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Outlet/inlet connector
Anti-asphyxiation valve with access port
Sealed accesses for probes or catheters
Knobs for fastening the cushion and the rigid
annular body (also on the rear of the helmet)

F Rigid annular body fastening tabs

F2 Inflatable cushion fasteners

Rigid annular body

Inflatable cushion

Collar

Cushion inflation tube seat

Cushion inflation line

Pump

(e

A Inlet/outlet connector
B

c

D

E

ZIr—TTTo

BryckHol1/BbinyckHol wWryuep

BbinyckHOM/BMYCKHOM WTyLEep

AHTMACPUKLMOHHBIN KnanaH ¢ nopToM AocTyna
[epMeTUyUHbIe JOCTYNbI ANs AaTYMKOB WUAN KaTeTepoB
PykosTkn Ans KpenneHus nomywku W XecTkoro
kopnyca ¢ 06ogoM (Takxe Ha 3afHei YacTu Wwnema)
Kpennexus xectkoro kopnyca ¢ obofom

F2 KpenneHnus HagyBHOM nogyLuku

G Kectkuit kopnyc ¢ obopom

H HapysHas nopywka

| BopoTHuk

L Mecto gns Tpybku noaaysa noayLiku

M JluHna nogaysa nogyLikm

N YcTpoicTBO Ans nofkayky MaHxeTbl
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@) insTRUCTION FOR USE

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

Indications for use

Suitable for treatment of respiratory failure in hypoxe-
mic and/or hypercapnia patients. For other pathologies,
the treatment may only be performed after careful
clinical evaluation by expert operators.

Contraindications

* Coma

¢ Uncooperative patient

e Cardiac arrest

¢ Hemodynamic instability

 Recent oesophageal and gastro-surgical operations

* Heavy bleeding of the upper digestive tract

e Obstruction of the upper airways

¢ Pneumothorax

e |t is unadvisable to use the device on patients with
critical carotid stenosis

Restrictions of use

1. The device must be used by qualified and trained
medical/nursing staff. The patient/ventilator inte-
raction (trigger] may be complex and the device may
therefore only be used by expert operators.

2. To be used for administration of air and oxygen.

3. When used for CPAP, use flow generators able to
provide a total continuous air and oxygen flow of at
least 40 L/min 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 remove the CO, from insi-
de the helmet.

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

5. Monitor the clinical parameters of the patient.

PATIENTS RECOMMENDED SIZE
ADULT XS-S-M-L-XL-XXL,
ADULT . iah based on the neck
-approximate weight circumference indicated
> 30 kg on the label

The medical/nursing staff is responsible for choosing
the device most suitable for the patient in terms of con-
figuration and size. A suitable choice will ensure good
seal around the patient’s neck.

The neck circumferences are approximate; the physi-
cian 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 accor-
ding to the patient’s neck circumference.

Complications/side effects
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 before placing the helmet on the

patient. Pre-check the valve. Pull and release the knob

checking that the components slide smoothly. Check

the cushion by inflating it with the pump supplied.

Deflate the cushion before positioning the helmet on

the patient.

1. When used with a flow driver in CPAP
Connect the breathing circuit to the inlet connector
(A). Connect the PEEP valve to the outlet connector
(B. It is recommended to set a PEEP of at least 5cm/
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 integrated
manometer an external one can be connected to the
pressure port or to an airtight access.

When used with a ventilator
Connect the breathing circuit to the inlet connector
(A) and to the outlet connector (B).

2. Check that the airtight accesses are correctly posi-
tioned. Check that the connection is secure before
proceeding with administration of the ventilation
gases. Activate the ventilation flow before continuing
with the next positioning phase in order to reduce the
time required to pressurise the helmet.

B. POSITIONING AND ACTIVATING THE DEVICE

1. Open out the collar (l) 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 dia-
metrically opposite way and holding their thumbs
on the rigid ring of the helmet.

2. The helmet has airtight accesses to insert probes/
catheters with diameters between 3.5 and 7 mm.

3. Access next to the port: 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. Use this access for NGT if in
use.
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Position the inflatable cushion (H) around the
patient’s neck and hook the fasteners (F2) onto
the knobs (E).

