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Multi-cycle kinetics (MCK) DIA—IYh
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o MOV R

o Al
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Standards & Samples @A T, BIECEFZEFvITFr—LANIL (RU) (FTEBLIEIRE(THFT
FRIENHRINET, LY -FKALOUARELCHINBENHBIHS(E Sensorgram
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e Standards (& 1 #AF(FEEFEOIO—IIRT7ZAAVWTAIE I DENHEREINET,
o« HBIFUF. EOTO—-TIIRTHBEEUT - TH O TELLETIRET Y,
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CEMEREINET . TNICED, T8 -KREMONSDOEFET —HICRRTEF Y,

o I AINEEDHBZENHERENET

3-6. Biacore 8 series DHEREY NPV’

e  Standards ([JEFDF v (8 FrRILET. H3\WIZO—EF) TRIEITIENHEEINET,
o  EHOD Standards &, TNICXT TS Samples Z[E— 7N TEEATI BCEHTEIEETY .

o FEMBSICIE. 2 TOTYEAEEN—EUTVRISE ., BR2FrRITHUSUE Standards (35
BENTERINZET,

o EHFvrXINEFIFHTIBET, Standards. Controls. HELU Blanks ZE—I>ICHHAA
. A=A T TOBRR/NSDEEEDADTENTEET,

o R-ZAFAIFHIEDD. BFvRIUT AN 2EHDENHEREINET,
o ARST(TIOMO-IBLURIT4TI> M-IV, EBEOF vV BAIUCEEB TEEY,
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RET Y. COIZE. ENTNOUHY REIMIZU Standard JIL—TELTIRON, LEBET
BERICEfESNE T,
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4. Sensorgram comparison analysis

fEMTZ BRI BHI(C, Standard. Blank. Positive control & U Negative control HEL)ICEEHRSNT
WBZEEFEERLE T, Fle. T35 A R—=Z51 >, Reference surface NDFES . BIELLANILE
FEEF v TFv— LIV SR BASHREE YT —T1 70 MRV C L ZHEFRUE T .

Sensorgram comparison DEFATEIE (T—JAR—=2X) (&7 DD/IRIVE Settings NIV (F£) THE
BENTVET , TIAN R TEETO/RIDFRRENTOBDII TEHDER A

B : Standards. % : RST4TI>MO—)b. 7R 1 FHFTTI>MO—)b. B, : Samples

Single cycle kinetics 1 Single cycle kinetics 1
Control type Solution Simitarity score (%) Points inside range.

sssss

KR EE2
® Thumbnails -Sensorgram comparison OJ)L—F{E)L—IUCEDWTHFEENTE
T—HERR

FREEREAT O 3 18D -
(@) t>Y—I35L0H (TITAILKN)
(b) TP =I5 A, FIE (I IUBOEERER, DLV
Similarity range
(c) Deviation curve. SFIIF(EHIMBEDIZEERIR. HLU
Similarity range (Deviations /\RILORBEXTIE)

©) Bar chart £ )L—TD Similarity score &R~
® Scatter chart -Similarity score EEFEEEINCEFNST —IMA> R OEIE
(not shown)

(Points inside range) &DBMRZETOY MNRIR

17



B O/NERIRARCLOTAATMETFUTV2DN DEOKRER
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@® | Comparison chart | ¥ fEES (FrRSMENSVERENIAZ RS, LU Similarity
range O_LPR- FRA—JZ2ERTERR
® Result table BIIN—ADOWVT. IGA—MES LU LRSS RE R
©® | Details BIBERENTVBI L —FIOUNT, B4 DJSSA—HME. B4 Dt
(not shown) SIS0, BEUTFI I -5 1R
@ Deviations chart FIRUIIN—ADOVT, &FT—IRA> NCHIFBME 2 D Sample

TIH I3 00, FIFAERIRE (SR SUBIREERRIRN S DIRAR
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4-1. Injection assignment

Sensorgram comparison Cl&. £D Injection command ZILEITSHREVTEERTBN%Z Injection
assignment CIBEULE T . Biacore Insight Software (5> XV ROWBELICEDWTHIERIEERT A —

Ny Mz BERCHIBILET

B IE

Analyte

e

Analyte injection ZLEEISREL TERULE T . Multi-cycle kinetics
(MCK) #Jz(Z Single concentration (SC) DfFEAFICIERULET.

Single-cycle kinetics

Single-cycle kinetics injection Z LEEIIREVTERALE T .

