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epoetin beta 5000 iu/0.3 mL solution for injection, 0.3 mL prefilled syr -

1. Foen epoetin beta 5000 iu/0.3 mL solution for injection, 0.3 mL prefilled syr

2. AnuaNTANIlY

21 jUuuy asazanela LA Unanndedwivdadldfoms visdnidmasadons

22 dlsznou  Usenaumesiaen Erythropoietin Beta 5000 1U/0.3 mL

23 mwurUsTy  nvusenEnUiAnileiu single dose container Wunsyusndntndon

an (Pre-filled syringe)

24 aan - szyfenn ?i'mUiznaus'hmﬁ’lﬁmua::ﬂ1ﬂuui¢.’:'umﬁmi'u§ua1qLamﬁwﬁm way

wunsdousiiuenlisgnsiauuuussydu
- vunwurUsTEeteiesdeisry ey misdeninisAndiuyssnaunay

UIRAILTRsLaTiNAn SuduegliThey

3. auanUAnIunaia

3.1 Finished product specification:

& Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 90.0%-110.0% of the labeled amount of nominal
EPO-protein content
31.3 | pH 7.0-7.4
3.1.4 | Sterility test Complied with finished product specification
3.1.5 | Bacterial Endotoxins <2.0 EU/1000 U
3.1.6 | Particular matter
Particle = 10pm < 6,000/syringe
Particle > 25 pm <600 prVsyringe

- P w " . - v wad
nUEInA - NTANIANLTBULIINITAY (waive) N15ATIRdBUTIATITRTRT N5l IiBuLanonans
vangufainanailasueyiAse

4. Foulvdu q
4.1 wnansmsléusygatunadousiiusitesmmnslulsamalneuasdiuns (declare) unasnan
411 luddgymstunadeusiiue (e.2 ne.3 ved vwio 82 udusnsed)
012 ludwetunsdeu ve.1/o.1 veswilauena wieunsasduaiadansmunuamnin
vosmdndasimuiitunslou (finished product specification) wazdanmAAMAINTDY

nITUNIT 4

ey Unuws fla) (ney.y3uni imdnsdengn) (neg.8107#3 Aued)
GPU 690015 [v2403]



o

QAU (Drug Substance specification) n‘srﬁﬁag’swiwqmsLﬂﬁuuuﬂamfﬂmﬁmﬁu
WHDIUUVLENAIINITVBUNDY (8.5) N Tox finished product specification waz/m3e
Drug Substance specification
4.2 |BNATTUTBINTFIUNTHENEN
421 nsdifewdslulssnalne uandesiduunmdentideiuseannsgiunisuanen
NENNAUITIBNSARUMSHERET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lnewineau PIC/S participating authorities mauLaﬂmﬁusmmmg”sun'ﬁ
NARLUMENINUYILAEIE MRl UNINEREITBIETNNUALENSTIN SO WAL
nsgnsRmsINY St muniulneiinusenadeuasiniisntundninasiuasisnd
Alumsudnen PIC/S lumnaefiausuns atudganuseuntmmsvaeulasiinanis
fuseaflviuiiussniauszmnsandidninsind
422 nsdduenindhinmeusane HWANADIIENANTIUTRWINTFIUNTHAR WY
WaNNAIBNISTImuNSWAAL PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnevinga1uPIC/S Participating authorities atuanganusaunisasivaeulag
finanissusesdeiuiivssmalszninnandidninsindvienaeneyinudusnsd
4.3 lnansAuMNYBIET Tl
431 wamInTRlATEiRuNRERSuuewrEn (Certification of analysis of finished
product) '[ums"uﬁaiqﬁ":aﬂ‘m
432 wamvinswviaunwingAuvewietd1Aey (Certification of analysis drug substance)
lflunsudnejuiidadusegaiweiidnsuasindninghu
433 enmvievangiududuanuduiusssminiunisuanvesingivvesiisndifny (Drug
substance) 9o 4.3.2 fujun1skanvewdningidniagy (finished product) ¥ 4.3.1
434 wamsfinw Long term stability m1u ASEAN guideline on stability study of drug
product masntitergrasefildtunsdoul ifudinmuaugnssunsensuasen
NITNTNAIGITUGY
4.4 Moy
441 Hauesia fesdwhetueietinden 1 miheussasius Fuluiunuaniseasndeald
asuiuniimusluidenuaut@mnlutheiuniely 3 undinnauesa
4.5 MyUsziunuawefidaey
451  eidweudesiongldldlidesnd 19 fuaniudaey
452  wwnoaiiduey fedidunamaigluiusemannnsiiessisiuiidwey
453  nsiifmhensmahnsduiegunidwsuiiedmivinssiaunm mihssymses
vimilidedeseiietne Tasduossfesdienimdnmuimauiinnenemsdngg
Anneiwandu fFuliaveumliseiinndedumsnnaiinsed qunw ndiinui
olidulumunudnuny wwis mihesvn1sveanuans lifuRnsanmsiauesimen
fananves fursuas/visduanluafiriely

n354N135 w/ .‘
ME >k

(wey.Unuws fla) (nm yaund mamaqﬂﬁm) (ngy.0107e13 Mued)
GPU 690015 [V2403]



454  fuiwasdesiudsusilentndminey viadlaanisdeuanimiaeyusznisla q ey
fvuslag Lifidouly
455 syuumaivardadeefildunsgruniuvdninust GSP (Good Storage Practice) uag
GDP (Good Distribution Practice) Insuanaenasusznau (Wuansionansitlddunts
FuTBeTTUL)
4.6 fauesim (une) Busenlisnidndygieunsumuadsil
461  nsdinansduanvinnsindnnnsinemaninsundvieviosufiRnnsile
uMIF ISO/IEC 17025 wamsnmivinswiliiulunusnasgiuteimun
462 nsdndnfusiendadgnidonifuiuaintesmmalasdtnmuauenssnisemsuasen
Turasavesdyyiavdessue
4.6.3 ﬂszﬁ'wuﬂmmqzumwmnw5ﬂﬁmﬁﬁa'm?i\mam'mhz3w%wauazmmﬁaaﬂﬁmia%ﬂwﬁ
1@suen
4.7 mhenvmsveanuavsbisuRnsansdnsusieiitusy igniFonifuaulaed inamy
AuznTINNIOIIWAzlusEesnaT 1 Tieutuluenanniauesmmsdndonssil
5. msusudiuAruseaninindasian (Price Performance)
TuazduauansenansmunuTUsTTiuUsEANS AR TIAN Tk

ei‘mm‘s%'mmﬁmznﬁun'ﬁﬁmé'n'dmzmmz'uaqm
epoetin beta 5000 iuw/0.3 mL solution for injection, 0.3 mL prefilled syr -
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