[ ¥ I3
ADANBAIZIANIEUDIEN Losartan ¢o mg tablet Lsaneunasaeidn

2981 Losartan & mg tablet
AuauTE Y
< & 9 v
o. Wusndedmiuiuusenu
b. UsENaumiefen Losaran €o mg#e iR
o Ussgluunstesiunasuazanudu aainsey Jeen Jundn Tuvanety @INRER A1TULUTITEN
fiavnezileussuelidaau
AuduUANIunAila

Finished product specification: Losartan & mg tablet (USP &a)

. Identification AU

. Usunauiendifsy *&.0-00&.0% LA

en. Uniformity of Dosage Unit ATIU

&. Impurities (Organic impurities)
- @H-Dimer NMT o.&%
- wH-Dimer NMT o.&%
- Total Impuirities NMT @.0%

&. Dissolution
Test @ NLT e/&9%(Q) LA is dissolved in eno min
Test © NLT @&9%(Q) LA is dissolved in o min
Test e NLT e¥&9%(Q) LA is dissolved in mo min

Drug substance specification : Losartan Potassium (USP &@)

®. ldentification RTIANIY
. USuusnendirgy ®&.&-606.0% L.A (anhydrous)
o. Heavy metals NMT @o ppm
&. Organic Impurities
- Individual impurities NMT o.0%
-Total impurities NMT o.&%
&. Water Determination NMT o.&%

NMT &.0% amorphous forms
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