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ELISA
Fa it 5 =

- HmEHARELNE
- TZHRBREANZE
- PREEAE




ELISA #&liHAI =

FEEMHGMMESERRT (CCT) M, WARRSENREMNEKRBAE™E, 5. ZEAFRSHAESEXL
AR HRE, BENRERNTEEXEE ., SHREMREE—RIELSAKFIE, BFE4FMERERA(BSA).
Protein A, IEHRFHENN™m, UKATEUBRSHRAMIEREN R, EDbi%E?ﬁﬁik*%)&i%ﬁZﬁ%*ﬂﬁ%ﬁ
HFHERE, RESMITA.

Fmise
EESFENER MRt R =13 1: o Pl T E 1 (=1E2i1144
TR B T AN BB Fra I &Nt E] SREEZENERE, =i KIERE, ERONE
ZB0FEA ELISA 1R #£2.5-3/\a EHSESHS
m=E
\
SRS s BREhHFEFIE
EEEN - B EMRFIE ( Bridging ELISA )
\
. . - p24 WIMEFIE . MuLV 28EEp30EIRKE. AAVBERSERIRNE
VIR e S
- BSA ELISAMEIIEFIE . Protein A ELSIA IBIIHHIE . ASERNRERITIIE )
T Z5%8Bemn - Benz-Neburase™ Nuclease ELISA Kit. Double-stranded RNA (dsRNA) ELISA Kit (J2 based)
« VHH Affinity Ligand ELISA kit. Cas9 ELISAIGIRFIE




e EREENAHE

| EmSEEp24 BN

IERBRAXITHIV- TEERSHE, SEIRNEAEARTRY p24ER N TYIEREMQ .
SHIRIER = ISR SEEP24 ELISAMGUHAE, LMERRBFREREFEREFEN M.

ik AniE R
SRl
o Sp24EH (BEFBNe24E8 1EmSRFTHRIp24ER, Rp24EH (BEFBN24EE
figmERTHIp24EH ) TR Np24EH fi@mSRTHAIp24EN )

[ ELISA ELISA Rk
HNSEE 31.25 - 2000 pg/mL 31.25 - 2000 pg/mL 40 - 320,000 pg/mL
PEREE Bikig Bikig Toikis

R & (++) EE (+++) & (++)

BEE B (+++) EE (+++) B (++)

Bt Bs (+++) B (+++) B (++)
EERHS VN\EF4093 59 1NEF5573 15 3%

SFZFERT 2.5 /)\A 3/)\BF 30 $34h

M RRIZEAAIEE, "+ S RBEEES



=+
| zous

Cat. No. LO0938

% (S e EEp24 ELISAESTIXAS

=}k
s
fSnRgiasE ZIEEEE BEES i
=242, 5/\0, PFERK 31.25 - 2000 pg/mL LA CV < 10%, g cv FENTERES, p24iR
VNEF4073 5 < 10% Em
IO
o tERZ . SiREH o KNATE)RE
Standard curve as a demonstration =26/ B LRREME IR SHIERL00938 535 RAG IR XL
L HFANBETES1.25 - 2000 pg/mL, AAF S mIEEeRE ZEIAFE RGN /92.5 h,
R2 > 0.99988 —RATHEN 3% S0EE
o HMECREIE s SREE

opt

e Batch 1
2 100 -.‘ = Batch2
200 ‘ - 4 Batch3

001‘ -

0
& @ @
9°(°Q 9"6& 8
e & -.+ —
ZHIAFIENE M CEER

LIEEE

Inter-assay and Intra-assay CV calculation
with three-batch LO0938

ZEFNHFIEAA . HEBEERICY <10%



| Prozk i2mSiEEp24 ELISARTERIE

Cat. No. LO0974

s

BEES e NATIE)E
BUEIRHEp24EH, ERE &R AN (FERFH1NT5555 )

FE (MIMERERREDFRRSTFNEAEBSRLN (217) ) PHSFHRE
*XF BB SRR R R B p2 4 RS

ISIE SR
. BUERRES

Detection of free p24 protein ESCSYES

ProsXift NI E T e p24 R ERI KRR 290%

o SEHE

ProfReE BN EilFEp24
ProftENERES SR ISHESRE—H

HUIBREHY: FEBRERRDIEFEp24EORAIE RS
* p24 IREMSHAR: KiE p24 ERIMFEIEMUIESRSHEATRER




| Easyzt 1SS p24 I iEHIE

Cat. No. LO1019

[T
eI E)E HiEEE SRR [FiE
BEIKISH, 2K 40-320,000 pg/mL, EFS, WS e 2
30534# D ERRHEN M

IEIESE

* trERZ o [RIRfERE RIFIE
LO1019t R ]
£HfsEasy Kit
A, B
FMC, D, E
3~45h

Easy FRAIGNSEETE40-320,000 pg/mL, R2 > 0.99999 Easy SREBHRIGT, #BIFER, %t
© SIERE s St
A BRGNS AR E R

Easy SIGNEIRERES Easy FERI5IUKRE, M REMEIE



| st EMULVEE 30 it R

Cat. No. LO1041

THAMULY (BBEMFERS) Kit, RAXOELUSALE, BEFSEENROERPIOEE, EREEMULVIIIEHE.

