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MEDICAL DEVICES

TRACHEO SET
Safe & Easy Tracheostomy

Una pinza innovativa nella tracheostomia

Una pinza che ha accoppiato la metodica
Griggs e quella di Ciaglia, traendo da
entrambi i pregi eliminandone i difetti

| ,| CARATTERISTICHE O VANTAGGI

+ Apertura pinza per compressione e non + Conformazione pinza analoga a un + Miglior controllo nel realizzare lo stoma
trazione monodilatatore + Possibilita di regolare la massima

+ Presenza di una valva che permette apertura delle pinze
il passaggio del filo guida senza mai + Procedura rapida e semplice per
perderlo I'inserimento della cannula
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TRACHEO SET
Safe & Easy Tracheostomy

The innovative forceps in Tracheostomy

The dilating forceps that allows the
combination of the Griggs and the Ciaglia
technique, gaining their full advantages and
eliminating their disadvanteges

| ,I FEATURES O ADVANTAGES

The forceps works through + The shape of the forceps is similar Better control during the stoma
compression and not traction to a mono-dilator formation

+ Avalve allows the passage of the guide + Possibility to adjust the maximum
wire, without losing it opening of the forceps

+ Fast and simple procedure for cannula
insertion
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INSTRUCTION FOR USE (EN)
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Please read the instructions for use carefully before using the medical device TRACHEO SET. X-MED S.r.l.
guarantees the sterility and performance of the medical device until the expiry date stated on the label
of each individual product. X-MED S.r.I. shall not, under any circumstances, be liable for property and/or
people in the event of use not in compliance with the contents of these instructions for use or if used by
unqualified medical personnel.

The device is sterilised using ethylene oxide. STERILE

CAUTION: The medical device TRACHEO SET must be used exclusively by qualified medical professionals
with expertise in resuscitation and intensive care. Do not use the product if the packaging is damaged.
TRACHEO SET is a disposable medical device and it may not be reused in any way, in order to avoid the
risk of infection for the patient.

Product Description

The TRACHEO SET medical device is a disposable device for percutaneous dilated tracheostomy consisting

of a series of accessories necessary for performing of the operation. TRACHEO SET is available in two

versions: with or without dilatation forceps (Tracheo Forceps®).

The tracheostomy tube is available in 5 sizes and 2 different models in order to be able to adapt to the

varying requirements of patients. The complete kit consists of the following components:

1) Tracheo Forceps® dilating forceps (if included in the pack);

2) Tracheostomy tube available with or without a subglottic aspiration line and in different sizes*, with
a standard connector (15 mm);

3) Tracheostomy tube introducer;

4) Syringe (10 mL and 20 mL versions available);

5) Scalpel blade;

6) Cannula needle (14 G);

7) Stiff blue dilator;

8) Soft white dilator;

9) Seldinger guide wire;

10) Tracheostomy tube holder.

Sizes available for the internal diameter of tracheostomy tubes*

Tracheostomy tube (Int. Diam.) Trachzz‘s::;r:\:i:‘:b;n\:itl;\ias;zgIottic
7 mm 7 mm
7.5 mm 7.5mm
8 mm 8 mm
8.5 mm 8.5mm
9mm 9mm
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The above package drawing is for illustrative purposes only to show where the elements that compose
the TRACHEO SET are positioned. The layout of the components may differ from the drawing depending
on the REF code of TRACHEO SET ordered.

The Tracheo Forceps® dilating forceps was designed for a quicker and safer tracheostomy than that
performed using the Ciaglia and Griggs techniques.

The special design of the forceps overcomes the drawbacks associated with the Griggs technique, because
they open by compression rather than traction. This feature affords greater control during stoma
formation. The forceps also features an opening lock, making it possible to establish the maximum width
of the stoma to be created while avoiding tracheal damage.

The distal part of the forceps has a curved conical conformation that acts as a dilator during stoma
formation. There is a hole on the right arm of the forceps for the guide wire, a feature that keeps it
attached to the forceps during dilation.

Intended use

The TRACHEO SET medical device is intended for carrying out elective percutaneous dilational
tracheostomies for respiratory tract management in adult patients only. The procedure described must
be carried out in a controlled environment, such as an ICU or operating theatre, by medical personnel
with expertise in resuscitation and intensive care.

Warnings

e Do not use the tracheostomy tube on patients with anatomical respiratory tract anomalies, as this
could result in a partial or total obstruction of the airways;

e Do not perform the tracheostomy procedure in the presence of skin infections;

e Do not use the TRACHEO SET if the packaging is damaged;

e The components of the TRACHEO SET device are supplied sterile: do not reuse or resterilise the
products and dispose of them in accordance with the applicable regulations, making sure cutting and
sharp parts are disposed of safely.

e The TRACHEO SET must only be used by medical personnel trained to perform a percutaneous dilated
tracheostomy with skills in resuscitation and intensive care;

e Apply strict aseptic techniques during the placement of the device;

e Before removing the tracheostomy tube, deflate the cuff completely to avoid damaging the trachea
and/or stoma;
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Cuff pressure must be monitored constantly. Excessively high pressure could damage the trachea;

