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Finished product specification : BP(aoa®)

1o Test ltems Specifications

m.e.e | dentification Meet the requirement

m.e.lo | Assay co-alb&% of the labeled amount of Human
-Biology assay(Potency) Recombinant Erythropoietin Beta

me.c | Dimer & related substance of | NMT &%
higher ~molecular mass  Or
Aggregate protein

m.e.@ | Sterility Meet the requirement

m.e.& | Bacterial endotoxins Not more than .o Endotoxin unit/eococoiu of

Human Recombinant Erythropoietin Beta

m.e@.o | Particulate matter Meet the requirement

m.e.c | pH D.0-00.&

m.e.c | Extractable volume Meet the requirement
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ATSUAIAMUA Spec
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(WevAna bus)
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WL Epoetinbma Coooiu/o.aml solution for injection,o.mmL prefilled syr.
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e Dissolution wag Uniformity of dosage units THluuIenasuansseazIBunNanIsnsdl
Snswimnldldudseazduafiduiialilulu coa

nsffenmudoundinsduwaive) msmsanaeulanziniemsla Inbuuansenansvdng iy
Fanamilaueysiicng

Drug substance specification Wmsm’lmfﬂmLﬂi%wmamwam drug substancen3alu
Jimsngsidrug substance maawNammmmsﬂanu‘imuwmmm'rsms’mLﬂsﬂmmuwnmmaw
fviug

<.Naulvdu

X

wLauaswmmawummwmaai‘usaawsaummauamasusadLaﬂmﬂmawumuw srazdunnatl
<o LaﬂmimﬂmuaummuwLUaumsumLwamwmsﬂ,uﬂs“mcﬂﬂmLLameLm(dec lare)uvias

oo luhiymstunadouhiueldun el vg. m . < ¥30 8. o uAuUsNTel

ol WETTunlou n.e vie t.e vewiiEueIn nieueazdunhdenisaunu
qmmwmaqwﬁmﬁmm’muﬁ%umLﬁau (finished product specification) Wagtarinnun
ﬂmmwmaﬁmqau (drug substance specification)

&l LBNEANTIUTBWINTFIUNINARYT

<lo.o N3@fwanlulszmAlng frandosddinnnmenideiusennnsgiunisuangin

WS LagAENsTiluNNSHAR PIC/S ( Pharmaceutical Inspection Co- operation ) 10g

sy PIC/S participating authorities w3edlienans3usesnAsgUMIWARYIAUTEnLNGS]

g IR ST ARE RN TN LARIES TN TEMNSUAYEINTENTNATSISRGY Barinmun

#\ Tnefirudenadoasiniisufundninasiuas3snsintunsnangPIC/s lumnneniiiaue

g aﬁuéwqmmma‘umsm'nfuaauiﬂaﬁwami%'usmﬁﬁuﬂszmﬂﬂszmmﬁmaLé‘ﬂmaﬁné

ol nidgiilugnindrandedssne {naadesilionansfuseanasgiunisHingnny
neNUTLaEIENsAFlunISNEReT PIC/S( Pharmaceutical Inspection Co- operation
Scheme) Tnautaeenu PIC/S participating authorities aUUANEARINTOUNITATIVABY
Imaﬁwams%’usmﬁai’uﬂsvmﬂﬂsummﬂm&ﬁﬂmaﬁﬂé viseengnaandnua ANl
V3eUNMIEIUNSNANEIMUVE NINAUAILAY ISR mmmuauwanmﬂmw fipy
donndesaziaTionfy PIC/S Tumsuanen Tumnagniiausune Tasiinidesusesan
dineupugNITINTeIMSIaen uaslinan1siusetisiulsznAuizningal
Bidnmseind
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(certificate of analysis of finished Product) ‘Luméu"ﬁldqﬂuﬁaa&ha

(U9ANBINYY WINYY) (et Jaiminud) (wenana lees)
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wWige Epoetinbeta €oooiu/o.eml solution for injection,o.mml prefilled syr.
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YU & 20

