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Proactive Professional Process
Proactive in anticipating Professional solutions with Efficient processes rooted in good
customers’needs high integrity science and phase appropriate quality
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Changes from day T0 to Tend

Stability Analytical
Candidate A

(Middle cell pool titer)

Candidate B

(Middle cell pool titer)

Candidate C

(High cell pool titer)

methods

Freeze-thaw Appereance Remain the same Remain the same Remain the same
Appereance Remain the same Remain the same Remain the same
Stressful CE-SDS-NR Decrease ca. 10% Remain the same Remain the same
(40°C&2 weeks)
SEC-HPLC Remain the same Remain the same Remain the same
PTM by MS ~ 10% deamidation (not CDR) ~ 10% deamidation (not CDR) ~ 5% Oxidation (not CDR)
clEF Acidic and basic increased Main peak changed Acidic and basic increased
Bioactivity Remain the same Remain the same Remain the same
. . Appereance Remain the same slight suspension slight suspension
Acidic condtion
(pH3.5& 250C & 4h)  SEC-HPLC Decreased ca.70% Decrease ca.40% Decrease ca.5%
PTM by MS ~10% dearmidation (not CDR) ~20% Oxidation (CDR) Remain the same
clEF Remain the same Main peak changed Remain the same
Bioactivity Remain the same Decreased Remain the same
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Top10 clone titer distribution
Titer ( 3L-200L )

6.
8 - L
d 4- #8 200L-1
2 g, . 200L-2
£ > 200L-3
-
2.
1.
1 2 3 4 5 6 7 8 9 10
Clone Different scale
Fed-batch 1275 13 KB~ & (FEEFHN) meik 8g/L ProCLD fIfB R A B HEBMAKLEFEEN
Viability ( 3L-200L ) Viable cell density ( 3L-200L)
100+ 351
o W - 2L = - 2L
804 - 200L-1 =+ 200L-1
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2 50 8
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HRIEFIZHA

MAIEF T AR T AEBIREEERERIE. BAE. BEHEE. AL URRNBIEZEFREHMNL, RRFRERAE, HGaT
ZREEUDBRANEN. RERTi&T (QbD) MEBIWNBEE— NI ZFANERES, EBEIZHAE, MIEFYRIEKFDA
4-8g/L,
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BB TR BB R SR G D R R R TR,
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PRFERERSEIE

DI EF R FEIEN IR M B MMHE R MR EITFRISE T EXEENER. SMHELTENEK. SURIE. REAR
MEMEEDITTE, EYA2EHERNDITSREER,

FmEEIFE: UV280, AAA, pH, Osmolality, Color, Clarity, etc.

LEMIRAE: LC-MS, CD, DLS, DSC, etc.

o SEEM~MmIERAB: SEC/CEX/HIC/RP-HPLC, CE-SDS, iclEF, etc.

2EIHEE TZHM%ZR: HCDNA, HCP, rProteinA, Endotoxin, Bioburden, etc.

221 Endotoxin, Bioburden, etc.

EYEME: ELISA binding, Cell-based assay, ADCC, CDC, ADCP, MLR, Fc-binding

HHEYAMBELZE: B5. W, =5, schv. ABRATF. ROETF. £YEMULZE

ST SIRFAERRES, RATEAREENRE: NARMMEFRHITHEFL

W& i (QE Orbitrap and Q-TOF), UHPLC (Agilent/Waters/Thermo), CE (PAS00

B 5% plus, Maurice, etc.), Microplate readers (Molecular Devices)
SRR BHITBERARS, A GMP/GLP/21 CFR Part 11 3R

EEER IR

. LI TIZE, HIBEEES MOA FF &I A4k,
3%?7‘539?%5@&/%?& >30 MEANARKITAZY; B2 MNEMRKATXZHFER IND/BLA B,

ek o 1B ICH. USP, MIPEBRIIESENHTERS, KUK,
MEREORETEN, MRIDTEN, HANENEER,

PNl LTl AR REnEs WEEXAR. AERT. AR, BNRF. GPCR RKES
RS RER: AEREE, AT, TERKE ARETER. BH%

ADCC, CDC, ADCP, ;E & it B4R iz 2
SEEMNEYENE 2 NMPA/FDA ERIREY Fc &7 HET A

RiEFa FcyRIIIA (CD16a) 158V, FeyRINIA (CD16a) 158F, FoyRIIA (CD32a) 131H, FoyRIIA (CD32a) 131R
FcyRI (CD64), FcRn, C1q
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