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o. Identification test mnmummﬁszﬁu Finished product specification
b. USunumedany ®&.0% - @o&.0% % of the labeled amount of sacubitril
&&.0% - @o&.0% % of the labeled amount of valsartan
m. Uniformity of dosage form unit mummmmﬁwqiu Finished product specification
&. Dissolution by HPLC
- Sacubitril Not less than o % (Q value) in emo minutes
- Valsartan Not less than o % (Q value) in smo minutes

&. Related substances
- Chiral purity by HPLC-CGPeemoc , based on the declared content of Valsartan NMT @.0%
- Chiral purity by HPLC-CGP-&ena-o' , based on the declared content of Sacubitril NMT o.lo%
- Chiral purity by HPLC-CGP-&né-obo , based on the declared content of Sacubitril NMT o.lo%
- Chiral purity by HPLC-CGP-&ener-o' , based on the declared content of Sacubitril NMT o.lo%
- Degradation products by HPLC-Specified , identified @oo-oe,

based on the declared content of Sacubitril NMT o.e1%
- Degradation products by HPLC- Any unspecified NMT o.lo%
- Degradation products by HPLC-Total degradation products, excluding ®oo-oa NMT o.&%
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