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Uniformity of dosage form unit

Disso[ution by HPLC

- Sacubitril

- Valsartan

gt :? a ti'r1.JFtrllfi :vulu Fin is h ed prod uct s pecification

cid.oolo - aod..oo/o o/o of the labeled amount of sacubitril

c(d.o7o - o'o&-oo/o 0/o of the labeled amount of valsartan
'io

Fl :? Q zu'lu0l'luvt : vu Lu Fin is h ed prod uct specification

Not [ess than do 0/o (Q value) in eno minutes

Not less than do 0/o (Q value) in eno minutes

d. Retated substances

- Chiral purity by HPLC-CGPddenoei , based on the declared content of Valsartan NMT o.o%
- Chiral purity by HPLC-CGP-dend-ob , based on the declared content of Sacubitril NMT o.Lq%

- ChiraI purity by HPLC-CGP-dend-ob , based on the declared content of SacubitriI NMT o.bo/o

- Chiral purity by HPLC-CGP-denb-ob , based on the declared content of SacubitriL NMT o.lo7o

- Degradation products by HPlC-Specifled , identified cioo-od,

based on the declared content of Sacubitril. NMT o.el%o

- Degradation products by HPLC- Any unspecified NMT o.b%
- Degradation products by HPLC-Total degradation products, excluding doo-od NMT o.d%o
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