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AANBANIZVBIELN
Simvastatin 20 mg tablet

1. e Simvastatin 20 mg tablet
2. AuENUANIIY
2.1 gUuuu Wueuda viinulssmu

22 dmUszneu T 1 i Uszneudiedien Simvastatin 20 mg
2.3 NIVULUTTY Uﬁi%’lus,s,mﬂﬁazqﬂl,ﬁauwaaé w30 Blister pack Unatinuazussyimsilasnuuacuas
AN
2.4 87N - Uum'ﬂmm% maa's**wammuﬁivﬂaummmﬂzyLLa.,ﬂ’nuLLia Jundo wauma
L@UTINEs waslaIE Lutiumwmhauwmmu
- VUNYUE U'ﬁﬂmamauawaﬁuwam dUUSENEUMBIANAY AU mauma
wazlaindalidnau
3. puandfiniwwaia
HAN1IASIVILATIY ﬁﬂmmmﬁulww Finished product specification wa¥ Drug substance
specification #18198sa1nuadesiriuatuifieniu FalaeanzlToufaANENITUNITOINITUATYT NTENTN
A5 50U muma«zsmwﬁhmaamauﬁuawwmaumea‘lwum’nmmmuma‘umiﬂﬂmwsuwuamu
U'i”ﬂ'lﬂﬂi”ﬂi']dﬂ’lﬁﬁmuﬂ‘ﬂ Lsaaivumiwm WA, 2561 aﬂuw 6 SUIAN 2561 (mﬂ‘s“mﬂlu‘swn%mumnm
Sudi 12 ﬂumwuﬁ 2562) wazusen1ANTeNINaEIE1INMET 394 'svum'mm (aumﬂ 2) .7 2562 89TuA 3
nInAN 2562 (asUsy mﬁluiwmmumﬂmaw 26 NSNIAN 2562)

Finished product specification:

49 Test ltems Specification

1. | Identification m‘swﬁhumuﬁizﬁ[u Finished product specification

2. | Assay 90% - 110.0%

3. | Uniformity of dosage units c-ﬁmti'mmuﬁ‘squu Finished product specification

4. | Dissolution Not less than 75% (Q) of labeled amount of Simvastatin

is dissolved in 30 minutes

5. | Organic impurities
- Tenivastatin Not more than 1.0%
- Individual unspecified impurity | Not more than 0.5%
- Total impurities Not more than 2.0%

Drug substances specification:
HansnsIIATIEiRuA L UlUAM raw material specification
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- vada Dissolution Way Uniformity of dosage units 1#ULUULENAITUANITIEALLBYANANITATIT
Rinset iniildudaneandoafidusaaalilulu coa
- nsdifaemafouudinisdu (waive) nsasiaaeuiiamgisienisle iduuanuenanswdngiudenan
AlFFuouRsme
- Drug substance specification finsananluiiasiziwouan drug substance wialuinsei drug
substance TosanedNgagU atulaatunil Sedimeesivinseiasuynvhdedidmun
4. Goulwdue
freesmsesduduunnimaioionans wionasanviieteiusonsnarslaediisiuna swandendel
;3 Lanmim'ﬂﬁ%’uautgwm?gumtﬁauﬁﬁ%’umLﬁ"aai’mﬁw'luﬂssmﬂlm wazd1una (declare) uvawan
Bk ?Uﬁwﬁ’muﬂﬁ‘?j?umﬂauﬁﬁ’um 1Hun 8.2 18,3 Mo.4 38 8.2 Laumnsdl

