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clEF {7 &

BAR . #l46 CIEF 447 FIJFE A 74 75 0 £ RN LA 4 T SCIEX 3548

AR T {5 Bh pl % 577 PA 800 Plus Pharmaceutical Analysis 1 UV 2% k47 2
JRAYEIULRE . B EEAE T {F FH PA 800 Plus #f1-F1 Waters Empower™ 3 (FR4) % 1Fidk 174k
KA AHE S T B

i FH R P RE i 7 T A R v e AR 22, Bl REm Ia) L s SRR A B AR S
H, UGS EHERRERM.

TR ARRG LMY, WSRE: (REMEER) .

VR s FNEUE HiE T Operational Qualification #4777 % %€ 1Y) PA 800 Plus Pharmaceutical
Analysis 5¢ % clEF 7 #f7 .

E7qc oylis

KT ZE B RANRF MG B, 1EZ WM sciex.com/tech-regulatory 3k 153122 & 5 &
(SDS). aZIENEAAESL I E 22 MG RTAHFWRELR, ESHUTET: FEYRE
% o

T 38

EMESHRE (CIEF) L fEsrit = H .

ERly

ClEF 7 I BAEWNADIR: REMB . RETEBME LIV pH B . 3h i faFEAMN pH
BEEER IR B . 1 clEF MBIt ia 2 Ja, BATIE TRieAs, XREMIERMR. e
Ay pl AR EMIMPTRIE R AR EY) . REWIE, BAE IR NI, 7 ImiRA
AR AR . 4% TR, RGETANE PIIIN T . Sl A BAE R BRI 51 A K& 2= T
MR SINE AR 7RI pH BB o P BR AR E 77 ) B4 A B AR IR o BAAR AR € 7135
FEBME WM, AL P R o AT E 1 R AS SR ERAE BN L S A T 2 8] Bk
e sE 1A B AT RS, BHARAR R 770 ) B A A PRARMIE RS . BIARAS E IR 7 B4 E
UM, TG A 75 79 P AR 6 1 R A SR AR AE A B 1 2 i

AN, 2 fEBAE IR pH B, SRR 4G BNt Seffeatt, AR A A )
WARLELEAL R & o MDA R AR, BH S REE R P BIFEAE . e8] SO R A il 21K
EIFMIERY] pH B REAE e, RN AL, LUERR pH B,

1 Cruzado-Park, I. D., Mack, S., and Ratnayake, C. K., Application Information Bulletin A-11634A:
Identification of System Parameters Critical for High Performance clEF, Beckman Coulter, Inc., Fullerton,
CA, 2008.

2 Hjerten, S., Liao, J. L., and Yao, K. Q., J Chromatogr, Volume 387, pp 127, 1987.

A EEGE] EYNEF LI (cIEF) iIk77& i&H T PA 800 Plus
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clEF {57 &

% 6 6 7B ) R AU RE A AL

60 -

50 -
S 40 -
2 30 -

10 |

Concentration, Conductivity,

4 6 8 10 12
Position in Capillary (mm)

FEFC R pH BREZ IR, B4 AR 30 63 DS I pl AR EWIA > B R A RAEA . K77,
H BB Gy R T pH BEEERS LA TN T 1 . AfE R TR R P LB . TR A
5 ABORHARREAEBANE W™ AR it ARS) T St R S BOE A2 vE . ] 4
BRAE A EE) SR 34 BIFIRE) GOB IR, 8 S IR s AU B i 1A~ 8 SR
BERER. ROk, EEBRMEMMBMAHRE. E3)Rdfd, KEEE TN BIHE I BAR AR
SN, T CTRARE T IR G . BItk, pH AR ABRE RS E SRR, 728 AR IE
FLAT I 170 BF AR E 2 I AGHIN 1) 8 1 AR A o

FEB) GOD IR, BAE I 1S AT B R K FLA2 B A AL 23 iR AL, SRR RS
BAE PN . FEAEH QB H3h Bd R, KEEE T NEBHE MRS, T4
RETARMGIN . Z53, pH B WBRIER € BIRRTE, H v EIEder. SRS
A T 1 I R B AR A% I R B2 AR A

ClEF AL IIFE 280 nm AbSAAT, DR i PR HLMR B AE IR I AR ) UV IR LR . 7% v B 7
PRI T R R . © PR D T E R IAA] clEF #1770 8. ©

TER: AN 45 Ciliid PA 800 Plus Pharmaceutical Analysis % 4t 56 1IF
RAEFE X
pl Oy TN B I A ) pH . L pHE R, FUREST R T IE AT B

PIVE AR (R AR B 5 R P AT el P 56 AT LA A1 R L pl (B O PR RS T (1021 PP
Jii fif J I T1E clEF "Ry pH BAEE

FHAR AR TRCEERAR Crf IRV AR MIBRVEVS . FRAR HL VR pH BT REAS Bl FH Y
i3 EREER T

FARR AR TRCERAR O SO (AR ) OBRE S . AR R pH B R AS i FH Y
i3 P LR

w

Manabe, T., Miyamoto, H., and lwasaki, A., Electrophoresis, Volume 18, pp 92, 1997.

Application Information Bulletin A-12015A: A Robust clEF Method: Intermediate Precision for the pH 5-7
Range, Beckman Coulter, Inc., Fullerton, CA, 2008.

Mack, S., Cruzado-Park, I. D., and Ratnayake, C. K., Application Information Bulletin A-12026A: High
Resolution clEF of Therapeutic Monoclonal Antibodies: A Platform Method Covering pH 4-10, Beckman
Coulter, Inc., Fullerton, CA, 2008.

6 Mack, S., Cruzado-Park, I. D., Chapman, J., Ratnayake, C., and Vigh, G., Electrophoresis, VVolume 30, pp
4049, 2009.
BANE G R (cIEF) il & & H T PA 800 Plus 6 P
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
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FARARE  pl AE KT W P R AR S (B /N B AR P pH B R 3o 1o ARG R 771 T

il TEBYNE AN & 2 e, AEREAS AT R AR BN B O AR AR
H AR A R 13 FH T 5 KBRS i/ B AR MU P pH B EE SR, 70 3 A< A BB 5 K
.

FRARARRE  pl /N T W AR (ELK - BRAR A pH AL e L 33 1. BRARARE 7T T B

il RBR BRI BHAR AN K] pH SRS, A8 e KA, (RN s L SRR R A W0
RIFEALR R -

P 5 2 5 PR

VR 0T B BT W S A sy, AN ENT IR 5 & T SR A .

% 1 T PA 800 Plus [ clEF X7 £: (PN A80976)

Hor B HHT T
PP, 50 um 4% x 45 cm 1 47441
CE Grade Water (140 mL) 1 C48034
clEF gel 100 mL 477497
clEF Peptide Marker Kit (pl 4.1, pl 5.5, pl 7.0, pl 1 A58481
9.5, pl 10.00 (5% 140 yL>
BRI (SLS) 6 mL 608082
% 2 5k H SCIEX (1) H At
415y it e
(Aik) eCap Tris Buffer (50 mM, pH 8) (100 mL) 1 477427
BMERE, o 1 144738
JEJ6 R, 280 nm, 5 UV kil 2L A 1 144439
3, 200 L 100 144709
WA, WE 100 A62250
18 FH 100 A62251

R 3 HAt 0 75 15X SO A
Eitipa VAL a7

(H[i%) MicroCon-10 kDa B0 il 625 #, & Ultracel-10 | MilliporeSigma | MRCPRTO010
i

(A[iE) HTIRE 19G RAEH M (EEZ ) 1445550
MR IR Sigma-Aldrich A5006
KR Sigma-Aldrich A6283

48 7 BANE G R (clEF) 7% EH T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %4;
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clEF {57 &

3 HAtan 75wl U i (48)

i3 (IVAE] PR
v AC110
WM LR Sigma-Aldrich 220000
Joi i 1-2045
Pharmalyte pH 3-10 carrier ampholytes Cytiva 17-0456-01
1R, 85% Sigma-Aldrich 345245
S EALEN (NaOH), 1 M Fisher S$S266-1
JRZ Sigma-Aldrich U0631
GE Healthcare 17-1319-01

f A7 2 AT
PERE T OB AR AE 2 0, VB BB 4 UL.

« B, # clEF ikbr BRI S AAAE -35 °C £ -15 °C 5#F T
o WEI5, 7/ 2°C & 8°C &M 1
* CIEF gel
o B4
o URBE, WP (SLS) fEfE1E -20 °C %11
« UgF)5, ¥ CE Grade Water i f77E iR 1 T o
B PR A P A
B TE, #ERTBRERETRTE
- P HE
« SRR
o HRRIRE O
o ELOHL (ERFESE D FIRE RO
o BERIEGA
o FEIR AR AAE R Sk o
o B
o RMEESEE, 10mL
o VESASUEEL, 5 um fL4E
« VESTARUERL, 0.2 pm LA
« &N, 10 mL F1 50 mL

EYHE S IR (CIEF) iIX77)& 1&H T PA 800 Plus L H 48 F
Pharmaceutical Analysis 4t RUO-IDV-05-5862-ZH-E
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clEF {57 &

o — ¥Rl Falcon %, 10 mL f1 50 mL (B [F%5 )
o OHTRF
o R

I
LA 280 nm BEE R UV ALIES .
Fir i R & e B4

Nl AERIERREE R . WERBANE S clEF BGR& &M, WAZRF B8 M T HAl
F1ig o ARSI A ASSR Y o] e S B A . ARRF A S BEA R .

FELME F A (PN 144738) A1 50 um P42 x 67 cm HEBAE (PN 477441). B4 U0
BB R A KE RN 30.2 cm, 43K E RN 20 cm.

e EANE AR,
JTiEAE A

TERS: AT 1% PA 800 Plus %45 PA 800 Plus #1 32 Karat B3 . Wi £ 4;
¥ 5 Empower™ A4S, MIHVEAAAEARIE . 24 H Waters Empower™ HA4HZ1TREAS

R THENFR 8 CBEAT SR AR ORI G . BT 5 iE AP Z1BE 32 Karat i 10.3 BUE A
TR R TAE B AT ARS8, Hir kARSIl ) sciex.com .

