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Qmé’nvmzwmwaam Valsartan @om mg + Sacubitril ey mg Film-coated tablet

Hoen Valsartan o mg + Sacubitril «tev mg Film-coated tablet
PWIRTIFDINS Valsartan @om mg + Sacubitril «ey mg ABE1 & LA
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Finished product specification
@. ldentification test m’aﬁ]mumuﬁisu
lb. Performance and test combinations
©.e Dissolution in eo minutes, by HPLC

Valsartan Laitloenin go %
Sacubitril Litlounin <o %
b.lo Uniformity of dosage units by content uniformity
Valsartan PTITRUINTISTY
Sacubitril PTITHUINTITYY
e, Assay
Valsartan ad.o - @od.0 % LA
Sacubitril «&.0 - @o&.0 % LA
& Degradation products by HPLC
&.6 coo-od based on content of Sacubitril Ty 0.0/ %

@lo Any unspecified based on content of Valsartan Talifiu oo %
<. Total degradation products, excluding #oo-oa Ty o.¢ %
&. Chiral purity by HPLC

&.e CGPaxmox based on content of Valsartan LAY e.0 %
&b &ne-oo based on content of Sacubitril Ty oo %
&, &nd&-oo based on content of Sacubitril Tifiu oo %
&.& &no-ob based on content of Sacubitril LAy oo %
P
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. Microbial limit tests

©.@ Total aerobic microbial count Not more than @,000 CFU/g
©.lb Total combined yeasts and moulds count Not more than @co CFU/g
.o Escherichia coli Absent in @ ¢
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. dvdsdesusewnasgrumsnansmundninusiuayBnsirlunisuin (GMP) vaensensis
asnsnguisovessuvagudn lumaneiaueves (nsdiluendnlulssmalne vievudn
PNANUTENA AaER)

m. eriauaduenituisndudidaviodufunsmielanss

< fdwnenansaudnunisresen fueluid

<o KANTIVIATIRAMEENSNeTvesHdn (Certificate of analysis) uesenguiiiunidu
shetnlunsiauenean udsvdemsnuiinsenynasisuauiuses

<lo HANIATITIATIBIRUNININGAU (Raw material) vessaedieyildlunsuanandgrdn

¢ Tlviesgrienvesiumudn (Lot. No.) 9nlssnududn vdonnnsuingimansnisund Tag
spadululinseivessumsudnisafuiuiegeiiunuanduiudaves
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