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The present invention provides pharmaceutical compositions, for storage and administration,
comprising an anti-human B7-H3 (“hB7-H3”) antibody (“‘enoblituzumab’) and buffering agents. The
invention provides containers and kits comprising such pharmaceutical compositions. The invention further
provides the use of such pharmaceutical compositions, containers, and kits containing enoblituzumab for

the treatment of a cancer, and in certain aspects, treatment of a cancer expressing B7-H3.
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[ 250H4%#%] Pharmaceutical Compositions of a B7-H3 Antibody and Use of

the Same

(]

ASFURFE AL T - EAE AR RV E &%) - HELFEHTAB7-H3 (“hB7-H3”)
HiAZ(“enoblituzumab”)FIEE - ASFHALE ML | EFR LRSI G YR E 25 A
B o A T & A enoblituzumab iy L AEEEYIAR &) ~ S esFIE
SHAEFREE - W HAERE T ES - JBEEREBT-H3HVEER R

(53]

The present invention provides pharmaceutical compositions, for storage and
administration, comprising an anti-human B7-H3 (“hB7-H3”) antibody
(“enoblituzumab’) and buffering agents. The invention provides containers and kits
comprising such pharmaceutical compositions. The invention further provides the use
of such pharmaceutical compositions, containers, and kits containing enoblituzumab
for the treatment of a cancer, and in certain aspects, treatment of a cancer expressing

B7-H3.
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[0 E ]
[FrR4iE] BI-HMGBEYEE YR LA

[ 2¢0H42f%] Pharmaceutical Compositions of a B7-H3 Antibody and Use of

the Same

[citr<His ]
[AERH FHERRY 2 5 (]

[0001] AHIEE ESRFEIFHNHEERF5763/222,750(2021E7 H 16 HEE
RADENETCHE » 52 FEF BB 5 [ DI RRS O AATL -

GRIUENE

[0002] AHEEEE—(HZ(#F&37 C.ER. 1821 R HEREEHF
% HALERGATEE M E P AR (B4 1 1301_0169PCT_TW.xml > G [R20224
632H - K/NR4307LICal) - 2R AT | B A ERG 0F AASE -

[0003] ASEDHIEft AN EEFER RS IEEY) - s ABT-H3
(“hB7-H3”)iAG(“enoblituzumab”) MR &R - ASFIHE—SIRHE | Bl RS
HEVIHESSAAER o A — PR 57 enoblituzumably HAAZEY)SH
EY) -~ Fests Bl AR EEE - I HAFFEEE S - JaRREBT-H3H R
HYFEER -

[oeRidsdin ]

[0004] B7-H3 (15 “CD276"){E iR 2 RAMAE E L2 HaE 5 2 RE
ERYZRe LA ETARERYILAIR] © 5550 - B ERAIFVZ AR HE(EH - B7-H3ZE
A3 7> NK - & A AT B 4 AR A 4l A B 4110 41 2] (Hofmeyer, K. (2008) “The

1 H - 496 HEBHERHE)
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Contrasting Role Of B7-H3,” Proc. Natl. Acad. Sci. (U.S.A.) 105(30):10277-10278)
FES TR0 - pleridE AT - &~ ONER ~ R/ NREATiEE %) 2B T-H3

> 70 - Modak, S., Z(2001) “Monoclonal antibody 8H9 targets a novel cell

surface antigen expressed by a wide spectrum of human solid tumors,” Cancer Res

61:4048-54) = B7-H31E3I11 60 2450 (E FI FIB7-H37E A AT -3 g 2 B4
R 5T REATBR AR RS o AT hBT-H3H B S 6
B7-H3Z LA 4 T AR R R/aL - R e A AR R Bl - E %
F]558,802,091) o
[30A%]

[0005) #e—{FHES - AR T ISR RERT- HMEE -
o L PR R 7 (K B 7 - H3 R L 2 S B TP BB B ) - A BT
—35 {1 £ enoblituzumabHEEYIAL &) - AE I ME AR T YA
SYIRIETE R S AT a PSS R - AR HE T 34
R AEBT-H3MI BRI R » BIALLARTE XL B BTl 3 2 Wenoblituzumab -

[0006] #e—{BEFHE H2th - ABIEIRE T (RIFEMEEEGE - 495
mg/mL 49200 mg/mL » 14 F{ESERE(HIA > €95 mg/mLELI60 me/mL)RIE &
JEIECBIA > 4960 mg/mLZE4I200 mg/mL)fenoblituzumabFe & A BEYIAE &1 -
KBS — S5 HE T B Zrenoblituzumab ~ ZBEES - FEHE LI AUAZHASS0 (“PS80”)
R KEEEAL S -

[0007] ASEUEHREE T HIIEEYA SYITET R 2t > Hh 288 45

mM 30 mMATERE - AR SR 7 IRl eV g 20 Hop

2 H - 496 HEHHERHE)
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4

LERERE S LB - SRR T LSS E R T 0 R B
S KB L -
[0008]  AZEHHIRMEE 1 ILREEM SRV ETE 7= HPdEEaYES -
a) &5 mMZELY30 mMZELES ~ 4950 mg/mL 247130 mg/mLAYEEAE -
£90.05 mg/mLZE %J0.6 mg/mLAYPS8OFI/K » H 4 &Y EFH4I4.0£476.0
HypH B
b) 498 mMZE 424 mM /7 FEEE « 4972 mg/mL £ 47108 mg/mLAJEFHE ~
£90.05 mg/mLZE %J0.6 mg/mLAYPSSOFI/K » Hh4H &Y EFLI4.4E475.6
HIpH ; 2K,
¢) #J16 mMZEZJ24 mMZBEEE - 24972 mg/mLE4J108 mg/mLAYHE
FiE ~ £90.05 mg/mL%4J0.2 mg/mLAYPS80fI/K » HAsHEEAFL4.3%
#95.38YpH ; B¢
d) £98 mMZEL12 mMZBEEE - 4972 mg/mLZE 47108 mg/mLATREf# ~
£90.05 mg/mLZE %J0.2 mg/mLAYPS8OFI/K » Hrh4H &Y EFLI4.5245.5
HIpH ; 2K,
e) #J10 mMZRZEE - €990 mg/mLAVEE i ~ £90.1 mg/mLAYPSS8OAI/K
Hrp4H S B A 494.6 £ 495.50pH 5 B
f) 2920 mMZBEEE ~ 8990 mg/mLAYEEE ~ £90.1 mg/mLAYPS80AIK >
HrH &Y EAE4.42495.2609pH -
[0009) AZFIHRAEL RSV &RV E I =0 H ZEE S LYY
0.1 mg/mLZ£J0.65 mg/mL;ZE YK ZFEF1LL£0.6 mg/mLE&1.8 mg/mLEEHY

=IKZBEH -

BE3H 496 H(EHHAHD
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[0010] CAZEERFRME 7 ARSI SRV E 7= > H Henoblituzumab
BAL5 mg/mLELI60 mg/mLAVERE - REIHAE—FIRE [ IREEYIH &Y E
Jit = > H frenoblituzumabE. 754520 mg/mLE 430 mg/mLAVERE o ASFHHHE—
CIRAEL T IREEYIE S YIRVE = > H Henoblituzumab B 425 mg/mLAYR
g o

[0011] AZFIHREL RS &RV E I =0 H ZEEEE DY

0.1 mg/mL%4Y0.35 mg/mLEE /K ZFERILIZY0.60 mg/mLE41.2 mg/mLERE

4

=K WS o AIHME— PR 7 IS SN E L H = > HF 2R
B8 PL&Y0.18 mg/mLBEERY K LB A1 LA%Y0.95 mg/mLEREHY = 7K L EEH - A 3EHA
fE— R A T IR EREEYIH SR E T - P LB & LA%Y0.27 mg/mLjR
FEHY K Z BEFILAZ0.74 mg/mLEREEY =K ZBEHA o

[0012] ASFIRIRML T HEEEEEH SRV E T 7= > HHenoblituzumab

HA%J90 mg/mLE&y200 mg/mLEREE  ASEIHE— PRt 1 I EAEEYIE G YIRY

i

Eht = > Hfenoblituzumab B 545120 mg/mLAEE -
[0013] ASRUBHRAE T ATARYIE SV RRE A2t Hooh Z B2 DAY

0.4 mg/mL%450.65 mg/mLEE /K ZEEFILLIZIET1.2 mg/mL 4 %1.8 mg/mLERE

4

N =/K L Besl - AT — PR 0L T IS eYRE i = - K AR
B& LI£90.52 mg/mLIRERY K ZEEAT LAEY1.S mg/mLIRERY =K Lz

[0014] ASEDHIEHL 1Ry RE SR E T2 H o iR LAY
50 mg/mLE&Y130 mg/mLAEEE(FAL - ASFIHHE— PR 7 IR SV E
JE s EL AR R YRR LAY T2me/mL 22 4T 108mg/mLARE F AL - AZEIHHE—

SRt 7 IEEERY Rl VIRV E e 550 H AR R 24790 mg/mL -
HAH - 96 HEFRHE)
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[0015] AZEERERME [ WSS SYIAVE I )70 > HFPS80LL470.05
mg/mL £ £70.6 mg/mLAREFAE - AZFIHE—PIREE 1 IHIREEY)IH & VNV E T
J > HFRPS80L0470.08 mg/mLE4Y0.15 mg/mLATEEIF(T o AZFIHE—T1E
7 ARSI S VIRV E T G - HHPS80HYIREEZ4Y0.1 mg/mL -

[0016] AZEURERML /LS YH YN E R 7= HFHEEYERY
4.6 2495 5HIpH « KREFHRM—PREAL [ IR SRV E N T = HdHEY)
EAZJ4.4%2495.2089pH -

[0017] ASEIRFRAL [/ HIREEY A &RV E T 7 =0 HPHEYEE4725
mg/mLf{Jenoblituzumab ~ £70.18 mg/mLAY K2 - 490.95 mg/mLE) =K 25 -
4790 mg/mLAVERE ~ £90.1 mg/mLAYPS80FI/K - HA&HEYIEALI4.7TEL5.5HY
pH -

[0018] ASFHRFRMAL [/ HIREEY I &RV E T 7 =0 HPHEYEE4725
mg/mLAYJenoblituzumab ~ £90.27 mg/mLAY K /B ~ 490.74 mg/mLAY =K 2. FE 7 -
4790 mg/mLAVERE ~ £90.1 mg/mLAYPS80FI/K - HA&HEYIEALI4.6 £45.4HY
pH °

[0019] AZEURERML 7 ILEEEH SN ER 7= - EFHEEYEEY
120 mg/mLHAYenoblituzumab ~ £J0.52 mg/mLAY K/ EE ~ £91.5 mg/mLAY =7/K /&
9 ~ 990 mg/mLAYEERE ~ £90.1 mg/mLAYPS80FI/K » Hrp4H &Y EHLI44EL
5.2fJpH -

(00201 ASEHRRAL /" HAREEY)IZH &RV E 720 HPH e EEDL

AL -

B S5H 496 HEHHAHD
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[0021] ACSEIRRAL 7 IREEY A EYIRV E e 7= - Hrp s EYHEL)2°C
FHRCEA £/ DAIS(E HAVEZREA < AR DM | IHEEYESYINE
hi 7= HA A EYHEL2°CR A8 CREA £/ DA24(F HIVEZRH] - A4 —
IR T ARSI SR E T T = A YT L2°CELI8 CRA 204
36 HEVEZREA - AT — DM 7 IESEYE S ER 2 G
PIELJ2°CE L8 CHEA 2/ D&43 ([ HHVEARH] -

[0022] ASEURHEM 7 ILRZEY R EYIVE T HFHEYEAY
20047400 mOsm/kg H,OHY21%BE (osmolality) » AZFIHE— R (It | AAEEY)
HEVE T HFHEYIEA£9260249360 mOsm/kg HoOHYZ IERE -

[0023] ASFIHIEE FHESEVHEEYNER T - HPHEYHTEL
25°CHr¥Fenoblituzumabf RS 4HEE £ /DAY H - AT IREL | HEREEY)
HEVHIE T - K HEYELI2°CELI8°ClrTFenoblituzumabiy BAS 41 &
/DB A -

[0024) ASFIHIEE 7V HESEYHEEYNER T - HPHEYHTELY
25°C{##Fenoblituzumabfy FBE M4 2 (heterogeneity profile) £/ D&AJ3{E H o A&EHH
BB RE T IEEYH SN E R T > K HEYTELI2°CE L8 CIrt
enoblituzumabfy FE MR /DEY18(E H -

[0025] ACSEIRRAL 7 IREEY A &RV E e 7= Hi/KZ ey - i
BUTRAVZEERK -

[0026] ASEURHEME 7 IEREY B &Y E = > HhHEYERE
HY -

6 H » 496 H(EHHHD)
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[0027] AZIHEM T EEA ARV EAEEYIE SV E RS - A% HHE
— DR T INRE SR E N T 0 HP ISR E4Y5 mLEgTHE - £910 mLES
T8 ~ 4915 mLASTE - 4917 mLASFREAY20 mLASAERY HAREEYIZH &) -

[0028) AZFIHRAEL 7 A SV E R 7= - HPFESEE410 mLEGHR
HVEEYIsH &) P RefaflE © (2)49250 mg enoblituzumab ~ (b)4710 mM ZF#H
(©)&J900 mgpEHE ~ (d)&J1 mg PSOMI(H)7K 5 il H K 4H &Y HAE4.6 24Y5.5H)
pH °

[0029) AZFIHRAE 7 A SV E 7= - HPESEE410 mLEgHR
HVEEYIsH &) - AR REEE S | (2)89250 mg enoblituzumab ~ (b)471.8 mgi/K L
(©)&Y9.5 mg =KL ~ (d)&J900 mgfEf ~ (e)4y1 mg PSROFI()/K ;5 fi HH A2
S EAALI4.7 £ 495 .589pH -

[0030] AZFIHRAE 7 AV E 7= - HPESEE410 mLEGHR
HVEEYIsH &) - AR REEE S © (2)89250 mg enoblituzumab ~ (0)492.7 mgi/K L
(©)&J7.4mg =K LB ~ (d)&J900 mgpERE ~ ()4Y1 mg PS8OAI(H)/K 5 i H 12
SV EAALI4.6 8495 .489pH -

[0031] AZFIHRAEL 7 AV E 7= - HPESEE410 mLEgHR
HEEYIHEY) - Hpefafla ¢ (491,200 mg enoblituzumab ~ (b)4920 mM Lz
Y ~ (©)ZY900 mgpEHE ~ ()&l mg PS80FI(e)7K ; i HHAFHEYIEAL442L
5.28JpH -

[0032] AZEOHRAE 7 AV E R 7= - HPESEE410 mLEGHR

TP » S BRS¢ (0%91,200 mg enoblituzumab ~ (b)495.2 mgikZ,

7 H » 496 HEHHERHE)
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Bz ~ (©)&J15 mg=/KLELHN ~ ()&J900 mgFEfE ~ (e)4Y1 mg PS8ORI(H)/K i HE
FEHGYIEAL)4.4 2475, 269pH -

[0033] ASEIHIRAL 7 HEA BN EN = - HF ST mLigtE
EEal &) HrpBSFEEHE | (2)47425 mg enoblituzumab ~ (b)4710 mMZEZH -
(C)&Y1530 mgfEfE ~ (d)&J1.7 mg PS8OAI(e)/K + i H K& HFL4.6£475.4
HYpH -

[0034] ASFIHIRAL 7 HEABNEN = - HFEHEE417 mLigtE
HEEYREEY) > e faE S 1 (2)49425 mg enoblituzumab ~ (b)4Y3.06 mg/K ZE »
(©)&J16.15 mg =7/KZFEEN ~ (d)&J1530 mgFEfE ~ (€)491.7 mg PS8ORI(H)7K : i HEL
4R &Y EHL4.7E495.58pH -

[0035] ASEIHIRAL 7 HEASBNEN = - HFEHE 2417 mLigtE
HEEYREEY) > HREfaE S 1 (2)49425 mg enoblituzumab ~ (b)474.59 mg/K ZEZ »
(©)&712.58 mg =/KZFEEN ~ (d)&Y1530 mgFEfE ~ (€)4Y1.7 mg PS8ORI(H)7K : iz HEL
4l &Y EH474.6 249548 pH -

[0036] AZEIHSIMER T HEA AL FEIEEYIH &Y BUA AR
YAl as Y B s

[0037] ASEHSIMEE THEASCAFREVEREEYIAE &Y A AR
AR BS AU AR RIS EMESE - I B EEE B SRR EYEE
Y R E A e B R E R &

[0038] ASFIHSIMER T HEASLAFEIEFEIEEYIH &Y BOA S AR
ERIAES ~ A ARBE AR & » I BEE#E— S AR EEY)4H

EYINERNFE LR Z s B M A SR E A -
8 H - # 96 E(HHHHE)
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[0039) ASFHASSIMERL TIaHEERY 77k HElE A AR ER
SEVH B ~ BECASUABAIRIEEES » A LAY A S B RS ECA S AR
YR fr[EA ] & 7 B Ho A <254 & i H enoblituzumab -

[0040] ASFHASSIMERL TIaHREERY 77k HElE A AR ER
SEVHEY) ~ ASCABHRIEREES ~ ASCAFHRIET#EH BB A BHRYE
(] SV & 7] 5 S LA 27 5l & e A B A BE i (retifanlimab) - Horp 57k E1E

a) HEIE S YT B2 0.9% AL DS WY 25 28t LS4

107

)
t

N,

BB
b) FAEEHBEILURGIFEAR 5 F
o) FFEAGENRNESERFIR R ZHE RIS -
[0041] ASEIHfRME 7B ARVER T3 > HTFEEEH09%RAL
HYIVAREO 525 -
[0042] ASEIHIRMHE 7 IRV E T3 > P EEs & e A DSWHIIV
REOESES -
[0043] ASEIASSIMEMR AU AR EYIME SN ELIGFRE
e E RV A AR
[0044] ASEHSSIMEMR ASCARREMEEY)IEEY)  BCASCA BRI E
MEES ~ BA AR RSB RESA S AR E AR & A aREE L
Y2 ARV ERY AT IR
[0045] ASEIHSSIMEMR AU AR EMEEYIE &) A SCABIRIE
Bas AL B B A EASCA BRI E MBI & e R R EH A2
A HYREERY AR - Hh e s

E9H 496 H(EHHAHD)

By

s
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202310874

a) AL SRR A 2 09% A L DSWHIZ 25 T LUES6

)
t

N,

BEER
b) KEREEEILURGIHEER A
o) KrEAGESRNE S EREIRN 2R E A ESR -
[0046] ASEDHFRML BRI ER T3 > HfhESEEH09%% b
SAENTVAS BT B 25 ©
[0047) ASEIHIRHE A @®RER 2 - Ko EESE A DSWHIV
SEECFATES -
[0048) AZEHRIRAL T AN AR RIVE N /75 L h4aEe A RAT

€] 25°C { 7 enoblituzumab Y B8 75 40 & £ 6 /N B B AE &9 2°C £ € 8°C R

By

s

ot

enoblituzumabHy BG4 & 24/ NEf

[0049] ASIHIRAL T ANBN ARV E R 2 KA m e
IV E 2 /08305788 o AT PR AL AN R AR E R 7= -
B P i A i A 2 /D &Y60 7 8 - SR PR A TALNRRY AR
FIARIVE T2 > H e A B IV 2 /049120578 -

[0050] ASIHTRAEL T ANFN ARV 2 sy s
VIFRELUERAT6 mg/kg 24915 me/kgHVEE N E BHYEHAIE -

[0051] ASIHIRAL T ANRN ARV 520 sy s
YVIFRRELIEISET1S me/kghY BN EBAVEREIE -

[0052] ASIHTRAL T ANBN ARV EH 0 L EsEE R

FEF R/ HE—K -

5510 5 0 96 H(HHRHE)

111126185 FEHESE A0202 1113242952-0



202310874

[0053) ASEBRERME TARABRY AR E 7= - HPEERE
B7-H3 -

[0054] AZFIARAL 7 ALNBARY T ASH AREVE i 5= H A ReESE E
THLEHRHIRE S B ERRE - AIDSHHRBEEIE - A RIREHAR A ~ ALPTHE ~ AL
BEHHIRAAERE(SCAC) ~ BRI ~ B4 - ISR B - FLAE - HER2TYLHREE -
=[2MEFLBRE(TNBC) ~ SHEIARESRE ~ =508 - HPVHHREIRYE S - $U8 08
BERRE - kCME R - BUHAEE - EEE - SERRE - (eGmEsE s
M NEISHREERE - EERAIEE - TEWNEE - REFENTENEEE - MSIE
T EWNEREE - IMMRTEWHESRE - POLEREZS MGG 2 B 5 T 2 A

&~ TR AR - BR8N ECE AR - B8 - IEEE - IFEAhEiEE

}

J&% (cholangiocarcinoma bile duct cancer) ~ H&E - H BB S S EN(GENE ~ TiR%E
AR - A TEAMRENE - BB CHARREE - BHSARE - THSH AR SR 4HAEREE (SCCHN) -
MR Z &SRR - Fr4HREsrE - BES AR - FRPER IR - B - i
BB 2 M5 ~ BER A RS ~ FHEE - AFAEREEE AT R (HCC) ~ M
52 4 KBS B (DLBCL) ~ JREE & kSR (NHL) ~ Fififg ~ /N4 At i 28
(SCLC) ~ FE/NAHIHA 8 (NSCLC) ~ pireS EHHNRE ~ BEE - wiaEERE
R ~ BA v R AR ~ IR ~ IR ~ 238 ME g ~ 23R
HEER AN BEAREE - ROHEEAIRRE ~ S o unhER ~ DAL - BRARRE - F
BEIR HIRRRRE ~ HOIRSS AR ~ HRHEAE - B IERE - TR - VSR
T ~ EERCHESRE - AUYIRRSE - SRV L SRR Y B (metastatic castration resistant
prostate cancer)(mCRPC) ~ 1% Zi# %) f& 2 Z 63 (posterious uveal melanoma) ~ EifiE

BAEREIE ~ UV ~ SR - A~ SEHE - EEIIRYNEP R A

511 H 0 96 H(HHREE)
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202310874

T~ PCAHES AR ~ AESILIATRE ~ ERAHAR AR - BHIRAAERE - SR VBRI
SENFE - W - RORRE - HOIREREE - PRE& D RERI 20 -

[0055] AEFHAFRML T ANBRY A ASRARIVE N H =0 H A EmEEATr
B SRR - AL IR - B - SSEIEE - TEWNERE - B - GEJ
- BASERE - BPEE B OSSR - ONELRE - RUYIRRRE - KR NIPRER b A7 o

[0056] AZFERIRME T AARNY A ®RIE /730 - HPILFYEE
SCAC - ilif2/ENSCLC - FBREETNBC » (7B 2B R e e i 4liffz - 85
SH#EZSCCHN - Hii7I[BRE ZmCRPC « AR A NBHIY A A iAny E i
FiE o Bzl Em R N2

(& =]

[0057) ASEHRIRAL 7 NG EVEEYH&Y) » HEEHi ABT-H3
(“hB7-H3”)#7i#5(“enoblituzumab”) MR BT - AZFHHE—DHRE 7 E SRS
HEVINE R ER « A%IHE—DRME & enoblituzumabiy HHEAEEY)2H
&Y BESHEEE MY AR - FIEFEE T - JARFREBT-H3WYEEEHY
ik - Bl Ll aRA e s TE; A % EH Jenoblituzumab -

I. Enoblituzumab

[0058) Enoblituzumab ( 17 % /& enoblituzumab ; CAS & 2 3F
1353485-38-7 » 22 RL{F40 - 5= H A5 8,802,093) 2 4% & B7-H3 H 11 E 1Y 58 HY
ADCC EM:HIFc B (LB T E Hi#E o Enoblituzumab /i & &7 1235V ~ F243L -
R292P ~ Y300LAIP396LEL (LAY AlgG1 Fel@isk LAiEsa ADCCEY: » HrhIgGE g
FRE4RSE S 41Kabat% - SEQUENCES OF PROTEINS OF IMMUNOLOGICAL
INTEREST * Z55HK » Public Health Service » NH1, MD (1991)FHYEUZ 5 |HY4R5% -

512 H 0 96 H(HAHRHE)
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i A 2% \1gG1 EUHB(947%% - Enoblituzumably 25 S FIES S0 S KL lE 551140 DA
NET7T:(WHO Drug Information 2016 > Recommended INN : List 76 » 30(3)):496) -
FiKabat/E ZHICDRANE LR

[0059] Enoblituzumabiy S #HY & EEEFF51/&(SEQ ID NO:1) (CDRy#E
ELUHAS R EUR © R & LA SR 48Rl B Fel@ s B A UK A A e 435

)

EVOLVESGGG
ISSDSSATIYY

LVOPGGSLRL
ADTVKGRFTI

ENIYYGSRLD
VKDY FEFPEPVT

YWGQGTTVTV
VSWNSGALTS

SCAASGETES
SRDNAKNSLY
SSASTKGPSV

SFGMHWVRQA
LOMNSLRDED
FPLAPSSKST

PGKGLEWVAY
TAVYYCGRGR
SGGTAALGCL

GVHTEFPAVLO

SSGLYSLSSV

VTIVPSSSLGT

QTYTCNVNHK

PSNTKVDKRV

EPKSCDKTHT

CPPCPAPELV

GGPSVELLPP

KPKDTLMISR

TPEVTCVVVD

VSHEDPEVKE

NWYVDGVEVH

NAKTKPPEEQ

YNSTLRVVSV

LTVLHODWLN

GKEYKCKVSN

KALPAPIEKT

I SKAKGQPRE

POVYTLPPSR

EEMTKNOVSL

TCLVKGEFYPS

DIAVEWESNG

QPENNYKTTP

LVIDSDGSFEFE

LYSKTLTVDKS

RWOOGNVESC

SVMHEATHNH

YTOKSLSLSP

GK

[0060] EnoblituzumabdJS MY 2 A2 75152 (SEQ ID NO:2) (CDR %%

ELUHRRATRAREDT ¢ I & LU R ER)

DIQLTQSPSE LSASVGDRVT ITCKASQNVD TNVAWYQQKP
ASYRYSGVPS RESGSGSGTD FTLTISSLOP EDFATYYCQQ
GTKLEIKRTV AAPSVEIFPP SDEQLKSGTA SVVCLLNNEY
DNALQSGNSQ ESVTEQDSKD STYSLSSTLT LSKADYEKHK
LSSPVTKSEN RGEC

IL.  ZYRAEY)

[0061]) AEFHARVEEY)4H &AL S Dlenoblituzumab ~ & ERIFIFEER] - i

GKAPKALIYS
YNNYPFTEFGQ
PREAKVOWKV
VYACEVTHQG

HA S B ““enoblituzumab4f &4 5 “enoblituzumab 247z 5.(DP)2H-&4) ©
[0062] IAS{ERRY  “& Bt A el @ foilo A B3 BT —E
RS FRUARE{ERARY E N SOME e o MR ZiMTsERY 5 S AR E IS ZE i

513 H 0 96 H(HHRHE)
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202310874

NBHGEREA BRI HAEA T2 A SINES - AIF BRI ERHEY TS
YRR IR ETH (term) Bz 2 ITECRE10% o

[0063] ATASL{EFRY > BHEID U —(#/—FE " 0 Friall/e " EiE E B E
P> BRIk BTN SO AIAMERE © NI > B0 - 38 ki sl oo B is B WAl R
ZE AR ST AT > BRIE BT A ARSI - [Alf - “BC— s EATED A “(E
— (either)” (BCHMIRDIAYRE S - R BCIHMER RBREME-B140 - A AxEkyHY
—{E )RR - B RS TEGIL - <xEy " ForxEy L —BH#E) -

