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N5B Nasal Mask

Thank you for choosing BMC’s N5B Nasal Mask.

The Nasal Mask is comfortable, flexible and quiet. It is
designed to minimize contact with your face, thus ensuring
that you feel comfortable during therapy. This user manual
provides you with the information you need for the correct use
of your mask.

Intended Use

The N5B Nasal Mask channels airflow non-invasively to a

patient from a positive airway pressure device such as a

continuous positive airway pressure (CPAP) or Bi-level

system.

The N5B Nasal Mask is:

. To be used by adult patients (> 66 Ib / 30 kg) for whom
positive airway pressure therapy has been prescribed.

. Intended for single-patient re-use in the home
environment and multi-patient re-use in the hospital /
institutional environment.

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

Contraindications

This mask should be used with caution for patients with
following conditions:
. Facial deformity.

. Injured facial skin which will contact with the mask during
use.

Before Using the Mask

A WARNINGS

®  The vent holes must be kept clear.

® This mask should only be used with CPAP or bilevel
devices recommended by a physician or respiratory
therapist.

®  The mask should not be used unless the device is turned
on. Once the mask is fitted, ensure the device is blowing
air.
Explanation: CPAP and bilevel devices are intended to
be used with special masks (or connectors) which have
vent holes to allow continuous flow of air out of the mask.
When the device is turned on and functioning properly,
new air from the device flushes the exhaled air out
through the mask vent holes. However, when the device
is not operating, insufficient fresh air will be provided

through the mask, and the exhaled air may be rebreathed.

Rebreathing of exhaled air for longer than several
minutes can, in some circumstances, lead to suffocation.
This applies to most models of CPAP or bilevel devices.

® Not applicable for silicone-allergy user.

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

®  Follow all precautions when using supplemental oxygen.

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

®  Oxygen supports combustion. Oxygen must not be used
while smoking or in the presence of an open flame. Only
use oxygen in well ventilated rooms.

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

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

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

® Refer to your CPAP or bilevel device manual for details
on settings and operational information.

® Remove all packaging before using the mask.

Components of the Mask
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Fitting the Mask

Attach the headgear Hold the mask over Bringing the lower
straps by threading your nose and pull headgear straps
them through the the headgear over below your ears,
gaps of forehead your head. connect the clips to

frame and clips. the Frame assembly.

After the mask is

Adjust the upper Adjust the lower

headgear straps headgear straps worn as shown.
evenly until they are evenly until they are

comfortable and firm, comfortable and firm,

and reattach the and reattach the

mask. mask.

Disassembling the Mask

Note:
The Frame assembly cannot be disintegrated.
1 2

Undo and remove the upper Remove the Cushion assembly
headgear straps out of the hole on from the Frame assembly.
the Frame.

3

Remove the Short tube from the
Frame assembly.

Cleaning the Mask at Home

Notes:

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

® The headgear may be washed without removing the
clips.

® When washing the mask, the Elbow and the Frame
cannot be disassembled from the Frame assembly.

A CAUTION

® Always follow cleaning instructions and do not use
solutions containing bleach, chlorine, alcohol, aromatics,
moisturizers, antibacterial agents, or scented oils to clean
any part of the system or air tubing, otherwise may
damage the mask.

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

® |f any visible deterioration of a component is apparent
(cracking, crazing, tears etc), the component should be
discarded and replaced.

Daily / After Each Use

® Disassemble the mask components according to the
disassembly instructions.

® Thoroughly clean the separated mask components
(excluding headgear), by gently rubbing in warm (approx.
30°C) water using mild liquid detergent (e.g., Alconox
diluted at 1%) for up to 10 min.

®  Use a soft bristle brush to clean the vent.

® Rinse all components well with drinking quality water and
allow to air dry out of direct sunlight.

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

Weekly

Handwash the headgear and all components in warm (approx.
30°C) water using mild liquid detergent (e.g., Alconox diluted
at 1%). Rinse the components well and allow them to air dry
out of direct sunlight.

Reprocessing the Mask between Patients

This mask should be reprocessed when used between
patients. Please refer to the accompanying “Cleaning and
Disinfection Instructions” or BMC website
www.bmc-medical.com for “Cleaning and Disinfection
Instructions”. If you do not have internet access, please
contact your BMC representative.

Reassembling the Mask
1

Install the Short tube onto the Install the Cushion assembly onto
Frame assembly and confirm that the Frame assembly and confirm
the Swivel is reliable. that the Cushion assembly is

reliable.
3
Install the upper-half headgear
onto the upper-half installation hole
of the Frame assembly.
Troubleshooting
Problem Possible Reason Possible Solution

Mask won't seal  Mask may have been Carefully follow

properly or is fitted incorrectly or is instructions in “Fitting the

uncomfortable. incorrectly adjusted. Mask” section. Make
sure the headgear is not
over-tightened.

Mask size is wrong. Consult your clinician.

Mask is not tightened Tighten both upper and
correctly. lower headgear straps.

Cushion is misaligned  Ensure cushion is

or creased on face. properly aligned
according to the
instructions in
“Reassembling the
Mask”. Make sure
cushion has no creases

init.
Mask cushion may be  Clean cushion according
dirty. to instructions in
“Cleaning the Mask at
Home”.
Mask is too Mask is assembled Reassemble mask.
noisy. incorrectly.

