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qmé’numzquwmm Valsartan @om mg. + Sacubitril e mg. Film-coated tablet

How Valsartan @om mg. + Sacubitril s mg. Film-coated tablet
YUIATFBINTT Valsartan eom mg. + Sacubitril el mg. ABE1 o LA
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AMANYTIANTY

Finished product specification
®. Identification test ATITUANTIEY
. Performance and test combinations

.@ Dissolution in emo minutes, by HPLC

Valsartan laitlesnin <o %
Sacubitril livieunin <o %
.o Uniformity of dosage units by content uniformity
Valsartan ATIVUIITITEY
Sacubitril ATIUITITEY
. Assay
Valsartan «&.o - e@o&.0 % LA
Sacubitril «&.0 — @o&.0 % LA
@. Degradation products by HPLC
&6 woo-o& based on content of Sacubitril LilAu o.00 %

& Any unspecified based on content of Valsartan LAy oo %
&.o Total degradation products, excluding ®oo-o& Ty o.¢ %
&. Chiral purity by HPLC

¢.e CGPexmoa based on content of Valsartan 13U @.0 %
&b &na-ob based on content of Sacubitril Laiifiu oo %
&.on &n&-ob based on content of Sacubitril laitfiu oo %
&.& &n'o-ob based on content of Sacubitril 14U oo %
. Microbial limit tests
. Total aerobic microbial count Not more than &,000 CFU/g.

©.lv Total combined yeasts and moulds count Not more than eco CFU/e.
©.en Escherichia coli Absent in @ g.
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