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LE.o Finished product specification
v

lJO Test items Specification

o ldentification Complied with finished product specification

lm Assay c(d.o - ood.oolo of the labeled amount of

atorvastatin

6n Uniformity of dosage units* Complied with finished product speciflcation

d Dissolution" Complied with finished product specification

Pg Related substances Complied with finished product specification
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lo.Lo Drug substance specification :

Atorvastatin calcium USPenerl

I
fl0 Test items Specification

o ldentification Meet the requirement

IO Assay c(d.o - oolo.o% of atorvastatin calcium (on

anhydrous and solvent free basis)

the

5n Propy[ene glycol (lf label as a

propylene glycoI solvate)

d.d - cl.6t'o/o

d Heavy metals Not more than bo ppm

d Organic impurities

(t6on Procedure o yio Procedure
3 - -ou t

b {ufl1l16eT{ trr:lviLta u polymorph

fl0.i2{ur)

Procedure o

- Atorvastatin related compound A

(Desfluoro impurity)

- Atorvastatin related compound B

(enS , aR isomer)

- Atorvastatin related compound C

(Dif|.uoro impurity)

- Atorvastatin related compound D

(Epoxide impurity)

- Any other individual impurity

- TotaI lmpurities

Not more than o.enVo

Not more than o.enolo

Not more than o.enolo

Not more than o.loo/o

Not more than o.oolo

Not more than o,.oolo
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?JO Test items Specification

Procedure lcl

- Atorvastatin diamino

- Atorvastatin related compound A

(Desfluoro impurity)

- Atorvastatin reLated compound B

(enS , aR isomer)

- Atorvastatin related compound C

(Difluoro impurity) if present

- Atorvastatin en-deoxyhept-lo-

enoic acid

- Atorvastatin related compound H

(Lactone impurity)

- Atorvastatin epoxy

tetra hydrofuran ana log

- Atorvastatin ethyl ester

- Atorvastatin related compound D

(Epoxide impurity)

- Atorvastatin related compound I

(Acetonide impurity)

- Any other individua[ impurity

- Total lmpurities

Not more than o.od%

Not more than o.enolo

Not more than o.no/o

more than o.mo/o

more than o.aoo/o

more than o.a&o/o

more than o.a&o/o

Not

Not

Not

Not

Not more than o.od%

Not more than o.od%o

Not more than o.od%

Not more than o.oo%

Not more than o.o%o

L Enantiomeric purity Not more than o.enolo of atorvastatin related

compound E (ens , ds enantiomer)
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tJ0 Test items Specification

6"t Water (f, urir crysta l.li n ity tor 6'r ar;ir rr'ry)

- Trihydrate form

- Amorphous form or

semicrystalLine form

- Propylene flycol solvate

en.d - d..&o/o

Not more than b.o%

Not more than o.oolo
irJ
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