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CHAPTER 1: INTRODUCTION

This chapter provides information on:

¢ System contents

e Intended Use

e Warnings, cautions, and contraindications
e System overview

e Access levels

*  Glossary and symbol key

o How to contact Respironics

1.1  System CONTENTS

Your system includes the following items:

- Carrying Case

. ‘%

User Manual Flexible Tubing

~ Reusable Gray Foam
Filter
Disposable Ultra-fine

Filter

FiGURe 1-1 SysTEM CONTENTS

Note: If your system includes a humidifier, you will receive additional items with your
package. See the instructions included with your humidifier for more informa-
tion.

Note: Always use these instructions along with the User Manual when assembling or
adjusting this equipment.
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1.2 InTENDED UsE

The Respironics REMstar Pro M Series and REMstar Auto M Series systems are CPAP (Continu-
ous Positive Airway Pressure) devices designed for the treatment of Obstructive Sleep Apnea only
in spontancously breathing patients weighing >30 kg.

The device'is to be used only on the instruction of a licensed physician. The home care provider
will make the correct pressure settings according to the healthcare professional’s prescription for
the patient.

Several accessories are available to make the patient’s OSA treatment with their system as con-
venient and comfortable as possible. To ensure that patients receive the safe, effective therapy
prescribed for them, use only Respironics accessories.

1.3 ... WaRNINGS, CAuTIONS, AND CONTRAINDICATIONS

1.3.1 WAaRNINGS

A warning indicates the possibility of injury to the user or the operator.

e This manual serves asia reférence. Theinstructions in this manual are not intended to super-
sede the health care professional’s instructions regarding the use of the device.

e The operator should read and understand this entire manual before using the device.
e This device is not intended for life support.

e The device should be used only with masks arid connectors recommended by Respironics
or with those recommended by the health<are professional or respiratory therapist. A mask
should not be used unless the device is turned on and operating properly. The exhalation
port(s) associated with the mask should never be blocked.
Explanation of the Warning: The device is inténded to be used with special masks or con-
nectors that have exhalation ports to allow continuous flow of air out of the mask. When the
device is turned on and functioning properly, new airfrom the device flushes the exhaled air
out through the mask exhalation port. However, when the deyice is not operating, enough
fresh air will not be provided through the mask, and exhaled air may be rebreathed.

e If oxygen is used with the device, the oxygen flow mustbe turned off when the device is not
in use.
Explanation of the Warning: When the device is not in operation and the oxygen flowis left
on, oxygen delivered into the tubing may accumulate within the device’senclosures Oxygen
accumulated in the device enclosure will create a risk of fire.

e Oxygen supports combustion. Oxygen should not be used while smoking or in the presence
of an open flame.
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*  When using oxygen with this system, a Respironics Pressure Valve must be placed in-line

with the patient circuit. Failure to use the pressure valve could result in a fire hazard.
e Operation of the device may be adversely affected by:

—  Electromagnetic fields exceeding the level of 10 V/m in the test conditions of
EN 60601-1-2

—  Operation of high frequency (diathermy) equipment
—  Defibrillators, or short wave therapy equipment

— . Radiation (e.g., x-ray, CT)

—  Magnetic fields (e.g., MRI)

* Do not use the device in the presence of a flammable anaesthetic mixture in combination
with oxygen or air, or in the presence of nitrous oxide.

* Do not use this device if the room temperature is warmer than 35° C (95° F). If the device is
used at room temperatures warmer than 35° C (95° F), the temperature of the airflow may
exceed 41° C (106° F). This could cause irritation or injury to the patient’s airway.

* Do not operate the device in direct sunlight or near a heating appliance because these condi-
tions can increase the temperature of the airflow delivered to the patient.

e To reduce the risk of contamination, you may place a bacteria filter in-line between the
device and the patient.

e The device does not have an alarm to detect occlusion of the exhalation port. Before each use,
inspect the patient circuit to verify that the port is not occluded. Occlusion or partial occlu-
sion can reduce airflow and result in'rébreathing of exhaled air.

Do not use antistatic or electrically conductive hoses or tubing with the device.

e Ifyou notice any unexplained changes in'the performance of this device, if it is making un-
usual or harsh sounds, if the device or'the power supply are dropped or mishandled, if water
is spilled into the enclosure, or if the enclosure is broken, contact Respironics or an autho-
rized service center for service.

