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EN - ENGLISH

Instructions for Use for
Tracoe Twist Plus Spare Inner Cannulas

Note: Please read the instructions for use carefully. They are part of the described product and must
be available at all times. For your own and your patients’ safety, please observe the following safety
information.

Tracoe Twist Plus spare inner cannulas must only be used in combination with the corresponding
Tracoe Twist Plus tracheostomy tubes. Please read the corresponding instructions for use carefully.
They are part of the described product and must be available at all times.

1. Intended Use & Indications for Use
Tracoe Twist Plus spare inner cannulas are indicated for use only in combination with Tracoe Twist
Plus tracheostomy tube. They may be used up to 29 days.

The product is intended to be used only in combination with Tracoe Twist Plus outer cannulas of
the corresponding size. For the application refer to the instructions for use for the Tracoe Twist Plus
tracheostomy tubes.

For information on Clinical Benefit, Patient Population, Clinical Use, Intended User and Indica-
tions for Use please refer to the instructions for use of the respective Tracoe Twist Plus tracheos-
tomy tube.

Single Patient Use and Useful Life: The Tracoe Twist Plus inner cannula is for single patient use
with a useful life of 29 days. The device can be cleaned and reinserted in the same patient during
this time period.

The device should not be used for more than 29 days beginning from the initial opening of the
sterile barrier. This maximum period of use includes both patient and non-patient (e.g. cleaning)
use of the device.

Caution:
A prolonged use of the inner cannula for more than 29 days may result in material safety and bio-
compatibility issues.

2. General Description

The Tracoe Twist Plus spare inner cannulas are made of polypropylene.

The standardized 15 mm connector is permanently attached to the proximal end of the inner can-
nulas.

Image 1

The non-fenestrated models have a white locking ring and are available in packs of 3 (REF 521),
10 (REF 521-X) or 30 (REF 521-XXX) units.

The fenestrated models have a blue locking ring and are available in packs of 3 (REF 523) or 10
(REF 523-X) units.

The inner cannulas are radiopaque due to material specifications and are categorized as MR Safe.

Supplementary Products:
¢ Products, which can be used in combination with the Twist Plus tracheostomy tubes are listed
in section “Supplementary Products” of the IFU for the respective tracheostomy tube.

3. MRI Safety Information
All Tracoe inner cannulas are classified as “MR Safe”

Caution: Before using the Tracoe Twist Plus inner cannula in MRI, check the MR capability of the
respective Tracoe Twist Plus tracheostomy tube.

4. Contraindications
For the application refer to the instructions for use for the Tracoe Twist Plus tracheostomy tubes.

5. General Precautions

e When the product is used together with other medical devices, follow their respective instructions
for use. Contact the manufacturer if there are any questions, or if assistance is required.

¢ Safety precautions must be taken in case of complications during the described procedures, in order
to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation, laryngeal
mask). This is recommended to be based on the respective applicable guidelines and standards for
patients with difficult airways, e.g. Practice Guidelines for Management of the Difficult Airway
(American Society of Anesthesiologists, 2013).

e It is strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

e It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or sim-
ilar. The emergency spare device should be one or two sizes smaller than the device in use.The
product should be inspected for integrity and function prior to use/insertion. If the product is dam-
aged, it should be replaced with a new product.

¢ The sterile packaging and the outer packaging should be inspected for damage prior to opening.
If the packaging is damaged or has been unintentionally opened, the device should not be used.

¢ During mechanical ventilation and frequent changes of the patient’s position or manipulation of
the tube, the inner cannula may become separated from the outer cannula. Therefore, check the
connection of the inner cannula regularly.

¢ When changing the inner cannula, always ensure that the inflation line of the cuff is not posi-
tioned between the inner and outer cannulas as it may get trapped and damaged.

e Improper storage conditions may result in product or sterile barrier damage.