Take the rigid annular body (G), open it and position
it around the patient’s neck following the indica-
tions on the body.

Close the rigid annular body on the back of the
patient’s neck.

Using the fastening tabs [F) hook the rigid annular
body (G) onto the knobs (E) positioned on the hel-
met ring.

Check that the cushion inflation line (M) runs
underneath the rigid annular body (G) and fit it into
place in the tube seat (L) in the lower part of the
rigid annular body.

Use a pump [N) to inflate the cushion (H) through
the inflation line (M) and close the clamp.

The cushion serves to improve patient comfort and
to hold the helmet in place during the treatment
under pressure. Make sure that the elastic collar
(1) juts out of the central hole of the cushion (H).
Close the access port [C). Pressurise the system by
pulling the knob of the anti-asphyxiation valve until
the helmet reaches the desired internal pressure.
The valve reverts to a safe state to protect the
patient when, for any reason, the internal helmet
pressure drops to below approximately 2 cmH,0.
For proper functioning of the valve, do not obstruct
the valve area and do not lock the action mechani-
sm.

. USING THE ACCESS PORT (when available)
. Open the access port to the patient by twisting off the

anti-asphyxiation valve anticlockwise.

. Access the patient’s face.
. Close the access port to the patient by twisting on the

anti-asphyxiation valve clockwise.

. Pull the valve knob using two fingers until the helmet

is pressurised.

. HOW TO REMOVE THE HELMET
. Open the access port.
. Remove any probes/catheters used during the the-

rapy from the airtight accesses (D).

. Remove the cushion inflation line (M) from its seat

(L). Undo the fastening tabs (F) of the rigid annular
body and the cushion fasteners (F2) from the front
metal connectors (E) on the helmet.

. Remove the rigid annular body (G) and move the

cushion [H) to the back of the patient’s neck. Remove
the helmet by opening out the collar with 4 hands.

. 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 perfor-
mances, therefore creating a safety risk for patients.

1. Inthe 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.
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
departments 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 hood connectors - those
normally used in hospital departments (not pro-
vided in this kit) - or having the patient wear ear
plugs.

7. When used with humidified ventilation gases, check
that any condensate forming in the hood 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 medical/nursing staff is responsible for cho-
osing the device most suitable for the patient in
terms of configuration and size. The neck circu-
mferences (expressed in centimetres) and the hood
size is indicated on each device. Suitable choices
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will ENSURE A GOOD SEAL around the patient’s
neck.

Use ONLY ON UNBROKEN skin.

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.

. 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°/+50°C]).

. To facilitate modeling/shaping the hood, it is recom-

mended 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.

. Do not use pressurised gas sources to inflate the

integrated cuff.

. 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.

Non invasive ventilation shall be interrupted if there

is one of the following conditions:

¢ worsening state of consciousness and respiratory
distress

o loss of airway protection

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

* persistence of severe hypoxemia

e severe and uncontrollable hemodynamic instabi-
lity

* 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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HasHaueHune
Llinem npepHasHaueH Ans NpoBEAEHWUS| HEMHBA3WBHOM
nckyccTBeHHo  BeHTMnsuun (HWB) B  ycnosuax
cTauuoHapa.

MokasaHus K npUMeHeHUIo

MoaxoauT A8 NeYeHNs NaLMeHTOB C FMNoKCeMnyeckon u/
WA TUNepKanHNYecKoi fbixaTebHOM He0CTaTOYHOCTbIO.
B cnyyae apyrvix natonoruii neyeHre MoXeT NPOBOAUTLCS
TOMbKO MOC/e TLWATENbHOM KAUHWYECKOW OLEHKM €O
CTOPOHbI KOMMETEHTHBIX Bpa4ei-Xvpypros..

