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ARISTO MEDICAL PRODUCTS. INC. 

Aristo's Comp,Sat Neonatal Disposable Sensors 

ILo-r: I 	0 0 3 8- 1 
Instructions for Use 

1. Select a suitable site lot the sensor, 
The ball of the foot is the preferred 
site. The heel of the hand may be 
used as an alternate site. 

=alb 

2. Remove the Pull Here" adhesive 
liner and position the detector on 
the sole of the foot. Align the light 
source on the top of the foot directlY 
opposite the detector. Wrap tape 
around foot. Do not stretch or pull 
tape during application. 

3. Route the cable along the top side 
of the foot and secure cable with 
tape if necessary. 

3a. If using heel of hand, route the 
cable along side the arm and 
secure cable with tape if necessary. 
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!Went 	 Sensor 

Cable 

4. Connect the sensor cable into the 
patient cable and verify proper 
operation as described in the 
instrument's operator manual. 
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Aristo Comp,Sat Neonatal Disposable  1  
i 	 Manufacturer 	Cat# 	 International distributor: 

E 	 BCI* 	221-4 	 AN MIL MIMM MII -.MM. MI INK =, 

I ■II GM IM1 MN • /M-i! WM MN...Mr 

F 	 CSI* 	281-4 	 OW .:1"0 MEDICAL PROM ("IS. I(. 
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t 	 Datex 	251-4 	 Manufacturer:  
_ 

E 	 Nellcor 	311-4 	C E 	Opto Sensors (M) Sdn. Bhd. 
No 8, Jalan Firma212 

L 	 lebrau Industrial Estate 1 
E 	 NW' 	201-4 	0123 	81100 Johor Bahru, Malaysia 

Tel : (607) 3537008 
j Ohmede 	241-4 	 Fax : (607) 3537010 

NovametriVI 	261-4 	 Ec Representative.  
Rapiscan Security Products Ltd 

Aristo" 	606 	 Unit B1, The Fleming Centre 
Fleming Way, Crawley 

West Sussex 
England RH102NN 

Tel : 44-1293-540601 
Fax : 44-1293-516945 
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Indications 	 Indicaciones 	 In 

The Comp)Sat' Neonatal Disposable Sensor is indicated for use 	El Sensor Campisaer Para Recien Nacido de Deposicion esti inrficado 	De 

when continuous or spot monitoring of non-invasive arterial oxygen 	utkarlo cuando se necesita conhnuo control dellugar de la saturacion 	Se 

saturation is required for patients weighing less than 3 kg. 	 deco „ana arterial no irwaswa lndicado pare pacientes que posers 	sof 

The sensor is incanted for single patient use only 	 menos de 3 Kg. El sensor este iridicado pare u 6 lizai u en un solo 	we 

paciente 

Contraindications 
The Comp)Sat' Disposable Sensor LS contraindicated for use on 
patients who exhibit allergic reaction to the adhesive tape. 

Contraindicaciones 
El &rsorComp/Satry de Deposition e - tacontraindicadc paraisoen 
pacientes queexhiben reaccion Amite a Is °into adhesive. 

Ko 
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NOTE: The  materials used in die manufacture di the sensor Genteel 	NOTA' Los materiales utikados en la fabrItachan del sensor 	tir 
NO NATURAL LATEX PROTEIN. The sensor's materials 	CONTIENEN PROTEINA DE LATEX ARTIFICIAL. 
have undergone extensive blocompatibillty testing. Further 	 Los materiales hail experimented° eaten sivas pruebas de 	sir 

information is available upon request 	 biocompatibilidad.Infonnacionadicional este disponible si se whale. 	Die 
infi 

Warnings and Precautions 

1. Federal law (US) restrict the usi■ or sale of this device by or 

onthe otter of a physician. 
2. The Comp21Seli. Disposable Sensor la intended for use only 

with Me designated oximeter monitors or modules Use of 

this sensor with instruments other than the designated 

compatible monitors orrnodules may result in improper 

3. • 	• I 	r . lot be used in the presence of 

. 	,s. 
4. . 	, 	offem ) 	presence of strong 

I  • insorgery equipment 

- • ithepresenosol 

imag., ,,, mm-. . . r:e imaging 

1MRI) 41 ' -1  
6. Do not a etcx lave or inorierso HI mi quiit.i any v imid including 

cleaning solutions, Do not attempt to sterilize. 

7. lithe sensor is damaged in any way, discontinue use 

immediately 
8. Significant levels of dysfun7' 	- 	t • such as 

carboxyhernoglobiner metr,c: - 	• 

accuracy of Me oxygen measure. 

9 	Operation may he affected in the lir, . ri ea of high ambient 

light Shield the sensor area with a surgical towel if 

necessary. 
10. Check the sensor every d to 8 hours and reposkion to an 

aitetnateloption within a maximum:4 TA bcges..Appecetton 
of the sensorteedernateus or fragile tissue must be avoided. 

11. Failure to apply the sensor or the replacement tape property 

may cause Incorrect measurement 
12. Intmvsecular dyes may interfrre with performance of the 

sensor awhile mender which tray cause inaccurate 

measurements. 

