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Pioglitazone HCl mo mg + Alogliptin Benzoate lo& mg tablet
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Pioglitazone HCl
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Heavy metal

Each Related substances
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Water

Residual solvents

ol.@ Dioxane
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o.en Methanol

Ash

Particle size

&.@ AMNANEUNTUAUSNANBYNA
<o aqmmﬁnﬂ’i'\ o lupsou
cten DYAAMENTT o luAsau

Alogliptin benzoate

®.
.

en.,

Identification test
Assay
Heavy metal

~U3E51UNTIUNS

(WEANMIINTT FuLades)

ATIIUALTSEY
&x.0 - ®06.0 %
L4y @0 ppm
Lifiu o.loo%
Laitfiu o0.00%
Liifiu o.wo%

Liiu &o ppm
Taivfiu ®,000 ppmMm
aitfiu woo ppm
LAy 0.00%

o - be WATIY
Taviu mo%
AU we%

; o
AIIINIURIUNTEY

&z.0 - @ow.0 %
L4iifiu wo ppm

ase.......

T RSTNTS
(WeFsTand nauyeann)



Pe

.

(S)-enantiomer

Water

Related substances
o.e Dimer

o.lo Others

».en Total related substances
Residual solvents
o.@ Ethanol

o.lo Isopropyl acetate
o.an Isopropyl alcohol
o.& Tetrahydrofuran
o.& Toluene

Ash

Finished product specification
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Identification test

Assay

.® Alogliptin

..o Pioglitazone

Dissolution test

o Alogliptin

a.lo Pioglitazone

Uniformity of content

Related substances

Each related substance (Alogliptin)
Total related substance (Alogliptin)
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