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Erythropoietin alpha &,000 IU for injection, @ vial 31U2U la,moo vial
MElUIAUTIEY 0 omin,000.- UTN
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.08 Erythropoietin alpha &,000 IU for injection
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a.e Finished product specification

Test items Specifications

®. identification Meet the requirement

lv.biological assay

uanskan1snTIves et mils

-Potency in polycythemic mice (in vivo) -Go - elod%

-Potency in normocythemic mice (in vivo) -@0o - eld%

-Immunoassay (in vitro) 1y ELISA %38 EIA (enzyme -Meet the requirement

linked immunosorbent assay), RIA (radioimmunoassay)

on.pH (Acidity or alkalinity) L.b -a.d

&.Dimer & related substance of higher molecular Not more than &%

weight (W5 Aggregate protein)

&.Bacterial endotoxins Less than o iu/@o,000 iu of
erythropoietin

o.Sterility Meet the requirement
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Test items

Specifications

o.Particulate matter
-Size > ®o um
-Size = & pm

-Not more than b,000 particles/container
-Not more than boo particles/container

&.Water content (NSflgUMUURIYT)

Not more than &.0% w/w

a.lo Drug substance specification

Test items

Specifications

®.ldentification

Meet the requirement

lv.Biological assay
WAPIKAN1IRTIV08 9B 1Nl
-in polycythemic mice (in vivo)

-in normocythemic mice (in vivo)

-Not less than eoo,co0 IU/mg protein
-Not less than eoo,000 1U/mg protein

en.Protein content

o - ®@wo% of stated concentration

&.Dimer & related substance of higher molecular
mass (W38 Aggregate protein)

Not more than ©%

&.Sialic acids

Minimum @o mol of sialic acids/mol of
erythropoietin

o.Impurity
-Host cell derived protein
-Host cell and vector derived DNA

Meet the requirement
Meet the requirement

o.Amino acid sequence analysis

Meet the requirement

«.Peptide mapping

Meet the requirement

«.Bacterial endotoxins

Not more than bo IU/@co,000 IU of
erythropoietin
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&.alo KANINTITIATIERRUNWIRgAVYeed Rty (certificate of analysis of
drug substance) 4 Tuniswanenquitdadusenaimesndnsuastudninghu

.o HaNguvTaNasBuium NS IEnINUNIHERTR Y IngRUYR I
@ty (drug substance) fugunsndnvendniusie1dn3agy (finished product)

<. WANSAN long term stability mAeAta38 gTa tuMLoulfud ey
ANZNITUNITEMITUAZET NTENTNATITNEY
<. foYNE

<o flauasindosdiiiagunnagieios o mitsussgins Fadudunuuans
swanBealdnsuiiu auiidmusluhderuantiviludisiu

a oo & Y L O o J
(Weiadnee vaulna) (WeENauen ALng) (Wwesuy Tanudeans)
WBUNNEgUHUANT WndunsguIYNIs WndunsgugYnIs
Use51UNTIUNIg NISUNIS AFIUNT



@ o
«.& NMsUsEiunun e fidaey
o v R ) ) o
«.&.0 iidwevissiioglilalivesnii o U dunniudweu
d 1 L 1 Q 1 a - ) A 1
«.&lo pnnafidmavIzdosdidiuinmasluiusewanisnsavdinsgiejuiids
uoy

3 i

a ' o | ' o | a
&.a.m ﬂiﬂﬂﬂu’]ﬂi’]“ﬁﬂq‘JWﬁﬂ’]‘iquﬂjﬂEJ'NEJ’WIHQU'E]ULWE]ﬂ\’Wi?Q’JLﬂi']&‘ﬂﬂmﬂ"lWﬁUQH

] Lo v s [ ¥ 14 ¥ ] a a n‘ = i
Tnsasihvilsdesesvediedalagglauasian (§ue) awdesdniindnmusuiufinie

1 a & [~ Yo a I T P | 17 - & e
YNANTIIIAT wasluiFuRaveumidiienifertelunisnsisdnssiamunim nsdi
wuheldidulumuauinvazenzmihesenisveanudnslufuiansuinisauesae,
AINaMveIEaY/ v egNanluAswaly

