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Symbol |Description

CE symbol (confirms that the product
conforms to the applicable European di-
rectives/regulations)

11 Warranty

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

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

LMT 68297 01/2026 en-US, ru, ka, kk, ky, uk, uz

EN

1 Operation

The figures show the following steps for operating
the mask:

n Putting on the mask
ﬂ 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 CARA Full Face 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 element between the pa-
tient and the therapy device.

2.2 Contraindications

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

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

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

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

2.3 Side effects

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

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

2.4 Clinical benefit

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

3 Safety

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

Risk of injury due to damaged mask parts or

those under strain!

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

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

Risk of injury from accumulation of CO,!

Expired carbon dioxide (CO2) may accumulate in

the mask.

= Only use the mask when therapy is in progress.

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

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

= 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.
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Risk of injury due to allergies!

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

= When selecting the detergent, consider potential
allergies.

Risk of injury due to incorrect adjustment of

the headgear!

If the headgear is tightened too much, the mask

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

skin redness, pressure marks, or facial edema.

= Adjust the headgear correctly (see Figure 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.

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.

1 | Headgear Rotating sleeve

2 | Connecting ele- 6 | Mask body
ment

3 | Elbow Headgear clip

Anti-asphyxia valve |8 | Mask cushion (two
mask cushions pro-
vided, depending on

model)

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.

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 n).

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

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.

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

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

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

5.3 Disposal

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

6 Troubleshooting

Weight Connecting ele- PA (polyamide)
Size S 93¢ ment

Size M 97 .
Size L ngg Mask body PA (polyamide)
Size XL 1099 Mask cushion SI (silicone)
Dead space volume Elbow PA (polyamide)
Size S 180 ml . .
Size M 219 ml Rotating sleeve PA (polyamide)
Size L 244 mi Anti-asphyxia valve | SI (silicone)
Size XL 291 ml

Tube connection: Tapered @ 22 mm (male)

connection to EN ISO 5356-1

Valve safety device | PP (polypropylene)

Flow resistance

9 Characteristic pressure/flow
curve

5 & 8 8 8 ] & 8

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

at 50 [/min 0.12 hPa

at 100 |/min 0.5 hPa
AAV flow resistance

Inhalation at 50 I/min 0.6 hPa
Exhalation at 50 I/min 0.8 hPa
Tolerance: + 0.2 hPa

AAV switching pressure

Open <1.0hPa
Close <4.0 hPa
Service life 5 years
Useful life Up to 12 months'
Therapy pressure 4 hPa - 25 hPa
Quoted two-figure noise emis-

sion value according to ISO

4871:

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

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

Manufacturer and, if necessary, date of
manufacture

Standards applied EN ISO 17510: 2020

Product class to MDR (EU) JIE]

2017/745

Unique device identifier (unique product
code for medical devices)

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.
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
Dimensions in mm
(WxHxD)
Size S 93 x 145 x 89
Size M 93 x 160 x 90
Size L 93x174x91
Size XL 96 x185 x 100

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

8 Materials

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

Order number

Indicates the product is a medical device

Follow the instructions for use

Permitted temperature range for trans-
port and storage

CO (cotton), PA (polyamide),

Headgear
PU (polyurethane)

Headgear clip PA (polyamide)

Quick-release cord | PET (polyethylene terephtha-
late fiber), PA (polyamide)

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

Use by date
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>/7< Keep out of sunlight
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0
LOT/ | Lot number

Forehead support | PA (polyamide)
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Hano6HuK PA (nonvamua)

CumBon |OnucaHne

CoeanHuTENbHBIA | PA (nonvamua)

IN1EMEHT

Kopnyc macku PA (nonvamua)
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LOT Homep napTum

MogayLuka Macku SI (cvnmKoH)

Yronok PA (nonvamua)

3Hak CE (NoATBEpXAAET COOTBETCTBYE
N3LeNuns SeiCTBYHOLWM eBPOMNEencKnM
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ANPEKTUBAM/NHCTPYKLMSM)

LLlapHupHas BTynka| PA (nonvamug)

ABapuiiHbIN Bbiabl- | SI (cnnkoH)

XaTeNbHBbIA KnanaH

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

CpeaHsisi npegHaMepeHHas yTeuka (n/MuH)
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TepanesTuyeckoe AasneHue (rfa)

10 MapKunpoBKa 1 CUMBOJIbl

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

OnucaHune

M3roTtoBuTeNb 1, No HeO6X0,CI,I/IMOCTI/I,
AaTa N3roTtos/ieHNA

aeHTOMKALMOHHBIN HOMep M34enns
(eanHas MapKMpOBKa MeAVLIUHCKIX 13-
Aenvi)

Homep 3akasza

0603HayeHe B KayecTBe MeANUNHCKO-
ro nsgenva

CobtofaTb UHCTPYKLMIO MO NO/b30Ba-
HUO

ﬂ,OI‘IyCTVIMbII\/‘I AVana3oH Temnepatyp npu
TPaHCNOPTMPOBKE N XPaHEHUN

MpUMeHeHVe BO3MOXHO 0 YKa3aHHOM
Aatbl
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11 TapaHTUA

Komnaxus Lowenstein Medical Technology npego-
CTaBAsET NOKynaTeNto Ha HOBOE OPUTMHANbHOE W3-
aenve Léwenstein Medical Technology 1 Ha ycTaHoB-
NeHHyto komnaHvein Lowenstein Medical Technology
3aMnacHyto 4acTb OrPaHNYEHHYI0 FapaHTIIIo U3roTo-
BUTENSA COrNacHO AeACTBYIOLMM A8 COOTBETCTBYHO-
LLiero U3Aens rapaHTUHbBIM YCIOBUSM 1 MpuBe-
AEHHbIM HUXe rapaHTUIHBIM CPOKaM, HaumMHas ¢ Aa-
Thbl NOKYMNKW. C rapaHTUAHBIMW YCIOBUSMU MOXHO
03HaKOMUTbLCS Ha HTePHeT-CaliTe M3roTOBUTENS.
Mo XenaHuto Mbl BbILLIEM BaM 3TV rapaHTUiiHbIe
ycnosus.

VmenTe B BUAY, YTO Nt0ObIe rapaHTUHbIE NpaBa 1
OTBETCTBEHHOCTb U3rOTOBUTENS TEPSIOT CUATY, eCan
1CMOAb3YOTCA He PEKOMEH/0BaHHbIE B UHCTPYKLMM
M0 NO/Ib30BaHWI0 aKCecCyaphbl 1 HEOPUTVHAbHbIe
3anacHble 4acTu.

C rapaHTUAHBIMUN peknamaumaMmn obpallaiTtecs K
MECTHOMY aBTOPV30BaHHOMY AuUnepy.

N3penne FapaHTuWiiHbIe Cpo-
KN
Macku, Bkntoyas npuHag- 6 MecsLeB

NIEXXHOCTU

12 CepTunéumkaTt cooTBEeTCTBUS

Hacrosiwum nsrotosutens — ¢pupma Lowenstein
Medical Technology GmbH + Co. KG (Kronsaalsweg
40, 22525 Hamburg, Deutschland) — 3asBnaser, uto
n3jenne oTeeyaeT COOTBETCTBYHOLLVIM NMONOXEHNSAM
JupektyBbl EC N0 MeAULIMHCKOV NPOAYKLMN
2017/745. C NONHLIM TEKCTOM CepTUdMKaTa COOTBET-
CTBWS MOXHO 03HaKOMUTLCS Ha Beb-caliTe
(www.loewensteinmedical.com) usrotosutens.

B cTpaHax EBpocotosa: fBnsisice nonb3oBatenem v/
W NaLMeHTOM, Bbl 0683aHbl c006LaTh 060 Bcex
CBSA3aHHBbIX C U3eN1eM Cepbe3HbIX MPOUCLLECTBUSX
N3roTOBUTEO 1 OTBETCTBEHHOMY YUPEXAEeHWHO.

LMT 68297 01/2026 en-US, ru, ka, kk, ky, uk, uz

1 NpwumeHeHKMe

MopAAoK NCNoNb30BaHUS Macku NPeACTaBAeH Ha
CNefyoLLIX PUCYHKaX:

n HapesaHve macku
a MoaroHka mMacku
CHsTne Macku
n Pasbopka Macku

B Cbopka macku

[Ansi He3pAUMX NN CaBOBUASALLMX NONb30Ba-
Tenemn

VIHCTpYKLMS MO NONb30BAHWMIO Takxe A0CTYMHa B
3N1eKTPOHHOW Bepcym B 0611aCTLW 3arpy3Kkm Ha Beb-
caiiTe N3roToBUTENS.

2 BsepgeHue
2.1 HasHaueHwune

Macka CARA Full Face ncnonb3syetcs ans neyeHns
OCTaHOBKY AbIXaHWS BO BPeMs CHa U ANs HenHBa-
3VBHOVI 1 HeXV3HeobecneymBatoLLeli CKYCCTBEH-
HOI BEHTUIALMMN Nerknx y NaLNeHToB C BEHTUAALM-
OHHOI AblXaTe/bHO HeJ0CTaTOYHOCTbI0. OHa Cy-
XUT B Ka4YeCTBe COeAVHNTENLHOTO 31IeEMEHTa MeXAy
nauvieHToM 1 TeparnesTUYecKM annapaTom.

2.2 [poTvBONOKasaHUsA

3anpeLuaeTcs NpYMeHsTb Macky A5 NaLMeHToB Be-
COM MeHbLue 30 Kr.

B cnesyroLmx cuTyaLmsx NnpuMeHsaTb Macky 3anpe-
LL|aeTcs: HeobX0AMMOCTb HEMeNeHHON NHTYbaLuK;
noTeps CO3HaHWS; CUNbHas pBOTa.

B cnepyrowmnx cutyaupmsx paspeLuaeTcs npuMeHsTb
MacKy TONIbKO C 0CO60I OCTOPOXHOCTBIO: Cefbl Ha-
[ABNVBAHUS Y 3HAYUTE bHbIE MOBPEXAEHUS KOXN
LA, KOXHasA anneprus B obnact nnua, sepopma-
LMK LA VAN HOCOrNIOTKI, OCTPbIe 6011 B 0bnactu
ANLA, OrPaHNYeHHbIN UK OTCYTCTBYIOLLMWIA KaLue-
BOI pediekc, knayctpodobus, CuabHasa TOLLHOTA.
Macka He npegHa3Ha4eHa AN NCNOb30BaHNS C
pacnbliuTenem Un B Ka4ecTse aHeCTeTUYECKOM
Macku.

Ecnv Bbl NpegnonaraeTe, 4To K BaM MOXET OTHO-
CUTbCA OAHA M3 YKa3aHHbIX CUTyaLuiA, obpaTnuTech K
MeANLIMHCKOMY creupanuncty. ObpaTtute BHUMaHve
Ha NPOTMBOMOKa3aHWs, NPVBEAEHHbIE B HCTPYK-
LMK MO NONb30BaHMIO annapaToMm.

2.3 Mo6ouYHble geicTeums

Mpw 1CNOAL30BaHUN MacKy BO3MOXHbI CliedytoLLme
no60oYHble AeCTBYS: 3aN10XXEHHOCTb HOCA, CyXOCTb B
HOCY, CyXOCTb BO PTY MO yTpaM, YyBCTBO aB/IEHVS B
OKOIOHOCOBbIX Na3yxax, PasApaxeHe CIM3NCTo
060/104KM N33, NOKPaCHeHME KOXW, CNejbl HajaB-
NVBaHWS Ha MLe, OTEK LA, LUYMbI NP AbIXaHWN.

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

2.4 KnunHunueckas nosb3a

Mepeaaya TepaneBTMYECKOro BO3AeCTBYS OT anna-
paTa UCKYCCTBEHHOM BEHTUAALMMN NErkKUX NaLmMeHTy

3 be3onacHocTb

A\ NPEAYNPEXAEHWE! YpesseiuaiiHo onacHas
cuTyauws. HecobniogeHne cnesyroLimx ykasa-
HWIA MOXeT NoB/eYb 3a COBOW TAXKME,
HeobpaT/Mble UK CMepTeNbHbIe TPaBMbI.

OnacHOCTb TPAaBMUPOBAHUS NOBPEXAEHHbI-

MW AU NOABEPTHYTLIMU Harpy3kam Kommno-

HeHTaMu macku!

= [lepes KaXzabIM MPUMEHEHNEM ¥ NOC/E KaXA0M
OUNCTKM BbINOJHWTE BY3YasbHbliA KOHTPOSIb.
Mpu HEO6XOAUMOCTH 3aMEeHSIATe KOMMOHEHTbI
Macku.

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

OnacHOCTb TPaBMUPOBaHUSA B pe3y/ibTaTe

HakonneHwus CO,!

BblabixaeMbilii yrnekucablii ras (CO,) MoxeT cobu-

paTbCs B pOTOHOCOBOI Macke.