Do not subject the patient to MRI because the cannula supplied in the package is not compatible with
the MRI environment;

The tracheostomy tubes must be replaced on a regular basis in order to meet the specific needs of the
patient and in any case following the instructions of the medical director;

During and after connection of the breathing system to the tracheostomy tube connector, avoid
exerting excessive torsional or linear pressure on the cannula, in order to avoid the risk of causing
accidental disconnection or obstruction;

If the guide wire is damaged, it may be difficult to continue the procedure. In these cases, only proceed
if the damaged section can be made to progress through the trachea and if the length of undamaged
guide wire is sufficient for continuing the procedure. If the guide wire is not fit for use, a new pack or
new guide wire must be used;

The introducer must only be used to insert the tracheostomy tube, do not attempt to use it to dilate
the stoma;

Do not allow the tube and/or the cuff of the tracheostomy tube to come into contact with sharp edges,
in order to avoid damaging the cannula cuff or tube;

Do not attempt to reposition the tracheostomy tube once it is in place, if the cuff has been inflated;
Clean the area around the tracheostomy tube regularly.

Method of use

Preparing the components
Carry out the following steps before using the TRACHEO SET device:

Test the balloon cuff of the tracheostomy tube and the inflation system by introducing air using the
syringe in the pack;

Having checked the integrity of the balloon and the system, deflate the cuff completely to avoid the
risk of failure during the introduction of the tube;

Check that the guide wire slides freely through the dilator, forceps and tube introducer.

Procedural technique
It is recommended to carry out the procedure under endoscopic control.

1.
2.
3.

10.
. Check that it is positioned properly again by connecting the syringe to the tube and making sure air

1
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N

13.

Place the patient in a supine position, using a support to hyperextend the head and neck if necessary;
Prepare the sterile field;

Apply suction to the pharynx, withdraw the tracheostomy tube (where present) and position the cuff
above the vocal cords to avoid damaging them; deflate the cuff of the endotracheal tube and withdraw
it to an appropriate distance above the introduction site, but still inside the trachea. Re-inflate the cuff
once the endotracheal tube is properly positioned.

Introduce the bronchoscope (Fig. 1);

Locate and mark the landmarks for stroma formation -> usually between the first and second tracheal
rings;

At the previously chosen site, use a scalpel blade to make a vertical incision large enough to introduce
the tracheostomy tube, i.e. about 1.5-2 cm long. The size of the incision can be calculated using the
equation OD*r/2);

Refill the syringe with a few cc of sterile saline and connect to the cannula needle;

Insert the cannula needle at the chosen point, perpendicular to the skin, until it reaches the trachea.
When the cannula needle reaches the trachea air bubbles will appear in the solution in the syringe
(Fig. 2);

Check that the needle is properly positioned (it must be perpendicular to the axis of the trachea) by
means of continuous endoscope monitoring (Fig. 2);

Remove the needle and syringe, leaving the tube in place;

bubbles appear in the solution;

. Connect the introducer of the guide wire dispenser to the tube and slide the guide wire into the

trachea, in a caudal position, by about 10-15 c¢m, leaving the rest of the wire outside (Fig. 3);
Check that the guide wire slides freely inside the tube, leaving the guide wire in place;
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CAUTION! It is important that the Seldinger guide wire is not damaged during the procedure. To avoid
this, always hold the free tip of the guide wire between the index finger and thumb while introducing the
components.

14. Remove the tube from the guide wire;

15. Introduce the dilator on to the guide wire and turn it gently to advance it through the soft tissues until
the resistance of the anterior trachea wall is felt. By applying constant pressure, introduce the dilator
into the trachea until the first 2 cm of it are visible on the endoscope. This confirms that the stoma has
been properly dilated. Check that the guide wire slides easily (Fig. 4);

CAUTION! If the dilator comes into contact with a tracheal ring, do not force the introduction manoeuvre.

Repeat the procedure by changing the cannula needle introduction site.

16. Leave the dilator in place for at least 30 seconds in order to hold the stoma open and facilitate the
introduction of the forceps;

If there are no Tracheo Forceps® forceps inside the package, go to point 25, otherwise continue to point

17 below.

17. Adjust the maximum opening of the forceps by turning the pin between the two arms (Fig. 5a);

18. Remove the dilator from the guide wire;

19. Insert the free guide wire into the hole on the front of the right arm of the forceps (Fig. 5 and Fig. 5b);

20. Holding the free part of the guide wire, advance the forceps towards the anterior wall of the trachea,
in a caudal direction. During this step, if the previously created stoma has remained open, no
resistance should be encountered, and the tip of the forceps will enter the trachea with ease;

Otherwise, apply constant pressure on the trachea to overcome its resistance. It is recommended for

these manoeuvres to be carried out under endoscopic control.

CAUTION! Ifiinsertion is nevertheless impossible, reinsert the dilator and repeat the procedure from point

15 of the instructions.

