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LgG ZEFZRIALY SIPE 7 il &

/_\ |

SCIEX IgG Purity and Heterogeneity Assay Kit®#5LL T #%-5il:

o FEM A B GHATH
e FHTYE PA 800 Plus Pharmaceutical Analysis System _EF&K/Nr#EiEHE RIS R G iE BR R
H LA TG 2% ] BEAFAE AT S AN 4% b AT A ) 7 v

A FRAE TEH TgG Purity and Heterogeneity Assay Kit #EATHFEMHH BB . Eibe Mt 1
ffiF PA 800 Plus #f4F1 Waters Empower 3 Software (FR4) AT HHE RAEFEIE S Hr VT

E: RTARGLZEMMAKRY, E2H (REMEHER) -

VE: N TIREHERI ISR, FATRZE IR E T R e PR E ) PA 800 Plus System
AT TgG 3T

gge g3

KT ZE LM EFARFEE, 155 lﬂlﬁéﬁ(ﬁi@ (SDS) sciex. com/tech-regulatory,
RZENEAMMESEIR B2 2. RTAEEVRERE, ESR FFEYRGER

RS

IgG Purity and Heterogeneity Assay Kit AW ftszig={F 1.

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG
RUO-IDV-05-6935-ZH-C 5/ 66
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TgG AR MALY SIS &

s

G RAEH SDS AFAE FOL T X8 E WL I 8 A EAT IRk . AR 5, RS A
R E e SDS REWIEL I BYNE KN B o A EE T AT SR ) BT S (R0 o I R

X AR AT AT T AL

o RAPRIENBME RERMMNEILREE, FadE N D SR E A 20.0 cm.

o REENEME RERHNARLNEE, ANOSKEMEHE 10 cm.

EY R (HR) FEEEARSE (K4 30 2040 il skEsm s, i sa e
THEETTE

E: ARNFIERTCOE T PA 800 Plus ZW)45MHT R SE [ IGAIE .

Internal Standard

ffifl 10 kDa protein Internal Standard {ENIERZFEFRC. fAX T IIEF RS THETE & T
FESR RS 2, DABEAT 5 HERG ) 4 A S AN 0 BT % 5

IgG Control Standard

IgG Control Standard Z7E#FH SDS-MW Gel Buffer 5 id 5 FNEME SR HLAARE 5 1 4 fUAR 245
PRI AT /RS2 B0 X RS Y TeG FREdh .

PSR

e SDS-MW Sample Buffer: SDS-MW Sample Buffer {EN 1gG %5 FIAS 51 23 Ml 77 & i 2H ik
MR, ZEMPAE 100 mM pH 9.0 (¥ Tris—HC1 F1 1% SDS.

e Low pH SDS sample buffers: J:U&f5ii T, pH HERMFEMSHW (AL SDS-MW Sample
Buffer) AJ i KFE R s/ 8 5 R iR 1 M R AR e 1 o X T IX 28, SCIEX low pH SDS
sample buffers AJEJHFEAL,

— Low pH SDS Sample Buffer: iZZZM¥R A 100 mM pH 6.8 ) Tris-HC1 F1 1% SDS.

— Low pH Phosphate SDS Sample Buffer iZZE iS4 40 mM pH 6.5 HIBEELELFT 1% SDS.
MM E (PEZ ) .

LgG SEMAH SRR E AT PA 800 Plus MRS
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TgG SiEMAL SIS TR &

B B AR

E: N T EAEFII SRS, AN ETEEE S R & T A .

F1 A AHNENEY (PN A10663)

Hay HE EHUW
S
BN, 50 mm i.d. REGHERLATE 2 338451
SDS-MW Gel Buffer, &HE/7, pH 8.0, 0.2% SDS 140 mL, 4 & A30341
SDS-MW Sample Buffer, 100 mM Tris-HCl, pH 9.0, 1% SDS 50 mL A& H
IgG Control Standard, 1 mg/mL 1 mL, 36 391734
Internal Standard, 10 kDa & [)#i, 5 mg/mL 0.4 mL A26487
Acid Wash/Regenerating Solution, 0.1 M HC1 100 mL ANidE
Basic Wash Solution, 0.1 M NaOH 100 mL 338424
£ 2 KH SCIEX HIHAhH &
Hoy e Pl
(AJi%) Low pH SDS Sample Buffer, 100 mM Tris-HC1, pH 6.8, 1% SDS 140 mL (44807
(FAJ#%&) Low pH Phosphate SDS Sample Buffer, 40 mM f§EgZE, pH 6.5, 140 mL C57805
1% SDS
A, 200 mL 100 144709
AR, W 100 262250
i 100 462251
xR 3 HAthws Tl B
f#iid B PR
2-Fidk L1 Sigma-Aldrich M7154
ik 2Tk e Sigma-Aldrich | 1-1149
(7i%) Amicon Ultra—4 Centrifugal Filter Unit with Ultracel-30 Millipore UFC803096
membrane
IAZEE 1] 1gG ZEEMAY ST EFE FHT PA 800 Plus
BUHNMTRA

RUO-IDV-05-6935-ZH-C
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TgG AR MALY SIS &

& AF

WHj5, Fi 10 kDa Internal Standard f#fE7E 2 ° C & 8 ° C HEi,

W5, #1145 95 mL BJ IgG Control Standard ZFiakf, JEREFHAEAEAE -20 ° C
Heg .

FE4E . SDS-MW Sample Buffer. SDS-MW Gel Buffer. Acid Wash/Regenerating Solution
F Basic Wash Solution NAEFEFEEREIE T

Low pH SDS Sample Buffer #1 Low pH Phosphate SDS Sample Buffer Rif#fifE=ima&yt T,

VE: A RE G2 R SR i Gt AT VR, AT RS AR TRE . SR M BLTCTE, P AT

i

FEZE R, BRIV TR

2 SRAL B Ve AR

EWTE, MER TR T HTE

1 F

SUTE VRS

AR B 0L

WORBLHL (RSP FURR B
KIS, 37 ° ¢ & 100 ° C
eI £ 5

HAEBLERS

YR

FEVCAS RV (9

1

AR

WEBET ODD) K GEIE 0. 2nm AIESSLIEN NS S0k, HUIHEKRT 18 MQ)

BT i i 2%
TECH W RES] (PDA) K #s

R asEHE

% 4& (PN A55625)
FBYE K& (PN 144738) DLK BN, #IFREIAPE, 50 mm N4%2 (PN 338451)

g6 SHEMAL ARG AT PA 800 Plus

IoAgEE 1]

BUNMMTRS
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TgG SiEMAL SIS TR &

Ji AR5

E: MHRMEEEH T4 45/ H PA 800 Plus System 55 PA 800 Plus #1 32 Karat™ Software
I . WRRGKE S Empower™ AR, WITEFEAR. 1S M Waters Empower™
Software &iTHE M.

JPERIFRH A 2357 PA 800 Plus #&8i#% o CAITGIE N . XL LM FH W] F53) 014,

BZ k.

THITEALT PA 800 Plus ##fl#sd (C:\\32Karat\\projects\\IgG Purity\\Method) .

e 1IgG HR Conditioning — PA 800 plus.met: R RITUGHIVN T BAE . fE/7ELIRT, HR RoRmE I
PR, HS RoRmE.

e TIgG HR Separation — PA 800 plus.met: #1T 1gC 7055,

e IgG HR Shutdown — PA 800 plus.met: 7E/F 5145 A J¢ I FiEE BANE, Mk BN LUMEMLE,
SRIG IR AN LT, B PDA A& 28 A0

e IgG HS Conditioning — PA 800 plus.met: & RITHEHTIHNT BYHE .

o TIgG HS Separation — PA 800 plus.met: #H1T 1gC 7055,

e IgG HS Shutdown — PA 800 plus.met: 7E/F 5145 A S¢ A FIEE BANE, Mk BN LUMEML,
SRIG IR ANELT, B M] PDA A& 28 A0

THFEFLLT PA 800 Plus #1128 H (C:\\32Karat\\projects\\IgG Purity\\Sequence) .

e IgG HR - 24 samples — PA 800 plus.seq: L&KM E D HE (HR) HiEMITFIIR, Wi T2k
24 AMFES, Hd 1 SEER (WG4 /& 1gG Control Standard.

e IgG HR — PA 800 plus.seq: WERHEIHR (HR) HILHIFIIER, WBITLE 8 /> 16
Control Standard #f & PABEAT SRR HERR, B3 3 OIS 75 B A 2, T IERAE S, 1D
H 1 SFEfL (8% & 1gG Control Standard.

e IgG HS - PA 800 plus.se¢ B & KM S (HS) HiEMIFHIER, wizfr£ik 8 4> 1gG Control
Standard FEdh, WA PUEATES AE SR M.

il &

#4& IgG Control Standard GAJRE)

1 = FH%E—4 95 mL ) 1gG Control Standard ZEfMitEE.
2 % 2 mL 10 kDa Internal Standard JOA TG & .

3 rEEREEA, ¥ 5 ol 2-FEZEMA 16 .

AR 1gG ZiFERMAH A, TRFE T PA 800 Plus
BN RE
RUO-IDV-05-6935-ZH-C 9/ 66



TgG AR MALY SIS &

4 Fri, RERMESS

S MEABEONE 300 g K TFHEERE 1 4.

0 JHE rIBEEENE, RIS 70 ° C KMETRMIN 10 8.

T ABREAHBIEES D 3 .

8 MEFHBOHITE 300 ¢ KM TIEERE 1 kb, LUK BT AR BRI

9 H 70 mL & 90 mL HIRLFIORE SR EMADN, HHERE FEAA, )5S L

P

#]4% IgG Control Standard (JEIEJE)

F45 IgG BB R AT RBFRVE 2 A7, #1145 250 mM B Z BRI (TAM) VAW . IAM VEWRAE 1gG iR JH
Sof BB b v i B 1) 2 T R rh 78 24 e Ak 77 . TAM VA VRAE iR Rl faE 4] 24 /B,

HIZ B (250 mM IAM VW)

1 FREL 46 mg MLZMEERE (TAM) .

[\5]

¥ IAM B E 1.5 nL BOE.

3 ¥ 1omL DDI AKHOA 1.5 ml 5005

N

e, RAEINEM, NSRRI PRI ZIERAE R N ATAREL 24 /N

#]%3JELJE IgG Control Standard

1 FEEE %4 95 mL fJ 1gG Control Standard ZE{3ilFE.

g6 SHEMAL ARG AT PA 800 Plus IoAgEE 1]
BUNMMTRS
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TgG SiEMAL SIS TR &

2 ¥ 2 mL 10 kDa Internal Standard JIA IgG Control Standard .

3 o5 mL ff 250 mM IAM VAWK .

4 HHRE, RERMRE.

§ MHEBEONIE 300 g &0 FieRE 1 45,

6 FHEH BRI, WIR{E 10 ° C KA THREIH 10 56,

T ABREAHBREED 3 .

8 MEAIBLUHLE 300 g 2P FREFRET 1 408l LA AU SR e i

9 H% 70 nL & 90 L TR SRS BB, K HRE @AY, SAE i A G

% IeG b

VE: WRFERIREMCT 10 mg/mL, HZEMWIREREE 50 mM, WA Amicon Ultra—4
centrifugal filter unit ¥R FE N SDS-MW Sample Buffer. iEZ [N 1gG FEMHIEATSE
T E

HEER TG FEdh

1 FRBRWE 100 ng 16 KES, HRIEFUNT 45 ol Z 0.5 ol eSO

2 N 50 mL & 95 mL SDS-MW Sample Buffer, ffifix&iAfN 95 mL.

3 % 2 nmL 10 kDa Internal Standard JIN TgG FEMES.

4 FEEXMEA, B 5 ml 2-FEEZEEMAN 1gG RESE

S MR, IHFARME.

AR 1gG ZiFERMAH A, TRFE T PA 800 Plus
BN RE
RUO-IDV-05-6935-ZH-C 11/ 66



TgG AR MALY SIS &

6 fEFHEOHTE 300 ¢ S TIEEARE 1 2hh.

