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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.
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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.

LV — LATVIESU VALODA

LietoSanas instrukcija
Tracoe Twist Plus rezerves iekséjas kanulas

Piezime. Ludzu, uzmanigi izlasiet lietoSanas instrukciju. Ta ir uzskatama par aprakstita
izstradajuma dalu, un tai vienmér jabut pieejamai. Lai gadatu par savu un pacientu drosibu,
ieverojiet talak sniegto dro§ibas informaciju.

Tracoe Twist Plus rezerves ieksgjas kanulas drikst izmantot tikai kopa ar atbilsto$ajam
Tracoe Twist Plus traheostomijas caurulittm. Uzmanigi izlasiet attiecigo licto§anas instrukciju.
Ta ir uzskatama par aprakstita izstradajuma dalu, un tai vienm@r jabut pieejamai.

1. Paredzétais lietojums un lietosanas indikacijas
Tracoe Twist Plus rezerves ieksgjas kanulas ir paredzetas lietoSanai tikai kopa ar Tracoe Twist Plus
traheostomijas cauruliti. Tas var lietot 1idz 29 dienam.

Izstradajums ir paredz&ts lietosanai tikai kopa ar atbilstosa izméra Tracoe Twist Plus argjam kanulam.
Informaciju par lietoSanu skatiet Tracoe Twist Plus traheostomijas caurulisu lietosanas instrukcija.
Informaciju par kliniskajiem ieguvumiem, mérka pacientiem, klinisko lietojumu, paredz&to
lietotaju un lietoSanas indikacijam skatiet attiecigas Tracoe Twist Plus traheostomijas caurulites
lietosanas instrukcija.

LietoSana vienam pacientam un lietderigas lieto$anas laiks. Tracoe Twist Plus iek$gja kanula ir
paredzgta vienreizgjai lietoSanai vienam pacientam, un tas lietderigas lietoSanas laiks ir 29 dienas.
Saja laika ierici var iztirTt un atkartoti ievietot tam pasam pacientam.

Terici nedrikst lietot ilgak par 29 dienam kops sterila iepakojuma pirmreizgjas atverSanas.
Sis maksimalais lietoSanas laiks ietver gan ar pacientu saistitu, gan ar pacientu nesaistitu ierices
lietoSanu (piem., tiriSanu).

Uzmanibu!
Ieksgjas kanulas ilgstosa lietoSana ilgak par 29 dienam var radit materialu droSuma un biologiskas
saderibas problémas.

2. Visparigs apraksts
Tracoe Twist Plus rezerves ieks€jas kanulas ir izgatavotas no polipropiléna.
Standartiz&tais 15 mm savienotajs ir pastavigi piestiprinats iek$gjo kanulu tuvakajam galam.

Modeliem bez daudzam atver&m ir balts slédz€jgredzens, un tie ir pieejami iepakojumos
pa 3 (REF 521), 10 (REF 521-X) vai 30 (REF 521-XXX) vienibam.

Modeliem ar daudzam atverém ir zils slédzgjgredzens, un tie ir pieejami iepakojumos
pa 3 (REF 523) vai 10 (REF 523-X) vienibam.

Materiala raksturlielumu d&l ieksgjas kanulas ir rentgenstarojumu necaurlaidigas un tiek
klasificétas ka drosas MR vide.

Papildu izstradajumi:
e Izstradajumi, kurus var izmantot kopa ar Twist Plus traheostomijas caurulitém, ir uzskaititi
attiecigas traheostomijas caurulites lietosanas instrukcijas sadala ,,Papildu izstradajumi”.

3. MRA drosuma informacija

Visas Tracoe ieksgjas kanulas ir klasificétas ka ,,drosas MR vide”.
Uzmanibu! Pirms Tracoe Twist Plus ieks§gjas kanulas izmantoSanas MRA vidé parbaudiet
attiecigas Tracoe Twist Plus traheostomijas caurulites darbibu MR vide.

4. Kontrindikacijas
Informaciju par lietoSanu skatiet Tracoe Twist Plus traheostomijas cauruliSu lietoSanas instrukcija.

5. Visparigie piesardzibas pasakumi

e Ja izstradajums tiek lietots kopa ar citam mediciniskajam iericém, jaievéro to lietoSanas
instrukcijas. Ja rodas jautajumi vai ir vajadziga palidziba, sazinieties ar razotaju.