[0064]  flosE “NI/E I IERRRE Ry EL S ME(BIAD - <A/ By "Fomx By < — 2K
W) o AL NI/EEC B TE = (A ECE A SRRV AR RIE T iR
BREBEMEEHEER  FrAEEENEREAESEEE - 9 1
st A E AIEA SKIA T (5 FRY0RE - P E 5 (have) ~ H. 5 (having) ~ ELff(include) (]
Bl (including) fER%Z # R FE Ry BT 55 B & (comprise) F1E) & (comprising)[F £ © R
TR/ BT R BRI LR L > ATLMEBE A LR - S S A
e BASTESH  L R AR B AHER - (FE RIRIRFIMoR B - AL —(EE 5=l
TR XA/ EY " H UEFfE X (EEEH ELFEPRY 2SI R) - AE— S E i =l > &
fa YR BFERR X LIS TLR) A — S E R T2\ - 1 XA Y /i & (B
FEEAMICER) -

[0065] ATASCEERRY > “LEEER e 2EVI VIR ZERERH 77 - B4
ZEEERH AT LA 28 ~ LBEER (acetate salt)N1/2K 2 BRERGR EIRIRAK, -

[0066] ATASCEERIRY - figsE /KM Efa 2 7/KIER -

[0067] ATASCEEFIHY - flosE TR EHY”/E HEenoblituzumab (£ FHFHF A _F
PrEFEYERIEEM: - (BETREN: ~ BB/ B A& -

2

14 1 > £ 96 HEHHHE)
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202310874

[0068] flrsE S 2RI 245 o] LARHF eIl IRy —Ehiefe] > Horp i
A EORFFBEIEEN: ~ (BB EM: g iE MR/ B AETEM: -

[0069] AASHIEIilc N SiFEEERY > HHMERAIFTHE HEY > FralEntie
REE RIS - ASCABHRIATA SR & AT 2] e Ry 7 #elE K 21
HERVAH S - EAEhES o IENZNLL - BT B E e R Ry B R H S
FIEBATAST RO T 0 (B 20 o B 0 S Y AR (T A P A SRR 355K « a0 - 1
FI108 7 2t s (B e e 52 Ry B AR B SCRF RS S i e/ IMEL T AT R KB 10,2 AT AT/ 2
B e/ IME TR A R E V08I A0 AT TS E s (EEAYEE KIH + thatiesh » Fr
AT #EHN DA/ ME 1B RBAMGE HL LA s RAE 10BN SR (40 - 5.5%110
2.34%13.56 %) B 1 2 OB E{E WL - 3 ~ 5.8 ~ 9.9994%) -

[0070] {EARIF1 & E A0 T DL 55 H w8 7o oo st el H RESaReAR (]
e E R L2/ VSN —F - =y — Wy — Ans— toZ—% -
TERIERFIVE R - AT smey S E & i IR B Bt By R T =02
— W= ML E=0 2 —F o AEEEn A\ BRI AR S - A%
Z(upto)” ~ “E/D7~ R ~ UNRTE > AVERERTS SRR E T HAE s AR E
R R A S P By T HEEHVEE o BEAL o dASEIE il A\ SRR AR - i E
BIEEEERRIRE - NIE - §140 > B 13U EEfE EA1 » 25GBEHYAH - 4
L - BEA1-SEREEIEEATL ~ 2~ 3~ 4S8RV » FF -

[0071] ASORGIMEAFAEVE N U] AR A ASCR ARG A FARE A
—fE A TTER ~ — S ERHRIER T EE R - NIE > fla0 - fisg e
&7 (“comprising”) ~ “EIE” (“including”) ~ “F757 (“containing”) <5 i HHH

BT A SZ PR o JEAT - A F B MTRE AT 22 46 F 1 P 2 P flar i A 2 PR 1

515 H 0 96 H(HRHE)
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202310874

VEffasE > 3l H A5 AT aE A e i e S R B R P A i A Ry B LT S R
ERFEP Ty - BRERE R B K R Ry R T s B A o] UE T S
B BEAN  RERE“EEA BT SH R R R R Ry B AN L B RS Y 2R/ T L R AT L
N EEF BB RGN E A AR EEI AT LR © MRE - il
PR E ARG ERLR

(0072  PASIHAZGF ARYSCAR T & A B E FRALELA LB HHYE AR
MRHRF R HEPR AL ©

[0073] ALBHRAL T AEGAFREA LRI enoblituzumaby ¥ B A1 {E 52
fEE MU BB VR B A T E RV ER s &) » HE—(EE T =00 > A
NERRVERY AR SR AR - PREFAY0%EE % ~ KY80% B FHE % ~ KYT0%E
% ~ BEI60% B F ZHenoblituzumabH P ER IR EM: ~ (LERTEENE - REVEIEAD/
BCAEMNEN: - AE—(EE AT - AEEIRHIE > PREFRI0%EE % ~ §I85% B
EZ ~ AYB0NEE 2 ~ GYTSPEHEZ ~ STONEFEZ ~ E65NBHE % ~ BiEy60%

B8 2 HYenoblituzumabByYEIRE EM: « (BEIRENE ~ FEEEVA/ YN -

SEYsH VIR SR AN AR o THAE I RAE &) PR E R —ER i 2B -
[0074] AfE—{E&EHE 7=\ A IHRVEEY)H &R B4R EL25°C LD

QIMEH ~ 28925 CE/DL2(E A ~ EEV25°CE/DE3(E A ~ FELY25°CE /D&
A~ AE8925°C2/D&y6(E H ~ 1£2-8°CZE/DEV6(E A ~ #:2-8°CE/V&y12{E A ~ £:2-8°C
E/VEB{HH ~ AE2-8°CE/DL24(H A ~ 1£2-8°CE/DEI30H ~ £:2-8°CE/DE36
{EH ~ 1£2-8°C2/Day48(HH HEHE2-8° C R &I48( H » (L7 —BE M7=\ F > A&
HHEYEEYIE SV EZRHELI25°C2/ VY6 H - 55— R\ F - ATHAY
AV EANIHE2-8°CEDER4F A - 15— BT\ - ASETHAYEEY)

516 H 0 96 H(HHRHE)
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202310874

HEYIEFIAE2-8°CE/DEY36(E A - IS —Eh /T - AEPERVEEYIH S
VI EGHA{E2-8°C R/ DEJ48(E A -

[0075] Y)EEFACERREE N —TEE &2 A% ARV EEY)2H S s A3 1A
fY45 827718 H enoblituzumab A BSR4 - Enoblituzumab Y BE §8 4f1fE o] LUEE (T
o] & Ay 7 A m RS B A TE )+ & (B fSenoblituzumab) - EA > FE RN E
RHYE HMWYE) /2B A 7 T8/ A BB LMW BRI &
YIBOERTEOENEE - Bt - BEERGREEEL T LURIBIEE R — R
Bt = B A TR 7> B (B AGenoblituzumab) » F1I/ECHMW I/ ELLM WY/ E &
T HJenoblituzumabZE H B HHE LM E - fE FL L i /7 =0  AEY)E (RS - HMW
FILMW)AEY 73 b (%) et B4R E BT H 77 EE(%) « TE—(EE i 5 =0 » 7645
TER—ERIR RN - RS ERRYEEYIAH &Y B0 IR RYAS 825 7 H enoblituzumab Yy
AT HEL R LTS BECE /D - BEAYI0%EE /D ~ BREISBECE /) ~ BiAT4A%EY,
E/D ~ BEBBEE D ~ BE2%E D~ &1 %5 E D o fE—(EE T
R EN—EREN - KREHNEYHEGY SRS A4 55K+
enoblituzumabJ B B4 FEATEIS REI6 % FE /L - HE—EE M T » (Ef5EM
— BRI - ASEIHRVEEY)AH SV ECAR S PHRY4E 55 K F enoblituzumab Y ELAG
SEHHBR APV « (ER—EH =t - (EfE e — ISR - A3
A EE 1) 4E & ) B AS B R 1 465 82 775 7% T enoblituzumab 7 B8 B 4 122 1998 26 /N ALY
4% - (E5—EH 7T - EfEEN— RN » REIRnEEYIH S YEASE R
HY4AEE 751 Henoblituzumabi BE RS 4 FERYIR R IZL3 R E /D « fE5—E 7=
o EfEERN—ERREN > ASHNEYE SRS HNG SRR T
enoblituzumabfy B FS 4T HIIBFEE2 % /D o FEREE T 7= - AHHAHY

517 H 0 96 H(HHRHE)
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4B LY A B BR R4S 25757 F enoblituzumab A HM WL/t LMWH7/8 48 K~ HEFR
=R B (SE-HPLOHIE - fE—(EIAE 7 =0F - BEYERE I EE(%)
#est B ASE-HPLCY) EE(H]] - BEES - HMW ~ LMW)HYEIFERR LARTA IR 4EAD -
FtEE A EI T 7EE(%) -

[0076] fEHAME /720 A3 ERAYEEY)4H &) Fenoblituzumabiy HLAS
WS PR L5 C /D MEH ~ {E4925°CE/DER(E A ~ £4925°C2/D&I3(H
H ~ 825 CE/DYMEH ~ 1LEI25°CE /D6 H ~ IE8I2°CREI8° CE /D EAY6(H
H ~ E&R2°CEA8° CE/PAIMA ~ ER2°CEL8 CE/PLIISHA ~ T42°CE
I8 CE/DENRMEH ~ FELI2°CERE8 CE/DE30H ~ LLI2°CE LY CE/DEY36(H
A ~ fEE92°CELI8°C 2 /DEYAS([H H BRI EI48(E A « I —{EE i = - AR
HRHYEEY)4H £ 9) FenoblituzumabHy BE R4 T AL N25° CorFF 2/ D&Y H - fE55—
it 7 F - AZIHRYEEY)AH &Y F enoblituzumab Ry B AR 4 E {E4T2°C £ 478°C
CRIEFE36(E H 2 % « L5 — 8 2N » A IHHYEEY)4H &%)+ enoblituzumab
A BB A FEATAI2° CR QU CLRIFFAU48(E A -

[0077] FEEMIS—EEEARHNVEEYIAH S YEARSHIVEEEE K
FrenoblituzumabHy i R E MR VIR EN: - ELEHGY A Dl e HEER
(PDR[EIHSAEEES o B BT EEE o NIt 2R MR E] DUSEE
] & @AY 7 AN E T &R IEMCP) ~ BB (AV) IR 38 B V) KIEE ©
U1 > ARFEHAAYenoblituzumabZH &9 o] LLELEMCP ~ AVAIBVEH 7T - i H B M
TR 5 B ] DA 2 28 A 915 o e T 1% 2 203 e - MCPHY B 8 R/ A VAT BB VAT TR B
ACORE - AE—(EE =N - fEfe ey —ERESE N - AZIHRYERY)H &P

SEHHRY4A 85578 HHenoblituzumabfYMCPRE(EAT15% 805 /D ~ BidJ10% 85 /D ~ 3¢
518 H 0 3t 96 H(HRAHE)
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202310874

LISUETE /D  BHTAGE T/  SHPBHEE LD + SHI2% /DB G -
fE— BB 3t - e — R A SR EEA S A SRS
2375 P enoblituzumabHT AVHIIIAT 5% 20 /b - SEI10%EE /D  SU4T5%s
1) SREGARE ) - LB E D - BERTRE DRI B E D « {5
B Jyate o AERE T — R » A SRR EEY A S ISR B R S
enoblituzumabfIBVHILT1 5% E /b ~ BATI0%ELE D ~ BAISHEE D - T4
4% T /D  SHTIBETE ) - 2T E VBN B D - (LB —EHE R
145 T B — FL B T N+ A 9 TR 69 B ) 4 ) BOA B8 B 0 46 B AR
enoblituzumabffJMCPIE{E4T1% ST /D « £ F— B R » {EHs AT —
A > A BRI B A B 44 HE A FenoblituzumabBIMCP (496 %
WE/D - (BB (R — BRI - A ST EE A A A
SIHTAA BEA T P enoblituzumab I MCPRHEATS %l /b - 12 F—BEH 7+ »
fofe 0 — ER ISR 0 - A SR A9 BE M A 4 W B A % DA A 46 BB
enoblituzumab I AVHANLTT IS E /) « {ES— MR » e R — L ]
g A B B £ B A B4R HE I enoblituzumab B A VR IXT6% 2
T o LA BRI  (ERSER— BRI » A SRR S sk 3
A4 enoblituzumabHI AV NATS % b « £ S—BIRE TR » 145
TEHT— I + AR U B A S U4 B i enoblituzumaby
BV IIXM%SE /D - £ 5 —EHE AR » (Efs e —EsR Ny - AgsIai gy
4 £ B A ST ST enoblituzumab T BV AIXI3 %08 /D « 1 55— B
HAT o e E—ERRE RN AR S SR SR A HE
enoblituzumabffJB VI AIKT2% BT /1 « {ERAE BT 7t A BEHTEEYIAE &)

5519 H 0 96 H(ZHRHE)

111126185 FEHESE A0202 1113242952-0



202310874

B SEDHH45 557 1% - enoblituzumabHYMCP~ AVAIB V&L T 3= SURAH (5
(IE-HPLOMIE AR E N 0 - ARV &Y BB I G 85 AR
H1enoblituzumabAYMCP -~ AVHIBVE £ 4ie HE B E (cIEF) = -

[0078] A HAthE i 72 A IHNYEEY)2H &%) T enoblituzumabiy S2H
MERHEORIFAEEI25° C R/ DY UE H ~ 72825 °CE/DERMEH ~ 124925°CE /D& 3
A~ AEEN25°CE/DEIME A ~ E4925°CR/DEY6(E H ~ E&I2°CR A8 C R/ D AO6(H
A~ FEER°CELIS CR/DLIIME H ~ EER°CEL CE/DLIIS(EH ~ L&2°CE
KI8°C/DERAMEH ~ {E42°CELI8° CE/DLYB0E H ~ &2 CR A8 CER/DE36
{EH ~ HE&Y2°CELS CE/DLVAB(E H BRI (E A » FE—{HE R /T H » A
ZIARYEEY)4H &%) enoblituzumabfy B MERFEAELI25 Chriss 2/ D&J6(E H © 71
ST - ARIHHYEEY)GH &) FPenoblituzumabiy S E VR EHEL2°CE
LI CIRFFLY36MH HELE % - fE 55 —EH =\ » AR HREEYIH e F
enoblituzumabfy FE VEFFEHEL2° CE LIS COrIFEV4S(E A -

A. Enoblituzumab4H-&%¥)

[0079] ASEIHRVEEY)SH SR - enoblituzumab2H &4)HY4H 73 5] LLLLER
(I RADE S —EHE - B0 - (E RIS EY) - (MR BV E S
ay AN ~ e NS o FE—(EE 20 - ARSI & YIE Bk
AR HLIE - HRRASTE IR 0] ME KR IR a5 PAELV2°CHISY8 C. 2 FElfh 1T - 1A
SFRERER B IRRAS AR AT DA R A RUAE 2= 0m (RY25 )i IR 7 -

[0080) FEFEEEfiE /72 A 4% IHAenoblituzumab &) 38 1A it
FRF > EaJ DAGIAD - & A fEE0.9%F s (Ban » ABE/IOREST 85 ~ &8

LSV F AR B o AR R E i =0 o A ZEER A enoblituzumabiH &7 8 45

5520 H 0 96 H(ZHRHE)
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202310874

JEHTHE AN - 5] DR HE0.9%EAEEN LAE o] DA ERE A Z BIDE & E T - WA SCEHII
HY o [#Henoblituzumab&H &4 5] LLEL S TR B0 EHA K& Henoblituzumab -

[0081] fERELEHE /=0 A ZEEE T enoblituzumabil £ 47) 48 1 1 1
A ECRIDABIAD - & A R S %A TERERY/K(DSW)RYEST 85 - Bes ~ SRE(
BRI BT - AFFEEE =T AE A BV enoblituzumabiH & 97) 8 18 F 5
ht FARS - B AR BEDSW LA 0] DUERE A < RURE &R » WUARSCGERARY « IR
enoblituzumabzH & 7] DLEL & TP B B3 3 & Henoblituzumab

[0082] fE—(E & 7=\ » AZEIARYEEY)4H &%) H S enoblituzumab ~ 2
BZER ~ FERE - PS8OFI/K - fEHLEE i =T - AEFIVEYE YA EabiE
(BRI - B ERR) -

[0083] Z[&E84H 5 o] AR 2B R0 L FREERE K - nI 20y O EsE - 1
RIRPY + 21885 ~ LlesE ~ JFaH - 2R ABesE - i—EERA=F > 2
FZER B 2K ZBE R L BE S -

[0084] fE—(EEH T+ AIFRVEEYMHEY)/E S LTS mg/mLEL]
200 mg/mLR[E HYenoblituzumab - 1 55— & ht T - ABFRVEYIHEYIES
LI&y5 mg/mL £ 460 mg/mLR[E Henoblituzumab « 15— Hii T > AEHAY
SEY)sH o) & LLEY20 mg/mL £ 49130 mg/mLIREHenoblituzumab {1 55— &
AR H o REBEHEYHESYE S D420 mg/mL £ 4740 mg/mL & fE Y
enoblituzumab - {E55—E N - AZFHAVEEYIAH &Y S L4920 mg/mLE
€30 mg/mLZ[EHenoblituzumab - 1£55—8&hi /7= - AEHAVEY)HSYIE
£ 11%922.5 mg/mLZE4927.5 meg/mLiEREJenoblituzumab « {5 —EFHE S0 » A

SEHRAVEEY)AH S Y1E & DAZY60 mg/mL £ 45130 mg/mLERE Y enoblituzumab 1155
521 1 o 96 H(BIHRAE)

111126185 FEHESE A0202 1113242952-0
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— & TR H - ARSFHAVERYAE SRS LAEY8S mg/mL 24105 mg/mLIREHY
enoblituzumab - {E55—& i T F - AZIHRYEEYIZH &Y 2 LAZY115 mg/mLE
&J125 mg/mL;R[EHenoblituzumab - 1£55—& it T FH - ANEHAVEY)MHSYIE
& DA4Y135 mg/mLZE 47155 mg/mLERE fenoblituzumab - {FHE—& G =0 » A
SEIRAVEEY)H YR & L4165 mg/mL £ 47175 mg/mLjREE A enoblituzumab © {f
FH—E T H - ASEIRAVEYIAE &Y E PAEY185 mg/mL 24200 mg/mLR[E
Fyenoblituzumab « {£5—&Jt S - AZIHRVEEYIH &YIE & LLEY25 mg/mL
J&E HYenoblituzumab - 1f 55— & 5 - A IHAVEY)H S YIE & LLLI60
mg/mLjREEHenoblituzumab - 11 55— & T ZUH - A IHRYEEYJIH &R & DALY
90 mg/mL R Henoblituzumab - {£5—E it T F - ALIHRVEYIA YIS
LL&J 120 mg/mL & [ iy enoblituzumab - = & & T /LA 5 £ EH 2 M HY
enoblituzumab & » FE414910 mg/mL ~ 4922 mg/mL - 4927 mg/mL ~ 4930 mg/mL ~
#940 mg/mL ~ 2950 mg/mL ~ 2980 mg/mL ~ 29100 mg/mL ~ 49150 mg/mL%5 -
[0085) AE—{EE)E TN » ABHIVEYIHSYEEES mM 2430
mMABEER - {E5S—Eh TN - NSNS S YIE &4 mMELY25 mM
LB - AE S —Eh AT - ARHRVEYIME SR E 48 mME4y24 mM A
AL ST  AFIHNEEYIME SR ST mMELY1S mMAFEES -
EH—Eht 7E - ARSEIANERYIE S YIE &4I8 mMEL12 mMZERER - 1155
— &t 7 ARV EEYIME SR E 49 mM BT mMABEE - fE—(EE
B =R - ASEEEAYEEY)AH SV RS 416 mM E 424 mM /L FEES - fF—(EEHE
o o ARSEEHRVEEY)AH SR -E Y18 mMELY22 mMAMEEE o fE 55 —E =

F o AFIARVEEYIRE SR ELI10 MBS - (£ 55— i =0 - AR BHAYEE

5522 H 0 3t 96 H(HHRAHE)

4

4
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202310874

VIl P1E 524920 mMZRRER - 8558 1AL T MBS E L HeY ZBRERE - thA
8 mM ~ £y14 mM ~ £Y18 mM=ZF o {E—{# & H= T - AZIHAYH S LR
BE KB LBR (B0 - MoK ABesh ~ — /K OB/ B =K ZBEHT) © ROk
F » =K LB/ BT K Z B A1/ E =K Z B8R i ALK Z B AH S T DUERS
WIS LBRRRRE - SIASCRBERY - Al DUE B RP 2RI ZRREBUE Z R
EETRIPHY Al - FTERP ARV OB EEEA R JB s - JB - JB%
P50 BEFE ©

[0086] fE—{EEHE /TP - AEIHRYEEYIH &Y E & LL140.05 mg/mL
££J0.8 mg/mLIZEHYK LB - 55— = > ANEIARERYIE &Y & L
€J0.1 mg/mLZ££0.65 mg/mLIRER KL » Ho—EH 7=\ - ARHHRYEEY)

HEPEZELI0.1 mg/mLEL70.35 mg/mLBERTKLE - fE5— 853

AEEIRRTEEAR &S DI4TY0.16 mg/mLE470.20 mg/mLEFEAT K L1 - 4 55—
B 7= ARV EEY)AH &Y 2 490.23 mg/mLE470.30 mg/mLIE IR KL
’z AL SS—E R T ASFIRRVEEYI2H &Y & DLAEY0.4 mg/mL £ £70.65 mg/mL
RERKLME - TS —EH A H - AEFEYE G Y & LLET0.45 mg/mL
££J0.57 mgmLBEEHKLEE - (ER—Eh 7= - KEHEVEYRISYaE
PLEJO.18 mg/mLBEEHKLEE - fER—Eh /7= - REHVEYRISYaE
PLEJ0.27 mg/mLBEEHKLEE - fER—Eh 7= - REHVEYRESYaE
PL&J0.52 mg/mLREEHKLBE < BEE T EMTE S E MK IBRRE -

i

il

H

1490.08 mg/mL ~ 0.15 mg/mL -~ 0.25 mg/mL% o
[0087] fe—AEHEHRT » AHFOFEYESYEELILI0.50 mg/mL,

£492.0 mg/mLREH —/KABLIR - 55— Eht7=\F - ARIHHEEYIEEYIE

523 FH 0 96 H(HHRAHE)
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ZLA%0.6 mg/mLEL1.8 mg/mLERENT=/KZFH - fE5— B 7=+ > A%HH
HYEEAH SV S DLAY0.6 mg/mLZE 4 1.2 mg/mLERE = /K 2. G4 - £ 55—
i RSEBHARVEEYIAE & YE & LLEY0.86 mg/mLE &Y 1.1 mg/mLRERY =K
sl o LS —EH =N - ARIERVEEY)AH S YR & LL£Y0.66 mg/mL A £70.81
mg/mLREEH =K LB - fEm—Eh T =\F » KEHEYEEYE &L
1.2 mg/mLZE471.8 mg/mLEREN =KL - fE5—Eh =0 ARIRIEEY)
HEYIEE LIEY1.35 mg/mLE&1.65 mg/mLIRERY = /K LB - 55— B T3\
d o AREHRRTEEYIAH S YV E A DLEY0.74 meg/mLEREN =K 2 e - £R—ETE
JEH - ASIAREEY)AE & Y)EL & DA4Y0.95 mg/mLEE R =K ZEES © 55—
T A o ARIENEEAL S YIRS IG5 mg/mLERER =K LR - EE
FE T AL B L E 2 M /K A B sRRre - Eh1£70.9 mg/mL ~ €91.2 mg/mL ~ 4
1.7 mg/mL% -

[0088) H—(EEHE H=\F > ASEIHVEYLESYEELIZI0.05 mg/mL
£%70.8 mg/mLRERKZELFILLZT0.50 mg/mLZEZY2.0 mg/mLyRER) =K ZHz
- AL S —E T - A IRV EEY)AE &) L& LA%Y0.1 mg/mL 2 £Y0.65 mg/mL
SRR K Z B8R LAZY0.6 mg/mLZE 4 1.8 mg/mLEREHY = /K /. Fe sk - (T A —E ) 5
o o ASIRHVEEYAH &Y & LAEY0.1 mg/mLE£0.35 mg/mLREERY K ZEEH]
LA%90.6 mg/mLZE&Y1.2 mg/mLREEHI =K LB - A3 —E 720 » ASETHHY
SEY)H &Y E & DLEY0.16 mg/mLZE £70.20 mg/mL & 197K 2 i F112L470.86
mg/mL 2411 mg/mLRERY =K LB - fE 55— 87 =\F - AEHAVEEY)H
EYrEE LIEY0.23 mg/mLE£70.30 mg/mLREHY /KL EEATLIZY0.66 mg/mLELY

0.81 mg/mLBRERY —/KABGHN - (L5 —EHE Hz\0 > AEHNEYEEYIEE

5524 1 0 3t 96 H(HHRAHE)
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PL#90.4 mg/mLZE%0.65 mg/mLEER K ZBEFILIZT1.2 mg/mLE%1.8 mg/mLjE
FEHI=IK ZBESA - AE 55— Bt 520 » SR IRV EEY)4H &8 & LL4Y0.45 mg/mL
2 490.57 mg/mLEER K ZFEF1LI491.35 mg/mLE4Y1.65 mg/mLEEHI=/KZ,
Bt o {E 55— 7=\ - REIERVEEYIAR & Y)E & LIEY0.27 mg/mLIREEHTIK
LEEAIDIZY0.74 mg/mLBER =/KZEESN - A9 — B = - ASFEARYEEY)
HEYEELIL0.18 mg/mLE R /K2 EE R LIEY0.95 me/mL B =K
8 o LB —Eh T - ARHIVEYE SRS LIEI0.52 mg/mLREEHIKS
FEF1 A2 1.5 mg/mLEE N =/K ZBEEH

[0089] fE—(AEM F=T » ALIHIVEYHEEYE SIS0 mg/mLE
49130 mg/mLBEARENE © (55— 87 =\ - AERRVEYIZH Y & PI&YT2
mg/mL £ 4108 mg/mLEERTFENE - L5 —F 7=\t - AZFFERVEYIEEY A
Z LAZY76 mg/mL £ 47104 mg/mLRRERVEERE - 1255 — Bt i =0H - ASEIHETEEY)
(HEYrEE PLEY80 mg/mLE 47100 mg/mLBIERYFENE - (e85 — 87 =04 » A%
PRVEEYIAE S YR E LAEY90 me/mLREAEE < BEEE T LB {E 2 EH
FEHEERE > LE404985 mg/mL ~ 4987 mg/mL ~ 4992 mg/mL% -

[0090) fE—{EEHE7=\F » REFAVEYLE S EELLIEI0.05 mg/mL
£490.6 mg/mLIREATPSS0 « {1 55—E i /7 =\H - AHHRVEEYIRE S B &L
0.08mg/mL ££0.53mg/mLRFERYPS80 - 5 —E i =\ F » ASHARYEEYH &
Y& LL&Y0.08 mg/mLZE£70.2 mg/mLBERYPS80 « {r5—&E i 7=\F - AT
NEEYIHEY)EE LIE70.08 mg/mLZE%70.12 mg/mLEREHIPS80 - (L5 —EE
o AESTHIVEEYIAE SYVE S DLEY0.1 mg/mLEEEHIPS80 - B R T AL (F{a]iE