=> Mcnonb3yiiTe pOTOHOCOBYO MacKy TONLKO B XO-
A Tepanuu.

= icnonb3yiiTe POTOHOCOBYO MACKy TONBbKO B YKa-
3aHHOM /jManasoHe TepaneBTNYecKoro Aasne-
HUS.

= laumeHTbl, KOTOpbIe He CoCcobHbI CaMoCTos-
TeNbHO CHATb MacKYy, AO/KHbI HAXOAUTLCS MOZ
HabntoAeHeM MNajLLIEero 1 cpefHero Mejnep-
COHana.

= He ncnonb3yiite POTOHOCOBYO Macky ANs NaLyi-
€HTOB, KOTOPble He MOTYT CaMOCTOSTENbHO ee
CHATb.

= lepes KaxAbIM NPUMeHeHeM NpoBepbTe, CBO-
604HbI N1 OTBEPCTUA KanaHa aHTU-achuKcum.

= He 3akpbiBaiiTe BblgblXaTeNbHble CUCTEMBI.

OnacHOCTb TPaBM MpU NCMOJIb30BaHNN KUC-

nopogpa!

Kucnopoga MoxeT ckanamsaTbCs B OAeX/Ae, MoCTeNb-

HOM benbe 1 Bonocax. [Mogada kmcnopoaa 6es 3a-

LLIMTHOTO YCTPOWCTBA MOXET CTaTb NPUYMUHON No-

Xapa.

= [pun HeO6XOAUMOCTY BbIMONHATE yKa3aHHbIe
Aanee AeicTeuma: Micnonb3yiite npegoxpaHu-
TeNbHbIA KnanaH Ans KCiopoja.

= CobntoaaliTe NHCTPYKLWIO MO NONb30BaHIO CU-

CTeMOM MoAaYN KNCIoPOoAa.

He kypure.

V36eraiiTe NCNONb30BAHUS OTKPLITOrO OTHS.

Kak cnesyet nposeTpuTe nomeLLeHMe.

CnepviTe, UTO6LI Ha Macke He 6b110 C1eA0B Mac-

na nxupa.

= CobntoganTe ykasaHua no 6e30macHoCcTy, Npu-
Be/leHHbIe B MHCTPYKLMM MO NO/b30BaHI0
yCTpoWicTBa.

b U Uy



OnacHOCTb TPaBMUPOBaHUSA U3-3a HeJoCTa-

TOYHOrO CHab>XXeHNA naymeHTa Bo3gyxom!

= AKTMBUpYIiTE Ha annapaTe CUrHanbHOE YCTPOii-
CTBO MOHWXEHHOTO aBNEHVS[yTEUKM.

= Mcnonb3yliTe Macky noaxoasLlero pasmepa v
npoBepbTe ee MON0XeHMe.

= [laumeHTbl C OrpaHNYeHHbIM CMOHTaHHbIM AblXa-
HVIEM JOMXHbI HAXOANTLCSA NoA HabNtOAEHEM.

OnacHOCTb TpaBM BC/IeACTBUE HEAOCTAaTOY-

HOW oumncTKu!

= [epes nepBbiM NPUMEHEHVEM OUUCTITE KOMIO-
HEHTbI Mackm (cM. raBy «OUUCTKA U TUTUEHNYe-
cKkast 06paboTka).

= PerynsipHo ouyLLiaiiTe pOTOHOCOBYH Macky.

= [pu cMeHe nauuneHTa B 60/1bHUYHbBIX YCIOBUSAX:
cobntogaiite Tpe6oBaHUsA LOKyMeHTa MHCmMpyK-
yuu no 06pabomke POMOHOCOBbIX MACOK (CM. pas-
aen «rurvieHnyeckas 06paboTkan).

A\ OCTOPOXHO! OnacHas cutyauus. Heco6io-
ZleH1e CnefytoLLMX yKasaHuin MoXeT noB/eYb
3a CO6OM nerkne Nan cpejHen TKecTV Tpas-
Mbl.

OnacHoCTb TpaBMUPOBaHUSA B C/ly4ae ajiep-

rMyecKkmx peakumii!

= [pumnTe BO BHUMaHWE UCMONb30BaHHbIe B Po-
TOHOCOBasH Macke MaTepuanbl (cM. pasgen «Ma-
Tepuanbi»). Mob3yiATeCh POTOHOCOBO MacKoi
TO/ILKO MO COrNAcoBaHWIO C MEAULMHCKIM Crie-
LManncTom.

= Tlpu BbIGOpe CPeACTBa OUUCTKY NPUMUTE BO
BHMMaHVe BO3MOXHbIe annepruyeckme peak-
uun.

OnacHoCcTb TpaBM NpY HenpaBUILHOW pery-

NMpoBKe 0ronoBbs!

lMpn Ype3mMepHOM 3aTArMBaHNN PEMHEN 0roNoBbA

BO3MOXHa CIMLIKOM NAOTHasA NocaAKa pOTOHOCO-

BOVi MaCKy C AaBNIeHVIeM Ha L0, YTO Bbi3blBaeT

MOKPaCHEHWS KOXW, CNejbl HaAaBNNBaHUSA 1 OTeKM

anua.

= [lpaBUNbHO OTPEryNVpYyiiTe OroaoBbe (CM. piC.
B), 4TO6bI 06ecneynTs KOMPOPTHOE 1 NNOT-
HOe npwneraHne poTOHOCOBOM MacKu.

4 OnwucaHve nsgenus

OTgAenbHble YacTh M306paxeHbl Ha TUTY/ILHON CTpa-
HULe.

TPy HEKOTOPBIX COYEeTaHUsX annapaTos gpakTnye-
CKO€ JaB/ieHVie B Macke He COOTBETCTBYET Npeanu-
CaHHOMY TepaneBTNYECKOMY AaBNEHUIO, KOTOPOE
rnoka3blBaeT annapart. [lonpocute MeaNLIMHCKOro
CcneyyanicTa oTperyampoBaTh KOMMIEKT annapaty-
pbl TakUM 06pa3oMm, YTOBbI GakTUUeCKoe AaBeHNe
B Macke COOTBETCTBOBA/IO TepaneBTNYeckoMy AaB-
NeHuto. Takasi peryavmpoBKa A0MKHa BbIMONHATLCS
ANS TOTO TIMA Macki, KOTOPbIA UCMONb3YeTCs B XOZ4e
Tepanuu.

BblgbixaTenbHas cuctema

Macka oCHalleHa BCTPOEHHOI BbljbIXaTeNbHON Cu-
cTeMol. Yepes 3TOT 3a30p BbIXOAWT BblAbIXaeMblii
BO3AYX.

ABapuiiHbIl BbifjbIXaTeNbHbIA KnanaH (AAV)

Mpw BbIXOZe annapara 13 CTPos OTKPbIBAeTCs aBa-
PUIAHBIN BblAbIXaTeNbHbIN KnaraH, No3Boss nauy-
eHTY AbILLIaTh OKPYXAaHLLVIM BO3AYXOM.

LLIHYp Ans 6bICTPOro CHATUA (onuus)

LLHyp Ans BLICTPOrO CHATUS 06€CMeUnNBaET B 3KC-
TPEHHbIX CUTyaLsiX 6LICTPOE 1 MPOCTOE Pa3MbIKa-
Hue macku (cM. puc. SOS).

5 OuncTKa N rmMrneHnYeckas
obpaboTka

5.1 OuwucTKa Mackm

1. TMepea 04MCTKON BbIMONTE PYKU.

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

3. OumMCTUTE POTOHOCOBYO Macky BpYUHyH (Makc.

30 °C, 1 mn markoro motolero cpeAcrea Ha 11
BOZbl) COrNACHO CieaytoLLeli Tabauue:

5.2 TnrneHunyeckas obpaboTtka
(60NbHUYHbLIE YC10BUS)

MMpu cMeHe NauneHTa cnefyitTe yka3aHUsM B JOKy-
MeHTe «MHCcmpyKyuu ho 06pabomke poOmMoHOCO8bIX
Macok». [lokyMeHT JOCTYMeH Ha VHTepHeT-caiiTe
13roToBUTENS. Mbl MOXEM BbICaTh JOKYMEHT M0
3anpocy.

5.3 Ytununsauyusa

YTUNU3MPYIATE AbIXaTeNbHYH Macky BMeCTe ¢ 6bITo-
BbIMU 0TX0AaMU. B 6ONbHUNYHBIX YCNOBUSX: YyTUAM-
31pyiiTe MacKy COracHo NpaBuaaM MeAULIMHCKOro
yupexaeHus.

6 HeuncnpaBHocTM

Hencnpas- MpunumHa JOeiictBne
HOCTb
CTpys Bo3gyxa | PoToHOCOBas | 3aTaHWUTE 0Orosio-
B rnasa Macka CAnT | Bbe NOTyXe.
C/INLLIKOM CBO-
604HO.

PoToHocoBasi | ObpaTuTtecs K aB-
Macka He Mog- | TopU3oBaHHOMY
XOAWT. Aannepy.

[etanb YactoTa

MacCKu

[elictBre

Bce getanu | EXefHeBHO | 3aMOUNTb Ha 15 MUHYT 1
Mackm NPOMbITb. YNCTUTL 3 MU-
HYTbl MATKOWA LLIeTKOM.

He gocturaer- | PoToHocoBasi | 3aHOBO OTperynu-
sl TepaneBTV- | Macka Hempa- | pyiTe pOTOHOCO-
yeckoe fjaBie- | BUIbHO OTpe- | Byt Macky.

Hue. ryMpoBaHa.

MoBpexzaeHa | 3ameHwWTe MOAyLL-
nogyLuKa Mac- | Ky Macku.
KK

O6bem MepTBOro Npo-

CTpaHcTBa
Pasmep S 180 Mn
Pasmep M 219 Mn
Pasmep L 244 mn
Pasmep XL 291 mMn

MoakntoyveHmne TpyoKK: KOHYC
cornacHo EN ISO 5356-1

@ 22 mm (wTekep)

ConpoTrBAeHMNe NOTOKY

MospexaeHa | MpoBepbTe cucTe-
cuctema Tpy- | My Tpy6oK 1 Hag-
60K. nexalee kpene-
HVe cncTeMbl Tpy-
60K.

npu 50 A/MUH 0,12 rMa
npw 100 n/MuUH 0,5rMa
ConpoTumeieHue notoky AAV

Bgox npw 50 n/MuH 0,6 rMa
Bbigox npw 50 ni/MuH 0,8rMa
Jonyck: 0,2 rMa

JaBneHve cpabaTbiBaHns AAV

OTKpbITb <1,0rMa
3aKpbITh <4,0rMa
CpoK cnyx6bl 5 net
CpoK Nob30BaHus 70 12 mecsues”
TepanesTunyeckoe jasneHuve 4rMa-25rMa
Yka3zaHHoe ABy3HauHoe 3Ha-

YeHue LLYMOBbIAeNeHNS Co-

rnacHo ISO 4871:

YpoBeHb 3ByKOBOIO AaB/eHVs 19 4B(A)
YpOBeHb 3BYKOBOI MOLLHO- 27 nB(A)
cm 3 AB(A)
MorpelHocTb

Temnepatypa:

npw akcnayaTaumm oT +5°C go +40 °C

TpaHcnopTUpoBKa 1 XpaHe-
Hue

oT-20°C go +70 °C

[pYMeHVMbIe CTaHAAPThI EN ISO 17510: 2020

Oronosbe | ExeHe- [pombiBaTh B TeueHve

[eNbHO 15 MUHYT.

1 | Oronosbe LLlapHVpHas BTy/IKa

2 | CoeamHuTenbHbIn |6 | Kopnyc Macku
3NeMeHT

3 | Yronok 7 | Knunca pemHeti oro-
N10BbA

4 | ABapuiiHbIii Bbigbl- | 8 | Moaywka Mackm (B
XaTeNbHBbIA knanaH 3aBWCMMOCTY OT Ba-
puaHTa AOCTYMHbI
4Be MOAYLLKM Mac-

Kn)

CoBMecCTUMbIe annapatbl

Bce geTanm (MckntoveHwe: yronok ¢ aBapuitHbIM Bbl-
AbIXaTeNbHbLIM KanaHoM) MOXHO eXeHeaeNbHO
MbITb B MOCYAOMOEUHOI MawuHe (Makc. 70 °C, msir-
Koe MotoLLiee CPpeACTBO, MaKC. ANNTENbHOCTbL NPO-
rpamMmbl 90 MUHYT, BEPXHSS KOP3UHA, OTAENbHbIN
PEXVM MOIKN).