(==

FEaati R

BRRE R =R R R

BEMT=m ERIENAH<L92/\aS 80%-120%H9= BN HJE2-8°CMERN T

SRR
1A ST 3K
SR
o Xt HREm o Xt AR
SR SR mCIERF A4 BAERY L RS RRCTRFAURERIIL

FEANERSERT, SHETRSRMCH BN E—HEART TN, ERBEMESITR, ERSIMEAE5SRREAR, DRRIHRENEI4N
SRR EENERREFRTEE— SIS UEIE. {ERNOMERI TN -

EHIERAR A0 MERRICVIZNTF20%.



o RmXItt- REHER

EHIRA R SR ERZI L RRCAEHORAAI ST ERZEXI L

TEHUENEEES TR, SERTHESERCH M TRIRIT RS 5.
st ERN T BE—RRERL, TRRSHHNERIEESHS.

o WMIAMFREREN, NWEBETIR o BEEWER, HEEHTRE

Dilution Linearity Assessment of LO1041 Recovery Rate of LO1041 in Different Samples
AER—HA L, FRBREHEEFRRERNCVIORT FERRERIREFARRNENREIREANIMULY p30tREm,
15%, FBZANEHRRELUN ZHARERIIZN)N . BFFARFMULY p30IMREMEIZERE80%-120% 28] .

o BEHA. HEBEE, RIESE—E

Intra-assay and Inter-assay Precision Analysis of LO1041 HADHT (n=10) #t183Hr (n=30)
MuLV P30
RE(ng/mL) - “
HONERE | CV | R | FHUNERE | CV | BEKE

(ng/mL) % % (ng/mL) % %

4 391 3 98 3.89 4 97

2 191 3 96 185 4 93

0.5 0.44 1 88 0.43 4 86

“ERRRMREH S TRREPIORE, SMEASESRAN0R
TR ACVERSH]4.61%, HEICVEE4.17%, RIFZLNSHCNLEREERIFARA. ftiE—HiE.



| smiERAAY BEAESEARNES

Cat. No. LO1035

FEMBRFHEXHES (AAV ) RITRIELISAKEIINN S, ERREEEAEAAVIBERAIEHEEMA LR

=
AR

%

it
Oy

L R

BEESMAAVIEREERT
TEMLE R MBRTHIE

MBEELEIRERIRFAAV1/2/5/6/8/9

R RHAAV2IRER, SEIREFRIVLP ( Virus-like particle )
“EMERARER, BEMESIEREST

ISIEE R

o TNEERZE o ZME2SEREN

AAVX Standard Curve Concordance Analysis of AAVX Multiple Serotypes ELISA Kit
with Single Serotype ELISA Kit

iJE_(Capsids/m1)

HAnRS I ELARI A B ARV ELSATA Moy
AAV2 3.09E+12 2.57E412 12.95%
AAVS 8.42E+12 6.34E+12 19.94%
AAV (Capsids/mL) s e R o
AAVY 2.74E+12 3.47E412 16.81%
AERIAAV SRR EREE Y AP ER L . AAVX ELISAIFIE SARR R IMERELISAILFI SR

—H.



o AAV2.7m8 & MhEH

o HERES

Comparative Analysis of AAV2 and AAV2.7m8 Detection
Using Different Assay Kits

Recovery Analysis of Three Batches of
AAVX Multiple Serotypes ELISA Kit

- AAV2.7m8iEER: AAVX ELISA (LO1035) & AAV2 ELISA
(LOO942)iIFIEIERAENESE—H.
s TERLEEN AAV2.7m8

o RS

Dilution Linearity Assessment of AAVX
Multiple Serotypes ELISA Kit

IEANTFERAD BIRENFRASH, HHTLO1035HIBAORRREIED A .
LO1035iIXFIEFRREMMREMR, HANKHAZHRESRIN.

FERA=H#RLO1035MNABREIEEA, [EIRERIFE80%-120% .