LE{H > FEIRYPSS8OERE » EL#0470.09 mg/mL ~ £9J0.11 mg/mL ~ £90.13 mg/mLZs -

525 H 0 96 H(HHRAHE)
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[0091)] fE—{EEH /7=0F » ANEIANEYHESYEFLI4.02£476.08Y
pH « fE55—E i H=TF - REIHRVEEY)ISH S B H L4412 495.6/JpH © {£55—
Bht A - ASIHIVEEYIE &Y B R 44 32495 309pH « fE S —E T
REFIREEYIAH &Y B &I4.5245.509pH « fE55—E i =0 » ANEEIHEEY)
MHEYBEALI4TELIS55 (B > 495.1 + 0.4)H9pH « (FA—E i =t » A0
s AH S B 494.6 24954 (B > 495.0 £ 0.4)89pH  fEB—E i A=t - A%
HRHVEEY A S A 494.42495.2 (R - 494.8 £ 0.4)dYpH {55 —E i 7=\ -
REEIRHEEY)IH &I B A LI4.809pH « (E55—E i A\ H - AREHNVEYIHEY)
BAHYS5.00pH - fE55—Eh 72\ F - AEIANEYIH &Y B A45.10JpH - =2
R TR IS E 2 EpHE » FEA04Y4.78pH ~ &4 .989pHEAYS . SHYpHES -

[0092)] AfE—{EE G Z=F - KREHYEEY)H EYIE 245 mg/mLEL
200 mg/mLfAJenoblituzumab ~ €95 mMZELJ30 mMZEEHT ~ 4950 mg/mLZ47130
mg/mLEYEEFE ~ £90.05 mg/mLZE470.6 mg/mLAYPSSOFI/K » H A ¢H&Y EA454.0
F£&J6.009pH  {ES5—EF i =\ H - AZFIHRYEEYIZH &Y 2495 mg/mL £ 4200
mg/mLHYJenoblituzumab ~ 498 mM £ 424 mM /,FE$ ~ 4972 mg/mLZE 4108 mg/mL
HYREERE ~ £90.05 mg/mL 2 %Y0.6 mg/mLAYPS80FI/K - H A dH &Y EALJ4.4245.6
HYpH -

[0093) AfE—{EEH N - AREHIVEYIZE EY1EE4720 mg/mLEL)
40 mg/mLAYenoblituzumab ~ £57.5 mMZE 415 mM 2GR ~ 4950 mg/mLZE%7130
mg/mLAYEEFE - £90.05 mg/mLZE40.6 mg/mLAYPS80FI/K » H b 4H-E& EHEI4.0
F£&J6.009pH  {E55—E i =\ H - AZFIHRYEEYZH &9 &2 4920 mg/mL £ 4740

mg/mLHAYenoblituzumab ~ 28 mME 2712 mM /. BEEH ~ 4972 mg/mL £ %7108 mg/mL

526 H 0 96 H(ZAHRAHE)
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HYREERE ~ £90.08 mg/mL £ %Y0.2 mg/mLAYPS80FI/K - H A dH &Y EALI4.58475.5
FIpH - £ 55 —E i 7 =0 - AZBRRYEEY2H &) 24920 mg/mL 2 930 mg/mL
Hyenoblituzumab ~ £J9 mMZEZJ11 mMAEEER ~ 4976 mg/mLZE 47104 mg/mLAYJH
FHE ~ 490.08 mg/mLZ%70.2 mg/mLAYPSSOFI/K » HhsH &Y EFLI4.5 2 495,507
pH - fE 55— &N /720 » AZEBHRVEEY)AH &)L 2 4925 mg/mLKJenoblituzumab
910 MM Z &SR ~ €790 mg/mLAYEEfE ~ £70.1 mg/mLAYPS8ORI/K » HA4HEYIA
HEJA.6 247558 pH - {ES5—E i T\ » AZIHEYEEYI2E &) H & 4925 mg/mL
f-Jenoblituzumab - 910 mM 7 &84 ~ 4990 mg/mLAYEFEE - £90.1 mg/mLAYPSSOF]
K> HepsHEYE RS 1MpH « fE5—8h 7=0F - ABFENEEYIHEES
€925 mg/mLfJenoblituzumab ~ €710 mM ZE&$ ~ €790 mg/mLAJFEFHE « £90.1 mg/mL
FYPS8ORIZK » Hrr4H &%) H 4 4Y5.06YpH -

[0094] TEmE—EHF - ALHAVEYH SV E 4760 mg/mLE£4
200 mg/mLHYenoblituzumab ~ €716 mMZE£J24 mMZ &S ~ 472 mg/mL 47108
mg/mLAVFEEFE ~ £70.05 mg/mLZE%J0.2 mg/mLAYPS8OFI/K » Hrf4H &Y B H%74.3
5 38 pH - {E 55— )7 = - AZFERRVEEY)IAH &) & 4760 mg/mL 24200
mg/mLHYJenoblituzumab 4718 mMZE 422 mM /. & $#4 ~ 4976 mg/mLZE 4104 mg/mL
FYTEERE ~ £90.08 mg/mLZE4Y0.2 mg/mLAYPS80MI/K » HoAf4H & EALI44245.2
FIpH  {E 55— B i =0 » ASEIRMIEEY)4H & Y8 24990 mg/mL £ 49200 mg/mL
f-Jenoblituzumab - £920 mM 7 &84 ~ £990 mg/mLAYEFEE - £90.1 mg/mLAYPSSOF]
Ko HpZHEYIEHLI44245209pH » fE55—E i =\ F - AZIHEVEEYIR &
ML & 49120mg/mLEYenoblituzumab ~ 2920 mMZ &8 ~ 4990 mg/mLAYERE ~ £

0.1 mg/mLEYPS8ORI/K » HAsH &Y H A EI4.4 2495 289pH - {1 55— & 5 =0
5527 » # 96 H(EHIIHRHH)
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AR ATEEYAH &Y 249120 mg/mLATenoblituzumab ~ 4920 mM ZEE R ~ 4990
mg/mLAYEERE ~ 290.1 mg/mLAYPS80RI/K » EHrh4H &9 EH%74.80pH -

[0095] FE—{EEH 7ENF » ASFHNEYIEEYEELIS mg/mLELy
200 mg/mLAYenoblituzumab ~ £J0.05 mg/mL 2 £70.8 mg/mLAY /K /[ ~ £90.5 mg/mL
Z#92.0 mg/mLAY = 7K 2B ~ 2950 mg/mL £ 49130 mg/mLAYE ¥ « £90.05 mg/mL
£4J0.6 mg/mLHYPS80FI7K - H A4 &Y EH474.02476.089pH © 1L 55—Eii )y
TP > AREFIANEEYIAE SR &5 mg/mL 247200 mg/mLAYenoblituzumab ~ 43
0.1mg/mLZ% £J0.65 mg/mLAY/K 7[5 ~ 0.6 mg/mLZ%1.8 mg/mLAY = /K FE8A ~
#972 mg/mLZ %9108 mg/mLAYREERE « £90.05 mg/mL % £50.6 mg/mLAYPSSOFIK >
HrsH &Y EAHL4.42475.60pH -

[0096) AE—{EEH N - AREHIVEYIZE EY1EE4720 mg/mLEL)
30 mg/mL{Yenoblituzumab ~ £50.1 mg/mL % %70.35 mg/mLAY /K L ~ £J0.6 mg/mL
ZE#91.2 mg/mLEY = 7K 2 BE8A ~ 4972 mg/mLZ 49108 mg/mLATEF K ~ 490.05 mg/mL
£4J0.2 mg/mLHYPS0FIZK - A& &Y EHL4.52475.589pH  fE—(E &t /5
A ASEIRAVEY)AR SRS 4922 .5mg/mL £ 4927 .5mg/mLfenoblituzumab -
£90.1 mg/mL £ £Y0.35 mg/mLAY K B ~ 490.6 mg/mLE 1.2 mg/mLAY =7K L%
4 ~ 972 mg/mLE%J108 mg/mLAYERHE ~ £90.05mg/mL % £0.2mg/mLHYPS80F]
K> Ho G EAE4.5 2495, 589pH « fE—(EEHE 720 - ANSEHRVEY &
Yel & 4425 mg/mLAYenoblituzumab ~ £50.18 mg/mLK /% ~ £90.95 mg/mL=7K
LN ~ €990 mg/mLEHE ~ £90.1 mg/mL PS8OAI/K » HAsH &I HAL4.7E4y
5589pH - iS5 — & = F - REEHNEY)HE EYE & 4725 mg/mLiy

enoblituzumab ~ £J0.18 mg/mLK /B - £90.95 mg/mL=7/K /FE#7 ~ 4990 mg/mL

528 H 0 3t 96 H(AHRAHE)
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HYRERE ~ £90.1 mg/mLAYPS8ORI/K » HrdH &Y EALY5. 18YpH « £ —{EE it
I H o AEEIARVEEYIZE &) E & 4725 mg/mLiYenoblituzumab ~ £0.27 mg/mLJK
20 ~ £90.74 mg/mL = 7K 7. B ~ 2990 mg/mLAYEEKE « £90.1 mg/mLAYPSSOFIK
HsHEYEAL4.6 249548 pH < fE55—E i 2\ H - ANEHAVEYHSYIE
4425 mg/mLAJenoblituzumab ~ £90.27 mg/mL/K /. - £90.74 mg/mL=7K /. &
9 ~ 990 mg/mLEERE ~ £90.1 mg/mL PS8ORI/K » HAr4H &) HAH%5.089pH -

[0097) AE—(EEH A - REHIVEYIZE EY1EE24760 mg/mLEL)
200 mg/mLHAYenoblituzumab ~ £90.4 mg/mL % £40.65 mg/mLAY /K /[ ~ 491.2 mg/mL
ZE#91.8 mg/mLEY = /K 2 BE8A ~ 4972 mg/mLZ 47108 mg/mLATEF K ~ 490.05 mg/mL
£4J0.2 mg/mL PS80FI7K - HApdH&EYIEAL4.3245.309pH - 55— =\
b A SEHRRYEEY)AE S 1B & 4990 mg/mL 45200 mg/mLAYenoblituzumab ~ £J0.4
mg/mL £ £70.65 mg/mLAY/KZH ~ €91.2 mg/mL £ &Y1.8 mg/mLEY =/K ZFL#R ~ &
72 mg/mLZ 49108 mg/mLAYEFHE ~ £90.05 mg/mL % 4£70.2 mg/mL PS8OFI/K » i
HEVIBEHL432L5309pH < fE5—Eh T2 H - AEHNEEYI-E e asyy
120 mg/mLAYenoblituzumab ~ £J0.52 mg/mLAY KA EE ~ €91.5 mg/mLAy =K /&
9 ~ €990 mg/mLAYHERE ~ £€J0.1 mg/mL PS8OFI/K » HzHEYIRHE4.45245.2
HpH - fE55 — &t 52 - A HBEEYIHE &Y & 47120 mg/mLHY
enoblituzumab ~ £90.52 mg/mLAY /K 2 ~ £91.5 mg/mLAY =7K 7 BE#7 ~ 2990 mg/mL
HYRERE ~ £90.1 mg/mL PS80F17K » H A4 &Y E 5 %74.8HYpH -

[0098] FE—{EEH = - &5 mLE£920 mIFyAZEIHRYEEY)H &Y R]
FIFEZY25 mg/mLAYenoblituzumab ~ £90.18 mg/mLK /[ ~ €J0.95 mg/mL=7K/,

B25 ~ 4990 mg/mLEEHE + £90.1 mg/mL PSSOFI/K » Hrp4H &) B4 TE475.5

520 H - 3t 96 H(ZAHRAHE)
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fYpH ° fE 55 —E i N > 495 mLELY20 mlfy A SEIRAYEEY)4H &1 o] Bl 5425
mg/mLAYJenoblituzumab ~ £J0.18 mg/mLK /. f ~ 490.95 mg/mL=7K /. E&4R ~ 4990
mg/mLEERE ~ £90.1 mg/mL PS80FI7K » HZH &) EHLYS.1HYpH -

[0099]1 FEm—EHhii=0F » 495 mLE&J20 mIFy A IRRYEEYH &Y 0]
HFEZY 25 mg/mLAYenoblituzumab ~ £40.27 mg/mLK 2B ~ £90.74 mg/mL=7K/,
[zsh ~ 4990 mg/mLEERE ~ £J0.1 mg/mL PS8OMI/K - H s &Y HAEI4.6 £475.4
fYpH ° fE 55 —E i N > 495 mLELY20 mlfy A SEIRAYEEY)4H &1 o] Bl 5425
mg/mL{Jenoblituzumab ~ £90.27 mg/mLJK Z.f% - 490.74 mg/mL = 7K Z.f&8H - 4990
mg/mLEERE ~ £J0.1 mg/mL PS80FI7K » H 2 &4 B H4YS5.04YpH -

[0100] AfE— (A& HZF > £95 mLEL20 mlgy AL IHRYEEYI4H &9 0]
AIFEZY120 mg/mLAYenoblituzumab ~ 4720 mMZ EE# ~ 4990 mg/mLEFE - £90.1
mg/mL PS8OFMIZK » Hr i &Y B AE4.4 24520 pH » {55 —E i N » €95
mL %4720 mIfyAZEIRRYEEYI4H &9 n] 547120 mg/mLAenoblituzumab ~ 4320
mMZEz#R ~ €990 mg/mLEEE ~ €90.1 mg/mL PS8OAI/K » HfzHEYIEH44.8
HYpH -

[0101] AESS—Ehi Az\F > €95 mLEL20 mlgy A2 IHRYZEYI4H &9 0]
1449120 mg/mLAYenoblituzumab ~ £J0.52 mg/mLK /8% ~ £91.5 mg/mL=7K/,
[zsh ~ 4990 mg/mLEEAE ~ £J0.1 mg/mL PS8OMI/K - HrpsH &I HAEI4.4£475.2
f9pH « {E 55— =t » 495 mLZE 4920 mlfgy AZEBREY B4R &) a] E1LFE4T120
mg/mL{Yenoblituzumab ~ £0.52 mg/mLK /[ ~ 491.5 mg/mL=7K /. EE#H ~ €90

mg/mLERE ~ £90.1 mg/mL PS8OAMI/K - HrpsH &1 HH 494 .8HYpH -

5530 H > 496 H(EWRAE)
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[0102] FHE—{EEHZ0F > &95 mIAyASRAVERY)AH &Y & 47125 mg
fJenoblituzumab ~ €510 mMZ &8/ + 49450 mgHypafE - £90.5 mgAYPSSOFI/K » i
HEAPHEYEFL4.6 249558 pH  {E5—E iz H » &5 mIFyA SR IARYEE
YdH &Y1E &49125 mghJenoblituzumab ~ 2710 mMZFEER ~ 49450 mghAYJEERE ~ &
0.5 mgfYPSSOFI/K » FIHHEHEYIEREIS.18pH « L5 —Ehi 7=+ > €95 ml
HYASE IR #EY)4H &1 249125 mgHyenoblituzumab ~ 910 mM AR ~ 49450
mgHYREEAE - £90.5 mgHYPSSOFIZK » FIHA4H &Y EHEYS5.06YpH -

[0103] FE—{EEH /TZ0F - 495 mIAyASERAVERY A0 &Y & 49125 mg
Henoblituzumab ~ £0.9 mgHY/K /B ~ 494.75 mgly=/K L BE#R ~ 49450 mghVREE
M ~ 490.5 mgHYPS80FIK » FIHFLHEYHEFLI4.7245.58pH  {E5—Ei )7
o &5 mIBY A IRVEEY)AE &) EL & 4125 mgiienoblituzumab ~ £70.9 mgfy
IKEBE ~ &94.75 mgHy=/K L ~ €9450 mgHYRERE ~ £J0.5 mgHYPS8ORIZK - A1
HaHEYEALS189pH « (55—t 7=0F - §95 mIgyAREIHNEEYIZHEY)
A1£47125 mgiienoblituzamab ~ £90.9 mgiY /K 2% ~ £94.75 mghy = /K ZBE$m -
4450 mgFEEAE - £J0.5 mgHYPS8ORIZK » FIEAH4H &Y EAHEI4.62475.4H9pH -
fE—EEH T =F > &5 mpyKEHNEYEHSY B S 125 mgHy
enoblituzumab ~ £91.35 mgHy K28 ~ £93.7 mgiy = /K ZFE$H ~ 49450 mgHYEEfE
£J0.5 mgFYPS8ORI/K » FIE A 4H &) H 7 474.80pH -

[0104) FE—(EEHE H=0H > 4910 mlgyASEEERY Y4 &Y/ £ 49250
mgfJenoblituzumab ~ 710 mM ZFZ#7 ~ £7900 mgHYREfE ~ €91 mgHYPSSOAI/K -
i A Hrp e B 4.6 2495 509pH » (E5—E 7=+ » 4910 mIFyAZEH

HYBEY)4H & 1)E& 49250 mghenoblituzumab ~ 4910 mMZEEHR ~ 49900 mgfyHF

%31 H > 496 HEEWRAE)
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M ~ 91 mgHyPS80RI/K » AIH ARGV EALIS IHIpH « fE5—Eh 7=H » &
10 mlHAZERRRVEEY)4H &P 249250 mgHYenoblituzumab ~ €910 mMZFEHA -
#7900 mgHYFFHE ~ €91 mgHYPS8OMI/K » FIH Fh4H &4 EAH4Y5.069pH -

[0105) FE— (@B A=0H > 4910 mlgyASEEEY B4 &Y/ £ 49250
mgfJenoblituzumab ~ £91.8 mgfY /K ZEE ~ £99.5 mgfy = /K ZEE#N ~ 49900 mgf e
M8 ~ &91 mgHYPS8OMI/K - FIH AR &Y EAHE4.7 2 4Y5.58pH - 1E 5 —&iti 7=
H > 910 mIfyA IR EEY)AR 11 & 47250 mefenoblituzumab ~ £1.8 mgfy
IKEBE ~ £99.5 mgHy=/K LM ~ 49900 mgHYREEAE ~ €91 mgHYPS8OAI/K - FIEL
FUHEYIEALS. 18pH < fE 55— i 720 F - 4910 mIgy AR RV EEYIAH &Y &
%9250 mgHYenoblituzumab ~ 251.8 mgHY /K 21 ~ 499.5 mghY = /K Z B8 ~ 49900
mgHJFERE ~ €91 mgHYPS80FI7K - FIH R4 &Y B AHEY4.6 24Y5.409pH o AF—{#
Bt U 0 4910 mlgyASEEEAYEEY)4E & )/E & 49250 mgfJenoblituzumab ~ 4
2.7 mgHYIKZ B ~ §97.4 mghy =K ZEEHR ~ £9900 mgHYEEAE ~ 491 mgHYPSSOFIK
I RHEY) EA%I4.80pH -

[0106) FLE[EERVEHE S0 > 4917 mIfg A S BE R B4 &Y 249425
mgHYenoblituzumab ~ €10 mMHJ = K ZEL# ~ £91530 mgHYEE - £91.7 mgHYPS80
F7K - A B 4E-SY) B 494.6 2 495.509pH « {E A — TSR E = > 4917
mlffy A ZEHR Y E24H &Y 249425 mgiienoblituzamab ~ £910 mMEY =K Z.f
B ~ £91530 mgHYFENE ~ 491.7 mgiYPS80FI/K » FIH AR aH &Y A5 10pH - 71
H—ulEERE A 0 &917 mIAY A HEAYEEYIE SR & 47425 mghy
enoblituzumab ~ £J10 mMHY =7K L& ~ £91530 mgHYREME ~ £91.7 mgHYPS80F

K AIEFH Y EH45.069pH -

532 H > 496 HEEWRRAE)
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[0107) FE55—vEEVER =N > &917 mIfyREEIRNEEY IR & E &
4425 mgffJenoblituzumab ~ £J3.06 mgHY KBS ~ €916.15 mghI=/KLEEH ~ &
1530 mgHYREEHE ~ £91.7 mgfYPSSOFI/K » FIH FhaH &Y EAEY4.72475.589pH -
FES—m B E R A 0 917 mIAAZFERY Y S Y/E 24425 mghy
enoblituzumab ~ £J3.06 mgly K/ fE ~ 4916.15 mghy =K L BE#R ~ 491530 mghjEF
M~ &91.7 mgRYPS8OFI/K - FIEF4HEYEFES. 189pH « 115 — I EEAVE TG /7
2 - 917 mIFY AR BRAEEY)AH &)L & 4425 mgHJenoblituzumab ~ £74.59 mg
FIK B ~ €912.58 mgHy =/K ZB&$A ~ 491530 mgRYEE - 491.7 mgAYPSS80FI/K
MEFHEYIEAL4.6 2495 40pH o 11 55— nBERYE /720 - 4917 mIfyA
ZEOFAVEEY4E &Y 249425 mgfJenoblituzumab ~ £94.59 mgfy K 2. ~ £912.58
mgHY = /K ZEEEH ~ 491530 mgHYREERE ~ £91.7 mgAYPSSORI/K - AIH FEHEYHEA
#5.089pH -

[0108) FE—{EEHE H=0H > 4920 mlfyASEEE0Y 24 &Y/ S 49500
mgffJenoblituzumab - 4910 mM 7 JiE8 ~ 491800 mgfYEFHE - 492 mgAYPSSOFIK >
A HEAHEYIEAE4.62495.58pH « fE5—8 i 7= > £920 mlfy4AZEH
B4 & YVEL 249500 mgffJenoblituzumab ~ 4910 mMZE&$H - 491800 mgHjE
M ~ 492 mgHYPS80RI/K » AIH ARGV EALIS IHIpH « fE5S—Eht 7=H » &
20 mIFYAZEIRHVEEYJ4H S P1EL 24500 mgHYenoblituzumab ~ €910 mMZFZHA -
£J1800 mgHYEERE ~ 492 mgHyPS80AI/K » FIHH4H- &) E A 4YS5.06pH -

[0109) FE—(EEHE H=0H > 4920 mlfyASEEE0Y 240 &1/ S 49500
mgHYenoblituzumab ~ £93.6 mgHY /K EE ~ 4919 mgiy =/KAEE#R ~ 491800 mgHY

FERE ~ €92 mgHYPS80AI/K » AIHE FsH &P B 44.7 2495 .58YpH » {255 —E N7

533 H > 496 HEEWRRAE)
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> §920 mlgyAZEIEEYEEYAH &YV & 4U500 mgHenoblituzumab ~ £J3.6 mg
HIIKZBE ~ 919 mgHy =/K LB ~ 491800 mgHYJEEfE ~ 492 mgHYPS8OAI/K » A1
H &Y EALS189pH - fE 55— i 7 20F - £920 mIgy ARSI EEYI2H &)
A1£ 49500 mgffJenoblituzumab ~ £93.6 mgHY K 2 ~ 4919 mgfy = /K ZFesm - &9
1800 mgRYEifE ~ 492 mgHYPSSOFI/K » FIHAAHEYIEHEI4.62475.409pH © 11
—{EE M7 0 4920 ml Y AR HNEYH Y B & 4500 mghy
enoblituzumab ~ £95.4 mgf /K 2B ~ 4914.8 mgH = /K ZB&$A ~ 91800 mgAEF i -
472 mgHYPSSOFI/K » FIHFF4HEYIEHEI4.8/pH -

[0110) FE—(EEH T > 4910 mlgyA SRRy EEAH S Y8 2491,200
mgHJenoblituzumab ~ £J20 mM Z & ~ £9900 mgHYEERE ~ 491 mgHYPS80FI/K >
MEFHEYIE L4425 200pH « FE£55—Fht 720 » 4910 mlfyAZEIHHY
EEYIAH GRS 41,200 mgHenoblituzumab ~ €920 mMZEESR ~ 49900 mgHYJEE
M8 ~ &1 mgHYPS80FI/K - FIHA4HEYIEA44.88YpH - fE—(EE i HEHF - &
10 mIfy A2 A EEY) 4H S84 491,200 mgfJenoblituzumab - £95.2 mg/K 2B
4915 mg =K ZEEH ~ 49900 mgHYRERE ~ 491 mghyPS80FI/K » MIHFHEYI AR
49442495 28pH  fE 55— /720F > €910 mIfVARSEHRAVEYSH SR &8
1,200 mgiijenoblituzumab - £95.2 mg/K 2. ~ 4915 mg= /K ZFE8R ~ 49900 mgfy
FEAE ~ 91 mgHyPS80AI/K » A AEH-&Y)EH4J4.8HIpH -

[o111) FE—{EEH /7=NF - REEHAVEEYAH &R H 49200 247400
mOsm/kg HoOHYIZIERR - 55— = - A HEEYIA &Y B HL225 8

{375 mOsm/kgHYZIERE © {155 —Eh =01 » ARTHRIEEYIE &Y R HA49250

534 H > $£ 96 HEWRRAE)
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£ 4J360mOsn/kg I ZIERE - (L5 —E i =\ » A IFRVEEYE &R ALY
260449340 mOsm/kg HOfYHY 25 BR

[0112] HFEEHTRF  AARNEYHSYIEREDY - £—(FEH
FEH > RAFNEEYIAL SR EVRN o RAR#E—CRE T IS
V)~ wEESEEEEI S E R = HRKRRE - MEVRIZEK - 55
— &7 ARARRYEEMELE - B & EEYAE SRR RS K
USPECE[EY) ©

[0113] fE—(EEH =0 - A IHHEEYIH S YHEL25 CRgE £ /D473
HA - fES—EH = - AEIEREEYIAE ST £925°C iR FienoblituzumabHY
BRAER VLM - S —ERITHF - L2 CELBEAN - MG
¥j-Henoblituzumabi EERG 4 EVIRFC Z LIS PECE /D « fEH—EHi T H » 124
25°CAELI3E A A - BEY4H &Y enoblituzumab iy B RS 4 RERYIE L 243 % B F
Do S —EHTF - AN RAEEY)AE S YIELI25 CLrFFenoblituzumabiy &
HREMREEVLBEA - AR —EH TP - fEL25°CIE4Y3E AN - B2
4H &%) enoblituzumab Yy F B {1 (MCP)[E K420 % B /D « {155 —E i )7 =X
1 FEL25° CAEZY3ME A A - BE1)4H &) enoblituzumabHJ A VIS HI4Y20 % 2 FE /D «

[0114] fE—{EEHE 7= - A IHEVEEY)IZH SV LI25° CREE 22 /D476
HA - fES—EH = - AEIEREEYIAE ST £925°C iR FienoblituzumabHY
BRAER VY[ - S g7 F L2 CIELEAN - MG
=R enoblituzumabi EERG 4 VIR FCZEV6REE /D « fEH—EHi T H » 1£4Y
25°CAELIO(E H A - BEY4H &Y enoblituzumab iy B RS 4l RERYIE L 2 4S5 BB E
Do FES—ER T FELI2S CLERIGE AN - E2Y)2H &%)+ enoblituzumabHy

535 H > 496 H(EWRRAE)
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HRAERHRAELBREE D « {25 —EH 7701 ARIHRIEEYIE S VHELY
25°CffenoblituzumabH B i ZE M ECE VIO H o 55 —EhE7=F - &
25°CLERYO(E A A - #EPH ) FenoblituzumabHJMCPRE(RL20%EFE /D - 115
— 8N > &925°CHEQV6 I H N > 28914 P enoblituzumabH YA VIE 1LY
20%3F /D

