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If headgear is included, follow assembling instruction below:
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CPAP/VPAP Face Mask and Accessories-
CPAP FACE MASK, Medium

0806360

. . Place headgear with Velcro side Identify headgear fastening Pull the upper headgear strap
Date of facture: Use by:
LOT Y$$Y?Mﬁ'\1/|anu acture g Y\S(?(YYMM down on a flat surface, detach 2 positions on the mask. A1 through the slot B1 on the
Velcro tapes on A1 & A2. mask, making sure the Velcro
Intended Use faces outward.

This Mask is intended to be used under the specific direction of a physician. It is used in conjunction with Non Invasive Figure 6
Ventilators in home, hospital and Institutional environments.

*It is for single patient use.

A Caution Us federal law restricts this device to sale by or on the order of a physician.

Features
*One piece molded silicone rubber; small, light and comfortable.
*Clear mask allows a good view of mouth and nasal area.

*Low dead space res_ults in low CO2 build up. . . Fasten the Velcro tape. Pull the upper headgear strap
*Dual 360 degree swivels at the mask attachment and at the standard 22mm tubing attachment point. A2 through the slot B2 on the

*Headgear with Velcro fasteners provide maximum versatility and movement. mask, making sure the Velcro

L . f tward.
Cleaning instructions : aces outwar
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*Detach headgear from mask.

*Handwash gently with mild soap and warm water, rinse the mask and components thoroughly.

*Let mask and components air dry before reusing.

*Replace mask if there are cracks, tears or excessive discoloration.

Disinfection and Sterilization for institutional environment and hospital P
Refer to the Disinfection & Sterilization Guide of CPAP and VPAP Mask \
/\ Caution

The use of bleach, chlorine, alcohol or aromatic-based solutions may cause hardening of the materials of construction and Place the headgear over your Hook the plastic buckle A3 onto Adjust again both upper
reduce the life of the product. head and adjust both upper B3 and A4 onto B4 on mask headgear straps A1 & A2 to a
L i headgear straps to a comfortable frame. comfortable tension.

Contraindications tension.

This mask may not be suitable for patients with the following conditions: impaired cardiac sphincter function, excessive reflux,
impaired cough reflex and hiatal hernia. It should not be used if the patient is unresponsive, obtunded, unable to remove the
mask, or uncooperative.

/N\ Warnings

*This mask should only be used with NIV systems recommended by your physician or respiratory therapist.
*Do not use this mask unless the NIV system is turned on and operating properly.

Figure 10 Figure 11

. . . A . . Storage temp: 15°C ~ 25°C
Note: When ventilator is not operating, enough fresh air will not be provided through the mask and exhaled air may be Storage relative humidity: <85%

rebreathed. Rebreathing of exhaled air for longer than several minutes can in some circumstances lead to suffocation.

If oxygen is used with the NIV system, the oxygen flow must be turned off when the ventilator is not in operation. Adjust both lower headgear Making sure the overhead strap
straps A3 & A4 to a comfortable is in proper position to avoid
Note: When the ventilator is not in operation and the oxygen flow is left on, oxygen delivered into the ventilation tubing may tension. slipping down.

accumulate within the ventilator enclosure and create a risk of fire.

*To remove the mask and headgear, simply unbuckle both buckles from the mask
Note: At a fixed flow rate of supplemental oxygen, the inhaled oxygen concentration will vary depending on the pressure frame and pull the upper head strap away from the head.
setting, patient pattern and leak rate. *To reuse the mask and headgear, simply place upper headstrap over head and

hook up to both buckles.
*Do not smoke if oxygen is in use.

*Contact a health care professional if chest discomfort, shortness of breath, stomach distention, belching, or severe headache Manufactured by EU Representative Distributed by:
are experienced. 312, Jhongshan Rd.. Sh Dist T o Kothane Akrot
* : : e H f [ : it i , Jhongshan Rd., shengang Dist, Langenhagener Str. 71, athiana Akrotiri,
*Av0|d eating or dr|nk|n'g three hour§ before using this mask to minimize the risk of vomiting during treatment. Taichung City 429, Taiwan D-38855 Lgangenhagen Chania - Crete, Greece 2460
Do not use this mask if you are taking drugs that may cause vomiting. Tel: 886-4-25152480 Fax: 886-4-25152482 Tel: +49 511 3908 9530 Tel: +30 28210 63222
Email:sales@hsiner.com Fax: +49 511 3908 9539 www.mobiakcare.com EC0061044403
Caution: Must only be used by persons who have received adequate training and instruction from qualified medical personnel. Web Site:http://www.hsiner.com http://www.mdi-europa.com Rev.03 29/06/23

Disinfection & Sterilization Guide of CPAP and VPAP Mask

This following disinfection and sterilization methods are intended for single patient use in hospital / institutional environment, and this guide is used for professional use only.
These methods are the recommended procedures, and we advise that each healthcare facility consult its own procedures before carrying out the following instructions.

