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@ Y1rodoxn

Ta povtéAa YH-820, YH-825, YH-830 cival ol cuokeuég SI-€TTiTTedng

(Bi-level) ouvexoug BeTIKAG TTieong agpaywywv NG Yuwell.

A Mpos&idotroinon

AloaoTe A0 Tov 00NyO TIPIV XPNOIKOTIOINCETE TN GUOKEUN.

/\\ Npogiatn
211G HIMA, n opooTrovdiakr vopoBeaia treplopidel Tnv TTWANCN auTtou

TOU TTPOIGVTOG YOVO OTTO 1aTPO ) JE ouvTayr 1IaTPoU.
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H ouokeun d1-eriTredng Tieong agpaywywv diatiBeTal oe 3 povréa: YH-820, YH-825 kai YH-830. Ta

povTéAa TTapadidovTal 0€ CUOKEUQOIa TTOU TTEPIEXEI TNV KUPIa povada, SOXEio vePoU Kal TPOPODOTIKO.
H pdoka ka1 0 cwArfvag agpa TrapExovtal EEXwPIOTA.

YH-820

To povtédo YH-820 evdeikvutal yia Bepatreia Tou ouvOPOUOU ATTOPPAKTIKAG UTTVIKAG ATTvVOolag-
utrétivolag o€ acBeveig Bapoug dvw Twv 30 KIAWv. Evdeikvutal yia xprion OTo OTTiTI Kal OTO
voookopeio. To doxeio vepoU TTpoopideTal yia xprion atd évav pévo aabevr) 1o olkiakd TTePIBAAAOV
KQlI IO ETTAVAXPNOIYOTTIOINON O€ VOONAEUTIKO idpupa.

YH-825

To povrédo YH-825 evdeikvutal yia Bepatreia Tou ouvOpPOUOU ATTOPPAKTIKAG UTTVIKAG ATTvVOolag-
utrétivolag o€ aoBeveig Bapoug dvw Twv 30 KIAWv. Evdeikvutal yia xprion OTo OTTiTI Kal OTO
voookopeio. To doxeio vepoU TTpoopideTal yia xprion atd évav pévo acbevr 1o olkiakd TTePIBEAAOV
KOl IO ETTAVAXPNOIYOTTIOINON O€ VOONAEUTIKO idpupa.

YH-830

To povtédo YH-830 evdeikvutal yia Begpatreia Tou ouvOPOUOU ATTOPPAKTIKAG UTTVIKAG ATTvVOoIag-
utrétivolag o€ acBeveig Bapoug dvw Twv 30 KIAWv. Evdeikvutal yia xprion OTo OTTiTI Kal OTO
voookopeio. To doxeio vepoU TTpoopideTal yia xpron atd évav pévo aabevr 1o olkiakd TTePIBAAAOV
KOl IO ETTAVAXPNOIYOTTIOINON O€ VOONAEUTIKO idpupa.

O1 ouoKeU£G BI-ETTITTESNG TTiENG TTAPEXOUV BETIKA TTiEGN OTOUG agpaywyous Tou aagBevoug. Me auTrv Tn

Bepartreia 0 aoBevAG KolwdaTal KaAUTEPQ.

» 1. Avtevoeieig:
H Bepartreia TnG BeTIKAG TTiEONG agpaywywyv UTTopEi va unv evdeikvuTal yia KATToloug aaBeveig Tou
TTAPOUCIAdOUV Ta TTAPAKATW VOO UOTA:

>oBapd PUOANBWOEG TIVEUHOVIKO EPPUONHA, TIVEUPOVOBWPAKAG, XOMNAR apTnpIoKnA
Triean pe raBoloyikd aiTia, a@uddTwan, dlappor] eykepalovwTiaiou uypouU, TTPOCPaATH
KPAVIOKI) XEIPOUPYIKN) ETTEMROON, TPAUUOTIONS, aoBapr] EAAEIYN ETTOPKOUG GYKOU QiuaTog
KukAo@opiag, kaTatrAngia, Kwua r) dloTapayr) ouveidnong, 0oBevG QUATIKT) avaTTvon.

» 2. AUCUEVEIG ETTITITWOEIG:

Mpétmel va avagépeTe oToV YIOTPO 0AG ACUVABIOTO TTOVO 0TO OTAB0G, £VTOVO TTOVOKEPAAO 1 augn-
uévn duoxépeia atnv avarrvor). Mia o&egia Aoipwén Tou avwTEPOU avaTTvVEUCTIKOU UTTOPET VO OTTAITEI
TIPOoWPIVH BIAKOTTH TNG BepaTTeiag.

Katd 1n didpkela Tng Bepatreiag evOEXETAI va TTAPATNPOUVTAI OI TTAPAKATW OUCUEVEIG ETTITITWOEIG:

=npoaoTopia, PIVIKA ENPOTNTA, ENPOTNTA TOU PAPUYYQ, PIVOPPAYIa, HETEWPIOHOG, BUCPOPIT
aTa QUTIA 1) TA IYPOPEID, EPEBITUOS TwV 0PBOAPWY, eEavBiuaTa.

Kupia ouokeun 1 Méoka (pe TTapeAkdpEVa HEOKaG) 1
Aoxeio vepou 1 Todavta 1
>wAAvag aépa 1 Kdapta SD 1
Tpo@odoTIKO Kal KaAWwdIo 1 ®iATpo aépa 2
Eyxeipidio xprotn 1
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© o ~NOOAWN

(START/STOP)

. Kupia ouokeun
. @iATpo aépa
Ymodoxn kaptag SD

. 20vdean pelpaTog

. KoupTri évapgng/Teppatiopgou Asitoupyiag 10. Z16pI0 €§aywyng aépa KUPIOG GUOKEUNG

Tpog doxeio vepou
11. Z16p10 €aywynS aépa KUPIAG CUCKEUNG
12. Oeppaivopevn TAAGKa
13. Zrépio eCaywyng aépa doxeiog vepou

006vn 14. Z16p10 €I0aywyng aépa doxeiou vepou
. XeIpioTthplo 15. YépoowArvag
. Aoxeio vepou 16. KaAuppa doyeiou vepou
. ZT0[I0 €gaywyng agpa 17. Aoyeio vepou

6. Meprypa@n KOUPTTIWV

KoupTri START/ STOP: matroTe yia évapén/Tepuatiopd tng Bepartreiag.

XeIpIOTAPIO: YUPIOTE YIa va TTEPINYNOEITE OTO PeEVOU Kal TTATACTE yid va
€VEPYOTTOINOETE pIa €TTIAOYH. [UpIOTE yia va pubpioeTe TIG ETTIAOYEG Kal
TIATAOTE YIa VO aTToBNKEUCETE TNV ETTIAOYR OOG.

7. EykatdoTaon
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A Mpo@uAagn
Mnv yepiCeTe To doyeio vepou pe peyaAo Oyko vepou, eTTeIdA UTTAPXEI O KivOUVOG TO vEPOS va
€I0€AOelI OTOV OWANVA aépa Kal T GUOKEUN).
H emrépevn evotnTa Ba oag Bonbroel va eyKaTaoTrOETE T OUOKEUR HOVOI 0aG.
@ ToToBETAGTE T GUCKEUN O OTABEPN ETTITTEDN ETTIPAVEIN, KOATATTE TO SOXEID VEPOU ATTO TNV
TavW Kal atrd TNV KATW TTAEUPd, TTIEGTE TO EAAPPWG KAl TPARAETE TO £EW OTTO TN CUCKEUN.
@ TepioTe 10 doyeio vepoU pe ammooTaypévo vepd. Mnv xpnoiyoToleite E0TS vepod.

A Mpo@uAagn
AANNGeTE TO aTTOGTAYHEVO VEPO OTO DOXEIO VEPOU KABE PEPQ.

(® TomoBeTtAGTE To doyeio vepou Eavd oTn Béon Tou. H Beppokpaaia TrepIBGAAOVTOC yia Tov uypa-
VvTpa TTPETTEl va KupaiveTal hetTagu +5°C kal +35°C. H Bepuokpaacia Tou vepou dev TTPETTEN va
utrepBaivel kKatd TTepIoodTEPOUG aTTd 3°C TN Beppokpaaia TEPIBAAAOVTOG.

@ suvdéoTe Tov CWARVA aépa OTABEPG OTO OTOWIO EEaYWYRS AEPa TTOU BPICKETAI OTNV THOW TTAEU-
P& TNG OUOKEUNG.

® ZuvdtoTe To eAeUBEPO GKPO TOU CWARVA aépa 0N PAoKa oTaBePd. Mo ASTITOPEPEIES, avaTPEETE
OTO €yXeIPidIO XPOTN TNG HACKAG.

® ZuvdéoTe Tov BUoPA Tou KaAwdiou TPOYOSOTiag oTNV THOW TTAEUPA TNG CUTKEUNG.

A Mpo@uAagn

O1 KAIVIKEG TTaPAPETPOI TTPETTEI VO KaBopilovTal aTTé Tov 1aTpd 0aG.
O ZEYKTHZ ZYZKEYHZ (i ®IX) xpnoiyoTroigital wg JEGO AaTropdvwaong yia TNV NAEKTPIKH TPOPOd0-
oia. Mnv TotroBeteite Tov EZOMAIZMO pe 1pdTTo TTou duoxepaivel TV atrooUvOEDn TNG GUCKEUAG.

8. O¢epartreia

1. ‘Evapén Bepatreiog
1. BAATE TN pAoKa 0ag.
2. MatAoTe 10 KoupTri START /STOP.

* 21NV 006vn Ba epaviaTei N Tpéxouca TTiean Tng Bepartreiag.
» Katd Tn didpkeia KAIPAKWONG, N Tiean augdvetal oTadiakd pEXP! va eTTITEUXOE n kaBopiopévn Trieon.

Theropy 05:49 yuwell

» 2. TeppaTiop6g Beparreiog

* AQQIPEDTE TTPWTA TN JAOKA.

* MartAoTe 10 kKoupTTi START yia va otapartioel n Bepartreia.

* a0 va aTTEVEPYOTTOINOETE T CUCKEUK), ATTOCUVOEDTE TO QI ATTd TNV TTPIda.
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9. Asitoupyia

» 9.1 AeiToupyieg TTOU 0 XPNOTNG PTTOPEI VA XPNOIMOTTOINCEI HE AOPAAEIQ
O1 rapdpeTpol TnG Bepatreiag (1T.X., TTieon Beparreiog, poviéAo) kaBopilovtal aTrd Tov IaTPS 0ag, aAAd
MTTOPEITE VA KAVETE PIKPEG TTPOCAPHOYEG TIPOKEINEVOU N BepaTreia oag va gival o GveTn.

9.1.1. PUBpiON:

H ouokeur| oag dI-eTTiTredng TTieong £xel pUBUIOTET yia va KAAUTITEN TIG aVAYKEG 0OG aTré ToV UTTEUBUVO

TTAPOXNG PPOVTIOAG UYEIDG, AAAG EVOEXOPEVWG VO XPEIGZETAI VO KAVETE PIKPEG TIPOCOPHOYEG, WOTE

n Bepatreia oag va eival o dvern. ETAEETE TN pUBUION KOl TTATAOTE TO XEIPIOTAPIO YIa va OEITE TIG

Tpéxouaeg pubpioeig oag. ZTnv kapTéAa Setting (PUBpIoN) pTTOpEiTE Va £EOTOUIKEUETE TIG ETTIAOYEG OOG.

¢ Intelligent humidify (‘E§umrvn Oypavon): EvepyotmoiqoTe autriv Tn Asitoupyia kai n €£odog Tou
uypavtpa Ba aAAGEel autdpaTta avaAoya pe Tn Beppokpaaia TepIBaAAovTog.

* Mask (Mdoka): ETAéETE aUTO TO GTOIXEIO Kl OTN OUVEXEIQ ETTIAEETE TOV TUTTO JAOKAG TTOU XPNCTIKO-
ToleiTe (TTAAPNG pdoka A pivikr pdoka - full mask r) nasal mask, avriaToixa).

* Humidify ("Yypavon): Yypaivel Tov aépa kai €xel oxedIaaTel WOTE va VIWBETE TTIo dveta Katd T didp-
Kela NG Bepartreiag. MTopeite va puBpicete To eTiTredo Uypavang petagl 0 £éwg 6, 61ou 1o 0 onuaivel
OTI N AeIToupyia €xel aTrevepyoTToINBEi, To 1 €ival To xaunAdTEPO £TTITTESO UYpPOCiag Kal To 6 €ival To uwn-
AoTepO. AuTr| n Beppokpaaia £xel dokipaoTei Ye kevo doxeio vepol. O xpovog TTou aTraiTeital (XpoOvog
TPoBEépuavaong) yia va emmteuxBei n kabopiopévn Beppokpacia atrd apyikh Beppokpacia (23°C + 2°C
eival 10 Aetrtd. H Beppokpacia kaBe emmimédou oTn Beppaivépevn TTAGKa ival wg €€AG (akpiBela +4°C):

1=33°C 2=35°C 3=40°C 4=45°C 5=50°C 6=55°C

* EmAéETE To Humidify ammd 1o pevou, TTATAOTE TO XEIPIOTAPIO KAl TTEPIOTPEWTE TO YIa va ETTIAECETE
ETTITTEDO UYPACIAG KAl OTN GUVEXEID TTATAGTE TO XEIPIGTAPIO avd yia va atmoBnkeloeTe TNV aAAayn.
MTropeite va aAAGEeTe TO €TTiTTESO UYpaCiag avd TTdoa aTiyuA Katd Tn didpKeia TNG BepaTtreiag.

