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Npooplopevn Xprion

H pdoka elvat €va pn emepPatikd afECOUGP TIOU XPNOLMOTIOLE(TAL YloL TO
dhtpdplopa tng Kukhodopiog Tou aépa (He | XwWPIC CUNMANPWHATIKO 0&uyovo)
mpog évav acBev Tpog éva mpoildv Betikig Tieong agpaywywv (PAP) onwg éva
oloTNUA cUVEXOUG BETIKAG Ttieong agpaywywv (CPAP) i éva cuotnua 8U0o emuTESwy.

® H pdoka evéeikvutal yw  xpnon amno acBeveig (Bapoug >30kg),
€MOvVOXPNOLLonoinon amno évav acBevr) oto owlakd meptBailov.

® H pdoka evbeikvutal yla xprion amo évav acbevr) oe voookopeio 1 dAho
VOonAeuTIkO ipupa.

Avtevbeielg

EdQv 0 xprotng mAoxeL amd TG MAPUKATW VOOOUGC, TO TPOoidv eVEEXOUEVWE VO LNV
elvatl katdAAnlo yia xprion. Mpémel va 800ei emiong €dikr mpoooxn otov mote
TPETEL va. XpnoLomoLeital. 2& kaBe mepintwon, eéaptdtal and Tov LTpd av Ba
OUOTHOEL TN XPAOoN 1 OXL TNG LAoKag. AUTEG oL voooL elval oL €§AG:

® [pdodatn xewpoupytkr enéupacn ota patia f EnpodpOoipia

oKW

AappaypatoknAn Sia Tou olcodaytkol TprATOG

Awtapaxn TG Aswtoupyiog Ttou olwoodaylkol odlyKTpa, UTEPUETPN
naAwvdpopnon, dlatapayn avtavakAaotkou Brixa

‘Epetog

QDuooAbwdeg MveuOVIKO epudlonpa

XapnAn aptnplakn nieon pe maboloykd aitia

Napdkoudn TnG AVWTEPNG AVATIVEUOTIKAG 0800

MveupovoBwpakag

Alayvwopévn oeia koArtitiba A péon wtitda

Kivéuvog elopddnong yooTpLkol ePLEXOUEVOU

AMepyia f urtepevatoBnoia ota UAKA TG pdokag r ya acBeveic mou Sev elvat
oe Béon va adalpéoouy T pdoka

MPOXOXH: £tig HIA, n opoomovéiakr) vopodeoia neptopilet tnv mnwAnon autol Tou mpoiévTog Uovo amo
LaTpo 1 ue ouvtayn Latpou.



A MPOEIAOMOIHZEIZ

® AloBdote 0AOKANPO TOV 08NYO TIPLV XPNOLOTIOLOETE TO TTPOLOV.

® To avolypota TwY 0EPAYWYWY TIPETIEL VAL TIOPAUEVOUV EAELBEPQL.

® Enegnynon Mpoewdomnoinong: Ta cuotripata CPAP mpoopilovtal yla xprion pe
€LOIKEG UAOKEG e OUVSETUOUG TTOU SLaBETOUV avolypaTa, WOTE VA EMLTPEMETAL
n ouvexng kukAodopia tou agpa £&w amnd tn paoka. Otav o pnxoaviopog CPAP
elval evepyomoinpévog kat Aettoupyel ocwotd, ¢péokog aépag amd Tov
punxaviopd CPAP amopakpUVEL TOV EKTIVEOLEVO OEPQ LECW TNG TIPOCAPTNIEVNG
BUpag ekmnvong g pdokag. Qotdoo, Otav o unxaviopog CPAP Sev Asttoupyet,
Sev Ba mapéxetal emapkng GpEcKog aépag HECW TNG HAaokag Kot Ba yivetat
€lOTIVON EKTVEOpEVOU aépa. H emavavarvor, SnAadr n EL0TVON EKMTVEOUEVOU
aépa, yLa SLapKeLo LEYAAUTEPN atO Alyo AETITA UOPEL O€ KATIOLEG TTEPUTTWOELG
va mpokaAécel aoduia. Autr n mpoeldomoinon LoXUEL yla TA EPLOCOTEPQ
povtéla ouotnudtwy CPAP.

