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Declaration of Conformity

EC Declaration of Conformity to In Vitro Diagnostic Medical Devices (98/79/EC according to Annex
III of the IVDD). 

Company Name: Zeta Corporation
Company Address: PO Box 282, Sierra Madre, CA 91025, USA

Zeta Corporation declares that diagnostic reagents listed on the attached Device Schedule, 
classified as “all other IVD Medical Devices” according to Annex IX rules, conform to the relevant
provisions of the EC Council Directive 98/79/EC and are in accordance with Annex III of the IVDD,
as implemented by the European Union's Medical Devices Regulations.

Zeta Corporation agrees to develop, implement and maintain a documented post-production
experience monitoring process, including the notification of reportable events under the European 
Medical Device Vigilance System Guidelines. ISO 13485

Zeta Corporation confirms that no medicinal products/drugs are incorporated in any device 
covered by the Device Schedule.

EU Authorized Representative: Mr. Fabio Bertolini, c/o Giovanni Angelo, Esq, Law-firm, via Nicolò
Riccio, 91100 Trapani, TP, Italy.

Name: Fanny Dang
Title: President
Date: August 20, 2014

Tel: 626-355-2053  Fax: 626-836-914 E-mail: info@zeta-corp.com Website: www.zeta-corp.com

Target-Validated and Characterized IVD Antibodies 
for Pathology and Immunotherapy

NEW PRODUCT FOCUS  --  SOX-11 (MonoMAb™)

About MonoMAb™ - Zeta’s monospecific monoclonal antibodies are produced by 
traditional hybridoma technologies. Clones are initially assessed by ELISA and gel electro-
phoresis, then subsequently specifity-tested by immunohistochemsitry on FFPE sections. 

Then we take quality assurance to the next level - Only the clones that excel 
on FFPE sections are selected for HuProt™ high-throughput human proteome 
microarray analysis. The antibodies are incubated with glass slides containing over 
21,000 immobilized full-length human proteins. The microarrays are scanned, protein 
binding analyzed with GenePix Pro Image Analysis Software and cross-reactivity  
determined. 

zeta-corp.com

SOX-11 Mouse Monoclonal Antibody	       Clone ZM101           Cat # Z2606

Mantle Cell Lymphoma tissue stained with Anti-Human SOX-11, monospecific clone ZM101

All antibodies are offered in different format and size with the Suffix after the Catalog #s; “L”, “S” & “T” for Concentrated antibodies in 
1.0 ml, 0.5 ml & 0.1 ml sizes and Suffix “P” for Ready To Use  (RTU) in 7 ml.

IVD
IVD

Mantle cell lymphoma (MCL) accounts for 5% to 10% 
of mature B-cell neoplasms and is an aggressive disease 
genetically characterized by overexpression of Cyclin 
D1. Cyclin D1 overexpression is the hallmark of MCL. 
However, approximately 5%-10% of MCLs lack Cyclin 
D1 expression and may be misdiagnosed. Almost all 
Cyclin D1-positive as well as Cyclin D1-negative MCL, 

show overexpression of SOX-11. The detection of this 
transcriptionfactor is a useful biomarker for identifying 
true cyclin D1-negative MCL. 

This MAb recognizes - and is highly specific for - 
SOX-11 (~47kDa). It does not cross-react with other 
members of the SOX-family. 
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