* Ramp (KAipdkwon): H kAipdkwon gival gia Aeitoupyia TTou €Xel oXeDIOOTET WOTE VA 0OG VIWOETE TTIO
daveta oTnv apxn TG Bepartreiag. MTropeite va pubuioete Tov xpovo KAIpdkwang atrd 0 éwg 45 AeTrTd.

¢ Language (FAwooa): Mmopeite va emAéCeTe peTagl AyyAikwv Kai KIVEQIKwV.

* Date&Time (Huepounvia ka1 wpa): M1opeite va pubuiceTe TNV Wpa TToU ep@avidetal aTnv 00évn:
(érog, urvag, nuepounvia, wpa, AeTTo).

* Pressure Unit (Movada trieong): Mmopeite va emAégete petagt cmH20 1y hPa.

* Back light(%) (OTrio8iog @wTiop6g): Mtopeite va pubpioeTe Tov oTTioBio pwTIoNd TG 086vNg
auTAg TnG ouokeung PAP. To e0pog puBuiong eivai 0-100%.

* Backlight Time (Min) (Xp6vog otricB1ou @wTiopoU o€ AeTrTd): MTTopeite va puBpioeTe T didpkeia
Tou OTTigBIoU PWTIoPOU TNG 006vNG auThG TNG cuokeung PAP. To e0pog pUBuiong eival amméd 1 £wg
30 AeTTTC.

* Reminder Settings (PuBpioeig utrevBupiong): Evepyotroiote autAv Tn Aeimoupyia yia va Aap-
BdveTe €100TTOINCEIG YIa TOV €AEYXO KAl TNV QVTIKOTACTAGN TTAPEAKOPEVWY, OTTWG TOU QIATPOU, TNG
HAoKOG Kal Tou cwARva.

* Reset (ETrava@opd): Auti n Asitoupyia eTTavagépel TIG TTAPAUETPOUG TNG GUOKEUNG OTIG £PYOCTO-
OIOKEG TTPOETTIAOYEG.

Setting 05:49 yuwell Setting 05:49 yuwell
Intelligent Humidify ON Prassure Linit cmH,0
Mosk Full Face Bocklight(%) 50
Humidify 2 Bocklight Time{Min) 2
Romp(Min) 0 Reminder Settings * Enter
Languoge English Reset # Enter
Date&Time 2017-08-11 05:49 <« Back

Eikéva 2-1: Kaptéha pubuiocwv Eikéva 2-2: KapTtéAa pubuioewy
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9.1.2 Ymrevlupioeig:

H kaptéAa Reminder (Y1revBupion) £xel oxedlaoTei yia va 0ag TTapEXEl I00TTOINTEIG JE AXO KAl KEIYEVO

yia Tn ouokeun. MNapéxovTal ol £§AG £100TTOINTEIG:

* High Pressure Reminder Sound (Hxntikn g18omoinon uynAng tieang): Otav n Trieon atoug
dvw agpaywyoug Tou acBevoug utrepPaivel Ta 3,5 cmH20, n GUOKeUR EKTTEUTTEI NXNTIKA TTPOEISO-
TT0iNoN KAl EPPAViCel Eva OXETIKO MAVUHO.

* Low MV Reminder Sound (HxnTikn €1801roinan xapunAou 6ykou avd Aetrtd): O dykog ava AeTiTod
€ival xaunAOTEPOG aTTO TNV KOBOPICUEVN TIUA KAl N CUCKEUR EKTTEUTTEI NXNTIK TTPOEIBOTTOINCN Kal
ep@avidel éva oxeTikoé pAvupa. To e0pog Twv TINWV yia Tnv €1doTtroinon eival atmé 1 €éwg 10 L.

* Leak Reminder Sound (HxnTiki €18omoinon diappong): Edv emAégeTe autrv Tnv €1doTroinon,
N CUCKEUN EKTTEPTTEI £VAV X0 KAl EPPAVICEl Eva OXETIKO PAVUMA av OoTTo Tn Jdoka dlappéel TTapa
TIOAUG a€Pag A av aQaIpECETE TN JAOKA KOTA T dIdpKEIa TNG BepaTreiag.

* Outage Reminder Sound (HxnTikf €18omoinon d1akoTng peupaTtog): Otav n Tapoxr 1oxXUog
OTAPATA EAPVIKE, N CUCKEUN EKTTEUTTEI NYXNTIKI) TTPOEIBOTTOINCT Kal EPPAVICEl Eva OXETIKO UVUHA.

* Asphyxiation Reminder Sound (Hxntikf €18omoinon ac@usiag): Otav o xpdvog acpuéiag Tou
XPAOTN uTTEPPaivel TNV KaBopIiopévn TIA, N GUOKEUN EKTTEUTTEI NXNTIKFA TTPOEIBOTTOINGN KAl EPPAViCEl
£Va OXETIKO Prjvupa. To e0pog Twv TIHWV Yia Tnv eidoTroinon eival ammd 10 €wg 40 deutepdAeTTTa.

* Low VT Reminder Sound (HxnTikn €18o1roinon xapnAou éykou avarrveopevou aépa): O 6ykog
avaTTVESHEVOU aépa gival XapunAdTEPOG atrd TNV KaBopIiopévn TIPA Kal N CUCGKEUR EKTTEUTTEI NXNTIKA
TIPOEIBOTTOINGN Kal ENPAVICEl Eva OXETIKO PAvupa. To eUpog TwV TIHWV yia Thv €1d0TToinon gival oo
50 €wg 500 ml.

Reminders 05:49 yuwell Reminder 05:49 yuwell
High Pressure Reminder Sound OFF Qutage Reminder Sound OFF
Low MY Reminder Sound OFF Asphyxiotion Rdeminder Sound OFF
Low MV Reminder Volue(L) 3 Asphyxiation Time(s) 20
Leak Reminder Sound OFF Low VT Reminder Sound OFF
QOutage Reminder Sound OFF Low VT Volue{mi} 300
Asphyxiation Redminder Sound OFF & Bock

Eikova 3-1: KaptéAa eidotroinoswv Eikova 3-2: KaptéAa eidotroinoswyv

9.1.3 MAnpo@opiteg:

Mropeite va SiaBdoeTe pia olvown TnNG ava@opdg UTrvou oTn oeAida TTANpo@opIwy. Oa epgavidovTal
Ol TTAPOKATW TTAPGEUETPOI

* AHI: O apiBudg aTvolwy Kal UTTOTTVOIWY ava wpa Katd Tn Sidpkeia TNG TeAeuTaiag Beparreiag.

* Total Time (ZuvoAik6g Xpovog): O ouvoAikdg Xpdvog TnG BepaTreiag.

* Once Time (Xpévog piag Bgpatreiag): O xpdvog TnG TeAeuTaiag Bepartreiag.

* Average Leak Volume (Méoog 6ykog Siappong): O péoog 6pog diappor|g TN TEAeuTaiag Bepartreiag.
¢ Version (‘Ek&oon): H ékdoan Tou AoyiopIkoU TTou €XEl EYKOTAOTABEI GTN OUGKEUN.

* SN: O oeIpIokdG apIBUoG TNG CUCKEUNG
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05,49 yuwell Information 05:49 yuwell

AHL 0.0

Totol Time 27.0

AVAVAR {{‘:} @ Q Once Time 24

. . Averoge Leak Yolume 35

Therapy Setting Daota  Reminder

Version S1.OO_VIEZ

SN YHE30A"VE3010001

Eikéva 4-1: KapTéha
TTANPOPOPIWV

Eikéva 4-2: KaptéAa TTAnpogpopiwv

» 9.2 AeiToupyieg TTOU 0 a0BEVAG TTPETTEI VO XPNOIUOTTOIEI UTTO 1aTPIKA KaBodRynon (pubuion
KAIVIKWV TTAPOUETPWV):

O aoBevAG TTPETTEN VA XPNOIPOTIOIET TN CUCKEUR CUPQWVA HE TIG 00nyieg Tou 1aTpou. O1 KAIVIKEG TTapa-

METPOI TTPETTEI VA KaBopidovTal atrd Tov 1aTpo.

» 21NV apxikn o€Aida, Tatote START/STOP kai repioTpéwTe 10 TaUTOXPOva. To Clinical Menu (Me-

voU KAIVIKWV TTapapéTpwy) Ba eueaviaTei aTnv 08dvn (deite TNV eikéva 5-1).

* ETriong, oTnv apxikr) oeAida ptropeite va €TMAEEETE TN BepaTreia kal va eI0EABETE 0Tn ogAida BepaTrei-

ag. 21n ouvéxela Ba Tratioete 1o kKoupTri START/STOP kail 10 XEIPICTAPIO TAUTOXPOVA Kal Ba ep@avi-

OTel TO Yevou We TIG KAIVIKEG TTapapéTpoug (BeiTe TNV eikdva 5-2).

Clinical Menu 05:49 yuwell Theropy 05:49 yuwell
Mode VGPS VT8O
IPAP maox 20.0 R vl
. VGPS 20.0 10.0
it s wode | TN imin
EPAR 5.0 5.0 1 2
Triggar 2 EFAR Tei Cucle
Cycle H - PR

Eikéva 5-1: KAvikég puBpioeig Eikéva 5-2: KAvikég puBpioeig

9.2.1 PUBpIoN TnNG Aeitoupyioag
* 21NV KOPTEAQ TwV KAIVIKWV pUBHicEWYV, TTEPIOTPEWTE TO XEIPIOTHAPIO, £MAECTE «Modex» (AciToupyia)
KOl 0T ouvéxela eTTIAECTE peTagu Twv CPAPR, S, ST, Tl VGPS.
* AQOoU eTTIAECETE AgITOUpPYia, TTATAOTE TO XEIPIOTHPIO YIA VA ATTOBNKEUOETE TIG AAAQYEG.

9.2.2 EmA&STe pubpioeig ieong [IPAP - B€TiIki Trieon agpaywywv 16rvong), EPAP (BeTikn
Tmieon agpaywywv ekmvong), IPAP max (péyioto IPAP), IPAP min (eAdyioTo IPAP), Initial
Pressure (Apxikn mieon), Pressure Setting (PUBuion tigcong)]
* 21NV KaPTEAO KAIVIKWV puBpioewv, emAEETE «IPAP» Kal TTOTHAOTE Kal TIEPICTPEWTE TO XEIPIOTAPIO YIA
va KOBOPIOETE TNV TIUN TTOU BEAETE.
» MTTOpEiTE VO TTEPIOTPEWETE TO XEIPIOTAPIO OEEIA ] APIOTEPA VI VO QUEATETE f HEIWOETE AVTIOTOIXA TO
IPAP (avé BApa 0,5 cmH20/hPa).
* AQou puBuioete To IPAP, TTOTAOTE TO XEIPIOTAPIO YIa VA ATTOBNKEUTETE TIG GAAQYEG.

A Eidotmoinon:

MNa tn Aeitoupyia CPAP ptropeite va eTmAéGeTe povo Tnv apxikn trieon (Initial Pressure) kai Tn pUBuion
mieong (Pressure Setting).

21N Aeiroupyia VGPS utropeite va puBuioete 1o péyioTo IPAP, 1o eAdyiaTto IPAP kai To EPAP.
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9.2.3 KaBopiopudg pubuou avarrvong (BPM)

* 21NV KapTéAa KAIVIKWV puBpicewy, emMAEETE «BPM».

« MNepioTpEWTe TO XeEIpIOTAPIO BECIG } apIoTEPA yia va puBpiceTe Tov pubuod avatvong (5-50bpm).
* ApouU puBpioeTe Tov puBPOG AVATIVONRG, TIATHOTE TO XEIPIOTHPIO YIA VA OTTOONKEUTETE TIG AAAAYEG.

9.2.4 KaBopiouog emiTrédou évauong:

* 21NV KapTéAa KAIVIKWV puBpicewy, emAEETE «Trigger» (Evauan).

« MeploTpéwTe TO XEIPIOTAPIO DECIG i} apiaTeEPd yia va pubuiceTte To emitredo évauong (1 -5).

* Apou puBpioeTe To eTTiTTEdO €vauong, TTATHOTE TO XEIPIOCTAPIO VIO VO aTTOONKEUCETE TIG AAAAYEG.

9.2.5 KaBopiouog emimrédou kUkAou:

* XNV KapTéAa KAIVIKWV puBpicewy, emAEETE «Cycle» (KUKAOG).

* MepioTpéwTe TO XEIPIOTAPIO BECIG R} apIOTEPA yia va pubuioeTe To €TTiTTEdO KUKAOU (1-5).

* ApoU puBpioeTe TO €TTiITIEGO KUKAOU, TIOTHOTE TO XEIPIOTHPIO YIa VO aTToONKEUTETE TIG AAAQYEG.

9.2.6 KaBopiopog Tou emimmédou kKAiong
* XNV KapTéAa KAIVIKWV puBpicewy, emAEETE «Slopex» (KAion).
* MepioTpéwTe TO XEIPIOTAPIO BECIG i apIaTeEPd yia va pubuiceTe To eTTiTTedo KAiong (1-5).

* ApouU puBpioeTe 10 €TITTESO KAIONG, TTATACTE TO XEIPIOTAPIO YIA VA ATTOBNKEVUOETE TIG GAAAYEG.

9.2.7 KaBopiopdg Tng avaloyiag eiorvowv-ekrvowv (IE)

* 21NV KapTéAa KAIVIKWV puBpicewy, eTAECTE «IE».

