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DESHB—BIBREVNTVEERFICE > TELLBEEINE T2, —A. Z<ODMEIF. TXIXBEHENS. BiE
ATV TeBEBVWEINIEBUTON I ZEAF T, RIEA— My DOFRICOTIHDODOUR T LT, Ny
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PBFSI N L S/ — RRTZFRTERINTVWRDICH L T, HRITIEOTHN 82% TLK (KM8A) «» TOEIFE
IC. TIMIRIBE MU POV OBESHERICE 2D FRBOEICERLEFY (22NN 8B H&LUR8C) , st 1) T
Y TlE. Bt TICE—JEBDL 10% HYIBDORE. 46% NECHEKICEZE—7ICL3HDTL . COI LI

RapiZzyme™ U7 Y ZERT N1 AEXROEETAORABEOSVREBELTO N )L 12



« Rapizyme PO TSI UICED D BDEREDI 7O VIBRIBOFEATTH., BIEREWHEHADEONZ L ZR

LTWEY, COREIR BIBZBITIEVAICE >TEREBREFRE BRI ARUEDRHD £,

TIC LARZADEIE : FRENZUME—2

100.0 96.1
824
80.0
60.0
200
200
0.0
RapiZyme ettt
i RIEER TS BT
BELARVRACHTREE) B LARVRICH T 2EE)
120 120
100
10.0 100
80 30
6.1
6.0 6.0
40 40
25
20 20
0.0 00
RapiZyme FRefhtt RapiZyme sRefthet

M8 TryRy bk (BEAL) FRIOMINOER. NKILA) IC.
RapiZyme N 7LV e (R E U —RTZROMUB U TV ERVL S
T—ROT YRy MNERTFEINZTME—I TERINZ TICL ARV R
(%) DEBEERLET, TREY1 ICIE. TIXIBE — 0 & L OISR
DE=T, FITFUDEBERDODE—Y, RHME—IWEENET, D E
LWERE, KB (XRILB) LUV MUY T>>0BETHEL (XRILC

) ERTY,

RTIFEIVEVTE N FTEERORFERBNELIVEZZV Y JICERTEI2EEL T —HRVDEELDHD 1

D2THH., CORRRSELAECEBDNE T, LD >T. CODMDLHOY Y FILEIHLIES L oI, mHig

Rapizyme™ b POV ERTI3NM AERROFEBITEOABMOSVVERREHL IO NI



TEEMOEVLDOTHIVENHDFT, CIFVR. ZLOTRICIF. TEIFEHCEETONILDLHD £,
K7 TVr—>a>y/— b TERLICAOTARRRRICE D, MBOBSHEKMES L HLMEEE T 3 RapiZyme
FUTSOUH BOBWRTFRIVEY IO TN ELIDREN DV I —FT 1 TICHARTIFRICHDEBEZZH
HHD £9, RapiZyme U T Uid. RRDBEHZE. 30 9 TORRNDOREHRLGA —/N—F+1 MEH. I5ICIEF>Y
TNBTYRy h7ORINTHERATHD CCHHEIAThE LT, WICERSNcthzho 7O ILZzAVS
C X T. Rapizyme U FIUIZED T—R2OBLEMENBEVWL I T—RFORTFRIvEYITHESNELE (
9) ,

2| X

1:20. 37 °C. 1 B3R, pH7.5 L
%
50
25 5 7.5 10 125 15 175 20 225 25 27.5 30 325 35 ars 40 425 45
1007 N :?31)(7
%] 1:5,37°C.30%. pH7.5 '
50
*
0 N 1 LJ-L

25 5 7.5 10 12.5 15 17.5 20 22.5 25 275 30 325 35 375 40 425 45

<1 1:100, =8, A—/\—F1/h. pH65 e
50

P 'l. ll‘hl}l‘l_“l : . : : ‘ . . : . h; : .

25 5 7.5 10 125 15 175 20 22.5 25 27.5 30 325 35 375 40 425 45
1007 _ 2| x
«| 1Ryk1: 5,37 °C. 2 B/, pH7 5 sl
50
*
o L ﬂl. LJLLU - .

T 1 T T T
25 5 75 10 125 15 175 20 225 25 215 30 325 35 375 40 425 45
LRI [3]

XO. HUEEDOH I —-LIT—RICHLTEWE4 DDOBEUEEIARNTOBRTEVWLARNILOEMNENRRESNS C
CHRRIBHERTICOVOAR NI S L CIFAVEI BRI T VDE—UERT)

Rapizyme™ b POV ERTI3NM AERROFEBITEOABMOSVVERREHL IO NI 14



ZE 3k

1. Ranbaduge R, Yu YQ.A Streamlined Compliant Ready Workflow for Peptide-Based Multi-Attribute Method
(MAM).Waters Application Note, 720007094.2020 Dec.

2. Mouchahoir T, Schiel JE.Development of an LC-MS/MS peptide mapping protocol for the NIST mAb. Anal and
Bioanal Chem.2018;410:2111-2126.

3. Ren D, Pipes GD, Liu D, Shih L, Nichols A, Treuheit MJ, Brems DN, Bondarenko PV.An Improved Trypsin
Digestion Method Minimizes Digestion-Induced Modifications on Proteins.Anal Biochem.2009; 392: 12-21.

4. Millian-Martin S, Jakes C, Carillo S, Buchanan T, Guender M, Kristensen DB, Sloth TM, Oregaard M, Cook K,
Bones J. Inter-laboratory Study of an Optimized Peptide Mapping Workflow Using Automated Trypsin
Digestion for Monitoring Monoclonal Antibody Product Quality Attributes.Anal and Bioanal Chem.2020; 412:
6833-6848.

5. Evans AR, Hebert AS, Mulholland J, Lewis MJ, Hu P. ID-MAM: A Validated Identity and Multi-Attribute
Monitoring Method for Commercial Release and Stability Testing of a Bispecific Antibody.Anal Chem.2021; 93
(26):9166-9173.

6. Song YE, Dubois H, Hoffman M, Eri SD, Fromentin Y, Wiesner J, Pfenninger A, Clavier S, Pieper A, Duhau L,
Roth U. Automated Mass Spectrometry Multi-Attribute Method Analyses for Process Development and
Characterization of mAbs.J Chrom B. 2021; 1166: 122540.

7.Hao z, Moore B, Ren C, Sadek M, Macchi F, Yang L, Harris J, Yee L, Liu E, Tran V, Ninonuevo M, Chen Y, Yu
C. Multi-Attribute Method Performance Profile for Quality Control of Monoclonal Antibody Therapeutics. J
Pharm Biomed Analysis. 2021; 205: 114330.

8. Instruction Manual for PD-10 Desalting Columns.Cytiva #52130800 BD.Accessed via

www.cytivalifesciences.com on 12 Dec 2022.

=

VI)a—> g igHEls

ACQUITY UPLC I-Class PLUS & X 7 L\ <https://www.waters.com/134613317>
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