*  Repairs and adjustments must be performed by Respironics or an-authorized service center.
Service done by inexperienced or unqualified personnel, or installation of unauthorized parts
could cause injury, invalidate the warranty, or result in costly damage.

*  DPeriodically inspect electrical cords, cables, and the powér supply for damage or sighs of wear.
Discontinue use and replace if damaged.

e To avoid electric shock, unplug the device before‘cleaning it. DO NOT imsmerse the device
in any fluids.

Pins of connectors identified with the ESD warning symbol (£a)shetild not be touched.
Connections should not be made to these connectors unless ESD precautionary procedures
are used. Precautionary procedures include methods to prevent build-up of electrostatic
discharge (e.g., air conditioning, humidification, conductive floor coverings, non-synthetic
clothing), discharging one’s body to the frame of the equipment or system or to earth or a
large metal object, and bonding oneself by means of a wrist strap to the equipment or system
or to earth.
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1.3.2 CauTions

A Caution indicates the possibility of damage to the device.
* The device may only be operated at temperatures between 5° C (41° F) and 35° C (95° F).

o If this device has been exposed to either very hot or very cold temperatures, allow it to adjust
to room temperature before starting therapy. Condensation may damage the device.

» Do not immerse the device or allow any liquid to enter the enclosure or the inlet filter.
e A properly installed, undamaged reusable foam inlet filter is required for proper operation.
e Tobacco smoke may cause tar build-up within the device, which may result in the device

malfunctioning.

Note: Additional warnings, cautions, and notes are located throughout this manual.

1.3.3 CONTRAINDICATIONS

When assessing the relative risks and benefits of using this equipment, the clinician should
understand that this/device can deliver pressures up to 20 cm H.0. In the event of certain fault
conditions, a maximum pressure of 30 cm H,0 is possible. Studies have shown that the following
pre-existing conditions may contraindicate.the use of CPAP therapy for some patients:

*  Bullous Lung Disease

*  DPathologically Low Blood Pressure
*  Bypassed Upper Airway

e Pneumothorax

e Pneumocephalus has been reported in a patient using nasal Continuous Positive Airway Pres-
sure. Caution should be used when prescribing CPAP for susceptible patients such as those
with: cerebral spinal fluid (CSF) leaks, abnormalities of the cribriform plate, prior history of
head trauma, and/or pneumocephalus. (Chest1989; 96:1425-1426)

The use of positive airway pressure therapy may be temporarily contraindicatediif a patient ex-
hibits signs of a sinus or middle ear infection. Not for use‘with patients whose upper airways are
bypassed. Should your patient have any of these conditions, a physician will determine if CPAP
therapy is appropriate.
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1.4 System OVERVIEW

The device, shown in Figure 1-2, is a sleep apnea system that delivers Continuous Positive Airway
Pressure (CPAP). CPAP maintains a constant level of pressure throughout the breathing cycle.
The REMstar Auto M Series device can also deliver Auto-CPAP therapy.

Ficure 1-2 Device

1.4.1 C-FrLex ComroRrT FEATURE

The device consists of a special.comifort feature called C-Flex. When C-Flex is enabled, it enhanc-
es patient comfort by providing pressure rélief during the expiratory phase of breathing. In the
following diagram, the dashed lines represent normal CPAP therapy in comparison to the bold
line representing C-Flex. C-Flex levels of 1, 2, or 3 progressively reflect increased pressure relief.
Exl;a;ation Stilarts |
an ressure level
Therapy _ / decreases
Pressure

1—pheccscecdacas

C-Flex

Levels 2—|eccccccccsead

3—|[eeccccccccccecd

4 Inhalation —»l¢ Exhalation +|

FiGure 1-3 C-FLex THERAPY

C-Flex pressure relief is determined by the C-Flex setting and the amount of patient flow. C-Flex
returns to the set pressure by the end of exhalation, when the airway is most vulnerable to closure.