® e xapnAég méoelg CPAP n kukhodopia péow tng BUpag Kmvong Hopel va
€lval QVEMAPKAG yLa TNV AmOMAKPUVON OAOU TOU EKTIVEOUEVOU OEPQ ATd TOV
owAnva. Elvat mbavo va mapatnpnBel emavavarnvon.

® [ va ghaylotonoinBei o kivbuvog €uetou Katd tn SldpKeld Tou UMvou, O
aoBevig mPETEL va armodeVyeL TNV KATAVAAWGN TPODIUWY f TTOTWV yLa TPELS
WPEG TIPLV TN XPAON TNG HAoKaG. Auth n paoka Sev cuviotdtal av o acBevig
AapBdvel cuvtayoypadolevo GAPAKO TTOU UIOPEL VoL TIPOKAAEDEL EUETO.

® Aut n pdoka Sev mpémel va xpnoldomnoteital oe acBeveic mou Sev eival
GUVEPYAOLUOL, LE EKTTwon enutéSou cuveidnaong, dev avtidpouv ) Sev umopouv
va adalpéoouV TN HAoKa.

® Tnpeite OAeg TLG TPOPUAGEELG OTAV YIVETOL XPAON CUUMANPWHOTIKOU 0§uyovou.

® H por Tou 0fuyovou TIPETEL VoL ATIEVEPYOTIOLELTAL OTAV N YEVATPLA POorG Sev
AeLtoupyei, WOTE va unv cucowpevEeTaL 0EUYOVO TIOU eV KATAVAAWVETAL EVTOG
TOU TEPLBARATOG TNG YEVVATPLAG PONG KOl va eEANNoxeVEL KivEUVOG TTUPKAYLAG.

® Me otabepo pubud porg CUUMANPWHATIKOU 0EUYOVOU, N CUYKEVIPWGN TOU
€LOTIVEOEVOU 0§UYOVOU SLadépel avaloya pe TG pubuioelg mieong, to potifo
avanvorg tou acBevolg, t pdoka, to onueio edpappoyng kal tov pubuod
Slapponc.

©®  OLTEXVIKEG TPOSLAYPAPEG TNG LAOKAG TIOPEXOVTAL WOTE O LATPOG OO VAL EAEYEEL
av givat cuppatr pe tn yevhtpla pong. EGv xpnotuomnoleitat katd mapdpacn
TWV TEXVIKWV TIpodlaypadwy 1 HE UN CUUBATEG CUOKEUEG, eVOEXOUEVWCE N
pAoKa va v KAEIVEL EPUNTLKA KAl VO UNV ElVaLL AVETN, VO NV ETULTUYXAVETOL
BéAtiotn Bepaneia kat n Stappon 1 n petaBolr otov pubud Stappong evdexetal
VOl EMNPEACOUV TN A&LToupyia TNG YEVWATPLAG PONG.



AlakOPTe T Xpron TG LAoKag Kot cUMPBOUAEUTELTE TOV LATPO 1 Tov Beparmeuth
Unvou oag av napatnpeite OMOIAAHMOTE Suopevi enintwaon and t xprnon g
UAOKAG.

Mo AemtopEpeLeg Kat TANPOdOPLEG OXETIKA HE TIG puBuioELg Kat Tn Aettoupyia,
QVaTPEETE OTO eYXELPIBLO TNG YEVVATPLAG PONG.

Onwg oupPaivel Pe OAEG TIG LAOKEG, EVOEXETAL VAL UTIAPXEL EMOVOVATIVON OF
XaunA£ég méoeig CPAP.

Adailpéote OAa To UAIKG CUCKELAGLAG TIPLV XPNOLLOTIOLCETE TN LAOKA.



Mépn TG LAOKOG

Mag\dpt

SKENETOG
Kekoppévog
owArvag

Agpaywydg SUvbeopog

Kovtdg cwhivag

EMAvw (pavteg KOAULUOTOG
KebaAg

S S5 KATw (UAVTEG KAAUUUOTOG
kebaAnig

SUYKPOTNUA OKEAETOU KaAuppa kebahng



Npocappoyn

XPNOLUOTIOLOTE €vav TUTILKO KWVLKO OUVSECHO av oL amattouvrol evEeifelg
niieong Kot/fi CUMTANPWHATIKO 0EUYOVO.

