Usemadaninguasnuenil
- 4’( at p a; -]
504 UseMnAsImMBieninme Erythropoietin 911U o $18113)
L3 e = o £ . -
MetUsrNMInTIAIawENNIaUng (e-bidding)

Jwinguasysnil fimuuszasAazysy ¥mnTIABeniasie Erythropoietin 917U o
598M15  MEIsUsTMATIMBANMIating (e-blddlng) 'ﬂmnmwawwa'[.un't'sﬂsm’mﬂmﬂiau Wu
Guiidy moxeaan.oo UM (@i deodadudaumdan) musens di
. epoetin alfa ooo iu/o.¢ mL solution 31U o,&oo Prefilled syr (o.& Hadans/ml)
for injection, o.€ mL prefilled syr (GPU)

(¢o.ox.ox.cx -Dalandm)

. epoetin beta &ooo iw/o.m mL solution 91U @boo Prefilled syr (o.m addns/ml)
for injection, o.en mL prefilled syr (GPU)

(&o.0x.ae. e -drtooed)

fiudoiauavydosilnaiaui Fstalui

o. IAMUANNTOMUNY MY

. Biluyaraduazay

on. Wiogszninudnianis

3 1:1L"L‘Iumﬂamau-svmngmvwmﬁau-umauamama:yrgﬂnuwmuuuﬂmighmmﬂ
asnnidugilisunasinsuszdiunanisu jiRauvesfusznounisnmsuidsuiiguuniinnms
AsEnsmMIadaivuamuivssnmrsunslussuuedstwansaumAvensudyinany

& liduyanadegnse u'ﬁal"ﬂuucu%w-uawmqwuuaﬂﬂummwa’imﬂuwﬁw}wm
wmaﬂumaﬁg‘lusvuuLﬂsamam‘saummmnmumﬁﬂmq qjai'mmumumawqmmmﬂwumu
HIAN1S NITUNMIEIANTT JUIMS fisunalumsiiiuemiluianisvesiifypnatuse

D. :uﬂrumumua.flnuanmmWWWWﬂmnﬁummﬂwwmﬂmaammauaumsu'smwaﬂ
MAsgRmUAluTITRIIYUNE

o, [Wuynnasssunmiatiiynaa o fiiodnmenagiusniasateieisuszniesm
dldnnselindsanany

. sﬂu@'ﬁnaﬂ'isiﬂﬁﬁ%quﬁ’uﬁ’uwz'ﬂuﬁmauamﬂ%]"uﬁL{iwﬁuij’aLﬁua’lﬁud'{fwﬁ’ﬂquaiw-ﬂmﬂ
 Fulsenelsznmesiadiannsetind w%a“l.zilﬂuu:nizﬁ']nw'ié'mﬁumﬁﬂmnam‘suﬁia{l'uaaimi‘.luﬁﬁm
Tunsuszmesaddnvselindasail

«. IzuLﬂusﬂmsmanamwsammaunu Feorvufasliventumalne Luusiguiaves
wﬂwamua‘lmwnaﬂuaauLanﬁwﬁmmﬂunummwu

®o. r-lﬂu'umauamaaaamLUuu‘luiu‘uwmﬁaaﬂmamﬂwmamanmauna (Electronic
Government Procurement : e - GP) #2ansuUgy¥nana

vel w
o/WEUTBLAUD. ..



- y=
v w v o w v & w v v ¥ oa a &
Hﬂu’ﬂalauamaﬂﬂu'ﬂaiﬁu@llaSLaUﬂ'i']ﬂTﬂ'N'izUUﬁ]ﬁ'ﬂaﬁ)ﬂiﬂﬂﬂQﬁ ﬁﬂ?ﬁﬂlgﬂ'ﬂﬁ'ﬂunﬂ

Uil WA $unnAN edbe SEMININAN od.mo U, B eb.mo .
Fauleannsavesuienansuszmansimdiinusedind Tasaiivanionansiiuniaszuy
Sndednianasgisddnnseindsuiiuiiussmasuienouuauesia
z}'au’lmawwsn@iwﬂmﬁuﬂﬁﬁ Vules www.detudomhospitalorg 3 ® www.gprocurement.goth
W3BABUNMNNINTANYIMEIAY odd-mbbede WIULAXIIATITIVNTS
Q’au’lqﬁaan’n'swmﬂuaznﬁamﬁuLﬁmﬁmﬁ'wmamﬁﬂﬂﬂmﬁ’ nwaziane TUsaaunuands
Jminguas¥snil HumduiEd detudom_hos@detudomhospital.org Wiatawnmuiinaulgdnatsimus
ImEJi‘}'w"iﬂqua&wmﬁaz%mmaa:Lﬁamﬁqnfi"rm’lw'm’iu'lﬁﬁ www.detudomhospital.org waz

www.gprocurement.go.th

Usema o Juf 9 OWeu $unnal WA bdod

(UUANIET INUENE)
MNBNTT LIV TAAIATNTEYWTUATRAL
fURswnsuwnugitTensdminguasstil

B
v
U



wnasUsznInIMTedieisustninsadianusatingd (e-bidding)
Lﬁ'ﬂ"l‘;‘l cae/bdbb
NM3¥e3aTeIIYueien Erythropoietin $1U7 I8 518013
AuUsEnIA Jaminguasnsiil

ar IJ o
ANIUN wo SUIAU lbddd

Jainguassndl FesoluiliFundn "Yonier fmnudszasdarussnmasadeseiusznin
senddnnseiind ausienis dall
®. epoetin alfa &coo iW/o.& mL U ®,&o00 Prefilled syr(o.&
solution for injection, o.€ mL Hagans/ml)

prefilled syr (GPU) (¢o.ole. et e

-boi@eden)
. epoetin beta &ooo iu/o.m mL U ®,000 Prefilled syr(o.a
solution for injection, o.en mL fladans/ml)

