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ﬂmﬁnvmztawﬂwaam Valsartan @om mg + Sacubitril &¢ mg Film-coated tablet

Foun Valsartan e@oem mg + Sacubitril «ev mg Film-coated tablet
UATIHOINS Valsartan @os mg + Sacubitril & mg A8 o LA
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Finished product specification
®. Identification test ASIEURTTEY
. Performance and test combinations

.o Dissolution in mo minutes, by HPLC

Valsartan Livosnin co %
Sacubitril Livfoni co %
.l Uniformity of dosage units by content uniformity
Valsartan PTITUITISEY
Sacubitril p3IEULTITEY
. Assay
Valsartan x&.0 - @o&.0 % LA
Sacubitril &0 - @o&.o % LA
&. Degradation products by HPLC
d.6 Roo-o& based on content of Sacubitril T4y o.00 %

@lo Any unspecified based on content of Valsartan 14ifiu olo %
& Total degradation products, excluding ®oo-o& Tdifv o.¢ %
&. Chiral purity by HPLC

&.e CGPaxmow based on content of Valsartan L3 @.0 %

&lo &na-ob based on content of Sacubitril Taliiu oo %

&.;m &nd&-ob based on content of Sacubitril T3y oo %

&.& &mo-oo based on content of Sacubitril liiu oo %
N
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. Microbial limit tests

b.@ Total aerobic microbial count Not more than e,000 CFU/g
.o Total combined yeasts and moulds count Not more than eco CFU/g
o.m Escherichia coli Absentin @ ¢

Fouludug

®. ﬁﬁ’lLm'LUﬁwﬁzymiﬁuwmﬁauﬁﬁumaaﬂiwiwmmimq*‘u

b. fvilsdefuseamsgrumsuiinenuvaninasiuazInsimunisudn (GMP) veansenss
mssuguvievesUsanaduia lumneefiausws (nsdifusndnlussmelne visddn
NANUTTNA A1)
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< fdwnenansaudnysvase faseluil

.0 NARTIVIAT RN MHARSeiveiNan (Certificate of analysis) vaseguiiudy
shegtlunsiausuienn dudavsomisruiinsevsnaisnsnguiuses

<lo NANIATIVUATIYIAUAMINGAU (Raw material) vasinndrdgflilunisuanangan

¢ Tvlrsievienuesiunsudn (Lot. No.) anlssaudidn wioannsdneneaninsuwme Tno
souduluiianeivesiumsudnfeafutufessiiunuanduiudeges
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