M sciex.com/products/methods &7 1EMFF . X L7558 7 51 AT {4 F 32 Karat %t F
. BEZE LT EN: 5.

B iR AE S PA 800 Plus #5#18%: C:\32Karat\projects\cIEF\Method.

B HRAFR]: C:\32Karat\projects\cIEF\Sequence.

FERAGIY, FEITTEAFSIE A SCIEX W3R AS

« ik
« CcIEF Conditioning - PA 800 plus V2.met: FEE M2 BT B41E .
e CIEF Separation - PA 800 plus V2.met: 4T clEF 435,

« CIEF Shutdown - PA 800 plus V2.met: fE/FHIERBEHEME, HxMt
o

s cIEFSequence - PA 800 plus V2.seq: HEFFFIE.

A EEGE] EYHEF LI (cIEF) ik77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF {57 &

il % 1T
114 BIBZ AL (200 mM B2

N o o bk o Ddhd =

)3t 1 1K) 50 mL 25 &5 A 30 mL CE Grade Water
25 BN 685 UL 85% MR »

BN CE Grade Water, {# 5 4&#4 50 mL.
PREA R IREA NEY.

¥ BAAR FL AR EE F2 22 50 mL WIRHRA

FAREPRICN Anolyte, SRJEICRH]& H Y.

WRATTE 2 °C & 8 °C %M T itfim = 1 MH.

il 25 B AR FLFR (300 mM &AL AL AN

—

N o o bk~ ooDN

)y 14 ) 50 mL 2 & A 30 mL CE Grade Water.
2SN 15 mL 1 M ZE 4.

A N\ CE Grade Water, {# 5 4&#14 50 mL.
PRPEA B LR & WA .

Y BN HL AR EE F2 22 50 mL SRR

B EFRIC N catholyte, ZRJE1C3H4 H A,
WRRT{E 2°C & 8 °C & it % 1 M H.

il %A 3 5157 (350 mM 218D

—

N o o bk oDd

[y 4 1) 50 mL &+ A 30 mL CE Grade Water.

Iz RN 1.0 mL K2R .

25 2= F N CE Grade Water, #4481 50 mL.
PRPEAS B LR & WA -

¥ QBRI FEFE 2 50 mL BIRHAE .

B EFRIC N Chemical Mobilizer, RJEicl4 H.
WHWATIE 2 °C & 8 °C M4 TMigfi &%z 1 1M H-

il & AR AR E ) (500 mM A5 28D

—

S

TR PRREL 0.87 g MR, ARG HEBBNE T 10 mL A&+ .
25 & i\ 8 mL CE Grade Water.

WA, BEFTA BTG

25 B F i\ CE Grade Water, {#E44F5 10 mL.

EYHE S IR (cIEF) iIX77)& & H T PA 800 Plus 2 H 48 F
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
12/59



clEF i5f| &

5. KRR E 10 mL PRHERRE .

6. HREHC N Cathodic Stabilizer, FHic=#l&HY.
7. VEWRITE 2°C % 8 °C % AMF Fi#tfF&R% 1 MH.

] & BHA AR 275 (200 mM V& 2R
TR PRREL 0.27 g WK = 288, SN IR R 10 mL .
) 25 B F i\ 8 mL CE Grade Water.

PRI, BEEPTE EAREE.

[ 25 B F i\ CE Grade Water, & 445 10 mL.
B 2 10 mL SRR

K HRic N Anodic Stabilizer, ZRJFiCTHI&HY.
BRI E 7 K.

fil % JR 2% -cIEF 2

N o O bk wbh =

1. FREX 2.252 g JRZ&, REHHERE] 10 mL HEIHRT

2. mAERMFEMA 7 mL clEF gel.

3. [FHIERIEA SR A EMIRESG 2/ 15 2%, B2 A FEAYI S -

4. [EEMABIN clEF gel, fHEAFN 10 mL.

5. BRI IR CIRAHE

6. fHEH 10 mL — kMR S 33 E 1T 5.0 um J3 5 25 P8 BT VAR, AR E R I BE IS BT IR
FEZHT 10 mL BRI E H .

7. BIAERRICN 3.75 M Urea-cIEF Gel, ZAJEic 34 HIH.

8. VAVNAI{E 2°C & 8°C &M MEERZ 7 K.

GHIESS N

TERS B AR IAR S S B AN AR 50 mM. T IgG RBEAS, B g2 B BNk ER g2 b7,
HSRLLT &Y $UTSE P E .

ﬁt_;,iéﬁﬁﬁzﬁﬂ pl B A IFEA D pl brd, UABOR pH BAEENZRTE, FrfE B AR AR
p °

i % clEF #£A, 7F 0.5 mL B0 rhiR & BL R

* 200 mL JR#E-cIEF Hf

+ 12.0 mL Pharmalyte pH 3-10 #5425 4: e fif Jii

* 20.0 mL WItRAa e

2.0 mL PHARARE

A EEGE] EYHEF LI (cIEF) iIk77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF {57 &

+ 4 pl FREMIE 2.0 mL
il £ 22 I FEAS B B B ARVA
IR RE AR IR T RER S B R, VU E A T2 BRI & IR A, FR R

T/ Pharmalyte pH 3-10 #AAPIE RIS AT ZFEARRS, #I&TREDIFHIHE: &
4.

ERAER TN R AR . B WA SR, AR R LA A R
RJFICRE R RIEFE, M pl b BVl @M AR S Ha sl bx pl Ar 54 W25
Tk K4,

#1144 clEF FEA
1. HE R
a. RS R AR A T AR B A SR
% 4 B 2 I REARRT R CIEF FR 4

A BOFEARRARI | FEARE SRR (mL)
(mL)

3.75 M Jx &-clEF ¥t 200 x +1=

5

Pharmalyte pH 3-10 12 x +1=

E2 LN N

FH A A e 77 20 x +1=

FH AR AR E 7 2 x +1=

pl #5:E4 10.0 2 x +1=

pl #5EH 9.5 2 x +1=

pl br&EW) 5.5 2 x +1=

pl brEY) 4.1 2 x +1=

b. AEAWERRE G &K EIREMIRG 156 £, SRJE 6B OHUIRFEAT B OUtiE. K EiR
EMEAFAE 2 °C 2 8 °C KA, BEREHIN EFE.

2. JRE 240 uL ) clEF TR &Y 54 50 ug £ 100 ug HEARIREA, R FES] 10
ML

3. MR A SRS clEF FEA (RREGWSEARD 30 £, ReH 6 AR E LyLE
3,500 g % F T ek 3 7 dt, LABR EARMTULIEY .
KT clEF FEATMMIAER, SRR & AL,

& R ILRE 196G S i A

ke T & HEAR, XAl IgG FrEREA T AT S E e

EYHE S IR (CIEF) iIX77)& 1&H T PA 800 Plus L H 48 Fe
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
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clEF {57 &

1. WBljE, $19F 1I9G i, ARG THEH A 400 uL CE Grade Water.
2. REHFSHPRYIE, ERVEBRGEY] .

PETRY N TG AR VR-IRER, 4% 10 L S840 (RH=S T 50 pg) » JRIEHLHAAAE 35 °C
£ 15 °C M. il QS %

3. fH IR & %R 240 pL clEF RG-S 10 uL K% 19G £ 0.5 mL i &.0E HiRE
30 0, RJEMH & AR A OLLE 3,500 g A5 ek 3 208, LABREARMUTED .
KT 19G ZHEMEAMAINES, IES LT ET: REFEAITE.

7% PA 800 Plus R4

AT 2P % PA 800 Plus 54t LUR A HUE .

K5I E 248 2 1L 22061 .

2 3% UV kil 2%

1. XM PA 800 Plus £%t, #AJG%%% UV KLllZ:. SR : (RG4E18r) .

2. JFRARS, LIHELD 30 5.

ER(EE-JEBR

Nl IER R GUER . ZRIERHI RAE . SIS T BE mAR DB b B RN
FIREIE B E BN AR . R 2 B R

R B AN FTHET . BAE RN OB, B 5 AL A R - W0/ VR
B, WSRO (RGP IR .

JREFE-CIEF AT e /A, A e I RIE S SR RE R g .
TIRRE
1. W REMFEHRE.

Ve WAAR1E ) 100 mm x 200 mm /NLiFEAT clEF K&l

B R & TR A 2R T B

NS B BN R, SR 5 9 AR IAE 783 CE Grade Water JF 56 45 WA €68 3 55 10
8 R,

4. 1E PA 800 Plus &4 dkk&., SR (RGP 45E) .
5. P& HITHR

PRI
@ ol 47 ML dh AR A FF 2 RO D) B RE VA (SLS) 022 2. WL T
hil

@ N

: AEMFRER.
A EEE] EYHEE LI (CIEF) ik & i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF {57 &

N BRI RGHIR . PR AR IR = VI 758 1.8 mL, 535k, U120 oM il
LAY 1.8 mL, WP AT 1.8 mL, WRTRE BRI R 48

1.

RAE BT R R, AN 1.6 mL 17, REAE MRS LEOEARSE. xT
B8 £ 20 iFfA (WIREEFA) WG sIalr, HEFLLUN ST

o 1/NEAIE, & 1.5 mL #FEAW, T SLS i E

TRE: G R R EA SR AT 8 4, K PCR ALMAG A T SLS il I,
FHnyE 100 pL ) SLS. X FERI B IEFE/MEAIZAT IR 9% SLS.

1ANEA, & 1.6 mL ISR, HT AALE

14 MBI, %% 1.5 mL CE Grade Water, ffl T Water fii &

o A ANEA, & 1.5mL clEF gel, HT Gel L&

NMEA, & 1.5 mL Bk, M T CALE

AN, & 1.5 mL A3 055, HT CM ALE

o 9 /MEMIM, %% 1.0 mL CE Grade Water, FF H H12 ph5 G4 i) Waste A2 B

7 38 AN e

Ox—1

-_ =

R HTBAE G2 pPAIFERE T

VERE: R T, 3 5 ATANER 6 AT G TR AR AR T ik B 1 AT T AR
T AR T HIRIZ T W T 11 2 20 Rig4T, TR 2 AT EE A 1
i, FovriRoRIZ AT 8RN 20,

B0 E LR EE (clEF) {57 & & H T PA 800 Plus L H 48 F
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
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clEF {7t &

VERE: AEART R, T HERER R SRR T T % 20 YOZAT

PR, DR O AT BE AR T R A AT At AL~ i

AFEEL . YI7ES

125
Y

|

-—
)
=
(N

Ny

AT R FFL AT R

\}

-

P Lea = LA o

000000

(=

-

000000
9090000
000000
000000
OOOOEDE)

L.

