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Manufacturer

Lowenstein Medica JOYCEone Full Face, JOYCEone Full

Technology GmbH + Co.KG
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ce P Face NV
F: +49 40 54702-461
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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.

LMT 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz
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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 Full Face/JOYCEone Full Face NV mask
is used for treating sleep apnea and for non-invasive
and non-life-sustaining ventilation of patients with
respiratory insufficiency. It serves as a connecting el-
ement between the patient and the therapy device.
Use non-vented full-face masks only in combination
with therapy devices that have an active exhalation
system.

2.2 Contraindications

Thimask 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 con#unctiva, 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.
> l(;lote yseful life (see section entitled “Technical
ata”).
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-
(ngjr)wtructions (see section entitled "Reprocess-
ing").
A\ CAUTION! Hazardous situation. If you ignore
these instructions, mild or moderate injuries
may result.

R

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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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.

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

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 correctl?/ (see Figure jZf) 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.

1 | Headgear 6 | Anti-asphyxia valve
2 | Forehead cushion 7 | Rotating sleeve

3 | Forehead support 8 | Mask body

4 | Retaining ring 9 | Headgear clip

5 | Elbow 10 | Mask cushion

Compatible devices

In some device combinations, the actual pressure
does not correspond to the therapy pressure dis-
Elayed by the device. Have the device adjusted by a

ealthcare 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

Masks with an integrated exhalation system have a
gap through which exhaled air escapes.

Only use masks without an integrated exhalation

system (“NV”, blue retaining ring and elbow) with
evices that have an active exhalation system as well

as alarms and safety systems for the event of the de-

vice failing. If using external exhalation systems, fol-

low the associated instructions for use.

Anti-asphyxia valve (AAV)

If the device fails, the anti-asphyxia valve opens and

the patient breathes ambient air.

Quick-release cord (optional)

The quick-release cord allows the mask to be re-
leased quickly and easily in emergency situations
(see SOS illustration).

5 Cleaning and reprocessing
5.1 Clean mask
1. Wash your hands before starting cleaning.

2. Dismantle mask (see Figure [J)).

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

oration is har

mless.

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)

Vented NV
AAV flow resis-
tance
Insp. at 50 I/min 0.6 hPa
Exp. at 50 [/min 0.8 hPa
Tolerance: £ 0.2
hPa
AAV switching
pressure <1.0hPa
Open <4.0 hPa
Close
Service life 5 years
Useful life Up to 12 months'
Therapy pressure 4 hPa-30hPa

Quoted two-figure noise emis-
sion value according to ISO
4871:

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

Operation +5°Cto+40°C

Transport and storage -20°Cto +70 °C

Standards applied EN ISO 17510: 2020

Product class to MDR (EU) Ila

2017/745

! Useful life depends on cleaning and on the cleaning
agents used, on the amount of time worn daily, on
therapy ﬁressure, 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).

lowing table:
Mask part |Frequency |Action
All mask Daily Soak for 15 minutes and
parts wash for 3 minutes.
Clean for 3 minutes with
a soft cleaning brush.
Headgear | Weekly Wash for 15 minutes.

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
is damaged. | cushion.
Circuit is dam- | Check circuit and
aged. the correct fit of
circuit.
Therapy pres- | Anti-asphyxia | Replace anti-as-
sure not valve defec- | phyxia valve.
reached. tive.
7 Technical data
Vented NV
Dimensions in
mm
(HxWxD) 89 x 155 x 97 89 x 155 x 97
Weight 1279 127 g
Dead space vol- 240 ml 240 ml
ume
Tube connection: @22 mm @ 22 mm (fe-
Tapered connec- (male) male)
tion to EN ISO
5356-1
Flow resistance
at 50 |/min
at 100 |/min 0.3 hPa 0.03 hPa
0.7 hPa 0.11 hPa

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

polyurethane)

Headgear clip PA (polyamide), POM (poly-

oxymethylene)

Quick-release cord | PET (polyethylene terephtha-

late fiber), PA (polyamide)

Quick-release cord | PA (polyamide), POM (poly-

Rotating sleeve PA (polyamide)

Anti-asphyxia valve | SI (silicone)

Valve safety device | PP (polypropylene)

9 Characteristic pressure/flow
curve
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Mean intentional leakage (I/min)
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Therapy pressure (hPa)

10 Markings and symbols

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

Symbol |Description

Manufacturer and, if necessary, date of
manufacture

Unique device identifier Sunique product
code for medical devices

Order number

Indicates the product is a medical device

Follow the instructions for use

Permitted temperature range for trans-
port and storage

Use by date

0>~ 8|5 I

Z
<

>/T< Keep out of sunlight
/\\
0
LoT| | Lot number

clip oxymethylene)
Forehead support | PA (polyamide)
Spring of forehead | SI (silicone)
support

Forehead cushion | SI (silicone)
Retaining ring PP (polypropylene)

(hard component)

CE symbol (confirms that the product
conforms to the applicable European di-

q3

rectives/regulations)

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

Mask body PA (polyamide)

Mask cushion SI (silicone)

Elbow 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-
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TepanesTuyeckoe gasnexue (rfa)

10 MapkunpoBKa I CUMBOJIbI

Ha v3genue, akceccyap Unm ynakoBky MOTYT 6bITb
HaHeceHbl ykasaHHasi jasee MapkvpoBKa 1 CUMBO-
bl.

03HAaKOMUTbLCA Ha I/IHTepHeT-CaVITe N3roToBuTenNA.
[0 enaHuo Mbl BbILLNEM BaM 3TN rapaHTUnHbIe
ycnoBus.

VmenTe B BUAY, YTO Nt0ObIe rapaHTUiiHbIe NpaBa 1
OTBETCTBEHHOCTb U3rOTOBUTENS TEPSIOT CUTY, eCAn
1CMO/b3YOTCA He PEKOMEH/0BaHHbIE B UHCTPYKLMM
M0 NO/Ib30BaHWI0 aKCeccyapbl 1 HEOPUTHaNbHbIe
3anacHble YacTu.

C rapaHTUIHBIMM peknaMmaumsaMm obpaLiaTecs K
MeCTHOMY aBTOPU30BaHHOMY Annepy.

Wspenune FapaHTuWiiHbIe Cpo-
K1
Macku, Bkntoyas npuHag- 6 MecsLeB

NEXXHOCTN

OnucaHune

M3roToBuTeNb 1, MO HEO6XOAI/IMOCTI/I,
AaTa N3rotoBaeHNA

aeHTNOMKALMOHHBIN HOMep M34enns
(eamHas MapKMpOBKa MEAVLIMHCKIX 13-
Aenvii)

Homep 3akasa

0603HaueHMne B KaYeCTBe MeANLIMHCKO-
ro usgenvis

Co6ntoAaTh UHCTPYKLMIO NO MO/b30Ba-
HUKO

JlonycTMbIii Anana3oH TemnepaTyp npw
TPaHCMOPTUPOBKE U XPaHeHUN

MpriMeHeHVie BO3MOXHO A0 yKa3aHHOIA
AaThl

1I~=EE ER:

¢~ | bepeyb OT conHeuHbIX nyyeit
//I\\
[)
Homep naptun
LoT prap

3Hak CE (NoATBepXAAeT COOTBETCTBYE
134enmns Ae/icTBYOLLVIM eBPOMNencKMm

ANPEKTUNBAM/NHCTPYKLNSIM)

11 TapaHTUA

KomnaHus Lowenstein Medical Technology npego-
CTaB/IsieT NMoKynaTesto Ha HOBOE OPUTHaNbHOE 13-
aenvie Léwenstein Medical Technology 1 Ha ycTaHoB-
NeHHyto KomnaHven Lowenstein Medical Technology
3anacHyt 4acTb OrpaHNYeHHY0 rapaHTWio N3roTo-
BUTENS COrNAcHO AeCTBYIOLLVIM A1 COOTBETCTBYHO-
LLlero U3Aenuns rapaHTUnHbIM YCIOBUSIM 1 MpuBe-
AEHHBIM HXe rapaHTUAHbBIM CPOKaM, HauMHas ¢ Aa-
Tbl NOKYNKK. C rapaHTUAHBIMUN YCIOBUSIMUA MOXHO

12 CepTudukaT cooTBETCTBUSA

HacTosLwmm nsrotosutens — ¢rpma Léwenstein
Medical Technology GmbH + Co. KG (Kronsaalsweg
40, 22525 Hamburg, Deutschland) — 3asBnaser, uto
n3zenne oTBeyaeT COOTBETCTBYHOLLVIM NMONOXEHWSAM
JAvipexTyebl EC N0 MeANLIMHCKON NPOAYKLmMM
2017/745. C noNHbIM TEKCTOM CepTudMKaTa COOTBET-
CTBWS MOXHO 03HaKOMUTLCS Ha Beb-caliTe
(www.loewensteinmedical.com) usrotosutens.

B cTpaHax EBpocotosa: fBnssice nonb3oBatenem v/
1NV NaUMeHTOM, Bbl 06513aHbI C006LaTh 060 BCex
CBSA3aHHBbIX C U3eneM Cepbe3HblX MPOUCLLECTBUSX
N3roTOBUTENIO 1 OTBETCTBEHHOMY YUPEXAEHUIO.

LMT 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz

1 NpwumeHeHKMe
ﬂOpﬂAOK NoNb30BaHUA NpeACTaBeH Ha PUCYHKaX:

n HapesaHve macku
a MoaroHka mackm
CHATVE MacKK
n Pasbopka Macku

B Cbopka macku

Aﬂﬂ He3payYnx nan CﬂaGOBI/IAﬂLIJ,VIX nosib30Ba-
Teneun

VIHCTpYKLYS MO NMO/Ib30BaHMI0 TakKe AOCTYNHA B
3/1eKTPOHHOII BEpCUM B 06/1aCTV 3arpy3ki Ha Be6-
cainTe U3roToBUTENS.

2 BsegeHue
2.1 HasHaueHwune

Macka JOYCEone Full Face / JOYCEone Full Face NV
UCMo/b3yeTcs ANs IeYeHst OCTaHOBKM JbIXaHs BO
BPeMs CHa 1 AN1s1 HEMHBA3UBHOM 1 HEXM3Heobecne-
YuMBatoLLeln NCKYCCTBEHHO BEHTUAALMMN NErknX y
NaLVIEHTOB C BEHTUALMOHHOI AbIXxaTeNbHO Hego-
CTaTOYHOCTHH0. OHa CNYXWT B KaYecTBe COeANHM-
TENbHOr0 3/1eMeHTa MeX/y NaLMeHToM 1 Teparnes-
TWYECKUM annapaToM. POTOHOCOBYH Macky non
vented MOXHO 1CMOb30BaTh TONBKO B COYETaHUN C
TepaneBTUYeCKMMU annapaTamu, UMerLLMI ak-
TVBHbII BblAbIXaTeNbHbI KnanaH.

2.2 MpoTvBONOKasaHusA

3anpeLlaeTcs NpUMeHsTb Macky AN NaLVeHTOB Be-
COM MeHbLue 30 kr.

B cnesyroLmnx cuTyaumsx NnpuMeHsaTb Macky 3anpe-
LL|aeTcs: HeobX0AMMOCTb HEMeAIeHHON UHTYbaLuK;
noTepsi CO3HaHUs; CUNbHas PBOTA.

B cnesyrowmx cuTyaLmsx paspeLuaeTcs npuMeHsTb
Macky TONIbKO C 0CO60I OCTOPOXHOCTLIO: Ciefbl Ha-
[ABAVNBaHUS Y 3HAUUTE IbHbIE MOBPEXAEHUS KOXN
ANLA, KOXHas anneprvis B 0bnactvi amua, epopma-
LMW LA MU HOCOFNIOTKI, OCTPble 6011 B 0bnactu
NINLA, OrpaHNYeHHbIA UK OTCYTCTBYHOLLMWIA Kallne-
BOI pednekc, knayctpopobus, CvabHas ToLWHOTA.
Macka He npeAHa3Ha4eHa Ans NCNoab30BaHMS C
pacnblnTenemM UM B Ka4ecTBe aHeCTeTUYeCKol
Macku.

Ecnv Bbl NpegnonaraeTe, 4To K BaM MOXeT OTHO-
CUTbCS OAHA U3 yKa3aHHbIX CUTYyaLMiA, 06paTUTech K
MeANLIMHCKOMY crelpanuncty. ObpaTtute BHUMaHVe
Ha NPOTMBOMOKa3aHWs, NPYBEAEHHbIE B HCTPYK-
LMK MO NONb30BaHMIO annapaToMm.

2.3 MNo604HbIe feiicTBUSA

MMpwv MCNONb30BaHUM Mack BO3MOXHbI CedytoLLyie
no6oYHble AENCTBUS: 3aN0XKEHHOCTb HOCA, CyXOCTb B
HOCY, CyX0OCTb BO PTy MO yTpaMm, YyBCTBO AAB/IEHMS B
OKOJIOHOCOBbIX Ma3yxax, passpaxeHuvie CIM3UCTON
060/104KM a3, NoKpacHeHe KoXu, cnedbl HajaB-
JINBaHVIS Ha L, OTEK LA, LYMbl NPY AbIXaHUW.

Mpu nosBAeHUN 3TMX NOBOYHbBIX AENCTBUIA 0bpaTu-
TeCb K MEAULMHCKOMY CreLmanncTy.

2.4 KnnHnuyeckas nosb3a

Mepegaya TepaneBTMYECKOro BO3AENCTBUA OT anna-
paTa UCKYCCTBEHHOM BEHTUAALMMN NErknX NaumueHTy

3 besonacHocTb

A NPEAYNPEXAEHWE! YpessbivaiiHo onacHas
cuTyaums. HecobntogeHne ciedyoumx ykasa-
HUI1 MOXET NOBeYb 3a CObOI TAXKME,
HeobpaTVMble UK CMepTeNbHbIe TPaBMbI.

OnacHOCTb TPaBMMPOBaHUS NOBPEXAEHHbI-

MW WY NOABEpPrHyTbIMM Harpyskam Komno-

HeHTaMun macku!

