VI HMG D SpO2 PROBES — CE FILE

Device Classification

Fstract fromMedical Device Directire 93 /42 / EREC | Arnex T Classification Criteria.

1. Defmitions for the classification niles.
1.1 Daration
Transient

MNormally ntended for contrmous use for less than 60 MMintes.

Short Term

MNormally rtended for contrmous use for not more than 30 Days

Long Term

MNormally, rtended for contrmious use for more than 30 Diays

The SpO2 Probe is intended for use for periods of more than 60 Minutes but less than
38 Days — Hence Short Term.

1.4 Active Medical Device

Arry medical device operation of which depends on a source of electrical energy or ary
source of power other than that drectly generated by the haman body or gravity and
which acts by cowertng this energy  Medical devices miended to transmdt  energy,
substances or other elements bebtween an actwe medical device and the patiert, wihout
arty stentficart change, are not considered to be actwe,

® The SpO2 Probe is connecied fo a monitoring system, therefore active.
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I IMPLEMENTING RULES.

Inplementing niles.

Application of the classification rules shall be governed by the mtended purpose of the
devices.

If the device 5 mtended to be used m corbmation wih ancther device, the classification
rules shall apply separately to each of the devices  Accessores are classified m ther own
right separately from the device with which they are used.

Software, which drves a device or mfhences the use of a device, falls autorratically m the
sarre class.

If the dewice 15 not mtended to be used solely or prmcpally 1 a spectfic part of the body, t
rrust be considered and classified on the basis of the most critical specified use.

If several riles apply to the same device, based on the performance spectfied for the device
by the mamifachrer, the strictest rules resutting n the higher classfication shall apply

I, CLASSIFICATION.

Non-inwvasive devices

Fule 1.

Actwe devices mtended for diagnosis are n Class I(a):

- if they area mtended to supply energy which will be absorbed y the human body, except
for devices used to dhrrmate the patient’s body, 1 the visble spectnuim

- Ifthey are mtended to rmage mvwvo distribution of radio pharmmaceuticals,

- Ifthey are rtended to allow direct diagnosis or montorng of vial physiological
processes, unless they are specitfically rtended for montormg of vital physiological
pararmeters, where the nahire of variations 15 such that £ could resutt 1 rmediate
danger to the patient, for mstance varations n cardiac performance, respiration,
actrty of CIE m whuch case they are m Class Ith)

Actve  devices miended to emt iomsmg radition and miended for dignostic and
therapeutic  rterventional radiology mnchdng  devices which conbrol o mongor  such
devices, or which drectly mfluence ther performance, are m Class b ).

The Sp02 FProbe is infended fo allow monitoring of vital funciions, the variation of
which conld result in danger fo the patient — Hence Class 11(h)
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