* [MepIoTpéWTE TO XEIPIOTAPIO OEEIG 1} APIOTEPA YIa VO PUBUICETE TNV aVOAOYiIO EICTIVOWV-EKTTVOWV
(10%-70%).

» Apou puBpioeTe TNV avaloyia IE, TTATAOTE TO XEIPIOTHPIO YIa VA aTTOONKEUOETE TIG AAAAYEG.

9.2.8 KaBopiopdg 6ykou avatrvedpuevou aépa (VT)

* 21NV KapTEAD KAIVIKWV puBpicewy, eTTIAECTE «VT».

* MepIoTpEWTE TO XEIPIOTAPIO BECIA 1) APIOTEPE YIO VO PUBUICETE TOV OYKO avaTTvedpevou agpa (50-
1500ml).

* Apou puBpioete To VT, TTATAOTE TO XEIPIOTAPIO VIO VO ATTOBNKEUOETE TIG AAAAYEG.

* AuTA n emAoyA emMTPETTETAI HOVO OTN Asitoupyia VGPS

10. PpovTida TNG CUCKEUNG

Eival onuavTikd va kaBapifeTe Tn CUCKEUN TAKTIKA, WOTE Va EA0@AAICETE ATTOTEAETUATIKN BeparTTeia.
H emépevn evotnTa Treplypd@el Tn S1adiKagia atroouvappoAdynong, Kabapiopou, EAéyxou Kal ETrava-
ouvappuoAdynong.
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» 1. ATroouvappuoAdéynon

1. ATroouvdéaTe To KaAWdIO TPoPodoaiag atd Tn 2. KpatrjoTe TN Ao Tou cwArfva aépa Kal apaipéaTe
OUOKEUNR. TOV TPABWVTAG ATTAAG aTTd TN CUCKEUR.

3. ApaipéoTe To vepS TToU aTTopével oTo doyeio vepou 4. KpatriaTe Tn Aafr) Tou cwArjva aépa Kai Tov déova
TIEPIOTPOPNG TNG HACKAG KAl DIaXWPIOTE Ta ATTAAA.

» 2. KaBapiouoég

KaBapilete TN ouokeur) CUPQWVA UE TO TTIPOYPAPUA CUVTHPNONG TNG OUCKEUNG. H okdvn eTnpeddel

apvnTIKa TN CUCKEUR Kal yia Tov Adyo auTd TIPETTEl va TNV kaBapilete TOUAdyIoTov Wia @opd Tnv

€BOouGda akoAOUBWVTAG Ta TTAPOKATW BAHOTA. AVaTPEETE OTA EYXEIPIDIO XPrOTN TNG HACKAG KOl TOU

owAnva aépa yia avaAuTikéG odnyieg yia Tov KaBapiopd Toug.

» Edv TTapartnpeite okdvn oTn CUOKEUR, KaBaApIioTe TNV e OTEYVO TTAVI.

* [AUveTE TOV CwARva agpa, 1o doxeio vepou Kal TN Aoka o€ {eoTo vepo. H Beppokpaaia Tou feoTol
vepou dev TTPETTEN va uTTepPaivel Toug 41°C.

A Mpo@UAagn
Mnv xpnoiyotrolgite AeukavTikd, XAwpivn, OIVOTTVEUA, apwUOTIKG SIGAUpa, HECO UypOTToinaNg,
avTIBAKTNEIAKA catrouvia Kal onoauéAdio yia Tov KaBapIioud TNG GUCKEUAG.
* ZeTTAUVETE ETTINEAWG TOV CWANVA a€Pa, TO BOXEIO vEPOU Kal TN HACKA KAl AQHOTE VO OTEYVWIOOUV POKPIG
aTrd TO WG Tou fAIou 1| BeppavTikd owuata (n Beppokpacia dev TTpéTrel va utrepPaivel Toug 40°C).

* ZKOUTTIOTE TOV CWAAVa aépa, To SoXEI0 VEPOU Kal TN JACKA JE GTEYVO TTaVi.

» 3. EAgyxog:
Mpétrel va eAEyXeTE TO BOYEIO VEPOU, TOV CWARVA 0é€Pa Kal TO GIATPO AP TAKTIKA YIa VA EEAKPIBWVETE
av UTTApYouV {nUIEG.
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A. EAeyxog doxeiou vepoU:

* AVTIKOTOOTACTE TO BOYEIO VEPOU Qv gival GTTACHUEVO 1 PAYIGHEVO.

* AVTIKOTOOTHOTE TO OOXEIO VEPOU Qv gival KOUUEVO I payIoPEVO.

* EAéyxeTe TO Boyeio vepoU PeTd TN xprion Tou PAP kai adeIddeTé 10 TTPIV TO ATTOBNKEUCETE OTNV TOAVTA.
B. ‘EAeyxog cwARva aépa Kai HAOKOG

* EA&yxeTe TN pdoka kal Tov cwAfRva aépa Tpiv Xpnoipotroifoete To PAP kai kaBapilete Tn pdoka kai
TOV OWAAVa aépa oUPPWVa PE TIG 0dNYieg yia Tn AOKA Kal TOV CWAARva.

* AvTIkaBIOTATE TOV CWARVa aépa av TTaPaTNPACETE OTTEG, payiopaTa A oTragiyara.

I. 'EAeyxog @iATpou aépa

* EAéyxeTe TO QiATPO aépa KGBe BdOpAEda Kal avTIKABIOTATE TO TOUAAXIOTOV KABE TEGOEPIG EFOOUADEG.

* Edv oT0 @iATpo 0épa uTtdpyeEl KATTOI0 CWHATIOI0, avTIKABIOTATE TO GUXVOTEPQ.

@ Avoitte 10 KEAUpPPA PIATPOU aEpa.

@ AgaipéaTe T0 BPOUIKO QIATPO AEPQ.

® TomoBeTATTE VEO QIATPO aépa GTO KAAUHUG TOUu.
@ KheioTe 10 KGAUPPA QIATPOU Gépa.

» 4. ETravacuvappoAdéynon:

A@oU oAokAnpwaoeTe Tov KaBapiopod, cuvappoloyioTe Eavd OAa Ta egapTipaTta. MTTopeite va emrava-

OUVAPUOAOYACETE TN GUCKEUN OTaV TO BOXEIO VEPOU Kal 0 CWARVAG aépa £XOUV OTEYVWOEL.

* Avoi¢te T0 Sox€Eio VEPOU KAl YEUIOTE TO PE OTTOOTAYUEVO VEPO O€ BepUoKpacia dwuaTiou €wg TNV
£vOEIEN PEYIOTNG OTABUNG vePOU.

» KAgioTe TO doyeio vEPOU Kal EICAYETE TO OTNV TTACIV) TTAEUPA TNG OUOKEUNG.

* YuvdéoTe Tov owArva aépa oTaBepd 0TO OTOUIO £EaYWYNG aépa TTou BPICKETAl OTNV TTIoW TTAEUPA
TNG OUOKEUNG.
* JUuvOEOTE TO EAEUBEPO GKPO TOU CWARVA aépa oTaBEPG OTn cuvappoloynuévn pdoka.
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To BreathCare PAP kataypdeel Ta dedopéva Tng BepaTreiag yia Tov acgBevi Kai Tov utrelbuvo Trapo-
XNGS @povTidag, WoTe va gival duvaTr n €€£Taan Kai n TpoTToTToinon TNG BepaTreiag av autéd ataiTeiTal.
Ta dedopéva KataypapovTal KAl 0Tn CUVEXEID HETAPEPOVTAI GTOV UTTEUBUVO TTAPOXAG PPOVTIOAG HECW
Kaptag SD.

A Mpo@uAagn
AuTH n K&pTa XpnoiyoTIolEiTal HOVO yia ThV Kataypar) dedopévwy BepaTreiag.

@

1. H ummodoxn Tng kaptag SD Bpioketal otnv 2. Eigdyete TNV kdpTa SD Kal TTEPIYEVETE pé-

apioTepn TTAEUPA TNG KUPIOG CUOKEUNAG. XP1 0TnVv 086vn va eueaviaTei To Pivupa «SD
card write successful» (ETTUXAG eyypaon
aTtnv kdpta SD).

Mrropeite va TTapeTte Tn cuokeun padi oag OTTou KiI av TTaTe. ATTAWG AABETE UTTOWN Ta €EAG.

Sh Card SD Connector

* XpNOIYOTIOIEITE TNV TTAPEXOHEVN TOAVTA PETAPOPAG YIQ VA OTTOTPEWETE TNV TTPOKANCN {NUIWV aTn
OUOKEUN).
» AdeiGoTe 10 Bo)EIO VEPOU TTPIV TO CUCKEUBOETE.

* BeBaiwBeite o1 €xeTe TO KATAAANAO @IG yia TO KOAWDIO TPOPODOTIAG yia TNV TIEPIOXN TTOU ETTIOKE-
mTTeoTe. Mo TTANPo@Opieg OXETIKA PE TNV ayopd KATAAANAOU @IG, ETTIKOIVWVAOTE PE TOV UTTEUBUVO

TTAPOXG GPOVTIOAG.

Otav Traparnpeite TpoBAfuaTa 0Tn GUOKEUN, avaldnTiaTte AUCEIG oToV TTapakdTw Trivaka. ETTikovw-
VAOTE PE TOV 1aTPO A TOV UTTEUBUVO TTAPOXAG PPOVTIOAG av deV UTTOPEITE va AUCETE TO TTPORANUA. Mnv
QATTOCUVOPHOAOYEITE TN GUOKEUN PHOVOI GOG.

» 1. AVTINETWTTION YEVIKWV TTPORANHATWY

Alappon aépa atrd Tn HAoKa.

H pdoka dev éxel TTpOCApUOOTEN
owoTa.

BeBaiwbeite 611 n pdoka
TTPOCaPPOLeTal CWOTA. AvaTpégTe
OTO £YXEIPIOIO XPNOTN TNG HATKAG
yia va eAEyXETE TTWG YivETal N OWOTAH
TTPOCAPHOYH.

H putn pou eivair gnpn
1 BouAwpévn.

MoAU xapnAn pUBuion yia TNV
Oypavan.

MpooapudaoTe TO eTTiTTEdO UYypPAVONG.

Ymépxouv oTayovidia oTn pGoka
Kal GTOV OWARVA aépa.

MoAU uwnAR puBuion yia TNV
Uypavon.

MpooappdaoTe TO TTiITTEdO UypaAvVONG.

To a1épa pou eival oAU Enpd
Kal vikBw duapopia

Alaguyn aépa attd To oTOHA.

MpooappdaoTe TO ETTITTEdO UypaAVONG.
XpnOoIYoTToINaTe TN PACKA TTARPOUG
KGAUWNG TTPOCWTTOU.

H Trieon aépa oTn pdoka givai
TTOAU UWnAn.

MBavwg éxel amevepyoTroinOei
N KAIMGKwon.

EvepyotroifaTte Tn Asitoupyia
KAIgdKwaong.

H Trieon aépa oTn pdoka givai
TTOAU XapNAR.

MBavwg €xer evepyotroinOei
n KA\idkwon.

=ZeKIvioTE TN BepaTreia apou
emMITEUXOE N KaBopiopévn TTieon
1 ATTEVEPYOTTOINGTE TN AgITOupyia
KAIgdKwong.

H 08dvn gival yatpn.

Metd TV évapén Tng Bepartreiag,
n 086vn éofnoe.

Ala@opeTiKd, eV £XEl YivEl OWOTH
oUvOEDN TWV KOAWSiwV.

[MaTAOTE TO XEIPIOTAPIO VIO VA AVAWEI
n 086vn. EAEyETe TN oUvdEON PE TV
Trapoxn 1oX00g Kal BeBalwBeite OTI EXEl
yivel owoTa.

Alappon aépa atrd 1o doyeio
vepou.

Eo@aAuévn ouvappoAdynon tou
doxeiou vepoU 1) To BOXEIO EXEI
OTIACEL

ZuvapHoAoynoTe CwaTd TO BOYEIO VEPOU.

EmikoivwvroTe pe Tov utrelBuvo
TTapoxng epovTidag av To doxeio vepou
€ival OTTacEévo.

