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Capture SMB
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MCSGP ( Sthi¥imiafBEs )

MCSGP ( Multicolumn Countercurrent Solvent Gradient Purification ) FHFE4EIATY |
FT R B FERTRISEIRIRIT ( Dok ) ET 254 |, eI ExGeiREE! SMB (EfURaIAK ) 1
BRT OB, TETREMRRERTRA.

ERIENTEETZ | WM EZ B HNE , RELHRK. SMEERIESEI
FHER , SRIESEENm , —ERENTEE T ZAHEIGAIMER.
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1.Identify the 2.Enrich the impurity 3.Verify the impurity by
impurity location with N-Rich analytical HPLC/UPLC
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Contichrom R5IF=RESTE  BEAURES
[EFIERIE | &RERSEMIES 100 bar (10
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Contichrom ErZFiE
Contichrom CUBE

XE—ERTEARAH FPLC RE &S
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H37HF

> FRAERANIEIRE

> BEWERITE

> ERIIIEEMEIMIUA ( Capture SMB)
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Cell Culture Harvest

]
Batch [ | Protein A
Cap tureSMB|+l affinity chromatography
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[ Virus filtration ]

Ultrafiltration /
diafiltration

Typical monoclonal antibody platform process.
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Contichrom EiR ZFiE
Contichrom CUBE Combined

XE—ESLE FPLC RE |, e R A E 50
bar (5 MPa ) , ED®¥FHGIRITFITNRE , BTFATF
SMBEZMS B | B RIFIHRERE

B B TSMEMER, B35 !

> WA TR

> BEURIRITRE

> RS FEBNEIMAK ( Capture SMB)

> FBETZEEML (MCSGP)

> BT ZBEaMEMUL (N-Rich)

Contichrom iR R FHE
Contichrom HPLC

Z#& HPLC RFtix=mi/E 100 bar (10 MPa ) |, A }
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Contichrom BIF &%
GMP Scale-Up Equipment

e

> EBMRIELFTEIRE

> ASHSEMEITRE. BEUHIRLRE. FHTIANELTEF Capture SMB,
> CIP #0 SIP

> HET SR

> RIS GMP , GAMP , ASTM , 21CFR Part 11

> RERE : £0.5%

> BBERE : +0.5%

> BREEST : 7.5 bar (1108 psi )

> EIEMR : 316L FEAIN
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