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( PK— LO0968 Pembrolizumab Pharmacokinetic ELISA Kit)

Pembrolizumab Standard Curve
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Pembrolizumab concentration(ng/mL)

RS IRE 6 MRESR, EHZSEE 160-2.5

ng/mL ( MRD ( Minimum Required Dilution ) =1:100

BIRSIRE ), REE: 5ng/mL.

Intra-assay and inter-assay accuracy of the kit

Quality Pembrolizumab

Control (ng/mL)
P1 120
P2 30
P3 15
A SEEE.

Intra-assay (n=10) Inter-assay (n=30)

Measured CV Accuracy Measured CV Accuracy
(ng/mL) % % (ng/mL) % %

102.41 692 8534 10508 265 8757
29.58 388 986l 31.00 0.83 103.33

16.64 299 10.96 17.77 27 118.49

HARRBEE<7%, HERBEEE<3%



Selectivity
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back-calculated concentration(ng/mL)

Nominal concentration (ng/mL)

EhE&RFEERE 80% F1120% IIfFRLk;

HQC (BEE) KFEFEME: 100% REKRZAMA

HERERE 80.5% ~ 105%, EZE 0.9% ~ 6.4%;
LLOQ (FEE TR ) KRN 90% REKRZ=EN

RERIERE 95.8% ~ 116.8%, BZE 1.0% ~ 10.6%;

FEERHNZEMEAER: 10 MRERRNZEMARR
ESEESBET LLOQ E5E

Hook effect analysis

Absorbance (OD 450/630nm)

Pembrolizumab V%

(ng/mL)
Duplicate 1 Duplicate 2 Average
15,000 5.845 5323 5584 6.60
1,500 5.881 560 5.746 S
750 5505 5583 5544 0.99

3IANET ULOQ RO RIRERERRME R SZE0IRZE (R
EREFNYSENESIE ) R

4 individual blank matrices

back-calculated conc (ng/mL)

Specificity analysis
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B Human 1gG4(1600ng/mL)

B Human IgG4(160ng/mL)

.20 160 5

Nominal concentration (ng/mL)

00 Human IgG4 (1600 ng/mL ), Pembrolizumab
FEULOQ (E2LMR) f1LLOQ (EE TR ) K EHRE
85.6% ~ 113.8%, fBEZE 2% ~ 51%;

700 Human 1gG4 (160 ng/mL), Pembrolizumab

£ ULOQ 1 LLOQ /KFHHEE 89.1% ~ 111.9%, BEE
0.4% ~ 0.5%.

Dilutional linearity analysis

Dilution Expected Measured
Pembrolizumab Pembrolizumab CV% Accuracy%
Factor
(ng/mL) (ng/mL)

1:2,000 75 8.496 0.28 13.28
1:1,000 15 17.215 227 N4.77

1100 15 15.406 1.21 102.71

1:50 15 15.597 292 103.98

B 4 NMENFERLL (BRET ) WinEmiH TR,
ZHRBRRFRIES, BMEBRINERIERE 102.7% ~
N4.8%, FEZE 0.28% ~ 2.9%,



( ADA— L00971 Pembrolizumab Immunogenicity Kit (Bridging ELISA) >
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MRD Analysis of Detection of Anti-Pembrolizumab
in Biological Matrix
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Anti-Pembrolizumab antibody concentration (ng/mL)

% MRD=15 1, BEERESINENMSSERZEREE

HRREHNENMESE.

Anti-Pembrolizumab Standard Curve
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Anti-Pembrolizumab antibody concentration (ng/mL)

RS 1RE 6 MRER, TnERZSEE 50-0.78
ng/mL ( MRD=1:5 BIfSKE ), REBUE 1.56 ng/mL,

Selectivity
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Hook effect analysis

Intra-assay (n=10)

Anti-

Samples N
Pembrolizumab

(ng/mL) ngiml) %
P1 50 4927 3.26
P2 75 7.75 4.27
P3 25 215 7.27

Ant-Pembrolizumab (ng/mL)
© = N W b~ 0O N

50 100 200 400 800 1600 3200 6400

Ant-Pembrolizumab (ng/mL)