= [lepes KaXabIM MPUMEHEHEeM ¥ Noce Kaxzoin
OUUCTKU BbINONHNTE BU3YaNbHBIA KOHTPOIb.
Mpn He06XOAMMOCTY 3aMeHSIATe KOMMOHEHTbI
Macku.

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

OnacHOCTb TPaBMUPOBaHUSA B pesy/ibTaTe

HakonneHwus CO,!

BblabixaeMbilii yrnekucabiii ras (CO,) MoxeT cobu-

paTbCsi B POTOHOCOBOI Macke.

= Mcnonb3yiTe pOTOHOCOBYO MaCKy TONbKO B XO-
Je Tepanuu.

= Mcnonb3yiTe pOTOHOCOBYO MaCKy TONbKO B yKa-
3aHHOM /jMana3oHe TepaneBTNYeCKoro AaBe-
HUs.

= [lauyeHTbl, KOTOpbIe He CNOCOBHbLI CaMOCTOS-
TeNbHO CHATb MAcKy, AOMKHbI HAXOANTLCS MOJ,
HabntoeHneM MAaALLEero 1 cpegHero meanep-
CoHana.

= He ncnonb3yiiTe POTOHOCOBYH Macky A5 NaL-
€HTOB, KOTOPbIE He MOTYT CAMOCTOSTE/IbHO ee
CHATb.

= [lepes KaXAbIM NPUMEHeHVeM NpoBepbTe, CBO-
604HbI N1 OTBEPCTUSA KanaHa aHTU-achmkcmm.

= He 3aKpbiBaiiTe BblgblXaTe/bHble CUCTEMBI.

OnacHOCTb TPaBM MPU UCMO/Ib30BaHNN KUC-

nopoga!

Kncnopog MoxeT ckanavBaThbCs B O4exzae, NocTenb-

HoM 6enbe 1 Bonocax. Mogava kucnopoga 6es 3a-

LLTHOTO YCTPOICTBA MOXET CTaTb NPUUMHOWA Mo-

xapa.

= [py HeOBXOAVMOCTI BbINONHSNTE YKa3aHHbIE

Aanee genctaus: icnonb3syiite npejoxpaxHu-

TebHbIV KnanaH 4ns Kucnopoaa.

Cobntofarite NHCTPYKLMIO MO NOAb30BAHUIO CY-

CTeMOW NoAaum KMciopoaa.

He kypure.

V36eraiiTe 1CNONB30BaHWSA OTKPLITOTO OTHS.

Kak cnegyet nposeTpuTe NOMeLLEHMe.

CnepunTe, YTO6LI Ha Macke He 6bI1I0 CNeOB Mac-

na v xwpa.

Cobntogaiite yKasaHus no 6e3onacHoCcTy, Npu-

Be/leHHbIe B MIHCTPYKLMY NO NO/b30BaHMI0

yCTpoWicTBa.

OnacHOCTb TPaBMMPOBaHUSA U3-3a HeJOCTa-

TOYHOro cHab>keHUs NauyneHTa Bo3gyxom!

= AKTUBYVpYiiTe Ha annapare CUrHanbHoe yCTpoii-
CTBO MOHWXEHHOTO AABNEHUS[YTeUKN.

= Mcnonb3yiiTe Macky NOAXOAALLEro pasmepa u
npoBepbTe ee NoNoXeHNe.

= [lauyeHTbl C orpaHNYeHHbIM CMIOHTaHHbIM AblXa-
HMEeM JO/DKHbI HAXOANTBCS N0 HabNrAeHVEM.

U U U

U



OnacHOCTb TpaBM BC/eACTBME HEAOCTaTOU-

HOW oumncTKun!

= [lepes nepBbIM NPUMEHEHVEM OUUCTITE KOMIO-
HEeHTbI Macku (cM. rnaBy «OUMCTKa W TUTMEHNYe-
cKkast 06paboTKa).

= PerynsipHoO ouyLLiaiiTe POTOHOCOBYH Macky.

= [pu cMeHe nauueHTa B 60/IbHUYHbBIX YCIOBUSX:
cobntogalite TpeboBaHNsA AOKYMeHTa MHCcmpyK-
yuu no 06pabomke POMOHOCOBbIX MACOK (CM. pas-
Aen «rurvieHnyeckast 06pabotkan).

A\ OCTOPOXHO! OnacHas cutyauus. Hecobio-
AGHIe ClIelyIOLLNX YKa3aH MOXET MoB/eYb
3a co60Vi N1erkyie U CpeaHeit TAXeCTV Tpas-
Mbl.

OnacHOCTb TPaBMUPOBaHUSA B C/lyyae annep-

rMyeckmx peakumii!

= [puMuTe BO BHUMaHWe UCMO/Ib30BaHHbIE B PO-
TOHOCOBasi Macke Matepuans (cM. pasgen «Ma-
Tepuanbi»). Moab3yiiTeck POTOHOCOBOV MAcKo
TO/IbKO MO COrNacoBaHMI0 C MeANLIMHCKMM cre-
LManncTom.

= [pu BbI6Ope CpeACTBa OUMCTKM NPUMUTE BO
BHVMaHVe BO3MOXHbIEe annepruyeckme peak-
umn.

OnacHOCTb TpaBM NPU HeNpaBUIbLHOW pery-

NINPOBKeE 0rosiosbs!

Mpu Ype3MepHOM 3aTATVIBAHUN PEMHER OroN0BbS

BO3MOXHa C/IMLLIKOM NAOTHAas Nocajka POTOHOCO-

BOI Macku € AaBNeHVeM Ha L0, YTO Bbi3biBaeT

MOKPACHEHWS KOXW, CNeAbl HaAaBNNBaHUS 1 OTeKM

nnua.

= [paBUNbHO OTPEryNvpyiiTe OronoBbe (CM. pic.
B), 4TObbI 06EeCneUnTs KOMGOPTHOE 1 NAOT-
HO€ npwneraHne poTOHOCOBOM MacKu.

4 OnuncaHwue nsgenus

OTgenbHble YacTh M306paxeHbl Ha TUTYILHON CTpa-
HULe.

1 | Oronosbe 6 | ABapuiHbI BblAbl-

XaTebHbIA knanaH

Hano6Has nogywika |7 | LLlapHupHas BTy/Ka

HanobHwk Kopnyc macku

CronopHoe konbLo |9 | Knunca pemHei oro-

NoBbA

5 | Yrosiok 10 | Mogyuika Macku

CoBMecTUMbIe annapaTbl

TPy HEKOTOPBIX COYETaHUSX annapaToB GpakTnye-
CKOe /jaB/ieHVie B Macke He COOTBETCTBYeT NpeAnu-
CaHHOMY TepaneBTNYEeCKOMY AaB/EHUIO, KOTOPOe
rnokasblBaeT annapart. Monpocute MeAULMHCKOro
crneLmanncTa oTperympoBaTb KOMM/EKT annapary-
pbl TakMM 06pa3oM, YTobbI GakTyeckoe jaBneHne
B Macke COOTBETCTBOBA/IO TepaneBTNYecKoMy AaB-
NeHwto. Takas perysmpoBKa AOMKHA BbIMONHATHCA
ANS TOTO TIMA Macku, KOTOPbIA UCMONb3YeTCs B X0O4e
Tepanuu.

BblgbixaTenbHas cuctema

B Mackax ¢ BCTPOEHHOM BblfbIXaTeNbHOR CUCTEMOIA
BblZbIXaeMblIli BO3AYX BbIXOAMT 13 CMeLmanbHOro 3a-
30pa.

Macku 6e3 BCTpOeHHO BbljblxaTebHOW CUCTeMbI
(NV, cTonopHoe KosbLio 1 yrofiok CMHero LiBeTa) pas-
peLlaeTcs 1CMob30BaTh TONBKO € annaparamu,
OCHaLLieHHbIMU aKTVIBHOM BblAbIXaTeNbHO cucTe-
MO, a TaKkXXe COOTBETCTBYHOLLMMMN aBapUiHbIMU CUr-
Hanamu 1 cuctemamu 6e3oMnacHoOCTU Ha cyyaii Bbl-
X0Aa annaparta u3 ctpos. Mpn ncnonb3oBaHUK
BHELLHVX BbljbIXaTebHbIX CUCTeM cobntogaliTe co-
OTBETCTBYIOLLIME VHCTPYKLMW MO NOMb30BaHULO.

ABapuIiHbIA BblAbIXaTeNbHbIA KnanaH (AAV)

|-|pVI BbIX0Ae annapaTta 13 CTPosA OTKPbIBaeTCA aBa-
PUVHbBIN BblAbIXaTebHbIV KnanaH, N03BoNAA nauu-
E€HTY AbIllaTb OKPYXatoLLM BO34YXOM.

LLHyp Ans 6bICTPOro CHATWSA (onuus)

LLIHyp ANs 6LICTPOro CHATUSA 06eCreUnBaeT B 3KC-
TpeHHbIX CUTyaLsix 6bICTPOE 1 MPOCTOE Pa3MbIKa-
Hue macku (cM. puc. SOS).

5 Ouyuncrtka v rurmeHmnYeckas
obpaboTka

5.1 OuwuctKa Mackm
1. Tlepes 04UMCTKON BbIMOMTE PYKU.

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

3. OumMCcTUTE POTOHOCOBYHO MacKy BpyUHYHO (Makc.
30 °C, 1 MN MArKOro MOKLLIEro CpeACcTBa Ha 1 1
BOZbI) COTIACHO CiedytoLLelt Tabnnue:

[etanb YactoTa

MacCKu

[elictBre

Bce getanu | EXefHeBHO | 3aMOUNTb Ha 15 MUHYT 1

Macku NPOMbITb. YNCTUTL 3 MU-
HYTbl MArKOW LLETKOW.
Oronosbe | ExeHe- [poMbiBaTh B TeUYEHME
feNbHO 15 MUHYT.

Bce getanu (MckoUeHwe: yronok ¢ aBapuitHbIM Bbl-
AbIXaTe/bHbIM K/lanaHOM) MOXHO eXeHeAeNbHO
MbITb B MOCYAOMOEUHOI MatiuHe (Makc. 70 °C, msir-
Koe MOtoLLIee CpesCcTBO, MaKC. ANTENLHOCTbL NPo-
rpamMmbl 90 MUHYT, BEPXHSS KOP3UHA, OTAENbHbIN
PEXVM MOTKN).

4. TIpoMbITb BCe AeTanu YNCTON BOZOM.

5. TlpocywnTb BCe YacTy Ha BO3AyXe.

6. TpoBecT BI3yaNnbHbI KOHTPONL Ha NpeAMeT
TPeLMH 1 AedopMaLnii. 3aMeHNTb MOBPEXAEH-
Hble ZieTanu. I3MeHeHws LiBeTa He ABASHOTCS
OMacHbIMM.

7. Co6patb Macky (cm. puc. B).
5.2 I'vrneHnyeckas obpaboTtka
(60NbHNYHbBIE yCNOBUA)

Mpu cMeHe NaumneHTa cnejyiTe ykasaHUsM B AOKY-
MeHTe «MHCmpyKyuu no 0bpabomke pomoHOCo8bIX
MacoK». LOKYMEHT JOCTYMeH Ha UHTEpPHeT-caiiTe
n3rotoBuUTENs. Mbl MOXeM BbICNIaTb AOKYMEHT Mo
3anpocy.

5.3 Ytunusauyusa

YTUnnsunpyinTe apixaTeNbHyto Macky BMecTe ¢ 6bITo-
BbIMU OTXOAAMU. B 6ONbHVYHBIX YCNOBUSX: YTUU-

31pyiiTe Macky COrnacHo NpPasunam MeaLUHCKOro
yupexzaeHus.

6 HeuncnpasHoCTU

Heuncnpas-
HOCTb

MprunHa

[JeiicTBre

B rnasa

Ctpys Bo3gyxa | PoToHocoBas
Macka cuanT
C/ILLKOM CBO-

3aTgHuTe orono-
Bbe MOTyXe.

CpoK nosib30BaHWA 012 Mecqu,es”

CA TepaneBTU-

Macka Hernpa-

604HO.
PotoHocoBas | ObpaTuTech K aB-
Macka He Nnoj- | Top130BaHHOMY
XOAMUT. avnepy.

He gocturaer- | PoToHocoBasi | 3aHOBO OTperysu-

pyviTe pOTOHOCO-

TepaneBTunyeckoe gaBnieHuve 4rMa-30rMa
Yka3zaHHoe ABy3HauHoe 3Ha-

YeHye LLyMOBbIAENeHNs CO-

rnacHo ISO 4871:

YpoBeHb 3ByKOBOTO AaBneHus 19 AE?A;
YpoBeHb 3ByKOBOI MOLLHOCTU 27 pb(A
MorpeLHoCTb 346(A)
Temnepatypa:

npw 3KcnayaTaumm ot +5°C go +40 °C

TpaHcnopTUpoBKa 1 XpaHe-
HUWe

o1 -20 °C go +70 °C

[p1MeHVIMble CTaHAapThI EN ISO 17510: 2020

Knacc npogykrta cornacHo IE]
MHcTpykummn EBpocotosa ans
MeAVILIMHCKON MPOAyKLMN

(MDR) 2017/745

Yeckoe aBne- | BUIbHO OTpe- | BYH Macky.

Hue. rynupoBaHa.
MoBpexzaeHa | 3ameHwWTe MOAyLL-
nogyLuKa Mac- | Ky Macku.
KW,
MoBpexaeHa | MpoBepbTe cncTe-
cuctema Tpy- | My TpyboK v Haa-
60OK. Nnexatlee kpere-

HUE CUCTEMBI TPY-
60K.

He gocturaert-

HEI/ICI'IE)aBEH
Cl TepaneBTy- | aBapUAHbIiA

yeckoe jaBne- | BblAblxaTenb-
Hue. HbI KnanaH.

3aMeHuUTe aBa-
PVIHBIIA BbIAbIXa-
TeNbHbIN KNanaH.