MpoTuBONoKasaHus

¢ Koma

o HeKOHTaKTHbI NaLueHT

¢ OcTaHoBka ceppua

¢ [eMofMHaMmnyeckas HecTabunbHOCTb

¢ HefaBHue xupypruyeckue onepauun Ha nuLLeBofe 1
xenyake

e Taxenoe  KpoBOTEeYeHUe
NWLLEBapUTENIbHOMO TpakTa

o 0BCTpyKLUMS BEPXHUX AblXaTeNbHbIX NyTewn

¢ [lHeBMOTOpaKC

e He pekoMeHfyeTcs WCMonb30BaTb YCTPOICTBO Y
NaLyeHToB C KPUTUYECKUM CTEHO30M COHHOW apTepuu

BEPXHUX oTAenos

OrpaHuUyeHns npUMeHeHus

1. YcTpoiicTBO LOJIKHO MCNoab30BaThCs
KBanUMGULUPOBaHHbLIM " NOATOTOB/IEHHBIM
MEANLNHCKUM/CECTPUHCKUM nepcoHanom.

BsauMogelicTeie NauneHT/BeHTUNATOP (MexaHW3M
NpUBEAEHNS B LeiCTBUE] MOXET BbiTb COXKHLIM, B
TakoM CJly4ae YCTPOWCTBO MOXET MCMOJb30BaThCA
TO/TbKO KOMMETEHTHbIMU Bpa4YaMu-X1pypraMmu.

2. lpefHa3sHayeHo Ans nogayun Bo3ayxa 1 KMCAOpOAa.

3. Mpu  ucnonbsosaHum pna  CPAP  [nocToanHoe
nofoxuTenbHoe pasnenue) npuMeHainTe
reHepaTopbl noToka, cnocobHele obecneynTs 06N
HenpepbIBHbIA NOTOK BO3AyXa 1 KUCOPOfa He MeHee
40 n/MuH, 4T0bbI 06ecneynTh XopoLlee NpoMbIBaHWe
Bbigbixaemoro  CO,. [lpu  ucnonb3oBaHum ¢
BEHTUNSTOPOM ybeauTeCh, YTo OH cnocobeH Bo BpeMs
¢$a3bl BAOXa MOCTaBASTH MOTOK, AOCTATOYHbIA ANs
bbicTporo ynanenns CO, M3HyTpu Wwnema.

4. [lpn NpaBWNbHOM MPUMEHEHNM YCTPOWCTBO MOXET
CMOMb30BaTbCS HEMPEPLIBHO B TeYeHMe MaKCUMyM 7
AHeNn, nocne Yero ero HeobxoAMMo 3aMeHNTL.

5. KoHTponupyiTe knMHWYeckne napamMeTpbl NaLmneHTa.

MALUMEHTDI PEKOMEHAYEMbIV PASMEP
B3POCJIbIE MALUMEHTbI
—Bﬁpv?;ﬂ;lvien bHbIl X5-5-M-L-XL-XXL, na
P OCHOBaHUM OKPYXXHOCTY LUeH,
Bec > 30 kr yKa3aHHOW Ha 3TUKeTKe

3a Bbibop ycTpoiicTBa, Haubonee nopxopsero Ans
nauueHTa C TOYKM 3peHus KoHbWrypauum v pasmepa
HeceT OTBETCTBEHHOCTb BpayebHbIN/cecTpUHCKNIA
nepcoHan. Moaxoasiuve BapuanThl byayT obecneynsath
XopolUee YNoTHEHVe BOKPYT LUeu NalyueHTa.
OKpY>KHOCTU Leun ABASIOTCSH NPUBAN3UTENbHBIMK; Bpady
pEeKOMeHJyeTCs U3MEepPsTb OKPYXXHOCTb Lieu nauueHTa,
nofsiexallero nevyeHuto. PekoMeHayeTcs ncnoab3oBaTh
npunaraemMyl U3MepuTenbHylo feHTy pnns Bbibopa
ONTUManbHOrO pa3Mepa B COOTBETCTBUM C OKPYXHOCTbIO
Wweu naumeHTa.

OcnoXxHeHus/no6ouHble 3¢ eKTbl
Knayctpodobus.
3anepxka CO, (Bo3spaTHoe fbixaHue).