BEZE Anti- Pembrolizumab iRENFASESEFS, =K
EFAESEESTrHERESE, BESEZEHIHD
HEHsx, AUREBEA, REHI HOOK ki,

oIl

PR

TR

%

98.54

103.37

85.81

Intra-assay and inter-assay accuracy of the kit

Inter-assay (n=30)

(ng/mL) %
5096 351
822 417
239 807

15 =

Measured CV Accuracy Measured CV Accuracy

%

102.07

110.32

95.40

HANSEEE: HABEE<8%, HEEEE <%

RS
Pembrolizumab Pharmacokinetic ELISA Kit LO0968
Bevacizumab Pharmacokinetic ELISA Kit LO0969
Pharmacokinetic Trastuzumab Pharmacokinetic ELISA Kit LO0970
ELISA Kit Pertuzumab Pharmacokinetic ELISA Kit LO0978
Dxd ADC Pharmacokinetic ELISA Kit LO0972
MMAE ADC Pharmacokinetic ELISA Kit LO0991
Pembrolizumab Immunogenicity Kit (Bridging ELISA) LO0971
Immunogenicity Kit ” ] T
(Bridging ELISA) Pertuzumab Immunogenicity Kit (Bridging ELISA) LO0979
Trastuzumab Immunogenicity Kit (Bridging ELISA) LO1007
PEG ELISA Kit PEGylated Molecule Assay Kit LO0458
DXd Antibody (39F4), mAb, Mouse A02217
DM1 Antibody (15L2), mAb, Mouse A02223
ADC Antibody
MMAE Antibody (69F7), mAb, Mouse A02224
MMAF Antibody (11B8), mAb, Mouse A02225




Anti-ldiotype
Antibody

FmEn )
Anti-Abatacept/fIEBFHZ CTLA-4-Fc
Anti-Adalimumab/FlAAR ST TNF alpha
Anti-Atezolizumab/fIEF) Bk PD-L1
Anti-Avelumab/pI4#EE s PD-L1
Anti-Bevacizumab/I k& VEGF-A
Anti-Certolizumab pegol /AZZEFBR R TNF alpha

Anti-Cetuximab/FaZ & &,

EGF Receptor

Anti-Daratumumab/iAEZLEHT CD38
Anti-Denosumab/thEFE T RANK Ligand
Anti-Dupilumab/EZ R /L8 IL-4R o
Anti-Durvalumab/E&FI LB CD274

Anti-Eculizumab/{KkEk &

Complement protein C5

Anti-Etanercept/{kBBFE TNF alpha
Anti-Evolocumab/#&i& /841 PCSK9
Anti-Golimumab/XFI/R & TNF alpha
Anti-Infliximalb/Z&XF|Fa s TNF alpha
Anti-lpilimumab/fR It CTLA-4
Anti-Ixekizumab/{kZFEL BT IL-17A
Anti-Lecanemab/G &8 amyloid B
Anti-Mosunetuzumab/EZ kB CD3
Anti-Nivolumab/gEF] & PD-1
Anti-Obinutuzumalb/BRZ R CD20
Anti-Ocrelizumalb/BEF| 2k 817 CD20
Anti-Omalizumab/B S Ek & Human IgE
Anti-OKT3/EZ 841-CD3 CD3
Anti-Palivizumab/fBFI Bk RSV F

Anti-Panitumumab/IH2 &

EGF Receptor

Anti-Pembrolizumab/IHEF Bk g

PD-1

Anti-Pertuzumab/IHZ L8

HER2




Anti-ldiotype
Antibody

Anti-Ranibizumab/E k&84

VEGF-A

Anti-Rituximab/F Z & &8

CD20

Anti-Sarilumab/ibF) & &

IL-6 Receptor

Anti-Secukinumab/BESF LB

IL-17A

Anti-Teclistamab/4F 7 Z 87

BCMAXCD3

Anti-Tocilizumab/iTEk i

IL-6 Receptor

Anti-Trastuzumab/pi Z ¥k BT HER2
Anti-Ustekinumab/= 54 IL-12 & 1L-23
Anti-Zolbetuximab/M N ZE &t Claudin 182
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