vannaein1sussdiuauseansninsesian (Price Performance)
318n19 Gadoxetate disodium 1.814 ¢/10 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsmlasun1ssuseslusiignen Official Pharmacopoeia

: 1984 USP,BP,Ph.Eur, IP,JP atiuanan uaruiilulunzileusmsueuen 5
: 91984 USP,BP,Ph.Eur, IP,JP atiulmindlszniasyysiisnenninndy 3 YuazudlulunzdowinSueuds il
: 91984 USP,BP,Ph.Eur, IP,JP atiulnmindsznimsyysiisnenninndy 2 YuazudlulungdowinSueuds 3
: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyysisnenninndy 1 Yuazudlulunzdowinueuds 2
: 1984 USP,BP,Ph.Eur, IP,JP atiulniniiuszniaszussenmnndy uadlaldwdlulunzdewsiiuen 1

: 91984 USP,BP,Ph.Eur, IP,JP atunuuszmaszuisewazuilulungidowinSueuds 0




nsflallasunissuseslusiigen (Non-Official Pharmacopoeia)

: 81989 In-house specification fidenndaiiu general chapters auiisyylilu USP,BPPh.Eur.JP atiuanan, ICH

Guidelines (Q6A) wazudlvlunsifousFueuds vsadusnduuuy

: 81989 In-house specification fdennAdeiiu general chapters auiiszylilu USP,BPPh.Eur., P atuluini

UsznAseysins18111nndn 3 T, ICH Guidelines (Q6A) uazuflulunziBeusmsug e

: 91984 In-house specification NiadenARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulwaind

UsgnAseysins1e1u1nnd1 2 U, ICH Guidelines (Q6A) uazuilulunzileumugu

: 91984 In-house specification Ni@enARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnaind

UsgnAszysins1e1u1nnd 1 Y, ICH Guidelines (Q6A) uazuilulunzileumugu

: 91984 In-house specification Ne@enARaiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnaind

Usenasyyinanen, ICH Guidelines (Q6A) wilalldwAlulungilousfuen

: 91984 In-house specification fi@eandesiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atunuusenia

521318, ICH Guidelines (Q6A) uazuilylunzileumiugue

1.2 Finished Product Specification #

nsdllasunisSusedlusigen (Official Pharmacopoeia)

: 91984 USP,BP,Ph.Eur, IP,JP atiuaian uazuilulunziewsifveudszylulue.5)

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyysisnenninndy 3 Yuazudlulungidowinfueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindlszniasyysisnenninndy 2 YuazudlulungidowinSueuds

: 91984 USP,BP,Ph.Eur, IP,JP atiulmindszniasyyssnenninndy 1 Yuazudlulungidowinueuds

: §1384 USP,BP,Ph.Eur, IP,JP atiulniniiszniaszusmsenmnndy uiddlaldwdlulunzdewsihuen

(szaznanbifu2ltuaniunduinauauenssunisemswareassuiendls o.5 deluiuenaisiauasnan)

: §1984 USP,BP,Ph.Eur, IP,JP atumuusznmaszuisewazuilulunzidewifueuds

nsallildsunissuseslusisen (Non-Official Pharmacopoeia)

- 91984 In-house specification AigonAdesriu general chapters m‘mﬁisul’ﬂu USP,BP,Ph.Eur.,JP aduanan, ICH

Guidelines (Q6A) wazudlvlunsidousueuds viadueduuuu

: 91984 In-house specification denARaiu general chapters anuiiszylily USP,BP,Ph.Eur.JP atiulnaind

UsgnAseysins1e111nndn 3 T, ICH Guidelines (Q6A) wazufilvlunziausmiueuen

: 1994 In-house specification fidanadeasiiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atiulnindi

Usznmseusinsnenunndt 2 U, ICH Guidelines (Q6A) wazuilulunzideusisueudn

: 91984 In-house specification ieenAdaiu general chapters anuiiszylilu USP,BP,Ph.Eur.JP atiulniind

UsgnAseysins1e1u1nndt 1 T, ICH Guidelines (Q6A) wazuiilvlunziausiiueuen

: 81994 In-house specification MdaAARRINY general chapters MUNTEYLItu USP,BP,Ph.Eur.,JP auulninin
Usznmseysnsne, ICH Guidelines (Q6A) wildldudlaulunzidousiiuen(sraznaliiuliuanfuiddnemu

AZNITUNITDINILEZIBTULDNANT 8.5 5a5u§ul,aﬂmsl,auaﬁm)

