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ARTWORK DESIGN NOTES
Part Number: 10001117-002

Size: 297mm (W) x 210mm (H). Finished Folded Size: 148mm (W) x 210mm (H).

IFU Format: Printed Instruction Booklet, 20 pages.

A) For detailed IFU specifications refer to the purchase specification.
B) Artwork Content and Specification Approval via electronic approval.

C) Approval of this document is for final format and layout only. All translations have been previously approved on
LLS10001117-001 Rev. 100.

d all information contained herein is confidential, proprietary and may not be disclosed,
seminated or reproduced without written approval from Smiths Medical.
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s Manufacturer: European Representative:
Smiths Medical ASD, Inc. Smiths Medical Czech Republic a.s.
6000 Nathan Lane North Olomouckd 306, Hranice 1 - Mésto,

Minneapolis, MN 55442 USA 753 01 Hranice, Czech Republic
Tel: 1800 258 5361 (US/CA) Tel: +44 (0) 1233722100
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Percutaneous Dilation
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Portex® Percutaneous Dilation Tracheostomy Kit
With Single Stage Dilator and Soft Introducers for 7, 8 and 9mm tubes only
Without Tracheostomy Tube

INSTRUCTIONS FOR USE
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These instructions are intended for use with the following Portex®

products:

Catalogue No:

100/572/000  Percutaneous Dilation Tracheostomy Kit with Single Stage
Dilator, and soft Introducers for 7, 8 and 9mm tubes only.
Without Tracheostomy Tube.

Internal REF: 100/572/000CZ

These instructions contain important information for safe use of
the product. Read the entire contents of these Instructions For
Use, including Warnings and Cautions, before using this product.
Failure to properly follow warnings, cautions and instructions
could resultin death or serious injury to the patientand/or
clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT

LOCATIONS.

THESE KITS MUST ONLY BE USED BY CLINICIANS TRAINED TO
PERFORM PERCUTANEOUS DILATIONAL TRACHEOSTOMY.

1 DESCRIPTION
Portex® single use Percutaneous Dilation Tracheostomy Kits allow
the percutaneous insertion of a tracheostomy tube using either a
serial (sequential) or single (one stage) circumferencial dilatational
Seldinger guidewire technique.
The kits are intended for use in a controlled setting such as an
Intensive Care Unit or operating room with the assistance of
trained personnel. A minimum of 2 operators are required - one
to maintain the patient’s airway, anaesthesia, breathing and
circulation, and the other to perform the procedure.
Dilators have a lubricious hydrophilic coating when wetted, to
improve ease of insertion.

The Portex® Perc Dilation Trach Kit
incorporates the following features:

Single Stage Dilator with soft tip and ergonomically designed
handle to provide a better grip and control during the procedure.

KIT CONTENTS (seeFig 1)

1 Scalpel

2 10ml Syringe

3 14G Needle & Cannula

4 Guidewire and Introducer

5 14FR Short Dilator

6 Guiding Catheter

7 Pre-lubricated Single Stage Dilator

8 Soft Tracheostomy Tube Introducers (21, 24, 27FR) for
size 7, 8 and 9mm Tracheostomy Tubes only

9 Swabs (not shown)

2 INDICATIONS FOR USE
To create a percutaneous dilational tracheostomy using guidewire,
single stage dilator and components of this product which allow for
tracheal access for airway management.

3 ABSOLUTE CONTRA-INDICATIONS

3.1 Emergency surgical airway management (in emergency,
cricothyrotomy is the procedure of-choice).
3.2 Children.

3.3 Pre-existing infection at the tracheostomy site.

3.4 Pre-existing malignancy at the tracheostomy site.
3.5 Uncertainty in identifying the anatomical landmarks.
3.6 Unstable cervical spine fracture.

4 RELATIVE CONTRA-INDICATIONS
Risks in these situations, must be balanced against the benefits of the
procedure.

4.1 Enlarged thyroid gland.

4.2 Previous surgery at the tracheostomy site (e.g. thyroidectomy).

4.3 Bleeding diathesis (e.g. due to anticoagulant therapy).

4.4 Pre-existing tracheomalacia.

4.5 Morbid obesity (skin to trachea distance may render tracheostomy
tube too-short).

5 WARNING
This product contains DEHP - data derived from animal and
epidemiological studies outline the following risks, but are not
limited to: Adverse effects on fetal development, kidney and
liver toxicity, negative impact on fertility. Special attention
on the appllcatlon of phthalate products should be given for

the f ing patient popul pediatrics, pregnant and
nursing women. For further information on phthalates please
refer to the Smiths Medical website: www.smith: dical.com/
phthalates
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FOR FRANCE ONLY: As ofJuIy st 2015 the Use of products

DEHPisb dinp ric-, and
maternlty departments. Please refer to French Law“LOI no
2012-1442 du 24 décembre 2012"

CAUTION

Follow universal precautions as specified by the Center for Disease
Control and Prevention, USA, or relevant advisory bodies in the
country where this device is being-used.

ADVERSE REACTIONS

Reported adverse reactions associated with tracheostomy tubes
are many and diverse. Consult standard textbooks and medical
literature for specific adverse reaction information.

PREPARATION OF COMPONENTS

Caution: This kit does not contain a Portex® tracheostomy tube.
Read and follow the complete instructions for use
supplied with your tracheostomy tube before use.

A small amount of sterile lubricating gel should be applied to

the outside of the tracheostomy tube to reduce insertion forces

and to the introducer to ease its movement in and out of the

tracheostomy tube.

Check the tracheostomy tube cuff by test inflation.

Select an appropriately sized purple Introducer (Fig 1.8) to ensure

a close fi tin the tracheostomy tube tip. Ensure the tracheostomy

tube introducer moves freely in and can be easily removed from the

tube.

If satisfactory, fully deflate the cuff (smoothing it back towards the

flange) in order to avoid rupture during tube insertion.

Check that the guiding catheter (Fig 1.6) moves freely through the

relevant dilators, introducers and over the guidewire.

PREPARATION OF PATIENT

The patient should be positioned supine, with a pillow to support
the neck and shoulders in order to hyper extend the neck (Fig. 2).
Locate the thyroid cartilage between the thumb and forefinger, and
identify and mark the anatomical landmarks (Fig. 3).

(a) Thyroid cartilage

(b) Cricoid cartilage

(c) Subcricoid Space

(d) Tracheal rings

(e) Sternal notch

(f) Possible insertion sites

Suggested sites for tube insertion are marked (x) and are either
between the first and second or second and third tracheal rings.
Prior to the procedure, increase FiO, to 100% and monitor the
patient using oximetry, capnography, ECG and blood pressure.
Adjust the ventilator settings to compensate for leaks during the
procedure.

Suction pharynx and, deflate the tracheal tube cuff . With
bronchoscopic guidance, position the tracheal tube cuff just below
the level of the vocal cords and re-inflate the cuff to re-establish
a seal. This is necessary to avoid the tube interfering with the
procedure. Hold the tube in position ensuring that the head and
neck are in the mid-line and that the airway is being maintained.

PREPARATION OF THE SITE FOR SURGERY
Disinfect the skin and apply sterile drapes.
Palpate cricoid cartilage and infi Itrate local anaesthetic. Injection of
local anaesthetic solutions containing adrenaline may help reduce
bleeding at the incision site.
WARNING
Performance of this procedure under bronchoscopic
guidance is recommended to conflrm mldllne placement
of the 14G needle and c g ireand |
tracheostomy tube. Confirming tracheostomy tube
placement following the procedure will prevent
paratracheal placement that can lead to hypoxm,
phy and/or p horax
® Care must be taken not to cause trauma to the carina and
posterior-tracheal wall with dilators/introducers in small/
short/low weight patients.

THE PROCEDURE
WARNING
The patient’s airway must be established with a tracheal
tube before tracheostomy is attempted to secure a patent
airway, ensure adequate oxygenation during the procedure
and to allow rapid re-intubation in cases of difficulty. If the
patient is intubated, this is not an issue.
Make a horizontal or vertical incision (Fig. 4) at the chosen insertion
site of sufficient size to accept a tracheostomy tube (1.5-2.0cm). At this
stage it may be of benefit to perform an exploratory blunt dissection
(keeping in the midline) to identify the anatomical landmarks.

This docl onfidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.
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WARNING:

® The presence of anomalous blood vessels may cause
bleeding during the procedure. If bleeding occurs, direct
pressure will control most cases. If bleeding remains
uncontrolled, the wound must be explored and the bleeding
controlled using an open surgical technique.

Caution: Confirm the tracheal tube has been withdrawn away from
the insertion site to avoid puncturing the cuff orimpaling
the tube tip with the needle and cannula.

Insert the 14G needle and cannula (with syringe attached) in the

midline into the insertion site (Fig. 5) in a caudal direction, to avoid

the likelihood of the guidewire being passed into the pharynx at
stage 10.5. Advance the needle (if necessary stepping off a tracheal
ring) until free withdrawal of air into the syringe confirms the entry
of the needle and cannula into the trachea. This may be facilitated
by using a fluid filled syringe, allowing visualisation of withdrawn
air bubbles. Some secretions and mucus may be aspirated during
this process, which is normal.

WARNING:

® Once the needle and cannula has entered the trachea, it

must be held immobile so that the tip does not drift out of
the trachea which will result in incorrect placement of the
guidewire.

® Care must be exercised to ensure the needle, guidewire,

guiding catheter and dilators do not perforate the posterior
tracheal wall resulting in potentially life threatening injury.

Gentle in and out movement of the tracheal tube will determine if

it has been-impaled by the needle as it will swing up and down as

the tube is moved in-and out. In such cases the needle and cannula
should be removed and-re-inserted after the tracheal tube has
been withdrawn at least 2cm.

Leaving the cannula in place, withdraw the needle and syringe.

Connect the syringe to the-cannula and withdraw air to re-confirm

that the cannula is in the trachea. Remove the-syringe.

WARNING:

® Once the needle has been partially or completely withdrawn

from the cannula, never re-insert it as this could result in the
catheter being cut and left in the trachea.

Ease the guidewire introducer out from its sheath and straighten

the J'tip, leaving a sufficient length of exposed guidewire (2-3cm)

to enable its dispensing with the forefinger and thumb (Fig. 6).

Insert the introducer into the cannula and feed the guidewire out

of the sheath until the first mark on the guidewire is positioned at

the skin (Fig. 7).

Confirm free movement of the guidewire in the cannula before

removing the cannula, leaving the guidewire in place.

Caution: As the guidewire will be used to guide components
into the trachea, it is important to ensure that it is not
damaged (e.g. kinked) during the procedure. To help
avoid this, always anchor the free end of the wire with
forefinger and thumb whilst advancing components into
the patient. During the procedure, check the guidewire
is not kinked by ensuring its free movement through the
components and the trachea.

WARNING:

® |f the guidewire is damaged during the procedure, it may be

difficult to continue resulting in trauma to the trachea and
isplacement of the trach y tube. In these cases it
may be possible to proceed only if:
(a) the damaged section can be advanced into the trachea,
and

(b) thereis a sufficient length of undamaged guidewire
remaining.

If the guidewire cannot be salvaged, it will be necessary to

use a new kit or a new guidewire.

Pass the 14FR short dilator over the guidewire through the soft

tissues, until resistance is felt on the tracheal wall. With a gentle

twisting movement of the dilator (Fig. 8) push the dilator forward
to penetrate the anterior tracheal wall, dilating both the tissues and
tracheal wall. Remove the 14FR short dilator, leaving the guidewire
in place.

Caution: Confirm the free movement of the guidewire in the
trachea and short dilator before removing the dilator,
leaving the guidewire in place.

Pass the long guiding catheter over the guidewire into the trachea

in the direction of the arrow marked on the catheter (safety stop

end first) until the safety stop on the guiding catheter is located at
the skin. Align the proximal end of the guiding catheter with the
proximal band mark on the guidewire to determine the depth of
insertion (Fig.9).

Single Stage Dilation

Immediately prior to insertion, immerse the distal end of the “single

stage”dilator in sterile water or saline to activate the lubricious

coating on the dilator. Pass the dilator over the guiding catheter
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until it reaches the “safety stop”. In this position, the proximal mark
on the guiding catheter will just be visible at the handle end of the
dilator (Fig. 10).
Whilst stabilising the guidewire and guiding catheter to ensure
they remain stable and in position in the trachea, insert and
partially remove the dilator several times in order to slightly over-
dilate the trachea to a size appropriate for the tracheostomy tube
to be inserted. The dilator is marked, for guidance, with 38FR and
maximum insertion depth (Fig. 10).
Caution: Do not pull the guiding catheter out of the trachea
when removing the dilator. An assistant must stabilize
the guidewire and guiding catheter during the dilation
procedure to ensure that they remain correctly positioned
within the trachea.
WARNING:
® |tis essential to ensure the correct alignment of the
proximal end of the guiding cath with the proximal
mark on the guidewire. This will ensure the distal end of
the guiding cath does not db d the tip of
the guidewire where it could cause trauma to the posterior
tracheal wall.
® Do notinsert the thick black “Maximum Insertion Depth”
mark on the “single stage” dilator beyond the level of the
skin as this may cause damage to the trachea and/or carina.
® Do not use excessive twisting motion when dilating the
stoma because the angled tip of the dilator may cause
trauma or perforate the trachea.
® Portex® Purple Introducers with soft tips must only be used
for introduction of Tracheostomy tubes, and not for dilation
of the stoma. Their flexibility could cause them to buckle
under the forces required for dilation resulting in trauma to
the trachea and neck.
Remove the dilator leaving the guidewire and guiding catheter
in the trachea. Air will exit through the tracheostomy stoma
confirming the correct placement of the dilator, guiding catheter
and guidewire in the trachea.
Tracheostomy Tube Insertion
Insert the lubricated tracheostomy tube loaded on its lubricated
introducer over the guiding catheter through the stoma with a
slight twisting motion (Fig. 11).
WARNING:
® Do not use excessive twisting motion when inserting the
tracheostomy tube because the tip of the tube may cause
trauma or perforate the trachea.
Remove the introducer, guiding catheter and guidewire leaving the
tracheostomy tube in place.
Suction the trachea and tracheostomy tube to establish a clear
airway.
WARNING:
® Blood, which is not suctioned from the airway readily, clots
and may produce serious airway obstruction.
Transfer the breathing system to the tracheostomy tube.
Inflate the tracheostomy tube cuff with the minimum volume of
air to form a seal.
Confirm successful tube placement using currently accepted
medical techniques such as auscultation, capnography,
bronchoscopic visualisation and/or chest X-ray and oximetry.
WARNING:
® Verify the trach y tube p by bronchoscopic
visualization and/or chest X-ray to ensure correct
placement. Incorrect placement could result in trauma to
the trachea or respiratory obstruction.
Secure the tracheostomy tube.
Deflate the tracheal tube cuff and remove the tube.
A tracheostomy dressing may be used at the stoma for improved
patient comfort and hygiene.
Caution: Dispose of this product in a safe manner according to
local guidelines for disposal of contaminated waste.

Portex, Portex design mark and Smiths Medical design mark are trademarks of
Smiths Medical. The symbol ® indicates the trademark is registered in the U.S.
Patent and Trademark Office and certain other countries. All other names and
marks mentioned are the trade names, trademarks or service marks of their
respective owners.

© 2019 Smiths Medical. All rights reserved.
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m Cesky

Upozornéni
Nepouzivejte opakované
Cislo 3arze

Datum vyroby
Pouzitelné do

Vyrobce

Zplnomocnény zastupce

pro ES

Pfi vyrobé nebyl pouzit
piirodni gumovy latex

Obsahuje nebo jsou
pritomny ftalaty: bis
(2-etylhexyl) ftalat (DEHP)

www.smiths-medical.com/phthalates

Sterilizovano etylenoxidem

Mnozstvi

Nepouzivejte, je-li baleni
poskozeno

Uchovavejte v suchu

Nevystavujte slune¢nimu
svétlu

Upozornéni:

Podle federélnich zakont
USA je prodej tohoto nastroje
povolen pouze |ékafiim nebo
na lékarsky predpis.

Pro jednordzové pouZiti.

Nepouzivejte opak é: Aby fungovaly, jak bylo zamysleno, vyZaduji zdravotnické prostiedky
specifické materidlové charakteristiky. Tyto charakteristiky byly ovéreny pouze pro jednordzové

pouziti. Jakykoliv pokus o zpracovdni zafizeni za tiielem nd 6 P
miiZe negativné ovlivnit integritu zaFizeni anebo vést ke zhorseni funkce.

pousiti

Sterilni do otevreni ¢i poskozeni obalu.
Po pouziti zlikvidujte.
Nesterilizujte.
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Fig. 1

Portex® Percutaneous Dilation Tracheostomy Kit
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Single use. Voor eenmalig gebruik.
Do Not Reuse: Medical devices require specific material characteristics to Niet opnieuw gebruiken: Voor een beoogde werking t dische
perform as intended. These characteristics have been verified for single use hulpmiddelen over specifieke materi i happen beschikken. Deze
only. Any attempt to re-process the device for subsequent re-use may adversely eigenschappen zijn na verificatie alleen voor eenmalig gebruik geschikt
affect the integrity of the device or lead to deterioration in performance. verklaard. Probeer niet het hulpmiddel opnieuw te bewerken met hergebruik
Sterile unless unit c iner is opened or damag als doel. Zulke pogingen k een loed op de integriteit
Destroy after single use. van het hulpmiddel hebben of k een verslechterde werking van het
Do not resterilize. hulpmiddel veroor:
A usage unique.

Steriel tenzij de doos geopend of beschadigd is.
Vernietigen na eenmalig gebruik

Mag niet opnieuw worden gesteriliseerd.
Ne pas réutiliser: Les dispositifs médicaux requiérent des caractéristiques

matérielles spécifiques pour étre utilisés comme prévu. Ces caractéristiques ont
été avérées uniquement en cas d’usage unique. Toute tentative de retraitement Engangsartikel.
du dispositif en vue d’une réutilisation peut gravement compromettre son gr inte d d
intégrité ou ses performances.
Stérile sauf si 'emballage est ouvert ou endommagé.

Far inte dateranviindas: Medicintekniska utrustningar kréver specifika
egenskaper hos materialet for att de ska fungera sdsom avsett. Dessa
egenskaper har endast verifierats for engdngsbruk. Varje forsok att upparbeta
A détruire aprés usage unique. utrustningen fér efterféljande dteranvindning kan férorsaka skador pa
Ne pas restériliser. utrustningen eller leda till férsdmrad funktion.
Steril tills forpackningen éppnats eller skadats.
m Forstor efter en anvindning
Einwegpackung. Sterilisera inte pa nytt.
Nicht zur Wiederverwendung: Medizinische Produkte erfordern bestimmte
Materialeig haften, um ihre vorg Funktion erfiillen zu kénnen
Diese Eigenschaften wurden nur fiir eine lige A dung validiert. Jeder Til engangsbrug.
Versuch der Wiederaufbereitung fiir weitere Anwendungen kann die Integritt
des Produktes beeintrdchtigen oder zu einer schlechteren Funktion fiihren.
Steril, wenn die Verpackung nicht geéffnet oder beschddigt wurde.

Ma ikke genanvendes: Medicinsk udstyr kreever specifikke
materialeegenskaber for at fungere som
Nach einmaligem Gebrauch vernichten

Isigtet. Disse egenskaber er kun
kontrolleret til engangsbrug. Ethvert forsog pa at behandle udstyret til
efterfolgende genbrug kan pavirke perfekt tilstand af udstyret negativt eller
Nicht erneut sterilisieren medfore forringet funktionsevne.
o
Monouso.
Non riutilizzare: Per fi

e corret te, i dispositivi medici devono
rispondere a caratteristiche specifiche del materiale. Queste caratteristiche
sono state verificate esclusivamente nel caso di singolo utilizzo del dispositivo.
Qualsiasi tentativo di riprocessare il dispositivo per il riutilizzo successivo puo

alterare in maniera avversa l'integrita del dispositivo stesso o condurre a un

Steril med mindre enhedens beholder dbnes eller beskadiges.
Bortskaf efter engangsbrug.
Ma ikke steriliseres igen.

Til engangsbruk.
Til engangsbruk: Medisinsk utstyr krever sarskilte materialegenskaper for G
fungere etter hensikten. Disse eg p er kun verifisert for engangsbruk.
deterioramento delle prestazioni. Eventuelle forsok pad d gjenprosessere utstyret for gjentatt bruk vil kunne ha
Sterile a meno che il contenitore dell’unita non risulti aperto o danneggiato. negativ effekt pa utstyret eller fore til at funksjonsevnen forringes.
Distruggere dopo I'uso. Steril sd lenge enheten er t og uskadd.
Nonristerilizzare. Destrueres etter engangsbruk.
Ma ikke resteriliseres.
es|
De un sélo uso.
No reutilizar: El material de los dispositivos médicos debe reunir caracteristicas KertakdyttGtuote.
especificas para funcionar como es debido. Dichas caracteristicas tinicamente Ei saa kayttaa uudelleen. Lddkinnalliset tarvikk eet vaativat mater laalm
se han verificado para un solo uso. Cualquier intento de reprocesar el erityi ia iakseen halutulla t . Némd ominai
dispositivo para su ulterior reutilizacién puede afectar negativamente a la on vahvistettu vain yhtd kdyttékertaa varten. Yritykset kdsitelld tarvike
integridad del mismo o dar lugar a fallos en su funcionamiento. uudelleenkdyttdd varten voi vaurioittaa tarviketta tai johtaa toiminnon
Estéril a menos que el envase unitario esté abierto o dafiado. huonontumiseen.
Destruir después de un sélo uso. Steriili k Yksittdispakkaus a tai vaurioituu.
No volver a esterilizar. Havitettdvd yhden kdyttékerran jélkeen
Aild steriloi uudestaan.
(pt]
Utilizagdo tnica. m
Ndo reutilizar: E necessdrio que determinadas caracteristicas do material de Miac xpriong.
dispositivos médicos tenham o d penho pr dido. Estas caracteristicas
foram validadas para uma utilizagéo unica. Qualquer tentativa de reprocessar
o dispositivo para subsequent

reutilizacdo pode afectar adversamente a

Mnv emavaypnopomnoisite: Ta 1aTpoTeXVOAOyIKA MPOIGVTa amaitovv
integridade do dispositivo ou levar a alterag¢do do seu desempenho.

OUYKEKPIPEVa XapaKTnPIoTIKG UMIK@V yia va £Xouv TV mpoBAeméuevn
Esterilizado enquanto a embalagem néo for aberta ou danificada

anédoon. Ta XapakTnpIoTIKd autd éyouv emaAnBeutei yia pia pévo xprion,
Onotadijmote anonsnpa enavene§epyaciag Tov opy
Destruir apds utilizagdo tnica.
Ndo reutilizar

gmavayxpnoipu l

q yla & 6A
1 UTTOPEl va EMNPEGTE! apvnTIKA ™mv axspa:omra rou
pydvou rj va obnyrioe: o umoBabuion tng (3
AnooTeIpwHEVO EKTOGC GV 1) OUOKEVATia oTNV omoia mepIéxeTal eival avoiytn
nKateoTpapupévn.
Katraotpépetral psrd amé pia xprion.

Agv amooTelp@veTal mAAL.
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English m

Portex® Percutaneous Dilation
Tracheostomy Kit
INSTRUCTIONS FOR USE

These instructions apply to the use of the following Portex® products:

Catalogue No. Percutaneous Dilatational Tracheostomy Kit with Single

100/562/000 Stage Dilator, and soft Introducers for 7, 8 and 9mm
Internal REF: tubes only. Without Tracheostomy Tube.
100/562/000CZ

Catalogue No. Percutaneous Dilation Tracheostomy Kit with Serial
100/566/000 Dilators/Introducers for 7, 8, and 9mm tubes only.
Internal REF: Without Tracheostomy Tube.

100/566/000CZ

These instructions contain important information for safe use of
the product. Read the entire contents of these Instructions For Use,
including Warnings and Cautions, before using this product. Failure
to properly follow warnings, cautions and instructions could result

in death or serious injury to the patient and/or clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT LOCATIONS.

Portex® single use Percutaneous Dilation Tracheostomy Kits allow the
percutaneous insertion of a tracheostomy tube using either a serial
(sequential) or single (one stage) circumferencial dilatational Seldinger
guidewire technique.

The kits are intended for use in a controlled setting such as an Intensive
Care Unit or operating room with the assistance of trained personnel.

A minimum of 2 operators are required — one to maintain the patient’s
airway, anaesthesia, breathing and circulation, and the other to perform the
procedure.

Dilators have a lubricious hydrophilic coating when wetted, to improve ease
of insertion.

WARNING
*  READ THE COMPLETE INSTRUCTIONS FOR USE BEFORE USE.

e THESE KITS MUST ONLY BE USED BY CLINICIANS TRAINED TO
PERFORM PERCUTANEOUS DILATIONAL TRACHEOSTOMY.

1 Description
The Portex® Percutaneous Dilation Tracheostomy Kit incorporates
the following features:

« Single Stage Dilator with soft tip and ergonomically designed
handle to provide a better grip and control during the procedure.

2 Indications for Use

Controlled, elective subcricoid percutaneous insertion of a
tracheostomy tube for airway management using a Seldinger
guidewire dilation technique.

3 Absolute Contra-indications

3.1  Emergency surgical airway management (in emergency,
cricothyrotomy is the procedure of choice).

3.2 Children.

3.3  Pre-existing infection at the tracheostomy site.

3.4  Pre-existing malignancy at the tracheostomy site.

3.5  Uncertainty in identifying the anatomical landmarks.

3.6  Unstable cervical spine fracture.

4 Relative Contra-indications

Risks in these situations, must be balanced against the benefits of the procedure.
4.1  Enlarged thyroid gland.

4.2 Previous surgery at the tracheostomy site (e.g. thyroidectomy).
4.3  Bleeding diathesis (e.g. due to anticoagulant therapy).

4.4  Pre-existing tracheomalacia.

4.5  Morbid obesity (skin to trachea distance may render tracheostomy tube
too short).

Kit Contents

Contents (see Fig. 1) 100/562 |100/566

1 Scalpel

10ml Syringe

14G Needle & Cannula

Guidewire and Introducer

14FR Short Dilator

ANENENENENEN

Guiding Catheter

NNANANANANENEN

Pre-lubricated Single Stage Dilator

w|N|o|u|[s|w|n

Pre-lubricated Serial Dilator Set v
(18,21, 24, 27,30, 34,38 FR)

-]

Soft Tracheostomy Tube Introducers (21, 24, 27 FR)
for size 7,8 and 9mm Tracheostomy Tubes only

\

AN
AN

0 Sterile Lubricating Jelly 5g (not shown)

11 Swabs (not shown) v v

5 Warnings

5.1 The patient’s airway must be established with a tracheal tube
before tracheostomy is attempted.

5.2  Performance of this procedure under bronchoscopic guidance is
recommended to confirm midline placement of the 14G needle
and cannula, guidewire and subsequent tracheostomy tube
to prevent paratracheal placement that can lead to hypoxia,
subcutaneous emphysema and/or pneumothorax.

5.3 The presence of anomalous blood vessels may cause bleeding
during the procedure. If bleeding occurs, direct pressure will
control most cases. If bleeding remains uncontrolled, the wound
must be explored using an open surgical technique and the
bleeding stopped.

5.4 Care must be taken not to cause trauma to the carina with
dilators/introducers in small/short/low weight patients.

5.5 Ifthe guidewire is damaged during the procedure, it may be
difficult to continue. In these cases it may be possible to proceed
only if:

a) the damaged section can be advanced into the trachea, and
b) there is a sufficient length of undamaged guidewire
remaining.

If the guidewire cannot be salvaged, it will be necessary to use a
new kit or a new guidewire.

5.6 Oncethe needle and cannula has entered the trachea, it must be held
absolutely immobile so that the tip does not drift out of the trachea.

5.7 Care must be exercised to ensure the needle, guidewire, guiding
catheter and dilators do not perforate the posterior tracheal wall.

5.8 Once the needle has been partially or completely withdrawn
from the cannula, never re-insert it as this could result in the
catheter being cut and left in the trachea.

5.9 Itis essential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.
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5.10 Do not insert the thick black“Maximum Insertion Depth” mark 6.6 Confirm the free movement of the guidewire in the trachea and
on the “single stage” dilator beyond the level of the skin to shortdilator before removing the dilator, leaving the guidewire and
prevent damage to the trachea and/or carina. guiding catheter in place.

5.11 Do not pull the guiding catheter out of the trachea when 6.7 The patency of the tracheostomy tube lumen must be assured by
removing the dilators. An assistant must stabilize the guidewire regu]ar suctioning and regu]ar c|eaning of the inner cannula (if
and guiding catheter during the dilation procedure to ensure one is used). Check routinely and replace as required to maintain a
that they remain correctly positioned within the trachea. patent airway.

5.12 Portex® Purple Introducers with soft tips must only be used for 6.8  Devices used in or during inflation of the cuff must be clean and
introduction ofTrache?s.t?my tubes, and not dilation of the free from all foreign matter. The inflation device should be removed
stoma due to their flexibility. from the inflation valve immediately after use, and the dust cap

5.13 Do not use excessive twisting motion when dilating the stoma fitted. Test inflate the cuff before insertion.
to avoid trauma to the trachea. 6.9 Guard against cuff damage by avoiding contact with sharp edges.

5.14 Do not use excessive twisting motion when inserting the 6.10 The inflation li | interf ith M tic R
tracheostomy tube to avoid trauma to the trachea. : € (nflation lin€ valve may Interiere wi agnetic Resonance

5.15 Blood, which is not suctioned f the ai dily, clots and Imaging (MRI) picture clarity. Ensure the valve is positioned away

. ood, which is not suctioned from the airway readily, clots an from the area being scanned.
may produce serious airway obstruction. o

5.16 Verify the tracheostomy tube position by bronchoscopic 6.11 Trafhe?stomﬁ tubes must be changed regularly to suit individual
visualization and/or chest X-ray to ensure correct placement. patient's needs.

5.17 Prior to removal of cuffed Tracheostomy tubes, all air must be 6.12 Only sterile saline should be used to clean accessible parts of the
completely removed from the cuff to prevent damage to the tube whilst in-situ. If the tracheostomy tube is removed from the
trachea and stoma. patient, it must be discarded.

5.18 Ensure the sterile lubricating jelly does not occlude the lumen 6.13 Repositioning of the in-situ tracheostomy tube while the cuff is
of the tube preventing ventilation of the patient. inflated should be avoided.

5.19 In order to avoid tracheal damage from over inflation of the 6.14 Caution: Federal (USA) law restricts this device to sale by or on the
cuff, the cuff should not be inflated with a measured volume of order of a physician.
air, or by feel of pressure from the syringe since little resistance 6.15 Dispose of this product in a safe manner according to local
should be felt during cuff inflation. guidelines for disposal of contaminated waste.

5.20 D“"T‘g ana'estheSIa, nlgous ox'd,e maf¥ diffuse into the cuff 6.16 Follow universal precautions as specified by the Centre for Disease
causing an increase or ecrease' incu pressu.re. X Control and Prevention, USA, or relevant advisory bodies in the

5.21 Cuff pressures should be monltored'and adjusted routinely. country where this device is being used.

Overinflation of the cuff may result in permanent damage to
the trachea. 7  Adverse Reactions

5.22 Contact with electrosurgery electrodes or laser surgery beams . . .
must be avoided because PVC will produce toxic fumes in air or Reported adverse reactions associated with tracheostomy tubes
ignite in an enriched oxygen environment (e.g. anaesthesia). ﬁre many?nd dlvgfr_se. gonsult standard ;extbo.oks and medical

5.23 Do not use Portex® tracheostomy tubes in patients with iterature for specific adverse reaction information.
abnormal upper airway anatomy or pathology as this may .
result in partial or total airway obstruction. Preparation of Components

5.24 During and after attachment of the breathing system to the 8.1 A small amount of the sterile lubricating jelly (supplied) should be
tracheostomy tube connector, avoid application of excessive applied to the outside of the tracheostomy tube to reduce insertion
rotational or linear forces on the tube to prevent accidental forces and to the introducer to ease its movement in and out of the
disconnection or occlusion. tracheostomy tube.

. WARNING:
Cautions . L
) . Ensure the sterile lubricating jelly does not occlude the lumen of

6.1 The security of all br.eathlr.\g system connectors should be the tube preventing ventilation of the patient.

checked When the circuit |‘s.establls~hed and frequen.tly thereafter. 8.2 Check the tracheostomy tube cuff by test inflation.
Disconnection may be facilitated with the use of a disconnection ) ) )

8.3  ForKit 100/562/000 select an appropriately sized purple Introducer
wedge (100/555/000). ) ) o )

6.2  Patients should be adequately humidified e.q. using a Portex® (Fig. 1.9) or, for Kit 100/566/000 a white dilator (Fig. 1.8) to ensure

- h * HEPA d Y p '905 "y 9 o7 a close fit in the tracheostomy tube tip. Ensure the tracheostomy
ermovent + U 90/586/000) or ortex® Thermovent tube introducer moves freely in and can be easily removed from the
(100/570/015) to minimise encrustation of the Tracheostomy tube tube
i lal | . )
and/or |rr1‘ner carr‘mu @ umenban.d prevent mluc.(;sa da;nzgg d 8.4 If satisfactory, fully deflate the cuff (smoothing it back towards the

6.3 EnsureF e tr_ac eostomy tube inner canpu a, if supplied, is remove flange) in order to avoid rupture during tube insertion.
before inserting the tracheostomy tube introducer. . ;

i h heal tube has b ithd f h 8.5 Check that the guiding catheter (Fig. 1.6) moves freely through the

6.4 ;on irm ¢ e trac ea tube has oeen wit rawn away trom the . relevant dilators, introducers and over the guidewire.
insertion site to avoid puncturing the cuff or impaling the tube tip .
with the needle and cannula. Caution:

6.5 As the guidewire will be used to guide components into the Follow universal precautions as specified by the Centre for
trachea, it is important to ensure that it is not damaged (e.g. Disease Control and Prevention, USA, or relevant advisory
kinked) during the procedure. To help avoid this, always anchor bodies in the country where this device is being used.
the free end of the wire with forefinger and thumb whilst . . -

. . . . «  Ensure the tracheostomy tube inner cannula, if supplied, is
advancing components into the patient. During the procedure, N . !
R L . I removed before inserting the tracheostomy tube introducer.
check the guidewire is not kinked by ensuring its free movement
through the components and the trachea.
4
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Preparation of Patient
9.1  The patient should be positioned supine, with a pillow to support the
neck and shoulders in order to hyper extend the neck (Fig. 2).
9.2  Locate the thyroid cartilage between the thumb and forefinger, and
identify and mark the anatomical landmarks (Fig. 3).
(a) Thyroid cartilage
(b) Cricoid cartilage
(c) Tracheal rings
(d) Sternal notch
(e) Possible insertion sites

Suggested sites for tube insertion are marked (x) and are either
between the first and second or second and third tracheal rings.

9.3  Prior to the procedure, increase FiO, to 100% and monitor the patient
using oximetry, capnography, ECG and blood pressure. Adjust the
ventilator settings to compensate for leaks during the procedure.

9.4  Suction pharynx and, deflate the tracheal tube cuff. With
bronchoscopic guidance, position the tracheal tube cuff just below
the level of the vocal cords and re-inflate the cuff to re-establish
a seal. This is necessary to avoid the tube interfering with the
procedure. Hold the tube in position ensuring that the head and neck
are in the mid-line and that the airway is being maintained.

10 Preparation of the site for surgery

10.1
10.2

Disinfect the skin and apply sterile drapes.

Palpate cricoid cartilage and infiltrate local anaesthetic. Injection of
local anaesthetic solutions containing adrenaline may help reduce
bleeding at the incision site.

WARNING:

«  Performance of this procedure under bronchoscopic guidance is
recommended to confirm midline placement of the 14G needle
and cannula, guidewire and subsequent tracheostomy tube
to prevent paratracheal placement that can lead to hypoxia,
subcutaneous emphysema and/or pneumothorax.

« Care must be taken not to cause trauma to the carina with
dilators/ introducers in small/short/low weight patients.

11 The Procedure

WARNING:

The patient’s airway must be established with a tracheal tube
before tracheostomy is attempted.

Make a horizontal or vertical incision (Fig. 4) at the chosen insertion
site of sufficient size to accept a tracheostomy tube (1.5-2.0cm). At this
stage it may be of benefit to perform an exploratory blunt dissection
(keeping in the midline) to identify the anatomical landmarks.

WARNING:

1.1

The presence of anomalous blood vessels may cause bleeding during
the procedure. If bleeding occurs, direct pressure will control most
cases. If bleeding remains uncontrolled, the wound must be explored
using an open surgical technique and the bleeding stopped.

Caution:

Confirm the tracheal tube has been withdrawn away from the
insertion site to avoid puncturing the cuff or impaling the tube tip
with the needle and cannula.

Insert the 14G needle and cannula (with syringe attached) in the
midline into the insertion site (Fig. 5) in a caudal direction, to avoid
the likelihood of the guidewire being passed into the pharynx at
stage 11.5. Advance the needle (if necessary stepping off a tracheal
ring) until free withdrawal of air into the syringe confirms the entry
of the needle and cannula into the trachea. This may be facilitated
by using a fluid filled syringe, allowing visualisation of withdrawn air
bubbles. Some secretions and mucus may be aspirated during this
process, which is normal.

11.2

11.7

11.8

11.9

WARNING:

«  Once the needle and cannula has entered the trachea, it must
be held absolutely immobile so that the tip does not drift out of
the trachea.

« Care must be exercised to ensure the needle, guidewire,
guiding catheter and dilators do not perforate the posterior
tracheal wall.

Gentle in and out movement of the tracheal tube will determine if

it has been impaled by the needle as it will swing up and down as

the tube is moved in and out. In such cases the needle and cannula

should be removed and re-inserted after the tracheal tube has been
withdrawn at least 2cm.

Leaving the cannula in place, withdraw the needle and syringe.

Connect the syringe to the cannula and withdraw air to re-confirm

that the cannula is in the trachea. Remove the syringe.

WARNING:

Once the needle has been partially or completely withdrawn from

the cannula, never re-insert it as this could result in the catheter

being cut and left in the trachea.

Ease the guidewire introducer out from its sheath and straighten

the J'tip, leaving a sufficient length of exposed guidewire (2-3cm)

to enable its dispensing with the forefinger and thumb (Fig. 6).

Insert the introducer into the cannula and feed the guidewire out of

the sheath until the first mark on the guidewire is positioned at the

skin (Fig. 7).

Confirm free movement of the guidewire in the cannula before

removing the cannula, leaving the guidewire in place.

Caution:

As the guidewire will be used to guide components into the

trachea, it is important to ensure that it is not damaged (e.g.

kinked) during the procedure. To help avoid this, always anchor the

free end of the wire with forefinger and thumb whilst advancing
components into the patient. During the procedure, check the
guidewire is not kinked by ensuring its free movement through the
components and the trachea.

WARNING:

If the guidewire is damaged during the procedure, it may be

difficult to continue. In these cases it may be possible to proceed

only if:

(a) the damaged section can be advanced into the trachea, and

(b) there is a sufficient length of undamaged guidewire remaining.

If the guidewire cannot be salvaged, it will be necessary to use a

new kit or a new guidewire.

Pass the 14FR short dilator over the guidewire through the soft tissues,

until resistance is felt on the tracheal wall. With a gentle twisting

movement of the dilator (Fig. 8) push the dilator forward to penetrate
the anterior tracheal wall, dilating both the tissues and tracheal wall.

Remove the 14FR short dilator, leaving the guidewire in place.

Caution:

Confirm the free movement of the guidewire in the trachea and short

dilator before removing the dilator, leaving the guidewire in place.

Pass the long guiding catheter over the guidewire into the trachea

in the direction of the arrow marked on the catheter (safety stop

end first) until the safety stop on the guiding catheter is located at
the skin. Align the proximal end of the guiding catheter with the
proximal band mark on the guidewire to determine the depth of
insertion (Fig.9).

Single Stage Dilation

(For serial dilation go to step 11.10)

Immediately prior to insertion, immerse the distal end of the “single
stage” dilator in sterile water or saline to activate the lubricious
coating on the dilator. Pass the dilator over the guiding catheter
until it reaches the “safety stop”. In this position, the proximal mark
on the guiding catheter will just be visible at the handle end of the
dilator (Fig. 10).
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Whilst stabilising the guidewire and guiding catheter to ensure they
remain stable and in position in the trachea, insert and partially
remove the dilator several times in order to slightly over-dilate

the trachea to a size appropriate for the tracheostomy tube to be
inserted. The dilator is marked, for guidance, with 38FR and maximum
insertion depth (Fig. 10).

WARNING:

« Itisessential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.

« Do notinsert the thick black “Maximum Insertion Depth” mark
on the “single stage” dilator beyond the level of the skin to
prevent damage to the trachea and/or carina.

« Do not use excessive twisting motion when dilating the stoma
to avoid trauma to the trachea.

«  Portex® Purple Introducers with soft tips must only be used for
introduction of Tracheostomy tubes, and not dilation of the
stoma due to their flexibility.

« Do not pull the guiding catheter out of the trachea when
removing the dilators. An assistant must stabilize the guidewire
and guiding catheter during the dilation procedure to ensure
that they remain correctly positioned within the trachea.

Remove the dilator leaving the guidewire and guiding catheter in the
trachea. Air will exit through the tracheostomy stoma confirming the
correct placement of the dilator, guiding catheter and guidewire in
the trachea.

Proceed to stage 11.12.
11.10 Serial dilation

Immediately prior to insertion, immerse the distal end of each dilator
in sterile water or saline to activate the lubricious coating. Pass the
dilator over the guiding catheter until it reaches the safety stop. In this
position, the proximal mark on the guiding catheter will be just visible
at the handle end of the dilator (Fig. 11).

Dilate the stoma by passing each dilator, in turn (beginning with
the smallest), over the guiding catheter into the trachea ensuring
the correct alignment of the dilator, guiding catheter and guidewire
(Fig. 11). The final dilator should be selected in order to slightly over
dilate the trachea to a size appropriate for the size of tracheostomy
tube to be inserted.

WARNING:

« Itisessential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.

« Do notinsert the thick black mark on the “single stage”
dilator beyond the level of the skin in order to prevent
damage to the trachea.

«  Portex® Purple Introducers with soft tips must only be used for
introduction of Tracheostomy tubes, and not dilation of the
stoma due to their flexibility.

« Do not pull the guiding catheter out of the trachea when
removing the dilators. An assistant must stabilize the guidewire
and guiding catheter during the dilation procedure to ensure
that they remain correctly positioned within the trachea.

« Do not use excessive twisting motion when dilating the stoma
to avoid trauma to the trachea.

11.11 Maintain manual pressure with a sponge over the insertion site
between dilators to control bleeding. Air should bubble freely from
the stoma between dilator insertions confirming correct placement
of the dilators, guiding catheter and guidewire in the trachea.

Tracheostomy Tube Insertion

11.12 Insert the lubricated tracheostomy tube loaded on its lubricated
introducer over the guiding catheter through the stoma with a slight
twisting motion (Fig. 12).

WARNING:
« Do not use excessive twisting motion when inserting the
tracheostomy tube to avoid trauma to the trachea.

« Do not use Portex® Tracheostomy tubes in patients with
abnormal upper airway anatomy or pathology as this may
result in partial or total airway obstruction.

11.13 Remove the introducer, guiding catheter and guidewire leaving the
tracheostomy tube in place.

11.14 Suction the trachea and tracheostomy tube to establish a clear airway.
WARNING:

Blood, which is not suctioned from the airway readily, clots and
may produce serious airway obstruction.

