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Gima S.p.A.
Via Marconi, 1 - 20060 Gessate (MI) Italy
gima@gimaitaly.com - export@gimaitaly.com

www.gimaitaly.com
PROFESSIONAL MEDICAL PRODUCTS

OXY-10 PULSOXIMETRO

OXY-10 PULSE OXIMETER

OXY-10 OXYMETRE DE POULS

OXY-10 OXIMETRO DE DEDO

OXY-10 OXIMETRO DE DEDO

OXY-10 FINGERPULSOXIMETER
OXY-10 PULSOKSYMETR NAPALCOWY
OXY-10 OSYMETPO AAKTYAOY

aa¥) 5k e sl ulie OXY-10

Manuale d’uso - User manual - Manuel de l'utilisateur - Guia de Uso
Guia para utilizagao - Gebrauchsanweisung - Instrukcja obstugi
Odnyieq XpAong - dule pllg Jlatdwsl/ s

ATTENZIONE: Gli operatori devono leggere e capire
completamente questo manuale prima di utilizzare il prodotto.
ATTENTION: The operators must carefully read and completely
understand the present manual before using the product.

AVIS: Les opérateurs doivent lire et bien

comprendre ce manuel avant d'utiliser le produit.

ATENCION: Los operadores tienen que leer

y entender completamente este manual antes

de utilizar el producto.

ATENGCAQO: Os operadores devem ler e entender
completamente este manual antes de usar o produto
ACHTUNG: Die Bediener miissen vorher dieses

Handbuch gelesen und verstanden haben,

bevor sie das Produkt benutzen.

UWAGA: przed rozpoczeciem uzytkowania wyrobu operatorzy
muszq przeczytac podrecznik i upewnic sie, iz wszystko to,

co jest w nim napisane jest dla nich jasne i zrozumiate.
TMPOXOXH: O1 xelpIOTEG QUTOU Tou TTPOIOVTOG MPénel va SiaBaoouv Kai va
katraAdBouv miripwg Tig 08nyieg Tou yxeipiSiov mpiv amé tnv xprion Tou.
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Guidance and manufacture’s declaration-electromagnetic emission

The Fingertip Oximeter is intended for use in the electromagnetic environments specified
below, the customer or the user of the Fingertip Oximeter should assure that it is used in such

an environment.

Immunity test IEC 60601 Compliance Electromagnetic
test level level environment-guidance
Electrostatic + 6 kV contact + 6 kV contact Floors should be wood, concrete
discharge (ESD) + 8 kV air + 8 kV air or ceramic tile. If floors are
IEC 61000-4-2 covered with synthetic material,
the relative humidity should be
at least 30%.
Electrical fast + 2 kV for power | N/A N/A
transient/burst supply lines
IEC 61000-4-4 + 1 kV for input/
output lines
Surge + 1 kV line(s) N/A N/A
IEC 61000-4-5 to line(s)
+ 2 kV line(s)
to earth
Voltage dips, short | <56% Ut N/A N/A
interruptions and (>95% dip in U7)
voltage variations | for 0.5 cycle
on power supply <40% Ut
input lines (60% dip in Ut)
IEC 61000-4-11 for 5 cycle
<70% UUT
(80% dip in Ut)
for 25 cycle
<5% Ut
(>95% dip in Ut)
for 5 sec
Power frequency 3A/m 3A/m Power frequency magnetic fields

(50/60 Hz)
magnetic field
IEC 61000-4-8

should be at levels characteristic
of a typical location in a typical
commercial or hospital
environment.

Note: Ut is the a.c. mains voltage prior to application of the test level.



163

Guidance and manufacturer’s declaration - electromagnetic immunity

The Fingertip Oximeter is intended for use in the electromagnetic environment specified below.
The customer or the user of the Fingertip Oximeter should assure that it is used in such an
electromagnetic environment.

Immunity test | IEC 60601 | Compliance | Electromagnetic environment -

test level level guidance
Conducted RF | 3Vrms N/A Portable and mobile RF communications
IEC61000-4-6 150 KHz equipment should be used no closer to any
to 80 MHz part of the Fingertip Oximeter, including

cables, than the recommended separation
distance calculated from the equation appli-
cable to the frequency of the transmitter.

Radiated RF 3V/m 3V/m Recommended separation distance
IEC61000-4-3 | 80 MHz
to 2.5 GHz d=1.2+P

d=1.2P 80MHz to 800MHz
d=2.3P 800MHz to 2.5GHz

Where P is the maximum output power rating
of the transmitter in watts (W) according

to the transmitter manufacturer and d is the
recommended separation distance in metres
(m).° Field strengths from fixed RF
transmitters, as determined by an
electromagnetic site survey,® should be less
than the compliance level in each

frequency range.”

Interference may occur in the <((°))>
vicinity of equipment marked ‘
with the following symbol:

NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is
affected by absorption and reflection from structures, objects and people..

a Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV
broadcast cannot be predicted theoretically with accuracy. To assess the electromagnetic
environment due to fixed RF transmitters, an electromagnetic site survey should be
considered. If the measured field strength in the location in which the Fingertip Oximeter

is used exceeds themapplicable RF compliance level above, the Fingertip Oximeter should
be observed to verify normal operation. If abnormal performance is observed, additional
measures may be necessary, such as reorienting or relocating the device.

b Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.