Multiple injections

Analyte. Single-cycle kinetics. Dual. Enhancement D58k N 318
£ Injection DS =T AR AHZLEELET . BETHFESR(T Injection &
AKICXF I B Similarity score [CHNX. & Injection CED Similarity
score HLRRENET,
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4-2. Blank settings & Comparison settings

v Settings

> > Blank settings

v Comparison settings

Standard curves originate from the
evaluation method.

Injection phase

Select sensorgrams

Comparison settings

Comparison approach

Standard deviation v

¥ Normalize data

Similarity range + 3 sD

Minimal allowed range % 1

w

Response level cut-off RU

Vv Automatic rejection

«  Automatically reject groups with

Similarity score below 50 %

Blank settings

Sensorgram comparison Tl Blank ELTEREUR Y —I5 0% ZEULSIKTET., \yI7—ZEIE
BENSIFIOFEE BB TEED,

Blank (& Control type % Blank [CERXTE I DN i=E%Z 0 ELTERFRUET . Multipleinjections (MI) 7
A—=XYRT(E. =)D Injection TEEZSNIZ Blank MEAHINET,

Blank D&RE (FERATFER(CAZEZEE T B8, Details /\RILAD Blanks Y7 #HEEEL. BE M Blank
(IBRINT DL R HERLET,

ﬂl?ll

E AE

Use blanks within BE—)L—TAO Blank ZERUET , 25D Blank MFIT I 2HE
Same group (FrhoMENMEREANET,

Use other blanks BIJIL—TD Blank ZFIFALEY . AT OF5EZEIRBIAETY .
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EZfERLEY .

Nearest: ExHIT L) Blank Z{EALFE T,

Preceding: ExBUTVVEIF D Blank Z{ERLE T,

Following: Ex BT L\&EF3 D Blank ZfEALE T

Median consecutive preceding and following: B4 ®M Blank EDHR

No subtraction

Blank subtraction ZZEMELFE A

Comparison settings

Setting

Allowed values

Applications

Injection EIH—ISLOEDEIERE | -SEAIECRRRIAE | OB ORREIERE
phase RIS BNRELE | (FTALN) AR BRI
3. EEAIOH STEHHL A,
FREABOH — BB T~ T4
POMNIEENBIBAI
55,
Comparison BIRUVETZITUZAICED ) | B RE Standards fEID/{5DE
approach TTAIF AR EORER | (SD) (T4l | DAZE, KRBT
F2EHU. Similarityrange | ) DEELEITE0 TEY) R
OLRBLUTRI—T%/E «Max/min I TUX LR,
RUEY, - 9% deviation
Normalize SEABIIAREDL ARV R% 0, | Yes/No T IFr—2PEEL
data SEIRUISEA FRORAL 2K BOBCESTLARY
> 2A% 100 ELTRT =YL ANZ{LTBIHETH.
F9, CNUTED, LARIZAD oS LAOFRZE
HEIHETEBCES Y —I5 1 DEOCEBRLTHEL

ORARCERZEVTLEET
&%, Standard deviation &
HBLY Max/min SETHERET
&, Percentage deviation &

TIHMEATETEA-

FELMBAITERN. HCF
vIFr—TYEATE
e
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Minimal
allowed range

Standards D/\SDEHMHBH T
INSVSZERIC, 2B UEEEN
BE(PLRBEEBFEET
COFRTE(F. EBRONZDEN
REULER/INEEE LD/ NSO
BECOHERINET,

*Default =0 RU

*User defined
(e.g..£1 RU)

Standards fAID/\5D&
HMB T/ NEWVIZEICfE
F. b rEEEENE
(IR BEZBRE.
ERMNR LR 7
¥9%,

Response level
cut-off

LR A E U BHESR
WO Y =3 e FHEiI SR
WEIET . INICED, LR
R ZNVNEWNT =SSR
fETICR B 5 AL ZhE
95

*Default=1RU

*User defined

VAR ZHVINELT—4
PiEEHERHSNRLE
Y =I5 N\ ERATIIER
NSBRINS ZBRICERN.

