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ANANEIZIANIZVBIYT Atorvastatin o mg film-coated tablet

Foen Atorvastatin &o mg film-coated tablet
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Finished product specification
®. Identification test ATIUITISTY
. Assay *e.& - @o&.o %
en. Dissolution test mmmumuﬁssq‘lu USP&e - &
& Uniformity of dosage units m'i’mBhum’m*?iisqluﬁ’li”lmﬁ”mﬁﬂ
&. Organic impurities
&.® Atorvastatin pyrrolidone analog Not more than o.&o %
&.lo Atorvastatin related compound H Not more than .00 %

&.en Atorvastatin epoxy pyrrolooxazin o-hydroxy analog Not more than o.&o %
&.& Atorvastatin epoxy pyrrolooxazin e-hydroxy analog Not more than o.&o % (If

present)

&.& Atorvastatin epoxy THF analog Not more than e.0o0 %
&.& Atorvastatin related compound D Not more than o.&o %
&% Individual degradation product Not more than o.lbo %
&.») Total degradation product Not more than €.oo %
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