APEHRFIE

HEHZE (PK) FIRERMUFAR (ADA Assay) FEESMHRFEXEE, BTHEAMEERRNIS . REIFI%RE~RN
M. EETIRIEHETAY PKF] ADA Assay IMFIEREMH, SIF5ETA, BHRSHMNIZEMEMENIE.
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CPK— LO0968 Pembrolizumab Pharmacokinetic ELISA Kit >

e Pembrolizumab Standard Curve

25 4

2.0

0.5

OD Value (450/630 nm)

0.0

T T 1
1 10 100 1000

Pembrolizumab concentration(ng/mL)

gL IRE6NRER, fREMZSERE 160-2.5 ng/mL
(MRD(Minimum Required Dilution)=1:100 BIHJIREE),
REYE: 5ng/mL,

® Intra-assay and inter-assay accuracy of the kit

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

(ng/mL)

Quality
Control

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

P1 120 102.41 6.9 85.34 10508 26 87.57
P2 30 29.58 3.88 98.61 31.00 0.83 10333
P3 15 16.64 299 11096 17.77 2.7 118.49

HHNEEEE: HRBEEE<T%, EEEE<3%



e Selectivity e Specificity analysis

= 150 - e HQC level ® Human IgG4 (1,600 ng/mL)

£ 440 7 = LLOQ level - 180

g 130 - o 4 individual blank matrices é 160 ® Human IgG4 (160 ng/mL)
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Nominal concentration (ng/mL) Nominal concentration (ng/mL)

B RAEE 80% 1 120% IF5R4k; 0 Human 1gG4 (1,600 ng/mL), Pembrolizumab 7£ ULOQ
HQC ( SR ) KEERME: 100% AESERIZ=AMAER (FBELMR) 1 LLOQ (EE TR ) IKF/HEHE 85.6% ~
RY/EERRE 80.5% ~105%, 1EZE 0.9% ~6.4%; 13.8%, {EEE 2% ~5.1%;
LLOQ (EEB TR ) KIHEFRM: 90% RESEREIZ=EAMAE 0 Human 1gG4 (160 ng/mL), Pembrolizumab 7£ ULOQ #
[RRYO/EEHARE 95.8% ~ 116.8%, FEEE 1.0% ~10.6%; LLOQ /K EHARE 89.1% ~ 111.9%, IEEE 0.4%~0.5%.
ARERBENZ=AMAER: 10 MEREBEHNZEAMERES
{BEEMET LLOQ (5518
¢ Hook effect analysis ¢ Dilutional linearity analysis

Absorbance (OD 450/630 nm) Billuiitarn Expected Measured
Pembrolizumab Pembrolizumab Pembrolizumab CV% Accuracy%
Factor
(ng/mL) (ng/mL) (ng/mL)
Duplicate 1 Duplicate 2 Average
1:2,000 75 8.496 0.28 113.28
15,000 5.845 5398 5584 6.60
1:1,000 15 17.215 227 14.77
1,500 5.881 5611 5.746 333
1:100 15 15.406 121 102.71
750 5.505 5.583 5.544 0.99
1:50 15 15.597 292 103.98

3MNET ULOQ MM MIRERVERMEASZ R (RIBEIR BE 4 MMERIBRELE (FREF ) WinERETwE, ShR
EFN5 EAIESHNE ) IS, EFRIER, SRR EmAVERE 1027% ~114.8%, HEHE
0.28% ~2.9%,



< ADA— LL00971 Pembrolizumab Immunogenicity Kit (Bridging ELISA) )

e Positive Control Antibodies Screening

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

4 tRRBEE RS IR e REUEE AT 20 ng/mL, BiEIH
IBHIIERR AR AR AT LAE O RIERIBRIFUA, ARIEIHIEAIARIE
HERIEEREREESHTA T S RLEERIBRIEXS BRI .

IRERZE: B8 6 MNRES, TNEMZSEE 50-0.78 ng/mL
(MRD=1:58TRKE ) , REUE: 156 ng/mL,

¢ MRD Analysis of Detection of e Selectivity
Anti-Pembrolizumab in Biological Matrix
-~ MRD=1:5 -¥ MRD=1:40 ® LQC Level
140 MRD=1:10 MRD=1:80 0.20 -
: MRD=1:20 ; MRD=1:100 048 4 ) B individual blank matrices
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Anti-Pembrolizumab antibody concentration (ng/mL)

Nominal concentration (ng/mL)

% MRD=1:5 i}, REEREFIRNHAMESERDEFAHRRR

BRI ANMES(E.

Bl TmikInFEL;

LQC ({ERRE ) /KFEsRM: 87% RESRIEAIZ= MR R
EEE 02% ~85%, [E5EMETFIHEIGFRE;
EKFIEENE: 87% ARERIBENZEA MAERATEREE 0.6%
~14.3%, {ESEETFHEIRFRE.




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

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

=5 7 Anti-
E 6 Pembrolizumab
S (ng/mL)
< 5 Measured | CV | Accuracy | Measured | CV | Accuracy
3 (ng/mL) | % % (ng/mL) | % %
e 4
g 3
_g 2 P1 50 4927 326 9854 50.96 351  102.07
5o
g 0 P2 75 7.75 427 10337 822 417 11032
50 100 200 400 800 1600 3200 6400
Ant-Pembrolizumab (ng/mL) P3 25 215 727 8581 2.39 807 9540

BE%E Anti- Pembrolizumab iIRERIFSESEAS, Bk EHSBEE: HRBEE<8%, HIEHEEE<I%
EFNMESENSTRHERESE, BESERELN
RIS, EIHRETBER, REHI HOOK XA .

FEmsE PSR FERiES
Pembrolizumab Pharmacokinetic ELISA Kit LO0968
Bevacizumab Pharmacokinetic ELISA Kit LO0969
Pharmacokinetic Trastuzumab Pharmacokinetic ELISA Kit LO0970
ELISA Kt Pertuzumab Pharmacokinetic ELISA Kit LO0978
Dxd ADC Pharmacokinetic ELISA Kit L00972
MMAE ADC Pharmacokinetic ELISA Kit LO0991
Pembrolizumab Immunogenicity Kit (Bridging ELISA) L00971
Lg’;;;?:;;ﬂg% Kit Pertuzumab Immunogenicity Kit (Bridging ELISA) L00979

Trastuzumab Immunogenicity Kit (Bridging ELISA) LO1007