T M OEEERE, RIEE 70 ° C KB MBAGRE 10 /.

8 ibREAHBIEEED 3 S,

9 GERIBSOHLE 300 g P FRERREE 1 4B, LI AU SR R

10 % 70 mL % 90 mL il &7 AORE SR EE RS BRI . 4 ORI E T A A, AAE R bl
. B ORI P A R

R ! BEERMADR I E, RS R R TR

H&ZAFEIR TeG F

E#LE%#T FHLE SR T INPFE SR UAUINGE SDS 454 . (H2, fFmis Fhn# 1gG FE 5T
Re T EHE AR AR, SRR S b it A 5

N T IR FEVE AR IR, E B T R TeG FERLEREAL

1 FRMEWEL 100 mg 1gG FES, HBH] 0.5 nL MEE L,

2 %A 50 mL ZE 95 mL SDS-MW Sample Buffer, {Hift&iAfiA 95 mL.

3 % 2 mL 10 kDa Internal Standard JIAN TgG BEMES.

4 FEEKMEA, K 5 mL 250 mM IAM AN 1gG BERAE. 1S MBI LGALR (250 mM TAM
HHD o

S MR, IFRME.

6 fEFHEOHTE 300 ¢ S TIEEARE 1 5.

LgG SEMAH SRR E AT PA 800 Plus MRS
12/ 66 RUO-IDV-05-6935-ZH-C



TgG SiEMAL SIS TR &

T OSSR, RIETE 70 ° C BB TIMPBGEEY 10 2.

8 LA HBIFEED 3 .

9 GEAIBSOHLE 300 g FPFFREFAREE 1 4Bl LT AR S R

10 % 70 mL % 90 mL 4% HF (R SR SRR . KPR B AN, AR5 o s
s . B ORI A A

R ! BEEBRBMAURP I E, AR RS R RO %

Xt 1gG FERMBEATRMTRE R
Ve AT IS SRR HRRNS TeG RER (SRR RO I SRR R, T 43

RESFIEIERE . B FHIFEF, fH Amicon Ultra—4 centrifugal filter unit B
SDS-MW Sample Buffer.

TE: 0T A N i ) 8 4 AT B i/ G R B R S R B S R R B A P
SRR

1 s se e’ 1 nL IgG B

2 MEFHBOHIE 4,000 g Z0F FREHFER 15 48l EFIER.

3 %0 2 mL SDS-MW Sample Buffer, SRJ5{#F B OMLTE 4,000 g 50k Fle: 25 4r4h.

4 SR G B DRSS TG, AR B OHLAE 1,000 g 51 R ek i
3 Jrh. TeG UKL .

S KRR AR S E ML HEIRE . AN SDSMW Sample Buffer LMERAARUA 1 ml.

IoAgEE T lgG ZHEMAL ARG AT PA 800 Plus
BUNMMTRS

RUO-IDV-05-6935-ZH-C 13/ 66



TgG AR MALY SIS &

#E45 PA 800 Plus System

AATHGAR T #EA PA 800 Plus System FKREUEUIEM IR,
AR R P BUE R G C IER 22 38 IR0 UR 1L .

%% PDA AR PUER

1 %81 PA 800 Plus System, 4RJ5%2% PDA 3. 2 (RSP IEFE) .

2 JFREARS, HEIMTHRED 30 8.

A

RiEEOR

ER: TRSBAZSRN. FIEEERREDR. TITHIEF. BRERMZEORE. KR
AT REIE B E RN AR . FE RS B ER .

BT AR FTOFMAE T BRI AR DB, B ML A s v . RS S 1
(RGLEYIRF)D

SDSMW Gel Buffer AEHGHHH, AN MIMIRCIE SRR BAVE A . Bk, B BRITF AT L.
LR R IR A I 2%

E: AT RIS RIGA —2, A TEZVE IO 2238 3] PA 800 Plus ZR 4¢P HER:
TEs e ARG BME SR TAE NG5 0N -

E: YT Empower™ Software F )7, IHEVLIARI M ¢PA 800 Plus Empower™ Driver FHJ'TEEI)
R .

1 Mk&mrmih R &, maBE, 2RBaME.

2 7 PA 800 Plus System F s f&. WHSH (RGELP IR .

3 PRI

LgG SEMAH SRR E AT PA 800 Plus MRS
14/ 66 RUO-IDV-05-6935-ZH-C



TgG SiEMAL SIS TR &

4 k.

Fity Direct Control |§| DEPEI']}(TJ:ﬁE/J 2T K kR UAFT JT PDA Detector Parameters XfiHAE,
SRIGH.E Calibrate. B2 (RG4EP 18 ) -

R E PR AEL
@ fEfe! BEAENGE. FHZAMEREE Acid Wash/Regenerating Solution

(0.1 M HC1). Basic Wash Solution (0.1 M NaOH) F1 SDS-MW Gel Buffer
H (ZEBIER) .

AREZELR, HSHAETEDRER.

VE: A B 287, f SDS-MW Gel Buffer F1 SDS-MW Sample Buffer PKE F|=ZiRE.

VE: HRK SDS-MW Gel Buffer HMIAZEdfURAES A=A, H R WA . an R R
K ONFREERIRA RN ), WBYNE M EBALLE > BRI N SDS-MW Gel Buffer.
WRARALE &, W SDS-MW Gel Buffer WREFIRIEBME KM -, SFERG M.

1 REEEAT RS ECR, IEE LB EIE, RGBS T EEEN. MTEHN
A*ﬂéﬂﬂ ’ {E%
o 3 ANMEMAM, &4 1.2 mL SDS-MW Gel Buffer, T Gel-R fi &

3 MMM, %% 1.1 nL SDS-MW Gel Buffer, AT Gel-S fiH

12 ANEMM, &8 1.5 wl DDI /K, AT H0 fir#E
/l\‘ﬁﬂﬂ#ﬁ, %4 1.5 mL Acid Wash/Regenerating Solution, FI-F HCL fi &
ANEAI, %% 1.5 mL Basic Wash Solution, F§T NaOH {7 ®&

. WM, % 1.0 mL DDT 7K, HIZEH PGyl Feat o it R s B

HE: WRSEBARGHRE. AEYHPMAREBRASEDT 1.8 nL. MEMAKEIEDT
1.8 mL, WEESHBEIRAEZH.

AR 1gG ZiFERMAH A, TRFE T PA 800 Plus
BN RE
RUO-IDV-05-6935-ZH-C 15/ 66



TgG AR MALY SIS &

B 1 EARAN SR R

o=

1. @AM
2. AL
3. BRI

2 CBRCE TR . SR 2K 3.

HE: OISR EEH TR PR . R 02 sy, WAL E .
WHZHE 4.

HERFR: MTZNMH, Pradeiiisg it Aame RS \IKE1T. VIZERM
FIaeiE, BRIV RER TR A A A 2 i 5 B

1gG ZiFERMAH S THAFIE FF PA 800 Plus N FHeEg

BN RE
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TgG SiEMAL SIS TR &

B 2 ANHg Rt R

A B C D E F
[ \
5 Cycle Cycle
9-16 9-16
4 Cycle Cycle
1-8 1-8
GelR\ / GelS\ /NaOH
3 Cycle Cycle Cycle
17-24/\17-24/ \17-24
5 H20 GelR \ / Gel-S\ /'NaOH H20
Cycle Cycle Cycle Cycle Cycle
9-16 9-16 9-16 9-16 9-16
1 H20 Gel-R Gel-S NaOH H20
9o \3% )\ 3% )\ 9% VE
g J
Al % A6: 1.5 mL DDI H,0, FFi&liBANE R IR HBUER
B4 % B6: 1.5 mL DDI Hy0, FITifiEBANE Rim IR TL R
Bl £ B3: 1.2 mL SDS-MW Gel Buffer, FIT7EEAEMZ mirbde/EFEELE (Gel-R)
Cl & C3: 1.1 mlL SDS-MW Gel Buffer, FH T4 (Gel-S)
DI % D3: 1.5 mL 0.1 M NaOH YA, FFFiE¥ E4nss
El % E3: 1.5 mL 0.1 M HCl VAW, FTWiEy B4
F1 Z F3: 1.5 mL DDI H,0, FIT i3 B40%
IVAGE 1] IgG LRSS HT A& FIF PA 800 Plus

RUO-IDV-05-6935-ZH-C

BT RA
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TgG AR MALY SIS &

B 3 g A R

B

~

@)
&)

H20
Cycle
9-16

H20
Cycle

GG

[y
(o]
(N
1
N
Y

H20
Cycle
9-16

H20
Cycle

1
[u
o
(s}
1
[ury
(o)}
[elg)
)
[u
(1)
[elo)
)
[u
oo
o

OO0
OO0
OO0
OO0

(@]
<<
I—\QE

1]
o m

Al & A6:
B4 % B6:
Bl % B3:

Cl & C3:
D1 # D3:

El & E3:
F1 # F3:

.5 mL DDI He0, HT-7 B4NE RInIR B IE
.5 mL DDI Hy0, FHFi&EBAERY

E

T IR
DDT Hy0, SDS-MW Gel Buffer [RI3¥EIK
mL SDS-MW Gel Buffer, HTHE

mL DDI H,0, 0.1 M NaOH VA5G R

(e}
=]
—

1
0

.0 mL DDI Hy0, 0.1 M HC1 ¥&WIH¥EIR
0

mL DDI H,0, DDI Hy,0 I3 k/R

E: KN, R TR S . B ITIE R AR IR AT Ja B A S I S b R HEREL,

DAIBE G 85 1 FE3E) o

1gG AEFEMAIHESIHANE T PA 800 Plus
BHMTRG
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TgG SiEMAL SIS TR &

FTid sy B R v e

XTSI 4 P RREGE N FURTHS E 22 iU FE A

B 4w & gt A R

A B C D E F
900)
6 Cycle Cycle
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TgG AR MAL SIS &

BATH MR
AP aRIEAT

E: KT Empower™ Software /Y, 52 “f#iH] Waters Empower™ Software i@fTHFEM” -

1 XEHSTH FR PA 800 Plus Software Bz .

2 7F PA 800 Plus %M+, Bashd M4 FMM <5zﬁ> .

3 =& Application %3&™®, Eiy 1gG Purity. fF Sequence #lFH', EEi; Browse Jik#%
IgG HS — PA 800 plus,

WRAGEH O, IR A, RE58E ok, 1IH5SRE 7. BRAHFA 4N
pa800, ERIAZEHL N plus.

B 7 R AE R

PA 800 plus

D q rows and

Application: 19G Purity

Sequence: IgG HS - PA 800 plus B

J ,

Instrument Status and Direct Control & 3T JT. EZHKE 8.

IVAEET) 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG
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TgG AR MALY SIS &

B 8 Instrument Status and Direct Control % I[: Idle

PA 800 plus

Idle

— User name: pa800
[1. Appli ] [2. ples/Vials ] [3 Acquisition ] eppicicn TRy

Sequence template: IgG HiSpeed - PA 800 plus

Select from below: Instrument Status and Direct Control
SDS MW
Performance | Eirmware Sefings |
19G Purity Detector Trays Event Status. e ——
clEF Detector type:  PDA Event 1dle | TumlampOff |
CHO Detection Mode: Direct SR,
Remaining Time:
CzE Total Event Time: e
Fast Glycan Lamp:  On for 3 hrs |
Voltage: 00KV limit 30.0 kV ‘ Home /
Current: 0.0pA  limit 300.0 pa
Power: 0.000W limit: 9.000W | =] b
Pressure 0.0psi  Simultaneous
Current Vials: | Directcontrol |
Inlet.  BEC1 Cartridge Temperature: 25.0 °C
Outlet: BO:C1 Storage Temperature:  25.0 °C [ Stop \‘

| W Load || Julh ShowdrKarat | | & Prnt | | J Cancel | | Next 5>

4 7F Instrument Status and Direct Control 7 IIH, BAGFE A FMAK M= (F—#) .
FHFTTF o

S k4% IgC HS - PA 800 plus LAFTTTFHI. BLFAIIHEITIZE 24 MREM, ke 1 (JRZO
& 1gG Control Standard.

