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Drug substance specification (Reference USP &a)

en.® Definition

oo Identification test
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o USnaddaendAgy (Assay)
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o Impurities

.. Organic impurities

White to off-white powder. Freely soluble in

chloroform, in methanol, and in alcohol; sparingly

soluble in propylene glycol; very slightly soluble in

hexane; practically insoluble in water.

- m’mmummﬁixﬁlu drug substance specification

(UV, HPLC)
- Specific rotation
- Loss on drying

- Residue on ignition
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Acceptance Criteria
Name
NMT (%)

@. Simvastatin hydroxyacid o0.&

lo. Epilovastatin and Lovastatin ®.0

on. Methylene Simvastatin o.&

&. Acetyl Simvastatin 0.«

&. Anhydro Simvastatin o.&

©. Simvastatin dimer o.&

. Any unspecified impurity 0.®

<. Total impurities ®.0
Finished Product specification
m.@ Descriptions m’mmumuﬁisﬂu finished product specification
oo Identification test m’mmumuﬁsxq‘lu finished product specification

(HPLC, LV)
an.en USHNausIendnasy (Assay) ®0.0 - ®®0.0%L.A.
m.& Dissolution mi’aﬁwi’mmuﬁisqlu finished product specification
(Q=e¥&%)
o.& Uniformity of dosage units m‘smcimmuﬁis‘lﬂu finished product specification
.o Impurities
en.0.@ Organic impurities asrarumadermualunnsei o
A597 o Organic impurities
Name Limit (%)

@. Tenivastatin ®.0

. Individual unspecified impurity o.&

o. Total impurities .0
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