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with the warranty periods from date of purchase
listed below. The warranty conditions are available
on the manufacturer’s website. We will also send you
the warranty conditions on request.

Please bear in mind that any claim under warranty
and liability shall be void if neither the accessories
recommended in the instructions for use nor original
spare parts are used.

In the event of a claim under warranty, contact your
specialist dealer.

Product Warranty periods

Masks including accessories | 6 months

12 Declaration of Conformity

The manufacturer Lowenstein Medical Technology
GmbH + Co. KG (Kronsaalsweg 40, 22525 Hamburg,
Germany) hereby declares that the product complies
with the relevant provisions of the Medical Device
Regulations (EU) 2017/745. The unabridged text of
the Declaration of Conformity can be found on the
manufacturer's website (www.loewensteinmedi-
cal.com).

In the EU: As a user and/or patient, you must report
any serious incidents occurring in conjunction with
the product to the manufacturer and to the responsi-
ble authority.
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1 Operation
Operating steps

The figures show the following steps for operating
the mask:

n Putting on the mask
a Adjusting the mask
Removing the mask
n Dismantling the mask

BAsseminng the mask
For blind and partially-sighted users

An electronic version of the instructions for use is
also available from the download area of the manu-
facturer’'s website.

2 Introduction
2.1 Intended use

The JOYCEone mask is used for treating sleep apnea
and for non-invasive and non-life-sustaining ventila-
tion of patients with respiratory insufficiency. It
serves as a connecting element between the patient
and the therapy device.

2.2 Contraindications

The mask must not be used on patients weighing <
30 kg.

The mask must not be used in the following situa-
tions: Immediate intubation required, loss of con-
sciousness, acute vomiting.

The mask may be used in the following situations
only with particular caution: Pressure marks and
acute injuries to the skin of the face; skin allergies in-
volving the face; deformities of the face or nasophar-
ynx; acute pain affecting the face; cough reflex re-
stricted or absent; claustrophobia; acute nausea.
The mask is not suitable for use with a nebulizer or
as an anesthetic mask.

If you are not sure whether one of these situations
applies to you, consult your healthcare professional.
Observe the contraindications in the instructions for
use of your device.

2.3 Side effects

The following side effects may occur when using the
mask: nasal congestion, dry nose, dry mouth in the
morning, feeling of pressure in the paranasal si-
nuses, irritated conjunctiva, skin redness, pressure
marks on the face, facial edema, irritating noises
when breathing.

Contact your healthcare professional if any of these
side effects occurs.

2.4 Clinical benefit

Transfers the therapeutic efficacy of the therapy de-
vice to the patient.

3 Safety

A WARNING! Unusually hazardous situation. If
you ignore the following instructions, severe,
irreversible or fatal injuries may result.

Risk of injury due to damaged mask parts or

those under strain!

= Perform a visual inspection before every use and
after every cleaning operation. Replace mask
parts if necessary.

= Note useful life (see section entitled “Technical
data”).

Risk of injury from accumulation of CO,!

Expired carbon dioxide (CO2) may accumulate in

the mask.

= Only use the mask when therapy is in progress.

= Only use the mask within the quoted therapy
pressure range.

= Do not use the mask on patients who are unable
to take it off themselves.

= Do not close off exhalation systems.

Risk of injury due to the use of oxygen!

Oxygen can accumulate in clothing, bed linen, and

hair. Supplying oxygen without a safety device can

lead to fire.

= Ifrequired: Use an oxygen safety valve.

= Follow the instructions for use for the oxygen

supply system.

Do not smoke.

Avoid naked flames.

Ventilate the room well.

Keep mask free from oil and grease.

Observe the safety instructions in the instruc-

tions for use of the device.

Risk of injury due to insufficient supply to the

patient!

= Activate low pressure/leakage alarms on device.

= Use the correct mask size and check that it fits
tightly.

Risk of injury from inadequate cleaning!

= Clean mask parts before using for the first time
(see section entitled "Cleaning and reprocess-
ing").

= Clean the mask regularly.

= Incase of a change of patient in the clinical envi-
ronment: Follow the document Mask reprocess-
ing instructions (see section entitled "Reprocess-
ing").

R
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A\ CAUTION! Hazardous situation. If you ignore
these instructions, mild or moderate injuries
may result.

Risk of injury due to allergies!

= Be aware of the materials used in the mask (see
section entitled "Materials"). Only use a mask
following consultation with a healthcare profes-
sional.

= When selecting the detergent, consider potential
allergies.

Risk of injury due to incorrect adjustment of

the headgear!

If the headgear is tightened too much, the mask

may fit too tightly, press against the face, and cause

skin redness, pressure marks, or facial edema.

= Adjust the headgear correctly (see Figure n) so
that the mask fits comfortably and seals without
excessive pressure.

4  Product description

A diagram of the individual parts can be found on
the title page.

Mask part |Frequency |Action

EN

All mask Daily Soak and wash for 15
parts minutes and clean for 3
minutes using a soft
cleaning brush.

Tube connection: Tapered
connection to EN ISO 5356-1

@ 22 mm (male)

Wash for 15 minutes.

Headgear | Weekly

Flow resistance

1 | Headgear Rotating sleeve

Forehead cushion Mask body

Forehead support Headgear clip

O |0 |[J |o

Mask cushion

2

3

4 | Retaining ring
5 | Elbow

Compatible devices

In some device combinations, the actual pressure
does not correspond to the therapy pressure dis-
played by the device. Have the device adjusted by a
healthcare professional so that the actual pressure
in the mask corresponds to the therapy pressure.
This adjustment should be made with the type of
mask that will be used during therapy.

Exhalation system

The mask has an integrated exhalation system. The
exhaled air escapes through a gap.

5 Cleaning and reprocessing

5.1 Clean mask
1. Wash your hands before starting cleaning.

2. Dismantle mask (see Figure n).

3. Clean the mask by hand (max. 30 °C, 1 ml mild
detergent to 1 | water) in accordance with the fol-
lowing table:

0 All parts can be washed in a dishwasher once a
week (max. 70 °C, mild detergent, max. pro-
gram length 90 minutes, top basket, separate
rinse).

4. Rinse all parts with clean water.

Allow all parts to air-dry.

6. Carry out a visual inspection for cracks and de-

formations. Replace damaged parts. Discol-
oration is harmless.

v

7. Re-assemble mask (see Figure [EJ).
5.2 Reprocessing (clinical environment)

In the event of a change of patient, follow the in-
structions in the document entitled Information on
reprocessing. The document can be found on the
manufacturer’s website. We will send you this docu-
ment on request.

5.3 Disposal

Dispose of the mask in domestic waste. In the clinical
environment: Dispose of the mask in accordance
with hospital regulations.

6 Troubleshooting

at 50 [/min 0.2 hPa

at 100 |/min 0.9 hPa
Service life 5years
Useful life Up to 12 months'
Therapy pressure 4 hPa - 30 hPa
Quoted two-figure noise emis-

sion value according to ISO

4871:

Sound pressure level 19 dB(A)
Sound power level 27 dB(A)
Uncertainty factor 3dB(A)
Temperature:

Operation +5°Cto +40°C
Transport and storage -20°Cto+70°C

9 Characteristic pressure/flow
curve

Mean intentional leakage (I/min)

0
0 5 10 15 20 2 20 35

Therapy pressure (hPa)

10 Markings and symbols

The following markings and symbols may be applied
to the device, accessories or packaging.

Standards applied

ENISO 17510: 2020

Symbol |Description

2017/745

Product class to MDR (EU) Ila

Manufacturer and, if necessary, date of
manufacture

! Useful life depends on cleaning and on the cleaning
agents used, on the amount of time worn daily, on
therapy pressure, and on individual secretion of
sweat. The use of the second mask cushion (option-
ally included) will not extend the useful life.

8 Materials

No parts of the mask contain latex, PVC (polyvinyl
chloride) or DEHP (diethylhexyl phthalate).

Unique device identifier (unique product
code for medical devices)

Order number

Indicates the product is a medical device

Follow the instructions for use

Headgear

CO (cotton), EL (elastane), PA
(polyamide), P (polyester), PU
(polyurethane)

Permitted temperature range for trans-
port and storage

Headgear clip

PA (polyamide), POM (poly-
oxymethylene)

Use by date

Sl =SIEE] 3
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Fault Cause Action
Draftin the Mask fits too | Adjust headgear
eye loosely. so that it is tighter.
Mask does not | Contact your spe-
fit. cialist dealer.
Therapy pres- | Mask is not Re-adjust mask.
sure is not correctly ad-
reached. justed.
Mask cushion | Replace mask
isdamaged. | cushion.
Circuit is dam- | Check circuit and
aged. the correct fit of
circuit.

(hard component)

~e— | Keep out of sunlight
Forehead support | PA (polyamide) j:\'t
Spring of forehead | SI (silicone)
support LOT/ | Lot number
Forehead cushion | SI (silicone) c € CE symbol (confirms that the product
Retaining ring PP (polypropylene) conforms to the applicable European di-

rectives/regulations)

7 Technical data

Retaining ring (soft

TPE (thermoplastic elastomer)

Dimensions in mm

(WxHxD) 96 x 115 x 83
Weight 879
Dead space 90 ml

component)

Mask body PA (polyamide)
Mask cushion SI (silicone)
Elbow PA (polyamide)
Rotating sleeve PA (polyamide)

11 Warranty

Lowenstein Medical Technology gives the purchaser
of a new original Léwenstein Medical Technology
product and of a spare part fitted by Ldwenstein
Medical Technology a limited manufacturer warranty
in accordance with the warranty conditions applica-
ble to the product in question and in accordance
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CpeaHsisi NpegHaMepeHHas yTeuka (n/MuH)
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Ha v3penue, akceccyap Unm ynakosky MOTYT 6biTb
HaHeceHbl ykasaHHasi jasiee MapkvpoBKa 1 CUMBO-
n
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OnucaHune

M3roToBuTeNb 1, NO HEO6X0,CI,I/IMOCTI/I,
AaTa N3roToB/ieHNA

NAEHTUOUKALMOHHBIN HOMEp U3genns
(eanHast MapK1pOBKa MEANLMHCKIX W3-
Lenni)

Homep 3akasza

0603HaueHMne B KauecTBe MeANLINHCKO-
ro usgenvs

CO6H}OAaTb NHCTPYKLMKO NO NOJib30Ba-
HWHO

AOI‘IyCTVIMbII?I AVana3oH Temnepatyp npu
TPaHCNOPTMPOBKE N XPaHEHUN

MpriMeHeHVie BO3MOXHO A0 yKa3aHHOIA
AaThl

0~ EE RS

<~ n
//T\\ Bepeub OT conHeuHbIX nyyeit
m

LOT| | Homep napTun

c E 3Hak CE (NoATBEPXAAET COOTBETCTBYE
134enns AeiicTBYIOLLVIM eBPOMNencKMm
ANPEKTUBAM/NHCTPYKLMSM)

11 TapaHTMUA

KomnaHus Lowenstein Medical Technology npego-
CTaB/IsieT NOKynaTesto Ha HOBOE OPUrMHaNbHOE 13-
aenve Léwenstein Medical Technology 1 Ha ycTaHoB-

NeHHyto KomnaHmnein Lowenstein Medical Technology
3amnacHyto YacTb OrpaHNYEHHY0 rapaHTIio U3roTo-
BUTENS COrNacHO AeCTBYHOLLIMM AJ15 COOTBETCTBYHO-
LLLero V34enuns rapaHTUIAHbIM YCIOBUSIM 1 NpYBe-
AEHHbIM HUXe rapaHTUIAHBIM CPOKaM, HauuMHasl ¢ Aa-
Thbl NOKYMKW. C rapaHTUAHBIMN YCIOBUSIMU MOXHO
03HaKOMUTLCS HAa MHTEPHET-CaliTe N3roTOBUTENS.
Mo XenaHuo Mbl BbILLJIEM BaM 3TV rapaHTUiiHbIe
ycnosusi.

VmeliTe B BUAY, 4TO Nt06bIE rapaHTWiHbIe NpaBa 1
OTBETCTBEHHOCTb U3rOTOBUTENS TEPSIOT CUNTY, €C/N
1CMO/b3YHOTCA He PEKOMEH/0BaHHbIE B UHCTPYKLMM
M0 MO/b30BaHMIO aKceccyapbl 1 HeOpUrMHaIbHble
3anacHble 4acTu.

C rapaHTUAHBIMU peknamaLmsaMmn obpallaintecs K
MEeCTHOMY aBTOPM30BaHHOMY AUNEpY.

N3penne FapaHTuWiiHbIe Cpo-
K1
Mackw, Bkntoyas npuHag- 6 MecsLeB

NeXHoCTn

12 CepTuduKaT COOTBETCTBUSA

HacToswmm nsrotosutens — ¢prpma Léwenstein
Medical Technology GmbH + Co. KG (Kronsaalsweg
40, 22525 Hamburg, Deutschland) — 3asBnager, uto
n3zenne oTeeyaeTt COOTBETCTBYHOLLVIM MONOXEHNAM
JupekTyBbl EC N0 MeanLMHCKO NPOAYKLMN
2017/745. C NONHLIM TEKCTOM CepPTUdUKATa COOTBET-
CTBWS MOXHO 03HaKOMUTLCS Ha Beb-caliTe
(www.loewensteinmedical.com) nsrotosutens.

