wannaEin1suseliuA1UsEansnmeas1a (Price Performance)
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2. HAndusNEUeTIA1 TleMvungnABIATUNIU MMUAMENYEIaNIE (Specifications) NUsemMAUsENMIATIAN

AZLUUANNMTINSUSEEUATUSE NS NNsas1A0

AUsvand 1 s1fiiauesia (Price) 30 AzKUY
Faudsudnd 2 aaunmuazAaandRiilulsylovdsennssnuns 70 AzKUY
R 100 AzLUY

Tneiis18agduntnNNNS RS LU LLARLAILUTTRIRINITIS

AN LAz AANTATLIuUsElvdsevnasvnis thviinazuuy
1. 1RsgIunEnsio 10 AzLUU
2. guuaniRievsslovidensufife 90 AU
53 100 AZWUY
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A nwazAantA dulselovisenasnis UminAzuuY
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 il
: 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

nsallailasunissuseslusiigen (Non-Official Pharmacopoeia)




- 97984 In-house specification faonndnaiu general chapters m’mﬁiwi’ﬁu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfivinde Heavy metals) 3o Hu

YIPULUU

: 81984 In-house specification i@enrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiinl, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities Lan(nsaildifiiites Heavy metals)

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

Guidelines ugilaidl Risk Assessment Report for Elemental Impurities u@na(nseilaifivhde Heavy metals)

: 81989 In-house specification i@enrdaariu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiiinl, ICH

N Y

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

- 1989 USP, BP, Ph.Eur.,JP %38 In-house specification Haonndnanu ICH uaiive (31989mane pharmacopoeia

)

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)

- 91984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailaifiiide Heavy metals)iagunly

Tunzifausnsuewds vise Wueduiuu

- 91984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uazil Risk Assessment Report for Elemental Impurities uans(nsaildfiviade Heavy metals) usilailét

witulungfeusSuen

- 91984 In-house specification fiaonndesiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP aduin1na, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfiiite Heavy metals)uazunly

Tuneidouisueuan

- 91984 In-house specification fiaonndesiu general chapters mmﬁswlﬂu USP,BP,Ph.Eur.,JP aduin1na, ICH
Guidelines uazil Risk Assessment Report for Elemental Impurities uans(nsaildiiite Heavy metals)unlild

witlungidausisueuan

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

N Y

Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivinde Heavy metals)unlals

wilvlungiausiSueuan

/91484 In-house specification Midannaeafiu general chapters muyiszylilu USP,BP,Ph.Eur. JP atiuiiinia, ICH

N o Y

Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivinde Heavy metals)unlals

wilvlungiausiSueuan




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

pharmacopoeia 32314 0
2. Auantingeysylevison sy 90 AU

wiliifinani3finwn on-going stability Yagm

An15An®1 long term stability tag Accelerated stability @131 ASEAN guideline ﬂiumumﬂm‘uuamﬂ(zﬁ) Ly 10
Tuan13finw on-going stability Unenttagiu warlienanswaniasuiu

AIn13finw long term stability waz Accelerated stability m13 ASEAN guideline AsURu@IgeUURaIN(23T) kay 9
Tran13fine on-going stability Uneuttagdu

:1n15ANw long term stability waw Accelerated stability a3l ASEAN guideline Asusaege1uwaaIn(2l) uazil 8
NaN13AN®I on-going stability Uneautdagiu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) ) 7
lsifinan1sfinn on-going stability UreutUaqiu

in13finw long term stability uaz Accelerated stability #13 ASEAN guideline AsumuegeuLaaIn(2y) wily 6
dnan13Aine on-going stability Unewtlagiu

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

Huszaunmsalnsldlulsmeruariueiuns lnedunsldlunmsihvilnfuazdheglutydneteslsmeuians 10
uAIUNS

a L4 v v a U g ! < @ a a
Aszaunsainslglulsmenunadsin UHOSNET aundnnens unneulasidunisldlunssnwiund @enaisuuu 5
wand) visediseteaglu Approve vendor list (Hl@nansuuuuans) MsaRLNITATUIAEAMLENTINNTG

Jadfiuszaunisainisly 0

HIAULUY

NIRYIFULUY 15
Tnan3finwn Therapeutic equivalent (l6sun15ussglu US.FDA, Orange book #38li3un135U58431n EMA Ua
gaAsanIuzsuTe) 10
Sinan1sfine Bioavailability equivalent Fsdinsuanznssunsemsuazein1ssusemaniofinisdinu

Dissolution Tuen BCS class | 7il#5u biowaiver wagdiinnssunisemsuazeniusossa 5
laifiman1sAnwn Therapeutic equivalent %39 Bioequivalent 0




A3n5Anwdusuy Randomized controlled trial W3gUWBUAUEIRULUU ARUWRILINTANTNIIAITUANE

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

Product sailugnfilesuniseniumuderivuaves ICH Guidelines (Q3D)

20
AmsAnwndunuy Randomized controlled trial TulAlUSsuiisuiugdunuy Ausilunsansmeanisunnd 10
AmsAnwudunuy Non-Randomized controlled trial @fidilunsansnian1sunng 7
AmsAnwnunuy Comparative studies Luu Cohort studies (Prospective) AfluiluNgasnenIshnme 5
A8nsanwlunuy Comparative studies WUU Case-control studies (Retrospective) RRUNIUNTENTNINTUNNE 3
lafinns@nenidenenddin 0

U UTIRIEUavanewiin flip-off lieannsuuleulunsuimseuwaziiuniny

10
- 31 Risk Assessment Report for Elemental Impurities Wanaaw1z Finished Product #58 Active Pharmaceutical
Ingredient 5
aifin39i Risk Assessment Report for Elemental impurities 0

FIUATLLUU

avaantunsilalden 4
nsdhduiifeslosiuuas vng wihedosvesussydueiansadeaiunadld 4
ahnnesaaInefnuuuaiviuiunivusussy 2
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