6. Warnings

¢ Do not use this product if the sterile packaging or the outer packaging have been compromised/
damaged, e.g. open edges, holes in packaging etc.

e Reprocessing (including re-sterilisation) is not allowed, this may influence the material and
function of the product. The products are single use only.

¢ Modifications of Tracoe products are not allowed. Tracoe will not be responsible for modified
products.

* Do not turn the 15 mm connector, as this may cause the rotation of the inner cannula inside the
outer cannula. It may lead to interruption of the air supply or dislocation of the tracheostomy tube.
Use the locking ring to loosen and re-lock the inner cannula.

* Never use fenestrated inner cannulas for ventilation.

* Regularly check that all connections are secure to prevent an inadvertent disconnection of the
tube from external equipment and ensure efficient ventilation.

¢ Keep the 15 mm connector clean and dry.
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¢ Do not use non-authorized tools to disconnect external equipment from the 15 mm connector,
as this might deform the 15 mm connector.

7. Side Effects

For typical side effects of tracheostomy tubes, ACV and cuff deflation trials refer to the instructions
for use of the Tracoe Twist Plus tracheostomy tubes.

8. Functional Description

Caution:

e Itis strongly recommended that a ready-to-use spare tube and several inner cannulas are kept at
the patient’s bedside. Store the spare devices under clean and dry conditions.

¢ It is also recommended keeping an emergency spare device at the bedside in case of an
unplanned tracheostomy tube change, e.g. due to complications, a collapsed tracheostoma or sim-
ilar. The emergency spare device should be one or two sizes smaller than the device in use.

¢ Safety precautions must be taken in case of complications during the described procedures, in
order to provide immediate ventilation through alternative airways, (e.g. trans laryngeal intubation,
laryngeal mask). This is recommended to be based on the respective applicable guidelines and
standards for patients with difficult airways, e.g. Practice Guidelines for Management of the Diffi-
cult Airway (American Society of Anesthesiologists, 2013).

8.1 Preparing the Inner Cannula

This is a sterile device, which enables use within a sterile environment.

The following functions must be checked immediately prior to use: completeness of the device. If
the device fails the initial inspection, repeat the procedure with a new device. Do not discard the
device and follow instructions provided in section “Returns and Complaints”.

1. Inspect the sterile packaging to ensure it is undamaged and all components are present.
2. Open the package and visually inspect the device for damages prior to use.
3. Verify that the inner cannula is free of obstruction and the material is not brittle or torn.

8.2 Changing the Inner Cannula
If viscous secretion collects in the inner cannula and cannot be suctioned, thus impeding the air-
flow, replace the inner cannula with a new or cleaned inner cannula.

1. Loosen the inner cannula by turning the locking ring counterclockwise and remove it.

2. If the product is damaged, do not further use the inner cannula, do not discard the inner cannula
and follow instructions in chapter “Returns and Complaints”.

3. Once a new inner cannula has been inserted into the outer cannula, lock in place by turning the
locking ring clockwise until it clicks into place (see Image 1).

Caution: When inserting the inner cannula, ensure that the inflation line of the cuff is not lying
between the inner and outer cannulas, otherwise it may get trapped and damaged.

9. Care and Cleaning

Caution:

¢ The inner cannula should not be used more than 29 days, beginning from the initial opening of
the sterile barrier.

¢ This maximum period of use includes both patient and non-patient (e. g. cleaning) use of the
device.

¢ For reasons of hygiene and to avoid a mix-up when reassembling the tube afterwards only one
outer cannula together with the corresponding inner cannula must be cleaned together.

¢ The product should be inspected for integrity and function prior to re-insertion.

Cleaning of the inner cannula is intended to remove any bodily fluids or encrustation that may
inhibit its clinical use.
Please take care to hold the inner cannula after cleaning at the 15 mm connector.

The following instruction for manual cleaning applies to all Tracoe Twist Plus inner cannula mod-
els and sizes:

1. To clean the inner cannula, rinse the devices under lukewarm (max. 40 °C/104 °F) potable water
until it is visibly clean and free of encrustations.