B cTpaHax EBpocotosa: fBnssice nonb3oBatenem v/
NV NaLMeHTOM, Bbl 06513aHbI CO06LLaTh 060 BCex
CBSA3aHHbIX C M3Je1eM Cepbe3HbIX NPONCLIECTBMAX
M3roTOBUTEJIHO 1 OTBETCTBEHHOMY YUPEXAEHUIO.
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1 NpwumeHeHKMe
ﬂOpﬂ,qOK NoNb30BaHUA NpeACTaBNeH Ha PUCYHKaX:

n HapesaHue macku
a MoaroHka mMacku
a CHSATUE MacKn
n Paszbopka mackm

B Cbopka macku

[Ons He3psaYMX UM cNaboBUAALLMX NONb30Ba-
Tenemn

VIHCTpYKLWS MO NOAb30BaHMIO Takke AOCTYNHa B
3NeKTPOHHOW BepCum B 0611aCTL 3arpy3Kki Ha Beb-
caiiTe U3rotoBuTeNs.

2 BsepgeHue
2.1 HasHaueHwune

Macka JOYCEone ncrionb3yeTcs Ans eyeHns octa-
HOBKW JbIXaH1si BO BPeMS CHa 1 A1 HEMHBA3WBHOM
N HexM3HeobecnevmBatoLLEen NCKYCCTBEHHON BEHTH-
NALNN Nerkux y NauyMeHToB ¢ BEHTUNALMOHHON Abl-
XaTeNbHON HeA0CTaTOYHOCTL0. OHa CNYXWT B kaye-
CTBE COEAVHNTENIbHOMO 3/1EMEHTa MeXay nauueH-
TOM U TepaneBTUYEeCK1M annapaTom.

2.2 TpoTmBoOMNoKasaHus

3anpeLlaeTcs MPUMeHATb Macky Ans NaLMeHToB Be-
COM MeHbLue 30 Kr.

B cnegyrowmx cutyaLmsx NpyMeHsTb Macky 3anpe-
LLIaeTCsA: He06XOANMOCTb HeMeANeHHOI UHTY6aLuK;
NoTepsi CO3HaHWS; CUbHas pBOTa.

B cnepyrolmx cuTyaLmsx paspeLuaeTcs npuMeHsTb
MacKy TO/IbKO C 0CO60I OCTOPOXHOCTBIO: CIeAbl Ha-
[aBNVIBaHUS U 3HAUUTENIbHbIE MOBPEXAEHUS KOXM
23, KOXHas anneprvs B obnactu nnua, gepopma-
LMW L@ VAU HOCOTNIOTKI, OCTPbIe 6011 B 0bnactu
JINLA, OFPAHNYEHHBIN N OTCYTCTBYHOLLNA KaLuse-
BOI pediekc, Knayctpodobus, CuabHasa TOLLHOTA.
Macka He npejHa3HaueHa A8 NCNOb30BaHUSA C
pacnblAMTenem Uav B Ka4ecTBe aHecTeTN4eckon
MacKm.

Ecnv BbI Npeanonaraete, YTo kK BaM MOXeT OTHO-
CUTbCS OfHA M3 YKa3aHHbIX CUTYaLii, obpaTuTech K
MeAMLMHCKOMY cnevpanucty. ObpaTute BHUMaHue
Ha NPOTVBOMOKa3aHWs, MPUBEAEHHbIE B HCTPYK-
L1V 1O NONb30BaHMIO annapaTom.

2.3 MMo6ouHble geicTeums

Mp¥ MCMNo/Ib30BaHMM Mackn BO3MOXHbI CedytoLLme
no6ouHble AeNCTBUSA: 3aN0KEHHOCTb HOCA, CYXOCTb B
HOCY, CyXOCTb BO PTY MO yTpaMm, YyBCTBO AaB/eHNS B
OKOJIOHOCOBbIX Ma3yxax, pasapaxeHue C13UCToi
060/104KI a3, MOKPACHEHWEe KOXW, Ciefibl HaAaB-
JVIBaHUS Ha NniLie, OTeK LA, LWyMbl MPY AbIXaHWN.

Mpw NOSBAEHWM 3TUX NOBOYHBIX AENCTBUI 0bpaTy-
TeCb K MEAULMHCKOMY CreLmanncTy.

2.4 KnunHwnyeckas nosb3a

I'Iepe,u,aqa TepaneBTNY€eCKoro BOBAGI\/'ICTBVIFI OT anna-
pata VICKyCCTBEHHOVI BEHTUNAUMW Nerknx nauneHTy

3 be3sonacHocTb

A MPEAYNPEXAEHWUE! YpesBbiualiHO onacHas
cuTyaums. HecobntogeHne cnesyroLymx ykasa-
HUIA MOXET NOoB/eYb 3a CO6OI TAXKME,
HeobpaTVMble UK CMepTeNbHbIE TPaBMbI.

OnacHOCTb TPaBMMPOBaHMSA NOBPEXAeHHbI-

MW NN NOABEPrHYTLIMU Harpy3kam KomMmmo-

HeHTamMu macku!

= lepes KaxAblM NPYIMEHEHNEM 1 Noce KXo
OYMNCTKM BbIMNONHUTE BU3YabHbIA KOHTPOAb.
MpY He06XOAMMOCTY 3aMEHSIATE KOMMOHEHTbI
MacKu.

= CobntogaiiTe CPOK NONb30BaHYUSA.(CM. pa3aen
«TeXHUUECKME XapaKTePUCTUKM»).

OnacHOCTb TPaBMMPOBaHNA B pe3y/bTaTe

HakonneHwus CO,!

BblabixaeMbilii yrnekucabiii ras (CO,) MoxeT cobu-

paTbCs B POTOHOCOBOM Macke.

=> Mcnonb3yiiTe pOTOHOCOBYO MacKy TONbKO B XO-
Je Tepanuu.

= Mcnonb3yiTe pOTOHOCOBYO MACKy TONBbKO B yKa-
3aHHOM /ManasoHe TepaneBTNYecKoro Aase-
HYS.

= [lauyeHTbl, KOTOpbIe He COCOBHbLI CaMOCTOS-
TeNIbHO CHATb MACKY, JOMKHbI HAXOANTLCS MOJ
HabntoAeHeM MNajLLIero 1 cpefHero Meanep-
coHana.

= He ncnonb3yiiTe POTOHOCOBYH Macky A5 NaL-
€HTOB, KOTOPbIE He MOryT CaMOCTOSATE/ILHO ee
CHATb.

= He 3akpblBaiiTe BbljblXaTeNbHble CUCTEMBI.

OnacHOCTb TpaBM NPU UCMONb30BaHUMN KUC-

nopoga!

Kncnopog MoXeT ckannvBaThCs B OAeX/e, MocTelb-

HoM 6enbe 1 Bosocax. Mogava kmnciopoga 6es 3a-

LLIMTHOrO YCTPOVCTBA MOXET CTaTb NMPUYKNHON No-

Xapa.

= [p1 Heo6X0AMMOCTI BLIMONHATE YKa3aHHble
Janee feiictBus: Vicnonb3yiiTe npefoxpaHu-
TeNbHbIN KnanaH ANs K1cnoposa.

= Cobntogaiite MHCTPYKLIMIO MO NOb30BaHUIO CU-
CTeMOVi Mojaun KMCnopoga.

= Hekypure.
= lI36eraiiTe NCNONb30BaHNA OTKPBITOrO OTHS.
= Kak cnegyet npoBeTpuTe NomMeLLeHue.



= (neanTe, uTobbl Ha Macke He 6bIN0 Clej0B Mac-
na v xupa.

= CobntogariTe ykasaHus no 6es3onacHocTu, npu-
BeAeHHbIe B MHCTPYKLMM MO NMO/b30BaHMNI0
ycTpolicTBa.

OnacHoCTb TPaBMMPOBAHUSA U3-3a HefJoCTa-

TOYHOro cHabXXeHns nayMeHTa Bo3ayxom!

= AKTMBMpY/Te Ha annapare CUrHanbLHoe yCTpoii-
CTBO MOHWXEHHOTO AaBNEHNS[yTEUKM.

= Vcnonb3yiite Macky NoAXoAsLLero pasmepa 1
npoBepbTe ee NoA0XeHNe.

OnacHocTb TpaBM BCeACTBME HeA0CTaTou-

HolA oumncTku!

= Tlepes nepBbIM NPYIMEHEHVEM OYNCTITE KOMMO-
HEeHTbI Macku (cM. rnaBy «OUMCTKA W TUTMEHNYe-
cKkast 06paboTka).

= PerynapHo ounLaiiTe pOTOHOCOBYO MacKy.

= Tlpu cMeHe naumeHTa B 60/IbHNYHbIX YCNOBHUSIX:
cobntogariTe TpeboBaHMA JOKYMEHTa VIHCmMpyk-
yuu no 06pabomke POMOHOCOBbIX MACOK (CM. pas-
aen «furveHnyeckas 06paboTka).

A\ OCTOPOXHO! OnacHas cutyaLvs. Heco6nto-
AeHue CnedytoLLyX yKasaHUiA MOXeT noseYyb
3a C060M Nerkve NAn cpesHen THKecT Tpae-
Mbl.

OnacHoCTb TPaBMUPOBaHUSA B Ciy4vae ansep-

rmyecknx peakumii!

= [pMWTe BO BHMMaHVe 1CMoNb30BaHHbIE B PO-
TOHOCOBast Macke MaTepuanbl (cM. pasgen «Ma-
Tepuanbi»). Mob3yiATeCch POTOHOCOBOI MacKoi
TO/IbKO MO COrNACOBAHWIO C MEANLWIHCKMM Crie-
LManmncTom.

= [pw BbiGOpe CPeACTBa OUNCTKY MPUMNTE BO
BHVIMaHMe BO3MOXHbIe afnepruyeckme peak-
uum.

OnacHOCTb TPaBM NpY HEMpaBU/ILHOW pery-

NINPOBKeE 0rosiosbs!

Mpu Ype3MepHOM 3aTATVIBAHUN PEMHEN Oros0Bbs

BO3MOXHa C/IMLLIKOM MN/I0THasi Mocajka POTOHOCO-

BOIA Mackyi C aBNeHeM Ha ML, YTO BbI3blBaeT

MOKPACHEHWS KOXW, CNefbl HaAaBANBAHUS 1 OTeKN

amua.

= [paBUNbHO OTPEryNVpyiiTe OroaoBbe (CM. pic.
a), 4T0bbI 06EeCneUnTb KOMGOPTHOE 1 MAOT-
HOe npuneraHne poTOHOCOBOI Macku.

4 OnwucaHue nsgenus

OTaeNbHble YacTy M306paxeHbl Ha TUTYLHOI CTpa-
HU1LE.

—_

Oronosbe 6 | LlapHupHas BTynKa

2 | HanobHas nogywika |7 | Kopnyc macku

3 | HanobHwk 8 | Knunca pemHen oro-

noBbA

4 | CronopHoe konbLo |9 | MoayLuka macku

5 | Yronok

CoBMecTUMbIe annapaTbl

Py HEKOTOPbIX COYETaHWAX annapaToB GpakTuYe-
CKO€ JaB/ieHVe B Macke He COOTBETCTBYET Npeanu-
CaHHOMY TepaneBTNYeCKOMY AaBNEHUIO, KOTOPOe
rnokasblBaeT annapart. Monpocute MeAULMHCKOro
CcreLyanvcTa OTperympoBaTh KOMIIEKT annapaty-
pbl TakMM 06pa3oM, YTobbl GakTyeckoe jaBneHne
B Macke COOTBETCTBOBA/IO TepaneBTNYecKoMy AaB-
NeHuto. Takast perynvmpoBKa A0MKHa BbIMONHATLCS
ANS TOTO TIMA Macki, KOTOPbIA UCMONb3YeTCs B XO4e
Tepanuu.

BblgbixaTenbHas cuctema

Macka ocHalLeHa BCTPOEHHOM BblAbIXaTeNbHOMR cu-
cTeMoiA. Yepes 3TOT 3a30p BbIXOAMUT BbljbIXaeMblii
BO3AYX.

5 OuyucTka v rurmeHmnYeckas
obpaboTka

5.1 OuwucTKa Mackm
1. Tleped 04MCTKOI BLIMOITE PyKU.

2. Pa3o6patb Macky (cm. puc. n).

3. OunCTUTE POTOHOCOBYH MAcKy BPyUHYH (MaKc.
30 °C, 1 mn markoro motoLero cpeActsa Ha 1 1
BOZbl) COrNacHoO cneaytoLLeii Tabnuue:

5.2 TnrneHunyeckas obpaboTtka
(60NnbHUYHbLIE yCN0BUS)

Mpu cMeHe NavyieHTa cneayiiTe ykasaHusm B 4OKY-
MeHTe «/IHCmpyKkyuu no 06pabomke pomoHOCo8bIX
Macok». lokyMeHT JOCTYMeH Ha HTepHeT-caliTe
13roToBuTeNs. Mbl MOXeM BbICIaTb AOKYMEHT M0
3anpocy.

5.3 Ytunmunsauyusa

YTUAN3VpYATe AbIXaTenbHY Macky BMecTe C 6bITo-
BbIMU 0TX0AaMU. B 6ONBHUYHBIX YCIOBYSX: YyTUAM-
31py¥iTe Macky COrlacHo NpaBuiaM MeANLMHCKOro
yupexzaeHus.

6 HeuncnpaBHocTM

Heuncnpas-
HOCTb

MpunumHa JOeiictBrne

Ctpys Bo3gyxa | PoToHOCOBas | 3aTAHWUTe Oroso-

B rnasa Macka CAnT | Bbe NoTyxe.
C/ILLKOM CBO-
604HO.
PotoHocoBas | ObpatuTech K aB-

Macka He Mog- | Topu3oBaHHOMY
XO4MT. Anepy.

[etanb YactoTa

Macku

[elictBue

Bce getanu | ExXegHeBHO | 3amounTe Ha 15 MUHYT 1

He gocturaer- | PoToHocoBasi | 3aHOBO OTperysu-
s TepaneBTU- | Macka Hempa- | pyiiTe pOTOHOCO-
yeckoe faBJie- | BUIbHO OTpe- | Byt Macky.

