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E7H 5! T (Features and Benefits)
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M =239l At (Membrane Details)

Product Series Purcise™ Q

Membrane Materials PES

Functional Group Mixed amino group

Typical Operating Flow Rate 1-25 MV/min
Nominal Pore Size 0.7 pm

BSA Binding Capacity >50 mg/mL
DNA Binding Capacity >20 mg/mL

Pre-use Storage Conditions Store at room temperature or 2~8°C

Post-use Storage Solution 0.TM NaOH
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HE MF 1(Product Specification 1)

Specification

CXU33 CXD32

“ r

Lab Scale ¢ — —
Volume 0.2mL 0.45 mL 09 mL
Minimum standards
BSA binding capacity 50 mg/ml 50 mg/ml 50 mg/ml
(Moer:%&argte\on Flat sheet Flat sheet Flat sheet
Layers 3 8 16
Connection forms | : Female Luer;

0O’ Similar to Male Luer Female Luer Female Luer
Structural material Upper: PP Upper: PP Upper: PP

Lower: PP Lower: PP Lower: PP
Recommended . : :
flow rate range* 0.2-5 mL/min 0.45-11.25 mL/min 0.9-22.5 mL/min
Meax. operating pressure 4.0 bar 4.0 bar 4.0 bar
Typical application Process development experiments;

Scaled down laboratory tests

Specification CX0005 CX0010 CX0025 CX0050

Lab Scale

Volume 5.0 mL 10.0 mL 25.0 mL 50.0 mL
Minimum standards

BSA binding capacit 50 mg/ml 50 mg/ml 50 mg/ml 50 mg/ml
Membrane

Configuration Pleated Pleated Pleated Pleated
Layers 8 16 3 16
Connection forms M6 Tapered Thread Port M6 Tapered Thread Port TC25 TC25

Structural material

Membrane Support Layer / Drainage Structure: PP
Core / Support / End Cap: PP
Membrane Shell: PP
Seal Ring: Red Silicon

Valve: PP
ﬁg@orgqg”%”ndg‘f‘ed 5-125 mL/min 10-250 mL/min 25-625 mL/min 50-1250 mL/min
Max. operating pressure 3.0 bar 3.0 bar 3.0 bar 3.0 bar
Typical application Process Development Process Development Pilot-Scale Pilot-Scale
Experiment Experiment Experiment Experiment




HIE M 2(Product Specification 11)

Specification CX0075 CX0150 CX0225 CX0450
Pilot & Production

Specification

Volume 75 mL 150 mL 225 mL 450 mL
Minimum standards

BSA binding capacit 50 mg/ml 50 mg/ml 50 mg/ml 50 mg/ml
Membrane

Configuration Pleated Pleated Pleated Pleated
Layers 8 16 8 16
Connection forms TC25 TC25 TC25 TC25

Structural material

Membrane Support Layer /Drainage Structure: PP

Membrane Shell: PP

Valve: PP

Core / Support / End Cap: PP Seal Ring: Red Silicon
ﬁg@%@?@”ﬂ%eed 0.075-1.875 L/min 0.16-3.75 L/min 0.225-5.625 L/min 0.45-11.25 L/min
Max. operating pressure 3.0 bar
Specification CX1000 CX2000 CX2500 CX5000

Pilot & Production
Specification

Volume 1000 mL 2000 mL 2500 mL 5000 mL
Minimum standards
BSA binding capacity 50 mg/ml 50 mg/ml 50 mg/ml 50 mg/ml
Membrane
Configuration Pleated Pleated Pleated Pleated
Layers 8 16 8 16
Connection forms TC50 TC50 TC50 TC50

‘ Membrane Support Layer /Drainage Structure: PP Membrane Shell: PP Valve: PP
Structural materiel Core / Support / End Cap: PP Seal Ring: Red Silicon
Recommended 1-25 L/min 2-30 L/min 2.5-62.5 L/min 5-75 L/min
flow rate range
Max. operating pressure 3.0 bar
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Purcise™ Q CXU33 BSA TestUv1_280
Purcise™ Q CXD32 BSA TestUv1_280
Purcise™ Q CX5 BSA TestUv1_280
Purcise™ Q CX50 BSA TestUv1_280
Purcise™ Q CX150 BSA TestUv1_280
Purcise™ Q CX450 BSA TestUv1_280
Purcise™ Q C5000 BSA TestUv1_280
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CXU33

25 mM Tris, pH 8.00] £38 H?_F 2 mg/mL BSAE 10 MV/min §&22  V/min
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Scale up performance

CX0005 CX0050 CX0150

== 10%BT DBC

Actual Test Data for Purcise™ Q Removal of Host Protein (HCP) from Antibody Samples

CX0450

CX5000

Samples

Initial samples

pH 8.2 Cond.~4 mS/cm

pH 7.75 Cond.~4 mS/cm
pH 7.5 Cond.~4 mS/cm

HCP S22
HMW Main Peak
28 ng/mg 2.07% 97.89 %
3.5 ng/mg 1.73% 98.26 %
4.8 ng/mg 1.65% 98.35%
4.3 ng/mg 1.59 % 98.41 %

