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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
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 Léwenstein 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

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 JOYCEeasy X nasal mask and the JOYCEeasy X
Full Face mask are used for treating sleep apnea and
for non-invasive and non-life-sustaining ventilation
of patients with respiratory insufficiency. They serve
as a link between the patient and the ventilator.

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

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.

= Check before every use that the openings of the
anti-asphyxia valve are clear.

= 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.

= Monitor patients with restricted spontaneous
breathing.

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").
A CAUTION! Hazardous situation. If you ignore

these instructions, mild or moderate injuries
may result.

vy vy

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.
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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 Q) 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.

Headgear Rotating sleeve

Forehead cushion Mask body

Retaining ring Mask cushion

6. Carry out a visual inspection for cracks and de-
formations. Replace damaged parts. Discol-
oration is harmless.

7. Re-assemble mask (see Figure B).
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

EN)

Nasal mask  |Full-face mask

Flow resistance
at 50 [/min

at 100 |/min 0.3 hPa 0.3 hPa
1.0 hPa 0.7 hPa

AAV flow resistance
Inspiration at 50 I/
min - 0.6 hPa
Exhalation at 50 I/ - 0.8 hPa
min
Tolerance: £
0.2 hPa

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

Anti-asphyxia valve | SI (silicone)

Valve safety device | PP (polypropylene)

AAV switching
pressure - <1.0hPa
Open - <4.0 hPa
Close

1 6
2 7
3 | Forehead support 8 | Headgear clip
4 9
1

5 | Elbow 0

Anti-asphyxia valve (AAV) only with full face mask
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.

Anti-asphyxia valve (AAV)

If the device fails, the anti-asphyxia valve opens and
the patient breathes ambient air.

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:

Fault Cause Action
Draft in 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.

Quoted two-figure
noise emission
value according to
ISO 4871:

Sound pressure 17dB(A)
level 25 dB(A)
Sound power level
Uncertainty factor

13 dB(A)
21 dB(A)

3 dB(A) 3 dB(A)

Mask cushion | Replace mask

Product class to MDR Ila
(EU) 2017/745

Service life 5 years

9 Characteristic pressure/flow
curve

o
- ~+-JOVCEeasy X

+-JOYCEeasy X Full Face

Mean intentional leakage (I/min)

00
Therapy pressure (hPa)

10 Markings and symbols

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

is damaged. | cushion.

Circuit is dam- | Check circuit and

aged. the correct fit of
circuit.

Useful life Up to 12 months '

Description

Therapy pres- | Anti-asphyxia | Replace anti-as-
sure not valve defec- | phyxia valve.
reached. tive.

Therapy pressure 4 hPa-30hPa
Temperature:

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

Manufacturer and, if necessary, date of
manufacture

7 Technical data

Standards applied EN ISO 17510: 2020

Mask part |Frequency |Action

' Useful life depends on cleaning and on the clean-
ing 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.

Symbol
| uDI Unique device identifier (unique product
code for medical devices)
Order number

Indicates the product is a medical device

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

8 Materials

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

Follow the instructions for use

port and storage

Use by date

/ﬂ/ Permitted temperature range for trans-

Headgear | Weekly Wash for 15 minutes.

All parts (exception: elbow with anti-asphyxia valve)
can be washed in a dishwasher once a week (max. 70
°C, mild dishwashing detergent, max. 90 minutes
program duration, top basket, separate rinse).

4. Rinse all parts with clean water.

5. Allow all parts to air-dry.

Nasal mask Full-face mask
Dimensions in mm
(HxWxD)
Size S 98 x120x 86 | 90 x 145 x 101
Size M 98 x129x88 | 90 x 155 x 101
Size L 105x126x | 90x170x 101

104

Weight
Size S 864 1209
Size M 83¢g 126 g
Size L 90 g 134¢g
Dead space volume
Size S 100 ml 210 ml
Size M 105 ml 270 ml
Size L 115 ml 280 ml
Tube connection: @22 mm @ 22 mm (fe-
Tapered connec- (male) male)
tion to EN ISO
5356-1

Headgear CO (cotton), EL (elastane), PA

(polyamide), P (polyester), PU

(polyurethane)

| .

Headgear clip PA (polyamide), HTC (Tritan), ))T’( Keep out of sunlight

POM (polyoxymethylene) /I\\
Forehead support | PA (polyamide) Lot number
Forehead cushion | SI (silicone)
Retaining ring PP (polypropylene) CE symbol (confirms that the product

(hard component)

Retaining ring (soft | TPE (thermoplastic elastomer)
component)

N
m

conforms to the applicable European di-

rectives/regulations)

Mask body PA (polyamide)




CTonopHoe KonbLio | PP (nonvnponuneH)
(TBEpPABIN KOMMO-
HeHT)

Cnmeon |OnucaHme

CronopHoe KonbLio | TPE (Tepmonnactuueckuii
(markui komno- 3nactomep)
HeHT)

[
71N

Bepeyb OT CONHEUHbIX NyYeit

Homep naptum

LOT

Kopnyc macku PA (nonvamua)

MogayLuKa Macku SI (cnmKoH)

Yronok PA (nonvamug)

3Hak CE (noATBEpXAAeT COOTBETCTBYE
N3LeNus SeiCTBYHOLWM eBPONEencKnM

ANPEKTUNBAM/NHCTPYKLMSIM)

LLlapHrpHas BTynKa| PA (nonvamua)

ABapwiiHbIN BbIAbI- | SI (CUANKOH)
XaTe/IbHbliA KnanaH

MpegoxpaHutens | PP (moaunponunen)
KnanaHa
9 KpuvBas gaBneHme/noTok

500

—-JOYCEeasy X

+-JOYCEeasy X Full Face

100

CpeaHsisi NpegHaMepeHHas yTeuka (1/MuH)

0,0
TepanesTuyeckoe AasneHue (rfa)

10 MapkKunpoBKa 1 CUMBOJIbI

Ha v3genue, akceccyap Unm ynakoBky MOTYT 6biTb
HaHeceHbl yka3aHHas janee MapkvipoBKa 1 CMBO-
Jbl.

OnucaHune

M3roTtoBuTeNb 1, No HEO6X0,CI,VIMOCTI/I,
AaTa N3roTtos/ieHNA

VAEHTUVKALMOHHBIA HOMep n3aenus
(eanHast MapKpOBKa MEANLHCKIX 13-
Lennii)

Homep 3akasza

0603HaveHne B KaYecTBe MeANLIMHCKO-
ro v3genvs

CobA0AATE HCTPYKLMIO MO MO/b30Ba-
HUKO

JlonycTMBbIii Anana3oH TemnepaTyp npw
TPaHCMOPTUPOBKE U XPaHeHUN

MpriMeHeHVie BO3MOXHO A0 yKa3aHHOIA
AaThl

~=EE PR

11 TapaHTUA

Komnanus Lowenstein Medical Technology npego-
CTaBASET NOKynaTeNto Ha HOBOE OPUTMHANbHOE W3-
aenve Léwenstein Medical Technology 1 Ha ycTaHoB-
NeHHyto komnaHwvein Lowenstein Medical Technology
3aMnacHyto 4acTb OFPaHNYEHHYI0 FapaHTIIo U3roTo-
BUTENS COrNacHO AeACTBYIOLLIMM /15 COOTBETCTBYHO-
LLiero U3Aenns rapaHTUHbBIM YCIOBUAM 1 MpuBe-
AEHHbIM HIXe rapaHTUIHBIM CPOKaM, HaumMHas ¢ Aa-
Thl NOKYMKW. C rapaHTUAHBIMW YCIOBUSMU MOXHO
03HaKOMUTbLCS Ha VHTEPHeT-CaiiTe U3roTOBUTENS.
Mo enaHuto Mbl BbILLIEM BaM 3TV rapaHTUiiHbIe
ycnosus.

VimeiiTe B BUAY, UTO Nto6ble rapaHTUIHbIE MpaBa 1
OTBETCTBEHHOCTb W3rOTOBUTENS TEPSHOT CUNY, ECAN
CMONb3YOTCA He PeKOMEHA0BaHHbIe B MHCTPYKLW
Mo NoNb30BaHUI akceccyapbl U HEOPUrMHaNbHbIE
3anacHble YacTu.

C rapaHTUIAHBIMM peknaMaLmsaMm obpaLiaiTecs K
MeCTHOMY aBTOPV30BaHHOMY AUNepy.

N3penne FapaHTuWiiHbIE CpO-
K1
Mackw, Bkao4vas npuHaz- 6 mecsLes

JIEXXHOCTU

12 CepTuéukaTt cooTBEeTCTBUSA

Hacrosiwmm nsrotosutens — pupma Lowenstein
Medical Technology GmbH + Co. KG (Kronsaalsweg
40, 22525 Hamburg, Deutschland) — 3asBnager, uto
n3genve 0TBEYaeT COOTBETCTBYHOLLMM MOAOXKEHNAM
JOvipekTnBbl EC Mo MegLMHCKO NPOAYKLMN
2017/745. C NoAHbIM TEKCTOM CepTUdMKaTa COOTBET-
CTBUS MOXHO 03HaKOMUTLCA Ha Beb-caiiTe
(www.loewensteinmedical.com) nsrotosutens.

B cTpaHax EBpocotosa: fBnsacs nonb3osatenem v/
NN NaLVEeHTOM, Bbl 06513aHbl CO06LLaTb 060 BCeX
CBSI3aHHbIX C V3JeN1eM Cepbe3HbIX MPONCLIECTBUSX
N3rOTOBUTENIO 1 OTBETCTBEHHOMY YUpPEXAeHUI0.
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1 NpwumeHeHKMe

MopsiAOK MCNONb30BaHUS Macky NPeACTaBNeH Ha
cnesyroLLyX prUCyHKaXx:

n HagesaHue macku
a MoaroHka mMacku
CHeATUE MacKn
n Pasbopka macku

B C6opka mMacku

[Ans He3psAUMX MK CaboBUASALLMX NONb30Ba-
Tenen

VIHCTPYKLYMS MO NMO/Ib30BaHMI0 Takke AOCTYNHa B
3/1eKTPOHHOII BEpCUM B 06/1aCTV 3arpy3ki Ha Be6-
cainTe U3roToBUTENS.

2 BsepgeHue
2.1 HasHaueHwune

HazanbHas macka JOYCEeasy 1 poToHocoBast Macka
JOYCEeasy X Full Face ncnonb3ytoTcs g1s neveHms
OCTaHOBKW JbIXaHWs BO BpeMsi CHa W AN HeWHBa-
3VIBHOW 1 HeXx13HeobecneymBatoLLein NCKYCCTBeH-
HOVi BEHTUAALMW N1erkyX y NaLneHToB € pecnupa-
TOPHOW HeAOCTaTOYHOCTBI0. OHYM CNyXaT B KayecTse
COeAMHUTENBHOMO 3N1eMeHTa MeX/y NaLneHTOM 1
TepaneBTUYeCKVM annapaTom.

2.2 TpoTmBONOKasaHUs

3anpeLuaeTcs NPUMeHsTb Macky Ans NaLWeHToB Be-
COM MeHbLue 30 Kr.

B cnegyroLmx cuTyaupmsax NpyMeHsTb Macky 3anpe-
LLIaeTCs: He06XOANMOCTb HeMeANeHHOI UHTY6aLuK;
noTeps CO3HaHWA; CUbHas pBOTa.

B cnegyrowmx cutyaumax paspeLuaeTcs npuMeHsaTb
MacKy TO/IbKO € 0CO60Vi OCTOPOXHOCTBIO: Cledbl Ha-
[aBNVIBaHUS U 3HAUUTENIbHbIE MOBPEXAEHUS KOXM
AnLa, KOXHas anneprva B 0bnactu nnua, gepopma-
L1V L@ VAW HOCOTNIOTKM, OCTpble 6011 B 061acTy
ANLA, OTPaHNYeHHbIN UK OTCYTCTBYIOLLMWIA KaLlne-
BOI pediekc, Knayctpodobus, CuabHasa TOLLHOTA.
Macka He npeAHa3Ha4eHa Ans NCNoab30BaHMA C
pacnblAMTenem Uau B Ka4eCTBe aHeCcTeTNYeCKom
MacKu.

Ecnv Bbl Npeanonaraete, YTo kK BaM MOXeT OTHO-
CUTLCA OAHA M3 YKa3aHHbIX CUTYaLii, obpaTnTech K
MeANLMHCKOMY cnevpanucty. ObpaTute BHUMaHue
Ha NPOTVBOMOKa3aHWs, MPUBeAEHHbIe B HCTPYK-
L1 MO NONb30BaHMIO annapaToMm.

2.3 MMo6ouHble geincTeums

MMpwv MCNONb30BaHUM Mack BO3MOXHbI CedytoLyie
nobouYHble AeCTBYS: 3a10)KEHHOCTb HOCa, CYXOCTb B
HOCY, CyXOCTb BO PTy MO yTpam, YyBCTBO AaBNEHNS B
OKO/IOHOCOBBIX Na3syxax, PasgpaxeHune CIU3NCTON
060/104KV 1133, NOKPaCHEHWe KOXW, Cefbl HafaB-
NVIBaHUA Ha AnLe, OTeK LA, LYMbl NP AbIXaHWUN.

[Mpwv nosiBAEHNM 3TX NOBOUHbIX AeCTBUIA 0bpaTy-
TeCb K MeANLIMHCKOMY CreLyanmcTy.

