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Evégikvoopevn ypion

H péoka givar éva pn enepfarticd e&dptnua mov ypnoylonoteitat yio tn dtoxétevon pong aépa (e N YOPiG COUTANPOUATIKO 0EVYOVO)
o€ kanotov achev] amd Evav OeTikd agpaymyo.

®  Yyokevn mieong (PAP) omwg cuveyrg Oetikn mieon otovg oepaymyovs (CPAP) 1 odotua 800 emmédov.

® H pdoka mpoopiletar yio ypon and aceveig (Bapovg >30kg), evdeikvutar yio xpnon ek véov amd évav acOevi 6To OIKIOKO
nep1PaArov.

®  H pdoka evdeicvotat yio xprion omd Evay acbevi] 6To vocokopeio 1§ 6€ VveTITovTo.

AvtevOEigeg

Av 0 ypfiong €xet Tig akdlovbeg mabnoelc, Tote T0 TPOIdV pumopel va Py eivor katdAinio yio xpnon. Oa npénet va dobei Tpocoyn yopw
amd T0 mOTE MPEMEL VoL ypnolpomoteital. Xe kGbe mepintmon, eEaptdtol amd Tov YIoTpd Yo VO anoQacicel av Oa Xp1GILOTOGEL T
paoka 1 oyt Avtég or tabfoelg teptapfdvovv:

IIpdécpat enépPacn oe partio ) ENpd poTio

Tovkopo

Awppayatokiin

Awatapayn g Asrtovpyiag Tov Kapdlakoh GeryKTipa, vaepPoAikr] ToAvdpounor, e£acOevnuévog avtavakiooTikog fyog
Epetoc

DLALOING TVELHOVOTAOELD

TaBoroykd younAn aptnplokn nicon

Mapdkapyn Tov dve agpaywyod

[Tvevpobdpakog

Awyviotnie pe o&eia typopitido 1 péon mtitida

g Kivduvo Yo avappdenomn Yoo TPLKoD TEPLEYOUEVOL

Alkepyia 1) vaepevatctncio oto VAKA TG LOCKAS 1) 68 0ceveis Tov dgv HTopodV va. apapéGovy T LACKO.

A TTPOXOXH

2mnv Apepikn, 1 opoomovdlakt| vopodesio teptopilel v mdOANGN TG TAPOVGOG GUGKEVTG OO 1 KOTOTLY EVIOANG 10.TPO.
A MPOEIAOIIOIHXZEIX

®  TlopakoroVpue dapdote Tov TapdvVTa 00Ny TPV TN XPNHOT.

®  Ouomég 0eplopol TPEMEL Vo, ot povvTon Kabopés.



Enreé&fynon mpoedonoinong: Ta cvotrpote CPAP gvdeikvovtot yuo xprion pe 101KEG LACKEG YOPIG GUVOEGHOVG TTOV £XOVV OTTES
OEPLOLLOV Y10l VOL ETTPEMETAL 1] GUVEXNG POT| a€pa oo T pdoka. Otav to punydvnuo CPAP gvepyomoteitan kot Agttovpyei cwoTd, 0
véog aépag and 1o punxavnuo. CPAP amopokphvel Tov aépo mov EKTVEETOL HEG® TNG GUVNUUEVNS BOpag ekmvong TG HAoKOC.
Qo1600, 6tav to pnydvnue CPAP dev Aettovpyei, dev Ba mapéyeton apretds kabopds aepag HESH TG LACKOS KOL O EKTVEOLEVOG
aépag Oa glomvéetar ek vEov. H €16mvon exmvedpevon aépa ek VEOL Yl LEYOADTEPO SLAoTNIO 0td OPKETA AeMTA UTOpEl G HEPIKES
TEPUTOGELS Vo 0dnynoet og acpuéio. H mapodco mpogidomoinomn woyvet yio ta nepiocdtepa Loviéda tov cvotnudtov CPAP.

g CPAP yaunAdv miécemv 1 pon péco g B0pag ekmvong propei va eivol averapkng ylo Tov kaboptopd dAov Tov EKTVEOUEVOD
aepiov amd Tov ANV, MTopel vo TpoKVYEL KATOL EIGTVOT| €K VEOV.