* Ja aprakstito procediru laika rodas komplikacijas, ir javeic drosibas pasakumi, lai varétu nodrosinat
talitgju ventilaciju, izmantojot alternativus elpcelus (piem., laringealo intubaciju, laringealo masku).
To ieteicams darit, pamatojoties uz attiecigajam piemerojamajam vadlinijam un standartiem pacientiem ar
apgritinatiem elpceliem, pieméram, dokumentam ,,Practice Guidelines for Management of the Difficult
Airway” (Praktiskas vadlinijas apgritinatu elpcelu kontrolei) (American Society of Anesthesiologists, 2013).
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* Loti ieteicams pie pacienta gultas turét lietoSanai gatavu rezerves cauruliti un vairakas ieksgjas
kanulas. Glabajiet rezerves ierices tiros un sausos apstaklos.

e Tapat arT ieteicams pie gultas turt arkartas rezerves ierici, ja nepiecieSama neplanota
traheostomijas caurulites nomaina, pieméram, komplikaciju, sabrukusas traheostomas vai lidzigu
iemeslu dél. Arkartas rezerves iericei jabiit par vienu vai diviem izmériem mazakai par izmantoto
ierici. Pirms lieto$anas/ievietosanas japarbauda izstradajuma integritate un darbiba. Ja izstradajums
ir bojats, tas jaaizstaj pret jaunu izstradajumu.

¢ Pirms atv@rSanas japarbauda, vai sterilais iepakojums un argjais iepakojums nav bojats.
Ja iepakojums ir bojats vai netisi atverts, ierici nedrikst lietot.

* Mehaniskas ventilacijas laika un biezi mainot pacienta poziciju vai manipul&jot ar cauruliti, ick$ja

kanula var atdalities no argjas kanulas. Tapec regulari parbaudiet icksgjas kanulas savienojumu.

¢ Mainot iek§gjo kanulu, vienmér nodroSiniet, lai aproces ieptisanas linija nebiitu novietota starp
iek$€jo un argjo kanulu, jo pretgja gadijuma ta var iesprist un tikt sabojata.

¢ Nepareizi glabasanas apstakli var izraisit izstradajuma vai sterila iepakojuma bojajumus.

6. Bridinajumi

¢ Nelietojiet So izstradajumu, ja sterilais iepakojums vai argjais iepakojums ir bojats, pieméram,
ar val&jam malam, caurumiem iepakojuma utt.

* Parstrade (tostarp atkartota steriliz€Sana) nav atlauta, jo tas var ietekmét izstradajuma materialu
un funkcijas. Izstradajumi ir paredz&ti tikai vienreiz€jai lietoSanai.

¢ Tracoe izstradajumu modifikacijas nav atlautas. Uznémums Tracoe nav atbildigs par
modificétiem izstradajumiem.

¢ Negrieziet 15 mm savienotaju, jo tas var izraisit ick$¢jas kanulas rotaciju argja kanula. Tas var
izraisit gaisa padeves partrauk$anu vai traheostomijas caurulites nobidi. Izmantojiet
sledzgjgredzenu, lai atblok&tu un atkartoti nofiks&tu ieks&jo kanulu.

* Ventilacijai nekada gadijuma neizmantojiet ieks&jas kanulas ar daudzam atverém.

¢ Regulari parbaudiet, vai visi savienojumi ir drosi, lai novérstu nejausu caurulites atvieno$anos
no argjas iekartas un nodrosinatu efektivu ventilaciju.

¢ 15 mm savienotdjam ir jabit tiram un sausam.

* Nelietojiet neatlautus instrumentus, lai atvienotu argjas iekartas no 15 mm savienotaja, jo tas var
deformét 15 mm savienotaju.

7. Blakusparadibas
Informaciju par tipiskam traheostomijas caurulisu, ACV un aproces iztukSo$anas izméginajumu
blakusparadibam skatiet Tracoe Twist Plus traheostomijas cauruliu lieto$anas instrukcija.

8. Funkcionalitates apraksts

Uzmanibu!

¢ Loti ieteicams pie pacienta gultas turct lietoSanai gatavu rezerves cauruliti un vairakas iek$gjas
kanulas. Glabajiet rezerves ierices tiros un sausos apstaklos.

» Tapat arT ieteicams pie gultas turét arkartas rezerves ierici, ja nepiecieSama neplanota traheostomijas
caurulites nomaina, pieméram, komplikaciju, sabrukusas traheostomas vai lidzigu iemeslu dé]. Arkartas
rezerves iericei jabut par vienu vai diviem izmériem mazakai par izmantoto ierici.