2.4 KnnHmnuyeckas nosb3a

lMepeaaya TepaneBTNYECKOro BO3AACTBMSA OT anna-
paTa NCKYCCTBEHHOM BEHTUAALMM ETKUX NaLneHTy

3 besonacHocTb

A\ NPELYNPEXAEHVIE! YpesseluaiiHo onacHas
cnTyauus. HecobntogeHne creyoLLmx ykasa-
HWIA MOXeT MoB/IeYb 3a COBOI TAXKME,
HeobpaTVMble UK CMepTeNbHbIe TPaBMbI.

OnacHOCTb TPAaBMMPOBaHUS NOBPEXAEHHbI-

MW U NOABEPrHyTbIMW Harpyskam Komno-

HeHTaMu macku!

= [lepes KaXAbIM MPUMEHEHMEeM ¥ Nocie Kaxzoin
OUUCTKU BbIMONHNTE BU3YaNbHBIA KOHTPOb.
Mpvi HEOB6XOAMMOCTY 3aMEHSAINTE KOMMOHEHTbI
Macku.

= CobntogaiiTe CPOK NOAL30BaHWS.(CM. pa3aen
«TexXHUYECKME XapaKTePUCTHKM»).

OnacHOCTb TPaBMMPOBaHMA B pe3y/ibTaTe

HakonneHwus CO,!

BblabIxaeMbilii yrnekucabiii ras (CO,) MoxeT cobu-

paTbCs B POTOHOCOBOM Macke.

= licnonb3yiiTe pOTOHOCOBYO MACKY TONLKO B XO-
Ae Tepanuu.

= Mcnonb3yiTe pOTOHOCOBYO MaCKy TONbKO B yKa-
3aHHOM /jManasoHe TepaneBTNYeCKOro AaBne-
HUS.

= laumeHTbl, KOTOpble He CMOCObHbI CaMoCTos-
Te/IbHO CHATb MacKYy, AO/KHbI HAXOAUTLCS MOJ
HabntoAeHVeM MNajLLIEero 1 cpefHero Mejnep-
COHana.

= He ncnonb3yiiTe POTOHOCOBYO Macky ANs NaLyi-
€HTOB, KOTOPble He MOTYT CAaMOCTOSITE/ILHO ee
CHATb.

= lepes KaxAbIM NPUMeHeHeM NpoBepbTe, CBO-
604HbI 1 OTBEPCTUA K1anaHa aHTU-achmkcmm.

= He 3aKpbiBaiiTe BblgblXxaTeNbHble CUCTEMBI.

OnacHoCTb TpaBM MPU NCMO/Ib30BaHUN KUC-

nopoga!

Kncnopog MoxeT ckanavBaTbCs B O4exzae, NocTenb-

HOM benbe 1 Bonocax. [Mogaya kmucnopoja 6es 3a-

LLIMTHOrO YCTPOVCTBA MOXET CTaTb NPUYMUHO No-

Xapa.

= [pu HEOBXOAUMOCTH BbIMONHSAVTE YKa3aHHbIe

Aanee genctus: Vicnonb3syiite npesoxpaHu-

TeNbHbIA KnanaH ANs KCIopoaa.

CobntofaiiTe MHCTPYKLMIO MO MOb30BaHUIO Ch-

CTeMOIi MoAaum KMciopoaa.

He kypure.

V36eraiiTe 1CNONb30BaHWA OTKPLITOTO OTHS.

Kak cnegyet nposeTpuTe NoMeLLeHue.

CnepwTe, 4TO6BI HA Macke He 6bI10 C1eA0B Mac-

na v xwpa.

Cobntogaiite yKasaHus no 6e3onacHoCTy, Npu-

Be/leHHble B MHCTPYKLMM MO NOb30BaHI0

yCTpOMCTBa.

OnacHOCTb TPaBMMPOBaHUA U3-3a HeJ0CTa-

TOYHOro cHabXxeHWs NnauyMeHTa Bo3gyxom!

= AKTUBWpYITE Ha annapaTe CUrHanbHoe YCTPOoii-
CTBO NMOHUXEHHOTO AABNEHUS/YTEUKN.

= Mcnonb3yiTe Macky NOAXOAALLEro pasmepa u
npoBepbTe ee NoNoXeHUe.

= TaumeHTbl C orpaHNYeHHbIM CMOHTaHHbIM AblXa-
HMeM JO/MKHbI HAXOANTLCA NOA HabNtoAeHVeM.

b U U U

U



OnacHOCTb TpaBM BC/IeACTBUE HEAOCTAaTOY-

HOW oumncTKun!

= [lepes nepBbIM NPUMEHEHVEM OUUCTUTE KOMIO-
HEeHTbI Macky (cM. rnaBy «OUMCTKA W TUTMEHNYe-
cKast 06paboTKax).

= PerynspHo ounLLaiiTe pOTOHOCOBYHO Macky.

= [pu cMeHe nauymneHTa B 60/IbHUYHbBIX YCIOBUSAX:
cobntogariTe TpeboBaHMA JOKYMEHTa VIHCmMpyk-
yuu no 06pabomke POMOHOCO8LIX MACOK (CM. pas-
aen «rurvieHnyeckast 06pabotkan).

A\ OCTOPOXHO! OnacHasi cuTyauusi. Hecobaio-
[AeHe CNeayoLLVX yKa3aHuil MOXeT NoB/eYb
3a CO6OI Nerkune Nan cpejHen TKecTV Tpas-
Mbl.

OnacHoCTb TPaBMUPOBAHUSA B C/lyYae ajiep-

rnMyecKmx peakumii!

= [lpuMnTe BO BHUMaHMe UCMO/b30BaHHbIe B PO-
TOHOCOBasi Macke MaTepuanbl (cM. pasgen «Ma-
Tepuanbl»). Mosb3yiATeCh POTOHOCOBON MacKoi
TO/ILKO MO COrNAcoBaHWIO C MEAULIMHCKIM Crie-
LMannCcTom.

= Tlpu BbIGOpe CPeACTBa OUNCTKY NPUMUTE BO
BHUMaHVie BO3MOXHbI€e afnnepruyeckie peak-
umu.

OnacHoCcTb TpaBM NpY HenpaBUILHOW pery-

NMpoBKe 0ronoBbs!

Mpu Ype3MepHOM 3aTATVIBaHUN PEMHEN Oroa0BbA

BO3MO>XHa C/IMLIKOM NA0THasA NocaAka poTOHOCO-

BO Macku C aBNeHVeM Ha L0, YTO Bbi3blBaeT

MOKPaCHeHWs KOXW, CNejbl HaAaBANBaHUSA 1 OTEKM

nnua.

= [lpaBUNbHO OTPEryNVpyiiTe OroaoBbe (CM. piC.
n), 4TO6bI 06ECrneYnTb KOMPOPTHOE 1 NNOT-
HO€ npuneraHe poTOHOCOBOI Macku.

4 OnwucaHue nsgenusa

OTaeNbHble YacTy M306paxeHbl Ha TUTYLHOI CTpa-
H1Le.

1 | Oronosbe LLlapHVpHas BTy/Ka

~

Hano6Has nogytika Kopnyc macku

HanobHwnk Knunca pemHerii oro-

J10BbA

CroropHoe konibLo |9 | ModyLuka Macku

5 | Yronok 10

ABapuiiHbIN BblgbIxaTebHbI knanaH (AAV) Tonbko
ANt POTOHOCOBOV MacKm

CoBMeCTUMbIe annapatbl

TPy HEKOTOPbIX COYEeTaHWAX annapaToB GakTuye-
CKOe aB/ieHVie B Macke He COOTBETCTBYeET NpeAnu-
CaHHOMY TepaneBTN4eCcKOMY AaBNEHWIO, KOTOPOe
rnoka3blBaeT annapart. Monpocute MeAVNLIMHCKOro
CcreLmanvcTa OTperympoBaTh KOMIIEKT annapaty-
pbl TakMM 06pa3oM, YTobbI GakTUecKoe jaBneHme
B Macke COOTBETCTBOBA/IO TepaneBTNYeckoMy AaB-
NeHwnto. Takas perympoBKa AOMKHA BbIMONHATHCA
ANS TOTO TIMA Macku, KOTOPbIA UCMONb3YeTCs B XOZ4e
Tepanuu.

BblabixaTenbHas cuctema

Macka oCHalleHa BCTPOEHHOW BbljbIXaTeNbHOM C1-
CTeMOM. Yepes 3TOT 3a30p BbIXOAUT BbljbIXaeMbiii
BO3AYX.

ABapuiiHbIl BbifibIxaTeNbHbIA KnanaH (AAV)

Mpw BbIXOZe annapara 13 CTPos OTKPbIBAeTCs aBa-
PUIAHBIN BblAbIXaTeNbHbINA KnamnaH, No3Boss nay-
eHTY AbILLaTb OKPYXaIOLLVIM BO3JYXOM.

5 OuncTka n rurmneHn4Yeckas
obpaboTka

5.1 Ouwuctka macku

1. Tlepes 0UMCTKON BbIMOMTE PYKU.

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

3. OumcTUTE POTOHOCOBYHO Macky BpyUHYH (Makc.

30 °C, 1 mn markoro mMoroLero cpeactsa Ha 11
BO/bl) COrNACHO CreaytoLLeli Tabauue:

[letanb YacroTa

Macku

JeiicTBue

Bce getanu | ExeaHeBHO | 3amMounTb Ha 15 MUHYT 1
Mackm NPOMbITb. YNCTUTL 3 MU-
HYTbl MATKOIA LLIeTKOM.

ExeHe-
LeNbHO

Oronosbe MpombIBaThL B TeYeHwe

15 MUHYT.

Bce getanu (MckoUeHwe: yronok ¢ aBapuitHbIM Bbl-
AbIXaTe/lbHbIM KanaHoM) MOXHO eXeHeAeNbHO
MbITb B MOCYAOMOEUHOI MatuHe (Makc. 70 °C, msir-
KOe MOtoLLIee CPeACTBO, MaKC. A/IMTeNbHOCTb MpPo-
rpamMmbl 90 MUHYT, BEPXHSSt KOP3UHA, OTAE/bHbIN
PEXVM MOIAKN).

4. TpOMbITb BCe AeTanu YNCTON BOAON.

5. TlpocywnTb BCe YacTy Ha BO3JyXe.

6. [poBecTu Br3yanbHbI KOHTPO/b Ha MpeaMeT
TpeLLrH 1 gedpopmaLmii. 3amMeHNTb NoBpeXAeH-
Hble ZeTanu. i3mMeHeH s LiBeTa He ABAstoTcA
onacHbIMN.

7. Co6patb Macky (cm. puc. B).
5.2 TwrneHu4eckas obpaboTtka
(60NbHNYHbBIE yCN0BUA)

Mpu cMeHe NaLneHTa CnejyiTe yka3aHUsM B 4OKY-
MeHTe «/HCmpyKyuu no 06pabomke pOMoHOCO8bLIX
Macok». [JokyMeHT JOCTyMeH Ha MHTepHeT-caliTe
13rotoBuTENs. Mbl MOXEM BbIC/IaTb AOKYMEHT MO
3anpocy.

5.3 YTtunusauwusa

YTURN3npyinTe AbIxaTeNbHY0 Macky BMecTe ¢ 6bITo-
BbIMW OTXOAaMM. B 60NbHUYHBIX YCIOBUSIX: YTUAN-

31pyiiTe Macky COrnacHo NpaBuaaM MeAVLIMHCKOro
yupexaeHus.