11.15 Transfer the breathing system to the tracheostomy tube.
WARNING:

During and after attachment of the breathing system to the
tracheostomy tube connector, avoid application of excessive
rotational or linear forces on the tube to prevent accidental
disconnection or occlusion.

11.16 Inflate the tracheostomy tube cuff with the minimum volume of air to
form a seal.

WARNING:
In order to avoid tracheal damage from over inflation of the cuff,

the cuff should not be inflated with a measured volume of air, or by
feel of pressure from the syringe since little resistance should be felt
during cuff inflation.

11.17 Confirm successful tube placement using currently accepted medical

techniques such as auscultation, capnography, bronchoscopic
visualisation and/or chest X-ray and oximetry.

WARNING:

Verify the tracheostomy tube position by bronchoscopic
visualisation and/or chest X-ray to ensure correct placement.

11.18 Secure the tracheostomy tube.
11.19 Deflate the tracheal tube cuff and remove the tube.

11.20 A tracheostomy dressing may be used at the stoma for improved
patient comfort and hygiene.

Caution:

Tracheostomy tubes must be changed regularly to suit individual
patient's needs.

+  Dispose of this product in a safe manner according to local
guidelines for disposal of contaminated waste.

Thermovent, Portex, Portex design mark and Smiths Medical design mark are
trademarks Smiths Medical. The symbol ® indicates the trademark is registered
in the U.S. Patent and Trademark Office and certain other countries. All other
names and marks mentioned are the trade names, trademarks or service marks
of their respective owners.

© 2019 Smiths Medical. All rights reserved.
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Portex®
Obr. 1

Souprava pro perkutanni dilatacni tracheostomii
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Fig. 1

Portex® Percutaneous Dilation Tracheostomy Kit

21FR
24FR
27FR
30FR

18FR___|
1

]

]

|
sarR |
]

38FR

]
24FR |
]

21FR

27FR

This document and all information contained herein is confidential, proprietary and may not be disclosed,

disseminated or reproduced without written approval from Smiths Medical.

e

V-01 (06/15)



smtths WORK INSTRUCTION Doc. Number Revision
bringing technology to life EFff. Date:Fg_%\és.&%a%OZ_(go N'zfvbogj10029546 AS1 001 8928'001 1 00
WI Type: ARTWORK SPECIFICATION Effective Date: 28-MAR-2019 Page 5 of 66

Title: INSTRUCTIONS FOR USE - PERCUTANEOUS DILATION TRACHEOSTOMY KIT WITHOUT BLU

(10018928-001)

Fig.3

THYROID CARTILAGE (a)
CRICOID CARTILAGE (b)
SUBCRICOID SPACE
(e) POSSIBLE
INSERTION — TRACHEAL RINGS (c)
SITES
STERNAL NOTCH (d)
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Single use. Voor eenmalig gebruik.
Do Not Reuse: Medical devices require specific material characteristics to Niet opnieuw gebruiken: Voor een beoogde werking t dische
perform as intended. These characteristics have been verified for single use hulpmiddelen over specifieke materi i happen beschikken. Deze
only. Any attempt to re-process the device for subsequent re-use may adversely eigenschappen zijn na verificatie alleen voor eenmalig gebruik geschikt
affect the integrity of the device or lead to deterioration in performance. verklaard. Probeer niet het hulpmiddel opnieuw te bewerken met hergebruik
Sterile unless unit c iner is opened or damag als doel. Zulke pogingen k een loed op de integriteit
Destroy after single use. van het hulpmiddel hebben of k een verslechterde werking van het
Do not resterilize. hulpmiddel veroor:
A usage unique.

Steriel tenzij de doos geopend of beschadigd is.
Vernietigen na eenmalig gebruik

Mag niet opnieuw worden gesteriliseerd.
Ne pas réutiliser: Les dispositifs médicaux requiérent des caractéristiques

matérielles spécifiques pour étre utilisés comme prévu. Ces caractéristiques ont
été avérées uniquement en cas d’usage unique. Toute tentative de retraitement Engangsartikel.
du dispositif en vue d’une réutilisation peut gravement compromettre son gr inte d d
intégrité ou ses performances.
Stérile sauf si 'emballage est ouvert ou endommagé.

Far inte dateranviindas: Medicintekniska utrustningar kréver specifika
egenskaper hos materialet for att de ska fungera sdsom avsett. Dessa
egenskaper har endast verifierats for engdngsbruk. Varje forsok att upparbeta
A détruire aprés usage unique. utrustningen fér efterféljande dteranvindning kan férorsaka skador pa
Ne pas restériliser. utrustningen eller leda till férsdmrad funktion.
Steril tills forpackningen éppnats eller skadats.
m Forstor efter en anvindning
Einwegpackung. Sterilisera inte pa nytt.
Nicht zur Wiederverwendung: Medizinische Produkte erfordern bestimmte
Materialeig haften, um ihre vorg Funktion erfiillen zu kénnen
Diese Eigenschaften wurden nur fiir eine lige A dung validiert. Jeder Til engangsbrug.
Versuch der Wiederaufbereitung fiir weitere Anwendungen kann die Integritt
des Produktes beeintrdchtigen oder zu einer schlechteren Funktion fiihren.
Steril, wenn die Verpackung nicht geéffnet oder beschddigt wurde.

Ma ikke genanvendes: Medicinsk udstyr kreever specifikke
materialeegenskaber for at fungere som
Nach einmaligem Gebrauch vernichten

Isigtet. Disse egenskaber er kun
kontrolleret til engangsbrug. Ethvert forsog pa at behandle udstyret til
efterfolgende genbrug kan pavirke perfekt tilstand af udstyret negativt eller
Nicht erneut sterilisieren medfore forringet funktionsevne.
o
Monouso.
Non riutilizzare: Per fi

e corret te, i dispositivi medici devono
rispondere a caratteristiche specifiche del materiale. Queste caratteristiche
sono state verificate esclusivamente nel caso di singolo utilizzo del dispositivo.
Qualsiasi tentativo di riprocessare il dispositivo per il riutilizzo successivo puo

alterare in maniera avversa l'integrita del dispositivo stesso o condurre a un

Steril med mindre enhedens beholder dbnes eller beskadiges.
Bortskaf efter engangsbrug.
Ma ikke steriliseres igen.

Til engangsbruk.
Til engangsbruk: Medisinsk utstyr krever sarskilte materialegenskaper for G
fungere etter hensikten. Disse eg p er kun verifisert for engangsbruk.
deterioramento delle prestazioni. Eventuelle forsok pad d gjenprosessere utstyret for gjentatt bruk vil kunne ha
Sterile a meno che il contenitore dell’unita non risulti aperto o danneggiato. negativ effekt pa utstyret eller fore til at funksjonsevnen forringes.
Distruggere dopo I'uso. Steril sd lenge enheten er t og uskadd.
Nonristerilizzare. Destrueres etter engangsbruk.
Ma ikke resteriliseres.
es|
De un sélo uso.
No reutilizar: El material de los dispositivos médicos debe reunir caracteristicas KertakdyttGtuote.
especificas para funcionar como es debido. Dichas caracteristicas tinicamente Ei saa kayttaa uudelleen. Lddkinnalliset tarvikk eet vaativat mater laalm
se han verificado para un solo uso. Cualquier intento de reprocesar el erityi ia iakseen halutulla t . Némd ominai
dispositivo para su ulterior reutilizacién puede afectar negativamente a la on vahvistettu vain yhtd kdyttékertaa varten. Yritykset kdsitelld tarvike
integridad del mismo o dar lugar a fallos en su funcionamiento. uudelleenkdyttdd varten voi vaurioittaa tarviketta tai johtaa toiminnon
Estéril a menos que el envase unitario esté abierto o dafiado. huonontumiseen.
Destruir después de un sélo uso. Steriili k Yksittdispakkaus a tai vaurioituu.
No volver a esterilizar. Havitettdvd yhden kdyttékerran jélkeen
Aild steriloi uudestaan.
(pt]
Utilizagdo tnica. m
Ndo reutilizar: E necessdrio que determinadas caracteristicas do material de Miac xpriong.
dispositivos médicos tenham o d penho pr dido. Estas caracteristicas
foram validadas para uma utilizagéo unica. Qualquer tentativa de reprocessar
o dispositivo para subsequent

reutilizacdo pode afectar adversamente a

Mnv emavaypnopomnoisite: Ta 1aTpoTeXVOAOyIKA MPOIGVTa amaitovv
integridade do dispositivo ou levar a alterag¢do do seu desempenho.

OUYKEKPIPEVa XapaKTnPIoTIKG UMIK@V yia va £Xouv TV mpoBAeméuevn
Esterilizado enquanto a embalagem néo for aberta ou danificada

anédoon. Ta XapakTnpIoTIKd autd éyouv emaAnBeutei yia pia pévo xprion,
Onotadijmote anonsnpa enavene§epyaciag Tov opy
Destruir apds utilizagdo tnica.
Ndo reutilizar

gmavayxpnoipu l

q yla & 6A
1 UTTOPEl va EMNPEGTE! apvnTIKA ™mv axspa:omra rou
pydvou rj va obnyrioe: o umoBabuion tng (3
AnooTeIpwHEVO EKTOGC GV 1) OUOKEVATia oTNV omoia mepIéxeTal eival avoiytn
nKateoTpapupévn.
Katraotpépetral psrd amé pia xprion.

Agv amooTelp@veTal mAAL.
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Portex® Percutaneous Dilation
Tracheostomy Kit
INSTRUCTIONS FOR USE

These instructions apply to the use of the following Portex® products:

Catalogue No. Percutaneous Dilatational Tracheostomy Kit with Single

100/562/000 Stage Dilator, and soft Introducers for 7, 8 and 9mm
Internal REF: tubes only. Without Tracheostomy Tube.
100/562/000CZ

Catalogue No. Percutaneous Dilation Tracheostomy Kit with Serial
100/566/000 Dilators/Introducers for 7, 8, and 9mm tubes only.
Internal REF: Without Tracheostomy Tube.

100/566/000CZ

These instructions contain important information for safe use of
the product. Read the entire contents of these Instructions For Use,
including Warnings and Cautions, before using this product. Failure
to properly follow warnings, cautions and instructions could result

in death or serious injury to the patient and/or clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT LOCATIONS.

Portex® single use Percutaneous Dilation Tracheostomy Kits allow the
percutaneous insertion of a tracheostomy tube using either a serial
(sequential) or single (one stage) circumferencial dilatational Seldinger
guidewire technique.

The kits are intended for use in a controlled setting such as an Intensive
Care Unit or operating room with the assistance of trained personnel.

A minimum of 2 operators are required — one to maintain the patient’s
airway, anaesthesia, breathing and circulation, and the other to perform the
procedure.

Dilators have a lubricious hydrophilic coating when wetted, to improve ease
of insertion.

WARNING
*  READ THE COMPLETE INSTRUCTIONS FOR USE BEFORE USE.

e THESE KITS MUST ONLY BE USED BY CLINICIANS TRAINED TO
PERFORM PERCUTANEOUS DILATIONAL TRACHEOSTOMY.

1 Description
The Portex® Percutaneous Dilation Tracheostomy Kit incorporates
the following features:

« Single Stage Dilator with soft tip and ergonomically designed
handle to provide a better grip and control during the procedure.

2 Indications for Use

Controlled, elective subcricoid percutaneous insertion of a
tracheostomy tube for airway management using a Seldinger
guidewire dilation technique.

3 Absolute Contra-indications

3.1  Emergency surgical airway management (in emergency,
cricothyrotomy is the procedure of choice).

3.2 Children.

3.3  Pre-existing infection at the tracheostomy site.

3.4  Pre-existing malignancy at the tracheostomy site.

3.5  Uncertainty in identifying the anatomical landmarks.

3.6  Unstable cervical spine fracture.

4 Relative Contra-indications

Risks in these situations, must be balanced against the benefits of the procedure.
4.1  Enlarged thyroid gland.

4.2 Previous surgery at the tracheostomy site (e.g. thyroidectomy).
4.3  Bleeding diathesis (e.g. due to anticoagulant therapy).

4.4  Pre-existing tracheomalacia.

4.5  Morbid obesity (skin to trachea distance may render tracheostomy tube
too short).

Kit Contents

Contents (see Fig. 1) 100/562 |100/566

1 Scalpel

10ml Syringe

14G Needle & Cannula

Guidewire and Introducer

14FR Short Dilator

ANENENENENEN

Guiding Catheter

NNANANANANENEN

Pre-lubricated Single Stage Dilator

w|N|o|u|[s|w|n

Pre-lubricated Serial Dilator Set v
(18,21, 24, 27,30, 34,38 FR)

-]

Soft Tracheostomy Tube Introducers (21, 24, 27 FR)
for size 7,8 and 9mm Tracheostomy Tubes only

\

AN
AN

0 Sterile Lubricating Jelly 5g (not shown)

11 Swabs (not shown) v v

5 Warnings

5.1 The patient’s airway must be established with a tracheal tube
before tracheostomy is attempted.

5.2  Performance of this procedure under bronchoscopic guidance is
recommended to confirm midline placement of the 14G needle
and cannula, guidewire and subsequent tracheostomy tube
to prevent paratracheal placement that can lead to hypoxia,
subcutaneous emphysema and/or pneumothorax.

5.3 The presence of anomalous blood vessels may cause bleeding
during the procedure. If bleeding occurs, direct pressure will
control most cases. If bleeding remains uncontrolled, the wound
must be explored using an open surgical technique and the
bleeding stopped.

5.4 Care must be taken not to cause trauma to the carina with
dilators/introducers in small/short/low weight patients.

5.5 Ifthe guidewire is damaged during the procedure, it may be
difficult to continue. In these cases it may be possible to proceed
only if:

a) the damaged section can be advanced into the trachea, and
b) there is a sufficient length of undamaged guidewire
remaining.

If the guidewire cannot be salvaged, it will be necessary to use a
new kit or a new guidewire.

5.6 Oncethe needle and cannula has entered the trachea, it must be held
absolutely immobile so that the tip does not drift out of the trachea.

5.7 Care must be exercised to ensure the needle, guidewire, guiding
catheter and dilators do not perforate the posterior tracheal wall.

5.8 Once the needle has been partially or completely withdrawn
from the cannula, never re-insert it as this could result in the
catheter being cut and left in the trachea.

5.9 Itis essential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.
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5.10 Do not insert the thick black“Maximum Insertion Depth” mark 6.6 Confirm the free movement of the guidewire in the trachea and
on the “single stage” dilator beyond the level of the skin to shortdilator before removing the dilator, leaving the guidewire and
prevent damage to the trachea and/or carina. guiding catheter in place.

5.11 Do not pull the guiding catheter out of the trachea when 6.7 The patency of the tracheostomy tube lumen must be assured by
removing the dilators. An assistant must stabilize the guidewire regu]ar suctioning and regu]ar c|eaning of the inner cannula (if
and guiding catheter during the dilation procedure to ensure one is used). Check routinely and replace as required to maintain a
that they remain correctly positioned within the trachea. patent airway.

5.12 Portex® Purple Introducers with soft tips must only be used for 6.8  Devices used in or during inflation of the cuff must be clean and
introduction ofTrache?s.t?my tubes, and not dilation of the free from all foreign matter. The inflation device should be removed
stoma due to their flexibility. from the inflation valve immediately after use, and the dust cap

5.13 Do not use excessive twisting motion when dilating the stoma fitted. Test inflate the cuff before insertion.
to avoid trauma to the trachea. 6.9 Guard against cuff damage by avoiding contact with sharp edges.

5.14 Do not use excessive twisting motion when inserting the 6.10 The inflation li | interf ith M tic R
tracheostomy tube to avoid trauma to the trachea. : € (nflation lin€ valve may Interiere wi agnetic Resonance

5.15 Blood, which is not suctioned f the ai dily, clots and Imaging (MRI) picture clarity. Ensure the valve is positioned away

. ood, which is not suctioned from the airway readily, clots an from the area being scanned.
may produce serious airway obstruction. o

5.16 Verify the tracheostomy tube position by bronchoscopic 6.11 Trafhe?stomﬁ tubes must be changed regularly to suit individual
visualization and/or chest X-ray to ensure correct placement. patient's needs.

5.17 Prior to removal of cuffed Tracheostomy tubes, all air must be 6.12 Only sterile saline should be used to clean accessible parts of the
completely removed from the cuff to prevent damage to the tube whilst in-situ. If the tracheostomy tube is removed from the
trachea and stoma. patient, it must be discarded.

5.18 Ensure the sterile lubricating jelly does not occlude the lumen 6.13 Repositioning of the in-situ tracheostomy tube while the cuff is
of the tube preventing ventilation of the patient. inflated should be avoided.

5.19 In order to avoid tracheal damage from over inflation of the 6.14 Caution: Federal (USA) law restricts this device to sale by or on the
cuff, the cuff should not be inflated with a measured volume of order of a physician.
air, or by feel of pressure from the syringe since little resistance 6.15 Dispose of this product in a safe manner according to local
should be felt during cuff inflation. guidelines for disposal of contaminated waste.

5.20 D“"T‘g ana'estheSIa, nlgous ox'd,e maf¥ diffuse into the cuff 6.16 Follow universal precautions as specified by the Centre for Disease
causing an increase or ecrease' incu pressu.re. X Control and Prevention, USA, or relevant advisory bodies in the

5.21 Cuff pressures should be monltored'and adjusted routinely. country where this device is being used.

Overinflation of the cuff may result in permanent damage to
the trachea. 7  Adverse Reactions

5.22 Contact with electrosurgery electrodes or laser surgery beams . . .
must be avoided because PVC will produce toxic fumes in air or Reported adverse reactions associated with tracheostomy tubes
ignite in an enriched oxygen environment (e.g. anaesthesia). ﬁre many?nd dlvgfr_se. gonsult standard ;extbo.oks and medical

5.23 Do not use Portex® tracheostomy tubes in patients with iterature for specific adverse reaction information.
abnormal upper airway anatomy or pathology as this may .
result in partial or total airway obstruction. Preparation of Components

5.24 During and after attachment of the breathing system to the 8.1 A small amount of the sterile lubricating jelly (supplied) should be
tracheostomy tube connector, avoid application of excessive applied to the outside of the tracheostomy tube to reduce insertion
rotational or linear forces on the tube to prevent accidental forces and to the introducer to ease its movement in and out of the
disconnection or occlusion. tracheostomy tube.

. WARNING:
Cautions . L
) . Ensure the sterile lubricating jelly does not occlude the lumen of

6.1 The security of all br.eathlr.\g system connectors should be the tube preventing ventilation of the patient.

checked When the circuit |‘s.establls~hed and frequen.tly thereafter. 8.2 Check the tracheostomy tube cuff by test inflation.
Disconnection may be facilitated with the use of a disconnection ) ) )

8.3  ForKit 100/562/000 select an appropriately sized purple Introducer
wedge (100/555/000). ) ) o )

6.2  Patients should be adequately humidified e.q. using a Portex® (Fig. 1.9) or, for Kit 100/566/000 a white dilator (Fig. 1.8) to ensure

- h * HEPA d Y p '905 "y 9 o7 a close fit in the tracheostomy tube tip. Ensure the tracheostomy
ermovent + U 90/586/000) or ortex® Thermovent tube introducer moves freely in and can be easily removed from the
(100/570/015) to minimise encrustation of the Tracheostomy tube tube
i lal | . )
and/or |rr1‘ner carr‘mu @ umenban.d prevent mluc.(;sa da;nzgg d 8.4 If satisfactory, fully deflate the cuff (smoothing it back towards the

6.3 EnsureF e tr_ac eostomy tube inner canpu a, if supplied, is remove flange) in order to avoid rupture during tube insertion.
before inserting the tracheostomy tube introducer. . ;

i h heal tube has b ithd f h 8.5 Check that the guiding catheter (Fig. 1.6) moves freely through the

6.4 ;on irm ¢ e trac ea tube has oeen wit rawn away trom the . relevant dilators, introducers and over the guidewire.
insertion site to avoid puncturing the cuff or impaling the tube tip .
with the needle and cannula. Caution:

6.5 As the guidewire will be used to guide components into the Follow universal precautions as specified by the Centre for
trachea, it is important to ensure that it is not damaged (e.g. Disease Control and Prevention, USA, or relevant advisory
kinked) during the procedure. To help avoid this, always anchor bodies in the country where this device is being used.
the free end of the wire with forefinger and thumb whilst . . -

. . . . «  Ensure the tracheostomy tube inner cannula, if supplied, is
advancing components into the patient. During the procedure, N . !
R L . I removed before inserting the tracheostomy tube introducer.
check the guidewire is not kinked by ensuring its free movement
through the components and the trachea.
4
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Preparation of Patient
9.1  The patient should be positioned supine, with a pillow to support the
neck and shoulders in order to hyper extend the neck (Fig. 2).
9.2  Locate the thyroid cartilage between the thumb and forefinger, and
identify and mark the anatomical landmarks (Fig. 3).
(a) Thyroid cartilage
(b) Cricoid cartilage
(c) Tracheal rings
(d) Sternal notch
(e) Possible insertion sites

Suggested sites for tube insertion are marked (x) and are either
between the first and second or second and third tracheal rings.

9.3  Prior to the procedure, increase FiO, to 100% and monitor the patient
using oximetry, capnography, ECG and blood pressure. Adjust the
ventilator settings to compensate for leaks during the procedure.

9.4  Suction pharynx and, deflate the tracheal tube cuff. With
bronchoscopic guidance, position the tracheal tube cuff just below
the level of the vocal cords and re-inflate the cuff to re-establish
a seal. This is necessary to avoid the tube interfering with the
procedure. Hold the tube in position ensuring that the head and neck
are in the mid-line and that the airway is being maintained.

10 Preparation of the site for surgery

10.1
10.2

Disinfect the skin and apply sterile drapes.

Palpate cricoid cartilage and infiltrate local anaesthetic. Injection of
local anaesthetic solutions containing adrenaline may help reduce
bleeding at the incision site.

WARNING:

«  Performance of this procedure under bronchoscopic guidance is
recommended to confirm midline placement of the 14G needle
and cannula, guidewire and subsequent tracheostomy tube
to prevent paratracheal placement that can lead to hypoxia,
subcutaneous emphysema and/or pneumothorax.

« Care must be taken not to cause trauma to the carina with
dilators/ introducers in small/short/low weight patients.

11 The Procedure

WARNING:

The patient’s airway must be established with a tracheal tube
before tracheostomy is attempted.

Make a horizontal or vertical incision (Fig. 4) at the chosen insertion
site of sufficient size to accept a tracheostomy tube (1.5-2.0cm). At this
stage it may be of benefit to perform an exploratory blunt dissection
(keeping in the midline) to identify the anatomical landmarks.

WARNING:

1.1

The presence of anomalous blood vessels may cause bleeding during
the procedure. If bleeding occurs, direct pressure will control most
cases. If bleeding remains uncontrolled, the wound must be explored
using an open surgical technique and the bleeding stopped.

Caution:

Confirm the tracheal tube has been withdrawn away from the
insertion site to avoid puncturing the cuff or impaling the tube tip
with the needle and cannula.

Insert the 14G needle and cannula (with syringe attached) in the
midline into the insertion site (Fig. 5) in a caudal direction, to avoid
the likelihood of the guidewire being passed into the pharynx at
stage 11.5. Advance the needle (if necessary stepping off a tracheal
ring) until free withdrawal of air into the syringe confirms the entry
of the needle and cannula into the trachea. This may be facilitated
by using a fluid filled syringe, allowing visualisation of withdrawn air
bubbles. Some secretions and mucus may be aspirated during this
process, which is normal.

11.2

11.7

11.8

11.9

WARNING:

«  Once the needle and cannula has entered the trachea, it must
be held absolutely immobile so that the tip does not drift out of
the trachea.

« Care must be exercised to ensure the needle, guidewire,
guiding catheter and dilators do not perforate the posterior
tracheal wall.

Gentle in and out movement of the tracheal tube will determine if

it has been impaled by the needle as it will swing up and down as

the tube is moved in and out. In such cases the needle and cannula

should be removed and re-inserted after the tracheal tube has been
withdrawn at least 2cm.

Leaving the cannula in place, withdraw the needle and syringe.

Connect the syringe to the cannula and withdraw air to re-confirm

that the cannula is in the trachea. Remove the syringe.

WARNING:

Once the needle has been partially or completely withdrawn from

the cannula, never re-insert it as this could result in the catheter

being cut and left in the trachea.

Ease the guidewire introducer out from its sheath and straighten

the J'tip, leaving a sufficient length of exposed guidewire (2-3cm)

to enable its dispensing with the forefinger and thumb (Fig. 6).

Insert the introducer into the cannula and feed the guidewire out of

the sheath until the first mark on the guidewire is positioned at the

skin (Fig. 7).

Confirm free movement of the guidewire in the cannula before

removing the cannula, leaving the guidewire in place.

Caution:

As the guidewire will be used to guide components into the

trachea, it is important to ensure that it is not damaged (e.g.

kinked) during the procedure. To help avoid this, always anchor the

free end of the wire with forefinger and thumb whilst advancing
components into the patient. During the procedure, check the
guidewire is not kinked by ensuring its free movement through the
components and the trachea.

WARNING:

If the guidewire is damaged during the procedure, it may be

difficult to continue. In these cases it may be possible to proceed

only if:

(a) the damaged section can be advanced into the trachea, and

(b) there is a sufficient length of undamaged guidewire remaining.

If the guidewire cannot be salvaged, it will be necessary to use a

new kit or a new guidewire.

Pass the 14FR short dilator over the guidewire through the soft tissues,

until resistance is felt on the tracheal wall. With a gentle twisting

movement of the dilator (Fig. 8) push the dilator forward to penetrate
the anterior tracheal wall, dilating both the tissues and tracheal wall.

Remove the 14FR short dilator, leaving the guidewire in place.

Caution:

Confirm the free movement of the guidewire in the trachea and short

dilator before removing the dilator, leaving the guidewire in place.

Pass the long guiding catheter over the guidewire into the trachea

in the direction of the arrow marked on the catheter (safety stop

end first) until the safety stop on the guiding catheter is located at
the skin. Align the proximal end of the guiding catheter with the
proximal band mark on the guidewire to determine the depth of
insertion (Fig.9).

Single Stage Dilation

(For serial dilation go to step 11.10)

Immediately prior to insertion, immerse the distal end of the “single
stage” dilator in sterile water or saline to activate the lubricious
coating on the dilator. Pass the dilator over the guiding catheter
until it reaches the “safety stop”. In this position, the proximal mark
on the guiding catheter will just be visible at the handle end of the
dilator (Fig. 10).
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Whilst stabilising the guidewire and guiding catheter to ensure they
remain stable and in position in the trachea, insert and partially
remove the dilator several times in order to slightly over-dilate

the trachea to a size appropriate for the tracheostomy tube to be
inserted. The dilator is marked, for guidance, with 38FR and maximum
insertion depth (Fig. 10).

WARNING:

« Itisessential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.

« Do notinsert the thick black “Maximum Insertion Depth” mark
on the “single stage” dilator beyond the level of the skin to
prevent damage to the trachea and/or carina.

« Do not use excessive twisting motion when dilating the stoma
to avoid trauma to the trachea.

«  Portex® Purple Introducers with soft tips must only be used for
introduction of Tracheostomy tubes, and not dilation of the
stoma due to their flexibility.

« Do not pull the guiding catheter out of the trachea when
removing the dilators. An assistant must stabilize the guidewire
and guiding catheter during the dilation procedure to ensure
that they remain correctly positioned within the trachea.

Remove the dilator leaving the guidewire and guiding catheter in the
trachea. Air will exit through the tracheostomy stoma confirming the
correct placement of the dilator, guiding catheter and guidewire in
the trachea.

Proceed to stage 11.12.
11.10 Serial dilation

Immediately prior to insertion, immerse the distal end of each dilator
in sterile water or saline to activate the lubricious coating. Pass the
dilator over the guiding catheter until it reaches the safety stop. In this
position, the proximal mark on the guiding catheter will be just visible
at the handle end of the dilator (Fig. 11).

Dilate the stoma by passing each dilator, in turn (beginning with
the smallest), over the guiding catheter into the trachea ensuring
the correct alignment of the dilator, guiding catheter and guidewire
(Fig. 11). The final dilator should be selected in order to slightly over
dilate the trachea to a size appropriate for the size of tracheostomy
tube to be inserted.

WARNING:

« Itisessential to ensure the correct alignment of the proximal
mark on the guiding catheter with the proximal mark on the
guidewire to ensure the distal end of the guiding catheter does
not extend beyond the tip of the guidewire and cause trauma to
the posterior tracheal wall.

« Do notinsert the thick black mark on the “single stage”
dilator beyond the level of the skin in order to prevent
damage to the trachea.

«  Portex® Purple Introducers with soft tips must only be used for
introduction of Tracheostomy tubes, and not dilation of the
stoma due to their flexibility.

« Do not pull the guiding catheter out of the trachea when
removing the dilators. An assistant must stabilize the guidewire
and guiding catheter during the dilation procedure to ensure
that they remain correctly positioned within the trachea.

« Do not use excessive twisting motion when dilating the stoma
to avoid trauma to the trachea.

11.11 Maintain manual pressure with a sponge over the insertion site
between dilators to control bleeding. Air should bubble freely from
the stoma between dilator insertions confirming correct placement
of the dilators, guiding catheter and guidewire in the trachea.

Tracheostomy Tube Insertion

11.12 Insert the lubricated tracheostomy tube loaded on its lubricated
introducer over the guiding catheter through the stoma with a slight
twisting motion (Fig. 12).

WARNING:
« Do not use excessive twisting motion when inserting the
tracheostomy tube to avoid trauma to the trachea.

« Do not use Portex® Tracheostomy tubes in patients with
abnormal upper airway anatomy or pathology as this may
result in partial or total airway obstruction.

11.13 Remove the introducer, guiding catheter and guidewire leaving the
tracheostomy tube in place.

11.14 Suction the trachea and tracheostomy tube to establish a clear airway.
WARNING:

Blood, which is not suctioned from the airway readily, clots and
may produce serious airway obstruction.

11.15 Transfer the breathing system to the tracheostomy tube.
WARNING:

During and after attachment of the breathing system to the
tracheostomy tube connector, avoid application of excessive
rotational or linear forces on the tube to prevent accidental
disconnection or occlusion.

11.16 Inflate the tracheostomy tube cuff with the minimum volume of air to
form a seal.

WARNING:
In order to avoid tracheal damage from over inflation of the cuff,

the cuff should not be inflated with a measured volume of air, or by
feel of pressure from the syringe since little resistance should be felt
during cuff inflation.

11.17 Confirm successful tube placement using currently accepted medical

techniques such as auscultation, capnography, bronchoscopic
visualisation and/or chest X-ray and oximetry.

WARNING:

Verify the tracheostomy tube position by bronchoscopic
visualisation and/or chest X-ray to ensure correct placement.

11.18 Secure the tracheostomy tube.
11.19 Deflate the tracheal tube cuff and remove the tube.

11.20 A tracheostomy dressing may be used at the stoma for improved
patient comfort and hygiene.

Caution:

Tracheostomy tubes must be changed regularly to suit individual
patient's needs.

+  Dispose of this product in a safe manner according to local
guidelines for disposal of contaminated waste.

Thermovent, Portex, Portex design mark and Smiths Medical design mark are
trademarks Smiths Medical. The symbol ® indicates the trademark is registered
in the U.S. Patent and Trademark Office and certain other countries. All other
names and marks mentioned are the trade names, trademarks or service marks
of their respective owners.

© 2019 Smiths Medical. All rights reserved.
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Portex®
Obr. 1

Souprava pro perkutanni dilatacni tracheostomii
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STITNA CHRUPAVKA (a)
RIKOIDN CHRUPAVKA (b)
SUBKRIKOIDNI PROSTOR
(e) MOZNA
MISTA I -TRACHEALN{ PRSTENCE (c)
VSTUPU
YBEZEK HRUDNI KOSTI (d)

Obr.3
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DOCUMENT VERIFICATION
Prior to using this document, the user is responsible for verifying that the revision and effective date are current.
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K jednordzovému pouZziti.

Nepouzivejte opakované: Ke sprdvné funkci zdravotnickych prostiedki je nutné, aby se jejich
materidl choval pfesné podle specifikaci. Toto chovdni bylo ovéfeno pouze pFi jednordzovém pouziti.
Jakdkoli pFiprava tohoto vyrobku k dalSimu pouziti miiZe negativné ovlivnit jeho celistvost nebo vést

ke zhorseni funkce.
Sterilni do otevFeni ¢i poskozeni obalu.
Po pouziti zlikvidujte. Nesterilizujte opakované.

Egyszer haszndlatos eszkéz.
Ujbél felhaszndlni tilos: Ahhoz, hogy az eredeti elképzelés szerint miikédhessenek, az orvosi

kozéknek meghatdrozott anyagi jell 6kkel kell rendelk iik. Ezeket a jell: 6ket csak
gy i h il pontjdbél ellenérizziik. Minden prébdlkozds, amely az eszk6znek a késbbi
ujrafelh dldsdt célz6 ujrafeldol, isra irdnyul, hdtrdnyosan befolydsolhatja az eszkoz épségét,
illetve teljesitményromldshoz ve h
Zdrt és sértetlen csomagolds esetén steril.
Felh dlds utdn isitse meg. Ne sterilizdlja ujra.
ni}

Produkt przeznaczony do jednorazowego uzytku.
Nie uzywaé ponownie: Do wiasciwego dziatania urzqdzer medycznych niezbedne sq odpowiednie
cechy materiatu, z ktérego sq one wykonane. Niniejsze cechy zostaty zdadane tylko dla

jednorazowego uzycia produktu. Wszelkie proby przyg urzqdzeniadop go uzycia
mogq wplynqé niekorzystnie na urzqdzenie lub doprowadzi¢ do pogorszenia jego dziatania.

Produkt sterylny, jesli pojemnik nie zostaf otwarty lub uszkodzony.
Zniszczyé po jednorazowym uzyciu. Nie sterylizowaé ponownie.

2%
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PWR: 5477
This artwork replaces 004/005/241A (L6389 Issue 100).
Updates include the following changes;
100 19-MAR-2019 CO-10074966 | Legal Manufacturer address changed from Czech Republic to Nathan Lane,
Minneapolis.
* EU Representative Czech Republic address added.
¢ Copyright date updated to 2019 in Trademark Statement.
* EU Rep symbol and text added to symbol glossary.
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ARTWORK DESIGN NOTES
Part Number: 10019361-001

Size: 297mm (W) x 210mm (H). Finished Folded Size: 148mm (W) x 105mm (H).

IFU Format: Printed Instruction Booklet, 16 pages.

A) For detailed IFU specifications refer to the purchase specification.
B) Artwork Content and Specification Approval via electronic approval.
C) Approval of this document is for final format and layout only. All translations have been previously approved on

L6389 |

ssue 100.
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English m 5.6 Insertanew Disposable Inner Cannula and connect to the 4.3 Faire attention lors de I'utilisation d’un capuchon Deutsch m

Decannulation Cap

INSTRUCTIONS FOR USE

These instructions apply to the use of the following Portex®
product:

Catalogue Number: 100/534/010 Internal REF: 100/534/010CZ

These instructions contain important
information for safe use of the product.

Read the entire contents of these Instructions For Use,
including Warnings and Cautions, before using this
product. Failure to properly follow warnings, cautions and
instructions could result in death or serious injury to the
patient and/or clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT

LOCATIONS.

1 Description:
A plastic molded cap for fitment to the 15 mm connection
of Portex® Fenestrated Tracheostomy Tubes for the purpose
of occluding the tracheostomy tube termination. The
Decannulation Cap is colored red for easy identification.

2 Indications for Use:
The Portex® Decannulation Cap can be used to aid weaning
or vocalization of patients that are fitted with a Portex®
Fenestrated Tracheostomy Tube.

3  Contra-Indication:
There are no known contraindications.

4  Warnings:

4.1 The Decannulation Cap is to be used with Portex®
Fenestrated Tracheostomy Tubes ONLY. Failure to do this
may cause occlusion of the patients’ airway; resulting in
patient death orpermanent injury.

4.2 Do not force the Decannulation Cap onto the 15 mm
termination as this may cause difficulty in removal,
resulting in unintentional prolonged occlusion of the
tracheostomy tube termination and may result in patient
death or permanent injury. If difficulty occurs a Portex®
Tracheostomy Wedge can be used to ease disconnection.

4.3 Caution must be exercised when using a Decannulation
Cap in conjunction with a cuffed fenestrated
tracheostomy tube. The user must ensure that the cuff is
completely deflated and that a fenestrated inner cannula
is used, or that the inner cannula has been removed.
Failure to do so may result in total or partial obstruction
of the airway. Observe the patient for signs of respiratory
distress and IMMEDIATELY remove the decannulation cap
if required, replace the inner cannula and reconnect the
ventilator circuit.

5 Instructions for Use
5.1 Before fitting the Decannulation Cap, the patient’s airway
should be cleared by coughing and/or suctioning.

NOTE: A Disposable Inner Cannula should always be used during
suctioning to prevent the suction catheter protruding through
the fenestrations and damaging the tracheal wall.

5.2 Remove the Disposable Inner Cannula (if used).

5.3 Deflate the Tracheostomy Tube cuff (if fitted).

5.4 Attach the Decannulation Cap and closely monitor the
patient’s condition.

5.5 Remove the Decannulation Cap after the desired time. Check
for airway patency. A Portex® Tracheostomy Wedge can be
used to ease disconnection if required. Four wedges are
supplied in each carton.

breathing system if required.

5.7 Ifthe single use Disposable Inner Cannula or Decannulation
Cap become contaminated with accumulated
secretions remove and dispose of according to hospital
recommendations and replace with a new device.

CAUTION: Follow standard infection control procedures as
specified by the Centers for Disease Control and Prevention
(USA) or local equivalent.

Portex, Portex design mark and Smiths Medical design mark are trademarks of
Smiths Medical. The symbol ® indicates the trademark is registered in the U.S.
Patent and Trademark office and certain other countries. All other names and
marks mentioned are the trade names, trademarks or service marks of their
respective owners.

© 2019 Smiths Medical. All rights reserved.

Francais ﬂl

Obturateur de
décanulation

MODE D’EMPLOI

Ces instructions concernent l'utilisation du dispositif Portex®
suivant:

Numéro de catalogue: 100/534/010

REF interne : 100/534/010CZ

Ces instructions contiennent des informations
essentielles a l'utilisation en toute sécurité du systéme.
Lire I'intégralité de ce mode d’emploi, y compris les mises
en garde et précautions, avant d’utiliser ce produit.

Le non respect des mises en garde, précautions et
instructions peut entrainer la mort du patient et/ou du
médecin ou des blessures.

REMARQUE : DISTRIBUER CETTE NOTICE D'UTILISATION

DANS TOUS LES LIEUX DE STOCKAGE DU PRODUIT.

1 Description:
Capuchon en plastique moulé qui s'adapte au raccord de
15 mm des canules de trachéotomie avec fenétre Portex®
afin de boucher I'extrémité de la canule de trachéotomie. La
couleur rouge du Obturateur de décanulation permet de le
distinguer facilement.

2 Indications:
Le capuchon de décanulation Portex® sert au sevrage
ou a la phonation des patients porteurs d'une canule de
trachéotomie avec fenétre Portex®.

3  Contre-indications:
Il nexiste aucune contre-indication connue.

4  Avertissements:

4.1 Le capuchon de décanulation ne doit étre utilisé Qu'avec
les canules de trachéotomie avec fenétre Portex®.
Sinon, les voies respiratoires du patient risquent
d’étre obstruées, entrainant le décés ou des lésions
permanentes.

4.2 Ne pas forcer le capuchon de décanulation sur le
raccord de 15 mm au risque de ne pouvoir I'enlever
qu’avec difficulté, entrainant une occlusion prolongée
involontaire de I'extrémité de la canule de trachéotomie,
voire le décés ou des lésions permanentes. Dans ce cas, il
est possible de se servir du découpleur de trachéotomie
Portex® pour faciliter le débranchement.

de décanulation avec une canule de trachéotomie a
ballonnet avec fenétre. L'utilisateur doit veiller a ce que le
ballonnet soit total 1t dégonflé et a ce qu’une chemise
interne avec fenétre soit utilisée ou que la canule interne
soit retirée. Sinon, les voies respiratoires risquent d'étre
partiellement ou totalement obstruées. Si I'on observe
chez le patient des signes de détresse respiratoire, retirer
IMMEDIATEMENT le capuchon de décanulation, remplacer
la canule interne et rebrancher le circuit du ventilateur.

Mode d’emploi

5.1 Avantla mise en place de l'obturateur de décanulation, les
voies respiratoires supérieures doivent étre dépourvues de
toutes sécrétions, soit par toux et/ou aspiration.

NOTER : Une chemise interne a usage unique doit étre utilisée
lors de I'aspiration pour empécher la sonde d'aspiration de
passer au travers de la fenétre et traumatiser les parois de la
trachée.

5.2 Enlever la chemise interne a usage unique (si présente).

5.3 Dégonfler le ballonnet de la canule de trachéotomie (si
présente).

5.4 Mettre l'obturateur de décanulation et surveiller
attentivement I'état du patient.

5.5 Retirer le capuchon de décanulation apres le temps
nécessaire. Vérifier la perméabilité des voies respiratoires. En
cas de besoin, pour faciliter le débranchement, il est possible
d'utiliser un découpleur de trachéotomie Portex®. Chaque
carton contient quatre découpleurs.

5.6 Placer une nouvelle chemise interne a usage unique et
brancher le patient sur le systéme de ventilation, si nécessaire.

5.7 Lorsque la chemise interne ou l'obturateur de décanulation
sont souillés par des sécrétions, enlever et jeter le dispositif
selon les consignes de I'hdpital et remplacer par un neuf.

MISE EN GARDE : Suivre les procédures standard de prévention
des infections spécifiées par le Centers for Disease Control and
Prevention (Etats-Unis) ou son équivalent dans votre pays.

Portex, les dessins de marque Portex et Smiths Medical sont des marques
déposées de Smiths Medical. Le symbole ® indique que cette marque est
enregistrée auprés du Bureau des brevets et marques de commerce des
Etats-Unis ainsi que dans certains autres pays. Les autres noms et marques
mentionnés sont les noms de commerce, marques de commerce ou marques de
service de leurs détenteurs respectifs.

© 2019 Smiths Medical. Tous droits réservés.

Extubationsaufsatz

GEBRAUCHSANLEITUNG

Diese Gebrauchsanleitung gilt fiir folgendes Portex®-
Produkt:

Bestellnummer: 100/534/010  Interne REF: 100/534/010CZ

Diese Gebrauchsanleitung enthélt wichtige Informationen
fiir die sichere Benutzung des Produkts. Bitte lesen Sie
vor Benutzung dieses Produkts diese Gebrauchsanleitung
vollstéandig durch, einschlieBlich der Warnungen und
Vorsichtshinweise. Die Missachtung der Anweisungen,
Hinweise und Warnungen konnte bei Patienten und/oder
Klinikpersonal schwerwiegende Verletzungen verursachen
oder zum Tode fiihren.

HINWEIS: DIESES INFORMATIONSBLATT UBERALL

BEREITHALTEN, WO DAS PRODUKT EINGESETZT WIRD.

1 Beschreibung:
Eine aus Plastik gegossene Kappe, hergestellt fuir die 15 mm-
Verbindung an Portex®-Schlitztrachealkaniilen, um das Ende
der Trachealkantile zu verschlieen. Der Extubationsaufsatz
ist rot gefarbt, um das Erkennen zu erleichtern.