-

1000000

P

=

000000
000000
000000
000000
OOOOD®)

L

Buffer Inlet (BI) Buffer Outlet (BO)
T H i)
Water CE Grade Water
A FEBK Fi e v
SLS BERETE R
Gel clEF gel
Waste CE Grade Water
C IH Al FRL AR
CM P23 G

TERE: AEHLKIIE], RPN TR R AR AR . 2Oy BT IR e AT T IR R i G vt
AR, DL T A

B BNE YA
1. #i4% clEF MHREEAF 1IgG ZHMFEA .

TERE: PA 800 Plus &4 fe/MEAE Y 50 uL. o] FlEAKT 200 pL, IR AEREA &
/>~ 50 pL.

a. /Ot 200 ub F 6 IR clEF MNARE AR BB, AZEIRBIRL, AR
Jafi & B B L HLE 3,500 g 4514 Fieks 30 FhUARR £,
% FH 6 R BN SR (clEF) W7 & &H T PA 800 Plus

RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis :%;
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clEF {57 &

b. /DR 200 pL (119G ZH AR IR+, AZPshBhL, AR5 & 2k
R EOHLFE 3,500 g 2514 T e 30 A0 LARR 25

C. WRTRIURBAT Tt o WSRAFAE TN, A A AH R PR 2 r e e ERE I -
2. CRWARE TR, AR5 LA s A .

9 BB
O— ==

@7

|| ﬁgﬁkqo

i

= &
i H Eriipay

1 it I

2 P&y

3 RSN

4 P B R

3. KEAME T AR RIAE A1:C8. WS K K 10, WRHEAKEDT 24,
MALE A1 TTER, SeimiEpra A 4L, 285 FRIREAE AT oAb AL .

EYHE E LR £ (clEF) {57 & & H T PA 800 Plus IVAEEEETe]
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
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clEF {7t &

K 10 FEATEH AT R

-

J/

~

MO0 000000
00000000
00000000
100000000
00000000
| ©OOO0O0O0

BATHEA

QU A P aRIsAT

Zfifi Fl Empower™ 3, 1S RLL & fiH] Waters Empower™ #EIZITREAR
1. Xl LY PA 800 Plus #fFEIFRLLITIT PA 800 Plus #iff

2. {£ PA 800 plus % 1+, Hifid 4 MK & (Run).

3. £ Application 715, #.il; clEF. 7£ Sequence %I3&H, Hiili Browse, #X)5 %%
Ji%+% clEF Sequence - PA 800 plus V2.

IR R 2 R

MRRGER OB, RN L MED, S5 5T OK. BRI 48 pasgoo,
BRINE LY plus.

IVAEE 1] EYHE E R EE (clEF) 157 & & H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF &7 &

4 11 Instrument Status and Direct Control % [ 1: Ready

Instrument Status and Direct Control T3 [T T

EYNE RS (IEF) W74 & T PA 800 Plus i P4
Pharmaceutical Analysis % %; RUO-IDV-05-5862-ZH-E
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clEF &{7f&

¥ 12 Instrument Status and Direct Control T f

PA 800 phus
Liser name. pasio
| 1. Appication | | 2. Samplesiviais | |3 Acqusien | Nepcation: cIEF
Sequoncs lemplate: clEF_PA 800 plus
Salect from balow: Instrumant Status and Direct Control
SDSMW
Performance
196 Puity Deteciar Trays Evert Status.
cEF Lo D 09000 Evers: ide L
CHO Detection Mede: Direct || SEEEE o
UV with cne ST Jddool Total Event Time:
Lamg:  On for 45 hes ik
uuuuuuuuuuuu Woltage: 0.0 kY it 30,0 kV Hems
::Z::::::Z:E Curent 00yt hmit 3000t
SCetosooseos || PO D00W ke S000W =
Pressurs 0.0 ps
Current Vials: DimetCenteol
Inke:  BaC1 Cartridge Temperature: 25.0 °C
Cwtlet: BO:C Saorege Temperature: 250 °C Skp

Voon | M sovziew | @ i || Cwca

i
<

ok g O R 2 5] (Next).
FPHN4TH
i E DA B &2 (Describe).

(Alik) H4E 7 E 445 Sample ID #Il Data File Name.

Al w7 B, 4 Sample ID fil Data File Name, ] LLi% & & Mandatory. Optional
g%, Fixed.

BE A S — AT RS — AT A,

FATHT B WY, &E—ITHT RG KM,

a. W% —47 (4% clEF Conditioning J7i%47) FHikd, )51 Rows Xk
i} (Always).

b. 5 —1T (47 clEF Shutdown J7iEMAT) Kk, SRJ5H T Rows X+
g (Always).

AR —AT Rt 5 —47 1) Type 51 1 BRI N =T

N FH 48 e BN EH T (cIEF) 71 & & T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF /i &

| 13 Describe sequence rows and columns T [fii, 17L& & N“Always”

Describe sequence rows and columns

Application: |clEF K
Sequence: [clEF - PA 800 plus V2 ~|| Browse..
~—Rows Caol Verificati
1 e, -
| ® Sample O Conlrol | A Always < Oplional <9 Required ® Fixed I 10 3 Samples
Rund# Type Run Type |< Reps | Inject Inlet |© Sample ID Method < Data F
1 A Linknown 1 | None clEF Conditioning ...
2 @ Linknown 1[51A1 clEF Separation - .
3 @ Unknown 1| SLAZ2 clEF Separation - _..
4 @ Unknown 1[SLA3 clEF Separation - ...
5 @ Unknown 1] SI:A4 clEF Separation - .
6 @ Linkrnown 1| SkAS clEF Separation - ..
7 @ Unknown 1| SI:AG clEF Separation - ...
8 @ Linknown 1| SLAY clEF Separalion - ...
9 @ Unknown 1| SIA8 clEF Separation - ...
10 @ Linknown 1[S1:B1 clEF Separation - _..
11 @ Unknown 1|S1:B2 clEF Separation - ...
- Linknown 1 clEF shutdown - P___

8. 71t Verification =B+, i ki%H ik B EIEITHIFEALE.

TERE: L% L% B N Optional. Required =X Fixed. 7ERiTHIAIEF, Sample ID %1
j Optional, K/ ID A2 75 1.

¥ 14 Describe sequence rows and columns 7% [1: Reload Sequence
1. Applicaton | | 2. Samplesivials |

Humbor of samplos: [ 10 2
Oulput data path:  [C OFamtPIoect=cl EFData

st Ny a0
IEF

3, Acquisition Apghcalion
Soquenca lnmplabe clEF - FA 800 plus V2

Display Cpbors

E
it
i
i
{

Cnslipe S0 paith: [ ol aP o s PG L Saquines

Rung | Fun Flogss | brgoct Infol | Samgle ID
v 1 LInkareh 1 Mo L=
* Lindanoem, 1 SLAY
¥ Linkanomm. 1 5LA2 o e
4 Unkncwn 1 51A3
5 Linkncwn 1 SiAd - -
B Unknown 1 SLAS [ (SRS (S
) Lindarsowms 1 SLAD
B Unknown 1 SLAT
] Lindanomm, 1 SLAR
111} Linkarcmwn 1 Sik@l
1 Linknewn | SLE2
L F3 Lindancwm ]
1 J X
o Back o Lo Ml St 32 et & Eee || JE Gonont | [R5
EYNE SRR (cIEF) 71 & & T PA 800 Plus N FH 46 P
Pharmaceutical Analysis % %; RUO-IDV-05-5862-ZH-E
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clEF &{5f&

R TERT T B P BT s R AR 22 LA Run #1 5314, NSRS CREZR) FoR
PP A O, HEEHRER P AT RothraE 8IS B, UEE S-S ITHRE
M RIER

9. H¥.1i; Reload sequence.
JF AR BE LU R RIS AT HUCER . Bl 1 5 S AR A AE 7 A I (A BR £ s A

10. 7£ Output data path 7B, H.ifi Browse, A JFik#RE0RRFALE .

11. 7F£ Number of samples 7-Bt, i k44l % B Bz T AR .
BEEFEABEARL, S AR ASTR AN B 37, DL R EHEAT I IE A 3R
e R HALE

12, Calife) AR 2N H =2
Ge PSR SR O T AR R, DU R K

R A PP T S E Al 20, BEEIET.

K 15 Samples/Vials % [

T I = = [T |

Vial Legend

A

Clem

Wy

[] Gel(1)

Wl sample (1)

[l sample#10 - Place N...
[l sample#2- Place Nam .
B sample#3 - Place Na...

B sample#4 - Place Na... E[EE E;m?mgms F
B sompois -PlacoNa OV @ttt
D@L ®
R POPOWE
PPV
_ Resat | Hop POOPOW
199 - ©@®

! EEEG MR NS, TR, A5 #15 Vial Contents.

13, IR MR AR AT, Meat @ 5 | (Load), 7 PA 800 Plus %% %k
SR RIRE AR, SRS

N FH 48 e BN EH T (cIEF) 71 & & T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF 57 &

14. ¥k ‘.wkNext), SR )5 #.ik Yes - run now.
IR AT 2

e Uk RS, 4R )5 %% Annotation. 7 Available Annotations ', il
Migration Time, )5 #.ifi MEPRg Ok, LUK Migration Time #3214 ()
Show the following annotations % #% .

1.

] 16 Trace Annotation Properties X ifiE

Trace Annctaticn Properties

Arwet stian |

Trace: [1: (Cument Data) - LIV - 280nm

JF‘eaka -

Forallable Annclations
Pk &
Hame

Migration Tima
]
Amma Percant

Parcent
ESTD concertration

IETT rrwrardrainn

Other

=

Show the fallowing annatations:

yom
Y

Decmals: [1

¥ Baseine
™ UsP Width

<

[ MT Window r
™ Show undetected named peaks

>

oK | canca |

|[ Aok Tom | Hei

2. i OK LLfE Trace Annotation Properties X ifAHE f {377 5 24 .