Vents are blocked or Clean the vents

partially blocked. according to instructions
in “Cleaning the Mask at
Home” section.
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Technical Specifications

Pressure-Flow Curve
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Mask Pressure (cmH;O)
Pressure
(cmH,0) 4 9 15 | 20 | 25
FlowRate | 1 | 35 | 39 | 46 | 52
(L/min)
Dead space is the empty volume of the mask up to
Dead Space the swivel.
Information The dead space of the mask varies according to
cushion sizes but is less than 105 mL.
Therapy 410 25 cmH,0.
Pressure

Drop in Pressure measured (average for 3 sizes)
Resistance at 50 L/min: 0.2 cmH,O
at 100 L/min: 0.8 cmH,O
DECLARED DUAL-NUMBER NOISE EMISSION
VALUES in accordance with ISO 4871. The
A-weighted sound power level of the mask is 28
dBA, with uncertainty 3 dBA. The A-weighted sound
pressure level of the mask at a distance of 1 mis 20
dBA, with uncertainty 3 dBA.
Operating temperature: +5°C to +40°C (41°F to
104°F)
Operating humidity: 0% ~ 93% relative humidity
non-condensing

Sound

Environmental

Conditions Storage and transport: -20°C to +55°C (-4°F to 131°F)
Storage and transport humidity: 0% ~ 93% relative
humidity non-condensing

Storage

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

Disposal

The N5B Nasal Mask does not contain any hazardous
substances and may be disposed of with your normal
household refuse.

Symbols
System and Packaging

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

Lot number

Catalog number

Not made with natural rubber latex
Temperature limitation

Humidity limitation

Manufacturer

EE Authorized Representative in the European
Community

Limited Warranty

It is warranted that N5B Nasal Mask, including its Frame
assembly, Cushion assembly, Swivel, Clips and Headgear
shall be free from defects in material and workmanship for a
period of ninety (90) days from the date of purchase by the
initial consumer.

To exercise the rights under this warranty, contact the local
authorized dealers.

The expected service life of N5B Nasal Mask is one year.

MANUFACTURER:

BMC MEDICAL CO., LTD.

Room 110 Tower A Fengyu Building, No. 115 Fucheng Road,
Haidian, 100036 Beijing, PEOPLE’S REPUBLIC OF CHINA

URL: en.bmc-medical.com
E-mail:  intl@bmc-medical.com
Tel: +86-10-51663880

Fax: +86-10-51663880 Ext. 810

EU AUTHORISED REPRESENTATIVE:
Shanghai International Holding Corp. GmbH (Europe)
EiffestraBe 80, 20537 Hamburg, Germany

Tel: 0049-40-2513175
Fax: 0049-40-255726

Manufacturing Site:

BMC (Tianjin) Medical Co., Ltd.

3/F, Building No.4, No.1 Xinxing Road, Wuging District,
301700 Tianjin, PEOPLE'S REPUBLIC OF CHINA

Tel: +86-22-82939881

ITHALATCI: ECE TIBBi CIHAZLAR VE MEDIKAL SAN. TiC. A.$
Stimer Mahallesi Prof. Dr. Turan Gunes Cad. The Istanbul Veliefendi
Sit. G1 Ticaret Apt. No: 57 AC Zeytinburnu — istanbul - TURKIYE

MERKEZ: Stimer Mah. Prof. Dr. Turan Gines Cad. No:  TEKNIK SERVIS: Telsiz Mah. Balikli Kazligesme Yolu
57/AC Zeytinburnu / ISTANBUL Sok. No:29/A Zeytinburnu / ISTANBUL

SIRKECI: Hocapasa Mah. Ebussuud Cad_ Tell Oglu Is WALTEPE: Basibuyuk Mah. Basiblyik Cad.
Merkezi No:36/A Sirkeci - Fatih No:10/A-2 Maltepe / ISTANBUL

“TKARAGUL: Molia Gurani Mah. Turgut Ozal Milet Cad. . ANKARA: Bahcelievler Mah. Sevket Sireyya Aydemir
Karagil ls Merkezi No: 842825 Fatih / ISTANBUL Sok. Noid/A Bahgelievier / ANKARA

CIBALL: Zeyrek Mah. Afaturk Bulvan 7/G,

Fatih/ ISTANBUL (SGK Cibali Binasi Yani) No:32/A Osmangazi / BURSA

www.respiroX.com.tr 44478 96, www.ecemedikal.net

BURSA: Demirtaspasa Mah. 2. Sabunevi Sok.
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N5B Nasal Mask

Brarogapum Bac 3a BblGop HOCOBOI Macku komnaHunm BMC
N5B Nasal Mask.

HocoBasi macka ypobHasi, rubkas u 6GecwymHas. OHa
npu3BaHa CBECTU K MUHUMYMY KOHTAKT C BalLUM JIMLIOM U TeM
caMmbIM rapaHTupoBaTb KOMOPT BO Bpemsi neyeHus. [laHHoe
PYKOBOACTBO npepocraenseT Bam Heobxoagumyto
MHopMaLmio A1 NPaBUNbHOTO UCMONb30BaHWSI MACKW.

Ha3HaueHue

N5B Nasal Mask HevHBa3vBHO NoAaéT BO3AYLUHbIA MOTOK
naumeHTy OT YCTPOWCTB  CO3JaloLMX  MONOXWUTENbHOE
fAaBneHne B [AbIxaTenbHblX MNYTAX, Takux Kak, annapat
MOCTOSIHHOTO MONOXWUTENIbHOTO [aBMieHUst B AblXaTerbHbIX
nyTtsx (CPAP) unu cuctema AsyxdasHow BEHTUNALNN.