4. TIpoMbITb BCe AeTanu YNCTON BOZOM.

5. TlpocywnTb BCe YacTy Ha BO3JyXe.

6. [poBecT BMU3yanbHbIli KOHTPONb Ha NpesMeT
TpeLyrH v gedpopmaLmii. 3aMeHNTb NoBPeXAeH-
Hble feTanu. VIameHeHus LBeTa He ABNATCS
OMacHbIMU.

7. Co6patb Macky (cm. puc. B).

He pgocTturaet- | HemcnpaseH | 3ameHuTe aBa-

Csi TepaneBTW- | aBapUIAHbIA | pUIAHBINA BblAbIXa-
Yeckoe fiaBne- | BblAbIxaTeNb- | TeNbHbIA KanaH.
Hue. HbI KNnana.

Knacc npogykrta cornacHo JIE]
WHcTpykumm EBpocotosa ans
MeANLMHCKOR NpoAyKLmn

(MDR) 2017/745

7 TexHuYecKue XapakKTepucTuku

Pa3mepbl, MM

(LwmpvHa x BbICcOTa X rNy6yHa)

Pasmep S 93 x 145x 89
Pasmep M 93 x 160 x 90
Pasmep L 93 x 174 x 91
Pasmep XL 96 x185 x 100
Macca

Pasmep S 93r
Pasmep M 97r1
Pasmep L 102r
Pasmep XL 109r

! CpoK M0Mb30BaHYS 3aBUCHT OT OUNCTKU U UCTONb-
3yemOoro MOLLIEro CpeACcTBa, exeAHeBHON Npojon-
XWTENbHOCTU HOLLIEHVS!, TepaneBTUYeckoro Aasne-
HUS N UHAVIBUAYaNbHOTO NOTOOTAENeHUS. Mcnonb-
30BaHVie BTOPOW NoayLkn Macku (npuo6peTaetcs
OTAENbHO) HE MPOZANEBAET CPOK MO/Ib30BAHNA.

8 MaTtepuansl

Bce ZeTanum poTOHOCOBOI Macku He COAepXKaT Na-
Tekc, MBX (nonvnBuHunxnopua) v A3rd (anstunrek-
cundTanart).

CO (xnonok), PA (nonnamug),
PUR (nonvypetaH)

OronoBbe

Knunca pemHeit PA (nonvamua)

0ronoBebs

LUHyp ans BbICTPO- | PET (BONOKHO NOAMITHNEH-

ro CHATWS TepedTanara), PA (nonvamug)
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KbICbIM-aFbIH KUCbIK, CbI3bIFbl

OprTalua xocnapniaHfaH ary (n/MuH)
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o H 10 15 2 25 30

Tepanusanbik kbicbim (rMa)

10 TaH6anamanap >xaHe TaHbanap

OHiMAe, Kepek-KapakTapAa Hemece kanTamanapza
Keneci TaHbanamanap MeH TaHbanap KongaHblNybl
MYMKiH.

Cnnattamacol

OHAIpYLLI XaHe, erep KaxeT 60/ca,
LblFapbIAFaH KyHi

OHIMHIH, NAEHTUOUKALWANBIK HEMIPI
(MeanumHanbIk eHIMAep YLUiH 6ipkenki
eHiM TaH6anaybl)

TanceipbIC HOMIpI

OHIMHIH, MeaNLMHANbIK OHIM eKeHZAiriH
6ingipesi

Manganany XeHiHAeri HyckaynblKTbl
Kapay

TacbimMangay >aHe cakray yLiH pykcat
eTinreH TemnepaTtypa aiiMarbl

KepceTinreH kyHre AeniH KonaaHyra
Xapamgpl

sl SIEIENE] 3

7
N

KyH cayneciHeH KopFaHpi3

J/
]

TonTama Hemipi

-
H
r

CE 6enrici (6HIMHiH, KONAAaHbICTaFbI
Eyponansik, gupekTviBanapra/
epexenepre CaKecTiriH pactaigbl)

N
m

imnopTTayLubl

e

Yakinetti ekin

11 Kenmnpgik

Léwenstein Medical Technology xaHa TynHycka
Lowenstein Medical Technology eHimiHiH xaHe
Lowenstein Medical Technology opHaTkaH Kocankpl

66/1LLEeKTIH TYTbIHYLIbICbIHA TUICTi BHIMre
KONAAHbINATLIH KENiNAiK LWapTTapblHa XaHe caTbin
anblHFaH KyHHeH 6actan TeMeH/e KepceTinreH
Keningik mep3imgepiHe calikec LekTeyni
SHAIPYLLIHIH KeningiriH 6epeai. Keningik wapTrapbiH
OHZIpYLWiHiH Beb-caiiTbiHaH anyFa 6onagpl.
KanaybiHpI3 60/bIHLLA Ci3re KeninAik WapTTapbiH Aa
Xibepewmis.

ManaanaHy 60MblIHLLIA HYCKay/bIKTa YCbIHbIFaH
Kepek-kapakTap HeMece TyMHycKa Kocaskbl
6enLuekTep NavganaHbliMaca, keningik nex
XayanKepLUifnikke KaTbICTbl Ke3 KeNreH LafbiM
Xapamcbl3 60NaTbIHbIH eCKepiHi3.

KeningikTi yCbIHY KaxeT XarAaiinapaa apHaiibl
Aunepre xabapnacbiHbi3.

OHIM Kenngik

mep3iMaepl
Mackanap (ofaH koca kepek- | 6 aid
xapakTap)

12 CoaiikecTIK geknapauusachbl

OHaipyLwwi Lowenstein Medical Technology GmbH +
Co. KG (Kronsaalsweg 40, 22525 Hamburg,
FepMaHws) ocbl apKbliibl @HIMHIH, 2017/745
MeanumnHansik byiibiMaap pernamenTiHis, (EO) Tuicri
epexenepiHe CaMKec KeneTiHiH ManiMaerai.
CalikecTik Typanbl AeknapauysiHbiK TOMbIK MITiHi
OHAIPYLLIHIH Be6-CaiTbIHAA KOMKETIMAI
(www.loewensteinmedical.com).

EO-pa: MaitganaHyLubl XaHe/HeMece emaenyLui
peTiHzAe Ci3 eHiMre balinaHbICTbl OPbIH anFaH kes
KenreH MaHbI3Abl OKUFanap Typanbl eHAipyLLire
XaHe eKineTTi backapy opraHaapbiHa xabapnayblHbl3
Kepex.

LMT 68297 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 NahpanaHy

MackaHbl naiganaHy TopTibi keneci cypeTTepae
6epinren:

n MackaHbl Kuto

B3 Vackanbi opraty
MackaHbl LweLly
n MackaHbl 6eniiekrey

B MackaHbl KypacTbipy
Ke31 KepMelATIH >KaHe Hallap KepeTIH
naiifananyLublnapFa apHanFaH

MariganaHy 60MbIHLLIA HYCKAYNbIK COHAAN-AK,
BHAIPYLLIHIH Be6-caiTbiHgarsl Download (KykTen
any) benimMiHAe 31eKTPOHABI HYCKaAa KOCbIMLLA
KOJIKETIMAI.

2  Kipicne

2.1 KonpaHy makcaThbl

CARA Full Face mackacbl yiiKbl Ke3iHAe TbIHbIC
anyAblH, TOKTayblH eMAeyre XaHe ThiHbIC any
XeTKinikci3giri 6ap emgenyLinepAi MHBasMBTIK emec
X3He emip cypyAi kamTaMachi3 eTrenTiH XacaHabl
XengeTy yWwiH KongaHsinagel. On emaenyii MeH
Tepanuvs KypbliFbIChbl apacblHAaFbI
6aliNaHbICTLIPYLLbI INEMEHT peTiHAe KbI3MeT eTesi.

2.2 Kapcebl kepceTutimaep

MackaHbl canmarbl < 30 Kr emaenyLiinepre
KoNnjaHyra 60nMaiiabl.

MackaHbl keneci xaraiinapaa KongaHyra
6onmaribl: Xeaen NHTY6aLmMs KaxKeTTiniri, eciH
XOFaNTY, KaTThl KYCY.

Keneci xargannapsa MackaHbl Tek epekLue
cakTblkneH KonAaHyFa pykcaT eTinegi: Kpicbim Tycy
i34epi xaHe TepiHiH aliTapAbIKTali 3aKbIMAaHYbI, 6eT
aliMaFbIHAaFbl Tepi annepruscel, 6eT Hemece MypbIH-
XYTKbIHLLIAKTBIH K1Catobl, 6eT aiiMarbiHAaFbl KaTTbl
aybIpCbIHY, LeKTeyi xeTen pedekci Hemece xeTen
pedneKciHiH 6onmaybl, Knayctpodobus, KaTTbl
XYPeK anHybl.

Macka 6ypikkilneH Hemece aHeCTe3unsAbIK Macka
peTiHAe KongaHyrFa apHaAMaraH.

Erep ci3 ocbl XaraarinapablH, 6ipi ci3re KaTbICTh
eKeHgiriHe ceHimai 6oMacaHpI3, MaMaH gapirepre
xabapnacblHbli3. KypblaFbiHbI NaiifanaHy XeHiHaeri
HYCKay/bIKTa KenTipinreH Kapcosl kepceTinimaepre
Ha3ap ayfapblHbI3.

2.3 JKaHama acepnepi

MackaHbl KongaHFaH kesze KenecixxaHama acepiep
nanga 60nybl MyMKiH: MYPbIHHBIH 6iTenyi,
MYPbIHHbIH KypFaybl, TAaHEPTEH aybi3jblH KypFaybl,
KOoCankbl KyblCTapAarbl KbICbIM Ce3iMi, KO3AiH,
KOHBIOHKTVBACbIHbIH TiTIpKeHYi, TEPiHiH, Kbl3apysbl,
6eTTeri KbiCbIM i34epi, 6eTTiH iCiHyi, TbIHbIC any
Ke3iHZeri XaFbIMCbI3 AblObICTap.

Erep aTanfaH xaHama acepnep nainga 6onca,
Adpirep MamaHFa xabapnacblHpl3.

2.4 KnunHukanblk nanpacol

OKneHi XacaHAbl XengeTy annapatbiHbIH,
emzenyLuire 6epineTiH emaik acepi

3  Kayincisgik

ECKEPTY! ©7e kayinTi xargaii. Keneci
HycKaynapZasl opbiHAamay ayblp, KanTbIMCbI3
Hemece enimre akeneTiH XapakaT anyra akenyi
MYMKiH.

3aKbiMAanfaH Hemece KbICbIM TYCeTIH Macka

6eniKTepIHeH XapakaT any kayni!

= Op KONAaHap andblHAA XaHe TasanayaaH KeniH
Ke36€eH LLOoAbIN TekcepiHi3. KaxeT bonca, macka
66niKTepiH aybICTbIPbIHbI3.

= [lainganaHy Mep3iMiH Ha3apFa anblHpbI3
(«TexHwvKanbIk cvnaTtamManaps» 6enimiH
KapaHbi3).

CO, >XMHanybl HATXKECIHAE XapakaT any

kayn!

[leMMeH WbiFapblnFaH KeMipKbilwkbia rassl (CO,)

Mackaza XnuHanybl MyMKiH.

= MackaHbl Tek Tepanus KesiHae KonAaHbIHbI3.

= MackaHbl TeK TepanesTiK KbICbIMHbIH,
KepceTiNreH aykbiMbIHAA KONAAHbIHbI3.

= MackaHbl 634iriHeH LeLle aAManTbIH
emaenylinepre KongaHyra 6onmangsi.

= Opbip KonZaHap anablHAA anaTTblK AeM LUblFapy
KNanaHbIHbIH, CaHpblNaynapbIHbIH 60C ekeHiH
TekcepiHs.

= [lem WbIFapy XynenepiH xannaxbi3.

OTTeriH naiganaHy KesiHje xapakaT any

Kayni!

Knimge, Tecek-opblHAapAa XaHe LatuTta oTTeri

XUHanybl MyMKiH. KOpFaHbIC KypbIFbICkl 60IMaFaH

XaFfanga otteri 6epy epT TyAbIPYbl MYMKIH.

= Kaxet 6onfaH xargaiiga: OTTerire apHanfaH
Kayinci3gik KnanaHblH NanganaHbiHpI3.

= Orreri 6epy Xy/ieciH nanganany xeHiHaeri

HYCKayNbIKTbl OPbIHAAHbI3.

LbinbiM LWeKneH;3.

ALLIK OTTbI MaiidanaHysaH aynak 60/biHbI3.

BenmeHi AypbIC XenaeTinis.

Mackaga Mail MeH Maiinbl 3aTTbiH, i34epi 0K

eKeHziriHe Ke3 XeTKi3iHi3.

= KypbInfblHbl Nanganany XeHiHAeri HyckaynblkTa
6epinreH Kayincisgik epexenepiH cakTaHbis.

EmpaenyLuiHi ayaMeH >eTKINIKCI3 KamTamachbi3

eTy canpapblHaH XXapakat any Kayni!

