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&1 Erythropoetin alpha €000l injection (Hema-Plus®) Tsmeuiaseuidn

ﬁam 81 Erythropoetin alpha & coocU injection (Hema-Plus®)

Toquszasd  ieldlumsthindnugiaelulsimeiunadonde
AIGHME
0. Wumsazaneusmnnide la bifld dmiuinddimiusmendeniteuddlumsmnmeylafinns
fienlames afatdud nuav]ve 7l Sumsrenidon (Haemodalyss) w3 emsdslsvnedesies
(Peritoneal dialysis) uaznmslafimeguusayifisnnmudaunivessluginedddsilFsumsdade
UsEnBusL recombinant erythropoietin alpha &o00 iu
o UsilurausTendn Unannde
& Ay
- Tewn dauusznoufiedfyuerrus Tusin Tufueny windn wnsmsdeussueiliesa
Fowmuuuussafiont sannuuaesusemienn egisefesylion dwlsneudhoddey anu
W9 “;’u??um&; LaTaTNER
- ailawes erythropoietin Aldwduniin alpha

AANUAnIunaa
Drug substance specification
Identification AT
. Protein concentration @o-ewo% of stated concentration
a.  Sialic acid >eo mol/mol EPO
«. Biological activity wo-elb&% of the stated potency>eooooo IU/mg
&. Bacterial Endotoxin <lbo U per eococooo U of EPO
o. pH D.Do-0.&0
. Dimers and related substances of higher mclecular mass < lo.oo% of dimers and related substarce
. Purity > &x.00% of main peak
& Related impurities

- Host cell-derived proteins (ELISA)  <o.&0%
- Host cell-derived DNA (Real time PCR) < @o.o ng/dose
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Finished product specification

Identification RFIANUY
Potency Assay wo-albd% of stated potency
om. pH 0o to ela
&. Particulate contamination ATIU
&. Extractable Volume AIIINTY
. Sterility ATIVNIU
®. Aggregated protein NMT %
. Protein concentration 0.0 -en.0 mg/ml of albumin
Reuludue

o. flaueraFosdudunnmdieionans nieuaeieteiusevenaslnediidnaneaziBendil
o0 M TUByM Wz suinsusRes wineludssnelng wavduas (declare) widsdn
oo WAt unndoumiuen (el ne.m 18.¢) udwsnsdl, srindalulsumdlng
(maneils o) gmihidiiefunmsuiiussgtnet ne.m), snhideansiessma e ve.e)
0.0 lufuetunzidous ne.e ¥io 8.0 v TaueIIA1 WieuswasBeniitanisauey
AN THYDINARTsTn1uT S ULy (finished product specification) nselay szminantsudsuntasudly
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38 Drug substance specification lngvaunlunauiulszniadszmasiadidnnseiing wazldiiu o U o Su
UszmeUsznesiaddnnieiind
.0 LANATFUTDWIRNTFIUNTHERY
o0.0 n3difnAngluUTEmAlne uEnasdaslidnunindieniidoiusmnigunsnEne
Arundninauyiisn1sudnd Aluniswdnen PIC/S (pharmaceutical Inspection Co-operation Scheme) Tay
w289 PIC/S participating authorities ¥3efllenansuUsBINATEIUM IR NN NN ILaEITNS ARy
MSHARH1YBIAITNITUANENTILANTOITUALET NTENTHAEITAY Tefuuatulnedauaenadouas
Vauienfuvdninasiuagisnmsidlumsndne PIC/S lumnagfiauene atuaganuseunisasivaeulaed
Nan1ssUseIteiulsEnIaUsenInsIABEnvsedng
@00 nidilusiidmndwyssne gudssesimisdodiuinweenidasusewnnsgiu
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smBiennseding viseongraosin udunnsdl
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b. nlllulyeduluy (Hema-Plus®) desdamaudfidundiingadenda Biosimilars) iiatnua
AuAsUAendY UseAnSam wazAnnmuinsgu iedunTesnIiUaeniavodlden muwuiniavesrds
NIFNTNATNIUIVN wlo/oeds avTuil bbb TQUIBy bees