21. With the arms of the forceps closed (rest position), lift the forceps keeping them in line with the
trachea, so that the tip of the forceps penetrates deeper (Fig. 6);

22. Check that the guide wire slides freely through the forceps at all times;

23. Proceed with the formation of the stoma by carrying out opening/closure movements and advancing
the forceps. Repeat the sequence, leaving the guide wire in place, until the stoma opening is large
enough to allow the placement of the tracheostomy tube (Fig. 7);

. At the end of this step, check the integrity and proper positioning of the guide wire, which must slide
freely through the arm of the forceps, then withdraw the forceps;

25.Place the introducer inside the tracheostomy tube (the holes on the introducer should be
perpendicular to the axis of the tube). Insert the guide wire into the introducer and start positioning
the tube in the trachea, (Fig. 8). A tube other than that provided may be used, provided it has the
same inner diameter. Both armoured and standard extra-long tubes can be inserted on the introducer;

26. Remove the introducer and guide wire, leaving the tracheostomy tube in place (Fig. 9). Apply suction
to remove any secretions in the trachea, in order to prevent any blood not removed by suction from
clotting and obstructing the airways;

.Inflate the cuff of the tracheostomy tube by connecting the syringe to the Luer connector of the
indicator balloon to ensure a perfect seal;

28. Connect the artificial ventilation circuit to the tracheostomy tube;

29. Secure the tracheostomy tube with the tube holder provided;

30. Remove the endoscope and the tracheal tube from the patient’s mouth (Fig. 10).

2

EN

2

~

Other useful information
It is possible to watch a demonstration of the percutaneous dilational tracheostomy procedure using
TRACHEO SET at:

https://www.youtube.com/user/Xmedtechnologies
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UHCTPYKLIUU 110 UCI0/Ib30BAHUIO

KpaTtkoe onucaHue:

OnucaHue usgenua 17
HasHaueHwue ycTpoiictBa 19
Mepbl NpeaocToOpPOXKHOCTU 19
Cnocob ny 1eHusa 19
MoaroToBKa KOMNIEKTYIOLMNX 19
MopAAoK BbINONHEHUA NpoLEeAYPbI 19
[Apyras nonesHas uipopmaumns 21

Mepen, vcnonb3oBaHvem meguumMHcKoro yctpoictea TRACHEO SET. BHMMaTENbHO O3HAKOMbTECH C
MHCTPYKUMel no npumeHeHuto. Komnanua X-MED S.r.l. rapaHTUpyeT cTepunbHOCTb M UCNPaBHOCTb
MEAMLMHCKOro YCTPOMCTBA 10 UCTEYEHUA CPOKA FOAHOCTH, YKa3aHHOTO Ha STUKETKE KaX4oro ycTpoicTea.
B cnyyae MCnonb3oBaHWA yCTPOMCTBA CNOCOBOM, OT/IMYHBIM OT YKa3aHHOro B AAHHON WHCTPYKLMMU MO
NPUMEHEHUIO, MU B Cy4ae ero 3KCnyatauun HEKBAAMGULMPOBAHHBIM MEAULIMHCKMM NEPCOHANIOM
KomnaHua X-MED S.r.l. He HeceT HUKaKo OTBETCTBEHHOCTM 3a yLiepb, NPUUYMHEHHbIN NpeameTam u/uau
nmuam.

M3penne cTepuan3oBaHo Npy NOMOLLM OKUCK STU/EHa.

BHUMAHUE! MepuumHckoe yctpoiictBo TRACHEO SET npeaHasHayeHo [AnA  UCNOb30BaHWA
VCKAOUYUTENBHO KBaSIMPULMPOBAHHbIM MeNLMHCKUM nepcoHanom, obnapatowmm
npodpeccoHanbHbIMM HaBblkaMu B 06NACTU peaHMMaLMM U MHTEHCUMBHOW Tepanuu. He ucnonbayiite
YCTPOWCTBO, ecin ynakoBka nospexkaeHa. TRACHEO SET ABnseTca MeAULMHCKMM YCTPOMCTBOM
OAHOKPaTHOrO NPUMEHEHUA, U ero 3anpelieHo WUCMNOo/b30BaTb MOBTOPHO, MOCKO/bKY 3TO MOXKeT
€o3AaTb NOTEHUUANbHYIO Yrpo3y MHGULMPOBAHUA NaLMeHTa.

OnucaHue usgenua

MegauunHckoe wusgenve TRACHEO SET aBnfeTcA O4HOPa30oBbIM YCTPOMCTBOM [ANA MpPOBeAeHUs

YPECKOKHOM ANNaTaLMOHHOW TPaxeocToMun. OHO COCTOUT U3 pPAAA NPUCNOCOBNEHNIA, HEOBXOAUMbIX ANA

BbinonHeHua onepauun. TRACHEO SET gocTyneH B ABYX MCMOAHEHUAX: C AMNATALMOHHBIM 33aXKMMOM

(Tracheo Forceps®) unu 6es;

TpaxeocTomuyeckan KaHONA MOXKeT BbiTb 5 pasmepoB M 2 pas/vuHbIX MoAenei, 4Tobbl HauayydWwum

obpasom afanTMpoBaTbCA K OCOBEHHOCTAM nauueHToB. MOAHbLIM Habop COCTOUT W3 CReaytoLWwmxX

3/1EMEHTOB:

1) AnnaTaumMoHHbIN 3axum Tracheo Forceps® (Mpu HanWuMm B ynakoBKe);

