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Erythropoietin beta 5000iu/0.3mL solution for injection,0.3 mL prefilled syringe
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o. How Erythropoietin beta 5000iu/0.3mL solution for injection,0.3 mL prefilled syringe
. AuaNTANILY
0.0 \iasavansla Wil Usende
bl Usznaumedien Erythropoietin beta ¢ooo IU.
b.n UsTlUNTEUBNdnuSouda(pre-filled syringe) @ Waam UM om mL
o.€ 2870
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product wa¥ drug substance wan13nsaR AR WABITULUA finished
product specification Wag drug substance specification ﬁisu‘lﬂumﬁ'ﬂﬁﬁu
FeNAITI96
v, enseiueien ildervuauazinnsgrunsieseissylily finished product
vise stalnemils namsnsaTiesginunmieatulunu finished product
specification %138 drug substance specification fifiszuuliluindussusanan
90U N finished product specification %38 drug substance speoﬁcahon
aglnegneniladu Lildssylilunduiiusenandesdinsguetdondsi

(uadym (undundfiey qadaiiug) (evewa lywsw)
Usgsun AFIUNTSAMUA Spec AFSUNISAMURA Spec

?]mfffmm%wwm'l Epoetinbeta dooolu/o.emml solution for Injection,e.eml prefilled syr.
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o) TermuanazinsgIuTasMTIRsiluisuswesUsamain duainBnues
The International Conference on Harmonisation Of Technical
Requirement of Pharmaceuticals for Human Use(ICH) %30

0. Yo mualazINAsEIUTBINITIATIEERER ( in-house) Tinmsgiulainingy
Formuauazinasguiiluvesmsinsgiimmuallundviiuieaiuay
aﬁmﬁmﬁ’uﬁ’mﬁw%gﬂwuEJ’]&H‘] (General requirement doses form) 71
viwildansdalunsaavzidounediniuenenITNNITEMITHATEINTEN T
GULRPRVE LT

VaiusEvdestuenaisnute o.) wio ) ududnsdussneumsiionsande
0. emsiviasiefliideimuasazanasgrunsiaseiislu finished product waw drug
substance 91nundusiiulasiunis dunduifuatuiidieumivdelminiunmsgundudiule
frfunile rulsEnA NSENTIENEISAIEY (3845818 A bdoe arfufl o unAl WAl oebe
(asUsznely s1faanuun Ul elo nuATLS bevle) wazUsYNIANSENTINANEITEY Fosszy
#3187 TUT b) WA bdbl asiuil @ nIngIAY WA beol Wildnw finished product specification
War91n drug substance specification Tiléaanuidudad NI IUALYNTINNTDIMISUATEINTENT I
AN571904aY
Finished product specification : BP(moab)

k) Test Items Specifications
m.e.e | Identification Meet the requirement
m.@.lo | Assay co-elb&% of the labeled amount of Human
-Biology assay(Potency) Recombinant Erythropoietin Beta

m.@.m | Dimer & related substance of | NMT &%
higher ~ molecular mass Or

Aggregate protein

m.e.c | Sterility Meet the requirement

m.e.& | Bacterial endotoxins Not more than lb.o Endotoxin unit/e@cocoiu of

Human Recombinant Erythropoietin Beta

m.e@.o | Particulate matter Meet the requirement

m.e.e | pH 0. 0-0.&

m.e.c | Extractable volume Meet the requirement
(mman Funzun) (mﬁ%m/ yadiminug) (wwwewa lyss1m)
UTEEUNTTUNITATMUA Spec ATIUNIAIMUA Spec ATIUATIATMUA Spec