6 HeuncnpasHoCTU HasanbHas  |PoTo-HocoBast
Macka macka
:lglec;'lpaB- MpuunHa Jeictene ConpoTueneHme
noToky AAV
CTpys Bo3gyxa | PoToHoCOBas | 3aTaHWUTE Orosio- Baox npw 50 a/MuH - 0,6 rfMa
B rnasa Macka CAnT | Bbe NOTyXe. Bbigox npw 50 51/ - 0,8 rfMa
C/ILLKOM CBO- MUH
604Ho. Jonyck: +0,1Ma
PoToHocoBasi | ObpaTuTtecs K aB- JaBneHve cpaba-
Macka He Nnoj- | Topn30BaHHOMY ThiBaHMA AAV - <1,0rMa
XOAWT. annepy. OTKpbITb - <4,0rNa
3aKpbITh
He gocTturaet- | PoToHocoBasi | 3aHOBO OTperysu-
sl TepaneBTW- | Macka Henpa- | pynTe POTOHOCO- YkasaHHoe ABy-
yeckoe fjaBJie- | BUIbHO OTpe- | Byt Macky. 3HaYyHoe 3HayeHue
Hue. rynupoBaHa. LUYMOBbIZeNeHuns
cornacHo ISO 4871:
foBpexAeHa | 3amenuTe NoAyLw- YpoBeHb 3ByKOBO- 17 ab(A) 13 AB(A)
MOAYLIKA Mac- | Ky Mackia. ro ZasneHus 25 6(A) 21 45(A)
Kn. YpoBeHb 3ByKOBOV
MospexaeHa | MposepbTe cucTe- MOLLHOCTN 3 46(A) 3 ab(A)
cmMcTeMa Tpy- | My TpyboK 1 Hag- MorpeluHocTb
60K. Nexallee Kpere-
HVE CUCTeMbI TPY- Knacc npogykra cornac- Ila
60K. HO VHcTpykuwmm EBpoco-
] _ t03a ANt MeANLMHCKON
Ic-|ﬂeT;éocmraeT_ HencrpaseH | 3ameHuTe aBa ) MpoayKwyM (MDR)
paneBsTu- | aBapuiiHbIA | pUiAHBINA BblAbIXa 20171745
Yeckoe aBe- | BblAbIXaTe/lb- | TeNbHbIA KaanaH.
Hue. HbI K1anaH. Cpok cnyx6bl 5 nert

7 TexHuYecKue XapaKTepucTukmn

CpoK Nosb30BaHNS 10 12 Mecaues '

TepaneBTunyeckoe jas- 4rMa-30rMa
HasanbHas PoTo-HocoBas nieHve
Macka Macka Temnepatypa:
Pa3mepsbl, MM (BblI- npw 3KcrnayaTaumm oT+5°C go +40°C
coTa X W1prHa X TpaHcrnopTrpoBKa 1 o1 -20 °C go +70 °C
rny6uHa) 98 x 120 x 86 | 90 x 145 x 101 XpaHeHue
Pa3mep S 98 x129x 88 | 90 x 155 x 101 .
Pa3meg M 105x126 x| 90 % 170 x 101 Tﬂbpl)mmeHMMble CTaHzap- ENISO 17510: 2020
Pasmep L 104
Macca ' Cpok Mo/b30BaHKA 3aBUCKT OT OUMCTKM 1 ne-
Paswiep S 861 120+ MONb3yeMOro MOKLLETO CPEACTBA, eXEeAHEBHOI
Pasviep M 881 1261 MPOAOXNTENBHOCTY HOLLIEHVS, TEPANeBTUYECKOro
Paswiep L 9% 134r AABNEHVS U MHAMBNAYabHOTO MNOTOOTAENEHMS.
Vicnons3oBaHmMe BTOpoii MOAyLLIKM Macky (nocTas-
06beM MepTBOro NIAETCS KaK Onuyis) He NPOAJEBAET CPOK MONb30Ba-
NpOCTpPaHCTBa 100 mn 210 mn HUS.
Pasmep S 105 mn 270 Mn
Pa3mep M 115 Mn 280 mn 8 MaTtepuansi
Paswep L Bce 4eTanun poTOHOCOBOI Macky He cogepart na-
MoAkntoyeHve @ 22 mm (wre- @22 MM ek, MBX (noameuHunxnopug) v A3r® (auatnnrek-
Tpy6KM: KOHYC CO- Kkep) (pazbem) cundranar).
rnacHo EN ISO
5356-1 Oronosbe CO((XnOI'IOK), P)UE ((anaCTaH),
PA (nonnamug), P (monn-
AspogviHamuye-
cKoe conpoTuee- 3¢up), PUR (nonvypetaH)
Hue 0,3rMa 0,3rMa Knunca pemHei PA (nonnamug), HTC (Bbicoko-
npu 50 1/MyH 1,0rMa 0,7 rMa 0ro/0BbA TeMnepaTypHblii cononnmep),
npu 100 n/MuH POM (nonvokcmeTneH)
Hano6HuK PA (nonvamua)

Hano6Has nogyw- | SI (cunmkoH)

Ka
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AnaTTbiK Aem SI (CunwvikoH)

LbIFapy KnarnaHbl

KnanaH 6ekiTkiwi | PP (Monunponunex)

[}

K,I::ICI:»IM-anIH KUCbIK, CbI3bIfbl

R
- —JOYCEeasy X
+-JOYCEeasy X Full Face

200

100

OprTalua xocnapnaHraH ary (n/MvH)

00
Tepanusnbik Kbicbim (rMa)

10 TaH6anamanap >kaHe TaHbanap

OHimze, Kepek-XapakTapAa Hemece kanTamanapaa
Keneci TaHbanamanap MeH TaHbanap KonAaHbIYbI
MYMKiH.

11 Keningik

Lowenstein Medical Technology »xaHa TynHycka
Léwenstein Medical Technology eHiMiHiH xaHe
Léwenstein Medical Technology opHaTkaH Kocankbl
66/LLEeKTIH TYTbIHYLIbLICbIHA TUICTI 8HIMre
KONAaHbINATbIH Keningik WapTTapbiHa XaHe caTbirn
aNnblHFaH KyHHeH bactan TemMeHze kepceTinreH
Keningik mepsimgepiHe caiikec wekTeyni
OHAIPYLLIHIH KeningiriH 6epegi. Keningik waptrapbiH
OHAIpYLLiHIH Be6-CcaiiTbIHaH anyra 6onazbl.
KanayblHbI3 60iibIHLLa Ci3re Keningik WapTTapbiH Aa
Xibepemis.

ManaanaHy 60lblIHLLIA HYCKay/blKTa YCbIHbIFaH
Kepek-xapakTap Hemece TyMHycKa Kocakbl
6enLuekTep NaaanaHblMaca, keningik nex
XayankepLuinikke KaTbICTbl K€3 KeJireH LiafFbIM
XapaMcbl3 60N1aTbIHbIH eCKepiHi3.

KeningikTi yCbIHY KaxeT XaFAaiinapaa apHaiibl
Annepre xabapnacbiHbi3.

OHIM Keningik

mep3imaepl

Mackanap (ofaH Koca kepek- | 6 ait

)xapakrap)

Cunnattamachol

OHAIpyLLi XaHe, erep kaxeT 60/ca,
LUbIFApbIAFaH KyHi

OHIMHIH NAeHTUOUKALWANBIK HEMIPI
(MeanumHanbIk eHiMAep YLUiH 6ipkenki
eHiM TaH6anaysbl)

TancblpbIC HEMIpI

OHIMHIH, MeANLMHANbIK 8HIM eKeHAIriH
6ingipesi

ManganaHy XeHiHAeri HyckaynblKTbl
kapay

TacbimMangay aHe cakray yLiH pykcat
eTinreH TemnepaTtypa aiiMarbl

KepcerinreH kyHre AefiH KonaaHyra
Xapamgpl

8l SIEIEIRE] 3

7/
2

KyH cayneciHeH KopfaHbI3

Y
2

TonTtama Hemipi

CE 6enrici (6HIMHiH, KONAAHbICTaFbI
Eyponansik gnpekTsanapra/
epexenepre CaViKecTiriH pactainabl)

Yakinetti ekin

imnopTrayLubl

& m

12 CalikecTIK AeKnapauuschbl

OHaipyLwwi Lowenstein Medical Technology GmbH +
Co. KG (Kronsaalsweg 40, 22525 Hamburg,
FepMaHwis) ocbl apKblibl @HIMHIH, 2017/745
MeanumnHanbIk byiibiMaap pernamenTiHis, (EO) TuicTi
epexenepiHe carikec keneTiHiH Manimaenai.
CalikecTik Typanbl AeknapauysiHbiH TOMbIK MITiHi
OHAIpPYLLIHIH Be6-CaiTbIHAA KOMKETIMA
(www.loewensteinmedical.com).

EO-ga: MaitganaHyLubl XaHe/Hemece emaenyLui
peTiHAe Ci3 eHiMre 6ainaHbICTbl OPbIH anFaH ke3
KenreH MaHbl3/4bl OKUFanap Typanbl eHAipyLlire
X3He eKineTTi 6backapy opraHAapblHa xabapnaybiHpl3
Kepex.

LMT 67387 01/2026 en-US, ru, ka, kk, ky, uk, uz

&K

1 NahpanaHy

MackaHbl naiganaHy TapTibi keneci cypettepge
6epinren:

n MackaHbl Kuto

a MackaHbl opHaTy
MackaHsbl ety

n MackaHbl 6entuektey

B MackaHbl KypacTbipy
Ke31 KepMeWTIH XKdHe Halap KepeTiH
naifanaHyLubinapFa apHanFaH

ManaanaHy 60libIHLLIA HyCKayblK COHAAI-aK,
OHAIpYLLIHIH Be6-caiTbiHgarsl Download (KykTen
any) 6enimMiHze 3N1eKTPOHAbI HYCKazAa KOCbIMLLA
KOJIKETIMAI.

2 Kipicne

2.1 KonpaHy makcaThbl

JOYCEeasy X MypbIHAbIK Macka xaHe JOYCEeasy X
Full Face-MypbIH MacKachl yiikbl aMHO3CbIH eMzeyre,
COHAal-ak, TbIHbIC any XeTkinikciairi 6ap
emzenyulinepre NHBasvBTI eMeC XXaHe eMipZi cakTan
Kanyra apHasMaraH ThIHbIC any Tepanuacel

YLWIiH KonAaHblnagel. EMaenyLi MeH Kypbiifbl
apacbiHAaFbl 6ainaHbICTbIPYLLbI 31eMEeHT.

2.2 Kapcbl KepceTunimaep

MackaHbl canmarbl < 30 Kr emaenyLinepre
KoNngaHyra 6onMaiiabl.

MackaHbl keneci xaraannapaa KongaHyra
60nMaiiabl: Xegen NHTY6aLWs KaXeTTiNir, eciH
XOFaNTY, KaTTbl KYCY.

Keneci xargannapsa MackaHbl Tek epekLue
cakTblkneH KonAaHyFa pykcat eTinegi: Kpicbim Tycy
i34epi xaHe TepiHiH aliTapAbIKTali 3aKbIMAaHYbI, 6eT
aliMaFblHAaFbl Tepi annepruscel, 6eT Hemece MypbIH-
XKYTKBIHLLAKTBIH, KMCatobl, 6eT aiiMaFbliHAaFbl KaTTbl
aybIPCbIHY, LLeKTeyi eTen pediekci Hemece xeTen
pednekciHiH 6oaMaybl, knaycTpopobus, KaTTbl
XYpeK anHybl.

Macka 6ypikkilneH Hemece aHeCTe3UsAbIK Macka
peTiHAe KONAaHyFa apHanMaraH.

Erep ci3 ocbl xaFgaiinapaplH 6ipi cisre KaTbICTbl
eKeHJiriHe ceHimMAi 6bonMacaHpI3, MamaH aapirepre
xabapnacbiHbI3. KypblinfFbiHbI Naliijanany xeHiHaeri
HYCKay/bIKTa KenTipinreH Kapcol kepceTinimaepre
Ha3ap ayAapblHbi3.

2.3 JKaHama acepnepi

MackaHbl KongaHFaH kesze Keneci XxaHama acepiep
nanga 60nybl MyMKiH: MyPbIHHbIH 6iTenyi,
MYPbIHHbIH KypFaybl, TAaHEPTEH, aybi3jblH KypFaybl,
KOCaNKbl KyblCTapAarbl KbICbIM Ce3iMi, Ke3JiH,
KOHBIOHKTVBACBIHbIH TiTIpKeHYi, TEPiHiH Kbl3apysbl,
6eTTeri KbICbIM i34epi, 6eTTiH iCiHyi, TbIHbIC any
Ke3iHZeri XaFbIMCbI3 AblObICTap.

Erep aTanfaH xaHama acepnep nainga 6onca,
A3pirep MamaHra xabapnacbiHbi3.

2.4 KnunHukanblk nanpacol

OKneHi XacaHzpl Xe/AeTy annapaTbiHbIH,
emgenyulire bepineTiH emaik acepi

3  Kaymncsgik

ECKEPTY! ©7e KayinTi xaraal. Keneci
HyCcKaynapZbl OpbiHAamay ayblp, KaliTbIMCbI3
Hemece enimre aKeneTiH XapakaT anyFa akenyi
MYMKiH.

3akbIMAanfaH Hemece KbICbIM TYCeTIH MacKa

6enIKTepIHeH XapakaT any kayni!

= Op KONAaHap andblHAa XaHe TasanayaaH KeniH
Ke3beH LWonbIN TekcepiHi3. KaxeT 6onca, macka
66niKTepiH aybICTbIPbIHbI3.

= [lainganaHy Mep3iMiH Ha3apFa anblHbI3
(«TexHvKanbIk cvnaTTamanaps» 6enimiH
KapaHbi3).

CO, >XMHaNybl HITW>KECIHAE XapakaT any

Kayni!

[leMMeH WbiFapbinFaH KeMipKbilwkbin rassl (CO,)

mackaga XuHanybl MyMKiH.

= MackaHbl Tek Tepanus KesiHae KonAaHbIHbI3.

= MackaHbl TeK TepaneBsTiK KbICbIMHbIH,
KepceTiNreH aykbIMbIHAA KONAAHbIHbI3.

= MackaHbl e34iriHeH LueLle aNMaiTbIH
emzenyLinepre KongaHyra 6onmangpi.

= Opbip KonaaHap angplHAa anaTTblk AeM LUblFapy
KnanaHblHbIH CaHblnaynapblHblH 60C eKeHiH
TeKcepiHs.

= [lem WbIFapy XynenepiH xannaHpi3.

OTTeriH naiganaHy KesiHe >xapakaT any

Kayni!

Knimge, Tocek-opblHAapAa XaHe LwatuTta oTTeri

XUHanybl MyMKiH. KOpFaHbIC KypbIFbIChl 60aMaFaH

Xarfanga otteri 6epy epT TyAblpybl MyMKiH.

= KaxeT 6onfaH xafrgaiiga: OTTerire apHanfaH

Kayinci3gik knanaHblH NanganaHbiHpI3.

OtTeri bepy XyieciH narganaHy XeHiHaeri

HYCKaYNbIKTbl OPbIHAAHbI3.

LbinbiM LWeKneH;3.

ALLbIK OTTbI MaiidanaHysaH aynak, 60biHbI3.