Disinfection and Sterilization Occasion:

- Whenever the mask is contaminated by secretions, vomit, or other foreign substances that is considered as hazard to patient.
- Judgment of respiratory therapist or doctor if the mask is for ICU patients.

- Every continuous 7 days of use of the same patient.

Procedure:

Disassemble the cushion out of the mask frame and remove headgear set.

Rinse all parts in clean water to remove residue.

Hands wasbh all parts of the mask thoroughly with neutral cleaning detergent about 5 minutes.

Rinse all parts in clean water to remove remaining detergent and let the parts air dry.

Disinfection/Sterilization:

- Autoclaving not to exceed 121°C for 15 min (Not include headgear set)

- Cidex 2% Glutaraldehyde disinfection for 20 min (Not include headgear set): Consult disinfectant supplier before first use. Rinse thoroughly with sterile water.

aRwN -~

6. Dry them thoroughly. Inspect all components to confirm that they are clean and dry. If parts are worn or damaged, discard them.
7. Functional Check:
- The re-assembled mask should be fully visual checked before use, and connected to the positive pressure ventilation machine.
- Wear the mask on the patient’s face with headgear and make sure the strength is enough.
- Make sure the mask is adjusted to a comfortable position, and there is no obvious leakage from the touching surface of the cushion.
- If the cushion still cannot seal well, please replace with one another.
Caution:

- The headgear is not suitable for this guide; it should be firmly washed, and not repacked with disinfected/autoclaved mask before next use.

- The dispose of mask should follow the local laws related to hospitals wastes in hospital / institutional environment.

- The main parts of CPAP/VPAP mask’s maximum disinfection and sterilization cycles are recommended for 30 times. Washing with neutral detergent is recommended for 90 times.
- Do not remove the anti-asphyxia valve while disassembly the elbow connector.

- Disclaimer: it is the user’s responsibility to qualify any deviations from the recommended method of reprocessing.

- Contact your distributor for additional information.
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2TOMATOPIVIK pdoKa Kal ageooudp CPAP / VPAP-
2TOMATOPIVIKA paoka, Medium

0806360
LOT (] spolvia mapayuyic 2 Xghomans:

Mpotevopevn Xprion

AUTA n pdoka TTpoopideTal yia Xprion utrd Tnv odnyia yiatpoU. XpnoiyoTrolgital o ouvduaopd pe CPAP kai VPAP og oikiakd kal
VOOOKOWEIAKS TTEPIBAAAOV.

* Eival yia xprion evog kail poévo aoBevoug.

XapaKTNPIOTIKA

* EAOTIKO GIAIKOVNG aTTd VIQIO KOUUATI, HIKPO, EAa®PU Kal GVETO.

* H Siauyng pdoka emTPETTEI TNV KOAR B€a TOU OTOMATOG KAl TNG PIVIKAG TTEPIOXNAG.

* O xapnAdG KEVOG XWPOG EXEl WG ATTOTEAETHA TNV XaUNAR cuykévtpwaon CO aT1o £0WTEPIKO TNG HAOKOG.

* AirtAr TepioTpo@r) 360 POIPWY yia TNV TTPOCAPHOYH TNG HAOKAG KAl OTAVTAp anueio oUvdeong CwArfva 22 XIA.
* Ta kaAOppaTa kePaAng pe ouvdeTpeg Velcro rapéxouv péyioTn eueAigia kai Kivnaon.

Odnyieg kaBapiopou

* ATToouvd£oTE TO KAAUPPA KEQAANG OTTO TN pAOKA.

* MAUOveTE aTTOAG TO XEPI PE EVA ATTIO AVTIONTITIKG f gaTToUVI Kal {€0TO veEPS, EETTAUVETE TIPOTEKTIKG TN HAOKA Kal T a&EToudp.
* AQioTE TNV HAOKA Kal TO A§ETOUAP va GTEYVWOOUV TIPIV T XPNOIPOTIOINOETE.

* AVTIKATOOTAOTE TN HAOKA OV UTTGPXOUV PWYHEG, OTiyHaTA A UTTEPBOAIKOG OTTOXPWHOTIONOG.