CpOK NnoNb30BaHUA

10 12 mecsies”

Hue

TpaHcnopTpoBKa 1 XpaHe-

TepaneBTunyeckoe faBneHve 4rMa-30rMa
YKa3aHHOe JBy3HauHoe 3Ha-

YeHue LLYMOBbIAENEHNS CO-

rnacHo ISO 4871:

YpoBeHb 3ByKOBOTO AaBneHus 19 aB(A)
YpOoBeHb 3BYKOBOI MOLLHO- 27 8B(A)

cTm 3 AB(A)
[MorpelHocTb

Temnepatypa:

npw 3KcrnayaTaumn ot +5°C o +40°C

oT-20°C go +70 °C

MprMeHUMble CTaHAaPTHI

ENISO 17510: 2020

(MDR) 2017/745

Knacc npogykrta cornacHo JIE]
NHcTpykumy EBpocotosa and
MeANLMHCKOR NPOoAyKLmM

! CpoK M0Mb30BaHVSt 3aBUCHT OT OUNCTKU U UCTONb-
3yemOoro MOLLIEro CPeACTBa, eXeAHEBHON NMPOA0N-
XWTENbHOCTU HOLLIEHVS!, TepaneBTUYeckoro Aasne-
HUS 1 MHAVBIAYaNnbHOTO NOToOTAeNeHNS. Vicnonb-
30BaHu1e BTOPOIA NOAYLIKM Macku (MprobpeTaeTtcs
OTAENbHO) He MPOZANEBAET CPOK MO/Ib30BaHNA.

8 MaTtepwmansl

Bce AeTanm poTOHOCOBOI Macki He Cogepxart na-
Tekc, MBX (noameuHunxnopug) v A3r® (auatnnrek-

cundranart).

Hue. rynupoBaHa.

MoBpexaeHa | 3ameHWTe NOAyLL-

noyLKa mMac- | Ky Macku.

KW,

MospexaeHa | MposBepbTe cucTe-

cuctema Tpy- | My TpyboK v Haa-

60K. Nexatlee kpere-
H1e cncTeMbl Tpy-
60K.

Oronosbe

CO (xnonok), PUE (anactaH),
PA (nonvamuga), P (nonu-
3¢mp), PUR (nonvypetaH)

Knunca pemHeit
0ronoBbs

PA (nonvamua), POM (no-
JIMOKCUMETHIEH)

Macku NpoMOiiTe, ounLLaiTe B
TeueHve 3 MUHYT MAr-
KOIA LLLeTKOM.
Oronosbe | ExeHe- MpomoiiTe B TeueHne
feNbHO 15 MUHYT.

7 TexHuYecKue XapaKTepucTukmn

HanobHuk

PA (nonvamua)

0 Bce getanv MOXHO eXeHefelbHO MbITb B NOCY-
JIOMOeYHOI MaLviHe (Makc. 70 °C, MArkoe mMoto-
LLiee CpeACTBO, MAKC. A/INTENbHOCTb Mporpam-
Mbl 90 MUHYT, BepXHSisi KOP3UHA, OTAENbHBbIIA
PEXVM MOTKN).

4. TIpOMbITb BCE feTanu YNCTON BOZOM.
MpocyLWwmTb BCe YacTu Ha BO3AyXe.

6. TpoBecTV BU3yasbHbI KOHTPOb Ha NpeAMeT
TpeLmH 1 AedopMaLinii. 3aMeHNTb MOBPEXAEH-
Hble geTanu. /I3MeHeHWs LBeTa He sBSOTCA
OMNacHbIMU.

U

7. Cob6patb Macky (cm. puc. B).

Ynpyrui anemeHT
HanobHuKa

SI (cunmkoH)

HanobHas nogyLu-
Ka

SI (cunmkoH)

Pasmepbl, MM

(LWmpvHa X BbICOTa X rNy6yHa) 96 x 115 x 83
Macca 871
O6bem MepTBOro Npo- 90 mn
CTpaHCcTBa

MoakntoyveHme TpyoKK: KOHYC
cornacHo EN ISO 5356-1

@ 22 mm (wTekep)

CTOMOpPHOE KO/bLIO
(TBepAbI KOMMO-
HEHT)

PP (nonvnponunen)

ConpoTnBeHNe NoToKy

CTOMNOpHOE KOMbLIO
(msarkuit komno-
HEHT)

TPE (Tepmonnactnyeckuii
anactomep)

Kopnyc mackun

PA (nonvamua)

npu 50 1/MuH 0,2rMa
npu 100 n/MuH 0,9rMa
Cpok cnyx6bl 5 net

MoayLuka macku

SI (cunmkoH)

Yronok

PA (nonvamua)
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10 TaH6anamanap >kaHe TaHbanap

OHimze, Kepek-XapakTapja Hemece kanTamanapaa
Keneci TaH6anamanap MeH TaHbanap KonAaHbIybl
MYMKiH.

Cnnattamachol

OHZipyLLi X3He, erep KaxeT bonca,
LUbIFapbIIFaH KyHi

ManaanaHy 60MbIHLLIA HYCKay/blKTa YCbIHbIFaH
Kepek-xapakTap Hemece TyMHYCcKa Kocakbl
6enLeKTep NanganaHbiamaca, keningik nex
XayankepLUifnikke KaTbICTbl Ke3 KeNreH LafbiM
Xapamcbl3 60N1aTbIHbIH eCKepiHi3.

KeningikTi yCbIHY KaxeT XarAaiinapaa apHaiibl
Avnepre xabapnacbiHpl3.

OHIMHIH NaeHTUUKALMANBIK HOMIpI
(MeanumMHanbIk eHIMAEP YLWiH Gipkeki
eHiM TaH6anayb!)

OHIM Kemngik

mep3imaepl

Mackanap (ofaH Koca kepek- | 6 aii

TancelpbIC HOMIpI

XapakTap)

OHIMHIH, MeaNLMHANbIK OHIM eKeHZAiriH
6ingipegi

Maiaanany XXeHiHAeri HyckaynbIKTbl
kapay

TacbiMangay XaHe cakTay yLUiH pykcaT
eTinreH TemnepaTtypa aiiMarbl

KepceTinreH kyHre AeiiH KonaaHyra
Xapamabl

b0>< =l BB EIaE
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KyH cayneciHeH KopfaHbI3

Y
2

TonTama Hemipi

CE 6enrici (6HIMHiH, KONAaHbICTaFbI
Eyponansik, gvpekTvBanapra/
epexenepre CalkecTiriH pactaingbl)

YakineTTi ekin

imnopTTayLbl

&1 mEl

11 Kenmngik

Léwenstein Medical Technology xaHa TynHycka
Lowenstein Medical Technology eHiMmiHiH x3aHe
Lowenstein Medical Technology opHaTkaH Kocankpl
66/LLIEeKTIH TYTbIHYLIbICbIHA TWICTi BHIMre
KONAaHbINATLIH KeNingik WapTTapbiHa XaHe caTbin
aNnblHFaH KyHHeH bactan TemMeH/e kepceTinreH
Keningik mepsiMmzepiHe caiikec wekTeyni
OHAIpYLLiHIH KeningiriH 6epegi. Keningik WwapTtrapbiH
OHAIPYLLiHIH Be6-CcailTbiHaH anyra 601azbl.
KanaybIHpI3 60bIHLLA Ci3re Keningik lWapTTapbiH Aa
Xibepemis.

12 CalikecTIK AeKnapauuschbl

OHaipywwi Lowenstein Medical Technology GmbH +
Co. KG (Kronsaalsweg 40, 22525 Hamburg,
FepMaHws) ocbl apKbliibl OHIMHIH, 2017/745
MeanumnHansik byiibiMaap pernamenTiHis, (EO) TuicTi
epexenepiHe caiikec keneTiHiH Manimaenai.
CaiikecTik Typanbl feknapaumnsaHblH TONbIK MITiHi
OHZAIPYLWiHIH BEB-CaiTbIHAA KODKETIMA
(www.loewensteinmedical.com).

EO-ga: MaitganaHyLubl XaHe/Hemece emaenyLui
peTiHzAe Ci3 eHiMre baliNaHbICTbl OPbIH anFaH kes
KenreH MaHbl3Abl OKUFanap Typanbl eHzipyLlire
XaHe eKineTTi backapy opraHaapbiHa xabapnayblHbI3
Kepek.
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1 NahpanaHy
MaliganaHy kagamgaapbl

MackaHbl naiganaHy TopTibi keneci cypetTepae
6epinreH:

n MackaHbl Kuto

a MackaHbl opHaTy
MackaHsbl ety

n MackaHbl 6eLuekTey

B MackaHbl KypacTbipy

Ke31 kepMeWTIH XaHe Haluap KepeTIH
naiifanaHyLublnapra apHanFaH

ManaanaHy 60libIHLLIA HYCKayblK COHAAI-aK,
OHAIpYLLiHIH Be6-caiiTbiHAaFbl Download (KykTen
any) 6eniMiHAe 31EKTPOHABI HYCKaAa KOCbIMLLA
KOJIKETIMAI.

2  Kipicne
2.1 KonpgaHy makcaThbl

JOYCEone mackachl yikbl Ke3iHAe TbIHbIC anyablH
TOKTayblH eMAeyre XaHe TbIHbIC any XeTKiniKci3giri
6ap emgenyLlinepsi MHBa3mMBTIK eMec XaHe eMip
CYPyAi KaMTaMachI3 eTNenTiH XacaHAbl XenaeTy
YLWiH KonAaHbinazel. On emaenyLli MeH Tepanus
KYPbINFbICHI apacbiHAaFbl 6ainaHbICTbIPYLLbI
3N1eMEHT peTiHAe KbI3MeT eTesi.

2.2 Kapcbl KkepceTinimaep

MackaHbl canmarbl < 30 Kr emaenyLiinepre
KonaaHyra 6onmaniabl.

MackaHbl keneci xarAannapaa kongaHyra
60nMaiiabl: Xeaen NHTY6aLms KaXeTTiniri, eciH
XOFanTy, KaTTbl KYCY.

Keneci xaraarinapga MackaHbl Tek epekLie
CaKTbIKNeH KoNjaHyFa pykcat eTinegi: KelcbiM Tycy
i34epi xaHe TepiHiH aliTapabIKTali 3aKbIMAaHybl, 6eT
aliMaFbIHAaFbl Tepi annepruscel, 6eT Hemece MypbIH-
XYTKbIHLLIAKTbIH K1Catobl, 6eT aiiMaFblHAaFbl KaTTbl
aybIpCbIHy, LWeKTeyni XeTen pepaekci Hemece xeTen
pednekciHiH 6onmaybl, knayctpodobus, KaTTbl
XYPeK anHybl.

Macka 6ypikkilLneH Hemece aHecTe3us/IbIK Macka
peTiHAe KONAaHyFa apHaiMaraH.

Erep ci3 ocbl xaFgarinapaplH 6ipi cisre KaTbICTbl
eKeHJiriHe ceHimMAi 6bonMacaHpI3, MamaH aapirepre
xabapnacblHbli3. KypblaFbiHbI NaifanaHy XeHiHaeri
HYCKay/bIKTa KenTipinreH Kapcol kepceTinimaepre
Ha3ap ayfapbiHbI3.

2.3 XaHama aceprepl

MackaHbl KonaHFaH Kesgae Keneci xaHama acepnep
nanga 60nybl MyMKiH: MyPbIHHBIH 6iTenyi,
MYPbIHHbIH, KYPFaybl, TAaHEPTER aybI3AblH KypFaybl,

KOCanKbl KyblCTapAaFbl KbICbIM Ce3iMi, Ke3JiH,
KOHBIOHKTVBACbIHbIH, TiTIpKeHYi, TEPiHiH, Kbl3apysbl,
6eTTeri KbiCbIM i34epi, 6eTTiH iCiHyi, ThIHBIC any
Ke3iHZeri XaFbIMCbI3 AblObICTap.

Erep aTanFaH xxaHama acepnep naiiaa 6onca,
Aspirep MamaHra xabapnacbiHbi3.

2.4 KnunHukanblkK navpacsl

OKneHi xacaHabl XenAeTy annapaTbiHbiH,
emgenyuire bepineTiH emaik acepi

3  Kayincisgik

A\ ECKEPTY! ©e kayinTi xaraait. Keneci
HyckaynapZbl OpbiHAaMay ayblp, KaTbIMCbI3
Hemece enimre aKeneTiH XapakaT anyFa akenyi
MYMKiH.

3aKbIMAanfaH Hemece KbICbIM TYCeTIH MacKka

6enikTepiHeH xapakaT any kayni!

= Op KONAaHap anablHAA XaHe TasanayaaH KeniH
Ke36eH LWonbIn TekcepiHi. KaxeT 6onca, macka
66niKTepiH aybICTbIPbIHbI3.

= T[laiifanaHy Mep3iMiH Ha3apFa anblHpI3
(«TexHuKanbik cunattamanap» 6eniMiH
KapaHbi3).

CO, XXMHanybl HYTXKECIHAE XapakaT any

kayn!

[leMMeH WbiFapblnFaH KeMipKblLwkbin rassl (CO,)

Mackaga XuHanybl MyMKiH.

= MackaHbl Tek Tepanus KesiHae KonAaHbIHbI3.

= MackaHbl TeK TepaneBsTiK KbICbIMHbIH,
KepceTiNreH aykbIMbIHAA KONAAHbIHbI3.

= MackaHbl 83giriHeH LeLle aAManTbIH
emaenyLinepre KongaHyra 6onmangsi.

= [lem WhbIFapy XynenepiH xannaxbi3.