BBRACEE A T IR P IR S8 AFNE R, SRR ME, W R
o KBRS H TR pl AR EHH) clEF 20 .

5 ik pl b SRR HOHEAR

wHE {1 iR
Width 0.1 R 9H5 2 4 1 A e ¥ B 0 e N SR AU
Threshold 5000 Eﬁ%@%ﬁ%?%@%“ﬁ%?ﬂ%&ﬁﬁ%?&iﬂ%ﬂ?ﬂ
.

Shoulder 9999 FERUEE A 5 UG S AT o MR AE 48 5 73 B I
Sensitivity REFAE
Integration Off 0 ﬁj\%flliﬂ;;jﬁ;\ﬁ] R | W Kk B AR AN EAT AR 2 BRI B

FESH A

BANE LR (clEF) {7 & &H T PA 800 Plus
Pharmaceutical Analysis :%;
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clEF {7t &

K 17 Integration Events # 1%

W Integration Events -- UV - 280nm o[- ]
g 1| Evers | SeatTime | StopTime | Vahe
1 & Wwidith QU000 10,000 01
2 |# Theeshold 0Lo00 0,000 5000
3 |# Shoudsi Sensinaty B 00 G959
4 | ¥ Irbeguaton O 0L000 15,000 1]
5 | [~1 1

0 5 R A R A AR IERE AR 20, A3 F AR 2> 22 Minimum Cluster Distance 73 551 .
Minimum Cluster Distance {5 & AF3E 28 7 Failg 2 (B EE S,  DME A S 90050 A A~
m%o

SR AL E

BEV A HE A FhE M ER. WREH, ELHEAER. RMEE. R
Il REAS, TR A E . T RE S IR & A AP i T 1l

) A

i~ &

KRB RIASHEIT 24 /N

1. ERSRPVRIE TS BANE .
% M7 LA 50 psi 5 F11# ] SLS. CE Grade Water 1 clEF gel 23 #l#h st B4HE 3 2>
Bl 10 438D 3 4rER. BANE TN CIEF gel.

2. BREERGTEARS 24 /D, I HEBWE wMNIRIEESS CE Grade Water [1)5ff
i

7 R 24 /e

1. PATRMGE, DUSHBAE .
EYHE 7 clEF gel.

2. MRS LW TFEE.

3. BMREMEREmaAAT, BMEmNREEREA CE Grade Water (A .

4. REMEAAFN BT 2 °C 3 8 °C MUKFEH .

f A7 Ja e R &
R AR R RO TR — K, sk EAI AR, W) CIEF 111 ik 1 B A

IVAEE 1] EYHEF LI (cIEF) iIk771& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF 57 &

a3 M B
fFR R pl R EZF Pharmalyte #5445 M o i 5 3601F R Gtk e

9T %k PA 800 Plus RGEHITERE, Xt HARKER ST CIEF 0. LLAGRIS I ik B 5
K pl AR SV KBS . 2R E 18, BN 2 5k pl AR EVIRIHRIRAL. EZSRIE 19,

K 18 {71 Pharmalyte pH 3-10 S 4& Py P4 HLf# BT3EAT (9 TR AR pl Ax EWH 3L clEF 7

.08

Focusing ————
o.o7

0.08
Cathodic Peaks

0.05 l

AU

0.03

.02

=
L=
£
[ ———— B R

TERE: R P P v S 7 107 B AU ph A5 AR AT 9 12 L g o 2R B R (R U R IR 7 A TS DA
B 2. G/ BRI AT RESR R REEA SR .

B0 E LR £ (clEF) 57 & & H T PA 800 Plus I FH F6 7
Pharmaceutical Analysis % %; RUO-IDV-05-5862-ZH-E
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Kl 19 1| Pharmalyte pH 3-10 #5444 i B 3E T UK pl Y clEF 73 55 1) S 70 B e

s
18 I
]
16 !
|
| 1
14 |
ll I
| [
12 'I I
| |
10 I' !
II I
] \ l
1 .
8 I'. B :
I'..I . _'_'__,_,.,-r'f — ]
& ".\ | o -
1 L~
A I ~
p \ | yd
— 1 d
.
..
- T I ..-f'j

0 2 4 & B 10 12 14 16 18 20 22 24 2 2 3 32 M I I 40
Minutes

i H L bR S AR 53 il . 62 18 AT 19,

BARHCR AR CIEF 40500 MBI A A B, JRAETRRRT AT RIS s 0 (A T A
Boisk CIEF Wil i1 1

ClEF AktrEM 7 @ ml AR R Gid fE D59, DO IR Bl ulGi e A A Rt IE® TIE. 25
WRGUEH R A, BAHES) GOL BRI B T RbR SV . fE 0 BUER BT, 3 BAE KL
15 BRI 4G . I RARAES) SUMIRIAS I B bR ), WESFE LT E . HPEfik. 2R
T ARGUE DT

e pl 5

iR 32 Karat B THEAEA I SEE pl 8.

1. Hifi Method > Qualitative Analysis.
Qualitative Analysis X iEHEFT T

2. fEEENHRS, BALED) D TR B b S EE pl B AN R Migration
Time CHRLIY708) o

I FH Fi

ENE S H R (clEF) {57 & & H T PA 800 Plus
RUO-IDV-05-5862-ZH-E

Pharmaceutical Analysis £4;
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K 20 pl %€ ) Qualitative Analysis X5 HE

| Qualitstive Analysic

[ &)

¥ s

Unitez | Migeaticn Time

=

Mirimum Value: |25

Seale: |Linea

=

M acarmam Valse: |40

Scale: |L'r|eat

Ay
Uz [pll
ol Migration Time |~

1 10.0 21.583000

2 85 22.700000

3 7.0 29367000

4 55 33.133000

5 41 _3?.3?6000

g

Fil lype: | Linesr |

I Relerence Pesk  Timefmr) [T
Refennce Window % IEI

Print

=]

Goodress of Fi: 0939105

Tirne: 191408 Winsea - pl: —

Migraton Tane

FARAE 71, il File > Method > Save.

#.i; Analysis > Analyze.

BE ClEF /3B (UV Z) I ERSER pl 5, A UV ik, A)E58d
Annotations. 7t Available Annotations ', #.ifi Quality, #&)5#.d7 Add.

ke FELE b, BRSBTS AR A pl {H

BMEZE R E (clEF) X574 iEH T PA 800 Plus

Pharmaceutical Analysis :%;
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clEF {71 &

] 21 Trace Annotation Properties X}if#E

Trace Annotation Properties 4

Trace: [1: (Cument Data) - UV - 280nm =l

Forailable Annotations Show the following annatations:

!
ame
T |
Hg;ahmm *‘

ESTD concertration - o b I.I_

[¥ Baseine [ MT Window r
™ USP Width ™1 Show undetected named peaks

oK | cancel | |[feoyTom |  Hew |

6. 7E Trace Annotation Properties % ifHE {77 2, #di OK.
AT IE IgG S FRAE 1) clEF 735

NEER T H Pharmalyte pH 3-10 #8044 5 14 HLff 5 DL RE pl A7 &4 10.0. 9.5 F1 5.5 [
IgG S8 clEF B HNS . BERAL 0 2403 15 o8, 3hRKELE 15 438 F] 40 4
B G RIE: K 22,

TR 19G FEASH CIEF 43 BSHREAE 1 6 2 DR A b R HAh 5 28 J 18 110 A1 DA 79 1 P g 41t
P RIS R T AZEA T . NGRS, @B 19G clEF RFE7r B =AM X 35

o EUgE: FER IgG I

o BHMEVE: FWEAMMFTE 19G W, HBR: L R g

o RVEVE: FWELMIMATE 1gG 0, FLERYELE 4R

7 Righetti P. G., Sim¢ C., Sebastiano R., Citterio A., Electrophoresis Volume 28, 3799-3810, 2007.

% FH 6 R BN EH T (cIEF) 71 & & T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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clEF /i &

K 22 % IgG Z IRARIE T ) clEF 43

012
i lgG
o1l Main IgG
0.10
ﬂﬂg‘:
o pl 5.5
oori pl 10.0
pl 9.5
5 o0
= ]
.05
004
{1031 Basic L
Acidic
0024
0.01] “‘L
am._.M—AJ L_H_,_,_,J WMWA.J—- | L.._H_,\_,._,.\_,._,_\_,_.LV_\_,.IL Fimn
] 21 2 3 24 5 FE 28 = 0 £1] 32 33
Mintes
37, I\
s HERR
iR Al RER IR A 2| IE 5 it
RELSBIFENE |1, FEARRZEERS. 1. HIEHFEAIFEE 5.
o2 o 3
Egg%‘fwz 2. BUIERECHM, WIBK |2 EHEME.
(EOF) BH ..
o 1. EABREHE TR N 1. EEMIEATESHEE. Tha
I CIEF HAHRIRKR &&=
FHEERA R 1. WEMBSEURR-cIEF BURE | 1. #55HIJR &-clEF BERIETR -
HGHEERS 2 S =R IS 2°C 2 8°C
A LAR 1 AR B i
N5 1. FEARBERAWHIESRES |1, H&HERSREIREY.
KA T B R -
EYNE S H R £ (clEF) k57 & i&H T PA 800 Plus I FH F6 7
Pharmaceutical Analysis Z4; RUO-IDV-05-5862-ZH-E
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Rk TR A AR
g 1. ERPEA . 1. P I G A
2. RERBURRANTERAILE |2 WibeR R FRAL S LT
FHERRE. HRE
3. AL TERIOGE. |3 BRSO
4. BEAHIERIRFE . HORLEL.