ATtToAUpavon Kai ATTooTEIpWaOnN YIa TO VOOOKOUEIO
Avatpégre oTov Odny6 AtroAUpavong & AtmrooTeipwong Tng Mdokag CPAP kai VPAP

A Mpoooxn
H xprion xAwpivng, aAkodANg A apwuaTIKWV SIGAUPATWY UTTOPET VO TTPOKAAETEI OKARPUVON TwV UNIKWVY KATAOKEUNG Kal va
MEILOEI TN BIAPKEIR (WG TOU TTPOIOVTOG.

Avtevoeieig

AUTA n pdoka pTropei va pnv gival KATAdAANAn yia aaBeveig Ye TIG akOAoUBEG KaTaoTAoEIG: §a0Bevnuévn AciToupyia Tou
KapdlakoU QIYKTAPA, UTTEPBOAIKT TTAAIVOPOUNGN, aveTiBUuNTN Brixa f Kai dla@paypaTokniAn. Agv Ba TTPETTEl va XPNOIUOTTIOIEITAl
av 0 acBevrg dev avTaTroKpiveTal 1 eV gival IKAVOG VO apaIpETEl T JACKA.

AN MpocidoTrooelg
* AUTA n pGoka TTPETTEN va XpnalpoTroleital povo pe ouatipata NIV TTou cuvioTwvTal atréd 1o yiatpd oag.
* Mnv XpnOIMOTIOIEITE QUTH T PGoKa KTOG edv TO aUoTnua NIV gival evepyoTroinuévo Kal AEIToupyei owoTd.

Emionupavon: Otav o avatveuoTripag Oev Aeiroupyei, dev Ba TTapExETal ApKETOG PPETKOG AEPAG HEOW TNG HAOKAG Kal O
EKTTVEOUEVOG 0€PAG UTTOPET VO aVAKUKAWOEI. H ETTAVEIOTTVON TOU EKTTVEOUEVOU AEPA VIO TTEPITTOTEPO ATTO PEPIKG AETITG PTTOPET
O€ OPIOWEVEG TTEPITITWOEIG VO 0dNyATEl O aopuéia.

Edv xpnaoipotroieital o§uyovo pe 1o auatnua NIV, n rapoxr o§uydvou TpETrel va atrevepyoTroindei 6Tav o avepioTApag dev gival
ae Asimoupyia.

Emonpavon: Otav o avatveuoTripag Oev gival o€ AeIToupyia kai n por) o§uydvou TTapapEivel EvEpyoTToINpéVn, TO
0guyOVO TTOU TTaPEXETAI OTN CWANVWGN £EAEPIOUOU PTTOPET VO CUCOWPEUTEI ECQ OTO TTEPIBANMA TOU AVATIVEUCTHPA
KaI va dnpIoUpyAOEl Kivduvo TTUpKaAYIGG.

Emionpavon: e o108epd pubud porg CUPTIANPWHATIKOU 0§UYOVOU, TO EI0TTVEOUEVO 0EUYOVO Ba TToIKIAEI avaAoya PE TN
pUBHION TNG TTiEONG, TO POTiBO AgiToupyiag Tou aoBevoUg Kal To pubud diappong.

* Mnv KaTTvigeTe €6V XPNOIMOTIOIEITE 0§UYOVO.

* ETTIIKOIVWVAOTE PE éva yiaTpo, edv aioBavBeite duogopia aTo aT1riBog, dUaTTvola, SiaTtapaxr oTo aToudyl, piyog i coBapd
TTIOVOKEPAAO.

* ATTOQUYETE VO TPWTE I VO TTVETE TPEIG WPES TIPIV XPNOIPOTIOINCETE TN YACKA YO VA EAAXIOTOTTOINCETE TOV KivOUVO EPETOU KATA
Tn Sidpkela TnG Beparreiag.

* Mnv XpNOIMOTIOIEITE TN HAOKA €GV TTAIPVETE PAPUAKA TTOU PTTOPEI VA TIPOKAAECOUV EUETO A vauTia.

NPOZOXH: Mpétrer va eykabioTaral povo atrd dropa Tou £Xxouv AdBel eTTapKr| EKTTaideucn Kal 0dnyieg atro EIBIKEUMEVO IATPIKO
TIPOOWTTIKO.

Edv, otnv cuokevaoia, repIAapBaveral To KAAUPHO KEQPAANG, akoAouBRoTE
TIG TTAPAKATW 0dnyieg cuvapuoAdynong:

®ryovpa 2

®iyovupa 2

®iyovpa 3

TpaBnTe Tov dvw IhavTa
Ke@aAng A1 amo tnv utrodoxr B1
oTn pdoka, BeBaiwvovTag oTi n
Velcro €xel eEwTepIK OWn.