7 TexHuYecKue XapaKTepucTuKun

' Cpok Monb30BaHUA 3aBUCKT OT OUUCTKM 1 CMOTb-
3yeMOro MOLLIEr0 CPeACTBA, eXeAHEBHON NMPOA0N-
XUTENbHOCTU HOLLEHNS,, TepaneBTUYecKoro AaBne-
HWS 1 MHAMBMAYaNbHOTO NOTOOTAGNEHNS. cnoNb-
30BaHWe BTOPOVi NOAYLLKM Macku (MprobpeTaeTcs
OTZENLHO) He MPOANEBAET CPOK MO/b30BAHNS.

8 MaTtepwmansl

Bce AeTanm poToOHOCOBOM Macky He Coepxart na-
Tekc, MBX (noamsuHunxnopug) v A3r® (guatnnrek-
cundranart).

Oronosbe CO (xnonok), PUE (snactan),

BeHT';lg:pye- NV PA (nonvamng), P (noaw-
3¢up), PUR (nonuypetan)
F;;?;T%b; mclpm- Knvnca pemHeit PA (nonvnamug), I)JOM (no-
Ha X rny6uHa) 89x155x97 | 89x155x97 oronoseA INOKCAMETI/IEH
Macca 127+ 127+ LHyp anst 6bIcTpo- | PET (BOSIOKHO NOAMITUNEH-
ro CHATWS TepedTanara), PA (nosmamug)
O6bem MepTBOro 240 mn 240 mn 3 PA ( ), POM (
Sans wapa g |PA (ronvausa), O no-
Mo (wre- | @22 Mm (pazb-
[KNIHOYeHne @ 22 mm
TPYBKIA: KOHYC kep) em) Hano6HmK PA (nonvamua)
cornacHo EN ISO ynpyrvii snemenT | SI (cMAnKoH)
5356-1 HaN06HMKa
AspojnHammye- Hano6Has nogyw- | SI (cunmnkoH)
CKOE CoMpoTUB- Ka
NeHne
nput 50 71/MUH 03rMa 0,03 rMa CronopHoe konibLio | PP (nonnnponune)
npu 100 1/ MnH 0,7rMa 0,11 rMa LT:'_‘?TPA"”" komno-
AspogmnHa e-
Cng ﬂﬂ;'pg”}"m”& CronopHoe konbLo | TPE (Tepmonnactuueckuin
nenne AAV (Mmarkuii Komno- 351acTomep)
Bgox npw 50 n/ 0,6rMa - HeHT)
MIH Koprmyc Macku PA (nonmamw
Bbigox npw 50 51/ 0,8rMa - pry ( a)
MUH ModywKa Macku SI (CMNuKoH)
Honyck: £0,2 rfla Yronok PA (nonvamua)
JasneHve cpaba-
TeiBarYA AAY LapHvpHas BTyska| PA (nonvamua)
OTKpbBITb <1,0rMa - ABapuiiHbIN Bbigbl- | SI (CANKOH)
3aKpbITb <4,0rMa - XaTeNbHbliA KnanaH
Mpegoxpanutens | PP (nonvnponuneH
| Cpok cnyx6bl 5 net Knpa#aHg ( P )
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10 TaH6anamanap >kaHe TaHbanap

OHiMAe, Kepek-KapakTapaa Hemece kantamanapaa
keneci TaHbanamanap MeH TaH6anap konaaHbINYbl
MYMKIH.

OHIM Keningik

mep3Imaep!
Mackanap (oFaH Koca kepek- | 6 aii
xapakTap)

CnnaTtTamachl

OHaipyLi xaHe, erep kaxet 6oca,
LbIFAPbIIFaH KyHi

OHIMHIH NAeHTUUKALMANBIK HOMIpI
(MeanumMHanbIk eHIMAEP YLWiH 6ipkeki
eHiM TaH6anaysbl)

TancelpbIC HOMIpI

OHIMHIH, MeaNLMHANbIK OHIM eKeHZAiriH
6ingipegi

MaiaanaHy XeHiHAeri HyckaynbIKTbl
Kapay

TacbiManzay xaHe cakTay yLiH pykcat
eTinreH TeMnepatypa alimMarbl

KepceTinreH kyHre AeniH kongaHyra
Xapamgpl

b0 = ElA 5k

7/
N

>/T§ KyH cayneciHeH KopFaHbI3
)

[

LOT TonTama HeMipi

CE 6enrici (6HIMHiH, KONAAHbICTaFbI
Eyponansik agvpekTBanapra/
epexenepre CaikecTiriH pactaingbl)

N
m

YakineTTi ekin

imnopTTayLubl

&

11 Kemngik

Lowenstein Medical Technology xaHa TynHycka
Lowenstein Medical Technology eHimiHiH x3aHe
Lowenstein Medical Technology opHaTkaH Kocankpl
66/1LLIEKTIH TYTbIHYLIbICbIHA TUICTi BHIMre
KONAaHbINATLIH Keningik WapTTapbiHa XaHe caTbirn
anblHFaH KYHHEH 6actan TeMeH/e KepceTinreH
Keningik mepsiMzepiHe caiikec LekTeyni
OHAIPYLLIHIH KeningiriH 6epegi. Keningik waptrapbiH
OHAIpPYLLiHIH Be6-CcaiiTbIHaH anyra 6onazbl.
KanaybIHpI3 6olbIHLLA Ci3re Keningik lWapTTapbiH Aa
Xibepemis.

ManganaHy 60MblHLLA HYCKaYbIKTa YCbIHbIFaH
Kepek-XapakTap Hemece TYrHycka Kocankp
6enLekTep nanjanaHblimaca, Keningik neH
xayankepLuinikke KaTbICTbl K3 KenreH LUafbIM
Xapamcbl3 601aTbIHbIH eCKepiHi3.

KeningikTi ycbIHY KaxeT Xargaiinapaa apHaiibl
Aunepre xabapaacbiHbi3.

12 CalikecTIK AeKnapauuschbl

OHaipyLwwi Lowenstein Medical Technology GmbH +
Co. KG (Kronsaalsweg 40, 22525 Hamburg,
FepMaHwa) ocbl apKbliibl OHIMHIH, 2017/745
MeanumnHanslik byiibiMaap pernaMmenTiHin, (EO) TuicTi
epexenepiHe carikec KeneTiHiH ManiMaenai.
CaliKkecTiK Typanbl AeknapauysHbiH TOAbIK MITiHi
OHAIPYLLIHIH BE6-CaTbIHAA KODKETIMA
www.loewensteinmedical.com).

EO-ga: MaitganaHyLubl XaHe/Hemece emaenyLui
peTiHAe Ci3 eHiMre 6ainaHbICTbl OPbIH anFaH Ke3
KenreH MaHbl3/4bl OKMFanap Typanbl eHAipyLlire
X3He eKineTTi backapy opraHAapbiHa xabapnaybiHpl3
Kepek.

LMT 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 NahpanaHy
MaliganaHy kagamgapbl

MackaHbl naiganaHy TapTibi keneci cypettepge
6epinren:

n MackaHbl Kuto

a MackaHbl opHaTy
MackaHsbl LeLly

n MackaHbl 6eniuekrtey

B MackaHbl KypacTbipy

Ke31 kepMeWTIH XaHe Haluap KepeTIH
nangananylubinapra apHanfaH

MariganaHy 60MbIHLLIA HYCKaYNbIK COHAAN-AK,
OHAIPYLLIHIH Be6-caiiTbiHAaFbl Download (XKykTen
any) 6enimiHAe 3NeKTPOHABI HYCKAAA KOCbIMLLA
KOJIKETIMAI.

2  Kipicne

2.1 KonpaHy makcaTbl

JOYCEone Full Face / JOYCEone Full Face NV mackacsl
VKbl Ke3iHAe TbIHbIC anyAblH TOKTayblH eMzeyre
X3He ThbIHbIC aNny XeTKiNKCi3airi bap emaenywinepai
MNHBA3MBTIK eMeC XaHe eMip CYPYAl kamTamachI3
eTNeNTiH XacaHAbl XenaeTy yLiH kongaHbinagsl. On
emaenyLi MeH Tepanust KypblaFbICbl apacbiHAaFbI
6alANaHbICTbIPYLLbI INEMEHT peTiHAe KbI3MeT eTefi.
Non vented aybi3-MypblH MackacbiH Tek 6enceHsi
[eM LUbIFapy KnanaHbl 6ap Tepanusbik,
KYPbINFbINapMeH KOnAaHbIHbI3.

2.2 Kapcbl KkepceTinimaep

MackaHbl canmarbl < 30 Kr emaenyLinepre
KoNnjaHyrFa 6onMaiiabl.

MackaHbl keneci xargaiinapaa KongaHyra
6onmarizbl: Xeaen NHTy6aLmMs KaxKeTTiniri, eciH
XOFaNTY, KaTThl KyCY.

Keneci xafgainapsa MackaHbl Tek epekiue
CaKTblkNeH konjaHyFa pykcaT eTinegi: KblcbiM TyC
i34epi XaHe TepiHiH aliTap/biKTal 3akbIMAaHybIl, 6eT
aliMaFbIHAaFbI Tepi annepruscel, 6eT Hemece MypbIH-
XKYTKBIHLLAKTbIH, KiCatobl, 6eT aiMaFbiHAaFbl KaTTbl
aybIpCbIHy, LLeKTeyi eTen pedrekci Hemece xeTen
pednekciHiH 6oaMaybl, knaycTpopobus, KaTTbl
XXYPeK anHybl.

Macka 6ypikkilneH Hemece aHeCTe3uUsAbIK Macka
peTiHAe KongaHyra apHaaMaraH.

Erep ci3 ocbl XaFaarinapablH, 6ipi ci3re KaTbICThI
eKkeHgiriHe ceHimai 6boMacaHpI3, MaMaH gapirepre
xabapnacbiHbi3. KypblifblHbI Naii4anaHy XeHiHaeri
HyCKay/bIKTa KeNTipinreH kapcol kepceTinivaepre
Ha3ap ayAapblHbI3.

2.3 JKaHama acepnepi

MackaHbl KongaHFaH Kesze Keneci XXxaHama acepiep
nariga 60nybl MyMKiH: MypbIHHbIR 6iTenyi,
MYPbIHHbIH, KypFaybl, TAaHEPTEH aybi3jblH KypFaybl,
KOCanKbl KyblCTapAarbl KbICbIM Ce3iMi, KO3AIH,
KOHBIOHKTVBACbIHbIH TiTipKeHyi, TEPiHiH, Kbl3apysbl,
6eTTeri KbiCbIM i34epi, 6eTTiH iCiHyi, TbIHbIC any
Ke3iHAeri XaFbIMCbI3 AblObICTap.

Erep aTanFaH aHama acepnep naiiaa 6onca,
Adpirep MamaHFa xabapnacblHpi3.

2.4 KnunHukanblk nanpacol

OKneHi XKaCaHAbl XXENAETY annapatbiHblH
emzenyulire 6ep|/1€TIH eMAIK acepl

3  Kayincisgik

ECKEPTY! ©7e kayinTi xafaaii. Keneci
HyCcKaynapzbl OpbiHAaMay ayblp, KalTbIMCbI3
Hemece eniMre akeneTiH XapakaT anyFa akenyi
MYMKiH.

3akbiMAanfaH Hemece KbICbIM TYCeTIH Macka

6eniIKTepIHeH XapakaT any kayni!

= Op konjaHap aniblHAa XaHe TasanayaaH KewniH
Ke3b€H Lo/IbIN TeKcepiHis. KaxeT 60/1ca, Macka
66iKTepiH aybICTbIPbIHbI3.

= [laiiganaHy Mep3iMiH HasapFa anbiHpi3
(«TexHuKanbIk cunattamanap» 6enimiH
KapaHbi3).

CO, XXMHanybl HATMXKECIHAE XapakaT any

Kayni!

[leMMeH WbiFapbinFaH KeMipKbilwkbia rassl (CO,)

Mackaga XuHanybl MyMKiH.

= MackaHbl Tek Tepanus KesiHae KoNAaHbIHbI3.

= MackaHbl TeK TepaneBTiK KbICbIMHbIH,
KepceTiNreH aykbiMbIHAA KONAAHbIHbI3.

= MackaHbl 834iriHeH Lelle anManTbiH
emaenyLinepre KongaHyra 6onmangsi.

= Opbip KoNAaHap andbiHAA anaTTblk AeM LblFapy
KnanaHblHbIH CaHblnaynapblHbIH 60C eKeHiH
TeKCepiH3.

= [lem WbIFapy XyenepiH xannaHpi3.

OTTeriH naiganaHy KesiHAe )xapakaT any

kayni!

Knimae, Tecek-opbiHAapAa X8HE LWaLlTa oTTeri

KUHANYbl MyMKiH. KOpFaHbIC KypbiniFbichl 6onMaraH

XaFfanga otteri 6epy epT TyAbIpYbl MYMKIH.

= KaxeT 6onfaH xargaiiga: OTTerire apHanfaH

Kayinci3Aik KnanaHblH NanganaHbiHpI3.

OtTeri bepy xylieciH nanganaHy XeHiHgeri

HYCKaybIKTbl OPbIHAAHbI3.

LbinbiM LWeKneH;3.

ALLbIK OTTbI NaiganaHyAaH aynak 60/biHbI3.

BenmeHi aypbic XxengeTiHi3.

Mackaga Maii MeH Malinibl 3aTThiH i34€pi XOK

eKeHZIriHe K3 XeTKi3iHji3.

=  KypbInfbiHbI NanganaHy XeHiHAeri HyckayblkTa
6epinreH Kayincisgik epexenepiH cakTaHbis.

EmaenyLuiHi ayaMeH XeTKINIKCI3 KamTamachbi3

eTy canpapblHaH XXapakat any Kayni!

=  KypblIFblAa TOMEH KbICbIM/aFbin KeTy Aabbinabik
KYPBINFbICHIH iCKe KOCbIHbI3.

