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Drug substance specification (USP&«)

an.@ Definition White to almost white crystalline powder.
oo dentification test msmshumuﬁssq‘lu drug substance specification
(IR, HPLQO)
an.en USaneudnendifgy (Assay) ®&.0 — ®o.0% (anhydrous basis)
on.& Impurities
o.<.® Residue on ignition Ly 0.0 %
on.clo Related compound A Liviu @.0 %
oo Related compound B Laiifiu oo %
a.a.« Related compound C° Ly o0.00 %
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on.@.& Any other individual impurity® Lifiu 0.00 %
m.a.o Total impurities® LAY o %
WU @ a = N-Butyry\-N-{[lo’-(@H-tetrazole-&-ylbiphenyl-a-ylImethyl}-L-valine.
b = N-Valeryl-N-{llo'(@H-tetrazole-&-ylbiphenyl-e-ylImethyl}-L-valine benzyl ester.
¢ = Excluding valsartan related compound A.

o.& Water determination i ©.0%
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