6 itz @) gms) . DT,

il Describe ThBERI HE X FHIER, I EIZFHI T IeT R EE . Describe TfE
AT R EAT A

7 £ Application %, Mili 1gG Purity. 7F Sequence %FH, Miili Browse, RJ5ik$%
IgG HS — PA 800 plus. 1% $E/n#EANH P A%,
GUTH 5B LR IR BT IR T 51, 3 AR T A AT 18 R AR

8 (k) 4R Y4 Sample ID Fl Data File Name FFi.
Al Yt By, U0 Sample ID A Data File Name, AJ ¥ BN Mandatory. Optional Y Fixed.

9 m#EFIE, KT E N Sample. Control HY Always. HifT LAk, SR/GEad: Rows
DX 355 ) 424

LgG SEMAH SRR E AT PA 800 Plus e
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TgG AR MAL SIS &

Capillary Conditioning FI Shutdown IZATHE AN Always. WHZFHE 9. 1817 #2 WEN
Control. Sample ID % H N Optional. Reps ¥ E N Required.

B 9 Describe sequence rows and columns &H - T HEEEN “Always”
|

Describe sequence rows and columns

Application: [IgG Purity |

Sequence: [IgG HiSpeed - PA 800 plus - [' Browse.. |

~Rows Col Verificaton —————

[ © Sample | © Contol | A Aways | | | © Optional < Required @ Fixod [23 5 samples
L p)
| Run# Type Run Conc Inject Inlet | Inject Outlet | Inject |© Sample ID =

1 A | Unknown 0 | None | None None 0 | Capillary Cond
2 a Unknown 0 | None BI:C1 S0O:A1 20 | 19G Control St
3 @ Unknown 0 | None BI:C1 S0:A2 20 | Mab sample _-
4 ® Unknown 0 | None Bl:C1 S0O:A3 20 | Mab sample _-
5 i Unknown 0 | None BI:C1 SO.A4 20 | Mab sample _-
6 o Unknown 0 | None B1:C1 SO:AS 20 | Mab sample -
il ® Unknown 0 | None BI:C1 SO A6 20 | Mab sample _-
8 e Unknown 0 | None BI:C1 SO:AT 20 | Mab sample _-
9 @ Unknown 0 | None Bl:C1 SO.A8 20 | Mab sample _-
10 ® Unknown 0 | None BI:C1 S0:B1 20 | Mab sample _-
11 @ Unknown 0 | None Bl:C2 S0:B2 20 | Mab sample -
12 ® Unknown 0 | None BI:C2 S0:B3 20 | Mab sample _-
13 L] Unknown 0 | None BI.C2 S0.B4 20 | Mab sample -

| 14 @ Unknown 0 | None Bl:C2 S0:B5 20 | Mab sample _«
15 ® Unknown 0 | None Bl:C2 S0:B6 20 | Mab sample _-
16 ® Unknown 0 | None Bl:.C2 S0:B7 20 | Mab sample _-
17 L] Unknown 0 | None BI1:C2 S0O:B8 20 | Mab sample -
18 L] Unknown 0 | None BI:C2 S0.C1 20 | Mab sample _-
19 L Unknown 0 | None BI:C3 s0:.c2 20 | Mab sample _-
20 ® Unknown 0 | None BI:C3 S0:C3 20 | Mab sample _-
21 e Unknown 0 | None BI:C3 S0:C4 20 | Mab sample :lﬂ

4| | »

IRk g6 AEMAH ML HRFE AT PA 800 Plus
BUMTRS
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TgG AR MALY SIS &

10 EH 0L M, ddil® s (7)), REST R (528 . Run Sequence & [14T7F,
BZHE 10,

B 10 Describe sequence rows and columns % X - Reload Sequence

e (@ ©

User name: pa800
1. Applicati ] [2. ples/Vial } [3. Acquisition Application: 19G Purity
Sequence template: IgG HiSpeed - PA 800 plus

Number of samples: |23 3 \7 u Print Seq Report: J

| Display Options |
‘Output data path: |C\32Kar;n\Pm]9ms\|gG Purity\Data | Browse | Print Method Report: _I Sample Inject Inlet (SI) Sample Inject Outlet (SO)
Output path: [CA3! j Purit\Data\Sequence | Browse | 8556655 ® a2 I@di}
L Level_| Conc Override \ Reps [In]ect Inlet | Inject Outlet | Inject Duration J = lu&)(JUQJU 7 QU(‘_)
E one 1 None None B s et
2 Unknown 0 None 1 BICT SO:Al 20 1 1 i < -
3 Unknown 0 None 1 BICI S0:A2 20 5 5
4 Unknown 0 None 1 BICI 50:A3 20 b lilas i
| 5 Unknown 0 None 1 BICI S0:A4 20 1 —
6  Unknown 0 None 1 BIC1 S0:A5 20 ¥ |
7 Unknown 0 None 1 BICI S0:A6 20 b 2|
8  Unknown 0 None 1 Bl-Ct SO:A7 20 b il
| 9 Unknown 0 None 1 BICI S0:A8 20 b 1 I
10 Unknown 0 None 1 BI-CI S0:B1 20 b
11 Unknown 0 None 1 BlLC2 S0:B2 20 b | ’(\‘Q
12 Unknown 0 None 1 BLC2 50:83 20 b P
| 13 Unknown 0 None 1 BIC2 S0:B4 20 1 5@@\;\{‘ \‘ s
14 Unknown 0 None 1 BIC2 SO:B5 20 b ‘ )
15 Unknown 0 None 1 BIC2 S0:86 20 b
| 16 Unknown 0 None 1 Blc2 50:87 20 b
17 Unknown 0 None 1 Bl:C2 50:B8 20 b
4l | |

ME: R 10 HPERARET Run #1 S50 BAA,  INERIILL RIS R 7 41 g,
HAMFHEH P PATEAE . ROt sl B, LR R sk, AR,
feosH Bl [ reoasseane | (BEFTIMESFF)) , LLEEHZFS.

U REE S LI B BRI A B EEME R, BN AL RiRlE. XA
U, TP /5 B NI 4 (0 e S 44

S SR R ARy 23 AR 24, BUAE UGB T AT, H7 aIAE Run Sequence
% H 4% Number of samples 313, %5 2L/ ¥ 4 th EHEAT HUAE dh B

11 %3k Load %M 10F RS # e SRR, RIS KMIT.

g6 SHEMAL ARG AT PA 800 Plus e
BHMTRG
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TgG AR MAL SIS &

12 s next o> (F—3B), SAJ5Hdi Yes - run now.

B 11 HERESFEFHR PA 800 Plus System

PA 800 pl

User name: pa800
Application: 19G Purity
Sequence template: IgG HiSpeed - PA 800 plus

1. Application ] [2. Samples/Vials ] [3. Acquisition J

Run Queue COrerRan All Runs |_Graph Options |
[ Type Name Status User iption |
Sequence Run | CA32Karat\Projects\igG PuritAData\Se... | Processing | pa8id 10
08
Sequence Run 8
Run # Status Run Type |Reps Method
1 Acquiring Unknown 1| 1gG HS Conditior
2 Unknown 119G HS Separati 04|
3 Unknown 1 19G HS Se|
4 Unknawn 1 lgGHS Se
5 Unknown 1 1gG HS Sey D> 02 -
6 Unknown 119G HS Separati <D>
7 Unknown 119G HS Separat <> o0
8 Unknown 1 |1gG HS Separat at _<D> [
B Unknown i |lgG HS Separati al D> 1
10 Unknown 113G HS Separation - PA 80, Mab sample _<D> _| 0.2
| | LH
04|
Current Run
Elapsed (s"m‘,"; Event Value | Duration 'v":;: O\:‘alll Parameters 08|
[T 20psi | 10min | BLD1 |BODI | Reverse
C om . 20 psi 5 min BIET | BO'E1 Reverse a5
[ 20psi 2min | BIF1 | BOF1 Reverse
[SIYT) Rinse Pressure psi | 10min | BIBI |BO:BI | Reverse
[ 0.00 |Separate Voltage + P__.| 15 k¥ 10 min BIC1 | BO:C1 | normal polarity 10 b ; 5 b : : ; |
r 10.00 End 1 2 4 5 3 7 8 9 10
Migration time {min)
(o o)

| ‘% Print ‘ LX QanuelJ [ﬁ:: EinishJ

| <o Beok | [ o | |y showzkerst |

JRAL

Wk | AN ERERUEAGE, WMEEH, EAERER . FR % BRI
N PR, R MR . LT A R A A R A M R

T FE

i FR&E 10 REAK

1 TR, LAEH B,
SR TTE K IE B -

VA L]

RUO-IDV-05-6935-ZH-C

1gG AEMABHEES T RAFE AT PA 800 Plus

BN RG
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2 BREERGTHARS 10 K, I HBMEHNIERESS DD KRS

A

g R& 10 Rk

1 Tk, LAsH B,

2 UL 100 psi FH DDI /KIHEEE4IE 10 4040,

3 MNARZEWMTFRE.

4 TEERETHREEBEEREMT, BRI A DD KK,

T EHEE R E
o IMBEFEARMANRARL R, s CRIAGEE, WA 16 IS B

1gG “iFEMAH S AFIE FF PA 800 Plus ISAGE ]
BN RE
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TgG SiEMAL SIS TR &

TSR

JR T1gG Control Standard HJHAYLEHE

T 37 H) 16 Control Standard AFEZHEE 8 LR B AE, Bt L E &
HdE, B 12 BoR TR 1gG control standard 783 F P04 A iy i 78 s i T

I BT, A IE AR AE S A TeG BdE (LC) . EBE (HO) . dEMEIE{LESE (NG) Al 10 kDa
Internal Standard (10 kD) A IgG XGRS was R, WAL EHENAE AN S L E
BRI PEHIELE (DR > 1D . TEFEMENLL 16 X P AAE R R ERE T 0 i 4t
152 % Internal Standard BEFMIA) CodTiE+) LT 1% E 4 L.

B 12 1gG Control Standard 7EIRJES&AH: T8 H 40 #E R J5 12 3R 45 1 HE vk ot

0.020- g
ot
0.0154
0.0104
o) g
< 2
0.0051 o
=
0.0004 J
0 D0 S T T A A A AT A A A A A At
0 2 4 & g 10 12 14 16 18 20 22 24
Minutes
e 10KD: 10 kDA Internal Standard
o 1C: Bk
o NG: depiF:fbEHEE
o HC. HE
IAEE 1] 1gG AEMABHEES T RAFE AT PA 800 Plus

BUHMTRG
RUO-IDV-05-6935-ZH-C 27/ 66
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JEIERJR 1gG Control Standard AJHLZISER
AR T, WSEBIUAT T A 225, fliniss (L0, EfE (HO) . HE-EfE (HH)

A2 E 1 R (2HIL) .

B 13 TgG Control Standard fEHFIEJFA&AF N {3 i 70 MR J5 VA SRS 1 i Dk B il

1AM

0.030+

0.025+4

0.020+4

0.015+4

Al

0.010+4

0.005+

U'Uoo_u

-0.005+

-0.010+

lgG

T T T T T
0.0 2.5 E.0 7.5 10.0 12.5

T
15.0
Minutes

v v T T T
17.5 20.0 22.5 25.0 27.5 30.0

e 10KD: 10 kDA Internal Standard
o LC: 4k

o HC: Hi#

o HH: H-HfE

o OHIL: 2 HE 1 B

o NG: JEpEEAvEHGE

g6 SHEMAL ARG AT PA 800 Plus
BUNMMTRS
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TgG SiEMAL SIS TR &

HEHERR

R4 HFEHES

REAR

T RER R

Y IEFE I

Fguid PRI R K

B R R R B 1R
it E LA 2

B A BAMEKE . SRR AR
FEAEo B ORPITA R RIURE it R AR AE 22 b 1A
FET PR IE AL E . PPASER S AT R )
B o EZ 0T T bR DASRAS HeA
PEHEER IR .