13. The perfennance of the wear and the monitor may be 
compromised by excessive !notion 

14. A long or artificial fingernail may interfere with proper optical 
alignment Also avoid finger nails with protective or colored 
polish Relocate the sensor to another recommended site. 

15. Poor plethesmograph wave torms, or inaccurate 
saturation measurements may be caused when the 
sensor is applied too tightly. This should be avoided. 

16, 	For optimal performance keep the sensor site at the level of 
the heart. 

17. 	Placing the sensor on any extremity with an arterial catheter. 

Wood pressure cuff, or venom infusion line should be 

avoided. 
15, 	1-1;gh oxygen levels may present risk of reit nopathy in the 

premature infant. In such cases, set the upper limit of Sp° in 

accordance with the acceptable clinical standards. 	' 

Sp; Accuracy 

70%-100% Sa 0 . 	+, • 3 dIgits 

507,70% Sa0 ; 	 ummspeci llnci  

Environmental Requirements 

Operating temperature range: 50.104F (1040 C) 
Storage temperature range: 3.2-122 F (0-50C) 

Relative humiddy:0-75%non-condensing 

US Patients 5217.012 

Follow local greening ordinances and recycling plans regarding 
disposal or recycfing of device components 4 list of 
component material is available by contacting the manufacture. 

0 1999 Arista Medical Products. Inc  

Avisos y precauciones 
I. 	La Ley Fedual (US) rase-Inge usoo la yenta deestos aparalos 

edobaio Wen deun medico. 
2. El Sensor Comp/Safe este destined° pent see utitizado 

solamente con modules y monitores ool metro. La 
utilizacien de este sensor con otos instrumentos que 

no seen lox rnonitores o medules compatibles 
de s Ignacros puede prod u ci r un inadecuadv renditniento. 

3. Este producto no debe utilizarse en presencia de 

anestesicos inflamahles. 
4. Las operaciones pueden resultar afecladas en presencla de 

fuertes fuentes el ectromagneti cas tales come equ ma de 

electrocirugia 

5. Este products nose reccanienda pare useen presencia de 

equip° de imagert come aparates de imagen its resonancia 
rragnetica (IRK y de tomografiacomputadorizeda(TC). 

6. No autoclave o sumerja en lige tdo de ningun tijyaincluyendo 

disoluciones de limpieza No intents estenlizarlo. 

7. SI el sensor se da ha its c ua lout er forma, deje de utilized() 

Inmediatamente 

8. F. (evades niveies de hem oglobina dislusciomialtaina come 

rartoxlhemcglobinao metahernoglotona *wren lu pmeosion 

mt ta merfida ile ex Igenn 

9. La operacion puede ser afectada sir la presencia de limo 
ambientaialtaBlindeelereadelsensorconunatoallaquirtirgica 

si es necesario. 
10. Compruebeoltemor 4.1044610%ms y ptiospio en unlugat 

alternative en en maxim° ee 4  horse. Se dehe evit ar In 

apficacien del sensor a lejidoedematose °wide Iraqi'. 

11. Si noaplica el sensor o reemplaza la title adecuadamente se 

pueden prodocir medidas Incorrect's. 

12 	Tildes lntravasadares puedeninterferir con el funcionamiento 

del sensory et monitorpuedeproducirmedidas incorrectas. 

13. El rendimientodeliwnsory delmonitorpuedesevampromelido 

si nay excesivo movimiento. 

14. Una una large o artificial puede interferir con at alineamiento 
entice adecuado. Vu el va a colecar el se nsor on otro lugar 
recomendado. 

15. Pulsaciones venosas que pueden potencialmente 
conducir a medidas de saturacion incorrectas se 
pueden produce cuando as aprieta demasiado el 

sensor. Esto se debe writer. 
16, 	Paracbtener unopfimorenclimentomarnangaellugardelsenser 

at nivel del corazon. 

17. Se debeevitar colocar el sensoren cuatquier extended con 

un cateter arterial, puno de presien its Is sangre, e lima its 

Ousted venosa. 

18. Nweles adosdeoxigenopuedenpreserear riesgo de retinopatia 
en at belie prematuro, en tales cases ajuste el limits superior 
its SpO:  de acuerdo con las names chnicas aceptables. 

Precision Sp° 	
Sp(

, 

70% -100% Se° 	 +l- 3 (Naos 	 7011 

50%40% 5410, 	 no espocificado 	 501 

Requisites Medioambientales 	 11 

El merger) de la temperature deoperacion: 50-104F (1040 C) 
El margen de la tempemtura its a It natensmiento 32- 122 F (0-50C l 

Humedad relative: 0-75% sin condensaci on 

US Patients 5,217,012 	 II . 

Signs las ordenanzas locales rle 0011Selledoll de Ins zones vercies y 
planes de meads an cuanto a la etiminacion a most:Jade de Ins 
componenhas del aparata Una lista de Ion materials componentes 
eel it disponible cantactando al fabricante. 


