nannasinisuszliua1Uszansnmeasin (Price Performance)
ﬂ%jll&ﬂi?ll’"ﬂﬂ 318113 methoxy polyethylene glycol-epoetin beta 75 mcg/0.3 mL solution for injection
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1.1 Active Pharmaceutical Ingredient Specification # 5

nsalasunssuseslumisien Official Pharmacopoeia

: 871989 USP,BP,Ph.Eur, IP,JP adudian wazunlulungidowiniueuda 5
: 919814 USP,BP,Ph.Eur.IP JP atulnminituseniassusisienninndt 3 UuazwdlulunsidowinSueua 4
: 871989 USP,BP,Ph.Eur, IP,JP atulmindtUsenmaszuisemnnndy 2 Yuasudlalunsidowsiniuenudn 3
: 919819 USP,BP,Ph.Eur.IP JP atulyinituseniassusmsienninndt 1 UuazwdlulunsidowinSueuan 2
- 91904 USP,BP,Ph.Eur.,IPJP atulnininuseniaszudnsienunnndn uwadsladlaunlalungifoumsuen 1

gl

: 919819 USP,BP,Ph.Eur.,IP JP atusnudseniassysisewas i lulungiloumsueudn 0




nsalulasunissuseslusisen (Non-Official Pharmacopoeia)

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

Guidelines (Q6A) wazwatulunzidousii$usnds wdadusduwuy

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

UsgnAszuinsensinnd 3 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

Usen1Aseydnsenunnndt 2 U, ICH Guidelines (Q6A) wazuilulunzileusmsueuas

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

UsgniAszusingenuinnd 1 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuen

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

UsgniAszusingen, ICH Guidelines (Q6A) usilidldunlvlungidouiuen

: 81984 In-house specification idenrdadriu general chapters aufisyylilu USP,BP,Ph.Eur. JP atumiuusenie

35UAN5181, ICH Guidelines (Q6A) wazuilulunsidousinFueuas

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

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

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 3 YuazwdluluneidowdinSuewan

: 871989 USP,BP,Ph.Eur. IP,JP atulminirUseniaszusiiseminndy 2 Yuazudlalunsidewsinsuenudn

: 919819 USP,BP,Ph.Eur.IP JP atulnminitusznimssusisienninndt 1 Yuazwdluluneidowsinfueuan

o '

- $719049 USP,BP,Ph.Eur.,IP,JP atulmininuseniaszusisienuinnit wadslilawnlalunedeudsuen

3
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: 871989 USP,BP,Ph.Eur, IP,JP atusulsznimszusinsewazuilalunzidewinSueudn

nsallilasunissusesludisen (Non-Official Pharmacopoeia)

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

Guidelines (Q6A) warwAlulungieudueuas vseidusduiuy

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

UsgnAsyysinsensnndt 3 U, ICH Guidelines (Q6A) wazuilvlunzilewiiugua

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

Usen1Aseyinsenannndt 2 T, ICH Guidelines (Q6A) wazuilulunzileusmsueuaa

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

Usen1Aseyinsenannndn 1 3, ICH Guidelines (Q6A) wazuilulungileusmsueuaa

: 81984 In-house specification Ni@enadasfiu general chapters mufisyylilu USP,BP,Ph.Eur.JP aduluiinid
Usen1Aseysingen, ICH Guidelines (Q6A) wililldunlulungideusiiuensraganlifiu2tiiuaniundinam

AZNTINANTOIMITLAZYIBITULDNATT 8.5 ﬁﬁu@maﬂmﬁmuaiwm)




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

52UYin5181, ICH Guidelines (Q6A) wasunlulungidousiueuds 0
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:1n15ANw long term stability kg Accelerated stability a3 ASEAN guideline asusnuege1uuaaIn(=3T) wagil 10

HaN13AN® on-going stability Unewldagtu uavilionansuaninsuiiu

:1n15@Nw long term stability wax Accelerated stability a3l ASEAN guideline asusnuege1uuaaIn(=3l) wagll 9

NaN13ANYI on-going stability UnewlUaglu

:1n15ANw long term stability waz Accelerated stability a3l ASEAN guideline Asusuege1uwaaIn(2l) uazil 8

NaN13ANYI on-going stability UnewlUaglu

Tin13finw long term stability uaz Accelerated stability n13 ASEAN guideline Asusmuegeuuaan(=3Y) uily 7

dnan13Aine on-going stability Unewtlagiu

Tin13finw long term stability uaz Accelerated stability 1131 ASEAN guideline AsusmuegeuLaaIn(2y) wilyd 6

NaN13ANYI on-going stability UnewlUaglu

4in15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGYIVURAN 5

(239) uaziinan13Anwn on-going stability Uneutlagliu

fn"3finw long term stability waz Accelerated stability lailulumiu ASEAN guideline asunuangeuuaain(2d) il

uazilnan13AnY1 on-going stability Ureutlagdu
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