AR ECA N B | BgE s e 1) A DDI /KfE 100 psi F¥EEgE
HIERS Rl 22 10 43%f, SRIEHAT BYIE T k.
2) W HERTABAREAFEE, EHREHE .
g R SR o) 7E 5 Hg & 15 Hg B T X SDS-MW Gel
Buffer S 5 7%
L 57 3]y e B 550 (RG4EIER) RS
CIEAUNLR
FIRT Bt IR R P S MR TR H . SDS-MW Gel Buffers
FL AR 75 G HiEEN. B2 (REEYIEE) .
HL YK i A g P 2 P R SR 7E 5 Hg £ 15 Hg EZ KM T X SDS-MW Gel
Buffer i< 5 4r4f.
WE . D HERAK BYNE R ) EA R {6 F BOR B G B B4 Rt . a0 R K i &
ANFHE, IR B B AN .
FEIE JFA Y JE R IE R . R 2-303E 2%
HATREIE R . TES IR 16 FEi.
FBIE B 1) ] DDI JK7E 100 psi FyeEg%

10 738h, SRJEPAT BANE Tk,
2) WMARMBLFERER R, 2P BN .

F DDI /KI5 BME IR . 155 MW
BRI,

IoAgEE T

RUO-IDV-05-6935-ZH-C
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R4 WPEHER (480

SR ] Be B R 2 IEFE i
T BRAS 5 FBAEN KT N RGN LS BN, s IEI B
BANO, HfrS K A .
BN R I 75 B % 1) F DDI /KiEVEBERif. 1ES A
BRI,
2)  Hn IV F K e e T I i 2E
M B BN
WA NS IRE S WORFES IR 2= /00 20 mL IFE .
PSR S T VA ) o B ], EHTRE T M .
IeG P& EhEm PAT R, DLRBREE R A R 5.
W 1eG FE T EAT S E o

1gG ZiFERMAH S THAFIE FF PA 800 Plus N FHeEg

30/ 66 RUO-IDV-05-6935-ZH-C




% A

HHFHEVBUE R

g—

AT L A BRI A, 8 % (3 KL S DA % 4 M 2. (s T R
P, siEET AT sciex. com/tech-regulatory F#K.

4R HCS 2012 FHATERGZEL 02K,

Acid Wash/Regenerating Solution (0.1 M HC1)

el 3 PR B kA 5 FBRAR 0

Basic Wash Solution (0.1 M NaOH)

Falke ! 3 ™ B A 5 KRR

Low pH SDS Sample Buffer (100 mM Tris-HCl, pH 6.8, 1% SDS)

BE BB RRI

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG

RUO-IDV-05-6935-ZH-C 31/ 66
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HEYBE B

Low pH Phosphate SDS Sample Buffer (40 mM MEE&LL, pH 6.5,
1% SDS)

B BB ARRIE

IgG Control Standard

Bh BB RRI

SDS-MW Sample Buffer (100 mM Tris—HCl, pH 9.0, 1% SDS)

B BB ARRIB

SDS-MW Gel Buffer, HHHCH (pH 8.0, 0.2% SDS)

.<> Fal ! AR BRI T R A B A T L B

FHAt )

NHNESr AR NE FEY R
e TInternal Standard, 10 kDa & A, 5 mg/mL
Xf - M IAR AR B B AL SRS R0, A 2 RS P B2 A N R PR AR (28R -

LgG SEMAH SRR E AT PA 800 Plus e
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7 1%

g—

IgG T E =ik, ATULHAT SR B w0 PR A i

¥ FTHEMEBEEH TS PA 800 Plus System 5 PA 800 Plus A1 32 Karat™ Software
PP . WHR ARG S Empower™ Software $tH, MWK AEANE. ESHEH Waters

Empower™ Software izfTHFEd.

E: A JIAM C WG 7 A “PDA R INERAIAR AT T IR _EAE AR A

¥l %A

B B.1 JiAJ5iERvIaa &1

A . - e oy .
~ Initial Conditions |ﬁ FDA Detector Initial Eu:undltln:unsl N Time F'ru:ugraml

—Auiiarny data channels——— — Temperature——————— [~ Peak detect parameters —

[T Wgliage  maw |300 ki Cartridge: |25.EI T Threshold |2
v Cument  mas ISEII:I.III et Sample storage; |25.I:I T Pealk, width: I'.EI vI

[~ Power
[ Pressure

— Trigger zettingz
[ “wait for external tigger

s e [w “wait until cartridge coolant temperature iz reached

I~ Mobilt o _

- Y [v wait until zample storage temperature iz reached
Apparent baobility

I™ Plot trace after voltage ramp | [ Iiet tays Dutlet rays

—Analog output scaling————— | Buffer ISE vials TI Buffer: ISE vials vI
Factor: |1 VI Sample: |4B wials vI Sample: |4B wials vI

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG

RUO-IDV-05-6935-ZH-C 33/ 56



Ttk

Far il SR 46 26

B B.2 A J5LM PDA R EEAIUA KA

1,?_3- Initial Conditions &= P&, Detector Initial Conditions l ® Time PTDQTEIITI
Electropherogram scan data Filter
" High sensitivity
Data rate: 2 | Hz " Hormal
o .
Scan range fram |'IE|EI {a] |4EI|:I rirm High resclution
Peak. width [paoints]:
Electropherogram channel data 16-75 -
Data Rate: 2 - | Hz Relay 1 Relay 2
Acquigtion Reference  “Wavelength  Bandwidth (o [ff o [ff
bled h I
enable chanme [rirn] [mim] ~ On ~ On
Charnel 1: v r 220 110
Reference channel
Channel 2. [ [ |254 |1D Wavelength: 350 Him
Channel 3 [ I |20 10 Bandwidth: |10 nm
Abzorbance signal
Peak detect: [ N |25D |12D * Direct " Indirect

I [RIRE P

BEM T IR AR 2 AN A ] o

IR T VAR AR

B B.3 1gG HS Conditioning — PA 800 plus 77k [AIFET

2% Initial Conditions | #5 PDA Detsstor Iniial Conditions %) Time Program |

Inlet Outlet

.I[-Ilnr?:] Ewent Yalue Diuration el o] Sumrmary Comments
1 Rinze - Pressure 20,0 psi 1000 min - BLD BO:M Teverse 0.1 M MalH ringe to clean capillary surface
2 Rinze - Pressure 20,0 psi 5,00 min BLE1 BOET Teverse 0.1 M HCl rinze to neutralize capilary surface
3 Rinze - Pressure 200 psi 2.00 min BI:F1 BO:F1 [EVErse whater rinze to remove the aciEI residue
4 Rinse - Pressure F0.0 psi 10,00 min  { BI:B1 BO:B1 TEverse SOS-Mw Gel Buffer rinze to fill the u:f'pillar_l,l
3 0.o0 Separate - Yoltage 160Ky 1000 min  : BLCY BO:CH 5.00 Min ramp, normal polarity, botk | 505 -k Gel Buffer for voltage equilibration
E
1gG ZEEMAY SIS HARE FHT PA 800 Plus IAZEE 1]
BUNTRR
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B B.4 1gG HS Separation — PA 800 plus J7 iRt [AIFEF

5 Iniisl Conditions | #5 PDA Dietector ritial Conditions ) Time Program |

=
.[llnn::] Ewent Walue Druration ISiI;t D\:g}et Summary Comments
1 Rinse - Pressure FO.0psi ¢ 3.00 min Bl:D1 BO:D :reverse, In / Out vial inc 8 0.1 W MalH rinze ta clean capillany surface - Automatic increment every 8 runs
2 Rinse - Pressure FO.0psi :1.00 min BI:E1 BOE reverse, In / Out vial inc 8 0.1 W HCl rinze to neutralize capillary surface - Automatic increment every 8 uns
3 Rinse - Pressure FO.0psi :1.00 min BI:F1 BO:F reverse, In / Out vial inc 8 ‘Wwiater ringe to remove the acid residue - Sutomatic increment every 8 runs
4 Fiinze - Pressure FO.0psi ;10.00 min Bl:B1 BO:BE reverse, [n / Out vial inc 8 505 Gel ringe to fill the capillary with 505 gel - Autornatic increment every 8 runs
5 W ait 0.00 min Bl.A1 BO:A i In/ Out vialinc 8 ddH20, use to clean capillary tip - Automatic increment every 8 runs
E W ait 0.00 min Bl.A4 BO:A i In/ Out vialinc 8 ddH20, use to clean capillary tip - Automatic increment every 8 runs
7 Inject - Yaoltage BOKY i 200sec BI:.C1 S04 ¢ Override, normal polarity Sample injection
8 W ait 0.00 min Bl:B4 EO:E In/ Dut wial inc 8 ddH20, use to avoid zample cary over - Automatic increment every B runs
9 0.00 :Separate -Voltage 150KV (15.00min ¢ BILCT BO:C ¢ 1.00 Min ramp, normal polarity, both, In /¢ 505 Gel for separation - Sutomatic increment every 8 runs
10 200 ¢ Autozero
1

B B.5

IgG HS Shutdown — PA 800 plus J7VEMIES [AIFESF

25 Inital Conditions | #5 PDA Detector Irtial Condtions <) Time Program |

{rlnr?:] Evwvent Valus Dwration |\r3i|:|l D&gft Summary Comments
1 Rinze - Prezsure F00pszi 1000 min £ BIEDA BO:D i reverse 0.1 M NalH nnze to clean capilam suface
2 Rinze - Prezsure 500 pzi i 5.00 min BI:E1 BO:E Teverze 0.1 M HCl rinze to neutralize capillary suface
3 Rinze - Pressure 500 psi § 200 min Bl:F1 BO:F [everse ‘w'ater rinze to remove the acid residue
4 Rinze - Prezsure F00pszi 1000 min : BLBY BO:B Teverze SOS Gel rinze ta fill the capillary
[ 000 :Separate -VWoltage :15.0FY 1000 min  : BLCY BO:C  :5.00 Min ramp, normal polanty, both : S0S Gel for voltage equilibration
[ 1000 §'wai 0.00 min Bl:A1 BO:A ddH20, uze for capillan dip to prevent capillam from diying
7 10.00 : Lamp - OFff
g

R T IR AR P

& B.6

IgG HR Conditioning — PA 800 plus 77V [E)FE %

25 Iniil Conditions | #5 PDA& Detestor Inifil Conditions ) Time Program |

.l[—llnnl.l:] Ewvent Walue Diuration I\r:iI:lt D\';Jig?t Summary Comments
1 Rinse - Pressure 20.0 psi 10,00 min  ; BIDA BO:C farward 0.1 M MalH rinze to clean capillany suface
2 Rinze - Pressure 20,0 pzi 5.00 min BI:E1 BO:E1 farward 0.1 M HCl rinze to neutralize capilary surface silanol group
3 Rinze - Pressure 20.0 pzi 2.00 min BI:F1 BO:F1 forward i ater ringe to remove the acid rezidue
4 Rinse - Pressure 70.0 psi 10.00 min ;BB BO:B1 farward 505 -Mw Gel Buffer ringe to fill the capillan
3 0.00 Separate - Volkage 15.0 K 10.00min i BECT BO:C1 5.00 Min ramp, reverse polarity, both - SD5-MW Gel buffer voltage equilibration
B