To va ehayiotomomcete Tov Kivduvo gUeTon kAT T d1dpkeLo Tov VTVoV, 0 0cevig Oa Tpémet va amoPevyEL VoL TPMEL 1} VoL TTivel
TPELS DPEG TPV YPNOIHOTOmGEL T pdoka. H mapodoa pdcka dgv cvvictdtor av o acheviig maipvel KATO0 GLVTOYOYPAPOVUEVO
QOPLAKO TOL EVOEXETOL VO TPOKOAETEL EUETO.

H mapodoa pdoka dev mpémet va xpnoonoleitor o 0c0eveig Tov dev gival GUVEPYAGLLOL, OTOVEKPMUEVOL, [UT) OTOKPIVOUEVOL )
dev givar o Béom va apapécovv T pdoka.

AxolovBnoTE OAEC TIG TPOPVAGEELG OTAV YPNCLULOTOLELTE CUUTANPOOTIKO 0&VYOVO.

H por| o&uydvov npénet va givat omevepyomompévn 6tav 1 yevviTpLo pofig dev Agttovpyel, dote antd to aypnoytonointo o&uydvo
VoL UV ouYKeVTPp@BEL HEGO 6TO KAEIOLLO TG YEVVITPLOG POTG Kot ONLLOVPYNGEL KIVOUVO TUPKOYLAG.

Ye otabepd pubud pong CLUTANPOUOTIKNG PoNG 0ELYOVOV, 1| GLYKEVTIP®OOT glomvedeVoL 0&uydvou TolkiAdel avdhioyo pe Tig
puOuicelg mieong, To 6Y£310 avamvong Tov achevi, T HACKa, TO oNELD EQOPULOYNS Kot TOV pLOUS dappong.

O1 teyviKég TPOdYPAPES TNG LACKOG TOPEXOVTOL Y10 TOV YIOTPO GOG DGTE Vo EAEYXEL av €ivar cupPfath Le TN YEVVITPLL pong. Av
YPNOLOTOLEITOL TEPQL IO TIG TEYVIKEG TPOOLUYPAPES 1) XPT|CULOTOIEITOL LE LN GVUPOATEG GUOKEVES, TOTE TO GOPAYIGLO KOL 1] VEGT)
™G MOoKOG EVOEYETOL VO, UMV EIVOL ATOTEAEGUOTIKG, Vo unv pmopei va emitevydei Pedtiotomompévn Oepaneio Kot dtappon 7
Stakvpaven otov pubud duppong evoéyetat va enpedoet T Aeltovpyia TG YEVVIATPLOG POTS.

SToUOTNGTE VO XPNOLOTOLElTE T HAoKa Kot cupBovAievteite Tov yatpd oog 1 Bepanevt vVvov, av Exete TYXON avemBounm
avTtidpoon omd ™ ¥pNon ™G LACKS.

Avatpé€te oTo €yyelpidlo ™G yevviTplog pong mov Swbitete ylo Aemtopépeteg yOp® omd TG pLOUIcEG Kot AEITOVPYIKES
TANpoPopies.



®  Onwg pe Oheg TIC HACKES, EVOEYETAL VO TPOKVYEL KOO €16TVOT| €K VEOL 6€ CPAP youniov mécewv.

®  Apoipéote OAN T GLGKEVOGIN TPV YPNCLUOTOGETE T LOCKO.

Mépn g pdokag

Yrootpi&n petdmon

Yrehetdg
Avorypa 0epiopon
o
Zorvog Badpioiog Kapymg I|I
Kun
[lepiotpoen
Emévévon

TTavo 1pdvteg sE0mMOpoD KeQaAng

Kérto pavteg eEomhopod ke@oing

E&omMopdg e kepong



TomoBéTnon

Xpnopomomote Evay TPOTLTO KOVIKO GOVOEGLO OV OITOLTOVVTOL OVOYVMGELS TEGTG 1/Kol GUUTANPOUATIKO 0EVYOVO.




p

1. Amocvvdéote £va amd o KAT® KAMT ToV €E0TAMGHOD KEPAANG OO TOV OKEAETO.
2. Kpatiote otafepd t piocko 6to tpdcond cog Kot tpafnéte tov eE0TAMopd KEPAANG oo T0 KEQAAL GOG.