N5B Nasal Mask:

. MpepHa3HayeHa OnNs nauvMeHToOB C Maccol Tena > 66
dyHTOB / 30 Kr KOTOpBIM Noka3aHa CPAP-Tepanus.

. MpenHasHayeH ANa NOBTOPHOrO MCMOSb30BAHUA OAHUM
nauveHToM B [AOMALUHWX YCIIOBUSIX W MOBTOPHOTO
MCNONb30BaHNA MHOXECTBOM NauueHToB B 6GonbHuue /
VHCTUTYLIMOHaNbHOM cpeae.

BHumaHue: B CLUA, ®edeparnbHbili 3aKoH OzpaHuyusaem
rpodaxy amozo ycmpolicmea 1o ykasaHuto epaya.

MpoTuBONoOKa3aHuA

OToMy Macka crefyeT WCronb3oBaTb C OCTOPOXHOCTBIO Ans

NaLMEHTOB CreayoLLVX YCIOoBUIA:

«  Jlvwuesas pedopmauusn.

+ PaHeHas koxa nuua, koTopas Oyaet obpaliatbcs C
macka B X0fie UCMOoMNb30BaHus.

Mepea ncnonb3oBaHnemM Macku

A NPEOYNPEXAEHUA

®  BeHTUNALMOHHbIE OTBEPCTUS JOMKHbI GbiTb YNCTBIMU U
cBOGOAHBIMU.

® 3Ta Macka gorkHa 6blTb Mcnonb3oBaHa Tonsko ¢ CPAP
WNN [OBYXYPOBHEBOrO YCTPOWCTBA, PEKOMEHAOBAaHHbIE
BPa4YOM VN NynNbMOHOOT.

® Macky He cnegyeT ucnonb3oBaTb, €CNM YCTPOUCTBO He
BKntoyaetcsi. [locne noaroHkn macku, ybeautecs,
YCTPOWCTBO NpOAYBKM BO3ayXa.
MosicHenusa: CPAP u npubop ABYyXypOBHEBOIO
npeAHa3HayeHbl ANs UCMoMnb30BaHNUSA CO cneumanbHbIMU
mackamu (vnn pasbemsbl), KOTOpble umetoT
BEHTUNALUMOHHbIE — OTBEpCTUS, 4Tobbl  obecneunTb
MocTOsiHHYl0 ~ nopady Bosgyxa W3 macku. Korga
YCTPOWCTBO BKIIOYEHO U (hYHKLIMOHWUPYET HOpManbHo,
CBEXMI BO3[YyX W3 YCTPOMCTBA, OYMULLAET BblAbIXaeMbli
BO37YX Yepes BEHTUNSALMOHHbIE oTBEpCTUS
macku.OgHako, korga npuéop He paboTaer,
HeoCTaToO4HO cBexero Bosgyxa byaeT obecneunsaTbes
Yyepes MacKy, ¥ B BblJblXaeMOM BO3[yXe MOXeT ObiTb
BAbIXaeMbIM.Bo3sBpaTHoe AblxaHue BblAbIXaeMbIM
BO3AyXOM B TeyeHue Gonee YeM HEeCKOMbKVUX MUHYT, Npu
HEKOTOpbIX 06CTOATENbCTBAX MOTYT NPUBECTU K YAYLUBLIO.
3710 oTHocuTcs K GonblumHCTBY Mopeneir CPAP unu
[BYXyPOBHEBOTO YCTPOWCTB.

® He noaxogutT Ans  nonb3oBaTenen, CTpafaroLmx
annepruemn Ha CUIMKOH.

®  OTa MackaHe JOMKHbl UCMONb30BaTb B HEOTPYCAHWYATb,
He KOOpAWHALMUW, MEeANEeHHO WM He B COCTOSIHUM
yAanuTb Macky nauueHToB.

® CobniogaiiTe BCe Mepbl  MPegoCTOPOXHOCTU — Mpu
MCNONb30BaHUM AOMOSTHUTENBHOrO KUCMopoaa.

®  KucrnopoaHbli NMOTOK AOMKEH 6GblTb BLIKMOYEH Koraa
CPAP wvnu aByxypoBHEBOrO ycTpoiicTBa He paboTtaer,
4TO6bl HEMCNOMb30BaHHbIV KUCMOPOA He Hakannueancs
BHYTPUW KOpnyca yCTPOWCTBa M He co3daBan OnacHOCTb
BO3ropaHus.

® Kwucnopoa nopdepxvsaeT ropeHve. Kucnopod He
[OMKEH UCMONb30BaTbCSl BO BPEMSi KypeHuWs unu B
NPUCYTCTBUM OTKPbITOrO NnameHu. icnonb3oBaTb TOMLKO
KWCIIOPOA B XOPOLLUMX NPOBETPUBAEMbIX MOMELLEHNSX.

® [lpu NOCTOSIHHOM WNHTEHCUBHOCTYH nogauyu
[OMONHUTENBbHOTO Kucnopoaa, KOHLIeHTpauus
BBIXaEMOro KUCOpoJa MEHSIeTCs B 3aBUCUMOCTM OT
napameTpoB [JaBneHus, xapakTepa AblXaHusi nauueHTa,
Macku, TOUKM NPUMNOXKEHUS U YPOBHS YTEUKN.

