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Walggunuentiingaatenas (Biosimilars Supply chain)
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Ul 3 shaldgunu endiimgadoads (Biosimilar Supply Chain)

Kovldaumu endrdannarwnadv (Biosimilar Supply Chain)

duth (Upstream)

R&D ua:nsweuunanswsad ®_)®
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g18235anAauluu » Wwcuun Cell Line » fnugduuuy mstagvLsaa
(Reference Product (Cell Line Development) (Analytical Similarit (Upstream Bioprocess
Characterization) Assessment) g Design
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g Cultivation) Fill-Finish)
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]

I ‘ anjuuwanaan
Plastics Institute of Thailand



lassmsqudarsaunadaniysenamnssudann

2.1 Auun (Upstream)
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1UsAu (Post-translational Modifications) lagian1gyy wuulnalagiadu (Glycosylation)
naanuNITUTELluAUatdAN19YI0IN AULTIVEIYT (Potency) Wan13NTeR U Uil
(Immunogenicity) L‘ﬁ'aﬂ°’1‘1/iumqma”ﬂwmmﬂ’mmﬂ (Quality Target Product Profile; QTPP)
dmiumaiamdndueidaingiidanuadioads egndlsfiniu nsfaue@ringiidaiiu
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2) s Cell Line (Cell Line Development) w&1a1nns1ulasad19vesenfunuunds dunau
danfonsthduidihsialusiudmneladnllumadidnduivmzay Tnesnldiead CHO
(Chinese Hamster Ovary) dm§unmsmuilululaausaueuived iosanilinrumuniugsuas
annsnUsznanalusiuldadouywd mntueadindiidasgnimeadisuasdanseiionlaaud

nanlUsAulaluUSInuaasiinudnuaeignaeIn1siiauw cell line dwsugndringaraiundell

9

a

WmaneunnninisdalalulSinagaiissegiaied imsedeaiulamednlusiunindnla dny

2 fian: https://www.susupport.com

- _ 7
E ’ anjuuwanaan
Plastics Institute of Thailand




lassmsqudarsaunadaniysenamnssudann

Ad1EATIENUNERSIAULUY M1eANIINITTUTYTAY nsdalUamdenisulasia uaz
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Biosimilar
High Similarity

Reference product

(Originator biologics) Lower Development Cost
No Clinically Meaningful Differences

ﬁll'] : mabion Biologics

3) n1sAAsIzUSBUiBuAUB1AUILUU (Analytical Similarity Assessment) Wiolanananan
cell line NWAUNTW AzUIuNUTBUABUAUEIA ULUUHIUNITUSZE WS 8 ULA B UL DAY UA
AadnvauzidImuIeveIndnsiauel (Quality Target Product Profile - QTPP) 99zt unuanig
dmsumstaunszuIuNsuanagnsnITinssilutusioly lnenseungun1sTinsIeilaseEsng
Tuiu (Buduanugniesesaiiunsaeziilu) wazlassadnaduas (assadsaudandndudeonts

o a = a U 1 ‘:I'el J U £
MUNeTInIm) sautansUssdiuanuuUsiuredlnalanesy a1snfiusesnaiu wagnssiud

299lUsAU T9p1dNaRDANUEDESHATUSEANS A NYBe®

4) NN5PBNLUUNTTUIUNTSIABITAE (Upstream Bioprocess Design) ‘fjguqmﬁw%d@fuﬁﬂﬁami
PONLUUANIZNIHART 919959 ImﬁmiﬁmgﬂLL‘UUﬂizmumngmL%aﬁ Fefvanewuu 1w
batch process Alfansormssanuadausdu fed-batch process 7ilansomsifiaszninenis
WEEe9 uaz perfusion process ﬁﬁguﬁwawmmsﬂwuv&aﬁmaamL’Ja’uﬁaﬁﬁfmmL?ﬁ&JLLaz

WANANSIMNThUNS DU U

3 §ian: mabion Biologics
@ ign: Agbogbo, F. K, et al. (2019). Current perspectives on biosimilars. Journal of Industrial Microbiology and Biotechnology,

46(9), 1297-1311.
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2.1 na19u1 (Midstream)
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1Tnndukuy lnenseurunsnandesandunisnieliuinsgiunisudne i a (Good