)

ATOOUVSECTE TOUG KATW
oUVSETOUG TOU
KaAUppatog kepaAng

Kpatriote T paoka
otafepd 0TO MPOCWMO
oo kot tpafréte to

DEpvovTag Toug KATW
LLAVTEG KATW Qo Tal
QUTLA 0aG, CUVEEDTE TO

a6 ToV OKEAETO. KkéAvppa kepaAig MAVW | kédAuppa kedahrg oto
arnd 1o kedaAL oog. K&TW MEPOC TOU
okeAeToU.
e

-
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Avoiéte ta Seoipara
OTOUG EMAVW LUAVTEG
TOU KOAUUOTOG
kedaAng. Tpapnéte toug
LLAVTEG OpoLOpopda
TPOG TO EMAVW UEPOG
Tou kKedaAloul A Tavw
o Ta AUTLE MEXPL N
uaoka va givat otabepn
Kat avetn. Aéote Eavd tn
udoka.

Avoifte ta Seoipata
OTOUG KATW LUAVTEG TOU
KAAUUPATOG KEDAAAG.
TpaBri§te TOug LUAVTES
opolopopda HEXPLN
uaoka va sivatl otabepn
KaL avetn. Aéote Eavd tn
uHaoka.

H pdoka kat To KAAUppa
kepaAng oog Ba mpémel
va tornoBetnBolv Onwg
daivetat otnv ekdva.

Znueiwon: ZuvSéoTte TN CWANVWON TNG CUCKEUNG OToV dfova TNG MAOKOG KoL
BeBatwBeite OtL €xeL cUVEEDEL KaAQ.




Adaipeon

Ma va adalp€oete TN HAOKA, AMOCUVEEDTE €vay QMmO TOUG KATW CUVSECHOUG TOU
KaAUppatog kedpalng kot TpaBrte tn HAOKA KAl TO KAAUMMA TTAvw artd To KEGAAL
oag.

A NPODYAAZEIZ

® Mnv adatpeite o KAAUppA KeDaAnG TipoToL aneleuBepwBouv oL cUVSeapOL.
® ErmBeBalwote OTL UMOPELTE v adALPECETE AVETA TNV TIOPTIN KOL TO KAAUMUQ
KePaAnG.

AnocuvappoAdynon

ZNUELWOELG:

1. To OUYKPOTNUA TOU KEKAUMEVOU OWwAAva Umopel va moapepBAAAetal kot n
enavatonobétnon Ba yivel o SUokoAa.

(1]

Adatpéate Tov cwAnva agpa. AloXwpLOTE TIPOOEKTLKA TO
ATOOUVEECTE TOUG KATW pa€AdpL amod tov oKeAETO.
OUVEECUOUC TOU KOAUUOTOG
KePAANG Ko EAeUDEPWOTE TOUG
EMAVW LLAVTEG KEPAAAG.




EnavacuvappoAdynon
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Mpooappoote 1o paghapL oto MNepAoTe TOUG EMAVW LLAVTEG TOU
KaVGAL TOU OKEAETOU. KaAUpUATOG KEPAAAG HECA QO

™ OnAeLd tou okeAeToU.
ALotnprjoTE TOUG CUVSETHOUG
OTOUG KATW LUAVTEG TOU
KAAUUATOG KEDAARG Kot
oUVSEDTE TO KAAUpUA KEDAAAG
OTO KATW UEPOG TOU OKEAETOU.

Ka®aplopog tTng LAGKOG 0TO OTiTL

ZNUELWOELS:

® O KkaBapLopog TNG LACKAG KAl TOU KAAUUUATOG KEDAAAG TIPETIEL VAL YIVETAL LOVO
pe MAUGOLHO OTO XEPL.

® O kekappévog owAnvag Sev pnopei va anoocuvappoloynBei yia va mAuBEeL.

® Edv napatnpeitat onoladnnote gpdavig dBopd evog e€apTARATOG TNG LATKOG

(paylopa, okiowo, k.AM.), autd to efdptnua mpémnel va adoipebel kal va
avtikatootadei.

