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Finished product specification : Atorvastatin USP &a
@. |dentification Complied with finished product specification

by Dissolution®

- lestm Mot more than eo % of labeled amount in @& min.
Test o Mot more than wd % of labeled amount in smo min.
est m Mol more than gc % of labeled amount it mo min.
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Finished product specification : Atorvastatin USP e (#E)

@, Assay @a. & — mod.o% of the labeled
amount of atorvastatin

&. Unifermity of dosage units® Cornplied with finished producl
specification

&, Organic impurities
- Atervastatin pyrrolidene analog Mol mare than o.@ Y%
- Atorvastatin related compound H Mol more than e.o %

- Atarvastatin cpoxy pyrrolooxazin

&-hydroxy analog Mot mare than o.d %
Alarvastalin epaxy pyrrolooxazin

T-nydroxy analog, IT present Mot more than o.& %
Atorvastatin epoxy |HE analog Mot more than olag %
Alorastalin related compound D Not more than o.mé&% or

o4 % if Atorvastatin epoxy THF
analog is integrated tosether
- Any other unspecified degradation product Mot more than ols %

- Total degradzation products Mot more than e.o %

Finished product specification : Atorvastatin USP &ls
m. |dentification Comptied with finished product specification

s, Dissolution®

- Testl Mot more than <o % of labeled amount in ed min.
- TestZ Mol more than wd % of labeled amount in mo min,
- Test3 Mot more than ee % of labeled amount in e min
Test 4 Mot mare than e % of lapeled amount in ad min,
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Finished product specification : Atorvastatin LSP & (A3)
o, Assay med — mod.o¥ of the labeled
arnount of atorvastatin
& Unifarmity of dosage unils® Complied with finished product
speciication
& Organic impuritios
- Atorvastalin pyrrolidone analog Mot more than o.d %
Atorvastatin related compound A Mot mare than e.o %
Alorvaslalin cpory pyrrolooszin
G-Irydrowy analog Mot more than owd %6

- Atorvastatin epoxy pyrrolooxazin

T-hydiromey analog, If present Mot more than o %
- Atorvastatin epowy THF anales i Mot more than s.o %
Altorvaslalin relaled compound D Not more than o.d %
Ay olhear unspeciiied Not more than olo %

dedradation product
- Total deeradation products Not more than &.o %
" Atorvastatin related compound [ can undere lransformation equilibrium to the atorvastatin cposy
THF analed. The equilibrivrm can be shifted under slishitly acidic conditions and Lherelore some product could

hawve a cormbined specification reported under aterastatin related compound D,

Drug substance specification : Atorvastatin calcium USP we-ale

@, Dascription White to offswhite powder

m, Assay mr.0 — acls.ods ol atorvastatin caloiurm
(on the anhydrous basis)
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Drug substance specification : Atorvastatin calcium USP ee-ala (#a)

& Propylene slycol
(IMabel as a propylene vlycol solvale)

&, Creanic impurities

Procedure 1

- Atorvastatin related compound A
(Desfluore impurity)

- Atorvastatin related compound B
(3s, 5R isormer)
Atorvastatin related compound C
{Difluoro impurity)

- Atorvastatin related compound D
(Epoxide impurity)

- Any other individual impurity
Total Impurities

Frocedure 2
Altoraslalin diaming

- Atorvastatin related compound 4
(Desflucra impurity)

- Atorvastatin relatec compound B
{35, BR isomer)
Atorvastatin related compound C
(Difluoro impurily)

- Atorvastatin 3-deoxyhept-2-enoic acid

- Aftorvastatin related comnpound H

(Lactone impurity)
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AR procedure 1 wia 2
Mot mare than o.m %

Mot maore than o.m %

Mot maore than .o %%

Mot miore than ols %

Mol more Lhan c.m B

Mot more than s.o %

Mot rmore than omd 3

Mot more than o.m %

Mot more than o.m %

Mot mare than com %

Mot more than c.e B

Mot more than o.ad %
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Drus substance specification @ Alonvastatin calcium USP de-edls (#iD)
Procedure 2 (RD)
- Alorvastatin epoxy
tetrahydrofuran analog Mol more than o.ad %
Atorvastatin ethwl ester Mot more than o.m& %o

- Atorvastatin related compound D

(Epoxide impurily) Mol maore than o.md %
- Atorvastatin reiated compaund |
(Acetonide irmpurily) Mot more than o.ed %
Ary other individual impurity Nol more than o.e %
- Total Impurities Mot more than .o Y%
o, Enantiomeric purity Atorvaslatin related compound E .