> KypblnFblAa TOMEH KbICbIM/aFbin KeTy Aabbinabik
KYPBINFbICBIH iCKe KOCbIHbI3.

= TuicTi enwemzeri MackaHbl KONAAHbIHbI3 XIHe
OHbIH, ZlypblC OPHaNacyblH TeKCepiHi3.

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

g U vy
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TazanaypblH, )XeTKINIKCI3AINHEH XXapakaT any

Kkayn!

= Anfall KongaHap anfblHAa Macka 6eniktepiH
TazanaHbi3 («Tazanay aHe rurneHanbik eHaey»
TapaybIH KapaHbi3).

= MackaHsbl yAaiibl Tazanan oTbIpbIHbI3.

= KnuHvkanblk optaga emaenyLui aybickaHaa:
Mackanapdsl eHOey HyckayblFsl KyXaTbl
HYCKaynapblH OpbIHAaHbI3 («MVrMeHanbIk,
eHAey» Tapaybl KapaHbi3).

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

Anneprusanbik peakumsnap TyblHAaFaH

XaFaanaa >kapakat any kayni!

= Mackaga KonaaHbinFaH Mateprangapap!
eckepiHi3 («MaTepuangap» TapaybiH KapaHbi3).
MackaHbl Tek MeAuLIMHA KbI3MeTKepiHiH
HyCKaybIMeH KOnAaHbIHbI3.

= Ta3apTKpILL Kypanabl TaHAaFaHAA TybIHAAYbI
MYMKIH anneprusiiblk peakumnsnapAbl eckepiHis.

bac KMIMHIH, AypbIC OpHanacnaybiHa

6alinaHbICTbl XXapakaT any Kayni 6ap!

Erep 6ac Kvim TbiM KaTTbl TapTblica, Macka TbiM

TbIFbI3 OPHaNachIn, 6eTTi KbICyAbl XaHe TepiHiH,

Kbl3apyblH, Xapanap Hemece 6eTTiH iCiHyiH TyAbIpybl

MYMKiH.

= Macka bIHFalinbl XXaHe TbIFbI3 TypaTbIHAAN eTin

6ac KMiMAi AypbIC OPHANACTbIPbIHbI3 (n cypeTiH
KapaHpli3).
4 ©OHIM cunaTTamMachl

XekenereH 6eniktepAiH KepiHici angbiHfbI 6eTTe
KepceTinreH.

1 backa apHanfaH 5 | AliHanmansbl rmnb3a
bengik
2 | bainaHbicTbipyWbl |6 | Macka koprychl
3NeMeHT
3 | BypbIWThIK 7 | backa apHanfaH
6en4iK KbICKbILLbI
4 | AnaTtTbik Aem 8 | Macka xacTbifbl
LLIbIFApy KnanaHs! (Hyckara
6alinaHbICThI eki
XacTblk 601ybl
MYMKIH)

CaliKkec KypbiiFblIap

Keinb6ip KypbinFblnapapl bipre KongaHy kesiHzge
KYPbINFbIAA KepCeTinreH Tepanusiiblk KbiCbiM
MacKajarbl HaKTbl KbICbIMFa CAMKeC Kenmeyi MyMKiH.
[apirep MamaHfa KypblaFbiHbI MackagafFbl HaKTbl
KbICbIM Tepanusanblk KbiCbIMFa Calikec bonaTtbiHAal
eTin peTTeTiHi3. byn peTTey Tepanus KesiHge
KONAaHbINATLIH Macka TypiHe CalKec Xyprisinyi Tuic.

[em LbiFapy xyliec

Macka KipiKTipinreH gem LublFapy xyiiecimeH
XabAblKTanFaH. [leM LbIFapbiiFaH aya caHplnay
apKblbl LWbIFaAbl.

AnaTTbIK ieM LWbiFapy KnanaHbl (AAV)

KypbInfbl iCTeH LWblkkaHAa anaTTblk kaanaH
allbINbIN, eMaenyLUi KopLuaraH OpTaHblH ayacbiMeH
Aem anagbl.

Xbingam ety xi61 (KocbiMLLA)

Kbingam weLuy xi6i TeTeHLLe XaFAaii4a MackaHbl
T€3, 9pi OHali awwyra MymMKiHAIK 6epeai (SOS cypeTiH
KapaHbl3).

5 Ta3apTy X9He rmrneHanblk,
eHAey

5.1 MackaHbl Tasanay

1. TaszanayaaH 6ypblH KONbIHbI3AbI XYbIHbI3.

2. MackaHbl 6eniektey (n CYpEeTiH KapaHbi3).

3. MackaHbl konmeH (makc. 30 °C, 1 1 cyra 1 ma

XYMCak Ta3apTKbILW Kypan) ToMeHaeri kecTtere
ColiKec TazanaHpl3:

&K

6 Akaynap Tepanusinblk KbiCbIM 4rMa-25rMa
Akay Ce6ebl KongaHbinatbIH IS0 4871 cTaHAapThl
apeker 60IibIHLIA LY WhIFaPYAbIH,
- — KepceTireH eki MaHAI MaHi:
Ke3giH etne | Macka Tbim bac 6engiriH [IbIBbIC KbICIMbI AeHreii 19 45 (A)
xenre 6oc. KaTTbipak, [bI6bIC KyaTbl AeHreii 27 46 (A)
yLbIpaysl TapTbIHbI3. AybITKY 346 (A)
Macka calikec | ApHaiibl gunepre Temnepartypa:
Kenmengi. xabapnacbliHbl3. KongaHy kesiHae +5 °C xaHe + 40 °C
Tepanusnblk | Macka aypbiC | MackaHbl kaiTa TacbiManaay xaHe cakray Zgo%anbwb'”%oc
KbICbIMFa KON | PETTE/IMEreH. | peTTeHs. ) apaﬁ;?ti:p,a
KETKISITMENAL. Macka Macka xacTblfbIH ENISO 17510: 2020
XKacTbIFbl aybICTbIPbIHbI3. KonaakelnFaH craHAapTTap -
3aKbIMAANFaH. MDR (EO) 2017/745 6oliblHLLA Ila
TyTikTep TyTikTep xyiteci OHIM Knackl
Xyieci MeH OHbIH AypbIC

3aKbIMAANFaH.

OpHaTblAFaHbIH
TeKCepiHi3.

Tepanusnblk | AnatTblk Aem
KbICbIMFA KO/ | LUbIFapy
XeTKizinmengi. | knanaHbl
aKaynbl.

AnaTTblk Aem
LblFapy
KnanaHbIH
aybICTbIPbIHbI3.

7 TexHuKanblK Aepekrep

Macka XKumir opekeTt

6eniri

Bapnbik KYH caliblH | 15 MUHYTKa CyFa canbin,

macka XYbIHbI3. 3 MUHYT 60MbI

6enikTepiH XyMcak, LeTkameH
Ta3aNnaHbi3.

backa anTa caliblH| 15 MUHYT 60iibI XybIHbI3.

apHanfaH

6engik

Bapnbik 6enikTepai (MblHagaH 6acka: anatTblk 4em
LWblFapy knanaHbl 6ap 6YpbILUTLIKTLI) anTacsiHa 6ip
PeT bIAbIC XYFbILL MaLLNHajA Ta3anayFa 6onagsl
(makc. 70 °C TemMnepaTypaza, XyMcak, XyFbliLL 3aTMeH,
6aFaapnamaHblH, MaKcMangpl y3akTbiFbl 90 MUHYT,
XOFapFbl cebeTTe, 6enek LWat PexvMiHae).

4. bapnblk 6enikTepsi Taza CyMeH LalblHpI3.

5. Bapnblk benikTepai ayaga KenTipiHi3.

6. beniktepge xapblkTap MeH MaibICyAblH,
60/IMaybIH KO36€H LLObIN TeKCepiH;i3.
3akbIMganfaH 6enikTepai ayblCTblpbiHbI3. TYCiHIH,
©3repyiHiH eLl 3VsiHbI XOK,.

7. MackaHsbl KaiTa KypacTbipblHbI3 (B CypeTiH
KapaHbi3).
5.2 T'vrueHanbik eHAey (KIUHUKaNbIK,
opTajaa)
Emaenywii aybickaH xargainaa "Mackanapdel eHoey
HyCcKayblFbl” K\XKaTbIHAAFbI HYCKaynapabl
OpblHAaHbI3. KyXaTTbl @HAIPYLLiHIH CaliTbiHaH Taba

anacbi3. CypayblHpl3 60MbIHLLIA By KyXaTThl Ci3re
Xibepe anambis.

5.3 Koo

MackaHb! TYPMBICTbIK KOKbICKa TaCTaHbl3.
KnnHukanbik optaga: MackaHbl aypyxaHa
epexenepiHe Caikec X0t KaxerT.

Onwemaepi MM-Ae

! KongaHy y3akTbiFbl Tazanay carnachbiva,
KONAaHbINATLIH Ta3apTKpILL Kypanaapra, KYHAeNiKTi
KONAAHY yakbITblHa, TepanusblK KbICbIMFa XaHe
Xeke Tep 6eniHyiHe bainaHbICTbl. EKiHLWI Macka
XacTbIFbIH Naiiganany (kocbiMLa 6epince) konaaHy
Mep3iMiH y3apTnangbl.

8 MaTtepunanpgap

MackaHblH bapnblk 6enikTepiHiH KypamblHAa 1aTekc,
MNBX (nonveuHUAXNOPUA) XaHe AT
(avatunrekcundranat) xaHe BPA (6ucheHon) xok.

KOHYC

(ExBXT)
S enemi 93 x 145 x 89 Backa apHasFaH CO (Makra), PA (Monvamua),
M eniemi 93 x 160 x 90 6engik PU (MonwuypeTaH)
L enwemi 93x 174 x 91 5 PA (1 )
XL enemi 96 X185 x 100 acka apHaira ONMamMnA
6engik KbICKbILLbI
CanManl‘ Xbingam wetwy xi6i| PET (MonuatuneHtepedranar
S enwemi 93r
M enwewi 97r TanwsiFsl), PA (Monvamug)
L enwemi 102r Xbingam wewy xi6i| PA (Monnamug), POM
XL enwemi 109t KbICKbILLIbI (MonnokcumeTnnen)
©ni KeHiCTiK Kenemi MaHgaii Tiperi PA (Monvamua)
S enwemi 180 mn Eaii PA(T]
M eneni 219 Mn aANaHbICTLIPYLLbI (Monnamua)
L enwemi 244 mn SNIEMEHT
XL enwemi 291 mn Macka Koprycbl PA (Monnamua)
TyTiK KocblnbIMbI: EN ISO [JnameTpi 22 Mm Macka XacTblIfbl SI (CunukoH)
5356-1 cTaHAapTbIHA Calikec (kapaybIWwThI) BYpILITHIK PA (Monnamiung)

AFbIHFa KapCbINbIK

AliHanmansl rib3a| PA (Monnamua)

AnatTblk em SI (Cunukon)

LbIFapy KianaHbl

KnanaH 6ekiTkiwi

PP (Monvnponunen)

50 /MUH Ke3iHae 0,12rMNa
100 n/MVH KesiHge 0,5rMa
AAV aFblHFa Kapcblblk,

[em any kesiHge 50 n/MUH 0,6 rMa
[em whirapy KesiHge 50 i/ 0,8 rMa
MUWH

AybITKy Weri: + 0,2 rlMa

AAV aybicy KbICbIMbI

Awly <1,0rMa
Xaby <4,0rMa
Manganany mepsimi 5 XblN

KongaHy y3aKTbiFbl

12 aitfa geniv’
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TyTawTbIpyy PA (Monunamung)

3/IEMEHTU

Cumson |CypeTTenyLu

MackaHbIH koprycy | PA (Moavamua)

CE mapkanoo (npogyKT Triewwenyy
eBponanbik AupekTviBanapra/

3pexenepre bianbik SKEHANTUH
TaCTLIKTAlT)

% MmnopTTooUy

MackaHblH SI (cnnwvKoH)
Xazabirbl

BypuTyk 66/1yK PA (Monvamua)
Bypynyyuy PA (Monvamna)
(anaHma) maHxet

ABapUANbIK AeM SI (cnmKoH)

4blrapyy KnanaHsbl

[ cH [Rer] | bliirapbIM yKyKTYyy eKyn

KnanaH kynnycy PP (MonvnponuneH)

O

BbacbiMm-arbIM MyHe3gemecy

o H 10 15 2 25 30

Tepanusnbik 6acsim (rfa)

OpTOYO MNAHAALITLIPLIATAH arbif Ybiryy (1/MuH)

10 benrunep >kaHa cmmBoJ140P
TeMeHKy benrunep xaHa CUMBONZOP MPOAYKTKa,

akceccyapnapra Xxe TaHrakka TMpkKeamwm MyMKyH.