A NPOMYAAZEIZ

Mnv xpnotuoroteite SloAUpata Tou  TEPLEXOUV  AEUKAVTIKO, XAwpivn,
OLVOTIVEU O, QPWHATLKEG, EVUSATIKEG, OVTLONTITLKEG OUGTEG 1 APWHOTIKA EAaita
ylo Tov KaBapLlopo omoloudAMOTE HEPOUG TOU GUOTAKATOG 1 TOU CWARva aépa.
Autd ta StohUpata propel va mpokadécouv BAGBN Kol va €AATTWOOULV TN
SLdpketa Lwng Tou PoiovTog.

H aneuBelag €kBeon OmoLOUSHTIOTE PEPOUG TOU CUCTHHATOC 1 TOU CwARva
aépa 0to dwe Tou HALou 1 og Beppotnta pnopei va pokaéoel dpBopéc.

Mnv TAEVETE QUTAV TN LAOKA OE TTAUVTHPLO TILATWV.



MnV OTEYVWVETE Ta €£PTAMATA TNG MAOKAG O EEWTEPLKO XWPO KATW Qo TO
dwg tou AoV, KABWES AUTO UMOpPEL vaL EMLTAXVUVEL TN YRPAVON TOU TIPOLOVTOC.
Mnv olbepwvete to KAAuppa kepaAng. Ymdapxet n mbavotnta mpdkAnong
BAGBNG oTO KAAU MM

Edv o kaBaplopdg dev yivetar clpdwva pe TG odnyieg (7 augdvetal n
ouxvotnTta KaBaplopou). Yrdpxel n mbavotnta va mapoatnpndei pelwpévn
an6doon Tou mPoidvtog 1 UkpoTeEPn Stapkela {wng Tou.

KaBnuepwva / Metd and k&b xprion

® AnocuvapuoAoynoTeE Ta gfoptApaTa TNG MAokag cUpdwva He TG odnyieg
QMOCUVAPOAOYNONG.

® KoBapiote empelwg ta efapthpata NG MAokag Eexwplotd (mAnv tou
kaAUppatog kedpaAng) pe amohd tpihpo oe feotd (mepimou 30°C) vepd
XPNOLLOTIOLWVTOG TILO CATOUVL.

® Xpnolpomnotote pia pohakr Bouptoa yla va kabapioete Tov agpaywyo.

® [a tn BeAtiotonoinon TnG MPOCAPUOYNG TNG LAOKAC, adatpeite UTOAEMpOTA
AUTQPWV OUGLWV OO TO MaAdpL LETA TN XPrioN.

® ErmBewpriote KABe e€dptnua KaL av XPELAoTel, emavaAdBete to MAUGLUO PéEXPL
KaBe efdptnua va daivetal kabapd KoL va Unv UTAPXOUV UTIOAEiMpATO
oanouviou.

® ZemAUVETE OAa Ta €€QPTAMATA HE TTOOLUO VEPO Kol adrOTE TA VA CTEYVWOOUV OE
€EWTEPLKO XWPO, LAKPLA aTtd TO WG TOu AALOU.

® ‘Otav oteyvwoouv OAa ta e€aptripata, cuvappoloynote Eavd cUpdwva He TLG
odnyieg cuvappoAdynong.

EBSopadiaiwg

MAUvete oto xépL To KAAUppa kedahng kat OAa ta eéaptipata os {eotd (mepimou
30°C) vepd Me oamoUVL. XPNOLUOTIOLOTE ayvO OQmoUVL. =€MAUVETE KaAd ta
efaptApata Kat aproTe T VA OTEYVWOOUV O EEWTEPLKO XWPO, LAKPLA Ao TO GwG
Tou AALou.

Edv ekteBolv ameuBeiag oto wg tou Ao, n pdoka Ba mapouctdlel evleifelg
$Bopdg kat Ba ehattwOel n Sidpkela wng tng. Eav mapatnpeital onoladnnote
epdavig ¢Bopd evog e€aptripartog tng naokag (pdylopa, okiolto, K.AT.), autd to
e€aptnua mpémnel va adatpeBei kat va avtikatootadet.



XPNOLLOTIOLELTE TN LAOKO OE VOOOKOMELD 1l GAAO
VOONA€UTLKO iSpupa

A MNPOMOYAAZEIZ

® H pdoka evdeikvutal ywa xprion amnd évav acBevi oe voookopeio i dAAo
voonAeutikd iSpupa. Edv n pdoka AepwBel katd tn XpAon, XPNOLUOTOLRCTE
QVOAWOLUA LATPLKA TTAVLA 1) XOPTLA KOBOPLOHOU yLla va OIOAKPUVETE U OVELS
akaBapoieg kal otn ocuvéxela EEMAUVETE T HAOKA KOAQ HE TIOOLUO VEPO KOl
adproTE TN va OTEYVWOEL HaKpLd ard To ¢wg Tou AALOU.

