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@ HELMET FOR NON INVASIVE
VENTILATION (N.L.V.)

@ WNEM ANl HENHBA3UBHOM
BEHTUNIAILLUM (NIV)

INSTRUCTIONS FOR USE
UHCTPYKLNA 110 IKCITIYATALNNU
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A Inlet connector

B Outlet connector

C Anti-asphyxiation valve / Access port (if present)
D Hooks for fastening systems

E Sealed access for probes or catheters
F Manometer (if present)

G Collar

H Lower ring

I Upper ring

L Levers

M Pump (not provided)

A BnyckHon wryuep

B BrinyckHon wtyuep

C AHTracoukumoHHbIi knanaw / Mopt goctyna (ecnn
nMeetcs)

D Kptouku ans cuctem kpennexns

E epMeTUyYHbI/A LOCTYN AN1S LATYMKOB MU KaTeTepoB

F Vnaunkatop pasnequs (ecnu umeetcs)

G BopoTHuk

H HuxHee konbLo

| BepxHee KonbLo

L Pbiyaru

M YcTpoiicTBo Ang nogkayku MaHxeTsl (He BxoguT B
KomnnekT)



@) insTRUCTION FOR USE

Intended use
Helmet for non-invasive ventilation in hospital envi-
ronment.

Indications for use

Suitable for treatment of respiratory failure in hypoxe-
mic / hypercapnic patients.

For other pathologies the treatment may only be per-
formed under careful monitoring by expert operators.

Contraindications

¢ Coma

¢ uncooperative patient

e cardiac arrest

¢ hemodynamic instability

e recent oesophageal and gastro-surgical operations
¢ heavy bleeding of the upper digestive tract

e obstruction of the upper airways

¢ pneumothorax

Restrictions of use
.The device must be used by qualified and trained
medical/nursing staff; when used with a ventilator,
the patient/ventilator interaction [trigger] may be
complex and the device may therefore only be used
by expert operators.
To be used for administration of air and oxygen.
.When used for CPAP, use flow generators able to
provide a total continuous air and oxygen flow of at
least 40 L/min for adults and at least 30 L/min for
paediatric patients in order to ensure good lavage of
the CO, exhaled. When used with a ventilator, make
sure that it is able to deliver a flow during the inspira-
tory phase, sufficient to quickly remove the CO, from
the inside the helmet.

4. If used properly, the device may be used continuously
for a maximum of 7 days after which it must be repla-
ced.

5. Monitor the clinical parameters of the patient.

6.

w N

PATIENTS
ADULT
-weighing > 30 Kg

RECOMMENDED SIZE
ADULT XS-S-M-L-XL-XXL,
based on the neck circumference
indicated on the label

PAEDIATRC PAEDIATRIC, based on the neck
- To be used in paediatric circumference indicated on the
age label and the patient’s age
- weighing approximately indicateld on the product
>12 Kg (CPAP], >15 Kg INIV) technical data sheet

The medical/nursing staff is responsible for choosing
the device most suitable for the patient in terms of con-

figuration and size. Suitable choices will ensure a good
seal around the patient’s neck. The neck circumferen-
ces are approximate; the physician is advised to measu-
re the neck circumference of the patient to be treated.
It is recommended to use the included measuring tape
to choose the best size according to the patient’s neck
circumference.

Complications/side effects

Axillary pain (in patients with fragile skin and in prolon-
ged therapies).

Claustrophobia.

CO,, retention (rebreathing).

A. SETTING UP THE DEVICE

Remove the device from the package and model it with

one hand in such a way that its cylindrical shape is

restored.

Open the access port (if present) before positioning the

helmet on the patient. Pre-check the valve. Pull and

release the knob checking that the components slide

smoothly.

1. Separate the two parts of the device (upper and lower
rings).

2. Arrange the fastening systems securing them on the
rear of the helmet.

B. POSITIONING AND ACTIVATING THE DEVICE

1. Positioning of the lower ring.

Open out the collar using 4 hands, in such a way that
the patient’s head can pass through.

To facilitate fitting the helmet, it is suggested that
two people open the collar by gripping the flaps in a
diametrically opposite way and holding their thumbs
on the rigid ring of the helmet.

2. Complete positioning of the fastening system on the
front of the Helmet.

3. The helmet has airtight accesses to insert probes/
catheters with diameters between 3.5 and 7 mm.
Pass the end connectors of any probes or catheters
through the appropriate accesses on the collar of
the helmet from the inside to the outside of the
membrane.
¢ Remove the access from its rigid seat and open it
* Position the probe/catheter and refit the access in

its rigid seat
¢ Alternatively, remove only the cap and use the
central hole

4. When used with a flow distributor in CPAP
Connect the breathing circuit to the inlet connector.
Connect the PEEP valve to the outlet connector. It is
recommended to set a PEEP of at least 5cm/H.,0 as
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prescribed by the physician. The integrated mano-
meter can be useful to check if there is pressure in
the helmet (the indication is however approximate).
For the versions not equipped with an integrated
manometer an external manometer can be con-
nected to the pressure port or to an airtight access.
When used with a ventilator

Connect the breathing circuit to the inlet and the
outlet connector.