Qmﬁnwmmnwwm Epoetinbeta dooolu/o.mml solution for injection,e.aml. prefilled syr.
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» V%8 Dissolution waz Uniformity of dosage units THLUULBNAITLAAITIEAZLDEANANITNTIY
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o nydivevzdouudinisiuivaive) mansvaeuiinaginiensle Wduuasaenasndng
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o Drug substance specification i9sau1a1nludiasIviuasEndn drug substancenialu
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@.Foulvdy
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WER
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ﬂmmwmaqwﬁmﬁ’m%muﬁﬁwmﬂau (finished product specification) uagdafinua
AN MUBIIARAY (drug substance specification)
&b LONANTIUTBWNTFIUNTHENEN
<o.o nydTewERlUUsEIMAlNEY grandoslidiunnmaienidesusounnsgiunanangiaiy
vidninouet uagisn1sialunnsudn PIC/S ( Pharmaceutical Inspection Co- operation ) g
W89 PIC/S participating authorities ¥3aillenanssusaeNATFIUNINANE 1A IUUANLA T
WA BT UNSHANE T BIE TN LA NS TSI TUALENNTENTIANS1TAGY Tarimun
fulneilmuaonadeuasinifionfundnnasiuasisnisiialunsuaneiPic/s Tumnneiaus
18 atuaganusaunsasvaeulngiinansiusediciulsemeaUseninsimdiannetind
<lolo ns@dugidrannissuna fudndesienansiusenasgunisnang A
wdnNMeILaEIENSARLUNISKAREN PIC/S( Pharmaceutical Inspection Co- operation
Scheme) nemuaga1u PIC/S participating authorities aUUAEAANUTOUNIATIVAOU
Tnefinanisiusesieiulszniauseninsinndianvseiind wise gmaeadniaIumngdl
M3DNIRSTIUNINAREANLMANNATILAYIENTR anAsgruBuTiduadledn fieanu
AonAdesuaziniisuiu PIC/S Tunswane Tumneeniauene Tnsfiwiidesusesan
dNUANENTIUNTDIMITHaYET kardnan1siusesisiudsenialszningin
Sidnvseiing
< LONANTALNNYBIETLALBTIAN
&m0 HANMSATIVIATIEIAUNINKARAsiendnTagUrasnEn

(certificate of analysis of finished Product) ‘Lum‘éuﬁéﬂt‘fﬁluﬁaaﬂw
P i |

(sanymann Jungwn) (wredwdviey qadminug) (wenena \wus)
UTEEIWNTIUNITAMUA Spec ATTUMTAMUA Spec NISUNTTAMUR Spec

f*}iu%‘miu;zLamaﬂu’] Epoetinbeta doooiufo.oml solution for injection,o.emlL prefilled syr.
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( certificate of analysis of drug substance) m'ﬁum‘imﬁmmjuﬁﬁmﬂuﬁm&hdﬁwmﬂwﬁm
guavENanIngAuCMIneme: nsdlilueingu biological products #8In1s COA of Drug
substance maqﬁwﬁmmLﬁwﬁu/ﬂsﬂmﬂgurﬂu sterile water for Injection lisiaail COA of Drug
substance ***)
oo OnASendnguuiy AuduiusTsninsjunsHanuesingAvyeiiendiny (drug
substance) 18 ..o fuuNINARVEINARTNsTE1dNTaU (finished product) 1 <.m.o
<.a.@ Han AN long term stability maa@ﬁaﬁmqﬂummﬁ%uwzLﬁauli’ﬁuﬁwﬁfmm
ANIZNTTUNNTO M TUALEINTENTNATITUEY
<. nadluengu biological products i vaccines,blood products fipsiitonans
$UsBITUMIHAN (Lot release) INNTUINEIENARTNTUNNE NTENTNEABTUEY
<.« Fetheen flauesan Fosdsiiegnsenatnaion b wmiheussyias Jadufunuuans
eaundealdasuiunuiiimusluidenuaudavaluiei
«.& MivsgiununmeTidaey
o widmeuiodonglildlidosnit o U funniufiduweu
c&lo BWNNIATdmEY wdosdedunamagluiusemaninieliessinjuiidwey
cda nstiimbhesnisvhmduiiegiidwey WedmsviinssiaunwiiiesIunis
yyyhuilsdedeavamegidadiauesian(une) awdpsdsenifuBnaudnuiimie
swnsdsnTiessiandudiuisreulddpiifsdedunisassinssinuam
nsdifiwuhehidulumuradnsaans yhes1nIveseIuans kisufinnsenns
\auesIAEFInavasneuay/mielnasluaely
e fauenmEue) adssiuasunidieilnduunay vieulalinmsidonaniw fe
Usenslag deuruualagLifideule Tnediauasna(Euie) awdosuanionansiuses
<.&.¢ nsdhduenidonivimigumal b-c ssmwadearedionansuaniuagiusoinil
ssuumaiuuazdadseniu cold chain system #lfinmsgrunuudninesi Good
Storage Practice(GSP wag Good Distibution Practice(GDP))
<o 1ONATHUY
&o.0 nadeTiauslyldenduiuu ( Original drugs ) Fesiimilsdouansnisvaday
Bioequivalence) vostniliauesaiusuiiisuiuenduiuy TaedsnsAnwdeaduluay
waninauauaiuUfURluMIAnwTrauyaveeiansiy vesdinUALENITNNITEIMITLAYE]
NILYTIIETITUEY %’aﬁ‘ssqlun‘iﬁiﬁﬁamﬁﬂﬁ’mﬂmmﬁmmwfumLﬂauﬁau% WA bodme wazilu
oilungustsil