AVTLLETWTILON TTPOBANUATWY

MNpdoBAnpa

MBavn attia

Nbon

H paoka kavel
oAU B6puBo

OL agpaywyol éxouv dpatel
TAAPWCG 1 €V PEPEL.

H pdoka Sev
ouvappoloyrnBnke cwoTd.

KaBapiote toug
agpaywyols cUpdwva Pe
TG 08nyieg otnV evotnTA
“KaBaplopog tng paokag
oto omitt”.
Emavacuvappoloyrote t
pdaoka.

elvat dvetn

To pag\apt tng paokag
uropei va ivat Bpoptko.

ALOPPOEG TNG , , AkoAOUBNOTE TPOCEKTIKA
X H pdoka mpooopuooTnKe e , .
udokog oto . . TG 06nyieg otnv gvotnTaL
X AaBog tpomo. " »
TPOOWTIO. Npoocappoyn”.
, , AKOAOUBNOTE TIPOCEKTLKA
H pdoka mpocapudotnke pe , ,
, i TG 08nyleg otnv evotnTa
AdBog tpadro. “Mpocappoyh”
H paoka sev KaBapiote Toug

agpaywyol olpbwva Ue
TG 08nyieg otV evotnTal
“KaBaplopdg tng paokag
oto onitl”.




Texvikég mpodiaypadég

KapnOAn risong-porig

PuBpdg porig (L/min)

a 8 12 6 20 F 0

Migon pdokag (cmH,0)

MAnpodopieg vekpou xwpou

Nekpdg xwpog givat o Kevog dykog Tng pdokag £wg tov agova.
O VeKpOG XWPOG TNG paokag Sladépel avdhoya pe to péyebog Tou
Ha§haplol, oAAG eival pLikpdtepog and 142 mL.

Nigon Bepaneiag

4 ¢wg 30 cmH,0

Avtiotaon

H mtwon tng ieong petpribnke
ota 50 L/min 5 cmH,0
ota 100 L/min: £1,5 cmH,0

‘Hxog

AHAQMENES AIWHOIES TIMEZ EKMOMIMHE ©0PYBOY clpdwva e to ISO
4871. H A-otaBpiopévn nxntikr mieon tng Laokag ivat pkpotepn ano 38
dBA, pe apeBadtnta 3 dBA. H A-otaBuiopévn nxntkn mieon g pdokag
o€ andotaon 1 m eivat pikpdtepn and 30 dBA, pe apeBaidtnta 3 dBA.

NepiBarovTikég cuVOKeg

Oeppokpaoia Aertoupyiag: -5°C £wg + 40 °C (-41°F £wg + 104 °F)
Yypaoia Aettoupyiog: IXetikn uypaoia 10% ~ 90% xwpig cupmikvwon
AnoBrikeuon kat petadopd: -20°C éwg +60°C (-4°F €wg 140°F)
Yypaoia anoBikeuong kat petadopds:

IXETKN uypaocia 10% ~ 90% xwpig cupPIUKVWGON

Inueiwon: To ovotnua tng pdokag Sev mepLéxel Aaté€ and ¢uotkod kaoutooUk, PVC

A DEHP.

AnoBnkevon

BeBawwBeite otL n pdoka €xel kobBoaplotel
aroBOnKkeVOETE ylo OmoLadNATOTE XPOVLKN SLdpkela. AmoBnkelote TN HAOKA Of

OTEYVO LEPOG LAKPLA oo TO GwE Tou AALOU.

Andppupn

H pdoka Sev mepléxel emKivOUVEG OUGLEG Kat ETLTPETETAL N amoppudn TG padi pe

GAAQ OWKLaKG atoppippaTa.

