NiQHEALTH

Care Management Information Systems

If you're interested in “world’s best
practice” for patient safety certification
and compliance at your Hospital choose

CarePlus™
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CarePlus™ meeting international standards

CarePlus™ is certified in the world’s most stringent certification processes. This improves patient safety
and professional indemnity. NiQ Health has insured that CarePlus™ is certified in Australia, USA, Canada,

European Union, Germany, New Zealand and Japan. This complements the trend for harmonisation of

standards internationally.
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Software Certification/Listing

m FDA Approved
r A_ CarePlus™ software is approved by the US Food and Drug Administration and is Medical

US Food & Drug ) .
. . Device Data System (MDDS) 510K listed.
Administration

Specific Nurse Call Hardware Certifications
UL 1069

UL Standard for Safety Hospital Signaling and Nurse Call Equipment - Seventh Edition; Reprint

with revisions through and including January 22, 2009.
EN 60601-1-2

This collateral standard applies to electromagnetic compatibility of medical electrical
equipment and medical electrical systems. The object of this collateral standard is to specify

general requirements and tests for electromagnetic compatibility.
AS3811

CarePlus™ meets and exceeds Australian Standards for hard-wired patient alarm systems.
DIN 0834

Certification needed for call systems in hospitals, nursing homes and similar institutions.
According to this standard, call functions must always have unlimited priority over all other
services; emergency operation must be guaranteed

Electrical Safety Standard Certifications
ROHS & WEEE

To minimize the environmental impact and take more responsibility to the earth we live, NiQ

hereby confirms that the following product series comply with Directive 2002/95/EC (RoHS)
and 2002/96/EC (WEEE) of the European Parliament.
FCC
C Our equipment has been tested and found to comply with FCC Rules and Regulations, Part 15
with the limits of a Class B digital device, designed to provide reasonable protection against
harmful interference. And Part 68 of the FCC rules.

C
c € Indicates that the product complies with all the Community provisions providing for its use.

E
N1137  RCM
N20311 To ensure compliance with ACA Technical Standards, this equipment is labeled with a

Telecommunications Compliance Label.
EN 60950

CarePlus™ meets the general safety requirements for information technology equipment.
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