2 Anwendungsgebiete:
Der Portex®-Extubationsaufsatz kann zur Entwéhnung und
Vokalisierung von Patienten verwendet werden, bei denen
eine Portex°®-Schlitztrachealkantiile angepasst wurde.

3 Gegenanzeigen:
Es bestehen keine bekannten Kontraindikationen.

4  Warnungen:

4.1 Der Extubationsaufsatz ist NUR zusammen mit
Portex°®-Schlitztrachealkaniilen zu verwenden. Bei
Nichtbeachtung kann ein Verschluss der Atemwege
der Patienten hervorgerufen werden, der Tod oder
dauerhafte Verletzungen zur Folge haben kann.

4.2 Stecken Sie den Extubationsaufsatz nicht unter
groBBer Kraftanwendung auf die 15 mm-Verbindung,
da dies Schwierigkeiten beim Entfernen und damit
einen ungewollt langeren Verschluss des Endes der
Trachealkaniile zur Folge haben kann, was zum Tod oder
dauerhaften Verletzungen des Patienten fiihren kann.
Wenn Schwierigkeiten auftreten, kann ein Portex®-
Trachealtrennkeil verwendet werden, um die Trennung zu
erleichtern.

4.3 Vorsichtist geboten, wenn ein Extubationsaufsatz
in Verbindung mit einer Schlitztrachealkaniile mit
Manschette genutzt wird. Der Nutzer muss sicher gehen,
dass die Manschette vollig luftentleert ist und dass
eine geschlitzte innere Kaniile genutzt wird oder die
innere Kaniile entfernt wurde. Nichtbeachtung kann
vollstindige oder teilweise Obstruktion der Atemwege
zur Folge haben. Beobachten Sie den Patienten auf
Zeichen von Atemnot hin und entfernen Sie den
Extubationsaufsatz wenn notig SOFORT, tauschen
Sie die innere Kaniile aus und schlieBen Sie den
Beatmungskreislauf wieder an.

5 Gebrauchsanleitung

5.1 Bevor der Extubationsaufsatz angebracht wird, sollten die
Atemwege des Patienten durch Abhusten und/oder durch
Absaugen frei gemacht werden.

ACHTUNG: Beim Absaugen sollte immer eine innere
Einwegkantile verwendet werden, damit der Absaugkatheter
nicht durch die Fensterung gelangt und die Trachealwand
beschddigt.

onfidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.
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Utilizagdo unica.
Nao reutilizar: E necessdrio que deter das caracteristicas do
material de dispositivos médicos tenham o d ho pr did

P
Estas caracteristicas foram validadas para uma utilizagéo tinica.
Qualquer tentativa de reprocessar o dispositivo para subseq
reutilizagdo pode afectar adversamente a integridade do dispositivo
ou levar a alteragdo do seu d: h
Esterilizado enquanto a embalagem ndo for aberta ou danificada.
Destruir apos utilizagéo tnica.

p

Ndo reutilizar
Voor eenmalig gebruik.
Niet opnieuw gebruiken: Voor een beoogde werking t
medische hulpmiddelen over specifieke materiaaleig h

beschikken. Deze eigenschappen zijn na verificatie alleen
voor eenmalig gebruik geschikt verklaard. Probeer niet het
hulpmiddel opnieuw te bewerken met hergebruik als doel. Zulke
pogingen k eenong ige invloed op de integriteit van
het hulpmiddel hebben of kunnen een verslechterde werking van
het hulpmiddel veroorzak
Steriel tenzij de doos geopend of beschadigd is.
Vernietigen na eenmalig gebruik.
Mag niet opnieuw worden gesteriliseerd.

Engdngsartikel.

Fadr inte dteranvidndas: Medicintekniska utrustningar kréver
specifika egenskaper hos materialet for att de ska fungera sasom
avsett. Dessa egenskaper har endast verifierats fér engdangsbruk.

Varje forsok att upparbeta utrustningen for efterfoljande
dteranvindning kan férorsaka skador pd utrustningen eller leda
till forsdmrad funktion.
Steril tills forpackni oppnats eller
Forstor efter en anviindning.
Sterilisera inte pd nytt.

kad,

Tilengangsbrug.

Ma ikke genanvendes: Medicinsk udstyr kraever specifikke
materialeegenskaber for at fungere som tilsigtet. Disse
egenskaber er kun kontrolleret til engangsbrug. Ethvert forsag
pa at behandle udstyret til efterfolgende genbrug kan padvirke
perfekt tilstand af udstyret negativt eller medfore forringet
funktionsevne.

Steril med mindre enhedens beholder dbnes eller beskadiges.
Bortskaf efter engangsbrug.

Ma ikke steriliseres igen.

Kertakdyttotuote.
Eisaa kdyttdd uudelleen: Ladkinndilliset tarvikk eet vaativat
materiaalin erityi inaisuuksia toimiakseen halutulla tavalla.
Ndmd ominaisuudet on vahvistettu vain yhtd kdyttokertaa

doll

varten. Yritykset kdsitelld tarvike
vaurioittaa tarviketta tai johtaa toil

kdyttod varten voi

n .

Steriili k yksittdispakkaus a tai vaurioituu.
Hdvitettdvd yhden kdyttokerran jilkeen.
Al steriloi uudestaan.

Miacg xpriong.
Mnv emavaypnotpomoteite: Ta ilatpotexvoloyikd mpoiovra
aAmaITOUV GUYKEKPIUEVA XAPAKTNPIOTIKG UAIKWV yia va EXouv Tnv
npofAendpsvn anédoon. Ta xapaktnpioTikd avtd éyouv emainBeutei

yia pia pévo xprion. Omotadrjmote p §epyaciag
ToU opydvouyla € 6Aov6n emavaypnoip inon umopeiva
ENMNPEACEI APVNTIKA TNV AKEPAIOTITA TOU 0Py d 1 va odnyrosi e
Babuion e améoar.
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K jednordzovému pouziti.

Nepouzivejte opakované: Ke sprdvné funkci zdravotnickych
prostredkii je nutné, aby se jejich materidl choval pfesné podle
specifikaci. Toto chovdni bylo ovéfeno pouze pFi jednordzovém

pouziti. Jakdkoli pFiprava tohoto vyrobku k pouzitimiize
negativné ovlivnit jeho celistvost nebo vést ke zhorseni funkce.
Sterilni do otevieni ¢i poskozeni obalu.
Po pouziti zlikvidujte.
Nesterilizujte opakované.

Ty

Na jednorazové pouZitie.

Nepouzivat opakovane: Aby zdravotnicke pomécky fungovali
ako je predurcené, vyZaduju sa Specificky materidlové
charakteristiky. Tieto charakteristiky boli overené len pre jedno
pouzitie. Akykolvek pokus o opditovné nastavenie zariadenia
na ndsledné opakované pouZzitie mézZe neziaduco ovplyvriovat
integritu zariadenia alebo viest'k zhorseniu jeho vykonu.
Sterilné, pokial'nie je obal otvoreny alebo poskodeny.

Po jed, pouziti znehodnotte.

Opakovane nesterilizujte.

Produkt przeznaczony do jednorazowego uzytku.
Nie uzywaé ponownie: Do wtasciwego dziatania urzqdzen
medycznych bedne sq odpowiednie cechy materiatu, z ktérego

sqone wykonane. Niniejsze cechy zostaty zdadane tylko dla

jednorazowego uzycia produktu. Wszelkie proby przygotowania
urzqdzenia do p go uzycia mogq wptynqc niekorzystnie na
dzi¢ do pogorszenia jego dziatania.

gdzenie lub dopr:
Produkt sterylny, jesli pojemnik nie zostat otwarty lub uszkodzony.
Zniszczyc po jednorazowym uzyciu.

Nie sterylizowaé ponownie.

ur

Za enkratno uporabo.

Samo za enkratno uporabo: Material, iz katerega so izdelani
medicinski prip ¢ki, mora zadostiti dolo¢enim zahtevam.
Lastnosti materiala so bile testirane pri enkratni uporabi
pripomocka. Pri morebitni veckratni uporabi nimogoce jamciti za
brezhibnost delovanja pripomocka.

Sterilno, razen kadar je vsebnik odprt ali poskodovan.

Po enkratni uporabi uniciti.

Ne ponovno sterilizirati.

Vienkartinis.

Nenaudoti pakartotinai: Numatytam veikimui uztikrinti
medicinos prietaisams batinos tam tikros fizinés savybés. Sios
savybeés buvo patvirtintos tik vienkartiniam naudojimui. Bet
koks perdirbti prietaisq tol: pakartotiniam
dojimui gali pakenkti prietaiso vienti: i arba veikimui.

Sterilus, jei pakuoté nebuvo atidaryta ar pazeista.
Viengq kartq panaudojus, sunaikinti.
Pakartotinai sterilizuoti negalima.

m Dansk

m Svenska

m Nederlands

m Portugués

m Frangais m Deutsch m Italiano m Espafiol

m English

Forsigtig

Forsiktighetsatgard

Achtung Cautela Aviso Aviso Letop

Précaution

Caution

Maikke genanvendes

Farinte dteranvéndas

Niet opnieuw gebruiken

No reutilizar Nao reutilizar

Non riutilizzare

Wiederverwendung

Nicht zur

Ne pas réutiliser

Do Not Reuse
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Ma ikke udsaettes for sollys

Skyddas for solljus

Niet blootstellen aan

zonlicht

Manter afastado da

luz solar

Manténgase lejos de la

luz solar

Tenere al riparo dalla

luce solare

Vor Sonnenlicht schiitzen

bridela

Conserveral
lumiére du soleil

Keep away from sunlight
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DOCUMENT VERIFICATION
Prior to using this document, the user is responsible for verifying that the revision and effective date are current.

REVISION HISTORY
Owning Site: MASH Additional Sites Using Document: MCZH
. Change
Rev. Effective Date Order No. Changes Made to Document
PWR: 5477
This artwork replaces 10001116-001 (LLS10001116-001 REV 100).
Updates include the following changes;
100 22-MAR-2019 CO-10073623 o kﬁggggllfor;gacturer address changed from Czech Republic to Nathan Lane,
¢ EU Representative Czech Republic address added.
* New Notified Body, changed from CE0473 to CE2797.
* Copyright date updated to 2019 in Trademark Statement.
* EU Rep symbol and text added to symbol glossary.
LANGUAGES
m English m French m German m Italian m Spanish m Portuguese m Dutch m Swedish m Danish m Norwegian
Y Y Y Y Y Y Y Y Y Y
ﬂ Finnish m Greek m Japanese @ Czech m Slovakian m Hungarian m Polish m Slovenian m Estonian m Latvian
Y Y N N N N N N N N
m Lithuanian m Turkish m Bulgarian m Romanian m Russian m Croatian m Chinese m Korean m Arabic
N N N N N N N N N
SECTION 1 - Folding Diagram
SECTION 2 - IFU Artwork
SECTION 3 - Czech Language IFU, Reference Text

ARTWORK DESIGN NOTES
Part Number: 10001116-002

Size: 592mm (W) x 210mm (H). Finished Folded Size: 148mm (W) x 210mm (H).

IFU Format: Printed Instruction Booklet, 52 pages.

A) For detailed IFU specifications refer to the purchase specification.
B) Artwork Content and Specification Approval via electronic approval.

C) Approval of this document is for final format and layout only. All translations have been previously approved on
LLS10001116-001 Rev. 100.
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SECTION 1 - FOLDING DIAGRAM
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. . .
Nederlands Svenska Dansk Norsk Suomi EMvika P t ® P t S t d ® T h t K t
@ @ @ @ o a P oriex™ rFercutaneous suctional racheostomy Ai
Letop Forsiktighetsétgard  Forsigtig Forsiktig Varoitus Npogoyi
Niet opnieuw Farinte & das M3 1 bruk i saa kiyttaa My ) THYROID CARTILAGE {a)
gebruiken wudelleen enavaypnaionoieite
P t Sucti id®
CRICOID CARTILAGE (b)
ercutaneous suctional eopaTLc
] H
i (e) POSSIBLE
Tracheostomy Kit | o
M Apuoc naprisac H
H
. . . —— H
With Guidewire Dilating Forceps - 100/547/070-090 ! STERNAL NOTCH (@)
i
P . " e, . . . . '
E Tegebruikenvoor  Anvind fore Anvendes nden Brukesinnen Kiytettavaennen ~ Hyepognvia Migne Without Guidewire Dilating Forceps — 100/548/070-090 :
H
1
¢
“ Fabrikant Tilverkare Fabrikant Produsent Valmistaja Karaokevaorric i
INSTRUCTIONS FOR USE GEBRUIKSAANWIZING Fig.2 Fia.3 Fig.4
Gemachtigde in de Auktoriserad Reprassentant idet Godkjent representant  Valtuutettu edustaja E€ouaiootnuévog 9. 9. 9.
Europese representanti Euopzivke iEuropa uroopan avmpoourioc
Gemeenschap Europeiskaunionen  Felleskab yhtesossa oy E:::namq MODE D'EMPLOI BRUKSANVISNING
@ Niet gemaakt met Inte gjord med Ikke fremstillet af Ikke fremstit med Eivalmistettu DevKataokeudleTal
naturiike rubberlatex e NdTe€ amo guatkd GEBRAUCHSANLEITUNG BRUGSANVISNING
ehagTikd ko
[ Bevat ftalaat of er Innehallerellerhar  Indhold eller Innhold eller Sislta Phihclatea NepiéyeL pBakdn | ISTRUZIONI PER L'USO BRUKSANVISNING
DEHP is ftalaat aanwezig: férekomst av ftalat: forekomst af phthalat: ~ forekomst av ftalat: tai sen jaamia: bis(2-  unapyel napousia
bis2-ethylhery) bis2-etylhexylftalat  Bis2-ethylhexy) bis(2-etylhexyl filat etyylinexyl phthalate  g8ahiav: gfakikéc
ftalaat (OEHP) (DEHP) phthalat (DEHP) (DEHP) (DEHP) 81-2-auloetudo) " .
| i cotépac (DEHP) | INSTRUCCIONES DE USO KAYTTOOHJEET
STERILE[E0]  Gesteiscerdmet  Steriserad med Steriseret med Steriisert med Sterioitu ATooTeipuBKe e
ethyleenoxide etylenoxid etylenoxid etylenoksid etyleenioksidilla ilpanub)‘ll‘iiiléiuu U I N STR UCO ES D E UTI LIZACAO OAH rl Ez XPHZHZ
Q Diameter cuffinrust  Kuffens vilo-diameter  Manchettens Cuff hvilende diameter  Mansetin lipimitta  Atdyietpoc Saktuhiou
hvilediameter lepoasennossa o npepia
ﬁ Aantal Kuantiet Antal Antll Mairi Nooérna
@ Niet gebruiken Farinte anvandas Maikkeanvendes,  Maikkebrukeshvis  Eisaa kayttid, M1y T0 ypnotoroteite g
di pakking ballsien er odelagt jos pakkaus on e ovoKevacia ée o
{tnud o
beschadigd s skadad beskadiget vahingoittunut urootei (i 2797 S
? Droog houden Forvaras torrt Opbevares tort Oppbevares tort Pidettavakivana  Nadampeitatoteo ) S
sl Manufacturer: European Representative: 2
St Niet blootstelk Skyddas for sl Ma ikke udszett Oppbevares utenfor  Suojatt A Smiths Medical ASD, Inc. Smiths Medical Czech Republic a.s. =
=i et blootstellen aan  Skyddas for solljus 4 ikke udszettes ppbevares utenfor  Suojattava aTnpeite pakpid and 2 : _Ma -
A Zonlicht for sollys direkte sollys auringonvalolta 70 NNk g 6000 Nathan Lane North Olomoucka ?’06' Hranice 1 Mesto, S
Minneapolis, MN 55442 USA 753 01 Hranice, Czech Republic S
Rx Letop: Forsiktighet: Forsigtig: Forsiktighet: Huomautus: Npodoxii: . Tel: +44 (0) 1233 722100
ONLY Krachtens de nationale  Enligtamerikansk  Holge amerikansk  Etter amerikansk Vhaysvaltain Hopoomovsiakr Tel: 1800 258 5361 (US/CA)
wetgeving (van de federallagstiftning far ~ lovmé dette produkt  lovgivning kan lain mukaan taman vopoBeaia (twv HNA) Tel: +1614 2107300
VS magditproduct  dennaproduktendast kunsalgesafellrpé  deffeutstyretkun  valineen saa TepuopiCei Ty mAnon
u\ls\ui(ﬁng door ofop saulai avellerpa order  ordination af en zge. se\?es eller bestilles av :nyldavam \aak:vl i auriic TG oUOKeui Fig. 6 Fig.7
), St . N
e, e Bl o o wwwsmiths-medical com smtths medilcal
atpo. ‘
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Single use. Voor eenmalig gebruik. [ English [ Fransais [T Deutsch [t (S [y Espaiol [ Portugues
Do Not Reuse: Medical devices require specific material Niet opnieuw gebruiken: Voor een beoogde werking moeten
isti as intended. Th istics have disch: i i iaalei
been verified for single use only. Any attempt to re-process the ikken. Deze ei ijn ificatie all ! - ’ X
device for -use may ly the integrity of voor eenmalig gebruik geschikt verklaard. Probeer niet het Caution Précaution Achtung Cautela Aviso Aviso
the device or lead ioration i lpmiddel opni bewerken ik als doel. Zulke
Sterile unless unit container is opened or damaged. pogingen k loed op iteit van het
Destroy after single use. hebben of kun g van het
Do not resterilize. hulpmiddel veroorzaken. Do Not Reuse Ne pas réutiliser Nicht zur Non riutilizare No reutilizar Nao reutilizar
: iel tenzii de d of is. Wiederverwendung
Vernietigen na eenmalig gebruik.
Mag niet opnieuw worden gesteriliseerd.
Ausage unique. Batch Code Numéro delot Chargenbezeichnung  Codice del ltto Codigo delote Codigo de série
Ne pas réutiliser: Les dispositifs médi iérent de:
isti i if étre utilisés comme .
révu. Ces isti tét. i encas Engdngsartikel.
d'usage unique. Toute tentative de retraitement du dispositif en Farinte : icintekni: i Date of Manufacture Datadi Fecha de fabricacion  Data de fabrico
vue d'une réutilisation peut intégrité  specifika egenskaper hos materialet for att de ska fungera sdsom
ou ses performances. avsett. D har endast rats for engangsbruk.
éril i ouvert ¢ Varje férsék att upparbeta utrustningen for efterféljande
5 Ak B vclon shadlor ma ingen el
A détruire aprés usage unique. ‘“’"".” Ceimrad fumtion leda Use by Utliser avant le Verwendbar bis Utilizare entro Fechadecaducidad  Utiizar até
Ne pas restériliser. Steril tills férpackningen ppnats eller skadats.
Férstor efter en anvéindning.
Steriliserainte pd nytt. Manufacturer Fabricant Hersteller Fabbricante Fabricante Fabricante
Einwegpackung.
Nicht zur Wi izinische Produkte erfordern
i ialei um ihre - N
Funktion erfiillen zu kénnen. Diese Eigenschaften wurden nur il engangsbrug. . . .
fiir eine einmali idiert. Jeder Versuch de Ma ikke genanvendes: Medicinsk udstyr kraever specifikke Authorized Mandataecansla - Autorierte Vertreter rioperia
o i wer kann die Integritdt  materialeegenskaber for at fungere som tilsigtet. Disse egenskaber Representativeinthe  Communauté inderEuropéischen  ComunitaEuropea  autorizadoenla Autorzadona
des Produktes beeintréchtigen oder zu einer Funktion erkun kontrolleret til engangsbrug. Ethvert forsog pd at behandle European Community  européenne Gemeinschaft Comuridad Europea  Comuridade Europeia
fihren. udstyret i genbrug kan pavirke p tand af
Steril, wenn die nicht ged digt wurde. udstyret negativt elier medfare forringet funktionsevne Notmadewithnatural ~ Fabriquésanslatex  NichtmitLatexaus  Prodottosenzalattice Fabricadosin litexde  Nao fabricado com
Nach einmaligem Gebrauch vernichten. Steril med dbnes eller rubber latex ) di I h ! " ha
Nicht erneut sterilisieren. Bortskaf efter engangsbrug. hergestellt natural
Ma ikke steriliseres igen.
w [ ContainsorPresence  Contientdu phtalate _ Enthalt oder Contiene opresenza _ Contenido o presencia _ Contetido ou |
Monouso. DEwp  of Phthalate: bis ouprésence de Anwesenheit diftalati: di(2-etilesi) e falato: il2- presenca de ftlato:
Non ri t i i medici Til engangsbruk. (2ethylhexy) phtalte: phtalate  von Phthalate: fralato (DEHP) etilhexi) ftlato (DEHP)  ftaato de bis(2-etl
# pecifiche del material i disinsk utstyr krever swrskilte phthalate (DEHP) e bis(2-éthylhexyle)  Diethylhexylphthalat hexilo) DEHP)
P v " n fung. ikten. Disse | (DEHP) (DEHP) |
di singol del dispositivo. Qualsiasi di kun verifisert for engangsbruk. Eventuelle forsok i dical.com/pl
1gol del disposi @ ativodi _ K b ; k
ositivo per il riutiiizzo terarein - pdd gjeny e etstprot o ,g::'m:,",ﬁ;’ﬁ;g‘:;ﬁ:::;‘;m;:g“"" Sterilzed using Stérlsé a foxyde Sterilsation mit Metodo i Meétodo de Amootelp@BnKe e
eterioramento delle prestazion’. Sterilsd lenge enheten er udpnet og uskadd. ethylene oxide déthylene Ethylenorid sterlzazione con  esterlzacion Jorion o€eiSiou Tou
Sterilea heil itore dell'unité non risul aperto o Destaueres etter engangsbrok. ossido dietilene utl:\zanduox\dade aBuleviou
 danneggiato. Ma ikke resteriliseres. ileno
Distruggere dopo I'uso.
Non risterilizzare. Q CuffResting Diameter ~ Diamétre du ballonnet  Cuffdurchmesser Diametro cuffia Didmetro del balonen  Didmetro da
aurepos (nicht gefill) sgonfia reposo bragadeira em repouso
Kertakdyttétuote.
< Eisaa kiiyttéid uudelleen: Lédkinnalliset tarvikk eet vaativat
De un sdlo uso. iaalin erityisominaisuuksia toimi halutulla tavalla. << Quantity Quantité Menge Quantita Cantidad Quantidade
No reutilizar: El material de los dispositivos médic i Némé ominai on vahvistettu vain yhtd kdytto varten.
caracteristicas especificas para funcionar como es debido. Dichas  Yritykset kdsitelld tarvike uudelleenkdyttéd varten voi vaurioittaa
risticas unit han verificado para un solo uso. tarviketta tai johtaa toiminnon huonontumiseen.
o A A e T e A A Steriili kunnes yksittdispakkaus avataan tai vaurioituu. @ Donotusefpackage  Ne pas utiisersi Inhalt bei beschadigter - Non utiizzare se Noutiizarsielenvase  Nao utiizarsea
darlugar a fallos en i Havitettévé yhden kiiyttakerran jilkeen. is damaged Iemballage est Verpackung nicht la confezione & esté danado ‘embalagem estiver
Estérila queel itario esté abierto o daiiado. Al steriloi uudestaan. endommagé verwenden danneggata danificada
Destruir después de un 6o uso.
Novolver a esterilizar. -~ Keep diy Conserver au sec Trocken aufbewahren Tenereallasciutto  Manténgase en Manter seco
Miag ypriong. lugar seco
. N pol
... o ovyiava S
Utilizagdo unica. oy Soon. Ta 7K Keep aviay from Conserver 3 fabridela Vor Sonnenlicht Tenerealriparo dalla  Manténgaselejos de  Manter afastado da
irio g i isti autd é iyia pia pévo yprion. o sunlight Tumiére du solel schitzen luce solare laluz solar luz solar
d 2 édi h anéneipa i oy
retendido. Estas caracteristicas foram validadas para uma inan umopei G Gty
utllizacdo tnica. Qualquer tentativa d e 7 v P, opuon me Rx Caution: Attention: Vorsicht: Attenzione: Precaucién: :
parg Tremas rode afb anéboon. ONLY Federal (USA)law  Lalégisation fédérale In den USA darf Laleggefederale  Lasleyes federales  Aleifederal dos EUA.
i d levar o alteracdo d . . famepéy restrictsthis device to ~ américaine n'autorise  dieses Produktnach  (USA) limitala deEEUULrestringen  restringea venda
desempenho. N = Lhgr ) mepiexerat sale by oronthe order la vente de ce produit  den gesetzlichen vendita di questo laventa de este deste dispositivo a
P ndo for ab " Elvar avolXTr) NKATeoTpappEVI). of a physician. que sur prescription  Vorschriften nur dispositivo ai medici  dispositivoa un médicos ou mediante
e m ndo for a Kataotpéperai petd and pia xprion. médicale. durch einen Arzt osu prescrizione médico o por receita médica.
Destruir aps utilizagéo tinica. Aev anooteipdveral mai. oder auf drztliche medica. prescripcion
Nao reutilizar Verschreibung facultativa
abgegeben vierden.
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English m

Portex® Percutaneous
Suctionaid® Tracheostomy Kit
INSTRUCTIONS FOR USE

These instructions apply to the use of the following Portex® products:
Catalogue No. 100/547/070-090 With Guidewire Dilating Forceps Internal REF: 100/547/070CZ-090CZ
Catalogue No. 100/548/070-090 Without Guidewire Dilating Forceps  Internal REF: 100/548/070CZ-090CZ

It is essential that only the Portex® Guidewire Dilating Forceps are used in the procedure.
For details call your local Smiths Medical di or Smiths Medical I ional direct on +44 (0)1303)260551.

These instructions contain important information for safe use of the product. Read the entire contents of these Instructions For
Use, including Warnings and Cautions, before using this product. Failure to properly follow warnings, cautions and instructions
could resultin death or serious injury to the patient and/or clinician.

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT LOCATIONS.

Introduction

The Percutaneous Tracheostomy technique is a new, minimally invasive procedure which offers an easier, more rapid method of insertion of a
tracheostomy tube than conventional open surgical techniques. It also has the advantage in that it can be performed at the bedside.

In a comparative clinical trial involving over 150 patients"! there was no mortality associated with this new technique and the overall complication rate
was 3.9%. The group who had undergone the traditional surgical technique had one fatality and a significantly greater incidence of complications of
18.9% (p<0.001).

This new procedure uses the Seldinger technique to guide the specially designed Guidewire Dilating Forceps into the trachea, which then are used
to dilate the trachea. The design of the forceps allows the outward force to be distributed evenly along the large surface area of its jaws, thereby
minimising the force at any given point of the trachea, and so minimising any risk of tracheal trauma. The guidewire is then finally used to position
the tracheostomy tube.

N.B. As the Perc Track technique is new, we gly advise that doctors are fully trained in the procedure and familiar with the
Seldinger technique. We therefore recommend that before the technic the following be carried out:

(1) The instructions for use are read and understood.

(2) The training video is viewed.

(3) The wallchart illustrating the technique is displayed for easy reference.
(4) The technique is observed being performed first hand.

For advice on obtaining the video and the wallchart, please call your local Smiths Medical distributor or Smiths Medical International direct
on +44(0)1303 260551.

A minimum of 2 operators is needed - one to maintain the patient's airway, anaesthesia, breathing and circulation, and the other to perform the procedure.

The Suctionaid® tracheostomy tube incorporates a clear suction line terminating above the cuff with a Luer port to facilitate connection to either a syringe
or the vacuum control valve included in the pack which allows any pooled secretions to be aspirated.

If vocalisation is required we recommend the use of Portex® Vocalaid® (100/517/060-100).

Kit Contents .,

(1) Scalpel

(2)  14G IV Cannula assembly

(3)  10cc Syringe

(4)  Guidewire with Introducer

(5) Dilator

(6)  Guidewire Dilating Forceps (GWDF)

(7)  Tracheostomy tube and obturator with lumen
(8)  Suction Control Valve

Cuff Resting Diameter (mm)

Tracheostomy Tube I.D. 7.0 8.0 9.0
Profile® Cuff 22 27 30

Preparation of Components

1 Check the tracheostomy tube cuff for leaks by test inflation. Ensure that the obturator moves freely in the tracheostomy tube, having first released
the retaining clips by means of a slight twist. Re-insert the obturator ensuring that it ‘clicks’ into position. If satisfactory, fully deflate the
cuff in order to avoid cuff rupture during tube insertion, and clip flange wings back onto the obturator.

2 Check that the guidewire moves freely through the forceps and the tracheostomy tube obturator.
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FM-DVSOP2002-01

smtths WORK INSTRUCTION

Rev. 001

bringing technology to life Eff. Date: 25-OCT-2016 CO No.: CO-10029546 AS1 0001 1 1 6'002 1 00

Doc. Number Revision

Wi Type: ARTWORK SPECIFICATION

Effective Date: 22-MAR-2019 Page 6 of 33

Title: INSTRUCTIONS FOR USE - PERCUTANEOUS SUCTIONAID TRACHEOSTOMY KIT (10001116-002)

Preparation of the Patient
3 The patient should be positioned supine, with a pillow to support the neck and shoulders in order to hyper extend the neck [Fig. 2].
4 Locate the thyroid cartilage between thumb and forefinger and identify and mark the anatomical landmarks [Fig. 3].
(a) Thyroid cartilage
(b) Cricoid cartilage
(c) Tracheal rings
(d) Sternal notch
(e) Possible insertion sites
5 Suggested sites for tube insertion are marked (x) and are either between the first and second or second and third tracheal rings.
6 Prior to the procedure, increase FiO, to 100% and monitor the patient using oximetry, capnography, ECG and blood pressure.

7 Suction pharynx and, if present, deflate the tracheal tube cuff. Withdraw the tube to laryngeal inlet and reinflate with the cuff entirely
above the vocal cords to re-establish a seal. This is necessary to avoid the tube interfering with the procedure. Hold the tube in position
ensuring that the head and neck are in the mid-line and that the airway is being maintained.

. b

ire and trach tube

and/or p h 4

N.B. It is recommended that a bronchoscope is used to confirm midline placement of the g
which may prevent paratracheal placement, that can lead to subc h

Preparation of the site for surgery
8 Disinfect the skin and apply sterile drapes.

9 Palpate cricoid cartilage and infiltrate local anaesthetic if appropriate. Injection of solutions containing adrenaline may help reduce
bleeding at the incision site.

The Procedure

10  Make a horizontal or vertical incision [Fig. 4] at the chosen insertion site, of sufficient size to accept the tracheostomy tube (1.5-2 cm). At
this stage it may be of benefit to perform an exploratory blunt dissection (keeping in the midline) to identify the anatomical landmarks.

N.B. WHERE PRESENT, CONFIRM THAT THE TRACHEAL TUBE HAS BEEN WITHDRAWN AWAY FROM THE INSERTION SITE TO AVOID
PUNCTURING THE CUFF.

11 Insert the needle and cannula (with syringe attached) in the midline, into the insertion site [Fig. 5] in a caudal direction, to avoid the
likelihood of the guidewire being passed into the pharynx at step 13. Advance the needle (if necessary, stepping off a tracheal ring), until
free withdrawal of air into the syringe confirms the entry of the needle and cannula into the trachea. This may be facilitated by using a fluid
filled syringe, allowing visualisation of withdrawn air. Some secretions of mucus may be aspirated during this process, which is normal.

12 Leaving the cannula in place, withdraw the needle and syringe. Connect the syringe to the cannula and withdraw air to re-confirm that the
cannula is in the trachea. Remove the syringe.

13 Ease the guidewire introducer out from its sheath and straighten the J' tip, leaving a sufficient length of exposed guidewire (2-3 cm) to
enable its dispensing with the forefinger and thumb [Fig. 6].

Insert the Introducer into the cannula and feed the guidewire out of the sheath until at least 10 cm of its lies in the trachea [Fig. 7], leaving
about 30 cm free externally.

14 Confirm free movement of the guidewire in the cannula before removing the cannula, leaving the guidewire in place.

N.B. As the guidewire will be used to guide components into the trachea, it is important to ensure that it is not damaged (e.g.
kinked) during the procedure. To help avoid this, always anchor the free end of the wire with forefinger and thumb whilst advancing
comp into the patient. (In case of d to the wire at any stage, please refer to warnings at the back of this leaflet). During

the procedure, you will need to check that the guidewire is not kinked by ensuring its free movement through the components and
the trachea.

15  Pass the dilator over the guidewire through the soft tissues, until resistance is felt on the tracheal wall. With a gentle sideways movement of
the dilator [Fig. 8], push the dilator forward to penetrate the anterior tracheal wall, dilating both the tissues and tracheal wall.

N.B. Confirm free movement of the guidewire in the trachea and dilator before ing dilator, leaving guii ire in place.

16 Clamp the Guidewire Dilating Forceps (GWDF) shut and thread the guidewire through the bore at the tip, which then re-appears through
the hole on the curved arms [Fig. 9].

17 Hold the free end of the wire and with the wire and forceps tip held at the same angle as the initial insertion of the cannula, advance the
forceps until resistance is felt against the anterior tracheal wall. Occasionally, this first pass may result in the forceps entering the trachea. If
this has CLEARLY occurred, move to step 20.

18 Gradually open the forceps with both hands, dilating tissues sufficiently to accept the tracheostomy tube. Withdraw the forceps in the
opened position. [Fig. 10].

N.B. Confirm free movement of the guidewire in the trachea.

20

21

22

23

24
25

26

27
28
29
30

31

32

33

Repeat stages 16 and 17. Keeping the forceps closed, advance the forceps through the tracheal wall [Fig. 11]. A loss of resistance is felt as
the tracheal wall is penetrated.

CAUTION: Before proceeding to the next stage, confirm the successful penetration of the tracheal wall to avoid severe guidewire
damage. Repeat 19 if necessary. If a loss of resistance during wall p ion was not evident, a pre-tracheal false passage may have
been formed [Fig. 12]. Continuing the next procedure after this will severely damage the guidewire (see warnings).

With the forceps handles along the midline, raise the handles into the vertical position so that the forceps tip penetrates the tracheal wall
further and lies longitudinally in the trachea [Fig. 13].

N.B. Confirm free movement of the guidewire in the forceps and trachea.

Using 2 hands, open the forceps to dilate the tracheal wall sufficiently, to accept the tracheostomy tube [Fig. 74]. Withdraw the forceps in
the open position.

Thread the guidewire through the bore at the tip of the obturator and advance the obturator and tracheostomy tube into the trachea
[Fig. 15]. Remove the obturator and guidewire leaving the tracheostomy tube in place.

Suction trachea and tracheostomy tube to establish a clear airway. Blood which is not suctioned from the airway readily clots and may
produce severe airway obstruction.

Transfer the breathing system to the tracheostomy tube.

Inflate the Soft-Seal® Profile® cuff of the tracheostomy tube with the minimum of air to form a seal. The Soft-Seal® Profile® cuff is designed
to seal at very low pressures, to minimise tracheal wall damage.

Confirm successful tube placement by currently accepted medical techniques such as chest movement, auscultation, end-tidal CO,,
chest X-ray and Sa0O,.

Secure the tracheostomy tube with the supplied cotton tapes or a Portex® Tracheostomy Tube Holder (100/503/200).
If present, deflate the tracheal tube cuff and remove tube.
A tracheostomy dressing may be used at the tracheostomy site for improved patient comfort and hygiene.

With the cuff inflated attach the suction device, either syringe or low level suction to the suction line using the suction control valve, and
slowly aspirate the secretions up to a maximum suction of 300mm Hg.

If resistance is met on aspiration, flush the suction line with either air or sterile saline and aspirate again. If resistance to instillation of air
or saline is still met and the instilled fluid cannot be withdrawn, the suction line may be blocked and the tracheostomy tube should be
changed or an alternative means of suction instituted.

Once suctioning is complete remove the suction device including the control valve and cap the Luer port at the proximal end of the
suction tube. The suction control valve is intended for single patient use and can be cleaned using sterile saline solution. Replacement
suction control valves are also available (100/515/200).

If using continuous low level suction, monitor the suction pressure regularly. If the suction pressure increases disconnect the suction and
follow the above procedure for resistance to suction.

Absolute Contra-Indications

1

v A WN

Emergency surgical airway management.
(In emergency, cricothyrotomy is the procedure of choice).

Children.

Pre-existing infection at the tracheostomy site.
Pre-existing malignancy at the tracheostomy site.
Uncertainty in identifying the anatomical landmarks.

Relative Contra-Indications

Risks in these situations must be balanced against the benefits of the procedure.

1

Enlarged thyroid gland.

2 Previous surgery at the tracheostomy site (e.g. thyroidectomy).

3 Bleeding diathesis (e.g. due to anticoagulant therapy).

Precautions

1 The security of all breathing system connectors should be checked when the circuit is established and frequently thereafter. Disconnection
may be facilitated by the use of a disconnection wedge (100/555/100).

2 Patients should be adequately humidified to minimise encrustation of the tracheostomy tube lumen and prevent tracheal mucosal damage.

3 The patency of the tracheostomy tube lumen must be assured by regular suctioning. Check routinely and replace as required to maintain a
patent airway. Recommend period of use 30 days.

4 Cuff pressure should be monitored and adjusted routinely.

5 Devices used in or during inflation of the cuff must be clean and free from all foreign matter. The inflation device should be removed from
the inflation valve immediately after use, and the dust cap fitted.

6  Guard against cuff damage by avoiding contact with sharp edges.

7  Theinflation line valve may interfere with Magnetic Resonance Imaging (MRI) picture clarity. Ensure the valve is positioned away from the
area being scanned.

8 If Portex® tracheostomy tubes are used outside the hospital, the patient must be instructed by a health care professional in the safe use
and handling of this product.

9 Do not use solution other than sterile saline to clean any part of this tracheostomy tube.

10 When suctioning via the suction line has been completed the suction device including the control valve should be removed, and the
suction line capped to minimise the risk of infection.

11 Dispose of per local procedure.

This docl onfidential, proprietary and may not be disclosed, disseminated or reproduced without written approval from Smiths Medical.




A . FM-DVSOP2002-01
bringing technology to life

smtths WORK INSTRUCTION Doc. Number Revision
Eff. Date: 25-OCT-2016 CO NF;beog-110029546 AS10001116-002 100

Wi Type: ARTWORK SPECIFICATION

Effective Date: 22-MAR-2019 Page 7 of 33

Title: INSTRUCTIONS FOR USE - PERCUTANEOUS SUCTIONAID TRACHEOSTOMY KIT (10001116-002)

WARNINGS

1 If bleeding occurs, direct pressure will control most cases. If bleeding remains uncontrolled, the wound must be explored using an

open surgical technique and the bleedi pp

2 Ifthe guidewire is damaged during the procedure, it may be difficult to continue. In these cases it may be possible to proceed only if:
(a) the damaged section can be advanced into the trachea, and

d d auid.

(b) there is a sufficient length of g

If the guidewire cannot be salvaged, it will be necessary to use a new kit or a new guidewire (see below for details).

3 Prior to removal of cuffed tracheostomy tubes all air must be completely removed from the cuff to prevent damage to the trachea
and stoma.

4 If the tracheostomy tube is lubricated prior to insertion ensure the lubricant does not occlude the lumen of the tube preventing
ventilation of the patient.

5 Do not inflate the cuff with a measured volume of air or by feel of pressure from the syringe, since little resistance should be felt
during cuff inflation.

6 During anaesthesia nitrous oxide may diffuse into the cuff causing an increase or decrease in cuff pressure.

Contact with electrosurgery electrodes or laser surgery beams must be avoided because PVC will produce toxic fumes in air or
ignite in an enriched oxygen envir (e.g. hesia).

8 Do not use this trach y tube in pati with abnormal upper airway anatomy or pathology as this may result in partial or
total airway obstruction.

9 Never insert the guidewire into the Tracheostomy tube with the red J-tip straightener in place.

10  This product contains DEHP - data derived from animal and epidemiological studies outline the following risks, but are not limited to:
Adverse effects on fetal development, kidney and liver toxicity, negative impact on fertility. Special attention on the application of
phthalate products should be given for the following patient populati pediatrics, pregnant and nursing women. For further information
on phthalates please refer to the Smiths Medical website: www.smiths-medical.com/phthalates

FOR FRANCE ONLY: As of July 1st 2015 the Use of products ¢ ining DEHP is b d in paediatric-, |- and maternity departments.
Please refer to French Law “LOI no 2012-1442 du 24 décembre 2012".

Further Information

The Guidewire Dilating Forceps are subjected to high stress during the procedure and may be damaged in use as evidenced by the forceps arms
having been bent or the tips not meeting correctly.

If this is the case, the forceps must be discarded.

For further information please call your local Smiths Medical distributor or Smiths Medical International direct on: +44 (0)1303 260551.

Ordering Details

Product Code Boxed in

Portex® Percutaneous Suctionaid® Tracheostomy Kit 100/547/070-090 1
with Guidewire Dilating Forceps

Portex® Percutaneous Suctionaid® Tracheostomy Kit 100/548/070-090 1
without Guidewire Dilating Forceps

Spare Guidewires 100/544/000 5
Suction Control Valves 100/515/200 10
References

[1] GRIGGS WM, MYBURGH JA, WORTHLEY LIG. A prospective comparison of a percutaneous tracheostomy technique with standard surgical
tracheostomy. Intensive care Med (1991); 17:261-3.

Profile, Soft-Seal, Vocalaid, Suctonaid, Portex, Portex design mark and Smiths Medical design mark are trademarks of Smiths Medical. The symbol ®
indicates the trademark is registered in the U.S. Patent and Trademark office and certain other countries. All other names and marks mentioned are the
trade names, trademarks or service marks of their respective owners.
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Trousse de Trachéotomie Percutanée
Suctionaid® Portex®
MODE D’EMPLOI

Les instructions suivantes s'appliquent aux produits Portex® ci-apreés:
N° de catalogue : 100/547/070-090 Munie de Pinces de Dilatation pour Guide REF interne:  100/547/070CZ-090CZ
N° de catalogue : 100/548/070-090 Sans Pinces de Dilatation pour Guide REF interne:  100/548/070CZ-090CZ

Il est important que seuls le guide et les pinces de dilatation Portex® soient utilisés durant la procédure. Pour plus de renseignements,
téléphoner a votre distributeur Smiths Medical local ou directement a Smiths Medical International au +44 (0)1303 260551.

Ces instructions contiennent des informations essentielles a l'utilisation en toute sécurité du systéme. Lire I'intégralité de ce
mode d’emploi, y compris les mises en garde et précautions, avant d’utiliser ce produit. Le non respect des mises en garde,
précautions et instructions peut entrainer la mort du patient et/ou du médecin ou des blessures.

REMARQUE : DISTRIBUER CETTE NOTICE D’UTILISATION DANS TOUS LES LIEUX DE STOCKAGE DU PRODUIT.

Introduction

La technique de trachéotomie percutanée est un nouveau procédé, le moins invasif possible qui permet d'insérer une canule de trachéotomie plus
facilement et rapidement qu'avec les techniques ouvertes conventionnelles. Elle présent également I'avantage de pouvoir étre effectuée au lit du malade.
Dans un essai clinique comparatif portant sur 150 patients!"), aucune mortalité n‘a été observée avec cette nouvelle technique et le taux global de
complication a été de 3,9%. Un cas mortel ainsi qu‘une bien plus grande incidence de complications de 18,9% (p<0,001) ont été notés dans le groupe
opéré selon la technique chirurgicale classique.

Ce nouveau procédé utilise la technique de Seldinger pour guider les pinces de dilatation : Elles sont spécialement congues pour dilater la trachée et ce
de maniére a ce que la force d'‘écartement soit répartie uniformément sur toute la surface des mors, minimisant de ce fait la force appliquée en un point
donné de la trachée ainsi que les risques de traumatisme qui pourraient en découler. Finalement, le guide sert a positionner la canule de trachéotomie.

