COD. YP0026Y/05 - 12.12.2022

VEnTUKIT

@ HELMET FOR N.L.V. (CPAP) WITH AIR/
OXYGEN BLENDING SYSTEM

¢ LWNEM NS HBJ (CPAP) C CUCTEMOH
CMELLUMBAHUA BO3AYXA C
KUcioroaoM

Instructions for use
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A Inspiration connector with FiO, port

B PEEP valve connector

C Anti-asphyxiation valve / Inspection port (if present)
D Fastening system knobs

E Airtight accesses for probes or catheters

F Pressure gauge

G 100% FiO, control ring nut

H Venturimeter

I Flowmeter connection tubes

A Matpybok Baoxa c noptom Fi0,

B Coeaunutens knanana NMAKB (PEEP)

C AHTHacUKLMOHHBIM knanaH / CMoTpoBoe oTBepcThe
(ecnn umeetcs)

D Pyuku cucteMbl kpenneHus

E CepMeTuyHble JOCTYMbI A1 JAaTYNKOB MW KaTeTepoB

F Ma+omeTp

G 100% FiO, raitka KOHTpOMIbHOrO KOMbLA

H Pacxopomep BeHtypu

| CoepunHuTenbHble TpyOKM pacxopomepa



@ Instructions for use

KIT CONTENTS

* Non-invasive ventilation hood (CPAP) with integrated air/oxygen mixing system.
* Oxygen feed tubes

* PEEP valve and pressure gauge

* Anti-noise earplugs

« Instructions for use.

Note: the flowmeters are not included in the kit.

Intended use

Ventukit is a device intended for non-invasive CPAP ventilation (Continuous
Positive Airway Pressure) in a hospital environment when an FiO, variable betwe-
en 40% and 100% needs to be supplied.

Indications for use
Suitable for treatment of patients with acute hypoxemic respiratory failure. For
other pathologies the treatment may only be performed under careful monitoring
by expert operators.

Contraindications

* Coma

* Uncooperative patient

« Cardiac arrest

* Haemodynamic instability

* Recent oesophageal and gastro-surgical operations
* Heavy bleeding of the upper digestive tract

* Obstruction of the upper airways

* Pneumothorax

Restrictions of use

. The device must be used by qualified and trained medical/nursing staff.

. To be used for administration of air and oxygen.

. For pure oxygen treatment, connect both tubes to oxygen sources and feed the
device with O, flows of not less than 40 [/min deriving from the sum of the two
lines.

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

. Monitor the clinical parameters of the patient. Warning: models without an
anti-asphyxiation valve may be used only if monitoring of the clinical parame-
ters can be guaranteed with adequate systems equipped with alarm.

. To be used solely with oxygen flowmeters conform to the standards and
capable of delivering the flows indicated in the table. If fed with an 0, source
(only line A), Ventukit can reach an FiO, of 40%. To achieve a higher Fi0, use
two 0, sources at the same time (line A and line B). The use of flow meters
with an output of less than the maximum required in the table on line B, will
reduce the performance of the device.
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suffer episodes of claustrophobia. The helmet is equipped with a quick-access
opening so that the operator can easily access the patient’s face. Improper use
of the device resulting in flows of less than 40 [/min may cause an increase of
CO, inside the helmet. Ventukit, if used in compliance with these instructions,
guarantees a total flow to the patient of more than 40 [/min thus obtaining proper
ventilation gas exchange. During extended CPAP therapies, the noise inside the
helmet might create some discomfort to the patient.To prevent this, Ventukit
is equipped with an integrated silencer that can reduce the noise generated by
the Venturimeter by approximately 10 dB. The kit also contains earplugs which
provide considerable acoustic comfort for the patient.

How to use the VENTUKIT

The therapy is started simply by connecting
VENTUKIT to the available oxygen source.
The Ventukit tubes A and B then need to be
properly connected to the respective flow-
meters (Ref. Figs. 1 and 2) connected to the
oxygen source in the ward appropriately
pressurised following the instructions provi-
ded by the manufacturer of the flowmeters.
Ventukit is provided with a performance table
of the system’s operating conditions.
Example: to administer 50% FiO, + a PEEP of
7.5 cm H,0 set the flowmeter A to 8 I/min and
the flowmeter B to 9 I/min, thus obtaining a
flow of about 47 [/min to the patient.

The performances of the Venturimeters are
by their nature affected by the resistance
variations induced by the PEEP valves. It fol-
lows that the flow and concentration values
may undergo some variations. For a more
correct flow control at different PEEP values,
it is recommended to refer to the present
document. Please note that flowmeter A is
used for functioning of the Venturimeter: +
flow in A = + flow to the patient

Flowmeter B, on the other hand, allows increasing the concentration of oxygen:
+flow in B = + Fi0,

Fig. 2

Precautions for use of the flowmeters

After using the device, it is essential to turn the flowmeter stopcocks until they
are fully closed so that gas delivery is interrupted only after having removed
Ventukit from the patient.

For use of the flowmeters, always refer to the individual instructions for use
contained in the product package.

7. Use flowmeters with a 7mm diameter hose tail.
8.
PATIENTS RECOMMENDED SIZE
ADULTS ADULT XS-S-M-L-XL-XXL,

based on the neck circumference

- weighi 30 k
Welghing > 9 indicated on the label

The medical/nursing staff is responsible for choosing the device most
suitable for the patient in terms of configuration and size. An appropriate
choice will ensure good hermetic 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 circumference.

Where and by whom can Ventukit be used

Ventukit may only be used by qualified medical/nursing staff in a hospital
environment. The therapy is started simply by connecting Ventukit to the oxygen
source available in hospital wards (wall-mounted distribution systems or cylin-
ders), for example: emergency medicine, pneumology, haematology, oncology,
post-surgery intensive care, ambulance, emergency room, etc.