Automatic Similarity score W% EUIZRE] | -Default=0% AOV—Z> e

rejection & TEZI)~T#EEN | -Userdefined | SHTICHSLT, LMD
(C Reject EHITELEFY (J{— | threshold (%) RV TIARIRES D
57 ETR (Rejected) &L BB A=F:d)
TERRENEY) & (CHIBIT Bl {ER .
FHTHTELE Accept/
Reject (&, Automatic
rejection ([C&BHITELNEST
ENFxd,

4-3. FRIREEBE DR E

SAITERRD) VLIS T NP Injection BAIA - ¥ TEED T —7 177 M Similarity score (CRZEE T 5 A (3.
AEREGHZFATIIRISERINTEET,

Comparison chart & U Deviations chart T(E T DIEENRIEETT

* Injection FIAHIETAHE (K91 1) OBEIRE

«  (EEEHHEOFEIRE

e [E— Cycle \O—1EEH

e [@— Flowcell/ Channel AD—3EE A
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o BREEHEO Undo HELU Restore

Multipleinjections (MI) JA—=XYKTI(&, Injection fEID Wash 1> Wait SEIEEEATXIRMSFRINCTE
ig—o

¥¥(C Dual injection T8RN MI Py A Tl LEEICAERX EIZBFINTZCET. BRNETHEEE
DAz CERHEENHDET .

4-4, Comparison algorithm

Standard deviation (SD)

SO approache Symmetric distances Upper limit< = Awg+n*50

Average | d_

il [ d

Fhl % £ Loweer Hmit = Awg - 050

Marm alirsd repon s
e

d = distance to upper limit

lﬂl = distance to hower limit

Tuma

SD (BR¥EfRZE) SEICHIFS Similarity range (. 1T Standard AR ADE T —FMRA> NIFU T,
FBTEURED SD % L FIGERET DL TERSNE T . INUE Sensorgram comparison (CH1127T JA
IV RDLEESFETT,

COFE(E. Standard D/NSDOENIEMDIBICRESEZRTIRELTVET . EBR(C(E. Standard D/VS
DENIEIEMR DR ZAERIBENRMES. SD AFRVICRTIRE—HMIRTTO-F T,
2L COFEZBYNAER T DD IMFEREZETHNICEROH DAL TR TED TN
Standard DY —JSLANBETY,

COFEE. Py HEEEDFHIEY . B RO EORFNRZEMEHMMCBRTY ., AIX(FREOY
NOBEEEB(CHVT, BENRBNSDZOEH BN THREEBNHHT SN TLIH 2IER T IHIRIC
BLTWET,
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Max/min

Mawimén approach: Asymmeetric distanoes

r' t = Median + [Max - Median|"CF

o Tl e L o

a f W Snge.  Lower Limit = Median {Median - Min)"CF

Tima

Max/min JET(d. PIUEO T Y —J 5 A LERZSIRIRELTERAL. ERBIUV TR,
Standard BFDRABEE/IME, HBVNFRIEERAME - B/ IMBEDIERHCEIVWTREINFT .

Fre. ZIERBHFREETOERE (Max - Median E/z(& Median - min) (&, Curve Factor (CF) %i&EMH
FBRETHREETEET, CF ZAREIBE comparison window (IR, NECFTBELDERLVEEER
M EHTETCEET,

COFEE ADU-Z2F 7TV —2aUCHVWTARED F AR (RRI T Bl DF S EH %5 E
IRBEICERTY, e, EEESHNRNI—RHEBE/ERY. SMUEZEDT -5y NOFETICEIE
ULTWET, SD JEDLSICIEARDZERIRELAVZS, NS DENTII TRUVISEERE TEETD.
Percentage deviation

Percentage deviation

S

T

Percentage deviation AT (&, FAIEERIRZTOEL T, BREULEIE(CE DY Similarity range %7
VERRLET . sEMIRETE 5 5A(E Evaluation Manual D[ Sensorgram comparison algorithms | #£88
UTLIZELN,

COFFER ST FIVRE IS TR EEFE DA K FI2 (38T Bics. AR ANNKEBB(EEN
FIDEEREFBBLIBT —ATELTVET, F/z. Standard HNMRUVMZERD, Standard DY -5
LR TOERONIERE(CKREERDNTDENFLALREZE T, ERANRLERESHEZRECEE
9, COT7TO—F (L. BIFAIHAERPSDRRATI®, Standard #HNBESN TLBIBEICELTVET . HIX (.
HEARIU—-Z T ERBEICH VT, BRSNIE Standard T —9% T C LB M2 1 T IR S(CERI T,

Percentage deviation A T(&. T2H -5 LD Normalization (FH7R— N TOEBA. UIEHDT. &
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OFF&(FAT3IHE(L. Standard & Sample DEITFE{ELAIL, FrTFr—LAIL BLBRITES %2
TEBRIT—ESB3EMEREINET,
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4-5. Standard OHEIOIFL)