REMARQUE: Etant donné la nouveauté de la technique de traché ie perci e, il est vi rec dé que les praticiens soient bien
inés a cette inter ion et i bien la technique de Seldinger. Nous vous conseillons donc de respecter les points suivants avant

d'essayer cette technique.

(1) Lire et bien comprendre le mode d’emploi.

) i la cassette d’app

(3) Afficher le tabl mural pour p ir s’y reporter facil

(4) Observer la technique effectuée en premier.

Pour obtenir la cassette vidéo, le tableau mural, veuillez appeler votre distributeur Smiths Medical local ou directement a Smiths Medical

International au +44 (0)1303 260551.

Deux opérateurs minimum sont nécessaires : un pour s'assurer du bon dégagement des voies aériennes, effectuer I'anesthésie et contréler la respiration
et la circulation, l'autre pour effectuer l'intervention.

Le tube de trachéotomie incorpore une ligne de suction transparente se terminant au-dessus du ballonnet, munie d'un orifice luer pour faciliter le raccord
soit a une seringue, soit a la valve de controle de vide incluse dans I'emballage, et qui permet d'aspirer toutes sécrétions rassemblées.
Si la vocalisation est requise, nous recommandons I'utilisation de Portex® Vocalaid® (100/517/060-100).

Contenue de la Trousse i ;
(1) Scalpel

(2) Ensemble canule IV 14G

(3)  Seringue 10cc

(4)  Guide avec introducteur

(5)  Dilatateur

(6)  Pince guide a dilatation

(7)  Canule de trachéotomie et obturateur a lumiére

(8) Valve de contréle de suction

Diameétre du ballonnet au repos (mm)

D.l. Sonde Trachéale 7,0 8,0 9,0

Ballonet Profile® 22 27 30

Préparation des Eléments

1 Gonfler le ballonnet de la canule de trachéotomie pour vérifier I'absence de fuites. Sassurer que l'obturateur bouge librement dans la canule
de trachéotomie. Avant I'utilisation, vérifier que l'obturateur puisse étre retiré de la canule aprés avoir défait les pattes d'attache en les tournant
légérement. Ré-introduire l'obturateur en s'assurant que sa mise en place soit accompagnée d'un déclic.Si c'est le cas, dégonfler complétement le
ballonnet pour éviter sa rupture lors de l'insertion de la canule puis reclipser les ailettes sur l'obturateur.

2 Vérifier que le guide bouge librement dans la pince et l'obturateur de la canule de trachéotomie.
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Souprava pro perkutanni tracheostomii
N Portex® Suctionaid®

SOUPRAVA PRO PERKUTANNI

STITNA CHRUPAVKA (a)

TRACHEOSTOMII PORTEX® SUCTIONAID® UEKRIDNIPROSTOR
Dilata¢nim peanem pro vodici drat - 100/547/070-090 MOINA TRACHEALNI PRSTENCE (c)
Bez dilatacniho peanu pro vodici drat - 100/548/070-090 MI'S(:& VSTUPU [~ VYBEZEK HRUDNI KOSTI (d)
a8
NAVOD K POUZITI Obr.2 Obr 3 Obr.4

Obr.6
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Cesky m

Souprava pro perkutanni
tracheostomii Portex® Suctionaid®
NAVOD K POUZITI

Tyto pokyny plati pro pouziti nasledujicich vyrobkd Portex®:

Katalogové ¢. 100/547/070-090 s dilatacnim peanem pro vodici drat Int. kat. ¢.: 100/547/070CZ-090CZ
Katalogové ¢. 100/548/070-090 bez dilata¢niho peanu pro vodici dréat Int. kat. ¢: 100/548/070CZ-090CZ
Je nezbytné Zivat pri této p yhradné dilatacni pedn pro vodici drdt Portex®.

Podrabnostirvdm sdéli lokdlni distributor vyrobkii Smiths Medical anebo primo spoleénost Smiths Medical International na telefonnim ¢isle
+44(0)1303)260551.

Tyto pokyny obsahuji dilezité informace pro bezpeéné pouzivani vyrobku. Pied pouzi
navodu k pouziti, véetné varovani a upozornéni. Pokud se témito varovan
za nasledek smrt nebo vazné zranéni pacienta ¢i lékare.

vyrobku si pfectéte cely obsah tohoto
apokyny nebudete fidit, mize to mit

POZNAMKA: TUTO PRIBALOVOU INFORMACI DISTRIBUUJTE DO VSECH UMISTENi PRODUKTU.

Uvod
Technika perkutanni tracheostomie je nova, minimélné invazivni procedura pedstavujici snadny a rychlejsi zptisob zavedeni tracheostomické rourky,
nez je tomu u konven¢nich chirurgickych technik s otevienim. Dalsi vyhodou je, Ze ji Ize provést piimo na lizku.

Ve srovnavacich Klinickych pokusech zahrnuijicich vice nez 150 pacientd"! nebyla zjisténa mortalita souvisejici s touto novou technikou a souhrnné
procento komplikaci bylo 3,9 %. Ve skuping, ktera podstoupila tradi¢ni chirurgicky zakrok, se vyskytlo jedno Gmrti a byl zde vyrazné vyssi vyskyt
komplikaci dosahujici 18,9 % (p<0,001).

Tato nova procedura pouziva specialné tvarovany dilatacni pean pro vodici drat k dilataci pridusnice. Pean se zavadi Seldingerovu technikou. Konstrukce
peanu umoznuje rovnomérné rozlozeni sily ptisobici smérem ven podél velké plochy ¢elisti. Diisledkem je minimalizace ptsobeni bodové sily
v kterémkoliv misté pridusnice a tedy nebezpei jejiho poranéni. Vodici drat se pak pouziva pro nastaveni pozice tracheostomické rourky.

Pozndmka: Protoze technika perkutdnni tracheostomie je novd, diirazné doporuéujeme, aby byli Iéka¥i pIné zaskoleni na tento postup a sezndmili se
Idii hnikou. Dopor tedy pred jakymikoliv pokusy o p. deni techniky splnit ndsledujici podminky:

(1) Personal si proetl a pIné pochopil navod k pouziti.
(2)  Personal shlédl skolici video.

(3) Pro snadnou referenci je gram s vy

4) Persondl osobné p i techniky na d i

Podrobnosti ohledné moznosti ziskdni videa a ndsténného diagramu vdm sdéli lokdlni distributor vyrobki Smiths Medical anebo pfimo spole¢nost
Smiths Medical International na telefonnim éisle +44 (0)1303 260551.

Jsou potieba minimalné 2 operatéfi - jeden zajistuje pacientovy dychaci cesty, anestézii, dychani a krevni obéh a druhy provadi zakrok.

Tracheostomicka rourka Suctionaid® zahrnuje priihlednou odsavaci trubici koncici nad manzetou s portem Luer. Tato trubice usnadiiuje pfipojeni bud’
kinjekéni stiikacce, nebo k ventilu pro regulaci podtlaku, které jsou soucasti sady. Jejim ticelem je odsévani pripadnych nahromadénych sekret.

Pokud je pozadovana vokalizace, doporucujeme poutziti vyrobku Portex® Vocalaid® (100/517/060-100).

Obsah soupravy o ;
1) Skalpel
2) SestavalVkanyly 14 G

(

(

(3)  Injekeni stiikacka 10 cc

(4 Vodici drat se zavadétem

(5)  Dilatator

(6)  Dilata¢ni pean pro vodici drat (GWDF)

(7)  Tracheostomicka rourka a obturétor s luminem
(8)  Ventil pro regulaci sani

Klidovy priimér manzety (mm)

Vnitf. pramér trach. rourky 7,0 8,0 9,0

Manzeta Profile® 22 27 30

Pfiprava komponent

1 Pomoci testu nafouknutim zkontrolujte, Ze manzeta tracheostomické rourky tésni. Ujistéte se, ze se obturator volné pohybuje
v tracheostomické rource - nejprve je potieba uvolnit jemnym pootocenim pfidrzovaci svorky. Nasadte obturator zpét tak, aby ,zacvakl”
na pozici. Je-li vysledek uspokojivy, GipIné vyfouknéte manzetu, aby nemohlo dojit k jejimu prasknuti béhem zavadéni rourky, a pfipnéte
kridélka limce zpatky na obturator.

2 Ovéite, Ze se vodici drat volné pohybuje v peanu a obturatoru tracheostomické rourky.

Priprava pacienta
3 Pacient musi lezet na zadech a jeho krk a ramena musi byt podlozeny poduskou pro zajisténi maximalniho natazeni krku [Obr. 2].
4 Pomoci palce a ukazovaku lokalizujte titnou chrupavku a oznacte anatomické znaky [Obr. 3].
(a) Stitnd chrupavka
(b) Krikoidni chrupavka
(c) Trachedlni prstence
(d) Vybézek hrudni kosti
(e) Moznd mista zavedeni
5 Doporucena mista pro zavedeni rourky jsou oznacena (x) a jsou bud mezi prvnim a druhym, anebo mezi druhym a tietim trachealnim prstencem.
6 Pted zahajenim zakroku zvyste FiO, na 100 % a monitorujte pacienta s pouzitim oxymetrie, kapnografie, EKG a méfeni krevniho tlaku.

7  Odsajte farynx a, je-li pfitomna, vyfouknéte manzetu trachealni rourky. Vytahnéte rourku do laryngealniho vstupu a obnovte utésnéni nafouknutim
manzety v pozici Gplné nad hlasivkami. Tento krok je nezbytny pro zamezeni kolize s rourkou béhem zakroku. Pridrzujte rourku na pozici a ujistéte
se, ze jsou hlava a krk udrzovény v ose a je zajisténa priichodnost dychacich cest.

dmka: Doporucuje se pouzivat bronchoskop pro i umisténi vodiciho drdtu a ndsledné h é rourky v ose. Toto
opatieni miize zamezit paratrachedlinimu umisténi, které by mohlo vyustit v inuti innil fyzému a/nebo

PFiprava mista na chirurgicky zakrok

8  Dezinfikujte kiizi a umistéte sterilni rousky.

9 Vysetiete pohmatem krikoidni chrupavku a je-li to vhodné, provedte infiltraci lokalniho anestetika. Injekce roztokd s obsahem adrenalinu maze
pomoci omezit krvaceni v misté fezu.

Zakrok

10 Ve vybraném misté provedte vodorovny nebo svisly fez [Obr. 4] dostatecné velky pro priichod tracheostomické rourky (1,5 — 2 cm). V tomto stadiu
miuize byt vyhodné provedeni priizkumné tupé disekce (udrzujte osu) pro tcely identifikace anatomickych znakd.

Pozndmka: JE-LI PRITOMNA, OVERTE, ZE BYLA TRACHEALNI ROURKA VYTAZENA MIMO MISTO VSTUPU, ABY NEMOHLO DOJIT
K PROPICHNUTI MANZETY.

11 Zavedte jehlu a kanylu (s pfipojenou injekéni stiikackou) v ose do mista vstupu [Obr. 5] v kaudalnim sméru, aby se zamezilo nebezpeci prichodu
vodiciho dratu do farynxu v kroku 13. Zavadéjte jehlu (v pfipadé potfeby odpocitavejte trachealni prstence), dokud volny priichod vzduchu do
injekeni stiikacky nepotvrdi zavedeni jehly a kanyly do priidusnice. Tento krok Ize usnadnit pouzitim injekéni stfikacky naplnéné kapalinou. Zajistite
tak vizudlni indikaci unikajiciho vzduchu. Béhem zakroku muize dojit k nasati sekret(i ze sliznic. Jde o zcela normaini jev.

12 Ponechte kanylu na misté a odstranite jehlu a strikacku. Pripojte injekéni stiikacku ke kanyle a odsatim vzduchu znovu ovéite, ze je kanyla
v pridusnici. Odstrante injekéni stiikacku.

13 Opatrné vytdhnéte zavadé¢ vodiciho dratu z plasté a narovnejte,J” Spicku. Pfitom ponechte dostatecny kus obnazeného vodiciho dratu (2 - 3 cm),
aby byla mozna manipulace pomoci palce a ukazovaku [Obr. 6].

Zavedte zavadé¢ do kanyly a surite vodici drét z plasté, dokud nebude alespoi 10 cm jeho délky v pridusnici [Obr. 7]. Vné je potieba ponechat
alespori 30 cm volné délky.

14  Pred odstranénim kanyly s ponechanim vodiciho dratu na misté ovéite, Ze se vodici drat maze v kanyle volné pohybovat.

Pozndmbka: ProtoZe vodici drdt bude pouZivdn pro ddéni k do pridushnice, je dilezité se zajistit, aby béhem zavddéni nedoslo
k jeho poskozeni (napf. zalomeni). V ramci prevence takového posk i vidy pridrzujte pFi idéni komp do pacienta volny konec
drdtu ukazovdkem a palcem. (V pFipadé posk i drdtu v jakémbkoliv stddiu si projdé dni na zadni strané tohoto letdku.) Béhem
zdkroku bude potieba kontrolovat, Ze vodici drdt neni zal y nebo , OVEF volného pohybu drdtu skrz komponenty

a pridusnici.

15  Protahnéte dilatator pres vodici drat skrz mékké tkané, dokud neucitite odpor na sténé priidusnice. Za soucasné dilatace tkani a stény pridusnice
jemnym pohybem do strany [Obr. 8] zatlacte dilatator vpred tak, aby pronikl sténou priidusnice.

G Pred énim dilatd sp inim vodiciho drdtu na misté potvrdte volny pohyb vodiciho drdtu v pridusnici a dilatdtoru.

16 Uzaviete dilatacni pean pro vodici drat (GWDF) a provléknéte vodici drat skrz otvor ve Spicce. Drat vystupuje z otvoru na zakfivenych klestinach
[Obr. 9].

17  Piidrzujte volny konec drétu a udrzujte drét a 3picku peanu pod stejnym thlem jako ma pocatecni vstup kanyly. Zavadéjte klestiny, dokud neucitite
odpor predni stény pradusnice. Obas mize jiz pfi tomto prvnim priichodu dojit k préiniku peanu do pradusnice. Pokud k tomu ZJEVNE dolo,
piejdéte na krok 20.

18  Obéma rukama pomalu otevirejte pean tak, aby byly tkané dostate¢né dilatovany pro bezproblémovy priichod tracheostomické rourky. Vytahnéte
pean v oteviené poloze. [Obr. 10].

Pozndmbka: Ovéfte volny pohyb vodiciho drdtu v pridusnici.
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Opakujte kroky 16 a 17. UdrZujte pean zavieny a zavadéjte jej skrz sténu pridusnice [Obr. 11]. Jakmile dojde k penetraci stény pridusnice, ucitite

pokles odporu.

UPOZORNENI: Nez piejdete na dalsi krok, ovéFte, ze byla penetrace stény pridusnice ispé$nd a nemiize tedy dojit k poskozeni vodiciho

drdtu. V pFipadé potfeby opakujte krok 19. Pokud p¥i p i stény pridusnice nedoslo ke zjevnému poklesu odporu, mohlo dojit
vytvoreni nesprdvného pre-trachedlniho priichodu [Obr. 12]. Pokracovdni v zdkroku za takovychto podminek by vedlo k vdznému

poskozeni drdtu (viz varovdni).

Pridrzujte rukojeti peanu v ose a zvednéte rukojeti nahoru do svislé polohy tak, aby 3picka peanu pronikla dale sténou pridusnice a dosahla
podélné polohy uvnitt pridusnice [Obr. 13].

Pozndmka: Ovérte volny pohyb vodiciho drdtu v pednu a v pridusnici.

Obéma rukama otevirejte pean tak, aby byla sténa priidusnice dostatecné dilatovana pro bezproblémovy prichod tracheostomické rourky
[Obr. 14]. Vytahnéte peén v oteviené poloze.

Provléknéte vodici drat skrz otvor ve $pi¢ce obturatoru a zavedte obturator a tracheostomickou rourku do priidusnice [Obr. 15]. Vyjméte obturétor
a vodici drat a ponechte tracheostomickou rourku na misté.

Odsajte pradusnici a tracheostomickou rourku, aby byl zajistén volny priichod vzduchu. Krev, ktera by nebyla odsata z dychacich cest, se ihned srazi
amohla by zplisobit zdvaznou obstrukci dychacich cest.

Presunte proces dychani do tracheostomickeé rourky.

Nafouknéte manzetu Soft-Seal® Profile® tracheostomické rourky za pouziti minimalniho mnozstvi vzduchu, které zajisti utésnéni. Manzeta Soft-Seal®
Profile® je navrzena tak, aby tésnila pfi velmi nizkych tlacich a riziko poskozeni stény pridusnice bylo tedy minimalni.

Potvrdte Uspésné umisténi rourky aktualné akceptovanymi Iékarskymi technikami, jako je napi. pohyb hrudniku, vysetieni poslechem, stanoveni
konecného vydechového CO,, rentgen hrudniku a Sa0,.

Fixujte tracheostomickou rourku dodanymi bavinénymi pasky ci drzakem tracheostomické rourky znacky Portex® (100/503/200).

Je-li pfitomna, vyfouknéte manzetu trachealni rourky a vyjméte rourku.

V misté tracheostomie Ize pro lepsi pohodli pacienta a hygienu pouzit tracheostomické kryti.

Pfi nafouknuté manzeté pfipojte k odsavaci trubici prostrednictvim ventilu pro regulaci podtlaku odsavaci systém - bud injekéni stiikacku, anebo
nizkouroviové odsavani. Pak pomalu odsavejte sekrety az do maximalni hodnoty 300 mm Hg.

Pokud pfi odsavani narazite na odpor, profouknéte odsévaci trubici proudem vzduchu nebo propléchnéte sterilnim fyziologickym roztokem

a pokracuijte v odséavani. Pokud je detekovan odpor pfi vpravovani vzduchu nebo fyziologického roztoku a vpravenou kapalinu neni mozné
odstranit, mize byt odsévaci trubice zablokovana a je potieba vyménit tracheostomickou rourku nebo pouzit alternativni odsavaci prostiedky.
Jakmile je odsavani dokonceno, vyjméte odsavaci zafizeni vcetné regulacniho ventilu a uzaviete krytkou port Luer na proximalnim konci odsévaci
rourky. Ventil pro regulaci podtlaku je uréen k pouziti u jednoho pacienta a Ize je vyistit pomoci sterilniho fyziologického roztoku. Je k dostani

i nahradni ventil pro regulaci podtlaku (100/515/200).

Pi pouzivani trvalého odséavani s nizkym podtlakem tento pravidelné monitorujte hladinu tlaku. Pokud dojde ke zvy3eni odsévaciho tlaku, odpojte
odsavani a provedte vy3e uvedené kroky pro feseni odporu pfi odsavani.

Absolutni kontraindikace

1

w hwN

Zachranny chirurgicky zakrok na dychacich cestach.

(V pfipadé zachranné akce je volitelnym postupem krikotyrotomie).
Déti.

Infekce dfive pfitomna v misté tracheostomie.

Malignita dfive pfitomna v misté tracheostomie.

Nejistota pfi identifikaci anatomickych znaki.

Relativni kontraindikace

Rizika téchto situaci museji byt vyvézena vyhodami zakroku.

1
2
3

Zvét3ena stitna Zlaza.
Predchazejici chirurgicky zakrok v misté tracheostomie (napt. tyroidektomie).
Hemoragicka diatéza (napt. nasledkem antikoagulaéni terapie).

Bezpecnostni opatieni

1

10

n

Po zapojeni okruhu a poté v ¢astych intervalech je potieba kontrolovat bezpecné zajisténi viech konektort v dychacim systému. Odpojeni Ize
usnadnit pouzitim odpojovaciho klinu (100/555/100).

Zajistéte pfiméfené zvlh¢ovani vzduchu u pacientt, abyste minimalizovali inkrustaci lumen tracheostomické rourky a zabranili poskozeni
priadusnicové sliznice.

Priichodnost tracheostomické rourky je nutno zajistit pravidelnym odsavanim. Rutinné kontrolujte a podle potfeby vyménuite, aby byly dychaci
cesty prichodné. Doporucend doba poutziti je 30 dni.

Tlak v manzeté je potteba rutinné monitorovat a upravovat.

Pristroje a nastroje pouzivané pfi nafukovani manzety ¢i béhem néj mus byt Cisté a zbavené viech cizorodych latek a necistot. Nafukovaci zafizeni
odpojte od nafukovaciho ventilu ihned po pouziti. Uzaviete protiprachovym vickem.

Zamezte styku manzety s ostrymi predméty, aby nedoslo k jejimu poskozeni.
Ventil nafukovaci linky muze rusit zobrazeni metodou magnetické rezonance (MRI). Dbejte, aby byl ventil umistén co nejdal od snimkované oblasti.

Pokud jsou tracheostomické rourky Portex® pouzivany mimo nemocnici, zdravotnicky personal musi pacienta informovat o bezpe¢ném pouziti
a manipulaci s timto vyrobkem.

K ¢isténi této tracheostomické rourky pouzivejte vyhradné sterilni fyziologicky roztok.

Po dokonceni odsavani pres odsavaci trubici, odstrarite odsavaci systém vcetné regulacniho ventilu a uzaviete odsavaci trubici krytkou, aby bylo
minimalizovano nebezpedi infekce.

Likvidujte podle mistnich predpist.

VAROVANI

1 Pokud dojde ke krvaceni, ve vétsiné pfipad Ize situaci dostat pod kontrolu aplikovanim pfil
kontrolu, je potieba ranu vysetiit pomoci oteviené chirurgické techniky a zastavit krvaceni.

2 Pokud dojde k pos i vodiciho dratu béhem zakroku, mize byt obtizné pokraé V takovych piipadech Ize pokraé v zakrok
pouze za nasledujicich podminek:

ého tlaku. Pokud je krvaceni stale mimo

(a) poskozenou éast Ize zavést do pridusnice a
(b) zbyva d ¢na délka 3k ého vodiciho dratu.

Pokud vodici drat nelze zachranit, bude nezbytné pouzit novou soupravu nebo novy vodici drét (podrobnosti viz nize).

3 Pted vyj i h ickych rourek opatienych 2 i je nutno z manzet zcela vypustit viechen vzduch, aby nedoslo
k poskozeni priidusnice a zavadéciho otvoru.

4 Pokud na tracheostomickou rourku pfed zavedenim pouzijete lubrikaéni p¥ip éte, aby lumen rourky
a neznemoznil ventilaci pacienta.

5 j Z éfenym obj vzduchu éi podle subjektivniho pocitu odporu ze stiikacky; pfi nafukovani manzety je odpor
citit jen velmi malo.

6  Béhem anestezie mize oxid dusny difund do Zety a zpUsobit tak nariist ¢i pokles tlaku v ni.

7 - deidate k | lok hi

i ¢i lasery - palici se PVC vytvafi toxické zplodiny a v atmosfére obohacené

kyslikem (napfiklad pfi anestezii) segml'lie vzn

8  Tuto tract ickou rourku zivejte u pacientu s ak alni i i logii hornich dychacich cest - miize dojit k ¢astecné
&i celkové obstrukci téchto cest.
9 Nikdy nezavadéjte vodici drat do h é rourky s ym vy avacem J-3picky.

10 Tento produkt obsahuje DEHP - tidaje ziskané ze zvifecich a ickych studii p ji (mimo jiné) na nasledujici rizika:
nezadouci G¢inky na vyvin plodu, toxické ucinky na ledviny a jatra, negativni dopad na plodnost. Pouziti produktii s obsahem ftalati
vénujte ip una jicich populaci pacienti: déti, téhotné a kojici zeny. Dal3i informace o ftalatech naleznete na
internetové strance spole¢nosti Smiths Medical: www.smiths-medical.com/phthalates

Dalsi informace

Dilatacni pean pro vodici drét je béhem zakroku vystaven vysokému naméhani a béhem pouzivani maze dojit k jeho poskozeni. To se mize projevit
ohnutim klestin nebo nespravnym doléhanim 3picky.

V takovém pfipadé musi byt pean zlikvidovén.

Informace pro objednani

Vyrobek Kod Ks v baleni

Souprava pro perkutanni tracheostomii Portex® Suctionaid® 100/547/070-090 1
s dilatacnim peanem pro vodici drat

Souprava pro perkutanni tracheostomii Portex® Suctionaid® 100/548/070-090 1
bez dilatacniho peanu pro vodici drat

Nahradni vodici drat 100/544/000 5
Ventily pro regulaci podtlaku 100/515/200 10
Reference

[1] GRIGGS WM, MYBURGH JA, WORTHLEY LIG. A prospective comparison of a percutaneous tracheostomy technique with standard surgical
tracheostomy. Intensive care Med (1991); 17:261-3.

Profile, Soft-Seal, Vocalaid, Suctonaid, Portex a znacky Portex a Smiths Medical jsou ochranné zndmky spolecnosti Smiths Medical. Symbol ® oznacuje,
Ze dand ochrannd zndmka je registrovdna u U.S. Patent and Trademark Office (Utad pro patenty a ochranné zndmky) a v nékterych dalsich zemich.
Vsechny ostatni ndzvy, ochranné zndmky a servisni znacky zde uvedené jsou viastnictvim svych piislusnych majiteli.
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Pro jednordzové poufZiti.

Nepouzivejte opakované: Aby fungovaly, jak bylo zamysleno,
vyzaduji zdravotnické prostredky specifické materidlové
charakteristiky. Tyto charakteristiky byly ovéfeny pouze pro
jednordzové pouziti. Jakykoliv pokus o zpracovdni zafizeni za
tcelem ndsledného opak sho pouziti miiZe negativné ovlivnit
integritu zafizeni anebo vést ke zhorseni funkce.

Sterilni do otevreni ¢i poskozeni obalu.

Po pouziti zlikvidujte.

Nesterilizujte.

m Cesky

& Upozornéni
® Nepoutzivejte opakované
Cislo 3arze
MI Datum vyroby
g Pouitelné do
u Vyrobce

Zplnomocnény zastupce pro ES

m
3

Vyrobeno bez pouziti pfirodniho kaucukového latexu

d

Obsahuje ftaldt nebo je tento pritomen: bis-(2-ethylhexyl)
ftalat (DEHP)

’E
m
I
T

L www.smiths-medical.com/phthalates J

w
=1
m
=
=

E m Sterilizovano etylenoxidem

Priimér manzety v uvolnéném stavu

Mnozstvi

Nepoutzivejte, je-li baleni poskozeno

Uchovévejte v suchu

4 @ [ O

Nevystavujte slunecnimu svétlu

- \\/
i

Upozornéni:
Podle federalnich zakonti USA je prodej tohoto nastroje povolen
pouze lékaftim nebo na lékarsky predpis.

=)
=
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100 19 mapra 2019 CO-10074966 p Aipec mp Y ’
MuHHeanosmc.
* JloGasnen anpec npencrasutesst EC B Uexuu.
* Jlata aBTOpCKOro npasa obHoBieHa 110 2019 rosa B 3asBICHHH O TOBAPHBIX 3HAKAX.
* e« Cumsoa npexactaButeis EC u TekcT 100aBJICHBI B II10CCAPUil CHMBOJIOB.
Amnrnuiickuii | @pannysckuii | Hemenknit Wranbanckuii | Mcnanckuii Ioptyransckuii | JaTckuit IBenxuit Jlatckwuii Hopsexckuit
ecTb eCcTb ecTb eCcTb ecTb eCcTb eCcTb eCcTb ecTb ecTb
DuHCcKui I'peuecknit SnoHckuii Yenickuit CrnoBaukuit Benrepckwuii IMonbckuit CnoBeHckuil | DcToHCKUI Jlarpiiickuii
ecTb eCcTb HET eCcTb ecTb eCcTb eCcTb eCcTb ecTb ecTb
JIuToBCKMIt Typernxuit Bonrapcknit Pymbrackmii Pyccknit XopBaukuit Kuraiickuit Kopeticknit Apabckuit
eCTb HET eCTb eCTh HET ecTb HET HET HET

3AMEYAHMA NO AN3ANHY ARTWORK

Homep agetanun: 10019361-001

Pasmep: 297 mm (L) x 210 mm (B).

Pasmep B cnoxkeHHom Buge: 148 mm (L) x 105 mm (B).
dopmaT UHCTPYKLMM: NeYaTHana UHCTPYKLUMSA, 16 cTpaHuL,.

A) NoapobHbIe TEXHUYECKME XapPaKTEPUCTUKM UHCTPYKLMM CMOTpUTE B cneumduKaLmm npm nokynke.

B) YTBepKaeHMe cogepKaHma 1 cneuudurKaummn Xy4oKecTBEHHOM paboTbl NOCPeACTBOM 3/1EKTPOHHOIO
yTBEPKAEHUA.
C) YTBEpXKAEHWE JaHHOrO AOKYMEHTA KAacaeTcsa TO/IbKO OKOHYaTelbHOro ¢opmarta U makeTa. Bee
nepesogbl bbinn NpegsaputTenbHo ogobpeHbl B L6389 UccnenosaHue 100.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.

- BHYTPEHHUIT IOKYMEHT -
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CXEMA CKNAOBIBAHUA

210mm (B)

| smiths medwcal

210Mm (B)

297Mm (W)

PA3SMEP MNMEYATW (A4)

smiths medical

148Mm (L)

dopmat A5, CNOXKEeHHbIW B
thopmaTt A6

2.

TekcT Ana YTEHUA
Takum obpazom

1%, = MecTa cTexkos.
BHYTPEHHWE CTPaHULbl ABaXAbI
NPOLKTEI A0 OBNOXKN.

4.

105mm (B)

148mm (W)

[oTOBLIN pasMep B CNOXEHHOM
Buae (AB)

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,

pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
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Konnavyok ansa aekaHonsuu

MHCTPYKLUMK MO UCIMOJIb3OBAHUIO

PORTEX 3
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s MpouseopuTens: MpeacTtasuTens B EBpone: =

Smiths Medical ASD, Inc. Smiths Medical Czech Republic a.s.

6000 HataH Jlein Hopt Onomoiika 306, Mpanuue 1-MecTo,

Munneanonuc, MuxHecoTa 55442 CLUA - 753 01 Mpanmue, Yexus

Ten: 18002585361 (CLLUA/KaHaana) Ten.:+44(0) 1233 722100

Ten.:+16142107300

\www‘smiths-medical.com smtths meduwcal

[aHHbIA SOKYMEHT M BCA MHPOPMALMA, COAEPKALLAACA B HEM, ABAAIOTCA KOHOUAECHLUMANbHON COBCTBEHHOCTbLIO M HE MOXKET

6bITb PacKpbITa, pacnpocTpaHeHa MW BocnpousseaeHa 6e3 NMCbMeHHOro paspelleHns komnanuu Smiths Medical.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
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Kosmavox J1si JeKaHIOISIIHA
MHCTPYKINHU T1O UCITOJIb3OBAHUIO
JlaHHast HHCTPYKLUS OTHOCSATCS K MCIIOJIb30BAHUIO CIIEAYIONIEro NpoaykTa Portex®:
Karanoxusiii Homep: 100/534/010 Buyrtpennunii Ne: 100/534/010CZ
JlaHHast HHCTPYKLKS COAEPIKUT BAKHYIO MH(POPMALKIO U1t OE30IIaCHOTO MCIIOJIb30BaHus poayKTa. IIpourure Beé
coziepKanue JaHHOW MHCTPYKIUK 110 NpUMeHeHHI0, BKimodas [Ipexynpexknenns u [IpegocTepexenus, nepe
UCIIONIB30BAaHKEM TIPOIyKTa. HecoOmoaenne JOKHBIM 00pa3oM NpeaypexkIeH i, IPeI0CTEPEKEHNN U HHCTPYKIUI
MOJKET TIPUBECTH K CMEPTH MIIHM CEPLE3HON TPABME MAIMEHTA /UM Bpaya.
IIPUMEYAHUE: PACIIPOCTPAHUTE JIAHHBIH BKJIAZBILL [10 BCEM MECTAM ITPOJAXKH ITPOOYKTA.

1 Onucanue:

[TnacTrkoBbIi (POPMOBAHHBII KOJITAYOK /ISl yCTAaHOBKH Ha 15-MUIIMMETPOBOE COEIMHEHHE TPAXEOCTOMUYECKHX TPyOOK
c orBepcTHsAMH Portex ® ¢ 1enbro 3aKynopKy KOHIIA TPaXeoCTOMUYECKOl TpyOku. Konmauok 1uist NeKaHIONALUH
OKpaIlIeH B KPAaCHBIN IBET ISl YA0OCTBA HICHTU(DUKAIIHH.

2 Mloka3zaHusi K IPUMEHEHHUIO:

JlekaHIOIMOHHBIN Konmadok Portex® MO)KHO HCIIOIb30BaTh ATl OOIErdYeHUs OTIYYEHHS MU BOKAIH3aINH MTAICHTOB,
KOTOPBIM YCTaHOBJIEHAa OKOHYATasl TpaxeocToMudeckas Tpyoka Portex®.

3 IIpoTHBONOKA3AHUS:

M3BecTHBIX IPOTUBONIOKA3aHUN HET.

4 TIpenynpe:xaeHus:

4.1 Konmavoxk Jyisi ASKAHIOJSINH CICAYET UCIIOIb30BaTh TOJIBKO C TPAXCOCTOMUUCCKUMHE TpyOkamu Portex ® ¢
oTBepcTUsAMH. HeBbInosHeHe JaHHOTo TPeOOBaHMUs MOXKET IIPUBECTH K 3aKYNOPKE AbIXaTENbHbIX MyTeH MalieHTa, 4To
NpUBEET K CMEPTH MaIMeHTa WK TpaBMe.

4.2 He HazieBaiiTe JCKaHIOIAIMOHHBIN KOJIMAY0K C YCHIIMEM Ha 15-MUJLTMMETPOBBIA HAKOHCYHHUK, TaK KaK 3TO MOXKET
BBI3BaTh TPYAHOCTH IIPU CHATHH, YTO MPUBEIET K HENPEIHAMEPEHHON AITUTEABHON OKKIIIO3UU HAKOHEYHHUKA
TPaxeoCTOMHUYECKOM TPyOKH N MOXKET IPUBECTH K CMEPTH MAIMEHTA WM HeOOpaTUMbIM TpaBMaM. [Ipn BOZHIKHOBEHUH
TPYIXHOCTEH MOKHO MCIIOJIB30BATh TPaxeocToMUUecKuit KinH Portex ® st 001eryeHust 0TCoe IMHEHMS.

4.3 Heobxoaumo cobiro1aTh OCTOPOKHOCTD TIPH UCTIONB30BAHUN KOJINAYKa /IS AEKAHIOJISIUY B COYETAaHHUN C
MaHXETHOH TpaxeocTOMUUYECKOH TpyOKkoii ¢ oTBepcTHeM. [lonb30BaTess 10DKeH yOeIUTHCS, YTO MaHXKeTa IOJTHOCTHIO
CIyIIEHA ¥ YTO MCIIOJIb3YeTCs BHYTPCHHSS KaHIONS C OTBEPCTHEM MJIM YTO BHYTPEHHSS KaHIOJIS Oblila yJajeHa.
HessimonHeHne JaHHOTO TPEOOBAHHUS MOKET IIPUBECTH K MOJTHON MM YaCTUIHON OOCTPYKILUH JBIXaTEIbHBIX ITyTEH.
[TonabmtoaiiTe 3a MalMEHTOM Ha MPEAMET NMPH3HAKOB HAPYIICHUS ABIXaHUS U PU HEOOXOJUMOCTH HEMEJIEHHO
CHHMMTE KOJIAYOK IS ACKAHIOSINHY, 3aMEHUTE BHYTPEHHIOIO KAHIOIO M CHOBA MOJKIIOUUTE KOHTYP UCKYCCTBEHHOM
BEHTHJISINH JIETKUX.

5 MHCTPYKLMH 110 IPMMEHEHUI0

5.1 INepen ycTaHOBKOI KOJIAa4Ka AJIsl JEKAHIOMSMH AbIXaTeJIbHbIE Ty TH MAlUeHTa JODKHBI ObITh OYHIIECHBI Iy TEM
KaIllJIsl W/WITH OTCachIBaHUsL.

ITPUMEYAHMUE: Bo Bpems oTcachiBaHHS BCET/Ia CIEAYET UCIIOJIB30BAaTh OJTHOPA30BYIO0 BHYTPEHHIOK KaHIOJIO, YTOObI
BCACBIBAIOIINI KaTeTep HE BBHICTYIA Yepe3 OTBEPCTHA U HE MOBPEKIAT CTEHKY TPaXCH.

5.2 VI3BnexuTe 0JJHOPa30BYIO0 BHYTPEHHIOIO KaHIONIO (€CIM OHA UCTIOJIB3YeTCs).

5.3 CnycTrte BO3ayX M3 MAHXEThI TPAXEOCTOMHYCCKOM TPYOKH (€C/IM OHA YCTAHOBIICHA).

5.4 HanenbpTe KOIIMAa40OK ISl AEKAHIOISINY 1 BHIMATEIBHO CIIEANTE 32 COCTOSIHHEM IallieHTa.

5.5 CHEMUTE KPBILIKY AT JEKAHIOJISIUN 110 HCTEUEHUH KeIaeMoro BpeMeHH. [IpoBepbTe IPOXOANMOCTD ABIXaTeIbHBIX
myteid. [Ipu HeoOxoaumMocTH Ut 00JIeTYEH ST OTCOEIMHEHHUSI MOXKHO HCII0JIB30BaTh TPaXxeocToOMUUYecknii KimH Portex ® .
B kaxxmoit kapTOHHOH KOpoOKe mocTapisercs 4 KInHa.

5.6 BcTaBbTe HOBYIO OJJHOPA30BYIO KaHIOJIIO M IPH HEOOXOMMOCTH IOACOEMHUTE K JIBIXaTeIIbHOM CHCTEME.

5.7 Ecnu ojHOpa30Basi BHY TPEHHSISI KAHIOJIS MITH KOJIITAYOK JUIsl IEKAHIOJISIIIAY 3arpsI3HSATCS CKOIMBLIMMUCS
BBIJICJICHUSIMH, TO M3BJICKUTE M YTHIM3UPYHTE X B COOTBETCTBUHU C PEKOMEHIAINSAMH OOIBHHUIIB U 3aMEHUTE HOBBIM
YCTPOMCTBOM.

BHUMAHME: Crnenyiite crangapTHBIM IIPOLEypaM HHPEKIIMOHHOTO KOHTPOJIS, yKa3aHHBIM LleHTpaMu 1o KOHTpOITo
u npouaxkruke 3aboneannii (CLLIA) unm nX MECTHBIM aHAJIOTOM.

Portex, Portex design mark u Smiths Medical design mark sisirorest Toproseivu Mmapkamu Smiths Medical. Cumon ®
yKa3bIBaeT Ha TO, YTO TOBAPHBII 3HAaK 3apETUCTPUPOBAH B BEOMCTBE IO IIaT€HTaM U ToBapHbIM 3Hakam CIIIA u
HEKOTOPBIX JIPYTUX CTpaHaX. Bce ocTanbHble yIOMSIHYTbIE Ha3BAHUS H TOBAPHBIE 3HAKH ABISIOTCS TOPTOBBIMU
HaMMEHOBAHUSAMH, TOBAPHBIMY 3HAKAMH HITH 3HAKAMH OOCITY>)KHBAHHS UX COOTBETCTBYIOIINX BJIAJICNIBIIEB.

© 2019 Smiths Medical. Bce npaBa 3ammuieHsbl.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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[aHHbI AOKYMEHT M BCA MHOOPMALMA, COAEPIKALLAACA B HEM, ABAAIOTCA KOHOUAEHLMANbHOM COBCTBEHHOCTbLIO M HE MOXKET
6bITb PacKpbITa, pacnpocTpaHeHa UK BocnpouseeaeHa 6e3 NMCbMeHHOro paspelleHns KomnaHuu Smiths Medical.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
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INPOBEPKA JJIOKYMEHTOB

Hepez[ HCTIOJIB30BAHUEM NJAHHOTO JOKYMEHTA IT0JIB30BATEIb HECET OTBETCTBEHHOCTD 3a IIPOBEPKY AKTYAJIbHOCTH

peAaKuu U AaThbl BCTYIIJICHUS B CUITY.

JIUCT PETUCTPAIIMI UISMEHEHUIA

Baapnenen caiita: MASH

Jlono/IHNTe/IbHBIE CAliThI, HCIOJIb3YIOIHEe JoKkymMenT: MCZH

JlaTa BeTynieHust Homep u3m.
Bepcus HN3meHeHusi, BHeCEHHbIE B IOKYMEHT
B CHILY
PWR: 5477
JanHas xynoxectBeHHast pabora 3amenser 10001116-001 (LLS10001116-001 REV 100).
OOHOBICHUS BKITIOYAIOT CIEAYIOLINE U3MEHEHHUS,
* IOpuauyeckuii anpec npousBoaurens n3MeneH ¢ Yemickoi Pecriyonuku Ha Haran Jleitn, MuHHeanonuc.
100 19 mapra 2019 C0O-10074966
* Jlo6aBnen aapec npeacrasutens EC B Yexuu.
* HoBblif ynmonnomouenHsli oprau, u3mener ¢ CE0473 na CE2797.
* Jlata aBTOpcKoro mnpasa o6HoBiieHa 10 2019 roa B 3asBiIeHUN O TOBAPHBIX 3HAKAX.
» CumBoun npencrasuteiisi EC 1 TeKCT 100aBIICHBI B TII0CCAPUI CHMBOJIOB.
Anrnuiickuit | @pannysckuii | Hemeuknit Wranbauckuid | Ucnanckuit Ioptyranbekuit | darckuit I Benxuit Jlarckuii Hopgexckuit
eCTh ecTh eCTh ecTh eCTh ecTh ecTh ecTh eCTh eCTh
DuHCKMIA I'peuecknit SmoHckui Yenickuit CroBaukuii Benrepckuii TTonbckuit CroBeHCKU# | DCTOHCKHIA JlaTeimcknii
eCTh eCcTh HET eCcTh eCTh eCcTh eCcTh eCcTh eCTh eCTh
JluroBckuii Typerxuit Bonrapcknit Pymbrackmii Pyccknit XopBaukuit Kwuraiickuit Kopeticknit Apabckuit
eCTh HET eCTh eCcTh HET eCTh HET HET HET

PA3JIEJI 1 - Cxema ckiaagbIBaHUS
PA3/IEJI 2 — Xyno:kecTBeHHbIe pa6oThl UHCTpYKIMHT
PA3/IEJI 3 — UHCTPYKIUS HA YeUICKOM SI3bIKE, CIIPABOYHBINA TEKCT

INPUMEYAHUSA K TU3ANHY
Homep neramu: 10001116-002

Pazmep: 592 mm (III) x 210 mm (B). Pasmep B ciioskernom Buze: 148 mwm (1) x 210 mm (B).

®opwmar IFU: neuaTHas UHCTpyKLus, 52 CTpaHULBL.