= TuicTi enwemaeri MackaHbl KONAAHbIHbI3 XaHe
OHbIH, ZlypbiC OPHaNacybiH TeKCepiHi3.

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

TaszanaygblH, XXeTKIIKCI3AITIHEH XXapakaT any

Kayni!

> Anfaw Konanap anjblHAa Macka 6enikTepiH
TasanaHbi3 («Tasanay xaHe rurmeHanbik eHAey»
TapayblH KapaHpi3).

= MackaHbl yaaiibl Tazanan oTbIpbiHbI3.

U
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> KnuHUKanblk opTaja eMaenyLui ayblckaHaa:
Mackanapdsl eHAey HycKay/biFbl KyXaTbi
HYCKayNapbiH OpbIHAAHbI3 («MrreHanbik,
eHAey» Tapaybl kapaHbi3).

A\ CAK BOJbIHbI3! KayinTi xaraait. Keneci
HyCKaynapAbl CakTaMacaHpl3, XeHin Hemece
opTaLlia XapakaTTap TyblHAaybl MYMKiH.

Annepruanbik peakuusnap TyblHAafFaH

XaFaanaa >kapakat any kayni!

= Mackaga KkongaHbinFaH matepuangapabl
eCKepiHis?«MaTepman,qap» TapayblH KapaHbi3).
MackaHbl TeK MeAnLIMHa KbI3MeTKepiHiH,
HyCKaybIMeH KONAaHbIHbI3.

= Ta3apTKbILL Kypaizbl TaHAaFaHAA TybIHAAYbI
MYMKiH anneprysiblk peakuysnapabl eckepinis.

bac KMIMHIH, AypbIC OpHanacnaybiHa

6alinaHbICTbI XKapakaT any kayni 6ap!

Erep 6ac kvim TbIM KaTTbl TapTblaCa, Macka TbiM

ThIFbI3 OPHANACkIM, OETTi KbICYAbl XIHe TepiHiH,

Kbl3apyblH, Xapanap Hemece beTTiH, iCiHyiH TyAbIpybl

MYMKiH.

= Macka bIHFaliNibl XaHe ThbIfbl3 TypaTbIHAAl eTin

6ac KMiMAi AypblC OPHANACTbIPbIHbI3 (ﬂ CypeTiH
KapaHbi3).
4 ©OHIM cmnaTTamMachl

XekenereH 6eniktepAiH kepiHici angbiHfbl 6eTTe
KepceTinreH.

1 | backa apHanfaH 6 | AnatTblk 4eM
6engik LUbIFapy KnanaHsl
MaHaal XacTblfbl 7 | AlHanManbl rnnb3a
MaHgaii Tiperi 8 | Macka kopnychl

4 | bekiTkil cakuHa 9 | backa apHanfaH

6enAiK KbICKbILLbI

5 | bypbIWTbIK 10 | Macka XacTblifbl

CaliKkec KypblIFbINap

Kelnbip KypblnFbinapgpl bipre konaaHy kesiHge
KYPbINFbIAA KEPCETIIreH Tepanusblk KblChIM
Mackajarbl HaKTbl KbICbIMFa CAKEC KenMeyi MyMKiH.
[apirep MamMaHfa KypblaFbiHbl MackazafFbl HaKTbl
KbICbIM Tepanusblk KbiCbIMFa CaliKkeC bonaTtbiHAal
eTin peTTeTiHi3. byn peTTey Tepanus KesiHge
KONAaHbINATLIH Macka TypiHe CalKec Xyprisinyi Tuic.
[lem wbiFapy xyiiec

KipikTipinreH gem LwblFapy xyieci 6ap Mackanapaa
A€M LUbIFapbl/iFaH aya eTeTiH caHpbliay 6onagbl.
KipikTipinreH xyiieci xok Mackanapgs! («<NV», kek
TYCTi BEKITKILL CaKyHa XaHe BYpbILLTHIK) Tek
6encensi fem LWbiFapy xgﬁeci 6ap xaHe kypbiFbl
iCTeH WbIKkaHAa Aabbln bepeTiH kayincisgik
Xyiienepi 6ap annapartapMeH KoNAaHbIHbI3.
ChIpTKbl A€M LUbIFAPY XYenepiH KonAaHFaHAa TUICTi
naiifanaHy Hyckay/blfbiH OPbIHAAHbI3.

AnaTTbIK ieM LWbiFapy KnanaHbl (AAV)

KypbInfbl iCTeH LWblkkaHAa anaTTblk KnanaH
allibi/bIM, eMAenyLUi KopLuaraH OpTaHbIH ayacbiMeH
AeM anagsl.

XKeingam wetuy xi61 (KocbimLLa)

XKblngam ety xi6i TeTeHLUe XaFgalia MackaHbl
T€3, 9pi OHaiA aLlyra MymMKiHAIK 6epegi (SOS cypeTiH
KapaHpi3).

5 Ta3apTy XX9He rmrmneHasnblk,
eHaey

5.1 MackaHbl Tasanay

1. TasanaygaH bypbiH KOMbIHbI3AbI XYbIHbI3.

2. MackaHbl besnLuekTey (n CypeTiH KapaHpl3).

3. MackaHbl konmeH (Makc. 30 °C, 1 ncyra 1 mn
XYMCaK Ta3apTKbILL Kypan) TOMEHAEr KecTere
ColKeC Ta3anaHpl3:

&K

3aKbIMAANFaH.

Akay Cebebi KongaHbinatblH
apeket
Macka Macka XacTblIfbIH
XaCTbIFbl aybICTbIPbIHbI3.
3aKbIMAANFaH.
TyTikTep TyTikTep Xyeci
Xyieci MEH OHbIH, AypblC

OpHalefll'I.FaHbIH
TEKCEPIHI3.

Tepanusanelk | AnatTblK Aem
KbICbIMFa KO/ | LWbIFapy
XeTKi3inmernai. | knanaHbl

akaynbl.

AnNaTTbiK AeM
LblFapy
KnanaHblH

AYbICTbIPbIHbI3.

7 TexHuKanblK AepekTep

Macka XKumin opekeT

6eniri

Bapnbik KYH CalblH | 15 MUHYTKa CyFa canbin,

macka XYbIHbI3. 3 MUHYT 601bI

6enikTepiH XyMcak LLieTKameH
TasanaHpi3.

backa anTa caliblH| 15 MUHYT 60iibI XybIHbI3.

apHanFaH

6engik

Bapnblk 6enikTepai (MblHagaH 6acka: anaTTbik 4em
LWblFapy knanaHbl 6ap 6ypbILUTLIKTEI) anTacsiHa 6ip
€T blAbIC XYFbILL MalLWHaAa Ta3anayra 6onagbl
Makc. 70 °C TemnepaTypaja, Xymcak XyfbiLll 3aTreH,
6aFaapnamaHbli Makcmangabl y3akTbiFbl 90 MUAHYT,

XOFapFbl Ce6ETTe, 661K LU0 PEXVMIHZE).

4. bapnblk 6enikTepsi Taza CyMeH LWalblHbI3.

5. bapnblk 6eniktepai ayaja KenTipiHis.

6. benikTepze xapblkTap MeH MalibiCysblH
60/IMayblH KO36€H LLObIN TeKCepiH;i3.
3akbIMzanfaH benikTepai ayblCTblpbiHpI3. TYCiHIH,
©3repyiHiH eLl 31siHbI XOK,.

7. MackaHsbl kaiTa KypacTbipblHbI3 (B CypeTiH
KapaHbl3).
5.2 TvrneHanbik eHAey (KTUHUKaNbIK,
opTaja)
Emaenywii aybickaH xargainaa "Mackanapdel eHoey
HYCKay/1bIFbl” KYKaTbIHAAFbI HYCKaynapabl
opblHAaHbI3. KyXaTTbl @HAIPYLLIHIH CaTbiHaH Taba

anacbi3. CypayblHpI3 60MbIHLLIA By KyXaTThl Ci3re
Xibepe anambis.

5.3 XKoto

MackaHbl TYPMbICTbIK KOKbICKA TacTaHbI3.
KnvHukanblk opTaga: MackaHbl aypyxaHa
epexenepiHe CaKec X0k KaxerT.

MDR (EO) 2017/745 60iibIHLLa Ila
OHIM Knachl

' KongaHy y3akTbiFbl Tazanay canachiva,
KONAaHbINATLIH Ta3apTKpILL Kypanaapra, KYHAeniKTi
KONAAHY YaKbITbIHA, TEPANUSbIK KbICbIMFA XoHe
Xeke Tep 6esiHyiHe barinaHbICTbl. EKiHLI Macka
XaCTbIFbIH NaiiganaHy (KockiMLa 6epince) kongaHy
Mep3iMiH y3apTnangbl.

8 MaTtepmnanpgap

MackaHblH 6ap/iblk 6enikTepiHiH KypaMblHAa NaTekc,
MBX (nonveuHUAXN0PUA) XaHe AT
(avaTunrekcundranat) Xok.

backa apHanraH

CO (Makra), EL (9nactaH), PA
6engik

(Monnamug), P (Monnadup),
PU (Monwvypetan)

Backa apHanfaH PA (Monnamug), POM
6eN1AiK KbICKbiLbl | (MoavnokcumeTvieH)

Xbingam wety xi6i| PET (MonuatuneHTepedTanat
TanwsiFsl), PA (Monvamug)

Xbingam wewy xi6i| PA (Monvamug), POM

KbICKbILLIbI (MonvokcumeTusieH)
MaHga Tiperi PA (Monvamug)
MaHgali TiperiHiH, | SI (CunukoH)
cepinneci

MaHgait xactbiFbl | SI (CunvkoH)

Kayincizaik PP (Monannponunen)
cakuHacsl (KaTTbl

KOMMOHEHT)

Kayincizgik TPE (Tepmonnactukansik,

cakuHachl (xymcak | anactomep)
KOMMOHEHT)

Macka koprnycbl PA (Monviamug)

Macka XacTblfbl SI (CunukoH)

BYpbILUTHIK PA (Monviamug)

AlHanmansl rib3al PA (Monvamug)

AnNaTTbIK AeM
LUbIFapy KnanaHsl

SI (CunukoH)

KnanaH 6ekiTkiwi | PP (Mosunponunex)

[Jem weiFapy NV
Teciri 6ap
Onwemaepi Mm-
ae
(BXExXT) 89x155x97 | 89x155x97
Canmarbl 1271 1271
©ni KeHjCTiK 240 mn 240 mn
Kenemi
TyTiK KOCbIIbIMBI: | AnameTpi 22 [Anametpi 22
EN ISO 5356-1 MM MM (ysinibl)
CTaHAApPTbIHA (kagaybIThI)
COMMKeC KOHYC
AFbIHFa
KapChlblK,
50 n1/MUH Ke3iHge 0,3rfMa 0,03 rMa
100 1/MUH 0,7rMa 0,11 rMa
KesiHge
AAV afblHFa
KapCbnblk,
[Jem any kesiHge 0,6 rMa
50 1/MWH 0,8rMa
Jem weirapy
KkesiHge 50 1/MuH
AybITKy LWeri: £
0,2 rMa
AAV aybicy
KbICbIMbI <1,0rMa
Awy <4,0rMa
Kaby
MaiganaHy mep3imi 5 XbIn

6 Akaynap
Akay Cebebl KongaHbinatbiH
apekeT
Ke3giH eTne Macka Tbim Bac 6engiriH
xenre 60c. KaTTbIpaK,
yLbipaybl TapTbIHbI3.

Macka cavikec | ApHaiibl gunepre
Kenmengi. xabapnacblHpI3.

Tepanuanbik,
KbICbIMFa KON

Macka gypbic | MackaHbl kaiiTa
peTTesIMereH. | peTTeHis.

KongaHy y3akTbifbl 12 aiifa geniH’

Tepanusanblk KblCbIM 4rMa-30rMa

1SO 4871 cTraHaapThbl

60libIHLLA LY LUbIFapyAbIH,

KepceTinreH eki MOHZAI MaHi:

[bIBbIC KbICIMbI A€Hreii 19 ab EA%

[ObIbbIC KyaTbl feHreli 27 pb (A

AybITKY 346 (A)

Temnepatypa:

KongaHy kesiHge +5 °CxaHe +40 °C

TacelMangay oHe cakray apanbiFbiHAa
-20°CaHe +70°C

dpanbiFbiHAa

XeTkisinmengi.

KongaHblnFaH ctaHaapTTap

ENISO 17510: 2020

()

KbICbIM-aFbIH KUCbIK, CbI3bIFbl

OprTalua xocnapnaHfaH afy (n/MvH)
8

0 s M 5 20 2 0
Tepanusnbik KpicbiM (rMa)
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BeknTyyuy wakek | PP (MonunponuneH)

(KaTyy KOMMOHEHT)

Cumson |CypeTTenyLu

TPE (TepmonnacTkanbik

beknTyyuy wakek
3nacTomep)

(>kymLuax
KOMMOHEHT)

LOT] | MapusHeiH Homepy

MackaHbiH kopnycy | PA (Monnamua)

CE mMapkanoo (MpoaykT TueLuenyy
eBponanbIK AupekTyBanapra/

spexenepre biNabik SKEHANMNH
TaCTbIKTAlT)

cH [Rep| | bliirapbIM yKyKTyy eKyn

MackaHbIH SI (cnnwviKoH)
Xa3Abirsl

BypuTyK 66.yK PA (Monavamng)
Bypynyyy PA (Monvnamng)

(amnaHma) maHxet

ABapUANbIK AeM SI (cnmKoH)

Yblrapyy kaanaHbl

@ VimMnopTTOOUY

KnanaH kynnycy PP (Moannponwunen)

O

bacbiMm-arbim MyHe34emMecy

0 H 10 15 2 25

Tepanusnbik 6acsim (rfa)

OpTOYO MIaHAALITLIPLIATAH arbin Ybiryy (1/MuH)

10 benrwunep >xaHa cMmMmBONAOP

TemeHKy 6enrvaep xaHa CMBONAOP NPOAYKTKA,
akceccyapnapra e TaHrakka TUPKeULL MyMKYH.