» 2. AMN\a TpoBAfpara:

High Pressure Reminder
(Eidotroinon uwnAng Trieong)

BAGBNn Tou aigBnTpa mrieong

EAéyEre Tov aioBnTripa Trieang i
ETTAVEKKIVAOTE T CUOKEUNR

Low MV Reminder (Eidotroinon
XapnAou éykou avd AeTrTd)

O 6yKog Tou aépa avda AeTrto
€ival TTOAU pIKpOg

EA€yETe TNV aQvaTivor ) HEIWOTE TNV TIPA
uTTEVOUPIONG XapunAoU Gykou ava AeTTTo

Leakage Reminder (EidoTroinon
Siapporg)

MeydAn diappon oTn paoka

EAéyETe av n pdoka TTpocapuodeTal
owaoTd

Asphyxiation Reminder
(Eidotroinon aogugiag)

O xproTng dev avaTTvéel
autévoua

EAéyEre av n Aeitoupyia gival KatdAAnAn
yla Tov aoBevn

Low VT Reminder (Eidotroinon
XapnAoU 6ykou avaTTveSUEVOU
aépa)

H Aerroupyia 1mou
XpnoipoTrogital 8ev givai
KaTGAANAN yia Tov acBevi

EAéyETe av n Aeitoupyia gival KatdAAnAn
yia Tov acBevn
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MAvupa otnv 086vn LCD

Znpacia TpoARpaTog

AUon

EmmikoivwvroTe pe Tov utretBuvo

eVEPYEIQG)

MPOBAHMA 1 BAGBN Tou aioBntrpa Trieang TapOxTic GOVIIdaC
. . . ETTikoivwvroTe pe Tov utrelBuvo
MPOBAHMA 2 BAGBN Tou ailoBnTrpa porg TIAPOXIC PPOVTISAC
APOBAHMA 3 BAGBn Tou gloenmpa ETIIKOI\{(A)VI]GTS ue Tov utrelBuvo
Beppokpaaiag TIAPOXAG PPovTIdag
NPOBAHMA 5 Mia Trcp'dpanog unaquivm TO ETravsKKlvr’]cTa m cuomyr’] n anusowwvr’]crrs
ETTITPETTOPEVO EUPOG TIHWV. ME ToV UTTEUBUVO TTAPOXNAG PPOVTIOAG
H mrieon utrepPaiver To EmavekkivioTe Tn ouokeun
MPOBAHMA 6 ETTITPETTOPEVO EUPOG TIHWV ETTIKOIVWVAOTE PE TOV UTTEUOBUVO
Trieong. TTAPOXNG PPOVTIdAg
APOBAHMA 7 O uypavripag Oev ) E1'ru<0|\{wvnors ue Tov uTTeUBuvo
TPOPOBOTEITAI PE PEUND Tapoxng epovTidag
ETravekkivioTe Tn ouokeun f
NMPOBAHMA 8 BAGBN Tou puontApa ETTIKOIVWVAOTE PE TOV UTTEUOBUVO
TIAPOXNG PPOVTIdAG
BAGBN Tou poAoyiou PuBpioTe TNV Wpa TNG CUOKEUAG 1
MPOBAHMA 9 TIpaypaTikoU Xpovou (3IaKoT ETTIKOIVWVAOTE PE TOV UTTEUBUVO TTAPOXNG

ppovTidag

14. Mpo&1doTTOINCEIG KAl TTIPOPUAAEEIS

» 1. MNpocidotroinon:

* Mnv eKTeAEITE Epyanieg GUVTAPNONG OO0 N CUOKEUR XPNOIUOTIOIEITAI, EI0GAAWG PTTOPET VO TTPOKAN-
Bouv BAGBeG.

* Mnv TPOTTOTTOIEITE AUTOV TOV €£EOTTAIGUG XWPIG TNV €YKPIOTN TOU KATAOKEUOOTH Kal UNV AvOiyeETE TN
ouokeur povol oag. EmkoivwvroTe pe Tn Yuwell 6tav n ouokeun xprder emdiopdwang.

* AUTN n OUOKEUN deV PTTOPEI VO XPNOIPOTTOINBE WG HECO UTTOOTAPIENG JWTIKWYV AeIToupylwy. Oa aTre-
vEPYOTTOINBEi av BIaKOTTEl TO PEUNA, XWPIG OPWG O KiVOUVOG TTOU TTPOKOAEITAI va €ival Un aTTodEKTOG.

* H pUBuIon Twv TTOPAPETPWY TNG CUOKEUAG ETTITPETTETAI HOVO aTrd Tov 1aTp6 0ag. O aoBevig dev
ETTITPETTETAI VA AEITOUPYEI TN GUOKEUN XWPIG 1aTPIKA KaBodrnynan.

» Xpnoiuyotroleite pévo e€aptripara kai TapeAképeva ng Yuwell pe Tn ouokeur). Mn yvroia egaptipata
NG Yuwell utropei va peiioouv TV aTToTEAECUATIKOTNTA TNG CUOKEUNG Kal Va TTPOKAAéTouv BAGREG.

* ZUpewva pe To poTutio IEC 60601-1, n ouakeun eival katnyopiag Non-AP kai Non-APG, dpa atra-
yopeUeTal n xpAon NG o€ TePIBAANOV he EUPAEKTA aépla ue avaiaBnTikA dpdon.

» Xpnoiuyotroleite n pdoka tng Yuwell pe TTOAEG oTTéG €€agpiopou. AlaTtnpeite TN pdoka kabapr], WOTE
va e€ag@aAideTal n eicodog kabapou agpa.

* Mnv @pACOETE TIG OTTEG OTN MACKA, EI0GAAWG UTTAPXEI KivOUVOG ao@ugiag.

* Mnv TOTTOBETEITE TN GUOKEUN O€ onueia OTToU PTTOPEi KATTOI0G va TN PIigel 1 KATT0I0G VA OKOVTAYEI
OTO KOAWBIO TPOYOdOTiag.

» ToTroBeTOTE TN CUCKEUN 0 0TaBEPN eTIPAveIa. ATTayopeUETal n TOTTOBETNON TNG CUOKEUAG O€ HO-
AQKr), avIGOTTEDN ETTIPAVEIQL.
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* AiaTnpeite To TEPIBAANOV YUpw aTrd TN CUCKEUN KOBAPO KAl TAKTOTTOINPEVO, JAKPIA aTTO OTIOATIOTE
Ba ptropoloe va eutrodioel TNV €icodo aépa.

» AiaTNPEITE TN CUOKEUR PakpId atrd vePo.

* Mnv xpnoiyoTToIEiTE AEUKAVTIKO, XAwpivn, OIVOTTVEUNA, OpwHATIKG dIoAUpaTa, Jéoa uypoTroinong,
avTIBakTnplakd catrolvia i cnoapéAaio yia va KabapigeTe TN CUOKEUR, TO OOXEIO VEPOU ) TOV OWAN-
va aépa. AIaQopeTIKE, UTTopEi va TTPokANBei BAGRN kal va eAaTTwBei N didpkeia (WAG TOU TTPOIOVTOG.

* H 100G €ival éva péoo yia Tnv amopévwon KUKAWPATWY NAEKTPIKE atTd To OiKTUO TPOPodOaiag a€
6Aoug Toug TTOAOUG TauTOXPOoVa. TOTTOBETEITE TH CUOKEUN KATW OTTO TO KEPAAI 0OG, WOTE N HAOKA KOl
0 OWAAVOG P VA PNV YEUIOOUV PE VEPOD.

* [pIv HETOKIVAOETE TN GUOKEUT, AQAIPECTE TO VEPO TTOU UTTAPXEI OTO BOXEIO vEPOU.

» Aev MTPETTETAI N XPAON TNG CUCKEUNG O€ TTOAOUG 00BeVE(G.

» ATrayopeUeTtal n oUvoean auTtol Tou £E0TTAIOHOU pe £€0TTAIONS GAAOV TTANV TOU TPOPOBOTIKOU.

» O1 Tmyég ofuyodvou TPETTel va ToTToBeToUvVTal o€ aTrdoTaon PEYOAUTEPN Tou 1 PETPOU OTTO TO
BreathCare PAP yia Tnv TpdAnwn Tou KIvOUVoU TTUPKAYIAG KAl EYKAUMATWY.

* H didpkeia NG €TTaPAG dev TTPETTEI va UTTEPRAIVEL TIG 24 WPEG.

* H xprion Tou TTapoévTog e¢otrAiopou ditrAa A o€ oToifa pe GAAo eE0TTAIONO Ba TTPETTEl va aTToQEUYETaI
€TEION PTTOPEi Va £XEl WG atroTéAeopa AavBaapévn Asimoupyia. Edv gival atmapaitnto va yivel xprion
TETOIOU €i00UG, O TTAPWYV £EOTTAIONOG Kal 0 GAAOG EEOTTAICUOG TTPETTEI VA TIAPATNPEITAI VIO VA ETTAAN-
BeveTal N KAVOVIKA AgIToupyia Toug.

* H xprion TTOpeAKOUEVWY, HOPPOUETATPOTTEWV Kal KAAWSIWY EKTOG AUTWV TTou TTpodiaypd@ovTal A
TTApEXOVTal OTTO TOV KATAOKEUAOTH) TOU TTAPOVTOG ECOTTAICHOU PTTOPET va €XEl WG ATTOTEAETUA auén-
PEVEG NAEKTPOAYVNTIKEG EKTTOUTTEG A Helwpévn nAekTpouayvnTikh Useliill Tou mapévtog e€otrAI-
OMoU kal AavBaaopévn Aeitoupyia.

* O @opnTOG EEOTTAICHOG ETTIKOIVWVIWY PE PAdIOTUXVOTNTEG (TTEPIAANBAVOUEVWYV TTEPIPEPEIKWV OTTWG
Ta KOAWDIA KEPaIag Kal o1 EWTEPIKEG KEPAIEG) TTPETTEI VO XPNOIUOTIOIEITAN OE aTréoTAoN OX1 MIKPOTEPN
ammé 30 cm amd omolodATToTE TUrKa Tou povtéAou Tou BreathCare PAP, mrepidapfavopévwy Twv
KOAWdIiwv TToU TTPodIayPA@OoVTal OTTO TOV KATAOKEUAOTH. AIGQOPETIKA, UTTOPEI VO TTIPOKANBE €TTIOEI-
vwaon TNG ammédoong Tou TTapovTog eCOTTAIGHOU.

* H vepeAotroinon 1 n Uypavan ptropolv va augfoouv TNV avtoxr TwV QIATPWY TwV GUCTNHATWY
uTTo0orBnaoNG TNG AVATTIVONG Kal O XEIPIOTAG TTPETTEI VA EAEYXEI GUXVA TO QIATPO TOU CUCTHPATOG YIa
mOavEG POOPES Kal EPPAEEIS Kal va S1Iac@aAifel TNV TTapoxr BEPATTEUTIKAG TTiEoNG.

* H aduvapia xpriong pdokag i TopeAkOUEVOU TTOU EAAXIOTOTTOIE TNV €TTavVavaTTvVOor dlogeldiou Tou
AvBpaka A ETITPETTEI TN QUAIKN AVATIVOR WTTOPET VO TTPOKAAEéTEl ao@uéia.

* H ouokeun utmopei va €TnpeaaTei Kal va TTapoudiddel TTpoBAfuaTa atn AsiToupyia 6Tav ekTeOEN OTIG
TTOPAKATW OUVONKEG: payvnTika mredia, nAeKTpopayvnTIKG TTedia, EEWTEPIKEG NAEKTPIKES TTAPEUPA-
O€IG, NAEKTPOOTATIKY EKKEVWON, TTiECN 1 QUEOMEIWOEIG OTNV TTiEON, €mMTAYXUVON, TINYEG BEPUIKAG
AVAPAEENG.

* H ammédoon uypaciag TNG CUCKEUAG PTTOPE VO JEIWBEI av XPNOIUOTIOIEITAI EKTOG TOU KABOoPITPEVOU
dl00TApaTOG BeppoKpaciag TepIBAAAOVTOG i uypaaiag.

* H amddoon Tng ouokeung pTTopei va PelwBei av ekTeBei o ouvBAKeg OTTWG: HAekTpOoKaUTNPiaon,
NAEKTPOXEIPOUPYIKH, aTTIVISIONAG, AKTIVOYPaAPia, UTTEPUBPEG OKTIVEG, AYWYIPA JETORATIKE HayvnTIKG
media, ammeikovion payvnTtikou cuvToviopou (MRI), TrapepBoAég padlocuyVoTATWY.
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» 2. Mpo@UAagn:

* BeBaiwbeite 611 0 cwARVag aépa ouvdieTal owoTd. O cwAAvVOG agpa dev TTIPETTEI VA DITTAWVEL.

* BeBaiwbeite 6T TO TPOPODOTIKG KAl TO PIG OEV €ival OTTACHEVA.

* Mnv ag@rjvete 10 TPOPOBOTIKO KOVTA G€ TTNyr| BepudTnTag.

* Av n ouokeur] kavel Trepiepyo B6puBo, TTEael atré em@Aveia i To TEPIBANUA TNG €xel OTTACEI, avaoTeiAe-
TE TN XPrON TNG GUOKEUAG KAl ATTEVEPYOTTOINGTE TNV. ETTIKOIVWVAOTE pE Tov UTTEUBUVO PPOVTIdAG OaG.

* XeIpiCeaTe TTPOCEKTIKG TO TPOPOSOTIKO. Mnv BuBileTe TN oUCKeEUN], TO TPOPOSOTIKG Kail TO KAAWDIO O€
VEPO. ATTEVEPYOTTOINOTE TN GUOKEUN Kal aQaIpéCTE aTrd TN CUOKEUR TO SoxEio vepou av Xubei vepd
OTn OUOKEUN.

» AQaipéaTe atrd Tn oUoKeUn To BoxEio vepoU TTPIV KaBapioeTe Kal TOTTOBETAOTE Eava To doxeio PeTA
TOV KOBapIouo.

* Mnv kaBapilete TN cuokeur KaTd TN SIGPKEIQ TNG AeIToupyiag TnG.

* O €€OTTAIOPOG PTTOPET VO PNV TTIPOCQEPEI ETTAPKI TIPOCTACIO O€ CUOKEUEG ETTIKOIVWVIAG PE padio-
QUXVOTNTEG.

O XproTnG evOEXOUEVWG VO TIPETTEI VA AGBEl HETPO HETPIOCHOU TWV TTAPEUBOAWY, OTIWG va aAAGEEl TN

0¢on 1} Tov TTpocavatoAioud Tou EOTTAIGHOU.

H katdAAnAn TotmoBétnon kai n Béon TNG HAOKAG OTO TTPOOWTIO gival ECAIPETIKA ONUAVTIKA VI TN

aTaBepr| AeIToupyia TNG GUOKEUNG.