3. dépte TOVG KATO WAVTES TOV EEOMMOUOD KEPUANG KAT® 0o T oVTId 60, cLVOESTE ToV €E0MMOUO KEQAANG GTO KAT® HEPOG TOV
mAouciov.

4. AYote 10, AOVPAKLN SEGILATOC GTOVG TAVM AVTEG KEPAANG e€omAopov. Tpapnéte 16ofabdua Tovg avieg péypt va givor Gvetot Kot
otofepoi ko cuvdéote Eava to Velero. Befawmbeite 61  pdora topralet kaAd.

5. AVoTe To AOVPAKLO SEGIHATOG GTOVG KAT® 1dvTeg KEQAANg e&omhopot. Tpapnéte 166fabpa toug tpdveg péxpt 1 poka va givor
otofepn ko Gvetn. Xovdéote Eavd ta Aovpdkio ce&itatoc.

6. H pdoxa kot 0 e£0mMopdg KEQaANg oag Tpémet vo, TomofeTovvTan OTmg GaiveTal otV IKOVA.
A Xnmpeioon:

YuviéoTe T COMVOOT AEPa TG GVOKEVTG GTOV OTPOEN packas Kot BeBaimbeite Tt eivar otabepd cuvdedepévn.
Ag@aipeon

INa va apatpéoete ™ PAoKE, ATOCVVOESTE EVaL OO TO KATO KM ToV €E0TAMOpOD KeQOANG Kot Tpafréte ™ pdoka kot tov eEonAond
KEQPOUANG TAV® ad TO KEPAAL GaC.

A TTPO®YAAEEIZ
®  Mnv apaipeite Tov eE0TMOUO KEPAANG LEYPL VA ameAevfepmOOVV TOL KA.

® Tlopakorovue PePorwbeite 6TL pmopeite va apapécete TNV mOPmn Kot Tov eE0TAMGUO KEPAANG eAeVOEPQL.



Amocvvapporoynon

A Enpeidoeg:

Mmnopei va mpokdyel Guvapproyn ToL GoAvVa Badptaiog KAUYNG Kot 1) YKATAGTUON €K VEOV VO YiVEL TLO SUGKOAT.

; ™y ™

p. AN vy

1. ATocuvdéote T COAMVOON 0épa. AQPaPESTE To KAT® KAMT TOV €E0TAMGUOD KEQPOANG KOL OTAYKIGTPMOGTE TOVG TAV® UAVIEG TOV

eEomMo OV KEQAANG.

2. Eeyoplote TPOCEKTIKE TNV ETEVOVOT Ot TOV OKEAETO.

Eravacvvappoioynon

-




1. Ztepedote TV €nEVOLOT HEGH GTO KAVAAL TOV TAOLGIOV.

2. ITepdiote TOVG TAVO HUAVTEG TOL EEOTAGLOV KEPAANG LEGH OO TOV BPOYYO TOV OKEAETOV. ALOTNPNOTE TO. KA KOAANUEVA TAV® GTOVG
KATo avtes Tov e£0mAMopod KEPAANG Kot 0EGTE TOV EE0TAMGOUO KEPOANG GTO KAT® LEPOG TOV GKEAETOD.

KaBapiopog g pdokog oto omitt

A

ZNHELDOELS:
H péoxo kot o EomMopdg ke@ang pumnopet va kabaptotel povo e oo 6to XEpL.
O coMvag Baduiaiog kapyng dev pmopei va. amocuvapporoyn0ei yio Tivctpo.

Av vrdpyel Kamowo. eppavig emdeivoon oe e£dppa g paokag (pdylopa, Ttoxmon, okicyo, KTA.), T0te t0 e&apTnua g
paokoag o mpénet va amopprpbel kot va avtikotoctadel.

IMMPO®YAAEEIX
Mn ypnowonoteite SwAdpato wov TEPEYOLY  YAMPIVN, YADPLO, OAKOOAN, OPOUOTIKEG OVGIES, EVLOOTIKEG OVGIEG,
avTfaK T pdloKoVs TapayovTeg 1 EAato. pe dpopa yio vo Kabopicete 0molodMToTE HEPOG TOV GLUGTILOTOG 1 TN COAVMOGCT) 0EPCL.