BenmeHi aypbIc XengeTiHis.

Mackaga Mali MeH Maiinbl 3aTTbIH, i34epi XOK,

eKeHZiriHe Ke3 XeTKi3iHi3.

= KypbInfblHbl Nanganany XeHiHAeri Hyckaynbikra
6epinreH Kayincisgik epexenepiH cakTaHbis.

EmpaenyLuiHi ayaMeH >eTKIIKCI3 KamTamachbi3

eTy canpapbliHaH XXapakat any kayni!

> KypbliFblaa TOMeH KbICbIM/aFbin KeTy Aabblagblk
KYPBINFLICHIH iCKe KOChIHbI3.

= TuicTi enwemzeri MackaHbl KONAAHbIHbI3 XIHe
OHbIH, ZlypblC OPHaNacyblH TeKcepiHis.

= ©3giriHeH TbIHbIC ana anManTbIH emaenyLlinep
6akblnaysa 60nybl Kaxer.

TaszanaygblH, )XeTKINIKCI3AITIHEH XXapakaT any

Kayni!

= AnFal KonAaHap angplHAa Macka 6eniktepiH
TasanaHbi3 («Tasanay XaHe rurueHanbik eHaey»
TapayblH KapaHpi3).

U

U U
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5 Ta3apTy >XoHe rmrmeHasnblk,
eHaey

5.1 MackaHbl Tasanay

1. TasanayaaH 6ypblH KO/bIHbI3AbI XYbIHbI3.

= MackaHbl yjalibl Ta3anan oTbIpbIHbI3.

= KnuHvkanblk opTaza eMaenyLui ayblckaHaa:
Mackanaposl eHOey HyckayblFsl KyXaTbl
HYCKayNnapbIH OpbIHAAHbI3 («TUrMeHanblk
eHAey» Tapaybl kapaHbi3).

A\ CAK BOJbIHbI3! KayinTi xargait. Keneci
HyCKaynapAbl CakTaMacaHpl3, XeHin Hemece
opTalla XapakaTrap TyblHAaybl MyMKiH.

Anneprusanbik peakumsanap TyblHAaFaH

XaFaanaa >kapakat any kayni!

= Mackaga KongaHblifFaH MaTepuanjapasl
eckepiHi3 («MaTepuangap» TapaybiH kapaHbi3).
MackaHbl Tek MeguLIMHa KbI3MeTKepiHiH
HyCKaybIMeH KOAaHbIHbI3.

= TazapTKbll Kypangbl TaHAaFraHAA TyblHAAYbI
MYMKiH anneprysiblk peakuysnapabl eckepinis.

bac KMIMHIH, AypbIC OpHanacnaybiHa

6alinaHbICTbl XXapakaT any kayni 6ap!

Erep 6ac KviMm TbIM KaTTbl TapTblICa, MacKa TbiM

ThbIFbI3 OPHaNachIn, 6eTTi KbICyAbl XaHe TepiHiH,

KbI3apyblH, Xapanap Hemece b6eTTiH iCiHyiH TyabIpybl

MYMKiH.

= Macka bIHFaii/bl X3He ThiFbl3 TypaTblHAAM eTirn

6ac KMiMAi AypblC OPHANACTLIPbIHbBI3 (ﬂ CypeTiH
KapaHpl3).
4 ©HIM cunaTTamMachl

XekenereH 6eniktepaiH kepiHici angbiHfbl 6eTTe
KepceTinreH.

2. MackaHbl 6eniekTey (n CypeTiH KapaHbi3).

&K

1 | backa apHanFaH 6 | AiHanManbl rnnb3a
6engik
MaHgai xacTblfbl 7 | Macka koprycbl
MaHaaii Tiperi 8 | backa apHanfaH
6engik KbICKbILLbI
bekiTKil cakmHa 9 | Macka XacTblIfbl
BypbILThIK 10

AnaTTbiK AeM LbIFapy KnanaHbl Tek (AAV) aybis-
MYPbIH MackacblHAa

CaliKkec KypblinFblIap

Keinb6ip KypbinFbinapasl bipre KongaHy kesiHzge
KYPbINFblAa KePCeTiAreH Tepanusbik KblCbiM
Mackajarbl HaKTbl KbICbIMFa COKEC KenMeyi MyMKiH.
[lapirep MamaHfa KypblFblHbI MackaAaFbl HaKTbl
KbICbIM Tepanusnblk KbiCbIMFa Calikec bonatbiHAal
eTin peTTeTiHi3. byn peTTey Tepanus KesiHge
KONAaHbINATLIH Macka TypiHe CalKec Xyprisinyi Tuic.

[lem wwbIFapy xyiieci

Macka KipiKTipinreH gem LublFapy xyiiecimeH
XabgplKTanfaH. [lem LLbiFapbliFaH aya caHpliay
apKbl/bl WbIFajpl.

AnaTTbIK ieM LWbiFapy KnanaHsl (AAV)

KypbIFbl iCTeH LUbIKKaHAa anaTTbIk, KnanaH
albINbIN, eMaenyLUi KopLUaraH opTaHblH ayacbiMeH
AeM anagbl.

7 TexHuKanblK Aepekrep

3. MackaHsbl konmeH (Makc. 30 °C, 1 a1 cyFa 1 ma
XYMCaK Ta3apTKbILL Kypan) TOMeHAeri kectere
ColiKeC TazanaHpl3:

Macka Xuinir opekeT

6eniri

Bapnbik KYH caiblH | 15 MUHYTKa CyFa canbin,

macka XYbIHbI3. 3 MUHYT 601bI

6enikTepiH XyMcak LLeTKameH
TasanaHpis.

backa anTa caliblH| 15 MUHYT 60WbI XybIHbI3.

apHanfaH

6engik

Akay Ceb6ebl KongaHbinatbiH MypbiH AybI3-MYypbIH
apekeT MacKachbl MacKachbl
Macka Macka xacTblIfblH 1SO 4871
KacTblIFbl aybICTbIPbIHbI3. CTaHAapThI
3aKbIMAanFaH. 60WbIHLLA Ly
) : P LUbIFapyAbIH,
TyikTep TyrikTep xyneci Kepcegi);reH exi 17 aB (A) 13 46 (A)
Xyiieci MEH OHbIH AYpPbIC MaHZi MaHi: 2546 (A) 21 16 (A)
3aKbIMAQ/IFaH. | OPHATBUIFAHbIH JIHIBbIC KbICbiMb!
TEKCepIHIS. AeHreii 346 (A) 3 46 (A)
Tepanusinblk | ANaTTblk AeM | ANaTTblK 4eM [ObI6bIC KyaTbl
KbICbIMFa KO/ | LUbIFapy LWblFapy Aenreii
XeTKi3inmelai. | knanaHbl KnanaHbiH AybITKY
aKaysbl. aybICTbIPbIHbI3.
MDR (EO) 2017/745 JIE]

60/bIHLLIA BHIM KNacbl

ManganaHy mepsimi

Bapnblk 6enikTepai (MbiHagaH 6acka: anaTTbik 4em
LbIFapy knanaHbl 6ap 6YpbILLTLIKTEI) anTackiHa 6ip
eT blAbIC XYFbILL MaLLWHajA Ta3anayFa 6onagpl
Makc. 70 °C TemnepaTypaga, Xymcak XyFblLl 3aTreH,
6afjapnamaHblH, MakcmMangabl y3akTbifbl 90 MUAHYT,

XOFapFbl Ce6ETTe, 66/1EK LU0 PEXVMIHZE).

4. bapnblk 6enikTepsi Taza CyMeH LWalblHbI3.

5. bapnblk 6enikTepai ayaja KenTipiHis.

6. beniktepae xapblkTap MeH MaibICyAblH,
60/71MaybIH Ke36eH LLObIN TeKCepiHi3.
3akbIMzanFaH 6enikTepai ayblCTblpblHbI3. TYCiHIH,
©3repyiHiH eLl 31SHbI XOK,.

7. MackaHbl KaiiTa KypacTbipbiHbI3 (B CypeTiH
KapaHbi3).
5.2 T'vrneHanbik eHAey (KIUHUKaNbIK,
opTaja)
EmgenyLui aybickaH xargainaa "Mackanapdsl eHoey
HycKay/biFbl” KyKaTbIHAAFbI HYCKaynapAp
OpbIHAAHbI3. KyXaTTbl OHAIPYLLiHIH caiiTbiHaH Taba

anacsi3. CypayblHbi3 6oiiblHLLA 6YN KyXaTThl Ci3re
Xibepe anambis.

5.3 Xow

MackaHbl TYPMbICTbIK KOKbICKa TaCTaHbI3.
KnuHunkanelk optaga: MackaHbl aypyxaHa
epexenepiHe CINKEeC KoK KaxeT.

CTaHAapTbIHA
C3KeC KOHYC

(aFbiTnanb)

AFbIHFa KapCblbIK,
50 n/MUH Ke3iHae

MypbiH AybI3-MYpbIH

MacKachbl MacKachbl KongaHy y3akTblifbl !
(GEnLuEEMgrt)epi MM-Ae Tepanusanbik KblCbIM

X E x .
S enuem 98x120x86 | 90x 145x101| | Temneparypa:
M enuemi 98x 129 x 88 | 90 x 155 x 101 .'FO“AaHY KesiHAe
L enwwemi 105x 126X | 90x 170 X 101 acbIManAay koHe
104 cakray

Canvarbl KongaHblnFaH EN ISO 17510: 2020
S enwemi 861 120r (TaHAapTTap
M enemi 83r 1261 ' KonaaHy y3akTbiFbl Tasanay canachiHa,
L enwewmi 90r 1341 KOMAAHbINATBIH Ta3apTKbILL KypanAapra, KYHAeniKTi
O/ KeHiCTIK KeneMi KONAAHY YaKbITbIHA, TePANUSbIK KblCbIMFA XIHe
S enueMi 100 M 210 Mn Xeke Tep 6eniHyiHe 6ainaHbICTbl. EKHLLI Macka
M enemi 105 mn 270 Mn KaCTbIFbIH naMAangHy (kocbiMwa Bepince) KongaHy
L enwewmi 115 Mn 280 mn MEPSIMIH y3apTnanabl.
TYTIK KOCbINbIMbI: Amqmngi 22 JAnametpi 22 8 MaTepmanAap
EN ISO 5356-1 MM (icTikLueni) MM

MackaHblH 6apnblk 6enikTepiHiH KypamblHAa NaTekc,
MBX (nonvBuHUAXI0PUA) XaHe AT D
(avaTnrekcundTanat) oK.

CO (Makra), EL (3nactaH), PA
(Monnamug), P (Monnadmp),
PU (MonwvypetaH)

backa apHanfaH
6engik

PA (Monnamug), HTC
(TprdennnmeTaH), POM
(MonvokcumeTnnen)

backa apHanfaH
6en4ik KblCKbILLbI

MaHaai Tiperi PA (Monvamua)

MaHgaii xactbibl | SI (CunukoH)

100 1/MVH Ke3iHge 0,3rMa 0,3rMa
1,0rfMa 0,7 rMa

AAV afblHFa

KapCblnblk,

Jem any kesiHge 50 0,6rMa

N/MUH 0,8rMa

Jem weirapy

KkesiHze 50 n/MuH

AybITKy Wweri: £ 0,2

rfla

AAV aybicy

KbICbIMbI <1,0rMa

Aty <4,0rMa

XKaby

6 Akaynap
Akay Cebebl KongaHbinatbiH
apekeT
Ke3giH eTne Macka Tbim Bac 6engiriH
xenre 60c. KaTTbIpaK
yLbIpaysbl TapThbIHbI3.

Macka caikec

ApHalibl gunepre

XeTKisinmengi.

Kenmengi. xabapnacblHbI3.
Tepanusnblk | Macka gypbiC | MackaHbl kaiTa
KbICbIMFa KON | peTTeNMereH. | peTTeHis.

Kayincizaik PP (Moavnponunen)
cakmHacel (KaTTbl

KOMTOHEHT)

Kayincizgik TPE (Tepmonnactukansik,
cakuHachl (xymcak | anactomep)

KOMTOHEHT)

Macka Koprychi PA (Monvamug)

Macka XacTblfbl

SI (Cunukon)

BypbILWThIK

PA (Monviamug)

AliHanManbl rab3a

PA (Monvamug)
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TPE (TepMonnactvkanbik

BekunTyyuy wakek
3nactomep)

(>xymLuak
KOMMOHEHT)

CumBon |CypeTTenyLu

MackaHblIH kopnycy | PA (Monavamung)

CE mMapkanoo (MpoayKT Tvewlenyy
eBponanbIK AupekTBanapra/

3pexenepre binabik SKEHANMNH
TaCTLIKTAlT)

[cH [rep| | blirapbiM YKyKTYy eKkyn

MackaHbIH SI (cnmKoH)
Xa34birbl

BypuTyk 66nyK PA (Monvamug)
Bypynyyuy PA (Monvnamng)

(aitnaHma) maHxeT

ABapuvisbIK Aem SI (cnnvKoH)

Yblrapyy knanaHsl

@ VimMnopTTOOUy

Knana kynnycy PP (Moannponunen)

()

bacbiMm-arbim MyHe3aemMecy

o
—+-JOYCEeasy X

+#+JOYCEeasy X Full Face

OpTOYO MIAHAAWITLIPBITAH arbin Ybiryy (7/MyH)

Tepanusnbik 6acsim (rfa)

10 benrunep >kaHa cmmBoJ140p

TemeHKy 6enrnnep xaHa CMBONAOP NPOZAYKTKa,
akceccyapiapra e TaHrakka TUPKeULL MyMKYH.