Complications and side effects

Episodes of armpit pain may occur in patients that have a sensitive skin and
during extended therapies at high PEEP pressures, which can be avoided by
applying thin strips of hydrocolloid or by alternating the fastening systems such
as chest straps or elastic bands for fastening to the bed. Some patients may

To deliver 100% FiO, occlude the air inlet
of the Venturi with the blue collar.
Connect both A and B lines to an oxygen
source and provide a total flow
of at least 40 L/min.

100%

Refer to the table attached to the device

Warnings

It is recommended to use the settings in the table provided by Intersurgical.
These settings assure sufficient flows for proper CPAP therapy with helmet.
Higher flow settings would generate unnecessary oxygen consumption and
excessive system noise. Should parameters different from those listed in the
table be set, it is recommended to check the therapy conditions with the appro-
priate instruments (oximeters, flowmeters, etc.).

HOW TO ADMINISTER 100% OXYGEN TO THE PATIENT

M=y

If 100% FiO, needs to be supplied,
it is essential to deactivate opera-
tion of the Venturimeter.

This is achieved by sliding the blue
ring nut “G” onto the air inlet of the
Venturimeter (ref. Figs. 3 and 4)
The total flow to the patient will be
the sum of the flows indicated by
the flowmeters A and B.
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To restore operation of the
Venturimeter and thus reduce the
Fi0, delivered, slide back the ring
nut as shown in Fig. 3 restoring the
therapy conditions according to the
present document.

Warnings

Always check that the ventilation circuit is perfectly connected.

Inthe event that the tubes disconnect, patient ventilation will fail. It is recommen-
ded to frequently monitor the state of the patient during the therapy. To assure
that the FiO, delivered to the patient is accurately measured, connect an oximeter
to the monitoring port and run random tests.

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 putting 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 compo-
nents slide smoothly.

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

2. Connect the lines A and B to flow as explained above. 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.

3. Check that the airtight accesses are correctly positioned. Set up the parame-
ters as for the included table, according to physician’s prescription.

Activate the ventilation flow before continuing with the next positioning phase
in order to reduce the time required to pressurise the helmet.

4. During extended CPAP therapies, the noise inside the helmet might create
some discomfort to the patient. To prevent this, Ventukit is equipped with an
integrated silencer that can reduce the noise generated by the Venturimeter
by approximately 10 dB. The kit also contains earplugs which provide consi-
derable acoustic comfort for the patient.

B. POSITIONING AND ACTIVATING THE DEVICE

1. Open out the collar in such a way that the patient’s head can pass through.
To facilitate fitting the helmet it is suggested that two operators open out the
collar by gripping the flaps in 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. Adjust the length of the straps so that the rigid ring is about 1 centimetre from
the patient’s shoulders.

For models with anti-asphyxiation valve

4. Pressurise the system by pulling the knob of the anti-asphyxiation valve until
the helmet reaches the desired internal pressure. The valve will revert to a
safe state to protect the patient when, for any reason, the internal helmet
pressure drops to below 2 cm H,0.

5. For proper functioning of the valve, do not obstruct the valve area and do not
lock the action mechanism.

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

C. SYSTEMS TO IMPROVE COMFORT

Alternative fastening systems

. During extended therapy and with high operating pressures the patient may
complain of armpit pain. Intersurgical can supply different accessories to give
the patient relief:
 An abdominal/chest belt to be fixed as shown in the figure.
* An elastic strap with slots to fix the helmet to the bed.
To alleviate pain, hydrocolloid dressings may be applied between the patient’s
skin and the axillary protection.

. USING THE ACCESS PORT [if 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.
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HOW TO REMOVE THE HELMET
Remove any probes/ catheters used during the therapy from the airtight
accesses.

-m

2. Detach the fastening systems.
3. Remove the helmet by opening out the collar (two operators).
4. Turn off the ventilation flow.

WARNINGS / PRECAUTIONS

® Caution: this product contains phthalate. There is evidence suggesting that
phthalate exposure from medical procedures may harm children, pregnant

women or breastfeeding women. Use of this product does not represent a high

exposure risk to phthalate, however, as a precautionary measure its use should

be limited to essential procedures.

1. Inthe event of an evident change in performance or inadequate performance
of the device, it is recommended to replace it.

2. Monitor the clinical parameters of the patient. Warning: models without an
anti-asphyxiation valve may be used only if monitoring of the clinical parame-
ters can be guaranteed with adequate systems equipped with alarm.

3. If noticing that the patient’s conditions deteriorate or there is no improve-
ment within the scheduled times, it is recommended to evaluate alternative
ventilation techniques.

4. The efficacy of the therapy is considerably affected by the PEEP value 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 pres-
sure 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 for 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 reduced by fitting one or two combined
filters for breathing circuits on the hood connectors (normally found in
hospital departments and not provided in this kit) or having the patient wear
sound-absorbing ear plugs (provided in this kit).

7. When used with humidified ventilation gas, check that any condensate that
forms does not discomfort the patient.

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
choosing the device most suitable for the patient in terms of configuration
and size. The neck circumference [expressed in centimetres) and the helmet
size is indicated on each device. An appropriate choice will ensure good
hermetic 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 staff 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°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 in compliance with the legi-
slation in force.

. Activating the anti-asphyxiation valve in the event of ventilation interruption

allows air exchange with the outside limiting 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 appropriate monitoring
and supervision.

