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Finished product specification : USP &

Test ltems Specifications
n.6.® Identification Meet the requirements
m.e.lo Assay ®d.o% - mod.0% of the labeled amount of
Valsartan
.6, Uniformity of dosage unit* Meet the requirements
06,6 Dissolution® Not less than go.0% of the labeled amount of

Valsartan is dissolved in mo minutes

on.e.& Organic impurities
®) Each Individual Impuritie | Not more than oo %
o) Total impurities Not more than o.e %
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Drug substance specification :USP &

Test Items Specifications
no.e Identification Complied with drug substance specification
oo Assay «z.0% - @olw.0% of the labeled amount of
Valsartan, calculated on the anhydrous basis
elo.m lmpurities
@) Residual on ignition Not more than o.e%

) Valsartan related compound B | Not more than o.w%
m) Valsartan related compound C | Not more than o.a%
& Any other individual impurity | Not more than 0.e%
(excluding compound A)
b) Total impurities Not more than o.«m%
(excluding compound A)

o, Water determination Not more than v.0%
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am.@ Finished product specification

Test Items Specifications
€.6.6 Identification Complied with finished product specification
n.6.l Assay &&.0% - mo&.o% of the labeled amount of
Valsartan
«d.0% - @cd.0% of the labeled amount of
Sacubitril
&n.6.6n Uniformity of dosage units* by Complied with finished product specification
content uniformity
n.e.& Dissotution® in eno minutes, by HPLC Valsartan --- Not more than @o%
Sacubitril -- Not more than 0%
n.@.& Degradation products by HPLC
-woo-o& based on content of Not rmore than o.«/%
Sacubitril
-Any unspecified based on content of | Not more than o.lb%
Valsartan
-Total degradation products, excluding | Not more than o.¢%
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s.@ Finished product specification (#e)

Test Items Specifications

60.6).0 Cliral purity by HPLC

-CPGaamoe based on content of Not more than e.0%

Valsartan

-&me-ob based on content of Sacubitril | Not more than o.le%

-&n&-ob based on content of Sacubitril | Not more than olb%

-&no-o based on content of Sacubitril | Not more than &.e%
.. Microbiclogical quality

“Total aerobic microbial count < @mo cfu/g

-Total combined Yeasts Moulds count < @obcfu/g

-Escherichia coli Absentin e ¢
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Finished product specification
Test Items Specifications .
Nn.6.6 Identification Complied with finished product specification
n.e.lo Assay ®&.0% - mod.0% of the labeled amount of Empagliflozin
®&.0% - @o&.0% of the labeled amount of Metformin HCl
n.@.6n Uniformity of dosage units* | Complied with finished product specification
by content uniformity
n.0.6 Dissolution® Complied with finished product specification
on.e.& Degradation products based
on Metformin HCL
-Any unspecified Not more than c.e%
-Total degradation products | Not more than o.nb%
n.e.o Degradation products based
cn Empagliflozin
-CD ebelos Not more than o.&%
-Any unspecified Not more than o.lo%
-Total degradation products | Not more than e.0%
0.6.6 Microbiological quatity
-Total aerobic microbial < @o cfu
count per gram
-Total combined Yeasts < @0 cfu
Moulds count per gram
-Escherichia coli per gram Absent
0n.6.3 Related substance Complied with finished product specification
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