Standards (&, B—3>RICEHDHEE. RFEHD Evaluation method NSiEFE T 275550 2 18D
TERTEXY, BIFESANIC Standard ZSHIEIBE . FATIIEENRIC Standard Z58:8%0U. T4
NOFELEEEF % VER LTz _E T\ Sample EDLEE A#ATZ ERELE T,

FR—5AICSHIES
F—5>MICEENS Standards £EAT 375553, PyrAHONSOENFEINBHBEY. UEL
I TUCRBRE N AL T BAIRE N HHB AR N E T

COEIRIZAEICE, Standards EFHAXTER Samples ZEUS>ANTRITE I BE T, TOIFRDEERSE
7% RBRUTZLEE 4> R (Similarity range) ZE%ERIBEC. HHDBEIENS DEFxE)CRRUEZ
FROMESH@EN AT BRICRDET,

ZO7T0-FF LT O&SRARCELTVET.

o FrIFV—LAILPLEELLAILDONTOENKREN Py EA
o FUADNASH-DRVI-Z2)PvEA

o BIRVERERPSCHITD 7Y HRESLUREL

Standards 5> ACEHIEIBE. Sensorgram comparison (& Standard H4)L 2 BEIRI(CEREEL.
T A RO similarity range ZYERXUTE_E T ZOZAFICE DT Samples O5HliEiTLET

Evaluation method ICfRFU T Standards DFIH

Standards (&. EEOBITESONSUIRELT %2R EL. mMEBHEREEUIZ_LT. evaluation
method RICRTFIBCEBTEET , CNUCKD. FFROEFMTERIU Standards 2y bha—8U TER
TE3H. BIRMEOBS W EEEHmA R gECRDET,

COFERFTYEADLZEMENTDCHEERSNTED. BIEILENIT Similarity range ZRVWZEHEA'EE
FLWZSISELTVET,

ZO7T0-FF LT O&SRARCELTVEFET.

*  OyMEOLEEEETHn
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o TEMRERSLURNN ZHER

o JNUF—2aBHTYEARIN—FRIERE, —EUSRICE DG kdH5SNZT-70—
Standards % Evaluation method PICARTF I 3L LUIBEDOEEATICHOVWTEBIRMES LU N —HEUFT1%
RUEEFEEHMEN AT BE(CRDET

FJz. Evaluation method RIICRFFENIE Standards HMFIEI BIHE . Sensorgram comparison Cld
T Standards MBSEHIICfERENET . 2D, BIEESAIC Standards N"EENTUVTE. NS
(FEHEICEEREINFE Ao

COMEAEHCED. ARFIFTENRDSNDERICHBVTH. IRIEEHN DEEI LN Standards %
We—BMH0h2iHliZEMTEET  BE. BIEIAD Standards ZFAWVTEHIZITUVZWSE (.
$11z(C Sensorgram comparison ZI75_EIFAENGHDET

4-6. ARMF DILFE5wLL

SENFOEFERILE. BECFFIFr T Fr—2encUn> RESHUL T, EOREDTF51 ME
BUTVWSDERIIEIR T 7T 51 MDA EZVAY RELOEX R TIHI I S DIETEEL
UTHIFENE S,

COMEF. VA RBLUT7FI1 MDD FENREINTUVRIGEICETEEINE T, ST&EICE 731
DEREEEEVHY RUANILMERENE Y, Multiple Injections (MI) Py TEIFIBTEEEA.

BHENEEMNIOEZEEREGIE &t Y-S5 ATEIC Details table (CRRENB(FH . Resulttable
(@I —TEHBEEL TR RSN,

BMNFObFEE:mEE(E. Normalization (L&D TLARI ZADKESHMHIESNTUVWRIBETE, EES
SOEVVEIEIETEZLEVIR SN HNFET , 20D, PvtAO—EMEOY Y TIVEIO L E 2 RS
BB RBIEEL CERTEEY,
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4-7. Accept/Reject DEHE

Sensorgram comparison Cld. FHEXTSRER DT I —TTXFUT Accept £zl Reject DFEZKTE T
FFY . Accept/Reject (FLTF DI I —TULARINRIDSEETETEET

*  Thumbnails

. Bar chart

*  Scatterchart

. Result table

Reject SNIZJIN—TFN-I 5T L TIRIEFREIN. T —-FRRICIRDFT,

FJz. Automatic rejection HEEEZFIFAT BCL T, IBELN Similarity score K@D )L — %= EHEIR(C
Reject EUTHITETBEDBTEET,

