qmé’nwmzmmwmm BEVACIZUMAB STERILE SOL 100 MG./4 ML.

1.3081 BEVACIZUMAB STERILE SOL 100 MG./4 ML.

2. auanTanaly

2.1 Uuuy Huansazansunannide dwsuveaimasnden

2.2 dwdsznou  Usznoumeien BEVACIZUMAB 100 MG. Tuansasany 4 ML.

23 peurussy  UTTluMwurUsTeaauTaanide

2.4 281N - sgyTieyn duusznaumdfuazaunse Tundn Fudueny taviinan
waziawnzdewinsugliegdaauuuussadun
- vuMYuzUITEnesaaefesssyosvietemenisin dauuseneuuas
PIAATILTIVEEN Laviindn Tudueny Teghetalauuuumen

3.auaNUANIumALa

nansnsrBAszRaundulua finished product specification uag drug substance
Specification  7ignaBennundusnsuiientu  ddldnnadeudedninnuanenssumsosuasen
nsvnsEsEY  indas3uillidaeaduatiuiiieumivielminiunesgundasiiule
Frsunils suUsEnAnTENTNETsINaY S0esyisne) wa. 2556 asfudl 11 Wwwieu we. 2556
(asusgnaluswRaunwIiud 10 dquieu 2556)
Finished product specification

3.1. Identification test AR unTTunzdeuiu ey,
3.2. Bioassay asashunfitunsdouiu se.
33. pH As1aEumuiunsfoutiu oe.
3.4, Sterility asvs Uit Uz deuiu se.
3.5. Bacterial endotoxins ' AR LA AT Uz TR 08,
3.6. Sub-visible particles AsraEumuiunzideuiiv oe.

ANENTTUMIAVUARNANYEIELANY
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4. [aulvdu
AlauesIAmesdunanaladeiuses wiauasaneiieteiuseaenasinegilonua
snazLduARIl

4.1 lenansmsidsueygntunadousiifusniedwieluussmalne uazduns (declare)

INGENAGE

4.1.1 luddymstunsdewsniuen Wud ve.2ne.3 ve.d 3o 8.2 udusnsd

4.1.2 TuswoTunyifou ve.1 wie .1 veseniiauesia wiouseazdeadenis
mmmqmmwmaawﬁmﬁm%muﬁ"ﬁyumﬁau (finished product specification)
wardorivuanuaImuesingAu (drug substance specification)nsdifiog
seniensdsunasdlufinfiasfosuuuienatsnmsvendly (8.5) uniou
finished product specification Waz/w3adrug substance specificationlneve
wilvneuiuuseniaUusznansimdidnnsedng wavluiu 2 U e Tuusenna
Usgmasimdiannsedng

4.2 19NaTFUTBWINTFIUNTHERNEN
4.2.1 nsdlewanlulseinalne gudsdesddnuinmargnidedofusewnnsgiunis
NEREMIVENINNeTLALIENNSARTUATHER LY GMP-PIC/S W3 11As§IUNTS
NAREIAUNANINAeILaYIENINRlUN AR e s TnuAMENTINANS
DIMIUATEN NTENTNANSIIIAY Tatmuatulasdiaudenadoasiaiie
fundninaginagisnisiinlunisudnen Pharmaceutical Inspection Co-
operation Scheme (PIC/S) Tunuineiiausvie atfuaiganiusounis

Glﬁ’}ﬂ]ﬁ@UIﬂEJleﬁﬂ’]i%}‘Uiaﬁaﬂ}ﬁ/uﬂiﬁﬂ’lﬂﬂ‘Rﬂ’M‘i']ﬂ’]aLE;ﬂVli’e]ﬁﬂé
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4.2.2 nsdlAdugidudranndsuszina guandesdiduinmarendsdeiuses
a ) s aa o a a
mm3§wumsmammmﬂ,maﬂmmmLLas’Jﬁmswﬂ‘luﬂ’]imamm GMP-PIC/S w84
Uszwrdndnatuaiganiuseuntsnsiaaeulaeiinanissusestieiuyszsnin
Usgmnsadidnnsednd

4.3 LENATAMNINYDILLEUDTIAN

4.3.1 Han15N5IASIERRUAINNERSTeie @155 U 0 ENER (certificate of
analysis of finished product) Tuaﬂiuﬁddlﬂuﬁ’aa'&hﬂ

4.3.2 1aN130573ANERAUANIngRUVRIFIE1E ATy (certificate of analysis of drug
substance) #llilunswdnensuiidafusogaivesianeuaziuaningiu

4.3.3 ¥ANgIUN30LNASEUTUAIUFUNUTTENINITUNINENVBITRYAUVR IFIEN
@Ay (drug substance) 4o 4.3.2 fujun1snanveIndndnsierdniagy
(finished product) 9o 4.3.1

4.3.4 namsfin long term stability aaeatite1gvetitunzdulifudingy
ANENIIUNITOIMITUALET NTTNTIEATITUEY

4.3.5 nsghluengu vaccines, blood products AoedilanansSuUTBITUNITHES
(lot release) INNTUINYIANARSNITUNNE NTENTINETITUEY

4.4 fegnaen
4.4.1 flauesinn desdainegsenegiies... 5. meussadud Sadufunuuans
wavdealinsudumuiimusiuideamaniiiluteiy

4.5 MyUseiununINeNday
4.5.1 envdsweuseiengldlalivesnin.. .. 12. . ifeutuaniudaey
4.5.2 gnnanvidwsu sgRsdidinnneneluiusemanInTliaTsienjuidaey
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4.5.3 nsdifintassnainisduiiog e iidmeuiiiedmsiadinssiaunm
miesnsazviniidedoseiietne Tasflauenen@uisssesds i
Snmudwanivihenvnisdwnalinssiasdudiuinveuldsned
HAeatadunsnsaiiengiguam nsdifinuielidulunuaudnuay
LAWY MUIEIIYNISVOANUANS LISURIITUNNSIAUDTIAEIRINAIVBILAUE
s(ne)uay/vidoguarluafuiely

4.5.4 fiauesia(fuielsdosfudsusnileslnduunety vialleifinnis
GonanmeUsenislagdeufnuslaglifideule

a.55 nsdfuideuiusnumiigumgll 2 - 8 ssrwalvadesdienaisuaneindl
srvunsifiuuazdndsefu cold chain system AldunasgIUnMNEN NS
Good Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6, wnanssuq nsdlenfiaueldlyendiunuu (original drugs) fesiitenansuanis@nmn
0.6.1 ffeyan1sAnymisadin 990151993 (Real World Data) wagdinisdnwil
wanaIwanduelu Biosimilar mu EMA guideline wag US FDA
4.6 nsdhdueniidesavarsuay/miadenenould  Wdiunmeenansinuniiy
A INsazaneLay/vMseldean Tusvhazaienieg ATUMULAzaRnARDY
AuLaNasnINueN

£

4.7 dhawesian ({ue) Busedlvienidindyarneunsuiun
3

o

4.7.1 nsdinanisguasiadiwsigientainnsuinemansnisunngliilulunis
WM IFLMNUA

=y v

472 ﬂszﬁmémﬁ’ﬁusﬁm‘uﬁﬂﬁgﬂL%'stﬁUﬂumﬂwawmﬁﬂmeﬁwﬁﬂmuﬂmmiimmi
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4.7.3 nsdinudgninuainanudndugienineradinareusvininauazaiig
UnondesegUieillasuen
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