2) TpaxeoCTOMMUYeCcKas KaHona*, noctaBnsemas B BEPCUM C CUCTEMOM ANA NOAMIOTOMHOM acnupauum
unun 6e3 Hee, B PasINYHbIX Pasmepax, Co CTaHAAPTHbIM KOHHEKTOpPOM (15 mMm) AnA NOAKAYEHUA K
BEHTUNALMOHHBIM YCTPOWCTBAM;

3) WHTpoAbloCep AJ/1A TPAXeOCTOMUYECKOM KaHoK;

4) wnpuy (emrkocTtbio 10 ma 1 20 ma);

5) ckanbnens;

6) wrna gns kaHonu (14 G);

7) KECTKWI AMNaTatop CUHEro LBeTa;

8) msarkuit gunataTtop 6enoro uBera;

9) HanpasnALWMIA TPOCUK ANA NPUMEHEHUA TEXHUKM CenbanHrepa;

10) UKcUpYIOLLMIA BOPOTHUK ANA KAHIONN.

17
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[ocTynHble pasmepbl 415 BHYTPEHHETO AMAMETPa TPAXEOCTOMUYECKMUX KaHIONb®

D. |. TpaxeoctomuyecKas KaHooNA ¢
D. I. Tpaxeoctommnueckas KaHona -
JIMHMWeW NOArI0TOYHOrO OTCOCa

7 MM 7 Mm
7,5 Mm 7,5 mm

8 mm 8 Mm
8,5 mm 8,5 Mm

9 Mm 9 mm

MpuBeseHHbIN BbILE PUCYHOK YMAKOBKM NPUBOAMUTCA TONBKO B LENAX WANKOCTPaLMK, 4Tobbl NoKasaTb
MEeCTOHaXOX/AeHWe 3/1eMeHTOB, KoTopble cocTaBnsatoT Habop TRACHEO SET. B 3aBucumocTu oT koaa REF
3aka3zaHHoro TRACHEO SET pacnonoeHne KOMMOHEHTOB MOXET OT/IM4aTbhCA OT NPeACcTaBNEHHOro Ha
pUcyHKe.

[unataumorHblit 3axum Tracheo Forceps® npepHasHaueH ana Gonee 6bicTporo M 6esonacHoro
npoBeAeHNs NpoLeaypbl TPAXeOCTOMMUU B CPABHEHWM C UCMO/b30BaHWEM meToauk Yanba (Ciaglia) v
[purrca (Griggs).

Bnarogapa ocoboii KOHOUrypauum 3akMma YCTpaHeHbl BCE BO3MOMHble HeAOCTaTKM, CBA3aHHble C
TeXHUKOM purrca, NOCKONbKY OH paboTaeT 3a CHET KOMNPECCHU, @ He 3a cHeT TpaKLMKU. 3Ta ocobeHHOCTb
[aeT BO3MOXHOCTb Nlyylle KOHTPOAMPOBATb MPOLECC CO34aHUA CTOMbI. LLUMNUbl Takke OCHaLLeHbl
[eTanbio, 61OKMpYloLLElt OTBEPCTUE, YTO NO3BONAET ONPeAeNUTb MAaKCUMAbHYIO LUMPUHY CO34aBaeMoi
CTOMbI ¥ U3b6exaTb TPaBMUPOBAHUA Tpaxen. Ha AUCTaNbHOM KOHLE 3aXMM MmeeT Gopmy M30TrHYTOro
KOHYCa, KOTOPbIN CNYXKUT paclumputenem Ans co3gaHnA CTOMbI.

Ha npaBoli cTBOpKe PYKOATKM 3aKMMa MpeAycMOTPEeHO OTBEPCTUE ANA PasMelleHUA HanpasAaoLLero
TpocKKa; 3Ta 0COBEHHOCTb YCTPOWCTBA MO3BONAET YAEPXKMBAaTb TPOCMK Ha 3axume B npolecce
AvnaTtaumu.

18
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HasHaueHue ycTpoiicTBa

MeauumHckoe yctpoiicteo TRACHEO SET npefHasHayeHO ANA BbINOJHEHWSA NAAHOBOM YPECKOXKHOM
[AWNATaLUMOHHOW TPAXeoCTOMMUM C LieNblo obecrneyeHns NpoXoAUMMOCTU AblIXaTebHbIX NyTei (Tonbko y
B3POC/IbIX NALMEHTOB).

3Ty npoueaypy HeobXoAMMO NPOBOAUTL B KOHTPOAMPYEMbBIX YCAOBMUAX, TaKUX KaK oOTAeneHue
WHTEHCVMBHOM Tepanuu WM onepauuoHHas. Ee [o0/KeH BbINONHATL MEAWUMHCKUIA MmepcoHan,
obnasatowmin npodeccroHanbHbIMU HaBbikamu B 061aCTU PEAHUMALMU Y MHTEHCUBHOM Tepanuu.

