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specification

d.o.b rJ3:nruoTrurcirri'rp c(d.d- o'od.oo/o Labeted amount of

Atorvastatin

d.o.6n Dissotution time (Test o) zuan1:avalu6',rurtilriou ndt Aoo/o (Q) rol
d3rr run-l urfi ri6'rnr ulu od u1fi

d.o.d Organic lmpurities

- Atorvastatin pyrrotidone analog

- Atorvastatin related compound H

- Atorvastatin epo4y pyrrolooxazin

b hydroxy anatog

- Atorvastatin epoxy pyrrotooxazin

e'rl hydroxy ana[og, lf present

Not more than o.d%o

Not more than o.oolo

Not more than o.d7o

Not more than q,d7o
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- Atorvastatin epoxy THF anatog

- Atorvastatin retatedcomoound D

Any other unspecified degradation

product

TotaI degradation products

Not more than o.bd3lo

Not more than o.sndo/o or o.doo/o

if Atorvastatin epoxy THF analog is

integrated together

Not more than o.lc?7o

Not more than d.oo/o

d.o.d Content uniformity
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1J:lJ1fUFr?U',tdlFlfU c(d.o - ooler.oolo of Atorvastatin catcium

(catculated on the anhydrous and sotvent-

free basis)

d.b.te ldentification n:?at i'turi?ui6 Infrared absorption

d.to.en Organic impurities:

- Atorvastatin retated compound A
(Desfluoro impurity)

- Atorvastatin retated compound B

(enS, dR isomer)

- Atorvastatin re[ated compound C

(Diftuoro impurity)

- Atorvastatin retated compound D

(Epoxide impurity)

- Any other individuat impurity

- Totat impurities

Not more than

Not more than

o.mo/o

o,6r'0/o

Not more than o.sn%

Not more than o.loo/o

Not more than o.oolo

Not more than o.oolo

d.b.d Enantiomeric purity Not more than o.en% of Atorvastatin

retated compound E (enS, aS enantiomer)

d.b.d Water:

- Trihydrate form en.d - d..&o/o
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