11 Kenunnauk

Lowenstein Medical Technology xaHbl opurnHangyy
Léwenstein Medical Technology npogyKLUuscbiH xe
Lowenstein Medical Technology TapabbiHaH
OPHOTYNraH 3anacTblk 6eyKTy caTbin anraH
KapAapra, oL NPOAYKT YUYH KONAOHYYYYy
KeMUAAMK LapTTapbiHa blNalblK XaHa TOMEHAe
KepCeTyNreH Kenmnank MeeHeTTepy 60toHYa, caTbin
aNblHraH KyHAeH TapTbin YeKTenreH eHAYPYYyUYHYH
KenunamrmH 6epet. Kenmnank wapTtrapsbl
BHAYPYYUYHYH caliTbiHAa 6ap. KaanooHysra xapatua
KeNWAAUK LIapTTapbiH 4a C13re XeHeTyn bepebus.

Kennnamkke xaHa Xoonkepumankke 6annaHbiLTyy
ap kaHaall goomatrtap, arepae KongoHyy 6otoHua
KepceTMenepae CyHyLITanraH akceccyapiap xe
6aluTankbl 3anacTblk 661yKTep KoNZoHynbaca,
Xapakcbi3 60/0T.

Kenunamk Tanan KbiabiHraH yyuypaa, aamc
AVNeprHM3re KalipblibiHbI3.

Cumson |CypeTTenyLl

Mpoaykt Kenunnguk

MEeHeTTepy
Mackanap, aHblH n4nHze 6 ali
akceccyapnap

OHAYPYYUY XaHa eHAYPYLUTYH AaTackl,
srepAe Ko/joHynca

MpoayKT NAEHTUGUKALMSNBIK HOMEPY
(MeaMUMHanbIK WakMaHAap Y4yH
BUPAVKTYY MPOAYKT 3TUKETKaChI)

ByiipyTMaHbIH HomMepK

MpoayKTTy MeAVLMHANbIK LWaliMaH
KaTapbl aHbIKTANAT

KongoHyy 6otoHua kepceTmenepay
aTKapblHbI3

TpaHCMOPT 3aHa cakToo Y4yH ypykcaT
GepwnreH Temnepatypa AvanasoHy

KepceTynreH MeeHeTKe YelnH
KONZOHYYra Xapait

b0 = EA &k

7/
N

>/T< KYH HypyHaH Koproo
/\\

()

LOT/ | MapTvaHbIH Homepy

12 LWaikewTunK geknapauuscbl

YWwyHy MeHeH eHaypyy4dy Lowenstein Medical
Technology GmbH + Co. KG (Kronsaalsweg 40, 22525
Hamburg, FepmaHuis) 6yn npodykT EBponaHbIH
2017/745 caHbl MeHEH BeKUTUITeH MeAULMHANbIK
6YrOMZaP XEHYHASery pernaMmeHTTVH TreLlenyy
TananTapblHa LIaliKeLl KenepyH TacTbIKTaNT.
LLlankeLTK geknapaunscbiHbIH TONYK TEKCTUH
BHAYPYYYYHYH MHTepHeT-bapakyacbiHaH
(www.loewensteinmedical.com) Ta6a anacbi3.

EBpona BupumanruHae: KongoHyyuy xaHa/xe
6elTan KaTapbl, NPOAYKTKa 6ainaHbILLTYy 60AroH
6apAblK 0NyTTYy OKysinap XeHYHAe eHAYPYY4Yyre
XaHa blirapbIM yKyKTYy OpraHra 6unavpuLLInHm3
Kepek.

LMT 67387 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 Wwretyy

MackaHbl KONZOHYY YUYH TOMBHKY Kagamaap
CYPOTTEPAS KOPCOTY/ITeH:

n MackaHbl TarblHyy

a MackaHbl OpHOTYY
MackaHbl anbin canyy

n MackaHbl 6enyy

B MackaHbl Yoryntyy

Kepyy MyMKYHUYNIyry KoK XaHa Kepyycy Hayap
KONJOHYyuynap yuyH

KongoHMo Hyckama eHAypYYUYHYH HTepHeT-
6apakyacblHzarbl "xykTee" 6enymMmyHae
3NeKTPOHAYK GopMaTTa Aa XETKUANKTYY.

2  Kwvpwuuyy
2.1 KongoHyy makcaTbl

MypyH Mackackl JOYCEeasy X xaHa 6eT mackachbl
JOYCEeasy X Full Face yiiky anHo3 gapblioo XaHa
XenAeTKNY XeTULLICU3ANT MeHeH 6eTanTapAblH
3Mec MHBAa3UBAYY aHa XaLloo-TypMyLLKa TYPYKTyy
BEHTUNALMSA YUYH KONZOHYNaT. Anap beiitan meHeH
Tepanus annapaTbiHbIH OPTOCYHAArb
6alnaHbILTLIPYYYY 31€MEHT KaTapbl Kbi3MaT KblnarT.

2.2 Kapuubl KepceTmenep

MackaHbl < 30 Kr canMakTarbl beiitantapra
KonZoHyyra 60n60MT.

MackaHbl TOMBHKY ydypnapAa KongoHyyra 60160WT:
[lapoo NHTY6ALMAN00HYH 3apbINAbIrbl, 3C-y4yH
XOroTyy, KYTyN6ereH Kycyy.

MackaHbl TOMBHKY yuypnapAa raHa e3reye sTUATTbIK
MeHeH KONJ0HCo 60/10T: BeT TepucuHaern
6acbiMaaH HoNroH TakTap XaHa Kypy xapakarrap,
6eT aiimarbiHAarbl Tepu anneprusnapbl, 6eTTUH xe
MypYH-Tamak X0nA0pyHYH AepopmaLmanapel, 6et
aiiMarblHAarbl Kypy oopynap, xeTten pedpaekcuHuH
YeKTeNNLLN Xe XOKTYry, knayctpopobus, kypy
XYPOK arnanyy.

Macka Hebynaiizep MeHeH KONAOHyyra xe
aHecTe3nsANbIK Macka KaTapbl nakganaHyyra
bINaANbIKTYY IMeC.

Srepge yLUyN XarAannapabiH KaicbIHbIChI C3re
TVeLLenyy 3keHUHe VlleHbecers, aHaa
MeANLIMHANbIK KbI3MaTKePUHM3re KalpbliblHbI3.
XKabayyHy3ay KonaoHyy 60toHua kepceTMenepaery
KapLLbl KBPCOTMONBPAY 3CKE aNblHbI3.

2.3 Tepc Taacupnepu

MackaHbl KoNZ40HYYyAa TEMEHKY Tepc Taacmpnep
nanga 6onyLLy MyMKYH: MypyH ByTyy, MypyH
KypraLubl, 5pTeH MeHeH 003/yH KypraLlbl, aHaLua
KeHAennepae 6acbiM Ce31MU, KOHbIOHKTVIBAHbIH
AYYNIYTYYCY, TepU Kbizapyycy, beTterv 6acbim
TakTapbl, 6ETTVH LMWLV, AEM anraHAa ThiHYbIH
anraH YHASPAYH YbIrbiLLibl.

Byn Tepc Taacupnep naiiga 601co, MeAnLMHa
KbI3MaTKepUHe KanpbinblHpI3.

2.4 KnunHukanbik nanga

Tepanus annapaTtblHbIH TepanusabiK
HaTbIXXanyynyryH belitamnka XeTkupyy

3 Kooncy3ayk

3CKEPTYY! ©Te xoropy KOpKyHyd TyyaypraH
aban. Srep TEMEHKY KepPCeTMenepre KeHyn
6ypbacaHbI3, ONyTTyy, KalTapbINrbIC Xe e1yMre
anbln KeNreH xxapakatrap 60ayLly MyMKYH.

By3ynraH >xe KaTyy acKMpreH macka

66eN1YKTOPYHOH >KapakaT anyy KopKyHy4y 6ap!

= Ap 61p KONZOHOPAYH anjblHAA XaHa ap 6up
Ta3aN00/0H KUIH K&3 MeHeH TekLUepyy
XYPry3yHy3. 3apbin 60510, Macka 6enykTepyH
anMaLUTbIPbIHbI3.

=> KongoHyy MeeHeTYH cakTaHbl3 (TEXHUKabIK
MaanbiMaTTap 66ayMyH KapaHbl3).

CO, TonToyLUYHaH >KapaKkaT afyy KOpKyHy4Yy

6ap!

Eegyn yblrapblnraH Kemyp Kblukbis rasel (CO,)

Mackaga TonToayLly MyMKYH.

= Tepanus Xypyn xaTkaHza raHa MackaHbl
KONAOHYHY3.

= MackaHbl KepceTyNreH TepanusaHbiH 6acbiMbl
AnanasoHyH/Aa raHa KonAoHYHy3.

= MackaHbl 63 anjplHua Ybirapa anbaraH
6eliTanTapra KOAA0HO0HY3.

= Ap 61p KONAOHYYAaH MYpYH, 63reye
KblpAaanjarb! 4em Ybirapyy knanaHaapbiHbIH
aYbl/bILLbI SPKUH IKEHWH TeKLLIEPUHW3.

= [lem ubirapyy TyTyMAapblH XannaHpi3.

KbIYKbINTEKTV KONAOHYY/AAH y/iaMm kapakaT

anyy KopkyHyuy!

KblUKbINTEK KMAMAE, TOLLOKTS XaHa YayTa

TOMTOAYLY MYMKYH. Koproouy xabayynapcsi3

KbIUKbINTEKTUH KUPTU3UIULLN 6PTKS anbin KEANLLI

MYMKYH.

= 3apbln 601roH yuypAa: KblukbinTek KOOMCy3AyK
KnanaHzpl KOAAOHYY.

= KblUKbINTEK KUPrU3Yyy CUCTEMAChIH KONAOHYY

60t0HYa KepceTMenepAy aTkapblHbi3.

Tamekw yeryyre 601601T.

AubIK XanblHAAH anbiC 60/1yHY3.

BenMeHy xaKLLbl XenAeTun TypyHy3.

MackaHbl Malicbl3 cakTaHbI3.

XKabayyHy konaoHyy 6ooH4Ya KepceTmenepaery

KOOMCY3/yK KOPCeTMB/IBPYH CaKTaHbI3.

BeliTanka XeTuLLCU3 KaMCbI3/,00

KOepPCOTYJ/ICo, )XapaKaT anyy KOpKyHy4y 6ap!

= Ty3MeKTery BakyyM XaHa arbin Ketyy
CUrHaNN3aLVAChIH ULLITETYY.

= MacKaHbIH blNalibIKTyy 6146MYH KONAOHYHY3
XaHa aHbIH 6ekeM OTypraHblH TeKLLIEPUHY3.

= O3 angblHua fem anyycy YektenreH
6eliTanTapAbl ke3emMensieHys.

Ta3aN00HYH XXeTULLCU3AUTUHEH YNaMm

>KapakaT anyy KOpKyHyuy!

= BupnHYM X0y KONAOHYyAaH MypyH Macka
66/1YKTOPYH Ta3anaHbl3 (Ta3anoo xaHa
rurneHanbik AasipAblk 66ayMYH KapaHbi3).

vy vy
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= MacKaHsbl y3ryaTyKCcy3 Tasanan TypyHys.

= KnuHukanblk yelipege beritantapab!
anmaLuTbipraHaa: lokyMeHT mackanaposl
[asipA00 BOKOHYa KepCeTMenepay aTkapbiHbI3
(rvrmeHanbik Aasipaoo 66MyMyH KapaHbi3).

A\ 3CKEPTYY! Koontyy a6an. TemeHgery
KepCeTMenepay aTkapb0oo XeHu Xe opToUo
Xapakart anyyra anbin Kenuiwu MyMKyH.

AnneprusgaH ynam >xapakart anyy

KOPKYHYyu4y!

= Mackaga KONOHyNraH MaTepranapasl
6GalikaHbI3 (Matepuangap 66nyMyH kapaHbi3).
MackaHbl MeAULMHa Kbi3MaTKepyt MeHeH
KeHeLKeHAeH KNAVH raHa KONA0HYHy3.

= Ta3anoouy kapaxatTbl TaHA0O0A0 MYMKYH
60/roH anneprusira KeHyn bypyHys.

Balu 600HY Tyypa 3mec >KeHA06/6H XapakaT

anyy KopKyHyuy!

BaLl 600CcyH eTe kaTyy TapTCaHbli3, Macka eTe

KbICbI/bIN BeTKe 6acbIM KblbIM, TEPUHUH

KbI3apyyCyH, 6acbIM 13AepyH e 6eTTVH WNLINTVH

XapaTbllbl MyMKYH.

= balu 600CyH Tyypa xeHzaeHy3 (cypeTTy kapaHbi3
n), Macka bIHrainyy xaHa aba YblknaraHaan
ThIbI3 OTYPYLLY YUYH.

4 TlpoAyKTTYH cypeTTenyLy

BenykTepayH AeTangyy cypeTTenyLly 6allkbl 6eTte
KepCOeTYNreH.

