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1@l oom / lndom
598059 @ Erythropoietin alpha &,000 iuw/&oo mcl for injection prefilled syringe
AUUIENIATIMINgUATIYEIT

. Hoen Erythropoietin alpha &,0co00 iu/&oo mcl for Injection prefilled syringe
0. AuANUAIY
4’ o L | L] al = | = o
.o JULUU Wuansazanglausannidedmivaalanmds war/viadvaenidonsn

o duUszney  Usznoumlesien Human recombinant erythropoietin alpha &,000 iu/&oo
mcl Tu @ prefilled syringe warUs1Aa1n human serum albumin
o MUULUTTY  UTITIUNUEUTTYIanUTIARInideniia prefilled syringe taarfuuas
o.a 28N
- mwusuTIYReNIEyTen dudseneu fenddy warauuse Susdn Yu
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nan13n3I93ATIRRun WdulUAY finished product specification wav drug substance
specification fignadsanundsiuatuientuy daldeameiduudedinnuamuenssunisemsuazen
NSENTNABITUAY TadndusFuiilisdafenduatuiiisumimielmindiunasgundusiiule
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a.@ Finish product specification: Human recombinant erythropoietin alpha &,0c0 iu

for injection

Test Specification

asa9r A TSzl finished product specification

®. |dentification

. Biological assay

- Potency in polycythaemic mice (in vivo) |- <o — @lad% L.A. of Erythropoietin alfa
- Potency in normocythaemic mice (in - o - eed% L.A. of Erythropoietin alfa
vivo)
- Immunoassay (in vitro) 141 ELISA w39 EIA, | - o — elo% LA. of Erythropoietin alfa
o Db 3 W 3 C"QL/
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@ pH oo - all
& Sterility Sterile
&. Bacterial endotoxin NMT lo.& EU/mL of erythropoietin
.  Osmolality blod - bald MOsm/kg
o, Volume Meet the requirement

en.lo Drug substance specification:

Erythropoietin concentrated solution

Test items Specification
@. Identification Meet the requirement
lb. Biological assay (Potency)
uanswansaTveslot il
- In polycythaemic mice (in vivo) NLT @oo,000 IU/mg protein
- In normocythaemic mice (in vivo) NLT @oo,000 IU/mg protein
. Protein content o — eeo% of the stated concentration
& Amino acid sequence analysis m?i]bi'mmuir'i'izqh drug substance specification
&. Peptide mapping ﬂi‘m.i'mmuﬁ'ixq'lu drug substance specification
©. Sialic acid NLT @o mol of sialic acid (calculate as N-
acetylneuraminic acid) per mole of erythropoietin
o. Bacterial endotoxins NMT lbo IU/@oo,000 IU fo erythropoietin
@. Impurity
- Host cell derived protein ﬁ'i'?l'ilﬂi"luvl’u.lﬁl‘iﬂulu drug substance specification
Host cell and vector derived DNA wrmi’mwmﬁsaq’xu drug substance specification
«. Dimers and related substances of higher Size — exclusion chromatography
molecular mass (W38 aggregate protein) NMT b.o%
NUNENR
o. Nidinemuideuudanisiiu (waive) Msnsanaeuiiasieisensla Wuuanienansvdngiusing
AlFsuoysiRe
. Drug substance specification #975131NUAATIwYBIENER drug substance W3oluTATIEY drug
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Nan
c.o.0. WAynstumatowiiue W vele e.a no.c 930 vl udusnsd
<ol Wiwatunslou ve.e vie v.0 vewiilauesin wisuswanduavteonisauny
F}mﬂ1wvaaw§mﬁmﬁmuﬁﬂuﬂmﬁﬂu (finished product specification) wagtBMINUA
AN MYBIIAgAY (drug substance specification) nsdiftagsewinimsiasuuauly
uAuazdeswuuienalsnisvauily (8.¢) uwiex finished product  specification
way/v38 drug substance specification TagvaunlunauiulsynaaausinioUszmea
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<lo.e. NIteRARlLUTEIAlnednindpiiiona1sFuTemIATTINNTHER 1M IINENINUIILAL
FsAmun1sane PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ot
UL PIC/S participating authorities %38 H1aNa135UT0WATTIUNITNENLINL
NENNUNULALITARTUNITHANE1V0IFITNITUANENTTUNTTOIMITUALET NTENTI
aNs1 Y Fatmuatulaeiiaudenndeuasiniisfundninasiuasisnsiialuns
wanen PIC/S Tumnaenillausie atuaaamuseunisnsivaey lasiinanissusest
TulsemAgaUuI A aYsTNIATIMBIaNNIatng
<lolo. NTALUNTININANNUTUNALNEAADITIBNATTUTDIWIATFIUNITHERLIMIUNENLN A
wagBnsARlunINEReT PIC/S Taeviiednu PIC/S participating authorities atfuanan
A1INaUN1INI19asulasiinan1sTusesttiulsen1AasuIIAIYIaUIsEnIns 1Al
didnnseiind vieenymaendn uiuAnsedl
.o LONANTANNNYBIE AU
Cme. HANIATITIATITRRUANEARTusied T gUv0ENan (certificate of analysis of
finished product) Tugnjuildudusieeie
Calo. HANIIATIVIATIENANNININGAUVBIMEIEATY (certificate of analysis of drug
substance) ilHlumstdnenuiidadufognaiwesudneuasidningi
e lONAVTONANgINBuSuANNdIRUSTITIIgUNSHERTaYTRgAUYaIiIed ATy (drug
substance) 19 «.m.lo MUFuUNIHERYRIERSNTiEdNTAFU (finished product) ¥o
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<a.¢. nsihfugingu Biological products fidiu Vaccine, Blood product fasfitenansiuses
JUNTTHER (Lot release) IMNNTHAINGINBRINTUNNE NTENTNENTITGY
<. Mavseiuaunmendidaou
<o, Tudungveefiduay
<.<.0.0. lunsdindaluuszndlng orguassriidweudedhidesnii e U o iou tu
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«.c.0l. Wnsdiiindnanisszne engvessiidweudoslitosnit e U duainiud
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Practice (GSP) way Good Distribution Practice (GDP)
e, ndilugiidesaras uay/viadeaeneuld deainanmsAnwimuasaninudanis
avany way/Mioldean luMmasausne 9 AsUlIULarasnAaeINuIBNATINNUED
<& AI9LNEN
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18l ooel / ndom
576157 ' Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.a mL prefilled
syringe injection
AU TENIAIMINGUATIYST]