11 Kenunnguk

Lowenstein Medical Technology xaHbl opurnHangyy
Lowenstein Medical Technology npoayKumsacbIH xe
Lowenstein Medical Technology TapabbiHaH
OPHOTYNraH 3anacTbik 66AYKTY caTbin anraH
KapAapra, oo NPOAYKT YUYH KONAOHYYYYy
KeMUAAMK LIapTTapbiHa blNalblK XaHa TOMEHAe
KepCeTyNreH Kenmnank MeeHeTTepy 60toHYa, caTbin
anblHraH KyHAeH TapTbin YeKTenreH eHAYPYYUYHYH
KenunamruH 6epet. Kenmnamk wapTtrapsbl
OHAYPYYUYHYH CaiTbiHAa 6ap. KaanooHysra xapalua
KeNUAAUK LIapTTapbIH 4a c13re XeHeTyn bepebus.

Kenunamkke xaHa Xoonkepymankke 6annaHbiLTyy
ap kaHaall goomatTtap, arepae KongoHyy 6otoHua
KepceTMenepae CyHyLITanraH akceccyapiap xe
6aLuTankbl 3anacTbik 6enykTep KongoHynbaca,
Xapakcbi3 60010T.

Kenvnamk Tanan KblnbIHraH yuypaa, aanc
AVIEPVHM3Te KakpbliblHbI3.

Cumson |CypeTTenyL

OHAYPYYYY XaHa eHAYPYLUTYH AaTackl,
arepge KoNAoHynca

MpoaykTt Kenunnguk

MeeHeTTepy
Mackanap, aHblH nunHze 6an
akceccyapnap

MpoayKT NAEHTUGUKALMSNBIK HOMEPH
(MeaMUMHanbIK WakMaHgap Y4yH
BUPAVKTYY MPOAYKT 3TUKeTKaChI)

ByiipyTMaHbIH HoMepK

MpoayKTTy MeAVLMHaNbIK WalimMaH
KaTapbl aHbIKTANT

KongoHyy 6otoHua kepceTMenepay
aTKapbIHbI3

TpaHCNopT aHa cakToo YYyH ypykcat
BepvnreH TeMnepatypa AvianasoHy

KepceTynreH MeeHeTke YelivH
KOJIZOHYYra Xapaiit

b0 = B & 5k

|
/\/\T/< KyH HypyHaH Koproo
AN
m
LOT/| | MapTusHbIH Homepn

12 UWarikeWwTUK geKnapauusacol

YiWwyHy MeHeH eHaypyydy Lowenstein Medical
Technology GmbH + Co. KG (Kronsaalsweg 40, 22525
Hamburg, FepmaHus) 6yn NpoaykT EBponaHbIH
2017/745 caHbl MeHEH 6eKUTUATEH MeANLIMHANBIK
6ytoMaap XeHYHAery pernamMmeHTTUH TueLlenyy
TananTapblHa LalKeLl KenepyH TacTbIKTanT.
LLlalikelTVK AeKknapaLmnaCbiHbIH TONYK TEKCTUH
BHAYPYYYYHYH NHTepHeT-bapak4acbiHaH
(www.loewensteinmedical.com) Taba anacbl3.
EBpona bupumamnrunge: KongoHyyuy xaHa/xe
6elTan KaTapbl, NPOAYKTKa 6ainaHbILTYy 60AroH
6apAblK 0NyTTYy OKysinap XeHYHAe eHAYPYY4Yyre
XaHa bliirapblM YKYKTYy OpraHra 6uagnpuLInHms
Kepek.

LMT 68297 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 Wwretyy

MackaHbl KONZOHYY YUYYH TOMBHKY Kagamaap
CYPOTTOPAS KOPCOTY/TeH:

n MackaHbl TarblHyy

ﬂ MackaHbl OpHOTYY
MackaHbl anbin canyy

n MackaHbl 6enyy

B MackaHbl Yoryntyy

Kepyy MyYMKYHUYNyry KOK XaHa Kepyycy Hauap
KOIAOHYYyUynap yyyH

KongoHMo Hyckama eHAYPYYHYHYH MHTepHeT-
6apakyacblHzarbl "xykTee" 6enymMyHAe
3N1eKTPOHAYK dopMaTTa Aa XETKUNKTYY.

2 Kwnpwuwyy
2.1 KongoHyy makcaTbl

CARA Tonyk 6eTke apHanraH Mackacbl Mackacbl YKy
arnHO3CMH Aapblaooz0, OLLIOHAON 3/1e
BEHTUNALMSANBIK XETULLICU3ANT 6ap beliTanTapabl
MHBa3MBAYY 3MeC XaHa Y3ryNTyKCy3 XaLlooHy
KamcbI3 Kblna anbaii TypraH Aem anyy ydypaapbiHaa
KongoHynat. An belitan MeHeH Tepanusbik
annapaTTblH OPTOCYHAArbl 6ainaHbILL 3N1eMeHTU
KaTapbl KbI3MaT KblnarT.

2.2 Kapuibl KepceTmenep

MackaHbl < 30 kr canmakTarsl beitantapra
KongoHyyra 60160MT.

MackaHbl TOMEHKY ydypnapaa KonAoHyyra 60n60omT:
[lapoo NHTY6ALMAN00HYH 3apbINAbIrbl, 3C-y4yH
XOroTyy, KYTYN66reH Kycyy.

MackaHbl TOMBHKY y4ypnapAa raHa e3reye sTUATTbIK
MeHeH KoNAoHCOo 60/10T: BeT TepucuHaeru
6acbiMAaH 6oNroH TakTap XaHa Kypy xapakatrap,
6eT alimarbIHAarbl Tepy anneprusnapsbl, 6eTTH xe
MypYH-Tamak X0nA0pyHyH AepopmaLmanapel, 6et
aiimarblHAarel Kypy oopynap, xeTten pedaekcrHuH
YeKTeNLLIV e XOKTYrY, KnaycTpodpobus, Kypy
XYpeK arnaHyy.

Macka Hebynaiizep MeHeH KONAOHyyra xe
aHecTe3usNbIK Macka kaTapbl naiganaHyyra
bINaANbIKTYY IMeC.

Srepge yLUyn XarAannapabiH KancblHbICHI C3re
THeLLenyy SkeHnHe vlleHbecers, aHaa
MeAMLIMHANbIK KbI3MaTKePUHU3re KaipbliblHbI3.
XKabayyHysay konaoHyy 6otoHua kepceTMenepaery
KapLUbl KepCeTMenepay 3cke anbiHpI3.

2.3 Tepc Taacupnepm

MackaHbl KoNJ0HYYAa TEMEHKY Tepc Taacmpnep
nanga 6onyLLy MyMKYH: MypyH ByTyy, MypyH
KypraLubl, 5pTeH MeHeH 003ZyH KypraLlbl, XaHaLua
KeHZAennepae 6acbiM Ce3vIMU, KOHBbIOHKTVIBAHbIH
AYYNYTYYCY, Tepu Kbi3apyycy, 6eTTern 6acbim
TaKTapbl, 6ETTVH LUNLIULLIV, AeM anraHAa ThiHYbIH
anraH YHASPAYH YbIrbiLLibl.

Byn Tepc Taacvpnep naiga 601co, MeAnLMHa
KbI3MaTKepUHe KalpbIbIHbI3.

2.4 KnunHukanbik nanga

Tepanus annapaTtbiHbIH TepanusbIk
HaTbIXanyynyryH belitanka XeTkupyy

3 Kooncy3ayk

SCKEPTYY! ©Te xoropy KOpKyHyY TyyaypraH
aban. rep TEMBHKY KBpPCaTMenepre KeHyn
6ypb6acaHbli3, ONyTTYy, KANTAPbINTLIC Xe 6AYMre
anbin KenreH xapakatrap 60ayLly MyMKYH.

By3ynraH >xe KaTyy acKMpreH macka

66/IYKTOPYHOH >XapakaT anyy KopKyHyuy 6ap!

= Ap 61p KONAOHOPAYH anjblHAA XaHa ap 6up
Ta3an00/0H KNANH Ke3 MeHeH TekLuepyy
XXYPry3yHy3. 3apbin 60/1€0, Macka 6eayKTepyH
anMaLUTbIPbIHbI3.

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

CO, TonToNyLUYHaH >XapakKaT asyy KOpKYHy4y

6ap!

Benyn ybirapbiaraH kemyp Kbiukbin rassi (CO,)

Mackaza TonToNYLLY MYMKYH.

= Tepanus Xypyn xaTkaHza raHa MackaHbl
KOAOHYHY3.

= MackaHbl KepceTynreH TepanusaHbiH 6acbiMbl
AnanasoHyH/Aa raHa KONAOHYHy3.

= MackaHbl 63 anjpblH4a Ybirapa anbaraH
6elitanTtapra KONZ0HO0HY3.

= Ap 61p KONAOHYyAaH MYpYH, 83reye
KblpAaanjarbl 4em Ybirapyy knanaHaapbiHbIH
aYbl/bILLbI SPKUH 3KEHWH TeKLLIEPUHW3.

= [lem ublrapyy TyTyMAapbIH XannaHbi3.

KblUKbINTEKTN KONAOHYYAAH yNaM >KapakaTt

anyy KopkKyHyuy!

KblUKbINTEK KMAMMAE, TOLLIOKTS XaHa YayTa

TONTOANYLY MYMKYH. Koproouy xabzyynapcsi3

KbIYKbINTEKTUH KMPrU3UAWLLV 6pTKE anbin Keamwm

MYMKYH.

= 3apbln 601roH yuypAa: KblukbINTek KOONCy3ayk
KnanaHzgpbl KOAAOHYY.

= KblUKbIATEK KUPrU3yy CUCTEMAChIH KONAOHYY

6010HYa kepceTMenepay aTkapblHbI3.

Tameku veryyre 60160¥T.

AubIK XanblHAaH anbiC 601yHy3.

BenmeHy aKLubl XenaeTun TypyHys.

MackaHbl MalcbI3 cakTaHbl3.

XKabayyHy kongoHyy 60roH4Ya KepceTmenepaery

KOOMCy3/yK KOPCOTMONOPYH CaKTaHbI3.

BeliTanka >eTMLLCU3 KaMCbI300

KepCoTY/ICo, )KapaKaT anyy KopKyHy4y 6ap!

= Ty3MeKTery BakyyM XaHa arbin KeTyy
CUTHaNM3ALMACHIH ULITETYY.

= MacKaHbIH biNalibIKTyy 6146MYH KONAOHYHY3
XaHa aHbIH 6ekeM OTypraHblH TeKLLIEPUHN3.

= ©3angblHya AeM anyycy YeKTenreH
6elTanTapAbl KO36MenAeHy3.

R
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Ta3an00HYH XeTULLCU3AUTUNHEH yNaM

>KapakaT anyy KopKyHyu4y!

= BMpKHYM X0Ny KONAOHYYAAH MyPYH Macka
6enYKTepyH TasanaHbi3 (Ta3anoo xaHa
ruryeHanbik Aasipabik 66ayMyH KapaHbi3).

= MackaHsbl y3ryaTykcy3 Tasanan TypyHys.

= KnuHvkanelk yerpese beritantapab!
anMalTbipraHaa: JokyMeHT Mackanapos!
43P0 DOKOHYa KepceTMensepay aTkapbiHbI3
(rurmeHanbik 4aspaoo 66nyMyH KapaHbi3).

A\ 3CKEPTYY! Koontyy a6an. TemeHgery
KepceTMenepay aTkapboo XeHu Xe 0pToUo
apaKar asyyra asbin KemMLm MyMKyH.

AnnepruaaaH ynam >xxapakar anyy

KOPKYHYyu4y!

= Mackaja KonAoHyNraH Mateprangapasl
6aiikaHbi3 (MaTepranaap 66ayMyH kapaHpi3).
MackaHbl MeAnLMHa Kbi3MaTKepyt MeHeH
KeHeLUKeHAeH KNANH raHa KONAOHYHy3.

= Ta3anoouy kapaxatTbl TaHA0O0A0 MYMKYH
60/rOH anneprusra KeHyn 6ypyHys.

Balu 600HY Tyypa amec )KeH/e6/16H XapakaT

anyy KopKkyHyuy!

Ball 600CyH eTe kaTyy TapTCaHbli3, Macka eTe

KbICbI/bIN 6eTKe 6acbIM KblbIM, TEPUHUH

Kbl3apyyCyH, 6acbIM 13JepViH e 6eTTUH WNLINTVH

XapaTblLbl MyMKYH.

= Bal 600CyH Tyypa xeHzAeHy3 (cypeTTy kapaHbi3
B), Macka blHrainyy xaHa aba yblknaraHzan
ThIlbI3 OTYPYLLY Y4YYH.

4 TpopyKTTYyH cypeTTenyLuy

BenykTepayH AeTangyy cypeTTenyLly 6allkbl 6eTte
KepCOeTyNreH.