LMW
0%
0%
0%

0%
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Samples

Initial samples
pH 6.46, Cond. 3.80 mS/cm
pH 7.02, Cond. 3.87 mS/cm

HeP HMW Maiii’iak
699 ppm 8.1% 91.5%
30 ppm 6.5 % 93.1 %*
35 ppm 3.3% 96.4 %*

LMW
0.3%
0.3%
0.3%
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Samples Description Load HCP
Initial samples Initial samples N/A 216 ppm
Samples 1 pH 7.5, Cond. <6mS/cm through hybrid samples 0.5 g/ml <9 ppm
Samples 2 pH 7.5, Cond. <6mS/cm through hybrid samples 2.0g/ml 15 ppm
Samples 3 pH 7.5, Cond. <6mS/cm through hybrid samples 4.0 g/ml 20 ppm
Samples 4 pH 7.5, Cond. <bmS/cm through hybrid samples 4.0 g/ml 24 ppm
“‘Hlﬂt T E M HIOIH = Protein A X HEEESM(MAD)E M pHOIM XM2|&t 72| 50|2 K= o 20|, Purcise™ Q Ll §&2 10 MV/min0]
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HHO| 2 A M7 E|AE(Purcise™ Q Virus Removal Test)

Challenge Test Conditions

Parameter Condition 1 - Two Parallel Groups Condition 2 - Two Parallel Groups
pH and Conductivity pH 7.0, Conductivity ~6 mS/cm pH 8.0, Conductivity ~6 mS/cm
Membrane Volume 0.9 ml (Lot. CXD32EAQ16CC1P)
Flow Rate 10 MV/min
9 ml/min
Challenged Virus Types MVM, X-MuLV, Reo-3, PrV
mAb Concentration 9.42 g/L
Load Volume 3.1 kg/L (g/ml)
Residual HCP in Flow Through ~20 ppm

Virus Clearance Results

Run1pH7.0 Run 2 pH 8.0
Virus Type ﬁggu%)Spiked Level LRV ﬁg;u%)Spiked Level LRV
X-MuLVv 7.02 >555+0.20 6.86 >538+0.33
MVM 8.04 4.79+0.14 8.06 580+ 0.31
Reo-3 8.21 >6.86+0.21 8.25 577+0.14
Prv 8.46 >6.99+0.16 8.11 >6.63+0.12
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A=EM HH HAE(Purcise™ Q Endotoxin Removal Test)

Test Conditions  Conducting DOE Experiments to Study the Performance of Q Membrane  Test solution spiked with endotoxin concentration:

in Removing Endotoxins from Formulation Buffers under Low Load 100 EU/mI
Purcise™ Q membrane volume:

Conditions 0.9 ml (configured with 16 layers)
. . Purcise™ Q membrane filtration spiked solution volume:
Condition Low High 90 ml .
pH 4 9 Filtration flow rate: 9 ml/min (10 MV/min)
Collect the solution before and after Q membrane
Sucrose Concentration 0% (W/V) 15 % (W/V)

filtration, and measure the endotoxin concentration.
NaCl Concentration 0mM 200 mM The endotoxin removal is expressed using log
reduction value (LRV).

Test Results Endotoxin Clearance LRV =1.60 + 0.2675*A - 0.5826*B - 0.6498+C + 0.2937*BC + 0.8019*A?+ 0.3434*B?+ 0.3048*C?,
where

A pH
B: Sucrose Concentration
C: NaCl Concentration

Response Surface Curves

Factor Coding: Actual Factor Coding: Actual Factor Coding: Actual
Endotoxin Residue LRV Endotoxin Residue LRV Endotoxin Residue LRV
1.37675 [JJI 3.69897 1.37675 [JI 3.69897 137675 [ 3.69897
X1=C X1=C X1=C
X2=B X2=B X2=B
Actual Factor Actual Factor Actual Factor
A=4 A=65 A=9

Endotoxin Residue LRV Endotoxin Residue LRV Endotoxin Residue LRV
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C: NaCl (mM) C: NaCl (mM) C: NaCl (mM)
At pH 4, the response surface curve of At pH 6.5, the response surface curve of At pH 9, the response surface curve of
B: sucrose concentration and C: B: sucrose concentration and C: B: sucrose concentration and C:
sodium chloride concentration. sodium chloride concentration. sodium chloride concentration.

Purcise™ QE 0|2%t ¢l
pH: 4~9, +3AEA Sk:
Purcise™ Q Q= EH Zt

EEMHAH AT =A:
0~9%, NaCl: 0~50 mM
S LRV >3




FE B (Ordering Information)

Products No. Description Membrane volume Packaging
CXU33EAQO3CP1P 0.2ml 1/pkg
CXU33EAQO3CP4P 0.2ml 4/pkg
CXD32EAQO8CCTP Purcise™ Q Membrane 0.45 ml 1/pkg
CXD32EAQOSCCAP g;‘;%g‘:tfﬁtgerfphy 0.45 m 4/pkg
CXD32EAQ16CCITP 0.9 ml 1/pkg
CXD32EAQ16CC4P 0.9 ml 4/pkg
CXO005EAQO8M6E1P 5ml 1/pkg
CXO0TOEAQT6M6ETP 10 ml 1/pkg
CX0025EAQO8KK1P 25ml 1/pkg
CXO050EAQ16KKTP 50 ml 1/pkg
CXO0075EAQO8KK1P 75 ml 1/pkg
CXO150EAQ16KKTP Purcise™ Q Membrane 150 ml 1/pkg
CX0225EAQO8KK1TP Chromatography 225 ml 1/pkg
CX0450EAQ16KKTP Capsule Filter 450 ml 1/pkg
CX1000EAQO8SSTP 1L 1/pkg
CX2000EAQ16SS1P 2L 1/pkg
CX2500EAQO8SSTP 25L 1/pkg
CX5000EAQ16SSTP 5L 1/pkg
CXMOKIT M6 Inverted Cone Fitting Accessory Kit - 1/pkg
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