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#1Recombinant Human Epoietin Alpha &,0ool for injection (Hypercrit®) Tsmmenuiaieudn

81 Recombinant Human Epoietin Alpha & 000U for injection (Hypercrit®)
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. 1Ju lyophilized form negndvnvieviesniniesssy Lasudsanasaiesieiinazateudals
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N s wiuinuazelngy 7 IdSumsweniden (Haemodialysis) w3 an13d 1elamnstosies (Peritoneal
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Finished product specification : Erythropoietin Alpha &,0oc U for injection(Hypercrit®)

AaaNUANIImAaia Specification
@. ldentification HTINIY
b, Biological assay WARIKANSATIVBESIBEN T
- Potency in polycythaemic mice (in vivo) so-ebd&%
- Potency in normocythaemic mice (in vivo) Go-cladth
- Immunoassay (in vitro) \Wu ELISA %30 EIA | oo oo
(enzyme linked immunosorbent assay), RIA
(Radioimmunoassay)
. pH D.o-0l.&
@ Dimerérelated substances of higher molecutar | NMT &.0%
- weight (138 aggregate protein)
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Specification

&.  Bacterial endotoxins . Less than wo IU/@o,000 iu of erythropoietin
Sterility AN
o, Particulate matter
- size > @0 pm NMT b,000 particles/container
- size > lod ym NMT oo particles/container
. Water content NMT &.0% w/w
Drug substance specification : Erythropoietin concentrated solution
At amaiia specification
®. ldentification ATIWIU
b, Biological assay wanawamsnsIaagslnatnamil
- in polycythaemic mice (in vivo) NLT @co,000 IU/mg protein
L - in normocythaemic mice (in vivo) NLT @oo,000 IU/mg protein
. Protein content go-ebo% of stated concentration
& Dimer&related substances of higher molecular | NMT ©.0%
mass (439 aggregate protein)
&  Sialic acids Minimum eo mol of sialic acids/mol of
erythropoietin
o, Impurity
- Host cell-derived protein P DALY
- Host cell and vector-derived DNA 579U
o. Amino acid sequence analysis NI
%  Peptide mapping NTIVNIU
«. Bacterial endotoxins NMT o IU/eoo,000 iu of erythropoietin
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o. fiduerimdestuduunmdinionas niavansiietosusesenmslnediisruaneandeadsd
0.0 wrammslssueyntusdouisuriosminlulsemalng wasdung (declare) widwan
o.0.0 WEFyNsTunsdouiiue el ne.e ne.e) wduinid, efindsluussmelng
(manefis ne.e)gmdiiodunisuvsussgeuei ne.m), enhdmnsalsana Ganeii ve.e)
o010 ludmatunsifows ne.e 50 b.0 Ve TiauesA wWianswazdeaiitenisAIvay
AN MYDINEN s T S unsiTiou (finished product specification) n3diogseninanisideuuasudle
iAnszdsuenaIviodnun maen1sveudly (8.¢) imden finished product specification waz/
%38 Drug substance specification lagwsunlunsuiulsznirusysnasiadilnniadngd wazliifiu o U o Su
UsgmeszningiaBidnnseding
oo NENTTUTBWINTFIUNINAAYT
olo.0 N3difindneluUsEmAlng fudnasdosfidiunnindrenddesusennasgiunisnanen
Aundninae 33 nsud e Alun1sudnen PIC/S (pharmaceutical Inspection Co-operation Scheme) Tag
w91y PIC/S participating authorities 3afilenanssuseswnnsgrunsuangmuvdninasiuagisnisialy
MIHARYIVIATANUATIZNTIUNTOIMNTUATET NSENTNASITAURY Fartvundulnedauaenndosuas
viasufundninasinagismsnaunsudee PIC/S lumnnefiauey adudaaniasounsayisaaulnes
uanssusesiviulseniaussmasmBidnnsaiing
o.0.lo nsdlidusnindranandssneg fudndedvidediunnmaenisdesusewnasgiu
NINARYINNLNE NN IS Alun1IHARE" PIC/S (pharmaceutical Inspection Co-operation Scheme) Tng
W38T PIC/S participating authorities aduaganiusaunisnsivaeulnelinanssuiestieiulssmealsznan
s9PBdnnseding wioaynasndn udiudnsdl
lo. naeif i Tdedunu (Hypercrit®) Fosdinneandaluendringad eads Bosimilars) i awmHaRumY
vaondy UssAvBam uasaan eIy WeoRuesesraendvesliin suuuvmmesindsnsenssanssaige
welo/oddo aTTuil b gutu bedo

o 1BNANIA AN YL YR TiLALETIAN
m.o WaMIITIRleTwinunwkEsinsisdiSisuvesinGn (Certfication of analysis of finished product)
Tugguitdudusedng
mlo HaNTIIIIAS R WIRgRiuveiud ey (Certification of analysis of drug substance) 4
Tumswanenjuiidadushesafaesuaneuaztuantagi

