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CRITICAL CARE SOLUTIONS

Katetr Foley s teplotnim €idlem

Popis zdravotnického prostredku

1. Uvod

1.1.Rozsah

Tento dokument specifikuje popis katétru Foley s teplotnim Cidlem. Je primarné
uréen pro drenaz moci a soubézné monitorovani teploty v mocovém meéchyfi
(teplota jadra). Muze byt pouzit pfed operaci, po operaci nebo béhem ni.

Duvod pro klasifikaci katétru Foley do tfidy IlIb je skute€nost, Ze je v souladu se
smérnici o zdravotnickych prostfedcich 93/42/EHS, pfiloha IX, pravidlo 5: Invazivni
prostiedek, ktery se vaze ktélnim otvordm, ktery neni chirurgicky invazivni
prostfedek, ktery neni uréen k pfipojeni k aktivnimu zdravotnickému prostfedku a
je ur€en k dlouhodobému uZzivani.

1.2.Uvod

Tento dokument podrobné popisuje prostiredek, vEetné jeho indikace a klasifikace
vyrobku, kontraindikaci a varovani a odkaz( na seznam soucasti a materiald.

Biometrix Ltd Cislo dokumentu: 10QA02DDS Duvérné

Nazev souboru: Foley Catheter
(katétr Foley) Verze: 1.0 Strana 1




CBIOMETRIX o

2. Popis prostfedku

2.1.Obecny popis

2.2.Pouziti a klasifikace vyrobku

Pouziti technologie miniaturniho teplotniho Cidla v zavedenych katetrech do
mocového méchyre poskytuje stejné odecty teploty jadra jako pomoci jinych
vstupl. V soucasné dobé je primarnim hlediskem klinickych lékart v oblasti
predoperacni péce, operaéni péce, naléhavych pfipadl a intenzivni péce
v€asna diagndza a lécba pacientd s komplikacemi hypotermie a maligni
hypotermie s cilem zachovat nakladové efektivni kvalitni péci o pacienta. Je
idealnim feSenim pro operaci na otevieném srdci a jakoukoliv delSi operaci, pfi
které se sleduje télesna teplota pacienta.

2.3.Kontraindikace a varovani

Pro dokumentované zamys$lené pouziti a pfilozené pokyny pro pouziti prostfedku
neexistuji Zzadné kontraindikace a varovani tykajici se pouZiti sad katétru
Biometrix.

2.4. Komponenty a materialy

* 100% silikon
» Barevné kédované stredni €asti pro identifikaci presné velikosti a objemu
balénku

+ Kladna zajistovaci spojka pro bezpecné uchyceni kabelu

« Samouzaviraci ventil s rozevienim (bezjehlovy vstup) pro konus stfikacky
Luer

* Teplotni Cidlo umisténé v blizkosti distalni Spi¢ky katétru

» Sonda termistoru fady 400 vloZena do tfetiho kanalu az po drenazni oko
katétru
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Kaéd

Popis a velikost Fr

Délka mm

Objem baldénku
k nahusténi

MN-0106

6Fr 2cestny silikonovy katétr
Foley

Katetr Nelaton s

teplotnim Cidlem

300

1-5ml

MN-0108

8Fr 2cestny silikonovy katétr
Foley

Katetr Nelaton s

teplotnim Cidlem

305

3-5ml

MN-0110

10Fr 2cestny silikonovy
katétr Foley

Katetr Nelaton s
teplotnim Cidlem

305

5-10 ml

MN-0112

12Fr 2cestny silikonovy
katétr Foley

Katetr Nelaton s
teplotnim Cidlem

442

5-10 ml

MN-0114

14Fr 2cestny silikonovy
katétr Foley

Katetr Nelaton s
teplotnim Cidlem

442

5-10 ml

MN-0116

16Fr 2cestny silikonovy
katétr Foley

Katetr Nelaton s
teplotnim Cidlem

442

5-10 ml

MN-0118

18Fr 2cestny silikonovy
katétr Foley

Katetr Nelaton s
teplotnim Cidlem

442

5-10 ml

Biometrix Ltd

(katétr Foley)

Nazev souboru: Foley Catheter

Cislo dokumentu: 10QA02DDS

Verze: 1.0

Duvérné

Strana 3




- CONFIDENTIAL —

CBIOMETRIX

CRITICAL CARE SOLUTIONS

Foley Catheter with Temperature Sensor

Medical Device Description

1. Introduction

1.1.Scope

This document specifies the device description of the Foley Catheter with
Temperature Sensor. It is primarily intended for use for urinary drainage and
simultaneous monitoring of bladder temperature (core temperature). It can be used
before, after or during surgery.

The rationale for the classification of Foley Catheters to Class llb is according to
MDD 93/42/EEC Annex IX Rule 5: Invasive device with respect to body office, other
than surgical and not in connection to an active medical device, intended for long-
term use.

1.2.Overview

This document details the general description of the device, including its intended
use and product classification, contra-indications and warnings, and references to
the list of components and materials.
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2. Device Description

2.1.General Description

4

2.2 Intended Use and Product Classification

Using miniature temperature sensor technology in indwelling bladder
catheters provides identical core temperature readouts as with intravascular
sites. Prevention, timely diagnosis and treatment of patient complications from
hypothermia and malignant hypothermia is a primary consideration of clinicians
today within the preoperative, operative, emergency and intensive care areas
in order to maintain cost-effective quality patient care. It is the ideal solution for
open heart surgery and any long term operation in order to monitor the patient's
core body temperature.

2.3. Contra-indications and Warnings

There are no contra-indications and warnings regarding the usage of the
Pneumothorax catheter sets for its documented intended use and according to
the attached instructions for use of the device.

2.4.Components and Materials

e 100% silicone

e Color coded hubs for precise size and balloon volume indentification
e Positive locking connector for secure cable attachment

e Luer tip syringe actuated self sealing valve

e Temperature sensor located near the distal tip of the catheter

e 400 series thermistor probe inserted into the third channel up to the
drainage eye of the catheter
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Table 1

Code

Description and Fr size

Length mm

Balloon inflation
volume

MN-0106

6Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

300

1-5 ml

MN-0108

8Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

305

3-5 ml

MN-0110

10Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

305

5-10 mi

MN-0112

12Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

442

5-10 ml

MN-0114

14Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

442

5-10 ml

MN-0116

16Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

442

5-10 ml

MN-0118

18Fr 2 Way Silicone Foley
Catheter Nelaton with
Temperature Sensor

442

5-10 ml
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