Check that the connection is secure before procee-
ding with administration of the therapy. Activate the
ventilation flow before continuing with the next posi-
tioning phase in order to reduce the time required to
pressurise the helmet.

Positioning of the upper ring. Attach the upper part
of the helmet to the lower ring, previously placed on
the patient, and lock into place using the levers.
Close the access port (if present).

Pressurise the system by pulling the knob of the
anti-asphyxiation valve until the helmet reaches
the desired internal pressure. The valve will go into
patient safety and protection mode when, for any
reason, the internal helmet pressure drops below 2
cm H,0.

For proper functioning of the valve, do not obstruct
the valve area and do not lock the action mechani-
sm.

. Adjust the length of the straps so that the rigid ring

is about 1 centimetre from the patient’s shoulders.

.Some models have an internal inflatable cuff.

USING THE ACCESS PORT (WHEN AVAILABLE)
Open the access port to the patient by turning the
anti-asphyxiation valve anticlockwise.

Access the patient’s face.

Close the access port to the patient by turning the
anti-asphyxiation valve clockwise.

Pull the valve knob using two fingers until the helmet
is pressurised.

TO PERFORM STANDARD NURSING
PROCEDURES OR FOR EMERGENCY ACCESS
TO THE PATIENT

. Open the access port to the patient (if present).
. Separate the upper part of the helmet from the

lower ring using the levers located on the rigid rings.
Perform procedures on the patient.

. Reposition the upper part of the helmet onto the

lower ring remaining on the patient, and lock into
place using the levers.

. Close the access port (if present).
. Pressurise the system by pulling the knob of the

anti-asphyxiation valve until the helmet reaches the
desired internal pressure.

E. SYSTEMS TO IMPROVE COMFORT

Alternative fastening systems

During extended therapy and with high operating pres-

sure the patient may complain of axillary pain. To help

relieve this pain Intersurgical is able to supply an alter-

native fastening system:

e An elastic strap with loops to fix the helmet to the
bed.

To alleviate pain, hydrocolloid dressings may be applied

between the patient’s skin and the axillary protection.

F. HOW TO REMOVE THE HELMET

1. Deflate the internal cuff (where present) by opening
the clamp.
Open the access port to the patient (if present).

2. Separate the upper part of the helmet from the lower
ring using the levers located on the rigid rings.

3. Turn off the ventilation flow.

4. Remove any probes/catheters used during the the-
rapy from the air tight accesses.

5. Detach the fastening systems.

6. Remove the lower part of the helmet. Open out the
collar using 4 hands, in such a way that the patient’s
head can pass through.

WARNINGS / PRECAUTIONS
Single use device. Reuse is not allowed since it
could cause cross contamination in patients.
Moreover, materials which make part of the device
could be damaged after cleaning/disinfection and the-
refore they could not guarantee required performan-
ces, therefore creating a safety risk for patients.

1. In the event of an evident change in performance or
inadequate performance of the device, it is recom-
mended to replace it.

2. Monitor the clinical parameters of the patient.

3. If the patient’s conditions DETERIORATES or there
is no improvement within the scheduled times, it
is recommended to evaluate alternative ventilation
techniques.

4. The efficacy of the therapy is considerably affected
by the PEEP values set. Therefore, the medical staff
are advised to carefully evaluate the pressure level
most suited to the clinical condition of the patient.
Using too low pressure may not be sufficient for
alveolar recruitment. Using too high pressure may
be a source of alveolar over distension.

5. Caution: the device contains metal; do not use in
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. The device can be used for maximum 7 days.
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departments where the presence of metal is a sour-
ce of risk to the safety of the patient or third parties.
During therapy, the patient may complain of
annoying noise caused by the high flows utilised.
This is due to the velocity and turbulence of the
gas. The annoying noise can easily be eliminated or
reduced by fitting one or two combined filters for
breathing circuits on the helmet connectors - those
normally used in hospital departments (not provided
in this kit) - or having the patient wear ear plugs.
When used with humidified ventilation gases, check
that any condensate forming in the helmet does not
cause the patient discomfort.

The patient must REMOVE all accessories such as
earrings, hair clips, combs and any other metal
objects.

When fastening the device, make sure that no parts,
such as hair or fabrics, become trapped between the
upper and lower rings.

. The physician is responsible for deciding which ven-

tilation therapy is most suited to the patient’s patho-
logy. The medical/nursing staff is responsible for
choosing the device most suitable for the patient in
terms of configuration and size. The neck circumfe-
rences (expressed in centimetres) and the helmet
size is indicated on each device. Suitable choices will
ENSURE A GOOD SEAL around the patient’s neck.
Use ONLY ON UNBROKEN skin.

