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&o Finished product specification

(@) USP

NE) Test ltems Specifications

@ | Identification Meet the requirement

b | Assay ®0.0% - @®o0.0% of the tabeled amount of Glipizide
Uniformity of dosage units* Meet the requirement

& | Dissolution NLT 2o%(Q) of the labeled amount of glipizide is

dissolved in && minutes

& | Related compound

- Glipizide related compound A | NMT lo.0%
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i) Test Items Specifications
Identification Meet the requirement
b | Assay «o.0% - ®®0.0% of the labeled amount of Glipizide
m | Related substance
- Glipizide impurity A NMT ©.&%
&b Drug substance specification

Farsananluiinsigiuesiian drug substance visluliaTeyi drug substance YoHARET

o o o o o =t a ¢ o v ado
dnSagy atuleadunil laelinsnsinliaasiasuymmueynTmn

(@) USP
18 Test ltems Specifications
@ | ldentification Meet the requirement
o | Assay «a.0% - eol.0% of Glipizide (dried basis)
m | Residue on ignition NMT o.&%
Loss on drying NMT &.0%
Related substances
Test @
- Methyt-N-g-[o-(&-methylpyrazine- b- | NMT o.&%
carboxamido) ethyl] benzenesutfonyl
carbamate
- Any individual impurity NMT o.&%
Test b
- Glipizide related compound A NMT o.&%
- Glipizide related compound 8 NMT o.¢%
- Glipizide related compound C NMT o.&%
- Total impurities NMT @.&%
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h) Test Items Specifications
Identification Meet the requirement
b | Assay wa.0% - @ob.o% of Glipizide (dried basis)
o | Sulfated ash NMT o.%
Loss on drying NMT o.¢%

Related substances

- Impurity A NMT o.:m%
- Impurity B NMT oo ppm
- Impurity C NMT o.e&%
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