B B.7

5 Initil Eundll\unsl 4= PDa& Detector Initial Conditions ® Time Program 1

7

TG HR Separation — PA 800 plus J5iEfIR [aIF2F

-[rrm?] Ewent Value Duration ‘\T\I‘:It D\:gft Summary Caomments
1 Rinze - Prassure 70.0psi § 3.00 min El:D1 BO:D1 forward, In 4 Dt vial inc 8 0.1 N MalH ringe to clean capillary suface - Automnatic increment every 8 rung
2 Rinze - Pressure 700psi £ 1.00 min BI:E1 BO:E1 Forward, In / Ot vial inc 8 0.1 M HCl rinze ta neutralize capillary surface silanol group - Sutomatic increment esery 8 uns
3 Finse - Pressure 00psi 100 min BI:F1 BO:F1 forward, In / Out vial inc 8 “water rinse to remove the acid residue - Automatic increment every B uns
4 Rinze - Prassure F0.0psi 110,00 min BI:E1 BO:E1 Forward, In 4 Dt vial inc 8 SDS Gelringe to fill the capillany with SDS gel - Automatic increment every 8 ng
5 W it 0.00 min Bl:&l BO:&1 In / Dut vial inc 8 ddH20, use for dipping to clean capillary tip - Automatic increment every 8 nns
5 Wit 0.00 rmin Bl.ad BO:44 In / Out vial inc 8 ddH 20, use for dipping to clean capillary tip - Automatic increment every 8 uns
7 Inject - Yoltage BOKY 20.0 sec HES BO:C1 Overide, reverse polarty Sample injection
8 W it 0.00 min Bl:B4 BO:B4 In / Dut vial inc 8 ddH20, use for dipping to avoid sample cany over - Automatic increment every 8 rns
9 0.00 Separate - Voltage 150KV { 30.00 min BI.C1 BO:CT 1.00 Min ramp, reverse polarity, both, In / Out vial inc 8 | SDS Gel for separation - Automatic increment every 8 runs
10 GO0 ¢ Autozero
1

N FE

RUO-IDV-05-6935-ZH-C

1gG iR 1R7I&E FHF PA 800 Plus

BUHINARSR
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Ttk

B B.8 IgG HR Shutdown — PA 800 plus 5L [AFEF

25 Inisl Condltions | #5 PDA Detector Iniial Conditions &5} Time Program |

.[Ilan:] Event Walue Duration I\r:ilslt D\:Ji:?t Summary Commeits
1 Rinze - Pressure 0.0 psi 10.00 min ¢ BLD1 BO:D1 forward 0.1 M MaOH rinze to clean capillany suface
2 Rinse - Pressure g psi 5.00 min BL.E1 BO:E1 farward 0.1 M HCl rinze to neutralize capillary surface silanol group
3 Rinse - Pressure 50.0 psi 2.00 min BI:F1 BO:F1 forward Wwiater ringe to remove the acid residue
4 Rinse - Pressure 0.0 psi 10.00 min ~ ; BB BO:B1 farward 505 Gel ringe to fill the capillary
i} 0.00 Separate - Yoltage 15.0kY 1000 min £ BLCY BO:C1 5.00 Min ramp, reverse polarity, both  : SD5 Gel for separation
|5 10.00 W ait 0.00 min Bl:A1 BO:A1 Wiater uzed for capillary dip to pravent capillany from drying
7 10,00 Lamp - OFf
8

1gG AEFEMAIHESIHANE T PA 800 Plus

BT RA

36/ 56
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b C
ffiFH Low pH SDS Sample Buffer

/_\

VE . SCIEX A MAASFE MK pH EFE M ZE M, B Low pH SDS Sample Buffer (Tris; pH 6.8)
F1 Low pH Phosphate SDS Sample Buffer (pH 6.5).

HLERE ST REAE pH (EBUR RS sl s sE . E{EH Low pH SDS Sample Buffer
(pH 6.8), 4% M&HY [ Ak 1 7 ikl A E i, (2% SDS-MW Sample Buffer ##:4 Low pH SDS
Sample Buffer (pH 6.8).

W& pH B R S 2 B 8 o LSRN, BeAT T SO I dE A v s B AMB S0 SDS-MW 73 & 5
%, USRARNTE 5 2K, RAEFF MR dhR B BN E). B0, 734 Rituxan (rituximab)
FERLES, o BRSOy 35 0Eh.

B, B 7R R kRE . Xt SDS-MW Sample Buffer il MIFEM:, MAHIF)
SDS-MW 4y B U535 4R, FHHEME N WA g% 75

TE SDS MW 43 B8 7P in & /7330

ARAE LT e B I A HERE, R0 1270 18 T AT HeAth b i 248

1 7 32 Karat™ Software FTFF SDS MW 43 ES 5.
To s XM 25480 PDA A6 834146 2544 04T B 4L

2 i Time Program iETHF.

3 % 5 {TJEHIN Rinse T, MR UEESH.

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG
RUO-IDV-05-6935-ZH-C 37/ 66



{§FH Low pH SDS Sample Buffer

B C.1 Rinse XiFHE

Rinse

~ Prezzure Type Walues

& Pressure Pressure |5.EI pi
 Wacuum Duration: IIZI.5 ik —algl

Help

U

— Tray Positions ——————————— — Pressure Direction —

Irlet: IBI:!—\4 % Forward
Outlet: IEEI:.&Ji ™ Feverse

Increment:
v Inlet v Outlet

[~ At Time:
Increment Ewvery IB Cyclez me

4 %% Inject-Voltage Ff, LLULHC Tl

B C.2 Inject NHifhE

Inject X
— Injection Type —Walues
 Waltage Pressure |5.EI psi _IDK
& Pressure Duration; |55 380 Cancel |
® ez I For Capillay Fil Hep |
— Polarity
& Normal - Tray Pasitions

T Brzise ﬁ Inlet: ISI:M
 Pressure Direction—— Dot IBD:'&"4

% Fansard Increment:

I~ Inlet [T Outlet

Increment Every I‘I Cycles
— Sequence Table

W allow Overide Trapz... |

" Reverse

S RIS HTRES % Separation-Voltage AR K.
AR e VAS N UN

1gG AEMABHEES AN E AT PA 800 Plus
BHMTRG
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{§F Low pH SDS Sample Buffer

B C.3 /5N BN ERERF (78 Rinse Pressure Al Injection Pressure ZEAff)

25 Iniial Condiions | 3 PDA Detector Irial Condiions ) Time Program |

E:IH:] Ewvent VYalue Diuration ‘S‘I;t me:t Summary Comments
1 Rinze - Pressure 70.0 psi 3.00 min BLD1 BO-DT ¢ forwand, In / Dut vial inc 8 0.1 M NaOH ringe to clean capillary swfacs - Automatic increment every B runs
2 Hinse - Pressure 70.0psi 1,00 min BLE1 BO:ET | forward, In / Ot vial inc 8 0.1 M HCl rinse to neutralize capillary suface - Sutomatic ncrement every B uns
3 Finse - Pressure F00ps 1100 [ BIEF BOFT | forward, in / Dut vial inc & fater finse 1o remove the residual acd - Automatic inciement every B funs
4 Rinse - Pressure 700pst  :10.00min :BEB1 BO:B1  : forward, In / Olut vial inc 8 SDS Gel rinse to Ml the capillary with DS gel - Automatic increment every 8 uns
5 i it 0.00 min Bl:AT BO:A1  :ln/ Outvislinc 8 W ater dip to clean capillary tip - Automatic increment every 8 mwins
B Rinse - Pressure 5.0psi 0,500 min Bl:&4 BO:A4  : forward, In # Out vial inc B Introduce 5 water plug
7 W/ it 0,00 min Bl.A4 BO:A4  :In/ Outvisline 8 + Water dip to clean capillary tip - Automatic increment every 8 runs
8 Irject - Pressure 5.0 psi ES0sec  |5LAT BEQ:44 | Overide, foivward Sarnple injection )
E] Wit 0,00 min Bl.E4 BOE4 fin/Hutvidines ‘Water dip to prevent sample cammy over - Automatic increment every 8 iung
0 000 :Separate - Waltag 150KY | 35.00mn  {BECT BO:CT :1.00 Min ramp. rewerse polanty, both, In / Qut wial inc & & SDS Gel for separation - Automatic increment every 8 uns
11 5.00 ¢ Autozero
12

__tow |

0 (RAEITE. W EARRRSE), WIS 6T 5 .

A

& pH 1 SDS MR HBERERISE R
TSR T Rituxan (rituximab) F1 Low pH SDS Sample Buffer B3R MI4EH.
WBSRE C 4. FERARREEN 1. 35%,

K C.4 f#H Low pH SDS Sample Buffer (Tris) HJ Rituxan (rituximab) Hiyk&i%
' PDA - 220nm =8 E=E =T

Time: 34,9185 Minutes - Amplitude: 0.000253 AU
PDA - 220nm
Rituxan LpH w
0081  Corrected Area Per oo Fo.08
1 - 3
o
g
0.054 L0.05
0.05 c 0.05
= J.' F
4".‘

0.04 f [0.04
0.03 = po.02
3 [a] = 2
E b4 = b

= a
0.024 § Fo.02
0.014 \ F0.01
0.00 - 1-0.00
0014 -0.01
T T T T T T T T T T T T T
0.0 25 5.0 75 10.0 125 15.0 17.5 200 225 250 215 0.0 325 5.0
Minutes

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BUMTRG
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{§FH Low pH SDS Sample Buffer

¥ SDS-MW Sample Buffer (£1.2k) F1 Low pH SDS Sample Buffer C(i#54k) 43%lFF Rituxan

(rituximab) IERAFHIEE R BT EFR.

B C.5 HMHT Rituxan (rituximab) WA SDS-MW Sample Buffer A1 Low pH SDS Sample Buffer (Tris)

= 5
% PDA - 220nm (o] -E- )
Time: 24.8584 Minutes - Amplitude: 0.00026 AU Click on trace to move
. PDA - 220nm . PDA - 220nm
] Rituxan LpH Rituxan HpH
- . " U]
) Blue: Rituxan with Low pH Sample Buffer 0 s
o
1 Red: Rituxan with SDS-MW Sample Buffer ®
oy
0.04 ’_ 0.04
|
0.024 -0.03
4
2 3 > 2
0.024 = -0.02
=5
E o
E
0.01] \ [o.01
] _J&J
0.004 -0.00
0.014 +-0.01
0.0 2T5 5:3 7.'§ \D‘.O 12‘,5 !5‘:3 17‘A5 2{; 0 22‘.5 25‘,0 27‘,5 30.0 32‘.5 350
Minutes
IgG AL HHANE FAF PA 800 Plus N4

BHDTRG
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Bk D
f$iF Low pH Phosphate SDS Sample Buffer

---IIII""""‘--\\

V¥ : SCIEX A MMAERAE pH EEEMZZ MW, B Low pH SDS Sample Buffer (Tris; pH 6.8)
1 Low pH Phosphate SDS Sample Buffer (pH 6.5).

T Low pH Phosphate SDS Sample Buffer

Low pH Phosphate SDS Sample Buffer [FJii1 & (HEZG#) ) e N R ILATE T AE
AT BN Bk SDS 4 HTE

W TR A, (PEZGHY (2019-06-27) Wb T4 B I E .
WS (PEZGHY (2020 BRO 3127 = “3127 b F RN SR e (CE-SDSYE) 7
8¢ https://www. chp. org. cn/gjydw/swzp/5032. jhtml. iZEERAE KA N EE.

E: ChEZE) PUE T SBEE, AR E. X R AIE AR, AR
il . B, FERIRERER 70 ° C, MGG S EAEREN 20 ° C.

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG
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f§F Low pH Phosphate SDS Sample Buffer

f§i /] Low pH Phosphate SDS Sample Buffer 3R1B K45 R

5 FH AR JR A A ) S R 45 R

TSR TR NIST mAb Jf Low pH Phosphate SDS Sample Buffer 3#%M8 (" [Ez58) JikfEdE
WIR A T RS R .

