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a.@ Finished product specification:

) Test Items Specifications
@ | Identification Complied with finished product specification
o | USuusnendingy ) | @0 - @@0.0 % of Atorvastatin
o | Dissolution test Complied with finished product specification
& | Related substances Complied with finished product specification
| & | Uniformity of Dosage Units Complied with finished product specification
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a.lo Drug substance specification:
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4o Test ltems usP BP
@ | Identification Meet the requirements Meet the requirements
o | Assay &&.0 - ®@o.0% of ®.o - ®@o.0% of
atorvastatin calcium Atorvastatin calcium
(anhydrous substance)
o | Content of propylene glycol &.&% — ol.an% -
@ | Water determination NMT ®.0% n.&% — &.&%
& | Sodium > Maximum o.€%
o | Heavy metals = Maximum o ppm
¢ | Enantiomeric purity NMT o.m% of atorvastatin | NMT o.m% of
related compound E atorvastatin related
compound E
Organic Impurities (Precedure @)
-Atorvastatin related compound A NMT o.m% NMT o.n%
-Atorvastatin related compound B NMT o.:n% NMT o.m%
-Atorvastatin related compound C NMT o.an% NMT o.e&%
-Atorvastatin related compound D NMT o.b% NMT o.e&%
-Any other individual impurity NMT o.@% NMT o.0%
-Total impurities NMT @.0% NMT ©.¢%
Organic Impurities (Precedure o) .
-Atorvastatin diamino NMT o.e&%
-Atorvastatin related compound A NMT o.m%
-Atorvastatin related compound B NMT o.en%
-Atorvastatin related compound C NMT o.m%
-Atorvastatin en-deoxyhept-lo-enoic NMT o.e%
acid
-Atorvastatin related compound H NMT o.e@&%
-Atorvastatin epoxytetrahydrofuran NMT o.e0&%
analog
-Atorvastatin ethylester NMT o.e&%
-Atorvastatin related compound D NMT o.0&%
-Atorvastatin related compound | NMT o.e&%
-Any other individual impurity NMT o.e%
-Total impurities NMT @.0%
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