'Y 1% v a o a4 4 a
e.&.a fiauesm o) swdesiudousidlenlndnuseny vieileinnisidesann
1 o 1 d
meUsznislas neurmun Tagliditouly
P
@b leNaTau
- - oo [ i 2 - s
.o Nsagauslildsiduuuy (original  drugs) Aesilmisdeuaninisnaasy
. . P =l a [v] [ aa [ &,
bioequivalence 8481 MaussIANUTsuNsUAUeIduLLL LagdsnisAnwdenduluniu
wininausiuazuu U iRlun ANy tauyavesaliyresdinauamugnssunse msuazen
NILNTHANTITNGY
o | v v a aa - a s o
vl ntgMauslilvesunuuazaesiinansAnwmesdiinuSouiisuiueduuwuy
% ¥ <ol | P v o e a a 1 a Y] Y  ala
(comparative clinical trial) WauanslvutiaUss@vSnmaiviniisuny wazdesdRunluingans
o
NENISUNNENU LT
-l o a £ L

oo I5enuransdnwiianiuuanisiin pure red cell aplasia TugUaelsalnain
n3lgeneenetien b U auiun1snsIdeuiiagIgs antibody - EPO antibodies i serum #ae
wiAtla Radioimmunoprecipitation

2 - - U o at A‘
< Hauas (§ve) Buseulienidndyqyneunsuinmun il

oo NINNANITAUATIINATIRVEIE 9 InnsuIneImandnisunngluiduluaiu

UWIFIUTRAMUA
a o - &‘ = v o s
<olo n3tindniusienviatgndenivAuainviswainlasdninnuanenssunise s
: 5 ¥
wazen Tyt nawesdyyasdiossne
£y a A 1 1 = U

cala NInulymannmnaaniusiNevdadeUssdvinauasauasnsiene
FeTléue

1 v oa a ar [ S a [ al & o as
s mhenwnsveaudvsliiuinsundadusionivse Rgnienifviulagddnau
AMENTIUNTT DINTHALEIUSEEENA @ U fowiudsenmausemasadidnnseding

s
___________________ B s v T HRBE e R Al
a _a & & - ) v £
(Weindnee veulna) (WnaMmlaugdd fang) (Weadey Taudeans)
WBUNNIUHURNTS WnFYNTTIUIYNT WnduNITIUIYNIT

U3ea1UNTIUNT ATIUNTT AIIUNTT



smnanaYiueie Ruirglsmeuagssugll Uszdndulszana edon

4 o o a
nauznssunsimuadmiulsaweruagIssugl

dwsns  lsaneuagssgl

Uszim Vvingien
G EACTRE] Jwwwiae | Medendie | dWIuRY | vanewn
®. Erythropoietin alpha &,000 IU for | bwoo vial &o0.00 | @ome,000.00

injection, @ vial

o &5 ] ] o
sanduidunsdu (wueé’wamuﬁumwwamwumwﬁqu)

a
L R e I SR M SEU T UsesUNTIUNIS
(Weinfnee veulna)

AWMLY WswnngU RS

d %
PR i ?"“/ .................. AIIUNTT

(WRAMTAUENA AILAY)
AU NFUNTTIUIYNIT

- &
T S W TR N ATIUNTS
- s s J
(WeoTeY TRUYLEAND)

AU LNFYNITIUIYNIT




A

ANHENRLIUUSTINA LA U RaTsuaZSIAINANe (51A8eB9)
Tunsdndeivingien fe38nsuszninmardidnnseiind (e-bidding)

& v & o i s S
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- TeazdunRuaNYLIaNIZY89e1 Erythropoietin alpha & oo0 IU for injection, e vial

U b oo vial T @ 598N13

- manannadusulssnadilésuaassuasianans (31asneea)

Link 7euan : Cupsuwaneoe.net

L RS R VM RSN S S TS e L
@’%’Eﬁﬂﬁ?umilﬁﬁaga Q’auﬁ‘é’:‘%’yﬁm :
SIgWIA Warisy Ml gy
(WNoalgnIn warsne) (Weamymnsal Ay
Auvi Wntnanundsnssul iRy AU Lndgnstungy NIy
Ful..o..\Fou...QUAIUS. N flodom Suil.. .. AFou. NUAWUS... N Alodom

HIURRvRUNMTITOYATUNEUNS
nAgysy \Wvioy
(Wenemysy mj'mau)

[J i 2/ a = 3
ALY WININIUATRIRRUNIADS

s 4 U
Wi o Weu NUATUS W.A. beon