HBX~miE

s

Y EPSESS
(AAV)

RZFH FEmER RS
AAV?2 Antibody (12C10), mAb, Mouse A02091
Anti-AAV?2 (intact particle) Antibody (2C4), mAb, Mouse A02159
Anti-AAV2 (intact particle) Antibody (2C4) [Biotin], mAb, Mouse A02160
MonoRab™ AAV?2 (intact particle) Antibody (15G4), mAb, Rabbit A02202
NITSEE MonoRab™ AAV?2 (intact particle) Antibody (33G5), mAb, Rabbit A02203
MonoRab™ AAVS (intact particle) Antibody (75F2), mAb, Rabbit A02204
MonoRab™ AAVS (intact particle) Antibody (72E8), mAb, Rabbit A02205
MonoRab™ AAVX VP1/VP2/VP3 Antibody (5G4), mAb, Rabbit A02206
MonoRab™ AAVX VP1 Antibody (24F5), mAb, Rabbit A02207
AAV?2 Titer Capsid ELISA Kit L00942
AAVX Titer Capsid ELISA Kit - Multiple Serotypes LO1035
SBIE AAV5 Titer Capsid ELISA Kit LO1049
AAVGE Titer Capsid ELISA Kit LO1050
AAVS8 Titer Capsid ELISA Kit LO1051
AAV9 Titer Capsid ELISA Kit LO1052
T 2R VHH Affinity Ligand ELISA kit L01033

10



| HistRZELISAIE i RIZ=

Cat. No. LO0436 / Cat. No. LO1010

A ESEHISIEESERRNIENFEIRFIFIE TR, HistRSELISARTMIXHIEEFSHMELISAE, BHisinESE
H (MW.12.7 kD) FRF&EEHETHIR, IMABIIRENHISIREERARERIER, STBHENHISIRSEARSRESHis

REEATUS, BIER. EEELRILUMSNHISRERBRNFRASFESHISITEERH . A ZEHEHHIsIRER
BfEFR, THEPRINEIKHEIE LIRS AY/ESE .

=R

C EHISHREEE ) Ty )
C BT R TR )

[l e

HENEEESE: 1ng/mli-729 ng/ml

> REES: SHEMN ng/ml HistREER (WER)
ZIEENE: N/CimHistriSEH, REEZHFEZFEARTN
Hexa-His (6 x His). Penta-HislAK Tetra-Histr&EH

> (EE: SBRNEIERERR, 1.5/\BN I SEREE MR

v

v

> FHEEE GRTHE. BE. BAMAERAERRIEEEFY 5SS

REHZRS

PR g FRES
His Tag ELISA Detection Kit 1Kit LO0436
His Tag ELISA Detection Kit (384-Well Plate) 384 Tests LO1010
His Tag Antibody Plate (black, 96 wells, nonremovable) 5 plates L00440b
His Tag Antibody Plate (white, 96 wells, nonremovable) 5 plates LO0440w
His Tag Antibody Plate (clear, 8x12 strips) 5 plates LO0440c

BithtrEA8 N~ m

1EUREE FERER g FERiES
GST GST tag ELISA Detection Kit 1kit L0041

DYKDDDDK Tag Antibody Plate (Black, 96-well) 5 plates LO0455B

Flag DYKDDDDK Tag Antibody Plate (White, 96-well) 5 plates LOO455W

DYKDDDDK Tag Antibody Plate (Clear, 8x12 strip) 5 plates L00455C

1



EMETEEENHE

| BsAELISAifFIE

Cat. No. LO0976

THIRBSA ELISAIKIERAIUATOE, e EEEFmPAItMBERER (BSA) .

~miFs

oL 2 BEEREG =EREME
ERITER, EimE ENRBORIT, ERERKERT — UAERTEEHSATISHIEIN,
gz {REIEROREHIE

IEIESE

o RmXItL — ERE o TmXJtl — REFEAS
Comparison of Recovery Test Results Comparison of Test Results for Different Samples
Between GenScript Kit and Competitor C Between GenScript Kit and Competitor C
*DRR2DMERHITIDREBSATIN, BERSImLAEMNZMC TFIEH *ERZERBSA ELISARIIARIZMNEMC KA ED KT EEAR, LITF
T, LASFMEMER NEREH(CV%).
SHRIHRISRIENLEI80% - 120%, EHEES. SHRIKIEWREROCVIZNF10%, ERENMZE.