11 Kenunnauk

Lowenstein Medical Technology >xaHbl opurnHangyy
Lowenstein Medical Technology npoayKumsacbIH xe
Lowenstein Medical Technology TapabbiHaH
OPHOTYNraH 3anacTblk 66AYKTY caTbin anraH
KapAapra, OLUO/ MPOAYKT YUYH KONZAOHY Y4y
KeMUAAMK LiapTTapbiHa blNalbIK XaHa TOMEHAe
KepCeTYNreH Kenuaamk MeeHeTTepy 60toHYa, caTbin
anblHraH KyHAeH TapTbin YekTenreH eHAypyy4YyHyH
KenunamruH 6epet. Kenmnamk WwapTtrapbl
BHAYPYYUYHYH caiiTbiHAa 6ap. KaanooHysra xapata
KeNUAAUK LIapTTapbiH 4a C13re XeHeTyn bepebus.

Kenmnamkke xaHa Xoonkepumankke 6annaHbiLTyy
ap kaHaall goomatrtap, arepae KonAoHyy 6otoHYa
KepceTMenepae CyHyLUTanraH akceccyapiap xe
6aluTanKbl 3anacTblk 661yKTOp KONZOHYN6aca,
Xapakcbl3 60/10T.

Kenunawk Tanan KbliblHraH y4ypaa, agnc
avnepmnHusre Kal7|pb|l1b|H,bI3.

Cumson (CypeTTenyLu

Mpoaykt Kenungunk

MeeHeTTepy
Mackanap, aHblH nunHge 6 ali
akceccyapnap

OHAYPYYYY XaHa eHAYPYLUTYH AaTackl,
srepze KoNZoHyca

MpoAYKT NAEHTUPUKALMANBIK HOMEPY
(MeaMUMHanbIK WaiMaHAap y4yH
BUPANKTYY MPOAYKT 3TUKETKAChI)

ByiipyTMaHbIH HoMepK

MpoayKTTy MeAVLMHANbIK WalimMaH
KaTapbl aHbIKTANT

KongoHyy botoHua KepceTmenepay
aTKapbIHbI3

TpaHCMOPT XaHa cakToo Y4yH ypykcaT
6epunreH TemnepaTtypa A1anasoHy

KepceTynreH MeeHeTKe YelnH
KONZOHYYra Xapait

b0 > 8 8k

7
N

" Y
2

KyH HypyHaH Kkoproo

12 LWakew Tk geknapauusacbl

YWwyHy MeHeH eHaypyydy Lowenstein Medical
Technology GmbH + Co. KG (Kronsaalsweg 40, 22525
Hamburg, TepmaHuist) 6yn npodykT EBponaHbIH
2017/745 caHbl MEHEH BEKUTUTEH MeAULIMHANBIK
6ytoMaap XeHYHAery pernamMmeHTTUH TUeLlenyy
TananTtapblHa LIaliKeLl KenepyH TacTbIKTanT.
LalkelwTnK AeknapaLmnacbiHbIH TONYK TEKCTUH
BHAYPYYHYHYH MHTepHeT-6apakyacbiHaH
(www.loewensteinmedical.com) Taba anacbis.

EBpona bupumanrnHae: KonaoHyydy XaHa/xe
6elTan KaTapbl, NPOAYKTKa 6ainaHbILLTYy 60AroH
6apablK ONyTTyy OKYsiJIap XOHYHAS 6HAYPYYYyre
XaHa bllirapbIM YKyKTyy opraHra 6unaupuwmnHms
Kepex.

LMT 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 Wwretyy
KonpoHyy TapTnén

MackaHbl KONA0HYY YUYYH TOMEHKY Kagamaap
CYPOTTEOPAS KOPCOTY/ITeH:

n MackaHbl TarblHyy

a MackaHbl OpHOTYY
MackaHbl anbin canyy

n MackaHbl 6enyy

B MackaHbl YorynTyy

Kepyy MyMKYHUYNIyry >KOK XaHa Kepyycy Hauyap
KONJOHYyyuynap y4yH

KongoHMo Hyckama eHAypYYYYHYH MHTepHeT-
6apakyacblHAarbl "xykTee" 6e1yMyHAe
3N1eKTPOHAYK GopMaTTa Aa XETKUANKTYY.

2  Kupwuuyy

2.1 KonpgoHyy makcaTbl

JOYCEone Tonyk 6eTke apHanraH mackacsl /
JOYCEone Tonyk 6eTke apHanraH BEHTUNATOPCY3
MacKacbl Mackachl YKy anHO3CVH Aapblnoogo,
OLLIOH/0/ 31e BeHTUNALMANBIK XETULLICU3AUT bap
6eTanTapAbl MHBA3MBAYY 3MeC XaHa y3ryaTykcys
XaLLOOHY KaMcblI3 Kblfia anbaii TypraH Aem anyy
ydypaapblHza KongoHynat. An 6eitan MeHeH
Tepanusaablk annapaTTbiH OPTOCYHAArbI balinaHbILL
3/1eMeHTM KaTapbl KbI3MaT Kblnat. AKTUBAYY
3KCKNIO3MBAYY KanaHra 33 Tepanus LwarmaHaapb!
MeHeH alikanblLKaH XengeTunbereH 6eT MackacblH
raHa KoNgoHyHys.

2.2 KapLubl KepceTmenep

MackaHbl < 30 kr canmakTarsl beiTantapra
KonAoHyyra 60n60MT.

MackaHbl TEMEHKY ydypnapaa KongoHyyra 60n6omnT:
[lapoo NHTY6aLMAN00HYH 3apbiNjbIrbl, 3C-yUyH
XOroTyy, KYTYNI08reH Kycyy.

MackaHbl TOMBHKY yuypaapaa raHa e3reye sTUATTbIK
MeHeH KON0HCOo 60/10T: BeT TepuncuHaern
6acbiMaaH HONroH TakTap XaHa Kypy xapakatrap,
6eT aiiMarbiHAarbl Tepy anneprusnapbl, 6eTTUH xe
MYpyH-Tamak Xon40pyHyH aedopmauuanapsl, 6et
aliMarblHAarbl Kypy oopynap, xeTten pedaekcrHUH
YEeKTeNNLLIV e XOKTYrY, Knayctpodpobus, Kypy
XYPeK aiinaHyy.

Macka Hebynalizep MeHeH KONAoHyyra xe
aHecTe3usNbIK Macka kaTapbl nakganaHyyra
bINabIKTYy 3MeC.

Srepge yLUyN XarAainapaslH KaicbiHbIChI CH3re
THeLLenyy SkeHUHe VLleHbecerys, aHaa
MeANLIMHANbIK KbI3MaTKEPUHMU3re KalpbiiblHbI3.
XKabayyHy3ay KonaoHyy 60toHua kepceTMenepaery
KapLUbl KEPCOTMONepAY ICKe anblHbI3.

2.3 Tepc Taacupnepm

MackaHbl KONoHyy/Aa TOMeHKY Tepc Taacupnep
nanga 6onyLLy MyMKYH: MypyH ByTyy, MypyH
KypraLubl, 5pTeH MeHeH 003/yH KypraLlbl, aHaLua
KeHAennepae 6acbiM Ce31MU, KOHbIOHKTBAHbIH
AYYNYTYYCY, Tepu Kbizapyycy, beTterv 6acbim
TaKTapbl, 6ETTVH LMWLV, AEM anraHAa ThIHYbIH
anraH YHASPAYH YbIrbiLLbl.

Byn Tepc Taacupnep naiiga 6onco, MeanLHa
KbI3MaTKepUHe KanpbliblHbI3.

2.4 KnuvHukanbik nainga

Tepanus annapaTblHbIH TepanusbIk
HaTbliXanyynyryH 6eiitanka xeTkmpyy

3 Kooncy3ayk

3CKEPTYY! ©Te xoropy KOpKyHyd TyyaypraH
aban. Srep TEMEHKY KepCeTMenepre KeHyn
BypbacaHbli3, 0NyTTYy, KakiTapbIArbIC e eaymre
anbln KeNreH xxapakatrap 60ayLly MyMKYH.

By3ynraH >xe KaTyy 3cKMpreH macka

6eN1YKTOPYHOH >KapakaT anyy KOpKyHy4y 6ap!

= Ap 61p KONAOHOPAYH anjblHAa XaHa ap 6up
Ta3an00/0H KNAVH Ke3 MeHeH TekLuepyy
XXYPry3yHy3. 3apbln 60/1€0, Macka 6eayKTepyH
aIMaLLTbIPbIHbI3.

> KongoHyy MeeHeTYH cakTaHbl3 (TeXHWKasbIK
MaanbiMaTTap 66ayMyH KapaHbl3).

CO, TonToNyLlyHaH XXapakaT anyy KOpKyHy4y

6ap!

Benyn ysirapbinraH Kemyp Kblukbin rassl (CO,)

MacKkaga TonTonyLLy MyMKYH.

= Tepanus xypyn xaTkaHAa raHa MackaHsl
KONAOHYHY3.

= MacKaHbl KepceTynreH TepanuaHbiH 6acbiMbl
AVanasoHyH/Aa raHa KonA4oHYyHy3.

= MackaHbl 3 anjblH4a Ybirapa anbaraH
6eiiTanTapra KOn40HO0Hy3.

= Ap 61p KONAOHYYAaH MYpYH, 63reye
KblpAaanjarbl 4em Ybirapyy KianaHAapbiHbIH
aybl/iblLLbl 3PKNH 3KEHVH TeKLLepUHM3.

= [lem ubirapyy TyTyMAapblH XannaHpi3.

KblUKbINTEKTN KONAOHYY/AAH ynaM >kapakaT

anyy KopkyHyuy!

KbIYKbIITEK KMAVIMAE, TOLLOKTS XaHa YayTa

TONTONYLLY MyMKYH. Koproouy xabayynapcbi3

KbIYKbINTEKTUH KMPrU3UAWLLV 6pTKE afbin Keanwm

MYMKYH.

= 3apbln 601roH yyypAa: KblukbinTek Kooncy3ayk
KnanaHgpbl KOAAOHYY.

= KbIYKbINTEK KMPrU3yy CUCTEMACbIH KONAOHYY

60t0H4a KepceTMenepAy aTkapblHbI3.

Tamekw yeryyre 601601T.

AubIK XanblHAAH anbiC 60/1yHYs3.

BenmeHy xaKLLbl XenaeTun TypyHys.

MackaHbl Malicbl3 cakTaHbI3.

XKabayyHy konAoHyY botOHYa KepceTmenepaery

KOOMCY3/yK KOPCOTMB/IOPYH CaKTaHbl3.

BerliTanka >KeTMLLCU3 KaMCbI3[00

KOpCeTY/Ce, XXapaKkaT anyy KOpKyHy4y 6ap!

= Ty3MeKTery BakyyM xaHa arbirn KeTyy
CUTHaNM3ALMACHIH ULLTETYY.

= MackaHblIH blNalbIKTyy 8/146MyH KONL0HYHY3
XaHa aHblH 6ekeM OTypraHbIH TeKLepUHK3.

= O3 anjbliHya AeM anyycy YekTenreH
6eliTanTapAbl ke3emMenjeHys.

Ta3ano00HyH XeTULICU3AUTUHEH y1aM

XapakaT anyy KopkKyHyuy!

= BMPUHUM XO0Ny KONAOHYYAAH MYPYH Macka
66/1YKTOPYH TasanaHbl3 (Ta3anoo xaHa
rurueHanbik AasipAblk 66ayMyH KapaHbi3).

= MackaHbl y3rynTykcy3 Tasanan TypyHys.

R
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= KnauHnkaneik yeiipege belitantapabl
anMaLTbipraHaa: lokyMeHT Mackanapdsi
AaspA00 60OHYA KepCaTMenepay atkapbiHpi3
(rvrmeHanbik AaspAoo 66MyMyH KapaHbi3).

A\ SCKEPTYY! Koontyy a6an. TemeHaery
KepCeTMeNepAy aTkapb0oo XeHM Xe OpToUo
Xapakar ajyyra asbin Keuwm MyMKYH.

AnnepruagaH ynam >kapakar anyy

KOPKYHYyu4y!

= Mackaga KONfoHyNraH mMatepuaniapssl
6avikaHbl3 (Matepuangap 66nyMyH kapaHbi3).
MackaHbl MeguLIMHa Kbi3MaTKepy MeHeH
KeHeLLKeHAeH KUAVH raHa KoNAoHYHys3.

= Ta3anoouy kapaxaTTbl TAaHA00A0 MYMKYH
60/roH anneprusira KeHyn bypyHys.

Bawu 600HY Tyypa aMec )XeH/A,e66H >kapakaTt

anyy KopkyHyuy!

Ball 600CyH eTe KaTyy TapTcaHbl3, Macka eTe

KbICblNbIN 6eTke 6aCbIM KblNbIM, TEPUHWH

KbI3apyyCyH, 6acbiM U34epUH Xe 6eTTUH WNLLNIMH

XapatblLbl MYMKYH.

= balw 600CyH Tyypa xeHaeHy3 (cypeTTy kapaHbi3
), Macka biHrainyy xaHa aba ublknaraHzaai
ThIlbI3 OTYPYLLY Y4YYH.
4 TlpoAyKTTYH cypeTTenyLy

BenykTepayH AeTangyy cypeTTenyLly 6allkbl 6eTte
KepCeTY/reH.

SrepAe Ty3MeK nLITeben Kanca, LWallblbw em
anyy knanaHsl ayblnbin, bertan ainaHagarsl abaHbl
4eM anar.

Y3yyuy >un (Koymuya)

Y3yyuy Xun e3reye KblpAaaniapaa MackaHbl Te3
KaHa OHOW KyNMyCyHaH Yblrapyyra MyMKYHUYYK
6epeT (SOScypeTyH KapaHbi3).