® OTa Macka TexHudeckue  crneumndukaumm  HyXHO
npeaocTaBnUTbL BaM Bpaya, YToObl OH NMPOBEPWUTL MOTOK
reHepaTtop coBmecTUMbl. Ecnv auanasoH npesblaet
TeXHUYeckue  cneundukaumm  UCNONb3OBaHWS UMK
MCNONb30BaHUA HE MOAXOAMUT YCTPOWCTBO YNMOTHEHWS,
Macku n KomdopT OyaeT nyuwunii TepaneBTU4ECKWiA
adbheKT  cokpalleHusi, Takke He  MoryT  6biTb
peanusoBaHbl. CTOPOHbI yTeYkn unu BOKOBOW CKOPOCTU
YTEYKN U3MEHEHWSI NMOTOKa reHepaTop MOXeT MOBMUSTb
Ha 3 (HEKTUBHOCTb.

® [lpn JIKOBOW  oTtpuuatenbHoW  peakumu  npu
MCMONb30BaHUM  Macku  cnefdyeT  npekpaTuTb  ee
AarnbHelLLyto aKCnyaTaumio U NPOKOHCYNMbTUPOBATLCS C
neyvalym Bpavom nmbo Bpa4oM-COMHOIOTOM.

® O6patutecb k  CPAP-Tepanus Unu  pyyHomy
[IBYXYPOBHEBOMY YCTpOWCTBY ans nonyyeHus
noapo6HbIX CBefEeHW O napameTpax W onepaTuBHOM
nHopmauuen.

®  YpanuTe ynakoBKy nepej UCMosib30BaHUEM MacKy.

KoMnoHeHTbI HOCO Macku
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KoHcTpykumus N5B Nasal Mask

English/

YcTaHOBKa Macku
1

MpvikpenuTe pemHn [NepxuTe Macky Ha MpoBeauTe HXHUE
OronoBLA, NPOAEB UX HOCY U HafieHbTe OroroBbe PEMHM HUXE
4epea NpOYLLMHbI Ha oronoBbe Yepes yLueii, npukpenute
Kopryce HanoBHuka n rorosy. 3aXUMbI K KOPMyC
3KNMBI. Macku.

PaBHoMepHO PaBHoMepHO Mocne Toro, kak
oTperynupyiTe oTperynupyiTe Macka HOCUTCS, Kak
BEPXHUE PEMHY HIDKHNE PEMHI nokasaHo.
OronoBbs Nnoka He OronoBbs Nnoka He

OLLYTUTE NPOYHOCTH OLLTUTE NPOYHOCTH

v komdopT, 1 v komcopT, 1

npuKpennTe Macky npuUKpennuTe Macky

3aHOBO. 3aHOBO.

Pas6opka macku

3amemka:
Kopnyc macku He Moxem 6bimb paspyweHa.
1 2

OcBo60aUTL BEPXHUE PEMHU
OroroBbS OT kapkac.

3

OTCcoeanHUTL Yaen noayLukv
HaKnagKy oT Kopnyc Macku.

W3 kopnyc macku cHummuTe
KopoTkas Tpybka.

OumcTKa Macku B AOMALUHUX ycnoBusax

lMpumeyaHus:

® Oyucmka Mmacku u 020/108be OOMyCKaemcs MOsbKO
PYYHBIM CIOCO6OM.

® 020710856 MOXHO MbIMb HE CHUMAs! 3aXXUMbI.

® [Ipu mbimbe macka, Yeonok, u Kapkac He moaym 6bimb
cHsimbl ¢ Kopriyc macku.

ABHMMAHME

® Bcermpa cnegyiTte WHCTpykuMM Mo ouuctke u  he
MCronb3yiTe pacTBOpbl coAepxaliue oTbenusaTenu,
XMop, CNUpT, apomMaThyeckne BeLLecTBa, YBRAXHUTENM,
aHTWbakTepuanbHble CPEAcTBA UMW apoMaTuyeckue
Macna [Ans  Y4ucTkM  mobon  YacTu  CUCTeMbl  unu
BO3AYLUHbIX TPYOOK, MHaye 6bl TpaBMbl Macky.

® [ogBepxeHne nwbon yactu cuctembl unu Tpybok
BO3JEMCTBUIO MPSIMOTO COSIHEYHOrO CBETa Wnu Tenna,
MOXET MPUBECTM K YXYALLEHNIO COCTOSIHUSI CUCTEMBI.

® Ecnu Bbl yBuaute noboe yXyAlWEHWE COCTOSIHUA
KOMMOHEHTA (pacTpecKkMBaHWe, TPeLWHbl, PaspbiBbl U
T.4.), KOMMOHEHT AOMKEH GblTb BbIGPOLLEH U 3aMEHEH.

ExeaHeBHo / Mocne Kaxaoro Mcnonb3oBaHus

® PazobpaTb Macky B COOTBETCTBUW C MHCTPYKLUMSIMU MO
pasbopke.

® TwaTenbHo BbIMbITE BCE JeTann  Macku  (3a
VCKIIOYEHNEM OrosioBbst), Tennon sogon (npubn. 30°C) ¢
MCNONb30BaHMEM MSITKOTO KWMAKOE Molollee CPeacTBO
(Hanpumep, Alconox, pa36asneHHblii 1%) Ha cpok fo 10
MUHYT.

® B cnyyae 3arpsisBHeHWst OTBEPCTWiA BblAbIXaTerNbHO
CUCTEMBI UCMOSb3YWTE LETKY C MArKOW LLLETUHOM.

® [lpomouTe BCE KOMMOHEHTbl Macku 4YMCTOM BOAOW U
[aTiTe UM BbICOXHYTb Ha BO3dyxe BAamU OT NpsSIMOro
COITHEYHOrO cBeTa.