B D.1 1§ Low pH Phosphate SDS Sample Buffer 1% (PEZjLY FF1E3REMHELH NIST mAb
) HEL K P e

' UV-214nm
NIST_NR
0.15-
Main Peak

0.10-
o
<L

0.054

g_ggq.——fh—\_L/L/‘ —J

-0.05-

25 50 75 100 125 150 175 200 225 250 275 300 325 350 375
Minutes

1gG AEMABHEES AN E AT PA 800 Plus ISR
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f§iFl Low pH Phosphate SDS Sample Buffer

i FH I JR 2% B ML R 25 2R

FEER T/ NIST mAb 3 Low pH Phosphate SDS Sample Buffer W& (H[EZjHY FiEEIR
JREAE TN AR 4

B D.2 f# Low pH Phosphate SDS Sample Buffer % (T EZGHY J7iL3/AHIE R NIST mAb

) i ik P e

—

0.124 NIST_reduced

AU

0.044

NGHC
0.02 \

D,D[}: ,4 l

r‘*

-0.024

2‘5I SIU ”715 dell12lé 15‘U W.S‘ 2[;0 I22|5I ZE:U‘HZ"S SUIUH SZIS 35:0 31"5' 4(;(]
Minutes
o LC: Bp%E
o NGHC: HREpEFLfk EEEE
o HC: H%%

AR 1gG ZiFERMAH A, TRFE T PA 800 Plus
BN RE
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f§F Low pH Phosphate SDS Sample Buffer

SCIEX:

The Power of Precision

1gG AEMABHEES AN E AT PA 800 Plus MR
BHMTRG
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3 E
{ffiFH Waters Empower ™ Software i&4THEM

/_\ |

AP T R TER Empower™ Software RAEZBIENIUH . S Empower™ Software 5§ fIHS
B SO DASRAS EE 3 A Ui BH

Ve KRR 2 RTRHE PDA K il#s. 152 (PA 800 Plus Empower™ Driver FH/"'FEFg) LAZK
ST o

IR T

E: WERAEH low pH SDS sample buffer , {28775 0] Ge 75 EEEAT 1T LLE R T & B 22 v 77 25
TR, i5Z 4 Low pH SDS Sample Buffer.

vE: PA 800 Plus Empower™ Driver DVD & & it 56 F AL 28 /7. A LS NIX EE v,
MABFENCNE. ESHSANES 7. WE IR, WAE F R T A B B 2 vk .

E: TEHAESTEER T YRR E . BT EESE, HSH CmEAER AT g
(AR T35 o

i = AR T T

e 1gG CONDITIONING
* 1gG SEPARATION

« 1gG SHUTDOWN

E: XFATA ik, General Fl Detector &I [1E #AH [F]

VE: B AETRLE R AUZE (mbar) b/ M-V 9EsE (psi) AEAL, BURT Empower™
Software WVEMER K E . BRINPAAZE ., BEKHAL, 1S PA 800 Plus Empower™
Driver A RATULIA

E: PeRABMES ik C A A SDS-MW Sample Buffer #EATIGIIE.

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BUMTRG
RUO-IDV-05-6935-ZH-C 45/ 66



ffF Waters Empower ™ Software IZATHEM

1 7 Empower™ Software Project %I, Bt File \> New Method \> Instrument Method.
Select Desired Chromatography System XfiHHEF] I

B E.1 Select Desired Chromatography System X}ifAE

Select Desired Chromatography System )4

Fleaze select the chromatographic system which vou would like bo uze to acquire zamples inta this project.

Mate that you may have access to bwo or more systems with the zame Spztemn Mame on different nodes.

Sustem Mame | System Location | Mode M arme | System Comments
Inztrurment 2 Laced ingtrumentz 2 in Dual
Instrument3 Lace? CE3

ak. | Cancel | Help |

2 RREMAARS, RIS oK. BifREs TS PDA KN ASHEAT THIE .
WA T B AR TTIT -

1gG “iFEMAH S AFIE FF PA 800 Plus ISAGE ]
BN RE
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{8 F Waters Empower ™ Software B1THEM

3 ¥ 'H General ET-FrPHISH.

B E.2 1gG HR CONDITIONING X #875EM General &%k

|| Detedorl Time Program I

— Awdliary Data Channels

— Peak Detect Parameters

[~ Voltage Max: IH.D.D kv Peazk Moise Multiplier |2
¥ Current Max: IBDD.D wh Peak Filter Width IQ vI
Power Max: IB_DDD )
™ Pressure —Capillary Settings
[ Cartridge Temperature Capillary Total Length I—Bﬂ.Z em
Capillary Length IZD.D cm
— Trigger Settings
— Temperature
[~ ‘wait For External Trigger
Wait for Temperature Cartridge |25_n C
’7|Wait for Cartridge and Storage Tempemturej SETLECTELE |25'D c
Inlet Trays ~Outlet Trays
Buffer IBG vials vI Buffer IB'E wigls vI
Sample I-lB vials vI Sample I-lB vials vI

RLFIE™E

RUO-IDV-05-6935-ZH-C

1gG AEMABHEES T RAFE AT PA 800 Plus

BN RG
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ffF Waters Empower ™ Software IZATHEM

4 i Detector T, M Detector Type FIFEHIES PDA, SRJ5 X E K.

#: AT 3D ##E, 7 Electropherogram Scan Data H', & Data Rate i%#f On.

K E.3

General |

IgG HR CONDITIONING {X#8/7i£H] Detector %

] Time Program I

Detector Type |PDA ~

Electropherogram Scan Data Filter
[iata Rate 2 | Hz General Pumpose 16-25 ﬂ
Scan Range from |15D to |3DD nm
Electropherogram Channel Data Relays
Relay 1 Relay 2
Data Rate 4 =| Hz Closed - Clozed -
Ref Chi |
Acquire Ref Vi [om]  Bw [om] FrEnes HEnne
Channell W [ 220 10 Wavelength 350 nm
Channel 2 [~ r ,F ,.”}— Bandwidth 10 nm
Channel3 [ [~ |280 10
Absorbance Signal
Peak Detect. [~ [ |250 120
Signal Direct ﬂ

S AR T B A

¥: XT Separate Voltage Pressure FHff CGPIE 5) HE 11, %A 20.

B E.4 TgG HR CONDITIONING %575 ¥:fI [alFE 5

Geneml] Detector  Time Program ]

Time {min) Event Value Duration | Inlet vial Inlet tray Outlet vial | Outlet tray Summary Comments
y o1 20.0ps 10.00min | D1 Bufer D1 Buffer Forward 0.0 0.1 N NaOH rinse to clean capillary suface
2 Rinse Pressure j 20.0psi 5.00 min E1 Buffer E1 Buffer Forward:0:0 0.1 N HClringe to neutralize capillary surface silanol group
3 Rinse Pressure j 200psi 2.00 min F1 Buffer F1 Buffer Forward0;0 Water rinse to remove the acid residue
4 Rinse Pressure j 70.0 psi 1000min | B1 Buffer B1 Buffer Forward0;0 SDS Gel buffer rinse to fill the capillane
5 |000 Separate Voltage Pressure j 15.0kV 1000min  |C1 Buffer c1 Buffer Reverse:5;5imultaneous 0:0 | SDS Gel buffer voltage Separation
6 [10.00 End |
. 7 ~|

E: WRRGAEH mbar {ERNEIIBAL, MHIALLTE S :

o X}F Rinse Pressure HHfF GBI 1. 2 F 3) LS, fA 1379.0.

o X}T Rinse Pressure Hff CGPIE 4) FIET), A 4826.3.

e XfF Separate Voltage Pressure i+ CPIE 5) #E, HiA 1379.0.

g6 SHEMAL ARG AT PA 800 Plus

BUNMMTRS
48/ 66
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{8 F Waters Empower ™ Software B1THEM

0 (RIS I,
a. Hiii File \> Save. Save current Instrument Method X}iGEHEF]IT.
b. 7E Name FE{+Hffi N\ IgG_HR_CONDITIONING.

(Ali%) 7£ Method Comments FEXHHiAN(E R .

W ARG, 7E Password FEETHIN4HIH ) ) Empower™ Software #1419,
SR Hit Save.

AR TR R B Z AT

2 o

T BIEE BT,
B General IR LHISH. ESWKE E. 2.
b. WHE Detector IR FHIZ%L. iHZRIE E. 3.
c. [l TR P s N T B i A

W¥: X T Separate Voltage Pressure FHff CGPIE 9) &1, AN 20,

B E.5 1gG HR SEPARATION A% %875 vERmtfaIFE T

General | Detector Time Program |

Time {min) Event Value Duration | Inlet vial | Inlet tray | Outlet vial | Outlet tray Summary Commerts -]
» 1 70.0psi 300mn |1 Buffer D1 Buffer Forward 2:3 0.1 N NaOH finse to clean capilary suface
2 Rinse Pressure j 70.0psi 1.00 min E1 Buffer E1 Buffer Forward:8:8 0.1 N HCl rinse to neutralize capillary surface silanol group
3 Rinse Pressure j 70.0 psi 1.00 min F1 Buffer F1 Buffer Forward.8:8 Water rinse to remave the acid residue
4 Rinse Pressure ﬂ 700 psi 1000min  |B1 Buffer B1 Buffer Forward ;8 SDS Gel rinse to fill the capillary with SDS gel
5 Wait ﬂ 0.00 Al Buffer Al Buffer 88 Water. clean capillary tip
6 Wat j 0.00 Ad Buffer Ad Buffer 238 Water. clean capillary tip
7 Inject Voltage j 50kV 200s Al Sample List |C1 Buffer Reverse:0:0 inject sample
8 Wait ﬂ 150kV 0.00 B4 Buffer B4 Buffer 28 water. use for dipping to avoid sample cany over
9 (000 Separate Voltage Pressure ﬂ 15.0kV 000min  |C1 Buffer (o] Buffer Reverse;1;Simuttaneous; 8,8 | SDS Gel Separation
10 |5.00 Autozero |
11 3000 Stop Data ~|
12 |30.10 End ~| !
1 x| -1

vE: WRRGEH mbar {ENEJI8AL, WHEIALLFEE:
e XIT Rinse Pressure Hff CPIR 1 3| 4 @k T, A 4826. 3.
o X%IF Separate Voltage Pressure Fff CPIE 9) &1, %A 1379.0.

d. W% B AEN “1gG HR_SEPARATION” .

IoAgEE T g6 SIFEMAH NPT AFE FT PA 800 Plus
BUNMMTRS
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ffF Waters Empower ™ Software IZATHEM

8 Bl A T,

WHE General &I FHS#. WEZSHKE E. 2.
b. XH Detector iEIIF_EHIZH . EZHKE E. 3.
c. IR RIFEFESINT B A 4.

F: XIF Separate Voltage Pressure FHff: GEIE 5) s 47, %N 20,

B E.6 1gG HR SHUTDOWN 13 2877V (it A F2 P

General | Detector  Time Program |

Time (min) Evert Value
2 Rinse Pressure j 50.0 psi
3 Rinse Pressure j 50.0 psi
4 Rinse Pressure j 70.0psi
5 |0.00 Separate Voltage Pressure ﬂ 15.0kV
6 |10.00 Wait |
7 10,00 Lamp OF |
8 |10.00 End |
9 El

Duration | Inlet vial

10.00 min
5.00 min
2.00 min
10.00 min
10.00 min
0.00

D1
El
F1
B1
c1
Al

Inlet tray

Buffer
Buffer
Buffer
Buffer
Buffer
Buffer

Outlet vial | Outlet tray Summary Comments

D1 Buffer Forward:0:0 0.1 N NaOH rinse to clean capilary suface

E1 Buffer Forward:0:0 0.1 N HCl rinse to neutralize capilary suface silanol group
F1 Buffer Forward:0:0 Water inse to remove the acid residue

B1 Buffer Forward:0:0 505 Gel rinse to fill the capillary

1 Buffer Reverse:5:Simultaneous:0:0 | SDS Gel for Separation

Al

Buffer

0:0 STORAGE THE TIPS in water

HE: WRRGAEH mbar MEREIIERAL, MHIALLTE S

o X}T Rinse Pressure Hff CPFR 1 Ml 4) KT, A 4826.3.

e X}T Rinse Pressure Hff CPIE 2 Al 3) LT, fiN 3447. 4,

e XfF Separate Voltage Pressure Hff CPIE 5) HiE71, A 1379.0.

d. HITERAER “1g6 HR SHUTDOWN”

HIE AR TTE

R JTVER) General Al Detector S5m0 #R I VARIMIE .. Hi2&, BRIFEFAFE.