2. Particular attention should be taken to ensure the inside of the cannula is thoroughly rinsed.

3. For removal of residual debris brushes or swabs offered by Tracoe can be used, see “Supplemen-
tary Products™.

4. Alternatively, the Tracoe cleaning products (see “Supplementary Products”) can be used in
accordance with their respective instructions for use.

5. After cleaning, rinse the inner cannula with potable or distilled water.

6. If the inner cannula is not visually clean after rinsing then:

¢ repeat rinsing until it is visibly clean, or

* repeat the cleaning using the Tracoe cleaning products, or

 safely dispose of the inner cannula.

7. All areas of the inner cannula should be inspected, in adequate light, to ensure the device is free
of contaminants and encrustations.

8. Following the cleaning process, place the inner cannula on a clean lint-free dry towel and air dry
in an area free of airborne contaminants.

9. The inner cannula is considered dry when there is no visual evidence of residual water.

10. Finally, a visual and functional inspection prior to re-insertion should be performed to verify
that the inner cannula is not damaged (also see chapter “Preparing the Inner Cannula™).

Caution:

¢ The inner cannula should be cleaned immediately after removal from the stoma to prevent
drying of soil and contaminants.

* The frequency of cleaning must be defined by the physician but must not exceed the allowed
frequency.

¢ A maximum of 35 cleaning cycles are possible within the period of use of 29 days for the inner
cannula, otherwise biocompatibility and material stability could be impaired. For information on
cleaning frequency of the outer cannula, please refer to the instructions for use of the Tracoe Twist
Plus tracheostomy tubes.

¢ The inner cannula must never be cleaned using agents or procedures which are not specified in
this instruction.

¢ The inner cannula is single patient use. Therefore, it must be returned to the same patient.

* Failure to clean the device properly can result in damage to the cannula, an increase in air resist-
ance due to obstructions, or irritation/inflammation of the tracheal stoma.

¢ Since the upper respiratory tract is never free from microorganisms, even in healthy individuals,
we do not recommend the use of disinfectants.

10. Storage

a) Store the Tracoe products in their original packaging according to the conditions displayed on
the packaging. Do not heat the products to a temperature above 60°C.

b) Store cleaned inner cannulas in a clean covered container, within a clean and dry location, and
away from sunlight. Re-insert the inner cannula as soon as possible. Improper storage conditions
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may result in cannula damage or contamination. Do not store the cleaned devices for more than 29
days from first use.

11. Packaging

The product is provided sterile (with ethylene oxide) which allows application under sterile condi-
tions. Tracoe Twist Plus spare inner cannulas do not require a sterile environment during normal
use or cleaning.

12. Disposal

Used products are to be disposed of in accordance with national regulations, waste management
plans, or clinical procedures governing biohazardous waste materials, e.g. the direct disposal in a
tear and moisture-resistant and secure bag or container, which is routed to the local waste disposal
system for contaminated medical products.

For further recommendations, contact your hygiene officer in health facilities or the local waste
management for homecare use.

13. Returns and Complaints

If you have a complaint about the device, please contact complaint.se@atosmedical.com.

Ifit is involved in a reportable incident, as defined in local medical device legislation, additionally
contact the appropriate regulatory body in the country of use.

14. General Terms and Conditions

The sale, delivery and return of all Tracoe products shall be affected exclusively on the basis of the
valid General Terms and Conditions (GTC), which are available either from Tracoe Medical GmbH
or on our website at www.tracoe.com.
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Navod na pouzitie
nahradnych vnatornych kanyl Tracoe Twist Plus

Poznamka: Pozorne si preéitajte navod na pouzitie. Je sucastou opisaného produktu a musi byt
vzdy k dispozicii. V zdujme vasej vlastnej bezpecnosti a bezpe¢nosti pacientov dodrziavajte
nasledujtice bezpecnostné informacie.