[0115] AfE—(E&EHE 7= AZ ARV EYE YL’ CRL8 CRRE R
DEIB(EH - ESm—EHE A - AEHA Y S YIELI2°C E L8 CIR T
enoblituzumabHBERG AU £/ VEVIS(H H - 55— U » fL&2°CEE8°C
FEEVI8(E H A - EEY)4H &%) enoblituzumab By G A E HYIRIZ LIS R BE /D -
FES—EHE A ALE2°CELI8 CLELY18(H A N > ZE1)4H &%) fenoblituzumab
HYEAGAIERVIRR AR B E /D - AL 55— T3 T - AL&J2°CELI8° CHELY18
{HAWN - g2V &) F enoblituzumab R A A EMVIER L3R FE D - fE55—
B U A AR S S VI EEY2°C £ 48 CLRFenoblituzumabH B fif 52 'E
MR VEYIS(E A - A2 —EHE T - AL&2°C R CLERYIB(H A Y » %2
PsH &)+ enoblituzumabHYMCPRE(ERL10% B E /Do 4 55— & hi 2\ ££492°C
ELIBCLEAY IS H A - #EY)3H &) enoblituzumabHYMCPIE(RLI % B /) - £
8T H > L2 CELS CLEYISHH N - EEYsH &) T Ba g5 R T
enoblituzumabdJMCPIE(RLYT BB FE /D » {L 55— T3\ T - AE&J2°CELI8°CLE
QIIB{EH N - BEY)H &) 845 5275 7 Y enoblituzumab HYMCP R 5 % B E
Do B —ER TR 0 HYPCELCHENIBMEA N - 89 &) F
enoblituzumabHJAVIEILIS B FE /D « 4155 —EHE (i » fE&U2°CELI8° CHELY

18{[F A /Y - &40 &) enoblituzumabHJA VI &4 % B /D « 41 55— & HE 7

536 H > 496 H(EWRRAE)
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B> FEEN2°CE LIS CLELYI8(E A A > Y4 &) -PenoblituzumabHJAVIE 143 %
e /D o

[0116] fE—(EE N 7= A IARVEYE SYITLI2° CRL8 CRRE R
DERAMEH - fEE—EH AT - ANEHA Y S YELI2°C E L8 CIR T
enoblituzumabHYBERG AL 2/ V24 H - 455 —EHE U > fL82°CEE8°C
FEEI24(E H A - 294 &%) enoblituzumab Y B AG A E HYIRICZ LIS R EE /D -
FE AN /i3 » FE42°C I8 CLEAT24( H Y » 8940 &%) Penoblituzumab
HYEAGAI VIR B4R B /) - 55— BT\ > fE&U2°CE L8 CLEL 24
{H AW > 2P &) $enoblituzumabH Y EERG AEEHVIR BR3P E D {255 —
B U A AR S S VI EEY2°C £ 48 CLRFenoblituzumabH B fif 52 'E
MREEDLRMER » 8T - AE2°CELRCLEL24EH H Y - %
Y1H &) enoblituzumabHIMCPRE(EE10% B /D« 11 55— & 5 2o > #£492°C
ELYSCLELV24{ H N - FEY)3H &) enoblituzumabHYMCPIE(RLI % B /) - £
8T > A" CELSCHEL24(E H N > 25940 &%) enoblituzumab
HYMCPREELYTRECE D » {255 —EHE 73\ H - ALE2°CELS CLELR4(E AN
ge)sH =) enoblituzumabHYMCPIE (KSR B /D o A2 —E R T > LY
°CELS CLEL 24 AN » Z2Y)3H 51 HenoblituzumabHJA VIE I&YS BB /L -
FE AN /i3 » FE42°C I8 CLEAT24( H Y » 8940 &%) Penoblituzumab
HYAVIEIIEJ4% B E /Y » H 55— EHE T2 - AEEV2°CELS CHEL24 i H A > &%

¥n4H &%) enoblituzumabM A VIS G143 % B FE /D -

I

[0117] AE—(EEHE 7=\ - AR EEYAH & YIELI2°C R L8 CRR ELY
36{E H » 55— & 7=l - AR IHYEEYIH & VI E2°C £ I8 CIR T

537 H > 496 H(EWRRAE)
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enoblituzumabfy BEASAHEELY36(E H < E55—FHii /7L - {ELI2°C R &8 CHELY36
(EHN - #2940 &%) F enoblituzumaby RS A EHVIRS Z LIS P E D © f55—
Bl 2\ AEEI2°CELYBCLELY36(E H A » #247)2H &) T enoblituzumabHy BEAS
A AR EEIAD B /D - A S —E 2 AEEI2°C RIS CHELY36(E H A
&29)4H &) P enoblituzumaby SEAS S FEHVIE R L3 B EE /) « fE 55— E i /T =\
o AR EEY)SH S YIE L2 C L 4Y8°CPRFFenoblituzumab iy B ] 2 'E MR I 2
DEI36(EH - FEB—FH T - FELI2°CELIR CHEL36(H AN - #YaH &)
FenoblituzumabHYMPE(EL10%EEE /) » fE55—EHi 2\ > 1£82°CELY8°C
FELY36(E H N - #2912 &%) FenoblituzumabfyMCPIE{E&I%EFE /D - 55—
i J7EH - AEEY2° CE I8 CHERY36ME H Y - 854)4H &%) F enoblituzumabHyMCP
[EARETREFE /D - AE 55— E i /7= - FEL2°CELR CLEL36(E H A » BE4H
&%) HenoblituzumabfyMCPIEELS BB FE /L - fE 55— E i T\ - FE8J2°CELY
8°CLELY36fH H Y - &E¥j2H &%) enoblituzumabHJAVIE II&S % /D » f1 55—
Bl 5= o AEEY2°CR L8 CHELY36(E A N - ZE¥jsH &% tPenoblituzumabHJAV
SRR /D - (ER—BEN R (EL2°CELIS CLER36(E B 9 - e
&1 HenoblituzumabHJ A VIS N3 % s 5 /D o

[0118) {E—{EEH /7 =\F A ERRVEEY I E G YI{EEI2° C R 48 CRR ELY
48 H - £ —E i 7= - REHAYZEYIH S UAELI2°C R CIrTT
enoblituzumabHy BEASAHEELVA8([E H < £ 55— EHii /7 ZLH - {ELI2°C R 48 CHELJ48
(EHN - #2940 &%) F enoblituzumaby RS A EHVIRS Z LIS P E D © f55—
Bl 2 0 AEEI2°CELRCLELY48(E H A » #54)2H &%) T enoblituzumabHy BEAG

SRS AT E D o AEA— BN RO » FEX2 C A8 CHELTAS R A 1Y -

38 H » 496 H(SEWRRAE)

111126185 FEHESE A0202 1113242952-0



202310874

SEYIAH &) enoblituzamabfy S 4 FEHYIESZ L3R /D « L H—E i 7=
o FEZY2°CE LIS CLELYAS(E A N » BEY)2H &) HenoblituzumabHYMPIE(EET10%
HE/D o IEHE—E T F o fEEI2°CELS CIELI48E AN » ZEVdH &Y+
enoblituzumabdyMCPIE(ELI%ELFE /D o (L 55— F i /72T » (E&J2°CEEY8°CHLE
J48{E H A - BEY)4H &)+ enoblituzumabdyMCPIE(ELTT % B E /D « (£ 55— E i
ST AEL2°CELYS CLELI48(H AN » BEY)4H &%)+ enoblituzumabHYMCP[Z
&S PETE /D « EH—EMTF » (ELI2°CRLIS CIELI4SE AN - BEYEE
Y enoblituzumabyAVIE HIZY5%EEE /D o LS5 —EHi 7= F » FEEI2°CEEI8°C
TELIA8(E AN - BEY)AH &1 enoblituzumabfy AVIY IZY4%ECEE /D o 1 55— &
IR - FEE2°CELYS CLELYASEH A - BEYAH &9 enoblituzumabfy A VI T
HI3%EE D o

L.  ZFENENE

[0119] AIHERIEEEABHNEEYIHSYIN SRS - ASIRE— IR
T aE— 2 & A A% FRY B4 & YR A S5 BV EEY) Hl (pharmaceutical
pack) BRI & o E—(EEM = - BHEESS /MRG0 - BERIE/ N - 75—
(FER = - AEEA Ry aEGH & 2H/ MR - BERE/ N o 1F
S—ERTRF  WEEYEEGR e A SN /R

[0120] fE—{EEHE 7= » BREE (B0 - /NED 2 A LIS mLEL720 ml
YA SRRV EEYIEEEY) - AE—(EE 7= - AW - /M) 2HEI5 ml
A AR SEERAYEEY)AH &Y » HEE4T125 mgfenoblituzumab > {f{5enoblituzumab
AR BB A 54725 mg/mL « {L5—Ehi 7= - REAER I - /M EH

&710 mlAy A ZEIRAY &Y 4H &) - H & 49250 mgHyenoblituzumab > {15
239 B 496 EH(EHEREE)
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enoblituzumabY &R A 254925 mg/mL  f£5—EH =4 - RSB
W /N EFLI0 My AKEHENEYHEESY > HEE41,200 mghy
enoblituzumab  {{Senoblituzumabf RS EAHE 2547120 mg/mL 5 —&
HRAF o IREESEGI - INRERYT mlyASIHENEYEEY > HEaYy
425 mgfJenoblituzumab > {fi{SenoblituzumabfEREE BEESS54925 mg/mL o (T
S—ERF » HEEEIRWIA - M) EF 20 mIfy A IR EYEGY) -
H A4 49500 mgfJenoblituzumab - {5575 enoblituzumab {17 J & 2 A 25 234525
mg/mL - FUERE] - IHEFEESGIA0 - M) T LLE &8 S E T Ao far Y A3 IRV S
SEYIAHEY) - LAMECR I SRV RSB AR AL T (withdrawal) % 2495 mL (125 mg) ~ %%
£J10 mL (250 mg=(1,200 mg) ~ 2 2417 mL (425 mg) ~ F1Z% £ %920 mL (500 mg)
fjenoblituzumab #E{ T & 1E 1%

[0121]  BEAN AR SR ERN—EE S A TEP L SO AR . o] aL R
ASEHNEYREGAR & o (FEE B A SRR T LU T B EE R 8
YL ELATELE (G EBUM R B A 0ViE A » SRR R T BE
sy SR RUA FI P AR - (BB A SR E B e - K
thal T > B AT Bl & enoblituzumab&H &) 045 82781 HY I MEEAIER A -

[0122] AFHRE TEETTAN R AN AR SIHZEYHESY D
enoblituzumab4H & YDAV & - L HIEARI & T » AFAREEYARGYIED -
enoblituzumabf &9 1H H EASEEEI A - ELWZEH ~ /N~ /NS &
HWHEES - Pl BEFSEEE N ETREAEIE - Fd ] R AL
FRTREZEIAIR - EEAIBEES - fiAS - SR SRR © (E—(HEHE
FEH - ARSI BB/ - ER— BRI - AR EAIENS mL

540 H > 496 HEEWRRAE)

EE
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USP IAUEAY B BEH S /N © AESs— BT » SmLAEES » fES mLEgfET&H
€J125 mg enoblituzumab - fE—{#Eft /7 - Bas SR BRERSE/ MR - 1555
—EhiHE T e EEBIEAY10 mL USP IRIGHRY BEEAH RS/ NIR © AE 2 —E
i 10 mLEES » ££10 mLEEFE =75 4Y250 mg enoblituzumab ° {£55—& i
JiH  BESE A E /Y20 mL USP DRIBHRY BLEEHY R/ NV - A2 55— E i 7 =0
20 mLAE2S » #£17 mLEBE T 2 H4%J425mg enoblituzumab ° {5 —& G HH
20 mLF£8 » 1120 mLEEFE 57549500 mg enoblituzumab  fF—{E & F T
HaveimEETH - A —EER T - S S EEE S YA IR EEY)
HEVIE BRI RALNE - ERASIR ] LIE H R a5 FAE4Y2°CHRI4y8°C

(EEHE =T - AR REEY I SV 2° CELI8 CHA £/ DAV 18{H HHY
SR - AE—EEHE T T o ARTHRIIREEYIE S Y2 CELR CEA £
DERAFEHBTEZRI - AL —(EE T T - RS G Y EL2°CEL8°CH
HE36{H HRVEZRM - AL—(EE R T2\ F - HEHEEYIRE G YHEL2°CEL8°CH
A2/ V&A8(H ARV SR - AL H A B 5 =0 - A AR IR o P)4E25°C
BAZE/DEBEARERN] - M ER AT > NSRRI S
25°CEA 2/VA6(EAEZRH - siFl & o] I — DA —(E S (A Fas P e & H
BRI GHRREEAERY — B AR AN TR A/ E0E R - EEAILAFE A E B
£ A/EGE 2 ] PUE—D e — e SRS - LR EEIE - HEE
— AR TR AR B EDUR - AR U > HAT TR B A RS
(BRI - AL HME N H =T - TR BCEERE LY BRI AR -
[0123]  fHKEH: - ASEDHTEME VoS - A

F41H > 496 HEWRRAE)
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a) BEEMA SR IHVEEYI S Ees
b) (EEEH - ) FEHEHAY SZa A M S22 R & VIHIER RS -

[0124] FE—(EEH T F » LWESSETEEYHEEY » HEE45
mg/mL % %9200 mg/mL#Jenoblituzumab ~ 25 mMZE 4730 mM /. E&$A - 4950 mg/mL
24130 mg/mLAJEEME ~ £90.05 mg/mL % 470.6 mg/mLIEYPS80RI/K » HaH-&1)
EAH%4.02496.069pH - ff—(EE i =0 @ WRASTEEEYEEY)  HE
4495 mg/mL % %9200 mg/mLAYenoblituzumab ~ 498 mMZ 4924 mM /. iE8R ~ 4972
mg/mLZ %108 mg/mLAYREERE « £90.05 mg/mLZ4£Y0.6 mg/mLAYPSSOFI/K » o
HEYHEFL4.45495.68pH -

[0125] FE—EEH = HESG P TEEFEYHEY) daVaady
20 mg/mLZ% 4740 mg/mLfYenoblituzumab ~ £J7.5 mMZ 4715 mMZ &80 ~ 4950
mg/mLZ %130 mg/mLAYRERE ~ £90.05 mg/mLZ£70.6 mg/mLAYPSSOFI/K » o
HEYVEALI402496.009pH - £ —(EE T F - AT EEEYHE
Y1 > 4HEYE 24920 mg/mL 2 440 mg/mLAYenoblituzumab ~ 28 mM £ 412 mM
LA ~ €972 mg/mL £ 47108 mg/mLAYEE i - £70.05 mg/mL % £70.2 mg/mLHJPS80
K > HpdHEYIEAL4.5 2495 509pH < fE—(HE M\ H » IHEE S EE
setnsH &) 4HEY)E-E%920 mg/mL £ 4430 mg/mLAYenoblituzumab ~ 29 mM %
911 mMZBE8R ~ 4972 mg/mLZE 47104 mg/mLAYEEE - £90.08 mg/mLZE470.2
mg/mLAYPS80FI7K » HaH &Y B HEI4.5245.589pH « (£ —{E & ht 7 =0 » b
BRBTEEEYHEEY)  HEaYHEE4£925 mg/mLiJenoblituzumab ~ €10 mM
ZIEE ~ 4990 mg/mLAYESE ~ £90.1 mg/mLAYPSSORIZK » HAFsH &Y EHLI4.6

£4Y5.589pH - AE—(EEE 7= - IWEES TR EEYEEY)  AeEayy
42 F » 3£ 96 E(HTRATE)
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25 mg/mLHenoblituzumab ~ £10 mMZEE#4 ~ 90 mg/mLAYEEHE ~ £90.1 mg/mLHAY
PS80FI7K » HAHEYIHEALS 18pH - {£5—Eh 7 =F » AR A fEE
Y EY) - SHEYEE4725 mg/mLAJenoblituzumab ~ 710 mMZEE87 - 4990
mg/mLAVEERE ~ £90.1 mg/mLAYPS80AI7K » H R 4H &4 B H%95.089pH » f£—1F
gt 5 h o WESGSTEEEYEEY) - HEYHEE4I60 mg/mL £ 47130
mg/mLEYJenoblituzumab ~£J16 mMZ 424 mM /. & $74 ~ 4972 mg/mLZE 4108 mg/mL
HYRERE ~ £90.05 mg/mLZ£0.6 mg/mLHYPS8OMIK » HAH &Y HAE4.3%45.3
HYpH -

[0126] {E—(EEH =\ IWEASTESEYESY) 4aYEEY
60 mg/mLZ% 4J200mg/mLHJenoblituzumab ~ 4918 mMZE 4922 mM / fig#R ~ 4972
mg/mLZ %104 mg/mLAYRERE ~ £90.08 mg/mLZ£Y0.2 mg/mLAYPSSOFI/K » ik
HEYVEAL44245209pH - fE—(EE T F - ARG ey E
Yy SREYELE %7120 mg/mLAenoblituzumab ~ 4920 mMZEE$R ~ 4990 mg/mL
HYRERE ~ £90.1 mg/mLAYPS8ORI/K » HAH &Y FE4.42495.2689pH « {E—{F
it 5=F 0 LWHEAGEEEYESY 5V HE 247120 mg/mLby
enoblituzumab ~ £920 mM 7. £ ~ £990 mg/mLAYEFE « £90.1 mg/mLAYPSSOFIAK >
HrpH &Y EAa494.80pH « fE—(HEhE /720 F @ RS il S &EYEEY) -
4H &Y 8-S 4 5mg/mL 2 £5200mg/mL Ay enoblituzumab ~ £50.05 mg/mL £ £50.8
mg/mLAYK 2% ~ £90.5 mg/mLZE4Y2.0 mg/mLEy =K ZfE80 ~ 4950 mg/mLZE 4y
130 mg/mLAYEERE ~ £90.05 mg/mL % %0.6 mg/mLHJPS8ONIK » HeH &Y HEA

£4.02446.08YpH -

F43 H > 496 HEYRRAE)
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[0127] FE—EEH = ARG TEEFEYHEY) e ady
5 mg/mL % %7200 mg/mLAJenoblituzumab ~ £J0.1 mg/mLZ%E470.65 mg/mLAYK/,
% ~ £90.6 mg/mL £ %1.8 mg/mLAY =/K ZFEEH ~ 4972 mg/mL £ %7108 mg/mLAYEF
FE ~ £90.05 mg/mL%E%J0.6 mg/mLAYPSSOFI/K » H A4 &Y HF4I4.4 £ 45.617
pH - F—{EE M 7=F » WHESSTEEEEYE Y Y8 3%920 mg/mL
£ 4930 mg/mLAYenoblituzumab ~ 0.1 mg/mLZ%70.35 mg/mLAY K ~ £90.6
mg/mLZ 491.2 mg/mLAY = 7K Z.f547 ~ 4972 mg/mL % 49108 mg/mLAYEERE « £90.05
mg/mLZ4Y0.2 mg/mLAYPS80FI7K - HrpdH &4 B HF474.5 2495 .5HpH -

[0128] 7frs5—Ehii=F ARG EEHEYHEY) daVaady
22.5 mg/mL%E%527.5 mg/mLAJenoblituzumab ~ £J0.1 mg/mL £ 470.35 mg/mLAY,K
ZIE ~ 490.6 mg/mLE41.2 mg/mLAY =K ABE#N ~ 4972 mg/mLZE 4108 mg/mL
HYRERE ~ £90.05 mg/mLZ4Y0.2 mg/mLAYPS8ORMI/K » H iR &Y HF44.58475.5
HIpH  fE—(EEhE H =0 > HFEEEE TEE4Y25 mg/mLAJenoblituzumab ~ £J0.18
mg/mLK [ ~ 90.95 mg/mL=7K ZFEEAN ~ 4990 mg/mLEFE ~ 490.1 mg/mL PS80
FUK > Hrh4H &Y B A5 48495, 70pH « fE R —E i A= T - IHEE A S
£925 mg/mLfYenoblituzumab ~ £70.18 mg/mLK 2./ ~ £90.95 mg/mL = /K Z.F& A -
£J90 mg/mLEFHE ~ €90.1 mg/mL PS80F1/K » HAEHEYIHA 4S5 169pH « {F—{H
i AT o RS A& 4Y25 mg/mLAJenoblituzumab ~ £90.27 mg/mL7K/,
% ~ £90.74 mg/mL = K ZFE8 ~ 4990 mg/mLEFHE ~ £90.1 mg/mL PSSOFI/K »
T EYEAL4.6 245.409pH « LSS —F i ST - IR & o] B 24925
mg/mLHYenoblituzumab ~ £0.27 mg/mL7K ZE ~ 490.74 mg/mL=7K /,FE#R7 ~ €990

mg/mLFERE - £€J0.1 mg/mL PS8ORI/K » HArdH &Y B A5 08pH AL —(HE it
544+ £ 96 HEHIIRTH)
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FEHF o IWEES TR E460 mg/mL 247130 mg/mLEJenoblituzumab ~ £70.4
mg/mLZE%Y0.65 mg/mLAY/K /B ~ 1.2 mg/mLZE4J1.8 mg/mLAY = /K /L FEHH ~ 4972
mg/mLZ 4108 mg/mLAYREEE » £90.05 mg/mL % 470.2 mg/mL PS8OFI/K » 4R
EVIEAX43245.309pH < fE—(EEhE =N - AR S FEE4790 mg/mL
£49130 mg/mLAJenoblituzumab ~ £0.4 mg/mL % %0.65 mg/mLAY/K ZFE ~ 491.2
mg/mLZ 491.8 mg/mLAY = 7K 2. f547 - 4972 mg/mL % 49108 mg/mLAYEERE « £90.05
mg/mL £ £70.2 mg/mL PS8ORI/K » Hrp4H &) B A%I4.324795.30pH -

[0129] 7 — M E M 50+ » LEE 25 7] & & 4120 mg/mL #Y
enoblituzumab ~ £90.52 mg/mLAY /K 2 ~ £91.5 mg/mLAY =7K 7 BE#7 ~ 2990 mg/mL
HYRERE ~ £90.1 mg/mL PS80F17K » Hr4R &Y EA44.4 2495 209pH « (L 55—&
B et > A2 ER AL A& 4Y120 mg/mLfenoblituzumab ~ £90.528KZF % ~ 49
1.5 mg/mLEY =K 2L ~ 4990 mg/mLAYEEE ~ £90.1 mg/mL PS80F1/K » HoA&H
eI EA474.8HJpH -

[0130] AZEIANILIRAA &Y - Bas ~ HEEENER S FaY /K ERE
HY ~ MEVFEAYZREEK o W H DU EST K ~ USPECEE[E]Y) -

[0131] FE—(EEH = AR S B S BCA S R SR B 2 A
BFEFEEME] o ARLEIHRVEEY R & BRI S A B B fE EATR A LA

EEFTIREHVEEY IR SV S MIRAE &R - Friic 5SS MR ] DLLIAH[E] £29)
s & B B AR B AR Y R S B RHY H EEAEIR (A - IR EM
BH] DAY E AR RV EEY)4H Sl B DR RIE A SR AR B2 — X~ &Y
RECHE Z /Dl o FEARfEEA R o] LAfE B i ftHy 2%

VARSI A 2354925 mg/mL (140 0 125 mg/5 mL ~ 250 mg/10 mL -~ 425

545 H > 496 H(EWRRAE)

3B —R ~ Lyig4HE
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mg/17mL 5, 500 mg/20 mL) 5% 49 120 mg/mL ({540 > 1,200 mg/10 mL) {J
enoblituzumab - JHHARFEEMR 0] IS E T AV EEYIZH &) LA&I6 mg/kg ~ &
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H AT DL#E Eenoblituzumab Z2) 4H &) 11 0.9% F AL N ELDSW i 1 00 H 2L 46
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T o At SRR ] DA SR EiRAVEEYAE S a R =X 0 B i EAEAR
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FE B L IR R 48 R B 1% - 0 - BT EFERYEEY)4H &1 & s A TV)
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VW AnFE LB B4R S5 IR T 4710 mg/kgHenoblituzumaby £ Y B & HY) G FEE]
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[0141] AZEIARVEEY AR & BUA SRRy # £ A B R R fe AR T DL
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MHRRRYE SR ~ #UB AR - AR - IO AR - AP - S5 -
CHERGRE - (R4E4TARSIY AV NEIHAERE R - = E AT - TENERERE
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B~ TEPGAIGE © fE—EE R =\ IR eV AR B A bRy BN > &
A EAEIRFESREEE N TEREIERRVYE) - MR A SEE AR E
0y - o —EH A 2R E TR AfEHALE) - eI RE R
0 AR BRE) - R ARENY) - BRI S BE ARG
0 BrtEmeER - AFH) - £—EEH AT - ZEEEA - e ZslE”
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MR IALE (AR © U8/ IR R DN ~ HUTRIEEAS ~ HIITHI MRS 2 R A/ B S TR
N — RSN E - ARICEA NI EYHE Y EREANER
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s IV EEEEIE 0O AKEREE « WASCERIRY » B RN TR ER - A ABRVEEY)4H
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(R - enoblituzumabiH &VNAFARIIIEA © A IHRVEEY)AE &) ] LLUBLEA BEE S
MR —ERE A - EE BRI ERE AR RN TS LRI SRR ZE) - A
SO LRI (ELFE B0 - NESARI R M FIETS SRAZEA LR (B FE B SR A2 B2 A
HEOSEEUE  AVERIEEERRNIENTREE T GEEEFE
HUR B e AR EE A T4ERE EAYGUREAYARLEE - AR e HU R R AR TRFASTS ~
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{EARPRIACTLA-4 ~ LAG-3FIPD-1 - L& 137 248 & B DT R B e 4
R FRVHURBIERSRIE AR R o T 3 B RS E AR BB ST - PHZEEH -
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B SIeEEN B E S5 enoblituzumabl S E - FlE T 2%
A5 B2 HYenoblituzumabHy 2 5e Bi(mg/kgG B - ACHER Ry “mglke”) - ST RAVEEE:
ARG Z A B R BT - HAM  BEREGSH I FEER
HEE (N2 DEIT10%) S FHE R B RIE - FTLAGE T HEBRESHIE -

[0157) fEFLEEH T - L&jomg/kg £4T15meg/kghV AR EENEIE
=) 75 2 HL Y275 B i enoblituzumab - fEREEEE i /7= > DL6 me/kgHYRIE =)
L HHYAZ 5 & it Henoblituzumab - fEFEL N =0 H - P10 me/kgHY R & 7177
T Y25 £ i FH enoblituzumab o {1 B A - DA1Smg/kgH IR & R FE 2
HHY=258 & it F enoblituzumab - fE¥ AN EEAVHIE » 15840 BRI BT
AEIEHIE10%H EE - (ESH140 > £915mg/kgHIREZ13.5 mg/kg ~ 16.5 mg/kg
=13.5 mg/kgf116.5 mg/kg > [ -

[0158) AZFHRAVEEY)AH S| E (Bl > enoblituzumabiH &4 &) 1]
DA RS2/ 02 & - Z/04KIE - 2/06K& - £/V12RIEHE/D24F &5
R 2478 & A — BB P9 DU BAREIRR [m) 2 sk B A o IR0 — e Rl A LA
eI R i, FH A S8 BV B4R & W) T LA Ry 2 ORI « il - RTLABID - B
H—RCEQ2W?) ~ H=E—R(QW?) » FIUE—R(CQAW ) F R E T
e PR o LB MM TR —ERB R - B30 - $91 249528~ ek
WES2E o EEUAEEBIE T LAy B AEE 8 - AR E Y E 0 RO
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el ARG IR N/ B M 2 e B B S AL EU PRI - AN - RUERA
X & Hyenoblituzumab G537 54 7 0] LS B — A REEC A LLEFE — 25 VAH -
(0159 “4REE5 % RN - Hoh DITAE RV EHAR (B2 (F EHAR) L
THEAYARAR (B — AR I BB T I THE R 2 (S — A EETEE R E) - A
Uy —TE 45 85 77 X B 16 DLEY 3 mg/kg HY B 8 |0 52 50 & i A S R AY
enoblituzumab4H &4 > Q3WIitiH o AZEHIEHY S —4a8% H FEFELIZJ6 mg/kghIH|
B )57 5 E M A A 25 BA A enoblituzumab4H &9) > QAWHER - ASEIHRY A —455E
5 FEAFE LA 10 me/kg BRI & 7] 2 54 it A 2 AR enoblituzumabZH &4 - Q3W
Wi o RIS — 4582 )7 Z B RE LLEY 15 mg/ke 7Y B 8 i A A 38 BH Y
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[0160] ERSHI= Ra e ASE AR RS E G 2o » DATHE SR BB BB
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RO - BERE(ER - AEHEERE) - IR - BOCH g - R (RS
e SRR ~ 28N e ~ ZRMEERERE - B E N RETOE « e
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[0175) {EFEEFH T - ABHNEYEEY) - By - HEEESE
Bl FIE BRI R AR H T BN A - AL REE T HaU > ARSI E
Yy~ Bas ~ wEEENGE SR E SR IR ERVREEA o AL HAME T T2\
o REFARVEYRAGY) - By FERENGEE 2 AE SIS
e M)

