wannaein1suseliuauseansansasian (Price Performance)
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TSAONETUNIAATUASUNS ASENNEAIENS UWINLIRBVDURAY

N1SNATAUN FYULNSIEUDTIAN
1. fawesian dauandfnsuiiu gnasanuUssmalsznIngIa

2. HAndusINEUeIA1 TUeMruAgNABIATUNIU MUAMINYEIANE (Specifications) NUszmAUsENIATIAY

AZLUUANNMTINSUSEEUATUSE NS NNsas1A0

AUsvand 1 s1fiiauesia (Price) 20 AZKUL
Faudsudnd 2 aaunmuazAaandRiilulsylovdsennssnuns 80 AZKUL
ERHt 100 AzHUY

Tneiis18agduntnNNNS RS LU LLARLAILUTTRIRINITIS

AN LAz AANTATLIuUsElovdsevnasvnis dhwiinaziuy
1. 1RsgIunEnsio 10 AZUUU
2. guuaniRievsslovidensufife 90 ALY
53 100 AzWUY
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1. WnTFIUNGRS 9 10 AzUUY
1.1 Active Pharmaceutical Ingredient Specification # 5

nstllasunssusesludisen Official Pharmacopoeia

: 914819 USP,BP,Ph.Eur, IP,JP atud1an 5
: 919819 USP,BP,Ph.Eur.,IP,JP atulminisemasyusisenlaliiu 5 U 4
: 919819 USP,BP,Ph.Eur. IP JP atuluindiussmassusinsenliiv 4 U 3
: 919814 USP,BP,Ph.Eur.,IP,JP atulmindusemasyusisenladiiu 2 U 2
: 919819 USP,BP,Ph.Eur. IP,JP atiumuusenaAssydnsnen 1

nsallulasunissusesludisen (Non-Official Pharmacopoeia)




: 91984 In-house specification fdenndasiiu general chapters sufiszylilu USP,BP,Ph.Eur.JP atuagn, ICH

N Y

Guidelines uagdl Risk Assessment Report for Elemental Impurities wans(nsdilaifiide Heavy metals) #30

[ 3
WugIauLUY

: 81984 In-house specification Ni@enAdasiiu general chapters mufiseylilu USP,BP,Ph.Eur. JP atuiiiniy,

N Y

ICH Guidelines azil Risk Assessment Report for Elemental Impurities uans(nsellaifivnde Heavy metals)

: 91984 In-house specification fdenndasiiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines uglidl Risk Assessment Report for Elemental Impurities wans(nseiluifivnde Heavy metals)

: 81989 In-house specification Ni@enadasiiu general chapters mufiseylilu USP,BP,Ph.Eur. P atuiiini,

ICH Guidelines ualifl Risk Assessment Report for Elemental Impurities wans(nsailaifiiade Heavy metals)

- 97983 USP, BP, Ph.Eur.,JP %30 In-house specification fidenmdedriu ICH Ue¥iade (81983mane

pharmacopoeia 31fu)

1.2 Finished Product Specification #

nstllasunssuseslusisnen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur. IP,JP atuanan uazwilulunglewsinsueudiszylulue 5)

: 81989 USP,BP,Ph.Eur.,IP,JP atulmininUsenmiaszysisewasuilulunsBeusiisveud (ssylulue.5)

: 91989 USP,BP,Ph.Eur.,IP,JP atuusznimszusiisnen uasuilulunzdeusisueuda(seylulue.5)

: $7983 USP,BP,Ph.Eur,,IPJP atuuszniassyussenduduly ualdldudlelunzifewsiduen

nsdllalleisunissuseslusisen (Non-Official Pharmacopoeia)

: 81989 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atudiae, ICH

N Y

Guidelines uazdl Risk Assessment Report for Elemental Impurities wans(nsdilaifiwide Heavy metals)uay

willunzifaussuewds vise Wueduluu

: 81989 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atudiae, ICH

N Y

Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailaifiiito Heavy metals) uél

Lallaudlulungidaussuen

: 81989 In-house specification Nidenndasiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atuiiini,

N Y

ICH Guidelines Wazdl Risk Assessment Report for Elemental Impurities wans(nsdilaifiiite Heavy metals)

wazwnllungidousisuewas

: 81989 In-house specification Nidenadasiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atuiiini,

N Y

ICH Guidelines wazdl Risk Assessment Report for Elemental Impurities kans(nsailaifiwite Heavy metals)us

LallaualulungfousSuaundn

/91484 In-house specification Mideanaefiu general chapters auytszylilu USP,BP,Ph.Eur. JP aduaian, ICH