18. Caution: Use of the helmet does not exempt operators 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

* loss of airway protection

« unchanged PaCO0; (during two subsequent EGA performed after max 1 hour)
 persistence of severe hypoxemia

 severe and uncontrollable hemodynamic instability

* patient / ventilator synchronization problems

* uncontrollable secretions

« interface intolerance
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Any serious incident that has occurred in relation to the device should be repor-
ted to the manufacturer and the competent authority of the Member State in
which the user and/or patient is established.



o PYKOBOACTBO M0 UCIMOJIb3OBAHUIO

KOMMJIEKT COAEPXXUT

* Konnak Ans HewxsasueHoi seHtunsumu (CPAP) co BCTpoeHHOW cucTemoi
CMeLNBaH!s BO3AyXa/KNCI0poaa.

* Tpybku nogaun kucnopoga

* Knanat MAKB (PEEP) u maHometp

o LLymo3awmTHble bepyium

© VHCTpyKLMM No aKCnyaTauum.

TpuMeyaHue: pacxofoMepbl He BXOAST B KOMMAEKT.

Hasnauenue

Ventukit - 370 ycTpoiicTBO, NpeAHasHayeHHoe AN HEeUHBA3MBHOM BEHTUASLUM
C MOCTORHHBIM MONOXUTENbHbIM AaBnernem (CPAP) B ycnosusx craumonapa,
Korga Heobxogumo obecnedynTs nogady KMCNOPOAHO-BO3AYLIHONM CMecK C
KoHLeHTpauyei kucnopoaa (Fi0,) ot 40 o 100%.

MokasaHus K NpUMeHeHno

MoAxoAuT ANA NeYeHUs NALMEHTOB C OCTPOA FMMOKCEMUYECKOW AbIXaTeNbHOM
HeJl0CTaToOuHOCTbI0. B criyyae Apyrux natonoruii neyeHve MoXeT NpoBOAMTLCS
TONbKO MPU TLIATEbHOM KOHTPO/IE CO CTOPOHbI KOMMETEHTHbIX BpaYeit.

MNpoTuBonokasauus

* Koma

© HeKOHTaKTHbIN NaumeHT

* OctaHoBka cepaua

* [eMoANHaMUYeCKasi HeCTabUNbHOCTb

* HepaBHue xupyprudeckue onepaLun Ha NULLEBOAE 1 Xenyake
 TsiXesnoe KpOBOTEUYEHNE BEPXHUX OTAE/OB MULLEBAPUTENBHOMO TPaKTa
* 06CTpyKLMA BEPXHUX AbIXaTeNbHbIX NyTel

 [MHeBMoTOpaKC

OrpaHuyeHus NpuMeHeHNs

1. YCTpoiACTBO ~ [OMXKHO — WCMOAb30BATbCA  KBAaNMGULMPOBAHHBIM ¢
MOAirOTOB/IEHHbIM BPayebHbIM/CEeCTPUHCKM NepCoHanoM.

MpeaHa3HaueHo At NOAAYM BO3AYXa U KUCOPOAA.

[Ins Tepanuu YMCTbIM KUCAOPOAOM MOACOeANHHUTE 0be TPyBKM K MCTOYHMKAM
Kucnoposa v nopasaite B yctporctso notoku O, He MeHee 40 n/muH,
noNy4aeMble 13 CyMMbl BYX IMHUN.

Mpvt NpaBuUALHOM NPUMEHEHMN YCTPOMCTBO MOXET UCMONb30BATHCA HEMpepbIBHO
B TEYeHWe MaKCUMyM 7 iHel, MoCe Yero ero HeoBbXoAuMo 3aMeHuTh.
KoHTponupyiiTe knuHu4eckue napameTpsl nauvenTa. Mpegynpexaexue: Mogenn
6€3 aHTUaCHUKLMOHHOTO KNanaHa MoryT UCMoNb30BaThCA TONLKO B TOM Ciy4ae,
€C/IMN KOHTPOIb 33 KAWUHUYECKUMU NapaMeTpaMu rapaHTUpyeTcs C NoMolbio
COOTBETCTBYIOWMX CUCTEM, 060PYA0BAHHbIX CUTHANN3ATOPaMM TPEBOTU.

[Ina MCnonb3oBaHUs UCKIOUNTENBHO C PACXOAOMEPAMU KUCIOPOA], KOTOpbIe
COOTBETCTBYIOT CTaHAapTaM M CNOCOBHbI NOAABATb MOTOKM, YKasaHHble
8 Tabnuue. Ecan ycTpoiictBo nuTaetcs ot uctouHuka 0, (Tonibko AuHMs
Al, Ventukit moxeT gocturate KoHueHTpauuu kucnopoga FiO, 40%. Ans
pocTxenus Gonee Bbicokod FiO, ucnonbsyitte fasa uctouHmka O,
opHoBpeMeHHo (nuHus A u nmukns B). Mcnonb3osakne pacxopomepos c
BbIXOZOM MeHee MakCUMasbHOro 3HayeHus, Tpebyemoro B TabauLe Ha MK
B, yMEHbLUMT NPOU3BOAUTENLHOCTb YCTPOMCTBA.

