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d.o Finished product specification : Sitagtiptin ooo mg fil.m - coated tabtet (USP do)

I
lJ0 Test items Specifications

G.c).o ldentification test
rai6l

nr?oti1ufl't:rvt:vl Lu finished product specifications

d.o.b
vov

lJ:lJ1iln?U1A1AflJ c(d - ood 7o of the label.ed amount of

Sitagli pti n(C"bH"dFbNdO)

6.o.6n Uniformity of dosage units Meet the reouirements

d.6).d Disintegration :

- Time d minutes Meet the requirements

d.or.d Organic impurities:

-Sitagl.iptin acid

- Fumarate adduct (if present)

- Sitagl.iptintriazecine anatog

- Sitagti ptinstyrylacetyl anatog

- Sitagl.i ptinphenytcrotonyI

anaLog

- Any other individuat impurity

- Total impurities

Not more than o.b o/o

Not more than o.b o/o

Not more than o.tE %

Not more than o.b o/o

Not more than o.to 7o

Not more than o.to o/o

Not more than o.b o/o

d.b Drug substance specification : Sitagtiptin Phosphate (USP do)

9
lJO Test items Specifications

d.b.o ldentification test
ti6t

n:?0hi1ufl1ttfr:vU [u drug substance specifications

d.te.b
vou

1J:U',rfufl?el1a1nry c{d.o - oob.o 0/o of Sitagliptin Phosphate

(C,bH,dFbNdO . H,PO') calcutated on the anhydrous

and sotvent - free basis
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,)ta Test items Specifications

d.to.en Organic impurities:

- Any individual impurity

- Total impurities

Not more than o.ooolo

Not more than o.dolo

d.te.d Enantiomeric purity Not more than o.dflo of the S-enantiomer

d.b.d Water en.sn - en.e'i o/o
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nr:rfi:vlJu Finished product specification L[av Drug substance specification
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