prefilled syr (GPU) (¢o.ctet. elet. e

-“brooed)

o =

Vaninztoineuiuvet vaslvai linelfmandeu Liduvendniu egluanmitesldnuldviuiiuazil
qmﬁ’nm:Lawwzmiqmuﬁ'ﬁ'muﬂ"li'lmaﬂmﬁh:mm'i'lm%'aﬁ“JU”jﬁﬂs:mmﬂmﬁLﬁnmaﬁnﬁaﬁuﬁ laeiive
wusthuazdorvun feoluil
e. @NESWUUBRNEUSTNIATIATBIANTIaTing
©.0 TIWALDUAANANYUYIANE
ol wutluauesemidvualilussuunisindedadninieigiedidnnseind
®.a é’fytyjmsé‘fmzmuwuwmmﬁiﬂﬁwﬁmﬂ‘%mm
o wuumilderusziu
(@) wanUseiud
o.¢ unisw
(o) Hiwauszlomisuniu
(o) MItavIenMsutiustadusssy
ob  wulnienasidmusiilussuuiatodndneigiedidnmseiing
(0) VeyBonarsdui e

(o) Ugydonansdiun o



b.  AuAuUAvesEutaiaus

.o AANAWNTOANNYMUNY

bl lLiluypraduavaiy

o hlegszuiudnianis

oo liduyaradeegsewingnsriunstutoiauevievhdygfumienuvesisly
fapsm iesnnibugitlinunasinUssiiuansuiiRnueesfusenounsmussdouiisguuniims
nsgnsMsedsimuamuiivsmameunslussuuiaIetsa saumAraIn Tty inans

oe  liduyaradagnszydelilutiy@nededisnuuarlfudadoudelrdugiany
vommhsuvesiglusruuinietisasaumavensutylnas fsuddyanaiigiemuduiudiug
Jams nssumsgiiants guims gidrunslunsdfunulufsnisvesifyaaatusie

o5  fnuauivarhildnuuriesiunuiinuenssunmsulouienisdetedainuas
nMsuImstagnaTgimualunefiayiunm

oo uiliupnadiiendnnewaniivssmnnmaidnnsetindsand

oc  hidudiinavsslonisuiuiuiiuieaueseduithiudeausliun Janin
Tuvszmeavszmammdidnnselind vislidugnsevinisdudunstnvananiswisdustradusssulunis
Usmamadidnnsetindaiil

] e A{ =4 L. J - 1 é’ | ar
oo hidudlasuendvivisnnuduiu Jermuashiseniuemalve Buudssuia

v w val o o § v & v w1 &
vowdudeiauslaiiidiliaaziondnduasauuiuuiniu

L4
Qe o o

Iu!' ~ d.d & - ] v v =
weo Houtalausidudeiausluguuuuves "Aan1ssmdn” fesdlamautRcg
nsfifivennas ualigunsuiselaseniadugidisauivan deanasay
- L] “ 4 s . e 1 al LR 1 v ar
dosdinisrimuadadiuing wazeuiuRaveuluuiinuau dwes visyammudygvesdidisiudman
1 L 1 d
MNNIENTINATEBUYNTIY
qnl'v o [T T T [ -a" = [T T | 2 o = ] 2
nsftivennasn Mwualigidnsmaelasenidalugisasfmanianissaudn
z t 5 i 7 E S 1 w a - 1 v Ad v
dusiaslinanuvesiiniuivaniedondunanuuesfianissiuiniuteaue
3 o v ¥ o vV o [ v v oW i 1 ol vow 1 v
dvsutannas '?ﬂu“lmn’mucﬂ.ﬂgL'zn'iwn’n'ﬂﬂ’lﬂl,fluam'rmmuan ke
nwszseddinuauiinsuiuamdeulsidmwualiluenans@gysu
b.oo Woutalauaspwmmelouluszuuiadedndnnmaigiedidnnsetlind
(Electronic Government Procurement: e - GP) 8insudgy8nans
) -l
o viangunsBudaiaue
val W v a - [ s v 4 v v
Fiudaiaussvdouauaionarsuanguiuinnieiunsiaue A eszuuingeining
masgesdiannsetind lasusnilu  du fie
o T o &
m.e HUN o sENUBEABINIENENIAIRDIUL
(@ Tunsdifudeiauaduifiyana
v v W & woow o w v a W
(n) Weuduadgviemnsiududnia ngudiumideiusomism

vzifoulifyana TnyliTetonudiuginns gilsmamunu (1) nieuvisiusesdiuignies



o w =1 - e

- e o at M-# a s
(9) USEmInavIeusSEvumIrudIing Trtuduuimisdesusednisen
=y - ey = - e ar o A e - o e ar =i Liey Lo
YEAUBUUAYAAG misdeusauaus URYTs18¥nITUNIHIANTS N:ummam'm?gu (071) WAz U INNONUIIY
Ingy (6n1) wiauveusesdiungnaes
- vl W o = - e e
(o) Tun'imcdﬂwmauamuqﬂﬂaﬁ'ﬁumwsaﬂmzuﬁﬂawmwmqﬂﬂa Tt
o ] al ll:; v A v $ 5 ] vV o= s o ar
dunUnTUTEIMIUTEYITUTIRUY ??"lLm'uamnamuamﬁaﬂﬁwmﬁuwumu (013]) AuUnsUsEIe

L% | = ]

2/ al - Lo L 1 Jn L = L 5 at
Ussnruvesgiluiudiu vieduuviddaiunvasiiduiudunilitedynalne nieuvsiusosdiun
gnAed
- el W & wd v ' as o v v o
() Tunsalfbudeiauaiiugbutaiaueiauiulugiusdugsiua dudiu
ar v 1 v A =1 0 L v 4 Il
doyqyrvansitnsiud uazionarsmuniseylilu (o) 3o () V8EFwAT UaWANTE]
(@ onansinuLFNuY)
(€o) duumzdounidvg (973)
(@) dnumzlyuns ()
@ | = o -I\Lval v w w & w
(@ Vgdenarsdiun o Novuanldtunisuiunsi@uaTImNIeTTUUIATadn
Tunpigeedidnnsetnd muuuulute e.o (o) Inelidesuuuluguuuu POF File (Portable Document

