nannasinisuszliua1Uszansnmeasin (Price Performance)
n’sjumi?l"ﬂ‘ll 318N13 eptacog alfa (activated) 1 mg powder and solvent for solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsalasunssusestumisien Official Pharmacopoeia

: 971989 USP,BP,Ph.Eur, IP,JP adudian wazunlulungidowiniueuda 5
: 919814 USP,BP,Ph.Eur.,IP JP atulninituseniassussienninndt 3 YuazwdlulunsidowinSueuwa 4
: 87989 USP,BP,Ph.Eur. IP,JP atulmindtUsenmaszuiseminndy 2 Yuasudlalunsidowsiniuenudn 3
: 919814 USP,BP,Ph.Eur.IP JP atulyinituseniassussiennnnndt 1 YuazwdlulunsidowinSueuan 2
: 919819 USP,BP,Ph.Eur.IP JP atulminiszniasyusiisenunnnit usdaldlaunlelunedeusiuen 1
: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassyisewas i lulungidousmsueudn 0

nsallilasunissusesludisen (Non-Official Pharmacopoeia)




: 81984 In-house specification Ni@enadasfiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atudnge, ICH

Guidelines (Q6A) wazwlulungieuddueuas vseidusduiuy

: 91984 In-house specification fi@enndasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgnAszuingenuinnd 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 91984 In-house specification fi@enndasfiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluiinii

UsgnAszuinsenuinnd 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 81984 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP aduluinid

UsenAseyinsenunndt 1 T, ICH Guidelines (Q6A) wazuilulunzileusmsueuas

: 81984 In-house specification Ni@enrdasiiu general chapters mufisyylilu USP,BP,Ph.Eur.JP aduluinid

Usen1Aseysdngen, ICH Guidelines (Q6A) usilulldunlulungdeusiiiuen

- 91984 In-house specification Jaonnanafiu general chapters muﬁiwi’ﬂu USP,BP,Ph.Eur.,JP atuauusena

58ysi13181, ICH Guidelines (Q6A) wazufilulunzilouiiuauen

1.2 Finished Product Specification #

nsdilaisunisiuseslusisen (Official Pharmacopoeia)

: 919819 USP,BP,Ph.Eur.IP JP atuanan wazwilulunzileusiisuewdaszylulue.5)

: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszuiisneminndt 3 Yuazudlalunsidewsiniuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninnd 2 YuazwdluluneidowinSuewan

: 871989 USP,BP,Ph.Eur. IP,JP atulminitUseniaszuiisneminndy 1 Yuazudlalunsidewsiniuenwdn

: 871989 USP,BP,Ph.Eur, IP,JP adulnininuseniassusmseuinndt wadsladldunloluneideusdisuen

(sraznanliifiu2dtuanniuidinauauenIsUANSoMNSHaBNaISUENES 8.5 DeluBuenansEuesIAn)

: 919819 USP,BP,Ph.Eur.,IP JP atusudseniassysinsewasu vlunzideussueuwan

nsdllalleisunissuseslusisen (Non-Official Pharmacopoeia)

: 87984 In-house specification Ni@enARasfiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atudnge, ICH

Guidelines (Q6A) warwlulungieumdueuas vseidueidunuy

: 81984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAsyysinsensnndt 3 U, ICH Guidelines (Q6A) wazulvlunzilewiiugua

: 87984 In-house specification Ni@enadafiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid

UsgnAsyysinsensnndt 2 3, ICH Guidelines (Q6A) wazuilvlunzilewiiugua

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

UsgnAseuinTensinnd1 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

: 81984 In-house specification Ni@enadasfiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atuluinid
Usen1Aseysingen, ICH Guidelines (Q6A) wililldunlulungideuiiuensraganlifiu2tiiuaniundinau

AZNTINANTOIMITLAZYIAITULDNATT 8.5 ﬁﬁu@manmsmuaiwm)

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

58UA5181, ICH Guidelines (Q6A) wazunlulungidowinSueuwan
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din1sAnen long term stability ag Accelerated stability @13 ASEAN guideline ﬂiumumqmuuamﬂ(zﬁ) wagdl 10

HAN15ANY on-going stability Unewldagtu uarilionansuaniasuiiu

:n15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuega1uwaaIn(=3l) wagll 9
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- InansAnen BE 914 fast way fed study N3UTRIALEITINIUANENTIUNITOMSHAze Y38 Wuen BCS

class | Al95U biowaiver 31nF1UNIUANLENTTUNITOIWNT ALY 15
- finan15Anwn BE Lamne fast condition F981N9IUAENIIUNNTEIMNSHaZERNSSUTRINE 12

a = . M oA oA o o o
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- fiwansAnwn BE M4single dose ay multiple dose Tunigng fast way fed condition A5usalae

FNIUANENTTUNITOMNSHAZE 1138 Wuen BCS class | Mli5U biowaiver 29nd1inauanenIsunIsemnswasen

15
- finansAnwn BE 1 single dose uay multiple dose lunmay fast condition \iigsadnuien Fsdinau
AMENITUNITDINTUAZYIIAN155UTOINA 12
- finans@nw BE 118 single dose wax multiple dose lunme fast condition Litesaenusien weilaiil
NiliEesUTBING BE 1nd 1N uAMENTILNITEIMNSHAZ YN 9
- flnan1s@nw BE sinele dose lunmig fast condition Lilssagnuiien Fafluildesusena BE andiineu
AMENTINAITOIMNTUALET 7
- fnan1s@nen BE wam1e single dose lun1ay fast condition ilesegiaden ualiiindsdesusesandingu
AMENTINANTOINSUALEIANISSUT I 5
- LiflnannsAnen BE 0

HIAULUY 30
AmsAnwudunuy Randomized controlled trial WSguiisuiugduuuy ARuRluNsasmansume 20
AmsAnwudunuy Randomized controlled trial TlAlUSsuiisuiugnduuuy fuwlunsasnensunmg 10
AmsAnwudunuy Non-Randomized controlled trial ANlLNTANSNINTUNNE 7
AnsAnwndunuy Comparative studies wuu Cohort studies (Prospective) fifiasiluansansnisnisunme 5
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