Mot rnore than o.m %

el Water (UL crystallinity 2890718

- Trihydrale form and — &4 %
- Amorphous or Sernicrystalline form Mot more than b.o %
Propylene alycol solvate Not more than a.o %

W T
* gyl Dissolution Wi Ur".ifr::-rm:fy of dosage units TLULLDAATIWARITIDALLBHANANITATIL
'JLﬂjJ_‘bf winilldudirenndaamEuiuanilulu coa
L nsiflmmveiiundniniiu (waive) mnmsseiaTizieanisla HEwarsanaming
ﬁdﬂﬁ’l"“l-’]L'?ﬁ‘lJflmJ”I'ﬂ?L

-

- Drug substance specification %ﬁﬂ'ﬁm’l‘ﬁﬂhdlﬂ”‘ FuafiuAin  drug substance ¥EElU

n_in:l

:m*ﬁ 123 drug substance apgnARE A T3 avulmatfunile Safimsrsafimmsiasuygnids

At
4 A | p 1l .
S0 i PRTIOURONON e ORTOPOPOPPPPRNO | 110 ¥ L2 2 X [ BYUD. s SR G el TS R
(e Lesas i (WeyngEs ST

S ¢

(i Te -qum'a‘t‘,d

o
fa%E.. . LRTTHITT



@awlndu 4
o denamdeananslEvaggeiue feuiiuendedmnielussmalne waedung
(declare) wvesuEn
o0 TUd AN ITTLNA TR (e Hiem L udmansdl)
aoe Mundtuefindeludsemelne (uiefs ve o)
ool Tunsdiiifugnindndionisuius (i ne.m)
avan Minsdfdueniudhanislasme wneis v
oo, luduedungiiouen ve.e 1asoiliaueian wiauaeazSeskadenisaiuegunman
wasndnfusiauitumadnuly (finished product specification) nadiflagsewhanimdsuulaudle
Wadisl sdimauuuianatsniavaud iy finished product specification
o Tunsdipindnludsemalne fuiedosiduuinimdrevidsTusoannsgunisning
prmdnnneRRR I Rlunsanemossmdlne Sdivuntulaeilnusenndeaeinfieniu
sannaATIEs AR lunEARs a9 Phamaceutical Inspection Co-operation Scheme (PIC/S) Ta
varme Mlaiorelunsdiiiugindhandalsand uidesdidiuiniwdiendidadusewnagu
m'iwﬁﬂi'_|"|W"mmﬁrtLﬂmﬁﬁ"écﬁ'ﬂ"|'ﬁﬁﬁlﬂﬂ'n'mﬁm’mamrsmmﬁ;@’wﬁm win Certificate of pharmaceutical
oroducts
o, AN mEEnAITRLS LN TiEua TN
ma HAN9RTIE RS EiauamEER fusius HER (Certification of analysis) Tusnqufidadusn
BT
mo HamTIATIEIAT AR TRRU (Raw material) wpaigtdAnldlunsudnei{uids
Hudheehaiavasduisauasiubningiu
& Faeg1ann
diruaTian dosdaiiaueiodialy eo wieusinsidududhunuuaniseasson

i
= -
v

0
aasudammiidmusluioanauniEingluiny

i
o

o nd ’ ;
Elﬁ"‘tl?s....,..........,.....f.if ........................... UseaIunszuna BT var e anssmsesiims e s emssemsenenieoss 39077
(Wom e Lo saddam) (1NEUET FUTILMTEY)

. e VTR
(red¥ed wnegsTny



davludu « (W)
& malseiunmaefidaau

&a mrmrm{lﬂ"|'ﬁ".-iau.sauﬁm"l.nj*i’ﬂaf'r;h sl e usniudae

&l pneInfidany adedd el sssnsnne i esiouiidanurediinua
Tiwseiingduessdidringavitlindneuiiduay

& lniditmiesionaiinsduiisdnaeiidmeuitedens JAATIHRABN TN MHTEY

i veyimilsdetasmeiiogien TaadmovefosefiuSnmuduudiivinesnsdensainmet
waztugiufinaudidilunsesvinmeinanam Tunsdiivud ¢ 11:11L1J11.11m“=m;mﬂﬂ~amx Wiz
SN weanuEElT Ui TInefnanvesueviedidnlun el