YE: X T Separate Voltage Pressure FHff CGEIE 5) k11, %A 20.

B E.7 TgG HS CONDITIONING 1% %75 ¥Efmt falfe s

General | Detector Time Program |

Time (min} Evert
Rinse Pressure
Rinse Prassure
Rinse Pressure
Rinse Pressure
0.00 Separate Voltage Pressure
10.00 End

- @ e e w =

(23

WValue Duration
=] 200ps 10.00 min
j 200psi 5.00 min
=] 200psi 200 min
| 700psi 10.00 min
=] 150KV 10.00 min
El
=l

Inlet vial

D1
El
F1
EB1
c1

Inlet tray

Buffer
Buffer
Buffer
Buffer
Buffer

Outlet vial | Outlet tray

o1
El
F1
EB1
C1

Buffer
Buffer
Buffer
Buffer
Buffer

Summary Comments
Reverse;0;0 0.1 N NaOH ringe to clean capillary surtace
Reverse:0:0 0.1 N HCl rinse to neutralize capillary surface silanol group
Reverse:0:0 Water rinse to remove the acid residue
Reverse; 0,0 SDS Gel buffer rinse to fill the capillary

MNomal (+);5;Simuttaneous ;0 | SDS Gel Buffer Separation

HE: WRARGAEH mbar {EREITRAL, WA LLTE S
o X}F Rinse Pressure HHfF CGHYE 1. 2 Fl 3) LS, fA 1379.0,

o X}T Rinse Pressure Hff CGPIE 4) L), A 4826.3.

e X%fT Separate Voltage Pressure FHff CGUIE 5) L7, #iA 1379.0.

g6 SHEMAL ARG AT PA 800 Plus

BUNMMTRS
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{8 F Waters Empower ™ Software B1THEM

VE: XIT Separate Voltage Pressure FHff CGEUEE 9) LS, HiAN 20,

B E.8 Wi IgG HS SEPARATION 435275 v: i (el f2 5

General | Detector Time Program |

Time {min} Event Value Duration | Inlet vial Inlet tray | Qutlet vial | Outlet tray Summary Comments =1
1 Rinse Pressure j 700psi 3.00 min D1 Buffer D1 Buffer Reverse:8:8 0.1 N NaCH rinse to clean capillary suface
2 Rinse Pressure j 700psi 1.00 min E1l Buffer E1 Buffer Reverse;2:8 0.1 N HCl rinse to neutralize capillary surface silanol group
3 Rinse Pressure j 700psi 1.00 min F1 Buffer F1 Buffer Reverse;2:8 Water rinse to remove the acid residue
4 Rinse Pressure ﬂ 700psi 10.00min  |B1 Buffer B1 Buffer Reverse;8:8 5D5 Gel rinse to fill the capillary with SDS gel
5 Wait j 0.00 Al Buffer Al Buffer 88 Water clean capillary tip
[ Wait j 000 AL Buffer AL Buffer 88 Water clean capillary tip
7 Inject Voltage ﬂ 5.0kV 200s c1 Buffer AD Sample List | Mormal {+);0;0 inject sample
8 Wait ﬂ 0.00 B4 Buffer B4 Buffer 0:0
g |0.00 Separste Voltage Pressure j 150kV 15.00min  [C1 Buffer c1 Buffer MNormal (+);1;Simultanecus;0;0 | SDS Gel Separation
10 |5.00 Autozero ~|
11 [15.00 Stop Data ~|
12 1500 End ~| -
pe 17 [N = hd

E: WRARGAEH mbar fERNEI8AL, MHEIANCLTE R :
o XIT Rinse Pressure Hff CPIE 1 3| 4 k)1, A 4826. 3.
e X%fT Separate Voltage Pressure FHff CGPIE 9) L7, #iA 1379.0.

V#: XIT Separate Voltage Pressure FHf CGEEE 9) HiE S, HiAN 20,

B E.9 W IgG HS SHUTDOWN %5275 ¥: i el f2 5

Geneml] Detector  Time Program ]

Time {min)

0.00

10.00
10.00
10.00

@ o=@ e e w =

b

Event

Rinse Pressure

Rinse Pressure

Rinse Pressure

Rinse Pressure

Separate Voltage Pressure
Wait

Lamp Cff

End

Walue
| 70.0ps
~| 50008
j 50.0psi
|| 70.0psi
| 1508y

Le Lo L e

Duration
10.00 min

5.00 min
200 min
10.00 min
10.00 min
0.00

Inilet vial
o

El
Fi
EB1
Al
Al

Inlet tray
Buffer

Buffer
Buffer
Buffer
Buffer
Buffer

Outlet vial | Outlet tray
D1 Buffer
El Buffer
Fi Buffer
B1 Buffer
Al Buffer
Al Buffer

Summary

Reverse 0,0

Reverse:0:0

Reverse:0:0

Reverse 0,0

MNormal (+):5;Simuttaneous ;0
0:0

Comments
0.1 N NaOH rinse to clean capillary suface
0.1 N HCl rinse t neutralize capillary suface silanol group
Water rinse to remove the acid residue

5D5 Gel rinse to fil the capillary

Store the tips in water

HE: WRRGAEH mbar {EREITERAL, MHFALLTE R
o XT Rinse Pressure Hff CPIR 1 M1 4) KLy, i 4826.3.
e X}T Rinse Pressure S} CUIE 2 Al 3) LI, AN 3447. 4.
e X%fT Separate Voltage Pressure FHff CGPIE 5) &7, HiA 1379.0.

s yaprsS

2 =7k
e IgG Conditioning JivAE%E
e IgG Separation JyiEfE
e IgG Shutdown J7yk4E

IoAgEE T
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e TR P EAEA AR T . EAIEIX TV, WS Empower™ Sof tware [ B )3T .

1 7 Empower™ Software Project % I1FH, i File \> New Method \> Method Set.

2 EWEAEE No.

Method Set Editor % 417T.

3 {f Instrument Method %3+, i TgG_HR_CONDITIONING. i Z7) AT AL HoAh BE 24

B E.10 Method Set Editor & H

File Edit View Help

E| ={al

E@ Untitled in CIEF-FF-2019\Firdous 2019 on EMPOWER3FR4 as Lisa/Guest - Method Set Editor

g- E Method Set
’_‘L\ Data Channels
-4 Derived Channels
idige Chanrel Sets

Ready

Ingtrument Method [EEE[ERSI=R SR e ] s

Default Processing Method |

Default Repart Method |

Edit
| Edit
| Edit

IEJ

Channel Name

Processing Method

Report Method

Export Method |

PO 30 Blank Subtraction |

[ Sawe PDA Extracted Channels

-

4 AT

a. Hiidi File \> Save LAfTJT Save current method set XJiHAE.
b. f£ Name FFEH#ii\ IgG HR Conditioning.

2 o

SRJG i Save.

(A[ik) 7£ Method Comments FEXHHIANA(ZE &,
MR RS H R, fF Password FEEPHIANYEIH K Empower™ Software 244,

g6 SHEMAL ARG AT PA 800 Plus

BUNMMTRS
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B E.11 Save current method set XJiFHE

Save current method set >
Mames:
1119219 ~
CIEF
clEF GPC

CIEF_UY_CONDITIOMING

ECE_CIEF_U_CONDITIOMIMG

ECE_CIEF_UY_SEPARATION

ECE_CIEF_UV_SHUTDOW

FAST GLYCAN_conditioning

FAST GLYCAM_SHUTDOWN v

CHLLARMEN CEmA M A TIOR

Mame: {lgG HR Conditioning

tethad Comments:

Save | Cancel Help

JTEGEN DRAF B E AT T H

S EENTEELL @R .
a. {F Instrument Method %|ZR A%+ IgG_HR_SEPARATION DL/ 7771k,
BiZ T RN “1gG Separation” .
b. 7F Instrument Method %137 i%+¥% TeG HR SHUTDOWN LA ZE & 771,
Bz kB AR N “1g6 Shutdown”

Fic B A A 2 A LR

Empower™ Software ¥ it Hl 1A ZMAFEE R 1 R Gt EAE e, & id )y i

B Empower™ Software.

VUL T g6 SIFEMAH NPT AFE FT PA 800 Plus
BHDT ARG
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1 7 Empower™ Software [f] Run Samples % IH, Bt Edit \> Plates.
Define Plates for Sample Set Method XiHHEFT JT .

B E.12 Define Plates for Sample Set Method XfiHHE

Define Plates For Sample Set Method >
[~ 2790 Layout Create Mew Flate Type | |
1‘3- Plate Type Name Plate Layout Position

QK | Cancel Help

E: MRZIEER LR AR EE, 75 2790 Layout SiEHE.

2 TR, WEZMHIN DA,
a. i Plate Type Name H.JGH#%, #R/5i1%+%F PA 800 Plus Buffer Trayo

¥E: R PA 800 Plus Buffer Tray HiJc, WIRIHERARE X HIFLELARE T4

152 (PA 800 Plus Empower™ Driver FHF'#EHEI) o

XTTERESE B, Won LA B DA R AL e 7 i X 4
b. il Plate Layout Position EATCKE, ZRJGHIA BI.

e, i T (BEREs TR ) LIS e o R R

g6 SHEMAL ARG AT PA 800 Plus
BUNMMTRS
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B E.13 & LGN DR 5

Define Plates For Sample Set Method X
I Create Mew Plate Type | Clear Plates | Plate Sequencing Mode _._.' ‘ 5 IT] m ‘
l_. L - L
Ij Plate Type Name Plate Layout Positizn

— - EOEHEHEHE

900000
EHEHEE
CIEIEEIEC
900000,
900000
@EEEEE

ak. | Cancel | Help | Inject Standards J |

3 EESE 2 UAE TR B 4. H Plate Layout Position i\ BO.

4 fEE=Arh, WEBSANTR.

a. Hili Plate Type Name FRLJCHS, SRJGIEFFIEHIIFLIRZSEAY: PA 800 Plus Sample Tray
o, PA 800 Plus 96 Well Sample Tray.

b. H.il Plate Layout Position EATCKE, ZRIGHIAN SI.

o, i T (BEREs TR ) LIS e o R R

S BEELW 4 LESITH BN H O$E8. ¥ Plate Layout Position A\ SO.

IoAgEE T g6 SIFEMAH NPT AFE FT PA 800 Plus
BUNMMTRS
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B E. 14 E XA ARCERZ A

Define Plates For Sample Set Method x
I Create New Plate Type | Clear Plates | Plate Sequencing Mode _._" 5 TIT I_U
Pl I - .

E Plate Type Name Plate Layout Position

1 | PAB00 PLUS Buffer B1

2 | PABO0 PLUS Buffer BO

Qe — OOOOOO

ak | Cancel Help Inject Standards J

6 il oK CRAFHE ISP,

QAR W T IR IBAT AR

1 7F Empower™ #fF Project & HH, i File \> New Method \> Sample Set Method.
New Sample Set Method Wizard #T7F.

2 #15 Use the Sample Set Method Editor instead of the wizard, #RJ5EEG Next.

1gG AEMABHEES AN E AT PA 800 Plus

BUNMMTRS
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TR

B E.15 New Sample Set Method Wizard

Mew Sample Set Method Wizard - Untitled *

There are three ways you can create a sample set
method :

1) Manually create the new sample set method by
defining sample and standard sequencing, specifying
a method set, identifiying standards and samples, and
50 On.

2) Create a new sample set method using an existing
sample set method template. This is the quickest way to
create a sample set method.

3) Use the Sample Set Method Editor to define the
sample set method.

