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(en) HELMET FOR NON INVASIVE VENTILATION
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Inlet connector

Outlet connector

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

Sealed access for probes or

catheters

Manometer (if present)

Inflatable cushion

Pump (not provided)

Collar

Clamp

r—TrTrommo

BnyckHon wryuep

BbinyckHol wryuep

AHTHachukumoHHbIA knanaH / Mopt goctyna ecau
nmeetcs)

Kprouku/npsixxka Anst cucteM Kpenneuns
lepMeTUYHbIN JOCTYN AN AATYUKOB MU KaTeTepoB
WNHavkaTop pasnenus (ecnn umeertcs)

HagnysHas nopyLika

YCTpoiicTBO ANs NofKayku (He BXOAUT B KOMNIEKT)
BopoTHuk

3axum



m Instructions for use

Intended use
Helmet for non-invasive ventilation in hospital environment.

Indications for use

Suitable for treatment of respiratory failure in hypoxemic /
hypercapnic patients.

For other pathologies the treatment may only be performed
under careful monitoring by expert operators.

The infant models are suitable for treatment of hypoxemic
patients.

Contraindications

* Coma

¢ uncooperative patient

e cardiac arrest

¢ hemodynamic instability

* recent oesophageal and gastro-surgical operations
e 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/venti-

lator 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 and infan-
ts 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 inspiratory phase, sufficient to quickly remo-
ve the CO, from the inside the helmet.

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

. Monitor the clinical parameters of the patient. Warning: the
models without anti-asphyxiation valve may only be used
if monitoring of the clinical parameters is guaranteed with
adequate systems equipped with alarms.
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PATIENTS RECOMMENDED SIZE

ADULT
- weighing > 30 kg

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

PAEDIATRIC
- To be used in paediatric age.
- weighing approximately

>12 kg (CPAP), >15 kg (NIV)

PAEDIATRIC, based on the neck circumference
indicated on the label and the patient's age
indicated on the product technical data sheet

INFANT CPAP
- weighing approximately
between 3 and 7 kg.

INFANT LOW, based on the approximate
weight indicated on the product
technical data sheet

INFANT CPAP
- weighing approximately

INFANT HIGH, based on the approximate
weight indicated on the product

between 7 and 12 kg. technical data sheet

The medical/nursing staff is responsible for choosing the device
most suitable for the patient in terms of configuration and size.
Suitable choices will ensure a good seal around the patient’s
neck.

The neck circumferences are approximate; the physician is
advised to measure 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 circu-
mference.

Complications/side effects

Axillary pain (in patients with fragile skin and in prolonged
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. Before
positioning the helmet on the patient open and close the access
port (if present) in order to facilitate opening during use. Pre-
check the valve. Pull and release the knob checking that the
components slide smoothly.

-

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

. 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 5¢cm/H,0 as prescribed by the
physician.The integrated manometer can be useful to check
if there is pressure in the helmet (the indication is however
approximate). For the versions not equipped with an integra-
ted manometer an external manometer can be connected to
the pressure port or to an airtight access.

N

When used with a ventilator
Connect the breathing circuit to the inlet and the outlet con-
nector.

. Check that the connection is secure before proceeding with
administration of the therapy. Activate the ventilation flow
before continuing with the next positioning phase in order to
reduce the time required to pressurise the helmet.
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B. POSITIONING AND ACTIVATING THE DEVICE

. 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 diametrically opposite way and holding

their thumbs on the rigid ring of the helmet.

Complete positioning of the fastening system on the front of

the Helmet.

. Adjust the length of the straps so that the rigid ring is about
1 centimetre from the patient’s shoulders.

. Pressurise the system by pulling the knob of the anti-a-

sphyxiation 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 mechanism.

. The helmet has airtight accesses to insert probes/cathe-
ters with diameters between 3.5 and 7 mm (ADULT and
PAEDIATRIC sizes) and between 2.5 and 4 mm (INFANT size).
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C. SYSTEMS TO IMPROVE COMFORT

1. Alternative fastening systems
During extended therapy and with high operating pressure
the patient may complain of axillary pain Intersurgical can
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supply different accessories to relieve the patient:
* An abdominal/thoracic belt to be fixed as shown in Figure.
¢ 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.
2. Cushions / internal cuffs
- Some models have an internal inflatable cuff.
- The INFANT sizes have an anatomic cushion to rest the
child’s head on.