&.a ﬂ'i"Lh]L SINSIUIANTITAIUNTONS NSRS J*JJ‘I._ILL”I".J‘N‘LI"J’]EHg‘uﬂLﬂﬁQ:ﬂ'ﬂUF‘1M°‘i'.IE!'Hr‘IE|~fI
lunatmitanail Linssmusnmsgiun TuRnEnYNETiATILR Wﬂ'ﬂmms‘qu’taﬁuﬂumu 1A
dauavbilmilug nnunﬂﬂf‘nmmmmwaqgammqm 11 0wl eo Fumateiniudiuisniueds Tae
Taidrar e Runnizmeius uazfiesasiuinrsunmdsmeduionnannldadandrmn
el

e fuwavinsiulBouendleilndmmey viadefiamadounuamresolssnlag
AU MR

o, LONANTELY

sy WHANHANTEANEN Long Term Stabilily a81998 b 1Hay

oo Tunsii e idasnonld VHRMARIHEN AN AT LAYTINAINTIaTa R RSy Ly
G RE T

£l .
o (g - o
GG A UsgaTunIsams L O NTILNT5
(wes 3ndiane) (UBAIET FUTSLATET)

(el wasgassny)

SAATHATE



PANNNGINTTNDITUARLEaNE" Price Performance

wanngslunsiosenguuentneena ieoldsannusinalsdiuasednsawsaiien
st
Aeuain damaaiFesuiugniaw i senemsEmes i iasena U Ienn e
A o ad e a ¥ [ i
wipdusifiauesa ddednwisgnazesuiounugndnsnigiams s mrsenmen
o 1r L2 ir uog ¥ oy i an i [
- fvusdaudswdan viulalunasilunmstssiivatussBniameiae Ussnasiie

A i ) LY e
lov FILLLTIEN DU TWLNA SR FI9U

s 2 ad | .

AILUTWENT & TRV IELETAET (Price) B3

a w =l o ’ . "

FAALUTUENT 1o NWFI?E"WH.IE‘NHE’IF.I‘IELJ%E (Porformance) o
T moo

ar o o y =
FILUSWENY @ FIATVLELE (Price)  ASBLULAL soo BRI

ssuvanfiadesnaiginedidnnsatindssaniunin euammesiudlFenluseern

ar o =l T - =
PRI b ; LRI IR TaIHanaus (Performance)  ABLULLL eoo AZLIL

b.@ WIwagUlssusER g uihenddny/minTusiduiagy o ALY
l oy UVETGVURTNTNEAR AU e Pzl
loen SR TE U TTA 6T o HELLLY
lo.@ AR U TSR g0 ALY
s &?a _ ¥ £
9Dl it UTEETUIESUNT AR S T3N3
(o  wosaddnmn) (Wieytyss AITessg)

T AT . (U . -
ot ¢ [
PRI TRV R I



AERET 1‘;7!.1"*?1’1'?1:5LL'L!1J3J"|K“'?{| I'l.-.‘T.lﬂﬂA"le]{lH'] (Performance) A RRE)

e JAsELl s UNER TR u T (ianlidawio)

- ldmgRusendifnindslals sdlAS NI UTBRNRIE L NMIHARMILTET | ko
naas R RAlLn IR GMP-PIC/S vosUssmmiianedusganiaTauns
psnaaay TumnaiRedasiuingiiviaoddy

- Hfi’mqﬁuﬁﬂmﬁwﬁ’*wﬁmﬁﬂiﬂﬂ‘sqmuﬁlﬁ%"t|ﬂﬂ.*§%‘1'ﬁfemmmﬁ'm AISHEAARIUMEN | o
e SRl TRERET WHO-GMP 1p3lszinAgnaRaTuAIgRnTL TN TS

azedsy lumnmitdedosiingiuiedidy

b WIMTIURTN AR

: iy ¢ ' a 2 o g o wrm
(1) sederTTieTzioaiales e Lot lnefaeulan i R T ks

ISO/EC smlolbe Winfouln (Fhioay « Axwun guarkifiy bo Az

g UIATF TR

(n wLmemmm 5a ‘u%v ﬂftl’*iaﬂaﬂ 19EN LAYUIARITLL ISR &
(2) vuskaEyNiin Ty TuIRagTaE &

P T . i |=€a-|_u.- | '.I-' - é"hr G T i
(R} 31 imprint code UUAIRET 39ILABATTUNT (identification) &