5 Ta3as00 >XaHa rurneHasnbiK
haapaoo

5.1 MackaHbl Ta3anoo

1. Ta3anoofoH MypyH KOAY Xyyn asblHbli3.

2. MackaHbl 6enyn anyy (n-cypeTTy KapaHpl3).

3. MackaHbl Kongo TasanaHsi3 (Makc. 30°C, 11
cyyra 1 M/ KyMLUAK Xyyryy Kapaxar) TOMeHKy
Tabnuuara blnaiblk:

&Y

MackaHbiH [XKbIWTbIK  |Mw-apakeT

6enyry

MackaHbIH | KyH caiiblH | 15 MyHeTKe Yalikan,

6apablk Xyyn canblHbl3. 3 MyHET

6enyKTepy XyMLLaK Ta3anoo
LL|eTKaCbl MEHeH
TasanaHpi3.

Baw 6oo | xyma 15 MyHeTKe YelnH

cmcTemach! | caiibiH XKYYHY3.

1 | baw 600 cmuctemackl | 6 | Bypynyyuy

(amnaHma) maHxet

2 | AngblH ana 7
TOOHery4Tep

MackaHbIH Koprnycy

3 | MaHgaaii TasiHbIYbI 8 | baitnoo 6eknTKNYM

BeknTyyuy Lakek 9 | MacKaHblH Xa3gbIrbl

BypuTyk 661yK 10

ABapUsNbIK Aem yblrapyy knanasl (AAV) 6eT-MypyH
MackacblHa raHa

Larikeww kenreH xa6ayynap

K33 6up LwaiimaH aikanbILTapbl Y4yH, ULL
XY3YHAery 6acbiM LaliMaH KepceTkeH Tepanus
6acbiMblHa Tyypa kenbeiT. Mackagars! niu
XY3YHABTY 6acbIM TepanysiHbIH 6acbIMbIHa Tyypa
KENNLLN YUYH, TY3MEKTY MeaMLyHa Kbi3MaTkepu
XeHaen bepuLn kepek. byn napameTp Tepanus
y4ypyHAA KONAOHYAraH Macka Typy MeHeH
XacanblLLbl Kepex.

[llem ubirapyy cucremacol

Macka vHTerpauusinaHraH 4em anyy TyTyMyHa 33.
YbirapbiiraH aba 60LLUTYK apKblayy YbIrbIM KeTeT.
ABapusnbIK Kbipgaanga AeM ybirapyy knanaHbl
(AAV)

Jrepge Ty3MeK MLuTebeld kanca, LWallbiblL Aem
anyy KnanaHbl ayblnbin, 6eiiTan aitnaHagars abaHbl
AeM anar.

bapaplk 6enykTep (kolunoroHao: ©3reye Aem anyy

KnanaHbl MeHeH GypuTapbl) MANLL Xyyryy

MalLLUMHACbIHAA XyMa CallblH Ta3anaHbiLlbl MyMKYH

(mMakc. 70 C, xyMLUaK Xyyryd kapaxarbl, Makc. 90

MYHET nporpamMMaHbliH y3aKTbIrbl, XXOrOpKy ceber,

©3YHU® XYY LMKAW).

Bapabik 6enykTepay Tasa Cyy MeHeH uYaiikaHpl3.

5. Bapablk 6enykTepay Kypratyy.

6. Xapakanapsbl xaHa gedpopmaLysnapsl bap xe
XOK 3KEHAMUINH K83 MeHeH TekLuepyy
XYPry3yHy3. XXabblpkaraH 6enyktepay
anMaLLTbIPbIHbI3. TyC 83repyy/epy KOOMNTyy amec
XaHa KoNjoHyyra TOCKOONAYK KblnbaiT.

7. MackaHbl Yoryntyy (B-cypeTTy KapaHbi3).
5.2 T'vrneHanbik AaspAbiK
(KNMHUKaNbIK Yelipe)

Belitan e3repreH yuypaa, mackanapdel 0aspooo
60K0HYa KepcoMMenepdy amMKapbiHbI3. JOKyMeHTT
BHAYPYYUYHYH CaiiTbiHaH Tabyyra 60/10T.
KaanooHy3ra xapatua AoKyMeHTTI CU3re XeHeTyn
6epebus.

5.3 Ytunmusauyusa

MackaHbl yii TaliTaHAbINapbIHA TaLUTaHbI3.
KnuHukaneik velipege: OopykaHa spexenepuHe
blNalbIK MackaHbl TaLUTaHbI3.

6 WwTeeaarbl MyuynyLITYKTep

MypyH BeT mackacel
MacKachbl
ABapuAnbIK Aem
yblrapyyvy <1,0rMa
KnanaHasl (AAV) <4,0rNa
KoTOpyy 6acbiMbl
Auyy
Xabyy
1SO 4871
CTaHAapThI
60t0HYa
KOPCOTYAreH 3Ku
caHayy YH 17 peumnben 13 peumben
YblrapyycyHyH (A-dunbTp (A-dunbTp
KepCeTKyuy: MEHeH MeHeH
YH 6acbiMbIHbIH O/UBHIeH) B/1UBHIeH)
AeHr31n 25 peunben 21 peunben
YH (A-dunbTp (A-dunbTp
Ky6aTTyynyryHyH MeHeH MeHeH
AeHrnm 6/1Y6HI6H) 6/1YEHTEH)
benrncmsank
Ko3pduLmeHTH 3 geumben (A- | 3 geumben (A-
dunbTp dnneTp
MeHeH MeHeH
ONYBHIEH) B/146HIEH)
MDR (EC) 2017/745 Ila

blnalibIK NPOZAYKT Knacchl

MwTee MeeHeTy

KongoHyy MeeHeTy

Tepanusisiblk 6acbiM

Temnepatypa:
Nwretyy
Taluyy XaHa cakToo

KongoHmo EN ISO 17510: 2020

CTaHAApPTTaphl

! KonZoHYyHYH y3aKTbIrbl Ta3a00 XaHa Ta3anoo
KapaxaTtTapbl, KYHYMAYK KuiAyy y6aKTbICbIHa,
Tepanus KbICbIMbIHA XaHa XeKe Tep cekpeLysicbiHa
K©3 KapaHzpl. IKMHUM Macka TOeHery4Ty KonA40Hyy
(TaHaanMa Typae KaMmTblAraH) Kbi3MaT MeeHeTYH

y3apTnanT.

Myuynywtyk |Ce6en Yapa
Kesre aba Macka eTe baw 6oocyH
Kvpet 6oLl oTypaT. | kaTyypaak
TapTbIHbI3.
Macka AguctelutTpunreH
blnariblk caTyyyy MeHeH
Kenbemnr. 6aliNaHbILWbIHbI3.
Japbinoo Macka Tyypa | MackaHbl kaiipa
6acbiMbl 3mec Tyypanan
XeTnenr. KOHABNTOH. | XOHABHY3.

MyuynywTyk |Ceben Yapa
MackaHbIH JKazgblKyaHbl
Xa3jblKyackl | anMaLUTbIPbIHbI3.
6y3ynraH.
TyTyK TyTyK cucTemachiH
cmcTemacl XaHa aHblH Tyypa
By3ynraH. TyTallKaHbIH
TeKLepUHW3.
[lapbinoo ABapusbIK ABapus/bIK Aem
6acbIMbl [eM ublrapyy | dbirapyy
XeTMenT. KnanaHsbl KnanaHblH
By3ynraH. AIMALLTBIPbIHbI3.
7 ©3reyenykrepy
MypyH BeT mackachbl
MacKachbl
©nuemaepy Mm (H
x W x D)
S enyemy 98 x120x 86 | 90 x 145 x 101
M enuemy 98 x129x 88 | 90 x 155 x 101
L enyemy 105x126x | 90x 170 x 101
104
Canmarsl
S enuemy 86r 1201
M enuemy 88r 126t
L enyemy 90r 1341
a3 anmatuyycy
XypbereH 100 Mn 210 mn
pecnupaTopayk 105 mMn 270 mn
MENKNUHANKTUH 115 mMn 280 mn
Kenemy
S enyemy
M enuemy
L enuemy
TyTyK @ 22 MM @ 22 mm (asn)
TYTaLWTbIPrblYbl: (a3pkex)
EN ISO 5356-1
CTaHAapTbiHa
blNalbIK KOHYC
ArbIMAbIH
KapLLbIbIr
50 nTp/MyH 0,3rMa 0,3rMMa
bINZAMZAbIKTa 1,0rMa 0,7 rMa
(>xannsbl MaaHnae)
100 AMTp/MyH
blnamabIKTa
(kannsl MaaHnae)
AAV arbim
KapLLbIbIrl
50 nTp/MyH 0,6 rfMa
bINZAMZAbIK MEHEH 0,8rMa
Aem an
50 nnTp/mMyH
bINAAMAbIK MEHeH
AeM yblrapyy
NwTeecyHyH
yekTepu: £ 0,2 rMa

8 MaTtepunanpgap

MackaHblH 6apablk 6enykTepy natekc, PVC
(nonveuHMNXNOPUA) XaHa DEHP
(avaTunrekcundranar) kKamTbI6aiAT.

CO (naxta), EL (3nactan), PA
(nonuamng) P (nonnactep),
PU (nonnypetaH)

Baw 600
cucTemMachl

baiinoo Gekutkuun | PA (monvammg), HTC (Tritan
matepuansi), POM
(nonuokcumeTunen)

MaHgaii TasHblubl | PA (Monnamua)

ANJbIH ana SI (cunmkoH)

TOOHBry4YTep

BeknTyyyy wakek | PP (MoaunponuneH)

(kaTyy KOMMOHEHT)
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Brpo6HuK i faTa BUroToBNEHHS

IaeHTVdiKaUiliHW HoMep BUPOBY
(yHidikoBaHe NoO3HaUEHHS MeANYHIX
BMpO6iIB)

Homep 3amoBneHHs

Mo3HayeHHst BUPOBY SK MeANYHOrO

3BaxaTu Ha iHCTPYKLItO 3 BUKOPUCTAHHS

[l03BONEHWI jiana3oH TemnepaTyp A1
TpaHCMopTyBaHHs Ta 36epiraHHs

Bukopucrati Ao BKasaHoil Aatu

I~=EE PR

¢/~ | 3axvLLaTu Big COHAUHOrO CBITNa
//IY
a
LOT Homep naprii

MapkyBaHHs CE (niaTBepaxye, Lo B1pi6
BiANOBIJa€ €BPOMENCLKIM AUpeKTUBaM/
pernameHTaM?

N
m

YnoBHOBaXeHWi npeacTaBHUK

IMnoptep

& :

11 TapaHTIf

Komnanis Lowenstein Medical Technology Hazae
KNieHTY Ha HOBUIA opuriHanbHUiA BUPi6 Lowenstein
Medical Technology i Ha BCTaHOBNEHY KOMMaHi€0
Léwenstein Medical Technology 3anyactuHy
06MeXeHy rapaHTito BUPO6HYIKa 3riHO 3 YUHHUMW
4NS BiANOBIAHOMO BUPOBY rapaHTinHUMM ymoBamu
Ta 3a3Ha4YeHNMU HKYe rapaHTInHUMI CTPOKaMK,
NOYMHaUM 3 AaTI MOKYMNKW. 3 rapaHTiiHMK
YMOBaMW MOXHa 03HalOMUTMNCA Ha CaiATi
BMPOBHMKa. 3a baxkaHHAM TakoX HagiLLneMo Bam
rapaHTiiHi ymoBu.

HeobxigHO 3BaxaTu Ha Te, Lo ByAb-AKi rapaHTiiHi
3060B'A3aHHA 1 BiANOBIAANbHICTb BUPOOHMKA
BTPayaloTb CWNY, SKLLO He BUKOPUCTOBYHOTHCA aHi
pekoMeHZ0BaHe B iHCTPYKLi 3 BUKOPUCTaHHS
npunaaas, aHi OpuriHaibHi 3an4acTuHN.

Y rapaHTiliHOMy BUNazKy 3BepTaiTecs 40 MicLieBoro
aunepa.

Bupi6 FapaHTIAHI CTPOKM

Macka 3 npunagasm 6 micauiB

12 [eknapauia npo BIANOBIAHICTb

Linm BupobHuk Lowenstein Medical Technology
GmbH + Co. KG (Kronsaalsweg 40, 22525 Hamburg,
HimeuunHa) 3asBAsE, Lo BUPI6 BUKOHYE BIAMOBIAHI
BVMOTrY PernameHTy LOAO MeAnYHX Brpob6iB (EC)
2017/745. 3 NOBHWM TEKCTOM Aeknapavjii npo
BiANOBIAHICTb MOXHA 03HAMOMUTNCA Ha CAlATI
BUpo6HMKa (www.loewensteinmedical.com).

Y kpaiHax €C: sik kKopucTyBay Ta/abo naLieHT By
30008B'A13aHi NOBIZOMAATY BUPOOHMKOBI Ta
BMOBHOBAXEHIli YCTaHOBI NPO BCi Cepi03Hi BUNAZAKK,
noB'A3aHi 3 BUpobom.
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1 BuKopucTaHHA

Ha intocTpauisx 306paxeH0 HaBeAeHi HXYe eTanu
BVKOPWCTaHHSA MacKu:

n HagsaraHHs mMackun
a PeryntoBaHHA Mackm
3HATTA Mackun

n P0o36MpaHHa Macku

B 361paHHs Macku
[Ans He3paumx a6o cnabo3psUMX KOpMCTyBaYlB

IHCTPYKLiA 3 BUKOPWCTaHHS AOAATKOBO
MPOMOHYETLCA B €NeKTPOHHIV Bepcii B po3aini
3aBaHTaXeHb Ha CaiTi BUPOBHMKa.