Mcnonb3yiiTe pacxoaoMepbl € WTYLEPOM NOA WAAHT AUAMETPOM 7 MM.
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NIEHTBI AN KPenneHns K KposaTW. HekoTopble MmaLueHTbl MOryT CTpajaTb OT
knayctpodobun. LLinem ocHalleH oTBepcTMeM BbICTPOro AoCTyNa, Tak 4To Bpay
MOXET NIerko NoAy4uTb AOCTYN K AnLY NauueHTa. HenpasunbHoe Ucnonb3osaHme
ycTpoiicTBa, npuBoAsliee K notokam MeHee 40 fI/MUH, MOXET npuBecTH K
yBenuueHuio copepxanus CO, BHyTpu wnema. Ventukit npu ero ucnonb3osaHum
B COOTBETCTBMM C STUMU WHCTPYKLMAMW rapaHTUpyeT nalyueHTy CyMMapHbii
notok Gonee 40 n/muH, obecneumBas Takum obpasom Hapnexawui obmeH
BEHTUAMPYILLero rasa. Bo Bpems AnuTenbHoi Tepanui CPAP Wwym BHyTpY Wwnema
MOXET CO3[aTb HEKOTOPbIA AUCKOMMOPT ANs NauueHTa. [ns npefoTBpalleHus
370ro Ventukit ocHalLeH BCTPOEHHBIM FYLIMTENEM, KOTOPbIA MOXET YMEHbLUTL
co3gaBaeMblit pacxofomepoM BeHTypu wym npumepHo Ha 10 gb. B komnnekt
Takke BXOAAT BKNAAbIWM NS yleW, KOTOpble 06ecneynBaloT 3HaYUTENbHbIM
aKyCTU4eCKUi KOMGOPT AN NaLMeHTa.

Kak ucnons3osats VENTUKIT

Tepanus HauMHaeTcs nyTeM MOAKNOYEHNS
VENTUKIT k gocTynHomy MCTOYHMKY KMCNOPOAA.
3atem Tpybku Ventukit A u B gonxHbl 6biTb
Hagnexawmum  o6pasom  NoAcoeAMHeHbI
K COOTBETCTBYIWMM pacxofoMepam [(cM.
Puc. 1 1 2], NOAKMIOYEHHBIM K WCTOYHUKY
KAC/I0POAA B Nanate, HapnexaluM obpasom
HaX0AALLMMCS NOf AABNEHUEM B COOTBETCTBUM
c VHCTPYKLUSIMU npoussoauTens
pacxopomepoB. Ventukit cHabxen Tabnuueit
3KCMNYATaLMOHHbIX XapaKTEPUCTUK CUCTEMbI.
Mpumep: ans nogadn 50% Fi0, + NAKB (PEEP)
7,5 cM H,0 yctaHosute pacxogomep A Ha 8 n/
MUH W pacxopoMep B Ha 9 n/MuH, npu atom
NaLMEHT NONYYUT NOTOK OKONO 47 N/MUH.

MpoussoauTenbHOCTL pacxogoMepos BewTypu

N0 CBOEI NPUPOAE 33aBUCUT OT M3MEHeHWi
CONPOTUBNEHNS,  BbI3BAHHBIX ~KnanaHamu
NAKB (PEEP). W3 atoro cnegyer, uto
3HAYEHWs MOTOKA M KOHLEHTpaLuu MoryT
| npetepnesatb HekoTopble W3MeHeHus. [ns
| Bonee MpaBUNLHOTO YNPaBNEHMUS MOTOKOM
npu  pasHeix 3Havenuax KB (PEEP)
peKoMeHayeTcsi 06paTUTbCs K HacTosLEeMy
pokymeHty. 06patute  BHWUMaHue, uTO
pacxopoMep A wucnonbsyercs ans pabotbl
pacxogomepa Bentypu:

Fig. 2 +MOTOK B A = + NOTOK NaLueHTy

Pacxogomep B, c apyroit cTopoHsl, No3sonset
YBENMYUTL KOHLEHTPaLIo KUCNopoAa: + NoTok B B = + Fi0,

MepbI NpeA0CTOPOXXHOCTH NPY UCNONb30BAHNM PACXOAOMEPOB

Mocne MCnonb30BaHMs YCTPOMCTBA BaXHO MOBOPAYMBATL 3aMopHble KpaHbl
pacxofoMepa [0 Tex 1op, Moka oHi He ByayT NOAHOCTbIO 3aKPbiTbl, 4TOBbI NOAAYa
rasa npepbiBanack ToNbKO nocse cHaTUs Ventukit ¢ naumenta.

Mo Bonpocam ucno. pac poB BCerpa iiTeck K o,
MHCTPYKLMAM N0 UCMONb30BaHMIO, COAEPXKALLMMER B YNAKOBKE C U3AeNUEM.

NAUMEHTbI PEKOMEHAYEMbI/ PASMEP

B3POCJIbIE MALMEHTbI
XS-S-M-L-XL-XXL, Ha ocHoBaHuu
OKPYXHOCTH LeN, yka3aHHOI Ha 3TUKeTKe

B3POCJIbIE
- Bec > 30 kr

Ansi nopaum 100% Fi0, nepekpoiite ByckHoe
oTBEpCTYe ANA BO3yXa pacxofomMepa
BeHTypu citHum konbLoM. MogcoeanHuTe
obe nMHn A 1 B K MCTOUHMKY Kucnoposa 1
obecneusTe 06UMit NOTOK He MeHee 40 n/MUH.

100%

3a Bbibop ycTpoiicTBa, Haubonee noaxoaswero Ans nauMeHTa € TOYKM

CM. Tabnuuy, npunaraeMyio K ycTpocTay

3peHUsi KOHGUTYpaUMM ¥ pasMepa HeceT OTBETCTBEHHOCTb BpauebHblit/
cecTpuHckuit nepconan. CooTseTcTByloliuii Bbibop obecneunt xopouwee
repMeTUyHOe YNNOTHeHMe BOKPYr Wen nauneHta. OKPYXHOCTM weu
ABNAITCA NPUONUINTENbHBIMY; BPaYy PeKOMEHAYeTCH U3MepATb OKPYXHOCTb
lWevu nauMeHTa, Noanexauiero neyexnio. PeKOMeHAyeTcs MCnonb3oBaTh
npunaraeMyio U3MepuTeNbHYI0 NIEHTy ANS BbIGOPA ONTUManbHOro pasMepa
B COOTBETCTBUM C OKPY)KHOCTBIO LIeU NaLMeHTa.