OTTeriH naiganaHy KesiHAe )xapakaT any

Kayni!

Kvimgae, Tocek-opblHAapAa XaHe Wwaluta oTTeri

XUHanybl MyMKiH. KOpFaHbIC KypbIFbICbl 60aMaFaH

Xarfanga otteri 6epy epT TyAblpybl MyMKiH.

= Kaxet 6onfaH xafgaiiga: OTTerire apHanfaH

Kayinci3gik KnanaHblH NanganaHbiHpI3.

OtTeri bepy XyneciH narganaHy XeHiHaeri

HYCKay/bIKTbl OPbIHAAHbI3.

LbinbiM LWeKneH;3.

ALLIK OTTbI MaiiganaHyaaH aynak 60/biHbI3.

BenmeHi aypbIc XengeTiHis.

Mackaga Mail MeH Maiinbl 3aTTbIH, i34epi 0K

eKeHAiriHe Ke3 XeTKi3iHi3.

KypbInfFbiHbI Nariganany XeHiHaeri HyckaynbikTa

6epinreH Kayincisgik epexenepiH cakraHbis.

g vy U
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EmMAaenyLiiHI ayameH XeTKIIKCI3 KaMTaMachI3

eTy canpapblHaH >xapakaT any Kayni!

= KypbliFblAa TOMEH KbICbIM/aFbin KETY A4abbinablk
KYPBINFbICHIH iCKe KOCbIHbI3.

= TwicTi enwemaeri MackaHbl KOAAaHbIHbI3 XaHe
OHbIH, ZypbIC OPHANAacyblH TEKCEPiHi3.

TasanayablH, XXeTKINIKCI3AITIHEH XXapaKaT any

Kayni!

= Anfall KongaHap anfblHAa Macka 6enikrepiH
TasanaHbl3 («Tasanay XaHe rurneHasnbik eHaey»
TapaybIH KapaHbi3).

= MackaHsbl yAaiibl Tazanan oTbIpbIHbI3.

= KnavHvkanblk opTaga emaenyLi ayblckaHaa:
Mackanapdel eHOey HycKay/blFbl Ky>XaTbl
HYCKAyNapbIH OpbIHAAHbI3 («[rMeHanbIk,
eHAey» Tapaybl KapaHbi3).

A\ CAK BONbIHBI3! KayinTi xaFaaii. Keneci
HyCKaynapAbl cCakTaMacaHpl3, XeHin Hemece
opTaLla XapakaTTap TyblHAaybl MYMKiH.

Anneprusanbik peakumsanap TyblHAaFaH

XaFaanaa >kapakat any kayni!

= Mackaga KongaHbliFaH MaTepuanjapasl
eckepiHi3 («MaTepuangap» TapaybiH kapaHbi3).
MackaHbl TeK MeANLIMHA KbI3METKepiHiH,
HyCKaybIMeH KONAaHbIHbI3.

= Ta3apTKbll Kypanibl TaHAaraHAa TybiHAAYbI
MYMKiH anneprusniblk peakuysnapabl eckepinis.

Bac KMIMHIH, AypbiC OpHanacnaybiHa

6arinaHbICThl XXapakaT any kayni 6ap!

Erep 6ac Kvim TbiM KaTTbl TapTblNca, Macka TbiM

ThbIFbI3 OPHaNachIn, 6eTTi KbICyAbl X3He TepiHiH,

KbI3apyblH, Xapanap Hemece 6eTTiH, iCiHyiH TyabIpybl

MYMKiH.

= Macka bIHFaliNibl XaHe ThbIfFbI3 TypaTbIHAAN eTin

6ac KMiMAi AypblC OPHANACTLIPbIHbI3 (n CypeTiH
KapaHpi3).
4 ©OHIM cunaTTamachl

XekenereH 6enikTepaiH KepiHici anablHFbI 6eTTe
KepceTinreH.

1 | backa apHanfaH 6 | AiHanManbl rnnb3a
6engix
2 | MaHaal xacTblifbl 7 | Macka koprycbl
3 | MaHgai Tiperi 8 | backa apHanfaH
6enzik KblCKbILLbl
4 | bekiTkil cakuHa 9 | Macka XacTbIfbl
5 | BypbIWThIK

Caiikec KypbinFbiiap

Kelnbip KypbinFbinapael bipre kongaHy kesiHge
KYPbINFblAa KepceTinreH Tepanusbik KblCbiM
Mackajarbl HakTbl KbICbIMFa CAKeC Kenmeyi MyMKiH.
[apirep MamaHfa KypblnFbiHbI MackagafFbl HaKTbI
KbICbIM Tepanusblk KbiCbIMFa Calikec bonatbiHAal
eTin peTTeTiHi3. byn peTTey Tepanus KesiHge
KOoNAaHbINATLIH Macka TypiHe CalKec Xyprisinyi Tuic.
[lem weiFapy xyiieci

Macka KipiKTipinreH gem LublFapy xyiiecimeH
XabgplKTanfaH. [leM LblFapbliFaH aya caHpliay
apKblNbl WbIFabl.

5 Ta3apTy XoHe rmrneHanblk,
eHAey

5.1 MackaHbl Tasanay

1. TaszanaygaH 6ypblH KONbIHbI3AbI XYbIHbI3.

2. MackaHbl benwekTey (n CYpeTiH KapaHbi3).

3. MackaHbl konmeH (Makc. 30 °C, 1 ncyra 1 mn
XYMCaK Ta3apTKbILL Kypan) TOMeHAeri kectere
ColiKeC TazanaHpl3:

5.3 )Xot

MackaHbl TYPMBbICTbIK KOKbICKa TaCTaHbI3.
KnunHwnkanbik optaga: MackaHbl aypyxaHa
epexenepiHe Caikec X0t Kaxer.

6 Akaynap
Akay Ce6ebl KongaHblnaTbiH
apekeT
Ke3giH etne Macka Tbim Bac 6engiriH
xenre 60c. KaTTblpak,
yLbIpaybl TapTbIHbI3.

Macka caikec | ApHalibl gunepre
Kenmenai. xabapnacblHbl3.

Tepanusnblk | Macka gypbic | MackaHbl kaiTa
KbICbIMFa KO/1 | PeTTe/IMereH. | peTTeHis.

XeTKisinmengai.
A Macka Macka XacTblfFbIH

XaCTbIFb aybICThIPbIHbI3.
3aKbIMAANFaH.

TyTikTep TyTiKTep Xyeci
Xyieci MeH OHbIH AypbIC
3aKbIMAANFaH. | OpPHaTbIIFaHbIH

TeKCcepiHis.

7 TexHuKanblK AepekTep

&K

KongaHbinFaH ctaHgapTTap ENISO 17510: 2020

MDR (EQ) 2017/745 60liblIHLIa Ila
OHIM Knachl

! KongaHy y3akTbiFbl Tazanay canacbiHa,
KONAaHbINATLIH Ta3apTKpILL Kypanaapra, KyHAeNiKTi
KONAaHy yakbiTblHa, Tepanusabik KbICbIMFa XaHe
Xeke Tep 6eniHyiHe 6ainaHbICTbl. EKiHLI Macka
XacTbIFbIH NaiiganaHy (kocsiMLa 6epince) konaaHy
Mep3iMiH y3apTnaingsi.

8 MaTtepuangap

MackaHblH bapnblk 6enikTepiHiH KypamblHAa 1aTekc,
NBX (nonveuHUAXI0PUA) XaHe 4D
(avaTunrekcundranat) xok.

Backa apHanfaH CO (Makra), EL (3nactaH), PA
6engik (Monnamwg), P (Moanadup),
PU (MonwvypetaH)

backa apHanfaH
6en4iK KblCKbILLbI

PA (Monnamug), POM
(MonvokcumeTnner)

MaHgai Tiperi PA (Monvamug)

Mawgaii TiperiHiH, | SI (CunukoH)

cepinneci

MaHgait xactbiFbl | SI (CunmkoH)

Macka XKuir opekeT

6eniri

Bapnbik KYH caiiblH | 15 MUHYTKa CyFa canbin

macka XybIM, 3 MUHYT 607kl

6enikTepiH XyMcak, LLieTkameH
TasanaHpi3.

backa anTa caliblH| 15 MUHYT 60¥ibI XybIHbI3.

apHanfaH

6engik

Onwemaepi MM-4e

0 Bapnbik 6enikTepai antacsiHa 6ip peT bigblc
XYFbILL MalUUHaZa Xyyra 6onagbl (Makc. 70 °C
TemnepaTypaza, XyMcak XyFbiLLl KypasMeH,
6aFaapnamaHblH, MakcMangpl y3akTbiFbl 90
MUWHYT, XXOFapfbl cebeTTe, 6enek Luato
peXUMIHAE).

4. bapnblk benikTepai Taza CyMeH LWalblHpI3.

Bapnblk 6enikTepgi ayaga KenTipiHi3.

6. Beniktepae XapblkTap MeH MaiibiCy/blH,
60/MayblH K©36€H LLONbIN TeKCepiK;i3.
3akbIMganfaH 6enikTepai aybICTblpbiHbI3. TYCiHiH,
©3repyiHiH el 31sHbI XOK,.

v

7. MackaHbl KaiATa KypacTbIpbiHbI3 (B cypeTiH
KapaHbli3).

5.2 T'urneHanbik eHAey (KIUHUKaNbIK,
opTajaa)

EmzenyLui aybickaH xargaiaa "Mackanapdsl eHoey

HyCKay/biFbl” KYKaTbIHAAFbI HYCKaynapApl

OpbIHAAHbI3. KyXXaTTbl OHAIPYLLiHIH caiiTbiHaH Taba

anacbi3. CypayblHpl3 60MbIHLLIA By KyXaTThl Ci3re

Xibepe anambis.

(ExBxXT) 96 x 115 x 83
Canmarbl 87r1
©ni KeHiCTiK Kenemi 90 mn

TyTiK KOCbINbIMBIL: EN ISO
5356-1 cTaHAapTbIHa Calikec

[Anametpi 22 Mm
(kapaybIWThI)

Kayincisgik PP (Monunponunex)
cakmHacel (KaTTbl

KOMMOHEHT)

Kayincisgik TPE (Tepmonnactukansik,

cakuHachl (xymcak | anactomep)
KOMTOHEHT)

Macka Koprychi PA (Monvamug)

apanblfblHAa

Koyc Macka XacTblifbl SI (CununkoH)
AFbIHFa KapCblblk,
50 n1/MUH Ke3iHge 0,2rMa BypeILTbIK PA (Monmamma)
100 1/MWH KesiHge 0,9rNa AlHanmans! runb3a| PA (Monvamug)
MaliganaHy Mep3imi 5 XbIn
ASNIarly MEp 9 KbICbIM-aFblH KUCbIK, CbI3bIFbl

KongaHy y3aKTbifbl 12 alira geliiv’' )

I
Tepanusnblk KblCbIM 4rMNa-30rMa E s

=
1SO 4871 cTaHAapTHI F
60libIHLLA LY LUbIFapyAbIH g
KepceTinreH eki MaHZAI MaHi: % “
JbI6bIC KbICbIMbI fieHreili 19 45 (A) 8w
[bI6bIC KyaTbl AeHrei 27 16 (A) &
AybITKY 346 (A) X"

3
Temnepatypa: E_”
KongaHy kesiHge +5 °CxaHe + 40 °C o,
TacblMangay >XaHe cakray apanbiFbiHAA Tepanvsabi Kbicoi (ra)

-20°C xaHe +70°C
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CumBon |CypeTTenyLu

bliirapbImM yKyKTyy ekyn

MackaHbIH SI (cnmKoH)
Ka3fblrbl

BypuTyk 66/1yK PA (Monnamng)
Bypynyyuy PA (Monvnamug)
(aitnaHma) maHxeT

(=}

BacbiM-arbim MyHe3gemecy

0 s 10 15 20 25 E as

Tepanusnbik 6acsim (rfa)

OpTOYO NNAHAALTLIPLIATAH arbin ubiryy (n/mMuH)

10 benrunep >kaHa cmmBoagop

TemeHKy 6enrnnep xaHa CMBONAOP NPOAYKTKa,
akceccyapiapra e TaHrakka TUPKeULLy MyMKYH.

@ MmnopTToouy

Cumson (CypeTTenyLu

OHAYPYYUY XaHa eHAYPYLUTYH AaTackl,
srepAe Ko/joHynca

11 Kenunguk

Lowenstein Medical Technology xaHbl opurinHangyy
Lowenstein Medical Technology npoayKumsacbIH xe
Lowenstein Medical Technology TapabbiHaH
OPHOTYNraH 3anacTbik 66AYKTY caTbin anraH
KapAapra, oo NPOAYKT YUYH KONAOHYYYYy
KenUAAMK LiapTTapbiHa blnalblK XaHa TOMEHAe
KepCeTYNreH Kenmaank MeeHeTTepy 60t0HYa, caTbin
aNbIHraH KyHAeH TapTbin YekTenreH eHAYPYYUYHYH
KenunamrmuH 6epet. Kenmnamk wapTtrapsbl
BHAYPYYYYHYH caiTbiHAa 6ap. KaanooHysra xapalua
KenUAAMK LLapTTapbiH Aa Cr3re XxeHeTyn bepebus.

Kenwvnamkke xaHa Xoonkepunankke 6ainaHbILLTyy
ap KaHAan goomartrap, arepAe KongoHyy 60otoH4a
KepceTMenepae CyHyLITanraH akceccyapiap xe
6aluTankbl 3anacTblk 661yKTep KONZoHyNbaca,
Xapakcbl3 6010T.

Kenunauk Tanan KblbiHraH yydypaa, aamc
AVNepUHM3re KalipblibiHbI3.