Note: The patient also has access to this setting, if C-Flex is enabled and not locked by
the provider.
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1.4.2 Rawmp

The device is equipped with a linear ramp feature that allows patients to reduce the pressure and
then gradually increase (ramp) the pressure to the prescription pressure setting so they can fall
asleep more comfortably. Figure 14 illustrates how the ramp feature works.

Air Flow
/ Turned On
Ramp Button

Therapy — « Pressed -
Pressure i
I
I
I
I
I
I

Minimum — | -....!
Ramp i !
Pressure ! i
I
! |

0cmH0 — +
? | fe— Ramp Time —

Minutes

Ficure 1-4 Ramp

When the device is in Auto-CPAP therapy, pressing the Ramp button lowers the pressure level to
the minimum ramp pressure and then increases pressure in a linear fashion to the Auto minimum
pressure setting over the set ramp time. If patient events are detected during the ramp, the Auto
CPAP algorithm will treat the events, and then continue to ramp, as long as the device is not
configured for split night therapy or the preset split night time period has expired during split
night therapy.

1.5 Access LEVELS

There are two levels of access for the device, provider mode and user mode.
1.5.1 AccessiNG ProviDER MoDE

Prescribed therapy settings can only be set using thé provider mode screens.To access provider
mode, hold down the left and right arrow buttons (¢ =»)simultancously while applying power to
the device. The device beeps twice to indicate that it is in provider mode.

To exit provider mode, press the Start/Stop (d)) button.

Important!  Provider mode unlocks additional settings not available to the
patient. To prevent patients from tampering with the settings, donot
reveal the directions to access the provider mode screens.
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KaritoLa 1: Uvop

V této kapitole jsou obsazeny tyto informace:
e Soudisti systému

*  Urcené pouziti

* Varovéni, upozornéni a kontraindikace

*  Prehled systému

*« Pristupové trovné

»  Slovnicek a tlatitka se symbolem

*  Zpusob, jak kontaktovat spolecnost Respironics

1.1 SOUCASTI SYSTEMU

Prepravni skiifika

Pfirucka

Ohebna hadice

‘l Opakovné pouzitelny
filtr z 3edé pény
Jednoréazovy

ultrajemny filtr

)
zeni

OBRAZEK 1-1 SOUCASTI SYSTEMU

Pozndmka:  Pokud je soucdsti systému zvlhcovac, obdrZite ve svém baleni jesté dalsi dily.
Dalsi informace naleznete v pokynech doddvanych spolu se zvlhcovacem.

Pozndmka:  Prisestavovdni nebo Upravé nastaveni tohoto zarizeni se vZdy ridte témito

pokyny a také uZivatelskou pFiruckou.
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1-2

1.2  URCENE PouZiTi

Systém REMstar Pro M Series a systém REMstar Auto M Series spole¢nosti Respironics je
zatizen{ pro rezim CPAP (kontinudlni pfetlak v dychacich cestdch) urcené vyhradné k 1écbé
syndromu obstruktivni spdnkové apnoe pouze u spontdnné dychajicich pacientit 0 hmotnosti
vyssinez 30 kg.

Zatizeni musi byt pouzivino pouze dle pokynt licencovaného lékafe. Poskytovatel domdci péce
sprévné nastavi-tlak pro pacienta podle ptedpisu kvalifikovaného zdravotnika.

K dispozici je nékolik prislusenstvi, kterd zajisti, aby byla lé¢ba OSA pacienta pomoci tohoto
systému co nejvyhodnéjsi a nejpohodInéjsi. Aby byla predepsand lécba pacienti bezpe¢nd a
icinnd, pouzivejte pouze piislusenstvi spolecnosti Respironics.

1.3 .. VAROVANI, UPOZORNEN| A KONTRAINDIKACE

1.3.1 VAROVANI

Varovdni oznacuje moznost poranéni uzivatele nebo obsluby.
e Tato pfirucka slouzi jako réference. Pokyny v této piirucce nejsou urceny jako ndhrada
pokynt zdravotnika pfi pouziti tohoto zafizeni.
e Osoba obsluhujici toto zafizeni by si pfedtim, nez za¢ne zafizen{ pouzivat, celou tuto firucku
méla predist a pochopit jeji obsah.
e Toto zatizen{ nenf ur¢eno k podpofe Zivotnich funkei.

e Zafizeni se smi pouzivat pouze s maskami a‘’konektory doporucenymi spole¢nosti Respironics
nebo s maskami a konektory, které dopotucil 1ékaf nebo respiracni terapeut. Masku
nepouzivejte, pokud zafizen{ nenf zapnuté nebo pokud nefunguje sprévné. Vydechovy port
(vydechové porty) na masce nikdy neblokujte.