IAae v KTo MOXKeT ucnonb3oeatk Ventukit

Ventukit MoxeT MCMonb30BaTbCs TONLKO duumpo Kknm/
CECTPUHCKMM NEpPCOHANoM B YC/IOBUSIX CTaUMOHapa. Tepanus HauMHaeTcs nyTeM
nogknioyenns Ventukit K MCTOUHMKY KUCNOPOA3, AOCTYNHOMY B BONbHUYHbIX
nanatax [(HacTeHHble  pacrpefenuTencHble  CUCTeMbl  MAM  DBansoHsl),
HanpuMmep: B 3KCTPEHHON MeAMUMHe, MHEBMONOMAM, TEMaTON0rMn, OHKONOTMUH,
n0CNEONepPaLMOHHOA WHTEHCUBHOI Tepanun, CKOpOi NOMOLLM, OTAeNeHUN
HEOT/IOXKHOW MOMOLLN U T. .

OcnoXxHeHus u no6ouHble 3pdeKTb

Y NaUMeHTOB C YyBCTBUTENbHOM KOXER M NPU ANUTENLHON Tepanim C BbICOKUMM
nasneHuamn PEEP MoryT Bo3HukaTh 6onv B noambiweyHolt obnactu, 4to
MOXHO M36exaTb NyTeM NMpUMEHeHWUs TOHKUX rMAPOKONNOUAHBIX MNOBA30K U
YepefyR CUCTeMbl KpensieHWs, Takue Kak HarpyHble PeMHM MM 31acTUyHble

PeKoMeHayeTcs  MCMONb30BaTh  HACTPOMKM, YyKa3aHHble B  Tabauue,
npefAcTasneHHoii Intersurgical.

371 HacTpoliku 0becneynBaloT 4OCTaTOYHbIe MOTOKW ANS NPaBUAbHOM Tepanuu
CPAP c npumeHermeM nema. Bonee BbicoKiMe 3HaYeHMs NOTOKa MOTYT CO3/laBaTb
HeHyXXHoe noTpebneHne KUCI0POAa U Ype3MepHbIN WyM cucTeMbl. ECin JonXHbI
6biTb 3aaHbl NapaMeTpbl, OTANUYHbIE OT yKasaHHbIX B Tabaule, pekomeHayeTcs
NPOBEPUTL YCNOBUS Tepanuu C NOMOLbI COOTBETCTBYIOLMX WHCTPYMEHTOB
(okcumeTpbl, pacxogomepsl U T. 4.).

KAK MOJABATb NALUEHTY 100% KUCIIOPOA

(G o

Ecau Tpebyetcs nogate 100% Fi0,,
HeobxoAuMo  feakTuBMpOBaTH
paboty pacxogomepa Bentypu.

370 pocTuraeTcs 3a CcyeT cAgura
CWHelt KonbUeBoit raikn ‘G Ha
BNYCKHOE OTBEPCTUE AN BO3AYXa
pacxopomepa Bentypn (cM. Puc.
3nd

06wmit noTok Ans naumenTa byaet
npeAcTaBnATL coBoil CyMMy NOTOKOB, N0OKa3aHHbIX pacxogoMepamu A u B.



o PYKOBOACTBO M0 UCIMOJIb3OBAHUIO

Y1o6bl  BocCTaHoBMTL  paboTy
pacxogomepa BeHTypu u, Takum
0bpasoM, yMeHbWWUTb MnoAayy

Fi0,, cABMHbTE Ha3aj Konblesyio
raiiky, kak mokasaHo Ha Puc. 3,
BOCCTAHOBMB YC/OBUSA Tepanuu
B COOTBETCTBMW C HACTOAWMUM
AOKYMEHTOM.

Mpepynpexpexus

Bcerpa nposepsiite, 4To KOHTYP BEHTUARLM NOAKIOYEH HAANeXallM 06pa3oM.
B cnyyae oTcoepuHeHus Tpybok BeHTMUAAUMA NauMeHTa npekpaTMTCs.
PekoMeH/yeTcs 4acTo KOHTPONMPOBATL COCTOSIHME NalLiMeHTa BO BpeMs Tepaniuu.
Yrobbl ybeantbcs B ToM, YTo nopjaBaeMmbiit naumerty Fi0, TouHo u3mepseTcs,
NoAKNIUNTE OKCUMETP K NOPTY MOHUTOPUHTA W BbINO/IHUTE NPOU3BONbHBIE TECT.

A.YCTAHOBKA YCTPOUCTBA

W3BnekuTe YCTPOMCTBO M3 yNakoBKW W CMOAENUPYITe ero OfHOM pyKoW Tak,

uT06bl BOCCTAHOBUTL €ro LMAMHApUYeckylo Gopmy. Mepes ycTaHoBKOW Lwnema

Ha nauueHTe OTKpOiTe WU 3akpoiTe nopT pocTyna (ecnn oH umeetcs), yTobbl

obnerynTs 0TKpPLITUE BO BPEMS UCMONL30BAHMS. BbinonHUTe npefBapuTenbHyio

nposepky knanaHa. [MoTsHUTE M OTNYCTUTE PyyKy AN NPOBEPKM MNABHOrO

CKOJIbKEHNS KOMMOHEHTOB.