ABapusAnbIK KbipAaania Aem Ybirapyy knanaHbl
(AAV)

Srepge Ty3Mek MLTebeit Kanca, LWallbibiw Aem
anyy knanaHbl aybinbin, 6eiiTan ainaHagarsl abaHsbl
Jem anart.

Y3yyuy »un (Kowymua)

Y3yyuy Xun e3reqe KbipAaangapaa MackaHbl Te3
KaHa OHOW Ky/MyCyHaH Ybirapyyra MyMKYHUY/IYK
6epet (SOScypeTyH kapaHpi3).

5 Tasanoo xaHa rurmeHanbik
Aaapaoo

5.1 MackaHbl Ta3anoo

1. Ta3anoofoH MypyH KOAY Xyyn anbliHblI3.

2. MackaHsbl 6enyn anyy (n-CYpGTTY KapaHpl3).

3. MackaHbl Kongo TasanaHei3 (Makc. 30°C, 11

cyyra 1 M/ KyMLUAK Xyyryy Kapaxar) TOMeHKy
Tabnvyara blnablk:

&

6 MwTeeaarol MyuynyLUTYKTOp

MackaHbiH [XKbIlTbiK  |/w-apakeT

6enyry

MackaHbIH | KyH caiibiH | 15 MyHeTKe Yaiikan,

6apablk Xyyn canblHbl3. 3 MyHeT

6enykTepy XyMLLAK Ta3anoo
LLieTKacbl MeHeH
TasanaHpl3.

MyuynywTyk |Ceben Yapa
Ke3re aba Macka eTe Baw 600cyH
Kmpet 6oL oTypaT. | KaTyypaak
TapThbiHbI3.
Macka AgncTewTrpuareH
blnawibIk caTyy4y MeHeH
Kenbemr. 6alnaHbIWbIHbI3.
[lapsinoo Macka Tyypa | MackaHbl Kaiipa
6acbiMbl amec Tyypanan
XeTnenr. XOHAGNTeH. | XXEHABHY3.
MackaHblH JKa3gblk4aHbl
Xa3Ablkyachl | aNMaLUTbIPbIHbI3.
6y3ynraH.
TyTyK TyTyK cucTemachiH
cmucTemacl XaHa aHbIH Tyypa
Oy3ynraH. TyTalKaHbIH
TeKLepUHW3.
[lapbinoo ABapus/bIK ABapus/bIK Aem
6acbIMbl [eM ublrapyy | ubirapyy
XeTnenr. KnanaHbl KnanaHbIH
6y3ynraH. aMaLLTbIPbIHbI3.

7 ©3redvenykrepy

baw 6oo | xyma 15 MyHeTKe YeluH

cucTemMachl | calibiH XKYYHY3.

Yblrapyy knanaHbl

1 | baw 600 Bypynyyuy
cucTemach! (aiinaHma) maHxeT

2 | TyTawTbipyy MackaHbIH Kopnycy
3N1eMeHTU

3 | BypuTyk 6enyk Bannoo beknTk4m

4 | ABapusanbIK fem Macka xa3gbirbl

(BapmaHTKa
XapaLua, 3Ki Macka
Xazabirsl
KETKUAVKTYY)

LLlarikeww kenreH xab6ayynap

K33 6up LwalimaH aiKkanbIlTapbl Y4yH, ULL
XY3YHAery 6acbiM LualimaH KepceTkeH Tepanus
6acbIMbIHa Tyypa kenbeiiT. Mackagarb! v
XY3YHAery 6acbiM TepanusHbiH 6acbiMblHa Tyypa
KENMLLIV YUYH, TY3MBKTY MeAULIMHA KbI3MaTKepy
XeHzen bepuin kepek. byn napameTtp Tepanus
y4ypyHAa KONAOHYNraH Macka Typy MeHeH
XacanblLLibl Kepek.

AeM Yblrapyy cucremachl

Macka vHTerpauusinaHraH 4em anyy TyTyMyHa 33.
YbirapbiaraH aba 6oLwUTyK apKbinyy Yblrbin KeTeT.

bapabik 6enykTep (kolunoroHao: ©3reye Aem anyy
KnanaHbl MeHeH BypuTapbl) MANLL Xyyryy
MalLLMHACbIHAA XYMa CaliblH Ta3anaHbiLlbl MyMKYH
(mMakc. 70 C, >ymLuaK Xyyryy kapaxatsl, Makc. 90
MYHeT NporpamMmaHblH Y3aKTblIrbl, XXOrOpKy ce6eT,
©3YHU® XYY LMKNN).

4. BapAblk 66NYKTepAY Ta3a Cyy MeHeH YaiikaHbl3.

5. bapablk 6enyktepay Kypratyy.

6. Xapakanapsbl xaHa gedpopmaLysnapsl bap xe
XOK 3KEHAUMNH K83 MeHeH TekLuepyy
XYPry3yHy3. XXabbipkaraH 6enykrepay
anMaLLTbIPbIHbI3. TyC 83repyynepy KOONTyy amec
XaHa KoNjoHyyra TOCKOONAYK KblnbaiT.

7. MackaHbl yoryntyy (B-CYpGTTY KapaHpl3).

5.2 T'vrneHanbik AaspabiK
(KIMHUKaNbIK Yelipe)

Belitan e3repreH yuypaa, mackanapds! 0aspooo
60t0HYa K8pPCcemMmMenepdy AMKapPbIHbI3. LOKyMEHTTI
BHAYPYYYYHYH CaiiTbiHaH Tabyyra 60n10T.
KaanooHy3ra xapatua OKYMEHTTU CH3re XOHeTyn
6epebus.

5.3 Ytunusauyusa

MackaHbl yii TalTaHAbINapbIHA TalTaHbI3.
KnuHukanelk velipege: OopykaHa spexenepuHe
blNarblK MackaHbl TaLLITaHpI3.

©nueMaepy MM MeHeH
(BxHxT)

S enuemy 93 x145x 89
M enuemy 93 x 160 x 90
L enuemy 93 x 174 x 91
XL enyemy 96 x185 x 100
Canmartl

S enuemy 93r

M enuemy 97r1

L enuemy 102r

XL enyemy 109 r
l'a3 anmatuyycy xypbereH

pecnvpaTopAyk 180 mn
MEeNKUHANKTUH Kenemy 219 mn

S enyemy 244 mn

M enuemy 291 mn

L enuemy

XL enyemy

TyTyK TyTawTbiproiysl: EN ISO
5356-1 cTaHAapTbIHa blnabIK
KOHYC

@ 22 MM (3pKek)

AAV arbiM KapLUbbITbI

50 ANTP/MYH bINAAMABIK
MEeHeH Jiem anyy

50 IUTP/MYH binZaMAbIK
MeHeH JieM Yblrapyy
NwTeecyHyH yekTepu: £ 0,2
rfa

0,6 rfMa
0,8rMa

ABapUsNbIK AeM Yblrapyyuy
knanazsl (AAV) koTopyy
6acbimbl

Auyy

XKabyy

<1,0rMa
<4,0rMa

MwTee MeeHeTy 5 XblIn

KongoHyy MeeHeTy 12 aiira yeiinH'

Tepanusnblk 6acbim 4TMa-25IMa

ISO 4871 cTaHAapThl 60KOHYa

KepCeTYNreH 3k caHayy YH

YbirapyycyHyH KepceTkyuy:

YH 6aCbIMbIHbIH A€H331 19 geumben (A-

YH Ky6aTTyyNyryHyH AeHrasnv | ¢uabTp MeHeH

Benrncnsgnk koadpdrLmeHTH 6/46HreH)
27 neumben (A-
GUNbTP MeHeH

O/UBHIEH)

3 geuvben (A-
GUNbTP MeHeH

ONUBHIEH)
Temnepatypa:
Nwretyy +5°C1aH +40 °Cka
TaLuyy >aHa cakToo yennH
-20°CTaH +70 °Cka
yelinH

KongoHmo ctaHAapTTapsl EN ISO 17510: 2020

MDR (EC) 2017/745 binaiibik Ila
MPOAYKT KNacchl

! KongoHyyHyH y3aKTbirbl Ta3anoo XaHa 1a3anoo
KapaxaTTapbl, KYHYMAYK KNiAyy ybakTbICbIHa,
Tepanus KblCbIMbIHA XaHa Xeke Tep cekpeLunacbiHa
K63 KapaHbl. JKVHUM Macka TeeHeryuTy KonaoHyy
(TaHAaNMa TYpAS KaMTbITaH) KbI3MaT MEBHeTYH
y3apTnamr.

8 MaTtepmnanpgap

MackaHblH bapgablk 6enykTepy natekc, PVC
(nonveuHUNXNOpUA), DEHP (anaTunrekcundranar)
aHa BPA (6vicdeHon A) kamTbIBaiT.

ArbIMAbIH KapLUbIbITbl

50 IUTP/MYH bINAAMABIKTA
(>xkannel MaaHuzge)

100 MUTP/MYH bINZaMABIKTA
(xkannel MaaHuge)

0,12 rMa
0,5rMNa

Baw 600
cucTemMachl

CO (naxra), PA (nonnamua),
PU (nonwvypetaH)

Baiinoo 6ekutkunum | PA (Monnamua)

Y3yyuy xun PET (nonunatunentepedranat
6ynacl), PA (nonnamug)

Y3yyuy Xunke PA (nonuamug), POM

apHanraH (nonunokcumeTnnex)

6eKnTKNY

MaHgaii TasHblubl | PA (Monuamua)
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BMpO6HUK | AaTa BUTOTOB/IEHHS

IaeHTVdiKaUiliHW HoMep BUPObY
(yHidikoBaHe MoO3HaUeHHsS MeAUYHIX
BMPO6IB)

Homep 3amoBneHHs

Mo3HayeHHst BUPOBY SK MeANYHOTO

3BaxaTu Ha iHCTPYKLIitO 3 BUKOPUCTAHHS

[lo3BONeHWIA Aiana3oH Temnepatyp ANs
TPaHCMOPTYBaHHA Ta 36epiraHHs

BrikopwcTtaTtit 40 BKa3aHoi 4atn
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Homep naprii
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MapkyBaHHs CE (niaTBepaxye, Lo B1pi6
BiANOBIAa€E €BPOMENCHKIM ANpeKTUBaM/
pernameHTam)
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YNOBHOBaXeHWii NpeACTaBHUK

11 TapaHTIA

Komnanis Lowenstein Medical Technology Hazae
KNi€HTY Ha HOBUIA opuriHanbHUIA BUPi6 Lowenstein
Medical Technology i Ha BCTaHOBNEHY KOMMaHi€EL0
Léwenstein Medical Technology 3anuactuHy
0bMexeHy rapaHTito BUPOBHMKA 3riHO 3 YUHHUMM
4NS BiANOBIAHOr0 BUPOBY rapaHTinHUMM yMoBamMu
Ta 3a3Ha4YeHNMU HKYe rapaHTInHUMI CTPOKaMK,
NOYMHaUM 3 ATV MOKYMKK. 3 rapaHTiRH1MK
yMOBaMMW MOXHa 03HaOMUTNCA Ha CanTi
BMPOBHMKa. 3a baxkaHHAM TakoX HagiLLneMo Bam
rapaHTiHi ymoBu.

HeobxigHO 3BaxaTu Ha Te, Lo OyAb-AKi rapaHTiliHi
3060B'A3aHHA 1 BiANOBIAANbHICTb BUPOOHMKA
BTPayaloTb CWNY, SKLLO He BUKOPUCTOBYHOTHCA aHi
peKkoMeHZAOoBaHe B iHCTPYKLIi 3 BUKOPUCTaHHA
npunaaas, aHi opuriHanbHi 3an4acTUHN.

Y rapaHTiliHoMy BMNaAKy 3BepTaiTecs 40 MiCLIeBOro
avnepa.

Bupi6 FapaHTIAHI CTPOKK

Macka 3 npunagaam 6 micauiB

12 [eknapauia npo BIANOBIAHICTb

Linm BupobHuK Lowenstein Medical Technology
GmbH + Co. KG (Kronsaalsweg 40, 22525 Hamburg,
HimeuunHa) 3aBAsE, WO BUPI6 BUKOHYE BIAMOBIAHI
BUMOTW PernameHTy o0 MeanyHux Bupobis (€C)
2017/745. 3 NOBHWM TEKCTOM Aeknapavjii npo
BiANOBIAHICTb MOXHAa 03HAMOMUTICS Ha CalATi
BUpo6HMKa (www.loewensteinmedical.com).