A. YCTAHOBKA YCTPOWCTBA

/3Bnekute ycTpoiicTBO M3 ynakoBKW U CMOAenupyinTe

ero OAHOW pyKoW TaK, 4TODbl BOCCTAaHOBUTb €ro

LMNMHAPUYECcKylo GopMy.

Mpexpe 4eMm ycTaHaBnMBaTb LWJAEM Ha MauueHTe,

0TKpOTe MOpT AOCTyNa. BbinoaHuTe npeaBapuTenbHyio

npoBepky knanaHa. [loTaHWTE W OTMyCTUTE pyyKy

OJ5 NPOBEPKM MNABHOMO CKONbXEHUS KOMMOHEHTOB.

MpoBepuTb NOAYLLKY, HaflyB €e NpW NMOMOLLM BXOASLLEr0

B KOMMJIEKT YCTPOWCTBA ANS NOAKAYKM.

Mepen TeM, Kak HadeTb WeM Ha nauueHTa, cnegyet

CAYTb MOAYLLKY.

1. Mpu ucnonb3oBaHun ¢ Bo3byauTeneM notoka B
CPAP
MoacoennHnTe fbiXaTeNbHblA KOHTYP K BRYCKHOMY
wryuepy (A). Mogcoeanuute knanaw MAKB (PEEP)
K BbinyckHomy wTyuepy (B). Pekomenpgyertcs
ycraHosuts MOKB (PEEP) He meHee 5 cM/H,0 kak
npeAnncaHo BpayoM. BcTpoeHHbI  MHAMKATOP
AaBNeHNst MoxeT ObiTb noneseH [N NpoBepku
Hanuuns pasneHus B wieme (ogHako nokasaHus
apnaloTca npubausutensHeiMmul. [na Bepcuit, He
OCHALLEHHbIX BCTPOEHHbIM WHAMKATOPOM AABAEHUS,
BHELUHUI MHAMKATOP AAaBNEHUS MOXHO MOAKMOYUTHL
K MOpTy [aBNeHUs WA K BO3AYXOHENPOHULAeMOMy
AoCTyny.

Mpu Mcnonb30BaHMM C BEHTUNATOPOM
MogcoeanHnTe [bIXaTeNbHbIA KOHTYP K BryCKHOMY
wryuepy (A) n k BeinyckHomy wryuepy (B).

2. Ybeputech, 4YTO BO3AYXOHEMPOHULAEMble AOCTYMbI
NpaBWibHO ycTaHoBMeHbl. llpexae YeM npuctynatb
K Nojaye BEHTWIALMOHHBIX rasos ybeputech, yTo
CcoefiMHeHMe ABAAETCH HafeXHbIM. YT0Bbl COKpaTUTL
BpeMs, HeobXOAMMoe A1 CO3[aHUA [aBleHus B
weMe, MPeXae YeM MpOSOIXUTE Clefylwuii tan
MO3MLIMOHNPOBaHNS, aKTUBMPYIATE MOTOK BEHTUIALMM.
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B.MO3ULUUOHNUPOBAHUE n
YCTPOUCTBA

AKTUBALMUA

1. Otkponte BopoTHuk (I) mcronbsys 4 pyku, Takum

5a.

5b.

10.

obpasom, uyTobbl mpowna ronoBa nauueHTa. [ns
obneryeHns ycTaHOBKW LufeMa npeanaraeTcs,
4T0bbI AiBa YeNoBeKa OTKPbIBANM BOPOTHMUK, CXMMas
NOCKYTbl B [MaMeTpanbHO MPOTUBOMOJOXKHOM
HanpaBneHnn u yaepxusas bonbluve nanbubl Ha
XECTKOM Koflblie LineMa.

lnemM obopynoBaH BO3AYXOHEMPOHULAEMbIMY
[OCTYyNaMn [Anf BCTaBKM [aTunKoB/KaTeTepos
IvaMeTpoM oT 3,5 10 7 MM.