12



o RmXItt — WAt

Comparison data of dilution linearity of sample A Comparison data of dilution linearity of sample B

—e—GenScript —e-Competitor C —e—GenScript —e-Competitor C

*(ERRHTHBSA ELISARIARRIZERC MARA BT FERREMMP MARES, LUFNEIRE.
ST SRNLER T ZRREHE .

o SIFRM o M
BSA EigUfE(ng/ml) | IIARHSAREE(mg/ml) | BSA SEERANE(ng/ml) Sih s E R E
8 81%
8 10 6.8 83%
8 1 77 96%
8 0.1 8.5 107%

EREARRRIIREIRENHAS (AMBEES) , XS ST.
EHIRBS A IIH I S NS R ERERSHSARRNT .

*FIEHTERBSA ELISAIE M FIZME FI100mM NaCl, 20mM NaCIRERRRIREA
SHERBSARIIXFI SNSRI ERERAS SN,

i}

SREE o PR ( HookZHT )

Intra-assay and Inter-assay Precision Analysis of LO0976

BSA ELISAIXFISHAI . HIEFEEER CV<10%., LEEARBSAIRESZ 30,000 ng/mL (30 pg/mL) B4 FFH4H I
HOOKZRY

13



| cas9 ELISAIRRIZ

Cat. No. LO1069

©

IRBIEET RYES HRES

ANRBIARREEA . AR/ M S/ EZ {E=0.125 ng/ml (0.05 fg/cell), AINEIKERIE80%-120%
ENfESHICas9 EBRERI2ERE

IEIEE R

© SREE o IRBIET

Comparison of Sensitivity between GenScript Kit and Detection of Cas9 Variants by Detection of Cas9 proteins from different vendors

Competitor C Kit LO1069 using Cas9 ELISA kits
GenScript

Competitor C
£HiiHCas9 ELISAIRFIZRSEmEE Cas9 ELISA iIfHIZMRERER . FR%E/ME/NEREMESURTRER RN
EmI2(E Cas9 HaEIAE!
o SO o RS E

Recovery Rate of LO1069 in Different Samples Dilution Linearity Assessment of LO1069
{EACasORFIENIX AR B CAR-THA, EULZRIIE80%-120% HEFA3 MRS ERR Caso ELISAIKIZMIR R EIRIREHMAEER, LUFNE
e

FRAERIEFI SR EM R T Z RS

14



| Protein AELISA iRHIE

Cat.No. LO1043

IR EProtein AR}, ESHIRIREMFAProtein A ELISAIIFIR, EFORIEARNGSIEFBELEKNE, BIRE

Be

RN AR RS BB RIProtein A

[T L 5]

"

REEE SIRERAmSE HRIEAE ZHProtein AZEELAZ
TEHERER FRIRICNEERAT R Lon S IEIEIFCESP NN ERHRBIKA. BEEH. UNE
ZHmifEProtein AT%ER
1S R

Protein A ELISA Kit, 2G (GenScript, LO1043)#&: MR TEE]

15



ISIESE

Standard Curve for Different Sources of Protein A

TRAAVIEREENEARERLZ

o |gGiit={4sa

Recovery rate of LO1043 in human IgG

16

Protein A ligand standard Typical assay working ranges

MabSelect PrismA (Cytiva)

AT Protein A (Bestchrom)

MabSelect SuRe (Cytiva)

UniMab 50HC Protein A (NanoMicro)

MabPurix Protein A (Srpax)

rSPA (Repligen)

Spiked to 1 mg/mL

human IgG
Protein A

(ng/mL)

Measured Recovery
(ng/mL) Rate

3 2.795 93%
0.5 0.463 93%
0.1875 0.184 98%

0.0625 — 4 ng/mL

0.0625 — 4 ng/mL

0.1- 6.4 ng/mL

0.2 -12.8 ng/mL

0.05 - 3.2 ng/mL

0.1- 6.4 ng/mL

Spiked to 10 mg/mL
human IgG

Measured Recovery

(ng/mL) Rate

2.816 94%
0.453 91%
0.174 93%

*LO1043i IR FIREIgGHE A FRIProtein A,

LO1043tG IS ZH A RIgGRERIN/), HAEUTZRTIA0%LL L.



o MoRRLRItElE

o HtE/HtNEEE

Dilution Linearity Assessment of LO1043

Intra-assay and Inter-assay Precision Analysis
of LO1043

L0104 R AR IR S RIS 1
LO104 315N EER A SHAHREEFRIZN,

*FI3MILRBILOI0433I3 MR EIREREASIENNOR, HETRRH(CY)
LOTO43EHE IS ZEECVY < 10%, HEfEZEECY <15%

17



| dsRNA ELISA ifFI& (BFW J2iiik)

Cat. No. LO1020

s

INJ23 AR FCELISAIE
2 FURBER IR, XERNUFTR

BRI A iE]
3 hours
S R
TMB JE4)
R E RN
[z )
SR (J2)

fEERIUA (J2)