Agv TTpoopieTal yia Xprion YE A0BEVEIG GTOUG OTTOIOUG £XEI YiVEI TIAPAKANWN TWV GVW AVOTTVEUOTIKWY O3WV.

H £€0d0g Tou cUOTAPATOG UyPavanG Kal N OXETIKA Uypaadia TTavw aTTd TO TTPOTEIVOPEVO EUPOG AEITOUP-

yiag Tou puBuouU porg agpiou dev utrepPaivouv 10 50%.
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15. Texvikég Tpodlaypa@ég

Karnyopia Mpodiaypapég

TpogodoTiké (Movtéro: BJE1M-0080-N608)
Tpogodoaia Pe0pa £10650U: 100-240VAC(+10%), 50/60Hz, 1,8A péy.
Peopa e6650u: 24V DC, 3,33A

Aeiroupyia: +5°C - 35°C (+41°F - 95°F),

(Xxwpig oupTTUKVWON)

MeTtagopd: -20°C - 70°C (-4°F - 158°F),
Amobrikeuon: -20°C - 70°C (-4°F - 158°F)
Mapadoon: -20°C - 70°C (-4°F - 158°F),

EUpog atpooaipikig rieong: 700hPa - 1060 hPa
Yywoéuerpo: <3000m

>uvOnkeg O¢eppokpaacia
TEPIBAANOVTOG AgiToupyiog

Aeiroupyia: oxetiki uypacia 15% - 90%
MeTagopd: oxeTiki uypacia 15% - 90%
ATToBrikeuon: oxeTiKr uypacia 15% - 90%

Yypaoia katé n
AeIToupyia

Katnyopia . . . . .

TipooTasiag IP21, KAdon I, Epappoléuevo Tpufpa TUtrou BF (pdoka)

Tpdtog . .

Aermoupyiag Zuvexng Aerroupyia

gﬂ)\e;nggél\éq H ouokeur Ba atrevepyotroindei av Trapatnpeital BAARN o€ TePITITWON TTOU N

chegplrj]gYniagflg oTtaBepr| Trieon utrepPei TV TIPN Twv: 40 cmH20

. . H o1d8un nxnTIKAG TTieang utroAoyideTal cUNPWVa Pe
i}gg“” XNTIKNG 10 TIPSTUTIO ISO 80601-2-70:2015 (Aermoupyia CPAP)
ns BreathCare PAP < 35dB (A).

Hxog H o1d0un nXnTIKAG 10X00G uttoAoyileTal CUPQWVQ
2TAON NXNTIKAG pe 10 TTpdTUTTO ISO 80601-2-70:2015 (AciToupyia
10x00G CPAP)

BreathCare PAP < 43dB (A).
Aworaoeis 285mm * 155mm * 125mm 1} 11,2» * 6,1» * 4,9»
(MAKOG*TTAATOG* UWOG)
Bdpog MepiTrou 1500 g
>wAAvag aépa MAQOTIKOG EUKAUTITOG CWARvag, 1,8m

Duoikég MéyioTog 6yKog

110N TEG doyeiou vepoU 260£10mL
YAIk6 Soxgiou vepol PVC, ’Tr)\(XOTIKO’ aTTd KOAOUTTWHA sny{ong, )

avogeidwTog XaAuBag Kal o@PayIoTIKO OIAIKOVNG
. 22 mm (CUUPOPPUWVETAI PE TO TTPOTUTTO
Egaywyn aépa ISO 5356-1:2015)
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O¢eppokpaaia

MéyioTn Beppokpaoia 55°C (131°F) (+4°C)
Beppaivopevng TTAAKAG -
ATrokoTTiic 110°C (o€ TrepimrTwon BAGRNG, EMOTPEWTE TN

OUOKEUN) OTOV KATOOKEUOOTH)

Méyiotn Beppokpaaia

] <41°C
agpiou
DiAtpo aépa YAIKG: Mn upacpévn iva ot TTOAUESTEPO
Méon ammaywyn: 285% yia okévn ~2,5 pikpdv
4-20 cmH20 (katdAAnAo yia 1o YH-820), 2% Tng €vdeigng TTANpoug KAipakag
o A
IPAP +4% Tng TTPAYHOTIKAG EvOEIEng . ) ) )
(S, T, ST, 4-205 cmH20 (KGTG)\?\I’])}O yia 10 YH-825), £2% Tng évdeigng TTARpoug KAipakag
VGPS) +4% Tng TTPAYHOTIKAG EvOEIEng . ) ) )
4-30 cmH20 (katdAAnAo yia To YH-830), 2% Tng €vdeigng TTARPoug KAipakag
+4% NG TTPAYHATIKAG £VOEIENG
4-20 cmH20 (katdAAnAo yia 1o YH-820), 2% Tng évoeigng TTANpoug KAijakag
o P
EPAP +4% g TIPAYHATIKAG EvOEIENG . ) ) )
(S, T, ST, 4-205 cmH20 (qu)\’)\n)}o yia 10 YH-825), 2% Tng évdeigng TTApoug KAipakag
VGPS) +4% NG TIPAYMATIKAG £VOEIENG

4-30 cmH20 (katdAAnAo yia 1o YH-830), 2% Tng évoeigng TTANpoug KAijakag
+4% NG TIPAYHATIKAG £VOEIENG

PUBpion Bepa-

4-20 cmH20 (katdAAnho yia Ta YH-820, YH-825, YH-830), +2% Tng £vdeigng

PuBpog pong (/Aemrté) | Mrwon mieong (cmH20)
30 0,18
Mrtwon Tieong
200TNUa 60 1,02
Uypavong
90 2,34
A[appor'] aspiog oTn PéyioTn <1 AeTITO
Tiean Asiroupyiag
Aladpopr) pong aépa:
AigbnTrpag Tieang Alappon
ATuéogaipa ®iAtpo duontipag SwAARvag agpa Maoka
FevikG Evoeikvutar yia xpAon atroé Tov idio Tov aoBevr). O XEIPIOTAG TTPETTEN va gival EViAI-

KOG, M€ BOOIKES YVWOEIG AsiToupyiag TG cuokeung PAP.

mreiag (CPAP) TTARPOUG KAipaKag +4% NG TTPaYPATIKAG KAINAKOG

Igf;fpgvmg CPAP, S, ST, T, VGPS (katdAAnAo yia Ta YH-820, YH-825, YH-830)
BPM 5-50 bpm puBuifduevo, avd Bripa Tou 1 bpm

KAion PuBuilépevo emimedo 1-5

‘Evauon PuBuilopevo emitmedo 1-5

KUkAog PuBuiloépevo emiedo 1-5

Avaloyia gioTTvo-

wv-ektvowv (IE)

PuBuigépevo 10-70%

KAIpGKwon

0-45 Aemrtél

‘Oykog avarrve-
6uevou agpa

50-1500 ml (povo yia Tn Aeiroupyia VGPS)

MpoBaAropue-
VEG TIMEG

Tipn EUpog AkpiBeia
Oykog avatveduevou ~ +50ml | £25% Tng évdeigng,
agpa (VT) 50-1500ml 617010 €ival HEYaAUTEPO
. . . . +50ml | £25% Tng évdeigng,
Oykog diappong 20-99,9 I/AetrT6 BTT0I0 £ival PEYAADTEPO
‘Oykog AetrTou (MV) 0-50 I/AeTTTd +20%
Avoloyia €1l0TTVOWV- 10%-70% +20%
ekrvowv (I/E) -
PuBpoég avatrvong 5-50 bpm +2 bpm

(BPM)

Méyion

AkpiBela
Tieong

MéyioTtn amékAion oTarikig Trieang ota 10 cmH20 oupewva pe 1o TrpdTuTio ISO80601-

2-70:2015 +2% Tng €vdeigng TTAPoUG KAiJaKag +4% Tng TTpaydaTIKAG £VOEIENG

MéyioTn atrékAion Suvapikng Trieong cupewva Pe 1o TTpdTuTIo ISO80601-2-
70:2015 (Aeitoupyia CPAP)

Migon (cmH20) 10bpm 15bpm 20bpm
4 0,6 0,9 1.1
8 1,0 1,2 1,4
12 1,2 1,4 1,6
16 1,4 1,6 1,8
20 1,6 2,0 2,3

. 150 LPM

TTapoxn
MapakdTtw Ptropeite va d¢gite TNV amédoon Tou BreathCare PAP pe tnv
KaBopiopévn Trieon:

Por e€660ou Méoeig dokiung

4 10 17 24 30

MeTtpnuévn Trieon otnv
OYPA LYNAEZHZ 2,76 8,81 16,05 23,20 | 29,25
AZOENOYZ (hPa)
Méon pory oTn
OYPA ZYNAEXZHX 70 80 85 85 80
AZOENOYZX (I/AetrTd)
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MéyioTn atmékAion SuvapIKAG Trieong cUpwva pe 1o TTpdTUTIo ISO80601-2-70:2015
(Aermoupyia S) £2% Tng €vdeigng TTANPOUS KAipaKag +4% Tng TTPAYMOTIKAG EVOEIENG

18



Méyiotn H péyiotn mrepiopiopévn Trieon
mreplopiopé- | 30 cmH20 utrd kavovikA Xprion
vnmieon 40 cmH20 uTré ouvenkn pepovwpévng BAGRNG

>uoKeun (eKTOG TTAPEAKOUEVWIV) 5¢émn
Avapevoue-
vn didpkeia | Aoxeio vepou 90 nuépeg
qwng

>wAAvag agépa 90 nuépeg
ApIBISS | 5500
KUKAWV

» 1. Ta TTOPAKATW CUPPWVA EVEEXETAI VA EUPAVI{oVTal OTO TTPOIOV i} TN CUCKEUATIA:

@ AkohouBnaTe Tig 0dnyieg MaTtAoTe yIa va §eKIVATEI/OTAPATATE!
xprong n Beparreia

A Mpo@UAagn ; v/l/ "(()af?lﬁgzg()ppg:)?aciqg yIO aTTO0OrKEUGN

M KataokeuaoTAg IE E@appolduevo tpuiua tutrou BF

&I Hpepopnvia Kataokeung @ E¢omAiopdg kAdong Il

ZeIpiakog apiBuog AAA MAX| HéyIOTn OTEBUN vEPOU

Rx Only | uévo pe cuvtayA 1atpol AAAMIN| eAdxiotn otéBpn vepol

MpoeidoTroinon: E¢ouoiodotnuévog avTimrpoowTrog
Bepun emeaveia [ECREP! yia Tnv Eupwtrn

MepiBaArovTikég TTAnpoopieg [Odnyia EE 2012/19/EE yia ATToRAnTa HAekTpIKOU
kol HAektpovikou EgommAiopou (AHHE)]

13t >

TTpooTagia atod avTikeipyeva PeyéBoug dakTUAOU Kal atrd oTaIuo vepou

P21 . .
OTNV ETMQAVEIN TNG CUOKEUNG

» 2. AhAwon di1abeong:

A Eidomroinon:
ETKOIVWVACTE PE TIG TOTTIKEG APXES YIa TNV KATAAANAN péBodo 81d0eong TNG CUOKEUNG.
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H Yuwell eyyudrai 61i n cuokeur oag Ba gival eEAeUBepn eAATTWUATWY OTA UAIKA Kal TNV £pyacia até
TNV NUEPOUNVia ayopdg yia TNV Trepiodo TTou KabopileTal o KATW:

Mpoiov EyyUnon moi1é6tnTag
Aoxeio vepou 90 nuépeg
TpopodoTikd 1 €10G

>UOKEUN 2 é1n

H eyyunon 1moiétntag diatifetal yévo oTov TTPWTO ayopaadTh. Aev peTafIBaeTal.

H eyyunon dev gival £éykupn av 1o TTPoidv TTwANBEi i JETaTTWANBET HETd TNV apXIKA ayopd,
av emdIoPBwOEi aTTd PN EYKEKPIPEVN ETAIPEIQ KAl av JOAUVOEI AOyw KaTTViIoPATOG TOU XPrioTn
H Yuwell dikaio0Tal va epunveUel Katd Tn SIAKPITIKAG TNG EUXEPEIA TNV £YYUNOT TNG CUCKEUNG.

« Edv n ouokeun oag mapouaiddel TpoBAnua, emikoivwvAoTe pe Tn Yuwell A Tov utrelBuvo @povTidag.
H emd16pBwaon TNG GUOKEUNG PTTOPEI va yivel OVO aTTd TNV €TAIPEIa TTOU €XEl AGBEI OXETIKA €oUCI-
0006TNnoN.

* O xpNoTNnG TTPETTEN va TNPET TIG 0dNYieg KABAPIGUOU Kal aCQAAEIAG yia JAKPOXPOVN XPrion TNG GUOKEUNAG.