Joctyn papoM ¢ noptoM: CHumuTe Joctyn C ero
XeCTKOro Mecta nocafku 1 0TKponTe ero.
Pacnonoxute gatuuk/kateTep 1 CHoBa yCTaHOBUTE
LOCTYN Ha ero XeCTKoM MecTe nocafku. B kauecTse
anbTepHaTMBHOrO BapWaHTa yfanutTe TOJbKO
KONMMAYoK U MUCMonb3yiiTe LeHTpanbHOe 0TBEPCTHE.
Vicnonb3ayitte panubiii goctyn gns NGT, ecnu 3To
ncnonbayetcs.

Pacnonoxute HagysHyto nogyiwky (H) Bokpyr wen
nauueHTa u 3akpenute kpenexHsie getanu (F2) va
pyukax (E).

BosbMuTe xecTknit kopnyc ¢ obofom (G), oTkpoirte
€ro 1 MOMEeCTUTE ero BOKpYT LUeu nauuneHTa, cnegys
yKa3aHusM Ha Kopnyce.

3akpoiTe XecTkuil kopnyc c obofoM Ha 3apHeit
4acTy Wew naLueHTa.

Wcnonbays kpenexwble Bknapku, (F) 3akpenute
xecTkuii kopnyc ¢ obonom (G) Ha pykostkax, (E)
PacnoioXeHHbIX Ha KoJibLie LWeMa.

Y6enutecb, uto AuHus noppysa nogywku (M)
NPOXOAMT Mo, XecTkuM kopnycom ¢ obogom (G) u
YCTAHOBUTE €€ Ha MecTo B MeCTe pacrojioXeHus
Tpybku (L) B HWXHER yacTu XecTkoro Kopmyca C
0bogoM.

Wcnonbayitte Hacoc (N) ans Hapaysa nogywkm (H)
yepes nuHuio noggysa (M) v 3akpoiite 3axumM.
Mopywka cnyxut pns yaydwenus komdopTa
nayMeHTa M yAepXWBaHWsS LUJeMa Ha MecTe BO
BpeMs Tepanuu nof [fasneHueM. YbeauTecs,
4To 3nacTuuHbiit BopotHuk (I) BbICTynaer wu3
LUeHTpanbHoro oteepcTus nogywwku (H).

3akpoite nopt moctyna (C). Cospaitte pasnexue
B CUCTeMe, AN 3TOM0  MOTAHWTE 3@  Pyuky
aHTUACOUKLIMOHHOTO KNamaHa, noka LWAeM He
LOCTUTHET XenaeMoro BHyTpeHHero dasnenus. Knanaw
BepHeTcs B De3onacHoe cOCTOsiHME ANA 3aLuThI
nalueHTa, Korfa no Kakoi-nubo npuynHe BHyTpeHHee
LaBieHve B Lneme ynaget Hike 2 cm H,0.

[ns npaBuibHOro GYHKLMOHWMPOBAHMA KhanaHa
He 3ac/oHANTe 30HY KnanaHa M He bnokupyiTe
MexaHu3M ero fieicTBus.

C.

5.

MUCNONIb30BAHUE NMOPTA JOCTYNA (ecnu umeetcs
B Hanuuuu)

. OTKpoiTe NOpT [ocTyna K MalMeHTy, NoBOpa4uBas

aHTUaCOUKLMOHHBIA  KnanaH yacoBoMn

CTpenkm.

npoTus

. MonyunTe gocTyn K nuLy nauueHTa.
. 3akpoiTe MopT AocTyna K nauueHTy, noBopayuBas

aHTUACPUKLMOHHbIV KnanaH no YacoBoM CTpeJike.

. MoTaxuTe PyyKy KnanaHa AByMa nanblaMu, noka B

LneMe He NOABUTCA OaBlieHMe.

Kak cHUMaThb wneM.

. OTkpoiiTe mopT focTyna.
. Ynanute u3 Bo3gyxoHenpoHuuaembix goctynos (D)

BCe ,D,aT"H/IKM/KaTeTepr, ucnosb3yeMmble BO Bpemda

Tepanuu.
. Ynanute nuumio nogmysa nogywku (M) ¢ ee mecta

pacnonoxenus (L). Otcoegunute kpennenns (F)

XecTKoro Kopryca ¢ 060[0M U KpernieHus noayLiKu

(F2) ot nepegHunx MeTanauuecknx coeguuuteneii (E)
Ha Leme.