S IEEN Y NE I S ol
. :
‘ |5 WERammEmEEL. A
SR OB /P
8. UVl =) FNLIFRRISOG TSk
FIRNLMBME R .
6. FFEBUPIR.
R L AETE |1, RER . 1. HE AR .
5% o A
WPt 2. BAREAVRMEE. |20 THIRADORERE, H
BX A= BsF I
3. BERCAHE. A L
3. B A R AT

clEF 7755,

I FH Fi e
RUO-IDV-05-5862-ZH-E

EYHEE LI (CIEF) ik & i&H T PA 800 Plus
Pharmaceutical Analysis £4;
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HEY G R

A

WA R BA MG BRI S 2 b it . E 25 80
A ROESRPEME, B IEE IRA TR s, sciex.com/tech-regulatory T %K.

R4 HCS 2012 MfalkidE gt o3,
BRI

@ S k) AT e A B e 1 MG )Lt A 2

FoAR 7
FHN T R I FE -
e CE Grade Water

* CIEF gel
* CIEF JIkbrED
« eCAP 50 mM Tris 225, pH 8.0

ZAMMNR e R . X e ilm R

X T AR B R AL IR AT A, T 2 B B B A S R SR (2B R)

T % R (clEF) W57 £ & H T PA 800 Plus
Pharmaceutlcal Analysis % fﬁ
32/59
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WAREA B

R IS BOE T8 PA 800 Plus %45 PA 800 Plus 1 32 Karat # 3L H A /7. iR
A45 Waters Empower™ #/F3EH, W GEFEARH. HSRULFEY: {1 Waters
Empower™ #AHE/TFEAR .

clEF NI E =7k,

R B J5 2K Initial Conditions 11 UV Detector Initial Conditions &35 F A& #BAH H .
Aot Y T e
BAE R TVE

K| B-1 Initial Conditions &1 F

P . o = ; ]
= |nitial Conditions | & Uy Detector Initial Conditions | Time Pragram I

—auriiam data channels——— — Temperature Peak detect parameters—

[T Waoltage maw |30.0 kS Cartridge: |2EI.EI B T hreshald |2
W Cument maw |20.0 173 Sample storage:; |1EI.EI HE Peak width: IEI vI

[~ Power ; ;
— Trigger zettings
I Pressue [ “wait for external tigger
_hld_nblht‘l" £ AT v “wait until cartridge coolant temperature is reached
kA bl R f
: v “wiait until sample storage temperature is reached
[ Apparent Mobiliy
¥ Plat trace after voltage ramp | [ INIEt rays Dutlet traps

—Analog output scaling Buffer: IEE wials ‘I Buffer: |3E vidls "’I
Factar: |'| "I Sample: |48 wials "I Sample: I Mo tray 'I

A EEE] EYHEE LI (CIEF) ik & i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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Jii:

K B-2 UV Detector Initial Conditions i i

2 Initial Conditions € UV Detector Initial Canditions | Tirne Program

— Electropherogram channel — Filter
™ High zensitivity
W avelength IEEEI vI i ' Nomal
™ High resalution
[ ata rate: |4 vI Hz
Peak width [paintz]:
[15-25 =l
—Relap 11— —Relay 2——— ~ Abzorbance zignal
&« Off & Off %" Direct
= On = On i~ Indirect

K B-3 B4 H 1 /71 Time Program 1E1
5 Indtial Conditions | @ UV Detector Initial Condtions (%) Time Program |

Eﬁ Event Value Duratian Ifs D::alft Summary Commerils
1 ;Fiinse - Prezsure ] iEdII ik .:BI:ahE BO.AS i fomsaard Water Rnze 1
T Rmmpmgwm FE EDFE Falwald ELSHme
3 ... iRinse - Pressure Ops 300mn  BIBS  [B0B5  fowad  Waler Arse 2
4 0.00 i Separate - Pressure 50.0 pei {300min  :BICS  (BOCH fomwand W ater Finge 3
5 300 S ait {000 mn  :BLDAS BO:DS Water dip
b | ;
I BTk
| B-4 Initial Conditions £
f:i_‘.j Iritial Condition:s |0 Lt Detector [ritial Ennditiunsl Tirne F'r-:ugraml
— Auriliam data channels — T emperature Peak detect parameters——
[T Woltage max [30.0 ki Cartridge: |2EI.EI iIE Threshold |2
¥ Cument  max: IEEI.I:I pty Sample storage: I'IEI.EI HE Peal width: IEI TI
[T Power = ;
— Trigger zettings
I Pressure [ “wait far extemal tigger
_hﬁhmt"" £ A v wiait until cartidge coolant temperature iz reached
b aabilit
: v “wait until sample storage temperature is reached
[~ apparent Mobility
I¥ | Flat trace after valtage ramp ~ Inlet braps Dutlet traps
—Analog output scaling Buffer: IBE wials "I Buffer: IBE wialz 'I
Factar: |1 "I Sample: |4E wialz vI Sample: I Mo tray "’I
EYHE E LR EE (clEF) {57 & & H T PA 800 Plus 2 H 48 F

Pharmaceutical Analysis %4t
34/59

RUO-IDV-05-5862-ZH-E




| B-5 UV Detector Initial Conditions L i<

2 Initial Conditions € UV Detector Initial Canditions | Tirne Program

— Electropherogram channel — Filker
v e " " High zensitivity
W avelength IEEEI vI i ' Nomal
™ High resalution
[ ata rate: |4 vI Hz
Peak width [paintz]:
[15-25 =l
—Relap 11— —Relay 2——— ~ Abzorbance zignal
&« Off & Off %" Direct
= On = On i~ Indirect

K B-6 /)& J7% Time Program i1k

2% rsial Cantiors | ) UV Destscto Indid Conditions () Time Progeam |

(et Evert IEEE A Summany Comments
1 | Firess - Prasiue 500 pa 1.0 |[BLFE |B0:F& [T | 5L5 nngs
: |Finse - Fressue 00 pai 3Wmn  [EF [BOFT[loweid I/ Ouk il ne 10 |isber Rinze 1
: e Froem™ T T [ i A (T T i T i
4 [T : |B0:
5 ! “ L !
E 0,00 | Separste - Vollags S0ky 1800 mn  |BILCT |a0:c 017 M eamp, nomeal polanty, In £ Out vialine 10 | Focusng slep
7 1.00 | Butezers |
B8 1500 |wat Dmn  [BICT  [BOAT  [In/Ouvideedl  [Walmdp2
5 : ELE [Mblzation step
10 | Stop clEF separstion
n |Water Finse 3
1z [ Walerdp 3
13 _ |Methodend
14 |
N FH 48 e BN SR T (cIEF) 71 & & T PA 800 Plus

RUO-IDV-05-5862-ZH-E

Pharmaceutical Analysis #%;
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Jii:

KT
K B-7 Initial Conditions £k~

T 7 = 25 R
= Initial Conditions |Q Lt D etector [ritial EDHdItIDHSl Tirne F'r-:ugraml

—auriliam data channels—— — Temperature Peak detect parameters—

[T Woltage max [30.0 ki Cartndge: IEEI.EI B Threzhold IE
¥ Cument  max: |2EI.I:I pty Sample storage: I'IEI.EI HE Peak width: IEI TI

[~ Power
[T Pressue

— Trigger zettings
[ “wait for external tigger

— kuobility channels
[ tobility
[~ apparent Mobility

¥ Flot race after voltage ramp | [ /et rays Dutlet traps

~finalog output sealing———— | Buffer: IEE wialz "I Burfer: IEE vialz TI
Factar: |1 "I Sample: |4E wialz "I Sample: I Mo tray "I

v it urtil cartidge coolant temperature iz reached

W “wait until sample storage temperature is reached

| B-8 UV Detector Initial Conditions &1 F

2 Initial Conditions € UV Detector Initial Canditions | Time Pragran

— Filker
" High sensitivity

; ra
“wiavelength; |28|:| vI e + Naomal
" High rezolution
Data rate; |4 vI sz g

Peak width [paintz]:

[16-25 =l

— Electropherogram channel

—Relap1——— —Relay 2—— — Abzorbance zignal
' O = Oif ' Direct
= On = On i~ Indirect
EYHE E LR EE (clEF) {57 & & H T PA 800 Plus 2 H 48 F
Pharmaceutical Analysis %4t RUO-IDV-05-5862-ZH-E
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Jiik

& B-9 <4773 Time Program i& ik

25 Initial Condtions | @ UY Detector Initial Conditions () Time Program

-[rlnnl-lr.'?] Ewvent Walle Druration l:'ilslt D:fig?t Summary Comments
1 Rinze - Prezsure A0.0 pai 3.00 min Bl:F& BO:F& farward 5LS Rinze
2 W it (.00 rnin BI:CR BO:CE wiater dip
3 Rinze - Prezsure A0.0 pai 10.00min § BI:ER BO:EG farward whater Ringe
4 .00 Separate - Pressure § 500 psi 3.00 min Bl:DE BO:DE farward clEF gel Rinse
L 310 Lamp - Off Turn aoff the lamp
5] 3.20 Wit 0.00 min BI:F& BO:F5 wiater dip
7
VAT BN 45 R 42 (clEF) k71 £ 3& T PA 800 Plus

RUO-IDV-05-5862-ZH-E

Pharmaceutical Analysis :%;
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25558 M T C

AGUERVETT T 00 0E FRIK R G2 TG SR E T . IXFTTEW MIs T IR &4,
DL A Bl IAFEA R A2 XA B E . WAV AAT 4T A 1 3E PR 25

oE R guE

TS MRS, EFIORTE ClEF AR IS T RG0E .

1.

8.

K HFk 32 Karat Software Enterprise & 1.2 4MPFTH PA 800 Plus # /4% M.
7t 32 Karat # {4+ % 1+, i Tools > Enterprise Login.

TN AR, S5 OK.

ERAH 14404 PA800, ERINEAY A Plus.

FEE sl clEF BFR, #RJ5 ¥ Configure > Instrument.

.1t Configure.
PA 800 Plus System Configuration %} i&HEFT IT.

.75 Options.

7f General &1 £ I, #.i; System Suitability. Qualitative Analysis I Caesar
Integration.

FEHE T ORI =X HEH il OK.

i clEF R&uid 7k

TR R ATLM clEF Bbr EVIHI 2 B9l 12 HIE: K C-1.

1.

FATH clEF 1% 2%, 1E 32 Karat #fF# X 32 Karat Software Enterprise % 1 [ clEF
EIb5 o

2. FTIPERON RGUE VA clEF J7ik, REHH 517N System Suitabilitys
3. T RGE AR

a. ¥ File > Date > Open.