: 1984 In-house specification fidanAaesiu general chapters auiiszylilu USP,BP,Ph.Eur.,JP atunuusenia

3¥UANT187, ICH Guidelines (Q6A) uarufitulunzieusisueuen




2. A nuazauaiindnMvdmarioUseansainnssnymeuna

90 ATLLUY

Ausvaunsalnsldlulssmeruaasuesunsiaadunisldlunsshvidnfuazdiegludayiseteslsinevians

In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB88 ULARN(=3T) Loy 10
In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB88 ULARIN(=3T) Loy 9
In13AnwY1 long term stability Uz Accelerated stability #1131 ASEAN guideline ATUAINB881ULAAN2Y) Uaydl 8
In13Anw1 long term stability uaz Accelerated stability i3t ASEAN guideline ATUAINBEENULRAN(=3T) U 7
Jin15@nw long term stability way Accelerated stability m1u ASEAN guideline mumumqmuuamﬂ(zﬂ) uelad 6
Jin15@nw long term stability way Accelerated stability Taulunnu ASEAN guideline ATUANBIEEIVURAN 5
nsfinw long term stability uaz Accelerated stability lifuluniu ASEAN guideline asusnu@geuwaan a
Jin5@nw long term stability way Accelerated stability Taulunnu ASEAN guideline ATUAINBIEEIVURAN 0

Auszaunisainsilulsaneruadetn UHOSNET aundnnasa wanaulpadunisldlunisinwuni @enanswuu

Lluifiuszaunisainsldy

FnuANENIINANTEIMNSHAYEN 158 Wuen BCS class | filASU biowaiver 31nd1TNUAMEATTHNNTONIMNSLAZEN

- Anansfnwn BEﬁasl_LLMed_siudy fisusedladtnaunaenssunmsemsuazen wse [Wuen BCS

class | 7Il$¥U biowaiver INFTNNMUALLATIUATTOIMITNAZE 15
- fnan1s@nen BE Laniz fast condition #edinviuanznssunsetmsuazeTinissusea 12
- fnan1sfAnwn BE Lam1y fast condition ualifivisdesuseswa BE and1tinaunuenIsun1semisiay

1 7
- liifimnans@nwn BE 0

15
AINUANENIINNNTEIMNTUATE NS UTOING 12
nilsdosUTEINA BE 911N 1UAMENTINNITOINITLaTEN 9
ANYNTTUNITO T HAZY) 7
AMENIINNNTOINTUALEENITSUTOINE 5

- lsifimanns@nw BE




HINULUY 30
A3nsAnwduuuy Randomized controlled trial WSguifigufiugnduluy ARWlLTaNTNIenIsums 20
aal = <, ) . My P o v aa ¢

AsnsAnwduuuy Randomized controlled trial laildiuSsuiieufuenduuuy FRuilunsa1snisnisunme 10
A3n13@nwiduuuu Non-Randomized controlled trial ffiusiluinsansmanisunneg 7
A8ns@nwduluy Comparative studies wuu Cohort studies (Prospective) RRuWlusENsNINSUNNE 5
A8ns@nwduiuy Comparative studies Wuu Case-control studies (Retrospective) Afiuluansansnisnisunmd 3
LliifinsAnwideneadiin 0

- finsuansma Risk Assessment Report for Elemental Impurities Tunnsuvesniswdnvis Finish product way
Active Pharmaceutical Ingredient kazlin1suandionastuaemnAsIntnisiasuulainssuiunisnaniienadaal

WAnnsuutau 10

- fn1suanawa Risk Assessment Report for Elemental Impurities Iuy;ﬂjmlaﬂmiwﬁmﬁﬂ Finish product uag
Active Pharmaceutical Ingredient usliiangionanssnasnisilasundainszuiunisnaniionadaaliminnig
Julou 8

' a

- finsuanawa Risk Assessment Report for Elemental Impurities Tuu195uv03n1suania Finish product uwag

Active Pharmaceutical Ingredient wazdin1suandionansvuasnAsaniinsasuulainssuiunsnaniionvdmali

Annisuuitau 6

- fin1suanawa Risk Assessment Report for Elemental Impurities 'Luiljgju“uaﬁmwﬁmﬁﬂ Finish product uag
Active Pharmaceutical Ingredient ualiiuaniionastuasnisildsunlainssuiunisnaniionadaliminnig

Yuidou 4

- finsuanawa Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active Pharmaceutical

Ingredient wAneslnog1andls

Jaifin159i Risk Assessment Report for Elemental impurities

avaantunsalden

afninesaainefauuuainliunisusussg

FIUATHUY 100