. CHuMuTE XecTkuit kopnyc ¢ obogoMm (B) u casuHbTe

noaywky (H) k 3agHeit yactu wen nauneHTa. CHUMUTE
WeM, OTKPbIB BOPOTHUK YETbIPbMA pyKaMmu.
BbIKNouMTE BEHTUNALMOHHbBIN NOTOK.

NPEAYNPEXAEHWUSA / MEPbI MPEJOCTOPOXXHOCTH
@ He ucnonb3osats. YcTpoiicTso Ans ofHOPa30BoOro

3anpeLyeHo,

ucnonb3oBaHus. [loBTopHoe
NOCKOMbKY — OHO

MCnojib3oBaHne
MOXeT Bbl3BaTb

nepekpecTHoe 3apaxeHue nauuertoB. Kpome Toro,
nocsie O4UCTKI/Ae3nHbEKLMM MaTepuanbl, U3 KOTOPbIX
M3roTOBMIEHO YCTPOWCTBO, MOrYT BbITb NOBPEXAEHbI, U,
Cnefi0BaTeNbHO, OHU He MOTYT 06ecneyunTb Haanexallero
GYHKLUMOHMPOBAHUS YCTPOICTBA, YTO MOXET Co3[aTb
puck Anst 6e3onacHoCTU NaLMeHToB.

1.

B cnyvae 04eBU[HOTO M3MeHeHNs
Npou3BOANTENBHOCTU MU HeadPeKTNBHOK paboThbl
YCTPOWCTBa PEKOMEHAYETCS ero 3aMeHuTb.
KoHTponupyiiTe KnuHUueckue napameTpbl naLmeHTa.
lMpemynpexzeHue: Mogeny be3 aHTMacHUKLMOHHOTO
KnanaHa MoryT 1Crnosb30BaTbCs TONILKO BTOM Cllyyae,
€CNIM KOHTPOJb 3@ KIMHWYECKUMW MapameTpaMu
rapaHTMpyeTCcst C MOMOLLbIO COOTBETCTBYIOLIMX
cucteM,  00OpPYAOBaHHbIX  CUTHANM3aTopaMu
TpeBsoru.

Ecnn coctoanne nauventa YXYOLWAETCA wunm
B 3annaHuWpoBaHHble Ccpoku He Habnwopgaetcs
HUKaKWX YIyyleHUA, PEKOMeHAYEeTCs OLeHWUTb
anbTepHaTUBHblE METOZbl BEHTUAALMN.
IbdeKTMBHOCTL Tepanunm 3HAYUTENbHO 3aBUCUT
0T ycTaHoBeHHbIx 3HayeHuin [AKB (PEEP).
Mo3ToMy MeAMLMHCKOMY NepcoHany pekoMeHayeTcs
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12.
. He ncnonb3oBath Ha apyrom naumenTe.
14.

TWATeNbHO OLEHMBATb YpOBEHb AaBJEHMA,
Hanbonee MOAXOAAWMA  ONS  KIMHUYECKOrO
COCTOSIHMS NaLWeHTa.

Mcnonb3oBaHne CAMLWIKOM HW3KOTO [aBlieHus

MOXeT OblTb HEeA0CTaTOYHbIM [N aNlbBEOJISPHOTO
pekpyTupoBaHus. Mcnonb3oBaHue — CAWLLKOM
BbICOKOTO [laBfieHuss MoXeT ObiTb MNpuynHOM
anbBEONSPHOrO PacTAKEHUS.