5 Tasanoo >xaHa rurmeHarsnbIiK
4aspaoo

5.1 MackaHbl Ta3anoo

1. Ta3anoofoH MypyH KoY Xyyr anblHbi3.

2. MackaHbl 6enyn anyy (n-CYpGTTY KapaHpi3).

3. MackaHbl Konao TasanaHbi3 (Makc. 30°C, 1 n

cyyra 1 M/ XyMLUAK Xyyryy Kapaxat) TOMeHKy
Tabnumuara binanblK:

&Y

MyuynywTyk |Ceben Yapa
Macka AgucteliTpunreH
blnamnbIK caTyyyy MeHeH
Kenbemnr. 6aiNaHblLWbIHbI3.
[lapbinoo Macka Tyypa | MackaHsbl kaiipa
6acbiMbl 3Mec Tyypanan
XeTnewT. XOHABNI6H. | XBHABHY3.
MackaHbIH JKa3gblk4aHbl
Xa3jblkyachl | aNMaLUTbIPbIHbI3.
OysynraH.
TyTYK TYTYK cncTemachiH
cmcTemacl XaHa aHblH Tyypa
6y3ynraH. TyTallKaHbIH
TEKLLEPUHM3.
Japbinoo ABapusbIK ABapusanbIK fem
6acbIMbl AeM ublrapyy | ybirapyy
XKETMenT. KnanaHbl KnanaHbIH
6y3ynraH. /IMALUTLIPbIHBI3.

7 ©3reyenykrepy

HraH

BeHTunaymana

NV TyTYK
TYTaWThbIprbiy
bl

MackaHbiH [XKbIlWTbIK | /w-apakeT

6enyry

MackaHbIH | KyH caiiblH | 15 MyHeTKe Yalikan,

6apablk XYYn canblHbi3. 3 MyHeT

6enykTepy XyMLLaK Ta3anoo
LLieTKacbl MeHeH
TasanaHpls.

Baw 600 | xyma 15 MyHeTKe YelnH

cncTemach! | caiibiH KYYHY3.

1 | Baw 600 cuctemachl |6 | ABapuanbIK Aem

Yblrapyy KnanaHsbl

2 | AngblH ana 7
TeeHery4uTep

Eypynyyq
(amnaHma) maHxet

3 | MaHgaii TasiHblYbI 8 | MackaHbIH Kopnycy

4 | BeknTyy4y Lakek 9 | Bainnoo 6eknTKI4M

5 | BypuTyk 6enyk 10 | MacKaHblIH Xa3AbIrbl

Lalikew kenreH xxa6ayynap

K33 6up LwalimMaH aikanbilTapbl Y4yH, UL
XY3YHAery 6acbiM LualiMaH KepceTKeH Tepanus
6acbiMblHa Tyypa kenbeiT. Mackagars! nu
XY3YHAery 6acbiM TepanusHbiH 6acbiMbIHa Tyypa
KeNWLLIV YUYH, TY3MEKTY MeANLIIHA KbI3MaTKepy
XeHzen bepunwu kepek. byn napameTp Tepanus
y4ypyHAa KONAOHYAraH Macka Typy MeHeH
XacanblLLibl kepek.

[llem ubirapyy cucremacsl

WHTerpauusnaHraH gem anyy Tytymy 6ap
Mackanapga Aem anraH aba Yblirbin KeTyydy 60LTyK
6ap.

NunHe gem ybirapyy cucremacsl
MHTerpauusnaHbaraH mackanapast (,NV*,
KOOMCY3AYyK LAKeru xaHa Kek bypuTyy) akTUBAYY
4eM Yblrapyy crcTemacblHa 33 601roH XaHa
XabayynapabiH ULLITEH YblKKaHbl YYyH
CMTHaNM3aLms xaHa Kooncy3ayk cucteManapbl 6ap
NprBOopAop MeHeH raHa KoNAOHYY Kepek. ThilKbl
4eM anyy TyTyMAapblH KONA0HYYAA, KONAOHYY
600HYa THeLLeNnyy KepceTMeNepAy CakTaHbI3.
ABapuanbIK Kbipfaanga iemM ybirapyy KnanaHbl

(AAV)

Bapaplk 6enykTep (kowunoroHao: ©3reue gem anyy
KnanaHbl MeHeH 6ypuTapb) NaNLL Xyyryd
MaLLUMHACbIHAA XYMa CaliblH Ta3anaHbllbl MyMKYH
(Makc. 70 C, sxyMLUaK Xyyryd Kapaxarbl, Makc. 90
MYHOT NporpamMMaHbIH y3aKTbIrbl, XXOrOpKy ceber,
©3YHUB XYY LMKNn).

4. BapAblk 66NYKTepAY Ta3a Cyy MeHeH YaiikaHbi3.

5. bapablk 6enyktepay Kypratyy.

6. Kapakanapbl XaHa gepopmaumanapel bap xe
XOK 3KEHAMUMVH K83 MeHEH TeKLLepyy
XYPry3yHys3. XXabblpkaraH 6enyktepay
anMaLUTbIPbIHBI3. TYC 83repyynepy KOonTyy smMec
XaHa KoNZOHyyra TOCKoONAyK KblnbaiT.

7. MackaHbl yoryntyy (B-CYpGTTY KapaHpl3).
5.2 T'vrneHanbik AaspAabiK
(KNMHUKanNbIK Yelipe)

Belitan e3repreH yuypgaa, mackanapdsl 0aspdoo
60r0HYa Kepcommenepdy amKkapblHbi3. JokyMeHTTV
BHZYPYYUYHYH CaliTbiHaH Tabyyra 60/10T.
KaanooHysra xapalua AOKyMEHTTU CU3re XeHeTyn
6epebus.

5.3 Ytunusauusa

MackaHbl i TaliTaHAbIIapbIHA TallTaHbI3.
KnuHukanbik yeiipege: OopykaHa apexenepuHe
blNalibIK MacKaHbl TalLTaHbI3.

6 WwTeeaarbl MyuynyLITYKTep

Onyemzaepy MM
(HxWxD)

89x155x 97

89x155x97

Canmarsl

1271

1271

a3 anmauyycy
XypbereH
pecnmpaTopayk
MEeNKNHANKTVH
Kenemy

240 mn

240 mn

TyTYK
TYTaLWTbIPrblYbl:
EN ISO 5356-1
CTaHAapTbIHa
blNaiblK KOHYC

@ 22 Mm
(apkek)

@ 22 mm (asin)

ArbIMAbIH
KapLUbLbIbl
50 Tp/MyH
bIIAAMABLIKTA
(xannbl
MaaHwuze)

100 nnTp/MyH
bINAAMAbIKTA
(xannbl
MaaHwuze)

0,3 rfMa
0,7 rMa

,03 rMa
11 rMNa

oo

'

BeHtunauuana NV TyTYK
HraH TYTalWThIPrbly

bl

ABapusanbiK gem

yblrapyyvy <1,0rMa

knanaHzsl (AAV) <4,0rMa

KoTOopyy 6acbiMbl

Ay

XKabyy

MwTee MeeHeTY 5 Xbl1

KongoHyy meeHeTty 12 aiira yeiinH'

Tepanusnibik 6acbiM 4TMMa-30rMa

ISO 4871 cTaHzapThl 6otoHYa
KepCeTYNreH 3ku CaHAyyY YH
YbIrapyyCyHyH KepceTKyuy:
YH 6aCbIMbIHbIH AE€HF33/11

YH Ky6aTTyynyryHyH AeHrasau
Benrncnsgnk koageuLmeHTu

19 geunben (A-
dnnbTp MeHeH
B/1UBHIEH)
27 peumben (A-
dnnbTp MeHeH
B/1UBHIeH)

3 geumben (A-
dnnbTp MeHeH

B/14BHIEH)
Temnepatypa:
NwreTyy +5°CraH +40 °C«ka
TaLuyy aHa cakToo YenmH
-20°CraH +70 °Cka
YyenuH

KosnigoHMo cTaHaapTTaphbl ENISO 17510: 2020

MDR (EC) 2017/745 binaiibik Ila
NPOAYKT KNacchl

" KongoHyyHyH y3aKTbIrbl Ta3ano0 xaHa Ta3anoo
KapaxaTTapbl, KYHYMAYK KNiAyy y6aKkTbICbIHa,
Tepanys KbiCbIMbIHA aHa XeKe Tep cekpeLscbiHa
K63 KapaHAbl. IKMHUM Macka TOeHeryUTy KONZOHYY
(TaHAanMa TypAe KamTblraH) KbiaMaT MeeHeTYH
y3apTnar.

8 MaTtepuanpgap

MackaHbIH 6apablk 6enykTepy natekc, PVC
NONVBUHUAX0PUA) XaHa DEHP
AnaTuarekcundTanar) KamTbl6aiiT.

Baw 600
cucTemMacsl

CO (naxra), EL (3nactaH), PA
(nonuamng) P (nonwnactep),
PU (nonnyperaH)

Myuynywtyk |Ce6en Yapa

Ke3re aba Macka eTe Baw 600cyH

Kvpet 6oL oTypaT. | KaTyypaak
TapThbIHbI3.

AAV arbim
KapLUbIbIrb
50 Tp/MyH
bInAaMAbIK
MEHeH Jiem anyy
50 nnTp/mMyH
bInAaMAbIK
MEHeH em
ybirapyy
MwTeecyHyH
yekTepu: 0,2

rfa

0,6rMa
0,8 rMa

Baiinoo 6ekutkuum | PA (nonmamug), POM

(nonunokcmmetunen)
Y3yyuy xun PET (nonunatunentepedranat
6ynacst), PA (nonvamua)
Y3yyuy Xunke PA (nonuamug), POM
apHanraH (nonnokcmeTuneH)
6eKNTKNY
MaHgaii TagHbliubl | PA (Monnamua)

MaHgait SI (cunmkoH)
TasHbIYbIHbIH

MpYXMHaChI

AnablH ana SI (cnnuKoH)

TOOHery4Tep
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Brpo6HuK i faTa BUroToBNEHHS

IaeHTMdiKaLinHMA HoMep BUPO6Y
(yHidpikoBaHe NoO3HauUeHHS MeANYHYIX
BVpO6iB)

HOMep 3aMOBJIEHHA

Mo3HayeHHst BUPOBY SK MeANYHOTO

3BaxaTu Ha IHCTPYKLItO 3 BUKOPUCTAHHS

[l03Bo/IEHWIA Aiana3oH TemnepaTyp Ans
TPaHCMOPTyBaHHS Ta 36epiraHHs

BukopucTaTi A0 BKa3aHoi AaTu
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3axmLLaTL Bif COHAYHOrO CBiTNa
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Homep naprii
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MapkyBaHHs CE (nigTBepAXye, Lo BUPi6
BiZAMOBIZA€ €BPONENCLKIM AVpeEKTBaM/
pernameHTaM?

N
m

YnoBHOBaXeHWi npeacTaBHUK

Imnoptep

@

11 TlapaHTIA

Komnanis Lowenstein Medical Technology Hazae
KNieHTY Ha HOBUIA opuriHanbHUIA BUPi6 Lowenstein
Medical Technology i Ha BcTaHOBNEHY KOMMaHiELD
Léwenstein Medical Technology 3anuactuHy
0bMexeHy rapaHTito BUPOBHMKA 3riiHO 3 YAHHUMM
ANA BiANOBIAHOrO BUPO6Y rapaHTiiH/MM yMOBaMu
Ta 3a3HaYEHNMU HUKYe FrapaHTIMHUMI CTPOKaMK,
NOYMHaUM 3 AaTU MOKYNKW. 3 rapaHTiiHMK
YMOBaMu MOXHa 03HaNOMUTNCS Ha CanTi
BMPOBHMKa. 3a baxkaHHAM TakoX HagiLLneMo Bam
rapaHTifHi ymoBu.

HeobxigHO 3BaXaTu Ha Te, Lo ByAb-AKi rapaHTiiHi
3060B'A3aHHA 11 BiANOBIAaNbHICTb BUPOOHMKA
BTPay4aroThb CUY, AKLLO He BUKOPWCTOBYIOTLCS aHi
peKkoMeHZAOoBaHe B iHCTPYKLi 3 BUKOPUCTaHHA
NpUNaAAS, aHi opuriHanbHi 3aN4acTUHN.

Y rapaHTiliHOMY BMMNaZKy 3BepTanTecs 40 MicLieBoro
Annepa.

Bupi6 FapaHTIAHI CTPOKM

Macka 3 npunagasam 6 MicsuiB

12 [eknapauisa npo BIAMNOBIAHICTb

Linm BupobHuk Lowenstein Medical Technology
GmbH + Co. KG (Kronsaalsweg 40, 22525 Hamburg,
HimeuurHa) 3a8BAsiE, Lo BUPI6 BUKOHYE BiANOBIAHI

BUMOTW PernameHTy oo MeanyHux B1upobis (€C)
2017/745. 3 NOBHWM TEKCTOM Aeknapavjii npo
BiANOBIAHICTb MOXHA 03HANOMUTNCA Ha CANTI
BMpo6HMKa (www.loewensteinmedical.com).

Y KpaiHax €C: ik kopucTyBay Ta/abo nawuieHT Bu
3000B's13aHi NOBIZOMAATY BUPOBHMKOBI Ta
BMOBHOBAXEHI YCTaHOBI NPO BCi CEPMO3HI BUMAZKY,
noB'A3aHi 3 BUpobom.

LMT 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz

K

1 BuKopucTaHHA
Etann BUKOPUCTaHHA

Ha intocTpauisx 306paxeH0 HaBeAeHi HXYe eTanu
BUKOPUCTaHHS MacKu:

n HaasaraHHs macku
a PeryntoBaHHS Mackm
3HATTA MacKu

n Po361paHHa Macku

B 36upaHHs Macku
[Ans He3psaumx a6o cNabo3psaUNX KOPUCTYBaYIB

IHCTPYKUiS 3 BUKOPUCTAHHS AOAATKOBO )
NMPOMNOHYETLCS B eNeKTPOHHIV Bepcii B po3aini
3aBaHTaXxeHb Ha CaiiTi BUPObHMKa.