" Create a sample set method using this wizard
" |Use an existing sample sst method template

& Use the Sample Set Method Editor instead of the
wizard

Mext > Cancel Help

FEEL TR AT T

3 WEESAITE.

T —1T%, M Method Set/Report or Export Method FE.7GHS 1%+ IgG HR Conditioning.
b. 7EH 2 #| 17 47, M Method Set/Report or Export Method B GAZHIEFE IgG HR

Separation.,

5 18 47, M Method Set/Report or Export Method B GA%H1i%EFE IgG HR Shutdown.
d. FIEERPLFREE. ESRE E 1. HA7BOUE HBOAE .
£ E1 FERHEFERLIETE

AR iR

Plate/Well FERIERE mMFER P AL E .

# of Injs FE it FRBERE L

SampleName FE SR I FR

Run Time BAT I RF SR ],

(Minutes)
HEE: WRHIERNSGR. BRS/THEX TS TS5 KR
1%3%?%%@%[@ WRBITHIAERE, RSN NETF TR
= 1T

TEFER T eI A5

¥E: Level FlI Reference Level AIfE KT NN .

VA L]

RUO-IDV-05-6935-ZH-C

1gG AEMABHEES T RAFE AT PA 800 Plus
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B E. 16 FEMAE A

Inj Method Seat/ Run
1} Platenfell | Vol ?I'IE: Label | SampleName Function Report or Processing Time:
{uL} Export Method (Minutes)
1 |BlAA 10.0 1 Conditioning | Inject Samples IgG HR Condttioning Narmal 10,00
2 |5kAan 10.0 1150101 (1gG STD Inject Standards 153G HR Separation Narmal 30.00
3 |skAzZ 10.0 1Ud101 [ SAMPLE Inject Samples 153G HR Separation Narmal 30.00
4 |5LA3 10.0 1Ud102 [ SANMPLEZ Inject Samples 153G HR Separation Narmal 30.00
5 |SkA4 10.0 1U0103 [SANMPLEZ Inject Samples 153G HR Separation Narmal 30.00
6 |SLAS 10.0 1|Ud104 [ SAMPLE4 Inject Samples 153G HR Separation Narmal 30.00
7 |skAas 10.0 1UD105 [ SANMPLES Inject Samples 153G HR Separation Narmal 30.00
& |SkAT 10.0 1|UD106 | SANMPLES Inject Samples 153G HR Separation Narmal 30.00
8 |skAas 10.0 1 U107 | SAMPLET Inject Samples 153G HR Separation Narmal 30.00
10 | 5I1:B,1 10.0 1 U008 | SANMPLES Inject Samples 153G HR Separation Narmal 30.00
11 |s1B,2 10.0 1UD109 | SANMPLES Inject Samples 153G HR Separation Narmal 30.00
12 | 51B,3 10.0 1 U010 (SAMPLETD Inject Samples 153G HR Separation Narmal 30.00
13 | SIB 4 10.0 1Ud111 [SAMPLEN Inject Samples 153G HR Separation Narmal 30.00
14 | S1B 4 10.0 1Ud12 [SAMPLEN Inject Samples 153G HR Separation Narmal 30.00
15 | SIB 6 10.0 1U0113 [SAMPLET13 Inject Samples 153G HR Separation Narmal 30.00
16 | S1.B,7 10.0 1(Ud114 [SAMPLE14 Inject Samples 153G HR Separation Narmal 30.00
17 | s1B,28 10.0 1U011S [SAMPLE1S Inject Samples 153G HR Separation Narmal 30.00
18 | S8I1.C,1 10.0 1U0118E | SAMPLE1S Inject Samples 153G HR Separation Narmal 30.00
19 | sLC,2 10.0 1 U7 | SAMPLETT Inject Samples 153G HR Separation Narmal 30.00
20 | 51C,3 10.0 1{Ud118 [SAMPLE1S Inject Samples 153G HR Separation Narmal 30.00
21 |81C 4 10.0 1U011S [ SAMPLE1S Inject Samples 153G HR Separation Narmal 30.00
22 |5LCs 10.0 1 U120 | SAMPLEZOD Inject Samples 153G HR Separation Narmal 30.00
23 |8ICE 10.0 1Ud21 [ SAMPLE2 Inject Samples 153G HR Separation Narmal 30.00
24 | 5LCT 10.0 1(U0122 | SAMPLEZZ | Inject Samples 153G HR Separation Mormal 30.00
25 | 8LC,8 10.0 1UMZ3 | SANMPLEZ3 Inject Samples 153G HR Separation Narmal 30.00
26 | BlA 1 10.0 1 SAMPLEZ3  |Inject Samples 153G HR Shutdown Mormal 10.00
4 (RAZRESNL I
a. Hifi File \> Save.
Save current sample set method XJ1HHEFTIT .
b. fF Name FEX %N\ IgG Sample Set Method.
c. (AJiE) 7F Method Comments FEXTFHIANAE R .
d. WE RGN, £ Password FEXTHIALHEIH 1 Empower™ Software ZiH,
SRJEH Save.
TIEERRAE R A HT I .
IgG AEMAH S EAM&E AT PA 800 Plus Nz

BT RA
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5 B Tools \> Run Samples.

B E.17 Select Desired Chromatography System XfififE

Select Desired Chromatography System >

Pleaze zelect the chramatagraphic sustem which you waould like b0 use b acquire zamples inka this project.

Mate that you may have access to bwo or more zpstems with the same Soztern Mame on different nodes.

Spstem Mamne | Spstern Location | MNode Marne | Swstern Comments |
Ingtrument 2 Lace3 ingtrumentz 2 in Dual
Instrument3 LaceZ CE3

] 4 | Cancel | Help |

60 EFEEMHMNAS, ARG8T oK. B C A PDA ST TS .
Run Samples & ¥ 7F.

7 s Y| s .
Load Samples XfifiHEFT IF

8 B Load using a previously created sample set method, #R)5EL; OK.

Kl E.18 Load Samples XfiftE

Load Samples *
How would pou like to load vour sample information™?
(% |oad using a previously created sample set method
" Use the sample set wizard
" Finish an interupted sample set
" Re-inject zamples from a previously mn sample set
" Make single injections
Ok | Cancel Help
IR IgG ARSI AFE T PA 800 Plus
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B E.19 Open an existing sample set method XFiFAE

Open an existing sample set method *

Mames:

CIEF UV separation
CIEF U conditioning
Fast Glycan

lgG FDA, all three

lgG FDA conditioning
lgG FDA HR S eparation
lgG PDA Separation
lgG Sample Set Method

M ame:

Open | Cancel Help

9 I H R A 1g6 Sample Set Method, #R)5 H#itli Open.
Ykt T EAE Samples iETRH T

10 # Empower™ Software Project & L, Ml @ (FFis) » FERETTE.
fEiz Tk RE, Sample Set Method & AR IEAE REE FIFE fb AT I SCAR BoR N 4L

11 7Esgfridferh, ATHhT LA F 1

G bt @ i v s,
o BFE A HRAE .
MIBATEE RIS, Sample Set Method & I FTA 4T H I SCAR AR Bos Ao

A SRS

1 #7JF PA 800 Plus Empower™ Driver DVD L [fJ Methods CA43%.

2 7F Empower ™ Software Pro Interface % 11, ¥t Browse Projects, Fi B /@ 4T H,
X5 Bl 0K

1gG AEMABHEES AN E AT PA 800 Plus IvAziEi=1=]
BN RE
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B E.20 Empower™ Software Pro Interface % [

Empower on EMPOWER3FR4 as Lisa/Guest — *

@ Configure the System

Perform administrative tasks in configuration manager.

€ Run Samples
Select Project and Chromatographic systems to acquire data.

[o Browse Projects

View and select Project to open. J

@ Logout @ Login new user

Project & ¥ JT .

3 il Methods JETE.

4 7F Windows 5 b, i Methods SCHFIe (A min SCHF, SRJEHHIEZNF] Project
&I,
AR BN IN BT , A GAT A HoAh 5 vE IR AT g AR RN I B 5 iR 2

IVAEET) 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG
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SCIEX:

The Power of Precision

1gG AEMABHEES AN E AT PA 800 Plus MR
BHMTRG
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(EAAWITR ST

BIRRATHAS, A51967AA, 2009 4 4 H
32 Karat™ Software 9.1 fix

PA 800 plus ¥ 1.1 hR

PA 800 plus [Ef 9.0 W&

BIRIEIT, A51967AB, 2009 4E 12 A
BT A k.

EIRIBIT, AB1967AC, 2011 4E 2 H
32 Karat™ Software 9.1 JRAMT

PA 800 plus fF 1.1 FRANT

PA 800 plus [EfF 9.2 fR

Bl T K E ARG

HEZWRIBIT, A51967AD, 2014 4E 1 A
ST A3 B 2

EIRABIT, RUO-IDV-05-6935-A, 2018 4E 4 H
B4, N T HR . B TIE RN MR T emT, W T KRG E M LN ER
PR, KOIE R )y PA 800 Plus MM IR N 7 A EW S B 5.

ERIRBIT, RUO-IDV-05-6935-B, 2020 4F 4 H

N T B . R TIEENAS . Al “TRN7 BEHOh “HEIR” o BT “PAragiaimas” o«
i RaEmBYE” « BT “ONEMFH” o bR CBYETEE AL i “tEER
RMEAEGH TG, T “HE” M. #inT “ffH Waters Empower™ Software IZ1TAfEd”
k. #InT “BRR]EAT” S

EAWBIT, RUO-IDV-05-6935-C, 2020 4E 7 H

R TIEENE. B TR R T Mk A, “BEVREE” . 8N T s C, “Low pH SDS
Sample Buffer” , GFEFESLFISVEE . N T3 D, “Low pH Phosphate SDS Sample
Buffer” . BH T “BERIAT”

ARG T B RO A AN 1, DLRAT AR B I Ja SERRCA o 0 R Ja SR B R A A
Fa {5 BN, RAE SCIEX Wl FRATASE R T ARCAR . I 1 AR SR 2, 15 #2 3] sciex. com
I N BB A AR R -

AR 1gG ZiFERMAH A, TRFE T PA 800 Plus
BN RE
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5

o JtZEHIX: NA. CustomerTraining@sciex. com

e NKM: Europe.CustomerTraining@sciex. com

o TERKEA 5Ab3EZ AMEVI A sciex. com/education FRENELRIE R,
TELREE S b
e SCIEX University™

M store. sciex. com FELEEHIIII SCIEX #E#4. SRILITH, (EAMRM 1T E0H N B BT B rp iy
k5. SCIEX fELLpiIE H TR SEMER T, (HERREY KEHAES . W T HAb
E %, ERAR SN SCIEX K.

SCIEX > #F

SCIEX B HARRAE A BRVE Fl N WA id RGEFF IR S AR L 5 ABATTRT LLAR S 22 Gt 1) el ]
RE LT EOR P . VERBE VT IR SCIEX Ml sciex. com BGH NiA T iz —BR AR A

e sciex.com/contact-us

e sciex.com/request—support

MFHEE 1gG AEMABHEES T RAFE AT PA 800 Plus
BHMTRG

RUO-IDV-05-6935-ZH-C 65/ 66


https://sciex.com/education
https://training.sciex.com
https://training.sciex.com
https://training.sciex.com
https://store.sciex.com
https://store.sciex.com
https://sciex.com
https://sciex.com/contact-us
https://sciex.com/request-support

BRARBA

BE:Fses

< SCIEX P2tk 24485, 1 UiIA sciex. com/productsecuritys

A

A R AR 1A SRS U RS SRS (¥ BT A S T RRAS

BEE AR TRA, 5% Adobe Acrobat Reader. T FN#E&BTAA, &3
https://get. adobe. com/reader.

AR 5 OCRY, 15 S B B BE B R A S AT 150 B B 22 25 e P
ER RS CR, E S RGN BER % S 5% DVD.
BH A B SCRY AT M SCTEX Wil B 3R45, k.

sciex. com/customer—documents,

E: W R RIS ENRI A, 5B sciex. com/contact—us.

1gG AEMABHEES AN E AT PA 800 Plus
BN RE

IoAgEE 1]
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