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BioPharma
Product Testing

Immunoanalytical Services for Biologics and Biosimilars

Eurofins BioPharma Product Testing is a contract research
organization that actively and comprehensively supports
the evolving needs of companies developing therapeutic
products.

Eurofins Munich has the scientific expertise and infrastruc-
ture to support your bioanalytical program from preclinical
to clinical stages. The responsible subject matter expert will
work collaboratively with you and offer expert advice on

the de novo development or transfer of your assay. Assay
validation adhering to current EMA and FDA guidelines and
sample measurement are performed in compliance with GLP
and GCP requirements. Adapting to your needs we also offer
non-GxP assay development, qualification and sample mea-
surement in preclinical development and drug discovery.

Our Equipment

Any of the following techniques can be tailored to your as-
say demands:

® Multimode plate reader for OD, fluorescence, time-
resolved fluorescence and luminescence read outs (Tecan
Spark)

® Multiplex reader for electrochemiluminescence read out
(MSD Meso Quickplex)

e Automatic cell counter (Nucleocounter)
e Flow Cytometers

® |nfrastructure for primary cell culture

Biomarker analysis

Cellular Biomarkers (FACS')
Serological Biomarkers (LBA2, Multiplex)
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Sample Immunogenicity testing
Pharmacokinetic testing Analysis Setup Screening Assay
. - Confirmatory Assay
Ligand Binding Assays L 2
(e.g. ELISA’ or ECL* based) Neutrahzatl;)_n As_say (cellular or LBA?)
itration Assay
Validation ADAS Characterization Assays
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Cell-based assays

Custom assays using cell lines
or primary cells
(ADCC®, CDC’7, CRA8, MLR?)

1 fluorescence activated cell sorting

2 ligand binding assay

3 enzyme-linked immunosorbent assay
4 electrochemiluminescence

5 anti-drug antibody

6 antibody-dependent cellular cytotoxicity
7 complement-dependent cytotoxicity

8 cytokine release assay

9 mixed lymphocyte reaction

10 peripheral blood mononuclear cells
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Cell isolation services

PBMC'? Isolation and Storage
Customized Cell Isolation

Any questions? Please contact us at

info-munich@eurofins.com

Our Services

Chemistry/Biochemistry

Cell Banking Services

Facility & Process Validation

GMP Manufacturing

Method Development & Validation
Microbiology

Molecular & Cell Biology
Raw Materials Testing
Release Testing

Stability Testing & Storage
Viral Clearance & Viral Safety

Professional Scientific Services®

With more than 25 Laboratories in 13 countries,
Eurofins BioPharma Product Testing is the largest
network of harmonized bio/pharmaceutical GMP
product testing labs worldwide.
www.eurofins.com/immunoanalytics