BHUMaHue: yCTpoOCTBO COAEPXMT MeTansl; He
MCMoNb30BaTh B OTAENEHWsX, TAe MpUCyTCTBUE
MeTanna sBASeTCH WCTOYHWKOM pucka Ans
be3onacHOCTV NaLWeHTa UaN TpeTbUX UL

Bo Bpems Tepanuu naumeHT MoXeT XanosaTbcs Ha
pasfpaartoLLii LyM, BbI3BaHHbIN UCMOb30BaHNEM
MHTEHCUBHBIX MOTOKOB. JTO CBA3@HO CO CKOPOCTbIO
n TypbyneHTHocTblo rasa. Pasppaxatowuin wym
MOXET DbITb NIErKO YCTPaHEH MW YMEHbLIEH MyTeM
YCTAHOBKW OAHOM0 MAW [BYX KOMOWHUPOBAHHbIX
bunbTpoB  ANS  AbIXaTeNbHbIX  KOHTYpOB  Ha
pasbeMax Kofnaka Lufaema - Tex, KoTopble 0bbluHO
MCMONb3yITCA B OTAENeHWaXx cTauuoHapa (He
MpesycMOTpeHbl B 3TOM KoMmiekTe) - wuau ecin y
nauyneHTa ecTb BKIaAbIWN ANS YLEN.

Mlp  wncnonb3oBaHWU  C  YBJAXHEHHbIMU
BEHTUNSALMOHHBIMK ra3amn ybenutecb, yto niobon
KOHAeHcaT, obpasylolimitics B Konnake Lunema, He
BbI3bIBaeT AuckoMdopTa y naymeHTa.

MauuneHT gonxen YAAJITD Bce akceccyapbl, Takue
KaK cepbrut, 3aXuMbl Ans Bosoc, rpebHu u niobble
Apyrue MeTannnyeckue npeameTsl.

Bpay oTBeuaeT 3a NpuHATHE peLleHus o TOM, kakas
MMEHHO BEHTUNAUMOHHas Tepanus Haubonee
MOAXOAWT As NaToNOMMK NaLMeHTa.

3a Bbibop ycTpoiicTBa, Haubonee noaxofsiiero
ONs NauWeHTa C TOYKM 3PeHns KOHGurypauum u
pasMepa HeceT OTBETCTBEHHOCTb MeNUMHCKMIA/
cecTpuHckmuit  nepcoran. OkpyxHoctn weun (8
caHTMMeTpax) M pasMmep Konnaka LijeMma ykasaHbl
Ha Kaxgom ycTpoicTee. lMofgxoasiive BapuaHThbl
byayr OBECNEYMBATb XOPOLIEE YNNOTHEHWE
BOKPYT LUEU MaLueHTa.

. Wcnonb3osats TOJIbKO HA HEMOBPEXIEHHOM

KoXe.

. YCTpPOMCTBO MOXET MCMOib30BaTbCs MaKCUMyM 7

OHei. B 3aBMCMMOCTU OT KJIMHWMYECKOW KapTuHbI
nauueHTa MeAULMHCKWUIA/CECTPUHCKNIA MmepcoHan
oTBeYaeT 3a onpefeneHne Heobxopnmoctn bonee
4acToM 3aMeHbl YCTPOMCTBaA.

HectepunbHo. He cTepunusoBsarts.

Cpok rogHOCTU M3penns: 5 NeT npu ycnoBuu, 4To
ynakoBka He bbina noBpexxaeHa v Npu XpaHeHUn B
HOpMarnbHbIx ycnosusix (-20°/+50°C).
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15.

20.

. YTunusnpyinTte

. AkTnBaums

[ns  obneryenns  Mopenuposanus/npuaaHus
GopMbl Kofmaky Lunema nepefj MCMofnb3oBaHWeM
peKoMeHpyeTcs BblAepXunBaTh €ro npu KOMHaTHOM
Temnepatype (okono 20-25°C) B TeyeHune HECKONbKIX
4acos.

MaTepuansl  cpasy  noche
ncnons3osanus B COOTBETCTBUW ¢ pelicTayiowmm
3aKOHO/aTe/IbCTBOM W MpaBuaMu.

. He VICI'IOJ'IbByl?ITE UCTOYHMKKM CXaATOro rasa pnngd

pa3fyBaHWs BCTPOEHHON MaHXeTbl.
aHTMACOUKLIMOHHOrO  KNanaHa B
cllyyae npepbiBaHUS BEHTUNALWM MNO3BoONAeT
obecneyntb BO3Ayx006MeH C BHELIHEN CTOPOHOW
C orpaHuyeHuem Bo3BpaTHoro pAbixaHus CO,.
AHTMACOMKLUMOHHBIM  KnanaH He  3aMeHseT
BEHTUNSLMOHHYIO MOAAEPXKKY B Cly4ae Cy4aitHoro
npepbiBaHWS  BEHTUNALUN. AHTUACHUKLUOHHBINA
KnanaH He ocBoboXxpaeT CECTPUHCKMI NepcoHan
OT MpoBefleHUsi COOTBETCTBYIOLLEr0 KOHTPONS W
HabniopeHus.