Depending on the clinical picture of the patient, the
medical/nursing staffs are responsible for defining
the need for more frequent replacement of the devi-
ce.

Non-sterile. Do not sterilize.

Do not use on another patient.

Expiry: 5 years provided that the packaging is unda-
maged and if stored in normal storage conditions
(-20°C/+50°C).

.To facilitate modelling/shaping the helmet, it is

recommended to keep it at room temperature
(about 20-25°C) for a few hours before use.

. Dispose of the materials immediately after use

CONFORMING TO the current laws and regulations.

. Activating the anti-asphyxiation valve in the event of

ventilation interruption allows air exchange with the
outside limiting CO= rebreathing. The anti-asphyxia-
tion valve does not substitute the ventilation sup-
port in the event of accidental ventilation interrup-
tion. The anti-asphyxiation valve does not exempt
the nursing staff from implementing appropriate
monitoring and supervision.

Caution: Use of the helmet does not exempt opera-

tors from the obligation to use adequate Personal
Protection Devices in accordance with the hospital
procedures.

20.The cuff inflation pump could not been included in

2

the kit.Do not pressurised gas sources to inflate the
integrated cuff.

. Non invasive ventilation shall be interrupted if there

is one of the following conditions:

e worsening state of consciousness and respiratory
distress

¢ loss of airway protection

e unchanged PaCO, (during two subsequent EGA
performed after max 1 hour)

e persistence of severe hypoxemia

e severe and uncontrollable hemodynamic instabili-
ty

* patient / ventilator synchronization problems

e uncontrollable secretions

e interface intolerance

Any serious incident that has occurred in relation to

the device should be reported to the manufacturer and
the competent authority of the Member State in which
the user and/or patient is established.
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HasHaueHune
LLinem npepHa3HayeH Aas NpoBefeHUs HEMHBA3WBHOM
nckyccTBeHHon  BeHTMnsuun (HWB) B ycnosuax
cTauyoHapa.

Moka3aHus K npuMeHeHUI0

MoAXoAuT ANs Neyerns NaLMeHToB C rMNoKCeMUYecko
/ runepKanHnyeckoin LbiXaTesbHOM HeL0CTaTOHOCTbIO.
B cnysae pgpyrux natonoruit  nedyeHne  MoxeT
MPOBOANTLCS TONMbKO MPW TLIATENBHOM KOHTPOJie CO
CTOPOHbI KOMMETEHTHbIX Bpayen-xupypros.

MpoTuBONokasaHus

¢ Koma

® HEKOHTAKTHbIM MauneHT

® 0CTaHOBKa cepaua

® remMofiMHaMnyeckas HeCTabuabHOCTb

® He[laBHWe XMPYpruyeckne onepauny Ha MULLEBOAE U
xenyake

* TAXeNoe  KpoBOTeyeHue
nuLLLEBapUTENbHOMO TpakTa

® 00OCTPYKLMS BEPXHUX AblXaTeNbHbIX NyTei

® MHEBMOTOPaKC

BEPXHUX oTaenos

OrpaHuyeHus npUMeHeHus
1.YcTpoiicTBO LOJIXHO MCNoNb30BaThCH
KBaNMGULMPOBAHHbIM U NOATOTOBNEHHbIM BpayebHbIM/
CECTPUHCKAM MepcoHanoM; Mpu MCMoab30BaHUM C
BEHTUNATOPOM B3aUMOAENCTBME NaLMeHT/BEHTUNATOP
(MexaHusM npuseseHvs B aeicteue) MoxeT 6biTh
CNOXHbIM, B TakoM Cly4yae YCTPOCTBO MOXeT
11CMONb30BATLCS TOSbKO KOMMETEHTHBIMI BpPa4YaMu.
2.lpepHasHayeHo AN nofa4n Bo3ayxa u KMCnopoaa.
3.Mpu wucnonbzosanwuu ans  CPAP  [nocTosiHHOe
NoNOXUTENbHOE [aBIeHne) NpuMeHsiiTe reHepaTops
noToka, cnocobHble obecneunTb 06LLMIA HENPepbIBHbIi
MOTOK BO3AyXa M KMCNOpoaa He MeHee 40 n/MuH ans
B3pOC/bIX U He MeHee 30 I/MUH Ans NefnaTpudeckux
naueHToB, 4tobbl 0becneynTb xopoLee NPOMbIBaHKe
Bbigbixaemoro  CO,. [pu  wucnonb3oBaHun ¢
BEHTUNATOPOM ybeauTech, YTo OH cnocobeH BO Bpems
dasbl BAOXa MOCTaBAATb MOTOK, AOCTAaTOYHbIA AN
bricTporo ypanenus CO, 3HyTpK Wwnema.

Mpy npaBUNbHOM MPUMEHEHUN YCTPOICTBO MOXET
1ICMOJIb30BaTLCS HEMPEPbIBHO B TEYEHUE MAaKCUMYM 7
[HeN, nocne Yero ero HeobxoaNMo 3aMeHNTL.