* EQv avTipeTwTiCeTe TTPOBARUOTA OTNV €yKaTdaTaON, XPAON | ouvtApnan Tou €€OTTAICUOU, N Ael-
Toupyia Oev eival n TTPORAETTOEVN KaI TTAPATNPOUVTAI ATTPOCHEVA CUPBAVTA, ETTIKOIVWVACTE UE TN
Yuwell. EQv xpeidleoTe TTEPICOOTEPEG TTANPOPOPIES VIO TN CUCKEUT), ETTIOKEPTEITE TOV IOTOTOTIO TNG
Yuwell: www.yuyue.com.cn

Ovopaoia Mrikog (m)
KaAwdio (AC) 1,5
KaAwdio (DC) 1,5




20. TexvikRA TTEPIypa®n

» 1. AnAwon didBeong:

Mpodiaypagég dokipwy yia § ?BEty OYPAZ NMEPIBAHMATOZ og e£0TTAICUO aGUPHATNG ETTIKOIVWVIAG
PadIOCUXVOTATWY

IEC 61000-3-3

AOKIUA EKTTOPTTWV ZUuppOpPWON
Ekmroptrég padioouxvotitwy CISPR11 Ouada 1
Ektoutrég padioouyvotitwy CISPR 11 Kartnyopia B
Ekmoutrég appovikwy IEC 61000-3-2 Kartnyopia A
AIOKUPAVOEIG TAONG/EKTTOUTTEG TPEUOTTAIYUATOG SULOpPEVETaI

» 2. MAnpo@opicg cupudpPwong yia dokipn Usa

Aokipry UsatioUg

Etriredo cuppépewong

HAekTpooTartikn ekpopTion (ESD) IEC 61000-4-2

+8kV yia etTagn £15kV oTov aépa

Tayéa nAekTpIkG PeTaBaTIKG Qaivopeval/pimég IEC
61000-4-4

+2 KV yia TIG YpapUES TPo@odoaiag IoXU0g

AméToun augnon oupewva pe 1o IEC 61000-4-5

+1kV o€ dia@opikr) AsiToupyia

BuBioeig T1a0oNGg, oTIypIaieg SIAKOTTEG KAl
SIAKUPAVOEIG TAONG OTIG YPAUUEG EI06D0U
Tpoodoaiag IoxUog IEC 61000-4-11

<5%UT

(>95 BuUBIon og UT) yia 0,5 kukAo
40%UT

(60 BuBIoN o€ UT) yia 5 kUkAoug
70%UT

(30 BuUBIoN o€ UT) yia 25 kukAoug
<5%UT

(>95 BUBIoN o€ UT) yia 5 deutepOAeTTTa

MayvnTiké TTedio ouyxvoTNTAG PEUPATOG
Tpo®odoaiag (50Hz)
IEC 61000-4-8

30 A/m

HAeKTPOPOYVNTIKG TTEQIO EKTTEUTTOMEVWV
PadIOCUXVOTATWY

10 Vim
80 MHz -2,7 GHz
Alapépewon AaToug 80% oTo 1 kHz

Aywyipeg diaTapayég atTo media padlooUXVOTHTWY

3V

0,15 MHz -80 MHz

6 V o€ ISM kal padioepaciTEXVIKEG
fuwveg petagu 0,15 MHz

kai 80 MHz 80 % AM

oto 1 kHz

>HMEIQXH UT eival n 1éon €.p. Tou dIKTU0OU TPOPoSOGiag TTPIV THV EQAPHOYHA TOU ETTITIESOU SOKIUNG.
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Zuxvotnta PR ) . m . . . ENINEAO AOKIMHE
BoKipric Zwvn YTnpeoia Alapépowon Méyiotn 1ox0¢ | AmoéoTaon ANOSIAS
(MHz) (MHz) (W) (m) (V/m)
Alapdpewon
VL)
385 380- 390 TETRA 400 TiaAnod 18 03 27
18 Hz
FM v
GMRS 460, Atokhion + 5 kHz
450 430 - 470 FRS 460 2 0,3 28
Hurroviké 1 kHz
710 Alapdépowan
36
745 704 - 787 LTE Band 13, 17 TiaAnog 0.2 03 9
780 217 Hz
810 .
GSM 800/900, Alapdépowaon
870 R TETRA 800, iDEN TraApoU P
800 - 960 820, CDMA 850, 2 0,3 28
930 LTE Band 5 18 Hz
1.720 GSM 1800-
845 CDMA 1900- Alapdépowan
GSM 1900- TTaApoU F)
1.700 - 1.990 DECT- 2 0,3 28
1.970 LTE Band 1, 3, 217 Hz
4,25- UMTS
Bluetooth, AGUGOOWO!
WA
2.450 2.400 - 2.570 802.1 1 b/g/n, H 2 0,3 28
RFID 2.450,
LTE Band 7 217 Hz
5.240 Alapépewon
VL)
5.500 5.100 - 5.800 W"A': /iOZ'“ TaALoy 0,2 03 9
5.785 217 Hz
HMEIQZH Av gival ammapaitnTo yia TV eTmiTeugn Tou EMNEAOY AOKIMHE ANOZIAZ, n amréoTacn HETagu TNG Kepaiag pHeTddoang
Kal TOU EZOMAIEMOY ME f} TOU SYSTHMATOS ME PTTOPEi va pelwBei oto 1 m. H améoTtacn dokiprg 1 m emTpémeral atrd 10 TTpATUTIO
IEC 61000-4-3.
9 [ KATTOIEG UTTNPETIEG, TTEPIAAUBAvVOVTal HOVO O GUXVOTNTEG avEPXOHEVNG {eUENG.
P O popéag Ba DIaPOPPWBEI XPNTIUOTIOIVTAG TAHA TETPAYWVIKOU orjuaTtog oTo 50% Tou KUKAOU AeiToupyiag.
¥ Qg evaAAakTIKn TNG dlapdppwaong FM, ptropei va xpnaipotoinBei n Abon tng diapdpewaong TaApol ato 50% ota 1,8 Hz, emmeidn
£vW Oev gival TIPayPaTIKr dIaPOPPWON, EMTPETTETAI WG EAAXIOTN TTIAOYH.
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» 3. NMpoguAdgeig

>U0poewva pe 1o IEC 60601-1-2:2014, 10 BreathCare PAP (81-emTitredng 1ieong) CUPHOPPUVETaI JE OAEG
TIG 10XU0UCEG aTTaITOEIG NAEKTpopayvnTIKAG cupBatétntag (EMC). Edv dev Tnpouvtal ol 0dnyieg,
MTTOpPEl va uttdpyxouv emgApIEG TTOPEPPROAEG pe GAAEG ouokeuég. QOTOO0, dev eival aTTOAUTWG BERaio
6T Oev Ba uttdpyouv TTOPEPPROAEG e AAAEG OUOKEUEG av TnpoUvTal ol odnyieg. Edv TrapaTtnpouvtal
TOPEUPOAEG PE AANEG OUOKEUEG, PTTOPEITE va AUCETE TO TTPOBANUA PE TIG TTAPAKATW HEBGSOUG.

* AugnoTe Tnv aTTO0TOCN PETAEU TWV CUGKEUWV.

* OUVOEDTE TIG OUCKEUEG O€ DIAPOPETIKEG TTPICEG.

» ZnToTe Bonbeia atré T Yuwell.

H trieon ka1 n pon mpémel va Babuovopouvtal kGBe dUo £1n. EdQv mpémmel va BabuovounoeTe Tn

OugoKeur), emKolvwvAoTe pe Tn Yuwell. H BaBuovounon Tng GUCKEUNG WTTOPED va yivel yovo atté TV
eTaipeia TTou €xel AaBel oXeTIKA €€ouaiodoTnon.
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21. Kdpta gyyunong
yuwell

Kdapra eyyonong BreathCare PAP

Emikoivwvia Tqpot — Xpriong
AigbBuvon

Aigyvwon TnA.

MovTtéAo ZeIpIaKOG aplBuog

Ap18u6g TIpOAOYiou Hpepopnvia ayopdg

NwAnTAg

AUTA n TTEPIOPICHEVN €YYUNON Sev KAAUTITEL:

o OtroiadnTOoTE BAGRN TTOU TTPOKAAEITAI aTTO AKATAAANAN XPrON, KATEXPNON f) TPOTTOTTOINGN TOU TTPOIGVTOG.
o EmdiopBuwoeig TTou yivovTal atré eTaipeia n otroia dev £xel AdBel pntr €ykpion attd Tn Yuwell yia Tnv ekTéAeon

TETOIWV €TTIOIOPOWTEWV.
o OtroiadiToTe BAGRN TTOU TTPOKAAEITAI aTTd aTUXNMA, Beounvia i E0QAAPEVOUG XEIPIOUOUG.
o [1poidv TTou dev BI0BETEI KAPTA £YyUNONG TTOIOTNTOG.

YToypagn xprom

Huepopnvia
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yuwell

Kdapra eyyonong BreathCare PAP

Emikoivwvia Tqpot — Xpriong
AigbBuvon

Aigyvwon TnA.

MovTtéAo ZeIpIaKOG aplBuog

Ap18u6g TIpOAOYiou Hpepopnvia ayopdg

NwAnTAg

AUTA n TTEPIOPICHEVN €YYUNON Sev KAAUTITEL:
o OtroiadnTOoTE BAGRN TTOU TTPOKAAEITAI aTTO AKATAAANAN XPrON, KATEXPNON f) TPOTTOTTOINGN TOU TTPOIGVTOG.

o EmdiopBuwoeig TTou yivovtal atré eTaipeia n otroia dev £xel AdBel pntr €ykpion attd Tn Yuwell yia Tnv ekTéAeon
TETOIWV €TTIOIOPOWTEWV.

o OtroiadiToTe BAGRN TTOU TTPOKAAEITAI aTTd aTUXNMA, Beounvia i E0QAAPEVOUG XEIPIOUOUG.
o [1poidv TTou dev BI0BETEI KAPTA £YyUNONG TTOIOTNTOG.

YToypagr Xprnomn
Huepopnvia
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yuwell User manual

Version NO: 2018-11  English only

Positive Airway Pressure Units
BreathCare PAP

Name of manufacturer: Suzhou Yuyue Medical Technology Co.,Ltd. M Od el Y H '82 O/Y H '82 5/Y H '8 30

Add of manufacturer: No.9 Jinfeng Road, Suzhou Science & Technology Town,

215163 Suzhou, Jiangsu, PRC
TEL: 0512-67373086 1030400-0A HP"

http://www.yuwell.com Paper Read this entire guide before using the device.



@ Welcome

The YH-820,YH-825,YH-830 are Yuwell’ s bi-level continuous

positive airway pressure device (Bi-level).

A Warning

Read this entire guide before using the device.

A Caution

In the US, Federal law restricts this device to sale by or on

the order of a physician.
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Bi-level has 3 models: YH-820, YH-825 and YH-830. All these models of device consist of main
device, water tank and power adapter. Mask and air tube are purchased.

YH-820

The YH-820 Bi-level device is indicated for treatment of sleep apnea hypopnea syndrome in
patients weighing more than 66Ib (30kg). It is intended both for home use and hospital use. The
water tank is intended for single patient use in the home environment and re-use in a hospital/insti-
tutional environment.

YH-825

The YH-825 Bi-level device is indicated for treatment of sleep apnea hypopnea syndrome in
patients weighing more than 66Ib (30kg). It is intended both for home use and hospital use. The
water tank is intended for single patient use in the home environment and re-use in a hospital/insti-
tutional environment.

YH-830

The YH-830 Bi-level device is indicated for treatment of sleep apnea hypopnea syndrome in
patients weighing more than 66Ib (30kg). It is intended both for home use and hospital use. The
water tank is intended for single patient use in the home environment and re-use in a hospital/insti-
tutional environment.

Bi-level is a kind of the device which provides positive airway pressure to patient’s airway. This
therapy can make patient sleep better.

» 1. Contraindications:
Positive airway pressure therapy may be contraindicated on some patients who has following
disease:

Severe bullous lung disease, pneumothorax, pathologically low blood pressure,
dehydration, cerebrospinal fluid leak, recent cranial surgery, or trauma, severe
lack of effective circulating blood volume with shock, coma or disturbance of
consciousness, weak spontaneous breath.

» 2. Adverse effects:

You should report unusual chest pain, severe headache, or increased breathlessness to your
prescribing physician. An acute upper respiratory tract infection may require temporary discontinua-
tion of treatment.

The following adverse effects may be shown during therapy:

‘ Dry of mouth. nose. throat, nosebleed, bloating, ear or sinus discomfort, eye ‘
irritation, skin rashes;

Main device 1 Mask (with mask accessories) 1
Water tank 1 Bag 1
Air tube 1 SD Card 1
Power adapter and Cable 1 Air filter 2
User manual 1

|
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1.START/STOP button 10.Air outlet of main device to water tank

2.Main device 11.Air outlet of main device
3.Air filter 12.Heater plate

4.SD card interface 13.Air outlet of water tank
5.Screen 14.Air inlet of water tank
6.Dial 15.Water line

7.Water tank 16.Cover of water tank
8.Air outlet 17.Container of water tank

9.Power interface

START/ STOP button: press to start /stop therapy.

Dial: turn to navigate the menu and press to select an option. Turn to
adjust the options and press to save your choice.

03

A Caution

Do not overfill the water tank in case the water may enter the air tube and device.
The following section will help you install your device by yourself .

D Place the device on a stable level surface; Hold the water tank at the top and bottom, press it gently
and pull it away from the device;

@ Fill the distilled water into the water tank, please notice that do not place the hot water into it;

A Caution

please change the distilled water in the water tank every day.

3 Place the water tank Back; The environmental temperature range for humidifier is +5 C~+35C,
the temperature for input environmental should not over 3 C of environmental temperature;

@ Connect the air tube firmly to the air outlet located on the rear of the device;

(5 Connect the free end of the air tubing firmly onto the mask; refer to mask instruction;

©® Plug the power connector into the rear of the device.

A Caution

Please ensure the clinical parameter is set by your physician.

APPLIANCE COUPLER or MAINS PLUG is used as the isolation means from mains supply, not to
position the EQUIPMENT so that it is difficult to operate the disconnection device.

> 1. Start therapy

1.Fit your mask;

2.Press the START /STOP button;

¢ The current treatment pressure will be shown on the screen;

¢ During the ramp time, the pressure increased gradually until the setting pressure has been reached.