2 Bctyn

2.1 Mpun3HayeHHsA

Hocosi macku JOYCEeasy X i poTo-HOCOBI Macku
JOYCEeasy X Full Face npv3HaueHi ans nikyBaHHs
CYHAPOMY O6CTPYKTVMBHOIO anHoe CHY, MpoBeAeHHS:
HeiHBa3VBHOI BEHTUASAL,I NALliEHTaM i3 AMXaNbHOK
HeJOCTaTHICTIO 3@ YMOBM, LLIO BOHA He € Tepanieto
ANS NIATPUMKN XUTTA. BoHW 3abe3nedyioTb
3'€jHaHHA MiX NaLieHTOM i TepaneBTUYHUM
anapaTom.

2.2 TpoTunokasaHHS

Macky He MOXHa BUKOPWCTOBYBATY B NaLliEHTIB i3
Macoto Tisa MeHLue 30 Kr.

Macky 3ab0pOHSETbCA 3aCTOCOBYBATH B TakyiX
BUMNaZAKax: HeObXiAHICTb HeralHoi iHTy6aLji, BTpaTa
CBiJoMOCTi, rocTpa 61toBoTa.

Macky HeobXiiHO BUKOPUCTOBYBATU 3 0COBINBOIO
06epexHicTio B Takux BUNagkax: TMCK abo rocTpi
TPaBMU LWKipW 06114y, anepriuHi peakuii Lwkipn
06a144s, gedopmalii 06a144s abo HOCOTNOTKM,
rOCTPWiA 6inb y AiNSHLI 06AMYYS, BiACYTHIN abo
nopyLUeHWnii KalaboBuin pedekc, knayctpodobis,
roctpa HygoTa.

Macka HenpuaaTHa ANs BUKOPUCTaHHS 3
HebynalizepoM abo K aHecTesionoriyHa Macka.
AKLLO BV HEBMEBHEHI, UM CTOCYEThCA Bac byab-AKa i3
nepeniveHnx cMTyaLliii, 3BepHITbCA 40 liKaps.
3BepHiTb yBary Ha NPOTWMNOKa3aHHs, 3a3HayeHi B
iHCTPYKLil 3 BUKOPUCTaHHA anaparty.

2.3 MNo6I14HI epeKkTU

Mig Yac BUKOPUCTAHHS Mackvi MOXYTb BUHMKATK Taki
no6iuHi epekT: 3aKageHicTb HoCa, CyXiCTb Y HOCI,
CyXiCTb y POTi BPaHLL, TUCK Y HaBKONOHOCOBMX
nasyxax, NofpasHeHHs KOH'IOHKTWBU, MOYEPBOHIHHS
LUKipW, CRIAN BiA TUCKY Ha 061MYYi, HABpAK 06anYys,
ApaTiBAVIBI LUYMW MiJ 4ac ANXaHHS.

Y pasi BUHUKHeHHS Byfb-KOro 3 LX NobiYHNX
edeKTiB 3BEPHITLCS A0 Nikaps.

2.4 KniHI4YHa KOpuUCTb

Mepesaya TepaneBTNYHOI ePeKTUBHOCTI Bif
TepaneBTUYHOro anapata Ao naLieHTa

3 be3neka

A\ NONEPE/DKEHHS! HaassuuaiiHo HebesneuHa
cuTyauis. HeoTpUMaHHS HaBefeHol HuxKYe
BKa3iBKM MOXe NPU3BECTY A0 TAXKMX
He3BOPOTHMX abo cMepTeNbHNX TPaBM.

He6e3neka TpaBMyBaHHS Yepes NOLUKOAIKEHI

a60 3HOLLEHI YaCTUHN MacKu!

= [lpoBojbTe Bi3yaNbHWiA OrnsA nepes KOXHUM
BUKOPUCTAHHAM i MiCA KOXHOIo OYunLLeHHs. 3a
noTpe6by 3aMiHiTb YaCTUHN MacKK.

=> [loTpumyiiTecs TepMiHy ekcrinyatadii (aue.
po34in «TexHiYHi XapaKTepuCTUKI»).

Pn3unk Hakonu4veHHs CO,!

Byrnekvcnwii ras (CO,), L0 BUANXAETHCS, MOXe

HaKonmuyBaTUCb Yy MacLy.

= MacKy peKOMeHAy€eTbCs BUKOPVCTOBYBATY ULLIE
niz, Yac akTUBHOI Tepanil.

= 3aCToCOoBYIiTe MacKy TilbK/ B MeXax
3a3HayeHoro AianasoHy TUCKY.

= He BMKOPMCTOBYINTE Macky AN NaLEHTIB, AKi He
MOXYTb 3HATU il CAMOCTIliHO.

= [lepes KOXHUM BUKOPWUCTaHHAM nepesipTe, U
He 3a610K0BaHi 0TBOPY €KCTPEHOr0 KnanaHy
BUAMNXY.

= He 3akpuBaiite BUANXaNbHI cMcTeMU.

He6e3neka TpaBMyBaHHS Mij 4yac

BUKOPUCTaHHA KUCHIO!

KnceHb Moxe HakonmM4yBaTUCSA B 04A3i, NOCTINbHIN

6inn3Hi i Bonocci. Moaauya KUCHIO 63 3anobidXXHNX

NPYCTPOIB MOXeE CNPUUNHNTYI 3aAiMaHHS.

= 3anotpebu: BUkopuncToByliTe KNCHEBUI

3ano6iXHUIA knanaH.

JoTpumyinTecs iHCTPYKLi 3 BUKOPUCTaHHS

CMCTeMM N0AaYi KNCHIO.

He nanutn.

YHVKaTU BiKPUTOrO NMOMyM's.

[Jobpe NpoBiTPIOBATV NPUMILLEHHS.

Macka mage byTu 4yncToto, 6e3 cigis onii un

Xupy.

= [loTprMyBaTUCh 3acTepeXeHb, HaBeAeHUX B
iHCTPYKLi 3 BUKOPUCTaHHA anapara.

He6e3neka TpaBMyBaHHA Yepes

HeHaneXHW pornsg, 3a nayleHTom!

= AKTVBY/iTe Ha anapaTi CUrHaau TPUBOTY NPO
HU3bKWIA TUCK/NPOTiKaHHS.

= BuKopuCTOBYIiTE NPaBWILHWIA PO3MIp Macky Ta
nepeBipTe, Y/ BOHA HAAIHO CUANTD.

= CnocTepiraiite 3a NaLjieHTaMu 3 NOPYLLEHHAM
CaMOCTINHOrO AMXaHHS.

He6e3neka TpaBMyBaHHA Yepes HeHaneXxHe

oynLeHHSA!

= lepes nepLinM BUKOPUCTAHHAM OYNCTLTE BC
UaCTUHU Macky (AMB. pPo3Ain «OuUNLLEHHS I
caHiTapHa 06pobka).

= PerynsipHo ounLaiite Macky.

= Y pasi 3MiHu1 nauieHTa B KniHiYHOMY
CepesoBULL: AOTPUMYIATECH IHCMPYKYIT 13
caHimapHoi 06pobku (anB. po3ain «CaHitTapHa
06po6Kan).
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A\ OBEPEXHO! He6esneuHa cuyajis.
HepoTprMaHHA HaBeZeHOI HVDKYe BKa3iBKM
MOXe NpY3BeCTU A0 Nerkmux TpaBM abo
YLUIKOZPKEeHb CepeHbOI TAXKOCTI.

He6e3neka TpaBMyBaHHs npu aneprii!

= YBaXHO 03HaoMTeCh i3 MaTepianamu, 3 AKMX
BMroTOB/IEHa Macka (AvB. po3Ain «<MaTepiann»).
BrikopwucToByliTe Macky auLle nicns
KOHCynbTaLlii 3 nikapem.

= [lig 4yac Bnbopy 3acoby ANt OUMNLLEHHS
BPaXoBYyiiTe MOX/VBI anepriyHi peakLiii.

He6e3neka TpaBMyBaHHS BHac/140K

HeHaneXHMX HanawTyBaHb ISIMOK Haronis's!

SIKLLO NAMKIM HaroNliB'a CUbHO 3aTATHYTI, Macka

MOXe HaATO LWiNbHO NPUAAraT, TUCHYTW Ha

06/MY4S Ta CMPUYNHATA MOYEPBOHIHHS LLIKipWK,

nponexHi abo Habpsk 06anYus.

= [IpaBWIbHO BiAperyntoiTe SMKI Haronis's
(anB. Man. n), 106 Macka 3pyyHo cugina Tai
LWiNbHO NpWAsrana.

4 Onwuc Bmnpoby

306paxeHHs OKpeMnX KOMMOHEHTIB AUBITbLCA Ha
TUTYNbHIA CTOPIHL.

1 | lamka Haronig's 6 [ lNoBopoTHa BTy/Ka
2 | JloboBa onopa 7 | Kopnyc macku

3 | /loboBa onopa 8 | Kninca namkum

4 | 3anobixHe KinbLe 9 | MogayLluka Macku

5 | KytoBuii 3'egHyBay | 10

EKCTpeHwii knanaH suaunxy (AAV) auie ans poto-
HOCOBOI MacKw

CyMmICHI npucTpoi

Y feskunx KomMbiHaLisx NpUCTpoiB GakTUYHWIA TUCK
MOXe Bif|pi3HATUCS BifJ TepanesTUYHOro, Lo
BiZ0OPaXaETbCS Ha AVCNAel MPUCTPOLO.
HanalutyBaHHs Ma€ BUKOHYBaTV MeANYHWIA
cnewianicT, Wob GakTUYHMIA TUCK Yy MacLi Bi4NoBiAaB
TepaneBTNYHOMY. Lie HanaluTyBaHHS HeobXigHO
MPOBOAWTM 3 TVM TUMOM MackK, sika byze
BUKOPWUCTOBYBATUCA Nig Yac Tepanii.

BuauxanbHa cuctema

Macka mae BbyA0BaHy BUAVIXaNbHY CACTEMY.
MoBITPS, L0 BUANXAETHCS, BUBOAWUTLCS Yepes
cneuianbHWM OTBIp.

EkcTpeHniA knanaH Buguxy (AAV)

Y pasi BigMOBW NPUCTPOIO €KCTPEHWIA KnanaH

BUAWXY BiAKPVBAETLCS, | NALliEHT NOYNHAE AVXaTU

HaBKO/ILLIHIM MOBITPSAM.

5 OuunulieHHs 1 caHITapHa
06pobka

5.1 OuyunLLeHHs MacKun

1. Tepea OUNLLIEHHSM BUMUIATE PYKU.

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

3. OumcTbTe Macky Bpy4Hy (Makcumym 30 °C, 1 ma
3acoby ANst OUULLEHHS Ha 1 /1 BOAW) 3rijHO 3
TabAnLEero HUXYe:

K

HecnpaBHicTb |MpuunHa 3axif 3 yCYHeHHs

TepaneBTUYHW | EKCTpeHWi 3amiHnTK

7 TNCK He knanaH eKCTpeHWnii knanaH

[OCArHyTO. BUANXY BUANXY.
HecnpasHWU.

7  TexHIYHI XapaKTepnCcTUKn

YactuHa YactoTa Lis

MacKu

Yci LloaHsa 3aMoumnTK Ha 15 XBUANH

YacTrHK i npoMunTU. MoyncTnTI

Mackm M'SIKOHO LLiTKOO
NPOTAroM 3 XBUWH.

Namka LLoTvxHsa | MpomMnTK NpoTArom

Haronis'sa 15 XBUNVH.

HocoBa macka

PoTo-HocoBa
macka

YCi yacTuHY (3@ BUHATKOM KYTOBOTO 3'€AHyBayva 3

€KCTPEHUM KanaHoM BUAMXY) MOXHa OAVH pa3 Ha

TVXAEHb MUTU B MOCYAOMMIAHIN MaLLIHi

(Temnepatypa go 70 °C, M'Ku1iA MUIAHWIA 3aci6,

TpuBanicTb Nporpamu 4o 90 xB, BePXHili KOLLKK,

OKPEeMUiA LKA MUTTS).

4. TlpomMwuiiTe BCi YaCTVHW YMCTOH BOAOHO.

5. 3anuiTe CyLINTMCA Ha NOBITPI.

6. Bi3yanbHO OrNfHbTE Ha HasABHICTb TPILLWH abo
Aedopmalliii. 3amiHiTb NOLLKOAXEHi AeTani.
3MiHa KONbOPY He CTaHOBUTbL Hebesneku.

7. 36epiTb Macky (aus. Man. B).
5.2 CaHiTapHa 06po6Ka (KNIHIYHe
cepepoBuLLe)

Y pasi 3MiHU naLieHTa AOTPUMYINTECH IHCMPYKYIi I3
CaHIMApPHOI 06p06KU MACOK. [lOKYMEHT AOCTYMHUI Ha
CaiTi BUPOBHYKa. 3a 3aNUTOM MOro MOXHa
HaaicnaTti okpemo.

5.3 YTumsauia

3ab0pOHeHO yTIAI3yBaTH Macky 3 NOBYTOBVMY
BiAXxoAaMu. Y KNiHIYHOMY cepefoBuLL: YTuAisyliTe
MacKy 3riZHO 3 BHYTPILLHIMV NpaBuaamu nikapHi.