KAl OTEYVWOEL KAAQ TPV TV



Z0pBoAa

ZUOTNHO KOL CUCKEVAOIaL

MNpoocoyr, cupBouAeUTE(TE TO GUVOSEUTIKA Eyypada.
Yrodewkvuel pia Mpostdonoinon 1 pa MpodUAaén kal cag
eldomolel ylo mBavo Tpavpatiopo r e€nyel el8IKA HETPA YL
v aodalr Kol QMOTEAECUATIKA XPrioN TG OUCKEUNG.

latpoTeXVOAOYLKO TIPOLOV

T Kwdikog maptibag

Huepounvia KATooKeEUNG

TeAwkn nuepopnvia avalwaong

HeLE [F B

Avatpéte otig 0dnyieg xpriong

‘Evag aoBeviig - TTOAAEG XprOELG

=

ApLBLOG Kataloyou

Agv kataoKeudletal e Aaté€ oo Gpuotkd KaoutooUk

MNeploplopog Bepuokpaciag

b

MNeploplopog vypaoiag

Kataokeuaotrg

E o~ OF

E€ouotlobotnuévog avtupdownog otnv Eupwraikn Evwon




NeplopLlopévn gyyvnon

Mapéxetal eyyunon ot N MAaoka, cuunepAaBOVOUEVOU TOU GUYKPOTHUATOG TOU
SkeAetoV, tou Maglaplov kat tou KaAuppatog kedalng, dev Ba mapouaoidlouv
e\ATTWHOTO 0TA UALKA KaL TNV KATAOKELH yla miepiodo evevijvta (90) nuepwv and
TNV NUEPONVia ayopdg armod ToV MPWTO KATAVAAWTH.

Autr n gyyunon 8ev kaAUmrtel BAABEG TOU TTPOKUTITOUV QO aTUXNKUA, EGHAApNEVN
Xprion, Katdxpnon, apéAEla, TPoOTomoinon, aotoxia Xpnong f ouvtnpnong tou
Mpoiovtog umd ouvBrkeg kat oUpdwvVO HE TOUG OPOUG TwV eyypddwv Tou
ouvodelouv To Tpoidy, kaBwe kal AAa eAattwpata mou Sev oxeti{ovtal HE Ta
UALKA () TNV KATOOKEUR.

Suzhou Yuyue Medical Technology Co., Ltd.

No.9 Jinfeng Road., Suzhou Science & Technology Town,
215163 Suzhou, Jiangsu, AAIKH AHMOKPATIA THS KINAZ
TnA.: +86-512-67373001

StevBuvon web: www.yuyue.com.cn

EC REP! Metrax GmbH

Rheinwaldstr.22, D- 78628 Rottweil,
Badenwuerttemberg, leppavia

TnA.: +49-741-257-223

Dag: +49-741-257-214

E-mail: heiko.borkowsky@primedic.com
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Suzhou Yuyue Medical Technology Co., Ltd.
No.9 Jinfeng Road., Suzhou Science &
Technology Town, 215163 Suzhou, Jiangsu, PRC
Tel: +86-512-67373001

web address: www.yuwell.com

Metrax GmbH

Rheinwaldstr.22, D-78628 Rottweil, Germany
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Intended use

The mask is a noninvasive accessory used for channeling airflow (With or

without supplemental oxygen) to a patient from a positive airway pressure

(PAP) device such as a continuous positive airway pressure (CPAP) or

bi-level system.

» The mask is to be used by patients(weighing > 30kg), intended for single—
patient reuse in the home environment.

* The mask is intended for single—patient use in the hospital or institutional
environment.

Contraindications

If the user has the following diseases, the product may not be suitable for use.
Special attention should also be given when it must be used. In either case, it
is up to the doctor to decide whether or not to use the mask. These diseases
include:

* Recent eye surgery or dry eyes

e Glaucoma

* Hiatal hernia

« Impaired cardiac sphincter function, excessive reflux, impaired cough reflex
¢ Vomiting

¢ Bullous Lung Disease

« Pathologically Low Blood Pressure

Bypassed Upper Airway

* Pneumothorax

Diagnosed with acute sinusitis or otitis media

At risk for aspiration of gastric contents

Allergy or hypersensitivity to the mask materials, or on patients unable to
remove the mask

/\ CAUTION

In the US, Federal law restricts the sale of this device to sale by or on the
order of a physician.

/\ WARNINGS

* Please read the entire guide before use.

¢ The vent holes must be kept clear.