Avtd T0. StodvpoTo. evoéyeTal va TpokaAésovy {nd Kot va teptopicovv T drdpketa {oNg Tov TpoidvTos.

H éxbeon omoovdnmote PEPOLG TOV GULGTHLATOS 1 TNG COANVMOONG OTO GUECO (MG TOL NAOV 1 og Bepudmro pmopel va
npoKorécel emdeivaon.

Mn gpnopomoteite omoppLIAVTIKO TATMV Y10 TO TAVGLULO THG TAPOVGUG LAGKOG.

Mn ypnoytonoteite To. eEQPTALATA TG LACKAS Y10 GTEYVOUO LE OEPE GTO GUECO PMS TOV NALOV KABDG 0vTO UIOpPEl VoL ETLToOVEL
™V OpIiLave™ Tov TPoidvToC.

Mnv cdepmdvete Tov €E0TAMOUO KEPAANG. Mmopel va KotasTpEyel Tov eE0MAMGHO KEQOUANG

Av 0 kaBapiopog dev Exet ohokAnpwbel coppmva pe g 0dnyieg (1 avéniote ™ cvyvotnta Tov Kabopiopov). Mmopei va odnynoet
o€ Kok andd00n Tov TPOIdVTOG 1 6€ Leldpévn ddpketo {owng Tov TpoidvToc.

KoOnpepiva/Metd amo kabe yprion

ATocLVAPHOLOYNOTE TO EEAPTALLOTO TG LOCKAS COUPMVO UE TIG 0ONYIEG ATOGUVOPULOAOYNOTG.

ITAévete d1e€odkd ta Egympilotd e&apTtpato g paokas (e&apovpuévov Tov eE0TAIGHOD KEPOANG), TpifovTag anald pe (eotd
(mepinmov 30°C) vepd ¥pNOYOTOIDOVTAG O GOTOVVL.

Xpnoiporomote o fovptoo e HoANKN TPy Yo Vo KaOopicETE TO GvolyLLd 0EPLOLLOV.

I'a va Bedtidoete 10 oPpayiopa TG LACKOG, To M0N0 TPOSHOTOV o TPETEL VoL aPatpovVTOL 0O TNV EMEVELON UETE TN PN ON.



® Emfeswpnorte kdbe eEdpua kot ov amorteiton eExovordpete 1o TAOGIHO puéEyPL va givor epeovag kKabapd kot Befoaiwbeite 6TL dev
€XOUV UEIVEL VTOAEIULATO GOTOVVIOD.

®  Eemévete OAa TO EQPTALOTO KOAG LLE TOGLO VEPO KOL TO. OPTVETE VO OTEYVAOGOVV GTOV 0EPA GE GUECO MG TOVL HALOV.

®  Ortav Ola ta eEoptnpota eivar oteyvd, cuvapporoynote Eova cOUE®VA LE TIG 0dNYiEG AVAGUVAPLOAGYNONG.

Epdopadraia

®  [T\évete 610 YXEpt Tov e€omMopd kepalng kot OAa ta eEaptpota oe (eotod (mepinov 30°C) vepd pe comovvi. Xpnotpomoteite oyvo
camoVVL. ZEMAEVETE TOL EEAPTALOTO KOAG KOL TO. OQNVETE VO GTEYVAOCOVV GTOV GLEPCL GE GLEGO YOG TOV NALOV.

® H mapodoa evépyela Ba emdevdoel 1 Ba kotaotpéyet T pboko Kot Oo pukpdver ) Sidpreto (NG Tov. Av vrdpyet Kamo
eppavng emdeivoon oe e&appa g pdokag (payoua, Ttoyeon, okiolo, KTA.), to1e to eEdpnpo ¢ pdokag o Tpénet va
amopppBel kot va avtikotactadel.

