Having been audited in accordance with requirements of

ISO 13485:2003

SRI Quality System Registrar, Seven Fields, Pennsylvania, USA, hereby grants to:

Alcavis HDC LLC

Registration of the management system at its location:

8322 Helgerman Court
Gaithersburg, Marviand, USA

The conditions for maintaining this certificate of registration are set forth in the SR registration agreements
R20.3 and R20.4. Further clarifications regarding the scope of this certificate and the applicability of
ISO 13485:2003 requirements may be obtained by consulting the organization.

Scope of [SO 13485:2003 registration: “Distribution of washing solutions for dialyzer reuse machines.
Design and manufacture of disinfectants. Design, development,
distribution, installation and servicing of dialyzer reuse machine.”

Exclusions: Cleanliness of Product and Contamination Control; Control of
Production and Service Provision - Particular Requiremenis for Sterile
Medical Devices; Validation of Processes for Production and Service
Provision - Particular Requirements for Sterile Medical Devices;
Particular Requirements for active Implantable Medical Devices and
Implantable Medical Devices

Initial SRi registration date: December 20, 2007
Current registration period: November 14, 2010 through November 13, 2013

Signed for SRI: %%—"“

Christopher H. Lake, President & COO

Certificate Date:  November 14, 2010
Certificate Number: 009619
Registration Number:  3200-01
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Having been audited in accordance with requirements of

1ISO 9001:2008 —~ ANSI/ISO/ASQ Q9001-2008

SR Quality System Registrar, Seven Fields, Pennsylvania, USA, hereby grants to:

Alcavis HDC LLC

Registration of the management system at its location:

8322 Helgerman Court
Gaithersburg, Maryiand, USA

The conditions for maintaining this certificate of registration are set forth in the SRI registration agreements
R20.3 and R20.4. Further clarifications regarding the scope of this certificate and the applicability of
IS0 9001:2008 requirements may be obtained by consulting the arganization.

Scope of 1ISO 9001:2008 registration: “Distribution of washing solutions for dialyzer reuse machines.
Design and manufacture of disinfectants. Design, development,
distribution, installation and servicing of dialyzer reuse machine.”

Exclusions: None
Initial SRI registration date: December 20, 2007

Current registration period: November 14, 2010 through November 13, 2013

Signed for SRE /A—'

%ITﬁ?Lopher H. Lake, President & COO

Certificate Date: November 14, 2010
Certificate Number: 009620
Registration Number:  3200-01




