Please refer to the VM-2160 leaflet that lists the regulatory approvals and  applied international standards.

The general applied standard is:

BS EN 60601-1:2006+A11:2011 

Medical electrical equipment – part 1: General requirements for basic safety and essential performance.
Humidity & temperature specifications

In the 2nd edition of IEC 60601-1 there were guidelines regarding the environmental conditions over which the medical equipment was required to be safe. However, in the latest edition - it is left to the manufacturer to states the specifications for the environmental conditions. In any case the specifications for the VM-2160 exceed the requirements of the 2nd edition.

Robust design

IEC 60601-1 does contain test requirements that determine if a design is robust. The specific standard for pulse oximeters BS EN ISO 9919:2005 further specifies tests, such as drop test requirements. Therefore the design is considered robust.

Hand-held

IEC 60601-1 specifies the terms for hand-held and portable equipment:

3.37

HAND- HELD

Term referring to electrical equipment intended to be supported by the hand during NORMAL use

3.85 

PORTABLE

Term referring to TRANSPORTABLE equipment intended to be moved from one location to another while being carried by one or more person