Nahradné vnitorné kanyly Tracoe Twist Plus sa smu pouzivat' len v kombinacii s prislusnymi
tracheostomickymi trubicami Tracoe Twist Plus. Pozorne si precitajte prislusny navod na pouzitie.
Je sucast'ou opisaného produktu a musi byt vzdy k dispozicii.

1. Uréené pouzitie a indikacie na pouzitie
Nahradné vnutorné kanyly Tracoe Twist Plus su indikované na pouzitie len v kombinécii s
tracheostomickou trubicou Tracoe Twist Plus. M6zu sa pouzivat’ az 29 dni.

Produkt je ur€eny len na pouzitie v kombinacii s vonkajsimi kanylami Tracoe Twist Plus zodpovedajiicej
velkosti. Informécie o pouziti najdete v navode na pouzitie tracheostomickych trubic Tracoe Twist Plus.
Informacie o klinickom prinose, populécii pacientov, klinickom pouziti, ur¢enom pouzivatel'ovi a
indikaciach na pouzitie najdete v navode na pouzitie prislusnej tracheostomickej trubice Tracoe Twist Plus.

Pouzitie u jedného pacienta a uzito¢na Zivotnost’: Vnutorna kanyla Tracoe Twist Plus je ur¢ena
na pouzitie u jedného pacienta a jej zivotnost je 29 dni. Pocas tohto obdobia je mozné pomécku
vycistit’ a opdtovne ju zaviest' u toho istého pacienta.

Pomocka sa nesmie pouzivat’ dlhsie ako 29 dni od prvého otvorenia sterilnej bariéry. Toto maximalne
obdobie pouzivania zahfia pouzivanie pomdcky pacientmi aj inymi osobami (napr. Cistenie).

Upozornenie:
Dlhodobé pouzivanie vnutornej kanyly dlhsie ako 29 dni méze viest’ k problémom s bezpe¢nost'ou
materialu a biokompatibilitou.

2. VSeobecny popis
Néhradné vnutorné kanyly Tracoe Twist Plus st vyrobené z polypropylénu.
Standardizovany 15 mm konektor je trvalo pripojeny k proximalnemu koncu vnutornych kanyl.

Neperforované modely maju bielu poistni maticu a st k dispozicii v baleniach po 3 (REF 521), 10
(REF 521-X) alebo 30 (REF 521-XXX) kusoch.

Perforované modely majii modrti poistni maticu a su k dispozicii v baleniach po 3 (REF 523) alebo
10 (REF 523-X) kusoch.

Vnutorné kanyly st vdaka Specifikaciam materialu rontgenkontrastné a su kategorizované ako
bezpecné v prostredi MR.

Doplnkové produkty:
¢ Produkty, ktoré mozno pouzit v kombinacii s tracheostomickymi trubicami Twist Plus, st
uvedené v navode na pouzitie prislusnej tracheostomickej trubice, v Casti ,,Doplnkové produkty*.

3. Bezpecnostné informacie o MRI
Vsetky vnutorné kanyly Tracoe st klasifikované ako ,,bezpecné v prostredi MR

Upozornenie: Pred pouzitim vnutornej kanyly Tracoe Twist Plus v MRI skontrolujte moznost’
pouzitia prislusnej tracheostomicke;j trubice Tracoe Twist Plus v prostredi MR.