1. Pacnonoxute cucTeMbl Kpennewus, 3apuUKCUpOBaB WX Ha 3afHeil 4acTv
wnema.

. Mopkniounte M A u B Kk noToky, kak onucaHo Bbile. PekoMeHayeTcs
yctavosuts MOKB (PEEP) He mewee 5 cM/H,0 Kkak npeanucaHo Bpauom.
BCTpoeHHbIN MHAMKATOP AaBNEHUS MOXET BbITb N0NIe3eH 4151 NPOBEPKM HANNYNS
faBnenus B Wwneme [(0fHAKO NOKa3aHWs BASIOTCS NPUOAU3UTENbHBIMM).
[ns Bepcuii, He OCHAWLEHHbIX BCTPOEHHBIM WHAMKATOPOM AaBEHNS,
BHELUHWA NHAMKATOP AaBACHNS MOXHO MOAKMIOYUTL K MOPTY AABAEHUS MM K
BO3/lyXOHEMPOHNLIAEMOMY AOCTYMY.

. YbeauTech, 4TO BO3/YXOHENPOHMLAEMble [OCTYMbl MPaBUbHO YCTAHOBMEH.
HacTpoiite napameTpel, Kak yka3aHo B npunaraeMoil Tabauue, B COOTBETCTBUN
C HasHayeHueM Bpaya. YTobel cokpaTMTL Bpems, Heobxoanmoe ans
CO3AaHMA [ABNEHUS B LWEMe, NPeXAe YeM MPOJOIKUTL Cheaylowuit tan
NO3ULNOHMPOBAHMS, aKTUBUPYITE NOTOK BEHTUNSLINM.

. Bo Bpems anutenbHoit Tepanuu CPAP wym BHyTpU WneMa MOXeT co3aaTbh
HeKoTopbIit AuckoMbopT ANs naumenTa. [lns npesoTepatenus atoro Ventukit
OCHALLEH BCTPOEHHBIM YLINTENEM, KOTOPbIA MOXET yMEHbLIUTL CO3AaBaEMbI it
pacxogomepoM BeHTypu wym npumepHo Ha 10 AB. B koMnnekT Takxe BXOAST
BKNAALILK A5 YLIeH, KOTOpble 06eCneunBaloT 3HaunTeNbHbIN aKyCTUYecKuit
KOMOPT ANs naLmeHTa.

. MO3ULIMOHNPOBAHME M AKTUBALIMA YCTPOMCTBA
OTKpoiiTe BOPOTHUK TakuM 06pa3oM, 4Tobbl NpoLuia ronoBa nayueHTa.
[insi obneryeHns ycTaHoBkM lnema npepnaraetcs, YTobel ABa yenoseka
OTKpbIBaNM BOPOTHUK, CXXNUMAs NOCKYTbI B AMaMETPanbHO NPOTUBOMONOXHOM
HarnpaBneHUn 1 yaepxusas 6osblMe NaNbLbl Ha XECTKOM KOfbLie LWeMa.
2. 3aBeplnTe NO3NLMOHMPOBAHME CUCTEMbI KPEnNeHUs Ha nepefHelt yactu
wnema.
3. OtperynupyiiTe AnnHY peMHeil Tak, 4ToBbl XecTKoe KOMbLO HaXoAMnoch Ha
paccTosiHim 1 caHTUMeTpa 0T naey nauueHTa.
Ans i ¢ aHTHacd K
4. Co3pailTe paBneHMe B cuUCTeMe, ANS 3TOFO MOTAHMTE 3a  PyuKy
aHTMAcHUKLMOHHOTO KnanaHa, noka LWAeM He [OCTUrHET >Xenaemoro
BHyTpeHHero fAasnenus. KnanaH BepHetcs B besonacHoe cocTosiHue Ans
3alyMThl NaLMeHTa, KOrAa no Kakoii-nubo npuumHe BHyTpeHHee faBneHue B
wneme ynaget Huxe 2 cm H,0.
. [Ins npaBunbHOro GpyHKLMOHMPOBAHMSA KNanaHa He 3aCOHsIATe 30Hy Knanaa
1 He BAOKMpYiiTe MEXaHU3M ero feicTeus.
. LLnem obopynoBaH BO3AyXOHENPOHULAEMbIMM [OCTYyNaMu ANs BCTaBKM
fAaTuukos/kaTetepos AnameTpom ot 3,5 40 7 MM.

C. CACTEMbI AnA YNYYLWEHUA KOM®OPTA
AnbTepHaTUBHbIE CUCTEMbI KpenneHus
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NPEAYNPEXAEHUSA / MEPbI MPEAOCTOPO)KHOCTHN

® YcTpoiicTBO ANsi 0AHOPa30BOro 1cnoab3oBaHus. [oBTopHoe 1cnonb3oBaHKe
3anpeLyeHo, NoCkoNbky OHO MOXET BbI3BaTb NepekpecTHoe 3apaxeHue

nauvexTos. Kpome Toro, nocne o4MCTK/Ae3nHGEKUMIA MaTepuanbl, 13 KOTOPbIX

M3roTOB/IEHO YCTPOIACTBO, MOTYT BbITh MOBPEXAEHEI, W, CEf0BATENbHO, OHU He

MoryT obecneunTb Hap 0 YHKLMOHMP: YCTpoiicTBa, YTO MOXET

€03/jaTb pUCK ANns 6e30nacHOCTM NaLmneHTos

1. B cnyyae 04eBUAHOTO M3MEHEHUS NPOM3BOAUTENBHOCTYU MU HE3GEKTUBHOI
paboTbl ycTpoiicTBa PeKOMEHIYeTCs ero 3aMeHuTb.

2. KoHWTponupyiTe KAMHMYeckue napameTpsl naunerta. [lpemynpexnerue:
Mofienn 6e3 aHTMacUKLUMOHHOTO KnanaHa MoryT UCNoNb30BaTbCs TONbKO B
TOM C/lyqae, ecnn KOHTPOJb 3@ KNMHMYECKUMUN NapaMeTpaMu rapaHTupyertca
C MOMOLLBI0 COOTBETCTBYIOLWKUX CUCTEM, OGOP\/AOBEHH}:IX CUrHanusaTopamm
Tpesoru.