Xp1NoLHOTON|GTE T1] LO.CKO GTO VOGOKOUELOD 1] GE LVOTITOVTO

& JTTPODPYAAZEIX

H pdoxa givon yuo yprion povo evog acbevoig 6to vocokoueio 1 € votitonto. Av 1 pdoka Aepwbel Kotd ) didprelo g xpnong,
TOPAKOAOVLLE YPNOLOTOMGTE 10TPIKO Tavi Kabaplopov pag xpnong N xopti yio va kaboapicete v eueavn Bpopid Kot 6T GuvEXELN
Eem\hvTeTe KOAG TN LAOKO LLE TOGLLO VEPO KOL APNOTE T VO GTEYVADGEL GTOV 0EPC GTO GLUESO YOG TOV NALOV.

AvTipetomon apopfinpatmv

MpéPinua

H péoko givor modd BopoPdong

ITBovn artia Avon

Ta avoiyparta OEPIOUOV givan Ta avoiypoto kabopiopod coupava ue tig Odnyieg
UTAOKOPIGUEVDL M pepikdg oto  «Kabopiopdg g pbokag o©t0  omiTv.
UTAOKOPIGHEV . H paoko  €xel ZUVOPUOAOYNOTE €K VEOL TN LOCKOL.

ocuvapporoyndei ecpoipéva.

H pdoko mapovoidler dwppon
YOp® and 10 TPOGWTO.

H pdoxa evdéyetor va éxel tomobetndei AkolovOnote  mPocekTIKA  TIC  odnyieg  oTO
E0QUAPEVL «TomoBéony.




H péoko dev eivon dvetn
£0QOUAUEVDL

H pdoka evdéyetar vo éxer tomobetnOei Axorovbnote

TPOOEKTIKG  TIc  odnyleg  oT0

«TomoBéony.

H enévdvon tg pdokag pmopel vo eivar Ta ovoiypoto kabopiopod copeova pe tic Odnyleg

Bpdpukn

010 «Kabopiopdg g piokag 6To omityy.

Teyvikéc Tpooraypapé

Kopmdin mieong-pong
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[Tieon péoxag (cmH20)

ITAnpoopieg kevov ydpov

Kevog ydpog givat 0 detog 6yKog TG LAGKIG LEXPL TNV TEPLGTPOPT).

O kevidg ydpog TG pdokag dopépet avaroyo pe to peysdn e emévévong adrd eivot
pkpotepog omd 142 mL.

ITieon Bepoameiog

4 ¢w¢g 30 cmH20




Avtiotaon [Ttwom oty petpoduevn mieon
ota 50 L/min: < 0,5 cmH20
oto 100 Umin: < 1,5 cmH20

"Hyog AHAOQOMENEX TIMEX EKIIOMITHE OOPYBON AIYHO®IOY APIGMOY
obueava pe to ISO 4871. To eminedo NyNTIKNAG 10y00¢ He otddon A g pdokog
givon pkpotepo and 38 dBA, e afefardtnta 3 dBA. To eninedo nyntikng micong pe
otdfuon A g pdokog oe amdotoon tov 1 m sivar kato amd 30 dBA, pe
apepordmra 3 dBA.

[epforrovticég cuvOnkes Agrtovpywr| Oeppokpacio: +5°C g +40°C (41°F émg 104°F)
Agrrovpywn| vypasio: 10% - 90% oyetikn vypaocio yopic copmnvkvopata
Amobfkevon kat petapopd: -20°C émg +60° C (-4°F £og 140°F)
Yypooio amobikevong kor petagopds: 10% ~90% oyetikn vypacio xmpic
GUUTVKVAOLLOTO

Enpeioon: To cOotnua packag dev TePLEXEL PLOIKO AATEE amd KOoVTGoVK, VALKE artd TToAvfvuroydwpidio 1 61 (2-atbvre&od) BaAkd
£0TEPQL.

AmoOnkevon

BePawwbeite 611 1 pdoko eivar kakd kabBopn Kot oteyvn TPV T GLUAGEETE Yoo LEYAAO YpoviKO didotne. Amobnkedote T pdoka ce
GTEYVO UEPOG LOKPLL OO TO APECO PG TOL HAL0V.

Awa0eon

H péoko dev mepiéyet Tuxdv PraPepés ovoieg kat umopel va anoppiobel pe ta Kavovikd oklokd omdpAnto.