& HANIATITIATIERAUNWINgAUYRIEd ARy
( certificate of analysis of drug substance) ﬁiﬁ'ﬂumsNammsuwawumammwaqmmacﬂ
mL.Lauwwammmu(***wmamm ﬂsmmumﬂau biological products foan1s COA of Drug
substance ‘uaquammmwuu/nammumﬂu sterile water for Injection lsifa3il COA of Drug
substance ***)
&.on.en LONANTVTOVANG T U auduiusssninegumsndnvesingAuesinend@ney (drug
substance) 18 &.m.lo ﬂusumswamamamm%mmLsamJ (finished product) 10 <.en.o
<m.& Han1sAnwn long term stability maammammmmmumLuauhﬂumunmu
AMIZNITUNTOMITHAZYINTENT AT
[ty R4 ﬂiﬂijJumﬂdu biological products #lu vaccines,blood products Aadillonans
SusesgunsKan (Lot release) INNTUINNFNARSANTUNNG NTENTIETITUEY
.« Fegnen fauesen dosduietiseegielies b mhoussqts Fadusunmiuans
swauLaaﬂlmmumumwn’mueﬂ,ummaqmamumwﬂﬂmmu
& ﬂ’W’SU’LﬂUﬂmﬂW‘WU’mﬂGN@U
<& mwaamaumammaﬁﬂé‘luuaafm o U tuanfufidueu
&l BMNATdLeY mmmaqmmewmsﬂ,‘ususaqmamsmamLﬂswmmswmuau
em NsEivheTemevhmsduiiegeiiduey Lwaaqmammiwmammwwmmwmﬁ
awhuiededeweeglnggiauenan(§vie) Jeipsdeniudnausuiuiviag
swmimmamms’wma“LﬂumummaumlmmwmawaﬂumimamLﬂswuwﬂmmw
nsdiinuhenldifulununusnvasanie MNETIYNNTVBEIUANS iSRS
LauammmmﬂmwammaLLau/mawwamiumama"LU
& Hauas(Euy) aummsuLUaaummamiﬂawmma wiadlofanisidonann fe
Usum{lm foufwuslaglisideuly TnefiauesAn(fune) WwAouanonanssuTes
«.&.& nsdhdusniifeniuinuiigumgll b swnwaduadesdlionaisuansuasusoi
stuunsiiunazdnadeendu cold chain system filsinmsgiunmumdninast Good
Storage Practice(GSP way Good Distibution Practice(GDP))
<o WwNaTBue
o0 Nsaefausldldeifusuu ( Original drugs ) fesindsdeuannisnaaey
Bioequivalence) YasniauesmSsuidisutuesuuuy Ingisnmsdnudeaduluay
waﬂmzumauLLngumlumsmﬂmsznamammmmm YIETNITUAYATINANTDIMNITHALEN
NSTNTIEATITUGY mauiutﬂuﬂﬁmmmmmﬂmmmmmwwumLuaunauﬂ WA o&nd wavilu

elundussdl
3t o i i
(WEDIYY WINYY) (WRIURELNE) JaSAUNUD) (evewa ey
UsEEUNTIUMSAIMUA Spec ATTUNIAMUA Spec ATIUNMIAINUN Spec

1 Epoetinbeta €oooiu/o.mml solution for injection,o.mml prefilled syr.

a ate
A TH UL




o
YU & 3N &

n. efiszyineglungu Biopharmaceutics Classification System(BCS) Classa 30 &
. gifisednisdnwwau ( Narrow therapeutics index drugs)

A EfdTneLANENSIIMSEINTLareUsEMAIdesiMSANY bio equivalence LU 81
AuMLiingnidu ( azidothymidine,AZT) giluguuuugfidaulasmsdanddosshend iy
(modified release dosage Forms) s
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avanuuay/M3eieane ludvhaganesnag asutulay aamﬂé'adﬁ’maﬂaﬁﬁﬁum
<o fauesm(ueBuserliondndygnsuasuiimue il
0.0 ﬂs:uwamsaumamLm’wwmumnnsmwmmammmwm | wiowesURURNSALA
WM5§1U ISO/IEC emolod ”Lmﬂulﬂmumm%mmam wualulseneUsgniasiadidnnseiing
<allo ﬂsmwamwamﬂmmwumu z:mLsﬂnmUﬂumrmaammmim‘amunmmmvﬂisumimms
uazelutianvesdygazdeasans
coo ndnulgmemunmansdnsusiietsdmaroussaniuauazanuiasadiesiofie
lguen
«. e TnsUeEuaAYS isuRasaNan fuseiussiRgnBeniiuAulagdiinay
AENIIUMIDIMSHATETIUSTEEIAT o Uneuiulseniausemnsiandidnnsedng
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asﬁaaL‘LJuIUmumasucvm‘uwaa’luﬂsvmﬁﬂsvmwmﬁﬁma‘u 39581 WA odoe @l
Sufl o S e ool Uszmellusmfanyununiuil ol ﬂumwuﬁ b&ol) wazUsene
NIENTWATITOUEY 3o sv‘umswm(a‘uw ©) WA bebl asiuil @ NSNNIAN WA b&ol( ad
Uszmelu Meiaanuune il oo nsngiay beol) nsdiinansdasionlaldunsgundy
f¥ugeaninfignszurimunll meennssumsnaaeuuanTRasuliRsan Tnglviglauath

dunsgazidasisugnadunidonsdauinies

& mMsUseliuAUsEansn nmesian (Price Performance)
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