Vysvétleni k varovéni: Zatizeni je ur¢eno k pouziti v kombinaci se specidlnimi maskami nebo
konektory s vydechovymi porty, které umoznuji kontinudln{ pritok vzduchtiven z masky.
Pokud je zafizeni zapnuté a funguje spravné, novy vzduch vypudi ze zatizen{ vydechnuty
vzduch vydechovym portem masky. Pokud vsak zafizeni nenf zapnuté, nebude do néj maskou
doddno potfebné mnozstvi Cerstvého vzduchu a muze se stdt, ze dojde k opétovnému
vdechnuti vydechnutého vzduchu.

e Pokud se zatizenim pouzivdte kyslik a zaf{zen{ neni v provozu, mus{ byt ptived
kysliku uzavien.
Vysvétleni k varovéni: Pokud nenf zafizen{ v provozu a ptivod kysliku je zapnut, mize se
kyslik dodany do hadic v zatizen{ akumulovat. Akumulovany kyslik v zatizen{ zpilisobuje
riziko poZdru.

e Kyslik podporuje hofeni. Proto kyslik nepouzivejte pfi koufeni nebo v pfitomnosti
otevieného ohné.

PRIRUCKA POSKYTOVATELE



Czech

e P¥i pouziti kysliku v tomto systému je tfeba do okruhu pacienta sériové zapojit pretlakovy ventil
Respironics. Pokud ptetlakovy ventil nepouzijete, mtize dojit ke vzplanuti.

e Provoz zafizen{ mohou negativnim zpisobem ovliviiovat:

—  elektromagnetickd pole prevysujici hodnotu 10 V/m v testovacich podminkdch
dle normy EN 60601-1-2,

—  provoz vysokofrekvenc¢nich (diatermickych) piistrojti,
—  defibrildtory nebo krétkovlnné lé¢ebné piistroje,

~  zdfeni (napiiklad RTG nebo CT),

— magnetickd pole (naptiklad MRI).

*  Zafizeni nepouzivejte v pfitomnosti hoflavych anestetickych smési v kombinaci s kyslikem
nebo vzduchem nebo v pfitomnosti oxidu dusného.

e Zafizeni nepouzivejte, je-li pokojovd teplota vy$si nez 35 °C. Je-li zatizeni pouzivino pfi
pokojové teploté vy$$i nez 35 °C, mize teplota proudu vzduchu piekrocic 41 °C. To by
mohlo zpisobit podrdZdéni nebo poranéni dychacich cest pacienta.

e Neprovozujte zafizeni pod primym slune¢nim zdfenim nebo v blizkosti tepelnych spotfebicii,
protoze tyto podminky mohou zvySovat teplotu proudu vzduchu pfivddéného k pacientovi.

e Pro sniZeni/rizika kontaminace maZete mezi zafizeni a pacienta sériové umistit bakteridlni

filer.

e Zafizeni neni vybaveno alarmem pro detekei uzdvéru vydechového portu. Pred kazdym
pouzitim zkontrolujte okruh pacienta, abyste si ovéfili, zda neni port uzavien. Uzavieni nebo
¢dste¢né uzavieni muze sniZit proud vzduchu a zptisobit opakované vdechovéni
vydechnutého vzduchu,

Spolu se zatizenim nepouzivejte antistatickénebo elektricky vodivé hadice nebo vedeni.

e Pokud zaznamendte jakékoli nevysvétlitelné zmény ve vykonnosti tohoto zafizeni, pokud
vytvaii neobvyklé nebo neptijemné zvuky, pokud vdm zafizen{ nebo zdroj napdjen{ upadly
nebo s nimi bylo $patné zachdzeno; pokud doslok vyliti vody do obalu nebo pokud byl obal
poskozen, obratte se na spole¢nost Respironics nebo na autorizované servisni stfedisko.