MpoayKT NAEHTUGUKALMSNBIK HOMEPY
(MeaMUMHanbIK WaiMaHgap y4yH
BUPAVKTYY MPOAYKT 3TUKETKAChI)

Mpoaykt Kenunguk

MeeHeTTepy
Mackanap, aHblH U4rHAe 6ai
akceccyapnap

ByiipyTMaHbIH HoMepK

MpoayKTTy MeANLIMHANbIK LWalimMaH
KaTapbl aHbIKTANAT

KongoHyy botoHua KepceTmenepay
aTKapbIHbI3

TpaHCMOPT XaHa cakToo YUyH ypykcat
GepunreH Temneparypa AvanasoHy

KepceTynreH MeeHeTke YelivH
KONZOHYYra Xapait

el =S 2
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KyH HypyHaH Koproo
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MapTnsaHbIH HOMepY

-
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CE mapkanoo (npoaykT TmeLlenyy
eBponansik gupektveanapra/
3pexenepre bianbiK SKEHANTUH
TaCTbIKTAlT)

N
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12 LWahkewTnK aeknapaumacsl

YwwyHy MeHeH eHaypyyyy Lowenstein Medical
Technology GmbH + Co. KG (Kronsaalsweg 40, 22525
Hamburg, FepmaHvisi) 6yn npodykT EBponaHbIH
2017/745 caHbl MeHeH 6eKNTUATEH MeANLIMHANBLIK
6ytoMaap XeHYHAery pernamMmeHTTUH TueLlenyy
TananTtapblHa LIaliKeLl KenepyH TacTbIKTanT.
LUlalkelTMK AeKnapaLmUsacbiHbIH TONYK TEKCTUH
BHAYPYYHYHYH MHTepHeT-6apakyacbiHaH
(www.loewensteinmedical.com) Taba anacbis.
EBpona BupumaunruHgae: KongoHyyuy xaHa/xe
6eiiTan KaTapbl, NPOAYKTKa 6ainaHbILLITYy 60AroH
6apAblK 0NyTTYy OKysap XeHYHAe eHAYPYY4Yyre
XaHa blirapbIM yKyKTYy OpraHra 6unavpuLLInHm3
Kepex.
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1 Wwretyy
KonpgoHyy TapTném

MackaHbl KONZOHYY YUYYH TOMEHKY Kagamaap
CYPOTTOPAS KOPCOTY/TOH:

n MackaHbl TarblHyy

a MackaHbl OpHOTYY
MackaHbl anbin canyy

n MackaHbl 6enyy

B MackaHbl Yoryntyy

Kepyy MyMKYHUYNIyry >KOK XaHa Kepyycy Hauyap
KONAOHYYyuynap yuyH

KongoHmo Hyckama eHAYpYYHYHYH VHTepHeT-
6apakyacblHgarl "xykTee" 6e1yMyHAe
3NeKTPOHAYK popmaTTa Aa XETKUANKTYY.

2  Kwvpuuyy
2.1 KonpgoHyy makcaTbl

JOYCEone mackacbl yiKy anHO3CUH 4apblnoogo,
OLLIOH/OM 3N1e BEHTUAALWMANBIK XEeTULLCU3ANT bap
6eTanTapAbl MHBA3MBAYY 3MeC XaHa y3ryaTykcys
XaLLOOHY KaMCblI3 Kbiia anbaii TypraH Aem anyy
yyypAapblHAa KongoHynat. An beiitan MeHeH
Tepanusaiblk annapaTTbiH OPTOCYHAArbI balinaHbILL
3/1eMeHTM KaTapbl KbI3MaT Kblnar.

2.2 KapLubl KepceTmenep

MackaHbl < 30 Kr canmakTarsl 6elitantapra
KoNngoHyyra 60160MT.

MackaHbl TOMeHKY ydypnapga KonAoHyyra 60n6omnT:
[lapoo NHTY6aLMAN00HYH 3apbINjbIrbl, 3C-yUyH
XOroTyy, KYTyN66ereH Kycyy.

MackaHbl TOMBHKY yUypnapAaa raHa e3reye STUATTbIK
MeHeH KoNAoHCo 60n10T: BeT TepucuHaeru
6acbimMAaH 60roH TakTap XaHa Kypu apakatrtap,
6eT aiimarbiHAarbl Tepu anneprusnapbl, 6eTTUH xe
MYypYH-Tamak XonA0pyHYH AepopmaLmsnapel, 6et
aiMarblHAarbl Kypy oopynap, xeten pedpaekCMHUH
YeKTeNLLIV e XOKTYry, KnaycTpodpobus, Kypy
XYPOK annanyy.

Macka Hebynaiizep MEHeH KONAOHYyyra xe
aHecTe3usNbIK Macka kaTapbl nakganaHyyra
bINANbIKTYY 3Mec.

Srepge yLUyn XargannapabiH KancblHbICHI C3re
TreLLenyy SkeHUHe VLleHbecers, aHaa
MeANLIMHANbIK KbI3MaTKePUHU3re KalpbiiblHbI3.
XKabayyHy3ay KonfoHyy 6otoHYa kepceTmenepaery
KapLUbl KepPCeTMenepay 3CKe anbiHpI3.

2.3 Tepc Taacupnepm

MackaHbl KO/IA0HYYAa TEMEHKY Tepc Taacmpnep

nanga 6onyLLy MyMKYH: MypyH ByTyy, MypyH
KypralLilbl, 3pTeH MEHEH 003/yH KypraLubl, kaHaLua

KeHAennepae 6acbiM Ce31MU, KOHbIOHKTVIBAHbIH
AYYNYTYYCY, Tepy Kbi3apyycy, 6eTTern 6acbim
TakTapbl, 6ETTUH WMWY, eM anraHAa ThIHYbIH
anraH YHASPAYH YbIrbilLbl.

Byn Tepc Taacupnep naiiga 60/1co, MeavLmMHa
KbI3MaTKepuHe KalpbiibiHbI3.

2.4 KnunHukanblk nanga

Tepanus annapaTbiHbIH TepanmabIK
HaTbIXanyynyryH 6eritanka xeTkmpyy

3 Kooncy3ayk

A 3CKEPTYY! ©Te xoropy KOpKyHy4 TyyaypraH
aban. drep TOMOHKY KOPCOTMONOPre KeHyN
6ypbacaHbli3, 0NyTTyy, KaTapbIArbIC e eayMre
anbin KenreH xxapakatrap 60ayLly MyMKYH.

By3ynraH >ke KaTyy 3CKMpreH Macka

66/IYKTOPYHEH XXapakaT anyy KopKyHyuy 6ap!

= Ap 61p KONAOHOPAYH anjblHAA XaHa ap 6up
Ta3aN00/0H KUIVH Ke3 MeHeH TeKLLepyy
XYPry3yHy3. 3apbln 60710, Macka 6eayKTepyH
anMaLUTbIPbIHBI3.

> KongoHyy MeeHeTYH cakTaHpl3 (TeXHMKanbIK
MaanbiMaTTap 66ayMyH KapaHbi3).

CO, TonToNyLUYHAaH XapakaT anyy KOpKyHy4y

6ap!

Benyn yblrapbiaraH kemyp Kbiukbin rassi (CO,)

Mackaga TonToNyLLY MYMKYH.

= Tepanus Xypyn XaTkaHZa raHa MackaHsbl
KO/AOHYHY3.

= MacKaHbl KepCceTyNreH TepanusiHbIH 6acbIMbl
ANanasoHyHza raHa KoNA0HYHys3.

=> MackaHbl 63 anjblH4a Ybirapa anbaraH
6elTanTapra KOA4OHO0HY3.

= [lem ublrapyy TyTyMAapbiH XannaHpi3.

KbIYKBINTEKTU KONAOHYYAAH Y/laM >KapakaTt

anyy KopkyHyu4y!

KblukbInTeK KNinmae, TOLLIOKTO XaHa YayTa

TonTONYLY MYMKYH. KOproouy xabayynapcbi3

KbIYKbIITEKTUH KUPrU3UAULIM 6PTKe anbln Keauwm

MYMKYH.

= 3apbin 601roH yyypaa: KblukbinTek Kooncy3sayk
KnanaHzpl KONZOHyY.

= KblUKbINTEK KMPrU3YY CUCTEMACBIH KONAO0HYY
6010HYa KepPCeTMBeNepAY aTKapblHbI3.

Tamekw yeryyre 60n601T.

AubIK XanblHAAH anbiC 60/TyHY3.
BenmeHy akLLbl XenaeTun TypyHys.
MackaHbl Malicbl3 cakTaHbI3.

XKabayyHy konaoHyy 60toH4Ya kepceTMenepaery
KOOMCY3/yK KOPCOTMENBPYH CakTaHbI3.

I
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BeiiTanka XeTHLICM3 KaMCbI300

KepPCOTY/ICo, XXapaKaT afnyy KopKyHyuy 6ap!

= Ty3MeKTery BakyyM aHa arbin keTyy
CUTHANM3ALMSCHIH ULLTETYY.

> MackaHbIH bINaibIKTyy 8146MYH KONAOHYHY3
)aHa aHblH 6eKkeM oTypraHblH TeKLIeprUHU3.

Ta3a/100HYH XXeTULLICU3ANTUHEH yiaMm

>KapakarT anyy KoOpKyHy4y!

> BUPUHUM KONy KONAOHYYAAH MYPYH Macka
66YKTepYH Ta3anaHbi3 (Ta3anoo xaHa
rurveHanbik Aasipabik 66AYMYH KapaHbi3).

= MackaHbl y3rynTyKcy3 Tasanan TypyHys3.

= KnauHnkaneik Yyeiipege belitantapabl
anvaluTbipraaa: okymMeHT mackanapdsi
AaspA00 60t0HYa KepcaTMenepay aTkapbiHbi3
(rvrmeHanbik 4aspAoo 66MyMyH KapaHbi3).

A SCKEPTYY! KoonTyy aban. TemeHgery
KepceTMenepay aTkapb0oo XeHun xe opToyo
Xapakar ajyyra anbin Keamwm MyMKYH.

AnnepruspaH ynam >xapakart anyy

KOPKYHYyu4y!

= Mackaga KonAoHynraH Mateprangapas
BalikaHbI3 (MaTepuangap 66nyMyH kapaHbi3).
MackaHbl MeAnLyHa Kbi3MaTKepyt MeHeH
KeHeLLKeHZAeH K1AVH raHa KonAoHYHy3.

= Ta3anoouy kapaxatTbl TaHA0OAO MYMKYH
60roH anneprusra KeHyn bypyHys.

balu 600HyY Tyypa amec )XeH/Aee/eH >kapakaT

anyy KopkyHyu4y!

Ball 600CyH 6T6 KaTyy TapTCaHbli3, Macka eTe

KbICbI/bIN 6eTKe 6aCbIM KblNbIM, TEPUHUH

KbI3apyyCyH, 6acbIM N3AEPUH e BeTTVH WULLIUMUH

XapaTblbl MyMKYH.

= bBaw 600CyH Tyypa XeHAeHy3 (cypeTTy kapaHbI3

B), Macka biHrainyy xaHa aba YslknaraHzan
ThirbI3 OTYPYLLY YUYH.

4 TpopyKTTYyH cypeTTenyLuy

BenykTepayH AeTangyy cypeTTenyLly 6allkbl 6ette
KepCOeTYNreH.

K33 6up LwalimaH aiKkanbilTapbl Y4yH, UL
XY3YHAery 6acbiM LLaiiMaH KepceTkeH Tepanus
6acbiMblHa Tyypa kenbenT. Mackagars! niu
XY3YHAery 6acbiM TepanusiHbiH 6acbiMblHa Tyypa
KeNMLLIM YUYH, TY3MOKTY MeAULIIHA KbI3MaTKepy
XeHzen bepunin kepek. byn napameTtp Tepanus
y4ypyHAa KONAOHYAraH Macka Typy MeHeH
XacanblLLibl Kepek.

[lem ubirapyy cucremacsl

Macka vHTerpauusinaHraH 4em anyy TyTyMyHa 33.
YbirapbiaraH aba 6oLWTyK apKbinyy Yblrbin keTeT.

5 Tas3ano00 >XaHa rurmeHanblkK
haapaoo

5.1 MackaHbl Tasanoo

1. Ta3anoofoH MypyH KO/AY Xyyn asblHbi3.

2. MackaHsl benyn anyy (n-CYpGTTY KapaHpl3).

3. MackaHbl Konao TasanaHbi3 (Makc. 30°C, 1 n
cyyra 1 M/ XyMLUAK Xyyryy Kapaxar) TOMeHKy
Tabnuuara blnanblk:

&

5.3 Ytunusauyusa

MackaHb! yii TalTaHAbIIapbIHA TalLTaHbI3.
KnuHukaneik yeiipege: OopykaHa apexenepuHe
bINaMbIK MacKaHbl TaLLTaHbI3.

6 WwTeeaarbl MyuynyLuTyKTOp

Myuynywtyk |Ceben Yapa
Ke3re aba Macka eTe BaL 6oocyH
Kmpet 6oL oTypaT. | KaTyypaak
TapTbIHbI3.
Macka AguctelwiTpunreH
blnawiblk caTyyyy MeHeH

ISO 4871 cTaHAapThl 60KOHYa
KOPCOTYIreH 3KM CaHAyy YH
YblrapyyCcyHyH KepceTKyuy:
YH 6acbIMbIHbIH A€HM33/1

YH Ky6aTTyynyryHyH AeHrssnu
benrncmsguk koadpduuyeHTn

19 peunben (A-
GUNbTP MeHeH
6/1YEHIBH)
27 peumnben (A-
GUNbTP MeHeH
6/1YEHIBH)

3 geuvben (A-
GUNbTP MeHeH

MackaHbiH [XKbIlTbIK  |/ww-apakeT
6enyry

MackaHblH | KyH caiibiH | 15 MyHeTKe cyynan,
6apablk Xyyn, 3 MYHeT XyMLUaK
6enykTepy Ta3anoo LeTkacbl MeHeH
TasanaHpi3.

