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qmé’nwmsquwaam Valsartan &e mg + Sacubitril & mg Film-coated tablet

Foun Valsartan && mg + Sacubitril &« mg Film-coated tablet
WRTiFeINIT Valsartan & mg + Sacubitril & mg 7981 @ LA
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Finished product specification
®. ldentification test PsIREULTSEY
. Performance and test combinations
.® Dissolution in mo minutes, by HPLC

Valsartan livfosnin go %
Sacubitril Tivfonin <o %
k.o Uniformity of dosage units by content uniformity
Valsartan psIHULTSEY
Sacubitril PTITUmTIEY
e. Assay
Valsartan ®&.0 - @o&.0 % LA
Sacubitril a&.0 - eo&.0 % LA
@. Degradation products by HPLC
&.@ ?oo-o& based on content of Sacubitril TaiAY 0.0 %

&lo Any unspecified based on content of Valsartan Liifiu oo %
«.m Total degradation products, excluding ®oo-oe  Lilfiu o.¢ %
&. Chiral purity by HPLC

¢.e CGPaxmox based on content of Valsartan 1y @.0 %
&lo &nc-oo based on content of Sacubitril Ty oo %
&.a &and&-ob vased on content of Sacubitril Ty oo %
&.& &n-ob based on content of Sacubitril Tilfiu 0l %
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. Microbial limit tests

. Total aerobic microbial count Not more than &,000 CFU/g
©.lp Total combined yeasts and moulds count Not more than eco CFU/g
., Escherichia coli Absent in ® ¢
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