BIOTECH

Carboxypeptidase B, rec.,

GMP Grade

New standards in secure industrial applications

Safer products, starting from the source

As industrial production of biological reagents and biopharma-
ceuticals expands, heightened regulatory requirements
mandate safer products free of animal-derived materials.

While eliminating animal-source components is key for
regulatory compliance, maintaining robust and optimized
manufacturing is equally important.

To meet these demands, Roche CustomBiotech has expressed
the rat carboxypeptidase B gene in the yeast host Pichia
pastoris to produce a high-performance recombinant enzyme
that satisfies evolving regulatory standards.

Optimal for sensitive manufacturing workflows

Carboxypeptidase B provides critical process safety for

biopharma workflows, such as active insulin production and post-

translational modification of antibodies.

e Animal-component-free production, reducing risk of
contamination

e Manufactured under DIN EN ISO 13485 in accordance to good
manufacturing practice (GMP) guidelines

Consistency that saves time and money

Each enzyme lot meets narrow quality and activity specifi-
cations so you can count on not only a quality supply, but also
consistently high performance.

e Supports robust production processes

e |ess downtime and corrective action required

e High reproducibility of your own product

Documentation that supports product submissions
Extended quality document package for your process
development and regulatory submissions available.



Specification

Carboxypeptidase B, rec., GMP Grade, from rat pancreas, expressed in Pichia pastoris, solution

Appearance clear, colorless to slightly yellowish solution

Composition Tris/HCL, 33 mmol/l; ZnCl2, 0.1 mmol/l

pH value (at +25°C) 7.5-8.5

Activity > 400 U/ml (with Hippurylarginine)

Specific activity >210U/mg

Protein 2.8 +0.5 mg/ml

Purity (RP_HPLC) > 85% according to master lot

Bioburden <50 cfu/ml

Trypsin (with chromozym) <0.005%

Stability at -15 to -25°C within specification range for 12 months

Ordering information

Product Pack size Catalog Number

Carboxypeptidase B, rec., GMP Grade 30 KU 03 358 682 103

Related products

Trypsin, rec., GMP Grade 3.5 MU 03 358 658 103

Regulatory disclaimers, warranty limitations and legal notes
are listed on the respective product page on custombiotech.roche.com
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