ATIUANS
(wNeBNENN UseLiy )




o

m.a WtaMsnTvdffiresandluiieseiingiiu Taun

- BEAINAN39379 residual host cell DNA Uag residual host cell protein
- sialic acid
- dimer/related substances of higher molecular mass wanaan13AIAALIT SEC
(Size-Exclusion Chromatography) %58 HPSEC L3 %
<. fegreen fiauesa Fesdwhadisetnatfos ¢ vials Sadudunuuanisandenldasudauniud
vusluiadenmautiiludnay
& M3UsEiuRunmenTideoy
&0 D1gvRwdweiathitoanit o U Juaniudweu
&b pWnnaiidweuafoddunnmdelususemansandinnsioniuiidweuvesndnuay
Tuinsesiingiuvesindningavildnanuuiidwey
.o fnessessudusidenlndvunenyviadlaiinnsidionanwieusznslagdautun
¢ T5TUUMsTUAILUY cold chain system Tildmsgu
¢.¢ fruvzdasdameulilsmenanely ee u Tudaanfuildannuiuludsde
5. loNA139UY

. @

v.0 WAN1IAN®T long term stability naanyseigveseidunsidsulitudnineunmenisunis

DIWITLAZYN NISVNTNEITITEUAY

@. N5USE R UANUIZANS NN 8511 (Price Performance) $18a¥Ld gan1uLanad1suszninsian
didnnsaiind
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MNEUANITIALHUY ANURANINAEin1sUssliuA1U 2 AnSn1nsas1al(Price Performance)
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Uszanan Miduaruass Susesdnunlagiidiung nedewanuonarsluiunaiivualy
Usznee wnRumuaanEnIsun ezl sanuang uiaus isiiy
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AawUInan Umtlneziuy
o Tmildue &o
b, AunwkazanEuTRTIduUsElevinen1ss s vo
siavium | ®00 B
Frudsvdndl b : aunwiezRueautRndulsglovdseniesivnis
FuUIvan U mtinezuUu ﬂ::{,l,uugw%j
®. 11AIFIULTWIUKED ®0 ®0
o, WIFIUEERTNA Mo o
. HRIFIURIURURNS ano o
AnaulRnBaUsslevinamuiiRnuy o o
SNV ®00 ®00
o.6 FIUUTT09 o : 119IF1UTFIUNER (AZIUUGL oo AZLUL)
Fauuswan ALY YUUUEVD
. GMP PIC/S participating authorities ®00 ®O
. WHO GMP wlo o
| o GMP Ussinedngn / GMP 8u9 o >
B FUUIIBIT b : IRTFIURENTLIN (PZUULAY mo AZLUL)
fusvdn AT ABUUUENS
®. NITUTDIAUNNRAN &o o&
. ToyasduayuAnuITunansine &o o

©.b.e MKUITBM b toe : MITUTBIRMAMRENSTUN(EDnTalndonii)
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AL AZUUUENTD
(1) WHO List of Prequalified Medicinal Products &o e&
(@) eilusefondnfumeiaunmuazduan (Green book)/ ¢o o
semswandusieadyniifeuviniedlunsthiashviiu
#IURUU (Orange Book)
@ g1lusreTendadfudorildiunisiuses (Approved &o od
Medicinal List) lasia3adnglsaneivianauaniduunnd
FassutsUsEImelneg
(@) Nan32TAT18ReT m Lots IneviosU jiAn1s 1SO/EC &o o&
anolbd ﬁlﬂﬁd;’g’mam
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(AELUUAY o AZLLL)
57189710153 Fun19ad 0 (Clnical triats) u3as1891un15ANwINIIARTNAUIVDENE

Y52 AV AWUDIUABUAUSIFULUY WID389 1 uNNABUNALaEAIDIUIEANTNIMYB981 UIan15ANEN

duY uavsesasdiuilulsansnntsumg (Hendeiinzuuuniniian)

AuwdIvan AZLUL ABULUUENE
(n) I8nsAnwnduluy Randomized controlled trial &o od
(@) A8nsAnwilunuy Non-Randomized controlled trial &o elo
(A AnsAnwnunuu Comparative studies Wuu Cohort no o
studies
(1) AFn13Anwnduuuu Descriptive studies WUy Case lbo o
report or case series (31847ugU8)
@ (o) Mafnuduiiiertestuanuvasniovesen ®0 o
| () vdiagios (n) , () , (A) vde () AllldFRailunsans |
. Fl53099 o WesFIuTesUfURnT (Bendeladonts)
(PZLULLAY o AZLLL)
AuUsven AZUUY ﬂﬁi;l,uu’s‘jﬂ%j
() HoWFTANINIUNITUTOIAIINEITORINLIRTT I ®00 "o
ISO/IEC ewiclod fAunIsnadaundnfusienfliaussinn
lusrenisnesay
(o) WHO List of Prequalified Quality Control Laboratories @00 ;o

b.e FkUsse ¢  AuaulRneeyslevdrensuiiRnu (Fenlavnte)

(ALLUULAYN eoo AZLUL)

L annsoteatunasls

fnlsvan ATILUY AZLUUENT
Storage and stability €0 ol
(1) Long term stability #1341 ASEAN guideline on stability lo& ol.&
study of drug product
(1) GDP (Good Distribution Practice) o @&
Package and label bo o
gudln
(n) ﬂi@imiﬁgLLma‘a’Nﬁ'aaﬁ@ﬁw%amﬂﬂ\,ﬁﬂ e w
| @) nsdlifugudiedl imprint code vugsiadshesanisue mo &
i y N
) AwuzusRldlavineyie flip-off Weasnisuulou o o
Tunisuiunseuag iy eeasenlumsdelden
(@) nsdiflusniifesdiasfiuuas n winegosvasussyiae oo o