A) Toppo6urle TexHnueckne xapakrepuctuku [FU cM. B cienngpukayy mpyu NOKyIKe.
B) V1BepkacHue comepikaHus U cCenu(UKAINK XyI0KECTBEHHOTO IIPOU3BEICHHS TOCPEICTBOM JICKTPOHHOTO
YTBEPIKICHHUSL.
C) YTBepkaeHue 3Toro JOKyMEHTa KacaeTcs TOJFKO OKOHYATEeIhbHOTO (opMaTta 1 MakeTa. Bee mepeBoab Obln
npeaBaputenbHo yrBepxkaeHsl Ha LLS10001116-001 Pes. 100.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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PA3JE 1 - Cxema cKAAIBIBAHAA
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JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
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PA3JIEJI 2 — Xyno:kecTBeHHBIe padoThl MHCTpYKIMHT

Pycckui

PORTEX '

Habop ans nepkytaHHon
TpaxeocToMUK Suctionaid®
c anA p p © — 100/547/070-080
LWmnuamm ans p P Gea np =10 0-080

WHCTPYKUWMA NO NPUMEHEHWIO

a7

10001116-002 201901

wd Npousaanrens: [E[&# Npeactaswurent. s Espone:
Seniths Madical ASD, Ine. Sreiths Modical Czoch Rapublic a.5.
8000 Hatan Nedn Hopt Onomoixa 306 Mpasue | - Mecto
Musipancius, Muwescora 55442 CUL 75301 Mparuye, Sems
Ten.: 1 800 158 5361 (CLUA K arana) Ten.: +4410) 1233 722100
Ton. 416142107300

\ www smithe-medicalcom smiths medwcal

JlaHHBI JOKYMEHT U BCS COJCPIKAINAACS B HeM HH(OPMALHS SBISICTCS KOH(PUICHIMAIBHON, YaCTHOW M He MOXET OBITh PaCKpPBITA, PACIPOCTPAHEHA HJIM BOCIIPOU3BEICHA 0€3 MHChbMEHHOTO pa3pelleH!s KoMnanun Smiths

Medjcal.
- BHYTPEHHUU JOKYMEHT -
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JlaHHBI JOKYMEHT U BCS COJCPIKAINAACS B HeM HH(OPMALHS SBISICTCS KOH(PUICHIMAIBHON, YaCTHOW M He MOXET OBITh PaCKpPBITA, PACIPOCTPAHEHA HJIM BOCIIPOU3BEICHA 0€3 MHChbMEHHOTO pa3pelleH!s KoMnanun Smiths

Medjcal.
- BHYTPEHHUU JOKYMEHT -
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Habop st Tpaxeocromun Portex® Percutaneous Suctionaid®
MHCTPYKIHU 10 UCTIOJIb3OBAHUIO

DTH MHCTPYKIMU OTHOCSTCS K HCIIOJIB30BAHHUIO CIICIYONIMX MPOIYKTOB Portex®:

Ne o katanory 100/547/070-090 C mmmnuaMu Aj1s paciiupeHus npoBoaHuka BuyTpennuii Homep: 100/547/070CZ-090CZ

Ne o karanory 100/548/070-090 Pacumpsirouye mumnis! 6e3 npoBoHuka BryTpeHnuii Homep: 100/548/070CZ-090CZ

BaxkHo, 9T00BI B IIpoLefype UCIOIB30BAIUCEH TONBKO paciupsionye mumisl Portex® Guidewire.

[t nony4ueHust moApoOHO# HH(pOPMALIUK TO3BOHUTE CBOEMY MECTHOMY AUCTpHObIoTOpY Smiths Medical nnn kommannu Smiths Medical
International Hanpsimyto 1o Tenedony +44 (0)1303)260551.

WHCTPyKIHHK CoepKaT BayKHYO HHYOPMALHIO 11t 6e30aCHOT0 UCIIOIB30BaHMs IPOAyKTa. [IpodTrTe BCe CofepKaHUE JaHHOM
WHcTpyknun no npuMeHeHuto, Bimodas [pexynpesxnenns u [Ipegoctepexkenns, Iepe HCIOIb30BaHHEM 3TOT0 NpoaykTa. HecoOmoaeHue
JIOJDKHBIM 00pa30M MpeIynpeskICHNH, TPEAOCTEPEKEHUH N HHCTPYKIUI MOKET IIPUBECTH K CMEPTH WIIM CEPhE3HON TPaBME MAllUCHTA H/HITH
Bpaua.

IMPUMEYAHMUE: PACITPOCTPAHUTE OTOT BKJIA/IBIII ITO BCEM MECTAM ITPOJAXH ITPOJIYKTA.

Beeaenune

TexHHKa YPECKOKHON TPaXeOCTOMHU — 3TO HOBAass MMHUMAJIbHO HHBA3WMBHAs MPOLELypa, KOTOpas Mpeanaraet 6ojee MpocToit 1 ObICTphIit
METO/] BBE/ICHHS TPAXEOCTOMHUYECKOH TPYOKH, YeM TpaMIHOHHBIC OTKPBITBIC XUPYPrUUecKUe MeTo/Ibl. ETo mpenMyIecTBo Takke B TOM, 4TO
€T0 MOXXHO TIPOBOJUTB Yy MIOCTENIH OOIBHOTO.

B cpaBHHTEIBHOM KIMHIYECKOM HCCIIEIOBaHNH ¢ ydacTHeM Goiiee 150 maruenToB [1] He ObUIO JeTaIbHBIX HCXOJIOB, CBA3aHHBIX C 3THM HOBBIM
METOJIOM, a 00IIast 4acToTa OCIOXKHEHHUi cocTaBuia 3,9%. B rpymme, mepeneciieil TpaANIHOHHYIO XUPYPIUUECKYIO TEXHUKY, OBLT OUH
JIETANIBHBIA UCXOJ M JOCTOBEPHO O0JIbIIas yacToTa ocnoxuenuit 18,9% (p<0,001).

B nponenype ucnons3yercst Texuuka CelbAMHIepa 11 BBEJCHUS B TPAXelo CIEUAIbHO pa3pabOTaHHBIX MPOBOJIOYHBIX PACIIHPSIOMINX
IWMIOB, KOTOPBIE 3aTeM HCIIOIB3YIOTCS I pacIIUpeHns Tpaxed. KOHCTpyKIus IUIIIOB I03BOIIET PABHOMEPHO PACIpe/ie/sITh BHEIIHee
ycuye 1o 60MbIIoi IOy MOBEPXHOCTHU ero OpaHIIei, TeM caMbIM CBOJSI K MHHIUMYMY yCHIIHE B IF00OH 3aJaHHOU TOYKE TPaXeH U, TAKHM
00pa3oM, CBOJI K MUHIMYMY JII000# PHCK TpaBMbI Tpaxeu. 3aTeM IPOBOJHUK HCIIONb3YETCs IS ITO3UIHOHMPOBAHUS TPAXEOCTOMUUECKOM
TpyOKH.

IockoJIbKY METOJ YPECKOKHOMN TPAaXeoCTOMHH SIBJISIETCS HOBBIM, MbI HACTOSITEILHO PEKOMEH/IyeM BpadaM NPOIiTH M0JIHOe 00y4YeHne
3TOif mpoueaype U 03HAKOMHUTHCH ¢ TexHHKoil CenbauHrepa. Ilo3ToMy MBI peKoMeH/IyeM, Mpex/ie YeM NMbITAThCs HCIOJIb30BATh 3Ty
TEeXHHKY, BHINOJTHUTH CJedylolee:

(1) AHcTpyKIMs 0 NPUMEHEHHIO 10JI’KHA ObITh POYUTAHA U MOHATA.

(2) IIpocmoTpuTe 00yUalOLIee BUEO.

(3) Hactennas auarpaMma, WUTIOCTPHPYIOLIAast TEXHHKY, 0TOOpaxaeTcst /15 y1o0cTBa.

(4) TexHUKA BBINOJIHAETCH U3 MEPBbIX PYK.

YT100bI HOTYYHTH KOHCYJIbLTAIIHIO MO MOJYyYeHHIO BHIE0 M HACTEHHOMH IMarpaMMbl, HO3BOHHTE CBOEMY MeCTHOMY JHCTPUOLIOTOPY
Smiths Medical nian B komnanunio Smiths Medical International nanpsimyio no resedony +44 (0)1303 260551.

TpeOyetcst kKak MUHHMYM 2 OIepaTopa: OJMH Ul TOJACPKaHUs IIPOXOAMMOCTH JbIXAaTENbHbBIX ITyTeil MaleHTa, aHECTE3UH, AbIXaHHs U
KPOBOOOpAIIEHH s, a IPYTOil IS BBINONHEHHs ITpoeaypsl. TpaxeoctoMudeckas TpyOka Suctionaid® BiirouaeT B ce0s IPO3padHyIo IHHHUIO
BCaChIBaHHs1, OKAHYMBAIOLIYIOCS HaJl MaHKeTol noptom JIrospa [1s oberdenus HoAcoeIMHEeHNs JIM00 K ILIPHILY, JIMOO K KJIaraHy KOHTPOJIS
BaKyyMa, BXOAIIEMY B KOMIUICKT, KOTOPBI ITO3BOJIIET aCHMPUPOBATH JIFOOOH CKONUBILIUICS CEKPET.

Ecnu tpebyeTcst BOKamu3anusi, Mbl peKOMEH/IyeM HCIob30BaTh Portex® Vocalaid® (100/517/060-100).

Copepxumoe komiekra [Puc. 1]

(1) Cranbnens

(2) Kanrons 14G IV B coope

(3) tmpury 10 mox

(4) IIpoBOJHUK ¢ HHTPOABIOCEPOM

(5) Pacummpurens

(6) IMpoBoxHKKOBbIE pacuupstomue munuel (GWDF)

(7) TpaxeocToMuueckasi TpyOKka u 00TYpaTop C MPOCBETOM

(8) Knnanan ynpaBJieHUs! BCacblBaHHEM

JlnameTp MaH:KeThl B IOKoe (MM)

TpaxeocTromuueckasi Tpy0Ka, BHyTPeHHHIi 1UaMeTp 7,0 8,0 9,0

Man:xera Profile® 22 27 30

IloaroroBka KOMIOHEHTOB

1 IIpoBepbTe MaHXKETy TPaXxeOCTOMHYECKOI TPYyOKH Ha HATMYHE YTEUEK ITyTeM MPOOHOTo HalyBaHUs. Y O0eauTech, 4To 00TypaTop CBOOOIHO
IepeMeInaeTcs B Tpaxe0CTOMHIECKOH TpyOKe, IpeJBapUTEIILHO OCBOOOINB YACP KUBAIOIINE 3a5KHMBI JIeTKIM NOBOpoTOoM. CHOBa BCTaBbTE
00Typarop, yOeaUBIINCH, YTO OH «CO IEITYKOM» BCTANl Ha MecTo. Eciti Bee y10BIETBOPUTEIBHO, OJIHOCTBIO CIYHTE MaHKETY, YTOObI H30eKaTh
pa3pbiBa MaHXXETHI BO BpeMsI BBEJICHIS TpyOKH, U 3aKpenuTe KpbUlbs (IaHIa oopaTHO Ha 00Typatope.

2 Y6eauTech, 4TO IPOBOJHUK CBOOOIHO IIPOXOJHUT Yepe3 MIUMITBI U 00TypaTop TPaxeOCTOMIIECKOH TpyOKH.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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Toaroroska nauuenta

3 TauueHT J0JIKEH JISXKATh Ha CHHHE C IOAYIIKO# JUIsl OUIEPXKKH LIEH | [L1eY, YTOObI BHITAHYTH ek [Puc. 2].

4 Haiijiure muTOBHIHBIH XPALL MEK Ly GOJBIIMM H yKa3aTElIbHBIM NAIIbLAMH, ONPE/ICIHTE K OTMETHTE AHATOMUYECKHE OpHEHTHPBI [Prc. 3].

(a) LUTOBHIHBII Xpsiuy

(6) IepcTHeBH MBI XpAIIT

(¢) Kobita Tpaxen

(d) I'pymnHas BhieMKa

() Bo3amoskHBIE MeCTa BBEJICHHS

5 IpearaeMple MECTa JUIsl BBEICHHS TPYOKH OTMEUCHBI (X) M HAXOLATCS JIMO0 MEKILY IIEPBBIM U BTOPLIM, JIHGO MEKLy BTOPBIM H TPETHUM KOJIBLAMH TPAXCH.

6 Iepex npouenypoii ysemubte FiO2 10 100% 1 KoHTpOIMpYiiTe COCTOSHNE TALMEHTA C IOMOILIBIO OKCHMETpHH, KarHorpaduu, DKI 1 apTepHaIbHOro JaBieHus.

7 OuucTHTE BO3/lyX U3 [IIOTKH H, €CIIH HMEETCS, CIyiiTe MaHKeTy HHTYGaLHOHHOM TpyOK. BortsuiTe TpyOKY 110 BXOIHOIO OTBEPCTHS B FOPTAHH H OBTOPHO pasjyiite
MaHKeTy TMOJHOCTHIO HaJl FOJIOCOBBIMHU CBA3KAMH, YTOObI BOCCTAHOBHTH TePMETHYHOCTh. ITO HE0OX0MMO, 4TOOBI TpyOKa He Melaia npoueype. Y epiupaiite Tpyoky B
TAKOM TIOJIOKEHHH, YTOOBI TOI0BA H IIEs HAXOJHIIMCE HA CPE/IHEH JIMHMH, a JIbIXaTe/bHbIC TyTH ObLTH COXPAHEHBI.

PexomenjtyeTcsi HCTOIB30BaTH TS O 110 cpe/IHeii JTHHUM M OCJIe/yIoIeii TPaXeocTOMHYecKoii TpyokH, 4To
MO’KeT NPeI0TBPATHTH NAPaTpaxeaibHoe Pa3MelleH e, KOTOPoe MOKeT NPHBECTH K MOK0KHOIi M(pH3eMe W/HIH THeBMOTOPAKCY.

IToozomosxa mecma K onepayuu

8 Tpose3nHHIUPYiiTe KOKY H HAJIOKHTE CTEPHITBHBIE CA(ETKH.

9 IanpnupyiiTe MEPCTHEBUHBIA XPSIIL H TIPH M POBeHTE HHOH
TOMOYb YMEHBIIHTH KPOBOTEUCHNE B MECTE Pa3pesa.

MECTHBIM aHECTETHKOM. FIHBEeKIIMS PacTBOPOB, COMEPKAIIMX aIPEHATMH, MOXKET

Mpouexypa
10 CnenaiiTe ropU30HTAIBHBIH HIIH BePTHKAIBHbIH Haapes [Puc. 4] B BHIOPaHHOM MecTe BBEICHH, Pa3Mep KOTOPOrO A0CTATOUEH IS yCTAHOBKH TPAXEOCTOMHYECKON
Tpy6ku (1,5-2 cM). Ha 9ToM dTare MOKET 0Ka3aThCs HOIE3HBIM BEINOIHHTS IHATHOCTHYECKOE TYIIOE P [ JIMHUIO) JUIst

AHATOMHYECKHX OPHEHTHPOB.
TPA HAJTMYUH TMIOATBEPAUTE, YTO TPAXEAJIBHASI TPYBKA BbLIIA OTBEJIEHA OT MECTA BCTABKH, BO U3BEXKAHUE IPOKOJIA
MAHXETBI.

11 BetaTe HITY H KaHIOMO (CO IMPHIIEM) TTO PTGt MHIHM B MECTO BBEMICHHs [PHC. 5] B KayIabHOM HalpaBICHHH, UTOGH! HCKIIOUHTH BEPOATHOCTh POXOAKICHHS
npoBoMHNKa B IOTKy Ha mare 13. Iponwuraiite nrty (npn ™, 0TXOT OT 0 KOJIBIIA) J10 TEX TIOp, TTOKA CBOGOHBIi BEIXOM BO3TyXa W3 IMpHIA
HE TIO/ITBEP/IT BBOJ MIVTBL. MITY M KaHIOTIO B TPAxero. ITOMY MOKET CrIOCOGCTBOBATH mmpra, 0 KHIKOCTHIO, TIO3BOAIONIETO
BH3Ya/H3MPOBATHL OTOMPAEMBIii BO3/yX. Bo Bpems 5TOro nporecca MOKET acHPHPOBATHCS HEKOTOPOE KOHYECTBO CIIM3H, HTO SIBJIACTCS HOPMATBHBIM SBJICHHEM.

12 OctaBuB KaHIONIO HA MECTE, U3BJIEKHTE HIJTY H WIPHLL. [T0JICOSMHATE MNPHIL K KaHIONEe H HAGEPHTE BO3ITyX, YTOOBI ellie pas yOeMThCs, YTO KAHIOJIs HAXOIUTCS B
Tpaxee. Y IalHTe IITIPHIL.

13. Borramme 3 " Te J-06pasHblit HAKOHEUHHK, OCTABMB 0CTATOUHYIO JUTHHY OTKPBITOTO MPOBOHHKA (23 CM), 4TOGHI €r0 MOKHO GbUIO
BBECTH yKa3aTe/bHBIM H GOMbImM nasbiami [Puc. 6].

BCTaBbTe HHTPOZILIOCEP B KAHIONIO W BBIBE/IHTE POBOIHUK H3 HHTPO/BIOCEPA TAK, UTO0BI €ro /UTHHA He Menee 10 oM HaX0amsIach B Tpaxee [puc. 7], OCTaBIIsis CBOGOHBIM
cHapyxkH 0kolo 30 cM.

14 Yéenurecs B B KAHIOIE TIPe/l y/IaJICHUEM KAHIONH, OCTABUB IPOBOJIHUK HA MECTE.
n y Oymer ThCsSl LISt HANPABJICHNS] KOMIIOHEHTOB B TPAXelo, BAKHO YOeANThCsI, 4TO OH He ( He nepeKpyden)
BO BpeMsl iponeyphbl. UTodbI H36eKaTh ITOT0, Beera 3akpenuisiite il Konen yKazar no NATLIAMH NPH NPOABHAKEHHH
KOMIIOHEHTOB B nauenTa. (B cjiydae noBpesieHns MPOBO/Ia HA JI000OM JTane cM. NpeyNpekIeHnsi B KOHIE JAHHOI ). Bo Bpemsi np PbI BaM
HYKHO Oy/1eT y0eanThest, 4To He nepexpyeH, ero yepe3 Thl H TPaxelo.
15 TIpoBe/uTe paciumpHTENeM N0 NPOBOHUKY YEPE3 MATKHE TKAHH, TIOKa HE IOYYBCTBYETE CONPOTHBIICHHE Ha CTeHKe TpaxeH. C JIerkuM GOKOBBIM JBIKEHHEM

rens [Puc. 8], PaCIIMPHTENb BIEPE]l, YTOObI IPOHHKHY T Yepes CTEHKY TpaxeH, KaK TKaHH, TaK U CTEHKY TPaxeu.
Voenurech B B Tpaxee H pacIIHPHTeJIe, MPesK/Ie YeM YIATSTh TeJIb, 0CTABJISS Ha MecTe.
16 3axMuTe WHIIB IS (GWDF) u 4epes OTBEPCTHE Ha KOHYMKE, KOTOPBIH 3aTeM CHOBA IOSIBUTCS YEPE3 OTBEPCTHE HA
M30rHyTHIX Mieyax [Puc. 9].
17V, ii Kower p ¢ 1 KOHHHK TTHHIETa MO/ TeM JKe YITOM, HTO H NIPH NIePBOHAYaTbHOM BBS/ICHNH KaHKOIH, POBHTAiTe M

710 TEX T10p, TIOKa HE OYBCTBYETE CONPOTHBICHNE NIEPEHCH CTCHKE TpaxeH. MIHOTIa TOT MepBHIii MPOXO/ MOYKET IPHBECTH K TPOHMKHOBSHHIO IMITIOB B Tpaxero, Ecim
310 SIBHO npousouwno, nepeiiznte  wary 20.

18 INocTeneHHo pacKphIBAITE IIHIILLI 00CHMH PyKAMH, PACIIHPSs TKAHH HACTOIIBKO, YTO0I MOXKHO GBLIO IPHHATH TPAXCOCTOMHUECKYIO TPYOKY. BBITSHITE IHIIIb! B
OTKPBITOM ToJI0KeHuH. Puc. 10].

VYoenurech B B Tpaxee.

19 IopTopure stanbi 16 1 17. Y 1ep:kuBast MIMNIbI COMKHYTBIMH, HPOJBMHBTE HIMIIIbI Yepe3 CTeHKy Tpaxew [Puc. 11]. Tlpu npokasbiBaHuu CTEHKH TPaxeH ONLyIIaeTest
TIOTEPS COMPOTHBICHHUS.
BHUMAHME! Ilpesie uem mepeiiTh K c/IeylomieMy 3Taiy, yoeJuTech B yCHenIHOM IPOHHKHOBEHHH uepe3 CTEeHKY TPaXeH, YTo0bl H30eKaTh Cephe3HOro

nospe:ienus nposoauuka. losropure 19, ecin neodxoxumo. Eciiu moreps conpor npu B CTEHKY He bL1a 0UeBH/IHA, BO3MOKHO,
ofpasoBaics npeATpaxealbHbIii 10kHbII X011 [puc. 12]. Ip y i mp YPbI 110CIe ITOT0 NOBpeUT np (em.
npexynpexaenus).

20. Jlepska PyKOSITKH IIMIIIOB BJIOJTh CPE/IHEiT IMHUH, TIOHHMHTE PYKOATKH B BEPTHKATBHOE MOMOKEHHE TAK, 4TO0BI KOHYHK IIMITIOB TTy07Ke MPOHHK B CTEHKY TPaxeH H
JIeKasl IPOJIoNBHO B Tpaxee [Puc. 13].

H.B. Y6eaurecs B B LIMILAX H Tpaxee.

21 JIByms pyKaMu OTKPOWTE IHIILIBL, YTOOBI PACUIMPHTH CTEHKY TPaXeH B IOCTATOUHOM CTENeHH, YTo0bI IPHHATH TPaXeoCTOMHUECKYIo TpyOKy [Puc. 14]. Borrsauute
LTI B OTKPBITOM HOJIOKEHHH.

22 TIpoenbTe MPOBOHUK HYEPE3 OTBEPCTHE HA KOHIIE 0GTYPaTOpa M IIPOABHHBTE 0GTYPATOP H TPAXEOCTOMHUECKYIO TPyOKY B Tpaxeio [Puc. 15]. Cuumute 06Typatop u
TNPOBOJIHHK, OCTABHB TPAXEOCTOMHUECKYIO TPYOKy Ha MecTe.

230 fiTe Tpaxero 1 Tp: TPyOKy, 4TOOBI
CTYIIAETCS 1 MOKET BBI3BATH TAKEITYHO OGCTPYKIIMIO IbIXaTeNbHBIX MyTei.
24 TlepeMecTHTE IBIXATEBHYIO CHCTEMY B TPAXEOCTOMHUECKYIO TPYOKY.
25 Haxauaiite Mamxkety Soft-Seal® Profile® tpaxeocToMudeckoii TpyOKkH MHHHMAIIBHBIM KOJTHYECTBOM BO3JyXa, YTOOBI 0OecIeunTh repMeTHIHoCTs. Manskera Soft-Seal®
Profile® npennasnauena Juis repMeTH3ALMH IIPH OYEHb HU3KOM JIABJICHHH, YTOOBI CBECTH K MHHHMYMY TOBPEK/ICHHE CTCHKH TPAXEH.

26 TloxTBepIHUTE YCIICUIHOE PAa3MEIICHHE TPYOKH C TOMOIIBIO PHHATHIX B HACTOAIIEE BPEMS METHIMHCKHX METOJIOB, TAKHX KK JABHYKCHHE IPYIHOH KICTKH,
ayckybramusi, CO2 B KOHIE BBIIOXA, PEHTIeH TPy IHOi Kietku u Sa02.

27 3akpenuTe TPaXeOCTOMHUECKYIO TPYOKY MpHIaraeMoii XI0maTo0yMaKHOI JEHTOH HIIH JIepykaTeieM TpaxeocTommyeckoi Tpyokn Portex® (100/503/200).

28 Ecin nmeetcs, ¢/iyiiTe MAHKETy SHAOTpaXeanbHoii TpyOKu u yaanmiTe TpyoKy.

29 TpaxeocToMHuecKasi MOBS3Ka MOKET GbITh HCIONB30BAHA B MECTE TPAXCOCTOMHM JUTSl yJTydIllieHHst KoM(OPTa H THTHEHBI TTAIHEHTA.

30 C nayroii v it Te YCTpOIicTBO, MO MITPHLL, 1160 HU3KOYP K JINHUH € TIOMOILBIO PETYIHP; 0
KJIANaHa aCIUPaLMK M ME/UIEHHO aCUPUPYIiTe CEKPET 10 MAKCHMAIIBHOTO aCMUPALIMOHHOTO faBienus 300 MM pT.

31 Ecli npu aclMpaiiy BO3HUKAET CONPOTHBIICHHE, POMOITE aCHPALMOHHYIO JIMHHIO BO3/lyXOM HIIH CTEPHILHBIM (PH3HONIOTHYECKHM PACTBOPOM H IIOBTOPHTE
aciupaumio. Ecii conporusienue BO3/1yXa WK ¢ 'HYECKOrO PACTBOPA BCE CLIIE BCTPEUACTCS M 3aKAIBIBACMAS JKIJKOCTh HE MOXKET GBITh yllaleHa,
ACTIMPAIHOHHAS JIHHHUS MOXKET GbITh 3a07I0KHPOBaHA, H CJIETyeT 3aMEHHTh TPAXEOCTOMHHUECKYIO TPYOKY HJIH YCTAHOBHTH allbTePHATHBHBIC CPEJICTBA ACTHPAIIHH.

32 Iocne CHUMHTE YCTPOICTBO, BK/IIOUAS PEeryHPYIONHii KIanaH, 1 3aKpoiite mopt JIo3pa Ha MPOKCHMaJIbHOM KOHIIE
acnupanHoHHO#H TpyOKkn. Knanax it ueH JUIs OJIHMM TIAIIHEHTOM H MOXKET ObITh OUHILICH CTEPHIBHBIM (PH3HOTOTHYECKHM
pactBopoM. Takske 10CTYIHbI CMEHHBIE KIIANAHbI YIIpaBiieHus BeackisanueM (100/515/200).

33 [pH 110CTOSHHOM HH3KOYPOBHEBOM BCACBIBAHUI PErYJISPHO KOHTPOIMPYIiTe JaBieHue BeackiBanus. Ecim BC y , OTKIIIOUHTE
BCACBIBAHNE U BBITOJHHUTE ONMCAHHYIO BBILLIE IIPOLEAYPY Ul ONPE/IC/ICHIS CONPOTHBIICHHS BCACHIBAHUIO.

AGCOIOTHBIC IPOTHBOMOKA3ZAHNSI

1 HeoT/10/HOE XHPYPrHYECKOE JICUCHHE IbIXaTEIbHBIX My Teii
(HeoTs105kHast TIOMOILb, KPHKOTHP SABSAETCS i BBIOOpa).
2 perei
3 Panee CyliecTBOBABIIAs HH(EKLUS B MECTE TPAXCOCTOMHH.

4 Panee CyIIecTBOBABIIEE 3T0KAUECTBEHHOE HOBOOOPA30BAHHE B MECTE TPAXCOCTOMHH.
5 HeompeieIeHHOCTh B ONPE/IC/ICHHH aHATOMHYECKHX OPHEHTHPOB.

OTHOCHTEIbHbIC IPOTHBOMOKA3IAHHS

Th JIbIXaTeIbHbIe MyTH. KpOBb, KOTOpAs He OTCACHIBACTCS M3 JIbIXATEJIBHBIX MyTeil, GhICTPO

PuCKH B 5THX CHTYaIMsAX TOIKHBI OBITH cTip "BAMH TIP 128
1 YBenmyenne MMTOBHIHOM KeTe3bl.
2 Tlpenpinynme B 00IACTH T, ( THPX TOMHSA).

3 Kposoroyanwmii mares (Hanpumep, BCIeICTBHE aHTHKOATYISHTHON Teparum).
MepbI NPeI0CTOPOKHOCTH

1 Hafte:)kHOCTb BCEX Pa3beMOB JIBIXATENBHON CHCTEMBI CIIETyeT IPOBEPATH IPH YCTAHOBICHHH KOHTYPa M 4acTo nocJie 51oro. OTcoeMHeHne MOKET GbITh 06/IerdeHo ¢
TOMOIIIBIO pasbeuHnTenbHOro Kinna (100/555/100).

2 TTauwenTs I0KHE GbITh aZICKBATHO YBIAKHEHBI, HTOOBI CBECTH K MHHHMYMY 00pa30BaHHE KOPKH B TPOCBETE TPaxeOCTOMUYCCKOi TPYOKH 1 IPEIOTRPATHT
TIOBPEIKIEHNE CITM3HCTO 0GONOUKH TPaxeH.

3 TIpoXomMOCTh MPOCBETA TPAXCOCTOMUYECKOH TPYOKH JI0/KHA 00ECIICUHBATLCS PEryJISPHBIM Perynspuo

iiTe M 3aMeHsiiTe 110 Mepe

TH, 4TOOBI IO Th Th JIbIXaTEJIBHBIX MyTeil. PexoMen ryemblii epros ucronb3oanus 30 aueii.
4 JlaBjienue B MamKeTe ClIe/yeT KOHTPOIMPOBATH H PETYIIAPHO PETYTHPOBATE.
5 YerpoiicTBa, HCIoNb3yeMbIe PH HAKAYMBAHHI MAHKEThI WUIH BO BPEMs HCE, OJUKHBI GBITh YHCTHIMH H ot 11oc Verpoiicto st

HaTyBaHHs CTIE/IyeT CHATH C KIANaHa /U1 HaTyBaHWs Cpasy MoCTe HOMOTh30BARMA 1 HaIeTh MHUIC3AIMTHEL KOTMAYOK.
6 He f0mycKaiiTe MOBEK/ICHIA MAHIKETH, H306ras KOHTAKTA C OCTPHIMH KpAAMH,

7 Knianan THHHH HAyBaHiA MOKET MEIIaTh 4eTKOCTH 1 MarHm ii Tomorpaun (MPT). V6eamTech, 4To Kiaan pacrosioKeH BaI oT
CKaHUPyeMOii 00IIacTH.
8 Ecim Tpaxeoctomuucckue Tpyokn Portex® ucrio: BHC ii paGOTHHK JI0JDKEH IIPOMHCTPYKTHPOBATH MIALHEHTA O GE30MACHOM

MCTIOJIb30BAHMH M OOPALICHHH C STHM H3/ICIHEM.

9 He ncnons3yiite Apyroii pacTBop, KpOME CTEPUIIBHOIO (PH3HONOrHYECKOr0 PACTBOPA, VIS OYMCTKH KAKOM-HO0 4acTH HTOH TPaXeoCTOMHYECKOi TPyOKH.
10 Iocrne uepes VIO THHHIO

JMHHMIO 3aKDBITh KOJMAUKOM, YTOGk CBECTH K MHHHMYMY PHCK HH(OUUHPOBAHNS,
11 VTHIM3HPOBATH B COOTBETCTBUN C MECTHOM TIPOLLETYPOii.

YCTPOHCTBO, BKITIOUAS PEryIHPYIONIHil KIanaH, CIeIyeT CHATh, @ aCIHPAIHOHHYIO

JlaHHBI JOKYMEHT U BCS COJCPIKAINAACS B HeM HH(OPMALHS SBISICTCS KOH(PUICHIMAIBHON, YaCTHOW M He MOXET OBITh PaCKpPBITA, PACIPOCTPAHEHA HJIM BOCIIPOU3BEICHA 0€3 MHChbMEHHOTO pa3pelleH!s KoMnanun Smiths
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TPEAYIIPEXIEHUS

1 Eciu MPOUCXOJUT KPOBOTEYCHHUE, B OOJBIIMHCTBE C1y4aeB MOXKHO OCTAHOBHUTb IIPSAMOE JaBICHHE. Ecnu KPOBOTE€YEHHUE OCTACTCA
HEKOHTPOJMPYEMBIM, HSOGX()}JMMO HUCCIEA0BATh PAHY OTKPBITBIM XUPYPIrU4€CKUM METOJOM U OCTAHOBUTH KPOBOTEYEHHE.

2 Ecnu npoBoiHuK Oy/IET IIOBPEXK/IEH BO BPEMs! IPOLIEYPBI, €€ IIPOIODKEHHE MOXKET ObITh 3aTPyIHEHO. B 9THX cllydasX MOXKHO NPOJIOIIKUTS,
TOJIbKO €CJIH:

(a) NOBPEXKICHHbIH YUACTOK MOXKET IIPOIBUTATCS B TPAXEIO, H

(b) ocraercst rocTaTouHas JUIMHA HEMOBPEKACHHOTO IIPOBOHUKA.

Ecnu npoBosiounslii HanpaBuTeNb HEb3s CIACTH, HEOOX0AUMO OyIET MCIOIB30BATH HOBbII KOMIUIEKT HJIH HOBBIH MPOBOJIOYHBIH HAIPABUTEIb
(10IPOOGHOCTH CM. HIDKE).

3 Ilepen yaaneHueM TPaxeoCTOMHUECKHX TPYOOK C MAHIKETO#H BECh BO3IYX JOKEH ObITh MOTHOCTBIO YIAICH U3 MAHKETI, 4YTOOBI
MPEIOTBPATUTD MOBPEKICHUE TPAXEH U CTOMBI.

4 Ecnu TpaxeocToMuueckas TpyOKka CMa3bIBaeTCs I1epe/l BBEACHHEM, yOeUTECh, YTO CMa3Ka HE 3aKyHOPHBAET NPOCBET TPYOKH, HPENSATCTBYs
BCHTWJISILIMM TNTALIMCHTA.

5 He nakauuBaiite MaHKeTy H3MEPEHHBIM 00BEMOM BO3/lyXa MM OLLYIIas JaB/IEHUE MINPHIIA, TAK KAK IIPH HAKAYHBAHUH MAHXKETBI JIOJDKHO
OLyLIAaThCs HebobIIoe CONPOTHUBJICHUE.

6 Bo BpPEM: aHECTE3UH 3aKUCh a30Ta MOXKET }ZlMClJClJyH}ZlMpOBaTb B MAHKETY, BbI3bIBasl NIOBBIIICHUE WM [TOHWKCHUE /1aBJICHUS B MAHKETE.

7 Cnenyer u3berarh KOHTaKTa ¢ JIEKTPOAAMH JUIsl 3I€KTPOXHPYPTHH HJIH JTydaMH JIa3epHoOii XUpypruu, nockonbky ITBX BbiaenseT TOKCHYHbIC
Napbl B BO3/lyXe HJIM BOCIIAMEHSETCS B 000TallleHHO# KMCIOPOJIOM cpejie (HanpuMep, IPH aHECTE3HH).

8 He ucnonk3yiite 3Ty TpaXeoCTOMHYECKYIO TPYOKy y MallieHTOB C aHOMaJIbHOH aHATOMHEIl HIIM T1aTOJIOTHeil BEPXHUX JIbIXaTebHbIX Iy Tei,
TaK KaK 370 MOXeT MPUBECTH K YaCTHYHOI MJIH NOJTHON OOCTPYKIIMM JIbIXaTEIBHBIX IyTEi.

9 Hukor/ia He BCTaBJIANTE NPOBOIHUK B TPAXEOCTOMUYECKYIO TPYOKY C yCTaHOBJICHHBIM Ha MECTE KPACHBIM J-00pa3HBIM BBIIPSAMHTENICM.

10 Dot npoxykr conepxut ' — naHHbIe, NOMyYCHHBIC B PE3yJIbTaTe HCCIIEIOBAHHIT Ha JKMBOTHBIX M SIHJIEMHOIOIHYECKHX
HCCIIe/IOBAHMH, YKa3bIBAIOT Ha CIIC/IYIONINE PUCKH, HO HE OTPAHMYMBAIOTCSA MMH: HEOIAronpHATHOE BO3/ICHCTBHE HA Pa3BUTHE IO/,
TOKCHYHOCTB JUISl TIOYEK U TIEYCHH, HEraTHBHOE BIMAHHE Ha GepTHIbHOCTB. Oco00e BHUMAHKE CIICYeT yICINTh NPUMEHEHHUIO (hTanaTHIX
NperaparoB JUlsl CJIE/IYIONIHX TPYIII MAlHEHTOB: TIeJUAaTPOB, 6EPEMEHHBIX ¥ KOPMSAIIMX JKEHIIUH. 1A N0y YeHHs JOIONHUTENbHOM
nHpopmanun o dranarax nocerure Beb-caifr Smiths Medical: www.smiths-medical.com/phthalates.

TOJIBKO JIJI51 ®PAHIIMU: ¢ 1 mrons 2015 . ncnonb30BaHKE MPOIYKTOB, coepkaniux 1D, 3anpeiieHo B IeTCKUX, HEOHATANbHBIX H
POaMIBHBIX OTAeeHUsX. CM. 3akoH «LOI Ne 2012-1442 ot 24 nexabpsi 2012 r.».

JanbHeiimas nadopmanus

TIpoBONIOYHBIC PACIIMPSIONINE IIHIIIBI TOJBEPraloTCs BHICOKMM HAarpy3kaM BO BPEMs POLEYPhl H MOTYT GBITh OBPEXKICHBI IPH
HCTIOJIb30BAHMH, O YeM CBHJICTEIBCTBYCT H3rHOAHME TS IIUITIOB HIIM HENPaBUIbHOE CMbIKAHHE KOHYHKOB.

B 3TOM CiTyyae IIMIIBI CIIETYeT BHIOPOCHTS.

3a JIONONHUTENbHON HH(pOpMalMeli obparaiiTech Kk MecTHOMY JucTpuObtoTopy Smiths Medical nim B kommanuto Smiths Medical International
HanpsiMyio 1o teneony: +44 (0)1303 260551.

Jeranu 3aka3a

TIpomykr Kon B mTyunoit

YIAaKOBKE

Hab6op ns tpaxeocromun Portex® Percutaneous Suctionaid® ¢ paciuupsionumMu MUILIaMU 100/547/070-090 1

110 TIPOBOJIHUKY

Ha6op Portex® Percutaneous Suctionaid® juist TpaxeocToMuH 6e3 IPOBOTHHKOBBIX 100/548/070-090 1

PACIIMPSIIONINX LIHILOB

3anacHble IPOBOJHUKI 100/544/000 5

100/515/200 10

BceachblBaroue peryinpyoime KiamaHbl

Pexomenaanuu
[1] GRIGGS WM, MYBURGH JA, WORTHLEY LIG. [IpocnekTHBHOE CPABHEHHE TEXHHKH YPECKOKHOI TPAXEOCTOMHH CO CTAHIAPTHOM
XHPYPrivecKoil Tpaxeocromueii. Menuuunckas nutencusaas tepamus (1991 r.); 17:261-3.

Profile, Soft-Seal, Vocalaid, Suctonaid, Portex, 3Hak au3aiiHa Portex u 3Hak au3aiina Smiths Medical siBisitorest ToBapHbIMU 3HaKamu Smiths
Medical. CumBox ® ykasbiBaeT Ha TO, YTO TOBAPHBIN 3HAK 3aperHcTpupoBaH B Biopo mo matenTam i ToBapHeiM 3HakaM CIIIA 1 HEKOTOPBIX
JIpYTHX cTpaHax. Bee pyrue ynomsHyThie HANMEHOBAHHS U TOBAPHBIC 3HAKH SBJISIOTCSA TOPTOBBIMH HAMMEHOBAHHSIMH, TOBAPHBIMH 3HAKAMH
WUTH 3HAKAMH 00CITy)KHBAHUS COOTBETCTBYIONIHX BIAICIBLICB.

© 2019 Smiths Medical . Bce npaBa 3aluuiieHsi.

JlaHHBIIT JOKYMEHT U BCSI COJCPIKAILASCS B HeM HH(OpMAaLus sIBISCTCs] KOHPUICHIMATBHOI, YaCTHOM U HE MOXKET OBITh PAaCcKpPBITA, PACPOCTPAHEHA WITH BOCIIPOU3BeICHa 03 MHUCBMEHHOTO pa3pelleHust KoMnanuu Smiths
Medical.

Frangais
Trousse de Trachéotomie Percutanée
Suctionaid® Portex®
MODE D’EMPLOI
Les instructions subvantes sappliquent aux produits Portex® cl-apris:
N du catalogue 090 Murde de Finces de Dilatation peur Guide REF Intemae:
N de catalogue : 100/548/070-090 Sans Pinces de Dilatation pour Guide REF intemne:
uunmmurqwumnr.m t les pinc i - ilisés du Pour plus

Introduction
, e rioins f permet dinséner

facik mlw’clﬁ hinik Elle pré- ‘s die pouveir étre efft au it du malade.
Dlans un exsai if portart sur 150 p 1, 2 6 'a 60 observé le tech e taux global de
(Mp‘mlmﬁ«tﬂ.‘i\i’uunwsmﬂd @ beer: plus grande inci ! de 18.5% (p<0,001) ort«c—nolnd.milogmpc
pée selon ka techinigy ique.
Cenouveas procédé ulise nh-—-q..edcw.ngu pous guider ket pinces de dilatation : Eles son dlilaber |a trachée ot o
o mankine 3 co que L su toute b surface des mars, m it che ce fat La Fonce appli F
donné de la trach [ detroar qui paurrsientt en découler. Firalement, le guide sert b posit L e ch

él é d i éotom : i soient bien
dessayer cette technique.
) Lireetb I ploi
(2] Visionner la cassette d'apprentissage.
3 Afficher b pouvair s'y reporter
14 Observer ¢ i
Pour abtenir ja cassente vidéa, le tabl il st " tocal ou di "
International mmrmlm)mss!
Deux [ sassurer du bon dé o s o fectuer ie et contriler la respiration

et b circulation, Fautre pour effectuer lrtervention.

Le tube de trachéotomic incorpore une ligne de suction transparente 52 terminant au- amusm ballonnes, munie ofun orifie luer pour facilter e raceord
it b urse seringue, soit & la vahve d Bk chesvidke inchuse dans Fernbiallage, et qui p toute

ik U PR, o Putiltsation die Fortex™ Vocalad* [100/51 7060-100)

Contenue de la Trousse
(11 Scalpel

(2 Ensemble canule IV 14G

(3] Seringue 10cc

(4 Guide avec introducteur

(51 Dilatateur

(6 Pince guide 3 dilatation

(M Canule de trachéotomie et obturateur a lumisiee
(8 WValve de controle de suction

Diamétre du ballonnet au repos (mm)

D.l. Sonde Trachéale 70 80 5.0
Ballonet Profile” 22 27 30
Préparation des Eléments
1 Gorfler e balk pour vérifier Faby de f Sassurer g Bbrernent dans |a ca

e achéodone Aand o -m\w-llmqueldxuralwl uisse: e retive e la camil apris avoir cléfait hes pattes dfattache en les toumant
que 54 mise en place soit accompagnée  un décheSiciest e cas, dégonier ¢

Guiter [ i ! les ailettes sur

2 Werifeer que be gui K dans la pince et lobturstecr de la canule de
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Souprava pro perkutanni tracheostomii
Portex® Suctionaid®

o
PORTEX

SOUPRAVA PRO PERKUTANNI
TRACHEOSTOMII PORTEX® SUCTIONAID®

vodicl drit - 090

Bez

NAVOD K POUZITI

smtths medwcal

JlaHHBIIT JOKYMEHT U BCSI COJCPIKAILASCS B HeM HH(OpMAaLus sIBISCTCs] KOHPUICHIMATBHOI, YaCTHOM U HE MOXKET OBITh PAaCcKpPBITA, PACPOCTPAHEHA WITH BOCIIPOU3BeICHa 03 MHUCBMEHHOTO pa3pelleHust KoMnanuu Smiths
Medical.
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Souprava pro perkutanni
tracheostomii Portex® Suctionaid®

NAVOD K POUZITI
T e bSO

Pk 3 iviernir, Dbl vy il i i

3,5 % Ve shupind, b [

kompkkac dosshugcl 149 % (p-<0.001).