Y kpaiHax €C: sik kKopucTyBay Ta/a6o naLieHT By
30008B'A13aHi NOBIZOMAATY BUPOOHMKOBI Ta
BMOBHOBAXeEHIli yCTaHOBI MPO BCi CePiO3HI BUMAAKK,
noB'si3aHi 3 BUPOHOM.
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1 BuKopucTaHHA

Ha intocTpaLlisx 306paxeHo HaBeZeHi HUX4Ye eTanu
BVKOPWCTaHHS MacKu:

n HaaaraHHsa Macku
B reryniosanns mackm
3HATTA Mackm

n Po361paHHa Macku

B 36vpaHHs Macku
[Ans He3psumMx a6o cnabo3psaumnx KOpPUCTYBaUIB

IHCTPYKLis 3 BUKOPUCTaHHA J0AaTKOBO
NPOMOHYETLCA B €NeKTPOHHIV Bepcii B po3aini
3aBaHTaxeHb Ha CaiiTi BUPObHMKa.

2 Bcryn
2.1 Mpun3HayeHHA

Macka CARA Full Face npusHaveHa Ansi NikyBaHHA
anHoe CHy Ta /18 HeiHBa3MBHOI BEHTUAALLT
NauieHTIB i3 ANXaNbHOK HEAOCTATHICTHO, LLIO He
noTpebyroTb MIATPUMKM XUTTA. BoHa 3abe3neuye
3'€/JHaHHA MiX NaLiEHTOM i TepaneBTUYHUM
anapaTom.

2.2 TpoTunokKasaHHA

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

Macky 3ab0pOHSETLCA 3aCTOCOBYBATM B TaknX
BUNajKax: HeobXiAHICTb HeraliHoi iHTy6aLii, BTpaTta
CBiJOMOCTi, rocTpa 61t0BoTa.

Macky HeobxiHO BUKOPUCTOBYBATH 3 0CO6AVBOID
06epexHiCcTio B Takux BUNagkax: TUCK abo rocTpi
TPaBMU LLKipW 06AMYYS, aneprivHi peakwii Lkipn
0611448, gedpopmaii 06a14Us abo HOCOTNOTKM,
rocTpuii 6inb y AiNAHLi 061144, BiACYTHIN abo
nopyLUeHWii KalaboBuin pediekc, knayctpodobis,
roctpa HygoTa.

Macka HenpuaaTHa ANs BUKOPVCTaHHS 3
Hebynalzepom abo AK aHecTesionorivHa Macka.
SAIKLLIO BM HeBMeBHEHI, 4 CTOCYETLCA Bac byAb-aka i3
nepeniveHnx CMTyaLliii, 3BepHITbCA 40 iKaps.
3BepHiTb yBary Ha NPOTUNOKa3aHHS, 3a3Ha4eHi B
iHCTPYKLi 3 BUKOPUCTaHHA anaparty.

2.3 MNob6I1uHI epeKkTU

Mig vac BUKOPUCTaHHA MacKn MOXYTb BUHMKATL Taki
nobiyHi epekTn: 3aknafeHiCTb HOCa, CyXiCTb Y HOC,
CyXiCTb y pOTi BPaHL, TUCK Y HABKOOHOCOBMX
nasyxax, NofpasHeHHs KOH'IOHKTWBW, NOYEPBOHIHHSA
LUKipWY, CRigW Big TUCKY Ha 06AMYYi, HAaBPAK 06aMYus,
ApaTiBAVBI LUYMW MiJ Yac ANXaHHS.

Y pasi BUHUKHeHHS Byfb-KOro 3 LX No6iYHNX
edeKTiB 3BEPHITLCS A0 Nikaps.

2.4 KniHIYHa KOpUCTb

Mepesaya TepaneBTVYHOI ePeKTUBHOCTI Bij
TepanesTUYHOro anapara o naljieHTa

3 be3neka

A\ NONEPE/DKEHHS! HaassuuaiiHo HebesneuHa
cuTyauis. HefoTprMaHHA HaBejeHOI HyYe
BKa3iBKI/ MOXe NPU3BECTM A0 TAXKMNX
He3BOPOTHIVX ab0 CMepTeNbHUX TPaBM.

He6e3sneka TpaBMyBaHHS Yepes MOLUKOAXKEHI

a60 3HOLLEeH! YacTUHU Macku!

= [poBojpbTe Bi3yaNbHWUI 0TS Nepes KOKHUM
BUKOPUCTAHHAM i MiCNA KOXHOIO OUNLLEHHS. 3a
noTpebu 3aMiHiTb YaCTUHW Macku.

=> [loTpumyiiTecs TepMiHy ekcrinyaTadii (4ue.
po34in «TexHiYHi XapaKTepuUCTUKM»).

Pu3unk Hakonun4yeHHs CO,!

Byrnekucnwii ras (CO,), L0 BUANXAETLCS, MOXe

HaKommuyBaTnCh y MacLj.

= Macky peKoMeHayeTbCsA BUKOPUCTOBYBATU NINLLIE
nif, Yac akTUBHOI Tepanil.

= 3aCToCOBYIiTe MaCKy TilbK B MeXax
3a3HayYeHoro AianasoHy TUCKY.

= He BuKopuUCTOBYITE Macky Ans NaLiEHTIB, AKi He
MOXYTb 3HATW il CAMOCTiliHO.

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

= He 3akpwvBaiiTe BUANXaNbHI CMCTEMU.

He6e3neka TpaBMyBaHHS N Yac

BUKOPUCTAHHSA KUCHHO!

KrceHb MOXe HakonmMuyBaTUCA B 04A3i, MOCTINbHIN

6inn3Hi  Bonocci. Moaauya KUCHIO 63 3anobidXHNX

NPYCTPOIB MOXeE CAPUUNHUTY 3aMaHHS.

= 3anotpebu: BukopucToByiiTe KUCHEBWIA

3anobixXHUIA KnanaH.

JoTpumyinTecs iHCTPYKLi 3 BUKOPUCTaHHS

CMCTeMM NoAadi KNCHHO.

He nanutn.

YHUKaTW BiAKPUTOrO NOMyM's.

[lobpe NpoBiTPIOBaTV NPUMILLIEHHS.

Macka mae byTu umnctoto, 6e3 cnigis onii un

Xupy.

= [JloTprMyBaTUCb 3acTepexeHb, HaBeAeHNX B
IHCTPYKLi 3 BUKOPUCTaHHA anapara.

He6e3neka TpaBMyBaHHS Yepes

HeHaneXHW gornag 3a nayleHTom!

= AKTUBYITe Ha anapati curHann TpUBOrM Npo
HU3bKMIA TUCK/MPOTIKaHHS.

= BuKoOpuUCTOBYIiTE NPaBWALHWA PO3MIp Macku Ta
repesipTe, Y/ BOHa HaAIiHO CUANTD.

= CnocTepiraiite 3a NaLjieHTaMu 3 NOPYLLEHHAM
CaMOCTINHOrO AUXaHHS.

He6e3sneka TpaBMyBaHHS Yepes HeHaneXxxHe

ouuLeHHs!

= [lepes nepLInM BUKOPUCTAHHAM OUYNCTbTE BC
YaCTUHU Macky (AMB. PO3Ain «OUNLLEHHS I
caHiTapHa 06po6Ka»).

= PerynsipHo ounLyaiite Macky.
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= Y pasi 3MiHW nauieHTa B KNiHiYHOMY
cepesoBULL: JOTPUMYATECH IHCMPYKYIT 13
CaHImapHoi 06pobku (anB. po3ain «CaHiTapHa
06po6Ka).

A\ OBEPEXHO! Hebesneuna cuTyas.
HenoTprMaHHA HaBeAeHOI HVKYe BKa3iBKM
MOXe MpY3BeCTU A0 Nerkmux TpaBM abo
YLIKOZKEHb CePeAHbOI TAXKOCTI.

He6e3neka TpaBMyBaHHs npwu aneprii!

= YBaXHO 03HalOMTeCh i3 MaTepianamu, 3 SKnx
BMroTOB/IeHa Macka (4vB. po3ain «Matepiani»).
BrikopwucToByliTe Macky AuLle nicns
KOHCynbTaLlii 3 nikapem.

= [ig 4yac Bnbopy 3acoby ANs OUMLLEHHS
BPaxoByiiTe MOX/VBI anepriyHi peakLiii.

He6e3neka TpaBMyBaHHS BHaCNI40K

HeHaNeXHNX HanawTyBaHb IIMOK Haronis's!

AKLLIO NSIMKW HarosiiB'sl CUAbHO 3aTArHYTI, Macka

MOXe HaATO LWiNbHO NPUAAraT, TUCHYTW Ha

067144 Ta CMPUYNHATA MOYEPBOHIHHS LLIKIpWK,

nponexHi abo Habpsk 06ANYYS.

= [lpaBWIbHO BiAperyntonTe N9MKM Haronie's
(amB. Man. n), w06 Macka 3py4Ho cuaina Ta i
LWiNbHO npuasrana.

4 Onwuc Bupoby

306paxeHHs OKpeMnX KOMMOHEHTIB AUBITbLCA Ha
TUTYNbHIA CTOPIHL.

1 | lamka Haronie's 5 | MoBopoTHa BTY/IKa

2 | 3'epHyBanbHUi 6
enemeHT

Kopnyc mackun

KytoBuii 3'egHyBay | 7 | Kninca namku

EkcTpeHwuii knanaH | 8
BUANXY

MoayLka macku
(3anexHo Big
BUKOHAHHS JOCTYMHi
ABi NOAYLLKY)

CyMICHI npucTpoi

Y fesknx KoMbiHaLisiX NpUCTPOiB GakTUUHWIA TUCK
MOXe Bif|pi3HATUCS BifJ TepaneBTUYHOro, Lo
Bi0BPaXa€ETbCA Ha AMCMNEl MPUCTPOLO.
HanawutyBaHHA Ma€ BUKOHYBaTU MeANYHWIA
cnevyjanicT, Wo6 GpakTMUYHMIA TUCK Y MacLi BiANoBiAaB
TepaneBTUYHOMY. Lie HanalwTyBaHHS HEOOXiAHO
NPOBOAWTM 3 TUM TUMOM MackK, sika byze
BUKOPWUCTOBYBATNCA Nij Yac Tepanii.

BuauxanbHa cuctema

Macka Mae BbyAOBaHy BUAVXaNbHY CACTEMY.
MMOBITPS, L0 BUANXAETLCS, BUBOAUTLCA Yepes
cnewianbHWA OTBIp.

ExcTpeHnii knanaH Buaunxy (AAV)

Y pasi BigMOBW NPUCTPOIO €KCTPEHWIA KnanaH
BUAWXY BiAKPVBAETLCS, | NALliEHT NOYMNHAE AVXaTU
HaBKO/MILLIHIM MOBITPSAM.

ABapIiHWIi peMIHeLb (50AaTKOBO)

ABapiHWiA peMiHeL Aa€ 3MOTY LIBUAKO /i Nerko
3HSATU MaCKy B eKCTpeHii cuTyaui (auB.
Man. ABapliiiHa cuTyaus).

5 OuunulieHHs 1 caHITapHa
06pobka

5.1 OuuLeHHs MacKn
1. Tepea OUMLLEHHAM BUMUIATE PYKU.

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

3. OuuctbTe Macky BpyuHy (Makcumym 30 °C, 1 M
3aco6y ANs OUULLLEHHS Ha 1 /1 BOAW) 3rigHO 3
TabANLE HUXKYE:

K

HecnpaBHicTb |MpuumnHa 3axii 3 yCyHeHHs
MogayLuka 3aMiHnTK
MacKu MoAyLKY Macku.
MOLLIKOZKEHa.
Cucrema lMepesipnTn
TpybOK cmcTemy Tpybok Ta
MOLLKO/PKEHA. | NepeKoHaTUCS, Lo
BOHa NpaBu/IbHO
BCTaHOB/IEHA.
TepaneBTYHU | EkCTpeHUi 3aMiHnTH

N TUCK He KnanaH eKCTPeHWiA knanaH
[OCATHYTO. BUANXY BUANXY.
HecnpaBHU.

7 TexHIUHI XapaKTepUucTuKun

YacTmHa YacroTa s

MacKum

Yci LoaHs 3aMoumnTn Ha 15 XBUAUH

YacTuHN i npoMuTW. MoyncTnTI

Macku M'SIKOHO LLiTKOHO
NPOTAroM 3 XBUVH.

Namka LLloTvxHs | MpoMUTH NPOTArom

Haronis's 15 XBUNVH.

YCi 4acTUHY (3@ BUHATKOM KyTOBOTO 3'€4HyBauYa 3

eKCTPEHUM K/anaHoM BUAMXY) MOXHa OAVH pa3 Ha

TVXAEHb MUTY B MOCYAOMUIHIN MaLLWHI

(temnepatypa go 70 °C, M'AKu1it MUAHWIA 3aci6,

TpuBanicTb nporpamut 4o 90 xB, BEPXHili KOLLIK,

OKPEMUIA LKA MUTTS).

4. TpomwuinTe BCi YaCTVHY YMCTO BOAOH.

5. 3anuuwTe cywmMTnCS Ha NOBITPI.