96FLEGHRIR

18

0.123-30 ng/mL

R

400 bp 1M Y EIBAIdSRNA

ST LUREA R ERMA SRR ER
IRERSEModerna RE BRI KEN T ESHTAH

PR

Standard curve with 400 bp m1¥ dsRNA standard

*{FFH400 bp m1Y {E1HAIdsRNAFR AERIFHL01020
LO102094 458 E790.123-30 ng/ml, REUEH0.123 ng/mL, R2>0.99

Standard curve with 400 bp dsRNA standard

*{#F 400 bpfYIEIEIHdsRNAFRERIFAHLO1020
LO1020R9£E 1455 E/90.094-6 ng/ml, REIEJI0.094 ng/mL, R2>0.99



= mtEsg

o lEYEE © IBEES

dsRNA ELISA Kit VS Dot Blot Inter-assay and Intra-assay CV calculation
with three-batch LO1020

40

30
20 1 L4 X
LO1020 H Batch2
]: ® Batchl

] ows
L L L
4 5 efo"o ez& gb‘o

ng/m
w oo

[eleolole]
oo

o

o
—
N
W

LO1020B9E AT A3 h *FI3MILRHILOT0208 3 MR ERRERIRE A S IEIN0R, IHETRRH(CV)
LO1020/9it Bt RFEZE ERICV <10%

o TERIEE

Expected dsRNA Conc. Measured dsRNA Conc.

Dilution Factor (ng/mL) (nafmL) Accuracy%
1000 0.738 0.755 1023
100 0.738 0.787 106.6
0.738 0.799 108.3
*EFELO1020UitE— 1 AR B REECRI TR R
LO10201G M EE R A SRR EE AN
o ERME
dsRNA Conc. mRNA Conc. Measured dsRNA Conc.
(ng/mL) (ng/mL) (ng/mL) Accuracy%
300 27.79 92.6
30 28.21 94.0
300 0.138 122
30 0115 93.5

*FIRMRE (ULOQ 30 ng/mL #1 LLOQ 0.123 ng/mL ) A£G ARFRINARIEAI mRNA (30 ng/mL #1300 ng/mL) , LUFAH LO1020 F4FSRME
LO10204& MEERAZ E BRI

19



| VHH Affinity Ligand ELISA i#XI&

Cat.No. LO1033

T AEFRERFENEAFEIERRAR, MVHH RESHRME. SFMNN. E01RE. SEEFNE, BEBTR
R, BEE. B8. AAVERIL(L, BIE0, ThermoFF&H CaptureSelect™ Z%l, Cytiva FF& HCapto™ AVBF=RAF&
FEBIAAVRILELL . ST, TEAMRIEIEHPEFIE VHH ERERCEHINEG, RN VHH FEFRER%E
BEXSE,

GenScript B SMBERIELAANt-VHH B5EETR, BEBIERMESVHH, GenScriptRl BiZRIIF=m, A TERE
EHIVHH Affinity Ligand ELISA kit, JIVHHECERGLBIGUIRMTE,

FmiEs

=2

REAXBHYET Er=$E—xRKVHHE bEda %3 R
9 R
VHHEIFRHIB R HIECEILAE EIPRRMVHHERE, & 12ELAAVX Affinity Ligandhs
BIRERRF RRIAELAANt-VHHE EMMLZN TS A
AAVX/AAVS/AVB/Kap- I, RIERIFRIHEE—EL
paXP Affinity LigandZs [
3 54— =
*ﬁ:ﬂ“@ﬂ MR*H?;EHH
, Anti-VHH Antibody
AAV particles (Detection)
' FEmEMR g
\ Z03793 AAVX Affinity Ligand Standard 30 L
AAV Affinity Ligand 203794 AVB Affinity Ligand Standard 304l
(VHH)
Z03795 AAV8 Affinity Ligand Standard 30 L
Anti-VHH Antibody
(Capture) Z03796 KappaXP Affinity Ligand Standard 30 uL

LASMAAVAEAFREE BRHY AAVX Affinity Ligand 9/l

20



IS IEE R

AAVX Affinity Ligand Standard Curve

AVB Affinity Ligand Standard Curve

fEFAAVX Affinity LigandZ37L01033fiR R, ETIEE
FEl: 10-640 pg/mL,

{EFIAVB Affinity LigandZ37L0103389ir /M, ETIFE
El: 312.5-20,000 pg/mL,

AAVS8 Affinity Ligand Standard Curve

KappaXP Affinity Ligand Standard Curve

{EFAAVS Affinity LigandZ237L01033004 R ERZ, HTEE
El: 40-2,560 pg/mL,

{EFKappaXP Affinity LigandZ237L010338%ir %, HT{E
BE: 31.25-2,000 pg/mL,

21
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i3

Intra-assay and inter-assay precision analysis of VHH Affinity Ligand ELISA Kit

*F3MILRAILOI03BINRERERIEASENIONR, IHEESRH(CV),
LO1033f9ttiEHt PIFEZEERICV<10%

o HERES

Recovery rate of LO1033 in different AAV samples

*FRLOT033 RN T AR M B AAVAE RRIAAVXSERIEL AT AR, o
+ LO103345 R HIRBIAAVGEMEE, SHMERAIAAVERIT XTI
+ LO1033k9[EIZR1I1E80%-120% .

