TIUAZIBAAMANULLANITVDIEN
Sacubitril valsartan Sodium salt complex (€«/&a mg) Tablet
o i s i o w aw ar = W - 2 e
wgusyaen  elvlunsundadnvesaadulianssengaduanduanismaiulsalenussinla

Foe1  Sacubitril /valsartan Sodium salt complex (e&/&e mg) Tablet

AauantAnaly

o. Wuniinpdouidusiindulszmu

. Uszneumeiedidge d15Usznaundeluzuuzauves sacubitrl .o mg waz valsartan sodium
Tuguuszquan @eo me uasluanmilusardmdulia iy eemio.e amdwu

o, Ussgluuednain Josiuuas wavanutuld

€ aanuuUTIIANe fesssydeundrulssnauienddyuasanuuse Tunden fuduery welindn wax

wanzdvuifunlisgedany wazeanuumauzusigeodleedesisydonn dnusznaudendadi

AITULI 5’u§umq LasLauTIHER

AnduUANIawmaila
®. ldentification test miwﬁhummﬁﬁsﬂu Finished product specification
. USunudendidgy ®&.0% - @o&.0% % of the labeled amount of sacubitril
«&.0% - @o&.0% % of the labeled amount of valsartan
m. Uniformity of dosage form unit m’;ﬁlﬁhuml&ﬁ‘i%ﬂu Finished product specification
&. Dissolution by HPLC
- Sacubitril Not less than o % (Q value) in o minutes
- Valsartan Not less than go % (Q value) in emo minutes

&. Related substances

- Chiral purity by HPLC-CGP&emod , based on the declared content of Valsartan NMT @.0%
- Chiral purity by HPLC-CGP-&ma-o% , based on the declared content of Sacubitril NMT o.0%
- Chiral purity by HPLC-CGP-&mé&-ob , based on the declared content of Sacubitril NMT o.0%
- Chiral purity by HPLC-CGP-&mo-ob , based on the declared content of Sacubitril NMT o.0%
- Degradation products by HPLC-Specified , identified «oo-og,

based on the declared content of Sacubitril NMT o.«%
- Degradation products by HPLC- Any unspecified NMT o.le%
- Degradation products by HPLC-Total degradation products, excluding @?oco-o&  NMT o.&%
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