BH. Accept,/Reject (I —TERIOFITETHD. 1842 DY -5 1V%BRI4T S Exclude EFER
DET, ERIOT Y —T S AT BFRYIME Comparison chart. Deviations chart. Details J/\RJLHS
EheLEd,

4-8. RIERDARHTFIR

1.1 DFIFHEED Run ZH<,

2. Standard 1 Run setup £/z(d Variables table TEZHRIN TR EZIERT B,
3. Sensorgram comparison item Z{ER% 9 B,

4. Injection assignment Zi#:29 3,

5.  Blank subtraction RXEZEAL. BFE A Blank ZFR549 3.

6. Comparison approach. Normalization. Similarity range R2EZEXTET B,

7. RNBURIIN-TELIREMIEZIRNT S,

8. Barchart. Comparison chart. Deviations chart ZH529 3.

9. &FBIBJI—T% Accepted (CERTET D
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4-9. HIPREIR

« 2123 Biacore I —-XMETEUSUILT — 9% EIUFHMEA TLEE I B2 Ld TEFE A

e Standard Z{RTFEUIZ Evaluation method (. Standard ZEMSUZEEELEU Biacore ) —XD
Run (GBI 2B NHDET,

e Evaluation method ([C4RFESNIZ Standards Z{EFI 3355, Standards DIEIRIBRIMOEZATER
HDOBREEFITEEE A

e Evaluation method (C Standards MRFESNTUVRIZE. RIFSNJC Standards HMESEEN. Al
TEI>AD Standards ([E[EU Sensorgram comparison item TIHMERAEINEFRA.

e Evaluation method (C Standards HYRFENTLVB5 S, Injection phase (JEE TEEE A,
* Insight Software Ver.7.0 TI(&. Capture. ABA. Poly. Inject and elute MD#& Injection type (&
Sensorgram comparison THR—haNFH A,
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5.GxP IRIE T T

Sensorgram comparison (&7 —%1>FTHUT4BLU R —HEUT DRSNS GxP FRFIIRIZETEF)
BI3ENTEET, Biacore Insight Software Tl&, FHMEiT—/J0—-hEIRBENZEEERIBERTFIEC
EDOVWTEHETENTHD. BF MU (IAREEEHD Evaluation method EO0YJEN Tz Standards % Fl
WTEMENFT . AYITNITT(E 21 CFR Part11 OBAHIXGIEULTHD, ETFELER. EEEIE. H&
UEBIEANTZ Evaluation method ZH7R— MU TWET

NS OBEBEICEKD. Sensorgram comparison (. O NEIREEF 4. HETHITEER. & EMEIER.

ARV ZERERREDRRFIT R T TVT — A (CHVWTHIERS BRI 2 ENmIEET T,

5-1. AIEAYY RAT®D Standards DOYY

o FRFIRBZTOT—-II0-T(Z. Standards ZFEEANICAIE I DLLBIC, — 1T —(CLDEE
ZBHIEHICOVI T 2ENHDFET .

»  Biacore Insight Control Software Tld. Z3FiE#HD GxP procedure DR THFED YA ATV
ZOv) 3 HEaEZBLTVET,

GxP procedure AT Standards Z{R5& I DIz(C(E. LU T D EZHERLE T
e &TOMStandards ZIMTZUIE YA Step ELTERTE T Do

e ZO Step Z/\BHEH procedure ATOVIL. ¥ERZIFRVWI-T—(CLBEEEHLIET S,

Ow/Z2&N Tz Standards SEITE Step (&, 7yt I—-0J0-ATHEIGL TRDIRUEITIELD
RETE2.

HENRERZITI1-Y—(E. OVt Standards TORIEZEITRIRELND, NEE2ZEET
BEFTERVD, TT2H GxP N—HEUF(Z#EIS TE 3,

ZO7TO-F(CED. SERIRMAROEE 2 BE(CEIRULNSE, EEREM L OFMEEHER TN
TEEY,

5-2, MBIERIE T [CH(}D Standards DHIDIE L)

Evaluation method PRICRFFENIT Standards (&, 23BEEHD GxP procedure Z{EFEUIEHTifF (CH
ECEAINES ., CNSO Standards (FOVISNTHY. BEI-H-HIRELZ(IHIBRI L
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TEFEA. Fe. FAHIE—RT T Standards 12 evaluation settings ZZE 9 35S (. BYIRIERE
EEEEOSFNMDEERDET

BE. BHEIF GO Evaluation method (C Standards HEFNTLARWE S, BITES>AIC
Standards Z#HMAA CiHTZI TOMNENHDET
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