6/1YEHIBH)
Temnepatypa:
NwreTyy +5°CraH +40 °Cka
Taluyy xaHa cakToo yenH
-20°CraH +70 °Cka
YeinH

KongoHmo cTaHgapTTapsl EN ISO 17510: 2020

MDR (EC) 2017/745 binaiibik Ila

MPOAYKT Knaccel

Baw 600 Xyma
cucTemach! | caiibiH

15 MyHeTKe YeluH
KYYHY3.

1 | Baw 600 cuctemackl | 6 | bypynyyuy
(alinaHma) mamxeT

2 | AngblH ana 7 | MackaHbIH Kopnycy
TeeHeryutep
MaHgali TasiHbIYbl 8 | baiinoo 6eknTKnYM
4 | BeknTyyyy Lakek 9 | MackaHbIH Xa3gpirsl

5 | BypuTyk 6eayk

LWarikeww kenreH xa6ayynap

0 bapablk 6enyKTeAy MANLL Xyyry4
MaLLUMHaCbIHAA XyMa CaiiblH Tazanan Typyyra
6onoT (Makc. 70° C, yMLLaK Xyyryd, Makc. 90
MYHET NporpamMmMaHblH y3aKTbIrbl, XXOrOpPKY
ce6eT, e3yHYe XYy Lmkn).

4. bapgaplk benyktepay Ta3a cyy MeHeH YalikaHbl3.

Bapablk 6enyKTepAy KypraTyy.

6. Xapakanapsbl xaHa gedpopmaLysnapsl bap xe
XOK 3KEHANTMH K83 MeHeH TeKLUepyy
XYPry3yHy3. XabblpkaraH 6enyktepay
aNMaLLThIPbIHbI3. TyC 83repyynepy KooMnTyy aMec
XaHa KONZOHYYra TOCKOONAYK KblNbaiT.

U

7. MackaHbl Yoryntyy (B-CYpeTTY KapaHbi3).

5.2 T'vrneHanbik AaspAbiK
(KIMHUKaNbIK Yelipe)

Belitan e3repreH yuypaa, Mackanapdsl 0aspooo
0010HYG Kepcommenepdy amKapbiHb3. [LOKyMEHTTI
OHAYPYYYYHYH CaiiTbiHaH Tabyyra 60n0T.
KaanooHysra xapalua JOKYMEeHTTU Cr3re XOeHeTyn
6epebus.

Kenbemr. 6alnaHbIWbIHbI3.
[llapbinoo Macka Tyypa | MackaHbl Kaiipa
6acbIMbl Imec Tyypanan
XeTMenT. XKOHAGNTOH. | KOHAOHYS3.
MackaHbIH XKa3ablk4aHbl
Xa3Ablk4achbl | aAMaLUTbIPbIHbI3.
Oy3ynraH.
TyTyK TyTyK cucTemachiH
cmcTemMacl XaHa aHblH Tyypa
Oy3ynraH. TyTalLKaHbIH
TeKLLepPUHM3.
7 ©3redvenykrepy
On4yemaepy MM MeHeH
(BxHxT) 96 x 115 x 83
Canmarsl 87r1
l'a3 anmatuyycy xypbereH 90 mn
pecnupaTopayk

MeVIKVIHAI/IKTI/IH Kenemy

! KongoHyyHyH y3akTbIrbl Ta3a/00 XaHa Tasanoo
KapaxartTapbl, KYHYMAYK KUYy y6aKTbICbIHa,
Tepanus KbiCbIMbIHA aHa Xeke Tep cekpeLuscbiHa
Ke3 KapaHAbl. KMHUYM Macka TeeHery4Ty KoNAoHyy
(TaHAanMa TypAe KaMTbIraH) Kbi3MaT MeBHeTYH
y3apTnar.

8 MaTtepunanpgap

MackaHblH 6apablk 6enykTepy natekc, PVC
(nonveuHMAXNOpUA) XaHa DEHP
(avaTunrekcundTanar) KamTbIGaNAT.

TyTyK TyTawTbiproiysl: EN ISO
5356-1 cTaHAapTbIHA blNabIK

@ 22 MM (3pKek)

CO (naxta), EL (snactan), PA
(nonnamng) P (nonnactep),
PU (nonwypetaH)

Baw 600
cucTemMacsl

KOHYC

ArbIMAbIH KapLUbIbITbI

50 ITP/MYH bingaMAbIKTa 0,2rMa
(>xannsbl MaaHnae) 0,9rMa

100 IMTP/MYH bINAAMABIKTA
(xkannbl MaaHnge)

Baiinoo 6ekntkuun | PA (nonvamug), POM
(nonvokcumeTmneH)

MaHgaii TagHbiubl | PA (Monvamng)

MwTee meeHeTy 5 XbIN

KongoHyy MeeHeTy 12 aiira yeiinH'

Tepanusnbik 6acbim 4TMa-30Ma

MaHgait SI (cunmkoH)
TasHbIYbIHbIH

npyXuHack

AnAblH ana SI (cMnuKoH)
TOOHOIYUTOP

BeknTyyuy wakek | PP (MoaunponuineH)

(kaTyy KOMMOHEHT)

BeknTyyuyy wakek | TPE (Tepmonnactvikanbik
(>xymLak anacTomep)
KOMMOHEHT)

MackaHbIH kopriycy | PA (Monvamug)
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IaeHTVdiKaLiliHW HoMep BUPOBY
(yHipikoBaHe No3HaUeHHs MeANYHINX
BMPO6IB)

Homep 3amoBneHHs

Mo3HayeHHs BUPOBY SK MeANYHOro

3BaxaTu Ha iHCTPYKLItO 3 BUKOPUCTAHHS

[lo3BONeHwii fiana3oH Temnepatyp A1
TPaHCMOPTyBaHHS Ta 36epiraHHs

BukopucraTi Ao BKasaHoil Aatu

0~ EE gk

7
N

3axuLLaTL Bif COHAYHOrO CBiTNa

A/
2

Homep naprii

MapkyBaHHs CE (niaTBepaxye, Lo B1pi6
BiANOBIAa€ €BPOMENCHKIM ANpeKTUBaM/
pernameHTam)

YnoBHOBaXeHWIi NpeACTaBHUK

ImnopTep

& i m e

11 TlapaHTIA

Komnanis Lowenstein Medical Technology Hazae
KNIEHTY Ha HOBWI opuriHanbHUIA BUpI6 Lowenstein
Medical Technology i Ha BCTaHOBNEHY KOMMaHi€0
Léwenstein Medical Technology 3anuactuHy
06MeXeHy rapaHTito BUPOOGHMKA 3rifHO 3 YNHHUMM
4NS BiANOBIAHOr0 BUPOBY rapaHTinHUMM yMoBamMu
Ta 3a3HaYEHVIMU HKYe rapaHTInHUMUN CTPOKaMMK,
MOYMHaUM 3 AaTU MOKYMKK. 3 rapaHTiH1MK
yMOBaMy MOXHa 03HaliOMWUTICA Ha CalTi
BMPOBHMKa. 3a baxkaHHAM TakoX HagiLLneMo Bam
rapaHTinHi ymoBu.

HeobxiAHO 3BaXaTu Ha Te, Lo OyAb-AKi rapaHTiiHi
3060B'A3aHHA 11 BiANOBIAANbHICTb BUPOOHMKA
BTPaYatoThb Uy, AKLLIO HE BUKOPUCTOBYIOTLCS aHi
pekoMeHZoBaHe B iHCTPYKLIi 3 BUKOPUCTaHHSA
npunaaas, aHi opuriHaibHi 3an4acTuHN.

Y rapaHTiliHOMy B/NaZKy 3BepTaiTecs 40 MicLLeBOro
Aunepa.

Bupi6 FapaHTIAHI CTPOKM

Macka 3 npunagaam 6 micauis

12 [eknapauia npo BIANOBIAHICTb

Linm Bupo6bHuk Lowenstein Medical Technology
GmbH + Co. KG (Kronsaalsweg 40, 22525 Hamburg,
HimeuurHa) 3a8BAsE, Lo BMPI6 BUKOHYE BiAMNOBIAHI
BUMOTW PernameHTy LoA0 MeanyHux Bupobis (€C)
2017/745. 3 NOBHWM TEKCTOM Aeknapavjii npo
BiANOBIAHICTb MOXHA 03HAMOMUTUCS Ha CalATi
BMpo6HUMKa (www.loewensteinmedical.com).

Y kpaiHax €C: sik kopucTyBay Ta/abo naLieHT By
30008B'A13aHi NOBIAOMAATY BUPOOHMKOBI Ta
BMOBHOBAXEHII YCTaHOBI NPO BCi CEPMO3HI BUMAZKY,
noB'si3aHi 3 BUPOHOM.

LMT 65859 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 BuKopucTaHHA
Etann BUKOPUCTaHHA

Ha intocTpalisx 306paxeHo HaBeZeHi HUxXYe eTanu
BUKOPWCTaHHA MacKu:

n HagaraHHs macku
a PeryntoBaHHs Macku
3HATTA Macku

n Po36mpaHHsa Macku

B 36upaHHs Mackm
[Ans He3paumx a6o cnabo3psaunX KOPUCTYBaUIB

IHCTPYKLiA 3 BUKOPUCTaHHS AOAATKOBO
MPOMOHYETLCA B €NeKTPOHHIl Bepcii B po3aini
3aBaHTaxeHb Ha CaiiTi BUPObHMKa.

2 Bcryn
2.1 TMpwv3HayeHHA

Macka JOYCEone npv3HayeHa Ans fikyBaHHs anHoe
CHY Ta ANS HeiHBa3MBHOI BEHTUAALLT NaLieHTIB i3
AVIXanbHOK HeAOCTATHICTHO, LLIO He NoTpebytoTb
NiATPUMKM XNTTS. BOHa 3abe3neuyye 3'egHaHHSA MiX
naLieHTOM i TepaneBTUYHNM anapaTom.

2.2 TpoTunokasaHHA

Macky He MOXHa BUKOPWCTOBYBATY B NaLiEHTIB i3
Macoto Tina MeHLue 30 Kr.

Macky 3ab0pOHSETLCA 3aCTOCOBYBATM B Taknx
BUNajKax: HeobXiAHICTb HeraliHoi iHTy6aLji, BTpaTa
CBiJOMOCTi, rocTpa 6atoBoTa.

Macky HeobXiZHO BUKOPMCTOBYBATK 3 0CO6IMBOIO
06epexHicTIo B TakuX BUMNazgkax: TUCK abo rocTpi
TPaBMU LKipW 06AMYYSs, aneprivHi peakwii Lkipn
06a14us, gedpopmalii 06a144s abo HOCOTNOTKM,
rOCTPWiA 6inb y AiNHLI 06AMYYs, BiACYTHIN abo
nopyLUeHWI KalnboBuii pednekc, knayctpodobis,
roctpa HyzgoTa.

Macka HenpuaaTHa ANs BUKOPVCTaHHS 3
HebynaiizepoM abo K aHecTesionoriyHa mMacka.
SIKLLLO BM HeBMeBHEeHI, 4 CTOCYETLCA Bac byAb-aka i3
nepeniyeHnx C1TyaLliii, 3BepHITbC A0 JTiKaps.
3BepHiTb yBary Ha NPOTMNOKa3aHHs, 3a3HayeHi B
IHCTPYKLIi 3 BUKOPUCTAHHA anapary.

2.3 TMo614HI edpekTn

Mig yac BUKOPUCTaHHA MacKn MOXYTb BUHMKATL Taki
no6iyuHi epekTn: 3aKnageHicTb HOCa, CyXiCTb Y HOCI,
CyXiCTb y POTi BPaHLL, TCK Y HABKONOHOCOBMX
nasyxax, NoApasHeHHs KOH'FOHKTUBY, NOYEePBOHIHHS
LUKipWY, CRigM Big TUCKY Ha 06AMYYi, HAaBPAK 064U,
JpaTiBAVBI LLYMU Mif Yac AUXaHHS.

Y pasi BUHVKHEHHs 6yAb-KOr0 3 LiX NOGIYHNX
edeKTiB 3BEPHITLCS A0 Nikaps.

2.4 KniHI4YHa KopuCTb

Mepeaaya TepaneBTMYHOI ePeKTUBHOCTI Bif,
TepaneBTUYHOrO anapata A0 naLieHTa

3 be3neka

A MONEPEAKEHHA! Haag3suuaiiHo Hebe3neyHa
cuTyauis. HefoTprMaHHA HaBefeHOi HYe
BKa3iBKM MOXe NPU3BECTY A0 TAXKMX
He3BOPOTHMX abo CMepTeNbHNX TPaBM.

He6e3neka TpaBMyBaHHS Yepes NOLUKOAIKEHI

a60 3HOLLEeHI YacTUHU MacKu!

= [lpoBojbTe Bi3yaNbHWiA OrNsA nepes KOXHUM
BUKOPUCTAHHAM i MiCA KOXHOIO OYuLLeHHs. 3a
noTpebu 3aMiHiTb YaCTUHM Macku.

> [JoTpumyiiTtecs TepMiHy ekcrnyatayii (avs.
po34in «TexHiYHi XapaKTepUCTUKI»).

Pn3unk Hakonu4veHHs CO,!

Byrnekucnwii ras (CO,), L0 BUANXAETLCS, MOXe

HaKomnm4yBaTnCh y MacLj.

