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ANANBULIRNIE YD
ATORVASTATIN 40 MG FILM-COATED TABLET

1, %‘BEI'I ATORVASTATIN 40 MG FILM-COATED TABLET
2. anautiialy
21 guuy Wuendiandouitdy (film-coated tablet) dmiuiuvsyny
22 dwvszney  Tu 1 dle Uszneudiedien Atorvastatin calcium dsauyaify Atorvastatin 80 mg
Iug'd Wuu Crystalline form
23 pwueussy vl iteadn Jestuudy
24 aan - svyliesn duuszneutiedfiguazauwss Tundn Sufuaty e wasay
veruuiiuen egwdmanuuussytus
- yunusUTsEagassessyesudafenienisd druuszneuuassu
AMLIIYBeEN Laniindn Tufusy ¥y
3. ausudAnisinaiia
wansnsIiaTeinmnm Wulumm Finished Product Specification way drug substance

w - o LY v o - | w
specification fioRBNETuatufe iy Soldeanadoudedinnurusassunsemisuaren

naenTaesage Wnedentiimenatilaatunils dil
3.1 USP 41
3.1.1 Finished product specification
L%— Test items Specifications
1_ Identification RYINIY muﬁs:ql‘u Finished product specification
2 Yiunawhendfey 194.5 - 105.0% LA, of Atorvastatin
3 Dissolution (Bon 1 Test) |
- Test 1 #anTavaBLeIB e 15 wiit Litesndy 80%(Q)
- Test 2 raMIaEatsvesIlan 30 unil liteendt 85%(Q)
- Test 3 NAMSATALYRIEIT M 30 ui Lidesnin 80%(Q) ||
4_ _U;ﬂfbrmity of do_saée unft_s ATIRAY muﬁsm{lu Finished product specification J
5 Impurit; B - - o
- Atorvastatin pyrrolidone analog Ty 0.5%
- Atorvastatin related compound H il 1.0%

- Atorvastatin epoxy pyrrolooxazin 6-hydroxy | 3itfiu 0.5%

Analog
- Atorvastatin epoxy pyrrolooxazin 7-hydroxy | wiifiu 0.5%
Analog |
- Arorvastatin epoxy THF analog | Taifiu 0.25%
st @ Ustsrunsmss pefelm Yathe LTHOr asde 0w SN
(w38 M) (Wniuniist veuussia) (wnanUsd kassy)

wwwwdsnngnisiee Guiaenise)  ndnsduignts @huednssueating wdgnsignts Gandenssurding



Test items Spedifications

cfe
1}

- Atorvastatin related co_r_npound_D luifiv 0.5%

- Any other unspecified degradation Taifiu 0.2%
Product .

-Total degradation products Claifiu a.0%

3.1.2 Drug substance specification

'U'e'J | Test itemns Specifications |
1 Ident:f‘ cation ‘ mwmu m:u'ln‘i"qlu Finished product specification |
2 U?:J'lmmtﬂﬁ‘mty ‘ 98.0 - 102.09% LA. of Atorvastatin on the anhydrous ?

! ' and solvent-free basis

3 Organic impurity (Pracedure 1)

- Atorvastatin related compound A i 0.3%
- Atorvastatin related compound B L3Ry 0.3%
- Atorvastatin related compound C Tiifiu 0.3%
- Atorvastatin related compound D laiAy 0.29%
- Any other individual impurity | e 0.1%
1 -Total impurities Liiu 1.0%
l ﬂ l Enantiomeric purity ! 13@4_0 3% of Atorvastatln related compound E
5 | Water determination | 3.5% - 5.5%
3.2 USP 43

3.2.1 Finished product specification

19 Test items Specifications |
i === =
1 | ldentification ﬂi‘mmu m;.ms.,lﬂu Finished product Specuﬂcation
- danaudhedndiy 94.5% - 105.0% LA of Atorvastatm

m'i'm.-n‘u mﬁuws“lﬂu Flﬂished product specn° catlon

1
——
i

i

|

2
3 Uniformity of dosage units
q

' Dissolution ({dan 1 Test)

- Test 1 aMsavaevaIiaeniaaT 15 wiit lideanin 80%(Q)
- Test 2 NANIESATETBIENANAT 30 wid Liaunit 85%(Q)
- Test 3 HANTTATAILYOWIL TN 30wl lifaunia 80%(Q)
- Test 4 NaMSAEAEYEWIEIIAY 15 iR Litauns 80%(Q)