Format)

b & A4 w

viai) ledButaiauasiiumsuuuindienansmuliyBionasdiud e Ay
17U QNABILA? svuudateTaTinAgedidnnseiinderadaigenansdiuil @ muuuilude e.o (e)
Ilnegfutoiauslifowuulnfienasdiud o fndriluguuuy POF File (Portable Document Format)
al  dauil 0 etnstiosdesiienarsdedaluil
(@ lunsdiiffuteiausususiusliyaradunsyvinisumiliwuumidensy

ol

Srunedsinonsuanudnungvune Tnsivdngruuansiinuvesiueus unauazgiuneusiue fisdwn
fsuneusnadiuyerasssumdeadudiussaiinmeaungmneudiii
(o)  wARMIADNUAY/MIBULUUFUTIENTavBEARMANYNLIANIE ANTD &.¢
(@)  $18MIRNIUT @ epoetin alfa &ooo iW/o.& mL solution for
injection, o.€ mL prefilled syr (GPU) (¢o.ce.ole. et ~Devaerdan)
(o) dnuiluunsdsufussneunsiamiseuiananauasuinges
(SMEs) (61d))
(mlo)  duumiladoiusesduni Made In Thailand v@sdngaamMNTsu
wislsznelne (i)
() MR © epoetin beta &ooo iu/o.en mL solution for
injection, o.m mL prefilled syr (GPU) (¢o.c.&x.ole -dxooed)
(o)  dulutunsidougussneumsiamisvuiananiuasmnngon
(SMEs) (8131)
(@) dnumisdoiusesdun Made In Thailand v8san1gRamnssy

wsuszwmealne (6ni)



(@ vaSenaisdwd b wanueildgundenfunisiauesiamessuuiagadn
n1pigmedidnvieind auuwuulute e.o (o) laglidesuuuluzuwuy PDF File (Portable Document
Format)

Vit defBuderaussiiunsuuulndionanseulydienansdiuil o asu
U gNABALED szuudndetadtnmaisiedidnmseinderadetyfionarsdini v auwuulude e (o)
Tlngdutoiauslifeuutyfienarsdiui . find1iluguuuy PDF File (Portable Document Format)
&  NISEUTIAN
o Hpulbiausdoiiuiaiausuasiauemmmaszuuiadedainumaigie
sidnvsetindauiitmualiluenansussmasadidnvseindi laglifideululag fdu uavasdonsen
fommuliigniasasudiu wioumdnguuansiauuasvhnmsbudufnuvesiiudeiausinglifeauuuly
@uesIATluguwuy PDF File (Portable Document Format)
<o lumsiauenmbhiauesaiduduum wasiauesaldiissniadsauarsm
Ferlasauosiasu uasuiesasenae warvierosens muleulviiszylivheluiaussailvgnses
yiail Simsiiauessdowmssiuiiauazdiviisde drdavuasiamisdelinseiu Wiesuldedu
ddty TnsAnses AL sTuAnSyaA iy n181nsdu Auds Aaavadou wasAldinedug i
Ualiuda aunsyiidaounanlyl o nguaundunssu lameruiaauifiansrgwsvasga
siiiauesvdeuauatmuatusalitesni moe u fusfuiaueseilag
melutmuebusa fBudeiauediosiuinseumainulfiausly uarsznounsaussiaills
o foutplausssfenausimunnadaeuianbiiiu eoe Ju dudniniuag
wiludygiens visTuiilddunideudeann Jainin Idwsuan
¢ fouloiaussziosduanmaen uarviosaziunnudnvausianzves o
erythropoietin Tunfaunsiauesavnsszuudatednininiaigiedidnvsednd ausznaunisfiansan
wdngudinamil Smiaezdalifuenasvemesiens

dmuuanmaeniiuuuliiansan madudiunguaeszdosiusesdiungndes
Taogildunohiinssuwnuiifyrea mnaugnssunsiarsamamsusznesmdianvseting damnu
Usvasdazvagiuatiuuanmden fiutelaustvdenhduativulirusnssumsfisnsananisusyniasen
didnnsetindasivaeunmelu ¢ Ju

et fiulelausirdodiiatwenianiiaue S efethwiosonis uay/vie
swanduaUszneumsesuitienarsnuil Swia fmua TnsasaneilegBudeiauendonyseviuas (6nd)
uluenanse wieuasudnauenasiidadmietunuans mulBlenansdind b amuuuulude
o.5(b) iipllun1sasiamaaemieyszneunisiansan Tuluil b unAN beos sEVININA oc.mo .
f9 eo.mo U. B NANUNFINTTH TTINETUIAAATNTLENTUATDAL
il SinerlizuAnveuluarudemela q Mdetuunsetisiingn degsimdendolild