4. Kontraindikacie
Informacie o pouziti najdete v navode na pouzitie tracheostomickych trubic Tracoe Twist Plus.

5. VSeobecné preventivne opatrenia

e Ak sa produkt pouziva spolu s inymi zdravotnickymi pomdckami, dodrziavajte prislusné
pokyny na pouzitie. V pripade akychkol'vek otazok alebo potreby pomoci sa obratte na vyrobcu.
eV pripade komplikacii pocas opisanych postupov sa musia prijat’ bezpec¢nostné opatrenia, aby
sa zaistila okamzita ventilacia cez alternativne dychacie cesty (napr. translaryngealna intubacia,
laryngealna maska). Odporaca sa vychadzat' z prislu§nych platnych usmerneni a noriem pre
pacientov so stazenymi dychacimi cestami, napr. z praktickych usmerneni pre manazment
stazenych dychacich ciest (American Society of Anesthesiologists, 2013).
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* Dorazne sa odportica, aby sa pri 10zku pacienta nachadzala ndhradna trubica pripravena na pouzitie
a niekol’ko vnutornych kanyl. Nahradné pomécky skladujte v ¢istych a suchych podmienkach.

¢ Odportca sa tiez mat’ pri 16zku nadzovi ndhradnti pomécku pre pripad neplanovanej vymeny
tracheostomicke;j trubice, napr. v dosledku komplikacii, kolapsu tracheostomu a podobne. Nudzova
nahradna pomdcka by mala byt’ o jednu alebo dve velkosti mensia ako pouzivana pomocka. Pred
pouzitim/zavedenim je potrebné skontrolovat’ neporusenost’ a funkénost’ produktu. Ak je produkt
poskodeny, musi sa vymenit’ za novy.

¢ Sterilny obal a vonkajsi obal sa pred otvorenim musia skontrolovat’ z hl'adiska neporu$enosti a
funkénosti. Ak je obal poskodeny alebo bol neumyselne otvoreny, pomdcka sa nesmie pouzivat'.
¢ Pocas mechanickej ventilacie a ¢astych zmien polohy pacienta alebo manipulacie s trubicou sa
moze vnutorna kanyla oddelit’ od vonkajsej kanyly. Preto pravidelne kontrolujte pripojenie
vnutornej kanyly.

¢ Pri vymene vnutornej kanyly vzdy dbajte na to, aby sa nafukovaci privod manzety nenachadzal
medzi vnatornou a vonkajSou kanylou, pretoze by sa mohla zachytit’ a poskodit’.

¢ Nespravne podmienky skladovania mézu viest' k poskodeniu produktu alebo sterilnej bariéry.

6. Varovania

¢ Tento produkt nepouzivajte, ak ma poruseny/poskodeny sterilny obal alebo vonkajsi obal, napr.
otvorené okraje, diery v obale atd’.

¢ Regeneracia (vratane opétovnej sterilizacie) nie je povolend, pretoze by mohla ovplyvnit’
materidl a funkciu produktu. Produkty st ur¢ené len na jedno pouzitie.

¢ Upravy produktov Tracoe nie su povolené. Spolo¢nost’ Tracoe nezodpoveda za upravené produkty.
¢ Neotacajte 15 mm konektorom, pretoze by sa mohla otocit’ vnutorna kanyla vo vonkajsej kanyle.
Mobhlo by to viest k preruseniu privodu vzduchu alebo dislokacii tracheostomickej trubice. Pomocou
poistnej matice uvol'nite a znovu zaistite vnitorna kanylu.

¢ Na ventilaciu nikdy nepouzivajte perforované vnutorné kanyly.

¢ Pravidelne kontrolujte, ¢i st vietky spoje bezpecné, aby sa zabranilo netimyselnému odpojeniu
trubice od externého zariadenia a zabezpecila sa G¢inna ventilacia.

¢ 15 mm konektor udrziavajte ¢isty a suchy.

¢ Na odpojenie externé¢ho zariadenia od 15 mm konektora nepouzivajte neautorizované nastroje,
pretoze by mohlo dojst’ k deformacii 15 mm konektora.

7. Vedlajsie ucinky
Typické vedlajsie ucinky tracheostomickych trubic, ACV a skiisok deflacie manzety najdete v
navode na pouzitie tracheostomickych trubic Tracoe Twist Plus.