® Korga BCe KOMMOHEHTbI BbLICOXHYT, cobepuTe Macky B
COOTBETCTBUM C MHCTPYKLME no cBopke.

ExeHegenbHo

BbiMOIiTE OroflOBHUK M BCE KOMMOHEHTbI B TENNoW BOAon
(npubn. 30°C) ¢ ucnonb3oBaHWEM MSrKOro XwWakoe molollee
cpeactBo  (Hampumep, Alconox, pas6aBneHHbln  1%).
TwaTtenbHO NPOMOWTE BCE KOMMOHEHTbl YMCTOM BOAOW W
[aTiTe UM BbICOXHYTb Ha BO3AyXe BAanuM OT NPSIMOro
COMHeYHoro ceeTa.

MoBTOpHas ob6paboTka Macku nocne
nauMeHToB

Mpu cMeHe nauveHTa mMacka AOMKHa NPOWTU obs3aTenbHyio
rurueHnyeckylo  obpabotky. [oxanyiicta, CCbIKM  Ha
BCMOMOraTenbHble «O4YUCTKN W Ae3UHdEKLMN ONUCaHKey, UK
noceTute Haw oduumanbHbIi canT www.bmc-me.com o6bick
«OUUCTKM W [Ae3nHdekumn onucanue». Ecnu y Bac Het
[ocTyna K WHTepHeTy, noxanyincra, obpatutece K
npeacrtasutenio BMC.

Cbopka Mmacku
1 2

YcTaHoBUTL KopoTkas Tpybka Ha YCTaHOBUTL Y3en NoayLKv Ha
KOPMyC Macku 1 y6eanTbes, 4To y3en pambl 1 y6eauTbes, UTo
LapHupHas BTYnKa HafexeH. cBopka noayLku HagexHa.

3

BacukeupyiiTe BEpXHUE peMHU
OronoBbsi Ha KOpryce Macku.

HeVICnpaBHOCTVI U UX yctpaHeHue

f BoamoxHasn B

p

Macka He nnotHo  Macka BHuMaTenbHo npoyTtute

npuneraeT unu YCTaHOBMEHa Unn yKkasaHusi B pasnene
Heyao6Ha. oTperynupoBaHa «lMoaroHka mackuy.
HenpasuUnbHO. PeMHu oronoBsbst He
[IOMKHBI BbITb CIULLIKOM
3aTAHYThI.
Macka MpokoHCynbTUpYyTECH C
HEnpaBUMbHOTO nevalum Bpasom.
pa3mepa.
Macka He 3atsiHuTe o6a BEpXHUX 1
npaBunbHO HIDKHWUX PEMHM FOMOBHbIX
3aTsHyTa. y6opos.
BbicTyn macku Y6eautech 4TO BbICTYMN
CMeLEH unm Macku NpaBunbHO
cMopLLMCA Ha BbIPOBHEH B
nvue. COOTBETCTBUM C

VHCTPYKUMSIMU B
pasgene «Cbopka
macku». YbeguTtech 4to
BbICTYN Macku He UmeeT

CKNaaok.
BbicTyn macku QOuuncTUTE BLICTYN Macku
MOXeT BbITb B COOTBETCTBUM C
3arpsi3HEH. VHCTPYKLUSIMU B

pasgene «Ounctka
Macku B AOMALLHUX
YCnoBuax».



English/ ke

Macka crnuiukom Macka cobpaHa CobepwTe Macky 3aHOBO.

LYMUT. HenpaBUmnbHO.
BeHTunAuMoHHbIe Ounctute oTBEPCTUS B
oTBepcTNs COOTBETCTBUM C
3aKynopeHb! unn VHCTPYKUMSIM B pasaene
4acTM4HO «OumncTka Macku B
3aKynopeHsl. [IOMALLH1X YCHOBUAXY.

TexHUuYeckme xapakTepUCTUMKU

KpuBas Pacxon-[asnenve

8

&

4

Kpuas
Pacxop-faBneH
ne

5

CKOpOCTb NoTOKa (N/MuH)

e

0 10 20 30
Naenexune macku(cmH0)

HaBneHune
(cmH,0) 4 9 15 20 25
CkopocTb
notoka 19 30 39 46 52
(n/mMuR)

MépTBO€E NPOCTPaHCTBO 3TO O6BLEM NYCTON MAckn
WHdopMaums 10 LAPHUPHOTO COEAVNHEHNSI.
0 MépTBOM MépTBOE NPOCTPaHCTBO U3MEHSIETCS B
NPOCTPaHCTBE  COOTBETCTBUM C Pa3MEPOM BbICTYNa Mack, HO He
MeHbLue Yem 105 mn.

TepanesTnyec

Koe AaBneHune 4 ~ 25cmH;0.

M3mepeHHoe nafeHve faBnenust (cpegHee Ans

AspoauHamuy

eckoe 3-x pasmepoB)
conpoTuBneH npu 50 n/muH: 0,2 cmH,O
ve npu 100 n/muH: 0,8 cmH,0

3AABNEHHAA KOMMNEKCHAA BENNYMHA
LIYMOBBIAENEHWA cooTBeTcTBYET
TpeboBaHusim ctaHaapTa ISO 4871. B3pelueHHbIN

LWymMoBLIgene  ypoBeHb akyCTUHECKOH MOLYHOCTH Mo Lwkane A

Hue cocTtaensieT 28 ABA c norpelHocTbio 3 ABA.
BaBeLLEHHbIN ypOBEHb 3BYKOBOTO AABMEHUS NO
wkane A Ha pacctosiHum 1 M coctaBnsieT 20 ABA
c norpeLuHocTbo 3 ABA.