ﬁ\'lﬂﬂ @ UsEsTunsIunTs ﬁd%' (I i Y/ >"111.'ﬂ"l$ m"na NTRIMG

(WsT8n n1edu) LRI veulszin) (e uassy)
wgkmdtgnHiey Fuownss) | wdnsigns Ghundenssuedin wndunsdnagns (Fundunssuedin



o Test Items Specification
| 5 Impurity
- Atorvastatin pyrrolidone analog TaiAu 0.5%
- Atorvastatin related compound H TaitAu 1.0%
- Atorvastatin epoxy pyrrolooxazin 6-hydroxy  ltitfiu 0.5%
analog '
- Atorvastatin epoxy pyrrolooxazin 7-hydroxy | laiiiu 0.5%
anatog (i)

- Atorvastatin epoxy THF analog | it 1.0%
- Atorvastatin related compound D Bithiu 0.5%
| -Any other unspecified degradation product | Wity 0.2%
~Total degradation products v 4.0%
3.2.2 Drug substance specification
i'ET I _Tes;tem_s - Specifications
| Identification | ATIVHTY nwﬁ‘mﬂu Finished product specification
2 | Vinashendhi 1980 - 1020% LA. of Atorvastatin on the anhydrous
and solvent-free basis
3 | Cortent of Propylene glycol 5.4% - 7.5%
| (if labeled as propylene glycol solvate) |
i q | Impurity |
- Atorvastatin retated compound A Lsitiu 0.3%
' - Atorvastatin related compound B Taifiu 0.39%
- Atorvastatin related compound C Taiifin 0.3%
- Atorvastatin related compound D L 0.29
- Any other individual impurity Titfiu 0.1%
- Total impurities i 1.09
| & | Er?anntio;eric;urity_ - i | Litfiu 0.3% woa Atorvastatin related compound E
| 6 _Wate_r dete?mination 3.5% - 5.5%

o~
4 /j --ﬁl:-m Foushorny 0w
737D LTSS IUNIILNTS At o nmunag asfe NYIUNTS

(wwHn medu) (udunils veudsein) (wranvsdl uasy)
wigkmddugnisiies Fruienym) ndensdurgms (Fuandenssundin) indonsdugns undentmuedin




3.3 USP 2023
3.3.1 Finished product specification
Vo | - Test items
1 ‘ rd_entif_"lcat_Tan -
2 ! Usuneusendndey
3 ' Uniformity of dosage units
4 Dissolution (1fon 1 Test)
-Test 1
- Test 2
- Test 3
-Test 4
-Test 5
-Test 6
-Test 7

| Spedﬁcations

PIINIY mu'ﬁ‘mq'lu Finished product specification

\ 94.5% ~ 105.0% LA, of Atorvastatin

i : - 5 ) _———
| AU szl Finished product specification

‘ HaNSaYaEYEIRIETIaT 15 walt litesnd 80%(Q)
" NanYazaeB Y TIeT 30 uil Lsilsan 85%(Q)
‘ NAMTaZEYEI eI 30 wilt Lioenda 809%(Q)
| NEMsaraEYeaEoan 15 unlt ldesnda 80%{Q)
[' KansaEABDIILRAY 20 wnil laiteunin 809%(Q)
| namsasaevestaeaan 20 u Lilfenndn 80%(Q)

| HANTSBEATIYRIILTIEN 30 U Tivasnin 80%(Q)

5 Impurity
- Atorvastatin pyrrolidone analog

- Atorvastatin related compound H

[ T 0.5%
| LAy 1.0%

- Atorvastatin epoxy pyrrolooxazin 6-hydroxy | 1y 0.5%
|

analog

- Atorvastatin epoxy pyrrolooxazin T-hydroxy | By 1.0%

anatog (678)
- Atorvastatin epoxy THF analog

- Atorvastatin related compound D

v 1.0%
sy 0.5%

- Any other unspecified degradation product | iy 0.2%

- Total degradation products

3.3.2 Drug substance specification

e Test items

| . =
1 | Identification

2 | Bnmnendny

| 3 '. Content of Propylene glycol
(if labeled as propylene glycol sotvate)

Mo o= = o -

980 - 102,09 LA

LAy 2.0%

Specifications

| mrresi enufiseyly Finished product specification

| and solvent-free basis
| 5.49% - 7.3%
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1o | Test items Specifications
4 | Impurity - | | )
- Atorvastatin related compound A iy 0.3%
- Atorvastatin related compound B s 0.3%
- Atorvastatin related compound C | Taiifiu 0.3%
- Atorvastatin related compound D | iy 0.2%
- Any other individual impurity Taifiu 0.1%
- Total impurities T 1.0%
| 5 . Enantiomeric purity %11—0:3;0.‘ Atorvastatin related compound E
6 qf_Water deterrn snatnon T 3.5% - 5.5% -