2 Bctyn
2.1 TMpwv3HayveHHA

Macka JOYCEone Full Face / JOYCEone Full Face NV
npusHayeHa Ans NikyBaHHA anHoe CHy Ta Ans
HeiHBa3VBHOI BEHTUAALLT NaLiEHTIB i3 AVXaNbHO
HeAOCTaTHICTIO, L0 He MOTPe6YoTb NIATPUMKM
XUTTS. BoHa 3abe3neuye 3'eiHaHHA MIX NALLIEHTOM i
TepaneBTUYHMM anapaTom. PoTo-HocoBy Macky 6e3
OTBOPY AN BUAVIXY AO3BO/SIETLCS BUKOPWUCTOBYBATY
NVILLE B NOEAHAHHI 3 TepaneBTUYHVMU MPUCTPOAMY,
OCHALLLEHNUMW aKTUBHUM KNanaHoM BUAMNXY.

2.2 TpoTunokKasaHHA

Macky He MOXHa BUKOPVCTOBYBATY B NaLLiEHTIB i3
Macoto Tina MeHLue 30 Kr.

Macky 3ab0pOHSETLCA 3aCTOCOBYBATM B Takux
BUNajKax: HeobXiAHICTb HeraliHoi iHTy6aLii, BTpaTta
CBiJoMOCTi, rocTpa 61toBoTa.

Macky HeobxiaHO BUKOPUCTOBYBATU 3 0CO6VBOID
06epexHiCcTio B Takux BUNagkax: TMCK abo rocTpi
TPaBMU LUKipW 061144, anepriuHi peakwii Lwkipn
06n1uys, gepopmadii 06114Us abo HOCOrNOTKY,
rOCTPWIA 6iNb y AiNAHLI 06AMYYS, BIACYTHIN abo
nopyLUeHWiA KalnboBuii pednekc, knayctpodobis,
roctpa HyzoTa.

Macka HenpuaaTtHa 415 BUKOPUCTaHHS 3
HebynaiizepoM abo sK aHecTesionoriyHa Macka.
AKLLLO BW HeBMEeBHEeHi, UM CTOCYETbCA BaC byAb-AKa i3
nepeniveHnx CMTyaLli, 3BepHITbCA 40 iKaps.
3BepHiTb yBary Ha NPOTMNOKa3aHHs, 3a3HayeHi B
IHCTPYKLT 3 BUKOPUCTaHHS anapary.

2.3 MNob6I1uHI epeKkTU

Mig Yac BUKOPUCTAHHS Macky MOXYTb BUHMKATK Taki
nobiyHi epekTu: 3aknafeHicTb HOCa, CyXiCTb Y HOC,
CyXiCTb y POTi BPaHLL, TUCK Y HaBKONOHOCOBMX
nasyxax, NofpasHeHHs KOH'IOHKTWBU, MOYEPBOHIHHS
LUKipW, CRiAN BiA TUCKY Ha 061MYYi, HabpaK 061nYys,
ApaTiBAVBI LUYMU MiJ Yac ANXaHHS.

Y pasi BUHNKHEHHS 6yAb-SKOT0 3 LiX MOBiYHMX
edekTiB 3BepHITbCA A0 Nikaps.

2.4 KniHI4YHa KopuCTb

Mepesaya TepaneBTVYHOI ePeKTUBHOCTI Bif
TepanesTUYHOro anapara /0 naLjieHTa

3 be3neka

A NMONEPEAKEHHSA! Haa3BuuaiiHo Hebe3neyHa
cuTyauis. HeoTpUMaHHS HaBefeHol HKYe
BKa3iBKV MOXe NPU3BeCTU 40 TAKKMX
He3BOPOTHIX abo CMepTeNbHUX TPaBM.

He6e3neka TpaBMyBaHHS Yepes MOLUKOAXKEHI

a60 3HOLLEeHI YacTUHU MacKu!

= [pOBOABTE Bi3ya/NbHMUI OTIAA NEPes KOXKHM
BUKOPUCTAHHAM i MiCAA KOXHOI0 OUNLLEHHS. 3a
noTpebu 3aMiHiTb YaCTUHW Macku.

=> [loTpumyiiTecs TepMiHy ekcrinyatauii (aue.
pOo34in «TexHiYHi XapakTepucTukm»).

Pn3unk Hakonu4yeHHs CO,!

Byrnekucnwii ras (CO,), L0 BUANXAETHCS, MOXe

HaKonmuyBaTUCh Y MacLy.

= Macky peKoMeHAY€eTbCA BUKOPUCTOBYBATY NnLLIE
nifl Yac akTMBHOI Teparii.

= 3acTOCOBYWTE MACKy TilbKY B MeXax
3a3HayeHoro AianasoHy TUCKY.

= He BMKOpUCTOBYIiTE MaCKy AN1A NALEHTIB, AKi He
MOXYTb 3HATW il CAMOCTIlHO.

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

= He 3akpuBaiite BUAMXaNbHi cMcTemMu.

He6e3neka TpaBMyBaHHS Mg 4yac

BUKOPUCTaHHA KUCHIO!

KnceHb Moxe HaKonmuyBaTnCs B 04A3i, MOCTINbHIN

6inv3Hi i Bonocci. Mogaya KUCHKO 6e3 3anobixHNX

NPYCTPOIB MOXeE CNPUUNHNTY 3aiMaHHS.

= 3anotpebu: BUKOPUCTOBYIiTE KMCHEBNIA

3anobixXHUIA KnanaH.

JoTpumyinTecs iHCTPYKLi 3 BUKOPUCTaHHS

CMCTeMM NoAaYi KUCHHO.

He nanutn.

YHUKaTU BiKPUTOrO NMOMyM's.

[Jobpe NpoBiTPIOBATV NPUMILLEHHS.

Macka mage byTu 4ynctoto, 6e3 caiigis onii un

Xupy.

= [loTpyMyBaTUCb 3acTepexeHb, HaBeAeHNX B
IHCTPYKLIi 3 BUKOPUCTaHHSA anaparta.

He6esneka TpaBMyBaHHs Yepes

HeHaneXHWM gornag 3a nawuleHTom!

= AKTMBYITe Ha anapati curHann TpUBOrM Npo
HU3bKUIA TUCK/MPOTIKaHHS.

= BukopucToByITe NPaBUABHNIA PO3MIP Macku Ta
nepeBipTe, Y/ BOHA HAAIIHO CUANTD.

= CnocrepiraiiTe 3a NaLi€HTaMy 3 MOPYLLEHHAM
CaMOCTINHOrO ANXaHHS.

He6e3neka TpaBMyBaHHSA Yepes HeHanexHe

oyunLeHHSA!

= [lepes nepLunM BUKOPUCTAHHAM OUNCTbTE BCi
YacTMHK Macku (aviB. po3gin «OunLLEHHS 11
caHiTapHa 06pobKa»).

= PerynsipHo ounLyaiite Macky.

= Y pasi 3MiHV NauieHTa B KiHIYHOMY
CepesoBULLi: AOTPUMYINTECH IHCMPYKYIT 13
CaHIMapHoi 06pobku (anB. po3ain «CaHiTapHa
06po6Ka»).

U
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A\ OBEPEXHO! He6e3neuHa cuTyaLyis.
HepoTprMaHHA HaBeZleHOT HVDKYe BKa3iBKu
MOXe NPU3BECTU A0 Nerknx TpaBm abo
YLIKOZKEHb CepeAHbOI TAXKOCTI.

Heb6e3neka TpaBMyBaHHA nNpu aneprii!

= YBaXHO 03HalloMTeCh i3 MaTepianamu, 3 SKnx
BMroTOB/IEHa Macka (4WB. po3ain «Matepian»).
BukopucToByiTe Macky auLle nicas
KOHCYy/bTaLil 3 nikapem.

= i 4yac Bn6opy 3acoby ANst OUMLLEHHS
BPaXoBYy/iTe MOX/IVBI anepriyHi peakLiii.

He6e3neka TpaBMyBaHHS1 BHac/140K

HeHaneXHMX HanawTyBaHb ISIMOK Haronis's!

AKLLO NFIMKI HAroNiB’st CUbHO 3aTArHyTI, Macka

MO>Xe HaATO LLibHO NPUAAraTh, TUCHYTK Ha

067144 Ta CMPUYNHATA MOYEPBOHIHHS LLIKIpWK,

nponexHi abo Habpsak 06ANYYS.

= [lpaBWIbHO BiAperyntonTe N9MKM Haronie's
(anBs. Man. a), W06 Macka 3py4Ho cugina Tai
LiNbHO NpWasrana.

4 Onwuc Bnpoby

306paxeHHs OKpeMVIX KOMMOHEHTIB AWBITLCS Ha
TUTYNbHIN CTOPIHL.

1 | Namka Haronis's 6 | EKCTpeHwii knanaH
BUANXY

2 | lobosa onopa 7 | lMoBOpOTHa BTyNKa

3 | lobosa onopa 8 | Kopnyc macku

4 | 3anobixHe KinbLe 9 | Kninca nsmkun

5 | KytoBuii 3'eaHyBad | 10 | MogyLiika Macku

CyMICHI npucTpoi

Y Aesakunx KoMbiHaLisx NpUCTPOiB GakTUYHWIA TUCK
MOXe Bif|Pi3HATUCA Bif TepaneBTUYHOrO, LU0
Bi0OPaXa€ETbCA Ha AMCMNEl MPUCTPOLO.
HanawtysaHH:A Mae BUKOHYBATU MeANYHNI
cnevwjanicT, Wo6 GpakTMUYHMIA TUCK Y MacLi BiANoBigaB
TepaneBTUYHOMY. Lie HanalwTyBaHHS HEOOXiAHO
MPOBOAWTM 3 TVM TUMOM MacKK, sika byze
BUKOPUCTOBYBATUCA MiJ Yac Teparii.

BMp,leaana cicTemMa

Macku i3 BGy,qosaHglo BMAVIXa/IbHOIO CUCTEMOLO
MatoTh CrielianbHUI OTBIP, Yepes k1l BUBOANTLCSA
MOBITPS, L0 BUANXAETHCS.

Macku 6e3 BbyA0BaHOI BUANXANBHOI cMCTEMY
(nosHaueHi «NV», MatoTb CUHE 3aMobixHe KinbLie Ta
KyTOBWIA 3'€HyBaY) J03BONSETLCS
BUKOPUCTOBYBATU INLLE 3 MPUCTPOSAIMK, AKi MatOTb
aKTUBHY BUAMXaNbHY CUCTEMY I BIAMOBIAHI cUrHanm
TPUBOTM Ta 3aXUCHI CUCTEMW Ha BUNAA0K BiAMOBM
obnagHaHHs. Mig Yac BUKOPUCTaHHS 30BHILLHIX
BUAWXaNbHUX CUCTEM HEOBXIAHO AOTPUMYBATUCA
BiANOBIAHOI IHCTPYKLi 3 ekcrinyaTadlil.

EkcTpeHniA knanaH Buguxy (AAV)

Y pasi BiiMOBW MPUCTPOLO eKCTPEHUIA KnanaH
BUANXY BIAKPUBAETLCS, i NALIEHT MOYMHAE AMXaTH
HaBKOJIVILLIHIM MOBITPSAM.

ABapIiHWIT peMIHeLb (40AaTKOBO)

ABapiliHWin pemiHeLb Aa€ 3MOrY LUBUAKO i Nerko
3HATW MacKy B eKCTpeHil cuTyauii (aus.
Man. ABapiiHa cuTyaus).

5 OuunllieHHSs 1 caHITapHa
06pobka

5.1 OuMLLEeHHSA MacKn

1. MNepea ounLLeHHAM BUMUIATE PYKU.

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

3. OumcTbTe Macky Bpy4Hy (Makcumym 30 °C, 1 M
3ac06y AN OUMLLLEHHS Ha 1 1 BOAW) 3rigHO 3
TabANLEH HUXKYE:

YacTunHa YacroTa Aisa

MacKm

Yci WoaHs 3aMoumnTn Ha 15 XBUAUH

YacTuHU i npoMuTW. MoyncTnTN

Mackm M'SIKOHO LLiITKOHO
NpOTAroM 3 XBUIVH.

Namka LLloTvxHs | MpoMnUTK NpOTArom

Haronis's 15 XBUNVH.

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

eKCTPEHMM KanaHoM BUAVXY) MOXHa OAVH pa3 Ha

TUXAEHb MUTY B MOCYAOMUIAHI MaLLUHI

(temnepatypa go 70 °C, M'K1iA MUIAHWIA 3aci6,

TpuBanicTb nporpamut 4o 90 xB, BEPXHili KOLLIK,

OKPEMUIA LKA MUTTS).

4. TlpomuiiTe BCi YaCTUHW YNCTOK BOAOHD.

5. 3anuuTe cywnTnCS Ha NOBITPI.

6. Bi3yanbHO OrNfHbTE Ha HasiBHICTb TPILLWH abo
p,ecgopMau,iVl. 3aMiHiTb NOLLKOAXEHI AeTani.
3MIHa KONbOPY He CTaHOBUTbL Hebesneku.

7. 36epiTb Macky (aus. Man. B).
5.2 CaHiTapHa o6po6Ka (KNIHIYHe
cepepoBuLLe)

Y pasi 3MiHW NauieHTa JOTPUMYITECH IHCMPYKYIi I3
CaHIMApHOI 06PO6KU MACOK. [LOKYMEHT AOCTYMHUIA Ha
CaiiTi BUPOBHMKa. 33 3aMUTOM 0ro MOXHa
HaAicnaT oKpemo.

5.3 Ytunmzaus

3ab0pOHeHO yTWNi3yBaTW Macky 3 MOBYTOBUMM
BiAXoAaMu. Y KNniHIYHOMY cepeZoBULL: YTUAi3yliTe
MacKy 3riHO 3 BHYTPILLHIMV NpaBuaamu nikapHi.