Pa6ouas Temnepatypa: ot +5°C go +40°C (o1
41°F po 104°F)
Pabouas BnaxHocTe: 0% ~ 93%
OTHOCUTENBHON HEKOHAEHCUpYLoLencsa
OkpyXxalolwue  BNaXHOCTU
ycnosusa XpaHeHue n TpaHcnopTuposka: ot -20°C ao
+55°C (oT -4°F po 131°F)
BnaxHocTb XpaHeHusi U TPaHCMOPTUPOBKN: 0% ~
93% OTHOCUTENLHO HEKOHAEHCUPYIOLLECs
BNaXxHoCTn

XpaHeHue

Y6eautecb YTO Macka MOJSHOCTBIO YUCTas M cyxasi nepeq
nomelleHneM eé Ha NoBoi Cpok XpaHeHusi. XpaHuTe Macky B
CyXOM ¥ 3aLLUWLIEHHOM OT MPSIMOro NonajaHust COTIHEYHOTo
cBeTa MecTe.

Ytunusaumsa

N5B Nasal Mask He coaepXuT HUKaKuX BpeaHbIX BELLECTB 1
MOXeT ObiTb YyTUNM3NpoBaHa BMeCTe C 06bl4HLIMW GbITOBbIMU
oTxoAamu.

O6o03Ha4eHus
CucTtema 1 ynakoBka

BHumaHue, obpatuTech k COnPoBOANUTENbHLIM
[OKYMeHTaMm.

OsHavaeT npeaynpexaexve unm
npeaocTepexeHne 1 npeaynpexaaeT Bac o
BO3MOXHbIX TPaBMax Unm obbsAcHseT
cneuvarnbHble Mepbl Ans 6e3onacHoro n
3hPEKTUBHOTO MCMONL30BAHUA YCTPOVCTBA.

Homep naptumn

HE B

Howmep kaTanora
He c oTaenkon U3 HaTypanbHoro natekca

TemnepaTypHble orpaHuyeHus

OrpaHuyeHnst BNaxHOCTH

=\®;.

MpounssoauTens

OduumansHoe NpeacTaBUTENLCTBO B
EBponeiickom CoobLiectse

3 E

OrpaHquHHaﬂ rapaHTusa

[apaHTupyetcs, 4to N5B Nasal Mask, Bkntoyasi kopnyc Macku,
Y3en nopywk, LLlapHupHas BTynka, 3aXuMbl 1 OronoBbe He
nposiBUT AedeKToB MaTepunanos 1 NPoU3BOACTBEHHOro Gpaka
B TeuyeHue pessiHocTo (90) AHel ¢ pAatbl npuobpeTeHns
nepBoHayanbHbIM MokynaTenem.

[ins  ocywecTBneHnss npaeB MO HACTOSILLEN rapaHTuu,
CBSKUTECb C MECTHBIMW aBTOPU30BAHHBIMUW ANUNepaMu.
Oxupaemblt cpok cnyx6bl ocHoBHoro N5B Nasal Mask
COCTaBnsieT OfWH rof.
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Ten: +86-10-51663880
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N5B Nasal Mask
Kullanim Kilavuzu

( €0123

N5B Nasal Mask

BMC'nin N5B Nasal Mask segtiginiz igin tesekkiir ederiz.
Nazal Maskesi, rahat, esnek ve sessizdir. Ciltinizle temasini
en aza indirerek tasarlanmistir, bu nedenle tedavi sirasinda
size rahat verecektir. Bu kullanma kilavuzu, maskenizi dogru
kullanmaniz igin ihtiyag duydugunuz bilgileri sunmaktadir.

Kullanim Amaci

N5B Nasal Mask, Surekli pozitif havayolu basinci (CPAP)

veya Bi-level sistemi gibi pozitif hava yolu basinci cihazdan bir

hastaya hava akimini noninvazif olarak yolliyor.

N5B Nasal Mask ise:

. Pozitif hava yolu basinci tedavisi 6ngorilmis yetiskin
hastalar (> 66 Ib / 30 kg) tarafindan kullaniimalidir.

. Ev ortaminda tek hastada yeniden kullanim ve hastane /
kurumsal ortaminda ¢ok hastada yeniden kullanim igin
tasarlanmigtir.

DIKKAT: ABD’de, Federal yasa, bu cihazin bir doktor
tarafindan  satin  alinmasi  veya  siparis  verimesi
sinirlandirmaktadir.

Endikasyonlar

Bu maskesi asagidaki kosullardaki hastalar igin dikkatle
kullaniimahdir:

. Yz deformasyonu.

. Kullanim sirasinda maskesi ile temas edecek yarali cilt.

Maskesini Kullanmadan Once

A UYARILAR

® Havalandirma delikleri agik tutulmalidir.

® Bu maske sadece CPAP ile yada doktor veya solunum
terapisti tarafindan Onerilen iki seviyeli cihazlar ile
kullaniimahdir.