5. KoHTponupyiTe knMHWYeckne napamMeTpbl NaLmMeHTa.
6.

&~

NALUMEHTBI PEKOMEHAYEMbIA PA3MEP
B3POCJIbIE B3POC/bIE MALMEHTBI XS-S-M-L-
- Bec > 30 kr XL-XXL, Ha 0cHOBaHMM OKpyXHOCTH

Leu, yKa3aHHO|7I Ha 3TUKeTKe

TETH

- 118 NpUMEHEHNS B [leTCKOM
BO3PACTHOY rpyrne.

- Bec okono >12 kr (CPAP).

MALVEHTBI IETCKOT0 BO3PACTA,
Ha 0CHOBAHMM OKPYXHOCTM
ey, YKa3aHHOI Ha ITUKETKE, 1
BO3pacTa NaLWeHTa, ykasaHHoro B

>15 kr (HV1B) TEXHUYECKOM nacnopTe u3fenus

3a Bbibop ycTpoiicTBa, Haubonee nopxopsero Ans
nauyeHTa C TOYKM 3peHUs KoHUrypauuu u pasmepa
HeceT OTBETCTBEHHOCTb BpayebHbIil/cecTpUHCKNIA
nepcoHan. Moaxoasiuve BapuaHThl byayT obecneynsath
Xopollee YMJOTHEHUE BOKPYr Leu mnauneHTa.
OKpYXHOCTY Wew SBAKIOTCS NPUBNN3UTENbHBIMY; Bpayy
peKoMeHyeTCs N3MepsiTb OKPYXHOCTb LUen MauyeHTa,
noasexatyero neyeHunto. PekoMeHayeTcs UCMoNb30BaTh
npunaraemMylo M3MepuTenbHyl NeHTy ans Bbibopa
ONTUManbHOro pa3Mepa B COOTBETCTBUM C OKPYXHOCTbIO
Lweu nalmeHTa.

OcnoXxHeHus/no6oyHble 3 eKTbI

Bonb B noambiweyHot obnactm [y nauueHToB ¢
BOCMIPUMMUNBOI KOXEN W [INTENbHO Tepanmeii).
Knayctpodobus.

3apepxka CO, (Bo3spaTHoe fbixaHue).

A. YCTAHOBKA YCTPOWCTBA
/3BneknTe ycTpOWCTBO W3 YNakoBKM U CMOLeENnpynTe
ero OfHOW PpyKoW Tak, 4T0Obl BOCCTAHOBUTL €ro
unnuHopuyeckylo dopmy. Mpexae YeM yctaHaBnMBaTh
WneM Ha nauueHTe, OTKpOWTe MopT gocTyna (npu ero
Hanuuuu). BbinonHWTe NpefBapuTeNbHYl0 NPOBEpPKY
knanara. [oTaHWTe U OTNyCTWUTe pyyKy ANs NpoBepKM
MNaBHOrO CKOSIbXEHNS KOMMOHEHTOB.
1. OTpennTe e 4acTv yCTpoiicTBa (BepxHee U HUXHee
KonbLa).
2. PacnonoxuTte cucTeMbl KpenneHus, 3apuKcMpoBaB
VX Ha 3afiHel YacTu Wiema.
B.MOSUUMOHUPOBAHUE U AKTUBALIMA
YCTPOUCTBA
1. PasMeLlueHne HMKHEro KonbLa.
OTKpOMTe BOPOTHUK, WCMOAL3YS 4 pyKWU, Takum
0bpa3oM, 4Tobbl NpoLuna ronosa naLueHTa.
[ng obneryeHus yctaHoBKM LuneMa npegnaraetcs,
uTobbl ABa YenoBeka OTKPbIBaNM BOPOTHUK, CXMMas
NOCKYTbl B AWaMeTPanbHO MPOTMBOMONOXHOM
HanpaBneHMu W yfepxusas bonblune nanblpl Ha
XECTKOM KoJlbLie LNeMa.
2. 3aBepwuTe no3nLMOoHNpOBaHMe
KpenneHus Ha nepefHeit YacTu wnema.
3. lWnem obopynoBaH BO3AYXOHEMPOHULAEMbIMY
[OCTynaMu [ns  BCTaBKM [aTyMKoB/KaTeTepos
IvameTtpoM oT 3,5 go 7 MM. lponyctuTe KoHLeBble
coefiuHUTENM Nobbix AAaTYNKOB UK KaTeTepoB Yepes
COOTBETCTBYIOLME [OCTYMbl Ha BOPOTHMKE LUneMa
M3HYTPU K BHELLHeN CTopoHe MeMbpaHbl.
o CHMMWTe BOCTYN C ero KecTkoro MecTa nocagku u
OTKpOMTE ero
* Pacnonoxure gatuuk/katetep 1 CHOBa yCTaHoBUTE
JOCTYMN Ha ero XecTKOM MecTe NoCaaKku
¢ B KayecTBe anbTepHATWBHOrO BapuaHTa yganute
TOSIbKO KOAMAYOK W WCMOMb3yiTe LEeHTpanbHoe