6 HecnpaBHOCTI

K

HecnpagHicTb |MpuunHa

3axif, 3 yCYHEeHHs

Cucrema MepeBipnTn
Tpy6OK cucTemy Tpybok Ta
MOLLKO/PKEHaA. | NepeKoHaTHCS, Lo
BOHa NpaBW/IbHO
BCTaHOB/EHa.
TepaneBTVYHU | EkCTpeHnii 3aMiHnTK

7 TNCK He KnanaH eKCTpeHWiA knanaH
AOCSATHYTO. BUANXY BUAVIXY.
HecnpasHWU.

7  TexHIYHI XapaKTepnCcTUKun

HecnipasHIcTb |MpuynHa 3axifi 3 yCYHeHHs
MoBiTpsHUIA Macka cnauThb | 3aTArHYTU NSMKIN
noTiK B OKO HaATO BINbHO. | Haronis's
LifbHiLe.

Macka He 3BepHyTUCA 10

NigX0ANTb. avnepa.
TepaneBTryHM | Macka BigperyntoBatu
N TUCK He Bifpery/sLoBa | Macky 3HOBY.
[OCATHYTO. Ha

HenpaswibHo.

MoayLuka 3aMiHnTH

Mackm MOAYLLKY MacKu.

MOLLKOZKEHa.

3 oTBOopom ana| bes oTBOpPYy
BUANXY AN BUANXY
Po3mipu B MM
(BxLWxT)
89x155x97 | 89x155x97
Bara 127t 127t
MepTBWin 06'eM 240 mn 240 mn
MNia’eAHaHHS @22 Mm @22 MM
Tpy6KY: KOHYC (yonosiunii) (>xiHouwnin)
3rigHO 3
EN ISO 5356-1
Onip noToky:
npu 50 n/x8
npu 100 n/xs 0,3rMa 0,03 rMa
0,7rMa 0,11 rMa
Onip noToky
(AAV)
Baux npw 50 51/xe 0,6 rMa -
Buawx npu 50 n/ 0,8rMa -
XB
Jonyck: +0,2 rMa
Tunek
crnpaLoBaHHs <1,0rMNa -
AAV <4,0rMa -
BigkpuBaHHs
3aKpuBaHHA
TepMiH cnyxbun 5 pokiB
TpuBanicTb BUKOPUCTAHHSA [lo 12 micsauis'
TepaneBTUYHWIA TUCK 4-30rMa
YKasaHe noAgiliHe 3HaYeHHS
PIBHS LLYMOBVIX BUKWAIB
BignoBiagHo Ao ISO 4871:
PiBeHb 3BYKOBOrO TUCKY 19 ABEA%
PiBeHb 3BYKOBOI MNOTYXHOCTI 27 pb(A
KoediLieHT noxunbku 3 ab(A)
Temnepatypa:
Excnnyaradis Big +5 °C go +40 °C
TpaHcrnopTyBaHHA Ta Big -20 °C go +70 °C
3bepiraHHs
3acToCcoBaHi CTaHAapTH EN ISO 17510: 2020
Knac Bupoby 3rigHo 3 Ila
PernamenTtom MDR (€C)
2017/745

' TpuBanicTb BUKOPUCTAHHS 3aN€XNTh Big CNocoby
OUNLLIEHHS Ta BUKOPUCTOBYBAHMX MUAHKX 3aC06iB,
LLIOZ\@HHOI TPVBANOCTI HOCIHHS, PiBHS

TepaneBTUYHOrO TUCKY 1 iHAWBIAYyanbHOTO .
MOTOBUAINEHHS KOPUCTYBaYa. BukoprctaHHs Apyroi
MOAYLLKY Macky (3a HasiBHOCTI) He 36iNbLUYE TepMiH

Cnyx6m BUpooy.

8 MaTteplanu

Yci 4aCTVHM Mackun He MicTATb natekcy, MBX
(nonisininxnopway) i DEHP (aneTtunrekcundranar).

JlAMKa Haronis's

CO (baBoBHa), EL (enactaH),
PA (noniamig), P (noniectep),
PU (noniypetaH)

Kninca namkun

PA (noniamig), POM
(noniokcmeTmneH)

ABapinHuii
peMiHeLb

PET
(nonietnneHtepedtanatHe
BOJIOKHO), PA (noniamiz)

Kninca aBapiiiHoro
peMiHus

PA (noniamig), POM
(noniokcmeTmnex)

Jlo6boBsa onopa

PA (noniamig)

MpyXuHa no6oBoi
onopu

SI (cunikoH)

Jlobosa onopa

SI (cvnikoH)

3anobixHe KinbLe
(>xopcrki
KOMTOHEHTI)

PP (noninponinex)

3anobixHe KinbLe
(m'ski
KOMMOHEHTW)

TPE (TepmonnactnuHuii
enacromep)

Kopnyc macku

PA (noniamig)

MogyLika Macku

SI (cunikoH)

KyToBuii 3'eaHyBay

PA (noniamig)

MoBOpOTHa BTy/Ka

PA (noniamiz)

EKCTpeHwii knanaH
BUAWXY

SI (cunikow)

®dikcaTop knanaHa

PP (noninponinex)

9 XapakTepucTuKa TUCKY-MOTOKY

(n/xB)

8

&

A 3annaHoBaHWiA BUTIK
g

3

8

CepegaHi

0 s 10

15 20 25 0

TepanesBTuyHMiA TUCK (rMa)

10 Mo3HaueHHa i cMMmBONU

Ha B1po6i, npunagai abo ixHix ynakoskax MOxyTb
6yTV HaBeAeHi Aani MO3HaYeHHs i CMBOAN.
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Yevropa direktivalari va qoidalariga

c € CE belgisi (mahsulotning amaldagi
muvofigligini tasdiqlaydﬂ

[cH [re] | Vakolatli vakil

@ Import giluvchi

11 Kafolat

Léwenstein Medical Technology xaridorga yangi
original Léwenstein Medical Technology mahsulotlari
va Léwenstein Medical Technology kompaniyasi
tomonidan o’rnatilgan ehtiyot gismga tegishli
mahsulotga qg‘llaniladigan kafolat shartlariga
muvofiq ishlab chigaruvchining cheklangfan
kafolatini va sotib olingan sanadan boshlab quyida
ko'rsatilgan kafolat muddatlarini tagdim etadi.
Kafolat shartlari ishlab chiqaruvchining veb-saytida
mavjud. Shuningdek, biz talabingiz boyicha 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 Muvofiqlik deklaratsiyasi

Ishlab chigaruvchi Léwenstein Medical Technology
GmbH + Co KG (Kronsaalsweq 40, 22525 Hamburg,
Deutschland) ushbu bilan mahsulot tibbiy buyumlar
to'g'risidagi garor (YEI) 2017/745 ning tegishli
qoidalariga muvofigligini ma’lum giladi. Muvofiglik
to‘g'risidagi deklaratsiyaning to‘lig 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 67661 01/2026 en-US, ru, ka, kk, ky, uk, uz
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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 magsadi

JOYCEone Full Face / JOYCEone Full Face NV 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. Chigish tizimisiz og'iz-burun
niqobi fagat faol chigish ventili mavjud bo‘lgan
terapiya qurilmalari bilan birga ishlatilishi kerak.

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
oki burun-halqum deformatsiyalari, yuz sohasida
uchli o%riq, cheklangan yoki yo‘qol%an yo'tal
refleksi, klaustrofobiya, kuchli ko’ngil aynishi.
Nigob nebulayzer bilan yoki anesteziologik nigob
sifatida ishlatish uchun moljallanmagan.
Agar bu holatlarning birortasi sizga te%ishli yoki
tegishli emasligiga ishonchingiz komil bo‘lmasa,
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
quruc1|ik, 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 tarohatlarga 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 qarang(i

co, to'PIanishi tufayli jarohatlanish xavfi!

Chiqarilgan karbonat angidrid gazi (CO,) nigobda

to’planishi mumkin.

= Nigobdan faqat 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 yoftignomasida

keltirilgan xavfsizlik kotsatmalariga rioya qiling.

Bemorni yetarlicha ta'minlamaslik tufayli

jarohat xavfi!

= Past bosim/qurilmada sizish signalizatsiyasini
faollashtiring.

= Mos olchamdagi niqobdan 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 qarang))./

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

R
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Allergiyada jarohat olish xavfi!

= Nigob ishlab chigilgan materiallarga digqgat
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 nigob ota jips

jé)ylashishi, yuzga bosim berishi va teri gizarishi,

osimdan izlar yoki yuz shishishiga sabab bolishi
mumkin.

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

4 Mabhsulot tavsifi
Alohida gismlar tasviri sarlavha sahifasida berilgan.

1 | Bosh tasmasi 6 | Favqulodda chigish
ventili

2 | Peshona yostigchasi | 7 | Burama vtulka

3 | Peshona tirgagi 8 | Nigob korpusi

4 | Mahkamlash halgasi |9 | Tasma uchun gisgich

5 | Burchak 10 | Nigob yostigchasi

Mos qurilmalar
Qurilmalarning ayrim kombinatsiyalarida haqiqgiy
bosim qurilma ko‘rsatayotgan terapevtik bosimga
mos kelmaydi. Nigobdagi haqiqiy bosim terapevtik
bosimga mos keladigan qilib sozlash uchun tibbiyot
mutaxassisiga murojaat qiling. Bu sozlama terapiya
antida ishlatiladigan niqob turi yordamida
ajarilishi kerak.

Nafas chiqarish tizimi
Integrallashgan chigish tizimiga ega nigoblarda
chigarilgan havo chigib ketadigan teshik mavjud.

Integrallashgan chiqish tizimisiz niqoblar (“NV”,
himoya halqasi va ko'k rangdagi burchakli ulanish)
faqat faol chiqgish tizimiga ega va qurilma ishdan
chigganda signal hamda xavfsizlik tizimlariga ega
bo’lgan qurilmalar bilan ishlatilishi kerak. Tashqi
chic1ish tizimlaridan foydalanishda ularning tegishli
qo'llanmasiga amal qilish kerak.

Favqulodda chiqgish ventili (AAV)

Qurilma ishdan chigganda favqulodda chiqish ventili
ochiladi va bemor atrof-muhit havosini nafas oladi.

Favqulodda ochish arqonchasi (ixtiyoriy)

Favqulodda vaziyatlarda argoncha nigobni tez va
oson ochishga imkon beradi (SOS tasviriga garang).

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
qgolda tozalang (maks. 30 °C, 1 L suvga 1 ml
motadil yuvish vositasi):

Niqob Takroriylik |Harakat

qismi

Nigobning | har kuni 15 dagiga davomida

barcha ivitib yuving. 3 dagiga

gismlari davomida yumshoq
tozalash cho’tka bilan
tozalang.

Bosh har hafta | 15 dagiga 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 oZ%arishIari 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’icha
ko’rsatmalar hujjatiga amal giling. 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.

6 Nosozliklar

G2

Ventilli chigish NV
tizimi

Ishlatiimaydigan 240 ml 240 ml
hajm

Shlang ulash: EN
1SO 5356-1
boyicha konus

@22 mm
(rozetka
ulanishi)

@ 22 mm (slot
ulanishi)

Ogim qgarshiligi
501/daqigada
100 I/dagiqada 0,3 hPa

,03 hPa
0,7 hPa 1

1 hPa

oo

'

AAV ogim
qarshili?i

Insp 501/daq da 0,6
Eksp 50 |/daq da 0,8
Tolerans: 0,2
hPa

o e

AAV bosimi
Ochilish <1,0hPa
Yopilish <4,0 hPa

Peshona tirgagi SI (Silikon)
prujinasi

Peshona SI (Silikon)
yostigchasi

Mahkamlash PP (Polipropilen)
halqasi (qattiq

komponent)

Mahkamlash TPE (termoplastik elastomer)
halgasi (yumshoq

komponent)

Nigob korpusi PA (Poliamid)
Nigob yostigchasi | SI (Silikon)
Burchak PA (Poliamid)
Burama vtulka PA (Poliamid)
Favqulodda chigish | SI (Silikon)
ventili

Ventil himoyasi PP (Polipropilen)

Xizmat kotsatish muddati 5 yil

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 ngA;
Noaniglik koeffitsiyenti 27 dB(A
3 dB(A)

Nosozlik Sabab Chora

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

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

Nigob mos Dilerga murojaat

emas. qiling.
Terapevtik Nigob notogti | Nigobni gayta
bosimga | sozlangan. sozlang.
erishilmayapti. Nigob Nigob

yostigchasi yostigchasini

shikastlangan. | almashtiring.

Shlang tizimi | Shlang tizimi va
shikastlangan. | uning togfi
joylashganini
tekshiring.
Terapevtik Favqulodda Favqulodda
bosimga chigarish chigarish klapanini

erishilmayapti. | klapani nosoz. | almashtiring.

' 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.

9 Bosim-sarf xarakteristikasi

Oftacha hisoblangan sizish (I/daq)

0 s 10 15 20 2 EY

Terapevtik bosim (hPa)

10 Markirovka va belgilar

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

Belgi |Tavsifi

Ishlab chigaruvchi va zarur bolganda
ishlab chigarilgan sana

Mahsulotning identifikatsion ragami
(tibbiy mahsulotlarning yagona
markirovkasi)

7 Texnik ma'lumotlar

Bosh tasmasi CO (paxta), EL (elastan), PA

gpoliamid), P (poliyester), PU

Buyurtma ragami

Mahsulotni tibbiy qurilma ekanini

Favqulodda ochish | PET (polietilentereftalat

poliuretan) bildiradi
Tasma uchun PA (Poliamid), POM Foydalanuvchi qollanmasiga diggat
gisgich (Polioksimetilen) qgiling

Ventilli chigish NV
tizimi
Ofchamlar, mm
(KxBxQ)
89x155%x97 | 89x155x97
Vazni 1274 1274

Tashish va saglashda ruxsat etilgan
harorat oralig'i

argonchasi tolasi), PA (poliamid)
Favqulodda PA (Poliamid), POM
argoncha gisgichi | (Polioksimetilen)
Peshona tirgagi PA (Poliamid)

Kotsatilgan sanagacha ishlatish mumkin

8|t (SRS 2
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