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3.1 Finished product specification

Test items Specification

ldentlfication Complied with flnished product specificatron

Assay 95.C - 105.07o of the labeled amount of

latorvastatin

Uniformity of dosaqe unlts* Complied with flnished product specification

DissoIution" _, Complied with flnished product speclfication

Related substances Compl.red with finished prodr-ict specification
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vta Test items Specification

1 ldentification Meet the requirement

2 Assay 98.0 - 1.A2.0o/o of atorvastatin calcium (on the

anhydrous and sotvent free basls)

3 Propylene g[ycol (lf [abeI as a

propylene g[ycoI solvate)

5.4 - 1 .3o/o

4 Heavy metals Not more than 20 ppm

5 Organic impurities

(ufion Procedure 1 ttio Procedure 2
3 - ^ov d
{ufllrddltn:rvyttav polymorph

"Llo{il{u't)

Procedure 1

- Atorvastatin reLated compound A
(Desfluoro impurity)

- Atorvastatin related compound B

(3S , 5R isomer)

- Atorvastatin re[ated compound C

(Dif[uoro impurity)

- Atorvastatin related compound D

(Epoxide impurity)

- Any other individual impurity

- TotaI lmpurities

Not more than 0.3%o

Not more than 0.3olo

Not more than 0.3o/o

Not more than 0.2o/o

Not more than 0.17o

Not more than 1.0olo
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Atorvastatin ca[cium USP37
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v
flo Test items Specification

Procedure 2

- Atorvastatin diamino

- Atorvastatin related compound

(Desfluoro impurity)

- Atorvastatin related compound

(3S , 5R isomer)

- Atorvastatin re[ated compound

(Diftuoro impurity) if present

- Atorvastatin 3-deoxyhept-2-

enoic acid

- Atorvastatin related compound

(Lactone impurity)

- Atorvastatin epoxy

tetrahydroluran a ra log

- Atorvastatin ethyl ester

- Atorvastatin reLated compound

(Epoxide impurity)

- Atorvastatin related compound

(Acetonide impurity)

- Any other individual impurity

- Tota[ lmpurities

A

Not more than 0.157o

Not more than 0.30lo

Not more than 0.3olo

Nct more than 0.3%o

Not more than 0.i0%

Noi more than 0.15%o

Not more than 0.15%

Not more than 0.157o

Not more than 0.15%

Not more than 0.15%

Not more than 0.107o

Not more than 1.07o

6 Enantiomeric purity Noi more than 0.37o of atorvastatin related

compound E (3S , 55 enantiomer/
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l,ltJ'luLurl - * #r{o Dissolution LLnv Uniformity of dosage units't#rtullanar:uranl:tEJavr6up]2a

n 1 : n :x aa rn : r y xi r,rr n fr teiu6'.r : r a a v u d a erfi ufl u ph ia rtflu"h c oA
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y a-no r u o-r a ri r r fi triYu o r1fifr ri'r u

- Dru g substa nce specifJcation riqr:turqr n"hi tpr:rvlit ar {26 n dru g s u bsta nce yio'h
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4.1 tonfi't:nl:kiiloqrgrnduvrvifiuuoirYuurrfiosirurirrrluil:yrilrilyru irarriruor (dect.are)uydrzu6n
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4.t.2 hr{rtodulivrfiuu ltu.t u3o €J.t rlorurfilauo:1Frl rrrior:raavro^sory-r{onr:Fr?1JFuJ

Fltunrv!flo.itl6mficue{nrslfrduvrrr!^€J! (finished product specification) uavdoriryun
nrunrntoqfnq6l (drug substance specification) n:nifioq]:vyixnr:rrJa'uuuir-Jal

rrfflt tfi I rfr :ros frol uul tonar :nr:r o runlr (a.5) :rryriol ft n ished prod uct
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Water (flufi'r crystaILinity fl oln-']ur

;irficy)

- Trihydrate form

- Amorphous form or

semicrystalline form

- Propylene gl'ycol. solvate

3.5 - 5.5o/o

Not more than 6.00lo

Not more than 1.07o
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4,3.I zuanr:fi:lqitn:rsdnruntrzufrqr,iriq,{'.Jra"'rr5q:l?roiiir.L6n (certificate of anaLysis

of finished product) lui,riufiaIr{lufrrodr.r
4.3,2 zuanl:n:rqitn:rvtir.rruaiiliprrfir-,tosfrrur;irdry (certificate of analysis of drug
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dofi:vr.rJun:fifi6":uri{rd'cyro.ru'rfruuu!duuvrfiuudoufl n.et.2535 uavr{Juurluneh rirfl

i
n. urlt:c!'jroqjiun{l Biopharmaceutics Classification System (BCS) Class 3 uia 4

it. arfrfid'tfini:Ynurttnl (narrow therapeutic index drugs)
i" -n. srfrdrrinrr!n6uvfl::r.rfl'rior14'riLrav€Jrl:vn:fl'jrfrorlirnr:finur bioequiva[ence

udu urqrLrirrfrnqnrfiu zidovudine (azidothymidine ,AZT) ur"Lu:luur.;usrfieinur.lar

nr:ilaorJdou frr ariirn'cg (modified re lease dosa ge form s) r{Jurlu

4.6.2 n:fir{iuurfi6'0{auaruLrae/u6ordoqrrdoul"ii fro{fizuanr:finurnrrrnranrl,,rvra-rnr:

avaruluav/vt6o16oort"Lufr':avarurix 1 nr:rfi':uuavaonnfrorfiuronar:rirrirur

4.7 {tauo:rnr (rflrLru) 0uuo:r"l#unlfindryrprdoun:lriryupr n-rd

4.7 .1. n:aizuanr:{ile}ixei tFr:rvr,i'urd lnan:riuurnraninr: iil,rvrriuiofr'anJfrrifinr:fr16'

l.r1n:6lu ISO/IECI7o25zuanr:rr:rqirn:rvrflLrirtluhJnrurn:grudorirraun"lul:vnrnr

4.7.2 n:dzufrprri'cu",4'urtflerdnnriunufi!6uqrnr,losnarflTnu;{rrin.rluneuyn::ilnr:or}1'r:

uav ur"[utix urarrord'ruru',r rdr r ro', u
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