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ATORVASTATIN 40 MG FILM-COATED TABLET

1, Y991 ATORVASTATIN 40 MG FILM-COATED TABLET
2. qusutAnaly
21 jUuuy g uilaiaBeuitdy (film-coated tablet) dm3uiuussniy
22 dadseney T 1 e Usgnaudesen Atorvastatin calcium Feauyaifu Atorvastatin 40 mg
‘Lug‘ULLU‘U Crystalline form
23 nwupussy  UsTQluueeiiUnaiin destumudu
24 a7 - szyBewn duvssnaudeddyuatenuuse Sundn ’a’uﬁvumq UG uaviay
netdeusifue Megndnuuuyssyiiue
- yuNYuzUsEegelioedessydesmtedenisnisd druvsznounazeuin
ANNLTIVELYT LATTikGR "J’uﬁvumeg ¥
3. quauUANIamAiln
wan'ﬁmn‘il,ﬂs'wﬁ@mmw ulumu Finished Product Specification ey drug substance

. . n‘ 2/ = g o @/ i L d‘ ¥ 1 o @
specification Nondnindysirsuatuiieniy m‘lmﬁmmLﬂa‘umamunmuﬂzusnssumsmmmazm

nsenseasIsaige Ineidenldisenatulaatunil del
3,1 USP 41
3.1.1 Finished product specification
D) Test items Specifications
1 | Identification AN mu“?fsz‘qlu Finished product specification
2 | Gunshendidgy 94.5 - 105.0% L.A. of Atorvastatin
3 | Dissolution ({&on 1 Test)
- Test 1 , wan1savanEYeIiefiiaan 15 undt Liteunin 80%(Q)
- Test 2 NAN1TAYaNEYeITiian 30 unit litesnd 85%(Q)
- Test 3 NaN1TavaBYeieniiiat 30 unit litesndt 80%(Q)
4 | Uniformity of dosage units ATIUY Wmﬁ%‘uflu Finished product specification
5 | Impurity
- Atorvastatin pyrrolidone analog TlaiAiu 0.5%
- Atorvastatin related compound H ek 1.0%
- Atorvastatin epoxy pyrrolooxazin 6-hydroxy | Wiifiu 0.5%
Analog
- Atorvastatin epoxy pyrrolooxazin 7-hydroxy | l3itfiu 0.5%
Analog
- Atorvastatin epoxy THF analog TaiAy 0.25%
a\
atde @ UsesunsIuNG adlo ~Hather) NIIUNTS asde OLI NIIUNS
(Ue3%m M) (Wnfunids veuusedn) U9V wensy)
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b Test items Specifications
- Atorvastatin related compound D 1aitAy 0.5%
- Any other unspecified degradation TailAiu 0.2%
Product
-Total degradation products e 4.09%
3.1.2 Drug substance specification
U8 Test items Specifications
1 | Identification AT muﬁiz‘q‘ﬁu Finished product specification
2 | Vlanusenddgy 98.0 — 102.0% L.A. of Atorvastatin on the anhydrous
and solvent-free basis
3 | Organic impurity (Procedure 1)
- Atorvastatin related compound A TaiiAin 0.3%
- Atorvastatin related compound B Taiifiu 0.3%
- Atorvastatin related compound C Taifiu 0.3%
- Atorvastatin related compound D laifiu 0.29%
- Any other individual impurity Taifiu 0.1%
- Total impurities oA 1.09%
4 | Enantiomeric purity Taiiiu 0.3% of Atorvastatin related compound E
5 | Water determination 3.5% - 5.5%
3.2 USP 43
3.2.1 Finished product specification
99 Test items Specifications
1 | Identification AT muﬁssu‘[.u Finished product specification
2 | Ysunawsaendrdyy 94.5% - 105.0% L.A. of Atorvastatin
3 | Uniformity of dosage units ATV muﬁizu‘lu Finished product specification
4 | Dissolution (8N 1 Test)
- Test 1 Nan1sazatevesaeniingn 15 wiit laitfesnin 80%(Q)
- Test 2 NaNsaraBYesiEniinat 30 unit liteendn 85%(Q)
- Test 3 nan1sazateveaaenfiinan 30 undl litiesndin 80%(Q)
- Test 4 Han1saYaBYeaeTiign 15 undt liteendn 80%(Q)
asde @ UsgsuNssunIs aa%a‘gm ﬁ']"”'l}mums aste OW nSUNTS
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U9 Test items Specification

5 | Impurity
- Atorvastatin pyrrolidone analog TaiiAiu 0.5%
- Atorvastatin related compound H sy 1.0%

- Atorvastatin epoxy pyrrolooxazin 6-hydroxy | lailfiu 0.5%
analog
- Atorvastatin epoxy pyrrolooxazin T-hydroxy | laiifiu 0.5%
analog (§1)
- Atorvastatin epoxy THF analog T3t 1.0%
- Atorvastatin related compound D i 0.5%