D. USING THE ACCESS PORT (when available)

. Open the access port to the patient by turning the anti-a-

sphyxiation valve anticlockwise.

Access the patient’s face.

Close the access port to the patient by turning the anti-a-

sphyxiation valve clockwise.

. Pull the valve knob using two fingers until the helmet is pres-
surised.

-
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E. HOW TO REMOVE THE HELMET

1. Remove any probes/catheters used during the therapy from
the airtight accesses. Deflate the internal cuff (where pre-
sent) by opening the clamp.

2. Detach the fastening systems.

3. Remove the helmet by opening out the collar with 4 hands.

4. Turn off the ventilation flow.

WARNINGS / PRECAUTIONS
Do not re-use. 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 therefore they could
not guarantee required performances, therefore creating a
safety risk for patients.

1. In the event of an evident change in performance or ina-
dequate performance of the device, it is recommended to
replace it.

2. Monitor the clinical parameters of the patient. Warning:
models without anti-asphyxiation valve must only be used
if monitoring of the clinical parameters is guaranteed with
adequate systems equipped with alarms.

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 depart-
ments where the presence of metal is a source of risk to the
safety of the patient or third parties.

6. 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.

7. When used with humidified ventilation gases, check that any

condensate forming in the helmet does not cause the patient
discomfort.

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

9. The physician is responsible for deciding which ventilation
therapy is most suited to the patient’s pathology. The medi-
cal/nursing staff is responsible for choosing the device most
suitable for the patient in terms of configuration and size.
The neck circumferences (expressed in centimetres) and the
helmet size is indicated on each device. Suitable choices will
ENSURE A GOOD SEAL around the patient’s neck.

10.Use ONLY ON UNBROKEN skin.

11.The device can be used for maximum 7 days. Depending on
the clinical picture of the patient, the medical/nursing staffs
are responsible for defining the need for more frequent
replacement of the device.

12.Non-sterile. Do not sterilize.

13.Do not use on another patient.

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

15.To facilitate modelling/shaping the helmet, it is recommen-
ded to keep it at room temperature (about 20-25°C) for a few
hours before use.

16.Dispose of the materials immediately after use CONFORMING
TO the current laws and regulations.

17.The cuff inflation pump is not included in the kit. Do not use
pressurised gas sources to inflate the integrated cuff.

18.Activating the anti-asphyxiation valve in the event of ventila-
tion interruption allows air exchange with the outside limi-
ting CO, rebreathing. The anti-asphyxiation valve does not
substitute the ventilation support in the event of accidental
ventilation interruption. The anti-asphyxiation valve does
not exempt the nursing staff from implementing appropria-
te monitoring and supervision.

19.Caution: Use of the helmet does not exempt operators from
the obligation to use adequate Personal Protection Devices
in accordance with the hospital procedures.

20.Non invasive ventilation shall be interrupted if there is one of
the following conditions:

* 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

« severe and uncontrollable hemodynamic instability

e patient / ventilator synchronization problems

¢ 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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HasHayenue
LLinem npeaHa3HayeH Ans NpoBEAEHNS HEMHBA3MBHOI UCKYCCTBEHHOM
senTunaumu (HVB) B ycnosuax craumonapa.

MokasaHus K npUMeHermIo

TOAXOAMT AAS  JIEYEHMs NaUMEHTOB C  runokcemuyeckon /
runepKanH14eckon AbixatebHOM Hel0CTaToqHOCTbI0. B ciiyyae apyrux
NaTonorvit eveHne MoXeT MPOBOAUTLCA TONbKO MPW TLATeNbHOM
KOHTPO/e CO CTOPOHbI KOMMETEHTHbIX Bpayei-xupypros. [eTckue
MOZENY NOAXOAAT ANS IeYEHMUs NALMEHTOB C TUMOKCEMUEN.