[0176] {EFEEFH 7T ABHNEYEEY) - B - HEEESE
Bl R ERIEEE » o AR EZ2ZEB7-H3 -

BHEB

[0177] BRACESEEACSERREELT 7 — el - 28 225 LU T B HEfR
B DIREEA - ESE R G CARIRERY T R AL B A S AERFASEHH - FRIE
SR -

-y
5% &3 EnoblituzumabiyEEYI4H &)

559 H > 496 H(EWRRAE)
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[0178] & & enoblituzumab #J M @ E M K LB WV EWELE & W
(“enoblituzumabZE)E G(DP)AH &9 e e By MR T B RASSHE Y -
1.1. ;7 Enoblituzumab DPZH&¥7HY B BEE i

(01791 250 mgE425mg/|NMiAY R FI1:enoblituzumab DPAHEY)HY B 122

G AEPUNRIPER -

21 :125mg > 250 mg ~ 425 mg ~ 500 mg F1 1200 mg /NEAY A Enoblituzumab DP 4H&
Yoy B R E R R
Y S
gl A IR KR
/NHEREEE >125 mg~>250mg > >425 mg~>500 mg 5/>1,200 mg
piilh=s 250 mg 5% 425 mg 5 1,200 mg
EHERE > Smg/mL (6 %4 200mg/mL)
B £ 2-8°C> 24 (A
Ve e ZERELT
TR (Aggregate) < 5%

1.2. G%$10 mM Z E&E# Y Enoblituzumab #2712 T (DP)4H &)

[0180) il » enoblituzumab @& ACHEIFE0.15 M NaCl#10.05 mg/mLEZ([]
FUEZHS-80 (PS80)HY10 mMExEZ S - pH 6.1 (PBS-T)rf » —fE A #2257 % 1gG1HTAG
AYELE « 780 > & /2 jEenoblituzumablR4EY)(2-8°CO)F » IR EEYMNEES -
SIS R A 9B AR (211 mg/mLZE39.4 mg/mL ; 4020 B ) LARE EAL2-8°C

SRMETE] ~ pH ~ P BRI ZRED S ME R SR B S MBI ©

%60 H > $£ 96 H(EWRRAE)

111126185 FEHESE A0202 1113242952-0
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2 2 © 4F 2-8°C Enoblituzumab DP SUgiY /N
SB(%=WIV) Enoblituzumab Y& (mg/mL) | 7E 2-8°C HIEB/NE
PBS-T - pH 6.1 293 B
N 72 N
pH 5.5~ 10 mM Z &S ~ 0.05 M 41 o
NaCl
pH 5.1~ 10 mM Z &S ~ 0.05 M 21.1 FEH
NaCl
pH5.1~10 mM Z %54~ 0.1 mg/mL 38.1 EBH
PS80
pH 6.1~ 10 mM 548 ~ 0.1 mg/mL 39.4 %EH
PS80
N BEN ~ R .
pH 5.1~ 10 mM ZEEHA ~ 9% 551 -
0.1mg/mL PS80
pH5.1~10mM ZFEs ~ 9% FEHE - 24.5 %EH
0.1 mg/mL PS80

[0181] AfEFAERENE ~ BALSAIE LIZLEZAE80 (PS8O)HYIF N T » f£pH

5.1(10 mM 2 FEEE4E &8 ~ pH 5.5 (10 mM 2 FEEE4E & E) FIpH 6.1(10 mMAg L ES

EF

GR1ET)) ~ [ bhizenoblituzumabfYFE E 14 o AIFR2EERHY » enoblituzumabf AR E
RV R R (EpHA/ B0 R FRNaC - 5540t - fEpH 5.1/1pH 6. 12 g HAfEHY
HER > BURHPH 5. MRAEEE S HYZGRER - ££pH 5.1 » enoblituzumabHyj2
JEE B2 REE S AR —E - fEpH 5.1 > 10 mMZFESREFERIER T » 2
JE AB Y enoblituzumab R4FYIHY oYM EE T B A TR EN: - e
B2 IRETNVE(L - ZEREL THRHENSER KA 51E180.2 umEiE
JE o B 7 AR A 0 B IRES EaY 5 ] AP R - K 0.1 mg/mL
PS80 4 INE %8 JEHenoblituzumab § o (Rt » FEAREHEHIF > HFEI0 mM LR
K3 mMIKZEE ~ 7 mMZEZ59) pH 5.1400.1 mg/mL PS80{E R Bk | A
RE— PR

L2.1 RO RIHTEFAS

in

61 H > 496 H(EWRRAE)
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[0182]  554b » MEATHHFELAZE E BRSO E REF (D0 - 2kl 2 AR EA T
Séenoblituzumabf R E MR - 1B A I SRR A& — P Bl & H 10 mM
Z &R F10.1 mg/mL PS-80(pH 5.1)Z 10 mM#&EEE4F0 0.1 mg/mL PS-80(pH 6.1)FY
Enoblituzumab® B - JEENAIFERE ~ Bl - (UEUERR - (BE0E - BEE - &%
SERREFINaCIHY4H & 3K B —FfEpH 6.18YEUEIFI i@ HfthpH 5109845 LUES:
RPFFIZHVEEY) o« FTEAFEEIFERE ~ TE2RAVIRFRIET) T A2 2R-f AR vk
TR T 5 S8 S HYEnoblituzumabz iR E 1 - HIEAHY /\fEEnoblituzumab
BIRZURERIF » W HEUT R T ifgTssR -

1.2.2 15388 S MBI SAd

(01831 FriBEfZAVido RN 2 B Je i i 1 2-8 CIR &I & S M AR R
fiti o 77050 mM NaCl ~ 50 mMABR ZBEAI3 % - {EpH 5.1 (LBZED)EpH 6.1 (fi
)i Jenoblituzumab % /% Z 1S /E B (cloudy )(2: FRFR3THYHS ~ #6) - il & AR
3-6%FEREH A AH SR S 18 T PrIF S (hazy) (2 RR3TFHIH3 ~ #7 - #8) - H

FEEERAIIOS 2B R N A S EHAYI MR (2 ARITHIH ~ #2 ~ #4) -

3 JRFRIEHEIA pH #f Enoblituzumab FYRBINE - 2 MR EMNRENZE
# BIRRRTERI(%=W/V) pH | £ 2-8°CHYI | BH-BRA&SE |37°C2 &4/H%E
B EEETERE(L | TEREL%)
%)
1 9% N 5.1 iEAH 0.16 ~ -0.18 0.12 - 0.87
2 109674551 5.1 %M -0.07 ~ 0.45 0.36 ~ 0.38
3| 6%REkE - 0.0SMEEERE | 5.1 Tk -0.09 ~ -0.09 0.67 ~ 1.05
4 | 6%RENE ~ 1.5%LAERE | 5.1 %A -0.16 ~ -0.18 0.27 - 0.76
5% | 3%RENE - 0.0SM AEE L - s
0.05M NaCl 5.1 JHE -0.07 ~ 0.05 0.70 ~ 1.39
6" | 3%RERE ~ 0.0SM AE S L » -,
0.05M NaCl 6.1 JHE 0.04 ~ 0.04 0.9 132
7| 3%RERE ~ 0.05M FHERL -
. /\ﬁ . > UL . 0.
0.05M NaCl 5.1 T 0.37 ~ 0.59 1.24 ~ 3.25
8 | 3%pmEkE - 0.0SMEERE | 5.1 ] -0.04 ~ 0.12 0.65 ~ 2.16

562 H - 496 H(SEWRRAE)
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% 3 SRR AIA pH #f Enoblituzumab FIHRINE - 2 HREMAFENRZE

# BURETEE(%=WIV) pH | F2-8°CHYSN | RR-MERA & SE | 37°C2 & 4K
& HEGEERE(E | TEEEB(L2)
%)

fZ ~ 0.05M NaCl

“10 mM ZJB5F1 0.1 mg/mL PS-80 fi 4 B8
b 10 mM FERE ST 0.1 mg/mL PS-80 i 5]
BERRIIEES - RO TR SRR R

1.2.3.% - RI5T
[0184]) (T4 /R REZE LLSEEAET(E B2 (pH 5. D)A1—{FE R {51

MBI (pH 6.1) 1 E80°C % HAILE25° CHz B 71 2E & ¥tenoblituzumabfs g AV &2

B o i R HEE S oA B A (“SE-HPLC )L ¥ta LA R AT 1 RIS (@B Bl 4547
FuYINEL - TEERS % - FRETAETEERYEIRI(pH 5. D#2)51 - ATAHIKIRY 2 A iR
REAAR L » 0 A - RE S B -NaCIsH &Y 3EI(pH 5. DR HESAE 2 SR AR
ETATCE SRRV BRIV R HT) - 9% e BB Ry ) s SR oY s
—» HARA MBI R ROt B 3 LAY - o irés R4S RS
1:[:[ o

[0185) EEMGEREIR - (L2 R/ RRERILEL TP EE E %
Hyea v AR © {2 RAREARBTFESF » 9% (90 mg/mL)FEHE ~ 0.01% (0.1 mg/mL)
PS80 - 10 mM ZB2E8 » pH 5. 12 A f& E A A i enoblituzumab iy {51 P B4 -
1.2.4.FEWR

[0186] BEIRAL37 CHIF S EFRE BB/ MR- Aenoblituzamab 1T
TR E T - WIRIBURAY o BRI S T R R RIP R
HR > BN E S NIIARE B R B R E R - BERR-EEEE#3)R
PORE S NaClH IR (#5 ~ #6 ~ #7 ~ #8) B AL SV R E (Henoblituzumab AR ZE

SR EM 2B - RN %REE D EEE T/ MNBARR e My — B - NI

%63 H > 496 H(SEWRRAE)
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BEMZOESE » A2 2H9%EMER10.1 mg/mL PS80HY10 mM 7, F&k(pH 5.1)
LR i 3 E BY FH it enoblituzamab Y 3 LU -
1.3.583%20 mM 7 iz &8 Y Enoblituzumab &84 E 5 (DP)4E &%)

[0187) EFTEHFELATHE SSAMYREIPERE] » KRl EE > 60 mg/mLHY
enoblituzumab 2 EHTA S HE(LHINY Z BB -
1.3.1.pHAI R 4347

(01881 A5t - BEFEEAT3.7-5. 00YpHAY20 mM 2 BE 5945 1 B AR Atk
F£60 mg/mLAYEL = R LAY pHLES - S < @ (EHEN &K RECEA
enoblituzumab4EEIAT AN R EEA3.7 ~ 4.3 ~ 4.5 ~ 4.85¢5.00JE45pHAT20 mML
BULRETH T - SR1% TSR R EYE 2260 mg/mLAG FL IR b (5:449%) FIPS80 (5%
£%0.1%) - #0#SE-HPLCHIEpH ~ & H'EEE (Solo-VPE)HIi5 70 FEW/E H L

(HMWS %) LASF E A BRI p R AR SR AS /K » SRR R4 -

% 4 : Enoblituzumab pH {i7 #2458
N BIRERE | ERBERE | EESE-HPLCH
BT SIRRE RS E R pH (mg/mL) HMWS%
20mM ZBESH ~ 9%JEERE ~ 0.01%
PS80 « pH 3.7 45 60.7 1.7
20mM ZBESH ~ 9%JEERE ~ 0.01%
PS80 - pH 4.3 4.8 61.2 1.8
20mM ZBESH ~ 9%JEERE ~ 0.01%
PS80 - pH 4.5 49 61.4 1.8
20mM ZBESH ~ 9%JEERE ~ 0.01% 50 611 L8
PS80 - pH 4.8 : ’ :
20mM ZBESH ~ 9%JEERE ~ 0.01%
PS80 « pH 5.0 5.2 60.8 2.0

[0189) ERZLEF[FTA RIKIE 4% Eciank HARRUE % B ApHA R - Eiftih
SEETHIpHE—2 2K 5 8.650Y 77 T-plis - pHILE FERZ - BIZERI0E3. ThtGHpHER
ETRIEEpH 4.509%4(0Y0.8 pHEEAL (1S » i H & {F B B LA+ pHS 269
pH 5.00VHE4ApHER EIRG - pHATFZFF(K 0.2 - B1EH2.0%07 5= HMWS %HIpH

64 H > 496 HEEWRRAE)
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5 2HVBCEURAFMELE - TE4. SHVE(EpHAY20 mM 4 B4 $74% 7R HR AL #4AY> 60 mg/mL
#YEnoblituzumab BA 1.7 %0 5 (KHMWS % - HMWS %45 52500 - fri{fpHE
PR F{ERHMWS %Y Z2 B RSP B HYES (e pHAHE L -

[0190] EZEFIpHAIIE & #EE N Fyenoblituzumab/z HF5pH 8.65HYpIHYE
BRI > WEBKEEHEFEREGIEREER - ZiT5EHRA -
enoblituzumabH 2| Kl E = REREZpHI &2 - Fa&pHIE I - pHAIES
2N o 1 H. - AR AER o BEUARpHIE - N A R EpHIR A MEZE
YRR AR %o - IR IEL - (5 F RS0 S 47 i EF ER AN OReSF B (EpHAY F = SR B B (B
20 > 20 mM);REE 58 5 R i enoblituzumabZURH R A E 1 -
1.3.2.ZEAER TR 5T

(0191 EfTIHATRE Mt 78 LARDAE 2 AR EE IR ((-60°C£-80°C) ~ 1E
T EEFIRIT(2-8°C) ~ NIERFAFIRIF23-27° OFMBE T FF R (38-42°C) T 5551
A fI:enoblituzumab LA 1 Henoblituzumabfd & M: o FE AT FE 1Tl T RIfEEL &

60 mg/mL enoblituzumabf20 mM /7, FL 58 =R BUEIFI 6 225 mg/mLEVE|HY10

mM £ B R EOR S BUA] - RS TR 7y - HIEERRE MpH - #lg
enoblituzumab B 7 - 7 H fEIE 8 £ M2 mL USP 1 BV ES /N2 /T HFH0.22 pM
SterileFlip (PVDF)&ifaAz Ut R a8IE - (LR ROF T RA(E/ MBS Bz - R
/INIEEFAE /2 B (-60°C £-80°C) ~ TEF (2-8°C) ~ JIE(23-27°C)FIEE F7(38-42°C)
EEFRRA T - ERGEEZE - EHEREUV 280 nm » {HSolo-VPE/EEE
51) ~ pH ~ 2B ~ i 0] REAR CGEDERE - HIAC ~ BEEREED - S TEVE%
(HMW %) (SE-HPLC)F1 8 {5/ 8484 43 #fi (IE-HPLC) &% {f enoblituzumabHy & 1 W& -

ELFERT R RN G R (YRR E M b ST AE R (matrix)F8 45 fERo T -

565 H > $£ 96 H(EWRRAE)
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RS HIRE MR SRS R

RS, Em TR | oo | mOTORR | @
20A48-60 20 mM 2 EH 9% 0.01% 60 4.8
20A51-60 20 mM 2 EH 9% 0.01% 60 5.1
10A50-25 10 mM ZF&5H 9% 0.01% 25 5.0

% 6 : Enoblituzumab SB[ & -1 IT4E

S5 /R TR 0 14 24 44 2 @7 3{EA 6 fE A
70 £2°C X X X
5+3C X X X X X
25+2°C X X X X
40 £2°C X X X

*AEIS IR T T 8 HIAC fy8E o Bk 8 -
[0192] FEEMEWTFEERARG{ERTERIST - IR FFTH —ERAEE

AR ~ ey ~ B B ] BRVIMREEf A E B R o £T = OFFHIE
EDERE - pHNZEREAERTH © fpH SEA25 mg/mLEERI10 mMZ
% #79  Fi #4AY Enoblituzumab (10A50-25)1E P #F R 19 R BUR HHMWY)
B DI HN2% Z6{ H - {rpH 4.8 (20A48-60)F15.1 (20A51-60) » LUEE =& 60 mg/mL
720 mM 2B $ - EC#UAYEnoblituzumab /12 SRR A(-70 + 10°C)FIIEE FEEFIRE
(5 = 3°OVfEFZ 2 6fil H IR RHMWYE %R Z W INERSFIZRY) « AENNZR(2S +
2°C)MIEET1(40 = 2°ONR(FT » EIRRE(60 mg/mL) BRI R ZZ FIHMWYIE %A it
WEHN(FRI0FIFR1D) - BipH 5107524 BUHI(20A51-50)fHEE - pH 4,81 = R FE B
(20A48-60)ETR HIFH (W R (RHYTHMWH B %I K. - pH 4.88Y =R RE BRI 38 5 1%
FE25 + 2°CHENN0.3% (1.1% % 1.4%) » FEARETERIE40 + 2°CHINN0.4%(1.1% % 1.5%) ©
ML T > IEAEEIRTEETRIRIET o pH 5. 1095 eI 45 B BEr 3 110.4% (1.1%

£1.5%)K10.6% (1.1%%1.7%) -

566 H > 496 H(SEWRRAE)
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[0193)  FEoffl B EEFHIR - ¥HATA =80 - ST
AR - AE2 R (-70 = 10°OFHEERYS + 3°OVFfFIRAF T EEF2 26(H H
R - KRBT EEFTIEE 7 EEMCP%) Y& B L (R12A0R13) < 2801 » 113
{3 &AL25 £ 2°HI IR GEF R T - MCP%{E~32%8/ ) £~24% (%14) > il HAE
ASEHEALA0 £ 2°CYBE I FATFIRIT T > MCP%{E~32% 8/ £ ~16% (FR15) - iSTH
DR BB A V)RR SRR BV) EHPE I - ETEe BRI R

5552 pHEGRE (AT

IE-HPLCHYEE

111126185

# 7 GHREEREBNSERGER
weEr BE
BUmIES pH BIER
=y BEfD SEhr (mg/mL)
20A48-60 C PY | FPP > ENP 618 4.8 328
20A51-60 C PY | FPP > ENP 59.1 5.0 348
10A50-25 C PY | FPP > ENP 253 5.0 331
T SPEEHNGEE - C=EH  PY=Ew0 ; FPP=EAR ;850 RIYEAB B ; FNP=EAK i H 0 By
ANARFERT o
% 8 : 1£-70 + 2°C S5 HIRBE M SE-HPLC &8
T=0 1{8H
SBUMIRES
H% MY% L% HY% MY% L%
20A48-60 1.1 08.8 0.1 1.0 98.9 0.1
20A51-60 1.1 08.8 0.1 1.1 08.8 0.1
10A50-25 1.1 08.8 0.1 1.0 98.9 0.1
SO 31EA 617
" H% M% L% H% M% L%
20A48-60 1.1 08.8 0.2 1.1 08.8 0.1
20A51-60 1.1 08.7 0.1 1.1 08.8 0.1
10A50-25 1.1 08.8 0.2 1.1 08.8 0.2
£ 9: 17 5+ 3°C {GHIBE M SE-HPLC &5
- T=0 1{EH 2{E@A8
" H% | M% | L% | H% | M% | L% H% | M% | L%
20A48-60 1.1 988 | 0.1 1.0 | 988 0.1 1.1 987 | 02
20A51-60 1.1 988 | 0.1 1.1 08.8 0.1 12 | 986 | 02
567 F - 96 HESHHEHE)
FEHEE A0202 1113242952-0
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10A50-25 1.1 98.8 0.1 1.0 98.9 0.1 1.0 98.8 0.2
38R 6 {EH
ﬁmﬁ% H% M % L% H% M % L%
20A48-60 1.1 98.7 0.2 1.2 98.7 0.2
20A51-60 1.2 98.6 0.2 1.2 98.6 0.2
10A50-25 1.0 98.8 0.2 1.0 98.8 0.2
% 10 : E 25+2°C ﬁ%ﬁﬁ‘& SE-HPLC %ﬁ%
T=0 2
%ﬁjﬁﬁ% H% M % L% H% M % L%
20A48-60 1.1 98.8 0.1 1.1 98.7 0.2
20A51-60 1.1 98.8 0.1 1.2 98.6 0.2
10A50-25 1.1 98.8 0.1 1.0 98.9 0.1
TE 3R
ﬁﬁjﬁﬁ% H% M % L% H% M % L%
20A48-60 1.1 98.6 0.3 1.4 98.1 0.6
20A51-60 1.3 98.5 0.2 1.5 98.0 0.5
10A50-25 1.0 98.8 0.2 1.1 98.5 04
211 : £F 40 £ 2°C GHI@ € SE-HPLC &5
SO =0 LA
H% M % L% H% M % L%
20A48-60 1.1 98.8 0.1 1.3 98.4 03
20A51-60 1.1 98.8 0.1 1.4 98.4 0.2
10A50-25 1.1 98.8 0.1 1.0 98.7 0.2
2/ 4
RIS H% M % L% H% M % L%
20A48-60 1.4 98.1 0.6 1.5 97.5 1.0
20A51-60 1.5 98.0 0.5 1.7 97.5 0.8
10A50-25 1. 98.5 04 1.1 98.2 0.7
& 811 PENGE « HB /) 7 BE - MoBRE -« Lo 7 BWE

12 ££-70 £ 2°C G HARB E M IE-HPLC 4558
B =0 L8R
AV % MC% BV% | AV% | MC% | BV%
20A48-60 2477 32.5 427 2477 329 424
20A51-60 25.2 32.1 427 24.6 32.7 4277
10A50-25 251 323 42.6 2477 33.1 422
RRE 3R 6 B

568 H » $ 96 H(ZWRAE)
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111126185

AV % MC% BV% | AV% | MC% | BV%
20A48-60 25.3 31.8 43.0 24.8 329 423
20A51-60 251 31.8 43.1 25.0 32.3 4277
10A50-25 254 32.0 427 249 32.5 42.5
13 FES5+3°C B EM IE-HPLC £
- T=0 1{8H 2{EH
AV% | MC% | BV% | AV% | MC% | BV% | AV% | MC% | BV%
20A48-60 2477 32.5 4277 24.8 333 42.0 2477 32.8 42.5
20A51-60 25.2 321 4277 24.5 33.5 42.0 25.0 322 428
10A50-25 251 32.3 42.6 247 324 429 249 32.1 429
SRS STEA ¢fA
AV% | MC% | BV% | AV% | MC% | BV%
20A48-60 249 31.7 434 24.6 30.9 445
20A51-60 25.0 31.5 43.5 24.8 31.2 44.0
10A50-25 25.3 31.5 432 24.6 31.7 43.6
% 14 : E 25 +2°C ﬁ%%ﬁ‘l‘fﬁ 1E-HPLC \%ﬁ%
SUITE =0 i
AV % MC% BV% AV % MC% BV%
20A48-60 2477 32.5 427 24.6 30.5 449
20A51-60 25.2 321 427 23.8 31.8 44 4
10A50-25 251 32.3 42.6 24.0 31.7 44 4
@A 3 A
ST
AV % MC% BV% AV % MC% BV%
20A48-60 23.7 31.7 44.6 264 23.8 49 8
20A51-60 239 31.3 44 .8 27.0 241 48.9
10A50-25 239 31.2 45.0 26.6 239 49 4
215 £ 40 £ 2°C G HARB E M IE-HPLC 4558
RIS =0 L
AV % M%C BV% AV % M%C BV%
20A48-60 2477 32.5 427 274 25.6 47.0
20A51-60 25.2 32.1 427 279 25.5 46.6
10A50-25 251 323 42.6 27.8 25.5 46.7
ST 2B i
AV % M%C BV% AV % M%C BV%
20A48-60 27.7 21.0 51.3 29.6 16.1 543
20A51-60 27.9 21.5 50.7 30.1 16.3 53.6
269 B 96 EH(ZFHEREAE)
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10A50-25 29.6 234 47.0 30.2 16.8 53.1
R 1215 PHEHIGEE © AV=REIEEES - MC=187lE - BV=@it2H8

[0194) R > ZAEIREMFEE N 7 FrA =R 61 Eenoblituzumab
BUFIE % R (-60°CZ-80°C)12-8°CREFIR I TRIRRENE: » fLE LB S HF6
{[& H 1% 15 %8 SE-HPLCHY |5 ff B2 2 - {ffi A1 48 38 1E-HPLCHY B {7 585 85 77 1 812 B
E2(L o ZITFRVGEREURE - BULINER(2S £ 2°C)NIBE T (40 £ 2°CO) R TER

HMWSH B3R % i ypH 5. 1AHLEE » E4EpH 4.8FCRAT > =R ZLHI(60 mg/mL - 20

MM Z S S4B BT ~ 9% EERER10.01% PSSOV EAETE © (EHMEE(25 + 2°C)FIFE /7
(40 £ 2°C)M T » BTSRRI A BURN T R BpHRE M -
1.4. S4B S ARGE

[0195] DA R8UHEIBHZEHFEFEEH » enoblituzumabdT /%2 R (-60°C £-80°C)FITEE

FEERAQ-8°O) T gIEE - B1E10 mM/FEEERI((25 mg/mL enoblituzumab ~ 10

4

mM Z. 58 ~ 9% EEFERT0.01% PS80 > pH 5.1+0.4)F FIE20 mM . i B U 7] (60
mg/mL ~ 20 mMZ.F&8H ~ 9%EfEFR10.01% PS80 > pH 4.8+0.4) R #IRF » {1 &
B T AL B 6(E H 1% i 28 SE-HPLCHY B2 ff B & i F1 28 B IE-HPLCHY 88 iy 52
B imEn e AEE R
[0196] ‘ELeifse BRI - B A K AY L A8 4H & W) P BB EE

enoblituzumab 5] IEAR AL ARG - dHEEE ~ R REDEVEX T » L8
S HEFIPS80HY4Y10mM £ £20mM /R 88 Y~ BR B 4% TR ( B H4.4%5.58YpH)
LY o FEHIHY - B EERFZE S (H FI20 mM 2 FEER - RERERIPSSO (140 © 20 mM
2580 ~ 9%REMEFI0.01% PS80 » pH 4.8+0.4)/E B = & enoblituzumab DP4H-&4)
AYRAS LR o 40T S FrAHIR (EAY - B = R E enoblituzumab BRI 1T [ 5k

By 3E - RN B EERIEZHIE > [RE T #2ADPH & % (25 mg/mL
70 B - 496 EH(EEHEREAE)
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enoblituzumab ~ 10 mMZE&$R ~ 9% HEF10.01% PS80 » pH 5.1+0.4) (A HH A
“enoblituzumab DP1”)  [It4) » [E7E T 26 _DP4H&%)(25 mg/mL enoblituzumab -
10 mM Z &8 - 9% fEF10.01% PS80 » pH 5.0+0.4) (A % & “enoblituzumab
DP27) o

1.5. #1{a] it FEEnoblituzumab DP14H&%)