- Any other unspecified degradation product | ity 0.2%

-Total degradation products Tadvu 4.09%

3.2.2 Drug substance specification

U9 Test items Specifications
1 | Identification NTITIU muﬁiz‘uﬂ,‘u Finished product specification
2 | Gunasnendady 98.0 - 102.0% L.A. of Atorvastatin on the anhydrous

and solvent-free basis

3 | Content of Propylene glycol 5.4% - 7.3%
(if labeled as propylene glycol solvate)
4 | Impurity
- Atorvastatin related compound A TaiiAiu 0.3%
- Atorvastatin related compound B Taiviu 0.3%
- Atorvastatin related compound C e 0.3%
- Atorvastatin related compound D el 0.2%
- Any other individual impurity Taitfiu 0.1%
- Total impurities e 1.0%
5 | Enantiomeric purity Tifiu 0.3% 2849 Atorvastatin related compound E
6 | Water determination 3.5% - 5.5%
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3.3 USP 2023
3.3.1 Finished product specification

U9 Test items Specifications

1 | Identification R LT muﬁszq’tu Finished product specification

2 | suneushenddgy 94.5% - 105.0% L.A. of Atorvastatin

3 | Uniformity of dosage units ATV muﬁsmﬂu Finished product specification

4 | Dissolution (& 1 Test)
- Test 1 Nan1savanevesefiian 15 unil litierndn 80%(Q)
- Test 2 NanNsazaNeYeeiiaan 30 ud litesnin 85%(Q)
-Test 3 KaNsaraIEveFae g 30 wilt lidenin 80%(Q)
-Test 4 nansazatevesiieiiiaan 15 wift lifesnin 80%(Q)
-Test 5 NaN1SALANETeETTian 20 widt litfesnin 80%(Q)
- Test 6 Nan1sazatevesieniiian 20 uit luidesnin 80%(Q)
- Test 7 nansazatvesiieniiiaan 30 wit lidesndn 80%(Q)

5 | Impurity
- Atorvastatin pyrrolidone analog Taifiu 0.5%
- Atorvastatin related compound H TailAiy 1.0%

- Atorvastatin epoxy pyrrolooxazin é-hydroxy | Wi 0.5%

analog
- Atorvastatin epoxy pyrrolooxazin 7-hydroxy | l3itfiu 1.0%

analog (f1dl)
- Atorvastatin epoxy THF analog TaitPu 1.09%
- Atorvastatin related compound D Tlaiifiu 0.5%
- Any other unspecified degradation product | laiifiu 0.2%
- Total degradation products Taifiy 4.09%

3.3.2 Drug substance specification

U9 Test items Specifications
1 | ldentification AU muﬁiztﬂ,‘u Finished product specification
2 | Ysuausiendrdgy 98.0 - 102.0% L.A. of Atorvastatin on the anhydrous

and solvent-free basis

3 | Content of Propylene glycol 5.4% - 7.3%
(if labeled as propylene glycol solvate)
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) Test items Specifications
4 | Impurity
- Atorvastatin related compound A T 0.3%
- Atorvastatin related compound 8 Taiifu 0.3%
- Atorvastatin related compound C TadiAiu 0.3%
- Atorvastatin related compound D Taiifiu 0.2%
- Any other individual impurity e 0.1%
- Total impurities Laiviu 1.09%
5 | Enantiomeric purity TitAu 0.3% of Atorvastatin related compound E
6 | Water determination 3.5% - 5.5%

4. Govludy
QLauaswmﬁaa?J'uénmewn"mLanawsw%'auaqmaﬁa%a%'mmL@ﬂﬁﬂi‘lﬂﬂﬁﬁé"}uw eaviBeadel
4.1 wnansmslasueyanrtunaSoushivadtes sninglussnelne sarduns (declare) uviawin
4.1.1 luddynstunsloudiuen 18ud ve.2 ne.3 ve.a w50 9.2 udusnsel
4.1.2 Tudwedunstou vie.1 vie 6.1 veswiiauasan wieustwaziBeaviatonseuny
Ao mveAR STt unedey Finished product specification) wazdarvun
AN MYBIINGAU (drug substance specification) nsdifiegseninamsasuudaudle
WiAnardouuuenansnisveudly (v.5) umdey finished product specification way/
w3adrug substance specificationlagvaudludeusuussmauseninsandidnnseting

waglaiifiu 2 ¥ o Juusenieusemasiandinnseiing

4.2 19NANTIUTDWINTFIUNSNAREN
4.2.1 nsdlemdaluusemalng fudndecdlionarsiuseunnsgrunisudnemamdninasiuas
38msft Alun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lne
89 PIC/S participating authorities w3 efllenansfusesninsgrunisnanginiy
wdninaueiuariEmsfiilunsudng1wesdneuauynsTIMTEMITUALET NTENTIY
a5130q0 Seimuniulnefinuaenadosasindioniundninausiuayisnisiialums
wame1 PIC/S Tumnaefiauewie aduanaanuseunisnsaeasulnefinanisiusesiieu