MpoTuBoNokasaHus

* Koma

* HEKOHTAKTHbIA NauueHT

* 0CTaHOBKA Cepaua

* remMoavHaMuyeckas HectabunbHoCTb

* HeflaBHMe XMPYprUYeCcKUe onepaLmui Ha NALLEBOAE W XENyAKe

* TAXeNoe KPOBOTEYEHWE BEPXHUX OTE/0B MNLLEBAPUTENLHOIO TPaKTa
* 0BCTPYKLMS BEPXHUX AbIXaTeNbHbIX NyTel

* NHEBMOTOPAKC

OrpaHnyeHus npuMeHeHns

1. YCTpoCTBO [OMKHO UCMOSBb30BATHCH KBANMOULMPOBAHHBIM 1
MOATOTOBAEHHbIM  BPayebHbIM/CECTPUHCKUM  MepCoHanoM; npw
CMONb30BaHUM C BEHTUNATOPOM B3aUMOAEHCTBME nauueHT/
BeHTUNATOp (MexaHu3M npusedeHns B feiicTene) Moxer BbiTh
CNOXHbIM, B TakoM Cnyyae YCTPOWCTBO MOXET WCMONb30BATLCS
TO/IbKO KOMMETEHTHBIMM BpaYaMU.

2. TpeaHa3HayeHo Ans NOAAYN BO3LYXa M KUCOPOAA.

3. Mpu wucnonbzosarun ans CPAP (nocTosiHHoe nonoxuTenbHoe
LaBnexve] npuMmeHsadTe reHepatopbl MoTOKa, CNOCOBHble
obecneuntb 0bwWMit HeNpepbIBHLIA MOTOK BO3AyXa M KMCAOpoAa
He MeHee 40 n/MuH ana B3pocnbix W He Mexee 30 n/MUH Ans
NefnaTpuYeckux nauueHToB M MnageHues, 4tobel obecneunts
xopoluee npoMbiBaHue Bbifbixaemoro CO,. Mpu ucnonb3oaHum ¢
BEHTUNATOPOM YbeauTech, YTo OH crocobeH Bo BpeMs ¢asbl BAOXa
nocTaBAATb NOTOK, AOCTAaTOYHbIA AAs BbicTporo yaanexus CO,
W3HYTPY LWnema.

4. Tlpy NpaBuMaABLHOM MPUMEHEHIM YCTPOICTBO MOXET UCMOJIb30BaTbCS
HerpepbiBHO B TeyeHue MakcuMyM 7 [Hed, mocne uYero ero
He0bX0ANMO 3aMeHNTb.

5. KoHTponupyiiTe  KAMHMYeckMe — napaMmeTpbl  MauueHTa.
Mpepynpexaenne: mogenn 6e3 aHTMACHUKLMOHHOTO Knanaxa
MOFyT WMCMONb30BaThCS TONBKO B TOM CJy4yae, €CAN KOHTPOb
33 KAMHWYeCKUMU napaMeTpamil rapaHTUpYeTcs C MOMOLLbio
COOTBETCTBYIOLMX CUCTEM, 00OPYAOBAHHbBIX CUrHanW3aTopamu
Tpesorv.

6.

NAUMEHTBI PEKOMEHAYEMbIA PASMEP
B3POC/IbIE B3POC/TIE MALMEHTBI XS-S-M-L-XL-XKL, Ha
- Bec > 30 kr (OCHOBAHMM OKPYXHOCTH LUen, yKa3aHHOL;1 Ha 3TUKeTKe
JETM

MALVEHTBI IETCKOT0 BO3PACTA, a ocHosanmu
OKPYXHOCTH LLeH, YKa3aHHO/I Ha ITUKETKE, U BO3pacTa
NalleHTa, YKa3aHHOTO B TEXHUYECKOM NacropTe M3fenus

- [lna  npuMenenns B  peTckoit
B03ACTHO/! rpynne.
- Bec 0kon0 >12 kr (CPAP). >15 kr (HUB)

JETV MIALLLUEFO BO3PACTA, LETU MNALLLEr0 BO3PACTA, HUSKUH,
CPAP Ha 0CHOBaHMM NpUBAN3UTENbHOTO Beca,
- BeC npuMepHo o1 3 10 7 Kr. YKa3aHHOr0 B TEXHNYECKOM NACcMopTe U3fenvs

LETU MJALLIEFO BO3PACTA, | AETV MNIALLENO BO3PACTA, BLICOKMN,
CPAP Ha 0CHOBaHMM NpubaN3UTENbHOTO BECa,
- BeC npuMepHo ot 71 12 kr YKa3aHHOr0 B TEXHUYECKOM NACMOpTe U3fenus

3a Bbibop ycTpoiicTsa, Haubosnee NOAXOAALLETO A4S NALUMEHTA C TOYKM
3peHMs KOHGUTYPaLNM 1 pasMepa HeceT 0TBETCTBEHHOCTb BpayeBHbIN/
cecTpuHckuii nepcoHan. Moaxopswme BapuaHTel byayT obecneunsats
XopoLLee ynnoTHeH e BOKPYT Luey naLueHTa.

