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AMANBUZIANY
81 Erythropoietin alpha prefilled syringe injection &,000 iu. (Hema-Plus®)lsswenu1aioaien

Ty 81 Erythropoietin alpha prefilled syringe injection &,000 iu. (Hema-Plus®)
dmpuszasd  weltlunsundnnedtaslulsmetuiadenidn

sy

QATGHM[

o Wumsasaeurmnde Ta bifd dwiudadliRmiussveendessiiteuddlumsmnameaiinn
fiinanlpnes os el dudinuasdlng A8 Sumsweniden (Haemodilysis) i emsdalevnetesios
(Peritoneal dialysis) uaznmlafirasguusiifiarneneisunfvedslufinens s sumsddln
Us¥Nausi® recombinant erythropoietin alpha &o000 U
vssqlunasaussemiandn (pre-filled syringe) Usaninide 1um o.¢ ml
aANTEY

3 g

24

- Toen drussnoudandd yuareaiiuss Tunde 'fu?ﬁyumﬁg wiindn uasawmsdouinsuentiegng
Toruuuuyion aanuueenussqemiende sdnioedesylosn dssnaused iy mu
use Yufuey upsieninan

- wfiaves erythropoietin #idHwduvila alpha

AR NwnAta
Drug substance specification

Identification MU
Protein concentration ®o-elbo% of stated concentration
. Sialic acid >&o mol/mol EPO
«. Biological activity so-elbd% of the stated potency>eooooo IU/mg
&. Bacterial Endotoxin <wo U per moocooo U of EPO
. pH D.Do-a.do
. Dimers and related substances of higher molecular mass < lo.oo% of dimers and related sUostance
&. Purity > olx.00% of main peak
«. Related impurities

- Host cell-derived proteins (ELISA)  <o.co%
- Host cell-derived DNA (Real time PCR) < ec.o ng/dose
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Finished product specification

®. Identification HTITNIY

. Potency Assay co-elb&% of stated potency

m. pH .o to el

& Particulate contamination ATIVAIY

& Extractable Volume AT

o. Sterility ATIFHIU

o. Aggregated protein NMT %

. Protein concentration .o -m.0 mg/ml of albumin
eoulydun

o. flianasimfodudunamaioienans nioumeiefoiusenenasleeiisiunanoasdunded
o.0 wnaamsldfuayymiusdouhiusiitedwmirelusemelve uavdun (declare) undwdn
©.60.0 ’Lué’wﬁ’ggﬂwﬁumﬁauﬁ*\%’um WMElo N8.m N8.@) WAWANTE, T nAslulsemalng
(rngie nele) phdifiedumsudsussamunei ne.m), srhdhandasemea (ineda ne.o)
0.0l luAweTunsfoun no.e v30 v.0 v fiauesa1 niouruavduniitentsaiunu
Aun YR MARA AT unziTou (finished product specification) 3ty seninanisasuwlawdly
Wisdsazdosuuutonasviodnunainenenisvendly (8.¢) swdey finished product specification waw/
%50 Drug substance specification lnsvauilunsuulssnauszninsaididnnsednd waglaiiiu o U w Yy
Uszmesznansinndidnnsedng
oo ONAISTUTBWNTFIUNTIHAREN
olo.0 Nsmfindnlulssmelng fuansdoaldiunmaienidesusennasgunisuing
prundninuei35n13ndnd dlun1sudnen PIC/S (pharmaceutical Inspection Co-operation Scheme) Tng
e PIC/S participating authorities w3ofilenanssuseswnnsgunIsHanamundninasiuagIsnsialy
ASHARTANILARNIEATINNITBWNTLAYET NIENTNAISITAY Fermuntulnedimdenadouas
Tiauenfuvdninnsiuazismsiinlumandae PIC/S lumnagifiaues atudgamuseunsnmaaaulngd]
nanssusedisiudsznimlszninsiedidnyselingd
oloo nsthluenindinnaassing guinsodindsdoduunimaiendedeiusawnnsgiu
ANTHAREIMUNE AN IS AR luN1sHARY1 PIC/S (pharmaceutical Inspection Co-operation Scheme) lng

WU PIC/S participating authorities aduananmusaunisgsfageulaelinan1isusedisiudszmalszsmea

Bdnnseling wioanynasadn udumnsel
.............................. USEEMINTIUMT g ITTHANT é’; AFIUMT
(wednsu Useidy ) (W99 (Weasn3l Avisvyad)



. N5t ldlyefunuy (Hema-Plus®) Aesiinmaudfidugdingadienda Biosimilars) iiowwnna
AuruUaensty UssnEaw uasamnmamsgy IieAuAsesnuUaenfaveten auwwiniawed
NTEVTNAT U cle/odd ATIUN oo IqUIBY bédo

mianaTsREnNvzTe e ilEue TR
Mo NAMIATITIATEIAMMINES ST S agUvesiinan (Certification of analysis of finished product)
Tupguiidadusedig
mlo HANSATINIAT RN IRgRuTeid Ry (Certification of analysis of drug substance) 14
Tunswanenfuiidadusesnaiavesudneuasinaningi
<. foge flauesinn fesdiiediei1sdey eo sets Fadufununanssasidealinsudau
puiifmusluiheraaudRivaludiedu
& nsUsziunuAmeTidaey
&.o nyvesiidumaudediitosndt o U tunniudseu
&lo pMNNeTdweuIsFowEE M luTuTomaMIATITInTEienjuidweuvesninuay
WimsehingRuvesuaningAuildndnenjuiiduwey
¢.a feasdesfudsunidenindvunongvieidofinmsdeuanwieussnislagieusius
& T5ruunsuudsuuy cold chain system #ildfuasgu
&.& frwezdosdweulilsmennanely ee fu Tufanniufldammivludde
. lBAATALY
9. Han1sAnw long term stability naoagsenyvesefidunzdeuly
BIMNTUATEN NTLNIIEATITEY