0. Fo8n Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.en mL
prefilled syringe injection
b. AuANTANILY
©.o. JULLY Hugnmendiedmivaadlifoni viedadmaonidens
blo. d@wUsENay Usenaumiemen Erythropoietin beta &,000 IU Tut5u1as o.e ml
B.on. NYULUTITY ‘uisqlumwzussqmﬁmﬂsmmnL-'ti"'a wila prefilled syringe
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nuilousiniuen lauiindn Tuiindauay Tununeny
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nan1sasviasiaun miluluany finished product specification ua¥ drug substance
specification fignadsanundrsiruatuideiiu Ssldaaneidousedidnnuauenssunsemsuasen
nssNINAIcIINAY Metndwinsuilissaeutuatuiiieuvivielminiuasgundusiulasisu
Vil MUUTEMANSENTNANSTEAY (389 TEYHITIE1 NAlbdbe aviufl b FunAl beve (AIUsENA
Tus1eR U Iufl oo NUATHUS bavl) waziFasssydifuen @UTUT b) WA besl aiufl «
NIN41AU lodolo (a:nj'szmﬂ'i.uwuﬁamw,unm’fuﬁ o NINLI1AY lodole)
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a.@. Finished product specification:

L) Test Specifications

@ | ldentification Complied with finished product specification

b | Biological assay

wansran IaTIveElaegamii
- Potency in polycythemic mice (in vivo) @o.o — elbd.o% of labeled amount
- Potency in normocythemic mice (in vivo) | do.o — eled.c% of labeled amount
- Immunoassay (in vitro) LU ELISA ¥38 RIA | &o.0 — eo.0% of labeled amount
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o | pH (Acidity or alkalinity) R Ned
& | Dimer and related substances of higher Not more than v.0%
molecular weight (150 aggregate protein)
& | Bacterial endotoxins Less than o IU/eo,000 U of erythropoietin
o | Sterility Sterile
@ | Particulate matter
- Size 2 @o pm Not more than b,0o00 particles/container
- Size 2 b& pm Not more than oo particles/container
o.lo. Drug substance specification
49 Test Specifications
@ | Identification Complied with finished product specification
o | Biological assay
wanamansnTIvesndlantnamils
- Potency in polycythemic mice (in vivo) Not less than @oo,000 IU/mg protein
- Potency in normocythemic mice (in vivo) | Not less than eoo,000 IU/mg protein
en | Protein content @o - eko% of stated concentration
& | Dimer and related substances of higher Not more than lb.c%
molecular weight (W58 aggregate protein)
& | Bacterial endotoxins Not more than o IU/@oco,000 U of erythropoietin
o | Sialic acids Minimum o mol of sialic acids/mol of erythropoietin
@ | Amio acid sequence analysis Complied with finished product specification
& | Impurity
- Host cell-derived protein Complied with finished product specification
- Host cell and vector-derived DNA Complied with finished product specification
« | Peptide mapping Complied with finished product specification
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AN TNYDINAANUNIUNTUNZLIUBY (finished product specification) WazvanIMuA
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AUNMYBYINGAU (drug substance specification) nsflifiegsenitansivieundauiley
WULFLIZABILLULENAIINT3YBUNLY (8.¢) 1 wiou finished product  specification
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&lo. LONATIUTWNTFIUNTTHANEN

alo.e.

clvlo,

nidlewanlulssialnedndndesdionarsiusewnasgiunisndnsmnumaninaeiuas
AnsiAluntswdnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) g
M PIC/S participating authorities %38 Jl@Nan3iUIRWINTFIUNITNEALIAY
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<. nsdiueings Biological products #ifu Vaccine, Blood product #esiltanaissuses
JUNIHAN (Lot release) INATHINEIAAATATWWNE NTENTIAITITUIY
oo, nidlilderdunuy Orgina)  TuanmdngrunsAneiiivansindundnsusii
Uszdndnalunistnel wazanudasadeiiisuivitgrduwuy awnsaldunuiula
(Interchangeability study) wazienansiuaneindu Biosimilar a1 EMEA Guideline
wag US FDA
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