OKpYXXHOCTY LUEN ABAAIOTCS NPUBAMIUTENbHBIMY; BPaYy PeKOMeHAyeTcs
M3MEpPATb  OKPYXHOCTb e NaLueHTa, MOAMEXAllero feveHuio.
PekoMeHpyeTcs UCMonb30BaTh NpUnaraeMyto U3MepUTENbHYH NeHTy
Ans BbiGopa oNTUMaNbHOrO pa3Mepa B COOTBETCTBUMN C OKPY)KHOCTbIO
LWew nauyueHTa.

OcnoxHeHus/nobouHble 3 pexTbl

Bonb B nogMblWweyHol 06nacTy [y naumeHToB ¢ BOCNPUMMYMBON KOXeit
W [UTeNbHON Tepanuei).

Knayctpodobus.

3anepxka CO, (Bo3spaTHoe AbixaHme).

A. YCTAHOBKA YCTPOMCTBA

V/3Bnekute yCTpoICTBO M3 yNakoBKM M CMOAENMPYITE ero 0AHoM

pyKo# TaK, 4Tobbl BOCCTAaHOBUTb €ro LWJMHAPUYECKYl dopMy.

lepen ycTaHOBKOW lneMa Ha NauueHTe OTKPOIATE M 3akpoiiTe nopT
goctyna (ecnn oH umeetca), yToBbl 0BrErUUTL OTKpPLITHE BO BpeMms

CNoNb30BaHMA. BbiNonHUTe npefBapuTeNbHYlo NpoBepky knanawa.

MoTAHUTE 1M OTNYCTUTE pyuKy ANS MPOBEPKM MNABHOTO CKOJbXEHMS

KOMMOHEHTOB.

1. Pacnonoxute cucTeMbl Kpennexns, 3adukcuposaB WUx Ha 3apHen
YacTy Wnema.

2. MMpu ucnonb3oBaHuM ¢ pacnpefenutenem notoka B CPAP
MoAcoennHATE  AbIXaTENbHBIA KOHTYp K BMYCKHOMY LUTyLEpy.
Moacoeannute knanan MAKB (PEEP) k BbinyckHoMy wTyLepy.
Pekomengyetcs ycraosuts MOKB (PEEP) He meree 5 cM/H,0 kak
npeAnucaHo BpayoM. BCTpoeHHbI MHAMKATOP AaBNeHUs MoxeT
BbITb MONE3EH ANS NPOBEPKM HanMuug AasneHns B Wieme (oaHako
noKasaxus ABnsoTCS NpuBaAN3uTENbHbIMK).

[lns Bepcuit, He OCHALLEHHBIX BCTPOEHHbIM UHAMKATOPOM 1aBAEHNS,
BHELWHMIA WHAMKATOP AaBNEHUS MOXHO MOAKMOYUTb K MOPTY
LaBNEHNs UK K BO3[yXOHENPOHMLAEMOMY [OCTYY.

Tpu Ucnonb30BaHNM C BEHTUAATOPOM
MofcoeanHuTe AbIXaTeNbHbIA KOHTYP K BYCKHOMY W BbINYCKHOMY
wryuepy.

3. Mpexae yeM npucTynatb K Tepanuu, yoeauTech, YTo COefMHEHNe
ABNAETCA HafeXHbIM. YTobbl coKpaTUTh BpeMs, Heobxoaumoe ans
C03/iaHus LaBIEHNS B LNEME, MIPEX/E YeM NPOAOIXUTb ClIeAYIoLMi
3Tan No3NUMOHNPOBAHMS, aKTUBMPYITE MOTOK BEHTUNSLMUN.

