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Drug substance specification (USP&&)

m.® Definition White to almost white crystalline powder.
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(IR, HPLQO)
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on.& Impurities
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a.c. Related compound B? iy olo %
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AUTNITUNIANNUAAMTNBUIANE

A angud) @luusyste aganiad Junsiyad ney.

U3¥51UNTTINIT N9IUN1T ATIUAITHALLAVIYNIT




on..& Any other individual impurity LU 0.00 %
oo Total impurities® LAY o.on %
NN : a = N-Butyryl-N-{llo-(eH-tetrazole-&-ylbiphenyl-e-ylimethyl}-L-valine.
b = N-Valeryl-N-{[lo'-(@H-tetrazole-&-yUbiphenyl-&-ylimethyl}-L-valine benzyl ester.
¢ = Excluding valsartan related compound A.
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an.@ Dissolution LERINANTTATANEUBIRIET Valsartan lidosndn go%
(Q) vestiinasenfiutanelunan mo wi

on.& Uniformity of dosage units m'i’.lﬂar;i’mm’mﬁi&:ﬂu finished product specification
an.'®> Organic impurities

Each individual impurity laidpanin olo%
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