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native Protein A Repligen rPA50

Molecular Weight 46.7 kDa 44.6 kDa

E,D,A,B,C IgG binding 
regions

Yes Yes

IgG binding >95% >95%
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IgG Binding Domains C-terminal

Repligen rPA50 recombinant Protein Anative Staphylococcal Protein A

E D A C X131B

IgG Binding Domains C-terminal

E D A C X91BBG

BG SequenceIgG Binding Domains C-terminal

Repligen rPA50 recombinant Protein Anative Staphylococcal Protein A

E D A C X131B

IgG Binding Domains C-terminal

E D A C X91BBG

BG SequenceIgG Binding Domains C-terminal

Repligen rPA50 recombinant Protein Anative Staphylococcal Protein A

E D A C X131B

IgG Binding Domains C-terminal

E D A C X91BBG

BG Sequence
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Required Analysis USP Monograph Method Repligen Method Notes
Bioburden Parameters contained in 

general chapter <61>
Membrane filtration. Additional test method 

required to comply with USP 
method.

Endotoxin Parameters contained in 
general chapter <85>

Commercially available 
chromogenic endotoxin kit

Aligns with  USP 31 <130> test 
method

Total Protein Parameters contained in 
general chapter <851>, dilute 
to 3 mg/mL, absorbance at 
275nm

UV absorbance at 275nm Aligns with  USP 31 <130> test 
method

Identity by SDS 
Page

rProtein A specific method, 2 
µg load onto 10% Bis-Tris 
stained in coomassie R-250

Tris-Glycine SDS-PAGE 
stained with Coomassie G

Alteration to test method 
required to comply with USP 
method.

Purity HPLC by SEC: Dilute to 
1mg/mL, absorbance at 214 
nm and 280nm, L35 packing 

HPLC by SEC: absorbance at 
214 nm and 280nm

Aligns with  USP 31 <130> test 
method

Identity by hIgG 
Binding

Binding by HPLC IgG column Repligen internal method Alteration to test method 
required to comply with USP 
method.

UV Spectral Scan Dilute sample to 1mg/mL in 
WFI. Scan at 360-240nm

UV Spectral scan at 360-
240nm

Aligns with  USP 31 <130> test 
method

Triton Content HPLC at 223nm, column 
packing L11

HPLC at 223nm Aligns with  USP 31 <130> test 
method

IEF Dilute sample to 4 mg/mL, run 
marker set with markers 
between 3 and 10. Apply 5µL 
aliquots and run at 1W for 10 
minutes, 25W for 40 min, then 
fix and stain

Commercially available pH 3-
10 IEF gel

Aligns with  USP 31 <130> test 
method

�
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IPA-400HC 
Lot Number

Result: Human 
IgG binding 

Capacity          
(mg hIgG/mL)

RN092520 39.2
RN092525 37.2
RN082647 37.5
RN074766 38.0
RN061449 38.8
RN052309 41.6
RN040633 40.7
Mean 39.0
SD 1.6 �
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IPA-400HC 
Lot Number 

Rprotein A 
Leakage              

(ng rPA/mL) 

RN092520 0.20 
RN092525 0.40 
RN082647 0.40 
RN074766 2.00 
RN061449 1.00 
RN052309 0.50 
RN040633 1.40 
Mean 0.84 
SD 0.66 
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PAN Bad Actor Acute Carcinogen Cholinesterase Ground Water Developmental Endocrine 
Chemical (1.) Toxicity (2.) Inhibitor Contaminant or Reproductive Disruptor

Toxin

NOT LISTED NOT ACUTELY � NO � � �

TOXIC

KEY

Indicates high toxicity in the given toxicological category.

� Indicates no available weight-of-the-evidence summary assessment. 

NOTES.
1 PAN Bad Actors are chemicals that are one or more of the following: highly acutely toxic, 

cholinesterase inhibitor, known/probable carcinogen, known groundwater pollutant or known
reproductive or developmental toxicant. NOTE! Because there are no authorit

2 The acute toxicity reported is of the pure chemical ingredient only and may not reflect the 
acute toxicity of individual pesticide products. �
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� ASTM Type I� USP Purified water� WFI� Repligen 
Specification�

Conductivity� 0.05 µS/cm� 1.3µS/cm� 1.3µS/cm� 0.01 mS/cm�
LAL� N/A� N/A� < 0.25 EU/mL� 0.5 EU/mL�
Bioburden� N/A� 100 cfu/mL� 0.1 cfu/mL� 10 cfu/mL�
pH� N/A� N/A� 5 – 7� 5 – 7�
TOC� 0.1 ppm� 0.5 ppm� 0.5 ppm� 0.1 ppm�
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� Conductivity� Ph� Bioburden� Endotoxin�
Spec� <0.01 mS/cm� 5-7� 10 cfu/mL� 0.5 EU/mL�
Min� 0.001� 5.1� 0� 0.02�
Max� 0.008� 6.94� 10� 0.443�
Mean� 0.001� 5.553� 0.677� 0.027�
n� 154� 154� 154� 154�
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HETP = L/N
N = 5.54 (Ve /W h)2

L = Bed height (cm)
N = Number of theoretical plates
Ve = Peak elution distance
Wh = Peak width at half peak height
Ve and Wh are in the same units

Asymmetry (As) = b/a
a = 1st half peak width at 10% of peak height
b = 2nd half peak width at 10% of peak height
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