P w5 = 4 1 11 Ly i 24 . i o ow a0 w

(1) inenilsasunn Fhuddldds snndwdaliuannaeu uaz LEfinelumuamiiynu &
AT 4 A USSGAUNTTUNYT B0 o ATILNS

(ewes wIndeiaun) (WEEIET AUISLATET)

{ I* -"
i f:?_-r-f "f' . _J- ."'ll
AR i it

(umnmu AT )




s R LU e e AR S e (Performance) ALY

2 o
B HRTETUEY fVEHUE W17 EUFITRE

(n} Sinaronansfigadanuwinioudunisantiinw (therapeutic equivalence)

(HanladaiRes)
- Euendunuuisladunsussglu US.FDA, Orange book wag Wiumssusasenn | eo
Fhas wasdansmniuelunaiuges

vl Orange book , Green book Was I#suniasirsaaanniaTanie UHosNET m
- ysi5lu Orane book ¥ Green book wita laFumsiusasniaiotiy a
IHosMNET
- lifimaniduans o

() iantafnweEnyavesesinimsie (bioequivalence) ¥4 atorvastatin kas
active metabolites (ortho-hydroxy atorvastatin Uaz para-hydroxy atorvastaling

(Fanlduoumn)

- AT e e
_ parTATEiuasTen g ddnmsivienm &
- lyifanns et o
(@) Raw material ﬁgﬂmﬁmiﬂu crystalling ®C

(2) firafnenneeain (Clinical tral) lugtas TruseeunTIRnunaRatadsuufieoy | e
JasAvE anwreE i e fuLLY WIasIwaTIIAGTniULanR sfsEENIATHADIE
Al s AL wWia 51 nen AL

FEEIUT I E0

d 31& —— .4 b P
5 1 B DR b UEERTUNTTHNG [T O — FrganTa

(unesed winde T (unuuses e

S ...'.'“_.._...'....:.iff':..,,._.._r‘l’a‘.TilJﬂ”I";
(uneddned weEa T



ﬁ;mﬁﬂwmzmwwwmm
Atorvastatin efo mg tablet
T5aEIUIBaNILUATATOEEYT

=l
aET Atorvastatin o my lablet

ATl
& Wusndmedouiau dwidusulseniu
I, UssneuUAIEIeT Atorvastatin calcium %ﬂﬁl}fﬂﬂﬁn Atorvastatin @o Haandily e s
. U'ﬁﬁ‘tuﬂ'lﬁflrfLMﬁmﬂﬁw Hoaffupnudi uas siqinsiloaiung
ARINTY wam ArudlsenouRiaeid AnLaE AT TUHER Fuduany auiindn L'HELEE‘JJ‘ﬁI

"

A,

wetilaupniue Wias "N"T.Iﬂﬁl‘u‘l_l‘ld"l_.l‘f.?lﬂm‘*'ﬂ '»L"i“ﬂﬂﬂﬂiluﬂ’“ﬁuwﬂa‘ﬁ'ﬂ 1RE ‘uﬂﬂﬂﬂ%ﬂ]"iﬂ&."l
Autsenauieng ‘IE"‘IhILLﬁ“’F‘I"J"IlJLLN ?Uﬂﬁﬂ"lﬂ LLE2 ‘Lﬁ*il“ﬂ[‘»dﬁ*"l

GG MRS
ay - [ 3 LET " i
maf"wfs”rm';Lﬂﬂsﬁw;t.mmﬁwmul.t:rru; finisned product specification Wag drug substance
. \ I T or o our w =4 ooy < rooa ol
specification Anaddainundssniuniufonny GeraaneiDounnd UNITURMENTTIN1TRTISILEEET
N9 ENT AT 1T0E Y Wailindas ﬁwlfjmaawmmu1111mmu=|_u:rr ".a"1e‘]W‘IJFI’J."IN’EW’:I%’NLﬂﬁT’I"I'ﬁUIﬂ
Frduwilamanlszn’ 1ﬂf1’fai‘ﬁ'i"3~?]ﬂ"lﬁ]‘awc‘i‘?l 3aq 3 ARG8T WAL bdloe A3ufl o FU1AY bdbe

(aalszrmalusafinamgunstui ele nuaiug W, beol)

Finished product specification @ Atorvastatin ISP &a

@, |dentificalion Complied with finished product specification
. Dissolution®
- Test Mot more than so % of labeled amount in ed min,
Test In Not more than we % of labeled amount in mo min.
- lesta Not more than e % of labeled amaount in me min.
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Finished product specification : Atorvastatin UISP < (#g)