3. Ecnm coctosnne nauuneHTa yxyalaeTca Unu B 3annaHMpoBaHHble CPOKK He
Haﬁmo,qaech HMKBKVIXyﬂy‘{IﬂeHMﬂ, peKkoMeHAyeTCa OUEeHUTb afibTepHATUBHbIE
METOoAbl BEHTUNAUUN.

4. 3¢¢GKTMEHOCTb Tepanuu  3HAYMTENbHO 3aBUCUT OT YCTaHOBNEHHbIX
3Haueruit MIKB (PEEP). Mo3aToMy MeAULMHCKOMY NEPCOHaANY peKOMeHAYeTcs
TUlaTeNbHO OUEHWBaTb ypoBEeHb AaBneHus, Haubonee FIOLIXOAFILLLMI;I ansa
KNMHUYECKOro CoCToAHMA nauyueHTa. Mcnonb3oBaHue CAULIKOM HU3KOTO
AaBNIeHUA MOXET bbITh HefoCTaTo4HbIM AN anbBeOoSIAPHOIo peKpyTUpoBaHUA.
Wcnonb3oBaHue CANWKOM BbICOKOTO AaBneHus Moxer 6bITh ﬂpMHMHDﬁ
aANbBEONSAPHOro pacTHXeHUs.

5. BHuMaHue: BHuMaHWe: ycTPOACTBO COAEPXMT MeTann; He WCMONb30BaTh B
OTAeNeHUsX, rae NpuUCyTCTBUME MeTania ABNSeTCA MCTOYHUKOM pucka ans
6e30MacHOCTM NaleHTa UAK TPETbUX ML

6. Bo BpeMs Tepanuu naUMeHT MOXET XanoBaTbCA Ha pasapaxaloluuit WwyM,
BbI3BAHHBIA MCNONb30BAHMEM WMHTEHCMBHbBIX MOTOKOB. 3T0 CBH3aHO CO
CKOPOCTbI0 M TypbyneHTHOCTbIO rasa. Pasapaxalouinit LyMm MoxeT bbb nerko
YCTPaHeH UM yMeHbLLIEH NyTeM yCTaHOBKM OfIHOT0 MW AABYX KOMBUHNPOBaHHBIX
GUNLTPOB ANA AbIXATENbHbIX KOHTYPOB Ha pasbemax Koanaka wiema (06biuHo
UCMONb3YIOTCA B OTAENEHUAX CTalMOHapa M He NpefycMOTpeHbl B 3TOM
KOMMIIEKTe) MM eC/M y NaLyeHTa ecTb LWyMonornowjalolme BKIaabILK AN
yweit (npefycMoTpeHbI B 3ToM KoMnnekTe).

7. an WCMoJIb30BaHUN C yBNAXKHEHHbIMU BEHTUIALMOHHBIMUY ra3ammn yﬁe,ElI/ITer,
uTo Ntoboit KoHpeHcaT, 0bpasylolniics B LNeMe, He BbI3biBaeT AuckoMpopTa y
nauneHTa.

8. naLLMeHT AOJIKEeH yAanuTb BCe akceccyapbl, Takue Kak cepbru, 3aXuMbl ans
Bonoc, FPEEHM v niobble Apyrue meTaninyeckue npegMmeTobl.

9. Bpaq 0TBEYAET 33 NPUHATUE peLIeHNa 0 TOM, KaKafg UMEHHO BEHTUNSAUMOHHan
Tepanusa Haubonee NoAXOoAMT AN NATONOrMKU NaymMeHTa. 3a EblﬁcpychoﬁcTsa,
Haubonee noaxopdwero Ang nauuMeHTa C TOYKU 3peHus Kqu)wrypaumw
W pa3Mepa HeceT OTBETCTBEHHOCTb MellVILLMHCKM;‘/CECTpVIHCKMIZ nepcoHan.
OKpyxHocT! Wen (B caHTUMeTpax) W pasMep Lnema ykasaHbl Ha KaX[oM
yctpoitctee. CooTBeTcTBYylOWMIA BbIbOp 0becneyut xopoliee repMeTUyHoe
YNNOTHEHME BOKPYr LWen nauneHTa.

10. Vcnonb3oBaTh TObKO Ha HEMOBPEXAEHHOM KOXeE.

11. YcTpoicTBO MOXeT MCMOoNb30BaTbCsi MakcuMyMm 7 fHeil. B 3aBucumoctn
OT K/MHUYECKOW KapTWUHbI MaLMeHTa MeAULMHCKNI/CECTPUHCKHUI nepcoHan
0TBeYaeT 3a onpefieNneHme HeobxoanuMocTi Bosee YacToit 3aMeHbl YCTPOICTBa.

12. HectepunbHo. He cTepunnsosats.

13. He ncnonb3oBath Ha ApyroM nauueHTe.

14. Cpok rofHOCTW W3fenus: 5 neT npu yCnoBWW, 4YTO ynakoBka He 6bina
NOBPEX/EHa 1 NPY XPaHEHUN B HOPMaslbHbIX ycnosusix (-20°/+50°C).

