KRISHGEN BioSystems

360+
BIOSIMILARS
ELISA

specific, validated assays for detection of monoclonal antibody
drugs for pharmacokinetic studies and therapeutic drug
monitoring

measure free, bound and total drug concentrations in serum and plasma

Learn more about our products:
www.krishgen.biz

kbiinfo@krishgen.com
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At Krishgen, our dedicated team is focused on identifying and prioritizing the most relevant targets and the latest mAb or
bsAb drugs in the pipeline to provide cutting-edge assay solutions.

From target discovery to VD or clinical phase analysis, we can support you at every stage of your monoclonal antibody /
biosimilar drug research with the right products for your needs. To ensure the best performance when possible, we test
and validate our products in the most relevant models in both healthy and diseased tissue and assays.

The range of Pharmacokinetics (PK) ELISA Kits for the quantification of serum and plasma protein drug levels to provide
accurate pharmacokinetic (PK) data that will help optimize drug dosing regimens. These mAb-based ELISA are
developed for use with biosimilars and biologics.

Popular ELISA for Pharmacokinetic (PK) and Anti-Drug Antibody Estimation

ANTI-TNF ALPHA AND INFLAMMATION BLOCKER MABS

INFLIXIMAB ADALIMUMAB
ETANERCEPT GOLIMUMAB
CERTOLIZUMAB VEDOLIZUMAB
USTEKINUMAB TOCILIZUMAB
NATALIZUMAB ALEMTUZUMAB
VEDOLIZUMAB

ANTI-CANCER MABS

BEVACIZUMAB RITUXIMAB
TRASTUZUMAB CETUXIMAB
DARATUMUMAB OBINUTUZUMAB

PANITUMUMAB

IMMUNE CHECKPOINT BLOCKER MABS (PD-1, PD-L1, CTLA4)

ATEZOLIZUMAB
PEMBROLIZUMAB
DURVALUMAB
RELATLIMAB

IPILIMUMAB
NIVOLUMAB
TREMELIMUMAB
AVELUMAB

OSTEOPOROSIS MABS

DENOSUMAB

Other ELISA available from Krishgen:
o Immune Checkpoint
« Bispecific Antibody
o Neutralizing Antibodies to mAbs
o Peptide Drugs

ANTI-ALERGEN MABS

OMALIZUMAB

Cytokine and Biomarker
Antibody Drug Conjugates
Neuro-Degenerative Markers
GLP-1 Agonists

www.krishgen.biz | kbiinfo@krishgen.com

AMD MABS

RANIBIZUMAB
BEVACIZUMAB
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Krishgen mAb ELISA employ anti-idiotypic monoclonal antibodies in a sandwich assay format, ensuring exceptional
specificity and sensitivity in drug detection, even at low concentrations.

All validation, verification and lot releases for these ELISA are performed according to best-in-class scientific
guidelines (ICH M10, version July 2022) - including a stringent seven-point validation to ensure quality and

robustness lot-over-lot.

Where available, validation of the kit against international standards from NIBSC / WHO.

To ensure no matrix interference and reproducible dilutional linearity, we run several serum and plasma spiking
experiments at various dilutions to optimize. Inter and intra assay CV in accordance with FDA & EMEA requirements

CV <10%.

Ship at ambient temperature, with lyophilized / stabilized reagents.
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Quality Management System

Our manufacturing lab is ISO 13485 and CDSCO (India) certified, with Class 7 / Class 8 cleanrooms and Air
Handling Units to reduce contamination. Automated plate coating lines and handling equipment further reduce lot

variation.

POPULAR PUBLICATIONS USING KRISHGEN PK ELISA
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in Saudi Arabian patients
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Vedolizumab ELISA

A it i Double-blind, C: ive Clinical Study

of Efficacy and Safety of a Biosimilar Adalimumab with Innovator
Product in Patients with Active Rheumatoid Arthritis on a Stable Dose of
Methotrexate
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A Prospective, Randomized,
Double-blind, Comparative
. Clinical Study of Efficacy and

' Safety of a Biosimilar
Adalimumab with Innovator
Product in Patients with Active
Rheumatoid Arthritis on a
Stable Dose of
«Methotrexate
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Adalimumab ELISA

KRISHGEN ELISA HAVE BEEN FEATURED IN 1500+ PUBLICATIONS IN
JOURNALS AROUND THE WORLD.
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Carbohydrate Polymers

Volume 267, 1 September 2021, 118217 /‘

Chitosan coated nanoparticles for efficient
delivery of bevacizumab in the posterior ocular
tissues via subconjunctival administration
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Abstract

In several ocular diseases, vascular
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Chitosan coated
nanoparticles for
efficient delivery of
bevacizumab in the
posterior ocular tissues
via subconjunctival
administration.
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DIDN'T FIND WHAT YOU'RE LOOKING FOR?

Krishgen manufactures 20,000+ ELISA across more than 10 species. Talk to our technical team to
find the right product for you at kbiinfo@krishgen.com.

Or, get in touch with us to custom develop your assay. Our custom services can help designing and
producing sensitive, validated kits for your target(s) of interest.

For more information, please reach out to us at services@krishgen.com.
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