8. Popis funkcie

Upozornenie:

¢ Dédrazne sa odporica, aby sa pri 16zku pacienta nachadzala ndhradna trubica pripravend na pouzitie
a niekol’ko vnutornych kanyl. Nahradné pomocky skladujte v ¢istych a suchych podmienkach.

¢ Odportca sa tiez mat’ pri 16zku nadzovi ndhradntit pomdcku pre pripad neplanovanej vymeny
tracheostomickej trubice, napr. v dosledku komplikacii, kolapsu tracheostomu a podobne. Nudzova
nahradna pomdcka by mala byt o jednu alebo dve velkosti mensia ako pouzivana pomaocka.

¢V pripade komplikécii po¢as opisanych postupov sa musia prijat’ bezpe¢nostné opatrenia,
aby sa zaistila okamzita ventilacia cez alternativne dychacie cesty (napr. translaryngealna intubacia,
laryngealna maska). Odportca sa vychadzat' z prislusnych platnych usmerneni a noriem pre
pacientov so stazenymi dychacimi cestami, napr. z praktickych usmerneni pre manazment
stazenych dychacich ciest (American Society of Anesthesiologists, 2013).

8.1 Priprava vnutornej kanyly

Ide o sterilnii pomdcku, ktora umoziiuje pouzitie v sterilnom prostredi.

Bezprostredne pred pouzitim sa musia skontrolovat’ nasledujuce funkcie: kompletnost’ pomocky.
Ak pomocka zlyha pri pociatocnej kontrole, zopakujte postup s novou pomockou. Poméocku
nevyhadzujte a postupujte podl'a pokynov v ¢asti ,,Vratenie tovaru a reklamacie.

1. Skontrolujte sterilny obal, aby ste sa uistili, ze nie je poskodeny a ¢i st pritomné vSetky komponenty.
2. Otvorte obal a pred pouzitim vizualne skontrolujte, ¢i pomocka nie je poskodena.
3. Skontrolujte, ¢i vnutorna kanyla nie je upchata a ¢i material nie je krehky alebo roztrhnuty.

8.2 Vymena vnutornej kanyly
Ak sa vo vnutornej kanyle nahromadi viskozny sekrét, ktory sa neda odsat’, ¢im sa brani pradeniu
vzduchu, vymeiite vnutorna kanylu za novu alebo vy¢istenti vnatornu kanylu.

1. Oto¢enim poistnej matice proti smeru hodinovych ruciciek uvolnite vnutorna kanylu a vyberte
ju.

2. Ak je vnutorna kanyla poskodena, d’alej ju nepouzivajte ani nevyhadzujte a postupujte podl'a
pokynov v kapitole ,,Vratenie tovaru a reklamacie®.

3. Po vlozeni novej vnutornej kanyly do vonkajsej kanyly ju zaistite otd¢anim poistnej matice v
smere hodinovych ruciciek, kym nezapadne na miesto (pozri obrazok 1).

Upozornenie: Pri zavadzani vnutornej kanyly sa uistite, Ze sa nafukovaci privod manzety
nenachadza medzi vnttornou a vonkaj$ou kanylou, pretoze by sa mohla zachytit’ a poskodit’.

9. Starostlivost a Cistenie

Upozornenie:

¢ Vnutorna kanyla sa nesmie pouzivat’ dlhsie ako 29 dni od prvého otvorenia sterilnej bariéry.

¢ Toto maximalne obdobie pouzivania zahffia pouzivanie pomocky pacientmi aj inymi osobami
(napr. Cistenie).

¢ Zhygienickych dovodov a aby sa predi§lo zamene pri naslednej montazi trubice, musi sa vy¢istit’
len jedna vonkajsia kanyla spolu s prislusnou vnatornou kanylou.

¢ Pred opitovnym zavedenim je potrebné skontrolovat’ neporusenost’ a funkénost’ vyrobku.