Explanation of Warning: CPAP systems are intended to be used with
special masks with connectors which have vent holes to allow continuous
flow of air out of the mask. When the CPAP machine is turned on and
functioning properly, new air from the CPAP machine flushes the exhaled
air out through the attached mask exhalation port. However, when the
CPAP machine is not operating, enough fresh air will not be provided
through the mask, and exhaled air will be rebreathed. Rebreathing of
exhaled air for longer than several minutes can, in some circumstances,
lead to suffocation. This warning applies to most models of CPAP systems.
At low CPAP pressures the flow through the exhaled port may be
inadequate to clear all exhaled gas from the tube. Some rebreathing may
occur.

To minimize the risk of vomiting during sleep, the patient should avoid
eating or drinking for three hours before using the mask. This mask is not
recommended if the patient is taking a prescription drug that may cause
vomiting.

This mask should not be used on patients who are uncooperative,
obtunded, unresponsive, or unable to remove the mask.

Follow all precautions when using supplemental oxygen.

Oxygen flow must be turned off when the flow generator is not operating,
so that unused oxygen does not accumulate within the flow generator
enclosure and create a risk of fire.

At a fixed flow rate of supplemental oxygen flow, the inhaled oxygen
concentration varies, depending on the pressure settings, patient breathing
pattern, mask, point of application and leak rate.

The technical specifications of the mask are provided for your clinician to
check if it is compatible with the flow generator. If it is used beyond technical
specifications or used with incompatible devices, the seal and comfort of
the mask may not be effective, optimum therapy may not be achieved,
and leak, or variation in the rate of leak, may affect the function of the flow
generator.

Stop using the mask and consult your physician or sleep therapist, if you
have ANY adverse reaction to the use of the mask.

Refer to your flow generator manual for details on settings and operational

information.
* As with all masks, some rebreathing may occur at low CPAP pressures.
* Remove all packaging before using the mask.

Parts of the mask

Cushion

Frame
Elbow
Vent Clip
Short tube
Swivel Upper headgear straps

Lower headgear straps

Frame assembly Headgear



Fitting
Use a standard conical connector if pressure readings and / or supplemental
oxygen are required.

4 N
(2]

RN

. Unclip one of the lower headgear clips from the frame.

2. Hold the mask steadily on your face and pull the headgear over your head.
3. Bringing the lower straps below your ears, clip the headgear to the lower
part of the frame.
4 R 4. Undo the fastening tabs on the upper headgear straps. Pull the straps
(4] evenly towards the top of head or above ears until the mask is stable and
comfortable. Reattach the fastening tabs.
A 5. Undo the fastening tabs on the lower headgear straps. Pull the straps
Q\ evenly until the mask is stable and comfortable. Reattach the fastening
tabs.
6. Your mask and headgear should be positioned as shown in the illustration.
B /\ Note:
Connect the device air tubing to the swivel of mask and ensure it is firmly
connected.
- - ‘ / Removal

To remove the mask, disconnect one of the lower headgear clips and pull the
mask and headgear up over your head.

/\ CAUTIONS

« Do not remove the headgear until the clips is released.

» Please confirm that you can remove the buckle and headgear freely.



Disassembly

/\ Notes:
The elbow assembly can may be incurred and the re—installation will become
more difficult.

1. Detach the air tubing. Unclip the lower headgear clips and unhook the
upper headgear straps.
2. Gently separate the cushion from the frame.

Reassembly

1. Fit the cushion into the channel of the frame.

2. Threading the upper headgear straps through the loop of the frame. Keep
the clips attached to the lower headgear straps and clip the headgear to
the lower part of the frame.

Cleaning the Mask at Home

/\ Notes:

¢ The mask and headgear can only be cleaned through hand washing.

e The elbow cannot be dissembled for washing.

« If any visible deterioration of a mask component is apparent (cracking,
crazing, tears etc), the mask component should be discarded and replaced.

« Recommended replacement masks after cleaning 30 times. It is
recommended to replace every month.

/\ CAUTIONS

* Do not use solutions containing bleach, chlorine, alcohol, aromatics,
moisturizers, antibacterial agents, or scented oils to clean any part of the
system or air tubing. These solutions may cause damage and reduce the
life of the product.

* Exposing any part of the system or tubing to direct sunlight or heat may
cause deterioration.

* Do not use dishwasher to wash this mask.

¢ Do not the mask components to air dry in the direct sunlight as it may

accelerate product aging.