Open Data File XH&HEFT IT.

b. MWW cIEF Examples X%, SRJ5ES Marker-1,

c. f£ Options #7>, M Method %1%} F Current.

d. Hd5 Open.
TN R A& (CIEF) W& &1 T PA 800 Plus ISASEL
Pharmaceutlcal Analysis :#%; RUO-IDV-05-5862-ZH-E
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ARGUE T %

&l C-1 fiFh clEF kbr &5 5

Trna: B4 hnansa - mplade: § 0031 A

00g:
[ ]
3 2
<] &
oa?
006 -
m
-
B
005 g
=
= o
<
Do3
o2
001
(.00 ﬂ*—-—A-J\- I B A u_HM“,.Ju,.W_._.J_.__u.,_.._««M—:—w
u} 2 4 B 8 10 12 14 16 18 20 x2 M il 36 a0 a3z aa 36 3 an 42 &

Minutes

ke A S T HEEAR K], AHR AR ST T BB L BRI ], T2 B
TEW: MRS
4. ERR AR INE TR R v, R UV 2k, SRS il Graphical
Programming > Define Peaks.
5. Flibr BN A, SR 5 B bR B AIE 2
FEMRBIT, Hdd 20 73 pRal, ARG L 39 Bk Ak AR TR R ER S .

6. ZA4TIFIEERM, Hidi Method > Peaks/Groups.
TEHREIF, ERE 4 Named Peaks JEIR I#RAH . WARYE TSI (R 3E1TFRIC

C-2 Named Peaks LTk

" Peak / Group Tables -- UV - 280nm =R =R
Mamed Peaks | Groups |
# | Hame [ o | MTwindow | FReilDE | 1STO.ID#% | ResotioniD 8 | Unis |
1 [# Peak @ 21.300 [ 1.095 0 0 1]
2 |#f Peak @ 23042 2 1.06208 0 i ]
3 |& Peak @ 25500 3 1.475 0 0 1]
4 [#f Peak @ 33163 [ 1.65917 0 i ]
5 & Peak @ 37.263 5 1.86417 0 0 1]
i
= | |

7. (ATiE) XERME T RIEEAT E a4 . B, DU pl A8 fi 44 br S0

% FH 6 P BN SR T (cIEF) 71 & & T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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AGuE Tk

8. i Method > System Suitability .

| C-3 System Suitability Setup % Il

5 Systemn Suitability Setup -- UV - 280nm [rm [ ]
Compound [ & Paramneber Mn | Mxm | %ASD
1 -
FEL
pl 7.0
pl 5.5
pl 41
Ca Test Stat | End | Wake
1 -

9. 1t Parameter 51| 3% H N REFN 3 AT IE BT 2 00 AR T, B 0200 2 SR AR A AN il
. Ban, Hdr Quality, ©X N T clEF BAFEE AT pl.

10. i Method > Qualitative Analysis.
Qualitative Analysis & H$T 9. EZHE: K 20,

11. 1£ Qualitative Analysis £, L ASES) G5 FRIA A 2 bR BV ER pl {8 L& HAH R
f’) Migration Time CH.f7A708H)

12. BRA(F 775, H.if File > Method > Save Method.
>, Y J t[__“
A Rl AR G FH PR R o
1. BT,
2. {EZFHIE 1171 Method %19, H.:f; System Suitability Method.
3. {EXJFHIEE 1 1TH) Filename 519, B B0 A 2R G0id 1t Dh Re e 25 1 254 -
TR IR E Qualitative Analysis & T2 AN AR BT i (1) B0 SCHFRITAZ I TA]

4. EZFEHE 1479, A Row Number %1, #8J5 .1 Run Types > System
Suitability .

[ i} i% % Begin System Suitability 1 End System Suitability (SSB SSE).

TR BUA RGUE IR S BN SysSuit.brp.
5.  BLCPZAHEHE, Hid OK.
BRIEF4, #; File > Sequence > Save Sequence.

7. H.i5 Sequence > Process.
Process Sequence X iGHHEFT . FTH(1))F H1 s N IF 1 S FR

8. TikFATiEAT T, ¥ Run Range ¥ & 4 All.

B0 E LR EE (clEF) {57 & & H T PA 800 Plus L H 48 Fe
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E
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ARGUE T %

9. EUTHIZHR, &+ Printing #4H LI
10. *%}T Processing Mode, *f.i; Reintegrate.
11. Hii7 Start.

IR G, 1%4T1E Status ¥+ #Ric Ny Complete.
PR EEEEHR S ZENER, Hi Review.

12. BEERGEMMEME, #id Reports > View > Sequence Custom Reports.
13. EATHFiZME, i System Suitability > View.

TR e % T B EAMPAT R Gud I ETh RE M HARE B, 1§21 32 Karat 8 i35 B 3¢
e

A EEE] EYHEE LI (cIEF) iIX77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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AT 2 IP77) B D

£ clEF 1, FEAFAFAERT 50 mM [ n] fE 2 S8 pH B XM, RS
MERIZ . N T I FEARG MRS PTREXT CIEF 23 87~ AL [ S i s, AT AT G771
B

TR AR g AR B R 10 kDa 7 7 Rk (BT 79 IE. AR K EARK 27
RALLE, EEARMEIES, IR TEREE LS.

TR WiRAE ] eCap Tris Buffer Z SN Zeatinl, BB TRAZ G A SR PIPERS > IX 2R
DB S R &, ATRES THIUREAS &, JFR2N pH BRI 2tk .

1. [a] 6 mL CE Grade Water H /i1 4 mL eCap Tris Buffer.

IF) B0 i e B RS 0 500 L SR E B GKRFEA 5 mg/mL #] 10 mg/mL) , A5
12,000 g W& MR O TiERe 5 75t

R B Vs N 250 pl ##B: eCap Tris Buffer (FEX03% 1 difil%) . EHBIBEM.
8 F 25O AHLFE 12,000 g (264 T #fER: 10 2r%h
HELE 2 2] 3 HIR.
KB 7 10K B O DR B R R I E B0, SRJSTE 2,000 g S R
OHUER RSO 3 205
7. HIBREAFKE N 5 mg/mL £ 10 mg/mL ) 50 uL 45 .
WX LE AR AFAEE AR —15 °C EREE .
8. ffil% 5 ug MM,
XU ATE -35 °C & -15 °C &4 M iffrm% 3 M.

2 T

EYHE S B IR (CIEF) iIX77)& & H T PA 800 Plus L H 48 F
Pharmaceutical Analysis £4; RUO-IDV-05-5862-ZH-E

42/59



—

{4 i Waters Empower™ iz 17+

A E

AP T T8 H Waters Empower™ B RAERIR UL . W07 EHE MU, 1S
Waters Empower ™ 3448 5 A1 35 B S

VERE: 7EREHIE 2 niARUE UV Rl 28 . W fsREC e, 1200 CR4:  (PA 800 Plus
Empower™ Driver F1 7 {6w)

A AR TR

VERE: 233 B AN 28 771015 7E PA 800 Plus Empower™ Driver Jt#t. o] LS NI 8675
%, MADLFIHNCE. WSRULNEY: SANEE L. WERERSE, WA R 3 e A
Bk

=R T

+ clEF_CONDITIONING

+ clEF_SEPARATION

* clEF_SHUTDOWN

VERE: XTI /7, General #1 Detector &I [ {E #AH A .

TR BRI RN AL N2 (mbar) BB AF 5 35T (psi), BT Waters Empower™ #4
PRRIEM R E . BN . BEHESURA, ESEM:  (PA 800 Plus Empower™
Driver WA RKAG LAY«

1. {f Waters Empower™ Software Project & 1+, #.i; File > New Method > Instrument
Method.

A EEGE] EYNEE LI (CIEF) iIk77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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1§ Ff Waters Empower™ #1647 FE A

| E-1 Select Desired Chromatography System X}i%#E

Select Desired Chromatography System >

Fleaze zelect the chiomatographic spstem which pou would like o uge to acquire zamples into thiz project.

Mote that you may hawve access to bwo or more syztems with the zame Syetem Name on different nodes.

Sustern Name | Svztem Location | Mode Mame | Sustern Comments |
Instument 2 Laced inztruments 2 in Dual
Instrument 3 Lace? CE3

QK | Cancel Help

2. HREEMHMARS, AR50 TE OK.
R s EF F UV A28 3047 THCE -
Instrument Method Editor ] -

3. WH General it £ FHIS%.

K| E-2 clEF_CONDITIONING {3 2% /5 :[f) General %3

General |D¢l:=-clnr| Tine Progran |

Facdliary Data Channels Peak Detect Parametens
™ Voltage Max: (300 EV Paak Hoize Multiplier Ez
W Current Max: 200 1) Pesk Filter \Width |g - |
Pevwer Mz |9.000 ot
[T Pressure Capillary Settings
I™ Cartridge Temperature Cagillary Total Langth E_:'":' 3 _—
Capallary Length W om
Tinggar Settings
Tempesatune
[~ ‘wisit For External Trigger ]
Wt for Tesnpesrabune Cartridge E?U.D C
[ for Cantridge Tempersture =l Sample Slorage 10.0 ‘T
Inlet Trays Cutlet Trays
Bustfesr 36 vialy - Buffer |35 vials = |
Sample 48 wvials - Sample |Nﬂ brary - |

4. 77T Detector i1, Hiidi Detector Type 4 & i UV, KRG ESH.

VERE: X7 F 3D ¥, 7 Electropherogram Channel Data #43 7', ¥ Data Rate ¥ & N
On.