MpoaodiopioTe TIG BETEIG
oTEPEWONG TOU KAAUPHOTOG
KEPAANG OTN pAoKa.

TpapngTe Tov dvw IhavTa
Ke@aAng A1 amé tnv utrodoxr B1
oTn pdoka, BeBaiwvovTag oTi n
Velcro €xel eEwTepIKr OWn.

®iyoupa 4

®iyovupa 5

®Piyovupa 6

Z@igte TNV Tawvia Velcro.

TpaBngTe Tov Avw INavTa
KePAArg A2 artré Tnv utrodoxr| B2
oTn Pdoka, BeBaiwvovTag o1 n
Velcro £xel eGwTtepiki oyn.

®iyovpa 7

A

®iyovupa 8

TommoBeTAOTE T KAAUPUOTA
KEPAANG TTAVW aTTO TO KEPAAI Gag
KQI TIPOCOPUOOTE TOUG dUO
IMAVTEG ETTAVW O€ IO AVETN TEON.

lavTdwoTe TNV TTAACTIKA TTOPTIN
A3 Travw oTig B3 kai A4 Travw
010 B4 oTo 1Aaioio Tng udoKkag.

®iyoupa 10

®iyoupa 11

PuBpioTe kai Tig 800 KATWTEPES
Awpideg kepaArig A & A oe pia
dvern Tavuon 3 4.

BeBaiwBeite 611 0 1pdvTag givai
oTnV KatdAAnAn Béon yia va
atro@UyeTe TNV oAioBnon.

PuBpioTe kai TaAI Toug dUo dvw
1MGvTEG a@pou A1 & A2 ot pia
dveTn Tdon.

Ogppokpacia ammobrikeuong: 15°C ~ 25°C
ZXETIKA Uypaoia atrobrikeuong: <85%

*Ta va a@aip€oETE TN JAOKA KAl TO KAAUPMA KEQAARG, ATTAWG ATTOOUVOEDTE Kal TIG U0 TTOPTTEG
atd 1o TAGIoI0 TNG HAoKaG Kal TPABAETE TOo ETTAVW AOUPAKI TNG KEPAARG HOKPIG aTTd TO KEPAAI

* T va €TTavVaypnoIYOTIOINCETE TN HAOKA Kal To KAAUPPOTA KEQAANG, TOTTOBETAGTE ATTAG TNV
ETTAVW KEPAAA TTAVW aTTd TO KEPAAI Kal CUVOEDTE TIG BUO TTOPTTEG.

KaraokeuaoTrg

HSINER Co.,Ltd.
312, Jhongshan Rd., Shengang Dist,
Taichung City 429, Taiwan

TnA.: 886-4-25152480 ®ag: 886-4-25152482
HAekTpovikr dieuBuvon:sales@hsiner.com

loTétotrog:http://www.hsiner.com

0dnyo6g AtroAupavong & AtrooTteipwong Maokag CPAP kai VPAP

O1 ak6Aoubeg péBodoI atroAUpavong Kal aTrooTeipwang TTpoopidovTal yia xpAon atéd évav aoBevr) o€ VOOOKOUEIAKS/ IdpUPaTIKO TTEPIBAAAOY Kal auTdg 0 0dnNYyOG XPNCIMOTIOIEITAI HOVO YIa ETTAYYEAUATIKY XPAON.
AuTEG 01 HEBODOI Eival O TUVIOTWHEVEG OIODIKATIEG KAl TTPOTEIVOUNE KABE pHovada uyEIovouIKAG TTEPIBaAWNG va cupBouleleTal TiG SIKEG TNG dIadIKATieg TTPIV EKTEAETEI TIG aKOAOUBEG 0dNYiEG.

MepITTWOEIG ATTOAUPAVONG KOl ATTOCTEIPWONG:

- Omote n pdoka €xel JOAUVOET aTTO EKKPIOEIG, EUETOUG 1) AAAEG E€veg ouaieg TTou BewpoUvTal TTIKIVOUVEG yia TOV aoBevr.

- Kard tnv kpion Tou avaTrveuoTIkoU BepatTeuTn i yiaTpoU, edv n pdoka givai yia aoBeveic MEO.
- 'Emerra o1mod kaBe ouvexduevn yia 7 NUEPEG Xprnon atd Tov idlo agBevn.

Ailadikaoia:

. ATroouvappoAoyAoTe To PagIAapaKI aTTd TO TTAQICIO TNG HAOKAG KOl AQAIPETTE TO OET KAAUPMATOG KEQAANG.
. ZemAUveTe OAa Ta pépn Pe KaBapod vepd yia va apaIpECETE TA UTTOAEIUUATA.