22




| Benz-Neburase™ Nuclease ELISA iftHIZ=

Cat.No. LOO886

THIRERCRERES ELISA M SRS RESNFEM RS R RSN MTIEIIE PR BEIERRIERR, 2EH
£ BEEAEF . ERMARAT SR RO N TE,

EREr
RESMEARE, NBILHINEERER
. MRS LERE

[HEtES
FTIRBITE AR5 B

IEIEERE

o BEES

gl

Intra-assay Inter-assay

Sample 1 2 3 1 2 3

20 20 20 36 36 36
Mean(pg/ml) 558.02 28019 13552 57800 28847 139.62
Standard Deviation 1377 8.84 8.04 2973 12.81 877
CV(%) 2 4 6 5 4 6

EHRHFIERE. #PIEEERICY <10%,

o WRRGME

Linearity

RIS SR T SRR AR

RHYES

8.40 pg/ml

o ERES

Sample Type Recovery Average(%) Recovery Range(%)

CHO lysate(n=6) 97
HEK 293 lysate(n=6) 95
E. coli lysate(n=6) 93

EHRXIEME . #PHEEERICY <10%,

o [iBHS

Samples(n=6)

High Concentration
(1000 pg/ml)

A % 99
Benz-Neburase™ GMP, Lerao=te)

His-tag

Range(%) 95-105
Average(%) 89
Benz-Neburase™ GMP,
RS Range(%) 88-89
Average(%) 14

Competing product A

Range(%) 112-115

SRR SIRAIEE RAKERES .

92-101
90-101

86-100

Low Concentration
(62.5 pg/ml)
95

89-101

90-92
13

96-124

23



T RS~ m— Eaetxiafs

SRR £REIXILEE Benz-NeburaseSE T S AR @A (Wi, BHE, ik, TPIK) AIDNAFIRNA, {FA—
MEEZERANIEE, Benz-Neburasefe B REAFMAEH EREAFRTIERSE, BERAEELERE.
SHREY A NEEBIRHRUOZ BIAIBenz-Neburase, EHXITTISO13485(ARFICMPEFSHREEIENEFE S, EHt
BIEGMPERER RO ERICMPr M, BEEFRA, ERTHAIAT. EEAT. RERRSEFEFIRKE
5, PRBIREEE R RIER o

ISR

GenScripti2fitiIBenz-Neburase, ZiISEC-HPLCIEN, > 99%,

o BB

Lane M: DNA Marker

Lane 1: GenScript Benz-Neburase, His +293&X4H
Lane 2: GenScript Benz-Neburase, His +2935FZH
Lane 3: Competitor +293EFZH

Lane 4: 293EHA

Lane 5: GenScript Benz-Neburase, His +F4/DNA
Lane 6: GenScript Benz-Neburase, His +FH/DNA
Lane 7: Competitor +[E#IDNA

Lane 8: JEEHIDNA

Lane M: DNA marker

Lane 1: GenScript Benz-Neburase, His + Z¢[4{¢{pUC57 Lane 2: Zlf{pUC57
Lane 3: GenScript Benz-Neburase, His + £[X|#H DNA Lane 4: E[E4H DNA
Lane 5: GenScript Benz-Neburase, His + [FRAIDNA Lane 6: [FRAIDNA

Lane 7: GenScript Benz-Neburase, His + RNAFE& Lane 8: RNAKER

24



effiiRiRtEiEE . SREMTIREBMOENRZMR

FRRS
203626
703627
703695
703708
LOO886
LO0938
LO0974
LO0942
LO0976
EO0053
Z03396
EO0050
703092
702799
703376
Z03030
703691

= m

Benz-Neburase, His

Benz-Neburase, His-basic GMP
Benz-Neburase, tag-free
Benz-Nuclease, tag free-basic GMP
Benz-Neburase™ Nuclease ELISA Kit
Lentivirus Titer p24 ELISA Kit
Lentivirus Titer p24 ELISA Kit Pro
AAV?2 Titer Capsid ELISA Kit