2. Roulvdy
NLauimmwmuuﬂmmn*mm'1manmswsauma'mua%‘msmmnmﬂﬁﬂnumuw eauduadv
4.1 enamnsliueynriumsdousiundies mislusaalne wavduas (declare) uvandn
2.1.1 Tudignstunsieusitive 18ud ve.2 ve.3 ne.q i 6.2 udunnsdl
4.1.2 Tudwetuesdoy vy.1 vie .1 vesANesIAN wﬁaxﬁwazLaﬂﬂmﬂamsmuau
ﬂmmwﬂmwamnmmmumuw"L'utm (finished product specification) uaztorwus
AMmMWLBIIRgRAy (drug substance specification) nimwaqsmmmnﬂauuuﬂaquﬁlﬂ
mumuwwmuuumnm‘smwaurﬂﬂ (8.5) uW3aN finished product specification uaz/
vi3adrug substance speC|ﬁcatlonIﬂU'UE}LLﬁ‘l'ﬂﬂi]‘u‘mll'izn'lﬂﬂ'iznﬂﬁﬁﬂﬂﬂalﬁnﬂ‘iﬂﬁﬂﬁ
uaylitfu 2 U o Sudsmavssmasmdidnnsedng

4.2 1oNE5IUTBRIMSTTIUNTTHEREN

4.2.1 nsdlywaniulsineing Ardadesdionarsiusennasgumsndnemundninasiuas
78037 ﬁ‘lummaﬂm PIC/S (Pharmaceutical Inspection Co- -operation Scheme) 1ne
MUY PIC/S participating authorities ma:uLana'ﬁ‘s'uimmmgwmwﬁmmmu
wé’nmmﬁuaﬁﬁmﬂ"fﬁ"lumwﬁwuwmﬁﬂﬁ'nmummznﬁumsmmmasm NIENT
Mo1segy Seimundulnsiiamuasnadauasiad enfundninousive38n sidlunis
wanen PIC/s Tumiagniilauewny atudganussunsaTvaeulneiinansiusesieiy

Uigneuszniasandidnnseiing
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4.2.2 nsdimindnniassve uinsesihanasiusemnsgunssinemudnnasias
Bmsfidlun1sudnen PIU/S (Pharmaceutical Inspection Co-operation Scheme)
leevuiisey PIC/S participating authoritiesauaamamussuntsnsisasuleeinanis

fuseedviudssmmlsymnsndilinmietind uiosynasedn wdunnsd

4.3 BNAsAN WIS Taues AN
4.3.1 nammsnTiamiguamwdndusisduigusesfindn (certificate of analysis of
finished product) Tugnquiidutiudogns
4.3.2 waninT i wingRuvesiayididy (certificate of analysis of drug

substance) V'ﬂﬂumwﬁmmiuﬁdufluﬁ'zaz}uﬁgwaqﬁwﬁmmuazqnﬁmi’mqﬁu

4.3.3 vanguviaienansiudumudiiussswinniunisndnvasTngivvestanndndy
(drug substance) 0 4.3.2 AujuntInanvaansTusiedniezy (finished product) $a
43.1

434 winniaueiifierguinnd 2 Sfes Wuanawanisinw long term stability nasatite1y

4: i L L
vaeTunzisulify dninnumne NITUMTBIMTUAYYT NTENTIANGETT WY

4.4 f1eUWen
4.4.1 flawesian fesdeiegneothaion 10 mnsussyias Salumumuuanivandesls

asuiuauismualuideanant@inutagy

4.5 naUssiuaun e idawsy

4.5.1 priideeudeedogléldbivosniy 18 Weu wazegeiildlgaslisniedmilmes
97991959 tuamniudwey

4.5.2 ymnaeiidaey whosdsdnnamasluiusemamsnriviinssieniuiiduwey

4.5.3 nizﬁﬁ'nﬂw‘mmﬁﬁﬂmﬁejwﬁ‘mej'}amﬁdmeu;ﬁadwiw%Lﬂswzﬁﬁmnm Mg5I9N159¢
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wuheibidulumuguinuasiany miesnsveanunilifuiesonmsiayesiar
gsnanvesflavenmiduiuiarsiendnlundiely

4.5.4 fiauenmfuasissuioundentndueey wiadoiansdenanmgas
Usenslagnouiuuslasbifideyly

v oA
4.6 AM5dD
4.6.1 Tiqwmmaaqmmm %aanwﬁaﬁatﬁuﬂﬁwq
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4.6.2 Uunautiugin wazdanatugevesndtehusasaraduluaenasuuuedgygn

EN%F] : Uiﬁﬁ"luniilm'ﬁ awmy." . Ny M0 FISSURATS

(WE%m n19siu) Wndundin goudszdn) (ursaUse wawy)

wuwgg g e (uiens ) ndwnsdugnis (Mundenssuadiin wndunsgnyms fundenssurdin)



4.7 mIdaounn

4.7.1 dewougn & srundiavius ngueundvnsTy Limewammsanns
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