o LBNAIANAN YL TB TR
M6 NANATITIATRIAMARERTMENE IS 13UTeRNER (Certification of analysis of finished product)
Tugnjuitdgausoeng
alo wanIRTITIRTIIRUNWIRgRuTeendey (Certification of analysis of drug substance) 1l
’Lunﬁmﬁmmiuﬁe{mﬁuﬁ’msjwﬁ’qmmémammu,azﬁmﬁmi’mqﬁu
<. 8190 fiauasa fesdsiiegwglen o vials faduiuvunansssazBenliasuday
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& MIUsziununmenTidwou
&0 MyvasITidsmaudvdlidesnin o U duaniudsou
&lo tmnunfidwovazdesdsdiunnmaisluiusessanisnsiiessioniuiidweuveudnuay
Tuimsgiimgiuvesraniagivilindnuiiuiiduwon
.o fueasfesiunfsuedenilindnunegsiedleinmadevaninseusenislaqnautivun
¢« HITUUNTVUAIUY cold chain system mﬁmmg’m
¢.¢ fgazdesdsaulilsmeiunanisly oe Ju Tudnoniufldamuiuludde
5. BNATAYY
b.e WANTIANY] long term stability maammmqmmmﬁ%umﬁauli’ﬁ’uﬁﬂﬁﬂmwmaﬂsmms
9IVNIUALET NTENTIAITITONY

o, N15UsELIUAIUTZENS A e 851A1 (Price Performance) $18a¥4d 9ARINLENAITUSENIATIAN
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LNUNNNS IAAZLUY AuRANINMgInIsUseuAIUsE8nsSansas1a(Price Performance)
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Aaudsnan umtinazuuu
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b. AuALazANEATIuUsElaniian NS Do
FINVINYA ®00
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Al svan UwvnAsiug | Azluuans
@ 1ITULTIUNEn ®0 ®0
. WINSTIUNARAU Mo mo
o, WWsHIURIUgUANs e o
AoanURnBeUsylovuiansUfUR &no no
FIUTINLUA @00 ®00
b.e MUUTTOM o : 1NSFULTIOUNER (AXLULAL oo ATHLL)
FauUIwan ALY AZLUUANT
®. GMP PIC/S participating authorities @00 ®0
WHO GMP dlo
o, GMP UsznAdNEas / GMP aue| bo o
S
.o FUTT o : UINTFIUNERTLI (AZLLLAYN mo AZLUL)
Aauusvan AU ARLUUEYNTS
®. NTTUTBIAUNTUNANIUA &o o
b. JeuaatuauuAnunidondnsium &o o

©.lo.o MUUTIRM b Hoe : MITuserunmdndueiFendeladants)

(AELUUAY o¢ ATILY)

AIWUIUAN ATLUY ASLUUGNT
(n) WHO List of Prequalified Medicinal Products &o o&
() oilusiedendnfuvisnnnmiasuan (Green book)/ &o ok
emsuansameadymiftenuvindenlunstiiadneiu
8IRULUU (Orange Book)
(@) vrlusiedendadudenfilasun1sduses (Approved &o o
Medicinal List) lnsia3adnglssnerutanguaniduunnd
FanIuialsEIAlng
(© fuanTI931AT9%e1 o Lots TnekeaUfui@nns ISO/IEC &o o&
@nolod ‘ﬁlﬂ‘ﬂlﬁwaﬁl
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(AEWUULAL e PZLUL)
fis1p9runisIdenieaaiin (Clinical trials) WiasEeunIsAnYINIIAaiinfivsuends
UseAvEnTnuase iU RueTduLUY Weossnurnsrainiuanifeuszansaiwaesen wien1sfinwm
Juq uwawdosasifiufluasensmanisunng (Fondafinziuusnniign)

FauUIvean AU AZLUURYD
(1) 35n1sAnwduluy Randomized controlled trial &o o
(@) A3n1sAnwdunuu Non-Randomized controlled trial @o ol
(@) 3n1sAnwuuwuy Comparative studies kuu Cohort no «
studies
(@) 38n15@nwdunuy Descriptive studies wuu Case o o
report or case series (39891URUIY)
@) (o) M3Anwdugfiiedestunnulaendavee @0 o
(o) Fadiogon (n) , (@) , (1) 3o (1) AlléFRuilunsans
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(lw) WHO List of Prequalified Quality Control Laboratories ®00 no
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AUUTUAN ALY AYUUUEND
Storage and stability o @k
(M) Long term stability m13 ASEAN guideline on stability lod ol.&
study of drug product
(1) GDP (Good Distribution Practice) od @&
Package and label bo o
y1dle
(n) nsdluTsguRIBETRERDIsEY e mnin o &
(@) nsaifuendiagl imprint code vuendiafaadonsusd Mo ®
8020
(M) AvuzUsIidTarngwie flip-off Woannisuuileu &no o
TunisuSmsensas vy anuazaaniunsdalden
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