= MacKy peKoMeHAy€eTbCA BUKOPUCTOBYBATU NILLIE
niz, Yac akTUBHOI Tepanil.

= 3acToCOBYMTe MacKy TibKM B MeXax
3a3Ha4eHoro AianasoHy TUCKY.

= He BMKOpUCTOBYITE Macky ANs NALEHTIB, AKi He
MOXYTb 3HATK ii CaMOCTiliHO.

= He 3aKpuBaliTe BUANXanbHi CUCTEMU.

He6e3neka TpaBMyBaHHS Mg 4yac

BUKOPUCTAHHSA KUCHHO!

KrceHb MOXe Hakonn4yBaTUCs B 04sA3i, NOCTINbHIN

6inn3Hi i Bonocci. Moaaya KUCHIO 6e3 3anobidKHNX

NPYCTPOIB MOXeE CNPUUNHNTYI 3aiMaHHS.

= 3anotpebu: BUKOPUCTOBYIiTE KNCHEBWIA
3anobixXHUIA KnanaH.

= [loTpuMyInTecs iHCTPYKLii 3 BUKOPUCTaHHS
CUCTeMM N0AaYI KNCHIO.

= He nanutu.

= YHVKaTU BIAKPUTOrO NOAyM's.

= [lobpe NpoBITPIOBATA MPUMILLIEHHS.

= Macka Mae 6yt uncToto, 6e3 cnigis onii um
Xupy.

= [loTpyMyBaTUCb 3acTepexeHb, HaBeAeHNX B

iHCTPYKLUi 3 BUKOPUCTaHHSA anaparta.
He6e3neka TpaBMyBaHHA Yepes
HeHaneXXHW Jornsg, 3a nayleHTom!
= AKTWBY/iTe Ha anapaTi CMrHaau TPUBOTY NPO
HU3bKUIA TUCK/MPOTIKaHHS.
= BuKopuCcTOBYIiTE NPaBWALHWIA PO3MIp Macku Ta
nepe.ipTe, UM BOHa HaAINHO CUAUTB.
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He6e3sneka TpaBMyBaHHSA Yepes HeHaneXHe

oyunLeHHS!

= T[lepes nepLinMM BUKOPUCTAHHAM O4UCTbTE BCi
YacTVHU Mackm (AMB. po3gin «OunLLeHHs i
caHiTapHa 06po6ka).

= PerynsipHo ounLaiite Macky.

= Y pasi 3MiHW nauieHTa B KNiHiYHOMY
cepefoBULL: JOTPUMYATECH IHCMPYKYIi 13
caHimapHoi 06pobku (anB. po3ain «CaHiTapHa
06p0o6Kax).

A\ OBEPEXHO! He6esreuHa cuTyaLyis.
HepoTprmaHHsA HaBeAeHOI HVKYe BKa3iBKM
MOXe NpK3BecTn A0 Nerkyx Tpasm abo
YLUIKOZPKEHb CepeHbOI TAXKOCTI.

He6e3sneka TpaBMyBaHHsA npw aneprii!

= YBaXHO 03HalloOMTeCh i3 MaTepianamu, 3 SKnx
BMrOTOB/IEHA MacKa (4WB. po3ain «Matepianu).
BrikopwvcToByliTe Macky AuLle nicns
KOHCYy/bTaLii 3 nikapem.

= [ig 4yac Bnbopy 3aco6y ANS OUMLLEHHS
BPaxoByiiTe MOXAVBI anepriyHi peakLiii.

He6e3neka TpaBMyBaHHS1 BHac/1140K

HeHane>XHMX HanawTyBaHb IIMOK Haronis's!

AKLLO NAMKIM HAroiB'a CUIbHO 3aTATHYTI, Macka

MOXe HaATO LWiNbHO NPUAAraT, TUCHYTW Ha

06/1M4YA Ta CNPUYNHATY NOYEPBOHIHHS LLKIpW,

nponexHi abo Habpak 06anYus.

= [lpaBWIbHO BiAperyntonTe N9MKM Haronie's
(amB. Man. E), 106 Macka 3py4Ho cugina Ta i
WinbHO Npuasrana.

4 Onwuc Bmnpoby

306paxkeHHs OKpeMMX KOMMOHEHTIB AWBITbCS Ha
TWUTYAbHIN CTOPIHL.

1 | Namka Haronig's [ToBOpPOTHa BTY/IKa

No6osa onopa Kopnyc macku

Kninca namkun

6
7
No6osa onopa 8
9

MoayLuka mackm

2
3
4 | 3anobixHe KinbLe
5

KyTtoswuin 3'efHyBaY

CyMICHI npurcTpoi

Y Aeskunx KoMbiHaLisX NPUCTPOiB GaKTUYHWIA TUCK
MOXe Bif|pi3HATUCS Bif TepaneBTUYHOro, Lo
BiZOOGPaXaETbCS Ha AVCNAel MPUCTPOLO.
HanawtyBaHHA Ma€ BUKOHYBaTU MeANYHWIA
cnewianicT, Wo6 GakTUYHMIA TUCK y MacLi Bi4NoBiAaB
TepaneBT/YHOMY. Lle HanalTyBaHHs HeObXigHO
MPOBOAWTM 3 TVM TUMOM MackK, sika byze
BMKOPWUCTOBYBATMNCA Nif Yac Tepanil.

BuauxanbHa cuctema

Macka Mae B6YA0BaHY BUANXaNbHY CUCTEMY.
MoBITPS, LLO BUANXAETLCS, BUBOANTLCS Yepes
cnewjianbHWA oTBIp.

5 OuunuieHHS 1 caHITapHa
06pobka

5.1 OuuLLeHHs MacKkn
1. Mepes ounLLEHHAM BUMUIATE PYKU.

2. Po36epiTb Macky (aus. Man. n).

3. OuucTbTe Macky Bpy4Hy (Makcumym 30 °C, 1 Ma
3aco6y ANs OUULLEHHS Ha 1 /1 BOAW) 3rigHO 3
TabANLEH HUXKYE:

YactuHa YactoTa Lis

MacKm

Yci WogHs 3amoumnTn Ha 15 X8,

YacTuHN NPOMUTUN Ta NOYNCTUTI

Mackm M'SIKOHO LLiTKOO
npoTArom 3 xs.

Namka LoTtvxHsa | MpomuTK NpoTArom

Haronis's 15 XBUAVH.

0 YCi YaCTVHM MOXHa OAMH Pa3 Ha TUXAEHb MUTY
B NOCYAOMWIAHIN MaLLmHi (TemnepaTypa Ao
70 °C, MK MUAHWIA 3aCib, TpMBanNicTb
nporpamu 40 90 XB, BEPXHiii KOLLINK, OKPeMWii
LMK MUATTS).

4. TlpomuiiTe BCi YaCTUHW YNCTOK BOAOH).

3annLTe CyLUMTICS Ha NOBITPI.

6. Bi3yanbHO OrNfHbTE Ha HasABHICTb TPILLWH abo
AedopmaLliin. 3aMiHiTb NOLKOAXeEHI AeTani.
3MiHa KONbOpY He CTaHOBUTbL Hebe3neku.

7. 36epiTb Macky (auB. Man. B).

5.2 CaHiTapHa 06po6Kka (K/MIHIYHe

cepefoBuLLE)

Y pasi 3MiHu naLieHTa AOTPUMYIATECH IHCMPYKYIi I3

CaHIMApPHOI 06p06KU MACOK. [lOKYMEHT AOCTYMHUI Ha

CalnTi BUPOBHMKaA. 3a 3aNUTOM AOro MOXHA

HagicnaTu okpemo.

5.3 Ytunmsaus

3ab60pOHEHO YTWNi3yBaTW MacKy 3 MOBYTOBUMM

BiAXoAaMu. Y KNiHIYHOMY CepefoBuLL: YTUAi3yliTe

MacKy 3ri4HO 3 BHYTPILLHIMV NpaBuaamu nikapHi.

U

6 HecnpaBHOCTI

K

HecnpagHicTb |MpuunHa

3axij, 3 yCyHeHHs

Macka He
NiAXOANTb.

3BepHyTUCA A0
annepa.

TepaneBTnYHN | Macka

BigperyntoBatu

7 TUCK He BiAperysboBa | Macky 3HOBY.
BOCSATHYTO. Ha
HenpasWIbLHO.
MogyLuka 3aMiHnTH
Macku MOAYLLKY Macku.
MOLLKOZKEHa.
Cncrema lMepesipnTn
Tpy6OK cmcTemy Tpybok Ta
MOLLUKOZPKEHA. | MepekoHaTUCs, Lo

BOHa NpaBnibHO
BCTaHOB/1€Ha.

7 TexHIUHI XapaKTepUcTUKun

Po3mipu B Mm

3rigHo 3 EN ISO 5356-1

(WxBxT) 96 x 115 x 83
Bara 871
MepTBWi1 06'eM 90 mn
Mia'eAHaHHS TPYOKM: KOHYC @22 Mm

(yonosiunii)

NMOTOBWZiNEHHSA KOPUCTYBaYa. BukopuctaHHs apyroi
MOAYLLIKM Macku (3a HasiBHOCTI) He 36i/bLUYE TEPMIH

cnyx6m BUpoby.

8 MarTeplanu

Yci 4aCTVHKM Macku He MicTaTb natekcy, MBX
(nonisininxnopway) i DEHP (aneTtunrekcundranar).

JlAMKa Haronis's

CO (6aBoBHa), EL (enactaH),
PA (noniamia), P (noniectep),
PU (noniypetaH)

Kninca namkun

PA (noniamia), POM
(noniokcumeTnner)

Nobosa onopa

PA (noniamig)

MpyxuHa no6oBoi
onopw

SI (cunikow)

JNobosa onopa

SI (cunikow)

3anobixHe KinbLe
(>xopcrki
KOMMOHeHTH)

PP (noninponinen)

3anobixHe KinbLe
(Mm'ski
KOMMOHEHTH)

TPE (TepmMonnactnyHumi
enacromep)

Kopnyc mackun

PA (noniamig)

MogyLika macku

SI (cvnikoH)

KyToBuii 3'egHyBay

PA (noniamig)

MoBOpOTHa BTy/Ka

PA (noniamig)

Onip noToky:

npu 50 n/x8 0,2 rMa

npu 100 n/xs 0,9rMa
TepMiH cnyx6un 5 pokiB
TpuBanicTb BUKOPUCTAHHSA [lo 12 micsuis'
TepaneBTUYHUI TUCK 4-30rMa
YKa3aHe noAgiliHe 3HaYeHHs

PiBHS LLYMOBVIX BUKWAIB

Bigno.igHo ao ISO 4871:

PiBeHb 3BYKOBOTO THCKY 19 aB(A)
PiBeHb 3ByKOBOI MOTYXHOCTI 27 n6(A)
KoedivjieHT noxmbku 3 46(A)
Temnepatypa:

Exkcnnyatauis Big +5 °C go + 40 °C
TpaHcnopTyBaHHA Ta Big -20 °C go +70 °C
36epiraHHs

3acTocoBaHi CTaHAapTH

ENISO 17510: 2020

HecnipaBHIcTb |MpuunHa 3axifi 3 yCYHeHHs

Knac Bupo6y 3rigHo 3
Pernamentom MDR (€C)

2017/745

JIE]

9 XapakTepucTuka TUCKY-MOTOKY
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CepegHili 3annaHoBaHUiA BUTIK (1/xB)

°

0 5 10

15 20 2 20 35

TepanesTuuHMi TCK (rMa)

10 TMMo3HayYeHHSs i CUMBOU

Ha BMpo6i, nprnaaai abo ixHix ynakoBkax MOXyTb
6yTV HaBejeHi Aani NO3HaYeHHs i CUMBOIN.

MosiTpaHUI
NoTiK B OKO

Macka cuguTb | 3aTArHYTU NSMKK
HaAATO BiNbHO. | Haronie's

LiNbHiLwe.

' TpuBanicTb BUKOPUCTAHHS 3aN€XNTh Big Cnocoby
OUNILLIEHHS Ta BUKOPUCTOBYBaHNX MUAHMX 3aC06iB,
LLIOAEHHOT TPMBAaNOCTi HOCIHHS, PiBHA
TepaneBTUYHOO TUCKY i IHAWBIAyanbHOro

Cnmeon |Onuc

e

BrpobHuK i faTa BUroTOBNEHHS




Belgi |Tavsifi

LOT| | Partiya ragami

C € CE belgisi (mahsulotning amaldagi
Yevropa direktivalari va qoidalariga

muvofigligini tasdiglaydi)

[ cH [rer] | Vakolatli vakil

@ Import giluvchi

11 Kafolat

Lowenstein Medical Technology xaridorga yangi
original Ldwenstein Medical Technology mahsulotlari
va Léwenstein Medical Technology kompaniyasi
tomonidan o’rnatilgan ehtiyot gismga tegishli
mahsulotga qo'llaniladigan kafolat shartlariga
muvofiq ishlab chigaruvchining cheklangan
kafolatini va sotib olingan sanadan boshlab quyida
ko'rsatilgan kafolat muddatlarini taqdim etadi.
Kafolat shartlari ishlab chigaruvchining veb-saytida
mavjud. Shuningdek, biz talabingiz bo'yicha kafolat
shartlarini ham yuborishimiz mumkin.

E'tibor bering, agar foydalanish yo'rignomasida
tavsiya etilgan aksessuarlar yoki asl ehtiyot gismlar
ishlatilmasa, barcha kafolat majburiyatlari va
javobgarligi oz kuchini yo'qotadi.

Agar kafolatga da’volar paydo bo'lsa, dileringizga
murojaat qiling.