Mepbl NpeoCTOPOIKHOCTH

e He npuMeHAITe TPaxeOCTOMWUYECKYIO KaHIONO ANA JIe4eHUA MauMeHTOB C aHaTOMUYeCKMMMn
MN3MEHEHVUAMM BEPXHUX [bIXaTe/IbHbIX NyTeW, TaK Kak 3TO MOXEeT NPUBECTU K YaCTUYHOW UM MONHOM
OBCTPYKLMM AbIXaTeNbHbIX NyTe;

e He npoBoauTe npoLeaypy TPaxeoCTOMUU NPU HAIMYUK Y MaLMEHTa KOXKHbIX MHOEKLMIA;

e He ucnoneayiite yctpoiicteo TRACHEO SET, ecim ynakosKka nospexaeHa;

e KomnoHeHTbl yctporictea TRACHEO SET noctasastoTcsa cTepuabHbiMK. He gonyckaiiTe X NOBTOPHOTO
MCMO/Ib30BaHMA UM NOBTOPHOWM CTEPUAU3ALUU U YTUNUZUPYIiTe HAaBOP B COOTBETCTBUM C MPUHATLIMM
HOpMamu, ybeAMBLINCD, 4TO OCTPbIE U PEXYLUME YaCTU HAZEKHO 3alUULLEHDI;

e TRACHEO SET #o0/K€H MCMONb30BaTb TONIbKO MEAMLMHCKMIA NepcoHan, obyyeHHbli NpoBeaeHuto
YPECKOXKHOW [AMNATALUMOHHOW TPaxeocTOMWM U UMeILWMA HaBblku B chepe peaHUmauum un
VNHTEHCMBHO Tepanuu;

e [Ipu ycTaHOBKe yCcTpoicTBa cnepyet cobntofatb TpeboBaHMA CTPOro acenTuku;

e [lepes u3BneYEHNEM TPAXEOCTOMUYECKON KaHIONM MOIHOCTbIO BbIMYCTUTE BO3AYX U3 MaHXeTbl BO
n36exaHne NOBPeXAEHNA Tpaxen U/uam cTomel;

e [laBneHve B MaHXeTe HeobXOAMMO MOCTOAHHO KOHTPO/AMPOBaThb. C/IMLWIKOM BbICOKOE [faBieHWUe
MOKET NPUBECTU K NOBPEXAEHUIO TPAXEN;

e He nopggepratb naumeHTta npoueaype MPT, NOCKOMbKY KaHIONA M3 KOMMIEKTa He COBMeCTMMaA C
MarHWTHO-PEe30HaHCHbIM TOMOrpadom.

e TpaxeoCTOMUYECKME KaHIONU CnefyeT MeHATb PerynapHo B 3aBUCUMOCTM  OT  KOHKPETHbIX
notpebHoCTel NauneHTa 1, B 1t060M cayyae, COrnacHo MHCTPYKLMAM Nlevallero Bpaya;

e Bo Bpema v nocne NOAKNOYEHUA CUCTEMbI UCKYCCTBEHHOTO [bIXaHUA K pa3bemy TPaXxeoCTOMUYECKOW
KaHt0/M n3beraiite 4pe3mMepHOro KPyroBOro UM IMHEMHOTO JaBNEHUA Ha KaHIOANHO, YTOObI UCKNIOUYNTD
PWCK CNY4aliHOrO OTCOEAMHEHUA UMW OKKNIO3UM;

e Ecnu HanpaBAAOLWWMIA TPOCKK NOBPEXAEH, AaNbHEWLLNE AeNCTBUA MOTYT BbiTb 3aTpyAHEHbI. B Takom
c/lyqae NpoAoKaTh BbINOHEHUE NPOLLEAYPbI CIEAYET, TONBKO ECU NOBPEXAEHHbIV YHAaCTOK MOXKHO
NPOABUHYTL B TPAxeto U A/IMHA HENOBPEXAEHHOrO HaNPaBAALLEro TPOCUKA OCTAeTCA AO0CTaTOYHOM.
Ecnu Hanpasnalowmii TpocuK Gosblue He NPUroAeH ANA UCNO/b30BaHWA, HEOBXOAMMO OTKPbITH
HOBYIO YNaKOBKY UAM NPUMEHWUTL HOBbIM HaNPaBAAOLWMIA TPOCKK;

e UHTpoablocep cieayeT UCMob30BaTb TONLKO ANA BBEAEHWUA KaHIONW, He NbITaTeCh C ero NOMOLLbIO
pacwmnpuTb CTomy;

e He fonycKaiiTe CONPUKOCHOBEHUA TPYBKM M/UAKM MaHKeTbl TPaXeoCTOMUYECKOM KaHIONMN C OCTPbIMMU
KpasaMu BO U3b6exaHWe NOBPEXAECHNA MaHKETbl N TPYOKM KaHou;

e He nbiTailTecb M3MEHUTb MONOMKEHWE TPAXeoCTOMMYECKOW KaHIoM Nocne ee YCTaHOBKW, ecnu
MaHXeTa y)Xe Hano/IHeHa BO34yXOM;

e PerynapHo ounwaiiTe 061acTb BO3/1e TPaXeOCTOMUYECKOM TPYOKHM.

