TIUABYAAMENYULIANY
81 Epoetin alpha inj €ooo IU
YILFINYIUIANLWANYS UY52T10IUUTZUIN oddm

®. AIUADINTSG Recombinant human erythropoietin alpha (Epoetin alpha) €ooo U
solution for injection, @ mL prefilled syringe 91U &000 syringes
(GPU : siloso)

. WQUszasA wielddmsuinuniiaelanladossiiiamsdonang

a. AUANUANILY

m.e JULUY Wuenmnde dmsuiad i uarvte Sadmaenidons
sUuuuansazane : Wuasavanela Tl viedivdesdou

mlo daulseney  Usenausiesien recombinant human erythropoietin alpha €ooo 1U
T o mhan1wurusq

. VUINUIIFY UMM @ mL
m@ MYULUTTY  UTIIU syringe Unaanide wioulddn uavussqiueidosiuuas

on.& 28N - syyeen dudsznoumenddyuazanuuse Yundn fuéuawq
Wwaiindn uasiamesiduiiue, Tegnetnauuuusigiud
- wumauryssyeetaeefesssyormsetevnimsdn daulssneu
LAZTUINANLLTIVENET Iavfindn Tuduoy Tidaay
«. AudulAManaiea
wamsmn’iLﬂsflzﬁﬂmmmﬂulﬂmu Finished product specification waz Drug substance
specification fig198enndsi fuatuieatu Feldaamaousedninnuanenssunsems
LagEN NSENTNABITNEY sheil LndusFulFensBetaduatuiifieurihvielmininuasgu
ndidulasinsunils salszmansensassugy $os SYUAITIEN
&. Finished product specification : Erythropoietin injection

4o Test items Specifications

@.e.0 | ldentification Meet the requirement

&e.o | Biological assay
wanINan1snTIveEslnegmils
- Potency in polycythaemic | Go-elod%
mice (in vivo)
- Potency in normocythaemic | o-ewd%
mice (in vivo)
- Immunoassay (in vitro) Meet the requirement
Wiy ELISA %39 EIA (Enzyme linked
Immunosorbentassay),

RIA (Rad|0|mmunoassay)

+

e B | (5: (Ph,—\ B} ’y ’ ,j /& .o pH...
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U Test items Specifications
. | pH (Acidity or alkalinity) oo - 0.&
&.e.€ | Dimers & related substances Not more than .0%
of higher molecular weight
(39 Aggregate protein)
&.e.€¢ | Bacterial endotoxins Less than o IU/e0o,000 IU of
erythropoietin
&.e.9 | Sterility Meet the requirement
&e.¢ | Particulate matter
- Size > @0 UM Not more than b,000 particles/container
- Size > & um Not more than boo particles/container
&.e.a | Extractable volume Meet the requirement
(Volume in container)
&.o Drug substance specification : Erythropoietin concentrated solution
) Test items Specifications
&lb.e | Identification Meet the requirement
&bl | Biological assay
WARIHNANTIHIIVBENIABE 1Ml
- In polycythaemic mice (in vivo) Not less than e@oo,000 IU/mg protein
- In normocythaemic mice (in vivo) | Not less than @oo,000 1U/mg protein
&.en | Protein content ®o -~ ®@wo% of stated concentration
&l.« | Dimers & related substances of Not more than b.0%
higher molecule mass
(%39 Aggregate protein)
&lo.& | Sialic acids Minimum @o mol of sialic acids/mol of
erythropoietin
&©.5 | Impurity
- Host cell-derived protein Meet the requirement
- Host cell-and vector-derived Meet the requirement
DNA
&.ed | Amino acid sequence analysis Meet the requirement

B A

¢ {
WSSy :

[

a/clo.c Peptide...