CUCTEMBbI
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. OTkpoitTe nmopT pJocTyna K MauueHTy,

oTBEpCTHE
Mpu ucnonb3oBaHMM ¢ pacnpeaenuTeneM noToka B
CPAP

MoacoennHNTe AbixaTeNbHbIA KOHTYP K BMyCKHOMY
wryuepy. Mopcoepmunte knanad NMAKB (PEEP) k
BbINYCKHOMY LITyLepy. PekoMeHayeTcss yCcTaHOBUTb
NOKB (PEEP) He meHee 5 cM/H,0 Kak npeanucaHo
BpayoM. BCTpoeHHbI WHAMKATOP AaBReHUs
MoXeT OblTb MoneseH [N NPOBEPKW HaAWyus
LaBneHus B WwneMe (o4Hako MokasaHus ABNAOTCH
npubansntensHbiMu). Ing Bepcuit, He 0CHaLLLEHHBIX
BCTPOEHHbIM WHAWKATOPOM [AaBNeHUs, BHELHWIA
VHAMKATOP AABJEHWUSI MOXHO MOAKMIOUUTb K MOPTY
LaBfeHUs UK K BO3LYXOHENpPOHWULaeMoMy AOCTynY.
Mpu ncnonb30BaHUM € BEHTUNATOPOM
MoacoennHNTe biXaTeNbHbIA KOHTYP K BMYCKHOMY W
BbINYCKHOMY LUTYLiEpY.

Mpexae YeM npucTynatb K Tepanuu, ybeanteck, 4to
COefiMHEHUE ABASETCH HafeXHbIM. YTobbI COKpaTUTL
BpeMs, HeoOXOAMMOe [f9 CO3[aHus [aBieHus
B LUNeMe, Mpex/je 4YeM MPOJOSXKUTL Credytowmii
3Tan  No3WLMOHWPOBaHMS, aKTUBMPYATE MOTOK
BEHTUNALNN.

Pasmeuienne BepxHero Kosbua. [lpukpenute
BEPXHIO 4aCTb LWNeMa K HUXHEMYy Konbly,
npeABapUTENbHO Pa3MeLLeHHOMY Ha nauueHTe, 1
3apUKCUPYITE Ha MecTe C MOMOLLbBIO PblYaros.
3akpoiiTe nopt goctyna (ecau oH umeetcs).
Co3paiiTe faBnexne B cucteMe, Ans 3TOro NOTAHNUTE
3@ pyyKky aHTMACGUKLMOHHOTO KnanaHa, noka Luiem
He [OCTWUTHET XeNnaeMoro BHYTPEHHero AaBfieHUs.
KnanaH nepexoaut B pexum 6esonacHoctn w
3alUMTbl NauyyeHTa, Koraa no kakon-nubo npuunHe
BHYTpeHHee AaBfieHue LWieMa najaeT HUxe 2 cM
H,0.

[ns npaBunbHOro QyHKUMOHWPOBaHMS KhanaHa
He 3acNoHAWTe 30HY KnanaHa w He bnokupynte
MexaHu3M ero fieicTems.

. OTperynupyiite fnuHy peMHeit Tak, 4Tobbl XecTkoe

KO/bL,0 HaXo4nnocCb Ha paccToaHnmn 1 CaHTMMeTpa oT
nney nauneHTa.

HEKOTOprE Monenn UMerT BHYTPEHHIO HadyBHYIO
MaHXeTy.

WUCMOJIb30BAHUE MOPTA OOCTYNA (EC/U
WMEETCSH B HAJIMYUN)

NoBEpHYB
4yacoBoMn

aHTI/IaCdJMKLI,MOHHbIﬁ KnanaH

CTpenku.

npoTuB

. Monyunte gocTyn K nnLy nauueHTa.
. 3aKpoiiTe MopT [OCTyna K MauWeHTy, MOBEpHYB

aHTVIaCd)VIKLI,IAOHHbIﬁ KnanaH o 4acoBoii CTpenke.

. MoTtaxute pyyKy KnanaHa AByMA nanbuaMu, noka B

wneMe He NOABUTCA AaBJieHKe.

D.Ang

BbIMOJIHEHUA  CTAHJAPTHbIX
MEAMUWMHCKUX TMPOLEAYP WU [ONA
9KCTPEHHOI0 AOCTYNA K MALMEHTY

. OTkpoiiTe nopT focTyna K nauueHty (ecnn umeetcs).
. OTAenuTe BepXHIOK YaCcTb LLUNEMA OT HIKHEro KoNbLa,

ncnonb3ys pbliv4arn, pacnosoXeHHble Ha >XeCTKUX
Konbuax. BeimonHute npoueaypbl C NaunMeHToOM.