» 2.Stop therapy

* Remove your mask first;

* Press the START button, therapy will stop;

* To power off your device, please separate your plug from the electricity.
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» 9.1 Function that patient can safely use:

The therapy parameter (e.g. therapy pressure, model) will be set by your physician; however, you can make
small adjustment to make your therapy more comfortable.

9.1.1. Setting:
Your Bi-level device has been set up for your needs by your care provider, but you may want to make small
adjustments to make your therapy more comfortable. Highlight setting and press the dial to see your current
settings. From here, you can personalize your options.

« Intelligent humidify: Enable this function, the output of humidify will be changed automatically
according to the temperature of environment.
* Mask: Highlight this option, choose the mask type you use (full mask or nasal mask);

* Humidity: It is designed to moisten air and is designed to make therapy more comfortable. You can set
Humidify between 0 to 6, where 0 means disable this function, 1 means the lowest level of the humidity and 6
represent the highest level of the humidity. This temperature has been tested with empty water tank. The time
required (warm-up time) to reach the set temperature from a starting temperature of (23 ° C+2 ° C)is
10minutes.The temperature of each level on the heater plate is as following (accuracy is +4 C)

1=33C 2=35C 3=40C 4=45C 5=50C 6=55C

 Highlight the humidify, press the dial and rotate it choose humidity level, then press dial again to save
your change. You can change humidity level at any time during therapy.

* Ramp(min): Ramp time designed to make you more comfortable at the beginning of the therapy; you
can adjust the ramp time from 0 to 45 minute.

« Language: You can choose English or Chinese;

« Date&Time: You can adjust time shown on the screen;(year. month. date. hour. minute);

« Pressure Unit: You can choose cmH20 or hPa;

« Back light(%): You can set the back light of the screen of this PAP. The range of setting is 0-100%;

« Backlight Time (Min): You can set the backlight time of the screen of this PAP. The range of setting is
from 1 minute to 30 minutes.

* Reminder Settings: Enable this function, this can notice you when to check and change accessories,
e.g. filter, mask, and tube;

« Reset: This function can reset the machine parameters to the factory defaults.

Picture2—-1: Setting page

Picture 2-2. Setting page

05

9.1.2 Reminder:
This option is designed to give notice information including sound and message when users come

with some problems. There are following notice options:

High Pressure Reminder Sound: When the user upper airway pressure is over 3.5cmH20 of the
setting pressure, the PAP will beep with reminder message with reminder sound.

Low MV Reminder Sound: The minute volume is lower than the setting value; the PAP

will beep with reminder message with reminder sound. The range of the reminder value is 1 to 10 L.

Leak Reminder Sound: When this option is enabled, the PAP beeps with reminder message with

reminder sound if the mask leaks too much air or if you remove the mask during the therapy.

« Outage Reminder Sound: When the power is stopped suddenly, the PAP will beep with reminder
message with reminder sound.

* Asphyxiation Reminder Sound: When the time of user asphyxia is over the set value, the PAP will
beep with reminder message with reminder sound. The range of the reminder value is 10 to 40 second.

« Low VT Reminder Sound: The tidal volume is lower than the setting value; the PAP will beep with

reminder message. The range of the reminder value is 50 to 500ml.

Picture3-1. Reminder page

Picture 3-2: Reminder page

9.1.3 .Information:
You can read summary of sleep report on information page. Following parameter will been shown
o AHI: Indicated the number of apneas and hypopneas experienced per hour during latest therapy;
 Total Time: Indicated total time of therapy;
* Once Time: Indicated time of the latest therapy;
« Average Leak Volume: Indicated average leak volume of latest therapy;
« Version: Indicated the version of software inside the device;
* SN: Indicated serial number of the device.
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Picture4—1: Information page Picture 4-2. Information page

» 9.2Function that patient must be used under the direction of doctor (Clinical Parameter
Setting):

The patient should use the device by the direction of physician. The clinical parameter should set by

physician.

* At home page, press START/STOP and dial at the same time, the clinical menu will be shown on

screen (see picture5-1).

¢ Or at home page, choose the therapy option and enter the therapy page, then press START/STOP

and dial at the same time, the clinical menu will be shown on screen also (see picture5-2).

Picture 5-2; Clinical setting

Picture5-1. Clinical setting

9.2.1 Set the mode
« At clinical menu page, swirl the dial, highlight the “Mode” , and then select CPAP, S, ST, T or VGPS.
« After mode setting, press dial to save your change.

9.2.2 Choose the pressure( IPAP, EPAP, IPAP max, IPAP min, Initial Pressure, Pressure Setting)
« At clinical menu page, highlight “IPAP *, press and switch dial setting suitable value.
* You can swirl the dial to the right or to the left to rise or decrease IPAP (each step is 0.5cmH20 /hPa).
* After setting IPAP, press dial to save your change.

A Notice:

The CPAP mode just has Initial Pressure and Pressure Setting.
The VGPS mode has IPAP max, IPAP min and EPAP.
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9.2.3 Set respiratory rate (BPM)
¢ At clinical menu page, highlight “BPM “.
« Swirl the dial to the right or left, set respiratory rate (5-50bpm).

« After setting respiratory rate, press dial to save your change.

9.2.4 Set Trigger level:
* At clinical menu page, highlight “trigger “.
« Swirl the dial to the right or left, set your level of trigger (1-5 level).
« After setting level of trigger, press dial to save your change.

9.2.5 Set cycle level:
* At clinical menu page, highlight “cycle “.
» Swirl the dial to the right or left, set your cycle level (1-5 level).

« After setting cycle level, press dial to save your change.

9.2.6 Set the slope level
¢ At clinical menu page, highlight “slope “.
« Swirl the dial to the right or left, set your slope level (1-5level).

« After setting slope level, press dial to save your change.

9.2.7 Set the IE ratio (IE)
¢ At clinical menu page, highlight “IE .
« Swirl the dial to the right or left, set your slope IE ratio (10%-70%).

« After setting |E ratio, press dial to save your change.

9.2.8 Set the tidal volume (VT)
* At clinical menu page, highlight “VT *“.
« Swirl the dial to the right or left, set your VT (50-1500ml).
« After setting VT, press dial to save your change.
* This option only for VGPS mode

It is important for you to clean your device regularly to ensure your therapy effective. The following

section will help you to disassembling. cleaning. checking. reassembling.
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» 1.Disassembling

@

2. Hold the cuff of the air tubing and gently pull
it away from device

©) @

3. Pull out the left water inside water tank 4. Hold both the cuff of air tubing and the
swivel of mask then gently pull apart

» 2.Cleaning

Please clean your device under the service environment of this device. It may be influenced by dust,
thus please following several steps cleans your device, and you must clean your device at least once
a week. Refer to the mask and air tube user guides for detailed instructions on cleaning your mask

and air tube.

* If there is dust on your device, please wipe it with the dry compress;
¢ Wash your air tube, water tank and mask in warm water. The temperature of the warm water should

not be over 41 C.

A Caution

Do not use bleach, chlorine, alcohol, aromatic solution, moisturizing factor, antibacterial soaps,
and sesame oil to clean the device

* Flushing air tube , water tank and mask totally, dry out of direct sunlight or heat.(Temperature
should not beyond 40 degree);
» Wipe the air tube , water tank and mask with a dry cloth.

» 3.Checking:

You should check water tank, air tube, air filter regularly in case any damage.

09

A.Check water tank:
* Replace the water tank if it is broken or cracked;

* Replace the water tank if it is torn or cracked;
* Please check the water tank after use the PAP, please empty the water tank before put it inside

the bag.
B.Check the air tube and mask

» Please check the mask and the air tube before use the PAP, clean the mask and air tube according
to the instruction of mask and tube.

* Replace the air tube if it is any broken, holes or cracked;

C.Check the air filter

» Please check the air filter every week and replace the air filter at least every four weeks;

* If you find some particle blocked in the air filter, replace it more often;

@ Open the air filter cover;

(2 Remove the dirty air filter;

(3 Place a new air filter onto the air filter cover;

@ Close the air filter cover.
» 4.Reassembling:
After fished all the cleaning steps, reassemble all these parts together. When the water tank and air
tube are dry, you can reassemble the parts.
» Open the water tank and fill it with distilled room temperature water up to the maximum water level mark.
« Close the water tank and insert it into the side of the device.
« Connect the air tube firmly to the air outlet located on the rear of the device.

« Connect the free end of the air tube firmly onto the assembled mask.
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BreathCare PAP records your therapy data for you and your card provider so they can view and make
change to your therapy if required. The data is recorded and then transferred to your care provider via
a SD card.

A Caution

this card is only used for record therapy data.

@

1.Find the SD interface at the left side of 2. Inset SD card and wait until the screen
main device shown “SD card write successful.”

Sh Card SD Connector

You can take your device with you wherever you go. Just keep the following in mind.

« Use the travel bag provided to prevent damage to the device.

« Empty the water tank before packing it.

« Make sure you have the appropriate power cord for the region you are traveling to. For information on

purchasing, contact your provider.

When your device has trouble, look for the following table to find solution. Contact your physician or

your provider if you cannot solve your problem. Please do not take your device apart by yourself.

» 1.General trouble

Air is leaking from

Mask may be fitted

Ensure your mask is fitted correctly.

uncomfortable

your mouth

may mask. incorrectly. See your mask user guide to check
your mask fit and seal.

| am getting dry or Humidify may Adjust humidify.

blocked nose. set too low

| am getting droplet in my Humidify level may Adjust humidify

mask and air tube. set too high

My mouth is very dry and Air may be escape from Adjust humidify

Use the full mask.

Air pressure in my mask
seems too high

Ramp may be turned off

Enable your ramp option.

Air pressure in my mask
seems too low

Ramp may be enabled

Start your therapy after the setting
pressure reached or tum ramp time off.

My screen is black

turn black;
In other case, the power do
not connect firmly

After therapy start, the screen | Press dial to tum on the screen light;

Check the connection of power, ensure
it connect with device firmly.

My air is leak from water tank.

or it is broken

Water tank assemble incorrectly | Check the water tank assemble

correctly;
Contact your provider if your water
tank is broken.

» 2.0Other trouble:

High pressure Reminder

There is a mistake of
pressure

Please check the pressure sensor
or restart the device

Low MV Reminders

The volume of breath per
minute is too small

Check the situation of breath or
lower the set Low MV reminder value

Leakage Reminders

There is a large leak of mask

Please check the mask fit

Asphyxiation Reminders

The user do not has
autonomous respiration

Please check the mode if it
is suit for the patient

Low VT Reminders

The mode patient used is
not suitable

Please check the mode if it is
suit for the patient
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Message in LCD Meaning of error Solution

There is a mistake
ERROR 1 of pressure sensor Please contact your provider

There is a mistake

ERROR 2
of flow sensor

Please contact your provider

ERROR 3 There is a mistake Please contact your provider
of temperature sensor

There is a parameter exceed | Please restart the device

ERROR 5 . .

in parameter range. or contact your provider
ERROR 6 The pressure is exceed Please restart the dgwce

in pressure range or contact your provider

It is failed to supply power
ERROR 7 to the humidifier Please contact your provider
ERROR 8 There is a mistake of blower Please restart the dgwce

or contact your provider

ERROR 9 There is a mistake Please adjust the time of the device

of RTC (loss power) or contact your provider

14.Warning and cautions

» 1.Warning:

* Do not maintain the device while it is in use, otherwise it may leads to unaccepted risk.

« Do not modify this equipment without authorization of the manufacturer or open this device by yourself,
contact yuwell when you need repair the device.

 This device cannot be used for life support. It may be shut down by turn off the electricity, but no
unaccepted risk will happen.

* The parameters of the device can be only adjusted by your physician; the patient cannot operate this
device without the instruction of physician.

« Using only yuwell part and accessories with device. Non-YUWELL parts may reduce effectiveness of
yuwell device and may damage the device.

« According to IEC60601-1, this device is belonging to neither AP nor class APG, so using it in
environment has Flammable anesthetic agents with oxygen is forbidden.

* Please use the yuwell mask with several holes. Keep outlet clean, smooth ensure fresh air can get in
your mask.

* Do not block the several holes in your mask, otherwise it will result strangulation.

« Do not place the device where it can be crashed or somewhere children may be tripped by the power.

* Do not block the air tube and/or air inlet of the device while in operation could lead to overheating of
the device.
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* Place the device on the stable table. Placing device on the soft, out of flatness surface is forbidden.

» Keep the environment around the device clean and tidy; be apart from anything that can block outlet.

« Keep device far away from water.

* Do not use bleach, chlorine, alcohol, aromatic-based solutions, moisturizing or antibacterial soaps or
scented oil to clean the device, water tank or air tube. Otherwise it may cause damage and reduce the life
of these products.

* Power is a mean to isolate it circuits electrically from the supply mains may on all poles simultaneously

* Place the device beyond the surface of your head to prevent water flow backward patient’ s mask and air
tube.

* Pour out the water in the water tank before you move it.

« This device cannot be used for multiple patient

« Interconnection of this equipment to other equipment which is not the supply one is forbidden.

» The sources of oxygen should be located more than 1 m from the BreathCare PAP to avoid the risk of fire

and burns.

* The duration of contact should not over 24 hours.

» Use of this equipment adjacent to or stacked with other equipment should be avoided because it could
result in improper operation. If such use is necessary, this equipment and the other equipment should be
observed to verify that they are operating normally.

* Use of accessories, transducers and cables other than those specified or provided by the manufacturer
of this equipment could result in increased electromagnetic emissions or decreased electromagnetic
immunity of this equipment and result in improper operation.