-
49 Test items Specifications
@lo.< | Peptide mapping Meet the requirement
&b.« | Bacterial endotoxins Not more than o IU/e@oco,c00 U of
erythropoietin

¢

e o. nstiteavedouudamsiiu (Waive) menmsaeudianeinisla iduenasvdngiu
fananiilasueysiache

. Drug substance specification #3159 MnlUAATIERVRIEHER Drug substance
wielulas1z9f Drug substance vasfnanendsagy atulnatunil deiinsnsaaeuiinsed
ATUNNWITD

o. fauenafostudiunnngisenasndusfuildsnsa muﬁssqln Finished

product specification wag Drug substance specification

. [Wouludue
&0 FuunmengienasnsidTuaygndunadeudifusniesmineluvsemelve uas
duns (Declare) unanan

0.0 WAy Tunsdoum$ue Mele e.m no.e udusnsd)

- Tunsdiidueindslutsanalne (aneds nee)
- Tunsdidugmindiiensuisussy (neis ve.m)
- Tunsaifiduenintransisusema (unels ne.)

&.alo Tiwatunsdous vie.e/t.e 10 fiduesan neumeandeahiensmuny
AanwuaIKAnY aufitunede (Finished product specification) WALUDMMVUAAININTDY
JngAu (Drug substance specification) nsdiflegszvininsasuuyasudlufiauiy ssfoauuy
WBNATEMUIAINEBNISVBUALY (8.¢) W MFBY Finished product specification wag/M3e Drug
substance specification lngvauslenouiulseniAuseninsiadiannseding wazlaiiy o I
a Tulsemadsenmesiadidnvseiing

&l LPNEITUTBWIATFIUNTTHAREN

&lo.o nsdlonindnluyszndlne fudnfesiiduunnmeenidsiofusomnnsgrunissdn
MM NINAUTIAE ISR UN1IHEAEY GMP PIC/S (Pharmaceutical Inspection Co-operation
Scheme) 3aiiuwin vesnsevsnans1saigy lumnaeiauewie atuaige smuseUNSATINABY
Inesinamssusesfisiusemeauseninsmdidnnsedind

&0 nsaiidugnindransiszma fuandosddiunnmientdideiuseanasg
MIHARIIMVSNINSTLaE IS ARIUNSHEREY GMP PIC/S (Pharmaceutical Inspection Co-
operation  Scheme) lnenuage1u PIC/S  participating authorities  aUuagn auseuns
asndeulasinanisiusesteiulsemalszninsindidnnsednd

B |
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&.a Lanmiﬂmmwwmmﬁtauaﬁm (dunnmeng)

& HANINTIVIATIIAUN NN SusiendSagvesiudn (Certification of analysis
of finished product) lugnjuiidadusesae

&.alo HANSATIVIATIEYIAMN W INgRUTBITIENdTY (Certification of analysis of drug
substance) mﬂumwﬁmaﬁiuﬁdqLﬂuﬁaa&mﬁgwmQ’Nﬁmmu,awgwﬁmi'mqﬁu

o  lOnAIVInANgudusuaNduRuSITnIuNsHARYesTngRuve gAYy
(Drug substance) 98 ..o ffujun1suanvewdniusiendnsagy (Finished product) 4o &.m.a

&.a.c Wnsdfunzadeuemnnnii o U wwdediduurniwdienanisine Long term
stability auiiguisnslunsdousnanuans waglasumsaanususesenansnngiis1unavesuity

o unsdfunsfousnntiosni b ¥ asfeslduunamensnamsinumenuniaes
pnufidududilunafousnnuans uarldfunmsawnuiusesenmsnndlsunavedtn

&5 nsifusngu biological products 7y vaccines, blood products #esfiienans
SUsDIMsHER (Lot release) 1INATUINEIMARTNTUNNE NTENTIETITUAY

&« Aag1een
€0 Hlauninm fediinegiwegntos m mhuussyiu duludununeasideala
ATUEIU MNTinvualuidenmautRivialudediy