. ”epeMECTMTE BEPXHIKO0 4acTb LWeMa Ha HWXHee

KonbLloO, OCTaBlleecqd Ha nauueHTe, 1 33¢VIKCMpyl;ITe
Ha MecTe C NOMOLLbIO pbl4aros.

. 3akpoliTe nopt goctyna ecau oH umeetcs).
. Co3gaiiTe faBneHue B cucTeMe, Ans 3TOr0 NOTSAHUTE

3a PydKky aHTMaC¢'MKLLVIOHHOI’O KnanaHa, noka wiem
He LOCTUIHET XKeslaeMOoro BHyTpeHHero gaBieHus.

E.CUCTEMbI And YNyYLLEHNA KOMOOPTA
AnbTepHaTVBHbIE CUCTEMbI KPEMIeHNs

Bo BpeMsi npogonxuTenbHol Tepanuu 1 npy BbICOKOM
paboyeM AaBneHnm NaLMeHT MOXET XanoBaTbcs Ha bosb
B MofMbileyHoin obnactn. Ytobbl yMeHbLWMTL 3Ty Bonb,
Intersurgical MoxeT npepocTaBUTb anbTepHaTUBHYIO
cUCTeMY KpenmeHus:

3NacTUYHbIA peMeHb C NETNSAIMM ANA KpenieHus
weMa K KpoBaTu.

Onsa obneryenus 6onnm Mexgy Koxel nauueHta u
3aWWMTON MOAMbILIEYHOM 06MacTM MOXHO MPUMEHUTb
TMAPOKONIOULHbBIE MOBSA3KM.

F KAK CHUMATDb WWNEM

N ow

o~ ol

. BbII'IyCTMTe BO34yX 13 BHyTpeHHeVI MaHXeTbl [TaM roe

OHa eCTb), OTKPbIB 3aXHM.
OTKpoiiTe NOPT AOCTyna K nauueHTy (ecau umeercs).

. OTpenute BEpPXHIO0 4acCTb LWaeMa oT HMXKHero Kosbla,

ncnonb3yqd pblyaru,
KonbLax.

pacnonoXeHHble Ha >XeCcTkux

. BbikntoynTe BEHTUASALMOHHBIN NOTOK.
. Ynanute u3 BO34yXOHeNnpoHuMUaeMoro fAocCTtyna BCe

LaTuuku/KaTeTepsl, UCMoNb3yeMble BO BpeMs Tepanuu.

. OTCOE,D,VIHI/ITE KpenexHble CUCTEMbI.
. CHUMUTE HUXKHIOK YacTb LeMa. OTKpOVITe BOPOTHWUK,

ucnonb3ys 4 pyku, Takum obpasom, 4Tobbl npolna
rofloBa nauyeHTa.

NPEAYNPEXAEHUSA / MEPbI MPEAOCTOPO)XHOCTH

yCTpOI;ICTBO ANna 04HOPa3oBOro UCNoNb30BaHWUA.
HOBTOpHOE ncnonb3oBaHue 3anpetieHo,
NOCKOJIbKY OHO MOXEeT Bbl3BaTb MepekpecTtHoe

3apaxeHune nauneHTOB. KpOMe TOro, nocne oyuncrkn/

,D,eBMHqJeKLWIM MaTepuanbl,

M3 KOTOpPbIX WM3roToBAEHO

YCTPOMCTBO, MOryT 6bITh NOBPEXAEHSI, U, CIeL0BaTENbHO,

OHM

He  MoryT  obecneuuTb  Hagnexauero

q)yHKLLVIOHVIpOBaHMFI yCTpOPICTBa, 4YTO MOXeT CO034aTb
puck ans be3zonacHocTn nauneHToB.

1.

B cnyvae 0YEBUAHOrO M3MeHeHus
NpOU3BOANUTENLHOCTU UK HeaGdeKTUBHON paboThl



€D vucTrykuma no skcnayaTAumMK

12.

YCTPONCTBA PeKOMEH/YeTCS ero 3aMeHuTb.
KoHTponupyiTte knuHuyeckne napameTpbl NaLneHTa.
Ecnu coctoaune nauymenta YXYOLWAETCA wunu
B 3aMnaHWpoBaHHble CpoKM He HabnopgaeTcs
HUKaKWX yIyyleHUN, PeKOMeHAyeTcs OLEHUTb
anbTepHATUBHbIE METOAbI BEHTUNALMU.
3ddeKTUBHOCTL Tepanuu 3HauMTeNbHO 3aBUCUT
0T ycTaHoBieHHbIX 3HavyeHun TMIAKB (PEEP).
Mo3ToMy MeAWLMHCKOMY MepcoHany pekoMeHayeTcst
TWaATeNbHO  OLEHMBaTb YPOBEHb  [aBleHMUs,
Hanbonee nopaxoAfAlWMA  ANS  KAMHWYECKOrO
COCTOSIHMS nauueHTa. Mcnonb3oBaHne CAWULIKOM
HM3KOTO [laBNEHUS MOXET BbiTb HEJOCTATOUHbIM AN
anbBeONAPHOr0 pekpyTMpoBaHKs. Mcnonb3osaHue
CVULIKOM  BbICOKOTO [aBleHNs MoxeT 6biTb
MPUYKHOI aNbBEONAPHOrO PaCTKEHMS.
BHMMaHWe: yCTpPOMCTBO COAEPXUT MeTann;
MCMoNb30BaTh B OTAENEHWSX, TAe MpPUCYTCTBUE
MeTanna SBNSETCS  WCTOYHWKOM pucka Ans
besonacHoOCTV NaLWeHTa MaN TPeTbUX NLL.