Cnocob npumeHeHus

MoAroToBKa KOMNAEKTYIOLWMX

Mepepn Hayanom npumeHeHus yctpoictea TRACHEO SET BbiNoiHWTE Takue AencTeua:

e [IpoBepbTe MaHKeTy-6aN/I0H TPaXeOCTOMUYECKOMN KaHIONIN U CUCTEMY HaZlyBaHWA, HarHeTan BO3AyX C
MOMOLLbIO WNPULLA, BXOAALLETO B KOMM/IEKT;

e [locne OUEHKU LeNoCTHOCTU BO3AYLIHOrO 6annoHa U WCMPaBHOCTU CUCTEMbBI MOJHOCTBIO CAyWTe
MaHKeTy BO U3berKaHne pucka paspbiBa BO BPemMs BBEAEHUA KaHOK;

e VYbeauTecb, YTO HanpaBAAlOWMIA TPOCUK CBOBOAHO MPOXOAWUT 4Yepes AunaTaTop, 3aXuMm K
VHTPOAbBIOCEP ANA BBEAEHUA KaHIONK;

MopAAoK BbINONHEHMA NpoLueAypPbl
Mpoueaypy peKoMeHAYEeTCA BbINOAHATL NOA SHAOCKOMUYECKUM KOHTPONEM.
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1. Ynoxute naumeHTa B TOPWU3OHTa/bHOE MOJIOXKEHUE, MO BO3MONKHOCTM WCMOAb3yA OMopy ANA
HanbonblUero pacnpAMIEHNUA r010BbI 1 LWen;

2. ToAarotoBbTe CTEPU/ILHYIO MOBEPXHOCTb;

3. BbINONHWUTE acnMpaLyio B rOPTaHU M BTAHUTE TpaxeanbHyto TPy6Ky (Mpu ee Hanuuum), pacnonoxus
MaHKETY Haf ro/loCoBbIMU CBA3KAMU, YTOBbI He MOBPEAUTL WX; CAYMTE MAHKETY SHAOTPaxeaNbHOW
TPy6KM U BTAHUTE ee Ha COOTBETCTBYIOLLEE PACCTOAHME Haj, MECTOM BBEAEHWs, HO Bce elle B
npegenax Tpaxeu. Koraa sHgoTpaxeanbHas Tpybka OyaeT npaBuabHO yCTaHOBAEHA, NOBTOPHO
HapyWnTe MaHXeTy;

4. BcrasbTe 6poHxockon (puc. 1);

5. HaiauTe v OTMETbTE aHATOMUYECKUE TOYKM A1 GOPMUPOBAHUA CTOMbI —> 0BbIYHO MEXKAY NEPBbIM 1
BTOPbIM XPALLEBbIMU KOMbLLAMW TPaXew;

6. B mecTe, BblbpaHHOM [NA BBEAEHWA KaHIONW, CAENaiTe CKanbnesem BepTUKaNbHbIA paspes,
[OCTaTOYHbIN ANA YCTAaHOBKM TPAxeoCTOMUYECKOW KaHwoau (okono 1,5-2 cm). LupuHy paspesa
MOXCHO onpedenums, NpUMeHUs makyto opmysy: OD*n/2);

7. HanonHuTe WNpUL, HECKONBKUMM KyBKamu G13M0N0rMyeckoro pacTeopa 1 NoACOeANHNUTE ero K urne
KaHou;

8. BcTaBbTe WUrNy KaHIONM B BbIGPaHHYIO TOUKY, NepneHANKYNAPHO KOXKe, [0 YPOBHA Tpaxeu. MoasneHne
ny3bIpbKOB BO3AyXa B PacTBOpeE B LUMPULE YKa3bIBAET, YTO Tpaxea HalaeHa (puc. 2);

9. MposepsAinTe NPaBUIBHOCTb PACMONIOKEHUA Wbl (€e  NONOXKEHWe [OMKHO 6biTb  CTpOro
nepneHAMKyAsPHO OCK TPaxeu) NyTem HeNpepbIBHOTO 3HA0CKONWUYeckoro Habaaenus (puc. 2);

10. M3BneKkuTe UMy 1 LWNPWUL, OCTABUB KaHIONIO Ha MecTe;

11.NMposepbTe elle pa3 NPaBUILHOCTb PACMONOMKEHUA YCTPOWCTBA, NOACOEAUHMB WNPULL K KaHIoNe U
Habntoaan 3a NoABAEHMEM NY3bIPbKOB BO3/AyXa B PacTBOPE;

12.NMopcoeanHuTe K KaHloNe WHTpoAblocep AMCneHcepa ANA HanpaBAAloWero TPOCUKa WU BBeAuTe
HanpaBAALWMIA TPOCUK B Tpaxeto, KayAasnbHo, He MeHee yem Ha 10-15cm, ocTaBuB ero 4acTb
cHapyu (puc. 3);

13.Y6eaunTech, YTO HaNpaBAAIOLWMIA TPOCUK CBOBOAHO CKONb3UT BHYTPY CAMOW KaHIONM, OCTaBbTE €ro Ha
mecre.