&.& msusziunuamenidesu(uansenasnisUsziugmnmen) Al

&0 niidwousosdongldldlivosnit o U fuaniudwey

&.¢lo BWnnATidwey wdsddunamagluiusemamnTn i uiidwey

¢.&a n3fiimbewmahmsguietseiidaeuiiedmyniieneinuam misesions
wimilidedosemogne Tnofiauesimazfosdisniindnausiuuiivisesvnisdnsas
Jereiwandufiuiaveualdsefidndedunsanelinnziaunm nsdfinuherlidulum
AudnYAIEIANTE MBTIIMIYeANUAVS Ui s T A eIRINdITRIiaueTIAN
was/v3orantundarely

¢.&.« fiauasmazdesiuildsusuileslndvuneny uieifloiinnisidenaningas
Uszmislaqreurmuslaglifidouls

e.a¢ nsddunideniuinnilgungl o-e ssmiealdoa fesflionaisuanuaziuses
iflszuunsifunazdndseniu Cold chain system  Alfumsgrunamdninusinisiiunwen
(Good storage practice for pharmaceuticals, GSP) uagwdnNaEiIaNsTRuNTT S nendusomt
(Good distribution practice for pharmaceutical products, GDP)

&5 flauasadusesulisnidndygyrdsuasuimua(uanuandrsnisduseulionidn
Foyeyn) Asil

& 5.0 NTARANIFUATITIATIZET TnansuinermansnsunvdvienoslfuRnisaila
WM ISO/IEC mwiolog Han1snTIvlaseiliilulumuinasgrudervualudssniausenan
371
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5.0 nsdindndusiowiaigniFonifviuaniemaalasdnineuanznssunisems
waren Tutrnavesdynazdonzens

&o.a nsdimudgmaunmanndnfusinetsszdmaneUs
fUauileFuen

AnSuanazAuUannnune

ee

' M v a a W de [N o o o
&0 nirgsenMveanuinshifuinsuwdadusinivseifignFeniivau Taeduinnu
ATNITUNTITDTINIIUNALYT 1‘1«!5383&'35'1 ® ﬂﬁau"ﬁ«!ﬂizﬂqﬁﬂi&'ﬂ?ﬂiqﬂqalgﬂﬂiaﬁﬂﬁ

a o o o 1 a ' 1 o o s = =
€< wandusimiwnausvie srdeshiandiavieagluszuitenisaniumgnaniiuag
Weiumsasiliaundyalauvisnguanensadnglag ludndunsyaradu

& ONE1BuY
&0 nadienfiauslilieduuuy Original drugs) Fesdienanswanisdne Bioequivalence
yaafilauesanusuiisuiueduiuy TasBnsnvdoadulumundninasiuasnufoaly
MSANYITINEVDIENENITRYVDIFNINIUANENTIUNITOMITHAZET NTTNTRAGITUEY

Fotlseylunsdifidhendiyresendunuiunadounoud we. weme uanBuelungudil

f. aﬁﬁszq'jﬁag'hmfju Biopharmaceutics Classification System (BCS) Class e %38
Class &

9. enfifidufinisdnwiuay (Narrow therapeutic index drugs)

A. e1fidnineuALEnTIIMIEILaEE Ussmerindasviins@inu Bioequivalence 1y
srauiilingnidu Zidovudine (Azidothymidine, AZT) g1lugluuusiiidauvas
nsUanUasssiendinty (Modified release dosage forms) 1Hudu

unsditunsfoumuemauuuenastylml (fawmadeus) NG) dwrsagniiunsuuy
LBNANSMTANYITIANY YR

&alo nsaiTiiumeidesaratsuar/miaideansneuld deslinansAnuanuamninmds

nTaTANLLAZ/MIa130979 Tuivinaranesnee AsudIuLaTdenAdefuBNasAAUEN

&.x.a Lona1sion e inansBmdninasiiEnsiintun1siusnwen (Good storage

practice for pharmaceuticals, GSP) a1y WHO Guideline woom

&.a.c lnasuionmdreiiuansdmdninaeidinisfinlunssnsimiieundvsue (Good

distribution practice for pharmaceutical products, GDP) 11 WHO Guideline boob
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