BSA ELISA Kit, 2G

DNase |

GenCRISPR™ T7 Endonuclease |
M-MuLV Reverse Transcriptase

3C protease, His, Human

PreScission Protease

Enterokinase (EK), His, Lyophilized, Bovine
TEV Protease, His

SUMO Protease, His

M 18

10 kU, 100 k

10 kU, 100 k

10 kU, 100 k

10 kU, 100 k

96 Tests

96 Tests

96 Tests

96 Tests

96 Tests

100 U, 200 U, 500 U
250 U, 1250 U
10000 U, 40000 U
100 U, 250 U, 500 U
100 U, 250 U, 5000 U
10 pg, 50 pg, 1mg
1000 U, 10000 U
1000 U, 10000 U

25



APiEtF=E

HRINHDZ (P RERIEATR(ADA Assay) EEMH KT EXREE, BT IHMEAMEERRRS M. ABMRERNX
b, SEIRIREEAIPKFIADA Assayit ISR, SF5EF A, BHRSHMNZEMMEAE.

miF R
PEAERXUPS: TERTE EEW RERP
REE RO D BT {KIEFDA. NMPATEATEE RIFSTHE AR,
FSEFERE KIS R RIS
HAEER
SEf5l

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)
(@VE][14% 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
=
L 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: IRE6NNRER, tREMZSEE160-2.5 ng/mL NHESREE: WRBEE<7%, HEEZEE<3%
(MRD(Minimum Required Dilution)=1:1008iAJRE),
REE: 5ng/mL,
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e Selectivity e Specificity analysis

= 150 - e HQC level ® Human IgG4(1600ng/mL)

E 140 7 n LLOQ level - 180

2 430 4 ° » individual blank matrices é 160 ® Human IgG4(160ng/mL)

5 120 4 2 1w

% 110 2eege® g 120

g ool ... 8 100

9]

5 6T o g 80

3] u =

g 4 S 60

= Lo

3 7 8 g v

3 o4 A é 2 | T

S T T T Q 0 1 L

3 120 5 0 20 160 5

Nominal concentration (ng/mL) Nominal concentration (ng/mL)

ErP B R ERESO% N120%IE Rk ; #I0Human 1gG4 (1600 ng/mL) , Pembrolizumab ZEULOQ
HQC ( B&iE ) KFEFME: 100% R EERIIZA MAERAY (EBE2LMR) MILLOQ (EETIR ) KFEEMES5.6% ~
R 80.5% ~105%, 1EZEE0.9% ~6.4%; 113.8%, 1EZE2%~51%;
LLOQ (FEETFIR ) /KFiERM: 90% RESEENZSH MAER A INHuman IgG4 (160 ng/mL) , Pembrolizumab7EULOQH]
BRI 95.8% ~ 116.8%, fEZE1.0% ~10.6%; LLOQ/K I EEHERER9.1% ~ 111.9%, 1EZRE0.4% ~ 0.5% .
AEFXENZEAMAER: 10N A ERENZEMEERES
BEEMETLLOQIES
¢ Hook effect analysis ¢ Dilutional linearity analysis

Absorbance (OD 450/630nm) Dilution Expected Measured
Pembrolizumab Falitgr Pembrolizumab Pembrolizumab Accuracy%
(ng/mL) (ng/mL) (ng/mL)
Duplicate 1 Duplicate 2 Average
1:2,000 7.5 8.496 0.28 113.28
15,000 5.845 5.323 5.584 6.60
1:1,000 15 17.215 227 114.77
1,500 5.881 561 5746 BEE
1:100 (5 15.406 1.21 102.71
750 5.505 5.583 5.544 0.99
1:50 15 15.597 292 103.98

3B TFULOQRIF iR EATEMMAZ IR ( BNHSIRE BE4ANTEIFERL (FRET ) WinERETHE, £F8R
RS EERYESHOH ) AISZIE o FRIER, B HRIRERIEIRE102.7% ~114.8%, BEE
0.28%~2.9%,
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( ADA— 00971 Pembrolizumab Immunogenicity Kit (Bridging ELISA) >

e Positive Control Antibodies Screening

¢ Anti-Pembrolizumab Standard Curve

0.6 - 0.10
€ 0.5 g
5 S
Q =
@ 0.4 - 0.09 g
[a)] >
O 0.3 1 2
3 [}
S 0.2 -0.08 U
8 &
2 0411 S
< 3

0.0 T T 0.07

screening confirmatory

2.0
€ 15
c
o
wn
N
o 1.0
=
pi
[a) i
o 05
0.0 T T T
1 10 100
Anti-Pembrolizumab antibody concentration (ng/mL)

AMRARIE THIL IS AR REUEERAT20 ng/mL, BEIHHIE
IHIIE R AR ITUAER AT LA BRIERSBRITUA , ARYETFIEFNFHIELS
RIEERYESHVAME A ERLEERIBRETERTTA .