. BHumanue: lMpumenenune wnema He ocBoboxpaet

BpauebHbIN/CeCTPUHCKNIN MepcoHan oT 0bs3aHHOCTH
“cnonb3oBaTb  COOTBETCTBYlOWME — CPeAcTBa
VHAMBUAYaNbHOM 3aliMThl B COOTBETCTBUM C
NPUHSATBIMK B CTaLMOHApe NpoLeaypamu.
HeuHBasuBHas  BEHTUAALWS  AOJXKHA
npepBaHa, eciu:

¢ HabnofaeTcs yXyALeHWe COCTOSHUS CO3HaHUS U
nosiBleHMe pecnupaTopHoro AucTpecca
HabnilopaeTcs NoTeps 3alLuTbl AbIXaTeNbHbIX NyTeN
PaCO, He MeHsetca [no pesynoTatam 2
nocnefyllWnx — aHanuM3oB  rasoB  KPoBY,
npoBeAeHHbIX C HTepBanoM Makcumym B 1 yac)
HabnopaeTcs cTolikas TsXenas runokceMus
HabnofaeTcs TaXenas M HEKOHTponupyemas
reMoAnHaMuyeckas HectabunbHoCTb

BO3HMKAIOT NpobieMbl CUHXPOHM3aLMK nauneHTa/
annapaTta BeHTUAALMM

HabMloAa0TCH HEKOHTPONMPYEMbIE BbIAENEHMS

® CyLLLeCTBYET HEMepeHoCUMOCTb UHTepdelica.

ObITb

060 Bcex cepbe3HbIX MPOUCILIECTBUAX, CBA3AHHLIX €
Mcnonb3oBaHueM Usaenus, coobLaTb NPOU3BOAUTENIO

U KOMNEeTeHTHbIM oOpraHaM CTpaHbl,

B KOTOpoW

HaxoAAaTcA noJib3oBaTesib n/vnmn nauuneHT.
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SYMBOL LEGEND - YCNOBHbIE 0603HAYEHUA

Model/size - Mogens/pasmep

Code - Kop,

Batch - MapTus

Expiry - Cpok rogHocTm

Quantity - Konnyectso

Do not re-use - He ucnonb3osatb
Attenzione - BHuMaHue!

See instructions for wuse attached
to the device - CM. wWHCTpykuum no
MCNONb30BaHMI0 B KOMMIEKTe C U3AeNnneM
Manufacturer - MpousBogutens

Do not use if the package is dama-
ged - He wncnonb3oBaTk, ecny ynakoska
noBpeXaeHa

Non-sterile - HectepunbHo

Temperature limitations -

Temneparyp

Mpenensi

Neck circumference - 0bxBaT 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. V3genue cooTsetctByeT
TpeboBaHuamM EBponeiickoro pernameHta
0 MepguuuHckux wmsgenusx MDR (EC)
2017/745. Mapkuposka CE Bkioyaer
noeHTMduKaUnoHHbln - Homep  TUV
Rheinland ltalia (HoTuduuMpoBaHHbIN
opraH)
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Handle with care - Xpynkoe usgenve

Keep away from sunlight - Bepeub oT
COJIHEeYHbIX Nlyyeit

Keep away from rain - Bepeub o1 goxas
Latex free - HE COQEPXWUT NIATEKCA

If present on the label/ecnn ow

NPUCYTCTBYET Ha 3TUKETKe

Phtalates free - ¢Tanatbl becnnatHo
Medical Device - MeguunHckoe n3penmne

Unique Device Identifier - OgHo3HauHbIN
VAEHTUONKATOP MELULMHCKOTO U3aenus
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