* Portable RF communications equipment (including peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm (12 inches) to any part of the BreathCare PAP, including
cables specified by the manufacturer. Otherwise, degradation of the performance of this equipment
could result.

» Nebulisation or humidification can increase the resistance of breathing system filters and the operator
must monitor the breathing system filter frequently for increased resistance and blockage to ensure the
delivery of the therapeutic pressure.

« Failure to use a mask or accessory that minimizes rebreathing of carbon dioxide or permits spontaneous
breathing can cause asphyxiation.

» The device may be disturbed or affected when exposed to the following environments, e.g. magnetic
fields, electromagnetic fields, external electrical influences, electrostatic discharge, pressure or variations
in pressure, acceleration, thermal ignition sources.

» Humidity performance of the device can be compromised when used outside the specified ambient
temperature range or humidity range.

» The performance of the device can be compromised when exposed to environment, for example:
Electrocautery, Electrosurgery, Defibrillation, X-Ray, Infrared radiation, Conducted transient magnetic
fields, Magnetic resonance imaging (MRL), Radiofrequency interference.
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» 2.Caution:

« Ensure the air tube connect smoothly. Do not warping the air tube.

« Ensure the power adapter and plug is not broken.

* Do not lay the power adapter near to the heat source.

« If device has any strange, e.g. strange nosy, falling from the table, broken device shell, please stop
using this device and power off the equipment, then contact with your provider.

« Be care of your power supply. Do not put device, power, and power adapter into the water. Cut down
the electricity and separate the device and water tank if you spill some water on the device.

« Separate the device and water tank before your cleaning and combine them after cleaning.

Do not cleaning the device during the time of device active.

* This equipment might not offer adequate protection to radio-frequency communication services.
The user might need to take mitigation measures, such as relocating or re-orienting the equipment.
The proper placement and positioning of the mask on the face is critical to the consistent operation of

this equipment.
Not intended for use with patient whose upper airways have been bypassed.
The humidification system output and relative humidity over the recommended operating range

of gas flowrates and settings are not more than 50%.
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15.Specified of technology

Items Specifies
Powered by adapter (Model: BJE1M-0080-N608)
Power Input :100-240VAC(+10%), , 50/60Hz,1.8Amax

Output:24V DC,3.33A

Environment
conditions

Operate:+5C~35C (+41 F~95 T ),
(non-condensation)

Operating Transport :-20 C~70 C (-4 F~158 F ),

Temperature . :
Storage:-20C~70C (-4 F~158 F ),
Deliver:-20C~70C (-4 T~158 T ),
Atmospheric pressure range:700hPa ~ 1060 hPa
Altitude: <3000m
Operate: relative humidity 15%-90%

Operating . : P o 0

Humidity Transport : relative humidity 15%-90%

Storage: relative humidity 15%-90%

Protection class

IP21, Class ll, type BF applied part (mask)

Mode operation

Continuous operation

Maximum single fault

Device will shut down in the presence of a single fault if the steady state

steady pressure pressure exceeds: 40 cmH20
Sound pressure level measured according to
Sound Pressure Level | |SO 80601-2-70:2015 (CPAP mode)
BreathCare PAP <35dB (A) .
Sound
Sound power level measured according to ISO
Sound Power Level 80601-2-70:2015 (CPAP mode)
BreathCare PAP <43dB (A) .
Dimensions * * " okp AN k4 QP
(length*width*height) 285mm*155mm*125mm or 11.2” *6.1” *4.9
Physical Weight About 1500 g
properties Air tube Plastic hose, 1.8m

Maximum volume
of water tank

260+10mL

Material of PC, Injection molded plastic, stainless steel
water tank and silicone seal
Air outlet 22 mm (complies with ISO 5356-1:2015)
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Maximum

temperature 55C(131 T )4 C)

Temperature

of heater plate

Cut-out 110 C (if it damage, return To manufacturer )

Maximum gas <41C

temperature -
Air filter Material: Polyester non-woven fiber

Average arrestance: 285%for ~ 2.5 micron dust

4-20 cmH20 (suit for YH-820) , + (2% of the full scale reading+4% of the actual reading)
IPAP

(S,TSTVGPS)

4-25cmH20 (suit for YH-825) , + (2% of the full scale reading+4% of the actual reading)
4-30cmH20 (suit for YH-830) , * (2% of the full scale reading+4% of the actual reading)

EPAP
(S, T,ST,VGPS)

4-20 cmH20 (suit for YH-820) , £ (2% of the full scale reading+4% of the actual reading)
4-25cmH20 (suit for YH-825) |, + (2% of the full scale reading+4% of the actual reading)
4-30cmH20 (suit for YH-830) , * (2% of the full scale reading+4% of the actual reading)

Therapy setting 4-20cmH20 (suit for YH-820, YH-825, YH-830) , £ (2% of the full scale
(CPAP) reading+4% of the actual reading)

Mode CPAP. S. ST. T. VGPS (suit for YH-820. YH-825. YH-830)
BPM 5-50bpm adjustable, stepis 1 bpm

Slope 1-5 level adjustable

Trigger 1-5 level adjustable

Cycle 1-5 level adjustable

|E ratio 10-70% adjustable

Ramp 0-45min

Tidal volume 50-1500ml (only for VGPS mode)

Maximum flow 150 LPM

Output flow

The BreathCare PAP performance at set pressure is shown below:

Test pressures

4 10 17 24 30

Measured pressure
at the

PATIENT 2.76 8.81 16.05 23.20 29.25
-CONNECTION
PORT (hPa)

Average flow
atthe 70 80 85 85 80
PATIENT
-CONNECTION
PORT (I/min)

Flowrate (I/min) Pressure drop (cmH20)
30 0.18
Humidification| Pressure drop
60 1.02
system
90 2.34
Gas leakage at the maximum )
<1 l/min
operating pressure
Pneumatic flow path:
Pressure senser Leak
Atmosphere Filter Blower Air tube Mask
General The patient is an intended operator. The operator needs to be adult who have
basic education to operate this PAP.
Value Range Accuracy
) +50ml or +25% of readin
Displayed | Tidal volume (VT) 50-1500ml v 1 g‘;eater 9
values ;
Leak volume 20~99.9//min +50ml or £25% of reading
whichever is greater
Minute Volume(MV) 0~50 I/min +20%
Respiratory Ratio(l/E) 10%~70% +20%
Respiratory Rate(BPM)  5-50bpm +2bpm
Maximum static pressure variation at 10 cmH20 according to ISO80601-2-70:2015
1 (2% of the full scale reading+4% of the actual reading)
Maximum dynamic pressure variation according to ISO80601-2-70:2015
Pressure (CPAP mode)
accuracy Pressure(cmH20) 10bpm 15bpm 20bpm
4 0.6 0.9 1.1
8 1.0 1.2 1.4
12 1.2 1.4 1.6
16 1.4 1.6 1.8
20 1.6 2.0 23

Maximum dynamic pressure variation according to ISO80601-2-70:2015 (S mode)
+ (2% of the full scale reading+4% of the actual reading)
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Maxi
"n?i)t(gum The maximum limited pressure
ressure 30 cmH20 under normal use
P 40 cmH20 under single fault Condition
Device (excluding accessories) 5 years
Expected
service life Water tank 90 days
Air tube 90 days
Number of Cycles| 2000

» 1.The following symbols may appear on the product or packaging:

Symbol

Symbol

Meaning

©

Follow instructions for use

STAF ToP.

Press to start /stop therapy

Caution

70c
158

2
EY

temperature limitation for
storage and transport

Manufacturer

type BF applied part

wl
al

Date of manufacture

[2]
cl

class Il equipment

VAN
[N

serial number AAA MAX  maximum water level
Rx Only | prescription only AAAMIN|  minimum water level
Warning: hot surface European Authorized Representative

A\
)i ¢

Environmental information (EU directive 2012/19/EE Waste Electrical and Electronic

Equipment (WEEE))

P21

protected against finger sized objects and against dripping water on the surface of the

device

» 2. Disposal statement:

A Warning:

Please contact local authorities to determine the proper method of disposal of this device.
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Yuwell warrants that your device shall be free from defects in material and workmanship
from date of purchase for the period specified below:

Product Quality warranty
Water tank 90 days

Power adapter 1 year

Device 2 years

The quality warranty is only available to the initial customer. It is not transferable.
Warranty is void on product sold, or resold, outside the original purchase,

repaired by the company without accredited, and pollution caused by smoking
Yuwell has the interpretation about the device’ s warranty.

« If your device is in trouble, please contact yuwell or agency. This is device is only can be
repaired by the agency who has be authorized.

» The user should follow the instruction of cleaning and safety to guarantee the device can be
used for a long time.

« If you have troubles in setting up, using or maintaining the equipment or meet some
unexpected operation or events, please contract yuwell as well. If you want to know more
information for your device, you can visit the website of YUWELL: www.yuyue.com.cn

Name Lengths(m)
Cable(AC) 1.5
Cable(DC) 1.5




20.Technical description

» 1. Disposal statement:

Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications

IEC61000-3-3

Emission test Compliance

RF emissions CISPR 11 Group 1

RF emissions CISPR 11 Class B

Harmonic emissions IEC 61000—-3-2 Class A

Voltage fluctuations/flicker emissions )
Complies

» 2. Compliance information for Immunity test

Immunity test

Compliance level

Electrostatic discharge(ESD) IEC61000-4-2

+8kV contact *15kV air

Electrical fast transient/burst IEC61000—4—4

+2kV for power supply lines

Surge IEC61000-4-5

+1kV differential mode

Voltage dips, short interruptions and voltage
variations on power supply input lines
IEC61000-4-11

<5%UT

(>95 dip in UT) for 0.5 cycle
40%UT

(60 dip in UT) for 5 cycles
70%UT

(30 dip in UT) for 25 cycles
<5%UT

(>95 dip in UT) for 5 sec

Power frequency(50Hz) magnetic field
IEC61000-4-8

30A/m

equipment
Test Band @) Service 2 Modulation ?) Maximum Distance IMMUNITY
frequency power TEST LEVEL
(MHz) (MHz) W) (m) (Vim)
Pulse .
385 380- 390 TETRA 400 modulation ) 1,8 0,3 27
18 Hz
FM©)
_ GMRS 460, B 5 kHz deviation
450 430 - 470 RS 460 2 0,3 28
1 kHz sine
710 Pulse )
745 704-787 | -TE Bf?”d 13, modulation ) 0,2 0.3 9
780 217 Hz
810 GSM 800/900,
TETRA 800, Pulse
870 800 — 960 iDEN 820, modulation 2 0,3 28
CDMA 850, 18 Hz
930 LTE Band 5
1720 GSM 1800;
CDMA 1900; Pulse
1845 1700 - GSM 1900; modulation ®) 5 03 28
1 990 DECT; '
1970 LTE Band 1, 3, 217 Hz
4, 25; UMTS
Bluetooth, Pul
WLAN, ulse
2 450 2400 - 802.11 bigin, modulation ®) 2 03 28
2570
RFID 2450, 217 Hz
LTE Band 7
o2 5100 WLAN 802.11 Fulse b)
- . modulation
5 500 < 800 o 0,2 0,3 9
5785 217 Hz

Radiated RF EM fields

10 V/im
80 MHz -2,7 GHz
80 % AM at 1 kHz

NOTE If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the
ME EQUIPMENT or ME SYSTEM may be reduced to 1 m. The 1 m test distance is permitted by IEC 61000-4-3.

Conducted disturbances induced by RF fields

3V

0, 15 MHz -80 MHz

6V in ISM and amateur radio
bands between 0, 15 MHz
and 80 MHz 80 % AM

at 1 kHz

a)

b)

For some services, only the uplink frequencies are included.

The carrier shall be modulated using a 50 % duty cycle square wave signal.

¢ As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not
represent actual modulation, it would be worst case.

NOTE Ut is the a.c mains voltage prior to application of the test level.
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» 3.Precautions

23

According to IEC60601-1-2:2014, BreathCare PAP (Bi-level) complies with all applicable
electromagnetic compatibility requirements (EMC) .It may have harmful interference with other
devices if you do not following the instructions. However, there is not certain it has not interference
with other devices if you following the instructions. If it does have interference with other device, you
can amend interference by the following methods.

* Enlarge the distance between this device and other device.

e Connect the two devices with different power socket.

» Ask yuwell engineer for help.

The pressure and flow should be calibrated every two years. If you need calibrate your PAP, please
contact yuwell. This is device is only can be calibrated by the agency who has be authorized.

21. Warranty card
yuwell

BreathCare PAP Warranty card

Contact Department User
Add.

Diagnose Tel.

Model SN

Invoice number purchasing date

Dealer

This limited warranty does not cover:

® Any damage caused as a result of improper use, abuse, modification or alteration of the product.

® Repairs carried out by any service organization that has not been expressly authorized by Yuwell to
perform such repairs

® Any damage caused as accident, Act of God or human factor.

® Product which does not involved in Quality warranty sheet.

User sign

Date
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yuwell

BreathCare PAP Warranty card

Contact Department ___ User
Add.

Diagnose Tel.

Model SN

Invoice number purchasing date

Dealer

This limited warranty does not cover:

® Any damage caused as a result of improper use, abuse, modification or alteration of the product.

® Repairs carried out by any service organization that has not been expressly authorized by Yuwell to
perform such repairs

® Any damage caused as accident, Act of God or human factor.

® Product which does not involved in Quality warranty sheet.

User sign

Date
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