Manufacturing Practice: GMP) uagiin1sauauaunnealiianaluyniune

1)

2)

3)

n15vEELas (Cell Expansion) N3EUAUNIS3UINNSHLSIWILEaaT i Sun1sAmden
Tnounzidsdunvuzauadniou udrdmessvensluddumsiasdidounlnadudu
ity Wl UsInaead A sanedmumananlusefugmainnssy adsosaiuay
anmwandoulumsmizdsdingay Mesnwauudusiuasanuannsolunisuds
TUshuvewas

nsnzdesludaufnsaidann (Bioreactor Cultivation) ieldUSinausadaudesnis
wdgdalfnsaldrniw (Bioreactor) Faduladifyvesnszuiunsudn lasiwaday
alusfunteansiiingauitmun nssuaunsiifestinsemuguanmgnsneio g
wingan 1wy gl Audunsn-ane (pH) Usunaesndiauazaie (Dissolved Oxygen:
DO) uazn1sNIuKAY tieliwadanunsaasaiulnuaznanlusiuldegeiiussansnm vl
fafnsaifanmilldlutagtuiifauuuanuiaa (Stainless-steel Bioreactor) uazuuuldnds
{87 (Single-use Bioreactor) 3sldsumudeufisduiiosandrvansreziailumsviaig
az01n anAudsswasnistud ou wasiiuaudavgulunisuda Tas lusewinenis
wnldsumad axfinisinniuuazaiuauiiadeie 4 edrsdeiiies Idun gaugd d1 pH
Uhinueeniauazans anuiduduresasewns uazsssziansnisies tielieadosly
anngiungandmiunimanllsiu wazdrelindasueidaunmasiaueluyndennis
AGIR

nafiuigaiad (Cell Harvesting) ilon1simizidsavadduanasuasivadanunsonas
Tusiunieansiringlénaidmane awdhgtuneuninfuiensad (Cell Harvesting) lned
Taguszasdii ousnudns sl i dosnseonaniwaduareinisid vaead neundig
nszurumahliiuiansluddudaly Bnmsiuiferssuanssiunmdnvazvossdnius
yndulusiuiignvdseangarsazarsimizid oe (Culture Medium) 1y TuTulaauea
waufvued (Monoclonal Antibody) a¥inIsuenwad senainasasanesie3znistiuwen
(Centrifugation) wazn15n3504 (Filtration) Wialildasazanef Tlusaudmune dunsdld
Wandueiegn1glurad azAelin1svitareiwad (Cell Disruption) NouiagaINNTOLENaTT

Fringeeninlatunsunisinuiengaddesmniunisneldanisivansausasiinisaiue

> Pan: Rapl

id Development and Scale-Up of Biosimilar Trastuzumab: A Case Study of Integrated Cell Line and Process Development
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4)

5)

6)

n1sUudeueg10duaIn LiesnwIAMAIN ANNAIRT LazUsednSanveslusiu neuwdng

Y

nsrUIUNsLEnLazyiliuIans (Purification) lutumeusialy
n15vilAu3anS (Purification) n1endenisiiuiienieas a1sazaed i azdaillushiu
Wmnedsuediuwad 1Usfuaneadidntnu (Host Cell Protein) fldute wazduiovu

AU 9 IINNTTUIUNITINELA B TedoadgnszurunisueniazyinliuTans (Purification)

= 14

Welilaaiseangnsniadinmiianuuignsuaziinuainaudainuad msunisuans

[ Ql‘ o o A

dmsuendaringiifinnuednends TuneunisviliusansdeunszuiunsdrAyiidma

q o

=

lAgRTWBAMNAIN AUUABANY UAXANANLANDYDINANTMY LTI INNERTU A0l

Y v

AudNwMzAUlATIas ke uauTiIn@In mlndiAgsiuediTagaunuy uindaes
poNLUULATAIUANNTEUIUN STl UTANE 0g 1 munzan 1 el anunsandnldlusedu
gnavnssy Sannmasiiave wasdulumudermunveamisnuifugua

N13A2UANANAIN (Quality Control) mMsmuauAmALunszUIUMsTiALTunIugl
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funnduneuresnananendringiiaundends sausmameidsasad maviliuians
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