N Y

Guidelines uglaidl Risk Assessment Report for Elemental Impurities ans(nsailaifiwite Heavy metals)us

Lailaunleluneifeuisveuan

91984 In-house specification fiaonadnaiy general chapters muﬁizqi”ﬂu USP,BP,Ph.Eur.,JP atuLAnin,
ICH Guidelines wsilaidl Risk Assessment Report for Elemental Impurities wan(nseiliifiiade Heavy metals)

weldllanAlvlunsidaudisueuan




- 91984 USP,BP,Ph.Eur.,JP %38 In-house specification vinaenadadiu ICH Guidelines U9itanse 91989%aN8

pharmacopoeia 38U 0

2. @mauﬁﬁﬁL%yaﬂisia‘aﬁsiamsﬂﬁﬁamu 90 AU
e e L R R
:1In13ANw long term stability way Accelerated stability a3 ASEAN guideline Asusaege1uLaaIn(=30) 10
uaziinan13An®1 on-going stability Yreutlagtu wasiionansuansnsudiu

AIn13finw1 long term stability wae Accelerated stability 911 ASEAN guideline AsUATN@1g81UNRAN(23Y) 9
uazilnan13Ane on-going stability YnewlUagdu

:1n15ANw long term stability waw Accelerated stability @31 ASEAN guideline Asusuege1uuaaIn(2y) 8
wazidlNanI15ANYY on-going stability UnewlUagdu

1In13fin®1 long term stability wae Accelerated stability #11 ASEAN guideline AsUATN®@ g8 UNRAIN(23T) 7
wailiifinan1sfinwn on-going stability Ureutdagiu

:1In15ANw long term stability waw Accelerated stability anu ASEAN guideline AsUAABIE1ULRAIN(2T) W 6
Liifinan1sfinwn on-going stability Ureudlagiu

3n13fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUALBDIYLIVURAN 5
(23%) waziinan13Ainwn on-going stability UneudTagdu

4n15An®1 long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGHIVURAN a4
(2U) uarilnanisAne on-going stability Unewliagdu

3n13fnw long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUALBDIYLIVURAN 0

wiiliifinani3finwn on-going stability Ya1gm

Auszaunsalnisldlulsmeruaaiueiuns laadunslilunisshvnfuasidegludadneteslsmetuia 10
a a 4

ATUATUNS

a L4 v v a U g ! < @ a a

Auszaunsainslglulsmenuiadsin UHOSNET aund@nness unaulaailunislalunisshwiung (fenans 5

wuuwand) vieliseteaglu Approve vendor list (l@NETHUUKARY) HTBNIUNTAITUIALANENTIUNST
Jaifiuszaunisainasld 0

laifiman1sAnwn Therapeutic equivalent %39 Bioequivalent

HIAULUY

NTUIPULUY 15

Hnan3finwn Therapeutic equivalent (1#5un13ussglu US.FDA, Orange book v3eldsun13iusesain EMA

wazdIAsanIUE TUTe) 10

finansfne Bicavailability equivalent Fadtinuanznssunsemnsuaselvinissusesmanioinisdiny

Dissolution Tuen BCS class | #il#5u biowaiver wagd1iinnssunisemswaze1usena 5
0

A3n5Anwdusuy Randomized controlled trial W3gUMgUAUEIRULUU ARUWRILINTANTNIAITUINE




- §1 Risk Assessment Report for Elemental Impurities uans#3 Active Pharmaceutical Ingredient wa Finished

AnsAnwidunuy Randomized controlled trial ylAlUSsuiisuiugnduuuu Afusilunsasmeanisunnd 10
AmsAnwiunuy Non-Randomized controlled trial ARUWlLATENSNINTUNNE 7
A5nsAnwufunuy Comparative studies wuu Cohort studies (Prospective) fifusiluansansnisnisunng 5
AnsAnwnunuy Comparative studies Luu Case-control studies (Retrospective) ffiulunsansnig 3
ATUNNE

Jadfinsfnwideniepain 0

U UTIRIEUnvangwiin flip-off liteaansuulaulunsuimseuwaziiuniny

Product vieiduenildsunmseniiunuderimunves ICH Guidelines (Q3D) 10
- 31 Risk Assessment Report for Elemental Impurities Wanaaw1z Finished Product #38 Active

Pharmaceutical Ingredient 5
aifin39i Risk Assessment Report for Elemental impurities 0

FIUATLLUU

avaantunsilalden a4
nsdhduiifeslosiuuas vng wihedosvesussydueiansadeaiunadld 4
aRnnesaaInefnuuuaivluiun1yusussy 2
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