AMANYUIANIZUALIIWALLDUAYDIYN
Recombinant Human Erythropoietin Alpha injection &,000 1U/ml
o. o8 Recombinant Human Erythropoietin Alpha injection &,000 1U/ml
. NHNE" Drugs used in hypoplastic, haemolytic and renal anemias
o. doudldidndny snvladinndluftisidulsalanedos denslatnnuesdeddsudonmauny
<. AuaNtAnalY
®.3UUY Wuansazanslausianide dmsvin it uay/vievasndans
bauUTENRY  Usenaumedien Recombinant Human Erythropoietin Alpha  &o0o00 IUluansazane
USUM3 @.0 ml
@.AMULUTTY  UTTTlUIAUIEniuUTIgEnda
<.aa1n uuussyiusifediaanuanidiogisliosszyies dwulsvneufendfyuazauianiny
us9 Surdn Judueny weiinan wasiawzlousiuen Bethedaay
wuzhmsiusnuiigamgil o - < °C
vunurusIYiededlaannuansietiosssydosuiedensin dauusznausnen
ALY IUINAIINRTIVDIEN 5u§umq uaziaviindn ety
& AududANImalia
HANISAIIVILATIY ‘ﬁﬂ arawilulumiy Finished product specification wa ¥ Drug substance
specification 719399 nindusivatuiisaiu deldaneidousodineuamugnssun1semIsLaze
NILNTNEAITITUEY ﬁgﬁmé’%ﬁﬁuﬁlﬁ?j’&@aﬁmL{‘Juaﬁ’uﬁlﬂauwiW%@‘Lmjm'wmngmLﬂé’ﬁnﬁw%’u’L@ﬁﬁ’wﬁa
PUUTENANSENTIASITRUAY 1389 THUFT e atuangn Melfuuudiuenansvenndesuilldddan
wisuiunsiauesia
nsaitlivsnglusselagaunsenede tormunnnaniinanaiiadessznousie
Universal tests wazSpecific tests amdafmusinasgiuiluvesmnsiessiiismmalilussedmsu
gﬂLLUUﬁguﬂ (General requirement for dosage form) %38 International Conference on Harmonization of

Technical Requirement for Registration of Pharmaceuticals for Human Use (ICH)
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¢.0 puaulANIuNAliavaserdnsasU(Finished product specification)

S1gazLa8n

JanIuun

®. ldentification test
FOARINANIINTINBENUBY o 75 U & To(e1auandluly
Anevien viielulinseingav) laun
- CZE (Capillary Zone Electrophorosis) %38 IEF
(Isoelectric focusing)
- PAGE (Polyacrylamide Gel Electrophorosis) +
Immunoblotting
- Peptide Mapping/LC
- N-terminal Sequence Analysis

- HPLC (High Performance Liquid Chromatography)

A9 UAuNTEYlY finished product

specification

. Assay Biological Assay (Potency)
ABILARINANITNTINOENIUBY o U o0 T3 TolA

- In polycythemic mice (in vivo)

- In normocythemic mice (in vivo)

- Immunoassay (in vitro) iy ELISA %38 EIA (Enzyme

linked immunosorbent assay), RIA (Radioimmunoassay)

co-eb& %
cso-eb& %
AT UUNTEYLY finished product

specification

en. pH

>R Ned

&. Bacterial Endotoxin

<o U/ @o,000 U of erythropoietin

(59 Aggregate protein)

&. Sterility mwmumuﬁisﬂu finished product
specification
1 ©. Dimers and related substances of high molecular mass | < b.o %

o. Particulate matter

A9 UAMATEYLY finished product

specification

. Extractable volume/Volume in container

ATIARUINNTEYlY finished product

specification

wemg -* niinwrEloumtamsiu (eive) mammeeerevinensin bguanwenesvd ng sl Sueysifidne

- Drug substance specification Wansananluiimsnsvvesingn Drug substance viioludiases

Drug substance wasfvangtdniagy atuladunils Fsdimsesaieneiasuynade
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&lo auanlanuvaiinvasingiuvaddigndrAsy (Drug substance specification)

=4
NYaTaun

JanIviun

@.ldentification test

ATIRUINNSEYly drug substance

specification

. Assay Biological Assay (Potency)
FosuannanisnsIvegslneganile teun
- In polycythemic mice (in vivo)

- In normocythemic mice (in vivo)

