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Drug substance specification (Reference USP &a)

o.® Definition m’nﬁ]&i’mmmﬁ%ﬂu drug substance specification

oo Identification test - mmmumuﬁisﬁlu drug substance specification
- asnsumaiszyluidenismaaeucalcium

on.en USuausnendndgy (Assay) ®el.o ~ @om.0% UBY Rosuvastatin calcium
[Ca(Cy2H27FN306S),] (anhydrous, solvent-free basis

on.& Impurities

en.&.@ Organic impurities The reporting level for impurities is 0.0&%.

< . .
M1 @ Organic impurities

Acceptance Criteria

Name
NMT (%)
Rosuvastatin related compound A 0.
Rosuvastatin diastereomers o.&
Rosuvastatin ketone 0.@

Rosuvastatin lactone

Rosuvastatin related compound B
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Rosuvastatin dehydro analog o.60&

Rosuvastatin related compound C —

Any unspecified impurity 0.®
Total impurities o.&
en.& Limit of Chloride L 0.o%
en.e¥ Enantiomeric purity LAY o.0&%
on. Water determination 134y o.0% (Method |, Method la %158 Method Ic)

Finished Product specification

on.@ Descriptions mﬂﬁ]ﬂi’mm’mﬁi:ﬁﬂu finished product specification

a.lo [dentification test m’mmumuﬁisﬂu finished product specification
(HPLC, UV)

on.en Usuneusnendidgy (Assay) ®0.0 — ®60.0%L.A.

on.& Dissolution ma‘aﬂhum’mﬁ'wﬂu finished product specification

a.& Uniformity of dosage units m’s'ﬁ]ﬂhum’mﬁ’isﬂu finished product specification

.o Impurities
en.p.@ Organic impurities ATIUMUTDANUATUANTIN ©

M13M% o Organic impurities

Name Limit (%)

Rosuvastatin related compound A -
. Rosuvastatin diastereomers =
om. Rosuvastatin ketone ©.®
&. Rosuvastatin lactone ®.&
&. Rosuvastatin ethyl ester (if present) o.&
©. Any other individual impurity ol
. Total impurities n.o
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substance) fiuguniskinueandndueiendnsagy (finished product)
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