e Opravy a Upravy mize providét pouze spolecnost Respironics nebé autorizované servisni
stfedisko. Servis provddény nezkuSenym nebo nekvalifikovanym persondlem nebo instalace
neautorizovanych dilt maze zplisobit poranéni, ukondéit platnost zdruky nebo vést k
nikladnému poskozeni.

e Elekerické $ntry, kabely a zdroje napdjeni pravidelné kontrolujte s ohledem na znamky
poskozeni nebo opotiebovini. Pokud zjistite poskozeni, prestantejé pouzivata vyménte je.
e Aby nedoslo k arazu elektrickym proudem, zafizeni pted ¢isténim odpojté. Zatizeni

NEPONORUJTE do #4dnych kapalin.

*  Koliki konektorii oznatenych vystraznym symbolem ESD (£4) se nedotykejte. Spojent s
témito konektory neprovddéjte, pokud nebudou pouzity bezpe¢nostni opatient tykajici se
ESD. Bezpec¢nostni opatien{ zahrnuji metody k prevenci nahromadénf elektrostatického
niboje (naptiklad klimatizace, zvlh¢ovani, vodivé podlahové krytiny, nesynteticky odév),
vybijeni téla pres rdm zafizeni nebo systému, uzemnéni nebo velky kovovy pfedméta
propojeni osoby pomoci zdpéstniho pdsku k zafizeni nebo systému nebo uzemnéni.
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1.3.2 UP0ozORNENI

Upozornéni oznaluje moznost po;%ozmz’ zarizent.

e zaffzenim je mozné pracovat pouze pii teplotich mezi 5 °C az 35 °C.
e S

* . Pokud bylo zafizeni vystaveno velmi vysokym nebo velmi nizkym teplotdm, nechejte je pfed

zacdtkem lécby prizpusobit se pokojové teploté. Kondenzace miiZe zatizeni poskodit.

afizeni neponofujte a zabrante vstupu jakékoli tekutiny do obalu nebo vstupniho fileru.
o 7 p j b pu jakékoli tekutiny do obal bo vstupniho filt

e Prospravnou funkci je zapotiebi spravné nainstalovany, neposkozeny opakované pouzitelny
) Y y y

pénovy vstupni filtr.

¢ . Tabdkovy kouf miize zplisobit nahromadén{ dehtu v zafizen{, coz miize zpusobit jeho
vy p p J

nespravnou funkei.

Pozndmka:  Dalsivarovdni, upozornéni a pozndmky jsou uvedeny na dalSich mistech

této prirucky.

1.3.3 KONTRAINDIKACE

Pii zvazovéni pfipadnych rizik a vyhod pouziti tohoto zafizeni si lékat musi uvédomit, ze zafizen{
mize doddvat tlak o' hodnoté¢ a7 20 em H,0. V. piipadeé jistych selhdni muzZe byt tlak az 30 cm
H,0. Studie prokézaly, ze u nékterych pacientli mohou pouziti terapie s rezimem CPAP

kontraindikovat nésledujici preexistujici stavy:
e bulézni emfyzém,

e patologicky nizky krevni tlak,

e bypass hornich cest dychacich,

° pneumotorax,

* u pacientd pouzivajicich CPAP nazdlné byl zaznamendn pneumocephalus. Pfi pfedepisovdni

rezimu CPAP je tfeba dbdt zvySené opatrnostia citlivych pacientd, napiiklad: u pacientd s

tnikem mozkomi$niho moku (CSF), abnormalitami cribfiformni desticky, anamnézou

traumatu hlavy anebo pneumocefalu. (Chest 1989; 96:1425-1426)

Pouziti 1é¢by pretlakem v dychacich cestdch muze byt docasné kontraindikovéno, pokud md

pacient ptiznaky infekce vedlejsich nosnich dutin nebo stfedniho ucha. Zatizeni neni vhodné pro

pouziti u pacientd, jejichz horni cesty dychaci jsou obchdzeny bypassem. Pokud pacient trpf

kterymbkoli z téchto stavi, 1ékar stanovi, zda je terapie CPAP vhodn4.
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1.4 PREHLED SYSTEMU

Zatizeni na obrdzku 1-2 je systém pro spankovou apnoe, ktery poskytuje kontinudlni pretlak
v dychacich cestich (CPAP). CPAP udrzuje konstantni tlak béhem dychaciho cyklu.
Zatizeni REMstar Auto M Series miiZe rovnéz poskytovat automaticky kontinudlni pretlak

v dychacich cestdch.