Fr Y enoblituzumab DP1FIDP22H & IHY4H 73 73 BIAE LA T 2=

16AF116BHZE T~ - LL10 mLE{20 mL 1 AUERAY EEES/ NER AL fE enoblituzumab DP1A]

[0197]

DP2¢H &) » 117216A-16BH EE15AY © 250 mg/10 mL (10 mL/Nff)E¢425 mg/17 mL
(20 mL/\NJE)  DP1 (2 16A)Ff1DP2 (F16B)4H &Y — & & & 25 mg/mL
enoblituzumab ~ 10 mM &SR ~ 9% ERI0.01% PS80 » (B2 B AR [EIEEFR2E

FOAR G [S16Y B AEpH © DP2EIFaE Ot R IS 2 M R 22 21 HL OR35S 089 & H

pH °

2% 16A : Enoblituzumab DP1 £H&%7(250 mg 1 425 mg /NiE) pH 5.1+0.4
& (Quantity)

DR oy | DPEEY) mL 10 mL//N& 17 mL//NG
Enoblituzumab 25 mg/mL 25 mg 250 mg 425 mg
K% 0.18 mg/mL 0.18mg 1.8 mg 3.06 mg
=K Z G EA 0.95 mg/mL 0.95 mg 9.5 mg 16.15 mg
FEAE(9%) 90 mg/mL 90 mg 900 mg 1530 mg
TR RS 80
(“PS807) 0.10 mg/mL 0.10 mg 1.0 mg 1.7 mg
(0.01%)
JE5T K BEL 1nl | BELEE HE LR HE LR

111126185

571 H 0 96 H(HHRHE)

FEHESE A0202
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2= 16B : Enoblituzumab DP2 £4H &#7/(125 mg ~ 250 mg ~ 425 mg 1 500 mg /]NfE) pH 5.0£0.4
uantit

DP @ &¥)sy | DPEGY) SmL /N | 10 mL//J\%E 17 ZnL//J\#E 20 mL//NfR,

Enoblituzumab 25 mg/mL 125 mg 250 mg 425 mg 500 mg

K2 0.27 mg/mL 1.35 mg 2.7 mg 4.59 mg 5.4 mg

=K Z G EA 0.74 mg/mL 3.7 mg 7.4 mg 12.58 mg 14.8 mg

FEAE(9%) 90 mg/mL 450 mg 900 mg 1530 mg 1800 mg

FLLZLESES 80

(“PS807) 0.10 mg/mL 0.5 mg 1.0 mg 1.7 mg 2.0 mg

(0.01%)

5T K HEL InL | BELEHE | BELEE | BELEE | BELEE

[0198]  Enoblituzumab DP1FIDP24H &4/ LAfEE 8 K e fithe » L4675
£ USPAIPh. BurfyTE#757520 mm FluroTec®HIB2-402: 7 HY T E eI ZEA AT
B/ BZE210 mL (250 mg//]MR)EL20 mL(425 mg//INDBER/ NRFFAE - B/ NRAY
2= E/210 mLE(17 mL - F{E/NMEIEA0.6 mLBEHTHYKAS - BfEEEE
FeLAMEDRA B SaHYRSAE A EZHT (withdrawal) 10 mL (250 mg)F117 mL (425 mg)HYy
enoblituzumab DUETTEIEIRIX - HIZE ARG  n[IRAFSTEAN/ MR/ L a5 R e
HefE il ] $RHVEE FE HIEA (extractable volume testing)HfE € ° Enoblituzumab DP17F
DP2UHEVIZEHEW MR B0 - MR Rm s EERK - v 1 —%E
& Enoblituzumab FHir o 4B 3 HE 7Y HEfERYEnoblituzumab DP4H &) R LA
AR A B M LA R R BRI IR AR E MR 7R -

BHEB2
Enoblituzumab DP14H-&¥71 Vit FfE 5

[0199] Enoblituzumab DPIZH &¥n] DLLLE K& /MRAE RS H AL A A B
B/K(0.9%Z (LR E IR - USPIMRERE RAFIRNAVEN LA - R AN
TRV E - PRI EREENEIESTERY - EFVEEMRENNSTEE -

A AR A M LUEE R E[ERIEIE ¢ 0.01 mg/kg% 15 mg/kg -

7

:

572 H 0 396 H(HAHRAHE)

111126185 FEHESE A0202 1113242952-0



202310874

2.1. Enoblituzumab DP17E{E F A & e Ak

[0200] & 7 8FEHWHTER (£ aH £ S Kr T eS8 Vit AR T
enoblituzumab DPIHYHHRE - (I RGHE FaIESHYIV ATV i F 8 4 R 18R
TEBLF TR EH70.9% BALINIVRBUE R B FHEAZ B E - 20N CEFFAH
At - FEE M AIAE S MO S A0 N AT ¢ AR 25°CHE RE A F B AT K E WY
enoblituzumab % % 24 /NEF -+ 3l HL {58 A 2R 28 8 A0 8 JE HY TV i R 22 B 1V it
enoblituzumab 12073 §& YTV, EHFRE -

[0201] FEmAIHIMEA MEIFFEH » enoblituzumab DPAH &)11 ERER PR FH
AAH R [FTRVAEEY - BIEE PN RBEY T 5T 28 T LR PR FIRVAR RO EIRY4RE - BT
B IAAYIVES h#552 » HREF{E25°C » BB LS 25 P AVHAFE 5 2B HE A
(bracketing approach) » DLW {RE7E] & (0.0450 mg/mLF15.59 mg/mL){EAE7 /NI{R
IVIERAEE 20 mLE NI4T 25 TR - B AR EM S HIERE - A
S IVES VAR RE ) EETEIUE - DU E ARV RSB BB IEIVES (50
mLA1250 mL R~ o HI 58 % f 22 47) 2 FE (0.0270 mg/mL ~ 0.135 mg/mL#15.59
mg/mL) » 35 L7 8 F{E A Eenoblituzumab}ERE - F17HEER T FEIUERIFT

TR -

2 17 : I Enoblituzumab DP 41 &R RBATETDE

HRHRRE s e IV REE

0.045 mg/mL 20 mL BN E I 58 NORIVERSEE

5.59 mg/mL 20 mL BP9k 5 5 NOR IV IERHEE

0.027 mg/mL 250 mL BIEIE IV 45 T [V SRR

0.135 mg/mL 50 mL BIEIR IV £5 AV fiHSEE

5.59 mg/mL 50 mL IE LR IV 68 TAE IV iR
250 mL BIHIE IV 45

[0202] 4@ KF HRPH @38 7A(SE-HPLORIE B UV 73 e e ARV EE 5
BREUREFLHY - AEATH FREFAIR B T - PrisFenoblituzumabHY&E T 5C 5

5573 H 0 96 H(HHRAHE)
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M o BRI R R N R S5 FI IR IR IVES 1 2L 0.9% FAL S AR FE A
enoblituzumaby & = 1 K H G R i AV ©
2.2.Enoblituzumab DP1AHSYERE R HEE AR LRSSV NORIVERSEER

[0203] % 1 5F(&20 mLIE A 1% E 51 88 5 enoblituzumab i AE 25 14 1FE &
M o AE 2R B 2 L W A TSR Y enoblituzumab Y —7 - I H 741%
FE25°CEE o
2.2.1. 055555t

[0204] FE&H4HEE/KAYE—20 mLE N IE LS 85T - R4 FREEK DU
F£0.045 mg/mLF15.59 mg/mL##FEEnoblituzumab (F215) o IR B FHT 28 1E25°CL#
1570 ~ 4 ~ 8FI24/ NI © SPATEUF R BB BN T S0V IR AR - I A AE2-8°C
PRIFFO ~ 4 ~ 8FI24/ NI o {158 R & B (T = O)HF AL (S T8 (4 ~ 8024/ 1NEF)
TEEFEDE ST BB ERR S o A BRI R (R (ED ST 25 HR B R S T oA -
FH{IE B 251 P 7 AL ([ R

[0205) & T EHE{EZR M8/ NORIVIE RAEE (120 mL)E5T 85— fE fEF
enoblituzumab YA Z MEFIFEE 1 > (EPU{E20 mL)¥ 4T85 F S W UR R
enoblituzumabfy—1& - il H AE25°CHEF4-6/NEF « ZA1RHS T AT A R FE Y W
BRI EYIE BIVIE RSB HVE IR o FIBRAVEST 8 EREE]/ NI
IVIERAEE [ - U H E MRS Y8R5 R AL 120 53§ A8 N 2R T R 48
B o H—(f R BN AEYUESI B A L BT - HEERE

TR EFEFREEE -
222458

574 H 0 k96 H(HAHRAHE)
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[0206] IEEEWFFCAVAESRRET W ATAIEAAE - AN a2 i 5
% 2 24/ NIF BRI/ NCURIVIERAEE - B HE MWCR(IgGIRE) PUR SNEFIR /N
SHf(SE-HPLC)) @ HEHZ2 BB 1k - 120 mLE G2 IFE 2 224/ \NIF 14 B0E
MIVIEREEE % > enoblituzumab[A[UL#> 97.2% > IgGEIR(EIE%) - TFHEMRE
(HMW%)RJMHETE + 2R Bz ~ BIPRTTAR (clipped antibody )JF 2 B4 54 54 2B 4
(LMW %)iItHE &9 FEE L -

(02071 RISFIRI9FEIR 1 (EAENE LSS/ NOKIVIEREEE B
18 Bt R &89 A4 BRER K AE (5 A A B M TRV R M AE TR, » (EBDREY
HFFEIRE(O ~ 4 ~ 8FI24/NEF) - (R {RED 5 28 R L B o 1T 708+ B T A%
s —(ERYEEAE R o B REAT SHE AP B (RN R B ot E R

(IgGIEER %) FISERE SE B 1 (B 2B SE-HPLC) -

5575 H 0 96 H(HHRAHE)
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218 : 20 mL BAIEEE 289 Enoblituzumab By MR EM:

WSt | RSRTEE | 1eG K% SE-HPLC
’ ‘ & ’ " HMW%¢ | LMW% ¢
Eagiic 104.0 99.1 0.9 0.1
97.2 99.0 0.9 0.1
0 /\IF
99.6 98.9 1.0 0.1
103.0 98.9 0.9 0.2
4 /\NIF
0.0450 mg/mL 97.2 98.7 1.2 0.1
111.3 99.0 1.0 0.1
8 /NBF
110.5 99.1 0.8 0.0
111.1 99.0 1.0 0.0
24 /\BF
113.5 99.2 0.7 0.0
$iig 98.9 98.6 14 0.1
100.4 99.0 1.1 0.0
0 /NI
100.4 98.6 1.3 0.1
101.6 98.7 1.3 0.0
4 /NI
5.59 mg/mL 101.8 98.5 15 0.0
101.8 98.6 1.4 0.1
8 /NI
102.2 98.6 1.4 0.0
102.4 98.9 1.1 0.1
24 /NE%
102.0 98.3 1.7 0.1

=19 /N NOR IV ZEESEE T Enoblituzumab YA MR €1

ML | BSTE | 1eG ERES SE-HPLC
’ ‘ & ’ 9" HMW%¢ | LMW% ¢
106.2 7 1.2 0.1
- 06 98
105.8 99.0 1.0 0.1
0.0450 mg/mL, | IV &R 103.6 99.2 0.8 0.0
®
(Post-IV 102.5 99.3 0.7 0.0
tubing)
100.4 . 8 0.0
. 00 99.0 0
100.0 98.7 1.3 0.1
5.59 mg/mL
IV &5 101.6 98.6 15 0.0
% 101.4 98.8 1.2 0.0
2 18 FIZR 19 AL -

a  IgG R %R AAEYIGOTHE 1eG RERDARR 2% E - HitRmS S ERERAURE - T=0 -
T=4 » T=8 il T=24 /NIt mEL IV ERE RGOS HEEWEH BRI EE -

b HES%:a1 55 SE HPLC BARIEAYERAFR DUPT A IRAIAERT - BRI A BLAG % M SR (I & 7K Ay Y
R TR -

W

576 H 0 96 H(HRAHE)
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¢ HMW%-gs757EWE 8 _FEEIEANE st R ERE D TEAN 1gG BARHIFTH SE-HPLC I
FORENIRS: DLFT AT B A - g (R iy HMIW % Bt (R 8 /KRR B IR an (T ER T -

d LMW-&o 8 REo T8/ 1gC BENYE - BEiEHiRR BNRGESHVEMEEEH - LMW%:HE R
T T8/ 1gG BERHIFTA SE-HPLC IEATARMIPR LUFTAIEATLEA - iAE B AT LMW %BE EE &

FKAER S HER T TR -
2.3.8 i EnoblituzumabDP4H & ¥ B B R I VS AR TV e FH S B Ay E F 5
HMEAME

[0208] & 1 &t A IEIVES HH enoblituzumab DPISH &)HYAH B M A01S
EM 0 e M5 B KR E A S R E enoblituzumab DP14H & 4) % {5 S0mL A
250mL IVEZI(FR16A) » Ui H A2 A125°CIE S -
2.3.1.05e8%sT

[0200) 7 &7 4 B8 /K (S0mLB7250mL) B ki SR TV 45 o [ = 7 e
(0.027mg/mL ~ 0.135mg/mLF{15.59me/mL)##EEEnoblituzumab DP14H &%) « 127 [F]
AR B (B T2 LA 552) B e RO R B W (DRGSR - AR RATVERAE25°C
PRIFO ~ 4 ~ 8124/ NI o AT BRI Il HAE2-8°CPRESFO ~ 4 ~ 8FM24/NE
HH R IR - (e IV H AR T oA

[0210] AEIVASAGRHVEIREEERL6.75 mghyhatHVEEIE - AHER4S
kel PRS2 B 17:520.15 mg/kegHEKEE o & HAFEAEIREAE250 mL IV 2
0.0270 mg/mL > {£50 mLIVAS 20,135 mg/mL o SHIEEAT B RS EL A 1800 mefy(h
STHYERE - HEH120 kgZa\ &2 15 me/kgHIE /K - B EE250 mL IV

LT TOME - 45H5.59 mg/mLAY AR (R 72.0 mLEY2S5 mg/mLEEY)ZE SR

ETEH250 mLEG/KATIVEEH) © £%5.59 mg/mLAYRRAEH(F F550 mL IVAE 1y F

FRJEFE (upper bracketing concentration)#7T | HIER, ©

577 H 0 96 H(HHRHE)
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[0211] EEEEIVEHBE FTNERSLIVEFERFEREN
enoblituzumab DPH & T4-6/NEF Y 55 12 1 8 8 SH A R B TV A IR Y - A1
JERRABREBHAARE ELREETV LS TP U B IR 50 (S mL) > N6 H AR PRI eREVE A AL AT
12073 BT EE N - F—(EIVIYANFYEE S B[ F st - 10 H#ErT
T o i =AEHERRE 2 B HIERT K > Sl HAR R A AN AR e (e B ~ AR
BEOG S HHEPES) 0.2 mM& EEMef2zOIVIEAAE > ARV REWEIFE]
FIBTFE2) -

32288

[0212] EESHIFERVEREI > BINATA MG - AL FIRIEIVAS i A4
BR/KTPI S 2 224/ N BRI TR R IVIERACE - AR ELEUCR1gC
IR NEAT KT 0 (SE-HPLO)RYBRE L » AEIVAITIIF B 20 224/ NRHZ B
HEIBIVIERAAAEE CRIBIEEGETE ¢ 1207788 )1% > enoblituzumabHy[H|5R 774
B> 85.9%H1=95.2% > IgCHEASHHEH E(ER%) - TER/HMW) © B0 &~ 59
PrOTAS I e S B B S (LMW ) AR S BV A E 2 L -

[0213]  1ER20-220F BR 1 i RIS TVAS AR ZE TV IE R A B BLE Sy i
HRE YR AR /KALE A T AHEE DT TR R RIS R o AEBURE YRR RS
(0~ 4 ~ 8FI24/Nf) » FEIVEARI AU B b E T 0T » AL RIEPIFE (PR LRIR5E2)
B AR HEURRE A — (431 - ££T=0 ~ 4 ~ 8FN24/ NEFER L Ho At © 3
ok i (% FH 7 BE {18 B FEJ 5 I HL oA 2B B 'R IEE (I G RIS 3R o) RO 8 5 B 14 (G 268

SE-HPLC) -

5578 H 0 3t 96 H(HAHRAHE)
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2220 : 50 mL B¥FR IV £330 Enoblituzumab By MR E 1
. . IgG =l SE-HPLC
N I N
/ﬁja/%Jx E#Fﬁﬁ% %a ﬁ%%b HMW % ¢ LMW % d
i 103.7 99.1 0.9 0.0
0 /]\i% 97.9 99.2 0.9 0.0
0.135 4 /\IE 97.1 99.3 0.7 0.0
mg/mL > f#5E 1 il : : : :
8 /NI 95.0 99.3 0.8 0.0
24 /|NEE 95.0 994 0.7 0.0
i 102.2 99.0 0.9 0.0
0 /[\B% 97.1 99.0 0.9 0.0
0.135 4 /\IE 96.4 99.3 0.6 0.0
mg/mL > FH5E 2 il : : : :
8 /NI 95.7 99.3 0.7 0.0
24 /NI 94.2 99.2 0.8 0.0
e 101.1 99.0 1.0 0.0
0 /[\I% 98.9 98.8 1.3 0.0
5.59 mg/mL > ~
o 1 4 /\I% 99.3 98.8 1.3 0.0
8 /NI 99.3 98.6 1.3 0.0
24 /NI 100.7 98.6 1.4 0.0
i 101.6 98.7 1.3 0.0
0 /[\I% 98.6 98.7 1.3 0.0
5.59 mg/mL > ~
o 2 4 /\I% 98.4 98.6 1.4 0.0
8 /[\B% 97.9 98.9 1.2 0.0
24 /NI 98.4 98.7 1.3 0.0

5579 H 0 96 H(AHRAHE)
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2= 21 : 250 mL BHK IV £551 Enoblituzumab By MR E M

AR | BRI | IeC ER% SAmLe
HE" HMW% | LMW% ¢

g 92.2 99 .4 0.6 0.0

0 /\B% 106.0 99.3 0.7 0.0

ng /H?LO?Z%% | 4 103.2 99.3 0.6 0.0
8 /NI 97.6 99.4 0.7 0.0

24 /NI 95.6 99.4 0.7 0.0

g 99.6 98.9 1.1 0.0

0 /B 88.5 99.0 1.1 0.0

ng /H?LO?Z%% 5 | 4/ 88.8 99.5 0.5 0.0
8 /NI 90.7 99.1 0.9 0.0

24 /NI 85.9 99.4 0.7 0.0

A 101.1 99.0 1.0 0.0

0 /B 98.9 98.8 1.3 0.0

5-59 m%nlm W 99.8 98.8 1.3 0.0
8 /NI 99.1 98.7 1.3 0.0

24 /NI 101.2 98.8 1.2 0.0

g 101.6 98.7 1.3 0.0

0 /B 99.5 98.7 1.3 0.0

5-59 m;f;L W 101.8 98.6 1.5 0.0
8 /N 98.8 98.9 1.2 0.0

24 /NI 99.5 98.8 1.2 0.0

55 80 H - 1t 96 H (IS
FEH5E A0202
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2= 22 ¢ R TV jEFAEEE ] Enoblituzumab FYAHZ MR E M
o IsG SE-HPLC
wwarE | mmms | O
RERAVEE IV EREE

0.0270 g 93.3 99.2 0.8 0.0
mg/mL> 52 1 | v spksg 95.2 99.3 0.7 0.0

0.0270 His 88.9 99.4 0.5 0.0
mg/mL> 5% 2 | v 5pkik 97.1 99.0 0.9 0.0
0.135 mg/mL > g 100.7 99.2 0.8 0.0

e IV k1% 100.0 99.2 0.8 0.0
0.135 mg/mL > g 98.5 99.2 0.9 0.0

W% 2 IV &Rk % 100.8 99.0 0.9 0.0
5.59 mg/mL > HHE 101.4 98.7 12 0.0

e IV &Rk % 99.3 98.5 1.5 0.1
5.59 mg/mL > E i 101.1 98.7 13 0.0

W% 2 IV &% 99.1 98.5 1.5 0.0

BB (0.2 mM)EEEE TV [ FHEE

0.0270 HHE 90.4 99.3 0.6 0.0
mg/mL> 5% 1 | v 45548 103.7 99.3 0.7 0.0

0.0270 HHE 87.0 99.3 0.7 0.0
mg/mL> 5% 2 | v 45pkis 102.1 99.3 0.7 0.0
0.135 mg/mL > g 100.7 99.2 0.8 0.0

e IV Ei&1% 98.5 99.2 0.8 0.0
0.135 mg/mL > g 99.3 99.1 0.9 0.0

W% 2 IV Ei&1% 99.3 99.2 0.9 0.0
5.59 mg/mL > PapiE 101.1 98.8 1.1 0.0

WH5E 1 IV &Rtk 99.5 98.7 1.2 0.0
5.59 mg/mL > g 100.7 98.6 1.4 0.0

W% 2 1V &Rk 1% 99.6 98.3 1.7 0.0

2 20-22 F{ERHAFRE |
a  TgG R % B R REYmATHE 1gG RERLAER S S E - HiIdEmSSE 2 AEURE - T=0 -

111126185

B
HMW% - 73 TEYWE - B FRMEANE O SIEARE TEAN G H
TR ERRG % BRI B 2K A B IR

{rEbEE -

HERIRR LIFT A IERTARAT - R ERE LAY
F81H-
REIE A0202

96 H(ZFFHEHEAE)

T=4 - T=8 il T=24 /NEFfEmEE IV BRI S HER KB HENIFEA 20 2R IRELATRIZEE -
BfG %=1 Ay SE HPLC BRAGIEATIEAERR LIFT A I ATAEA - ARERIGUE My BR 3G % HE BLAR [F) B 2K Ay HH I

BEHIFTA SE HPLC A
HITELET -

1113242952-0
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d LMW -{£5 T8 : %5 T8/ 1eG SRS - BIEHGR ARG & 1T E MR - LMW %3155
TS TR/ 1gG BESHFTA SE HPLC IS (L8 RITR UFTAIEI4ER « KBRS LMW SUHER R
KA I e T ERAEE -

2.3.3.Enoblituzumab DP4E &Y B MG SR

[0214] E#i7REnoblituzumab DP1 4H-& 48120 mL 5N ff 3 5 25 1 LA
0.05-5.6 mg/mLaEREFEIBRIVEEHF10.03-5.6 mg/mL&H[E R HY A FREE /K
B IRMMEZ - 28 REnoblituzumab DPAH &8/ N KTV IR B MLV i
HEBFAZY o 455 % 15120 minffJenoblituzumab IV e FE B R ATV G381 228
TEFES 26/ NIFHIAE2-8 CREF24/NEF « FEAL » &EFSRHH 0.2 pM&R - PESER
e 2RI Eenoblituzumab -

B p3
Enoblituzumab DP14H &Y= AT B 15T

[0215) FEAZEAYI0 mLE20 mLE;FE/ N H #E/Tenoblituzumab DP14H &
PR RHTFINNZRTRE MR T « H1E2-8 CHUME I (R R 7R 248 (M H A1{E23-27°C
ARG (4 (2 R £ 6{1E H HYenoblituzumab DP14H&YIVER E M H#EST T 374 -
3..EBETE

(02161  1£2-8°CH123-27°CREFF IR {4 A 1T HY AN & S5 B R PR Ay 48
&5 R EIALFR23ARNI23BH « 5 LAHFE T 1 7{# A [EIHtZXHYenoblituzumab DP14H
BV FEELT o KZERRFE R/ NREITAYE R T T > It B 2 /0 —IB 52
FRERE NIRAETTHY

% 82 H - 4k 96 H(ZURRAE)
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2= 23A ¢ 1 2-8°C F£EEEI/NE S Enoblituzumab DP1 4H&Y7R9R8 2 M HIER
. HIRERE(R)
0 3 6 9 | 12 | 18 | 24 | 30° | 33° | 36 48
Ao INEHE RS X | X X X | x| x| x| X | X | X X
B7-H3 &5 &R X | X X X | x| x| x| X | X | X X
FeyRIIla 485 & 0954 H X | X X X | x| x| x| X | X | X X
SE-HPLC X | x X X | x| x| X | X | X | X X
#J5 CE-SDS X | X X X | x| x| X | X | X | X X
JE#)5 SDS-PAGE X | X X X | X | x| X | X | X | X X
R X | NSNS |NS| X |[NS| X | NS| X | X X
IE-HPLC X | x X X | x| x| X | X | X | X X
YR X | X X X | x| x| x| X | X | X X
pH X | x X X | x| x| X | X | X | X X
0350003 X [ NS| X [NS| X |[NS| X | X | X | X X
CEEIRER =10 X [NS| X [NS| X |NS| X | X | X | X X
2 23B : 7F 23-27°C FEE /N H Enoblituzumab DP1 4H-& 978978 & MRk,
A HIRERE(R)
0 1 3 5 6
Ay NEHBERE X X X X X
B7-H3 &5 &R X X X X X
FeyRIlla 485 & 0958 H X X X X X
SE-HPLC X X X X X
#J5 CE-SDS X X X X X
JEMJE SDS-PAGE X X X X X
IE-HPLC X X X X X
YR X X X X X
pH X X X X X
0350003 X NS NS NS X
CEEIBRR = p X X X X X

R 23A-23B PEERVERE © CE-SDS = {£ | e AR AERVIFIL FRYBAE K  SE-HPLC =R
~PPERE SRR (R E  SDS-PAGE= + e AL S/ PIG IR SER BB VK © IE-HPLC=g 1 3CHASRL

AR EEE 5 NS = K2 HE G5 nZ R ERA T ZE ) -

32458

FEHESE A0202

% 83 H » 4k 96 H(EWRRAE)

1113242952-0
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[0217] AfE2-8°C{# 748 (f H A1 AL 25°C G176 {f H By R ML KAy
enoblituzumab DPEH SYIRIFTA MGG R 7 23R 24A-24BRIF25H © T3
RS TP IR O TAERO ) ~ SR 5 B R E M (AR MEAT R M A iy oAt