> ®o0,000 IU/mg protein

> ®o0,000 IU/mg protein

en. Protein content

co-eo% of stated concentration

@. Dimers and related substances of hish molecular
mass
n339MEI8 SEC(Size Exclusion Chromatography) 5o

HPSEC (High Performance Size Exclusion

<lb %

Chromatography)

&. Sialic acid 2@0 mol of Sialic acids/mol of
erythropoietin

o.Impurities mmmum’mﬁisﬂu drug substance

- Host cell-derived protein

- Host cell and vector-derived DNA

specification

¢.Amino acid sequence analysis

A3IREUALATEYLY drug substance

specification

. Peptide mapping

AR umunseyly drug substance

specification

. Bacterial Endotoxin

<o U/ @co,000 U Erythropoietin
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o.0. lenasMslizueyyntunsdouhiueniesmieludszmdlng uazduns (declare) uidandn
b.0.0 WAYNMTTWzTsuMiUen 8un velo/me.a/me.c ¥ 8o Wiunsd
.0l ludwaiunzifous ne. e wie 1.0 vesiauesia wisusngazideaiidonisaiugy

@ﬁumwma@mamﬁ’m%muﬁ?gjjumﬁau (finished product specification) ﬂifﬁﬁagigw'jwaﬂwstﬂﬁaugt,ﬂaat,l,ﬁlm
infnazfosnuuionatsnisveudly (8.¢) umden finished product specification Tagvaunluneuiulsena
Usznmnsiandidnnseling wazliiiu o U & uusemeaussmasianddnyseind
5.0 LBNAITTUTBININTFIUNINENE

olo.onsiifivmaslulsumelng  fudndosiionansiusennmsgumssanemuvdninasinazisnsia
lunsudnen PIC/S (Pharmaceutical inspection Co-operation Scheme) lagwuags1y PIC/S participating
authorities  lumneenilaueneatuaganuseumsnsiaseulasiinanisiusesdeiulssnieUsenasn
Sidnnsednd

plolo. nstimdugniudnandsssne HNERADTENaTTUTEMINTEIUN TNARLMENINATILAL
Fnsfirluniswdaen PIC/S (Pharmaceutical inspection Co-operation Scheme) lagwuleau PIC/S
participating authorities Tumnnenfiauewe way Certificate of pharmaceutical product aﬁué’lqwmm
soumsaTIsdeulnsiinanisiusestiviuussmealszmasadidnnselind vieargnasndnududngdl
.60, LONANIAMANYDIENTALETIAN

b0 KANMINTITUANEAUN RGNS U9IvauER (Certificate of analysis of finished product) Tuen
Juidadusaoeig

b.alo KANSATIVNATIERAUNWINGAUTBIIEIERTY (Certibamficate of analysis of drug substance)
Tdlumsudnenguiidadumeealosuansuasguaningiu

o a £

v.o.m OAsVIoNANgWiuduauduTuSIEnINuUNsHAR TngAuveied ey (drug substance)
18 .0 fujuMIndnvasdniusiedniagy (finished product) o b.m.e

.. WANSANYY long term stability maa@ﬁaamqmaamﬁ%{umLﬁauﬁé’wﬁ’mmﬂmzﬂiimmim‘mi
uaven nvnsnassaigy laewdeiiiaesidesaseunquany Finished product specification il
Fooniiubifnwilusdelalivimiaieduasvoua

oo nsiitlilldenduuuy  dedinanisfinwfrauyaluiged  Bioequivalence) WisuiBuRAUE
puuu - Tremseinwdesiiulunugiionsfinudussdviuauasiauyavemansiomion  vaanssmuauen
dninuANEATIUAMSEMSUALEY NIENTINANTIMEY MsAnwinszyhlaganTufnuthauyaiifuiteensy
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D.&.m Iuﬂszﬁﬁmaaswmiﬁwmsejmﬁ’aaa"mmﬁdmauLﬁaéqmaﬁmiwﬁﬂmmw 851939
wilsdesosveiiegeen lnediavesian (fune) wwfesdsefiudnmudiuniuiimbesynisdmsainseias
Wufuinveumldielunsnsalieszigunm lunsdimuiebidulunmugadnuasans mihesivns
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o.&.€ dsyuvrudsssuusldaiudu (cold chain system) fildnasgumumndninast Good Storage
Practice (GSP) uaz Good Distribution Practice (GDP)
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nadisieluil
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