Bo Bpemsi Tepanuu nauueHT MoXeT XanoBaTbCs Ha
pa3fpaxatolinil WyM, BbI3BaHHbIN UCMOb30BaHNEM
MHTEHCUBHBIX MOTOKOB. 3TO CBS3aHO CO CKOPOCTbIO
n TypbyneHTHocTblo rasa. Pasgpaxatowuin Lwym
MOXeT BbITb Nerko ycTpaHeH WAu yMeHbLUEH nyTeM
YCTaHOBKW OfHOTO UAW [BYX KOMOMHMPOBaHHbLIX
dnnbTPOB ANS AbIXaTeNbHbIX KOHTYPOB Ha pa3beMax
wneMa - Tex, KoTopble 06bIYHO MCMOAL3YKTCH B
OTAENeHNsX CTalMoHapa (He NpeaycMOTpeHbl B 3TOM
KOMM/IEKTE) - MW eCau y NaumueHTa ecTb BKIAAbIWK
LONS yLen.

Mpn  wcnonb3oBaHUW  C  yBNAXHEHHbIMU
BEHTUNSLMNOHHBIMK ra3amu ybenutecb, yTo nioboit
KOHZeHcaT, obpasyloluniica B WneMe, He Bbi3biBaeT
anckomdopTa y nauyeHTa.

Maumnent gomkeH YOAJIUTD Bce akceccyapsl, Takue
KaK cepbru, 3axuMbl fns Bonoc, rpebHu n niobele
Apyrue MeTannnyeckue npeaMeTsl.

Mpn 3akpennenun yctponctea ybepgutech, uTO
HUKaKMe 3N1eMeHTbl, Takue Kak BOMOChl WAW TKaHW,
He MOryT BbITb 3aXaTbl MEXAY BEPXHUM W HUXKHUM
KombLaMmu.

He

. Bpaq 0TBEYaeT 3a NPUHATNE peLleHNsa 0 TOM, Kakas

VMEHHO BEHTUAALMOHHAA Tepanus Hawubonee
NOAXOAMT AAs naTtonormn nauueHta. 3a Bbibop
yCTpOCTBa, Hanbonee NoLxoasLLero Ans nauueHTa
C TOYKM 3peHWs KoHUrypauuu u pasmepa Hecet
0TBETCTBEHHOCTb BpayebHbIt/cecTpuHCKniA
nepcoHan. OkpyxHocTu weu (B caHTUMeTpax) w
pasMep LUJeMa ykasaHbl Ha Kax[oM YCTpOliCTBe.
Mopxopswme BapuanTtel bygyr OBECMEYVBATb
XOPOLLEE YNJOTHEHWE Bokpyr wew nauueHTa.

. Ucnonb3osats TOJIbKO HA HEMOBPEXAEHHOM

KoXe.
yCTpOVICTBO MOXXeT MCNosib30BaTbCA MakKCUMyM 7

10

13.
. He ucnonb3osath Ha pyrom nauueHTe.
15.

20.

2

.YTunusupyiite

OHel. B 3aBMCMMOCTM OT KIMHWYeCKOW KapTWHbI
nauuenta BpauebHbIi/cecTpUHCKUI  nepcoHan
oTBevaeT 3a onpefdeneHne HeobxopumocTu Gonee
4acTol 3aMeHbl YCTPOICTBA.

HectepunbHo. He cTepunnsoBsare.

Cpok rofHoCTU W3penus: 5 neT npu ycrnoBuu, 4To
ynakoBka He Bbina MoBpexaeHa W Npu XpaHeHuu B
HopManbHbIx ycnosusx (-20°/+50°C).

. [lna obneryeHus MogenuposaHua/npuaaHnsa GopMsi

WwneMy nepes WCMNoONb30BAHMEM peKOMeHyeTcs
BbIAEPXMBaTb €ro npu KOMHaTHOW TeMnepaType
(okono 20-25°C) B TeueHMe HECKONbKMX YacoB.
MaTepuansl  cpasy  nocne
ncnonb3osanus B COOTBETCTBUN ¢ peficTayiowmm
3aKOHOAATENbCTBOM W NpaBuUiaMmu.