v oW w - v v
wan Jmdnezaulvungdudeiaue



1 lld v 1 -d ar
&b NOUEUDTIAT HEUTBIAUDMIATINNINAYY) TUavIDUARNANYMTIaNY
Wl w0 [ a2 P P - a w -
284 Idiunaznlaenaisusemasiediannsetindnavusidenaunasanastutsiaueniuidoulyly
J - - L3
wnansusemaededidnnsetind
A v d' L ar -g ar v L
<o HoutelausdrdndutalauaLaAIaUD T IANNNIFUUNSINYDIAT1NNASEN Y
- - al IJ o 1 =f
Sidnnsatindlutui e SuAY bEoE TENINIAT oc.mo U. N eb.mo U. kazharlunisiauesaiii
ot J al L at v - = « o
forunatvesszuunsIndedndaniaiginediannseiindiduinu
WeanufmuanatiutalauswaziaussnInal wlisuienansn1stutslausuasnig
-
w@uasIAileg lneianuin
vl W v w o s «
e qawaLauamaa%ﬂmmnm‘sﬁﬁmu’b&’lumsLauaﬁﬂﬂugﬂuwlmmnmi
Uszun PDF File (Portable Document Format) TnefBudaiauadoniugiuinveunsisasumupsuiou
o . i - as - -
gneBs wazdAlIuYesendans PDF File noufivzBudunisiauasia uidsdstoya (Upload) wWolduns
L 2 1 ar s 1} ot J ar v al 2 - -y
iaueATlun Swmin dunsszuuintedadnninigiediannseiing
€& ANZNITUNTRIISINGNISUTEMATIABENNIalind saniiunsnsivdeu
e vl W ! - T ) e 1 o w val w - v
AuauURveRtuTBIaUBLARE T8I \Wudbudeiaueniinauselovdiuiuiugiuteiauesiuou nuie e.¢
PN | owed W e W P €1 W w we W -
(@) v3old mnusngindiuteiaueeladudiuteaueniinaUsslvviimiuiugiuteiauesiodu auy
a o vl w e P v o & v W
nssuNsY sxfnefedoudeiauefiinayseloviiuiuiusenanmsilugiutaiaus
i - - -y Ll i AJ
Wmﬂ‘i’mgmaﬁmsﬂ'i'iuﬂﬁwm'Sﬂ.l'mﬁﬂ'liU'i:ﬂ']Fl'i’\ﬂ".EIL?mWiEmﬂﬁ'ﬂ AounIaluvLn
- a v o v w o v & s VoW ' & o
fimshasundelaue ffudaiauenelanssyinmsdulumsdarinnmsuiaiusgnuiiusssunute o.¢ (o)
LAZAMENSSUNITY Wainfinsnseyhsuidumstarienisutidusenaliusssy amgnIsun1se awdnsede
AbudeiaueseiusanainnisiugButaiaue uavdmia siesanaslvebudaiauednanidugiisnu
v W - q 1w w i+ | e e e o w | ) V i
Vuud Savda avRersaivinddudeiaveetudladudGulviinsnsyihdindnuarlabinnusuile
Wulselevddan1snansuives 3anin
oo HOUTBLAUDILADIUHUR Aeil
- ey ﬂl IJ - - L2
(@ UitReuleulviiszyliluenarsusemenadidnvseiing
- v - P (I e v R
(o) TauRIAAduTIATITINNBYAINY Warn1BauY (i) AN
el nlimeuan
(@) fiudeiausavdesamadouiedhgnizuiunsauesa audu uan 4
ANUA
d =
(@) ﬁﬁui’atauaqsnaun1'5Laua31mmauauﬁﬂu’lﬁ
wved v o o am v -
@ douteaussesdnwuazieudilaluszuuuayBnsiauesmeieis
= od - o a = = o 3
Usemasiedidnnsaiind veinsutydnarsiuansiluiules www.gprocurement.go.th
¢ wannmueiuazandlunsiiansan
- d‘ L - - 0‘: J ar wr
Co lunmshiansuinanistuteiausyseninsiadidnnsetindasll Saminey

Asansnaulaslevaninae s1an



- 4 4 :
o MIRNTURIUENTIULBIEID
L @t -y £ A as s -
nsflgvaninausisIA lunITRTNRTUENIsEuTBIaUe Jamin IAIIINNRIN
SIARNDSIBANS
v w - el w v - - ) o w
o Mngoutaiaueelalinuaniiligndswmiute b vietundngunisdude
' w - ' i o o A w ' v v .
iaualiignsios vislinasuiumude o wintutaiaualigniewnude & AuLNTIUNMIRITAUINANTT
- - & I as - £ 7 vd' a ql: =~ ' vA v
Usznmnsadiannsetindarlisuinnsandeiausvewfiudeiauasionu vuud giudeiaueselaiae
wnansmanafiavieseaviduanuanvuzianrvaianiavysliasuiu visaueTuaviBuauAnA1aly
d J s s o - - a 1 d 1 ar
nndeulvndmintvualilulsemanazionarsusemesiadidnnsetind Tuduniilvanszddguazany
1 l’: = (] Vo 1 IIA L2 4 -5 -
wansisdulaifinavilmfensiasudasoudesdutaiauesigeu wiaun1sRanaIndntas AuYNSs
- ' a avd v &
154 21AINISAHBUUSUNSARAVEHEUTBLAUD 18T
ar ar 4 (Y v IM‘ i 3 ] 1 al =l as
¢« Jwipanudnslifsantoavevesiutaiauslaeliiinisueutiu Tunsald
1 J
folull
' o wa v o o o - ve
(@) Livnngiedbuteiauesetululydsedeiiuenaisusenmesim
- a v d v - o a e o PR - a s
didnvseindnszuudntedadnwhedidnnsedind vieUytneteddeenarslsznmasindidnvselind
ot J ar 2 ) - - s s
NIEUUIRTDINTNIeBannsalind voedawnin
(] d. va' at : at v v
(0) lLinsendeiudeiaualunisiauesmmiessuuindedninme
Sldnvsotind
- \ - o o
() laueswazdsaunnsaluanauleniivualuienaisuseningian
a d a «a 9 & - o o M U a v el W -
diannseiindMiluanszddyy vielinavinidemuldiSeudaiUiouundiutaiauesesu
al = od - & 4 -]
e¢ lumssndunmsusemanadidnmsetndnielunisvindyg) AugnsTumMs
= - - w w =l Ve w - - e o v oas w =l
wmsmNami'u'szmmsﬁmméﬂmaunévﬁaﬁaammnaw%'lw‘gawaLauamm{fmﬁwwmmmulﬂ Jvin 1
avsrazlisutaiaus Lifusm visbivihdygr mndeissisiainanibivnzauvielignees
¢o  Jwriansaligdvsnaglisusmeian viesamilinmle viesaiiaue
z - P T > - =
FIVUAARLE LareIINAITUNARNTDLUTIUIU UTBVUIN NIBANILTIWNITUTTIBNITIA YI919LUNENNTT
= a | e Y I ] - o d 4 P
Uszmanadidnnietindlaglifasundntoiasils gausvziaisun visll ineysslosivemesvnsidu
a v W as w - W v ' [ = ' al
dfry warliiodnmsdaduves Smiadudeue diudoiaussvFoniasailiine vieAndomalan dld
u‘; ar ar Y - = od - o [ (Y o v: [ 2
suadwmin srRsaenidnnsuszmesiadidnnseiinduavadnegbuteeuelugisnu Lidnauluy
o w Yo @ ' - v A o ' . ¥
fudeiaueilasunsindennisliufiny mnﬁmqwmjaﬁalm*lm‘sﬂuﬁatauanizmmﬂrﬂﬂuqﬁm WU NS
o & o - v o aa - @ v
austeonanssuluiia wisliteynnasisun wieliiypnaduniauesALmu [Wuny
o vd v <l ) & 20 ' o a
lunsaivgdutaiauaneiauasinngm @uasaaumaninelaInlienaniiu
NUAILBNANSUSENINSIABIENNSETNALS AMENIIUNMIAIISANaNSUSENMIATIABEaNNIaTindw3e
w v vwd v A a oo v v owal v o &
Jmia sw'lvlaawﬂaaauauww\mu,azLLamuangmﬂm'lm%alm'n RENTDIAUDANNNTNATIUNTALLENATS
Uszmanedidnnsedndliiadeauysal wnentuasliiluisuials S Tavisiierlisudeauevielusy