Ciel'om ¢istenia vnatornej kanyly je odstranit’ akékol'vek telesné tekutiny alebo usadeniny, ktoré by mohli
branit’ jej klinickému pouzitiu.
Po vy¢isteni drzte vnutorna kanylu za 15 mm konektor.

Nasledujuce pokyny na manualne Cistenie platia pre vietky modely a velkosti vnttornych kanyl
Tracoe Twist Plus:

1. Pri ¢isteni vnatornej kanyly oplachnite pomécky pod vlaznou (max. 40 °C/104 °F) pitnou vodou,
kym nebudu viditeI'ne ¢isté a bez usadenin.

2. Osobitnli pozornost’ treba venovat’ dokladnému oplachnutiu vnutornych &asti kanyly.

3. Na odstranenie zvyskov necistot mozno pouzit’ kefy alebo tampony pontikané spolo¢nostou
Tracoe, pozri ,,Doplnkové produkty*.

4. Pripadne mozete pouzit’ Cistiace prostriedky Tracoe (pozri ,,Doplnkové produkty*) v sulade s ich
prislusnymi navodmi na pouzitie.

5. Po vy¢isteni oplachnite vnitorni kanylu pitnou alebo destilovanou vodou.

6. Ak vnutorna kanyla nie je po oplachnuti vizualne ¢ista, tak:

 zopakujte oplachovanie, kym nie je viditeIne ¢ista, alebo

zopakujte Cistenie pouzitim Cistiacich prostriedkov Tracoe, alebo

vnutornt kanylu bezpe¢ne zlikvidujte.
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7. Vsetky oblasti vnutornej kanyly by sa mali skontrolovat’ pri primeranom osvetleni, aby ste sa
uistili, Ze pomdcka neobsahuje necistoty a usadeniny.

8. Po dokonceni ¢istenia polozte vnutorni kanylu na ¢istti sucht utierku neptistajicu vlakna a
vysuste ju na vzduchu na mieste bez necistot prenasanych vzduchom.

9. Vnutorna kanyla sa povazuje za suchu, ked’ nie st vidite'né ziadne zvysky vody.

10. Nakoniec by sa mala pred opatovnym zavedenim vykonat’ vizualna a funk¢na kontrola, aby sa overilo,
ze vnutorna kanyla nie je poskodena (pozri aj kapitolu ,,Priprava vnutornej kanyly*).

Upozornenie:

e Vnutorna kanyla by sa mala vy¢istit’ ihned’ po vybrati zo stomie, aby sa zabranilo zaschnutiu
necistot a kontaminantov.

¢ Frekvenciu ¢istenia musi urcit’ lekar, ale nesmie prekrocit’ povolenu frekvenciu.

¢ Pocas 29 dni pouzivania vnitornej kanyly je mozné vykonat’ maximalne 35 Cistiacich cyklov,
inak by mohlo dojst’ k naruseniu biokompatibility a stability materialu. Informacie o frekvencii
Cistenia vonkajsej kanyly najdete v navode na pouzitie tracheostomickych trubic Tracoe Twist Plus.
e Vnatorna kanyla sa nikdy nesmie &istit’ prostriedkami alebo postupmi, ktoré nie st uvedené v
tomto navode.

* Vnutorna kanyla je uréena na pouzitie u jedného pacienta. Preto sa musi vratit’ tomu istému
pacientovi.

e Nespravne Cistenie pomocky moze viest' k poskodeniu kanyly, zvySeniu odporu vzduchu v
dosledku prekazok alebo podrazdeniu/zapalu tracheélnej stomie.

* Kedze horné dychacie cesty nikdy nie si bez mikroorganizmov ani u zdravych osob,
neodporucame pouzivat’ dezinfekéné prostriedky.

