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NANIIMTINILATIY ﬁﬂmﬂ'lwr,ﬂuwmu Finished product specification Way Drug substance
specification 81989 nndvrsuatuliisaiy mlmmwvLumumaaﬂumﬁuﬂmvﬂiiumsmm'su.awsn
NITNTWEAGITUFY mumﬁ’wmiuﬁhmammam}mwwmammma‘twumw ndllaifisuivinug
Lﬂu‘lUmuUswﬂ'mﬂ‘s.,wswmﬁﬁmq*u 1994 J3YF5IEN ’qunumaawuﬂ‘amﬂmynﬁumsﬂi ¥
medidnnseiing

o.e Finished product specification : Atorvastatin tablet USP

U8 Test items Specifications

® | Identification m'i’)ﬁwhumnﬁszq'iu Finished product
specification

b | Assay | 94.5.0%-105.0% of the labeled amount
of Atorvastatin

o | Uniformity of dosage units m*aamhummﬁsm‘[u Finished product

specification

& | Dissolution

- Test 1 - Livieendn 80% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 2 - laifoundn 85% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 3 - Laifandn 80% (Q) of the labeled
amount of atorvastatin is dissolved
- Test 4 - litfoend 80% (Q) of the labeled

amount of atorvastatin is dissolved
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Test items

Specifications

Organic impurities

- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H
- Atorvastatin epoxy pyrrolooxazin
Hydroxy analog

- Atorvastatin epoxy pyrrolooxazin
Hydroxy analog

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D
- Any other unspecified degradation
product

- Total degradation products

- LA 0.5%
- Ty 1.0%
- LaivAu 0.5%

- laivAiy 0.5%
- 13y 1%

- laisAiu 0.5%
- LA 0.2%

- laiiiy 4.0%

m.lo Drug substance specification : Atorvas

tatin calcium USP

Procedure 1

- Atorvastatin related compound A

- Atorvastatin related compound B

- Atorvastatin related compound C

- Atorvastatin related compound D

- Any other individual impurity

- Total impurities

Procedure 2

- Atorvastatin diamino

- Atorvastatin related compound A

- Atorvastatin related compound B

- Atorvastatin related compound C

- Atorvastatin 3-deoxy-hept-2-enoic acid
- Atorvastatin related compound H

- Atorvastatin epoxy tetra-hydrofuran
analog

- Atovastatin ethyl ester

A

- Atorvastatin related compound D

b Test items Specifications
@ | Identification ' mfsaaachum’mﬁ'ixlﬂu Drug substance
specification
o | Assay 98.0%-102.0% on the anhydrous and
_ solvent-free basis
e | Organic impurities

- laivAiu 0.3%
- Taitfiy 0.3%
- T3 0.3%
- Taiviu 0.2%
- TadiAu 0.1%
-l 1.0%

- Taiifiu 0.15%
- TadiAu 0.3%
- laitfin 0.3%
- 1aitAu 0.3%
- 3iifiv 0.10%
-l 0.15%
- ladifiu 0.15%

- iy 0.15%

- lsitiu 0.15%
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1) Test items Specifications
- Atorvastatin related compound | -l 0.15%
- Any other individual impurity - aivAn 0.10%
- Total impurities - Lt 1.0%
& | Enantiomeric purity Laiifiu o.m% of a atorvastatin related
compound E
& | Water determination n.&% - &&% for the trihydrate form
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