val w Y U A vd w ar ' i oo v | o) - v w
smveiutelaussieu el fiuteiauedinanilifiansizoniesilitevieandemela :ndwmia



&o  feuavwnludygrdirinenauszndenidnnsuseninsiadidnvseiing win
| e o = v w wal  w = - vas w = T
Unnghiimsnashidhanvardiutelaueiivusnsusemanamienldsunsindeniinausslevisay
fiu videiidwldideiugiudoiauenedu visdavrimsuisiusgialusssy visauvoniuiugbudeiaus
4 < | L4 - ] 1 o - d
sedu viadwmihilunsiauesian iedednseyinmvasadulalunisiauesian
ved W . T ! s wel W
¢e  wingeutalauedulugUsznaunis SMEs l@uasIMZININTIAIAIGATBINELTE
al (- LY 1 ar  ar a L o i L |
auaseduitliiufesas oo 'lwmumuﬂaaﬁgamﬂaamNmﬂqﬂizna‘umﬁ SMEs fanan? TaedniEes
o w wel w o @ W = 1 o vl W - e w
arnukutsiauedulugusenounts SMEs Fuauesnganinsnengavesgtutaiauesisduliiiuiosas
AJ = o 1 =
@o Mazdunuvihdyiliiiu o 51
wel v o g - | v o Ve a - W ow w v
Routeiaueiluiamssuamagladnianunssanis fildrsmAmnseassios
Wugusenauns SMEs

i o |\ o ' = @ =
s mngoutaiauedadiligusenaunis SMEs usilluyprasssuniedgilne

- [ ; Ud } 5 SJ 4& 2,
vﬁaumqﬂﬂaﬂﬁmmwummngwmulwaLﬁuaswmqqfm'ﬂmmqmlaquﬂaLauamt'ﬂuuﬂﬂaﬁﬁummﬂﬂﬁa
a - oy A-v llv) l’ 1 o v v i e @
dywilvenietfypnandnssiununguuisresnysunaliiiuiesay o 'lwmm"nwaﬁgaﬂéaﬁaaﬂ
v MA L d" a:idl £ - e du .‘S -: ar 1
mwmgau-ﬂaLauamLﬁuuﬂﬂaﬁisuﬂmaaé’tymm"lwamaumuﬂﬂammmwumungumﬂmmnma

vl w o d a | v o= va a - wow o o
Aduteiaueluiamssdmagladniannssanils flnsaudmnsiasdion
[ 1 - -i-a s = o o Py I.; n’f’
Lﬂquiznaun1'sm"ffluqﬂﬂaﬁiiumwnaammm'lwwsaumqﬂﬂamﬂmwumungwma1wﬂ
b. miﬁ'\ﬁ’tyryﬂ-ﬁam
e v o d a f i . v w
be lunsaigruznisusznnsindidnsetind anunsadwevdwelansuiu
ar o al It -4 - J‘ o ar - (7] o W al o ar
melu & Juinnis duusiunintennaswedaminvsinsanimittennautumisdeununisvindygaiu
wuudyanesey Tute e.a Ale
e a d - ' | o o W
ol lunsdingvugnisuszmesimdidnnseindliaunsadwevdswedldasuiou
mely ¢ Twins wiedminviuillavasinvitennandunisde aude v.0 Jruznisusznmasen
51,5ﬂmaﬁnéwﬁmﬁﬂé’mmﬁamumuu.uuﬁ’ryfgflﬁ’qisu'luia o.o Maovannadumide Audawmina
nelu o Ju Tudaanudldsuuds wavesdeamdnuseiudygrdusuiuduviniuiosas ¢ vossa
] . d - - Vs ar o a al (] ¢ ] at ]
Adwaivszmamdianvsstindludwinateliluvneyihdy lealdwdnuseiuetmilsesneladase
e
Uil
(@ Wudan
ca @ 1 : o o v
o) @avdoasviisuiarsidudsne Fududaviensviasuialdidavsonsing
tudrsgaaimihiluiuvihdygy vieneuiuiuluiiAy e Juvinis
at g at @ ] A
()  wsdemUsEAUYsUIAISNEluYsEwma susasanAenssuNIsulaule
o st £ a g al =3 =) el A ar =l o
vun Aszylude e.« (o) visvudumideuseiudidnnsedndeuisnsinsudydnansimun
(@ wihdeAUsziuveuiEntugu w%au'%ﬁwL?mnuné'ﬂw%’wéﬁlﬁ%'uaqrmm'lﬁ
Usznaufiansiunumenismidivduarysenaugsnanuseiumuuseniaressuiamsuiiusewealng g

