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Epoetin beta 30000 iu/0.6 mL solution for injection, 0.6 mL prefilled syr

1. Foen Epoetin beta 30000 iu/0.6 mL solution for injection, 0.6 mL prefilled syr

2. gruaNAnalY

21 juuwuu anavatla WiF unenidedmiuaadnlsfoni viedadmasnidand

22 d@ulszneu  Usenoumemien Erythropoietin Beta 30000 1U/0.6 mL

23 MIULUTIY AYUEENEAUTIFNTEUUY single dose container (Junszuandnemsou

an (Pre-filled syringe)

2.4 aa1n - s3Yy¥eEn ehuiJisna‘uﬁ’amﬁwﬁ’muu,azmmusﬁuwﬁmﬁ’uﬁumqtamﬁwﬁm way
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AL LaTIHAR Uy idau

3. aauUAnIumAalla

3.1 Finished product specification:

g 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
3.1.3 | 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 um < 600 um/syringe

vanewe - nsdifisavzifoundinisiiu (waive) nisasavaevitassitesienisla Iduuanenans
wangusenannlasueyinne

a -
4. Jaulvdu 9
4.1 nansnsidfuesygatunsideusisueiiedmieluusemalveuazdiuns (declare) umes
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41.1  Tuddymstunsidousiiuen me.2 ve.3 ve.4 ¥3e 82 uauans)
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ﬂmnwwmmwﬁmﬁm‘ﬁmuﬁﬁumﬁau (finished product specification) uag
Formuanuamuesingiu (Drug Substance specification) n3diflagszning
mMsiAsunlaudlufindy asdeauuuienarsnisveudly (u.5) uwieu finished
product specification Wag/138 Drug Substance specification
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021  nsdifewanlulszmelng guandosidiunnmaeniideiuseunasgiunisudn
I IUNANINEITISNSTRLUN1SKEREN PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Ingnuae91u PIC/S participating authorities #3aiianans
FUTERATIUNINERL I NMANINIIWAE IS SR IUN AR R sd N Y
ARNIIUNTOWNTUAZE NIENTNANSTIAY Termuatulnedimuasnndos
wagviaisufundninasiuaginmsiialumsnanen PIC/S Tuminagiilausune
atuanganuseunsnsaasulneiinanisusesiieiuiiussmesnainsimaidn
Instnd

422 ns@ifidugnindhainialsema guandestiienansiusewnnsgiunsnaneim
WENNEUIISMIARLUNSHANE PIC/S (Pharmaceutical Inspection Co-
operation Scheme) Inenuaee1u PIC/S Participating authorities aUUadARY
seumsasivaeulneiinansiusesieiuiivsznmausznmnsadidninsindvse
MABADNELANUAINANT

4.3 LNANTAUAINYBILTAUDTIAN

431 WANIRTINIATIBIAUN NGNS UIvBEHER (Certification of analysis of
finished product) lugn{uiidsietng

432  HanMTIATIRRUAWIngAUTEIEN@Aey (Certification of analysis drug
substance) ﬁ‘l‘iﬂumswémmiuﬁdqLﬂuﬁﬁa&J'Nﬁv’waqsﬁ'wﬁmmuazc‘\l’:wﬁmi’mqﬁu

433 LenanvsenanguBuuAMUAINUSTENINNTUNSNER YR INAUTBIIEIEATY
(Drug substance) 9o 4.3.2 fugunsuanveandnsneidnsagy (finished
product) e 4.3.1

434 wansAnw Long term stability maam‘daamq*uaamﬁlﬁ%uwzLﬁ'auﬁﬁuﬁwﬁ’mwu
ARENTTUNITOIMITUALE NTTNTIEATITUEY
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441 fauenia Fosdsiiegnegnaiaies 1 mheussyiost Sadufunuuans
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455  szuumaiviasdndeeniildumsgrumundninest GSP (Good Storage
Practice) waz GDP (Good Distribution Practice) Insuansienaisuszneu (I
uanaenasTilFTuMsuTessEUL)

4.6 glauosa (Fve) fuvanl¥unidnduyaneunsufvuassi

461  nsdlmanisduaTITiasindnnaiveimaninsuwmdvioviesu fuRmsile
1A§IU ISO/IEC 17025 nan1sasivdnseilidulunumnsgntdeimun
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wazen Tuthaavesdygasiesne
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