BHUMAHME! BaxHo, 4TOObl HanpaBAAOWMIA TPOCUK ANA NMPUMEHEHUA TeXHUKK CenbauHrepa He 6bin

nospexaeH BO BpemA npoueaypbl. Bo usbexaHue 3Toro Bcerga Aepkute CBOGOAHBIA KOHYMK

HanpaBNAOLWEro TPOCWMKA yKasaTe/lbHbiM M 6O/IbWMM NanbLaMW BO BPEMA BBEAEHUA KOMMOHEHTOB

ycTpoiicTBa.

14. CHMMMTE KaHIONIO C HanpPaBAAOLLEro TPOCKKa;

15. NoacoeanHWTe AMNATaTOP K HanpasaAloLLeMy TPOCMKY M MATKMMUM BPaLLaTe/IbHbIMU ABUKEHUAMM
npOABMFaﬁTe €ero CKBO3b MArkMe TKaHW, MOKa He NoYyyBCTBYyeTe CONnpoTuB/ieHUe nepe,quPl CTEHKU
Tpaxeun. Mpu NOCTOAHHOM AABNEHUM MPOABUraiiTe AMNATaTOP B TPaxelo TaK, YTobbl nepsble 2 cm
MOXHO 6bl10 YBUAETL NPU IHAOCKOMUYECKOM KOHTpONE. TaK Bbl MOXKeTe ybeamnTbes, 4To Aunataums
CTOMbI BbINOJIHEHA NPaBUAbHO. MpoBepbTe NNABHOCTb CKOJIbKEHWUA HAMNpPaBAAKOLLEro TPOCKKa (puc.
4);

BHUMAHME! B cnyyae, ecnn AunaTaTop COMPMKACAETCA C TPaxeasbHbIM KO/MbLOM, He dopcupyiite

MaHeBp BBeAeHUA. [oBTOpUTE NpoLEAYPY, U3MEHWUB MECTO BBEAEHUA UTNbl KAHIONN.

16. OcTaBbTe pacluMpUTENb Ha MeCTe He MeHee Yem Ha 30 CeKyHf, YTobbl NoAAepKMBaTb CTOMY OTKPbITON
1 0bnerunTb BBEAECHUE 3aXKUMA;

Ecnu BHYTPU ynakoBKM HeT 3axuma Tracheo Forceps® , nepeiTn K NyHKTy 25, B MPOTUBHOM Cayvae

npoAo/KaTh Noj nyHKTom 17.

17. OTperynvpyiTe MakcMMasbHOEe PacKpbITUE, KOTOPOE Bbl XOTUTE 06ecneymnTb 3aXKMMOM, NOBOPaYmnBas
WTUGT, PaCNONOKEHHBIN MeXAY ABYMA pyKoATKamMu (puc. 5);

18. OTCcOeAMHUTE AMNATATOP OT HaMPABAAKLLErO TPOCKKA;

19.BctaBbTe 0CBOOOAMBLUMIACA HaNpPaBAAKOWMIA TPOCUK B OTBEPCTUE B MepefHeil YacTh 3axuma,
pacnosnoxeHHoe Ha NpaBoii CTBOpKe (puc. 5 u puc. 5b);

20.YpepunBaa cBOBOAHYIO YacTb HanNpPaBAALWEro TPOCUKA, NPOABUraiiTe 3aXKUM K nepeaHelt CTeHKe
Tpaxeun (cobntofaiTe KayfanbHylo opueHTaumio). Ha 3Tom 3Tane, ecin paHee caenaHHas CToma
oCTanacb OTKPLITOW, HE JOMKHO BO3HUKHYTb COMPOTUB/IEHUA, U KOHUMK 3aXKMMa NIerko NPOHUKHET B
Tpaxeto.

B npoTMBHOM C/ly4ae HeObXOAMMO OKasbiBaTb MOCTOAHHOE JaBJeHUE Ha Tpaxew [0 Tex Nnop, Noka He

6yneT npeoponeHo conpotusneHne. Ocobo caedyem nodvepKHymb 8aMCHOCMb 8bIMOAHEHUA 3MUX

MaHeepoe nod aHdockonuyeckum HabarodeHuem.
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BHUMAHMUE! Ecnu BBeeHWe yCTPOCTBA BCe elle He NPeaCcTaBaseTca BO3MOXKHbIM, He06X0a1MMo cHOBa
BCTaBUTb AMNATAaTOP M NOBTOPUTL NpoLeAypy OT wara 15 3Toi UHCTPYKLMK.

21.

22.

23.

24,

25.

26.

27.

28.
29.
30.

COMKHYB CTBOPKM (NONI0OXKEHUE NOKOSA), NOAHUMMUTE 3aXKUM, YAEPHKMBAA ero Ha OLHOM Ocu ¢ Tpaxeeit,
YTO6bl KOHUYMK 3aXKMMa NPOABUHYACA ganblie (puc. 6).