BMESF R £E (cIEF) W77 & 5&H T PA 800 Plus IRk ]
Pharmaceutical Analysis :4; RUO-IDV-05-5862-ZH-E
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{4 Ff Waters Empower™ #3847 FE 4

| E-3 clEF_CONDITIONING 1% % 1) Detector 2%k

General  Detecter | Time Program |
Detecior Type Tl ~

Filier
[ General Pumpose 16:25 |
Bectrophesmgram Channel Data Relays
Flelay 1 Reeday 2
Data Fate 4 | He [Cosed =] [Cosed =]
wavalength 80 'I nm
Absorbance Signal
Signal [Dnh:a ﬂ

5. (A TRIRE s 0 T B A
| E-4 clEF_CONDITIONING 1% #5772 /] Time Program

Time {jrin] Event Vahe Duration | Inlet vial | Infettray | Outlet vial | Outhet tray Summary Comments

LI Rinse Pressure = ||50.0ps 500min A5 Buffer A5 Buffer Forward:0;0 | WATER rinse

2 Ringe Pressure v || 50.0ps 500min | F& Buffer F& Bufer Forward 0.0 | 5LS

3 Ringe Pressure j 50.0ps 3,00 min ES Buffer ES Busfar Farwand:0:0 waler

4 |0.00 Separale Pressure :I 50.0 jpesi 3.00 min C5 Buffer C5 Bufer Forward;0;0 WATER

5 (300 Stop Data i

§ |00 Wt | 0.00 D5 Buffer D5 Buffer 0.0 wates Fnse

7 (200 End || 250Ky
* g =l

WA R RS mbar 158 & 775467, TSN B RS -
+ X}F Rinse Pressure Fiff: GBI 1. 2 f13) HHES), BN 3447. 4,
» XIF Separate Pressure F{f CUIE 4) s Ss, BN 3447.4.,

6. RAFIARTTIES

a. il File > Save.
Save current Instrument Method 515 AHERE BT I

b. 7£ Name FE "N\ cIEF CONDITIONING.
c. (W) 7f Method Comments 7B HH#EA(E B

% FH 6 R EANE F R (clEF) W7 & &H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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fii H] Waters Empower™ # {4z THEA

d.

WA TTEAR A B H AT T H

W IR, N 4G 7 () Waters Empower™ #4275 (7 Password 7B
HEEND , SRJE R Save.

7. QI EAER T

a. &% H General i&Tik FiZ%. ESHE: KB E-2,
b. % & Detector I~k FHISH. ESHKE: K E-3,
c. [N FE N B A .
P E-5 clEF_SEPARATION 1% %% /7% Time Program
Gararal | Datactor | Time Frogram ||
Time fmin) Event Value Duration | Inlet vial | Irdetiray | Outled vial | Ohutet trary Summany Comments
» 1 [ frse Presee =|stops  [100mn  [F& | Busfer F8 Bufer Forward 0,0 5L5 finse
2 Rirss Presture =] 200ps 3M0mn F1 Bufier F1 Buffar Forward:10;10 wiaer frae 1
3 Rirse Pressure | s00ps 2.00 min 3] Buffer B1 Buffar Forwand: 10:10 water arge 2
4 Inject Pressure Capdlary Fil ;I 15.0 pai 1500% Al Sample B1 Buffer Forwand: 110 sammpie injection
g Wait LI Q.00 Al Bufer Al Buffer 1010 waler dip
& |0.00 Separste Vollage Ll 250 kY 15.00min  |C1 Buffer [} Bufer Momnal (+10.17:10:10  focusing step ©
7 100 Autoren ﬂ
g 1500 Waa j iR [} | Bufer Al Buffar 1010 waler dip
9 |[1510 Separate Vollage ;I 30kV 2500min  |C1 Bufer E1 Buffer Nomnal (0 17:10:10 | Mobdzation step
10 4000 | Stee Data =
11 4000 Rinse Pressume j S0.0psi 3.00min B1 Eusfer o1 Buffer Forward 1010 waler Arse
12 (4310 WWalt j 0.00 Al Bufer Al Buffar 010 waler dip
12 14310 Erd =
VERE: R RS fEH mbar K J78AL, WA LLTRE R
« XI7F Rinse Pressure Fiff CGUIE 1 F13) HHiE T, BN 3447. 4.,
« Xf7F Rinse Pressure Fiff PR 2) LS, ##AN 1379.0.
« XIT Inject Pressure Capillary Fill Fi1f GBI 4) FRyE S, BN 1034.2.
d. $1%Ji¥E 5 4£4 cIEF SEPARATION.
8. BIEKHMNARTTIE.
a. WH General &0k 2%, E5HE: K E-2.
b. & & Detector Uik EHISH. ESHKE: K E-3.
c. AR EJRE s in T B A A
EYNE SR £ (clEF) k57 & i&H T PA 800 Plus ISR

Pharmaceutlcal Analysis :%;
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1% Fil Waters Empower™ #4147 ke A

| E-6 clEF_SHUTDOWN 1% 2% 777 Time Program

General | Detector Time Program |

Time {min)
3

0.00
3.00
300
3.00
3.00

(PR NI T T ST N

Event

Riree Presoure
Wat

Rirge: Pressure
Separsle Pressure
Stop Data

Lamg OFf

Wat

End

Vahse

| s00ps
-
=] 50.0ps
| S00ps
=
=l
=
x| 2ok
|

Durstion | Inlet vial inlet tray
3,00 min F& Buffer
0.00 Ck Buffer
10.00min |EE Buffer
3.00 miny D& Buffer

0.00

F5 Buffer

F&
Cé
EE

D&

Buffer
Buffer
Buffer
Buffer

Quiiet vial | Qutlet tray Summary | Comments

Feeward 00 | SLS rnse
00

Forward 0.0 | WATER
Ferward 0.0

0:0 water

R R RS mbar /B8 718407, MIBEANCLURE S
« XIF Rinse Pressure Fiff CGPIE 1 F13) K1, #AN 3447.4,
« X}T Separate Pressue 51+ B 4) LS, BEN 3447. 4,

d. 1% Ji¥ 54N cIEF SHUTDOWN.

(OUF= I RrSS
TR VR A

« CIEF T 1iESE
 CIEF 7 &5
* CIEF XHiESE

VEBS: AR T AR AL FEAIR 1S . EAEIX L, 12 Waters Empower™ B4 i B

P&

1. 7 Waters Empower™ Software Project % 1+, #.il; File > New Method > Method

Set.

2. BdHEFM No.

Method Set Editor % 156 R 4T FF .

3. 1E Instrument Method %1% 1, i clEF_CONDITIONING. i#%Z)i#H47 R Hfh 5 2k

ST
RUO-IDV-05-5862-ZH-E

TSR EE (cIEF) W7 & &M T PA 800 Plus
Pharmaceutical Analysis % %4;
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1§ Ff Waters Empower™ #1547 FE A4

& E-7 Method Set Editor 7% I

[ Untitled in CIEF-FF-2019\Firdous 2019 on EMPOWERIFRS a5 Lisa/Guest - Methad Set Editor - ) b
File Edit View Halp
E = Hl ¥ & |F-
[uP e Bl [IEF_CONDITIONING rI Edit
. - Edi
(5 Mehod 5ot Defauit Frocessing Method | ~] _E& |
# » Data Charnels
i -
3" Deived i Diefaul Report Method | | Edi
{¢ Channel Set
La : @[ Channeiame Frocessing Method Report Method
Export Method =]
R“d‘r
4. RAFITIESE.

a. H.i File > Save.

b. 7£ Name ‘"B A cIEF W51 %k.

o o

REEN) , RJ5 . Save.

(A% 7 Method Comments A5 E..
IS, BN A ETH S ) Waters Empower™ #{4:4518 (7 Password 7B

BN &I 4E (CIEF) 775 1&H T PA 800 Plus

Pharmaceutical Analysis :%;
48/59
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1§ Fil Waters Empower™ #4147 FEA

K| E-8 Save current method set X} ifH4E

Save current method et A
LE
AR08 in 1% SDS_Corditsaning “

AW in 1% SDS_Separation

ARV in 15 SD5_Shubdown

clEF 2 min test

¢lEF Corditiorirs

clEF Conditioning,_

clEF Conditionings

clEF Shutdawn

CIEF_SEPARATION o’

s T IR B o T A T T ]

Mt |-:IEF Cardisaning

Method Comments

[ save |  Cancel Help

JTHEEER R AT I HT I
5. HEEHTH D IRULGIE HAL T 55

a. 7£ clEF_SEPARATION %1% F1i%#% Instrument Method LL6%2 73 B J5i%. #41% J7i2:
B RIEN cIEF B ITESE.

b. 7 clEF_SHUTDOWN %3 F1i% 4% Instrument Method ULGEE S 71, FiZ% ik
HERIFEN cIEF RHTTIESE.

i B CPE DA T 22 A LA

Waters Empower™ #4 ¥ iHFH T %A Z Pt an 248 B4R, %R NR
77 I\t B Waters Empower™ #44:.

1. 7£ Waters Empower™ %4 Run Samples % 1+, #.if; Edit > Plates.

% FH 6 P EANE SR (clEF) W7 & &H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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fii | Waters Empower™ # {4z THEA

| E-9 Define Plates for Sample Set Method %1% HE

Define Plates For Sample Set Method

[~ 2790 Layout Create Mew Plate Type |

|E]

Plate Type Name

Plate Layout Position

——

Cancel |

Help |

TR WRAZXHEHESR EEAMEATIAE, NiEER 2790 Layout R kA,

2. TEHEATH, MEZMRIANCOFEE.
.7 Plate Type Name k%, #R/51%E4% PA 800 Plus Buffer Tray.

a.

VERE: W5 PA 800 Plus Buffer Tray &2k, T
ES R CRY: PA 800 Plus Empower™ Driver il J118H5) .