® Cihaz agildig! surece maske kullaniimamalidir. Maske
donatildigi zaman, cihazin hava tflemesinden emin olun.
Aciklamalar: CPAP ve iki seviyeli cihazlari maskenin
disinda havanin sirekli akisi saglamak icin havalandirma
delikleri var 6zel maskeler (veya konektorler)ile birlikte
kullaniimak Uzere tasarlanmisgtir. Cihaz agildiginda ve
dizglin gahsmiyorsa, cihazdan gelen yeni hava
havalandirma deliklerinden gelen disari solunan havayi
temizler. Ancak, cihaz calismadiginda, yetersiz temiz
hava, maske yoluyla saglanacaktir, ve Uflenen hava
tekrar nefes alinabilir. Solunan havanin yeniden
soluklanmasi igin birkag dakikadan daha uzun sire
gerektirebilir, bazi durumlarda, bogulmaya yol agabilir. Bu
CPAP veya iki seviyeli cihazlarin gogu modeller igin
gecerlidir.

®  Silikon alerjisi olan kullanicilar icin gecerli degildir.

® Bu maske, yardimci olmayan, donuklagsmis, tepkisiz ya
da maskeyi kaldiramaz olan hastalarda
kullanilmamalidir.

® Tamamlayici oksijen kullanirken tlim uyarilara uyun.

® CPAP veya iki seviyeli cihaz galismazken, oksijen akisi
kapali olmalidir, bdylece kullanilmayan oksijen cihaz
muhafaza iginde birikir ve yangin riski yaratmaz.

® Oksijen yanmayi destekler. Oksijen sigara igildiginde
veya aclk alev varliginda kullaniimamalidir. Sadece iyi
havalandirilan odalarda oksijen kullanir.

® Tamamlayici oksijen akigl sabit bir akis hizinda, inhale
oksijen konsantrasyonu basing ayarlari, hasta solunum
sekli, maske, uygulama noktasi ve kagak oraninina bagh
olarak degisir.

®  Maskenin teknik 6zellikleri akis jenerator ile uyumlu olup
olmadigini kontrol etmek icin klinisyen saglanmistir.
Teknik 6zelliklerinin 6tesinde kullanilir veya uyumsuz
cihazlar ile kullanilirsa, maskenin mihiri ve konfori
etkili olmayabilir, optimum tedavi elde edilemeyebilir,
kagak veya sizintt orani degisimi, akis jeneratdru
fonksiyonunu etkileyebilir.

® Maskeyi kullanirken HERHANGI bir yan etki fark
ederseniz Yuz Maskesini kullanmaya son verin ve
hekiminize ya da uyku terapistinize bagvurun.

® Ayarlari ve operasyonel bilgileri ile ilgili ayrintilar igin
CPAP veya iki seviyeli cihaz kilavuzuna bagvurun.

®  Maskeyi kullanmadan 6nce tim ambalaji ¢ikarin.

Maske Pargalari

=
Yumusak kollu =
¥ Dirsek
==

N\
Ana kurl‘u{Q s \ Baglayici

(\ \ Cergevesi
=,

e
Yastik montaji _,

Klipler

Kisa boru

Firdondi

Baslik

N5B Nasal Mask yapisi

Maskenin takilmasi
1

Maskeyi burnunuzun  Kulaklarinizin asaglya

T

Alni gergevesi ve

kliplerin bosluklar izerine tutun ve alt kayislar getirerek,
araciligiyla pargacigi basligi basinizin ana kurulum Kliplerini
tarafindan baslik tzerine cekin. baglayin.

kayislar takin.

Ust baglik kayislarin Alt baslik kayislarin Maske gosterildigi
rahat ve saglam rahat ve saglam gibi giyildikten sonra.
oldugu kadar esit oldugu kadar esit

ayarlayin,ve maskeyi ayarlayin,ve maskeyi

yeniden takin. yeniden takin.

Maskenin sékilmesi

Not:

Ana kurulum pargalanmig olamaz.

1 2

Baslik st kismini, gergevesi Ust Ana kurulumindan Yastik montaji
kismindaki kurulum deliginden clkarin.

cikarin.

3

Cergeve aksamindan Kisa boru
cikarin.

Maskenin Evde Temizlenmesi

Notlar:

®  Maske ve baslik yalnizca elde yikamayla temizlenmelidir.

®  Baglik, klipleri gikarmadan yikanmisg olabilir.

® Maskeyi yikarken, Dirsek, ve Cercevesi Ana kurulum
diizeneginden sékiilemez.

A IKAZLAR

® Her zaman temizlik talimatlarini takip edin. Camasir suyu,
klor, alkol, aromatikler, nemlendiriciler, antibakteriyel
maddeler, ya da sistem veya hava ttpunin herhangi bir
bolimiini temizlemek igin kokulu yaglar iceren ¢oziimler
kullanmayin, takdirde maske zarar verebilir.

® Dogrudan glines Isidina veya Isi sistemi veya borunun
herhangi bir bolimini ortaya koymak bozulmasina
neden olabilir.

® Bilesenin herhangi bir gorinir bozulma (vb, gizik,
g6zyaslari catlama) olmasi halinde, bir bilesen atilmali ve
degistiriimelidir.

Giinliik / Her Kullanimdan sonra

®  Maske bilesenlerini s6kiim talimatlarina gére sékiin.

® Ayrilmis maske bilesenlerini (kafa teghizati haric), bebek
sampuani kullanarak (6rn.%1 oraninda seyreltiimis
Alconox) 10 dakika sireyle ilik (yaklasik 30°C) suyla
temizleyin.

® Hava agzini temizlemek igin yumusak tuyli bir firga
kullanin.

® Tum bilesenleri igme suyu kalitesinde suyla durulayin ve
dogrudan giines 1s1gina maruz kalmayacaklari bir yerde
havayla kurumaya birakin.

® Tim bilesenler kurudugunda, yeniden birlestirme
talimatlarina gore birlestirin.