.AKTI/IBaLlMFI aHTMaCd)I/IKLlVIOHHOFO KnanaHa B cly4ae

npepbIBaHNS BEHTUASLMM Mo3BonseT obecneuntsb
BO3/lyX00OMeH C BHELLHEi CTOPOHOI C OrpaHUyeHneM
Bo3BpaTHOro pAbixakus CO,. AHTMACHUKLMOHHBINA
KnanaH He 3aMeHsieT BEHTUSLMOHHYIO MOAAEPXKKY
B C/lyyae CJy4yallHOro npepbiBaHUS BEHTUAALMN.
AHTHaCOUKLMOHHLIA KnanaH He ocBob6oXpaeT
CeCTPUHCKWI A  nepcoHan OT  npoBeAeHUs
COOTBETCTBYIOLLEr0 KOHTPONS M HabnlofeHus.

. BHuMaHue: TlMpuMeHeHne wnema He ocBoboxpaeT

BpayebHbIN/CeCTPUHCKMIA NepcoHan oT 0bs3aHHOCTY
“Ccnonb3oBaTb  COOTBETCTBYlOWME  CPeACTBa
VHAMBMAYANbHOM 3alWUTbl B COOTBETCTBUM C
NPUHSATLIMK B CTaLLMOHApe NpoLeaypaMu.
YCTpOiCTBO ANS MOAKAYKM MaHXeTbl He BXOAUT B
KoMMnekT. He MCMONb3yiiTe MCTOYHMKY CXaToro rasa
ANSl HaflyBaHWsi BCTPOEHHOW MaHXeTbl.

. HenHBasueHas BEHTUNALMSA O0JIKHA ObITb npepsaHa,

ecnu:
HabnlopaeTcs yXyALIeHWe COCTOSHUS CO3HAHMS K
nosiBieHMe PecnupaTopHoro AucTpecca
HabnlofaeTcs NoTeps 3alUMTbl AbIXaTeNbHbIX MyTel
PaCO, He wMenserca [no pesynbtatam 2
nocnefylLMUx — aHanu3oB  rasos  KpoBMW,
NPOBEAEHHbIX C MHTEpBaNoM MakcumyM 8 1 yac)
HabnopaeTcs cTolikas TsXenas runokceMus
HabnofaeTcs TsXenas M HEKOHTponupyemas
reMoanHammuyeckast HectabuabHoOCTb

BO3HMKAIOT NPobaeMbl CUHXPOHM3aLMM nauueHTa/
annapaTta BeHTUAALMM

HabMloAaloTCH HEKOHTPONMPYEMbIE BbIAENEHMS!
CyLLeCTBYeT HenepeHoCMocTb MHTepdeiica

060 Bcex cepbe3HbIX MPOUCILECTBUAX, CBA3AHHLIX €
Mcnonb3oBaHeM Usaenus, cooblatb NPOU3BOANTENIO

U KOMNEeTeHTHbIM opraHaM CcTpaHbl,

B KoTopou

HaxoAdaTcA nosib3oBaTesib n/vnn nauyueHT.
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SYMBOL LEGEND - YCNOBHbIE 0603HAYEHMA

Model/size - Mogens/pasmep

Code - Kop,

Batch - MapTus

Expiry - Cpok rogHocTm

Quantity - Konnyectso

Do not re-use - He ucnonb3osatb

Caution - BHumaHue!

See instructions for wuse attached
to the device - CM. wWHCTpykuum no
MCNONb30BaHMI0 B KOMMIEKTe C U3AeNneM
Manufacturer - MpousBogutens

Do not use if the package is dama-
ged - He wncnonb3oBaTb, ecny ynakoska
noBpeXaeHa

Non-sterile - HectepunbHo

Temperature limitations -

Temnepartyp

Mpenensi

Neck circumference - 06xBaT wewn

Do not open packaging using a knife - He
OTKPbIBaTb YNaKOBKY HOXOM

The CEmarkingincludesthe TUVRheinland
Italia (notified body) identification number.
The product conforms to the require-
ments set out in the EU MDR 2017/745 -
Mapkuposka CE. M3genue cooTsetctByeT
TpeboBaHuaM EBponeiickoro pernameHTa
0 MepguuuHckux wmsgenusx MDR (EC)
2017/745. Mapkuposka CE Bknoyaer
noeHTMdUKaUMoHHbIn  Homep  TUV
Rheinland ltalia (HoTuduuMpoBaHHbIK
opraH)
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Handle with care - Xpynkoe usgenve

Keep away from sunlight - Bepeub oT
CONHEYHbIX Nyyelt

Keep away from rain - Bepeub o1 goxas
Latex free - HE COQEPXWT NNATEKCA

If present on the label/ecan ow

NPUCYTCTBYET Ha 3TUKETKe

Phtalates free - ¢ranatsl becnnatHo
Medical Device - MeguunHckoe nspenmne

Unique Device Identifier - OgHo3HauHbIN
VAEHTUONKATOP MEAULMHCKOTO U3aenus
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