B. NO3ULIUOHUPOBAHME U AKTUBALIUA YCTPOUCTBA

1. OTKpoiiTe BOPOTHMK, WUCMONb3yst 4 pyku, Takum 06pa3oM, uTobbI
npowsa rosoBa nauueHTa. [ns obneryeHns yctaHoBKM Linema
npeanaraetcs, 4Tobbl 1Ba YenoBeKa 0TKPbIBaNM BOPOTHUK, CXMMast
NOCKYTHl B AMaMETPanbHO NPOTUBOMONOXHOM HanpaBieHUu 1
yAepxuBas bonblune Nasblibl Ha XECTKOM KOJbLE LWema.

2. 3aBepLunTe MO3NLMOHMPOBAHME CUCTEMbI KPEMNEHWs Ha NepefHeit
4acTu Wnema.

3. OTperynupyitTe ANMHY peMmHed Tak, 4Tobbl XecTkoe KombLO
HaXOAMNOCh Ha PacCToAHUM 1 CaHTUMETpa OT Ney nauueHTa.

4, Co3pailTe faBneHMe B cuCTeMe, A 3TOMO MOTAHWTE 33 Pyyky
aHTUACHUKLMOHHOTO KanaHa, Noka LWseM He 0CTUTHET XenaeMoro
BHYTPeHHero Aasnexus. Knana nepexoaut B pexum beonacHocTn
1 3aWNTl NaLMeHTa, KOrAa no kakoil-nmbo npuymHe BHyTpeHHee
ZLaBneHue Wnema napaet Huxe 2 cM H,0.

5. [Ins npaBuabHOro QYHKUMOHWPOBAHWS KnanaHa He 3acnoHsiiTe
30HY KnanaHa u He 6nokupyiTe MexaHu3m ero fencTaus.

6. LLinem obopyaoBaH BO3AYXOHEMPOHMLAEMbIMM FOCTyMAMU Anst
BCTaBKM JaT4nKoB/kaTeTepos AuametpoM ot 3,5 o 7 MM (pasmepb
B3POC/IbIE v AETM) v ot 2,5 po 4 MM (pasmep JETV MIIALLLEFO
BO3PACTA.

C. CUCTEMbI NS ynyYLLEHUA KOMOOPTA
1. AnbTepHaTMBHbIE CUCTEMbI KpenneHus
Bo BpeMs npoponXuTenbHO Tepanun W Npu BbICOKOM paboyem
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[aBNeHNM MaLyMeHT MOXET XasnoBaTbcs Ha 60Mb B MOAMbILLEYHOI

obnactu. Intersurgical MoxeT nocTaBuTb pa3nnuHble akceccyap

Anga obneryexuns nayueHTa:

* BpioWHOA/TpyaHOM MOAC ANs KPEenneHws, Kak nokasaHo Ha
pUCyHKe.

© JnacTUYHbIi peMeHb C NETNSMU ANs KpenneHus lwnema K
KpoBaTu.

[na obneryenns 6Gonn Mexay Koxel nauueHTa W 3awiuToil

I'IOIJ,MbILLIeHHO\;I 0bnactm MoxHo NPUMEHUTb TUAPOKONNOUSHbIE

MOBSA3KM.

2. Mopywku / BHYTPeHHNE MaHXeTbI

- HEKOTOpre MOLieNIn UMeIOT BHYTPEHHIOK HafyBHYI0 MaHXeTy.

- Mogenn pasmepa AETWM MIALLIErO BO3PACTA umetor
aHaTOMUYecKylo NopyLIky ANs ronoBbl pebeHka.

D.UCMOJIb30BAHUE MOPTA LOCTYNA (ecnu umeetca B
Hanuuuu)

1. OTKpoiTe NOPT AOCTYNa K NaLWeHTy, NOBEPHYB aHTUACHUKLIMOHHBIN
KnanaH npoTuB YacoBow CTPenKM.

2. TonyunTe KOCTYN K WLy NaLMeHTa.

3. 3akpoiite NOpT AOCTYNa K NALMEHTY, NOBEPHYB aHTUACHUKLIMOHHBIN
KnanaH no 4acosoit CTpesnke.

4, MotAHWTe pyyky KnanaHa ABYMs Manbuamul, noka B Luneme He
nosiBUTCS faBneHue.