Ve drat

i
12} Persond shiedl ikolic video.
@ L
)

2aperahin - poden iz, dych druby
Suctionaid® i i

Obsah soupravy c.

i Shalped

(B Sestowa Nty 144G

15 Ingekind stibatka 10 cc

) Viodic deit v ravackidem

15 Diatdtor

) Dilatadnd pedn peo vodicl drit (GWDF)

1T Trachecntomicks rourks 3 obuedtor s karminem
VB Vel pro rogulac sl

Klidovy primér manzety (mm)

| vnite. promér trach. rourky

| Manzeta Profile* e

Ptiprava komponent

o portrohile,

na paici, Jei vy spokorey, dpdn
ficéica b zpdtiy ra cbturitor.
2 Owdite

Ptiprava pacienta

) Satrad chepnia

i Kk chipavias
it Trochediniprstersce
i Wtk b hostl
e Mot s rrvendens

& Pied e 1l P, rur 1

7 Ocuaite fanynaa je i ph

- hi e

Poarimbar

Pfiprava mista na chirurgicky zakrok
8 Deonfikufe kit s umistite sterin routky.
. .

pomoc omeit krecen! v misté fezu.
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Absolutni kontraindikace
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1

¥ plipacs

1 Déa

3 ke diive plitomin v misti tracheostomie.
4 Maligrita cive pIROMIG v it tracheostomie,
5 Nejhtots ph btk anatoenickjch kil

Relativni kontraindikace
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2
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VAROVANI
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Dalsi informace
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Informace pro objednani

Vyrobak

Souprava pro perkubinni rachesstomi Portex® Suctionaid®
s dilstadnim pednerm peo vodicl drit

100/547/070-090 1

Soupeava pro perutinnl tracheostomii Portex® Suctionsid®
bez dilatatnibes pearu pro vodicl deat

100/548/070-090 1

Méheadni vodicl deit

100/544/000 5

Ventily pro requiaci podtiaku

1007515200 10

1] GRGGS WM, WORTHLEY LIG. A

trachaecrony, knferaiie core Meef [19911: 17:361-3,
Profike, SoftSeal Voonkid Suctonaid,

© 2019 Semvths, Vinchna prva vehroena,
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Medical.
- BHYTPEHHUU JOKYMEHT -




JloroTun KoMnaHuu
SMITHS MEDICAL

Jlara: 25 oktsa6pst 2016  CO No.: CO-10029546

PABOYAS UHCTPYKLWA Homep noxkymenTa Bepcusi
FM-DVSOP2002-01  Pes 001 AS1001898-001 100

WI Tun: COEHUOUKAIMSA XYJTOXKECTBEHHBIX PABOT Jlata 28 mapra 2019 | Ctp. 1 u3 66
Hasearne: UHCTPYKLIMSI 110 IIPUMEHEHUIO - HABOP J1J151 YPECKOXXHOM TPAXEOCTOMMU BE3 BLU (10018928-001)
[NPOBEPKA JJOKYMEHTOB

Hepez[ HCIIOJIB30BAHUEM TAHHOTO JOKYMEHTA I10JIE30BAaTEIb HECET OTBETCTBEHHOCTD 3a IPOBEPKY aKTYyaJIbHOCTU PEAAKIINNA U
JAAaTbl BCTYIJICHUA B CUITY.

JIMCT PETUCTPAILIMIA U3SMEHEHUIA

Baapnenen caiita: MASH

JlonoJIHNTe/IbHBIE CAliThI, HCIOJIb3YIoIHe JoKkymMenT: MCZH

JlaTa BeTynieHust Homep u3m.
Bepcus HN3meHeHus1, BHeCeHHbIE B JOKYMEHT
B CHJIIY
PWR: 5477
Jlannas xynoskecTBeHHas pabota 3amenseT 004/005/245A (L6394, penaxmus 103).
OOHOBIICHHS BKIIOYAIOT CIIEAYIONINE H3MEHEHNUS;
* IOpuanueckuii anpec npousBoauTens u3MeHeH ¢ Yemckoil PecrryOnuku na Hartan Jleiin,
100 28 mapta 2019 CO-10073976 Munneanommc.
* JloGasnen anpec npencrasutesst EC B Uexuu.
» HoBblii yniostHoMoueHHblit oprat, usmenesn ¢ CE0473 na CE2797.
* Jlata aBTOpCKOrO npasa obHoBiIeHa 110 2019 rosa B 3asBIICHHN O TOBAPHBIX 3HAKaX.
® + Cumson npejcraputelist EC 1 TeKcT 100aBICHBI B INIOCCAPUI CHMBOJIOB.
Amnrnuiickuii | @pannysckuii | Hemenknit Wranbanckuii | Mcnanckuii Ioptyransekuii | JaTckuit IBenxuit Jlatckuii Hopsexckuit
ecTh ecTh ecTh ecThb ecTh ecTh ecTh ecThb ecTh ecTh
DuHCcKmi I'peuecknit SnoHckuii Yenickuit CrnoBaukuit Benrepckwuii Ionbckuit CrnoBeHckuil | DcToHCKMI Jlarpiickuii
ecTh ecTh HET ecThb ecTh ecTh ecTh ecThb ecTh ecTh
JIuroBckuit Typenkuii Bonrapckuit PymbIHCKHI Pyccknit XopBaukuii Kuratickuii Kopeiickuii ApaOcxuit
ecTh HET ecTh ecTh HET ecThb HET HET HET

PA3JIEJI 1 - Cxema ckiaabpIBaHUs
PA3JIEJI 2 — Cxema UncTpykunn
PA3JIEJI 3 — MHCTpyKLKS HA YELICKOM SI3bIKE, CIPABOYHBIN TEKCT

3AMEYAHUA 0 TU3AVHY ARTWORK

Howmep meramu: 10018928-001
Pasmep B cnosxkennoM Buze: 210 mm (1) x 260 mm (B).
®opwmar [FU: neuaTHass MHCTPYKIUS, 52 CTPaHUIIBL.

A) TTonpoOHBIC TEXHUYECKHE XapaKTEPUCTUKU MHCTPYKIIUH MO MPUMEHEHHUIO CM. B CICHU(DUKAIIUH [IPH MOKYIIKE.

B) Y1BepkaeHue comepikanus u cnenupuKauy XyJ0KECTBEHHOTO IIPOU3BEICHHS TOCPEICTBOM IJICKTPOHHOTO YTBEPIKICHHUS.
C) YTBepkaeHne 3Toro JOKyMEHTa KacaeTcs TOJBKO OKOHYATEeIhbHOTO (opMaTta 1 MakeTa. Bee mepeBoab Obln
npeaBapuTessHO 0moopens Ha 16394 ISSUE - 100.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
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CXEMA CKNAObIBAHUA

1
KnanaH kpbilwkm [
cKnaablBaeTCcA BHYTPb
BHYTpEHHWE CTpaHuLbI smitns meoical
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JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
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XynoxxecTBeHHas paboTa MHCTPYKINH 11O MPIMEHEHHIO

PORTEX 3

HaGop ansa YpeCcKOoXHOU
AunaTtauMoHHOU TPaxeoCTOMUU

WHCTpYKUWSA MO NPUMEHEHMIO
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Portex® Habop Ana 4pecKoXXHOW
AnnaTtauMoHHOM TPaxeoCTOMUMN
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JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
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ToJIbKO 7151 0THOPA30BOr0 HCIOJIb30BAHHUS.

He ncnonp3yire noBTOpHO: MeAUIIMHCKUE yCTPOUCTBA JOJKHBI UMETh
orpeziesieHHbIE XapaKTePUCTUKU MaTepHralia, 4To0bl padoTaTh TOJKHBIM
o0pa3oM. DTU XapaKTePUCTUKHU ObUIM IPOBEPEHBI TOJIBKO JIJIS1 OJJHOPA30BOTO
UCIIOb30BaHus. JIr00ast monpITKa MOBTOPHOM 00pabOTKH yCTPOMCTBA JIs
HOCJIEAYIOLIETO TIOBTOPHOT'O UCIOIb30BAHUS MOXKET OTPULIATEIBHO CKA3aThCs Ha
LEJIOCTHOCTH YCTPOKCTBA MIIM IIPUBECTH K YXYILICHUIO €0 XapaKTEPUCTHK.
CrepuieH, eciii eAMHUYHBIA KOHTEHHEP HE OTKPBIT WJIK HE TTOBPEXKICH.
YHUYTOXUTH MOCJIE OJHOKPATHOTO UCTIOIb30BAHUS.

He crepunuszoBats NOBTOPHO.

I[aHHLIfI JOKYMEHT U BCs COACPIKAIIASACS B HEM I/IH(i)OpMaIII/Iﬂ ABJIACTCA KOH(IJHI[GHHH&HBHOIZ, YACTHOW U HE MOXET OBITh packpsbITa,

pacrpocTpaHeHa UM BOCIIPOU3BeicHa 0e3 IFICBMCHHOTO PA3PCIICHNAS KOMITaHHIT Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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HaGop Portex® iisi 4YpecKOKHOI TUIATAUUH TPAXEOCTOMHH
HUHCTPYKIHMHA IO UCITOJb30BAHUIO

JlaHHbIE HHCTPYKIIMH OTHOCATCS K MCTIOJIb30BAHHIO CICIYIONIMX NPOyKTOB Portex®:

Karanoxusiii Ne KoMmmiext aj1st 4pecKokKHOM JUIAaTAHOHHON TPAXEOCTOMHH € OJHOCTYIICHYATHIM
100/562/000 pacIIMpHUTEIeM U MATKMMU HHTPOBIOCEPAMHU TOJIBKO [uist TpYOOK 7, 8 1 9 M. Bes
BHyTpennuii Homep: TPaXeoCTOMUYECKOH TPYOKH.

100/562/000CZ

Karanoxubrii N KoMIiexT st 4pecKokKHOM JUIATALMOHHON TPAXEOCTOMHH C CEPUHHBIMU
100/566/000 PaCIIMPHUTEIAMH/UHTPOABIOCEPAMH TOJIBKO [1u1s TPYOOK 7, 8 1 9 Mmm. be3
BHyTpennuii Homep: TPaXeOCTOMUYECKOH TPYOKH.

100/566/000CZ

JlaHHbIE MHCTPYKLMH COEPIKAT BAXKHYI0 HH(POPMALHUIO 15 6E3011aCHOr0 HCIOJIb30BaHus npoaykTa. [IpoutuTe conepxanne AaHHOH MHCTPYKIMH O NPUMEHEHHIO, BKIIOYas
Tpenynpexpaenus u [Ipegocrepexenns, mepe UCIOIb30BAHUEM 3TOr0 mpoaykra. HecobmoneHne 10/mKHbIM 00pa3oM MpeayIpekACH I, IPEIOCTEPEKEHHI i HHCTPYKIMIL MOXKET
NPUBECTH K CMEPTH MJIM CEPhE3HOM TpaBMe MallMeHTa H/WIH Bpaya.

TTPUMEYAHUE: PACITPOCTPAHUTE BKJIAZIBIII ITO BCEM MECTAM ITPOJIAXM ITPOJIYKTA.

OnHOpa30BbIe KOMILIEKTHI UL YPECKOIKHOI AMIATALMOHHOI TpaxeocToMur Portex® 1mo3BoIIsIOT Y4PECKOKHO BBECTH TPAXCOCTOMUUYECKYIO TPYOKY € HCIIOIB30BAHUEM IIOCICAOBATEILHOTO HIIH OXHHAPHOIO
(01HOATAIHOT0) KPYTOBOI'0 AMJIATALMOHHOrO MpoBoHKuKa CelbanHrepa.

HaGops! npeHa3Ha4eHb! 1T UCIIOJIb30BAHMS B KOHTPOJIMPYEMBIX YCIOBHUSIX, TAKHX KAK OTACICHHE HHTCHCHBHOM TEPAIMH HIIN OIEPALIMOHHAS, C TOMOILBI0 00Y4EHHOIO NEPCOHAIA.

Tpebyercst Kak MHHUMYM 2 ONEpaTopa: OAMH ISl HOJACPKAHHS IPOXOAMMOCTHU AbIXATEIbHBIX MYTEH MALUCHTA, AHECTE3UH, JbIXaHUs 1 KPOBOOOPALICHNS, a APYTOil JUIs BBIIOIHEHHUS IPOLEYPBL.
Pacinpureny nMerOT cMasbiBaromiee ruapoGUIbHOE MOKPHITHE IPH CMAYHBAHHY, 00JICr4a0Iee BBEICHUE.

TIPEAYIIPEXIEHUE

« [IPOYTUTE IOJIHYO MHCTPYKIUIO I10 SKCIUIYATALIUHA ITEPE]J] UCITOJIb3OBAHHUEM.

« KOMIUIEKTHI JIOJDKHBI UCIIOJIb30BATHCS TOJIbKO BPAYUAMU, OBYYEHHBIMU BbITIOJIHEHUIO YPEKOXXHOW PACIIIMPUTEJIBHOM TPAXEOCTOMUU.
1 Onucanne

HaGop Portex® /s 4pecKOHOM JMIATaIMOHHOM TPAXEOCTOMMH BKJIKOYACT B Ce0s Clieyrolne (yHKIMNI:

* OIHOCTYIICHYATHIH JIMIATATOP C MATKMM HaKOHEYHHKOM M SPrOHOMHYHOM PYUKOM JUIA JIy4dIlIero 3aXBara i KOHTPOJIS BO BPEMs TIPOLIC/TypbI.

2 IMoka3aHusi K NPUMEHEHUI0

KonTponupyemoe n3bupaTenbHOE MOANEPCTHEBU/HOE YPECKOXKHOE BBEICHHE TPAXEOCTOMHYECKOH TpyOKH Ul 0OeCIIedeH)s NPOXOIMMOCTH JIbIXaTebHBIX MyTeH ¢ HCIOJIb30BAHHEM METO/Ia INJIATAIIMH 110
npoBoiHUKy CenbIuHrepa.

3 AGCOTI0OTHBIE NPOTHBONOKA3ZAHMS

3.1 HeoTJ105KHOE XMPYpPruyeckoe obecreyeHne NPOXOAMMOCTH JbIXaTe/bHBIX Iy Tei (B SKCTPEHHBIX CIIydasX METOJIOM BbIOOPA SIBIACTCS KPUKOTHPEOTOMHS).

3.2 letn.

3.3 Panee cymiecTBOBaBIIas HHOEKIHMA B MECTE TPAXEOCTOMHH.

3.4 PaHee cyliecTBOBaBIIIEe 37I0KAYECTBEHHOE HOBOOOPA30BaHHE B MECTE TPAXEOCTOMHH.

3.5 Heonpe/ieneHHOCTh B ONPEICICHUH aHATOMHYECKUX OPHEHTHPOB.

3.6 HecTaGuuibHblIii IepesioM IEHHOro OT/ieN1a 03BOHOYHHKA.

4 OTHOCHTE/IbHBIE IPOTHBONOKA3AHMS

Pryickn 10/KHBI GbITH COANAHCHPOBAHBI C IPEHUMYIIIECTBAMH MPOLEITYPBI.

4.1 YBenMueHHe IUTOBU/IHOI Kene3bl.

4.2 Tlpeapiyiipe onepaiyn B 001acTH TPaxeoCTOMUH (HarpuMep, THPEOUIIKTOMHUS).

4.3 KpooTouanmii ;uate3 (HanpuMep, BCIIEICTBUE aHTHKOATYJIIHTHO#H TEpanum).

4.4 PaHee cyliecTBOBaBIIAs TPAXCOMAIAIHA.

4.5 Mop6uiHOe 0KHMpEHHE (PACCTOSHUE OT KOXH JI0 TPAXeH MOKET C/IeNIaTh TPAXEOCTOMHYECKYIO TPYOKY CIIMIIKOM KOPOTKOiA).

KoMmmiekranus

Conepxanme (cM. puc. 1) 100/562 100/566

1 Cxanbrens

2 llnpuw 10 ma

3 Mraa 14G u kaHmons

4 TIpOBOIHHK M HHTPOJIbIOCED

5 Kopotkuii pacumpurens 14FR

6 IIpoBOIHHUKOBBIH KaTeTrep

7 IpeiBapuTeIbHO CMa3aHHBbIH OIHOCTYNEHYAThIi PacIIMpHTEh

8 IpeaBapuTenbHO cMa3aHHbli HAOOp cepuiiubix pacumpurenei (18, 21, 24, 27, 30, 34, 38 FR)

9 Msirkue MHTPO/IBIOCEPBI LISl TPAXEOCTOMUYECKHX TPYOOK (21, 24, 27 FR) TOIBKO JUIsl TPAXEOCTOMUYECKHX TPYOOK pazmepom 7, 8 u 9 MM

10 CrepuiibHOE cMasbIBalolIee JKee 5 T (He MoKa3aHo)

11 TamrioHb! (He MOKa3aHbl)

5 Hpenynpexaenus

5.1 Ilepex MOMBITKOI TPAXEOCTOMHH HEOOXOJMMO YCTAHOBUTH [BIXATEIIbHBIC IYTH MALMEHTA C IIOMOLIBI0 HHTYOALHOHHOH TPYOKH.

5.2 BblonHeHue 9T0i NpoLeAypsl [0 GPOHXOCKONMYECKUM KOHTPOJIEM PEKOMEH/YeTCsl ISl IIOATBEPIKACHUS CPEAMHHON JIMHAK pa3MelieHns uribl 14G 1 KaHiou, NPOBOIHKKA U IIOCTIeAYyIOMeH
TPAXEOCTOMUUECKOH TPyOKH Ul NPEeOTBPAILEHHS apAaTPaXeaabHOrO Pa3MELIEHH s, KOTOPOE MOKET MPUBECTH K FMIIOKCHH, HOJKOXKHOI M(pU3eMe U/UIN NHEBMOTOPAKCY.

5.3 Hannune aHOMAasbHBIX KPOBEHOCHBIX COCY/IOB MOJKET BBI3BATh KPOBOTEUCHHE BO BPEMsl POLIEYPbL. ECIH NPOMCXOAUT KPOBOTEUYEHHE, B OOJBIINHCTBE CIIy4aeB MOKHO OCTAHOBUTD NPsMoe JaBieHue. Ecin
KPOBOTECUCHHE OCTACTCSI HEKOHTPOIUPYEMbIM, HCOOXOAUMO HCCIICI0BATh PAHY OTKPHITHIM XUPYPrHYECKUM METOAOM H OCTAHOBUTbH KPOBOTECUCHHE.

5.4 Heobxoaumo co0iII01aTh OCTOPOIKHOCTD, YTOOBI HE MOBPEAHTH HUYETO PACIIMPUTE/SIMUA/MHTPOABIOCEPAMH y TALHEHTOB C MAJIbIM BECOM/MAJIbIM BECOM.

5.5 Eciim npoBOHUK NMOBPEXKAEH BO BPEMs POLEYPBI, TO €€ HPOI0IIKEHHE MOKET OBITh 3aTPYHEHO. B 3THX ciiyuasx MOMKHO IPOJOIKHTE, TOJIBKO €CITH:

2) MOBPEKICHHBIH y4aCTOK MOKET IIPOABUIAThCS B TPAXCIO,

6) ocraercst JOCTATOYHAS JUIHHA HETIOBPEKACHHOTO IPOBOIHUKA.

Eciu npoBoiHHK HEBO3MOKHO CIACTH, HEOOXOIMMO MCIO/IB30BATh HOBbIIl KOMILIEKT HiIH HOBBIH HPOBOJIHUK.

5.6 ITociie TOro, Kak MIJIa ¥ KaHIONs BOILIN B TPAXEI0, MX HEOOXOIMMO Y/IePKMBATh B HETOJBHKHOM COCTOSIHMH, YTOOBI KOHYHMK HE BBITNAJ 3 TPAXeH.

5.7 HeoGX0MMO CIIEIMTh 3a TeM, YTOOBI MIJIa, IIPOBOHHK, IPOBOJHMKOBBIH KaTeTep U PACUIMPHTENIN He epdOPHPOBAIIN 3a/IHIOI0 CTEHKY TpaxeH.

5.8 TMociie 4aCTUYHOTO MIIM TIOJHOTO W3BJICUCHHS HIJIbl U3 KAHIONH HUKOI/1a HE BBOJUTE €€ TIOBTOPHO, TaK KaK 3TO MOXKET NPHBECTH K Pa3pe3aHMIO KaTeTepa H ero OCTaBJICHHIO B Tpaxee.

5.9 Heo6XouMo 0becrieunTh NpaBUIbHOE COBMEIICHHE POKCHMaIbHOI METKH Ha IIPOBOJIHUKOBOM KaTeTepe ¢ IIPOKCHMMAaIbHOM METKOH Ha MPOBOIHUKE, YTOOBI AMCTAIbHBIH KOHEI IPOBOJHMKOBOIO KaTeTepa He
BBIXOJIUII 32 KOHYHK TIPOBOJIHMKA M HE BBI3BIBAJI TPABMY 3aJIHCH CTEHKH TPaxeH.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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5.10 He BBOaUTE TOJICTYIO YepHYIO METKY «MaKkcHMalbHas ITyOHHa BBEICHH» HA «OJHOCTYIICHYATOM) JIMIIATATOPE BBIIIEC YPOBHS KOXKH BO H30KaHUE HOBPEXKICHUS TPAXeH H/UIN
KIS,

5.11. He BBITSAIrHBaiiTe IPOBOAHMKOBBIN KaTETEp U3 TpaxeH IIPH yIaleHUN paciuputencil. [IOMOLIHUK JO/DKEH CTa0MIN3UPOBATh POBOJHHK U IIPOBOAHUKOBLIN KaTeTEp BO BPEMs
MPOLEYPEL, YTOOBI 00ECIICUHUTh HX MPABUIBHOC TTOJIOKCHHE B Tpaxee.

5.12 MaTposioceps Portex® Purple ¢ MArKMMU HAaKOHEYHHKAMH JIOJDKHBI HCIIOJIb30BATBCS TOJBKO JUISl BBEICHHS TPAXECOCTOMHYECKUX TPYOOK, a He JUIsl PACIIMPEHUs CTOMBI H3-33 HX
THOKOCTH.

5.13. He menaiite 4pe3MEpPHBIX CKPYIHBAIONINX JBIDKCHAI [IPU PACIIMPCHHUH CTOMBI, YTOOBI H30€KaTh TPABMBI TPAXCH.

5.14 He nemnaiite 4pe3MepHBIX CKPYIHBAIOIIHX ABIKCHHUH IIPH BBEACHHUH TPAXCOCTOMHUUYCCKOH TPYOKH, YTOOBI H30€KATh TPABMbI TPAXCH.

5.15. KpoBb, KOTOpast HE OTCACHIBACTCS U3 JbIXATEIBHBIX MyTeH, 00pa3yeT CryCTKH U MOXET BBI3BAaTh CEPHE3HYH0 OOCTPYKIHIO JbIXaTCIBHBIX MyTeil.

5.16 TIpoBepbTe MOJI0KEHNHE TPAXEOCTOMUYECKOH TPYOKH C MOMOMIBIO OPOHXOCKOIIHH H/HIIM PEHTTCHOIPAMMBI TPYHON KIICTKH, YTOOBI yOSIUTHCS B €€ PABUILHOM Pa3MEIICHHH.
5.17 Tlepen yaaneHHeM TPaxeoCTOMHYECKHUX TPYOOK ¢ MAHKETON U3 MAHKEThI JJOJDKCH OBITh MOJHOCTBIO Y/IaIeH BECh BO3/yX, YTOOBI IIPEIOTBPATUTH NIOBPEKICHHUE TPAXCH H CTOMBI.
5.18 Y6emuTecsh, 4TO CTCPIIBHBIN Ielb-CMa3Ka HE 3aKyIOPHUBACT MPOCBET TPYOKH, IPCISITCTBYS BEHTHIILINY ALICHTA.

5.19 Bo u3bexaHue MOBPEKICHHS TPAXCH H3-32 YPE3MEPHOTO HATyBaHHsSI MAHKCTHI €€ HE CICAyeT HalyBaTh H3MEPCHHBIM 00BEMOM BO3/yXa WX OLIYICHHEM IaBJICHHUS LIIPHIIA,
MOCKOJIBKY IIPH Ha/{yBaHHH MAaHKEThI JOJDKHO OILYIIATCS HE3HAYHTEIBHOE COLPOTUBICHHUE.

5.20 Bo Bpems aHECTE3HH 3aKHCh a30Ta MOKET AU((GyHINPOBATH B MAHKETY, BBI3bIBAsl HOBBIIICHNE UM IIOHMKCHHE JIABICHHS B MaHKeETe.

5.21 JlaBieHne B MaHXeTe CIelyeT KOHTPOJIMPOBATh H PEryIAPHO PeryIupoBaTh. UpesMepHOe HaKauMBaHHE MAHKEThl MOXKET IPUBECTH K HEOOPATUMOMY HOBPEXJICHUIO TPAXEH.
5.22 Cnenyer u30eraTh KOHTAKTa C JJICKTPOXUPYPrUYCCKUME JICKTPOJAMH HIIH JTy49aMH Ja3ePHON XUPYPrun, OCKonbKy [IBX BbIIEISCT TOKCHYHBIC IAPBI B BO3AYXE HIIH
BOCIUTAMEHSIETCS B 00OTAIICHHON KHCIOPOAOM Cpefie (HarpuMmep, IIpH aHECTe3HH).

5.23 He ucnons3yiite TpaxeocroMudeckue Tpyoku Portex® y MalieHTOB ¢ aHOMAIBHOIT aHATOMHUEH! HIIH [TATOIOTHEeH BEPXHHX IBIXATEIbHBIX IIyTCH, TAK KAK 9TO MOXET IIPHBECTH K
YACTUYHOM MJIM NOJIHOH 0OCTPYKIMH JABIXaTENIbHBIX ITyTEH.

5.24 Bo Bpems 1 1I0CIIE TI0ICOSIMHEHNUS JIBIXaTeIbHOMH CHCTEMBI K COCIMHUTEIIIO TPAXEOCTOMUYECKOH TPyOKH n30eraiiTe NPUIOKEHHS YpE3MEPHBIX BPAIIATEIIbHBIX WIIN JIMHEHHBIX
yCHIHii K TpyOKe BO H30exKaHNE CIIy4aiHOTO OTCOCIMHEHHS HIIH OKKIIFO3HH.

6 Ilpenocrepexenns

6.1 Hage:XHOCTb BCEX Pa3beMOB [BIXATEIbHOI CHCTEMBI CIELYeT POBEPSITh IPH yCTAHOBICHHN KOHTYPA H 9aCTO HOCIE 3T0ro. OTCOCAHHEHHE MOKHO OOIErIUTh C IIOMOLIBIO
pazbequHuTeIbHOTrO KiIKHa (100/555/000).

6.2 TTauMeHThl Z0JDKHBI ObITh a/ICKBATHO YBIAXKHEHSI, T.¢. ¢ moMowibo Portex® Thermovent® HEPA+ (100/586/000) wiu Portex® Thermovent® T (100/570/015) auist MUHUMHU3ALHK
00pa3oBaHMs KOPKH Ha TPAXEOCTOMHYECKON TPyOKe W/WIIH IPOCBETE BHYTPEHHE KAHIONH U TIPEJOTBPAILCHHS OBPEKICHUS CIM3HCTOMH 000JI0UKH.

6.3 Ilepen BBeACHHEM HHTPOABIOCEPA TPAXEOCTOMUUECKON TPYOKH yOSINTECh, YTO BHYTPEHHSIS KAHIOIS TPAXEOCTOMUYECKON TPYOKIL, €CIIM OHA UMECTCSI, yAaIcHa.

6.4 Y6enurecs, 4To SHAOTpaxeanbHas TpyOKa yqaneHa OT MECTa BBEICHNSI, YTOOBI M30eXKaTh IPOKOIIA MAHKETHI MM IIPOKOJIA KOHUMKA TPYOKH MIJION U KaHIOICH.

6.5 TTocKkoJIbKy IIPOBOIHUK OYIET HCIIONB30BAThCS JUIS HAIPABJICHNs KOMIIOHEHTOB B TPAXel0, BaKHO YOSIUTHCS, YTO OH HE NMOBPEXKICH (HalpuMep, He IIePEeKPydeH) BO BpeMs
nipoueypbl. YToObI H30€3kKaTh ITOT0, BCEr/1a 3aKperuisiiiTe CBOOOIHBIN KOHEIL IPOBOJIOKH YKa3aTeIbHBIM M GOJIBIIMM MAJIbLAMHU MPH MPOJIBHKCHUH KOMIIOHEHTOB B MarmeHTa. Bo
BpeMs IIPOLEYPbl yOEANUTECh, YTO POBOJAHHK HE TIEPEKPYUCH, 00eCreYnB ero CBOOOHOE IBHKECHHE Yepe3 KOMIIOHEHTBI U TPaxero.

6.6 Y6enurech B CBOOOIHOM IIEPEMEIICHIN IIPOBOAHNKA B TPAXee W KOPOTKOM PACIIMPHTEIE HEPE TeM, KaK yAaliTh PACIIUPUTENb, OCTABUB IPOBOJAHUK M IPOBOJHUKOBEIH KaTeTep
Ha MeCTe.

6.7. IIpoXoAuMOCTB POCBETA TPAXEOCTOMUUYECKOH TPYOKH JODKHA 00SCIIeUHBATHCS PETYISIPHBIM OTCACBIBAHMEM U PETYISIPHOI OYMCTKOM BHYTPEHHEH KaHIONH (€CIIM TaKoBast
HCIIoNB3yeTCst). PerysisipHo npoBepsiiiTe M 3aMeHsiTe 10 Mepe He0OXOAMMOCTH, YTOOBI MOICPKUBATH POXOUMOCTD ABIXaTEIbHBIX MyTEH.

6.8 YcrpoiicTBa, HCIONIb3yeMble IIPH HAKAYMBAHWH MAHXEThI HJIX BO BPeMsl Hee, I0JDKHBI ObITh YHCTBIMU M CBOOOHBIMU OT OCTOPOHHHX IIPEMETOB. Y CTPOHCTBO ISl HalyBaHUS
ClIelyeT CHATH C KJIAMaHa JUlsi HayBaHHUs CPasy IOC/IE MCIOIb30BAHNUS U HAJCTh IbUIC3AIUTHBINA KOJIMa4YoK. [lepes BBeAeHHEM IPOBEPHTE, HALYIIN JTH MAHKETY.

6.9 O6GeperaiitTe MaHXETy OT MOBPEKACHHS, H30€rast KOHTAKTa C OCTPHIMH KPasiMH.

6.10 Kitanas TMHUM HayBaHHUS MOXKET MEIIATh YETKOCTH H300paykeHHs] MarHUTHO-pe3oHaHcHOU Tomorpaduu (MPT). Y6eautecs, 4To KianaH pactolokeH BIaIH OT CKaHHPYEeMOH
obuactH.

6.11 TpaxeocromMuyeckue TPyOKH HEOOXOIMMO PEryIIsipHO MEHSTh B COOTBETCTBUM C HHANBUYAIbHBIMH IIOTPEOHOCTSMH MAlUEHTA.

6.12 JIi1st O9MCTKY JOCTYIIHBIX YaCTel TPYOKH Ha MECTE CIeLyeT HCIIONb30BATh TOIBKO CTEPIIBHBIN (usnostormdeckuii pacrsop. Ecin TpaxeocToMudeckas TpyOKa ynaieHa u3 Teia
ManueHTa, ee He0OX0MMO BEIOPOCHUTS.

6.13. Cnenyer n3berath H3MEHEHHUS OJIOXCHHUS TPAXEOCTOMUIECKON TPyOKH IPU HALyTOW MaHXKeTe.

6.14 Tpenynpexaenne. Penepanbhbii 3akoH (CIIIA) 3anpernaeT npogaky JaHHOTO YCTPOHCTBA TOJIBKO BPAYOM HIIH IO €ro 3aKasy.

6.15 Vruusupyiite naHHoe n3enne 6e30MacHbIM CIOCOOOM B COOTBETCTBHH ¢ MECTHBIMHU IIPABHIIAMH YTHJIN3ALMH 3arPI3HCHHBIX OTXOJIOB.

6.16 Cobmropaiite 0b1ne Mepsl PEAOCTOPOKHOCTH, yKa3zaHHbIe L[eHTpoM o kKoHTposio i npodunakTuke 3aboneBannit CILIA niu cOOTBETCTBYIOIIMMHU KOHCYIBTATHBHBIMU
OpraHaMy B CTPaHe, TI¢ HCIOJIb3yeTCs 3TO YCTPOHCTBO.

7 IloGouHbIe peakuuu

Coo01meHus 0 TOGOYHBIX PEAKIHAX, CBA3AHHBIX C TPAXCOCTOMHYECKUMH TPyOKaMH, MHOTOYHCIICHHBI H pa3HO00pa3Hbl. OOpaTHTECh K CTAHAAPTHBIM y4eOHIUKAM W MEANIHHCKOH
JIMTEpaType VIS TTOJTYYCHHS NHPOPMAIIMH O KOHKPETHBIX TTOOOYHBIX PEAKIIHsIX.

8 IToAroToBKa KOMIIOHEHTOB

8.1 He6ompI110e KOINYECTBO CTEPHIBHOTO Telsi-CMa3KH (BXOIMT B KOMIUICKT MOCTABKH) CIIElyeT HAaHECTH Ha BHEUIHIOK CTOPOHY TPaXeOCTOMUYECKON TPYOKH, YTOOBI YMEHBIIUTh
YCHIIHSE TIPH BBEICHUH, M Ha HHTPOIBIOCED, YTOOBI 0OIETYUTh €ro ABIKCHUE B TPAXCOCTOMUYECKON TPyOKe U U3 Hee.

NPEAYIPEXIEHUE:

Yoeo b, UMO CIMEPUNLHOBLIL 2€/1b-CMA3KA He 3aKyNnopugaem npoceem mpyoKu, npenamcmeyn 6eHMuNAYUY RAYUeHmA.

8.2 IIpoBepbTe MaHKETY TPAXEOCTOMHIECKON TPYOKH MPOOHBIM HalyBaHHEM.

8.3 Jlna Habopa 100/562/000 BeiGepute HHONETOBBII HHTPOABIOCEP COOTBETCTBYOIIETO pasmepa (puc. 1.9) wu mis Habopa 100/566/000 Gembiit pacumputens (puc. 1.8), uto6bt
o0ecneynTh MIOTHOE MPUJICTAHHE K KOHYHKY TPaXxeOCTOMHYECKOH TpyOKu. YOeauTech, 4To HHTPOABIOCEDP TPAXEOCTOMUIECKON TPYyOKH CBOOOHO BXOAUT U MOKET OBITH JIETKO yIaIeH
"3 TpyOKH.

8.4 Eciu Bce y/10BJICTBOPHTEIEHO, TOJHOCTEIO CIyHTe MaHKeTy (pasriaxkuBas ee 1o HaNmpaBJIeHHIo K (uIaHIly), 4ToObl H30€KaTh pa3phiBa BO BPEMs BBEJICHUS TPYOKH.

8.5 Ybenurech, 4To MPOBOIHMKOBEI KaTeTep (puc. 1.6) CBOOOIHO MPOXOAHUT Yepe3 COOTBETCTBYIOIINE PACIIUPUTEIH, HHTPOIBIOCEPHI H 1O IIPOBOIHHUKY.

OCTOPOXKHO:

« CoburofjaiiTe ob1e Mepbl MPEJOCTOPOKHOCTH, YKa3aHHbIe LleHTpoM 1o koHTposto u npodunakruke 3aboneBanuii CIIA uinm cOOTBETCTBYIONIMMH KOHCY/IBTaTUBHBIMH OpPraHaMH B
CTpaHe, IJIe HCIIONB3YETCs 3TO yCTPOHCTBO.

. l'lepezl BBCIICHHEM HHTPOJBIOCEPA TanCOCTOM]/I'{CCKOﬁ pr6KI/I yGC}:[PITCCB, YTO BHYTPCHHSA KaHIOJISA TanCOCTOMM‘ICCKOﬁ pr6](]/], €CJIA OHA BXOAHT B KOMIIJICKT IIOCTaBKH, yJaJICHA.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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9 IToaroToBKa NANMEHTA

9.1. TTanuenT JOJDKEH JIeXkKaTh Ha CIIMHE ¢ TIOAYIIKO# ISl HOAACP KKH LIEH M TLIed, YTOOBI BHITAHYTS IIeio (puc. 2).

9.2 HaiianTe MUTOBHAHBINA XPSII MEX/y OOJBIINM U YKa3aTCIbHBIM IATbIAMH, OMPEACITHTE H OTMETETE aHATOMHYCCKUE OPUCHTHPHI (pHC. 3).

(a) LuToBUAHBIA XpsIL

(b) [epcTHEBHUAHBINA XPSILI

(c) Konbua tpaxen

(d) I'pyannHas BeleMKa

(e) Bo3moxHBIE MecTa BBEICHHS

TIpenmaraemble MecCTa I BBEACHNUS TPYOKH OTMEUCHEI (X) M HAXOISITCS JTHOO0 MEX/Y TIEPBBIM H BTOPBIM, IHO0 MKy BTOPBIM H TPETHHM KOJIBL[AMH TPAaXeu.

9.3 Iepen nporenypoit yBenudste FiO2 10 100% 1 KOHTPOIUPYHTE COCTOSHUE MAILMEHTA ¢ MOMOIIbIO OKCUMeTpHH, KanHorpaduu, OKI' u aprepuanbHoro nasienus. Otperyaupyiite
HACTPOMKH BEHTHIISTOPA, YTOOBI KOMIICHCHPOBATH YTEUKH BO BPEMsI IIPOLECTYPhL.

9.4 Oumcrure 3¢B ¥ CAyHTe MAHKETy HHTYOAHOHHOM TpyOKu. [101 GPOHXOCKOMMYECKIM KOHTPOIEM OMECTUTE MAHKETy SHAOTPAXCAIbHOM TPYOKU 4yTh HIDKES YPOBHS TOIOCOBBIX
CBSI30K M [IOBTOPHO HA/[yHTe MAHKETY, 4TOObI BOCCTAHOBHTD

nedats. JT0 HEOOXOUMO, YTO0BI TPyOKa He MelIaia Ipoueaype. Y aepxkusaiite TpyOKy B TAKOM IIOJIOKEHHH, YTOOBI TOJIOBA U LIesT HAXOJMINCH HA CPEIHEIT INHUIL, & JBIXATCIIbHbIC
IyTH OBUIA COXPAHCHBI.

10 IToaroTroBKa MecTa K oONepanuu

10.1 IIpoae3nHpuIUpyHTEe KOXKY M HATOKUTE CTEPUIIBbHBIC caI(eTKu.

10.2. [TponansnupyiTe IEpCTHEBHAHBINA XPSII M BBEJUTEC MECTHBINH aHECTETHK. VIHBEKIUSI PACTBOPOB MECTHBIX aHECTETHKOB, COACPIKAIIMX PEHAIIH, MOXKET IIOMOYb YMEHBIIUTD
KPOBOTEUYCHHE B MECTE pa3pesa.

NPEAYIPEXJIEHUE:

* Buinonnenue 3moii npoyedypst no0 6poHXocKonuuecKum 1posiem pexo. oyemcs 015 noOmeepHcOenus cpeOuHn ol ycmanogku uenvt 14G u kanionu, npogoonuka u
nocneoylouieli mpaxeocmomMuiecKoll mpyoxKu ona npedomepauieHus napampaxeaibHoll yCMAH08KU, KOMopas Moxicem npugecmu K 2UROKCUU, ROOKONCHOU Impuseme u/unu
nHeemomopaxcy.

* Heoox00umo cobnodams 0Cmopos;cuocms, He noepeo KapuHy pacuiuj amu, 1pOObIOCEPamu y RAUUEHM 08 HeGONbUI020/HU3K020 POCIA/MA020 seca.

11 Iopsinok peiicTBuii

NPEAYIPEXJIEHUE:

Ilepeo nonvimkoit mpaxeocmomuu HeOOX0OUMO YCMAHOGUMb ObIXAMENbHbIE NYMU RAYUEHMA ¢ ROMOWbLI0 UHMYOAUUOHHOU MPYOKU.

11.1 CpenaiiTe rOpHU30HTANBHBIN WIN BEPTHKATIBHBIH pa3pe3 (puc. 4) B BEIOpaHHOM MecTe BBEACHUSI, pa3Mep KOTOPOTO IOCTATOYEH /I YCTAHOBKH TPaXxeocTOMHUYecKoi Tpy6kwu (1,5—
2,0 cm). Ha 9TOM 9Tare MOXeT 0Ka3aThCs OJIE3HBIM BBIIOIHATH JUHATHOCTHYECKOE TYIOe paccedcHue (yAepKUBasi CPeIHIOI0 INHHIO) UL ONPEIC/ICHAST aHATOMUYECKIX OPUCHTUPOB.
NPEAYIPEXJIEHUE:

Hanuuue anomanvHbvix KpoGEeHOCHBIX COCYO08 MOIICEN bI36amb Kpogomeuenue 60 epems npoyedypul. Eciu npoucxooum xposomeuenue, 6 6onvuiuncmee ciyuaee Moicno
ocmanoeums npamoe oagnenue. Ecnu kp 0c A 1PONUPYEMBIM, HEOOXOOUMO UCCIIC006aMb PAHY OMKPLIMBIM XUPYPIUUECKUM 00M U 0
Kposomeuenue.

OCTOpOXKHO:

V6enurech, 4To dHIOTpaxeanbHas TpyOKa ynaJeHa OT MeCTa BBEJJCHHUs, YTOObI N30€XKaTh MPOKOJIA MAHKETh HIIH IPOKOJIA KOHYNKA TPYOKH MITIOi U KaHIONEH.

11.2 Beenure uriny 14G n kaHiom10 (CO IINPHIIEM) IO CPEIHEH JTMHAM B MECTO BBEICHHUS (PHC. 5) B KayalbHOM HalPABJICHHUH, YTOOBI H30€XKaTh BEPOSTHOCTH IIPOXOKICHHS
NPOBOJIHKKA B IIIOTKY Ha 3Tane 11.5. Ipoxsuraiite uriy (mpu HEOOXOIMMOCTH OTXO/IS OT KOJIbIIA TPAXen) JI0 TeX MOp, HOKa CBOOOHBII BBIX0J] BO3/IyXa B IIIPHI] HE IIOATBEPAUT
TONaJJaHNe UIJIbl U KAHIONU B TPaxero. DTOMY MOXKET CIIOCOOCTBOBATH HCIIOIB30BAHUE 3aTI0THEHHOTO XKHIKOCTBIO IIMPHIIA, TIO3BONSIONIEr0 BU3Yaln3UPOBATh U3BICUCHHBIE Ty3bIPbKI
BO31yXa. Bo BpeMs 3TOro mpomuecca MOTyT OTCAaChIBAThCS HEKOTOPbIE BHIACIEHHS U CIIH3b, UTO SBISIETCS HOPMAJIbHBIM SBICHUEM.

NPEAYNPEXJIEHHUE:

* ITocsie TOro, KaK Mrja M KaHIOJs BOILTH B TPAaXel0, HX He0OX0MMO y/Iep:KHBATEL B A6COTIOTHO HENMOABHKHOM COCTOSIHHH, YTOOBI KOHYHMK He BBINAJ U3 TPaxeu.

* Heo0xoanMo c1eIUTh 32 TeM, 4T00BI HIJIa, MPOBOAHUK, MPOBOIHHKOBBI KaTeTep H PACIIHPHTEIN He TepOPHPOBAIIHN 32THIOI CTEHKY Tpaxeu.

