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Dissolution (#®)
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- MSVeEeUN b

- MINAADUTN @

- MIAEUN &

% o
- MINAFUN &

| <
|- MINAFDUN b

Not less than &o% (Q) of the labeled amount ofi

- Atorvastatin (C33H35FN,Os) is dissolved in @& minutes |

Not less than @&% (Q) of the labeled amount of
Atorvastatin (C33Hs5FN,Os) is dissolved in mo minutes
Not less than @o% (Q) of the labeled amount of |

- Atorvastatin (C33H35FN,Os) is dissolved in emo minutes |

Not less than &o% (Q) of the labeled amount of |
Atorvastatin (Cs3H35FN,Os) is dissolved in @& minutes

' Not less than @o% (Q) of the labeled amount of:

Atorvastatin (Cs3H35FN,Os) is dissolved in wo minutes
Not less than =o% (Q) of the labeled amount of |

Atorvastatin (C33H35FN,Os) is dissolved in wo minutes

& Organic impurities
- Atorvastatin pyrrolidone analog
’ - Atorvastatin related compound H
: - Atorvastatin epoxy
pyrrolooxazin o-hydroxy analog
- Atorvastatin epoxy
' pyrrolooxazin e-hydroxy analog
- Atorvastatin epoxy THF analog
- Atorvastatin related compound D
s Any other unspecified
| degradation product
- Total degradation product

5 | Elemental impurities (1984901
USP General Chapter)

{
|

&0 Drug substance specification: Atorvastatin calcium o mg tablet (USPem)

' NMT @.0%
- NMT o.¢% 1

| NMT 0%

NMT o.¢%

NMT o.¢% |

NMT @.0%

' NMT 0.6% ,

NMT o.e%
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- Elemental impurities (Risk Assessment Report i’

for Elemental impurities) v
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© Assay &z.0 - ®@ol.o% on the anhydrous and solvent free
| basis. If labeled as a propylene glycol solvent,
‘ &z.0 - ®@0.0% on the anhydrous, propylene
: — | glycol-free, and solvent-free basis.
o : Content of propylene glycol & - a.n%

' (if label as a propylene
glycol solvate)

< Organic impurities
Note Procedure & or Procedure o
Fuidsdunsesivas polymorph 984
N8

' Procedure ¢

- Atorvastatin related compound A NMT o.:%

(Desfluoro impurity)

| - Atorvastatin related compound B~ NMT o.en%
(oS, &R isomer)

- Atorvastatin related compound C ' NMT o.en%

 (Difluoro impurity)
- Atorvastatin related compound D | NMT o.lo%
(Epoxide impurity)

- Any other individual impurity NMT o.e%
- Total impurities NMT @.0%

Procedure i

- Atorvastatin diamino NMT o.e&%

- Atorvastatin related compound A NMT o.en%

(Desfluoro impurity)

- Atorvastatin related compound B NMT o.:%
(oS, &R isomer)

- Atorvastatin related compound C = NMT o.a0%

(Difluoro impurity) if present
- Atorvastatin en- deoxy-hept-lo- NMT o.e0%

enoic acid
- Atorvastatin related compound H ' NMT o.e¢%
(Lactone impurity)

| - Atorvastatin epoxy tetrahydrofuran = NMT o.&%

' analog

A~ F z
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« Organic impurities (fia)
' - Atorvastatin ethyl ester NMT o.e&%
' - Atorvastatin related compound D | NMT o.e&%
: (Epoxide impurity)

| - Atorvastatin related compound | NMT o.e&%
' (Acetonide impurity) !
- Any other individual impurity - NMT o.0%
o ;L- Total impurities ‘ NMT @.0% : o : )
& | Enantiomeric purity NMT o.:% of Atorvastatin related compound E (S,
| » | &S enantiomer) v
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| ke MSUazYN
o Water determination (Method la) P& - &.&% for trihydrate form

: If labeled as amorphous or as semicrystalline, NMT ;
| ©.0%
- If labeled as a propylene glycol solvate, NMT

| ®.0%
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