@/ 3

AUAIUNIIUAMENTIUANT

o, NsUIEuAIUIEENS Aneas1a1 (Price Performance) $18a¥L0 8an1utanNa15Us2NINSIAN
Adnvsedng

NIUNS (%
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LNUINTS ALY ANLUANINA9IN15USEEIYATUSE NS Mnea31A1(Price Performance)

Usema mniuimvueAnenssunsrRellfiasumvang ruiaEusiiusy

Tsanenunadouia

dusrasdiauesndaakanndnguiaunsnduussliunududslun e
Usgdniam Aduainuede Susesduunlaedldiung lngdewansanarsluiunaindvualy

faulsvantasunvinAz UL

dudsnan vidnazLuy
@. TIALEAUD €O
b, AunMkazAMELATLTuselovidevnnuns ore)
F2TNUA ®00
Fudsnani o : aunwuazauandinlusylewlneniasgnis
FnUUAN Umitinagiuy | Asluugnd
@. 1ATFIULTIUNED ®0 ®0
o, WNIFIUNERTUAN mo o
. WWIFIURDIURTRNTS no o
< auautinpesslevinanisujinny o no
FIUVIVUA ®00 @00
©.0 U589 @ : 1MTFIWSWIUNES (ASULLAN oo AZILL)
fudsvan AZLLUU AZUULEYTD
@ GMP PIC/S participating authorities ®O0 @0
o. WHO GMP alo &
GMP UssinARHEn / GMP Buq po b

oo FuU55097 b : WINTFIURANAWI (AZUUULOY mo AZILLL)

AUsuan

LUUU AZLUUEND W
®. MSUTDIRUATNNERAQN &o oY
. ToyeaduauudnuITondngios &o o¢

.0 HILUTTBMN b B8 : N15TUTRIAUMNEERAuY(EenTaladonds)

(AZLUULAY o AZLUY)

fudsven ATLUY AEUUUENE

(1) WHO List of Prequalified Medicinal Products &o o&
(1) elusretendndamienmnwuasinde (Green book)/ &o o
smanaausteaslnfiferuvindedlunsidadhuniu
BIRULUL (Orange Book)
@ vrlusiedendnfugiondildfunissuses (Approved &o oF

Medicinal List) lnaia3etnalsaneruianguaniiuwnng

AansLrassmelng
(1) dnans29TAT18M8T o Lots lneiosU JURNT ISO/IEC &o o&

onolod Nlslyiudn




blolo FUTTaN b ot - Jayaaiuayufnuieaan meansioe
(AZUUULAN 0@ AZILUL)
f51891un15388n19Rain (Clinical trials) w3asee1unisinwiniepdinfivsvends
UszAviSnwwesoniisutiusnduiuy viosenuneediniuanstesedninmueen viensinw
fun uavdssmsdifuflunsasanisuwnd (Fendefinsuuuinniign)

Andsnan AZULUU AZLUWENE
(n) I8msAnwnduuuy Randomized controlled trial &o od
() FmsAnwuduwuy Non-Randomized controlled trial &o alo
(A) A5asAnwndunuy Comparative studies WUy Cohort mo o
studies
(© FFn1sfnwndunuy Descriptive studies uu Case wo B
report or case serles (F1eugULe)
@) (o) nsAnuduafiiedasiuaulaeadoredsn ®0 n
(o) Fadadas (n) , (@) , () wide (1) HlldaRulunsans

.o IWUSTEIN 0 : WWTFIWRIUHURANTS (Fenveladanisg)
(AZLUULAYL o AZLUL)

FakUIvan ALY ﬂmmqu‘%T
(@) ¥oaUFUANITHIUNTIUTOIAINENNTONLNIATEIY @00 Mo
ISO/IEC eslobd Fun1snARoUNERSueiBIauasIAT
lusensnegou
(o) WHO List of Prequalified Quality Control Laboratories @00 mo

b.e MWUTIBM  : guandinesystleviienisuiinu (Fenldynds)
(AZLUULAN @00 AZWIL)

FuUsvan AZLUY AZLUUEYS
Storage and stability co ol
(M) Long term stability a3 ASEAN guideline on stability [SYcd o.&
study of drug product
(u) GDP (Good Distribution Practice) od @&
Package and label bo o
gnudin
(n) nsdiussunentnetiossiosssylosmniin a0 o
(@) nsdhduendied imprint code vugdindahesenisuad Mo &
#1380
(M) MvurussEDevingvin fip-off isannisluideu mo &
Tumsudvseuay Wiy avaEzmnluntsdalden
(@) nsdduiidesiiasiuas ynq mhedesvasussaie o o
anunantoaiuuale