11.3 OcTopoXKHOE IBHIKEHUE TPaXeanbHOI TPyOKH BHYTPb H HAPYXKy ONpeeNnsieT, He TIPOKOJIONACH JIH OHA UIJIOH, IIOCKOIbKY OHA OyAeT pacKauMBaThCS BBEPX M BHHU3 NIPH BBEACHUH
BBIXOJ€ TPYOKH. B TakuX cIy4asix Uria M KaHIONs JOJDKHBI OBITh yIalleHbl H BBEICHbI TIOBTOPHO IIOCIE TOT0, KaK SHAOTpaxeaabHas TpyOka OyaeT u3BIeueHa He MeHee YeM Ha 2 CM.
11.4 OcTaBHB KaHIOIIO HAa MECTE, U3BJICKUTE UMy U mmpui. [loacoeanHnuTe MINMpHI K KaHioIe 1 HabepuTe BO3LyX, YTOOHI elle pa3 yOeANThCS, YTO KaHIOIS HaXOAUTCS B Tpaxee.

VY panure mmpui.

MPEAYNPEXJIEHHUE:

TocJie YaCTHYHOr0 WJIH NOJIHOTO U3BJIeYeHHs UIJIbI U3 KAHIOIH HHKOI/Ia He BBOJMTE ee IIOBTOPHO, TAK KAK 3TO MOKeT NPUBECTH K Pa3pe3aHUIo KaTeTepa H ero 0CTaBJIeHHI0
B Tpaxee.

11.5. BelTamuTe NpoBOAHKUK M3 000I0YKH U BRIIPSIMHTE J-00pa3HbIil KOHUHMK, OCTABUB JOCTATOUHYIO JAJIMHY OTKPBITOTO MPOBOAHHUKA (2—3 cM), 4TOOBI €r0 MOXKHO OBLIO BBECTH
yKa3aTelbHBIM M OOJIBITHM NaibliaMu (pHc. 6). BcTaBbTe HHTPOIBIOCED B KAHIONIO W BHIBEUTE MPOBOTHHUK U3 000TOUKH JI0 TEX MOp, MOKA IIepBasi METKA Ha MPOBOJHHUKE HE OKaXETCs
Ha Koxe (puc. 7).

11.6 Tlepen n3BneUCHUEM KaHIONMHM yOeUTeCh B CBOOOTHOM JIBHKCHHH TIPOBOIHUKA B KaHIOJIE, OCTABHB IIPOBOJIHAK Ha MECTE.

OcCTOPOKHO:

TTockonbky NpoBOAHMK OyIET UCTIONB30BATHCS A HANPABICHUS KOMIIOHEHTOB B TPAXel0, BAXKHO YOEUThCS, YTO OH HE IOBPEXKICH (HAIIpUMep, He IIePEeKpyUeH) BO BpeMs
niporietypbl. UToOb! H30€KaTh 3TOT0, BCETia 3aKPEIIsiiTe CBOOOIHBIN KOHEI] IIPOBOJIOKH YKa3aTEIbHBIM H GOJBIIMM TajIbIaMH IIPH TPOJIBIKCHNH KOMIIOHCHTOB B TalMeHTa. Bo
BpEMsl IPOIIeyphl yOeINTECh, YTO IPOBOHHK HE IEPEKPyUeH, 00ECIIeYnB €ro CBOOOHOE JIBIDKCHNE Yepe3 KOMIIOHEHTHI H TPAaXero.

MPEAYNPEXJIEHHUE:

Eciin n1poBoHAK NOBPeK/IeH BO BpeMsl PoLeypbl, ee IPOoJ0JIKeHHe MOKeT ObITh 3aTPyIHEeHO. B 3THX ci1ydasixX MOKHO NPOJ0JIKHTD, TOJILKO eCJIH:

(2) NOBpe:KIEHHBIH Y4aCTOK MOKET MPOJABUIaThCS B TPaxelo, U

(b) ocTaeTcsi A0CTATOUHAS IJTHHA HENMOBPEKACHHOT0 NPOBOAHNKA. Ec/IM MPOBOIHMK HEBO3MOKHO CIACTH, HEOOX0IMMO MCIO0/Ib30BAThH HOBBIH KOMILIEKT HJIH HOBBIi
NPOBOTHHK.

11.7 TIposenure kopoTKuii pacmmpntens 14FR 1o mpoBoHUKY Yepe3 MATKHE TKaHH, II0Ka He OYyBCTBYETE CONPOTHUBIICHHE HA CTEHKE TPaxeH. AKKyPaTHBIM BPallaTelbHBIM
JBIJKEHUEM paciupHTens (puc. 8) NpoJBUHBTE PACIIMPHTEINb BIIEPE, YTOObI IPOHUKHYTH B TIEPEIHIO0 CTEHKY TPaXeH, PaCIIUpssA KaK TKAHH, TAK U CTEHKY Tpaxeu. Y lanute
KOpoTKuit pactunputens 14FR, ocTaBUB MPOBOIHKUK Ha MeCTe.

OCTOpOXKHO:

V6enuTech B CBOOOIHOM NEpPEMEIICHHH TIPOBOIHIKA B Tpaxee U KOPOTKOM PACIIMPHTEIIE, PEX/IC YeM CHUMATh PaCIINPUTENb, OCTABIIAS IIPOBOJHUK HA MECTE.

11.8 TIposenuTe IIMHHBII IIPOBOJHNKOBBIN KaTeTep MO IPOBOJHUKY B TPAXElo B HANPABICHHH, yKa3aHHOM CTPEIIKOIl Ha KaTeTe (IpeloXpaHUTEebHBIH KOHEIl BIlepe/) 10 TeX Hop,
0Ka NPeJOXPAHUTEIbHbIIl OrpaHHYHTEN b IPOBOJHHKOBOTO KaTeTepa He OKakeTcst Ha koxe. COBMECTHTE IPOKCHMAIIbHBIH KOHEI IPOBOAHUKOBOIO KaTeTepa ¢ OTMETKOI
MPOKCHMAJILHOTO KOJIbIA Ha IIPOBOIHUKE, YTOOBI ONPENENHTD ITyOHHy BBeieH s (puc. 9).

11.9 OanodranHas AuIaTALHS

(Jl1s1 TIOCIIEe10BaTEIBHOTO paciiupens nepeiimure K mary 11.10)

HemnocpeacTBeHHO Nepest BBEACHUEM NOTPY3HUTE IUCTaIbHBIN KOHEIl «OHOCTYIICHYAaTOr0» PaclIMpHUTeNls B CTEPUIBHYIO BOLY WM (PU3MOTOTHIECKUH PacTBOP, YTOOB! aKTHBUPOBATH
CMa3bIBalolee MOKPBITUE Ha paciupurene. IIpoBenure pacmupuTeneM o NpoBOAHUKOBOMY KaTeTepy, OKa OH He JOCTUTHET «0e30IacHOi 0CTaHOBKM». B 3ToM nonosxeHun
MPOKCHMalbHas METKa IPOBOAHUKOBOIO KateTepa OyaeT BHIHA TOJIBKO Ha KOHIIE PYKOSTKH pacumputens (puc. 10).

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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CTabunu3upys MPpOBOJIHUK M HAMPABJIAIOUIMI KaTeTep, 4ToObl yOSUThCS, YTO OHH OCTAIOTCS CTAOMIIBHBIMHM M HAXOJATCS B TpaXee, BCTaBbTE M YaCTHYHO Y/AJIUTE PACIIMPHTEIh
HECKOJIBKO Pa3, 4TOOBI ClIeTKa PaCIIMPUTh TPAXeIo 10 pa3Mepa, MOAXOAALIEro A BBOAUMOI TpaxeocToMuueckoif TpyOku. Ha punaratope nanecena mapkuposka 38FR u
MakcuManbHas I1yOuHa BBeaeHus (puc. 10).

NPEAYNPEXJIEHHUE:

* O4enb BakHO 00ecneYUTh NPAaBUILHOE COBMEIIeHHE NPOKCHMMAILHOI METKH Ha NPOBOIHHKOBOM KaTeTepe ¢ IPOKCMMAJIbHOI MeTKol Ha NPOBOHUKE, YTOOBI
JMCTAIbHBIH KOHEIl NPOBOJHMKOBOI0 KaTeTepa He BHIXOIHJI 32 KOHYHK NPOBOJHHKA U He BI3bIBAJI TPABMY 3a/IHel CTEHKH TPaxeH. .

* He BBOAMTE TOJICTYIO YepHYI0 MeTKY « MaKcHMAaJIbHAs IJIyOHHA BBeJJeHHS» HA KOJHOCTYNEHYATOM)» PACHIMPHTEJIe BbIllle YPOBHS KOKH, YTO0bI He IOBPEANTH TPaXelo
H/WIN KapuHY.

* He pesaiite upe3MepHBIX CKPYYHBAIOLINX JABHKEHHIi IPH PACIIMPEHHH CTOMBI, YTOOBI H30€:KATh TPABMbI TPaXeH.

* ®yoseToBbIE HHTPOABLIOCEPHI Portex® ¢ MATKHMH HAKOHEYHHKAMH J0JIKHBI HCII0JIb30BAThHCS TOJIBKO ISl BBeIeHHSI TPAXE0CTOMHYECKHX TPYOOK, a He /I/Isl pacliupeHust
CTOMBI M3-32 HX THOKOCTH.

* He BbITATHBaliTe IPOBOHNKOBDIi KaTeTep U3 TPaxeu NPH yJajleHHH paciupuTeseii. [IoMOUIHHK 10/KeH CTaA0HIH3HPOBATH NPOBOJAHUK H NIPOBOIHHKOBBI KaTeTep BO
BpeMsi IPoueAypbl THJIATALHH, YTO0bI 00eCIeYuTh HX PABHJIbHOE I0JI03KEHHEe B Tpaxee.

YV janute pacumpuTelb, OCTABUB IPOBOAHUK U IPOBOAHUKOBBII KaTeTep B Tpaxee. Bo3ayx BEITIET uepe3 TpaxeocToMy, MOATBEPIKAask IPABHIBHOE Pa3MEILEHNE PACLIUPHUTENS,
HanpaBpJIIOIEro KaTeTepa 1 IIPOBOJIHUKA B Tpaxee.

Tlepeiitu k sramy 11.12.

11.10 IociienoBaTesibHOE paclIUpeHHe

HenocpeacTBenno nepex BBeIGHUEM IIOTPY3UTE AUCTAIbHbII KOHEL KaJKJOTO PACIIHPUTENs B CTEPHIbHYIO BOMY MIIH (pU3HONOTHYECKHH PacTBOP, YTOOBI aKTHBHPOBATH CMA3bIBAIOILEE
nokpbiTHe. [IpoBeanTe 1U1aTaTOPOM 110 MPOBOJHHKOBOMY KaTeTepy, MIOKA OH HE JOCTHUTHET NPENOXPAHHTENIBHOTO yropa. B 9ToM Mo10XkeHHN NPOKCHMAbHAs METKa IPOBOJHHKOBOTO
KaTeTepa OyJIeT BUJIHA TOJIBKO Ha KOHIE PYKOATKHU paciupuTtens (puc. 11).

PacmmpbTe cTOMY, IIPOITyCKasi KaXIblil pacIIMPHUTENb [0 OYepeaH (HAYMHAs C CAMOrO MaJIeHbKOT0) Yepe3 IPOBOIHUKOBEII KaTeTep B Tpaxero, 00ecreurBas IPaBHIbHOE COBMEIICHHE
pacLMpuTes, NPOBOAHMKOBOIO Karerepa U NpoBoHuKa (puc. 11). OKoHYaTeNIbHBIH pacIMpUTeNb ClleyeT BEIOUpaTh TAKUM 00pa3oM, YToObI ClIerka paclupHTh TPaxero JI0 pa3Mepa,
COOTBETCTBYIOIIETO Pa3Mepy BBOAUMOI TPaXeOCTOMUYECKOH TPyOKH.

MNPEAYNPEXJIEHHUE:

* O4enb BakHO 00ecneYUTh NPaBHILHOE COBMEIeHHEe NPOKCHMMAILHOI METKH Ha NPOBOIHHKOBOM KaTeTepe ¢ IPOKCMMAJIbHOI MeTKol Ha NPOBOJAHUKE, YTOOBI
JAMCTAJILHBIN KOHEIl NPOBOAHUKOBOIO KaTeTepa He BLIXOAWJI 32 KOHUYMK NPOBOJHHKA H He BbI3bIBAJ TPABMY 3a/Heli CTEHKH TpaxeM. .

* He BBOHMTE TOJICTYIO YEPHYIO METKY HA «OJHOCTYNEHYATOM» PAaCIIUpPHTeJIe BbIle YPOBHSI KOXKH, YTOOBI He MOBPEINTH TPaxero.

* ®uoieToBbIe HHTPOAbIOCEPDI Portex® ¢ MArKHMH HAKOHEYHHKAMH JO0JIKHBI HCII0JIb30BATHCS TOJIbKO [UIsl BBeIeHHSI TPAXe0CTOMHYECKHX TPYOOK, a He /I/Isl pACIIHPeHHsl
CTOMBI H3-32 HX THOKOCTH.

* He BbITAArMBaliTe NPOBOAHUKOBLIN KaTeTep U3 TPaxed NPH yaajdeHuH pacmupureeii. lloMolHuK 10/KeH cTA0MIM3HPOBATH NPOBOAHUK H NPOBOHUKOBBIN KaTeTep BO
BpeMsi IPOLeYPbI THJIATALNH, YTOOBI 00eCeYnTh X NMPAaBHJIbHOE MOJIOJKEHHE B Tpaxee.

* He nesaiiTe upe3MepHBIX CKPYYHBAIOIINX ABHKEHHIi PH PACIIMPEHHN CTOMBI, YTOOBI H30€KaTh TPABMbI TPaXeH.

11.11 Coxpanusiite pyuHoe naBieHue ryoKkoii Ha MECTO BBEICHUS MEX/Y PACIIMPHTENISAMH, YTOOBI OCTAHOBUTH KPOBOTeUeHHE. Bo3yX JomKeH cBOOOAHO BHIXOAUTH U3 CTOMBI MEXKIY
BBEICHHAMH PACIIMPHTEIS, YTO MIOATBEPIKAAET MPABHILHOCTh PAa3MEIEH s PAaCIINPUTEIEeH, MPOBOAHUKOBOTO KaTeTepa 1 IPOBOAHUKA B Tpaxee.

Baenenne tpaxeoctomuueckoii TpyOku

11.12 BeraBbTe cMa3aHHYIO TPAXeOCTOMHYECKYIO TPYOKy, HaJETYI0 Ha CMa3aHHbIH HHTPOABIOCED, MOBEPX MPOBOAHMKOBOIO KaTeTepa 4epe3 CTOMY JISTKUM BPallaTelIbHbIM
JBuxeHneM (puc. 12).

NPEAYNPEXIEHHUE:

* He penaiiTe upe3MepHbIX CKPYYHBAIOLINX ABHKEHHIi IPU BBeJJeHHH TPAXEOCTOMHYECKOH TPYOKH, YTOObI H30e:KATh TPABMbI TPaXeH.

* He ucnoub3yiite TpaxeocroMmuyeckue Tpyoku Portex® y nauueHToB ¢ aHOMAJIbHOMH aHATOMMEH HJIM NATOJIOTHEH BEPXHHX bIXaTeJbHBIX MyTel, TAK KaK 3TO MOKeT
NMPHBECTH K YACTHYHON MM MOJTHOI 00CTPYKIMH IbIXaTeJbHBIX MyTeid.

11.13 Y anute HHTPOABIOCED, HATIPABJISAIONINI KaTeTep U MPOBOIHUK, OCTABUB TPAXEOCTOMUUYECKYIO TPYOKY Ha MecTe.

11.14 Ouncrute Tpaxero U TPAXEOCTOMHUYECKYIO TPYOKY, 4TOObI OCBOOOANTD JbIXaTeIbHbIC My TH.

NPEAYNPEXIEHHUE:

KpoBb, KoTOpasi ¢ TPY/IOM 0TCACBIBACTCS H3 AbIXaTeILHBIX MyTeii, CBOPAYMBaETCs M MOKeT BbI3BATb CePbe3HYI0 00CTPYKIHUIO AbIXaTeILHBIX IyTeii.

11.15 TlepenecuTe AbIXAaTENBHYIO CHCTEMY Ha TPAXEOCTOMUYECKYIO TPYOKY.

NPEAYNPEXIEHHUE:

Bo Bpemsi 1 nocJIe 10/ICOEAMHEH NS IbIXATEIbHOI CHCTEMBbI K COCIHHHTEII0 TPAXe0CTOMHYeCKOii TpyOKH H3deraiiTe NPHI0KeHUs Ype3MepPHBIX BPAIIATEIbHBIX HIH
JIMHEHHBIX YCHJIMIi K TPYyOKe, 4TOObI NIPE0TBPATUTH CJIy4aiiHoe 0TCOeHHEeHHEe HIIH OKKJIIO3HIO.

11.16 HakauaiitTe MaHXXETy TPaXeOCTOMHYECKOM TPYOKH MHHUMAaJIbHBIM 00BEMOM BO3/yXa, YTOOBI 00pa30Bagach repMeTH3aLus.

NPEAYNPEXIEHHUE:

Bo n30e:xxaHne MOBPekIeHHsI TPAXEH H3-32 YPe3MEPHOr0 HAYBAHUS MAHKETHI ee HeJIb3sl HAAYBaTh H3MEPEHHbIM 00beMOM BO3yXa HJIH OILLYIIeHHEM aBJIeHHsI LINPHIA,
NMOCKOJIbKY NPH HAZYBAHHH MAHKeThI 0JIZKHO OIYIAThCSI He3HAYHTEIbHOE CONMPOTHBIIEHHE.

11.17 IloaTBepauTe YCIENIHOE pa3MeIIeHne TPYOKH ¢ TOMOIIBI0 OOIIETIPHHSATHIX B HACTOSIIIIEE BPEMsI METHIIMHCKUX METOJIOB, TAKHX KaK ayCKyJIbTalHs, KalHorpadus,
OPOHXOCKONUYECKas BU3YaIN3alusl H/HIN PEHTIeH TPYIHON KIETKH U OKCHUMETpPHS.
TPEAYNPEXJIEHHUE:
TIpoBepbTe MoJI0KeHHE TPAXEOCTOMHYECKOH TPYOKH ¢ MOMOIIBI0 GPOHXOCKONMMH H/HIIH PEHTTeHOTPAMMBbI FPY/AHON KJIeTKH, 4YTO0bI YOeIHTHCS B e MPaBHILHOM
pa3MeleHnH.

11.18 3akpenuTe TPaXeOCTOMUYECKYIO TPYOKY.

11.19 Cpnyiite MaHKXeTy SHIOTpaxeaabHOH TPYOKH U U3BICKUTE TPYOKY.

11.20 TpaxeoCTOMHYECKYO MOBA3KY MOXKHO HAKJIabIBATh HA CTOMY JUISl YJIy4qIICHUs. KOM(pOPTa ¥ THTUCHBI MALCHTA.
OCTOpPOXKHOCTB:
* TpaxeocTromMuyeckue TpyOKH HEOOXOIMMO PEryJISIPHO MCHSATH B COOTBETCTBUH C MHIMBU/YaJIbHBIMU OTPEOHOCTSAMH MALIUCHTA.
* YTunusupyiite JaHHOE M3/1eane 6e30MacHbIM CIOCOOOM B COOTBETCTBUH C MECTHBIMHU MPABHIIAMH YTHJIN3ALMH 3aTr PA3HEHHBIX OTXOJI0B.

Thermovent, Portex, qu3aiinepckuii 3uak Portex u qu3aitnepckuii 3uak Smiths Medical siBistirorest ToBapHbIME 3HakaMu Smiths Medical. CumBoi ® yka3bIBaeT Ha TO, 4TO TOBapHbIH
3HaK 3aperucTpupoBat B Bropo no narenram u topapubiM 3Hakam CIIIA 1 HEKOTOPBIX APYrUX cTpaHax. Bee apyrue ynomsiHyTbie HAMMEHOBAHHS U TOBAPHBIC 3HAKU SBISIIOTCS
TOPrOBHIMH HAMMEHOBAHHSIMH, TOBAPHBIMHU 3HAKAMH WJIM 3HAKAMH 00CITY)KUBaHHsI COOTBETCTBYIOLIUX BIAEIIBLEB.
© 2019 Cmutc Menukai. Bee npasa 3amuiieHst.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,

pacrpocTpaHeHa UM BOCIIPOU3BeicHa 0e3 IFICBMCHHOTO PA3PCIICHNAS KOMITaHHIT Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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Souprava pro perkutanni dilatacni tracheostomii
Portex®
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JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
- BHYTPEHHUU JOKYMEHT -




Jlorotun koMnaHuu PABOYAS UHCTPYKLWA Homep noxkymenTta Bepcusi
SMITHS MEDICAL FM-DVSOP2002-01  Pes 001 AS1001898-001 100
Jlara: 25 oktsa6pst 2016  CO No.: CO-10029546

WI Tun: COEHUOUKAIMSA XYJTOXKECTBEHHBIX PABOT Jlata 28 mapra 2019 | Ctp. 66 13 66

Haszpanme: UHCTPYKLIUSA 10 IPUMEHEHMIO - HABOP J1J151 YPECKOXKHOM TPAXEOCTOMMU BE3 BLU (10018928-001)

TITNA CHRUPAVKA (a)

RIKOIDNI CHRUPAVKA (b)
SUBKRIKOIDMI PROSTOR

TRACHEALNI PRSTENCE ic)

BEZEK HRUDNI KOSTI (dh)

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.

- BHYTPEHHUIT IOKYMEHT -




Jlorotun koMnaHuu PABOYAS UHCTPYKLWA Homep noxkymenTa Bepcus
SMITHS MEDICAL FM-DVSOP2002-01  Pes 001 AS10019334-001 100

Jlara: 25 oktsa6pst 2016  CO No.: CO-10029546

WI Tun: COEHUOUKAIMSA XYJTOXKECTBEHHBIX PABOT Jlata 18 mapra 2019 | Crtp. 1 u3 15

Hassanue: UTHCTPYKLIUS 110 SKCITJIYATALIMN - TEPMOBEHTWJISALIMOHHBIN TEIJIOOBMEHHUK (10019334-001)

INPOBEPKA JJIOKYMEHTOB
Ilepen ucnonp30BaHMEM JTaHHOTO JOKYMEHTA MOJIb30BATENb HECET OTBETCTBEHHOCTD 3a MIPOBEPKY aKTYalbHOCTH
PEAAKLMKU U JaThl BCTYIJIEHHUS B CUILY.

JIUCT PETUCTPAIIMI UISMEHEHUIA

Baanenen caiita: MASH JlonoJIHNTe/IbHBIE CAliThI, HCIOJIb3YIoIHe JoKkymMenT: MCZH
Bepcus Aara serynaenun Bepcuns JlaTa BeTynJieHUs B CHILY
B CUJIY
PWR: 5477
[aHHasa xygoxectBeHHas pabota 3ameHsaeT 004/005/225A (L6402 Issue 100).
OO6HoBMEHWS BKNIOYAIOT cnegywuwine naMeHeHu4;
* FOpuanyeckuii agpec NponsBoAMTENs N3MeHeH ¢ Yeluckon Pecnybnuvku Ha
HataH JlenH, MuHHeanonuc.
100 18 mapTa 2019 C0O-10074820
» lo6aeneH agpec npeactasutensa EC B Yexuu.
* HoBbI YNONHOMOYEHHbIN opraH, uameHeH ¢ CE0473 Ha CE2797.
+ [lata aBTOopcKkoro npasa o6HosneHa Ao 2019 roga B 3asBrneHnn o TOBaPHbIX
3HaKax.
» CumBon npeactasuTens EC n TekcT gobaBneHbl B roccapuii CUMBOIOB.
A3BIKN
Amnrnuiickuii | @pannysckuii | Hemenknit Wranbanckuii | Mcnanckuii Ioptyransckuii | JaTckuit IBenxuit Jlatckwuii Hopsexckuit
CCTh €CTh CCTh €CTh CCTh €CTh €CTh €CTh CCTh CCTh
DuHCcKui I'peuecknit SnoHckuii Yenickuit CrnoBaukuit Benrepckwuii IMonbckuit CnoBeHckuil | DcToHCKUI Jlarpiiickuii
ecTh ecThb HeT ecThb ecTh ecThb ecThb ecThb ecTh ecTh
JIuroBckuit Typeuxuit Bonrapckuit | PymbiHckuit Pyccknit XopBaukuii Kuraiickuii Kopeiickuit Apabckuit
CCTh HCT CCTh €CTh HCT CCTh HCT HCT HCT

3AMEYAHMA NO AN3ANHY ARTWORK

3AMEYAHN 10 JU3ANHY

Howmep neramu: 10019334-001

Pazmep: 210 mm (L) x 160 mm (B). Pazmep B croskernnom Buze: 105 mwm (1) x 160 mm (B).
®opwmar IFU: neyarHas uHCTpyKuMs, 24 CTpaHULIBI.

A) lMonpob6usie Texunyeckue xapakrepuctuku [FU cM. B crierudukaniy npyu NoKymnke.

B) Y1Bepxaenue conepxkanus U CrieupUKAINN XY10)KECTBEHHOTO POU3BEICHHS
IIOCPEACTBOM DJIEKTPOHHOI'O YTBEPKICHUS.

C) YT1BepkaeHue 3Toro JoOKyMeHTa KacaeTcs TOJIbKO OKOHYAaTeIbHOro popmara 1 Maketa. Bee
MepeBOo/Ibl OBLTN TIpeaBapuTesbHO 0100peHsl B L6402 Issue 100.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,

pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.

- BHYTPEHHUIT IOKYMEHT -
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XYIAOXECTBEHHBIE PABOTBI

PORTEX 3

TennoodOMeHHUK
Thermovent® T

UMHCTPYKLUWU NO UCMNOJIb3OBAHUKO
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JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.
- BHYTPEHHUU JOKYMEHT -
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Portex® Thermovent® T
TenjioB1aroo0MeHHUK

HUHCTPYKLIUH ITO UCITOJB30OBAHUIO
OTH MHCTPYKLUHU NPEAHA3HAYCHBI JUIS HCIIOIb30BAHHS CO CIIEIYIONMM MpoaykToM Portex®:
Karanoxnsiit Ne: 100/570/015
BuyTpennnii nomep: 100/570/015CZ Tennooomennuk Thermovent® T
JlaHHast MHCTPYKLIHS COACPKUT BaXkKHYIO MH(OPManHio Ju1st 6e30MacHOT0 UCIIOJB30BaHus TpoaykTa. [Ipoutnte Bce copepxanue MHCTpyKImn no
pUMEeHeHHIo, BKmouas [Ipenynpexnenus u [IpenoctepesxeHns, mepes UCIOIb30BaHUEM 3TOro poaykra. HecobimoieHe T0KHBIM 00pa3oM
IpeynpekaeHuil, IPeI0CTePeKEeHHI M HHCTPYKIHI MOXKET IIPUBECTH K CMEPTH HIIH CEphEe3HOH TpaBMe MaleHTa W/WIU Bpada.
[IPUMEYAHUE: PACIIPOCTPAHUTE JIAHHBII BKJIAIBILL [10 BCEMY MECTO IIPOJAYXHU [IPOAYKTA.
Onucanne
Thermovent® T — 5T0 cTepHIIBHBIIL OHOPA30BBIil TEIIIO- U BIarO0OMEHHHUK, KOTOPBIH obecrednBact 3(GEeKTHBHOE yBIaKHEHHE UTS CIIOHTAHHO ABIIIAIIHIX
B3POCIIBIX U JICTEH, YbH BEPXHUE JIbIXaTeIbHbIC ITyTH 00X0AATCS TPaxealnbHOM HIIN TPAXEOCTOMUYECKOH TPYOKOi.
Iloxa3aHus K NPUMEHEHHIO
Portex® Thermovent® T nokasaH ms:
+ CoxpaHeHHE BI)KHOCTH 1 MUHMMU3ALUS TIOBPEKICHUS SMUTEINAIBHBIX KICTOK TPaxen
* YMeHbIIIeHHE OTEPH TeIlIa Yepe3 OPOHXOIEr0YHOE AePEBO
* [Tomoraet npeOTBPATUTH CTYLIEHHE CEKPELIN U M3MEHEHUs (PYHKI[HH JISTKUX BO BPEMs JUTUTEIIbHOI aHECTE3NH HIIM HCKYCCTBEHHOM BEHTUIISIIMH JICTKHUX.
HHcTpyKUHH 10 HCIOJIB30BAHUIO
1 YcTpolicTBO JOIDKHO OBITh IIOJICOEANHEHO K 15-MM HaKOHEUHHKY TpaXealbHOU HIIN TPAXeOCTOMHIECKOH TpyOKH.
2 B ciy4ae 1nosiBJICHUS! YCTOHYMBBIX BBIJICICHUN MM 3aKYTIOPKH CIM3UCTBIX 000JI0UeK HEOOX0IMMO HA3HAYUTh COOTBETCTBYIOMIYIO TEPAITHIO.
3 [NarnueHT DOJKEeH HaXOMUThCS MO MPUCTATLHBIM HAOIIOIeHHEM Ha IIPeIMeT JII0OBIX OCIO0KHEHUH, BOSHHKAIOMINX B Pe3yJIbTaTe 3aKyIOPKH HCKYCCTBEHHBIX
IbIxaTenbHbIX myTelt un Thermovent® T. B cirydae pa3BUTHS KaKHX-THOO OCJIOXKHEHHH yCTPOHCTBO CIEAYeT YAAIUTh WM 3aMEHUTb.
4 MeHnsiiTe ycTpOICTBO Kaxable 24 yaca MM Yallle, KaK 3TO ONpPEAeSICHO SKCIEPTHOH KIIMHHIECKOH OLIEHKOM, YTOOBI IPEIOTBPATHTh HAKOILICHHE BBIICICHHUI
B YCTpPOMCTBE.
MepbI pe0CTOPOKHOCTH
1 Kak u u1st Bcex HpoyKTOB AIst 00eCHIeueH s IPOXOAMMOCTH IbIXaTebHBIX ITyTeH, IIepe]l HCIIONb30BaHHEM CIICyET IIPOBEPUTH OE30MacHOCTh BCEX

COEMHEHHH U MPOXOJUMOCT CHCTEMBI H YCTPOICTBA.

2 YCTpOHCTBO ClIeyeT UCIIOIb30BATh TOJIBKO Y MALMEHTOB CO CIIOHTAHHBIM JIbIXaHUEM.

3 BiusiHEe JOTIOIHUTENBHOTO 00beMa IPOCTPAHCTBA YCTPOIICTBA ClIelyeT OLIEHUBATh Ha MHUBHU/YaIbHOH OCHOBE I KaXJOTO MalueHTa.

4 YcTpoiicTBO Helb3s UCHONIB30BATh B COYETAHUH C CUCTEMaMH yBJIQXKHEHHS ¢ IOOTPEBOM WM PACIIBUICHHEM BOJBI HIIN HeOyIali3epaMu.
Ipenynpesxnenus

1 YcrpolicTBO IpefHa3HAuYSHO TOIBKO JUIS OJJHOPA30BOT0 UCIOJIB30BAHMS U HE MOUICKHUT HOBTOPHOMY UCIOJIB30BAHHIO WM O4nCTKe. CMaduBaHuUe
JJIEMEHTOB TEILIO- ¥ BIAr00OMEHa KaKUM-JIHO0 YHUCTSIIIM PACTBOPOM MOXKET YBEIMYHTh CONPOTHBIICHHE ABIXaHHIO MJIN IPUBECTH K COXPAHEHHUIO BPEIHBIX
OCTaTKOB HJIM Nepe/iadye HHPEKIHOHHBIX areHTOB.

2 Ilpu oneHKe MOTPEOHOCTEH MANUEHTa B YBIAXXHCHIH HEOOXOIMMO UCIOJIB30BATh SKCIEPTHYIO KIMHUIECKYIO OLICHKY. Y CTPOICTBO HOIDKHO
UCHOJIb30BATHCS, KaK OIUCAHO B HHCTPYKIHSX M B COOTBETCTBUH C MIPHHSATHIMH B HACTOAIEE BPEMsI MEJUIIMHCKUMH METOAAMH.

3 B ciy4ae cMeleHns 3IeMeHTa TEIUIo- U BIIarooOMeHa u3 Kopiyca (HanpuMep, Ipy Kallule MalueHTa) BBIOpackIBacTCs U HCIONb3YeTCsl HOBOE YCTPOHCTBO.
Hu B koeM citydae Hellb3s IIBITaThCs 3aMEHHUTD 3JIEMEHT.

4 YcTpoiicTBO MOKET OJIOKHPOBATHCS, €CIIM Y MAIlEeHTa BO BPEMsI UCIIOJIb30BaHUs YCTPOHCTBA MOSBISIOTCS OOWIBHBIC BBIIEICHHS, OTEK JICTKUX WIIH
KpoBoTeueHue. Eciti ycTpolicTBO 3a010KHPOBaHO, €ro He0OX0IMMO 3aMeHNTh. Hu Ipy Kakux 00CTOSTENbCTBAX HEe NPEANPUHAMANTE HUKAKUX MOIBITOK
MPOYHCTHTH WIH IPOYUCTUTH 3aCOP, TAK KaK 9TO MOXKET IPUBECTH K MIOBPEKICHHUIO SJIEMEHTOB TEILIO- U BIarooOMeHa U K JalbHeHIIeMy 3aCOPEHHIO.

5 Cremyet co0mr01aTh OCTOPOIKHOCTH IPH UCIOJIB30BAHUHK ITOrO YCTPOUCTBA AJIS IETEH, IIOCKOJIBKY OHO COICPIKHT KOMIIOHEHTBI, KOTOPbIE MOTYT OBITh
y/IaJIeHBI U MOT'YT HAHECTH BPEJL [IPH [IPOIJIATHIBAHUN WIIH BIBIXaHHH.

TexHuuyeckas cnenupuranus

1 BoIxoa Biaru

25 mr/n H20 npu 10 Booxax/MuH

Jbixatenbublit 00bem 1000 Mt

2 ConpoTHBJ/IeHHE IOTOKY

0,9 rIla (cm H20) npu pacxoze rasa 0,5 yi/cek (30 ji/mMuH)

2,0 rITa (cMH20) npu pacxoze raza 1,0 si/c (60 /muH)

3,5 rIla (cMH20) npu pacxoze rasza 1,5 i/c (90 1/mMuH)

Thermovent, Portex, auzaitnepckuii 3Hak Portex u qu3aitHepckuii 3Hak Smiths Medical siBisiroTcs ToBapHbIME 3HakaMu komranuu Smiths Medical. CumBoa ®
YKa3bIBaeT Ha TO, YTO TOBAPHBIN 3HAK 3aperrCTpUpoBan B biopo mo marentam u toBapHbiM 3HakaM CLIIA 1 HEKOTOPBIX ApyrHX cTpanax. Bee npyrue
YIIOMSIHYThIE HANMCHOBAHHSI i TOBAPHBIC 3HAKHU SBIIIIOTCS TOPTOBHIMH HAUMEHOBAHHMSIME, TOBAPHBIMU 3HAKAMH HIJIH 3HAKAMH OOCITY KHBAHUS
COOTBETCTBYIOIIUX BJIaJCIIBICB.

© 2019 Smiths Medical. Bce npaBa 3aluiieHsl.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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Hassanue: UTHCTPYKLIUS 110 SKCITJIYATALIMN - TEPMOBEHTWJISALIMOHHBIN TEIJIOOBMEHHUK (10019334-001)

TonpKo A1 0IHOPA30BOT0 UCIOIb30BaHUS.
He ncnons3yiite noBTOpHO: MeaUIIMHCKNUE YCTPOUCTBA TOJKHBI UMETh OIIPEIECIICHHBIE XapaKTePUCTUKHI
MaTtepuaa, 4ToObl paboTaTh JOHKHBIM 00pa3oM.

JlaHHbIe XapaKTEpPUCTUKH ObLTN MPOBEPEHBI TOJIBKO VISl OJHOPA30BOr0 UCIONIb30BaHus. JIroOas monbITKa
MOBTOPHOM 00pabOTKU yCTPOMCTBA IS MOCIEAYIOIEr0 MOBTOPHOTO UCIIOIb30BAHUS MOXKET
OTPULIATEIILHO CKa3aThCs Ha L[EJOCTHOCTH YCTPOMCTBA WM MPUBECTH K YXYALICHHUIO €r0 XapaKTEPHUCTHK.
CrepuiieH, €Cliv € AMHUYHBINA KOHTEHHEP HE OTKPBIT UJIU HE TTOBPEK/ICH.

YHHAUYTOXUTH MOCIIE OJJHOKPATHOTO UCIOJIb30BaHusA. He cTepriin3oBaTh NOBTOPHO.

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,
pacmpocTpaHeHa HIH BOCIPOM3BeIcHa 6e3 MICHMEHHOr0 paspemieHust komnanun Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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Haspauue: UTHCTPYKLIUS 11O TIPUMEHEHUIO - HABOP J1J151 YPEKOXKHOM TPAXEOCTOMMU (10001117-002)

ITPOBEPKA JIOKYMEHTOB

Hepez[ HCIIOJIB30BAHUEM TAHHOTO JOKYMEHTA I10JIE30BAaTEIb HECET OTBETCTBEHHOCTD 3a IPOBEPKY aKTYyaJIbHOCTU PEAAKIINNA U
JAAaTbl BCTYIJICHUA B CUITY.

JIMCT PETUCTPALIUI UBMEHEHUI

Baapnenen caiita: MASH

Jlono/IHNTe/IbHBIE CAliThI, HCIOJIb3YIoIHe JoKkymMenT: MCZH

JlaTa BeTynieHust Homep u3m.
Bepcust H3meHeHusi, BHECEHHBIE B IOKYMEHT
B CHJIY
PWR: 5477
JlanHas XynoxectBeHHast pabora 3amenser 10001117-001 (LLS10001117-001 REV 100).
OOGHOBIICHHS BKJIFOYAIOT CJIEYIOIINE N3MCHEHHS;
* IOpuauueckuit anpec npousBoaurens u3MeneH ¢ Yemckoii PecriyOnuku na Haran Jleitn,
100 28 mapra 2019 C0-10073976 MuHHeanomc.
* Jlo6asnen anpec npencrasuteist EC B Yexuu.
* HoBblii ynonmHoMo4eHHbIH opraH, usamened ¢ CE0473 na CE2797.
* Jlata aBTOpCKOrO IpaBa o6HOBIeHA 10 2019 roxa B 3asBICHHN O TOBAPHBIX 3HAKAX.
 CumBou nipeactaButenst EC 1 TekCT 100aBIIeHBI B TII0CCAPU CUMBOJIOB.
Anrnuiickuit | @pannysckuii | Hemeukuit Wranbauckuid | Ucnanckuit Iopryranbekuit | Jarckuit [ Benxuit Jlarckuii Hopgexckuit
ecTh ecThb ecTh ecThb ecTh ecThb ecThb ecThb ecTh ecTh
DuHCcKui I'peuecknit SnoHckuii Yenickuit CrnoBaukuit Benrepckwuii IMonbckuit CrnoBeHckuit | DcToHCKMI Jlareiickuii
ecTh ecTh HET ecTh ecTh ecTh ecTh ecTh ecTh ecTh
JIuroBckuit Typeuxkuii Bonrapcknit PymbIHCKHI Pyccknit XopBaukuii Kuratickuii Kopeiicknii ApaOcxuit
ecTh HET ecTh ecTh HET ecThb HET HET HET

PA3JIEJI 1 - Cxema cKJIaAbIBAHUSA
PA3JIEJI 2 — Cxema UHCcTpyKIMHU
PA3/IEJI 3 — MHCTPYKIUS HA YeUICKOM SI3bIKE, CIIPABOYHBINA TEKCT

3AMEYAHMS 110 JU3ANHY
Howmep neramu: 10001117-002

Pazmep: 297 mm (III) x 210 mm (B).
®opwmar IFU: neuatHas uHCTpYKIuS, 20 CTpaHMUII.

Pasmep B cnoxxennom Buze: 148 mm (1) x 210 mm (B).

A) Ionpobusie Texanueckue xapakrepuctuky IFU cM. B cienmguKanuy npu MmoKymnke.

B) YTBepxaenue conepkanus U Crielu(UKaIMy XyJ0KECTBEHHOTO IPOU3BECHUSI TOCPEACTBOM 3JIEKTPOHHOTO YTBEPKACHHUS.
C) YTBepkAeHHE 3TOr0 TOKYMEHTa KacaeTcsl TONbKO OKOHYATEIbHOTO (hopMaTa U MakeTa. Bee mepeBop! ObLIM peIBapUTEIBEHO
yrBepxkaenst Ha LLS10001117-001 Pes. 100.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.

- BHYTPEHHUIT IOKYMEHT -
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Haspauue: UTHCTPYKLIUS 11O TIPUMEHEHUIO - HABOP J1J151 YPEKOXKHOM TPAXEOCTOMMU (10001117-002)

PA3JIEJI 1 - Cxema cxiaabiBanmst

\_ smitths meduwcal
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\_ smtiths medical

"%, = MecrTa clumMBaHms.
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BHYTpeHHWe CTpaHWLbl CLUWThLI ABaXAbI.

JlaHHBII TOKYMEHT M BCS COZiep Kalasics B HeM HH(OpPMaIMs SBISCTCS KOHPHUICHIMATBHOM, YaCTHOM U HE MOKET OBITh PAaCKpHITa,
pacrpocTpaHeHa UM BOCIPOU3Be/icHa 0e3 MMCbMEHHOT0 paspenieHus komnanun Smiths Medical.

- BHYTPEHHUIT IOKYMEHT -
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PA3JIEJI 2 - Cxema HHcTpyKIHR (B macwrabe)
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Smiths Medical :‘\SD, Inc. Smiths Medical Czech Republic a.s. =]

6000 HaraH et Hopt Onomoiika 306, [paHuue 1-MecTo, -

MuHHeanonwe, MuHHecoTa 55442 CLUA 75301 Mpanuye, Yexusn

Ten.: 18002585361 (CLUA/KaHaga) TTen. +44(0) 1233 722100

Ten.:+16142107300

wa.smiths—medical.com sm L‘l‘.hS ITIEU LCBl
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PORTEX

KoMnnekT Anga 4YpecKoXHoOun

annatTaumMoHHOUM TpaxeoCToMunun
C ogHOCTyneH4aTbIM paclMpuTenem U MArKMMKU
MHTPOAbIOCEPaMM TOJIbLKO AJisi TPYOOK 7, 8 1 9 Mm
0e3 TPaxeoCcTOMUYECKOU TPYOKM

MHCTPYKLMS MO NPUMEHEHUIO

JlaHHBII TOKYMEHT U BCSI COZIEPIKAIIasICs B HeM HH(POPManust ABILETCs KOH(PUACHIMAIBHOM, YaCTHOH U He MOXKET OBITh PacKpHITa,

pacnpoCTpaHeHa Uil BOCIPOM3BE/CHa 6e3 IMCbMEHHOTO paspeleHus komnanuu Smiths Medical.
- BHYTPEHHUM JOKYMEHT -
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Hasgauue: MTHCTPYKIIMS 11O IIPUMEHEHUIO - HABOP JIJT51 YPEKOXKHOM TPAXEOCTOMMU (10001117-002)

Pycerui
K T ANA 4p W pMnaraw nTp TOMHK
€ OAHOCTYNEHYATLIM gacnm MTENEM M MAFKMMK HHTPOOLOCEpAMKH
TONLKO ONA TPYBOK 7, B 1 9 Mm De3 TPaxeoCTOMMHECKON TPYDKK
MHeTy no ng
Puc. 1

DTH HHCTPYKIMHU [IPE;] YCHBI JUIS €O ClIe/yIOMME PojIyKTamu Portex®:

Karanoxusiii Homep:  100/572/000

KoMIIEKT [Utst IpeCcKOKHOI IMIATALMOHHOI TPAXEOCTOMHH C OIHOCTYNEHYATHIM PACIIMPHTEIEM H MATKHMH
MHTPO/IbIOCEPAMH TOITBKO 1t TpYGOK 7, 8 m 9 Mm. Be3 Tpaxeocromuueckoii TpyoKm.