AEE -
= 24A  BEMEFE » Enoblituzumab DP1 4H&%7(2-8°C ; FREI/INE)
BE(B)
B 0 3 6 9 12
E 45 AR (ng/mL) 24.9 25.0 25.0 25.1 25.2
% H7 > BT-H3 455:(%) 96 88 93 83 104
%77 > FeyRIlla 4521(%) 115 99 106 104 110
9 Mono% 97.7 97.6 97.5 97.3 97.3
= HMW% 2.1 2.3 2.4 2.6 2.6
g LMW% 0.2 0.2 0.1 0.1 0.1
& CE-SDS 97.8 98.6 98.0 97.9 98.5
JE3E |5 SDS-PAGE 98.2 98.6 98.5 97.1 98.3
MCP% 21.6 26.1 25.8 29.9 28.0
&
- AV% 33.8 31.3 35.5 28.3 30.2
I
oy BV% 44.6 42.6 38.7 41.8 418
YNER 0 VB C C C C C
SNER > BRI Y PY PY PY PY
ANER > o] R SR FNP-CPP | FNP-FPP | FNP - FPP | FNP - FPP | FNP - FPP
pH 5.2 5.2 5.2 5.2 5.2
3% % B (mOsm/kg H,O0) 300 NS 291 NS 305
ﬁ P>2 um 8182 NS 8160 NS 75708
EE P>10 ym 130 NS 134 NS 252
E P>25 um 3 NS 58 NS 2
HETH NG NS NS NS NG
% 24B : BEMEE! » Enoblituzumab DP1 4H&%7 (2-8°C ; EEE]/NE)
\ BFE(H)
HIER 18 24 30 33 36 48
E 45 RS (mg/mL) 25.1 | 255 25.1 25.0 25.0 25.1
% H7 > BT-H3 455(%) 103 89 89 95 94 113
%77 » FeyRIlla 45 &:(%) 116 116 116 110 130 108
Q Mono% 973 | 973 97.0 96.7 97.0 96.8
= HMW% 25 2.5 2.8 2.9 2.7 2.9
= LMW% 0.2 0.2 0.2 0.5 0.2 0.3
¥ & CE-SDS 98.0 | 99.1 98.1 98.4 98.0 97.0
84 B » 96 H(EEHHEREAE)
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% 24B : BEMLEF > Enoblituzumab DP1 4H-&%7 (2-8°C ; HH{E/[NER)
BF(R)
il 18 24 30 33 36 48
JE1BJ5 SDS-PAGE 98.0 | 985 97.2 95.0 97.3 95.9
MCP% 287 | 30.1 29.8 30.0 29.9 25.6
Q
- AV% 33.1 | 288 28.9 28.2 28.2 33.5
T
i BV% 382 | 41.1 41.3 41.7 41.8 40.9
YN > SEEL C SO C C SO SO
YNE > BEE PY PY PY PY PY L
FNP | FNP | FNP> | FNP> | ENP: | FNP>
G s x
PHBL> BT » FPP | » FPP | FpPP FPP FPP FPP
pH 5.2 5.2 5.2 NA 5.2 5.2
215 B (mOsm/kg H,0) NS 305 294 303 294 289
P>2 ym NS | 80925 | 150765 | 349455 | 138794 | 241511
=
i P>10 ym NS | 1447 | 2378 | 4300 | 662 3458
Elj NS 35 6 23 1 5
P>25 ym
ST NS NG NG NG NA NG
%25 : BEMEE > Enoblituzumab DP1 4H&%(25 + 2°C ; EII/NE)
BE(B)
il 0 1 3 5 6
T 1 R (mg/mL) 24.9 25.0 25.0 26.0 25.0
%7 > BT-H3 454:(%) 96 93 79 75 68
%} > FeyRIlla 654 (%) 115 105 93 93 106
Q Mono% 97.7 97.4 97.1 96.8 96.8
= HMW % 2.1 2.3 2.5 2.6 2.6
7 LMWY% 0.2 0.3 0.4 0.6 0.7
5 CE-SDS 97.8 97.7 98.3 97.5 98.5
JE38)5 SDS-PAGE 98.2 98.6 97.8 98.7 98.6
MCP% 21.6 25.8 23.7 19.6 17.6
Q
- AV% 33.8 34.0 33.2 36.2 37.1
T
) BV% 44.6 40.2 43.1 442 45.2
SNER > ERL C C C C C
YNE > BEE Y L PY PY PY
o . FNP - FNP - FNP - FNP - | ENP s FPP
IMER > Sl CPP CPP CPP CPP
pH 5.2 5.2 5.2 5.2 53
215 B (mOsm/kg H,0) 300 NS NS NS 297
» P>2 um 8182 NS NS NS 16020
=
HE?*.‘;*Z P>10 zm 130 NS NS NS 138

%5 85 H > 4 96 H(EYRRAE)
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7= 25 : BEMEF] » Enoblituzumab DP1 4H&#)(25 + 2°C ; E11/NE)

FFE(H)
M 0 1 3 5 6
P>25 ym 3 NS NS NS 5

R 24A-24B F15% 25 PEFMARE : Mono =H§E - HMW = S/ +EY/H - LMW = {3 FEY/H
MCP = T8 {ifiié ~ AV={EIEEHE - BV = [g1E888 © SO =Rfi7LHE ; PY =)8& 0 ; C=#EH - FNP=
B L n] FAMREERL - FPP =LA ] REHHMEN - CPP=8H 1 REHHEEN - P=fE/ ; NS
= R e IS B R R - NA=H A RITER R ES 5 NG= 4 £ -

[0218) HFFEHIFTA fE XA enoblituzumab DP14H & ¥IHITE E 11 & FHE
2-8°CHYTHIIRIAGAFIRIFAE36 2 4818 H &AL AT REZAIIREN - bR 152 n] AT
ZAb o FE2-8°CRAFEII2{H H BaG - FEeftReyns v] FRARK(P > 2 pmAIP > 10 pm)
YA - BN HAN IR - IR AEERE L TR R B ERY AN -

[0219) fE25£2°CHYIIEEHFIRI: - HHFEAYRTAALIHEO(E A @ AL Al ##
ZHIPREA o i 8 SE-HPLCERZZ 255 J(B7-H3GE &) M AU EM8 A T - AL R
P N EERO MRS (BN E H B ARG A PR AL &R SE 2]
PEZHVEIE N o IE-HPLCHYSRE MEEE R » A£ — et BEAGAT i [NIEAn
BRI 0 - EFE AR R - BB X E S AR EY) - N
FEFRRAET - 2 ABRE SR HA S 2By S BB e =Ny 21 - &
HA /" enoblituzumab DP14H SVIHVERERTEE EME -

33 REMER

[0220] ZREREMEEERHY DT - #52 (FEHEZenoblituzumab
DPIsH &Iy 57k > SCRAE2-8°CHIME I e (1 2 /024 A RV E 2RI - 3%
24A-24BAIR2S R R RMAR EMEERHE R - BT HAMHE, - BV EE
BIEEERY - AE /D248 H WL CREFAE AT REZRIIREAN - Al H S5 22 /D924
RAWVEZRE] » BHZE/V&36%2 2/ DEA8(E HEY LR

% 86 H > 4 96 H(ZWRRAE)
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202310874

B4
A =R EEnoblituzumabiyBEYIAH S YRR E AL

[0221] & T 1ERES4H &Y B & R E enoblituzumabiI g E - i &
{EEIRVEEY IR EY) o 1520 mMZEESA ~ 9%EREF10.01% PS80 (pH 4.8) HEC#LLL60
mg/mL (Ac60)57120 mg/mL (Ac120)EREHJEnoblituzumab - 5341 » {120 mM4R 4,
Tt B s B (4H A2 s -HC) ~ 9% R F10.01% PS80%LRE (pH 5.4f9) HFC #4120 mg/mL
(His120)fYenoblituzumab - DAtg#r4H S B H L& S MEFITR & MERY 22 -
4.1 55 SNERYRFAL

[0222] i 8 {1 2-8°C F1 25°C R & Y1 09 15 & 51 8 2Kk 5F 1 = R FE 1Y
enoblituzumab - ZEEEIFI4H A B -HCIZEHI AR pH (4.8F15 DI - iELEH5T
A4S SRBURATR26F1R27 T - 88 H FiAg & A nn 1] BTk KTl enoblituzumab
FVZE i E © 1E2-8°CREFARE3E A 1% » 1 LBLE(Ac120)24H & % -HC1(His 120)

4

SEERI R ACEIAY60 mg/mL enoblituzumab(Ac60)f1120 mg/mL enoblituzumabE¥5
TEBAYYNER (3R26) o AE25°CREF A A 1% » dHRABE-HCIBURISZIS L £ FaEa B
A BEEGR2T) - Aot dny B HEZLEFRIE > wkpHRY 2 R4 ERE F 0

enoblituzumab ;7§ Fa S| o

22 26 . 1F 2-8°C #7717 Enoblituzumab 5|8 2By /2 4 MNE
Enoblituzumab T=1{F | T=3{#
BIMIIERIHEY SRF (mg/mL) T=0 2 J
Ac60 c.opy.| € C-
pH4.8 - 20 mM Z 58S « 9%REHE - 0.01% 60 Fpp BY - BY -
PS80 FPP FPP
Acl20 c.opy.| € C-
pH 4.8~ 20 mM 7. BEEE « 9%FEkE - 0.01% 120 Epp BY - BY -
PS80 FPP FPP
His120 c-py.-| € C-
pH 5.4 ~ 20 mM 4H & /iE-HCI ~ 9% 48 - 120 BY- | BY-
0.01% PS80 FPP FPP | FPP

% 87 H - 4 96 H(EWRRAE)
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2% 27 : #F 25°C ££121Y Enoblituzumab 55| £ St /E MR
Enoblituzumab T=11{8 | T=318
Ac6D c-By-| & c:
pH4.8 > 20 mM . fiEEE ~ 9% fE ~ 0.01% 60 FPP BY - BY -
PS80 FPP FPP
Ac120 copy.| © C-
pH4.8 > 20 mM . fiEEE ~ 9% fE ~ 0.01% 120 FPP BY -~ BY -
PS80 FPP MPP
His120 c.py.| SO~ [ SO
pH 5.4 ~ 20 mM 4HEfi&-HCl ~ 9% FFfE - 120 FPP BY - BY -
0.01% PS80 MPP MPP

R 26 1 27 P {EHAV4EET © C=1EH ; BY=1#g&= 0 ; FPP= 25 "] REHEEN - MPP= 15
HELEMI -

4.2 5T T

[0223) 3t/ ERE T B9 LA HITE TF 2 BRI (2-8°C) ~ fIistfkiy
E&AEQ5°C)FIER J1(40£2°C)iE&E: » =& E enoblituzumab®2| R enoblituzumabi& g
M - (EFR TR YE % (HMW%) (SE-HPLO)FI B 744 57 {5 (E-HPLO) SRS
enoblituzumabfEE 5B - FBTE ML SeAt ARG (E28-33F - 1£2-8°CRATRETRE
I TR AT R ET BRI AE3 A A AR T~ 0.6:0.9% « AR5 Ch
TP I ZZ B BB D~ 2.4 - 3.0% T35/ 0 (5R29) - 1EBE 140 CRETF I T B2
SRR EIRARY ) (30) - FHSECHET: » #EpHA4.84760 mg/mLA1120 mg/mLETZ,
BRERMU] » LR AEpHS. 41120 mg/mLAY4H SRR - 1£2-8°CRETFHTRE RN E

Ae TR R -

7% 28 ¢ 1 2-8°C G HIRREM: SE-HPLC &3

- T=0 1{EH 3{@EHA

H% |M% |L% |H% |M% |L% |H% |M% |L%
Ac60 162 [96.93 |1.44 [1.94 [9657 |[149 [1.84 [9594 [2.17
Acl120 1.8 [96.63 | 123 [215 [9637 |[144 [217 [96.02 |1.81
His120 1.77 [9655 134 [219 [9639 [137 |22 95.79 [ 1.98

7229 : £ 25°C Wi EM: SE-HPLC &8

T=0 1{EH 3{@EAH
SRS
H% |M% |L% H% |M% |L% H% |M% |L%

% 88 H - 4 96 H(ZWRAE)
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Ac60 1.62 9693 |1.44 1.94 9593 |2.13 1.85 94.74 | 341
Ac120 1.8 96.63 | 1.23 2.44 9541 |2.11 2.63 93.69 | 3.69
His120 1.77 196.55 |1.63 2.40 9546 |2.13 2.67 93.71 |3.62

22 30 : £ 40°C {9 IR EM: SE-HPLC &1

p— T=0 2 /5 1EH

H% |M% |L% |H% |M% |L% |H% |M% |L%
Ac60 162 |9693 |144 [1.69 [93.38 [493 [1.83 [90.87 |7.26
Acl120 1.8 9663 |123 [218 [93.18 |464 |22 90.85 |6.33
His120 1.77 19655 |1.63 [238 [9337 [424 [1.85 [909 [7.21

R 28-30 LMV - H=570 TEWE - M=EjE - L=R7y TEVH
[0224]  41:2-8°C ~ 25°CHI40°CRE{FRY S ESEHIRY B H 888 i o0 HI R

FEFR3L ~ 327033 - EES b > BWINIEE 2-8°CREFIRIT » LEMIE%HVR(E A
& o AENNER2S CRETFIRMT » 1£120 mg/mLIRFE - F el %/ 43.5%-4.5%
FEBE FJA0°CREFIRMT » B EI LB REORRYRD o AEAEATHIERRAR2-8°C

25°CHI40°C) » S HBIZEFIBLIEEABAY) TRIRIEZIE(BY) %I, -
2= 31 ¢ fF 2-8°C g M IE-HPLC &3

B =0 L{E 31E

AV% | MCP% |BV% | AV% | MCP% BV% | AV% | MCP% | BV%
Ac60 25.79 | 27.03 4718 | 2648 |26.19 4734 |2644 | 2572 47.84
Acl?20 25.78 | 26.84 4738 |26.67 |26.44 46.89 | 25.64 | 26.93 47.42
His120 25.08 | 26.76 48.17 | 26.66 | 26.55 46,78 |26.77 | 2691 46.32

2% 32 1 #£ 25°C WHAREM: IE-HPLC &3

S T=0 1{8H 3EH

AV% | MCP% BV% |AV% |MCP% |BV% |AV% | MCP% | BV%
Ac60 25.79 | 27.03 47.18 | 2655 |25.26 48.19 |25.32 |22.11 52.58
Acl120 25.78 | 26.84 4738 |27.19 |26.34 47.47 |26.38 | 2141 51.61
His120 25.08 | 26.76 48.17 | 27.2 25.05 47775 | 25.57 |22.92 48.51

7= 33 £ 40°C WHIRB EM: IE-HPLC &8

T=0 1A 3[@EA
BUBAHS
AV% | MCP% |BV% | AV% | MCP% |BV% |AV% | MCP% | BV%
Ac60 2579 |27.03 | 47.18 | 2629 |2021 535 |2629 |2021 |535
Acl20 2578 | 2684 | 4738 | 263 | 2052 53.18 | 263 |20.52 |53.18

% 89 H - $£ 96 H(EWRRAE)
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His120 2508 (2676 |48.17 2584 |20.83 [53.33 [25.84 [20.83 [53.33
R 31-33 PREAHIVGER - AV=REIEEAS - MCP=1E(iE ; BV=lig{t2he

[0225] &R WHIRBEMIFRER - E4EEA9%RMERMNO0.1% PS80 ~ pH

4814920 mM 7, Jif B 42 /&7 7% b Bl #UR% > enoblituzumab L =5 60 mg/mLF1120
mg/mLEIBERY - AL IEH FAF IR Q-8 OMMIEEFIRIFQS OFF3E A % -
A8 Sty 7 T 7 2 28 SE-HPLC Y B /) 85 8 3 {7 18 2B IE-HPLCHY BE 1o 4 78
S RREEL -
BEHBIS
LS WApES
5.1LEBANERERE

[0226] @3B UV 3 a1 ORI & Eb 6 I HP AR LA I S FE B 2
SoloVPE % 4% (5§ C Technologies, Inc. Y SoloVPE T 8 Y 2 UV £ 4% ) K il &
enoblituzumabfJEH B EE -

[0227] #RtEEMYTE  ERTEEHECERE ¢

& HERE (Limg/mLET) = [(FRIEAYAs) / €] x DF
H e fIDFZ A SV RER &L -
[0228] SoloVPEZ&GER IR E R L - A E AR EE S
{18 P A A T T 09 28 OnmTRy S FEE I B Y 4 M (I BRI AR o S F DA T R et
RAEEOERE
EHEREmgmL)=c=M/¢
HitcZRRE - ME[OFFRITAIER » M@ enoblituzumab & Bz 5151 E
HIH e (5340143 (mg/mL) 'em™] -

5.2. 8 A HIA AR = 1 BHYEE o] R

5590 H - 496 H(EWRRAE)
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[0229] FIFHUSP<788>F1Ph.Eur. 2.9.199 i HlAy J5 246080 - 43 kERI5TEL
SRR AL 5 o] FLARRIY) o PRA T (E A OCTH IBCHIZS Y & TR 5 T R4 -
{52 1 {52 I OERH BT 5 Y B TR SRS T B A (HIAC) - AE = R~ T s E A ¥
FARLAETTRTEL - > 2 pm(BEREEED » 2 10 pmA0> 25 pm- - B2 10{E/ V(10 mL/
/INEDRYEEYIE SRR Y AT
5.3.4MNE

[0230] fefuie f/ NEEEEOKRY A e T 28 ER R R T E AR
USP<1> > Ph. Eur. 2.2.251Ph. Eur. 2.9.20112 FsHEANR o (£ BRRIE/ N T EE
itk i S oy sk o I A Y B VBRI RHVBE A IRV B © (£ A 4845 Ph. Eur.
PoseHVEH B EYIREE E T o (FALEPh. Eurila8n S AR EYREE
BT
5.4.pHE

[0231] fzHE&EH77A[USP<791> > Ph. Eur. 2.2.3] - {£ FINCERpHE T
BALANE B RAIpH o AHlE R 27T - (£ ARy pHIE Y S pHE T HE(T
3FMCEE - DApH T4R{EMREYIGHLG - 1 H AR ETEIpH 4 24 EpH 106
Y o ICHER - (TR ERE RS HYpHER @] > fEpH 5 ApH 81T A& 11w
% o
5.5 388 R ~J HERH = 80RAE slA (SE-HPLO) Ry EE B 4l &

[0232]  RI~FHERH S8R e384 (SE-HPLC) I {22 fn 6l FE /Y & RE AT M
BiE - Rl EIeCERER - ZHIE & fEenoblituzumab 2 Z 1T Y (F Ry ¥ IR
an > PR 1gGEEAGUERY I (identity )T 22T A1 » HRFEALIE ASE-HPLCAET H.

i st I 50/ T S0 4% {7 35 i (isocratically ) e i o 5 FH280 nmAY&RSMNUV)YIR S E

F91 H » 496 HEEWRRAE)
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ARV E R E - WERENEREELAE  STEAELERENEED Y
(BB BIIERYFTAIERLD) « B 7R FE RN IgGERAERNAT
AYEME RS FEYE - EMW)HEEE it - ER(EEHMWY 8T —
FEEAEAH )Y 0 EERRE o F BN e GEEN AV E A& FEY)
H o BILMW)RYEE oo EE -
5.6.7881E-HPL CRYEE i B MR

[0233] JHI@EEF S ESURAE B85 A (E-HPLC) 5K 5F {fenoblituzumabHy
BT BEMEREM: - 3% 815 B FEenoblituzumab 258 fEAE Y (E B F MR MER] 204
T A BB R - 50 F A Thermo WCX-10FEEVZE[E%) - i B AP EpHA
ERFREEIEAR - (EH280 nmHYRINUVYBOEE IR HIERARVEE S E - W EHy4E R
& T %EEGRNFRIFTAIENE 77tt » NEEEEEITEEE) - DU AR
MRS HVAE RETE(AV © BUAPG » BEMEIEAE © 1£ £ 2 FERRAYIE) - FIFTH R
MRV % EEBY 5 BBPG - @lhlEa « 1L T2 %R REiE) -
5.7.38 8 IEFRY B ZE AR

[0234] of3Ek > o] DUSEFAE 5 BT (CIEF)FEenoblituzumabHy &
{of FEVEADRFIE - B40 - ] LLEEAI A Aleott 720NV 5 #1525 (ProteinSimple)
HYICE3 & 1T cIEF - S IR AT - B & A Eae W M B i B M pIE s 0y
enoblituzumab2Z YAV S S - W AT ATHE &S - Ao -
FHE T lnHy BB EE T 1 ISR ER - FnEEER - I HRrR L R
FEEMIHIplEE © BB LUHE AR SRR (a0 - 30 R R (E B ety %
SN IS - LI BRI EAIZR BE2P B - (B (s &) A SRRt A AT T

Y BB G - RSP Rk B LSS TR Y R K BT A TR - 3%
92T - 4 96 EI(HTRRIE)
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BT HY T 4 SR — U [ B 49 E B R IR % ~ Tl M B AS TR %
FOPI Il B R A %

[0235] R 7 uEadfett - aRFTE - HEWY) 5 E & YplEFenoblituzumab
SE A T IEPIAY0.5 pLEEAT N - I H{r&A BV ASN » MRl
JABL AR T IE PEELERT
5.8. 8 AR FEAIERRHYCE-SDSRILDSHIAHRE

[0236] ZIRAMIEEFRAYT bRl ii-F41'E Bk (CE-SDS) s H 144
i Bg oN-E 40 E Bk (CE-LDS)RH | RN E LMENEE &N - URFARFEE
IE) ~ EEfh R BRI E B E A A E B - A ER AN
BT E A B R 2-5 AR LB (BME)RYSDS B S R E A MBI T MATE I - 2R
1% i FHi Sciex PA800/PAB00 il & 4 & & 7k £ 4t (LA AT #YBeckman Coulter {1AB
Sciex)¥HE MAETE K - KEREY) SR 275 BREY) R L E A FIB4E i (capillary
cartridge) I » 3lfi BB UVARHI220 nm)FEE 2 S48 - HePmny &4 R
TR %o TE 5 I ME R BE SEANEC SR R A IE I AR Y 1 oo EERYARAD - Bo8k
FIRAEATHN0.1% « WNIEBFEIE » BERER » I B ETRUNEFELAY
T o GHRE % TE 7 R i 4 (profile) FERZLFHY5E 821G oy T T HYHEITE -
5.9.: 3 BIEBFHYSDS-PAGERY &I E

[0237) JERBIRAT-F Fr A0 B ok -5 9 G B iz 5 2 8 7k (SDS-PAGE) #2
TR E LA ERE N - URBNEE - e - B s Bk E s
YIEHIMEE Y E R - R RSN 2B R RIHISDS-PAGER: S ETRIR S - 24
& {5 PR P R B B P PR SR S AT B o IR YRR B A S5 |
&R - R EARREE > & BHARAREMEEREY) LE 2T

93 H > 496 H(EWRRAE)

111126185 FEHESE A0202 1113242952-0
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V) - AEBREEERE L EB N EENEY) L - L ASEEBE S HERAENS
H#Henoblituzumab 2 H1EAEY)] - BIKSERL (SRR A R A2
a0l AL ARERR & o (5 R B AN % T s G Y A e e A TR HE A
o3 e ARESHYFTA A R RVAR TR - ST EE(E ] AR ERR O o EE o AEREey
SRR ER A RSO BRI CRIRTA WY IER 0 77 RS ¢E “E
SEKET) o wmHERE H 2 tEEEEN A A R RS EAY o
5.10.3E3AB7-H3E S ELISARYH

[0238) {3 F & {LenoblituzumabEAB7-H3 Hy 4% &7 M: A 2 RS G /s ikt
BRI E (ELISA) -5 T © i EE4H AB7-H3ZBA(EREH (96FLRIEMR).E © /o
enoblituzumab £ & B [& & 0y B7-H3 &5 & - DLis il 5 =00H0 &0 H 30 7 o A0
enoblituzumabZFHEYIINIRIE 271 - IEAKIS EIEMHER o 2RI e
FEBR(AP)SR & HIHHL A DTAR L A 705F Blenoblituzumab IB7-H3HYE & ¥4t &
A4 B AR T B B BE (4-MUP) RV E RS S HIAP-SR E USRI E R - i
BAP-SR S TR ENAINHY4-MUPRY T LWL (b - E A SR ENEY)4-H
EARTUME » L L ER R T HIE - 2ot SR/ KE B ER enoblituzumab
HYEREEDT o KRS 2P0 2 BB A LR a2 6 [ 57 2 Ryenoblituzumab i &
YRR » AR S HVAE SR - BRI HH ¥ Y enoblituzumab 22 S (YN TT
EATEEE

MR 1=100%XECsoB7-H3 2 1EAEY)/ECso Al5h )50 -

511 W FeyRINag&E S ELISARYR TR

[0239] A & {k enoblituzumab B Fey 57 §8 50 AU 1lla (FeyRIlla) > 17 &

CD16a45 &7 A 2w Mg Ik e T R AT 2 7R (ELIS A )R FedE Rk AY 2%

594 H > 496 H(EWRRAE)
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77 © enoblituzumabflZ4#), T Fe BlFcyRIaf 45 & & (L2 il A HL B 4 W) = 50 Y
enoblituzumabigs F15 i (enoblituzumab-BO) A4S &35 FHYRE TIACHIERT - B 1 #EfT
BITE > AT B AH A FeyRITTaZi i 2 EIFHO6FLAIER) & o e e e B
enoblituzumab-Bt %552 £ 5l|ienoblituzumab B 547 5 B E FE HYF cyRITa%E & - D
1B 18 7 AL B —RIER o3 i R 2 71 RIS Flenoblituzumab 272 52 4
Y LU ARG SN 28 1Y) VR S E e fh 4R - 45 & HYenoblituzumab-Bt
AR R ISR R A M R AE S e R FATR (R EUR AR R -AP) » AR
ELLEAPEYIKRERAY - (LAMEENZEEGEIRAVIRE (RHE) - EEER
7K e B4 & fenoblituzumab-BtiJ 8 R LE G - A EDRHEE S PUS B A L
JERE (Z 5k i Ryenoblituzumab R R LREY - MIERERVEER - BUHEYY) S
FrenoblituzumabZ: S IZAEYIHYN] - (EH T EGETHER ¢

FH¥ 5257 7=100%xECs) enoblituzumab 2 F #EAEY)/ECso HIzA ) -
5.12.2%E R

[0240] {HFHZEBL[USP<785> » Ph. Eur. 2.2.351E & /7% » F/KBEEAE
1215 FR5T (freezing point depression osmometer & /2ABR - & JCAIEER(E FINIST
TR TRCE o (SRS AT BRI ENIST H] B W E A E
ZEREA T -
51345

[0241] {FHFHUSP <71>fIPh.Eur.2.6.1 91 F0Y 7 A HIE 1 o

[0242] AZRAAEFER RAVATA WAV R EREL LT G B (E B ET AR
VBRI F S B RS IR B Rt A S R B RS R S | 6F ARV MBS R R A S [
AR

595 H > $£ 96 H(EWRRAE)
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[0243] AR RIPAEAH S T I EASHE R T2 - (A EEE
FEHAIERERVEIL T - A DM RT 2B L BRI A B 2GR
BRI B R » B T ASCYBRYARE 2 5h > AN BB N HILhRE RN S50 HY
EANSH VAR T A\ & 1S TERT R 2GRS 810 5 ZHY - BRIV B
PO b B TS A BEAN/ ST 55 > KIEHVEEE N - IEE B - AAFENE AR
RFPRIEY TR ~ (bE Vs EY) - TFE R LGS - BIeEg - ASUEHRY
flTeE{E A R 2 B 7 =AY B EY - TR SRR -