6 HecnpasHocTi

Po3mipu B MM

Temnepatypa:
Excnnyaradiis
TpaHcrnopTyBaHHA Ta
3bepiraHHs

3acToCcoBaHi CTaHAapTH EN ISO 17510: 2020

' TprBanicTb BUKOPVCTAHHS 3aN1eXUTb Big Crocoby
OYVILLIEHHS Ta BKOPUCTOBYBaHMX MUIAHIX 3aC06iB,
LLIOAeHHOI TPVBANOCTI HOCIHHS, PiBHA
TepaneBTVYHOro TUCKY 1 iIHAWBIAYyanbHOTO
NOTOBWAiINEHHSA KOPUCTYBaYa. BukopucTaHHs
APYroi MOAYLLKM Macky (3a HasiBHOCTI) He 36ibLUye

HecnipaBHIcTb |MpuunHa 3axifi 3 yCYHeHHS
MosiTpaHUi Macka cnauTb | 3aTArHYTU IIMKN
NoTiK B OKO HaAATO BiNbHO. | Haronis's
LiNbHiLue.
Macka He 3BepHyTUCA 40
NigX0ANTb. Annepa.
TepaneBTnYHM | Macka Bigperyntosatu
7 TUCK He BiAperyboBa | Macky 3HOBY.
[OCArHYTO. Ha
HenpaswibHO.
MogyLika 3aMiHnTK
Macku MoAyLIKY MacKu.
MOLLKOZKEHa.
Cncrema MepesipnTn
Tpy6OK cucTemy Tpybok Ta
MOLLUKOZKEHA. | NepeKoHaTUCS, Lo
BOHa NpaBubHO
BCTaHOB/IEHA.

(BxLWxT) TEPMiH CTyX61 BUPO6Y.
Po3mip S 98x120x 86 | 90 x 145x 101
Po3mip M 98 x129x 88 | 90 x 155 x 101 8 MarTeplanu
Po3mip L 105x 126 x 10| 90 x 170 x 101 vai .
4 Ci HaCTVHM Macku He MICTATb aTekcy, MBX
(nonisininxnopway) i DEHP (aneTtunrekcundranar).
Bara
Po3mip S 86T 1201 Namka Haronis’'s | CO (6aBosHa), EL (enactan),
Po3mip M 83r 126t PA (noniamia), P (moniectep),
Po3wmip L 9r 134t PU (noniypeTaH)
MepTBUii 06'€M Kninca namkum PA (noniamig), HTC (TputaH),
Po3mip S 100 Mn 210 mn POM (noniokcrmeTvineH)
Po3mip M 105 mn 270 mn -
Poawiip L 115 mn 280 Mn Jlo60oBa onopa PA (noniamia)
Mig’eaHans @22 wm 722 MM No6oBa onopa SI (cunikoH)
TPY6KM: KOHYC (uonosiumit) | (xiHoumi) 3anobixHe kinbLe | PP (noninponineH)
3riAHO 3 (>xopcrki
EN ISO 5356-1 KOMMOHEHTU)
Onip notoky: 3anobixHe kinbue | TPE (TepmonnactuyHwmii
npw 50 n/xB (M'siki enactomep)
npu 100 n/xs 0,3rMa 0,3rMa KOMMOHEHTW)
1,0rMa 0,7 rMa o
Kopnyc macku PA (noniamig)
Onip noTtoky (AAV) -
Bavix Npy 50 /X8 MogyLuka Mackm SI (cunikoH)
Buaux npw 50 n/xs - 0,6rMa KyToBuii 3'eHyBauy | PA (noniamia)
Jonyck: 0,2 rMa - 0,8 rMa .
MoBopoTHa BTynka | PA (noniamia)
TUCK CNpaLoBaHHS " X
AAV - <1,0rMa ExcTpenuii knanaH | SI (cvnikoH)
BiZKp1BaHHS - <4,0rMa BUANXy
3aKpuBaHHs ®ikcaTop knanaHa | PP (noainponineH)
YkasaHe nogpiiHe
3HaueHHs! PiBHS 9 XapakTepucTukKa TUCKY-MOTOKY
LYMOBUX BUKNAIB =
BiANOBIAHO A0 .
1SO 4871: 17 aB(A) 13 aB(A) s
PiBeHb 3ByKOBOTO 25 4b(A) 21 ab(A) T
TUcky :
PiBeHb 3ByKOBOI 3 46(A) 3 a6(A) s
MOTYXHOCTI 2 " vt
KoediujeHT E ot s
NoXnoKuM § 00
Knac Bnpo6y 3rigHo 3 Ila Ei 100
PernameHTom MDR (€C) g
2017/745 8 s 10 " 0 2 30 5
TepMiH cnyx6un TepanesTunuHU TMCK (rMa)
TpuBanictb ! <
BampmmHm 10 TMo3HaueHHsA i cumBoan

TepaneBTVNYHUIA THCK

Ha B1po6i, nprnagai abo ixHix ynakoBkax MOXyTb
6yTV HaBefeHi Aani NO3HaYeHHs i CUMBO/IN.
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Belgi |Tavsifi

Tashish va saglashda ruxsat etilgan
harorat oralig'i

2 Kotsatilgan sanagacha ishlatish mumkin
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Quyosh nuridan himoyalang
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CE belgisi (mahsulotning amaldagi
Yevropa direktivalari va qoidalariga
muvofigligini tasdiglaydi)

N
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Vakolatli vakil

Import giluvchi
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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 o'z kuchini yo'qotadi.

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

Mahsulot Kafolat muddatlari

Nigoblar, aksessuarlari bilan | 6 oy

12 Muvofiqlik deklaratsiyasi

Ishlab chigaruvchi Léwenstein 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.
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1 Ishlatish

Nigobni ishlatish uchun rasmlarda kofsatilgan
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 magsadi

JOYCEeasy X burun nigobi va JOYCEeasy X Full Face
0g'iz-burun nigobi uyqu apnoesini davolashda
hamda havo yetishmovchiligi bo‘lgan bemorlarda
invaziv bo‘lmagan va hayotni saglab gqolmaydigan
ventilyatsiya uchun qo’llanadi. U bemor va terapevtik
qurilma o‘rtasida bog'lovchi element bo'lib xizmat
qiladi.

2.2 Qarshi ko'rsatmalar

Vazni 30 kg dan kam bo‘lgan bemorlarga nigqob
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

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 qiling (Texnik
ma’lumotlar bo’limiga garang).

CO, to'planishi tufayli jarohatlanish xavfi!

Chiqarilgan karbonat angidrid gazi (CO,) nigobda

to’planishi mumkin.

= Nigobdan fagat terapiya vaqtida foydalaning.

= Nigobdan faqgat kofsatilgan terapevtik bosim
diapazonida foydalaning.

= Nigobni ozi yecha olmaydigan bemorlarda
ishlatmang.

= Har bir foydalanishdan oldin favqulodda

chigarish klapani tirgishi bosh ekanini tekshiring.

Nafas chigarish 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

kofsatmalariga amal qiling.

Chekmang.

Ochiq alangadan saglaning.

Xonani yaxshilab shamollating.

Nigobga moy va yog'tushmasin.

Qurilmadan foydalanish yofignomasida

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.

= Spontan nafas olishi cheklangan bemorlarni
nazorat qiling.

Yaxshi tozalanmagani tufayli jarohat olish

xavfi!

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

= Nigobni muntazam tozalang.

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

A\ DIQQAT! Xavfli holat. Ushbu kofsatmalarga
rioya gilmaslik yengil yoki o’rtacha og'irlikdagi
jarohatlarga olib kelishi mumkin.
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Allergiyada jarohat olish xavfi!

= Nigob ishlab chigilgan materiallarga diggat
garating (Materiallar bofimiga qarang).
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 bolishi

mumkin.

= Nigob qulay va zich joylashishi uchun bosh

tasmasini togti ofnating (ﬂ-rasmga garang).

4 Mahsulot tavsifi
Alohida gismlar tasviri sarlavha sahifasida berilgan.

1 | Bosh tasmasi 6 | Burama vtulka

2 | Peshona yostigchasi | 7 | Nigob korpusi

3 | Peshona tirgagi 8 | Tasma uchun gisqich
4 | Mahkamlash halgasi | 9 | Nigob yostigchasi

5 | Burchak 10

Favqulodda chigish ventili (AAV) fagat og'iz-burun
nigobida mavjud

Mos qurilmalar

Qurilmalarning ayrim kombinatsiyalarida haqgiqiy
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 tashqariga chigadi.
Favqulodda chiqgish ventili (AAV)

Qurilma ishdan chigganda favqulodda chigish ventili
ochiladi va bemor atrof-mubhit havosini nafas oladi.

5 Tozalash va gigiyenik tayyorlash
5.1 Niqgobni tayyorlash
1. Tozalashdan oldin goflarni yuving.

2. Nigobni gismlarga ajrating (Rasmga garang n).

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

Niqob Takroriylik |Harakat

qismi

Bosh har hafta | 15 daqgiga yuving.
tasmasi

Barcha gismlarni haftasiga bir marta idish yuvish
mashinasida yuvish mumkin (maks. 70 °C, motadil
idish yuvish vositasi, maks. 90 dagiqalik dastur,

yugori savat, alohida yuvish sikli).

4. Barcha gismlarni toza suv bilan chaying.
5. Barcha gismlarni havoda quriting.

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

7. Nigobniyiging (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: Niqobni kasalxona
qoidalariga muvofiq utilizatsiya qiling.

6 Nosozliklar

G2

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

Tasma uchun PA (Poliamid), HTC (Tritan),

gisqich POM (Polioksimetilen)

Peshona tirgagi PA (Poliamid)

Peshona SI (Silikon)

yostigchasi

Mahkamlash PP (Polipropilen)

halqasi (qattiq

komponent)

Mahkamlash TPE (termoplastik elastomer)

halgasi (yumshoq

komponent)

Nigob korpusi PA (Poliamid)

Nigob yostiqchasi | SI (Silikon)

Burchak PA (Poliamid)

Burama vtulka PA (Poliamid)

Favqulodda chigish | SI (Silikon)

ventili

Ventil himoyasi PP (Polipropilen)

Nosozlik Sabab Chora

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

ofnating.

Nigob mos Dilerga murojaat
emas. qiling.

Terapevtik Nigob notogti | Nigobni gayta

bosimga | sozlangan. sozlang.

erishilmayapti. Nigob Nigob
yostigchasi yostigchasini
shikastlangan. | almashtiring.

Burun niqobi |Og'iz-burun
niqobi
Vazni
S olcham 864 120 g
M ofcham 884 126 ¢
L olcham 90g 134¢g
Ishlatilmaydigan
hajm 100 ml 210 ml
S olcham 105 ml 270 ml
M ofcham 115 ml 280 ml
L olcham
Shlang ulash: EN @22 mm @ 22 mm (slot
1SO 5356-1 boyicha (rozetka ulanishi)
konus ulanishi)
Ogim garshiligi
50 1/daqigada
100 I/dagigada 0,3 hPa 0,3 hPa
1,0 hPa 0,7 hPa

AAV oqim garshiligi
Insp 50 I/daq da
Eksp 50 |/daq da 0,6 hPa
Tolerans: + 0,2 hPa 0,8 hPa
AAV bosimi
Ochilish <1,0hPa
Yopilish < 4,0 hPa
I1SO 4871 bo'yicha
ko'rsatilgan ikki
xonali shovgin
giymati:
Tovush bosimi 17 dB(A) 13 dB(A)
darajasi 25 dB(A) 21 dB(A)
Tovush quvvati
darajasi 3 dB(A) 3dB(A)
Noaniglik
koeffitsiyenti
MDR (EU) 2017/745 ga Ila

kofa mahsulot sinfi

Xizmat kotsatish
muddati

Foydalanish muddati

Terapevtik bosim

Shlang tizimi | Shlang tizimi va
shikastlangan. | uning togti
joylashganini
tekshiring.
Terapevtik Favqulodda Favqulodda
bosimga chigarish chigarish klapanini
erishilmayapti. | klapani nosoz. | almashtiring.

Harorat:
Ishlatish
Tashish va saglash

9 Bosim-sarf xarakteristikasi

,,,,,,

—-JOVCEeasy X

+-JOYCEeasy X Full Face

Oftacha hisoblangan sizish (I/daq)

Terapevtik bosim (hPa)

10 Markirovka va belgilar

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

Belgi |Tavsifi

7 Texnik ma'lumotlar

Qollaniladigan EN ISO 17510: 2020

standartlar

Ishlab chigaruvchi va zarur bolganda
ishlab chigarilgan sana

Burun niqobi [Og'iz-burun

Niqob Takroriylik |Harakat

qismi

Nigobning | har kuni 15 dagiga davomida

barcha ivitib yuving. 3 dagiga

qgismlari davomida yumshoq
tozalash cho’tka bilan
tozalang.

niqobi
Ofchamlar, mm (K
xBxQ)
S olcham 98 x120x 86 | 90 x 145 x 101
M olcham 98 x 129 x 88 | 90 x 155 x 101
L ofcham 105x126x | 90x 170 x 101
104

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

muddatini uzaytirmaydi.

Mahsulotning identifikatsion ragami
(tibbiy mahsulotlarning yagona
markirovkasi)

Buyurtma ragami

8 Materiallar

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

Mahsulotni tibbiy qurilma ekanini
bildiradi

Foydalanuvchi gollanmasiga digqat

=8 E 8k

qiling
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