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2.1 Finished product specification (USP)

t" l+ I ae_

０
シ
酬
Ｕ Specification of finished product Acceptance criteria

ldentlflcatio∩ Comptied with finished product specification

2 Assay 950-1050%5 ofthe tabeted amount of

ator∨astatin

う
Ｄ Uniformity of dosage units Complied with flnished product specifrcation

4 Drssotution test" Not less than B0 0/o (Q) of the [abeled

amount rs dlssolved in 30 minutes

5 Related substances Complied with finished product specification
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2.2 Specification of Active pharmaceutical ingredient (APl):

(A) Atorvastatin catcium (USP)

０
シ
剣
υ Specification of API Acceptance criteria

1 ldentification

A. Infrared absorption lR Spectrum : corresponds to standard

B. Calcium The Sample solution exhibits a significant

absorption at the calcium emission line at

422.7 nm.
９

年 Assay 98- 102 7o of atorvastatin calcium

(on the anhydrous and sotvent free basis)

or

98- 102 o/o of atorvastatin ca|.crum

(on the anhydrous , propytene gtycot-free,

and solvent free basis)

う
０ lnorganic impurities

- Heavy metals Not more than 20 ppm

4 Organic lmpurities し6o∩ prOcedure l Mtto prOcedure 2ぞ lJ∩υ弱

漁し∩5o彫新比ag pOtymttrph剛 oく υ∩

Procedure 1 Procedure 2

Atorvastatin related compound A

(Desfluoro impurity)

NM丁 0.3% NMT 03%

- Atorvastatin related compound B

(3S, 5R isomer)

NM丁 03% NM丁 03%

Atorvastatin related compound C

(Dif[uoro impurity)

NM丁 03% NM丁 03%

- Atorvastatin re[ated compound D

(Epoxrde rmpultyl

NMT 02% NM丁 015%

- Any other individuaI impurity NMT 0 10% NM丁 010%

- TotaI impurities NM丁 10% NMT 10%

Atorvastatin dramino NMT 0 15%

- Atorvastatin 3-deoxyhept-2-enoic

acid

NM丁 0.10%

Atorvastatin related compound H

(Lactone impurity)

NM丁 015%

- Atorvastatin epoxy

tetra hyd rofuran a na l'og

NM丁 015%

(lr. fir-rari nrcuoufilatl) ぃ刊aaan l脚拓～        ∽旬aa、
η ttη338o
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０
シ
伽
υ specification of API Acceptance criteria

- Atorvastatin ethyl ester NM丁 015%

Atorvastatin retated compound I

(Acetonide impurity)

NM丁 015%

5 Enantiomeric purity Not more than 0.37o of atorvastatin retated

compound E (3S, 55 enantiomer)
／０ Water determination Trihydrate forl‐ lni 3 5-5.5%

Amorphous form or semi crystatti∩ e forrlni

NMT 60%

Propytene gtycot sot∨ atel NIν4「 10%

7 Storaqe and packaginq Meet the requirement

3.nn5」 ittιttudη」、3aⅥ 3ЛηⅦdo,■∩n(Price Perforrrlance)

5ooa彫 し68∩ mηコしo∩ an5月 Oo∩ n、」5彫 tnⅥ hn」 53aⅥ3nnⅦ d。 5∩∩η(Pnce Perforrlna∩ ce)
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7.3.1員をoバ∩ν■∩しtavttnm55η ]」剛っく∩15らし∩118ジ凡uttn538o%oo」 58しⅥnデ t毛 uattn3∩ 留ol The
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