato de amonio de pH 3:acetonitrilo
(55:45% v/v). La cuantificacion se logré usando deteccion UV a 210 nm. Se establecid la pureza mixima de
MET y SIT en presencia de los principales productos de degradacién en muestras estresadas. El método de anéli-
sis propuesto ha sido validado segtin las directrices ICH y ha demostrado ser especifico, preciso, lineal, resistente
y robusto. La efectividad del método se demostrd con la preparacién farmacéutica comercializada de SIT y MET.
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