- aw a al i W o % s ¥ a * wr

ePeUIEnRuunsuIAsuWiUsTnAlnudadoulimsu TaseylaslldauiesamisdeAuseiuves

= s a 2
suImsfinaenssun1suleueivun fAssylute e.c (o)



s LY [

(@) usUmsssulalne

wanUseiulavAuly laslifinenilonely e¢ Tu YudnanTuigyuznisusennan

ee

dudnnseding (fue) Wuandegniusudyg devieud

ar = al

ar -:l' =l v -] J’ o 1 (7] 4: Var v
wanUseiutlazAuly laglifinonils ausnsiduvasianndadidanin lesuyeuliua

4

v

@,  AINLAZNISINYNEY
Janin svdneadwesdalasiunidyaaiiie aaenaundeinsdun wazatlidneiaas
Vg Y e w aklyu @ e v oW & v w0 . v w @ & -
wabiungButaiauenlasunisdndenlviluguy ilegueladweudesldnsuiumudygdevievie
Jomnasdundsde wardmin leesiafuuevdwesliBeuiosu
ar ¥ o
<. 9A’1Ausu
] ar at J’ v - = l'g ] v J
ASumLLUUEY PR IswUUTNBenasUsEMAsIABiannsalindll wietennaste
vedunilsde Ianludnssesay o.lbo vessIAAdsedslilasuneunaiu
«  nIiulsEiuaudIgaunnses
o - o AV o uw 1 'Y F
Jrurmsusznasmdianuseiind Fldidygteriemuuuuiiszylute e.a vie
o W d & ar W 1 - 1Y ar ) L) i . oS4 P e |
Vdennastailuniede udusnsdl sxdesiulsziumiudigaunniewesdweiverefiintunisly
vornatlitesni o U wudaeintudl Yamin lesunevdsves lnedessudanisteuuruunlulnlinisle
Adadunelu @ Ju duianfunlafuudernudigaunnses
- o
0o. Hoasruanslunistudoiauauasdug
= 1 ol ol J n.:: L v - £=1
@o.e Rumwandmiunsgenisil lananfusudssanaduusnsulszaiu
nmsasunludeaznsevile Aawliedmialasveyd@tuaWanantuueny
U830 WAANIUY
A v v uve o we  w v v v oo
solo  Wodminlddndendiutaiauenulaliiduive warldnnasedavesnunis
Uszmanadidnvsetindud dduigavdosdusaindwawiinariinunandnlssimalasyatiuseni
wWhanlnemadeluduneifiGelnaduey wazaunsaliuinisfuulanmuiiguuniinnsnszninauuau
-] vd : v - I L ] = - -l s -4
UsenAnInun Qﬂu'ﬁ'maua%'-:L{‘Jug‘mﬂ%zo’i’aqﬂgummuﬂgwmtmmumsaqmumﬁmmama 4l
v v - -] 9 -‘J at | v i I v i
(@) WIIN5EIMS01NA1WeINTa v I8RINaNLINIINANYSENARBN TN
(Y] al l‘.': 1 as H v c') =l 4’ i v 1 &u -
melu o Yu dusuaiungueds viedevesnndnauseine VuwadureisguuniinnisnIensuauuIe
v v d v
Uszmasn iuliussvnlaodeduls
w Ve a4 v ! - A4 A dala a | o= a
(o)  dansldsvesigeviofinanusmnineiFelve vioSeniidviiiueany
Folve ndUssmamndsemalng Guusagldiuaygymainnaudivin Tiussyndawasiulaeisedud
i - [ Vs O -l = - -
fld3elne Fezdosldiuoygnrutuneuusnueatedy e auyeanisguumTINNIINSENTIANUIA
L T v ] é
UsemAsniulnusmnlasiiedu
() Tlunsdilivudnu () vi3e () Huieazsiaafulan NN MIIEIMIENIS
duasuniswisiveun?

v o & W WM vwe A v o w o w & o
som futeiausdiiminladmdenud Tiluyhdaviedennastoilunisde

a o o v v W a w Y a4 w v w 5
melunaniinmue deszylilude o Sminesdundnusziumsbudeiaus wisGenissnnieanwiiden



Ll
v

UszAunmstuteduenud wareranasaniSensaslvvaldauidsniedy (§5) suuﬁqmzﬁmmﬂﬁﬂugﬁa
U AWsEUsUNTENINNSARYINENTInTeTnduarNISUITIINERNASY
as ) & el a e & Voo @ a v
eo.€ Fwinanudnsnazuiluiuduiouly wiedermualuwuudyymvSetonnas