HeobxoAMMO NOCTOAHHO MNPOBEPATb CBOGOAHOE CKO/bKEHUE HaNpaBAAloLWero TPOCMKA CKBO3b
3aKUM;

Mpoponkaiite GoOpMMpPOBaHME CTOMbI, PACKpbIBasA/3aKpbiBas LWMMLbI W MPOABUrana WX Brepes.
MoBTopAiiTE NOCNE0BATENbHOCTL AEMCTBUIA, YAEPXKMBAA HA MecTe HanpaBAAOWMIA TPOCUK, MOKa
BE/IMYMHA NPOCBETA CTOMbI He MO3BO/WUT YCTaHOBUTb TPAXEOCTOMUYECKYIO KaHtoo (puc. 7);

B KOHUe 3TOro atana NpoBepbTe LEeNOCTHOCTb M MONOMKEHWE HanpaBAloOWEero TPOCUKa, KOTopbIi
[0MKeH cBOBOAHO CKONb3UTb B KNaNaHe 3aXXMMa, 3aTemM U3BNEKUTE 3aXUM.

YCTaHOBUTE MWHTPOAbIOCEP B TPAXEOCTOMUYECKYID KaHIoMO (PeKOMeHAYeTCs OpUeHTUPOBaTb
OTBEPCTUA Ha UHTPOAbIOCEPE NEepPrneHANKYNAPHO ocu TpyBKM). BCTaBbTe HanpaBAAlOWMIA TPOCUK B
MHTPOAbIOCEP M MPUCTYNaiTe K YCTaHOBKE KaHI0AM B Tpaxeto (puc. 8). [lonycKkaeTca Ucnonb3oBaHue
APYroi KaHIONM C TaKUM XKe BHYTPEHHUM AuameTpom. C NOMOLLbIO MHTPOABIOCEPA MOXKHO BBOAMUTH
YOJ/IMHEHHbIE KaHION, KaK YCUNEHHbIEe, Tak U CTaHAAPTHON KOHOUIypauuu.

M3BNneKknTe MHTPOABIOCEP U HAMPABAIOLLMIA TPOCKK, OCTABMUB HA MECTe TPaXeOCTOMUYECKYIO KaHIONI0
(puc. 9). BbinonHuTe acnupaumio, 4To6bl MONHOCTBIO U3B/IEYL BbIAENEHUA U3 Tpaxewu, TaK Kak KpoBb,
He acnUpMpoBaHHaN U3 TPaxeu, MOKET CBEPHYTLCA U BbI3BaTb OBCTPYKLMIO AbIXaTeNbHbIX MyTew;
HapyiiTe maH»KeTy TpaxeoCTOMWUYECKOW KaHiNM, MOACOeAVNHUB WWNPWL, K NI09POBCKOMY pasbemy
6annoHa, 4Tobbl 06ecneynTb MOAHYI repMETUHHOCTb;

MoAKNOUMTE KOHTYP UCKYCCTBEHHO BEHTUNALMU NETKUX K TPaXEOCTOMUYECKON KaHIoNe;

3aKpenuTe TPaXeoCTOMUYECKYIO KaHIO/I0 C MOMOLLbIO BOPOTHMKA, NOCTaBAAEeMOro B Habope;
M3BneknTe sHAOCKON W TpaxeanbHyo TPy6Ky M3 poToBOI nonoctu (puc. 10).

Apyras nonesHasa uHpopmauus

Mpumep npoBeaeHWA NpPOLeAypbl YPECKOXKHON AMNATALMOHHON TPAxeocTOMMM C UCMO/b30BAHWEM
ycTporictea TRACHEO SET MOXHO NOCMOTPETb MO TaKoM CCbiKe:

https://www.youtube.com/user/Xmedtechnologies

21



X-MED S.r.l. -TRACHEO SET




X-MED S.r.l. -TRACHEO SET




X-MED S.r.l. -TRACHEO SET

Fig. 6




X-MED S.r.l. -TRACHEO SET

Fig. 10




X-MED S.r.l. — TRACHEO SET

X-MED S.r.l.

Via Statale Sud, 113

41037 Mirandola (MO) — ITALY
Tel +39 0535 611467

C€

0476

MED _ -

MEDICAL DEVICES Rev. 01 -02.08.2024



ANESTHETIC SERIES

SILICONE TRACHEOSTOMY TUBE

Tracheostomy Tube, OC Type:

Tracheostomy Tube, LC Type:

REF. No. Size /1.D. O.D. Length Description REF. No. Size /1.D. O.D. Length Description
1560-0050 5.0mm 7.3 mm 60 mm 1565-0050 5.0mm 7.3 mm 60 mm
1 - . 7 1 - X 7
560-0060 6.0mm 8.7 mm 65 mm Ordinary Cuff 565-0060 6.0mm 8.7 mm 65 mm Low Pressure Cuff
X-ray opaqgue line X-ray opaque line
1560-0070 7.0mm 10.0 mm 70 mm 1565-0070 7.0mm 10.0 mm 70 mm
Obturator Obturator
Neck strap Neck strap
1560-0080 8.0mm 1.3 mm 75 mm . 1565-0080 8.0mm 1.3 mm 75 mm .
Disconnect wedge Disconnect wedge
1560-0090 9.0mm 12.7 mm 80 mm 1565-0090 9.0mm 12.7 mm 80 mm
1560-0100 10.0mm 14.0 mm 85 mm 1565-0100 10.0mm 14.0 mm 85 mm
1560-0OXXX 1565-0XXX
Neck Strap:
REF. No. Size Description
1550-0001 Universal Soft fabric Velcro

1550-0001
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