E. KAK CHUMATD LUJIEM

1. Ypanute 3 BO3yXOHENPOHMLAEMbIX AOCTYNOB BCE AaT4nkn/
KaTeTepel, UCMOMb3yeMble BO BpeMs Tepanuu. Beinyctute Bopyx u3
BHYTPEHHEl MaHXeTbl (TaM, rae oHa ecTb), OTKPbIB 3aXUM.

2. 0TcoeamMHuTe KpenexHble CUCTEMBI.

3. CHUMUTE LneM, OTKPbIB BOPOTHUK YETbIPbMS pyKaMu.

4. BbikniounTe BEHTUNALMOHHBIA NOTOK.

NPEAYNPEXXAEHWUS / MEPbI NMPELOCTOPO)KHOCTH

He wucnonb3oBath. YcTpoiicTBO  AAS  OJHOPA30BOro

vcnonb3oBanus. [10OBTOPHOE WMCMONb30BaHMeE 3ampelleHo,
M0CKO/bKY OHO MOXET BbI3BaTb NepeKkpecTHoe 3apaxeHue NaLneHTos.
Kpome Toro, nocne ouncTkm/aesnHdekumn Matepuansl, U3 KoTopbix
13roTOBNIEHO YCTPOMCTBO, MOTYT BbITb MOBPEXAEHSI, U, CNIE0BATENBHO,
OHM He MoryT obecneuynTb HaAnexauwiero GyHKLMOHUPOBAHNS
YCTPOWCTBA, YTO MOXET C03AaTb PUCK AN 6e30MacHoCTH NaLmueHToB.

1. B cnyyae 04eBWAHOro M3MeHEHWUs MPOWU3BOAMTENBHOCTU MM
HeaddekTMBHOM paboThl yCTPOICTBA PEKOMEHAYETCS ero 3aMeHUTb.

2. KoHTponupyiTe  KnMHMYeckMe — mapameTpbl  MauueHTa.
Mpepynpexaexve: Mofenn 6e3 aHTUACOUKLMOHHOIO KranaHa
MOTYT WCMONb30BaTbCs TONbKO B TOM CAyyae, eciu KOHTPONb
33 KNWHUYECKMMW nNapaMmeTpaMu rapaHTUpyeTcs C MoMoLLybio
COOTBETCTBYIOLLMX CUCTEM, 0DOPYAOBAHHbIX CUTHANM3aTopaMm
TpeBoru.

3. Ecnm coctosiHve naunenta YXY[JLLIAETCA nnv B 3annaHnpoBaHHble
CpoOKW He HabniofaeTcs HUKaKMX yNyyleHWi, pekoMmeHpyetcs
OLLeHUTb anbTepPHATUBHbIE METOLbI BEHTUAALMM.

4. 3ddeKTMBHOCTL TepanuM 3HAYNTENBHO 3aBUCHT OT YCTAHOBNEHHBIX
3Hayennin MAKB (PEEP). MoatoMy MeauumHcKoMy nepcoHany
pekoMeHAyeTcst TWATeNbHO OLEHMBAThb YpPOBEHb [JaBNeHMs,
Haubonee NOAXOASWMIA AN KNAWHWYECKOTO  COCTOSIHUS
nauueHnTa. Mcnonb3oBaHue CAMWKOM HU3KOTO AaBNeHWs MoxeT
ObITb  HEAOCTAaTOYHLIM ANA  anbBEONSPHOr0 PEKPYTUPOBAHMS.
Mcnonb3oBaHie CAULWIKOM BbICOKOTO [JaBNEHUS MOXET ObiTb
MPUYMHON aNlbBEONAPHOrO PACTIKEHNS.

5. BHMMaHMe: ycTpOACTBO COAEPXMT MeTansl; He WCnonb3oBaTb B
OTAENEHNsX, e MPUCYTCTBUE MeTanna ABNSETCH MCTOYHUKOM
pucka Ans 6e30nacHoCTV NauneHTa Uan TpeTbux L.