OBRAZEK 1-2 ZARiZENI

1.4.1 KomrorTNi FuNkce C-FLEx

Zatizen{ md specidlni komforgni funkei nazyvanou C-Flex. Je-li funkce C-Flex povolena, zvysuje se
pohodli pacienta tim, Ze je umoznéno odlehéeni tlaku ve vydechové fzi dychdni. V nésledujicim
grafu predstavuji te¢kované ¢ary normélni terapii CPAP ve srovndni s plnou ¢drou, kterd predstavuje
C-Flex. C-Flex tirovné 1, 2 nebo 3 progresivné reflektuji zvysujici se odlehéeni daku.
Se zacatkem
vydechu se
. / snizi tlak
Terapeuticky
tlak —

1—fpeccccccanasal
Urovné
funkce 2
C-Flex

3—|[ecccccccccccccs

'« Nadech —le vydech -l

OBRAZEK 1-3 TerAPIE C-FLEX

Mira tlakového odlehéeni funkei C-Flex je stanovena nastavenim funkceC-Flex a vélikost

pritoku vzduchu pacienta. Funkce C-Flex se vraci na nastaveny tlak ke konci vydechu, kdyz jsou

dychaci cesty nejvice ndchylné k uzavfeni.

Pozndmka:  Pokud je funkce C-Flex povolena a ne zablokovdna poskytovatelem, mad
pacient k tomuto nastaveni také pristup.
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1.4.2 Vzestup

Zatizen{ je vybaveno funkci linedrniho vzestupu, kterd umoziuje pacienttim snizit tlak a pak
je vy p je p p
postupné tlak zvySovat na predepsané nastaveni (vzestup), aby se pacientim Iépe usinalo.

Na obrézku 1-4 je funkce vzestupu zndzornéna.

Priitok vzduchu

je zapnut
Terapeuticky / Pz Stisknuto tlacitko
tlak - Vzestup

Minimalni __
vzestupny
tlak

0cmH0 —
| l« Doba vzestupu —]

Minut

OBRAZEK 1-4 VzESTUP

Je-li piistroj v rezimu terapie Auto-CPAR, po stisknuti tla¢itka vzestupu se snizf droveri tlaku na
hodnotu minimélniho.vzestupného tlaku a poté se po stanovenou dobu (dobu vzestupu) zvysuje
linedrnim zpiisobem/na automaticky nastavenou miniméln{ hodnotu. Pokud jsou béhem féze
vzestupu u pacienta detekovdny néjaké piihody, algoritmus rezimu Auto CPAP je provétf a pak
pokracuje ve vzestupu, dokud zafizeni neni nakonfigurovdno pro terapii v rezimu Split Night nebo
dokud neskondila pfednastavend doba rezimu rozdéleni noci béhem 1é¢by v rezimu Split Night.

1.5 PRiSTUPOVE UROVNE

Existuji dvé drovné piistupu k zafizeni — rezim poskytovatele arezim uzivatele.
1.5.1 PRIiSTUP K REZIMU POSKYTOVATELE

Pfedepsané nastaveni terapie je mozné nastavit pouzea pouziti obrazovek rezimu poskytovatele.
Ptistup k rezimu poskytovatele ziskdte soucasnym podrzenim tlacitek s Sipkouvlevo a sipkou
vpravo (¢ =) — napdjeni zafizen{ je zapnuto. Zafizeni dvakrdt pipne, ¢imz signalizuje, ze se
nachdzi v rezimu poskytovatele.

Rezim poskytovatele ukonéite stisknutim tla¢itka Start/Stop ((b)

Diilezité upozornéni: ReZim poskytovatele odemykd ddlsi nastaveni; kterd
nejsou dostupnd pro pacienta. Abyste pacientim zabrdnili
manipulovat s nastavenimi, nesdélujte jim pokyny pro
pristup k obrazovkdm reZzimu poskytovatele.
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