Al 2.

(m@anmnm) (undundiig adminud) (wenewa loos)
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AnANYMEIRWIZY) Epoetinbeta #ooolu/o.mmL solution for injection,o.emlL prefilled syr.
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A griiddnaunuenIsuNITeLaTEIUTENNAIN
auriingnidu ( azidothymidine, AZT) snluguiuueniifaulasmsuanudassaedidty

syyaglungu Biopharmaceutics Classification System(BCS) Classe %38

s

fawin1sinwIuau ( Narrow therapeutics index drugs)
p9¥INN15AN® bio equivalence 1y &1

7
#l

(modified release dosage Forms) tUusiu
@5l nstiiueniifesararsuar/minidoranauld Fedlanisfnwinuasaninmainis
avanuuaz/viniieant lusvhasanesneg asuiukazdenndosfiuenasiiuen
<o Havesn{ue)Bussilienidndyyinouasuiivue il
.ol NSfHaNIFIATIT T nnsinemansnisuwng vdewesufURn e
1955 ISO/IEC emoloe Wiidulumusnasgiuder wunlulsynmeauszmasiandidnnselind
<.ollo nadindnRARFsiniindl gnidonifufusiniemanalaedrinaunaynssunisems
wavelutianavesdyisdorse
caa NsENUTgMANNNIINKEA s TIoNvdwmareUsEAVEHALAT A I RERRa Y
lesuen
.6 MOITINMIYRIaNUANS lFuRIsnmAnsusiofisiuss iagnisenfudulaedina
ApzNIINMIBMIsHazeTluss sz o Unoutuusyniadsenmnsa1didnysedngd
& ToNnruARaNUANIwwALa mniitefmuaiufuuenmilewiawasuuasiuaniitmuni
sipudulumundusiuiieglulsemansensisans sngy 35y we edoe ad
Fuil b Sunem w.a bebe( Ussmeluseianuunniuil o nuaud oebe) uazdssma
NIYNTINAGITEUEY 304 5314&1’75’1511(@%71' ©) WA &bl arfuil « NINYIAL WA odble( 8
Usymely s1Renpunm Juil oo nangiey eve) ndiinandasiolalduasgundy
miugeninfignszyrimunly vsrugnssumsnsvasuamansRaysuliiansun Tneligiaueii
dunswazideasifusratunliibanmion
& M3Usuillualsednsnmeasia (Price Performance)
Eavdyanuena1TUTEMATIABanVsatngd

(uamgeaiia Juneun) (wduring qadmisiug) (wiemena lyos)
UsEEIUNTINNIIAINUA Spec NITUNTSAMUA Spec NFIUNTIAMUS Spec

poinwEIRWIEL) Epoetinbeta #ooolu/o.emL solution for injection,o.mmL prefilled syr.
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