‘Uizﬂ"lﬂU'i%ﬂ'lﬂi'lﬂ’laLgﬂVﬁ@ﬁﬂé

&> G sl 0w

, o ;
aste o Uses1unTsunTg NYe AIINIT ad¥e N3UNIT

(WedBn M) (Wedun§dsn veuusen) (WnEmUsE uassy)
wsumdungmsfiay Funensse)  ndunsiugns Ghundenssueain) Wndrnsgungnis @Eundunssuadin)




4.2.2 nsdlyndndrandiswseme & wwammaquLaﬂmisusaammsmumswammmwamnsu-nu,m
1ﬁmsw€'1'[umsmamm PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnemagau PIC/S participating authoritiesaliuanganuseunmsnsanaeulneiinanis
fusedviuvszmedsemasiadidnnsedng w3 gnaeadn udusinsed

4.3 BNANIAUNYBILTiauesIAN
43.1 wamimw%LﬂswsﬁqmmwmﬁmﬁmeﬁmﬁwL%Emeﬁwﬁm (certificate of analysis of
finished product) ‘lums’uﬁduﬂuﬁ”aadw
4.3.2 Namimi’aﬂnLﬂi%‘wﬂmmmmmwmmmﬁ'lﬂiy (certificate of analysis of drug

14

substance) mﬂuﬂ’ﬁNaC‘lEJ’ISUVIENLUWI’J’EJEJ’I\WN‘UE]\?NNZ‘WIEJ’ILLﬁ%B‘J’NﬂWJCﬂﬂﬂ‘U

4.3.3 vranmumaLanmsauaumwuauwuﬁsmmsumiwamanmnﬂwaqmmmﬂzy
(drug substance) 99 4.3.2 nuiumiwamaqwamnmmmmmgu (finished product) 4®
4.3.1

4.3.4 mnmmauawumamnmq 2 Ydos Wikamamansfinw long term stability naentaee1g

‘UENEJ'WI?JUVI«:LUEIUI’) ﬂUﬁ’]uﬂﬁUﬂm“ﬂﬁ‘illﬂ'ﬁ’eﬂ?ﬂiu,ﬁ U ﬂiuVIi’J\‘iﬁﬂﬁﬁﬂJQ‘U

4.4 fMogwen
4.4.1 fiauean Fosdeiegreenethaos 10 wheussytus Sududunuanssieasidenls
Asutumuiitmusluidenuantivaluiney

4.5 maUsriunnmendidesy
4.5.1 awﬁdauauﬁmﬁmq‘l*ﬁ‘l@ﬂﬁﬁaaﬂ’h 18 Wiow uarorgenilildiedishminndmilives
918981939 Wuaniudewey
4.5.2 ywnnniidaey aumaaaqﬁﬂmewma’lususaawamsm'mLﬂs'lmmsuwmuau
453 nsmwmaswmsmmiaumasmmwaauamwaamﬂmLﬂi%wﬂmmw WEI1TIMIaY
vimlsdedasvemetng IﬂemLauaswm(wma)wmmaqmquanmumu'zuwuwswn'ﬁ
a'ms'.ﬁﬁLﬂﬁzvfu,aztﬁumsummaumim'mwmawm‘lumimamLﬂswvwﬂmmw nsald

Al

WU')']EJ'TI?JLUU‘lUW'IﬁJﬂmﬂﬂ‘U’ﬂJuLQW']u WU'JEJ?W‘Uﬂ'ﬁ?l@ﬁ\nuamﬁ‘lusilwf\]'ﬁm’lﬂ'ﬁlﬂu@ﬁqﬂq

vienavesiavesim(fuieuar/ viedudnuadwisly

v 2 v o o ) v T o v
4.5.4 53Lauaiqﬂq(a\!%qﬂ)ﬂgﬂaﬂiUlﬂaEJUEJ’ILﬁ@EJ']‘Lﬂanﬂa'TQ nIglaNAnNITdauanInm Qe

Usenslaqneusvualaglisteuls

o &
4.6 m3dae
4.6.1 Isswewradywsanns sveenwilsdeiliuasme
a & ™ & o & ] v
4.6.2 U3unaudusi u.asilsm:u*uquaqmsawa‘luumasﬂsnLfJuMmuLanmmuumaﬁtyrm

o) i e oo 0w
r J/ o
N Use51unIsuns fﬁ?llﬂ'ﬁ YD AIIUNIT

W30 n1aku) (WSun$is veuusedn) (WaUsal uassy)

wgunddungmsiiay (Funvnssy) wdunstuigns Frundenssueaiin) wdunsdgnis (hundenssuadtn)



4.7 Msdeueuen

4.7.1 dawsuen s uedeniost nguaundunssy Taamgunaaymsanas

4.7.2 deweuniely 30 u wﬁwwnﬁ‘lﬁ%’wﬁqaaﬂmmq‘[wwmmaaummm
4.8 MY

Lsawenuaayvsanasssdeduiune 9 INuNAdDY

. D)
N2

(We3¥n n1aidu) (WU veuusein)
wguwgg g sy (Funwnssw) wndensdnngnis Fundunssunddn)

o 4?""""‘ ﬁdaﬂﬂ o Ow

Usesunssunig N A3IUNTT NYD NS

(wwamUsdl uassy)
wdvnstwgns Ghundenssusdin)