- psdidusniuaslulsewelng vuneia ne.2

]
o

- npsdidusmdudiensudaussy wned ne.3
- nadmdugmindranssusena vanes ve.d
12, Awetunadou ve.1 vde 8.1 veseillaussinn nisusieasideamiton1IAIUANANAINYEY
AR ST A uRTunzou (finished product specification) uagdaimuaau wYeIingay (drug
substance specification) nszﬁﬁatéswiwnmﬂﬁauLLUa&LLfﬂfuLﬁmﬁmzﬁamuuLanmimwaLar'ihj
(8.5) swdayl finished product specification wag/v38 drug substance specification laguainly
rowtulszmaussmanadidamsedng warlitiu 2 U a fudssmauszmesaididnvsetlind
2. @NATIUTDINTTIUNTHEREN
2.1. nsdlemdnluyseinalny e;iwﬁﬂﬁaaﬁmﬂmi%’maammﬁgmmmﬁmmmwé’mnmﬁuaﬁ%miﬁﬁ’lu
N1sHARB1 GMP-PIC/S Taemuaeanu PIC/S participating authorities ¥5aiilanansiusasnnigiu
GMP 993d@MINUANENITUNITOMITUALET NTENTIIANFITUFY Famuniulaefinrwasandes
wagvinieniu GMP-PIC/S Tumnagiausues aduaiaamusaunisasisaaulaeiinansiusasdi
Judsznmavszmasiandiannsetind
2.2. nsfipnudnnnanslseing s@l’wémﬁ‘fmﬁLanmﬁ"‘usaammgmmsmﬁmmmwé’mnmsﬁuaﬁﬁmsﬁﬁ
Tun1skanen GMP-PIC/S Taemuasetu PIC/S participating authorities %38 US cGMP 483Uszina
fudn avuagamuseunniedey InefnantsiusesiviudsznimlszmasimBiannseiind vie
2HNADATH UAIMANTE
3. lnaTAUANYNETENTALDIIAN
3.1, #an13nsI9ATIERANAINKAN TasiandnSagUvesnin (certificate of analysis of finished

product) Tuguidaiusegn
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U

3.2, HAN1IATIRIAIERAMNIWIRgRUYDIeE ALY (certificate of analysis of drug substance) Aty
manangfuiidadumesnsiaesinanuazdudningiu

3.3. lenansvisevdnguiudunuduiusseniniumsuanuesingiumendidty (drug substance)
U9 3.2 n‘usumwamawamnmmmmmsﬂ (finished product) 99 3.1

3.4, wan15AnY long term stability maaﬂ‘mmmaammwvwauhnuawunmuﬂmvn's'sumsmm-s
WAZEN NSTNTIANGITUAY
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6.1. mﬁﬁauauﬁaaﬁmﬂﬂﬁlﬁﬁaan:h 12 (fipu tuandudiey

6.2. mwnmwaauaw maqaeanmmwma'LususawammLﬂswuwmi"uﬁﬁeuau‘uammamuav'lu
Ase mwmwwaawwacﬂmu.avnmammmuﬁlﬂmaﬁmiwmuau

6.3. thfimswdsuuasingiuliudeddansiunnads nieudduiinsziing Audasulunuuiuiudni
IE9

6.4. nsditmheswnsimsduiiogneniidweuiiedmsniiasigunin widessmsesimide
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AMANBZIANIZYDIEN
Atorvastatin 20 mg¢ tablet

Joun Atorvastatin 20 mg tablet
2. auaudEnaly
2.1 Uuuy Wusdiandouldy (Film-coated tablet) dwiusudsen

2.2 dlsznou  UsEnaumiemign Atorvastatin calcium ﬁauyaﬁu Atorvastatin 20 mg lu 1 iin
23 muupussy  usTTbuuslaain Jestuauiu
2.4 28N - UuUTTRe dassyyTesndiussnausendfuazadnuuse Tukdn Fudueny
wawiindn waziawzlousiuelfagedoiau
- yumwurUsIEneEosiesssyliosn dnusenauiedify AT uduany
IEER R Ry
3. auaNUAnIanain
nan1snsr3dtasisvaun1nidulyniu Finished product specification waz Drug substance
specification Tig9dsanaddiduatiuiientu deldeansioudonnznssunisemisuaze NTENII
GREREIIGLT sy suilisdteniuatuiifieuwimislminiunnssundyifuladsuniana
UsENANTENTNANSITNEAY 130958187 WA, 2561 agiufl 6 Fuaian 2561 (asUszmeAlusiriann
yunwTudl 12 quaniug 2562) uasUTEnANTENTIENETMEY 1309 SEYRTIE7 (Uil 2) w.a. 2562 ag
uii 3 nINNIAN 2562 (aaﬂsxﬂ’m’lui']‘nﬁﬂmmuﬂm’;’uﬁ 26 nIngAY 2562)

Finished product specification:

L2

2D Test Items Specification

1. | Identification ﬂ‘i')ﬁ]ﬂiwmuﬁixﬂu Finished product specification

2. | Assay 94.5 - 105.0% of the labeled amount of Atorvastatin

3. | Dissolution
- Test 1 Not less than 80 % (Q) of the labeled amount of atorvastatin
- Test 2 Not less than 85 % (Q) of the labeled amount of atorvastatin
- Test 3 Not less than 80 % (Q) of the labeled amount of atorvastatin
- Test 4 Not less than 80 % (Q) of the labeled amount of atorvastatin
- Test 5 Not less than 80 % (Q) of the labeled amount of atorvastatin