ARAE LT RAFEAFLAL -

XTUEAE BT, s FLAR B BA A FLAR i 7 A X ) 42
.17 Plate Layout Position #.70t%, RGN BI.

g m (Vertical Discontinuous Plate Sequencing Mode) DL f& /R ig 1T fE 1k

A ALY o

BANE SRR (cIEF) il & & H T PA 800 Plus

Pharmaceutical Analysis :%;
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14 Ff Waters Empower™ #3817 FE 4

K E-10 5& LI DAL 5

Define Plates For Sample Set Method X

- Create Mew Plate Type | Clear Plates | Plate Sequencing Mode _..' ‘ 5
— |

Ij Plate Type Name Plate Layout Position

PAB00 PLUS Buffer o
00000
WEIEDEE
EEHEE
EEEEOE
000000
EEHEEE
000000

ok | Cancel | Help | [Iriect Standards ] |

iy

3. EELR 2 USEE ATE B S 16 4L. N Plate Layout Position #\ BO.
4. EFE=ATH, EFEANOEHR.

a. H.ifi Plate Type Name H.yoks, SRJGE#FF IEHFLIRZEZ: PA 800 Plus Sample
Tray 5% PA 800 Plus 96 Well Sample Tray.

b. H.i; Plate Layout Position ¥.70H%, SRJGHEN ST

c. i m (Vertical Discontinuous Plate Sequencing Mode) V{75147 10 2 A B
A ARSI M o

5. EHEIR 4 ULLFENTIREFEAH OFEH. A Plate Layout Position # A S0

IVAEE 1] EYNEE LI (CIEF) iIk77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;

51/59



1 H] Waters Empower™ # {4z THEA

K E-11 5 X LIRS 2

~

Create Mew Plate Type |

Define Plates For Sample Set Method

Clear Plates |

. _:. :
Plate Sequencing Mode ._. ‘ .5 .

Plate Type Name

Plate Layout Position

B1

PAB00 PLUS Buffer

BO

PABO0 PLUS Sample

3l

|E]
1 | PABOD PLUS Buffer
2
3
4

PABO0 PLUS Sample

Q0000
00000

§ WEIEDEE
900000
EIEIEIEICIE
000000
GEEEEE
OEEEEE

——

Cancel | Help

| Inject Standards J |

6. i OK ORA7 B i IF KR PARHEHE .

R A T A BT

1. #£ Waters Empower™ Software Project % 1+, #.il; File > New Method > Sample Set
Method.
New Sample Set Method Wizard ] JF.

2. i Use the Sample Set Method Editor instead of the wizard, 4}/5 .7 Next.

B0 E LR £ (clEF) {57 & & H T PA 800 Plus
Pharmaceutical Analysis £4;
52/59
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14 Ff Waters Empower™ #3847 k4

K| E-12 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 sst method using this wizard
™ Use an existing sample sst method template

o lUse the Sample Set Method Editor instead of the
wizard

¢ Back Next > Cancel

Help

Sample Set Method Editor ] 1.

3. WEMNALTE.

a. fEH—1T, %+ Method Set/Report or Export Method £ 7CH5 4 ]
clEF_CONDITIONING.

b. XT% 241755 17 17, 1 Method Set/Report or Export Method &.70#% F1ik#%
clEF_SEPARATION.

c. XI5 18 17, 7£ Method Set/Report or Export Method . 0% ik £
clEF_SHUTDOWN.

d.  @IFEARL TS

B WHSHEK: RE-1.

R E-1 FEAA TR AT B

B it

Plate/Well FEARTEREARFER AL E
# of Injs FEA BRI
SampleName FEARRI AR

SEET
RUO-IDV-05-5862-ZH-E

TS5 R EE (cIEF) W57 & &M T PA 800 Plus

Pharmaceutical Analysis % %;
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1§ Ff Waters Empower™ #1547 FE A4

#® E-1 FEARATT IR LI B (28)

SR ik
Run Time BT B FFEEmT[A] .
(Minutes) AN VETE RS IRSE B B Run Time A T-88 26 T-{x 387 rh i

i (AR 7 RS2SR . 0 Run Time 555, REUKSTER RFET
e AR 111817 .

TEER T ESE AL

VEF:: Level il Label Reference %175 B+ A FEEUIRE

Kl E-13 FEARH 772
ﬂ T i Method Set | R Data | Mestin
Piateiel | Vol iy |Label |Sampletame Function Repont oo Processing Time Slar Dielay
) Expart Method (Mirutes) | (Minutes) | (Minutes)
1|BLAA 100 1 Condisoning | Inpscl Samples CIEF_COMDITONNG Hoemal 10,00 0,00 0.0
AEXEN I plMarker_5 |Iyeci Samples | CIEF_SEPARATION Hertmal w| 000|000
BEXERETINE plMarker_5 |Ipect Samples | CIEF_SEPARATION Hormal 000 000 000
[a]=staz  [w00] 1] piMarker_5 |ijeci Samples | CIEF_SEPARATION Hermal 00| 000|000
[5]staz  [wo] 1] piMarker_5 |Ipeci Samples | CIEF_SERARATION Horinal wo| o000| 000
[&|saz  [wo| 1] plMarker 5 |Ipect Samples | CEF_SEPARATION Hoemal 000 00| 000
[Tl=taz [wo] 1] piMarker_5 |Ipeci Samples | CIEF_SEPARATION Heemal 00| 000] 000
[@leia_ [wo] 1] Shudown | Ipeci Samples | CIEF_SHUTDOWN Hoemal 1000 000] 0w

4. DRAFFEARLLITE.

a. H.1 File > Save.
Save current sample set method XfiEHEFT IT -

b. 7t Name FEH#EN cIEF FEARH T,
c. (A[ik) ff Method Comments ZE T A\ {Z ..

d. GRS,

T B N 241 FH 2 fF) Waters Empower ™ #E %510 (££ Password 7

HEEN) , RJE T Save.
INESIRAE B4R E o
5. i Tools > Run Samples.

BN B (CIEF) X774 & T PA 800 Plus e

Pharmaceutical Analysis %
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14 Ff Waters Empower™ #3847 FEA

K| E-14 Select Desired Chromatography System X {5 HE

Select Desired Chromatography System >

Fleaze zelect the chiomatographic spstem which pou would like o uge to acquire zamples into thiz project.

Mote that you may hawve access to bwo or more syztems with the zame Syetem Name on different nodes.

Sustern Name | Svztem Location | Mode Mame | Sustern Comments |
Instument 2 Laced inztruments 2 in Dual
Instrument 3 Lace? CE3

QK | Cancel Help

6. HHFEMHARNRS, RJEHT OK.
WARACES L UV R85 31T T E .
Run Samples & H$] .

7. Hif @(Load Sample Set).

K E-15 Load Samples X}ifHE

Load Samples X

Hamw would you like taload your zample infarmation?

{* | nad using a previously created sample set method
" sze the zample set wizard

" Finish an intermupted sample set

" Re-nject samples from a previously run zample set

" Make single injections

k. | Cancel Help

8. H.ili Load using a previously created sample set method, %XJ5 #.ii OK.

A EEGE] EYHEE LI (cIEF) iIk77& i&H T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis % %;
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1 H] Waters Empower™ # {43z THEA

K E-16 Open an existing sample set method X} ifHi#E

Open an existing sample set method >

MNames:

CIEF UV zeparation
CIEF UV conditioning
Fast Glpzan

1gG PO all three

laG PO conditioning
1gG PO HR S eparation
laG PO Separation
195G Sample Set Method

M arme:

Open | Cancel | Help |

9. HLFIRHN clEF FEARA JVE, )5 H 1 Open.
ZREASETTIEAE Samples &I H T I,

10. 7t Waters Empower™ Software Project & 171, Hii; @ (Start).
B REFH UG . EigfTidfEF, Sample Set Method & 1 FRAR 3 IEAE RAEIFEAR AT H I
AR,

M. PAT LU HAE:
. (i) it @ (Stop) L EEETAE.
o A H AT I ER .
HictT 45, Sample Set Method & TG 47 R I SCARHR N4 o
N o N
SN TTVE
1. 4TJF PA 800 Plus Empower™ Driver Y4 -] Methods ({43 .

2. {f Waters Empower™ #ff Pro Interface % H 9, #.ili Browse Projects, /&>
MIH, )G HdE OK.

EYHE S IR (CIEF) iIX77)& 1EH T PA 800 Plus ISR TE
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1§ il Waters Empower™ #4147 FEA

| E-17 Waters Empower" % {4 Pro Interface 7 Il

Empower on EMPOWER3IFR4 as Lisa/Guest — *

€ Configure the System

Perform administrative tasks in configuration manager.

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

[o Browse Projects J

View and select Project to open.

@ Logout @ Login new user

Project & 1$] T
3. {TJFf Methods i&Ti+F.

4. {f Windows %fl I, Hifi Methods CAFFHIREAS min SO, SAE¥ HHE3IE] Project
wWI,
AR IER I INBIITE , H T BATATT FA 5 BT RE AT S AN I B 5 R 4R

N FH 48 e BN EH T (cIEF) 71 & & T PA 800 Plus
RUO-IDV-05-5862-ZH-E Pharmaceutical Analysis #%;
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PR FA

=
« JtZEHIX: NA.CustomerTraining@sciex.com

« WRM: Europe.CustomerTraining@sciex.com
o fERKEE 5132 AME VN sciex.com/education

R b

+ SCIEX Now Learning Hub

ey S il A7)

1t store.sciex.com 7EZEHE HiT W SCIEX H AR FHSLITH, EHMRAN. 1T HEIAEL
RICRABREIKS . Har, EE. SEMEE R SR AV RIS, Kok &R 2 HARE
FIMX . X FHAMERMXE T, EKRSHM SCIEX /LK.

SCIEX 7 #

SCIEX K HARRAEEERVEE N WA LI RGN RS FEAR LK. AT LURE R 5t
BR AT e I AR (TR AR A B . IS5 7 ) SCIEX M sciex.com Bl Tk 7z —BER TR
111z

+ sciex.com/contact-us

» sciex.com/request-support

W 2% 2 4

A K SCIEX 7= [ sl I 25 22 41675, 1577 Ml sciex.com/productsecurity .

3

AR RRCAS (1) SRS HUARAR SCRS (14 T S T RRUAS

T FHA A FRCA, 7% Adobe Acrobat Reader. B FN#EGHTHA, 1§43 https:/

get.adobe.com/reader.

FERBAT T i SO, 15 S DA B B RO RRCAS AT i B BER 1 2 2 i e
FEAHRAELT GO, 1S RGeSk DVD.

BRHTA I SCRE T N SCIEX P E3R1F, Fhk: sciex.com/customer-documents.

EYHE 5 B IR (CIEF) iIX77)& & H T PA 800 Plus ISR T
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BRARBAN

VERE: W S SRR SO I BN AR AT, 15 BE & sciex.com/contact-us.

% FH 6 P BN SR (clEF) iWlf& &H T PA 800 Plus
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