. MAOveTe KaAd OAa T PEPN TNG HAOKAG PE OUBETEPO ATTOPPUTTAVTIKO YIa TTEPITTOU 5 AETTTA.

O wWN =

. AmroAUpavon/AmooTeipwon:

. ZeTTAUVETE OO Ta PEPN PE KABAPO VEPO YIa VA aPAIPETETE TO UTTOAOITTO ATTOPPUTTAVTIKO KOI OQrOTE Ta EEAPTANATA VA OTEYVWOOUV QUOTIKA.

- H diadikaoia otov KAiBavo atooTeipwang va punv utrepBaivel Toug 121°C yia 15 Aetrtd (Aev TrepIAauBAvVETAl TO OET KAAUUPATOG KEQAANG)
- AmoAUpavaon pe Cidex 2% MoutapaAdeliong yia 20 Aetrtd (Aev TrepIAapBAveTal TO 0T KAAUPPOTOG KEQAANG): ZUMBOUAEUTEITE TOV TIPOUNBEUTH) TOU ATTOAUPAVTIKOU TIPIV ATTO TNV TTPWTN XPHON. ZETTAUVETE KAAD PE ATTOOTEIPWHEVO VEPO.

6. ZteyvwoTe Ta KOAd. EAEyETE OAa Ta eCapTrpaTa yia va emReRaiwoeTe OTI €ival kaBapd kal oTeyvd. Edv Ta e€aptrhipata €xouv @Bapei A gival KaTeoTpaupéva, TTETAETE Ta.
7. Neiroupyikédg ‘EAeyxog:

- H emavaouvappoloyoUpevn pdoka Ba TTPETTEl va eAeyXBei TTANPWG OTITIKG TTPIV aTTd TN XPRAON Kal va ouvdeBei pe To PnXavnua agpiopol BETIKAG TTieang.

- @opéaTe TN HAOKA PE KAAUPPO KEPAAAG OTO TTPOOWTTO Tou aoBevoUg Kal BERaIwOeiTe OTI N Trieon gival OPKETH.

- BeBaiwBeite 0TI N pAoKa €XEI TTPOCAPHUOCTEI O€ pIa AveTn BEaN Kai OTI BeV UTTAPYXEI ELPAVIAG dlappon aTrd TNV ETTIPAVEIA ETTAPRG TOU pagiAapiou.

- Edv 10 pagidapdki e§akoAoubei va unv o@payidel KaAd, avTIKATaoTAOTE TO £va PE Eva AANO.
Mpoooxn:

AvTITTpOOWTTOG yia Ty EE
mdi Europa GmbH
Langenhagener Str. 71,

D-30855 Langenhagen

TnA.: +49 511 3908 9530

®ag: +49 511 3908 9539
http://www.mdi-europa.com

- To kdAuppa KEPAARG Sev UTTOKEITAI O QUTOV Tov 0dnyo. Oa TTPETTel va TTAUBET KAAG KOl va Pnv ETTOVACUCKEUAOTE! JE TNV ATTOAUPOVOEICO/ATTOTTEIPWHEVN HAOKA TIPIV ATTO TNV £TTOPEVN XPrioN.

- H amoppiyn TnG pdokag Ba TrpETrel va akoAouBEi TOUG TOTTIKOUG VOUOUG TTOU OXETICOVTAIl IE TA VOOOKOUEIOKA ATTOBANTA G€ VOGOKOUEIAKO/IDPUNATIKO TTEPIBAAAOV.

- O1 péyioTol KUKAOI aTTOAUpaVONG Kal aTTO0TEIPWONG TwV KUPIWV PEPWYV TG pdokag CPAP/VPAP cuvioTwvTal yia 30 popég. To TTAUCIYO PE OUDETEPO ATTOPPUTTAVTIKO cuvioTdTal yia 90 QopEg.

- Mnv agaipeite TNV avTIoo@UKTIKH BaABida KaTd TNV aTTOOUVOPPOAGYNGN TOU YWVIAKOU OUVOETHPA.

- Amotroinon gubuvng: gival euBUvVN Tou XPAOTN va TTPOCGOIoPITEl TUXOV OTTOKAICEIG ATTO TN CUVIOTWHEVN PEBODO ETTAVOXPNOIUOTIOINONG.

- EmkoivwvroTe pe Tov diavopéa aag yia TTpOoBETEG TTANPOPOPIES.

AiavépovTal amo:
MOBIAK S.A

Kathiana Akrotiri,
Chania - Crete, Greece
TnA.: +30 28210 63222
www.mobiakcare.com
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