15. Inq  obneryenns MopenuposaHus/npupanus  GopMbl  Wnemy nepen
MCMONb30BaHNEM PEKOMEH[yeTcs BblAepXuBaTb €ro npu KOMHaTHOIA
Temnepatype (okono 20-25°C) B TeueHMe HECKOMIbKUX YacoB.

. YTunu3npyiite MaTepuanbl cpasy nocie WCNONb30BaHUS B COOTBETCTBUM C
ﬂEﬁCTEyIOLLLI/IM 3aKOHOAATe/IbCTBOM.

. AKTVIBBL{MS! aHTMaCd}MKLI,MOHHOI’O KnanaHa B cny4ae npepbiBaHUs BEHTUNALNN
no3sonsieT obecneynTs BO3yX00bMeH C BHeLHel CTOPOHO C orpaHuyeHneM
B03BpaTHOro fpbixaHna CO,. AHTMACOMKUMOHHLIA KnanaH He 3aMeHset

I o

1. Bo Bpemsi NpoAo/KUTesIbHOM Tepanuu 1 npu BbICOKOM pab
NaLMeHT MOXeET XanoBaThcs Ha 60/b B NoAMblWeyHoi obnacTu. Intersurgical
MOXET NOCTaBUTL PasfnyHble akceccyapsl Ans obaeryenns naunexTa:
 BpioLWwHOI/rpyAHOIN NOSAC AN KPENNEHWS, KaK MOKa3aHo Ha PUCYHKe.
* 3nacTuyHbIit peMeHb C NeTASMM A5 KPENNEHUS WieMa K KpoBaTy.
Ans obneryeHuns 6onn Mexpy KoxXel NauuMeHTa W 3alUMTOW MOAMbILIEYHON
0651aCT! MOXHO NPUMEHWUTb FAPOKONNOUAHbIE NOBA3KM.

. UICNONb30BAHME NOPTA 10CTYNA (ecnu uMeeTcs B Hanuunm)
OTKpoiiTe MopT AoCTyna K nauueHTy, NOBEPHYB aHTUACHUKLUMOHHBIA KnanaH
NPOTWB YacoBOW CTPENKM.

. Monyyute fOCTYN K ALY NaLyeHTa.

. 3aKpoiiTe NopT AOCTYNA K NALMEHTY, MOBEPHYB aHTUACHUKLMOHHbIN KnanaH no
4acoBoii CTpeske.

. MoTsHuTe Py4Ky KnanaHa AByMS nanbuamu, noka B LiAeMe He nNosBUTCH

faBneHune.

A IN)

KAK CHUMATbD LUNEM

yﬂaﬂMTE BCe AaTHMKM/KaTeTepr, ucnonb3yeMble BO BpeMs Tepanuu w3
BO3/lyXOHEMPOHMLAEMbIX JOCTYNOB.

. OTCOG[JMHVITE KpenexXHble CUCTEMbI.

CHUMWTE LNeM, OTKPbIB BOPOTHUK (ABa cOTpyAHMKa).

. Bobiknounte BeHTMﬂRLI'MOHHbII:W noToK.

NWON

BEHT NoAAepKKYy B Chyyae CAy4yailHoro npepbiBaHus
BEHTUNALUUMN. AHT W KnanaH He cect i
nepcoHan oT NpoBe/ieHUsi COOTBETCTRYIOLLEr0 KOHTPONS U HabnioaeHus.

. BuumManve: MpuMeHenune wnema He ocBoboxpaeT BpayebHbIf/cecTpuHcKui
nepcoHan oT 06A3aHHOCTM MCMONb30BAaTh COOTBETCTBYIOWME CPeAcTBa
VHAMBUAYaNbHOM 3aWUThl B COOTBETCTBUM C MPUHATBIMIA B CTaLMoHape
npoLeaypamiu.

19. HennBasmeHas BeHTUAALMS AOMKHA BbiTb NpepBaHa, ecnn:

¢ HabniofaeTcs  yXyAlleHMe COCTORHMS  CO3HaHMA ¢
pecnupaTopHoro AucTpecca

HabniofaeTcs NoTeps 3aluTel AbiXaTeNbHbIX NyTel

PaCO, He MeHseTcs (no pesynbTatam 2 MocnefylolMX aHanM3os rasos

KpOBY, NPOBEAEHHbIX C UHTepBanoM MakcMyM B 1 yac)

HabniopaeTcs cToiikas Tsxenas runokcemns

HabrniopaeTcs  TAXenas W HeKOHTponupyemas

HecTabunbHoOCTb

BO3HMKAIOT NPO6NEMbI CUHXPOHU3ALMN NaLMeHTa/annapara BEHTUAALIAM

HabnlofjaloTCs HEKOHTPONMPYeMbIe BbleNeHNs

CylLlecTByeT HenepeHoCMMOCTb MHTepdeiica

©

nossnexune

reMoguMHammyeckas

060 BCex cepbe3HbiX NMPOUCLIECTBUAX, CBA3AHHBIX C UCMONb30BAHNEM U3fENNS,
coobljaTh NPOWU3BOAMTENO W KOMMETEHTHbIM OpraHaM CTpaHbl, B KOTOpOW
HaXOAATCS MONb30BATENb U/MN NaLMEHT.
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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 ltalia (notified body) identifi-
cation number. The product conforms to
the requirements set out in the EU MDR
2017/745 - Mapkuposka CE. Wspenve
cooTBeTCTBYeT TpeboBaHnaM EBponelickoro
pernameHTa 0 MeAWLMHCKMX U3[ennsx
MDR (EC) 2017/745. Mapkupoeka CE
BK/IIOYAET WAEHTUOMKALMOHHBIA HOMep
TUV Rheinland ltalia (HoTUdUMLMPOBaHHbI
opraH)
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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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