4. | Uniformity of dosage units m’mi’mmu*?{'iquu Finished product specification

Organic impurities

- Atorvastatin pyrrolidone Not more than 0.5%
analog
- Atorvastatin related Not more than 1.0%
compound H
wwgvdeesiun fuinana mauwwésm?nqﬁ vedfiafiana wdgnsudgal13dns wadand
Ussunssunsg NIIUNTT N3IUANT
indynsvdjeinn dvdasudna Wndgnsindvvs mInnia
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Test ltems

Specification

- Atorvastatin epoxy
pyrrolooxazin 6-hydroxy
analog

- Atorvastatin epoxy
pyrrolooxazin 7-hydroxy
analog

- Atorvastatin epoxy THF
analog

- Atorvastatin related
compound D

- Any other unspecified
degradation product

- Total degradation

products

Not more than 0.5%

Not more than 0.5%

Not more than 1.0%

Not more than 0.5%

Not more than 0.2%

Not more than 4.0%

Drug substances specification:
wamsaTIieTsinunmilulunu raw material specification

NUBLA:

Wada Dissolution wag Uniformity of dosage units TALUULBNAITHAAITIHALIBEANANTIIATII

- Pl oy v - P £
asneyt vndilaudessazideandudwaalilulu COA

nsdifivanzdoundainmsiu (waive) msasavasuiasizsisiomsia Iidunansananswdng uaenan

Alesuaylanme

Drug substance specification finrsnanluiiasigvivedudn drug substance nialuiiAsizi

drug substance vasguAnEANSagY atulaatunils Finsnrviinnsiasuynideriimun
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1.2. fweTunsidou ne.l vie v.1 v8seniiiauesia ndouseazifearidonsmuquanamees
nEnAusimuitunslou (finished product specification) wazdafvuaaaunwuesingiiv (drug
substance specification) ﬂ‘s{ﬁﬁagj'i:swj'mmiLﬂﬁauuﬂaauf'ﬂmﬁmﬁmsﬁmmeaﬂa'l'm’]wauﬁlﬁ
(8.5) Wwiau finished product specification was/%38 drug substance specification Tagvaunly
routulseniaUseniasiadidnnsoting uazlitiu 2 ¥ a Sudszmadssmiasmdidnyseing

2. 19Na13TUTNNNTHIUNMTHAREN

2.1. nsdlvwanlutsewelne dudndosiionarsiuseunasgumsndnemamdninasiuagiimsiialy
n13REREY GMP-PIC/S Taewiaeau PIC/S participating authorities ¥393taNa153UTIUIN 5
GMP 9 iNITLANIENSIUNITEMSUAZE NTENTINANT0AY Bernmundulneiinaiuaenades
wazviaiieniu GMP-PIC/S Tumnaniausmy aduaraamusaumsnanasulasiinamsivsesiis
Tulssmauszmasinadnnseiind

2.2. nIEMUNTAINANYTENA Q’NﬁmﬁaaﬁLanms%’usaammgmmsmﬁmmmwé’nmmmaﬁ%msﬁﬁ
Tunsu@nen GMP-PIC/S Taemnuisanu PIC/S participating authorities %58 US cGMP wailszina
fuan aduaraamusaumsnsinaey laefinanisiusesfiviulszniausznansmdiannsaiind wie
9IEAABATW WAIUFNTE

3. naIANANYLEYEIETaYDIIA

3.1, wan1snsIlAsIEiaun Inndndusierdniaguueguidn (certificate of analysis of finished
product) Tugnguiidadusadng

3.2, HANIATITIAT IR WIRQRVYDWIENERAY (certificate of analysis of drug substance) fildlu
mwﬁmm'zjuﬁ'a‘qiﬂuéhaéﬁaﬁ”’amaap:imﬁmmuazsliuﬁmi’mqﬁu

3.3. lnansvsovangududuanuduiusseninsgunsnievesingiiusiendrAny (drug substance)

1o 3.2 fusumsudnvamdniusierdusagy (finished product) 4o 3.1

3.4. nansAnW long term stability maamhamqmaamﬁ‘i’?umLﬂauﬁﬁuﬁwﬂ’nmummsnisumsmm‘i
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