4’ ol =y v L] wr at 2
gaidumisde Wilulumuauiuvesdninaudunisgege (6hil)

v
&l = s

A L - = ¥ s
eo.¢ lunstifienaisuuuyneenansuszmasmdiannseiindll danudanieudaiu
I:A Lo v A Gk, 0 o= oe ar ar ar LY e as 1 L% = e] Ild' L 1 o e
HEutalausszapslunnuAnladevesdmia Alladednailviteluiian wasiiudoiauslifidndden
2 1 L7 = =
soslganglag WA
YY) = @ A a1 w o el w v
wob  Fminonnusznmenidnnisindelunsdseluils Inengbudaiauevziiunisg
andemelag andaminlila
o ar et @ - ﬂl a J’ =y Ji o o ]
(@ dwmiabilasumsinasstuinazltlunisdntonienlesudnassusluiies
PP O ¥
nefazynnsIntenslse U
= o & v w vl w P - A-Lyu CT RNy B
(o) dnsnseyihidnanwuegiutaauefivuen1sintensenlasunisfndeni
navsglenisauiu visldnladeiudiutaiauesedu viedavininisuiedustiausssy vieauseuiu
w we W o - v v .l-L - | o o A
nukButalauasedu viswmihlunisiauesia visdedtnseyinisyaseaulalunisiauesia
@ myhnsdadeatiilrelusnadelihAnmudemsunimin uiensenude
Uselowiansisuy
= s = @ - o o )
(@ nsdlduluiueusieniu (e) (o) W3 (m) auidmualungnizvss Jeeen
U ar J al = L al
mualungrangienindedninauarnsuIINann1Asy
0e. MIUJUARIMNUNIBUAZIEITBY
i Y ovd v vas o e £y w 2 o am @
Tusgninsvoznainiste ggE:u'vaLauaﬁlﬂwmiﬂmaan‘lmi‘]uqmﬂmaqﬂgummmwan
¢ = = v o LW
inaisinngminewarszidevlanmualilasinsnia
ol. NsUsEEluNan1TUHURIUYEEUsENaUNIS
ar ar o - oM L3 ar v& L e s
Jandn mmmmwamsﬂgummuuafua%amuamrgwmgawamuaﬁlﬂwmiﬂﬂ
= e v -l ] - - ke s
Wenllugueeainisediunamsujifauvesdusenauns
o & wel W ul-l,uv W " fed o a d v
el mndtiuteiauelasunisindenlinunasinimuassgnssiunistutoaus

wiovidgygnudwia 1idhasm




TMuaziBuanuAnEULaNIzY8IT wuusEna1 s SnTalYusi)

it L. / e
5780159 ...‘(::.)...Erythropoietin alpha &,000 iuW/&oo mcl for injection prefilled syringe
AuUsENIATIMINgUATIYETT
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. AuAutANIlU
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bl daulsznauy

.o NYULUTIY
0. 28N

Erythropoietin alpha &,000 iu/€oo mcl for Injection prefilled syringe

Wuasavanelavsmandedwmiudaldnim viadvasnidans
Usenausiemen Human recombinant erythropoietin alpha &,0ociu/&oco

mcl lu o prefilled syringe uazUs1@a1n human serum albumin

ussIlumeurussedaunanndesia prefilled syringe

- myuzusyievsryien dwusenay feddty wararuuse Sukdn Su
winey Wwaiikdn wimzidouiiiue waranadlumsiiivinwml ety

- amnuuvasae sgepedalsyyTon dmusenaufendidy uarALLs
Fuvumeny laviindn THogedaiay

o, AMANUANIONALA

Finish product specification :

Test Specification
®. Identification - Wswhi'lum'mﬁisq'lu finished product specification
lo. Biological assay
- Potency in polycythaemic mice or - o - abd% L.A. of Erythropoietin alfa
normocythaemic mice (in vivo)
- Immunoassay (in vitro) 14U ELISA %30 EIA, - o - ewo% LA of Erythropoietin alfa
RIA B
@. pH oo -alo
a. Sterility - Sterile
&. Bacterial endotoxin - Less than lb.d& EU/mL
©. Osmolality blo¢ -lboig mOsm/ke o
w. Volume Meet the requirement
@. Particulate matter - Meet the requirement
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isdsagdosuuuianatsnmsvaudly (8.¢) swdeu finished product specification
Wag/M3e drug substance specification Insvaudlunauiulsenaaausiaviausynin
sdanmsetind wazliiiu v U w1 Julssmegeusiamsesemasimddnnsetind
<o, BNATTUTBIWIATFIUNTHEREN
.o, nsdlswinlulssvalnedndadaslionaisiuseansgrunisnaninunaninueiuay
FBnnsiimlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1t
MUY PIC/S participating authorities 38 H8Na135UTBWNATFIUNTTHEALIAY
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.o, HANINTIVNATIZRAUNINKERAeid15a5UaNER (certificate of analysis of
finished product) lugn{uiidadushetng
Calo. KAN1IATIVTATIERAUNAINIROAVVDIWNEAATY (certificate of analysis of drug
substance) flldlumswdnenjuiidadumedisisvesndneuazuaningiu
oo Bnaviandnguuduanuduiusseninjumsninvasingivesioend Aty (drug
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<ac. Han15AnwI long term  stability maaﬂ'u'".uea"|q°nmmﬁ%uw::Lﬁt}uli'ﬁuﬁwﬁ'nmu
ANENITUNITOMITUASET NTENTHATGITUEY
<o nifilueIngy Biological products #du Vaccine, Blood product #iesiitenansiuses
JUMSWAR (Lot release) MNNTUANEAARTATUNNE NTTNTNAITTINGY
«.«. MivsEiunuAMeTiidey
ca.o. Tuduamraeidmey anguesiidweudedhifesndt o U o Weu tunniuiidaey
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s8n157 &E....Recombinant human erythropoietin (Epoetin Beta) &,000 IU/o.n mL

prefilled syringe injection
AAUUTENIATININQUATIVS ]