6. Bo Bpems Tepanuu naLMeHT MOXET Xas0BaTbCs Ha PasapaxatoLuyuit
LUyM, BbI3BaHHbIA MCMONb30BAHMEM WHTEHCMBHBIX MOTOKOB. 3TO
CBSI3aHO CO CKOPOCTb W TypbyneHTHOCTbI0 rasa. Pasppaxatowmit

LyM MOXET BbITb N1ETKO YCTPAHEH WM YMEHbLIEH MyTeM YCTaHOBKM
0/{HOTO UNW [iBYX KOMBUHMPOBAHHbIX GUALTPOB ANS AbIXaTeNbHbIX
KOHTYpOB Ha pa3bemax (nema - Tex, KOTOpble 0BbIYHO
UCMONb3YIOTCS B OTAENEHWAX CTaLuoHapa (He npepsycMoTpeHsl 8
3TOM KOMNJIEKTE) - MW eCAN Y NALMEHTa ECTb BKNALILIM ANS YLLEH.

7. Tp¥ MCMOB30BAHUHU C YBNAXHEHHBIMI BEHTUNSLMOHHBIMI razamu
ybenuTech, yTo Noboi KoHAeHcaT, 0bpasylluuics B Wneme, He
BbI3bIBAET AUCKOMGOPTa Y NaLMeHTa.

8. MaumeHt ponxeH YOANNTb Bce akceccyapsl, Takue Kak Cepbrv,
3aXUMbl ANns Bonoc, rpebHu 1 niobble Apyrue MeTannuyeckue
npeaMeTb.

9. Bpauy oTBeYaeT 3a NpUHATME pPeLIeHUs O TOM, Kakas MMEHHO
BEHTUSLMOHHAs Tepanus Haubonee MOAXOAMT ANS Natonoruu
nauyenta. 3a Bbibop yctpolictBa, Haubonee moaxoaswiero Ans
nauMeHTa C TOYKM 3peHuss KOHOUrypauuu W pasmepa HeceT
OTBETCTBEHHOCTb  MEAMLMHCKII/CECTPUHCKUIA  NepcoHal.
OkpyxHocT wen (8 caHTMMeTpax) M pasmep wrema ykasaHbl
Ha kaxpoM ycTpolicTee. [lopxopsline BapuaHTel  byayt
OBECMEYMBATb XOPOLLEE YNIOTHEHWE Bokpyr wew naumeHTa.

10. Ucnonbzosats TOJIbKO HA HEMOBPEXIEHHOW koxe.

11.YcTpolicTBO MOXET MCMoAb30BaThCH MakcuMmym 7 pHeil. B
33BUCMMOCTM OT KAMHUYECKOW KApTUHbI NaLMeHTa MeAULMHCKII/
CECTPUHCKWIA NepcoHan 0TBeYaeT 3a onpefeseHme HeobxognmocTu
bosee YacTol 3aMeHbl yCTPOUCTBA.

12. HectepunbHo. He cTepunn3osars.

13. He ncnonb3oBath Ha ApyroM naueHTe.

14.Cpok rofHOCTW M3fenusi: 5 NeT Mpu YCnoBWM, YTO ynakoBka He
Bbina MOBPEX/AEHA W MPU XpaHEeHUH B HOPMANbHbIX YCNOBUAX
(-20°/+50°C).

15.[lnst obneruerns MogenupoBaHus/npuaaHus GopMbl - Lnemy
nepes MCMoJb30BaHWEM PEKOMEHAYETCS BblAEPXMBaTb €ro mpy
KoMHaTHo# TeMnepatype (okono 20-25°C] B TeyeHue Heckonbkux
4acos.

16.YTnu3upyitte MaTepuansl cpasy mnocne ucnonb3oBaHus B
COOTBETCTBUWN ¢ peiicTBylOWMM  3aKOHOAATENbCTBOM U
npasunamu.

17.Hacoc pnsi paspyBaHMs MaHXeTbl He BXOAMT B KommiekT. He
MCONb3YiATe NCTOYHNKM CXATOr0 ra3a A5 pasfyBaHis BCTPOEHHON
MaHXeTl.

18. AKTMBaLMS aHTMACOUKLMOHHOIO KNanaHa B Cyyae npepbiBaHus
BEHTUNALMN No3BONsieT 0becneynTb BO3AYX00OMEH C BHeLHeit
CTOPOHOM € OrpaHuMyeHueM Bo3BpaTHoro Apixakus CO,.
AHTMACOUKLMOHHbI KnanaH He 3aMeHseT BEHTUASLMOHHYH
MOAAEPXKY B CAy4ae CAY4aHoro NpepbiBaHUS BEHTUAALUM.
AHTHacHUKUMOHHBIA KnanaH He 0CBOGOXKAAET CECTPUHCKMIA
nepcoHan oT NPOBEAEHWA COOTBETCTBYIOLIEr0 KOHTPONA W
HabniogeHus.

