CorMedix Successfully Completes and Passes ISO 13485 Certification Audit
Published on Medical Design Technology (http://www.mdtmag.com)

CorMedix Successfully Completes and Passes ISO
13485 Certification Audit
The Associated Press
BRIDGEWATER, N.J.--(BUSINESS WIRE)--Oct 11, 2012--CorMedix Inc. (“CorMedix”)
(NYSE Amex: CRMD), a pharmaceutical company focused on developing and
commercializing therapeutic products for the prevention and treatment of
cardiorenal disease, announced today receipt of ISO 13485:2003 certification. ISO
13485 is awarded by TÜV SÜD and is the globally recognized standard that outlines
consistent international processes for the design and manufacturing of medical
devices, including many supply chain functions such as assembly, packaging,
warehousing and distribution. Compliance with ISO 13485 is often seen as a step
towards achieving compliance with European regulatory requirements. CorMedix
anticipates a final review and determination regarding its CE Mark application by
the end of 4Q 2012.
“This certification represents a major achievement and milestone for CorMedix. The
successful completion assists us in moving forward with regulatory registrations,”
said Randy Milby, the Company’s Chief Operating Officer.
The ISO 13485:2003 certification is a stand-alone standard developed by the
International Organization for Standardization that provides harmonized quality
management systems requirements for manufacturers of medical devices. The
conformity of Medical Devices and In-vitro Diagnostic Medical Device according to
EEC-decrees 93/42/EEC, 90/385/EEC and 98/79/EEC must be assessed before sale is
permitted. The preferred method to prove conformity is the certification of the
Quality Management System according ISO 9001 and/or ISO 13485 and ISO 14971
by a Notified Body. The result of a positive assessment is the certificate of
conformity allowing the CE Mark and the permission to sell the medical device in
the European Union.
About CorMedix CorMedix Inc. is a pharmaceutical company that seeks to in-license,
develop and commercialize therapeutic products for the prevention and treatment
of cardiac and renal dysfunction, also known as cardiorenal disease. CorMedix most
advanced product candidate: CRMD003 (Neutrolin ® ) for the prevention of catheter
related bloodstream infections and maintenance of catheter patency in tunneled,
cuffed, central venous catheters used for vascular access in hemodialysis patients.
Please see www.cormedix.com for additional information.
Forward-Looking Statements This press release contains forward-looking statements
within the meaning of the Private Securities Litigation Reform Act of 1995 that are
subject to risks and uncertainties. All statements, other than statements of
historical facts, regarding management's expectations, beliefs, goals, plans or
CorMedix's prospects, future financial position, future revenues and projected costs
should be considered forward-looking. Readers are cautioned that actual results
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may differ materially from projections or estimates due to a variety of important
factors, including the outcome of clinical trials of CorMedix's product candidates and
whether they demonstrate these candidates' safety and effectiveness; the risks and
uncertainties associated with: CorMedix’s ability to manage its limited cash
resources, obtaining additional financing to support CorMedix's research and
development and clinical activities and operations, including any subsequent
closings of CorMedix’s private placement; obtaining regulatory approvals to conduct
clinical trials and to commercialize CorMedix's product candidates, including CE
Marking for Neutrolin ® in Europe; CorMedix's ability to enter into and maintain
collaborations with third parties for its development programs; CorMedix's
dependence on its collaborations and its license relationships; achieving milestones
under CorMedix's collaborations; CorMedix's' dependence on preclinical and clinical
investigators, preclinical and clinical research organizations, manufacturers and
consultants; protecting the intellectual property developed by or licensed to
CorMedix; and CorMedix's ability to maintain listing on NYSE-Amex. These and other
risks are described in greater detail in CorMedix's filings with the Securities and
Exchange Commission. CorMedix may not actually achieve the goals or plans
described in its forward-looking statements, and investors should not place undue
reliance on these statements. CorMedix disclaims any intent or obligation to update
any forward-looking statements as a result of developments occurring after the
date of this press release.
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