Buytpennuii Homep: 100/572/000CZ

VIHCTPYKIMH COEPIKAT BAKHYIO st o p
Tpoutute Bee coepkanue aannoii Mucrpyxuuu no Tp
u Ipenocr nepejx JToro npoaykTa. Hecodioaenue 10 KHbIM

oGpazom npejy npejocrep
cepbe3noii TpaBMe NALMENTA H/WIH Bpaya.
MPUMEYAHHUE: PACIPOCTPAHUTE BKJIAJIBILI ITO BCEM MECTAM IPOJIAKA
MPOJAYKTA.

ITH KOMILJIEKTBI J10/UKHBI HCITOJTB30BAThCA TOJIBKO BPAYAMH, OBYYEHHBIMH
BBITOJTHEHHIO YPEKOKHOH PACIIHPHTETLHOH TPAXEOCTOMHH.

il M MHCTPYKUHIT MOKET NPHBECTH K CMEPTH WIH

1 ONMUCAHUE

OnHOpa30BbIEe KOMIUIEKTBI /I YPECKOKHOI IMIATAIMOHHOH TpaxeocToMuH Portex® mo3BoisioT YpecKoKHO
BBECTH TPaXeoc TpyOKy ¢ TEJBHOTO ( TEJIBHOI0) WIH
OJIMHAPHOTO (OZIHO3TAITHOTO) KPYTOBOTO JIJIATAIMOHHOTO NPoBoHKKa CenbauHrepa.

HaGops! 1ip YEHBI JULSL B KOHTPOJIMP! , TAKHX KaK OT/IE/IEHHE HHTEHCUBHOI
Teparuu Wix c 00y4EHHOrO 11ep Tp KaK MUHUMYM 2 ONEpaTopa: OiuH

JUIsL IOJUIEPIKAHUS IIPOXOIMMOCTH IbIXATENIBHBIX I1yTeii IIallMenTa, aHeCTe31H, [IbIXaHHs 1 KPOBOOOpALIEH s, a
JPYTOii JUIs BHITOHEHHS MPOLETYPEI.
PacumpuTenn MMEIOT cMasbiBatoliee THAPOGUILHOE MOKPHITHE NIPH , obneryarouiee
Habop Portex® juisi 4pecKoKHOI IHIATAUHOHHOI TPAXEOCTOMHH B cebst [}
OjHOCTYNEHYATDIH JMIATATOP C MATKMM HAKOHEYHMKOM M 9PrOHOMHYHOI PYUKO JUIst JIy4LIEero 3aXBaTa 1
KOHTPOJIsi BO BPEMsi IIPOLE/LyPhi.

COJEP)KAHUE KOMILJIEKTA (cm. puc. 1)

1 - Cxanbnens

2 - Ilnpun 10

3 - Urna 14G u kanions

4 - TIpoBOIHUK U HHTPOIBIOCEP

5 - Koporkuii pacumpurens 14FR

6 - IIpoBo/IHMKOBBIi KaTeTep

7 - TlpeaBapuTe/IbHO CMa3aHHbIH OJTHOCTYICHYATHI PACIIMPHTEITh

8 - Msirkue HHTPO/BIOCEPHI TPAXEOCTOMHYECKHX TPYOOK (21, 24, 27FR) TonbKO st

X TPyOOK 7,819 MM

9 - TaMmOHBI (He OKA3aHbI)
2 IOKA3AHMS K IPUMEHEHHIO
Hnsa it it Tp c OJIHOCTYTIEHYATOrO
PACIIHPHTEIs H KOMITOHEHTOB 3TOTO H3JE/Hs, 00ECTeUHBAOIIIX 0CTYIT K Tpaxee Ul oecredeHus
MPOXO/MMOCTH JILIXATEIbHBIX My Tel.
3 ABCOJIIOTHBIE NIPOTUBOMOKA3AHUS
3.1 HeoTu107%HOE XMPYPrHYECKOE JICUEHNE IBIXATENBHBIX ITyTeH (B HEOTJIOKHBIX CIIyqasX METOJIOM BhIGOpa
ABJIACTCA KPHKOTHPEOTOMHS).
3.2 letn.
3.3 Panee cymrect B MeCTe T:
3.4 Panee CymecTBOBABIIEE 310KaYECTBEHHOE HOBOOOPA30BAHHE B MECTE TPAXCOCTOMHUH.
3.5 Heonp Tb B OIIp aHa’ X OPHEHTHPOB.
3.6 HectaGuuIbHbIA IIEPEsIoM WIEHHOro 0T/1e1a I03BOHOYHHKA.
4 OTHOCHUTEJBHBIE MPOTUBOMOKA3AHUS
PHCKH B 9THX CHTYAIHAX JI0/KHBI ObITh COATAHCHPOBAHBI C IPEHMYIICCTBAMH MPOLEITYPHI.
4.1 YBenuyenne UMTOBHIHOIN JKeTe3bl.
4.2 Tpenpiaymme B 007aCTH TP (i THPEOHIIKTOMHST).
4.3 KpooTouaumii ate3 (Hanpumep, BCIE/ICTBHE AHTHKOATYIAHTHOM Teparuy).
4.4 Panee cymiecTBOBABIIAs TPAXEOMAIAIHUSA.
4.5 Boie3sHeHHOe 0KHPEHHE (PACCTOSHHE OT KOXKH JI0 TPAXEH MOKET IIPHBECTH K TOMY, YTO TPAaXEOCTOMHUECKAst
TpyOka CTAHET CIMIIKOM KOPOTKOIH).
S MIPEAYIPEXJIEHUE
ot npoykT conepiut 1T — tannsie, oy B pesynbTaTe if Ha KHBOTHBIX 11
51, HYECKH i, yKa3biBaioT Ha PHCKH, HO HE OTp: HMH:
HeOIaronpusTHOE BO3JEHCTBHE HA PAa3BHTHE MUI0JIA, TOKCHYHOCTD JUIs TIOYEK H NICYEHH, HETaTHBHOE BIHSHHE Ha
(eprimbHOCTE. Oc060e BHUMAHHE CIIEAYET YACIHTE (ranarHex JUIS CIETYIONIHX TPy
TALMEHTOB: NEMATPOB, GePEMEHHBIX M KOPMALIMX KEHIHH. JIIs NONTydeHHs JONOHUTENBHOH HHbopMALHH O
(ranarax nocerute Be6-caiit Smiths Medical: www.smiths-medical.com/phthalates.

TOJIBKO JJ151 ®PAHLIUU: ¢ 1 moas 2015 1. NPOAYKTOB, JPre,
3anpelieHo B IeTCKAX, HEOHATAIBHBIX H POAHIBHBIX oTaedeHHsIX. CM. 3aKon «LOI Ne 2012-1442 or 24
nexadps 2012 ro».

6 OCTOPOKHO
Cobumonaiite 0b1IMe MEPBI PEIOCTOPOKHOCTH, yKazaHHbIe LIEHTPOM 110 KOHTPOIIO 1 NpodHIakTHKe 3a001eBanmit
CIUA mimH COOTBETCTBYIOIIMMH KOHCYITbTATHBHBIMI OPraHAMH B CTPaHe, TJIE HCTOMB3YeTCs 3T YCTPOHCTBO.
7 HOBOYHBIE PEAKIIUHA
Ci o C Tpaxeoc TpyOKaMH, MHOT "
pasHoobpasubl. OGpaTHTECh K CTAHAAPTHBIM y4eOHUKAM U MEMIUHHCKOI JIMTEpaType JUlsl MOJTyYeHHUs
HHPOPMALIH O KOHKPETHBIX OGOYHBIX PEaKIHsX.
8 MOJArOTOBKA KOMIIOHEHTOB
TIpenynpeskaenue. B 3TOT KOMIIEKT He BXOMT TpaxeocToMuueckas TpyOka Portex®. Ilepest ucmonb3oBaniem
NPOYTHTE H CIIe/lyliTe MOMHBIM HHCTPYKIMAM TI0 IPUMEHEHHUIO, TIPHIIAraeMBIM K TPaXeoCTOMHUECKO#i TpyOke.
8.1 HeGoubI10e KOIMUECTBO CTEPHIIBHOTO Tellsi-CMa3KH CIIe/lyeT HAHECTH Ha BHEIIHIOK CTOPOHY
TPaXeOCTOMHUECKO TPYOKH, UTOObI YMEHBIIMTh YCHIIHS PH BBEJICHUH, H Ha HHTPOJBIOCED, YTOOBI 00IErYHTh €ro
JIBUKEHHE B TPAXEOCTOMHUUYECKOIH TpyOKe U U3 Hee.

2 [IpoBepbTe MaHKETY TPAXeoc i TpyOKH 1Ip Ha[
8.3 BriGepute (HOIETOBBINH HHTPOIBIOCEP COOTBETCTBYIOMIErO pasMepa (puc. 1.8), 4TofbI oGecneunTs mioTHOE
TIpHIIETaHHe K KOHUHKY TPaXeoCcTOMHYEcKOH TpyOKkH. Y6emTech, 4TO HHTPOABIOCEP TPAXEOCTOMHUECKOi TPyOKH
CBOBOIHO BXOMT H MOXKET OBITh JIETKO YIA/IeH H3 TPyOKH.
8.4 Eci BCe y/IOBETBOPUTENBHO, MOTHOCTBIO CyHTE MaHKeTy (pasriakiBas ee 1o HANPAaBJIeHMIO K (raHiy),
4TOGEI H30eKATh PaspEIBA BO BPEMsl BBEICHHS TPYOKIL.
8.5 Y6emuTech, 4T0 NPOBOJHUKOBEI KaTetep (pHC. 1.6) CBOGOAHO MPOXOLUT Yepe3 COOTBETCTBYIOLIHE

TeIH, HH u 1o

9 MOATrOTOBKA MAIIMEHTA
9.1. TlauMenT M0TKEH TEKATH Ha CIMHE C MOAYIIKOf JUTA IO/ICPYKKH SN 1 TLIEH, HTOOb! YPE3MEPHO BBITAHYTH
mrero (puc. 2).
9.2 Haiiawe nmToBHTHbiii XA MEKTy GOTMBIIM H YKA3aTeTbHBIM MaTBLAMH, OPEACIHTE H OTMETHTE
AHATOMHUYECKHE OPHEHTHPBI (pHC. 3).
(a) LuToBMHbIH XpsIL
(b) MepcraeBmmbIii Xpsiiy
(c) ToarmepcTKOBHHOE MPOCTPAHCTBO
(d) Konbria tpaxen
(¢) pyaunHas BbiemKa
(f) Bo3moskbie MecTa BBE/ICHHS
TpejuaracMBIe MeCTa JUIs BBEICHHS TPYOKH OTMCUCHBI (X) M HAXOMIATCS MO0 MEX Ly IEPBBIM H BTOPBIM, TGO
MEJKLy BTOPBIM H TPETHHM KOJBIAMH TPAXCH.
9.3 Iepen npoueypoii ysemiuste FiO2 10 100% 1 KOHTPOIMPY§iTe COCTOSHUE MALMEHTA C TIOMOILIBIO
oxcnveTprn, Kanworpadun, KT 1 apTepranbHoro Aaperms. OTpery HpyiiTe HACTPOHKH BEHTHIATOPA, UTOGH!
KOMIIEHCHPOBATh YTEYKH BO BPEMSI MPOLIE/LYPBI.
9.4 OumCTHTE 3¢B 1 C/IyiiTe MAHAKETY HHT ii Tpy6icn. Tlon 6p
MaHIKETy SH/I0TPAXeANbHOI TPYOKH UyTh HIKE YPOBHS TOJIOCOBBIX CBA30K H TIOBTOPHO HalyiiTe MAHIKeTy, 4TOOb!
BOCCTAHOBHT
neyaTh. IT0 HeoOX0MMO, 4To0bI TPyOKa He Meluasa npoueaype. Y aepkupaiite TpyOKy B TAKOM I10JI0KEHHH,
4TOBBI r0OJI0BA M IlIEs HAXOWIIHCH HA CPE/THEI JINHUH, & JBIXATENbHBIE TyTH ObUTH COXPAHEHBI.
10 MO/I'OTOBKA OBJIACTH K OIIEPALIMA
10.1 IMpope3nHpHUMpYIiTe KoY H HATOKHTE CTEPHIBHBIC CAETKH.
10.2. TIponamsnpyiiTe MEPCTHEBHIHEIH XPAII H BBENTE MECTHBII aHECTETHK. MIHBEKINA PACTBOPOB MECTHEIX
QHECTETHKOB, COJIEPYKALIMX A/IPEHAITHH, MOKET TOMOYb YMEHBIIMTH KPOBOTCUEHHE B MECTE Paspesa.
NPEAYIPEX/JIEHUE:
* B 3TO0ii mp (YPbI O KOHTpOJIeM
CpeTHHHOIi JIHHHH pa3MeleHns HIIbI 14G M KaHIOH, TPOBOIHHKA H MOC/IeyI0oHIel TPAXeoCTOMHYeCKOoi
TpyOKu. IoATBEps/IeHHE YCTAHOBKH TPAXEOCTOMHYECKOI TPYOKH NOCjie NPOUeIyphl NPEJI0TBPATHT
NapaTpaxeaibHYI0 YCTAHOBKY, KOTOPasi MOKeT NPUBECTH K FHIIOKCHH, IOJIKOKHOI aMbu3eme n/mwin
THEBMOTOPAKCY.

KOHTPOJIEM MOMECTHTE

sl LISt OAT

Th, 4TOGBI He OBPEIHTH KAPHHY H 32IHI0I0 CTEHKY TPaXeH ¢
Y NalHeHTOB HeGOIBLLIOr0 POCTA/HU3KOI0 POCTA/MANIOT0 Beca.

*H Th 0OC
TeJieii/unT

11 MPOLEAYPA

NPEAYIPEXJIEHUE:

* Ilepe NONBITKOM TPAXEOCTOMHH HEOHXOIMMO YCTAHOBHTD 1bIXATE/bHBIC YTH NALMEHTA ¢ HOMOLIBIO
TpaxeaibHOii TPYOGKH, YTOGBI 05ECHEHHTH MPOXOUMOCTH ABIXATEALHbIX MyTeil, AIEKBATHYI0 OKCHICHALINIO
BO BpeMst 1pe H b ObICTPOIi PHOIi MHTYDaUMK B ciyyae 3aTpyaHennii. Ecim
NalMenT HHTYOHPOBaH, 3T0 He Mpob.iema.

11.1 CaenaiiTe rOpU30HTANBHbIA HIIH BEPTHKAIBHEIA paspe3 (pHC. 4) B BHIOPAHHOM MeCTe BBEJCHHUS, pasMep
KOTOPOTO JOCTATOUEH JUISl YCTAHOBKH TpaxeocToMuueckoi TpyOku (1,5-2,0 cm). Ha aToM dTane MOKeT okasaThest
TIONE3HBIM BBITIOJIHUTH IMATHOCTHYECKOE TYNOE pacceyenne (YAepKuBas CPEHION TMHUIO) JUIS ONpe/IeeHUs
AHATOMHYECKHX OPHEHTHPOB.

JlaHHBI JOKYMEHT U BCS COJCPIKAINAACS B HeM HH(OPMALHS SBISICTCS KOH(PUICHIMAIBHON, YaCTHOW M He MOXET OBITh PaCKpPBITA, PACIPOCTPAHEHA HJIM BOCIIPOU3BEICHA 0€3 MHChbMEHHOTO pa3pelleH!s KoMnanun Smiths

Medjcal.
- BHYTPEHHUU JOKYMEHT -
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MPEAYIPEXJIEHUE:

B otom NbHAA METKA 0 KaTeTepa Gy/eT BUIHA TOJBKO HA KOHIIE PYKOATKH

* Hajiiune aHOMATLHBIX KPOBEHOCHBIX COCY/I0B MOJKET BbI3BATH KD BO BpeMsI Np poi. Ecom
T Kp W B BE C/IYUaeB MOKHO OCTAHOBHTH NpsiMoe AaBaenne. Ecin

KPOBOTEYCHHE 0CTACTCS! HEKOHTPOIHPYEMbIM, HEOGX0/IMMO HCC/IE0BATH PAHY H OCTAHOBHTH KPOBOTEUeHHe

€ OMOIIBIO OTKPBITOH XHPYPIHIECKOi TEXHHKH,

Tpenoctepe:kenne: Yoemrech, 4To TpaxeabHas TPyOKa y/iajieHa OT MECTa BBE/ICHHSI, 4T00bI H30ekKaTh MPOKoJIa

MaHIKEThI MIIM POKOJIA KOHYHMKA TPYOKH MIJIOH M KaHIONEH.

11.2 Beeaure urity 14G 1 KaHiomo (Co WINPHIIEM) 110 CPEIHET JIMHHU B MECTO BBEICHHS (PHC. 5) B KayIaIbHOM

HanpapIeHHH, YTO0bI H30€/KaTh BEPOATHOCTH MPOXOKICHHS POBOHMKA B IOTKY Ha sTane 10.5. [Iponsuraiite

ury (MpH HEOGXOMMOCTH OTXO/IA OT KOIblA TPAXeH) 110 TeX 1o, Moka cBOGO/HbIH BBIXO BO3/lyXa B IINPHIL HE

TIO/ITBEPIMT MOMAIAHAE WIJThI H KAHIOJIH B TPaxero. ITOMY MOKET BOBATH, 0

KHJIKOCTBIO INPHILA, TO3BOJIAIONIETO BH3YATH3HPOBATH H3BJCUEHHBIC My3BIPhKH BO3TyXa. Bo Bpems s1oro

IIPOLIECCA MOTYT OTCACHIBATCS HEKOTOPBIC BBUICIICHHS H CIIH3b, YTO SBJISCTCS HOPMAILHBIM SBICHHEM.

MPEAYIPEXKIEHUE:

« Tocute TOro, KAK HIJIA H KAHIOIA BOULTH B TPAXe0, HX b B

COCTOSIHHH, 4TOGBI KOHUHK HE BBLIETE U3 TPAXEH, YTO MOKET PHBECTH K

renst (puc. 10).
Crabusmsnpys npoBOHHK M HANIPABIIAIONIMIT KATETEP, UTO0bI YGE/NTHCS, UTO OHH OCTAIOTCA CTAGHILHBIMH H
HaXOZATCA B TPaXee, BCTABBTE H YaCTHIHO ynarmTL, PACIHIMPHTE HECKOTBKO Pa, 9TOGBI CIIErKa NIepepaciumpHTh
Tpaxero /1o pazmepa, 0 Juist it pyGkn. Ha mtatatope Hanecena
mapkuposka 38FR 1 MakcHManbHas r1yonHa BBeﬂeum (puc. 10).
BuHManMe: HE BHITATHBAIITE IPOBOIHUKOBEII KaTeTep M3 TpaxeH MPH yJalcHH pacumpuTess. [lomoummk

Puc. 3 18] oo s

JIOTIKEH CTabu. b " i KaTeTep BO BPEMs MPOLETyPhl IHIATALIHH, YTOGE!
06ECIICUHTS HX PABHILHOE MTONOKCHHE B TPaxee.

NPEAYNPEXJIEHUE:

* OueHb BAKHO 0DecneyuTh NPaBHILHOE JILHOT'0 KOHLA 1P 0 KareTepa
¢ np NLHOI MeTKOl Ha IT0 rapaHTHPYET, YTO IUCTANLHbIH KOHEll IPOBOIHHKOBOIO

KaTeTepa He BBIXOJMT 32 Npe/ie/bl KOHYHKA MPOBOHNKA, I/le 3T0 MO/KeT NPHBECTH K TPaBMe 3ajHeil
CTEeHKH TpaxeH.
* He BBOIMTE TOJICTYIO 4ePHYI0 METKY JbHAsH TTyOHHA Ha OJTHOCTYTeHYATOM»

ABLHOMY pa

TPOBOHMKA.

* HeoGX0MMO CJICIMTD 32 TeM, YTOOBI HIJIA, NPOBOIHMK, NPOBOJHMKOBBII KATETeP H PACIIMPHTE/IH He

nepQopHPOBATH 3THION0 CTEHKY TPAXEH, YTO MOIIO0 ObI NPHBECTH K IOTEHUMATLHO ONACHBIM /LISl KH3HH

TpaBMam.

11.30c HHTY ii TpyGKH BHYTPE U HAPYIKY ONPEICIIACT, HE TIPOKOIONACH JIH OHA

HIJION, ITOCKONBKY OHA Gy/IeT pacKauMBATHCS BBEPX H BHH3 IIPH BBEICHHH i BHIX0JE TPyOKH. B Takux ciyuasx

HMIJIa M KaHiosl 10/DKHbI OBITh YIaIeHbl H TOBTOPHO BBEJIEHbI T0CIIE TOTO, KaK SHI0TpaxeaibHas TpyOka Oyner

M3B/ICUCHA HE MEHEe UeM Ha 2 CM.

11.4 OcTaBHB KaHIOMO HA MECTE, H3BICKHTE Ty 1 mmpHL. T10/ICOSMANTE MMPHIL K KAHIONE H HAGEPHTE BO3IYX,

4TOGEI elIie pa3 yOeAMThCA, 4TO KAHIONSA HAXOAUTCS B Tpaxee. Y AHTe MIIPHIL.

MPEAYIPEXJIEHUE:

« Tlocie 4ACTHYHOTO WIH MO;IHOTO H3B/ICYEHHS HIbI M3 KAHIOIH HHKOI/A He BBOJHTE e NOBTOPHO, TAK KAK

3T0 MOYKET NPHBECTH K PA3PE3AHHIO KATETEPA H €TI0 OCTABJICHHIO B Tpaxee.

11.5. Borrauwre w3 " re J- iil KOHHHK, OCTABHB JIOCTATOMHYIO JUIHHY

OTKPHITOrO POBOHHKA (2-3 CM), HTOGHI €O MOKHO GHLTO BBECTH YKa3aTEIbHBIM H GOTBIINM Tabiamu (puc. 6).

BCTaBBTE HHTPOHIOCED B KAHIOIIO 1 BBIBEMTE MPOBOHIK H3 0GOIOUKH 10 TEX TI0p, TIOKA T1EpBas MeTKa Ha

NPOBOIHHKE HE OKaXKeTCs Ha Koske (puc. 7).

11.6 [epen u3BICYCHHEM KaHIONN YOSIHTECH B CBOOOAHOM ABHKCHHH IIPOBO/IHIKA B KAHIONE, OCTABHB IPOBOJHUK

Ha MecTe.

Tip : Gyner Tho U

BaKHO yOEHTHCA, UTO OH HE ( HE TIEPEKPYUCH) BO BPEMS TP phi. UroGb1 m36eHaTh

9TOr0, BCEI/Ia 3aKperuisiiTe cBOGO/IHBIN KOHEIL IPOBOIOKH yKa3aTebHBIM H GOBIIMM NaibiaMu P

NPOJBIIKEHNN KOMITOHEHTOB B TIaimeHTa. Bo BpeMs oI lyphl yOE/MTECh, UTO POBOIHHK HE TIEPeKpYUCH,
ero uepes ThI M TPAXEIO.

NMPEAYIPEXJIEHUE:

* Ecin BO BpeMsl I« YpbI, ee MOKeT ObITh 3aTpY

NPHBECTH K TPABMe TPAXeH U CMEIEHUIO TPAXeOCTOMHYECKOi TPYGKH. B 3THX cirydasix MOKHO

NPO/IOJIKHTE, TOJIBKO eCIIH:

(a) nMoBpeAUIEHHBIH YUACTOK MOKET NPOBHIATHCS B TPAXEI0, U

(b) ocTaercsi 10cTATOYHASA JTHHA HENOBPE/KICHHOIO MPOBOHHKA.

Ecan CNacTH, 'Th HOBBI

NPOBOHHK.

11.7 Mposeure kopoTkuii pacumpuress 14FR 110 NPOBOIHMKY 4epe3 MATKHE TKAHH, IIOKA HE OYyBCTBYETE

TOB B TPaxero,

, UTO MOKET

KT WITH HOBBIi

TeJie BhIlIe YPOBHsI KOKH, TAK KAK 9TO MOKeT PHBECTH K NOBPE/ICHHIO TPAXEH W/HIH KIS,
* He enaiite up py X ii npu p P €TOMBI, IIOCKOJILKY CKOMIEHHBIi
KOHYMK PACHIMPHTEJIS MOKET BBI3BATH TPABMY HJIH 1epQopaiiio Tpaxen.
* ®HoeTOBbIe HHTPOAbIoCcephbl Portex® ¢ MATKHMH JIOKHBI ThCS TONLKO LTSt
BBE/ICHHS TPAXEOCTOMHYECKHX TPYOOK, a He /LISl pacliMpeHHs cToMbl. X rHGKOCTH MOKeT IPHBECTH K HX
M3rHOY 10/ AeficTBHEM CHJI, HeOOXOIUMBIX /LISl PACHIMPEHHSI, YTO NPHBEIET K TPaBMe TPaXeH H IeH.
Y namute ITeIIb, OCTABUB " it kKateTep B Tpaxee. Bo3myx BhiiizneT uepes
TPAaxeoCTOMy, NOATBEPIK/IAst PABUIILHOE PA3MEILICHHE PACIIHPHTEIIs, HANPABJISIOUIErO KATETEPa U POBOAHAKA B
Tpaxee.
11.10 Beejienne TpaxeocToMu4eckoii TpyoKu
BcrapbTe cMa3aHHYI0 TPAaXEOCTOMHUECKYIO TPYOKY, HAZIETYI0 Ha CMa3aHHbI HHTPOJBIOCED, TOBEPX
NPOBOIHMKOBOTO KaTETEPa YEPE3 CTOMY JIETKHM BpAILATETbHbIM JABHKeHHeM (puc. 11).
NPEAYIPEXJIEHUE:
* He ies1aiite 4pe3MepHbIX BPALIATEILHBIX ABH/KEHUIi IIPH BBEIeHHH TPAXEOCTOMHYECKOIi TPYOKkH,
NOCKOJIBLKY KOHUHK TPYOKH MOKET BBI3BATH TPABMY WIH nepgopauuio Tpaxen.
11.11 Y nanute uHTPY i katerep u OCTABMB TPAXEOCTOMUYECKYIO TPYOKY Ha =
mecre. i A
11.12 OunctuTe TPaXeio H TPAXEOCTOMUUYECKYIO TPYOKY, YTOOBI OCBOGOIHTH ABIXaTE/IbHBIC IyTH.
NPEAYIPEX/IEHUE:
* KpoBb, KOTOpasi ¢ TPYI0M 0TCACHIBACTCS M3 IbIXATEILHBIX MyTeii, CBOPAuMBACTCS M MOKET BbI3BATh
€epLe3HYI0 05CTPYKUMIO AbIXATENLHBIX HyTeii.
11.13 IepeHecuTe AbIXaTeIbHYIO CHCTEMY Ha TPAXEOCTOMHUECKYHO TPYOKY.
11.14 Ha TpaxeocTOMMUECKYIO TPYOKy HAKJIA/BIBAIOT MAHIKETY C MUHUMATBLHBIM 00BEMOM BO3/lyXa JI0
00pa3oBaHus YIIOTHUTENS.
11.15 IoATBepauTE YCTELUIHOE Pa3sMELIEHHE TPYOKH C MOMOIIBIO OOIIETPHHATBHIX B HACTOSILEE BPEMs
MEIMIMHCKHX METOMIOB, TAKHX KaK ayCKyJIbTals, KanHorpahus, GPOHXOCKOMHYECKas BU3yaIn3alus W/
penTreH rpyHoii knetku n okcumetpus. MPEJAYTIPEXKIEHUE:
« IposepbTe NOJI0KEHHE TPAXEOCTOMHECKOIi TPYOKH € 1OMOLIBLIO Gp(]llx(]u(mmu W/WJIH PEHTIeHOT PAMMBL
TPY/HOIl KJIETKH, 4TO0LI YO€/HTECS B €€ IPABHILHOM Hoe pa MozKeT
NPUBECTH K TPABME TPAXEH WIH OGCTPYKIMH ILIXATeILHBIX MyTeil.
11.16. 3akpenuTe TPAXEOCTOMUYECKYIO TPYOKY.
11.17. Cayiite ManKeTy SHIOTpaxealbHOl TPyOKH U H3BICKHTE TPYOKY.
11.18. TpaxeocTOMHYECKYIO TIOBS3KY MOKHO HAaKJIabIBATh HA CTOMY JUISl yITydIICHNs KOM(BOPTa H THIHEHbI
nanMenTa.

Puc.4

Puc.8 i Puc.9

CONPOTHBIICHHE HA CTEHKE TPaxeH. AKKyPATHbIM BPAIIATSIbHBIM tens (puc. 8)

TeITh BIIEPEL, HTOOH TP ™ B CTeHKy TpaxeH, PACIUMPAs KaK TKaHH, TaK H CTCHKY
Tpaxen. YanuTe KopoTkwuii pacumputens 14FR, 0CTaBHB MPOBOAHNK Ha MeCTe.
Mpenoctepe:kenne: Yoemrech B CBOOOIHOM JBHKEHHH POBOJIHHKA B TPAXee H KOPOTKOM PacIIMPHTEE,
TIPEK/IE 4eM CHUMATh PACIIHPHTEb, OCTABIISSA HPOBOIHMK HA MECTe.
11.8 [IpoBeanTe UMHHBIT IPOBOAHHKOBBIT KaTeTep MO y B TPaxero B
CcTpesKoii Ha KaTeTe (IpeJI0XPaHATENbHBIH KOHEIl BIIEPE/) JI0 TeX TOp, MOKa MPeI0X PAHATEbHBIH OrpaHHIHTEN:

0 KaTeTepa He Ha koske. CoBMecTHTe it KoHer 0 KaTeTepa
€ OTMETKO# 0 KOJTbIIa Ha 1P 4TOGBI OMIp Th TIyOHHY (puc. 9).
11.9 OxHodTanHas WIaTaums
E TBEHHO Tlepe]l TOTPy3HTE AUCTANBHBIN KOHEIl «O/HOCTYTIEHYATOr0» paciiipuTens B

CTEPHITBHYIO BOJIy HJTH (DH3HOJOTHYECKHI PACTBOP, 4TOOBI aKTHBHPOBATH CMA3bIBAIONIEE MTOKPHITHE HA
pacumpnrene. [poBewTe paclMpHTENEM 110 IPOBOIHHKOBOMY KaTeTepy, oKa OH He JIOCTHTHET «Ge30macHoii
OCTaHOBKH».

YTHIM3UPYHTE HTOT NPOJIYKT GE30MaCHbIM ClIOCOGOM B COOTBETCTBUH € MECTHBIMHU IPABUIIAMU
YTHJIH3ALHMH 3arPA3HEHHBIX OTXOJIOB.

Portex, it 3Hak Portex it 3uak Smiths Medical siBistiorcst ToBapHBIMHK 3HaKaMH Smiths

Medical. CumBos ® yKasbiBaeT Ha To, UTO TOBAPHBIil 3HAK 3aPETHCTPHPOBAH B BIOPO M0 MaTeHTaM H TOBAPHBIM

3Hakam CIIA u HEKOTOPBIX APYTUX upauz\x Bce jipyrue ynomsiHyThie HAMMCHOBAHHS U TOBAPHbIE 3HAKH
TOPrOBBIMH 3HAKAMH W/ 3HAKAMH O0CIIYKUBAHNS COOTBETCTBYIOLIMX

BIIAJICIIBLICB.
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Jlorotun komnanun SMITHS MEDICAL PABOYAA HHCTPYKIIHUS Homep noxymenTa Bepeus
FM-DVSOP2002-01 Pes. 001 [lara: 25 okrabpsa 2016 AS10001114-002 100
CO No.: CO-10029546
Tun WI: TEXHMYECKHE XAPAKTEPUCTHKH | Jlara Berynnenus: 21 mapra 2019 | Cip. 3 u333
Hassanue: FHCTPYKLHS IT0 MTPUMEHEHUIO - HAEOP JUTS1 YPECKOXKHOM OTCACBIBAIOILENA TPAXEOCTOMEIL (10001114-002)
PA3JIEJI 2- PABOYAS HHCTPYKIIH A (B MACILITABE)

Habop ana ypeckoxHoii Tpaxeocromun Portex®

WHCTPYKILH 11O IPUMEHEHUIO
JlanHbIe HHCTPYKIIHH OTHOCATCSA K MCMOB30BAHMIO CEAYIONMX MpoaykToB Portex®:
Kamanoxcrois No 100/540/ 070-090 C wunyamu ons pacuiupenus npogoonuxa Buympennuti REF: 100/540/ 070CZ-090CZ
Kamanoxcroi No 100/542 / 070-090 Fes wunyos ons nposonounozo nposoonuxa Bruympennuii REF: 100/542 / 070CZ-090CZ
BaxHo, 4T00bl B JAHHOH MPOLELYPE HCIOIB30BAHCH TOJIBKO LML 1S pacliMpeHus nposoiHuka Portex®. 3a
noapobHocTsaMu ofpatualiteck K MecTHOMY AMCTpuOBIOTOPY KoMnanud Smiths Medical uian Hanpsamylo B komnanmio Smiths
Medical International no Tenedony +44 (0) 1303) 260551.
Jannble HHCTPYKIHH cofep:kaT BaxHYI0 HHpopmaunio i GesonacHoro nenonas3opanus. IIpourHTe Bee coaepaHue HHCTPYKUME
1J151 HCMOJTBL30BAHNSA, BKITIOMAS NPeayNpeKaAeHus u npeaocTepexkennsn. Hecobaonenne npeaynpexaennii, npeaocrepexennii u

MHCTPYKUHIT MOMKET NPHBECTH K CMEPTH WIH CEPHE3HbIM TPABMAM NALKENTA U / HIIH Bpaya.
NMPUMEYAHHUE: PACOIPOCTPAHSIIATE JAHHBINA JINCT II0 BCEM MECTAM MCIHOJIb30BAHUSA MPOJIYKTA.

Beeaenue

TexHHKa YPECKOKHOM TPAXEOCTOMHH - 3TO HOBas MMHMMAJIEHO MHBAa3HBHAA IIPOLIEAYPa, KOTOpas npeviaraer 6oJiee npocTol u
OBICTPEII METOA BBEJCHHS TPAXEOCTOMHYECKOH TPYOKH 110 CPAaBHEHMIO C TPANULIMOHHBIMH OTKPLITHIMH XUPYPrHUECKHMH
merojiaMH. OH Takske HMeeT MPEUMYLIECTBO B TOM, YTO €r0 MOXKHO BBIIONHATE Y TIOCTENH GONEHOTO.

B cpaBHHMTENBEHOM KIMHHYECKOM HCCIEIOBaHHH ¢ yyacTieM Gonee 150 nanuenTos [1] He GBUIO BHIABJIEHO JIETAIBHOCTH,
CBSI3aHHOM C 3THM METOJIOM, a 0011as YacToTa ocnokHeHHui cocrapuna 3,9%. ['pynmna, nepeHeciias TpaIHIIHOHHYIO
XHPYPrHYECKYIO TEXHHUKY, HMeJla OJMH JICTANIBHBIA HCXOA M 3HAUMTENLHO GONBLIYIO YacToTy ocnoxkHenui - 18,9% (p <0,001).
B nanHoi npouesype ucnons3yercs TexHuka CenbMHrepa JUIs HaNpaBieHHs B TPAXelo CrelHanbHO pa3paboTaHHEX IMITIOR
JUISL IPOBOJIOYHOTO MPOBOIHKUKA, KOTOPBIE 3aTEM HCIONB3YIOTCA JUIs pacliupeHus Tpaxed. KoHCTpyKLHS LMNLOB MO3BOJSET
pPaBHOMEPHO pacnpeaensTh BHEIHIOK CHITy Mo 6ONBINOH MIIONEIH MOBEPXHOCTH r'yDOK, TeM CaMbIM CBOJAS K MHHUMYMY CHITY B
J000# 3a1aHHOH TOYKE TPaxe U, TakkM 00pa3oM, CBOAS K MUHUMYMY JI000H PUCK TPaBMBEL, 3aTeM IIPOBOJIOUHBIH IIPOBOJHUK
HCMONB3YETCA JUIS MO3HLIMOHUPOBAHHS TPAXEOCTOMHUYECKOH TPyOKH.

IMockonbky Memoo YpecKOHCHOT MPAXeocmoMul ABNAEMCA HOBbIM, Mbl HACMOAMENbHO pekomerdyeM, ymobor epayu Gulau
RoAHOCMblO 00yYeHbl 0aHHol npoyedype u 3Hakomul ¢ mexnuxoli Cenvounzepa. Iloamomy mul pexomeHOyem nepeo mem, Kax
nonpoboeams 3my MexHUKy, 6bINOTHUMb credyioujee:

(1) Hruempyxyuu ho sxcrayamayuu 0oaxicHut Gblmo APOYUMAHbL U NOHSMbL.

(2) Honxcro beims npocmompeHo obyyaroujee suoeo.

(3) Honxecna omobpascamosca ons yoobecmea HacmeHHan ouazpammd, WinIOCIMpUupyiowasn 3my mexHuxy,

(4) Jonocro 6eime HabriooeHue 3a 66INONHEHUEM MEXHUKY U3 REPBLIX PYK.

Jna nonyuenus cogema no ROIYHEHUIO 6UOE0 U HACMEHHOU OUAZPAMMBL, HONCARYICTA, RO3GOHUME CEOEMY MECIHOMY
ducmpubolomopy komnanuu Smiths Medical unu nanpamyio 6 komnanuio Smiths Medical International no menegony +44 (0)
1303 260551.

Tpebyercs MMHHMYM 2 OTiepaTopa: OJMH NSl NOICPKAHUA NPOXOAMMOCTH JBIXATE/NbHBIX [TYTeH NALMeHTa, AHECTE3HH,
JIBIXaHHA ¥ KpoBooOpanieHus, a Apyro# - JUis BEINOIHEHHUS MPOLIEAYPEL

Cocrae kommiekTa [Puc. 1]

(1) Ckansrnens

(2) C6opxa xantonu 14G IV

(3) tnpuig o6semom 10 cm?

(4) TTpoBOOHHUK C HHTPOABIOCEPOM

(5) Paciuupurens

(6) LWumust ans pacwupenus nposoaxuka (GWDF)

(7) Tpaxeocromuueckas TpyOka u obTyparop ¢ IpocBeTOM

JluameTp onopsl MaHKeThI (MM)

Tpaxeocromuueckas TpyOKka 7.0 8.0 9.0
TpaanuuoHHan MamxKeTa 14 16 18
. _Mamxera Profile® 22 27 30

IMoAroToBKA KOMIOHEHTOB

1. TpoBepsTE repMETUYHOCTEL MAHKEThI TPAXEOCTOMHYECKOH TPYOKHM TyTeM NpOGHOT0 Haka4MBaHHUs. Y GenHTeCh, YTO
ofTyparop cBOGOIHO MepemMelaeTcs B TpaxeocToMuueckoit TpyGke. Ecu Bee B MOPSKE, MOJIHOCTBIO BRINYCTHTE BO3MYX M3
MaH3KETBI, YTOOBI M30€KAThL Pa3sphIBa MAHKETBI BO BPEMs BRBEIICHHA TPYOKH, ¥ 3aKPEMHTE KPLTLA (IaHIa HA 3a0PHOM
3IEMEHTE.

2. Y6eauTeck, 4TO NPOBOIOYHEII HAPABUTENS CBOGOLHO POXOAMT HEPE3 LML H 06TYpaTop TPaXeoCTOMHYECKOH TPyOKH.

Jlanubiii IOKYMEHT H BCA cofiepkallasca B HeM HH(OpMaLuA ABNASTCA KOH(HICHIMANLHOMH, YacTHOH H He MoxeT OBITh PaCKpHITa, PACNPOCTPAHEHA WIH
BOCTIpOH3BeeHa Ge3 MHCEMEHHOTo paspeluenns koMnanuu Smiths Medical.
- BHYTPEHHHH nokymenr -
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SECTION 2 - IFU ARTWORK

English ) m
Portex® Percutaneous Tracheostomy Kit

INSTRUCTIONS FOR USE

These instructions apply to the use of the following Portex* products:
Catalogue No. 100/540/070-090 With Guidewire Dilating Forceps Internal REF: 100/540/070C2Z-090CZ
Catalogue No. 100/542/070-090 Without Guidewire Dilating Forceps  Internal REF: 100/542/070CZ-090CZ

It is essential that only the Portex* Guidewire Dilating Forceps are used in the procedure. For details call your local Smiths Medical distributor
or Smiths Medical International direct on +44 (0)1303)260551.

These instructions contain important information for safe use of the product. Read the entire contents of these Instructions For
Use, including Warnings and Cautions, before using this product. Failure to properly follow warnings, cautions and instructions
could result in death or serious injury to the patient and/or clinician,

NOTE: DISTRIBUTE THIS INSERT SHEET TO ALL PRODUCT LOCATIONS.

Introduction

The Percutaneous Tracheostomy technique Is a new, minimally invasive procedure which offers an easier, more rapid method of insertion of a
tracheostomy tube than conventional open surgical techniques. It also has the advantage in that it can be performed at the bedside.

In a comparative clinical trial involving over 150 patients'!! there was no mortality associated with this new technigue and the overall
complication rate was 3.9%. The group who had undergone the traditional surgical technique had one fatality and a significantly greater
incidence of complications of 18.9% (p<0.001).

This new precedure uses the Seldinger technique to guide the specially designed Guidewire Dilating Forceps into the trachea, which then are
used to dilate the trachea. The design of the forceps allows the outward force to be distributed evenly along the large surface area of its jaws,
thereby minimising the force at any given point of the trachea, and so minimising any risk of tracheal trauma. The guidewire is then finally used
to position the tracheostomy tube.

N.B. As the Percutaneous Tracheostomy technigue is new, we strongly advise that docters are fully trained in the procedure and familiar with

the Seldinger technique, We fore rec d that before pting the technique, the following be carried out:

(1) The instructions for use are read and understood.
(2) The training video is viewed.

(3) The wallchart ill g the techni Is displayed for easy reference,

(4) The technique is observed being performed first hand.

For advice on obtaining the video and the wallchart, please call your local Smiths Medical distrib or Smiths Medical I lonal direct
on +44 (0)1303 260551,

A minimum of 2 operaters is needed - one to maintain the patient's airway, anaesthesia, breathing and circulation, and the other to perform the procedure.

Kit Contents g 1;

(1) Scalpel

(2) 14G IV Cannula assembly

(3) 10cc Syringe

(4) Guidewire with Introducer

(5) Dilator

(6} Guidewire Dilating Forceps (GWDF)

(7) Tracheostomy tube and obturator with lumen

Cuff Resting Diameter (mm)

i Tracheostomy Tube 1.D. 7.0 8.0 9.0
Traditional Cuff 14 16 18
Profile® Cuff 22 27 30

Preparation of Components

1 Check the tracheostomy tube cuff for leaks by test inflation. Ensure that the obturator moves freely in the tracheostomy tube. If satisfactory,
fully deflate the cuff in order to avoid cuff rupture during tube insertion, and clip flange wings back onto the obturator.

2 Check that the guidewire moves freely through the forceps and the tracheostomy tube obturator.

(To scale)

This document and all information contained herein is confidential, proprietary and may not be disclosed,
disseminated or reproduced without written approval from Smiths Medical.
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Diamétre du ballonnet au repos (mm)
. Sonde Trachéale 78 80 2.0
Ballonnet Traditiennel 14 16 18
Ballonnet Profile” 22 27 30
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