Mahsulot Kafolat muddatlari

Nigoblar, aksessuarlari bilan | 6 oy

12 Muvofiqglik deklaratsiyasi

Ishlab chigaruvchi Lowenstein Medical Technology
GmbH + Co KG (Kronsaalsweg 40, 22525 Hamburg,
Deutschland) ushbu bilan mahsulot tibbiy buyumlar
to'g'risidagi garor (YEI) 2017/745 ning tegishli
qoidalariga muvofigligini ma‘lum qiladi. Muvofiglik
to'g’risidagi deklaratsiyaning to'liq matnini ishlab
chigaruvchining (www.loewensteinmedical.com)
saytida topish mumkin.

YIda: Foydalanuvchi va/yoki bemor sifatida siz
mahsulot, ishlab chigaruvchi va mas'ul organ bilan
bog'liq barcha jiddiy hodisalar hagida xabar
berishingiz kerak.

LMT 65859 01/2026 en-US, ru, ka, kk, ky, uk, uz

G2

1 Ishlatish
Foydalanish gadamlari

Nigobni ishlatish uchun rasmlarda kotsatilgan
quyidagi harakatlarni bajaring:

n Nigobni tagish

a Nigobni togtilash

Nigobni yechish

n Nigobni gismlarga ajratish

B Nigobni yigish

Ko'r va ko'rish qobiliyati yaxshi bo'lmagan
foydalanuvchilar uchun

Foydalanish bo'yicha yo‘rignoma ishlab
chigaruvchining veb-sahifasidagi Yuklab olish
bolimida elektron versiyada ham mavjud.

2 Kirish
2.1 Mo'ljallangan foydalanish maqgsadi

JOYCEone nigobi uyquda apnoeni davolash va havo
yetishmovchiligi bor bemorlarda noinvaziv va
hayotga ta'sir gilmaydigan nafas olish uchun
ishlatiladi. U bemor va terapevtik qurilma o’rtasida
bog'lovchi element bo'lib xizmat giladi.

2.2 Qarshi ko‘rsatmalar

Vazni 30 kg dan kam bo’lgan bemorlarga niqob
tagish mumkin emas.

Nigobdan quyidagi holatlarda foydalanishga ruxsat
etilmaydi: Zudlik bilan intubatsiya qilish zarurati,
hushdan ketish, kuchli gayt gilish.

Quyidagi holatlarda nigobdan ehtiyotkorlik bilan
foydalaning: Yuz terisining lat yeyishi va jiddiy
jarohat olishi, yuz sohasidagi teri allergiyalari, yuz
yoki burun-halqum deformatsiyalari, yuz sohasida
kuchli ogtiq, cheklangan yoki yo‘qolgan yo'tal
refleksi, klaustrofobiya, kuchli ko‘ngil aynishi.
Nigob nebulayzer bilan yoki anesteziologik niqob
sifatida ishlatish uchun moljallanmagan.

Agar bu holatlarning birortasi sizga tegishli yoki
tegishli emasligiga ishonchingiz komil bo‘Imasa,
shifokoringizga murojaat giling. Qurilmangizni
ishlatish bo'yicha yotignomada ko‘rsatilgan garshi
ko'rsatmalarga e'tibor bering.

2.3 Nojo'ya ta'sirlari

Nigobdan foydalanganda quyidagi nojo'ya ta'sirlar
paydo bo'lishi mumkin: burun bitishi, burunda
quruglik, ertalab og'iz qurishi, burun atrofi
bo’shliglarida bosim hissi, konyunktivada bezovtalik,
teri gizarishi, yuzdagi bosim izlari, yuz shishi, nafas
olishda noodatiy shovqinlar.

Ushbu nojo‘ya ta'sirlar paydo bo‘lganda, shifokorga
murojaat qiling.

2.4 Klinik afzalliklari

Terapevtik qurilmaning terapevtik samaradorligini
bemorga uzatish

3 Xavfsizlik

A OGOHLANTIRISH! Haddan tashqari xavfli
vaziyat. Quyidagi ogohlantirishlarga rioya
qgilmaslik jiddiy qaytmas jarohatlarga yoki
o'limga olib kelishi mumkin.

Nigobning shikastlangan yoki eskirgan

gismlari tufayli jarohat olish xavfi!

= Har bir foydalanishdan oldin va har bir
tozalashdan keyin kozdan kechiring. Zarur
bo’lsa, nigob gismlarini almashtiring.

= Foydalanish muddatiga rioya giling (Texnik
ma'’lumotlar bo'limiga garang).

CO, to'planishi tufayli jarohatlanish xavfi!

Chiqarilgan karbonat angidrid gazi (CO,) nigobda

to’planishi mumkin.

= Nigobdan faqgat terapiya vaqtida foydalaning.

= Nigobdan fagat kofsatilgan terapevtik bosim
diapazonida foydalaning.

= Nigobni ozi yecha olmaydigan bemorlarda
ishlatmang.

= Nafas chiqgarish tizimlarini yopmang.

Kisloroddan foydalanganda jarohat olish

xavfi!

Kislorod kiyimga, choyshabga va sochlarga otirib

qolishi mumkin. Himoya moslamasisiz kislorod

berish yonginga olib kelishi mumkin.

= Zarur bolganda: Kislorod xavfsizlik klapanidan
foydalaning.

= Kislorod berish tizimidan foydalanish

kotsatmalariga amal qiling.

Chekmang.

Ochiq alangadan saglaning.

Xonani yaxshilab shamollating.

Nigobga moy va yog'tushmasin.

Qurilmadan foydalanish yotignomasida

keltirilgan xavfsizlik kotsatmalariga rioya qiling.

Bemorni yetarlicha ta'minlamaslik tufayli

jarohat xavfi!

= Past bosim/qurilmada sizish signalizatsiyasini
faollashtiring.

= Mos olchamdagi nigobdan foydalaning va uning
jips joylashishini tekshiring.

Yaxshi tozalanmagani tufayli jarohat olish

xavfi!

= Birinchi marta foydalanishdan oldin niqob
detallarini tozalang (Tozalash va gigiyenik
tayyorlash bolimiga garang).

R
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= Nigobni muntazam tozalang.

= Klinik sharoitlarda bemorlarni almashtirganda:
Nigobni tayyorlash bo'yicha ko’rsatmalarga rioya
qiling (Gigiyenik tayyorlash bolimiga garang).

A\ DIQQAT! Xavfli holat. Ushbu kotsatmalarga
rioya gilmaslik yengil yoki o‘rtacha og'irlikdagi
jarohatlarga olib kelishi mumkin.

Allergiyada jarohat olish xavfi!

= Nigob ishlab chigilgan materiallarga diggat
garating (Materiallar bofimiga garang).
Nigobdan fagat tibbiy xodim bilan
maslahatlashgandan keyin foydalaning.

= Tozalash vositasini tanlaganda allergiya bolish
ehtimolini hisobga oling.

Bosh tasmasi noto’g'ri o‘rnatilishidan jarohat

olish xavfi!

Bosh tasmasi juda kuchli tortilganda niqob ota jips

joylashishi, yuzga bosim berishi va teri gizarishi,

bosimdan izlar yoki yuz shishishiga sabab bofishi

mumkin.

= Nigob qulay va zich joylashishi uchun bosh
tasmasini togfi ofnating (ﬂ-rasmga garang).

4 Mahsulot tavsifi
Alohida gismlar tasviri sarlavha sahifasida berilgan.

1 | Bosh tasmasi Burama vtulka

Peshona tirgagi Tasma uchun gisqgich

6

Peshona yostiqchasi |7 | Nigob korpusi
8
9

Nigob yostiqchasi

2
3
4 | Mahkamlash halqgasi
5 | Burchak

Mos qurilmalar

Qurilmalarning ayrim kombinatsiyalarida haqiqiy
bosim qurilma ko'rsatayotgan terapevtik bosimga
mos kelmaydi. Nigobdagi haqigiy bosim terapevtik
bosimga mos keladigan qilib sozlash uchun tibbiyot
mutaxassisiga murojaat qiling. Bu sozlama terapiya
paytida ishlatiladigan niqob turi yordamida
bajarilishi kerak.

Nafas chiqarish tizimi

Nigob ichki o‘rnatilgan nafas chigarish tizimiga ega.
Chigarilgan havo tirgish orqali tashgariga chigadi.
5 Tozalash va gigiyenik tayyorlash

5.1 Niqobni tayyorlash
1. Tozalashdan oldin gollarni yuving.

2. Nigobni gismlarga ajrating (Rasmga qarang n).

3. Nigobni quyida keltirilgan jadvalga muvofiq
qgolda tozalang (maks. 30 °C, 1 L suvga 1 ml
motadil yuvish vositasi):

Niqob Takroriylik |Harakat
qismi

Nigobning | har kuni 15 daqiqa ivitib goying, 3
barcha dagiga davomida

gismlari yumshoq chotka bilan

tozalang va yuving.
Bosh har hafta | 15 daqgiga yuving.
tasmasi

0 Barcha qgismlarni haftasiga bir marta idish
yuvish mashinasida yuvish mumkin (maks. 70
°C, motadil idish yuvish vositasi, maks. 90
dagiqalik dastur, yuqori savat, alohida yuvish
sikli).

4. Barcha gismlarni toza suv bilan chaying.

Barcha gismlarni havoda quriting.

6. Yoriglar va shakl ozgarishlari yuzasidan gismlarni
kozdan kechiring. Shikastlangan gismlarni
almashtiring. Rang ozgarishi xavf tugtdirmaydi.

7. Nigobni yiging (Rasmga garang B).
5.2 Gigiyenik tayyorlash (klinik mubhit)

Bemorni almashtirganda Nigobni tayyorlash bo’yicha
ko'rsatmalar hujjatiga amal qgiling. Hujjatni ishlab
chigaruvchining veb-sahifasida topish mumkin. Biz
talabingiz bo'yicha hujjatni yuborishimiz mumkin.
5.3 Utilizatsiya

Nigobni maishiy chigindilar bilan birga utilizatsiya
qiling. Klinik sharoitlarda: Nigobni kasalxona
qoidalariga muvofiq utilizatsiya qiling.

U

6 Nosozliklar
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7 Texnik ma'lumotlar

Olchamlar, mm

(KxBxQ) 96 x 115 x 83
Vazni 874
Ishlatilmaydigan hajm 90 ml

Shlang ulash: EN ISO 5356-1 @ 22 mm (rozetka

Mahkamlash PP (Polipropilen)

halgasi (qattiq

komponent)

Mahkamlash TPE (termoplastik elastomer)
halgasi (yumshoq

komponent)

Nigob korpusi PA (Poliamid)

Nigob yostiqchasi | SI (Silikon)

Burchak PA (Poliamid)

Burama vtulka PA (Poliamid)

boyicha konus ulanishi)
Ogim garshiligi
50 I/daqigada 0,2 hPa
100 I/dagigada 0,9 hPa
Xizmat kotsatish muddati 5yil
Foydalanish muddati 12 oygacha'
Terapevtik bosim 4 hPa-30hPa
ISO 4871 bo'yicha ko'rsatilgan
ikki xonali shovgin giymati:
Tovush bosimi darajasi
Tovush quvvati darajasi 19 dB(A)
Noaniglik koeffitsiyenti 27 dB(A)

3 dB(A)
Harorat:
Ishlatish +5°Cdan+40°C
Tashish va saglash gacha

-20°C-+70°C

Qollaniladigan standartlar EN ISO 17510: 2020

MDR (EU) 2017/745 ga kota Ila
mahsulot sinfi

9 Bosim-sarf xarakteristikasi
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Oftacha hisoblangan sizish (I/daq)

°
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Terapevtik bosim (hPa)

10 Markirovka va belgilar

Mahsulot, uning aksessuarlari yoki gadogida
quyidagi markirovka va belgilar bo’lishi mumkin.

Nosozlik Sabab Chora

KoZzda yelvizak | Nigob juda Bosh tasmasini
bosh tagilgan. | mahkamroq

' Xizmat muddati tozalash va ishlatiladigan tozalash
vositalari, kundalik kiyish davomiyligi, terapevtik
bosim va individual ter ajralishiga bog'lig. Nigobning
ikkinchi yostigchasidan foydalanish (komplektga
opsiya sifatida kiritiladi) uning xizmat muddatini
uzaytirmaydi.

8 Materiallar

Nigobning hech bir gismida lateks, PVX
(polivinilxlorid) va DEGF (dietilgeksilftalat) yoq.

Belgi |Tavsifi

Ishlab chigaruvchi va zarur bolganda
ishlab chigarilgan sana

Mahsulotning identifikatsion ragami
(tibbiy mahsulotlarning yagona
markirovkasi)

Buyurtma ragami

Mahsulotni tibbiy qurilma ekanini

Bosh tasmasi CO (paxta), EL (elastan), PA
(poliamid), P (poliyester), PU

(poliuretan)

bildiradi

Foydalanuvchi gollanmasiga digqgat
qiling

ofnating.
Nigob mos Dilerga murojaat
emas. qiling.
Terapevtik Nigob notogti | Nigobni gayta
bosimga sozlangan. sozlang.
erishilmayapti. Nigob Nigob
yostigchasi yostigchasini

shikastlangan. | almashtiring.

Tasma uchun PA (Poliamid), POM

Tashish va saglashda ruxsat etilgan
harorat oralig'i

Shlang tizimi | Shlang tizimi va
shikastlangan. | uning togti
joylashganini

tekshiring.

8t =E ERE 2

gisgich (Polioksimetilen)
Peshonatirgagi | PA (Poliamid) Kotsatilgan sanagacha ishlatish mumkin
Peshona tirgagi SI (Silikon)
prujinasi o —— |

uyosh nuridan himoyalan
Peshona SI (Silikon) f/i<\ Quy yalang
yostiqchasi n
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