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U9 Test Items Specifications
® | Identification Meet the requirement
o | Assay w&.& - @od.0% of the LA of
Atorvastatin
e | Uniformity of dosage units Meet the requirement
Dissolution Meet the requirement

& | Organic impurities

- Atorvastatin pyrrolidone analog NMT o.&%
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U0 Test Items Specifications
- Atorvastatin related compound H NMT @.0%
- Atorvastatin epoxy pyrrolooxazin b-hydroxy analog | NMT o.&%
- Atorvastatin epoxy pyrrolooxazin e-hydroxy analog | NMT o.&%
- Atorvastatin epoxy THF analog NMT @.0%
- Atorvastatin related compound D NMT o.&%
- Any other unspecified degradation product NMT o.b%
- Total degradation product NMT &.0%
&.a.lo Drug substance specification:
(@) Atorvastatin calcium (USP&e - NFang)
U0 Test ltems Specifications
@ | Identification Meet the requirement
o | Assay ®w.0%-e@0b.0% on the
anhydrous
and solvent-free basis. If
labeled as
a propylene glycol solvate,
®w.0%-00.0% on the
anhydrous,
propylene glycol-free,
and solvent-free basis.
o | Propylene glycol (if label as a propylene glycol &.& -ol.n%
solvate)
@ | Organic impurities
Note Procedure & or Procedure s Jufuiadunsissiuas
polymorph 4a4nag
Pr ur
- Atorvastatin related compound A (Desfluoro impurity) | NMT o.:n%
- Atorvastatin related compound B (a&, &R isomer) NMT o.:n%
- Atorvastatin related compound C (Difluoro impurity) | NMT o.e:%
- Atorvastatin related compound D (Epoxide impurity) NMT o.9%
- Any other individual impurity NMT o.e%
- Total impurities NMT @.0%
Procedure v
- Atorvastatin diamino NMT o.e&%
- Atorvastatin related compound A (Desfluoro impurity) | NMT o.:%

ety

%
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U9 Test Items Specifications
- Atorvastatin related compound B (¢, &R isomer) NMT o.m%
- Atorvastatin related compound C (Difluoro impurity) if | NMT o.e%
present
- Atorvastatin m-deoxyhept-lo-enoic acid NMT o.@0%
- Atorvastatin related compound H (Lactone impurity) | NMT o.0&%
- -Atorvastatin epoxy tetrahydrofuran analog NMT o.e&%
- Atorvastatin ethyl ester NMT o.e¢%
- Atorvastatin related compound D (Epoxide impurity) NMT o.e&%
Atorvastatin related compound | (Acetonide impurity) NMT o.e&%
- Any other individual impurity NMT o.0%
- Total impurities NMT ®.0%
& | Enantiomeric purity NMT o.m% of Atorvastatin
related
compound E (me&, &&
enantiomer)
o | Water determination (Method (a) D g - &&% for trihydrate
form
: If labeled as amorphous or
as
(o) Atorvastatin calcium trihydrate (BPwolwo)
U8 Test Items Specifications
@ | Identification Meet the requirement
o | Assay &0.o - mol.o% of the L.A. of
Atorvastatin calcium (on the
anhydrous substance)
m | Enantiomeric purity NMT o.m%
- Impurity E
@ | Related substances
- Impurity A, B (for each) NMT o.m%
- Impurity C, D (for each) NMT o.e&%
- unspecified impurities (for each) NMT o.e0%
- Total impurities NMT .4%
& | Sodium NMT o.&% (anhydrous
substance)
o | Water on.d - &&%

ANIZNTIUNITAMAUATIEALIBAANITNYAILIANTE

............................................ ) wiengui] Tuled WENNgTIUIYNTT UsEFNTILNS
........ %/Lf) uEmsIA medilss  indunsufjiims N33UN13
............ ([ TO0........) wr9@D907 dneinilned indensUfumnng NIIUAT3




e o. n3dinemafouudanisiiu (Waive) msmsieaeudinsisinisla Witueonans
vangudananildfuveutise
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