19. Buumatve: lpuMeHenue wneMa He ocsoboxaaet BpadebHbiil/
CECTPUHCKWA  nepcoHan oT  06f13aHHOCTM  MCMONb30BaTh
COOTBETCTBYyMOWME CPEACTBA WHAMBUAYANbHOW 3aluTbl B
COOTBETCTBUYM C NPUHSATLIMU B CTALMOHape MpoLesypamMu.

20. HenHBa3nBHas BeHTUNALMA [JONKHA ObiTb NpepBaHa, ecnu:

Habl0faeTCs yXyALIeHNe COCTOSHWS CO3HAHWA U nosiBneHue

pecnupaTopHoro Aucrpecca

HabniofaeTcs NoTeps 3alLyUTbl fbIXaTeNbHbIX MyTei

PaC0, He MeHsieTcst (Mo pesynbTataM 2 MocneayloLMX aHanu3os

ra308 KPOBY, NPOBEAEHHbIX C UHTEPBaNOM MakcuMyM B 1 yac)

HabniopaeTcs cTolikas TsXenas runokceMus

HabnlofaeTcs TAXeNan 1 HeKOHTPoIMpyeMas reMofnHaMmuyeckas

HecTabunbHoCTb

BO3HMKAKT NpobneMbl CUHXPOHM3ALWM nauueHTa/annapara

BEHTUNALMM

HabI0AAITCA HEKOHTPONMPYEMbI BbIAENEHNS

CyLLeCTBYeT HENepeHoCUMOCTb MHTepdelica

060 Bcex cepbe3HbIX NPONCLLIECTBUSAX, CBA3AHHbIX C UCMONb30BaHNEM
usgenus, coobwarb npou3BoAUTEN0 U KOMMNETEHTHbIM OopraHaM
CTpaHbl, B KOT0p0|7| HaxoAATcA nonb3oBaTenb w/vnn nayueHT.
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SYMBOL LEGEND - YCNOBHbIE 0603HAYEHMA

Model/size - Mogens/pasmep

Code - Kop,

Batch - MapTus

Expiry - Cpok rogHocTu

Quantity - Konuyectso

Do not re-use - He ncnonb3oBatb

Caution - BHumMaHwe!

See instructions for wuse attached
to the device - CM. wHcTpykuum no
MCMob30BaHNIO B KOMMNEKTE C N3AeNNeM
Manufacturer - Mpoussogutens

Do not use if the package is dama-
ged - He wcnonb3oBaTb, €CNu ynakoBka
noBpexzeHa

Non-sterile - HectepunbHo

Temperature limitations -

Temnepartyp

Mpenensi

Neck circumference - 06xBaT wewn

Do not open packaging using a knife - He
OTKpPbIBaTb YNakoBKy HOXOM

The CE marking includes the TUV
Rheinland Italia (notified body) iden-
tification number. The product confor-
ms to the requirements set out in the
EU MDR 2017/745 - Mapkuposka CE.
Vspenne cooTBeTcTBYeT TpeboBaHWsAM
EBponeiickoro pernameHTa o MeULIMHCKMX
nsgennax MDR (EC) 2017/745. Mapkuposka
CE BkntoyaeT MAEHTUPUKALMOHHBIA HOMep
TUV Rheinland ltalia (HoTuduumnpoBaHHbIi
opra)
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Handle with care - Xpynkoe usgenve

Keep away from sunlight - Bepeub ot
CONHEYHbIX Nyyelt

Keep away from rain - Bepeyb oT foxas
Latex free - HE COQEPXWT JIATEKCA

If present on the label/ecan oH

NPUCYTCTBYET Ha 3TUKETKe

Phtalates free - ¢ranatel 6ecnnatHo
Medical Device - MeguunHckoe nspenmne

Unique Device Identifier - OgHo3HauHbIN
VAEHTUONKATOP MEAULMHCKOTO U3aenus
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