Do not iron the headgear. It may damage the headgear

If cleaning is not done in accordance with the instructions (or increase the

frequency of cleaning). May result in poor product performance or reduced

product life.

Daily / After Each Use

* Disassemble the mask components according to the disassembly
instructions.

» Thoroughly clean the separated mask components (excluding headgear),
by gently rubbing in warm (approx. 30°C) water using mild soap. Soak in
water no more than 10 minutes.



Use a soft bristle brush to clean the vent.

* To optimise the mask seal, facial oils should be removed from the cushion
after use.

Inspect each component and, if required, repeat washing until visually
clean, making sure there is no soap residue.

Rinse all components well 3—5min with drinking quality water and allow to
air dry out of direct sunlight.

* When all components are dry, reassemble according to the reassembly
instructions.

Weekly

» Hand washes the headgear and all components in warm (approx. 30°C)
and soapy water. Use pure soap. Rinse the components well and allow
them to air dry out of direct sunlight.

* This action will age or damage the mask and shorten its service life. If any
visible deterioration of a mask component is apparent (cracking, crazing,
tears etc), the mask component should be discarded and replaced.

Use the Mask in the Hospital or Institutional environment

/\ CAUTIONS
The mask is for single—patient use in the hospital or institutional environment.
Cleaning methods according to section: Cleaning the Mask at Home.

Troubleshooting

Mask is
uncomfortable

Mask may have been
fitted incorrectly.

Carefully follow instructions
in “Fitting” .

Mask cushion may be
dirty.

Clean vents according to
Instructions in  “Cleaning
the Mask at Home” .

Technical Specifications

Pressure—Flow Curve
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Problem

Possible cause

Solution

Mask is too noisy

Vents are blocked or
partially blocked.
Mask is assembled
incorrectly.

Clean vents according to
Instructions in  “Cleaning
the Mask at Home” .
Reassemble mask.

Mask leaks
around the face

Mask may have been
fitted incorrectly.

Carefully follow instructions
in “Fitting” .

Dead Space Information

Dead space is the empty volume of

the mask up to the swivel.
The dead space of the mask varies according
to cushion sizes but is less than 142 mL.

Therapy Pressure

4 to 30 cmH,0O




Resistance Drop in Pressure measured
at 50 L/min: < 0.5 cmH,O
at 100 L/min: < 1.5 cmH,0
Sound DECLARED DUAL-NUMBER NOISE

EMISSION VALUES in accordance with ISO
4871. The A—weighted sound power level of
the mask is less than 33 dBA, with uncertain—
ty 3 dBA. The A—weighted sound pressure
level of the mask at a distance of 1 miis

less than 25 dBA, with uncertainty 3 dBA.

Environmental Conditions

Operating temperature: +5°C to +40°C
(41°F to 104°F)

Operating humidity: 10% ~ 90% relative
humidity non—condensing

Storage and transport: —20°C to +60°C
(=4°F to 140°F)

Storage and transport humidity: 10% ~ 90%
relative humidity non—condensing

Note: The mask system does not contain natural rubber latex, PVC or DEHP

materials.

Storage

Ensure that the mask is thoroughly clean and dry before storing it for any
length of time. Store the mask in a dry place out of direct sunlight.

Disposal

The mask does not contain any hazardous substances and may be disposed
of with your normal household refuse.
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Symbols
System and Packaging

LOT| Batch code
Date of manufacture
Catalog number
@ Not made with natural rubber latex
A~ Temperature limitation

Humidity limitation

E o

Manufacturer

Authorized Representative in the European Community

Medical Device

Use—by date

=l

Consult instructions for use

)

Single Patient — multiple use

>

Caution, consult accompanying documents.

Indicates a Warning or Caution and alerts you to a possible injury
or explains special measures for the safe and effective use of the
device.

CE..

CE Mark

Unique device identifier
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Limited Warranty

It is warranted that the Mask, including Frame assembly, Cushion, Headgear
shall be free from defects in material and workmanship for a period of ninety
(90) days from the date of purchase by the initial consumer.

This warranty does not cover damage caused by accident, misuse, abuse,
negligence, alteration, failure to use or maintain the Product under conditions
of normal use and in accordance with the terms of the product literature, and
other defects not related to materials or workmanship.
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