10



Xoppoira

20oTnHo Kol GLOKELAGTN

Kwdwde moptido
LOT S TAPHONs

Hpepounvia katackevng

R E F Ap1Opdg kataidyov

Aev anotedeitat and GLOKO ATt amd KaovToovK

/ﬂ/’ﬁi& Opro Beppoxpaciog
? Opro vypaociog
I Kartaokevaotng

ec IrREP Eovslodotnuévog avtimpoécmnog otnv Evponaikn Kowdmrta

M D latpin cvokevn|

g Xprion éamg

E]I' ZvpBovievteite Tig 0dnyieg ypriong

ﬁ) "Evag ao0evng - moAhamhn xprion
o

Yrodewviet pa I[pogidonoinon 1 [Ipocoyn kot cog €180motel yio kKoo mhovo tpovpaticpd 1 e€nyel e1dkd uétpa

i [pocoyr, cupfovievteite Ta GLVOSEVOLEVA EYYPOQLL.
Y10 TNV AGQOAN KL GTOTEAEGLOTIKY YPNOT TNG CVOKELTG.

c E Topuporo CE
0123
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Iepropropévn eyyvmon

Eyyvdtor 61t 1 Mdoka, cvpmepilapfavopévng me povadag Xkeietov, g Enévduvong, tov E&omliopod kepaAng dev Ba pépovv
EMOTTOUATO GTO VAIKO TOVG KOl OTIV KATAGKELT TOVG Yl pia TePiodo evevivea (90) nuepdv amd Ty nuepounvia ayopds amnd tov apyikd
KOTOVOAMTH.

H mapovco gyyomon dev koddmret {nd mov mpokodeiton amd atdynpo, KoKy xpnomn, Kotdypnon, apéAelo, Tponoroinot, anotuyio ot
¥pMon M ocvvripnon tov [poidviog vd cuvBNKeg PLGLOAOYIKAG YPNONG Kol GOUE@VE HE TOVG 6povg G Pifrioypaeicg tov
TPOIOVTOG Kot GAL®V EAATTOUATOV TTOV dgV GYETILOVTOL e TO VAIKA 1] TV KOTOGKELT.

Suzhou Yuyue Medical Technology Co., Ltd.
d No.9 Jinfeng Road., Suzhou Science & Technology Town, 215163 Suzhou, Jiangsu, PRC
Tn\.:+86-512-67373001

10TOGEASO: WWW.yuyue.com.cn

Metrax GmbH

Rheinwaldstr.22, D- 78628 Rottweil, Germany
TnA.:+49-741-257-0
Dok +49-741-257-214

HXextpovikod toyvdpopeio: vigilance@primedic.com

0123

‘Exdoon IFU-V-24(01): B
Hpepopnvia npostopaciog: 2020-02
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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

Tel: +49-741-257-0 +49-741-257-223

Fax: +49-741-257-214

E-mail: vigilance@primedic.com
heiko.borkowsky@primedic.com
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User Manual

Breathwear Series
Nasal Mask

YN-02




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

Forehead support

Vent Frame
Elbow
Clip
Swivel
Frame assembly
Cushion
Upper headgear straps

Lower headgear straps

Headgear



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

J

RN

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

. Hold the mask steadily on your face and pull the headgear over your head.

. Bringing the lower headgear straps below your ears, clip the headgear to

the lower part of the frame.

4. Undo the fastening tabs on the upper headgear straps. Pull the straps
evenly until they are comfortable and firm, and reattach the Velcro. Ensure
that the mask fits well.

5. Undo the fastening tabs on the lower headgear straps. Pull the straps
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.

/\ Note:

Connect the device air tubing to the swivel of mask and ensure it is firmly

connected.
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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.

~
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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

Problem Possible cause Solution

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

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

Mask is too noisy

Carefully follow instructions
in “Fitting” .

Mask leaks around
the face.

Mask may have been
fitted incorrectly

Mask is uncom—
fortable

Mask may have been
fitted incorrectly

Carefully follow instructions
in “Fitting” .

Mask cushion may be

Clean vents according to

dirty Instructions in  “Cleaning

the Mask at Home” .

Technical Specifications

Pressure—Flow Curve
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Mask Pressure (cmH,0)

Dead Space Information

Dead space is the empty volume of the mask
up to the swivel.

The dead space of the mask varies accord-
ing 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 EMIS-

SION 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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