6. BisyanbHO OrnsiHbTE Ha HasABHICTb TPILLMH abo
AedopmaLliin. 3aMiHiTb NOLKOAKEHI AeTani.
3MiHa KOSIbOpY He CTaHOBWTb Hebe3snekw.

7. 36epiTb Macky (AuB. Man. B).
5.2 CaHiTapHa o6po6Ka (KNIHIYHe
cepepoBuLLE)

Y pasi 3MiHU naLieHTa AOTPUMYINTECH IHCMPYKYIi I3
CaHIMapHoOI 06po6KU MACOK. [LlOKYMEHT AOCTYNHWIA Ha
CalnTi BUPOBHMKaA. 3a 3aNUTOM AOro MOXHa
Hagicnatu okpemo.

5.3 YTumsauia

3ab0pOHeHO yTWi3yBaTW Macky 3 NOBYTOBUMM
BiAXxoAaMu. Y KNiHIYHOMY cepefoBuLL: YTuAisyliTe
MacKy 3riZHO 3 BHYTPILLHIMV NpaBuaamu nikapHi.

6 HecnpasHocTi

Po3mipu B Mm

3rigHo 3 EN ISO 5356-1

(WxBxI)

Po3mip S 93 x 145 x 89
Po3mip M 93 x 160 x 90
Po3smip L 93x174x 91
Po3mip XL 96 x 185 x 100
Bara

Po3mip S 93r
Po3mip M 97r
Po3smip L 1021
Po3mip XL 109 r
MepTBuii 06'€M

Po3mip S 180 Mn
Po3mip M 219 mn
Po3smip L 244 mn
Po3mip XL 291 mn
Mig'eaHaHHS TPYOKU: KOHYC @22 Mm

(4onosiuwnii)

HecrnipaBHICTb |MpuunHa 3axif 3 yCYHeHHs

MoBiTpAHWNIA Macka cuguTb | 3aTArHYTU NSIMKK
NnoTiK B OKO HaAATO BiNbHO. | Haronig's
LiNbHiLwe.
Macka He 3BepHyTUCs 4o
niAXoANTb. annepa.

TepaneBTnYHY | Macka Bigperyntosatu
7 TUCK He BiZiperysiboBa | Macky 3HOBY.
AOCATHYTO. Ha

HernpaBuibLHO.

TpaHcnopTyBaHHA Ta

36epiraHHs

Onip noToky:

npw 50 /x8 0,12 rMa
npu 100 n/x8 0,5rMa
Onip noToky (AAV)

Baux npw 50 1/x8 0,6rMa
Buaux npu 50 n/xs 0,8 rMa
Jonyck: 0,2 rla

Tuck cnpauoBaHHsa AAV

BigkpunBaHHs <1,0rMa
3aKpuBaHHs <4,0rMa
TepMiH cnyx6éu 5 pokiB
TpUBanicTb BUKOPUCTAHHSA [lo 12 micsuis'
TepaneBTVYHUIA TUCK 4-25rTa
YkasaHe noABiliHe 3Ha4eHHs

PIBHS LLYMOBVX BUKWAIB

BiAMoBiAHO Ao ISO 4871:

PiBeHb 3BYKOBOTO THCKY 19 aB(A)
PiBeHb 3BYKOBOI MOTYXHOCTi 27 A6(A)
KoeoiLjieHT noxmbku 3 46(A)
Temnepatypa:

Excnnyartadis Big +5 °C go +40 °C

Big -20 °C 4o +70 °C

3acToCoBaHi CTaHAapTH EN ISO 17510: 2020

Knac Bupo6y 3rigHo 3 JIE]
PernamenTom MDR (€C)
2017/745

! TpuBanicTb BUKOPUCTAHHS 3aNEXNTh Big CNocoby
OYULLEHHS Ta BUKOPWCTOBYBaHNX MUHMX 3aC06iB,
LLIOAEHHOT TPMBAaNOCTi HOCIHHS, PiBHA
TepaneBTUYHOrO TUCKY 1 iHAVBIAYyanbHOTO
NOTOBUAINEHHS KOPUCTYBaYa. BukopuctaHHs Apyroi
MOAYLLIKM Macku (3a HasiBHOCTI) He 36i/bLUYE TEPMIH
cnyxo6u B1poby.

8 MaTeplanu

Yci 4aCTVHM Macku He MicTATb natekcy, MBX
(nonisininxnopway), DEHP (anetunrekcundranar) i
BPA (6icheHony A¥

NlamKa Haronis's CO (baBoBHa), PA (noniamia),

PU (noniypeTaH)

Kninca namku PA (noniamig)

ABapiiHwii PET
peMiHeLb (nonietnneHTepedtanatHe
BOJIOKHO), PA (noniamig)

Kninca aBapiiiHoro | PA (noniamia), POM
peMiHLs (noniokcumeTnneH)

Jlo6oBa onopa PA (noniamig)

3'eAHyBaNbHUN PA (noniamig)

€/IEMEHT

Kopryc macku PA (noniamig)

MogyLKa Macku SI (cvnikoH)

KyToBwii 3'egHyBay | PA (noniamia)

MoBopoTHa BTynKka | PA (noniamia)

EkcTpeHwii knanaH | SI (cunikoH)
BNANXY

®ikcatop knanaHa | PP (moninponinen)

9 XapakTepuncTuKa TUCKY-NOTOKY

&

&

&

8

s

CepegHiit 3annaHoBaHWii BUTIK (n/xB)

°

0 5 10 15 20 25 30 35

TepaneBTnYHUIA TUCK (rMa)

10 Mo3HaueHHsa i cMMmBOoNU

Ha B1po6i, nprnaagi abo ixHix ynakoBkax MOXyTb
6yTV HaBejeHi fani MO3HaYeHHs 1 CUMBON.
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Belgi |Tavsifi

Foydalanuvchi goflanmasiga digqat
qiling

Tashish va saglashda ruxsat etilgan
harorat oralig'i

Kotsatilgan sanagacha ishlatish mumkin

<=

od
2

Quyosh nuridan himoyalang

Y
2

Partiya ragami

-
H
-

CE belgisi (mahsulotning amaldagi
Yevropa direktivalari va qoidalariga
muvofigligini tasdiglaydi)

N
m

Import giluvchi

e

Vakolatli vakil

11 Kafolat

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

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

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

Mahsulot Kafolat muddatlari

Nigoblar, aksessuarlari bilan | 6 oy

12 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 giladi. Muvofiglik
to‘g'risidagi deklaratsiyaning to‘liq matnini ishlab
chigaruvchining (www.loewensteinmedical.com)
saytida topish mumkin.

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

LMT 68297 01/2026 en-US, ru, ka, kk, ky, uk, uz
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1 Ishlatish

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

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

2.2 Qarshi ko‘rsatmalar

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

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

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

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

2.3 Nojo'ya ta'sirlari

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

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

2.4 Klinik afzalliklari

Terapevtik qurilmaning terapevtik samaradorligini
bemorga uzatish

3 Xavfsizlik

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

Niqobning 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 fagat kofsatilgan terapevtik bosim
diapazonida foydalaning.

= Nigobni ozi yecha olmaydigan bemorlarda
ishlatmang.

= Har bir foydalanishdan oldin favqulodda
chigarish klapani tirgishi bosh ekanini tekshiring.

= Nafas chiqgarish tizimlarini yopmang.

Kisloroddan foydalanganda jarohat olish

xavfi!

Kislorod kiyimga, choyshabga va sochlarga otirib

qgolishi mumkin. Himoya moslamasisiz kislorod

berish yonginga olib kelishi mumkin.

= Zarur bolganda: Kislorod xavfsizlik klapanidan
foydalaning.

= Kislorod berish tizimidan foydalanish

kotsatmalariga amal qiling.

Chekmang.

Ochiq alangadan saglaning.

Xonani yaxshilab shamollating.

Nigobga moy va yog'tushmasin.

Qurilmadan foydalanish yotignomasida

keltirilgan xavfsizlik kotsatmalariga rioya qiling.

Bemorni yetarlicha ta'minlamaslik tufayli

jarohat xavfi!

= Past bosim/qurilmada sizish signalizatsiyasini
faollashtiring.

= Mos olchamdagi niqobdan foydalaning va uning
jips joylashishini tekshiring.

= Spontan nafas olishi cheklangan bemorlarni
nazorat giling.

Yaxshi tozalanmagani tufayli jarohat olish

xavfil

= Birinchi marta foydalanishdan oldin nigob
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).
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A DIQQAT! Xavfli holat. Ushbu kofsatmalarga
rioya gilmaslik yengil yoki o‘rtacha og'irlikdagi
jarohatlarga olib kelishi mumkin.

Allergiyada jarohat olish xavfi!

= Nigob ishlab chigilgan materiallarga digqat
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 nigob 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 togfi otnating (ﬂ-rasmga garang).

4 Mahsulot tavsifi
Alohida gismlar tasviri sarlavha sahifasida berilgan.

1 | Bosh tasmasi 5 | Burama vtulka

2 | Ulanish elementi 6 | Nigob korpusi

3 | Burchak 7 | Tasma uchun gisqich

4 | Favqulodda chigish | 8 | Nigob yostigchasi

ventili (variantga garab

ikkita yostiqcha
mavjud bo'lishi
mumkin)

Mos qurilmalar

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

Nafas chiqarish tizimi

Nigob ichki o‘rnatilgan nafas chigarish tizimiga ega.
Chigarilgan havo tirgish orqali tashqariga chigadi.
Favqulodda chiqgish ventili (AAV)

Qurilma ishdan chigganda favqulodda chigish ventili
ochiladi va bemor atrof-muhit havosini nafas oladi.
Favqulodda ochish arqonchasi (ixtiyoriy)

Favqulodda vaziyatlarda arqoncha 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 daqiga

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 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 qiling. 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
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7 Texnik ma'lumotlar

Olchamlar, mm

8 Materiallar

Nigobning barcha gismlari lateks, PVC
(polivinilxlorid), DEHP (di-etil-geksil-ftalat) va BPA
(bisfenol A) dan xoli.

Bosh tasmasi CO (paxta), P

(poliuretan)

(poliamid), PU

Tasma uchun PA (Poliamid)

qgisgich

Favqulodda ochish | PET (polietilentereftalat

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

Nigob korpusi PA (Poliamid)

Nigob yostigchasi | SI (Silikon)

Burchak PA (Poliamid)
Burama vtulka PA (Poliamid)

Favqulodda chigish | SI (Silikon)
ventili

Ventil himoyasi PP (Polipropilen)

Nosozlik Sabab Chora

Kozda 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.

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

9 Bosim-sarf xarakteristikasi

g
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°
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Terapevtik bosim (hPa)

10 Markirovka va belgilar

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

mahsulot sinfi

(KxBxQ)
S olcham 93 x 145x 89
M ofcham 93 x 160 x 90
L olcham 93 x 174 x 91
XL ofcham 96 x185 x 100
Vazni
S olcham 93¢
M ofcham 97¢g
L olcham 10249
XL ofcham 1099
Ishlatilmaydigan hajm
S olcham 180 ml
M ofcham 219 ml
L olcham 244 ml
XL ofcham 291 ml
Shlang ulash: EN ISO 5356-1 @ 22 mm (rozetka
boyicha konus ulanishi)
Ogim garshiligi
50 1/daqigada 0,12 hPa
100 I/dagigada 0,5 hPa
AAV ogim garshiligi
Inspiratsiya 50 I/daq da 0,6 hPa
Ekspiratsiya 50 I/daq da 0,8 hPa
Tolerans: + 0,2 hPa
AAV bosimi
Ochilish <1,0 hPa
Yopilish <4,0 hPa
Xizmat kotsatish muddati 5 yil
Foydalanish muddati 12 oygacha'
Terapevtik bosim 4 hPa-25hPa
ISO 4871 bo'yicha ko'rsatilgan
ikki xonali shovgin giymati:
Tovush bosimi darajasi
Tovush quvvati darajasi 19 dB(A)
Noaniglik koeffitsiyenti 27 dB(A)
3 dB(A)

Harorat:
Ishlatish +5°Cdan+40°C
Tashish va saglash gacha

-20 °C - +70 °C
Qollaniladigan standartlar ENISO 17510: 2020
MDR (EU) 2017/745 ga kofa Ila

Belgi |Tavsifi

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. Niqobning
ikkinchi yostigchasidan foydalanish (komplektga
opsiya sifatida kiritiladi) uning xizmat muddatini

uzaytirmaydi.

Ishlab chigaruvchi va zarur bolganda
ishlab chigarilgan sana

Mahsulotning identifikatsion ragami
(tibbiy mahsulotlarning yagona
markirovkasi)

Buyurtma ragami

Mahsulotni tibbiy qurilma ekanini

EIEIREL S
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