Haftalik

Baslik ve tiim bilesenleri ilik sivi deterjan (6rn.%1 oraninda
seyreltiimis Alconox) kullanarak ilik (yaklasik 30°C) suyla
yikayin. Dogrudan giines 15191 havada kurumasini bekleyin.

Maskenin hastalar arasinda yeniden islem
gormesi

Bu maske bagska bir hastada kullanilacaksa islemden gegmesi
gerekmektedir. Ekteki “Temizlik ve Dezenfeksiyon Talimatlari”
na bakin, ya da “Temizlik ve Dezenfeksiyon Talimatlar” igin
BMC web sitesi www.bmc-medical.com.’a tiklatin. Eger
Internet erigiminiz yok ise litfen BMC temsilcisi ile irtibata
gegin.

Maskenin Tekrar Monte Edilmesi
1 2

Kisa boruyu Ana kurulum takin ve Yastik montaji ana kurulum takin
Firdéndi'in glivenilir oldugunu ve Yastik montaji giivenilir
dogrulayin. oldugunu onaylayin.

3

Baslik Gst kismini ana kurulum ist
kismindaki kurulum deligine takin.

Sorun Giderme
Sorun Muhtemel nedeni Muhtemel ¢ézim

Maske sizintisizligi ~ Maske yanlig monte ~ “Maskenin takilmasi”

diizgiin olamaz veya edilmis veya yanlis bélimiindeki talimatlari

rahatsiz'dir. ayarlanmis olabilir. dikkatle uygulayin.
Basliknin asir
sikilmadigindan emin
olun.

Maske boyu yanlis. Klinisyene danigin.

Maske dogru sikilir Hem Ust hem de alt
degildir. baslik bantlarini sikin.

Minder hizalanmamis  Minderi “Maskenin

veya yuziinde Tekrar Monte Edilmesi”

kingtiriimis durumda.  talimatlara gére diizgiin
ayarlanmis oldugundan
emin olun. Minder
icinde higbir
kingikliklarin
olmadigindan emin
olun.

Maske minderi kirli “Maskenin Evde

olabilir. Temizlenmesi”
talimatlara gére minderi
temizleyin.

Maske ¢ok gurdltili. Maske hatali olarak Maskeyi yeniden takin.
monte edilmistir.

Delikler engellenmis ~ “Maskenin Evde

veya kismen Temizlenmesi”

engellenmis. talimatlara gére minderi
ve ince pedi temizleyin.

English/Pycckuin/

Teknik Ozellikler

Basing—Akis Egrisi

50 +
=
® a0
=}
=
= 30
N
=
a0
Basing-Akis X
Egrisi <
10
o
0 10 20 30
Maske Basinci (cmH;0)
Basinci
(cmH,0) 4 9 15 20 25
Akis hizi
(t/dak) 19 30 39 46 52
. Ol bosluk ise, Maskenin firdéndii kadar oldugu
Olii Bosluk bos hacmidir.
Bilgileri Maskenin 61l bosluk minder boyutlarina gore

degisir ama 105 mL 'den az olacaktir.

Terapi Basinci 4 ila 25 cmH,0.

Olgiilen Diisme Basinci (3 boyut igin ortalama)
Direng 50 L/dk'de: 0,2 cmH,O
100 L/dk'de: 0,8 cmH,0

BEYAN EDILMIS CIFT SAYISI GURULTU
EMISYON DEGERLERI ISO 4871'e uygundur.
Maskenin A-agirlikh ses gli¢ seviyesi belirsizligi 3

Ses dBA ile 28 dBA arasindadir. 1 m mesafede
maskenin A-agirlikli ses basing seviyesi belirsizligi
3 dBA ile 20 dBA arasindadir.
Calisma sicakhigi: +5°C ila +40°C (41°F ila 104°F)
Calisma nemi: %0 ~ %93 bagil nem
yogusmasiz

Gevre Kosullar Depolama ve tasima: -20°C ila +55°C (-4°F ila
131°F)
Depolama ve tagima nemi: %0 ~ %93 bagil
nem yogusmasiz

Depolama

Maskeyi uzun sire saklamak lzere oldugunda, iyice temiz ve
kuru oldugundan emin olun. Maskeyi dogrudan glnes
1s1gindan uzak ve kuru bir yerde saklayin.

Bertaraf edilmesi

N5B Nasal Mask herhangi bir tehlikeli madde icermemektedir
ve normal ¢op olarak bertaraf edilebilir.

Semboller

Sistem ve Paketleme

Dikkat, birlikte gelen belgelere bakiniz.

Uyari veya Dikkat ve muhtemel yaralanma

uyarilari size gosterir veya cihazin glivenli ve
etkili kullanimi igin 6zel dnlemleri agikliyor.

Lot numarasi
Katalog numarasi

Dogal kauguk lateks ile yapilmis degil

A B

"
]

Sicaklik sinirlamasi

Nem sinir

'i@}'t

Uretici

FE

Avrupa Birliginde Yetkili Temsilci

Sinirh Garanti

N5B Nasal Mask, tim bilesenleri, Ana kurulum, Yastik montaji,
Firdond(, Klipler, Baslik ilk tliketici tarafindan satin alinma
tarihinden itibaren doksan (90) giin siireyle malzeme ve isgilik
kusurlarina kargi garanti kapsaminda oldugunu beyan ederiz.
Bu garanti kapsaminda haklarini, yerel, yetkili saticilara
basvurun.

N5B Nasal Mask beklenen servis émri bir yildir.
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