5596 H > 496 H(SEWRRAE)
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<?xml version="1.0" encoding="UTF-8"7>
<!DOCTYPE ST26SequenceListing PUBLIC "-//WIPO//DTD Sequence Listing 1.3//EN"
"ST26SequenceListing V1_3.dtd">
<ST26SequenceListing dtdVersion="V1_3" fileName=" A& %|%.xml"
sof twareName="WIPO Sequence" softwareVersion="2.0.0" productionDate="2022-09-
15">
<{Applicationldentification>
<IPOfficeCode>TW</IPOfficeCode>
<ApplicationNumberText>111126185</ApplicationNumberText>
<FilingDate>2022-07-12</FilingDate>
</Applicationldentification>
<ApplicantFileReference>MACROGENICS, INC.</ApplicantFileReference>
<EarliestPriorityApplicationldentification>
<IPOfficeCode>US</IPOfficeCode>
<ApplicationNumberText>63/222, 750</ApplicationNumberText>
<FilingDate>2021-07-16</FilingDate>
</EarliestPriorityApplicationldentification>
<ApplicantName languageCode="tw"> % ¥ 5 B & R & </ApplicantName>
<ApplicantNameLatin>MACROGENICS, INC. </ApplicantNameLatin>
<InventionTitle languageCode="tw">BT-H3iwBéeh & SR M ik
</InventionTitle>
<{SequenceTotalQuantity>2</SequenceTotalQuantity>
<{SequenceData sequencelDNumber="1">
<INSDSeq>
<INSDSeq_length>452</INSDSeq_length>
<INSDSeq_mol type>AA</INSDSeq_mol type>
<INSDSeq_division>PAT</INSDSeq division>
<INSDSeq_feature-table>
<INSDFeature>
<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1. . 452</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier>
<INSDQualifier name>mol_type</INSDQualifier_ name>
<INSDQualifier_value>protein</INSDQualifier value>
</INSDQualifier>
<INSDQualifier id="ql">
<INSDQualifier_ name>organism</INSDQualifier_ name>
<INSDQualifier_ value>synthetic construct</INSDQualifier_ value>
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</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
<INSDFeature>
<INSDFeature_key>DOMAIN</INSDFeature_key>
<INSDFeature_location>1. . 452</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier id="q3">
<INSDQualifier_name>note</INSDQualifier_name>
<INSDQualifier value>Amino Acid sequence of the Heavy Chain of
Enoblituzumab</INSDQualifier value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
</INSDSeq_feature-table>
<INSDSeq_sequence>EVQLVESGGGLVQPGGSLRLSCAASGF TF SSFGMHWVRQAPGKGLEWVAY ISSDSSATYYAD
TVKGRFTISRDNAKNSLYLQMNSLRDEDTAVYYCGRGRENTYYGSRLDYWGQGTTVTVSSASTKGPSVFPLAPSSKSTSG
GTAALGCLVKDYFPEPVTVSWNSGALTSGVHTFPAVLQSSGLYSLSSVVTVPSSSLGTQTY ICNVNHKPSNTKVDKRVEP
KSCDKTHTCPPCPAPELVGGPSVFLLPPKPKDTLMISRTPEVTCVVVDVSHEDPEVKFNWYVDGVEVHNAKTKPPEEQYN
STLRVVSVLTVLHQDWLNGKEYKCKVSNKALPAPIEKT I SKAKGQPREPQVYTLPPSREEMTKNQVSLTCLVKGFYPSDI
AVEWESNGQPENNYKTTPLVLDSDGSFFLYSKLTVDKSRWQQGNVF SCSVMHEALHNHY TQKSLSLSPGK</ INSDSeq
sequence>
</INSDSeq>
</SequenceData>
<{SequenceData sequencelDNumber="2">
<INSDSeq>
<INSDSeq_length>214</INSDSeq_length>
<INSDSeq_mol type>AA</INSDSeq_mol type>
<INSDSeq_division>PAT</INSDSeq division>
<INSDSeq_feature-table>
<INSDFeature>
<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1. . 214</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier>
<INSDQualifier name>mol_type</INSDQualifier_ name>
<INSDQualifier_value>protein</INSDQualifier value>
</INSDQualifier>
<INSDQualifier id="q4">
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<INSDQualifier_ name>organism</INSDQualifier_ name>
<INSDQualifier_ value>synthetic construct</INSDQualifier_ value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
<INSDFeature>
<INSDFeature_key>DOMAIN</INSDFeature_key>
<INSDFeature_location>1. . 214</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier id="gb">
<INSDQualifier_name>note</INSDQualifier_name>
<INSDQualifier_ value>Amino Acid Sequence of the Light Chain of
Enoblituzumab</INSDQualifier value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
</INSDSeq_feature-table>
<INSDSeq_sequence>DIQLTQSPSFLSASVGDRVT I TCKASQNVDTNVAWYQQKPGKAPKAL IYSASYRYSGVPSRF
SGSGSGTDFTLTISSLQPEDFATYYCQQYNNYPFTFGQGTKLEIKRTVAAPSVF IFPPSDEQLKSGTASVVCLLNNFYPR
EAKVQWKVDNALQSGNSQESVTEQDSKDSTYSLSSTLTLSKADYEKHKVYACEVTHQGLSSPVTKSFNRGEC</ INSDSe
q_sequence>
</INSDSeq>
</SequenceData>
</ST26SequenceListing>
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GELEIEEEEVAlE EED
(A1) —HERYEEEY) - s

a) £J5mg/mL £ %200 mg/mL enoblituzumab ;
b) LHEER
c) R
d) FXLIFLEEAS80 (“PS807) 5 Al
e) /K o
[F5KIA2]  (OEAKIAEFTIHYEEY)H &) - Hrpprill ZEEERLAZYS mM 2
Y30 mMHTREEFAL ©
[F5KIA3] AR ERE—TERT IRV EEY)H &) - Horp Pl £ i
E LB -
[B5KIH4]  (OFR°KIE1-3E—IEPTIAYEEY)sH &) - K PriitisH &8
=
a) 45 mMELY30 mMAEEER - 4950 mg/mL £ 47130 mg/mLAYREERE -
£0.05 mg/mL£440.6 mg/mLAYPS80F17/K » H o 4H & EHE4.0
£476.009pH ; 2,
b) 498 mMZELR24mM 2 FEES ~ 4972 mg/mLE 47108 mg/mLAYEEE ~
£J0.05 mg/mL££Y0.6 mg/mLAYPS80FI/K » HAsH & EF44 .4
2 %J5.6HJpH ; B
c) 8916 mMZE 24 mM/ BEEE ~ 4972 mg/mLZE 49108 mg/mLAY
i ~ £90.05 mg/mL £40.2 mg/mLAYPS80FI/K » HrhsH & BHL

4 35495 3f9pH ; B¢
B 1H 12 HEGHH R SHRE)
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d) 498 mMZEZJ12 mMZFEE « 4972 mg/mLE 4108 mg/mLAJREERE «
£90.05mg/mL % £70.2 mg/mLEJPS8OFIK » H4H &Y EAHL4S
F&5.5HYpH 5 2,

e) #J10 mM /58S ~ 4990 mg/mLAYRERE « £90.1 mg/mLAYPSS8OFIK -
HAp G EALI4.6 2475 5HIpH ; B

f) &720 mMZEZEE ~ 4990 mg/mLATJEENE - 490.1 mg/mLAYPS8OFIK
Hp4HEY EALI4 4245 20pH -

[EKIES] W KIE-4E—TEATRYEEIAR &Y KAl 2R e s
LL#90.1 mg/mLZE%0.65 mg/mLEER K ZBEFILLZY0.6 mg/mLZE %1.8 mg/mLjE
FE =K Z e 8 -

[FkiH6] WHKBEISE—HRAMNEDHSY » KAl
enoblituzumab B 54J5 mg/mLZ 4760 mg/mLATERE

[EKIET] O KIE-6E—TEATAVEEIAR &) KAl L B aE
DL&J0.1 mg/mLZE£90.35mg/mLiE RS /K 2. FE F11L490.60 mg/mLZE 41,2 mg/mLjE
FERN =7K Z s -

[EKIE8] e KIH-TE—IHATRYEEIAH &) K i LB E &
DL&J0.18 mg/mLERERT /K Z B F1LI4T0.95 mg/mLERERT =7K ZFEH -

(K9] EEKE-TE—IEATRYEEIdH &) K i LB E &
PL&J0.27 mg/mLEFERT /K Z B F1LLET0.74 mg/mLERERT =7K ZFEHA -

SOKIEIO)  WHEKEISE M EYH Y » KAl

enoblituzumab E. 754790 mg/mLZ 47200 mg/mLATERE -

F2H 12 HEEHHFEENEE)
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[FERIEIL] Q055 SKRIE-5E10F—TEFT IV BEYH &) K il 2. iR
& LL4J0.4 mg/mLZE 450.65 mg/mL Y K Z e F1 DALY 1.2 mg/mLZE471.8
mg/mLREHY =K LBEH

[FEoKIHI2) 405 KIEI-5E10-1 E—TEFT AV EEYH &) - Hsp Rt
BeR E1 2 DLEY0.52 mg/mLBEEHI /K ZBEFILAET1.S mg/mLIREREH =K ZBedh -

[FEKIHI3)  EE KA1 E—TERT Y EEY)2E &) HL R P i
24990 mg/mL -

[EKIHI4) 0 KIAL-12(F—IEATRAYEEY 2 &) > H P Rt PS8ORY
FE2490.1 mg/mL -

[FEKIHIS)  0EEKIE-13FE—TEFT A B &) - K Pt &) 8
HEI4.6 2245 58 pH -

[EoKIHI6)  AIEEKIE-1ME—TEFT A B &) - K Pt &) 8
HEI4. 4247520 pH -

[EKIEIT) Q08 KIEI-TE012-15(F—TEFT AV EEaH &) - HspRmit
EYEE4925 mg/mLAenoblituzamab ~ £J0.18 mg/mLAY/KZ % - 490.95 mg/mL
=KLMW ~ 4790 mg/mLAYEERE ~ £90.1 mg/mLEYPS80FIK » HrpdR &YIEA
£J4.72%J5.5HJpH -

[FEKIHI8Y  AIEEKIHI-TE12-15(F—TEFT AV aH &) - HAp Rt
EYEE4925 mg/mLAenoblituzamab ~ £J0.27 mg/mLAY/KZ % - 490.74 mg/mL
=KLMW ~ 4790 mg/mLAYEERE ~ £90.1 mg/mLEYPS80FIK » HrpdR &YIEA

&4.6 2 4J5.48pH -

B3 H - 3t 12 HEUTHFEEAGE)
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[E55KIHI9)  WEFASKIAL-4 ~ 9- 14801 6(F—THPTRAVEEY 2 &1 - Horr At
4B-EELE49120 mg/mLAYenoblituzumab ~ £90.52 mg/mLEY /K Z B ~ £J1.5mg/mL
=K ZEEH ~ 4990 mg/mLAYHERE ~ 90.1 mg/mLAYPS8OMIK » Hrp4H &Y BAH
&4.4 5 29528 pH -

SAOKTH20)]  WIEESKIAI-19E—IHATAYEEY AR &) - HpFrittdR &R
Batia Al -

[E5°oKTE21)  WESKIEI-19E—THFTAYEEY)4R &Y - HdpPritéE &
H2°C A8 CEAZ/DEISEAAVEZRI -

[E5°KkTH22)  WEESKIHI-19E—THATAYEEY)ZR &Y - HpPritéE &1
42°CEH8C EA R/ DERMEANEZRE -

[E5°K7H23)  WEESKIEI-19E—THFTAYEEY)4R &Y - HpPrittéE &1
LRCELRCEAHZEDLB6(EHAVEZRE -

[F5°K7H24)  WEKIEI-19E—THTAYEEY)ZR &Y - HpPritéE &1
42°C A8 C EAZ/DEASE HHVEZRI -

[E5°KTH25) WEESKIHI-24ME—THATAYEEY)IZR &Y - HpPriltéE &R
A 49200 £9400mOsm/kg H OB A R o

[E5°KTH26)  WIEESKIHI-24ME—THATIAYEEY)IZR &Y - HpPritdE &R
H 49260 £9360m0Osm/kg HOR;Z AR o

[E5°KTH27)  WIEESKIHI-26(E—THATUAYEEY)4R &Y - HpPrittéE &1
2925°C {5 A itenoblituzumaby BE BB 4f FE 25/ DAY3(E A -

[E5°K7H28)  WIEEKIHI-26(E—THATUAYEEY)IZR &Y - HApPrittéE &Y

42°C ZE48°C (R iftenoblituzumaby B Al RE 2 /D4 18 -
B4 H > 412 HEEBHPEHEAEE)
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[35RIE29]  AnsARIE1 281 —TEETRATERYIA LY - Erb Frilsd SYE
25°C (R RFFTitenoblituzumabliy BB LA BT 2/ VXT3 -

SRIEN0)  ANESRIE1- 29T ERTRATEEAE &) - P FTE SYTE
492°C B LIRC (TEH T enoblituzumably BB LS AT E V4T 18(F B -
SoRIE3] A0EASRIE 130/ —TEFRATEEAE &) » Hrp K R
- SECRITEEK -
5kiE32]  sssRIE1 31T —EFPRATEA &Y b pri &R
fy -
RIEs3] A% » HERENTRE 32T EFrLaeE &) -
[55R0E34]  A0sARIEB3Fmitn s » HPFrlias S a1 24910 mLASREY
s LY LR EEa S

-
i
AR

Bl

a) %9250 mg enoblituzumab ;
b) 4910 mMZEE# ;
c) £J900 mgREfE ;
d) %1 mg PS80 ; F
e) 7K BIk
HA AT aitdR &Y B A 494.6 249556 IpH -
[E5°KIE35]1  A0ER-KIA33PTAAYA S - K pTalAes 824910 mLAGRaHY
Fratasyiza &) - L priifefa s
a) %9250 mg enoblituzumab ;
b) Z91.8 mg/K L 5

c) 499.5 mg=/KLMEHH
55H 312 HEHHBREYAERE)
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d) £J900 mgREfE ;

e) %1 mg PS80 ; FI

f) 7K Blk

HAr AT atdR &Y B A 4947249558 pH e

[E5°K7H36]1  4NER-KIA3SPATAAYA S - K ATl A es 824910 mLAGRAHY

FTaitasyza &) - HA praieia s

a) #9250 mg enoblituzumab ;

b) #92.7 mg/K L

) {74 mg=/KLBLEN

d) £J900 mgREfE ;

e) %1 mg PS80 ; FI

f) 7K Blk

H A AT tdR &Y B A €94.6 2495 .46 JpH -

s5oKIH37]  WIEESKIA3SPATAAY A S - K ATl es B&4910 mLAGHRAHY

FTaitasyza &) - HA praieia s

a) #91,200 mg enoblituzumab ;

b) 4920 mMZFE# ;

c) £J900 mgREfE ;

d) %1 mg PS80 ; F

e) 7K BIk

HAprtdR &Y B A 4944 2495 .26 9pH -

56 H 412 HEEHHFEENEE)
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[E5°KTH38)  WIFEKIA33FTY A s - HF ATl s s f&4710 mLASTERY
FTilEEH &) - HFriiRe i e
a) %1,200 mg enoblituzumab ;
b) #5.2 mg/K L 5
¢) &J15 mg =K ZFEHY ;
d) £J900 mgREfE ;
e) #J1 mg PS80 ; F
f) K LUK
HAprtdR &Y B A 4944 2495 .26 9pH -
[E5°KTH39)  WFEKIA33FTI A ds - ATl Eeasf&4917 mLASTERY
FTilEEH &) - HFriiRe i e
a) %9425 mg enoblituzumab ;
b) £J10 mM ;
c) &J1530 mgfEi
d) #J1.7 mg PS80 ; A
e) 7K DAR
H A AT tdR &Y B A €94.6 2495 .46 JpH -
[F5°KTH40]  WFERIA33FATIY A ds - HF ATl E s/ &4917 mLASTERY
FTilEEH &) - HFriiRe i e
a) 4J425mg enoblituzumab ;
b) %93.06 mg/KZE

c) 4916.15mg= K Z.FE5H
557 H - 4 12 H (RIS A R
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d) &J1530mgJEi
e) #J1.7mg PS80 ; Al
f) 7K LUk
H sl &) A 494.72475. 58pH -
sAoKIE41)  AIEESKIE33FTAY A S - K ATl E s /1 &4917 mLASiarY
Frilgeyl &) - Hoppritietae s
a) 47425 mg enoblituzumab ;
b) €94.59 mg/ K/ 1E
¢) &J12.58 mg=IK L&A ;
d) &J1530 mgeA
e) #J1.7 mg PS80 ; FI
f) 7K LUK
H sl &) B A 494.6 245 48 pH -
soKIE42)]  —REEEELEE - HEESWERKIE-32E—TE R &Y &
PeanEs KIA33-4 E—FEFT Y 2525 ©
[55°KkME43] —fEEE e HEE&WEs KIE1-32FE—HAT IR #EY)H &
Y ~ A0ERKIA33-4 E—IHRT A A a8 B0 a5 K IRA2 ATy s B a4l B 2kt
#H—FEE AR REEYE &P R R R R 2 e E iR S
(GFKIE44] —MEEEasE  HESWERIE-32E—HATHIEeysi &
Y~ BER S KIA33-4 H{E—TEFT Ay B aS BUAIsR R IA43 Fr iy s UR = - Il B (R HE
it —25 B & A YRS H &P 7 fE B el E HYER S

B8 H - 4k 12 H(EHTHFEHEAHEE)
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[FoR0E4S)  —TBAREERT % - Ha & A ROR 1 -32{E— AT
HYBEIR £ ~ AUFASRIE33-AUE BRI S « 03R4 84 E— BT
Y 2 A 5 R4 B 44 £ — BT A 1) T L 3t i
enoblituzumab o

(oREd6] s RIEASHTE o » bR -

a) WAL I R 50, 9% (L4 EUDS WY 75 25 LU 348

107

)
t

o

R
b) Y BRI LR SRR
O) WA NS S P I FE PSS -
HORIEAT] A0 RIEA6FTIE J3 - s 3R 270 9% A LARRIIVAS
SOEHTS -
(OR8] A0 RIEA6FTIE J3  HLP 2538 & DSWNIV A 5
%
(oRIE49] RS RIE 1 -324F— TERT A S S R A B A S e
TS EI R A -
oRIES0] RS RO -32(F—TEFT A B &) - 035 K IE33-41
[E—THFRILIZE - 035 RIE42 S A4(E —THFR I k) ELAE AN A R T4 3 5 44
(E—TEFT LT A PR SRR B 2 B2 -
ORES1] a0 RIEA9siSOfE —THFRIRE A - FOP R IR LS -
a) WAL I R 50, 9% (L4 EUDS WY 75 25 LU 348

107

)
t

o

H

T

b) KA SEFEILUR SMEEAR © Al
B9 H 4t 12 H PG
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o) RFEH G IR A a5 B £ B R Pl sz st & He Y 22

[E5°KIES2]  AIEESKIASIFTAEY AR - R FEs e 2 H0.9% R LIHIIVES
BOERSES

(F5°KIES3)  AIEASKIES1FTALRY iR > Hih A s /2 2 A DSWHYIVASEEST
e

[FA°KIE54]1 AR °KIA45-48(E—THPTHHY /57 - 40EAKIH49-53{E—THFT
A FER - Hr BTl aa 4878 TR PR 7 Aiilienoblituzumab By SRS A E AL 4925 C 496/
RFEHEY2 C 248 C Y24/ NG

[FA5KIESS]  A0EAKIA45-48ESHE—THRTILHY /7% - BCalERKIH49-544
—IHFTAHY AR - H P R A A S A B V£ £/ DEY3057 5 -

[FA5KIES6]  ANEAKIA45-48ESHME—THRTALHY /7% - BCalERKIA49-544%
—IHFTAEY AR - H P R A A S AR V£ £/ DEI60 575 -

[FA5KIES7]  A0EAKIA45-48ESHME—THRTILHY /7% - BCalERKIA49-544%
—IHFTAEY AR - HL AP P S A AR T Vi T 2 /D&Y 12057 8

[FA°KIES8]  ANEASKIAAS5-488(54-5T{E—THAT AR /72 » BAIER >KIA49-57
E—TERT IR AR > Hoop AT AlRs 45 )4 & VI M R LUE 15496 mg/kg £4Y15
mg/kgH VAR EEHGREIE -

[FA5KIES9]  ANEASKIHAS-48E(54-58{L—THAT AR /7% » BCAIER >KIH49-58
(E—TARTAY A AR - H P R AGR 22 SV iR DUEREY 1S mg/kgV BN EE
HY BRI E

[E5°KIA60]  AIERSKIHA5-48E(54-59 L —THFTALAY /77 » BCdER KIH49-59

E—IHRTIY AR - H & s s AT /2 &3 8 — X
510 B > 4 12 E(E0H P S AIEE)
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[FA5KTH61]  A0EAKIHA5-488(54-60{L—THAT AR /572 » BAER >KIH49-60
(E—TARTAY AR - Hor FTalUEE iE R ZEB7-H3 -
aAOKTH62]  AIERSKIAAS-485(54-6 L —IHRTAIEY JTA » BANER >KIH49-61
(E—THRTAEY AR - HL PPt EEESs 5 i N sHRRIRE S B ERRSE - AIDSAH
BRREE ~ FEIRERAHER AR ~ ALP TR ~ ALESIRAIAEEE(SCAC) ~ B5HLRE ~ B
WA 8 ~ FUBRE - HER2'FLARE - =[2MEFLARE(TNBC) ~ SHEIAREEHE - B
SHRE - HPVAHRARVE SHIE - TCE AR - A& - IS AR - EIHAME -
SRR - SEERGEE - (esSSrsHAE AV NENINEERE - EEREANEE - TEN
R ~ R TBWRE - MSIE T B NEERE - IMMRT-E AR - POLER
BeyMUIMg AR ZE B E T BN - TR AR - SR MRS R
IESRSR - IEERE - IEEUREERERE - B - BREEGHNGENR - diRiE
AHRE PR ~ A TR AAERE - IR E RS - BHSATRE - BHSHEL SR 4HAESE (SCCHN)
MR FSEVERER - FrEieE - RS AIAEER - RREIR AR - B8 - BIR
=R S H MR ~ Bl R ZE AR ~ B ~ AFIARE AT R (HCC) ~ IHRESE
572 M K BAHAME & (DLBCL) ~ JEEF S (NHL) ~ FiifE - /N AEAT 2
(SCLC) ~ JE/N{IAEAT#E(NSCLC) ~ prsC EAIRTR - B2 - AR
MR ~ BR e R ATATRE - 1A ~ T RZTRE ~ 38 PEN 73 dbde ~ 2 MaRasg
BRI E T RGETIE ~ B eE R - A LR - OIS - BRARE - 7L
BEAR FHARARSE ~ HOIRSS IR AR ~ SRHEE - BE MR - TR - ME s34
i~ EReER - AIFIERE - BRI RERPTATY IR (mCRPC) ~ &I ) & A B
2~ BERMEE - SRR - mSLAE - R - B - EFIEYN

511 H - 312 HEETHFEAEE)
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<?xml version="1.0" encoding="UTF-8"7>
<!DOCTYPE ST26SequenceListing PUBLIC "-//WIPO//DTD Sequence Listing 1.3//EN"
"ST26SequenceListing V1_3.dtd">
<ST26SequenceListing nonEnglishFreeTextLanguageCode="zh" dtdVersion="VI_3"
fileName="1301_0169PCT_TW. xml" softwareName="WIPO Sequence"
softwareVersion="2. 2. 0" productionDate="2022-11-10">
<{Applicationldentification>
<IPOfficeCode>TW</IPOfficeCode>
<ApplicationNumberText>111126185</ApplicationNumberText>
<FilingDate>2022-07-12</FilingDate>
</Applicationldentification>
<ApplicantFileReference>MACROGENICS, INC.</ApplicantFileReference>
<EarliestPriorityApplicationldentification>
<IPOfficeCode>US</IPOfficeCode>
<ApplicationNumberText>63/222, 750</ApplicationNumberText>
<FilingDate>2021-07-16</FilingDate>
</EarliestPriorityApplicationldentification>
<ApplicantName languageCode="zh"> % ¥ 5 B & R/ &) </ApplicantName>
<ApplicantNameLatin>MACROGENICS, INC. </ApplicantNameLatin>
<InventionTitle languageCode="zh">BT-H3iw Bk ey & SR E Mk
</InventionTitle>
<{SequenceTotalQuantity>2</SequenceTotalQuantity>
<{SequenceData sequencelDNumber="1">
<INSDSeq>
<INSDSeq_length>452</INSDSeq_length>
<INSDSeq_mol type>AA</INSDSeq_mol type>
<INSDSeq_division>PAT</INSDSeq division>
<INSDSeq_feature-table>
<INSDFeature>
<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1. . 452</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier>
<INSDQualifier name>mol_type</INSDQualifier_ name>
<INSDQualifier_value>protein</INSDQualifier value>
</INSDQualifier>
<INSDQualifier id="ql">
<INSDQualifier_ name>organism</INSDQualifier_ name>
<INSDQualifier_ value>synthetic construct</INSDQualifier_ value>
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<NonEnglishQualifier value>& sk Z 438 </NonEnglishQualifier value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
<INSDFeature>
<INSDFeature_key>DOMAIN</INSDFeature_key>
<INSDFeature_location>1. . 452</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier id="q3">
<INSDQualifier_name>note</INSDQualifier_name>
<INSDQualifier value>Amino Acid sequence of the Heavy Chain of
Enoblituzumab</INSDQualifier value>
<NonEnglishQualifier_value>#u ABT-H3Hu 8¢ &4 & 4 2 H & /- 7
</NonEnglishQualifier_value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
</INSDSeq_feature-table>
<INSDSeq_sequence>EVQLVESGGGLVQPGGSLRLSCAASGFTFSSFGMHWVRQAPGKGLEWVAY ISSDSSAIYYAD
TVKGRFTISRDNAKNSLYLQMNSLRDEDTAVYYCGRGRENIYYGSRLDYWGQGTTVTVSSASTKGPSVFPLAPSSKSTSG
GTAALGCLVKDYFPEPVTVSWNSGALTSGVHTFPAVLQSSGLYSLSSVVTVPSSSLGTQTY ICNVNHKPSNTKVDKRVEP
KSCDKTHTCPPCPAPELVGGPSVFLLPPKPKDTLMISRTPEVTCVVVDVSHEDPEVKFNWYVDGVEVHNAKTKPPEEQYN
STLRVVSVLTVLHQDWLNGKEYKCKVSNKALPAPIEKT I SKAKGQPREPQVYTLPPSREEMTKNQVSLTCLVKGFYPSDI
AVEWESNGQPENNYKTTPLVLDSDGSFFLYSKLTVDKSRWQQGNVF SCSVMHEALHNHYTQKSLSLSPGK</ INSDSeq_
sequence>
</INSDSeq>
</SequenceData>
<{SequenceData sequencelDNumber="2">
<INSDSeq>
<INSDSeq_length>214</INSDSeq_length>
<INSDSeq_mol type>AA</INSDSeq_mol type>
<INSDSeq_division>PAT</INSDSeq division>
<INSDSeq_feature-table>
<INSDFeature>
<INSDFeature_key>source</INSDFeature_key>
<INSDFeature_location>1. . 214</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier>
<INSDQualifier name>mol_type</INSDQualifier_ name>
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<INSDQualifier_value>protein</INSDQualifier value>
</INSDQualifier>
<INSDQualifier id="q4">
<INSDQualifier_ name>organism</INSDQualifier_ name>
<INSDQualifier_ value>synthetic construct</INSDQualifier_ value>
<NonEnglishQualifier value>& sk Z 438 </NonEnglishQualifier value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
<INSDFeature>
<INSDFeature_key>DOMAIN</INSDFeature_key>
<INSDFeature_location>1. . 214</INSDFeature_location>
<INSDFeature_quals>
<INSDQualifier id="gb">
<INSDQualifier_name>note</INSDQualifier_name>
<INSDQualifier_ value>Amino Acid Sequence of the Light Chain of
Enoblituzumab</INSDQualifier value>
<NonEnglishQualifier_value>t ABT-H34u 5 & 2 4% £ K 8% 7+ 7|
</NonEnglishQualifier_value>
</INSDQualifier>
</INSDFeature_quals>
</INSDFeature>
</INSDSeq_feature-table>
<INSDSeq_sequence>DIQLTQSPSFLSASVGDRVT I TCKASQNVDTNVAWYQQKPGKAPKALTYSASYRYSGVPSRF
SGSGSGTDFTLTISSLQPEDFATYYCQQYNNYPFTFGQGTKLE IKRTVAAPSVF IFPPSDEQLKSGTASVVCLLNNFYPR
EAKVQWKVDNALQSGNSQESVTEQDSKDSTYSLSSTLTLSKADYEKHKVYACEVTHQGLSSPVTKSFNRGEC</ INSDSe
q_sequence>
</INSDSeq>
</SequenceData>
</ST26SequenceListing>
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