. Assay wad — mod.a% of the labeled
amount of atorvastatin

& Uniformity of dosage units® Complied with finished product
specification

& Organic impurities
- Atorvastatin pyrrolidone analos Not more than o.& %
- Atorvastatin relaled compound H Mot more than e.o %

- Atorvastatin epoxy pyrrolooxazin

&-hyddroney analog Mot rmore than o€ %
Atorvastatin epaxy pyrrolooxazin
T-hydrosey analog, IF present Not more than o.& %
Atorvastatin epoxy THF analog Mot more than o.lpé %

- Atorvastatin related compouna D Mol more than o.e@&% or

o.d Y% if Atorvastatin epoxy THF
analoy is integrated together

- Any other unspecified degradalion product Mot more than ols %

Total degradation products Not more than .o %

Finished product spedificalion : Atorvastatin LISP &lo
s |dentification Compiied with finished product specdification

ey, Dissclution®

Test 1 Mol more than ga % of labeled amount in @& min.
- Tesl 2 Not more than @& % of labeled amount in evo min.
Tesl 3 Mot more than @o % of labeled amaount in eo min.
- Test 4 Mot more than weo % of labeled amount in ed min.
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Finished product specilication @ Alorvastatin USP glo (i)

m. PSSEY
i, Uniformity of dosase units®

. Oreanic impurities

- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H

- Alorvastatin epoxy pyrrolooxazin
6 hydroxy analog

- Atorvaslatin epoxy pyrrolooxadin
T-nydroxy analog, If present

- Alorvastatin epoxy THF analos :

- Atorvastalin related compound D

- Any other unspecified
degradation producl

- Total degradation products

gt d — eod.a¥ of the labaled
amount of atorvastatin
Complied with finished product

specification

Mot more than o %

Mot more than s.o %6
Mot maore than o %
Mot mare than o.é %
Mot more than s.0 %
Mot more than o.d %

Mot more than olda %

Mot more than .o %

* Atarastatn relaled compound O can undaroo transformation ecuilibrium to the atorasiatin spoxy

THF anates, The cquilisrium can be shifted under slishlly acidic conditions and thercfare sorme product could

have a combined spodilication reported under atorvastatin related compound D

Drug substance specification : Atorvastatin calcium LISP @e-ale

a.  Description
by, Assay

., Identification

&
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While ta off-white powder

weo - eoo.o% of atorvastatin calaum
{on the anhydrous basis)
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Drue substance specification : Atorvastalin calcium USP @a-cls (sia)
& Propvlene glycol
(If tabel as a propylere giycol solvate) é.@ — wlo %4
&, Oreganic impurities WLAMAIRIL procedure 1 W58 2
Procedure 1
- Alorvastatin related compeund A
(Desflucro impurity) Mot more than o.m %
Atorvastatin related compound B
(35 BR isomer) Mok rmore than e B
Atorvastatin related compound ©
(Cifluoro impurity) Mot more than o.n %

- Alorvastatin related compound D

(Epoxide impurity) Mot more than o ls %
- Any other individual impurity Mot more than o.m %
- Total Impurities Mot more than .o %
rocedurs 2
- Atorvastatin diamino Mot more than o.ed %

Atorvastatin related compound A

{Desfluoro impurity) Mot rmore than a.m %
- Amorvastatin relaled compound B

(3=, BR isomer) Mot more than c.m %

Atorvastatin related cormpound C

(Diftuoro impurity) Mot rmore Lhan o.en %
- Atorvastalin 3-deowyhept-2Z-encic adid - Not maore than o %
- Atorvastatin related compound

(Lactone impurity) Not more than o.ed %
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Drug substance spedification : Atorvastatin calcium USP ea-ale (#0)

Frocedure 2 (#i9)

- Atorvaslatin epoxy
telrahydrofuran analog

- Atorvastatin ethyl ester

- Atorvaslatin related compound
(Fpoxdide impurity)
Atorvastatin related compound |
{Acetonide impurity)

- Any other individuat impurity

- Total Impuritics

b, Eranliomeric purily

g, Water (@ufU crystallinity voafnesAg)
- Trihydrate form
- Amorphous or Semicrystalline form

- Propyiene glycol solvate

WL

* fiaiia Dissolution kag Uniformity of dosage units Tiuuuiananaueng
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