FREMZ: RENIRER, IEMZLBES0-0.78 ng/mL
(MRD=1:5g1A9RE), 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
4+ MRD=120 @ MRD=1100 048 4 [ ] B individual blank matrices
1207 T 0.6 o °
=
100 4 8 0.14 - ..
& %5’ v ¥ 012 wET——w® -
- | [a] - 0000 n
> 80 o .
© = 0.10 [ X}
Y @
g o0 g S —
< 2 0.05 - L s
40 3
Q
<
20 . . T . . ! 0.00 } }
0 5 10 1.5 0
Anti-Pembrolizumab antibody concentration (ng/mL) Nominal concentration (ng/mL)

ZMRD=1:507, BAEREFIIFNESERBAFERRERR
EeHIAIERESE.
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LQC (R ) KIkiRM: 87%ARKIRAIZE - MAE R
EEE0.2% ~85%, (EEMETIHEIRTFE;
TEKFEREE: 87% AERRNEEMIERBEEE0.6%
~14.3%, ESEEFHIEIRFRE.



¢ Hook effect analysis

5 7 Anti-
€ Samples Pembrolizumab
> 6
< 5
S
e 4
3
N3
° P1 50 4927
a8 2 -
IS
C‘IE 1
E 0 P2 7.5 7.75
50 100 200 400 800 1600 3200 6400
Ant-Pembrolizumab (ng/mL) P3 25 215

427

727

Intra-assay (n=10)

98.54

103.37

85.81

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

Inter-assay (n=30)

50.96

8.22

239

fEEANti- PembrolizumabiREHNHABESEAS, BikE HASHEEE: HABEE<8%, HEBEEE <%

HAESEYETIFHSAESE, BESERBHID
FASR, EUHRETER, RAHMHOOKRN

4.17

8.07

{ng/mL) Measured | CV | Accuracy | Measured | CV | Accuracy
(ng/mL) | % % (ng/mL) | % %
326 3.51

102.07

110.32

95.40

R FEREMNR FRRS
Pembrolizumab Pharmacokinetic ELISA Kit LO0968
Bevacizumab Pharmacokinetic ELISA Kit LO0969

Pharmacokinetic Trastuzumab Pharmacokinetic ELISA Kit LO0970

ELISA Kit L X
Pertuzumab Pharmacokinetic ELISA Kit LO0978
Dxd ADC Pharmacokinetic ELISA Kit L00972
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
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GenBuilder™ DNA Assembly

Mechanism of action

GenBuilder S BEREN AR S MMIHE THAN—INSMEREELRAR, SFABNABERimfIEARRSEERN

7%, 7EGenBuilder Master Mix{EFI T~ aIEIREH , 1AEREHE K. GenBuiler FIEAciRAIGenBuilder Plus 2

MRENEIFEELRA, BEESUCHRZIERRNREBINRE, REXFBRIEEENTFHEEM™GR. GenBuilder &
TEENESTR R IESEINS,, M EEH TR R MR R L EE L .

[l -t ==
BEEE ToEARIR S
h SBER 5 minsSEEsT SRR
FoEstI PR ZREBiEE

ALUEHEESASBABRNRR BEIBTRRIGERR 120 Fr ERADIE RS

@ TR LAUDNAL £

REREE
15 bp

RiTs1Y), TIEBERNRE e — PP o

PCR F"WJ + Any vector

-

GenBuilder Master Mix, PCR =4,

T ecombine
TR, BERM. H vestor 0

50°C, 15 min |
&
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IEIEEE

TR B P e PR SRR LY

m GenBuilder Plus W 3E@N w3a&s

A EOverlap lengthF=4ESEFEFAMEERITEL

m GenBuilder Plus m3@N ®w3aGs

EHEERUEYE, FRERKRET, GenBuilder PlusgIfaAMEZRR
hF=mads=.

TR R E T e E A SR

m GenBuilder Plus mESN w &S

EEREISEM, AEFEBETT, GenBuilder PlusfOpRtERY
hF=RiAFE.

~mylR

BRI S, ARREOverlap length ™, GenBuilder PlusffH
MERTFEENRAE.

FEmATR g BRS
GenBuilder Cloning Kit 50 reactions LO0701-50
GenBuilder Plus Cloning Kit 50 reactions LO0744-50
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mgik: www.genscript.com.cn
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