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CPK— LO0968 Pembrolizumab Pharmacokinetic ELISA Kit >

® Pembrolizumab Standard Curve ® Intra-assay and inter-assay accuracy of the kit

2.5 Intra-assay (n=10) Inter-assay (n=30)
Quality Pembrolizumab

T 20 Control (ng/mL)
g Measured | CV | Accuracy | Measured | CV | Accuracy
2 15 (ng/mL) % % (ng/mL) % %
1)
0
X 101
o P1 120 102.41 6.92 85.34 105.08 2.65 87.57
2
S 05
[a)
o 00 P2 30 29.58 388 9861 31.00 0.83 10333
. T T 1
1 10 100 1000
Pembrolizumab concentration(ng/mL) P3 15 1664 299 11096 1777 271 11849

FoEEZe: IRE6NMRER, tREMZSERE160-2.5 ng/mL HNHSREE: HWRBEE<7%, HEEZEE<3%
(MRD(Minimum Required Dilution)=1:1008iASRE),
REE: 5ng/mL,



e Selectivity

e Specificity analysis
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Bl EL R ERES0%IN120%IG5R 4 ;

HQC ( BfEE ) KIEEFME: 100% R ERIREZ=H MAERA
HEHfBRES0.5% ~ 105%, FEEE0.9% ~6.4%;

LLOQ (E2 TR ) KFEFM: 0% RERIRIZEAMAER
RO 95.8% ~ 116.8%, 1EZRE1.0% ~10.6%;
TRFRHZEMER: 10N FRKRNEEAMERES
EEMETLLOQES:

¢ Hook effect analysis

Absorbance (OD 450/630nm)

Duplicate 1 Duplicate 2

Pembrolizumab

(ng/mL)

15,000 5.845 5323 5.584 6.60
1,500 5.881 5.61 5.746 BISE
750 5505 5583 5.544 0.99

3B TFULOQRIF iR EAYEMMAZ IR ( BNHEIRE

#I0Human 1gG4 (1600 ng/mL) , Pembrolizumab EULOQ
(B2 L) FLLOQ (EE TR ) KF/HEMES5.6% ~

13.8%, 1BEE2%~51%;

#D0HUman 1gG4 (160 ng/mL ) , PembrolizumabfEULOQH]

LLOQ/K T EHfAE89.1% ~ 111.9%, ¥EZ3E0.4% ~0.5%,

¢ Dilutional linearity analysis

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

1:2,000 7.5 8.496 0.28 113.28
1:1,000 15 17.215 227 114.77

1:100 15 15.406 1.21 102.71

1:50 15 15.597 292 103.98

B4 EHEL (RERET ) MinEm#iTiag, SRR
FRIEG, BN WEBINERERE102.7% ~114.8%, BEE
0.28% ~2.9%.,

RS EERYESHOH ) AISZIE o



( ADA— 00971 Pembrolizumab Immunogenicity Kit (Bridging ELISA) >

e Positive Control Antibodies Screening

¢ Anti-Pembrolizumab Standard Curve
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screening confirmatory
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AR HIE IS AR REUEERAT 20 ng/mL, BEIHHIE
HIERB AR ITUAER AT LA BRIERS BRITUA , ARYETFIEFNFHIELS
RIEERYESHMEDEH S RLEERIBRENTERTTA .

L% RENIKER, fnEMLZEES0-0.78 ng/mL
(MRD=1:580A9KE), REUE:1.56 ng/mL,

¢ MRD Analysis of Detection of e Selectivity
Anti-Pembrolizumab in Biological Matrix
- MRD=15 -+ MRD=1:40 ® LQC Level
140 - = MRD=110 - MRD=1:80 0.20 individual blank matri
-+ MRD=120 -@ MRD=1100 048 4 [ ] B individual blank matrices
1207 T 0.6 °
=
100 4 8 0.14 - ..
g %5’ v ¥ 0124 wET———ww -
- | [a] -+ 0000 n
2 80 o .
© = 0.10 [ X}
Y o
g o0 g S —
< L 0.05 - L s
40 3
Q
<
20 . . T . . ! 0.00 } }
0 5 10 1.5 1]
Anti-Pembrolizumab antibody concentration (ng/mL) Nominal concentration (ng/mL)

ZMRD=1:507, BAEREHIIFNESERBAFERREERR
ECHIAIERESE.

Bl EL ATk EL;

LQC (R ) KRN 87%ARKIRAIZEH MAE R
EEE0.2% ~ 8.5%, [E=EMETIHEInFIE;
TEKFERE: 87% AERIRNEEMERBEEE0.6%
~14.3%, ESEEFHIEIRFRE.



¢ Hook effect analysis ¢ Intra-assay and inter-assay accuracy of the kit

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

5 7 Anti-
€ Samples Pembrolizumab
~ 6
=) (ng/mL)
< 5 Measured | CV | Accuracy | Measured | CV | Accuracy
2 . (ng/mL) % % (ng/mL) % %
g
2 3
_g 2 P1 50 49.27 3.26 98.54 50.96 85 102.07
§
a 1
E 0 P2 V25! 775 427 103.37 8.22 417 110.32
50 100 200 400 800 1600 3200 6400
Ant-Pembrolizumab (ng/mL) P3 25 215 727 8581 239 8.07 9540

fEEANti- PembrolizumabiRENASESES, BiRE HNSEEE: HABEE<8%, HEEEE <%
HAESEYSTIFHSAESE, BESERBHID
FASR, EUHRETER, RAHIMHOOKRN

FEERZER FERBTR FRRES
Pembrolizumab Pharmacokinetic ELISA Kit L00968
Bevacizumab Pharmacokinetic ELISA Kit LO0969

Pharmacokinetic Trastuzumab Pharmacokinetic ELISA Kit LO0970

ELISAKit Pertuzumab Pharmacokinetic ELISA Kit LO0978
Dxd ADC Pharmacokinetic ELISA Kit LO0972
MMAE ADC Pharmacokinetic ELISA Kit L00991
Pembrolizumab Immunogenicity Kit (Bridging ELISA) L00971

Immunogenicity Kit

(Bridging ELISA) Pertuzumab Immunogenicity Kit (Bridging ELISA) L00979

Trastuzumab Immunogenicity Kit (Bridging ELISA) L01007