10. Ulozisko

a) Produkty Tracoe skladujte v povodnom obale podla podmienok uvedenych na obale. Produkty
nezahrievajte na teplotu vyssiu ako 60 °C.

b) Vycistené vnitorné kanyly skladujte v Cistej zakrytej nadobe na ¢istom a suchom mieste a mimo
dosahu slne¢ného svetla. Vnatorna kanylu ¢o najskor znovu zaved'te. Nespravne podmienky
skladovania mo6zu viest’ k poskodeniu alebo kontaminacii kanyly. Vy¢istené pomocky neskladujte
dlhsie ako 29 dni od prvého pouzitia.

11. Balenie

Produkt sa dodava sterilny (s etylénoxidom), vd’aka ¢omu je mozné pouzitie v sterilnych
podmienkach. Nahradné vnitorné kanyly Tracoe Twist Plus pri beznom pouzivani alebo ¢isteni
nevyzaduju sterilné prostredie.

12. Likvidacia

Pouzité produkty sa musia likvidovat' v stlade s narodnymi predpismi, planmi nakladania s
odpadom alebo klinickymi postupmi upravujucimi biologicky nebezpecny odpad, napr. priamou
likvidaciou v bezpe¢nom vrecku alebo kontajneri odolnom voci roztrhnutiu a vlhkosti, ktory sa
odovzda do miestneho systému likvidacie odpadu pre kontaminované zdravotnicke produkty.
DalSie odportcania vam poskytne hygienik v zdravotnickych zariadeniach alebo miestna sprava
odpadov pre domace pouzitie.

13. Vratenie tovaru a reklamacie

Ak mate staznost’ tykajicu sa pomdcky, smerujte ich na adresu complaint.se@atosmedical.com.
Ak sa vyskytne udalost’, ktort je potrebné nahlasit, ako je definované v miestnych pravnych
predpisoch o zdravotnickych pomdckach, obrat'te sa na prislusny regulac¢ny organ v krajine pouzitia.

14. Vseobecné podmienky

Predaj, dodavka a vratenie vSetkych produktov Tracoe sa riadi vylu¢ne platnymi VSeobecnymi
obchodnymi podmienkami (VOP), ktoré st k dispozicii bud’ od spolo¢nosti Tracoe Medical
GmbH, alebo na nasej webovej stranke www.tracoe.com.

Symbols

Manufacturer; Vyrobca

Country of manufacture with date of manufacture; Krajina vyroby
s datumom vyroby

Use-by date; Datum najneskorsej spotreby

Batch Code; Kod Sarze

Medical Device; Zdravotnicka pomdcka

Instructions for use; Navod na pouzZitie

Caution, consult instructions for use; Pozor, riad’te sa navodom na
pouzitie

Federal (USA) law restricts this device to the sale by or on the order
of a physician

Single Patient - multiple use; Jeden pacient — viacnasobné pouzitie

Sterilized using ethylene oxide; Sterilizované etylénoxidom

Do not resterilize; Znovu nesterilizujte

Do not use if package is damaged; Nepouzivajte, ak je posSkodeny
obal

Peel here; Tu otvorit’

b Keep away from sunlight and keep dry; Chrante pred slnecnym
AN P U
A ziarenim a uchovavajte v suchu

—
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Storage temperature limit; Limit skladovacej teploty

Single sterile barrier system; Systém jednej sterilnej bariéry

Single sterile barrier system with protective packaging outside;
Systém jednej sterilnej bariéry s vonkaj$im ochrannym obalom

Not made with phthalates (e.g. DEHP); Bez obsahu ftalatov (napr.
DEHP)

Not made with Natural Rubber latex; Nie je vyrobeny z prirodného
latexu

Packaging Content; Obsah balenia

MR safe; Bezpecné v prostredi MR

Triman symbol and Infotri for France; Symbol Triman a Infotri
pre Franctzsko

Packaging is recyclable; Obal je recyklovatelny

Recycling guidelines; Usmernenia tykajuce sa recyklacie

Tracoe Medical GmbH

info-tracoe@atosmedical.com

At

tosmea

oS

cal.com
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