- Size 2 @0 um
- Size = & um

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

o. awn Recombinant human erythropoietin (Epoetin Beta) & 000 IU/o.en mL
prefilled syringe injection
b, AuAuUAY
bo. kLY Husnsanndedmiviadiléin visdadwaoadons
lo. @ulszneu Useneumemen Erythropoietin beta & o000 IU TuU3uns .o ml
.. NYUTUITY Ui'i’«ﬂ.u.ﬂ"I‘Huzl]'i‘i'iltl'lﬁﬂﬂ‘i']ﬂi]’lﬂl,%‘ﬂ vila prefilled syringe
bo.a 28N
- szydem w%a%'amaﬂ'ﬁﬁ'l drudsznaumed1At YUIRAINLSIVBILT LAY
nuidoumiue wuiindn Juiindauayfumuneny
- yunIeuzUTIReT atapedesszyissviatonnimsfn dudsenau wuin
ATIULTITEIYN LauTiNGR Tuvunenglidaiu
o, AuduUANIuNALA
m.e. Finished product specification:
10 Test Specifications
@ | Identification Complied with finished product specification
o | Biological assay
wanawanIsnTvetslaetnmil
- Potency in polycythemic mice (in vivo) @o.0 — albd.0% of labeled amount
- Potency in normocythemic mice (in vivo) | @o.o — eled.0% of labeled amount
- Immunoassay (in vitro) 1ty ELISA %30 RIA | 0.0 - ewo.o% of labeled amount
o | pH (Acidity or alkalinity) D.D - al& - ]
& | Dimer and related substances of h|gher Not more than lv.0%
molecular weight (W38 ageregate protein)
Bacterial endotoxins Less than o IU/eo,000 IU of erythropoietin
o | Sterility _ Sterile - B
@ | Particulate matter
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mlo. Drug substance specification

19 Test Specifications
@ | Identification Complied with finished product specification
o | Biological assay
uansmanmsnTIveslaetnmis
- Potency in polycythemic mice (in vivo) Not less than eoo,000 IU/mg protein
- Potency in normocythemic mice (in vivo) | Not less than @oo,000 IU/mg protein
o | Protein content @o - eo% of stated concentration
& | Dimer and related substances of higher Not more than lb.o%
molecular weight (38 aggregate protein)
& | Bacterial endotoxins Not more than o IU/eoo,0o0 U of erythropoietin
o | Sialic acids Minimum @o mol of sialic acids/mol of erythropoietin
@ | Amio acid sequence analysis Complied with finished product specification
@ | Impurity
- Host cell-derived protein Complied with finished product specification
- Host cell and vector-derived DNA Complied with finished product specification
Peptide mapping Complied with finished product specification

douludu 4
maua‘swmmmﬂuaﬁmnmwmmanm‘s wieasaneiledeiusenenansinediisg svay uduadiil
0. nasmslifueygniunadoussusuiodminelulsemealng wasdiuns (declare) unes
Wan
co.0. ludFyMtusdouhiue 1o velo e.m . 3o oo wdusnsdl
colo. luAmatunzioy no.e w‘%‘a 6.0 V0IETiauesIA Wisuazideaidanisaluny
ﬂmmwmnmnmmmwwmLutm (finished product specification) wazdafIun
ALNNUBIINGAU (drug substance specification) nscumusvm"nan'ramaauuﬂaal,t,r'flm
L‘wumezmmu‘uuLanmﬁmi'ﬂamﬂ'ﬂ (8.&) Ww3ay finished product specification
waz/M3e drug substance specification lasveudluneuiulsenmaasusiavioUsenia
srmauEnnseiind warliiviu b U a TulssmeasusiamioUssmasiadidnnsedind
&lo. lNATTUTBINTFIUNTHAAYT
clo.o. nmomARsTMAlnednandefiionarsiusaanasgIun IHaneIIMEnINAeILeE
S8nsamlun1suAnyn PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
W89 PIC/S participating authorities #38 HL9NA133UIDRNATFIUNTINANEL AT
wannsiLazdEfalun1snane1109d1 NI UANENTIUNITOINISUAZET NTENTI
A157504Y Famustulneiinuaenndouazindioutundninasiuayisnsiiniums
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wane PIC/S lumneeflausne atuargamuseunisniivasy lasiivanisiuseds
Fulstmegeunamislstnmasadidnnseiind

&lolo. N3HEIUNTIINANYSUNAGNERRDITLENATTTUTBNNATFIUNTTNEAEIA UM AR
waEdBnsirlunsuanen PIC/S Taemianatu PIC/S participating authorities atfuanan
A1UTaUN1TATIvdBUlALiinaN1TTUTRIRuYTENIAABUTIAIMIBUTENINTIAY
dinnselind vseognasntn uauansl

&an. LDNATAUNINYDIENTAUDTIAN

e, HANIATIVIATIRRUNINNEAT U @S agUveekan (certificate of analysis of
finished product) lugnjuidudusata

Cmlo. NANIIATIVIATIIAUNNIWINQAUVBIRIEEATY (certificate of analysis of drug
substance) ldluniswanenuildaiiusodwiosndauadndnagiu

.o WBNAIVIaVaNgILEuGuANNFINUSIENINNTUN INERTRIIRgAVYBIMEd AT (drug
substance) Y8 @.m.lo fusun1sHAnvRINARSULIdNT3U (finished product) 1o
G&.6n.0

<. HaNSANY long term  stability aaeataserguaseitunadeulituditney
ANIENTIUNTTOIVMTUALET NTENTIETITUFY

ot nsaudusngy Biological products iy Vaccine, Blood product #asfitenaissuses
JuN5HER (Lot release) 1MNNTUINGAARTNITUNNE NTENTIAGITEUGY

cao. nidilaildrdunuy (Original)  uanswdngruntsdnwiuansindundndneiai
Usz@Andwalun1sinw uwazaudasadeiisumiterduuuy arunsoldunudule
(Interchangeability study) wazienaisiiwansindy Biosimilar Ay EMEA Guideline
way US FDA
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smsdesTianst uendulfulsveudiliseinintedunsansiinssiaunin
nsdimuiehifulumuaudnyuziane mizesenisveanudnslisfuRasanms
iaueTmdInavesiauea (uns) uaz/viednanlunsuiely
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