¢ Ja aprakstito procediiru laika rodas komplikacijas, ir javeic dro§ibas pasakumi, lai var&tu
nodroSinat talit§ju ventilaciju, izmantojot alternativus elpcelus (piem., laringealo intubaciju,
laringealo masku). To ieteicams darTt, pamatojoties uz attiecigajam piemérojamajam vadlinijam un
standartiem pacientiem ar apgratinatiem elpceliem, pieméram, dokumentam ,,Practice Guidelines
for Management of the Difficult Airway” (Praktiskas vadlinijas apgratinatu elpcelu kontrolei)
(American Society of Anesthesiologists, 2013).

8.1.lekséjas kanulas sagatavosana

ST ir sterila ierice, ko var lietot sterila vide.

Tiesi pirms lietoSanas japarbauda §adas funkcijas: ierices pilnigums. Ja ierice neiztur pirmreizgjo
parbaudi, atkartojiet procedliru ar jaunu ierici. Neizmetiet ierici un ievérojiet noradijumus,
kas sniegti sadala ,,Atgrie$ana un stidzibas”.

1. Parbaudiet sterilo iepakojumu, lai parliecinatos, ka tas nav bojats un taja ir visi komponenti.
2. Pirms lietoSanas atveriet iepakojumu un vizuali parbaudiet, vai ierice nav bojata.
ja kanula nav aizsprostota un vai materials nav trausls vai parrauts.

3. Parbaudiet, vai ieksgj

8.2.lekséjas kanulas nomaina
Ja iekseja kanula uzkrajas viskozs sekréts, ko nevar atsukt un kas tadgjadi kavé gaisa plasmu,
aizstajiet iek$gjo kanulu ar jaunu vai iztiritu iek$gjo kanulu.

1. Atbrivojiet ieksgjo kanulu, pagriezot slédzgjgredzenu pretgji pulkstenraditaju kustibas virzienam,
un nonemiet to.

2. Ja izstradajums ir bojats, turpmak neizmantojiet ick3cjo kanulu, neizmetiet iek§gjo kanulu un
ieverojiet noradijumus, kas sniegti nodala ,,AtgrieSana un stidzibas”.

3. Tiklidz argja kanula ir ievietota jauna iek3€ja kanula, nostipriniet to vieta, pagriezot
slédz&jgredzenu pulkstenraditaju kustibas virziena, 1idz tas ir nofikséts sava vieta (sk. 1. att€lu).

Uzmanibu! levadot ieks€jo kanulu, nodrosiniet, lai aproces ieptiSanas linija neatrastos starp ieksgjo
un argjo kanulu, jo pretgja gadijuma ta var iesprust un tikt sabojata.

9. Kopsana un tirisana

Uzmanibu!

 Ieksgjo kanulu nedrikst lietot ilgak par 29 dienam kops sterila iepakojuma pirmreizgjas atvérsanas.
«  Sis maksimalais lieto3anas laiks ietver gan ar pacientu saistitu, gan ar pacientu nesaistitu ierices
lietoSanu (piem., tirisanu).

¢ Higiénas apsvérumu dé| un lai izvairitos no sajaukSanas, péc tam atkal saliekot cauruliti,
kopa jatira tikai viena argja kanula kopa ar attiecigo iek$€jo kanulu.

* Pirms atkartotas ievietoSanas japarbauda izstradajuma integritate un darbiba.

Ieksgjas kanulas tiriSanas mérkis ir nonemt jebkadus kermena Skidrumus vai saciet€jumus, kas var trauct
tas klinisko lietosanu.

P&c tirisanas turiet iek$gjo kanulu pie 15 mm savienotaja.

Talak sniegtie noradijumi par manualo tiriSanu attiecas uz visiem Tracoe Twist Plus ieks§€jo kanulu
modeliem un izmériem.

1. Lai iztiritu iek$ejo kanulu, skalojiet ierices remdena (ne siltaka par 40 °C/104 °F) dzeramaja
tdeni, 11dz tas ir redzami tiras un bez sacietgjumiem.

2. Tpasa uzmaniba japievérs tam, lai nodrosinatu, ka kanulas iek$puse ir riipigi izskalota.

3. AtlikuSo netirumu nonemsanai var izmantot Tracoe piedavatas birstes vai vates kocinus, sk.
sadalu ,,Papildu izstradajumi”.

4. Var izmantot arT Tracoe tiriSanas lidzeklus (sk. sadalu ,,Papildu izstradajumi”) atbilstosi to
lietoSanas instrukcijam.

5. P&c tirisanas skalojiet iek$&jo kanulu ar dzeramo vai destilétu Gideni.

6. Ja pec skalosanas iek$gja kanula nav vizuali tira:

« atkartojiet skalosanu, 11dz ta ir vizuali tira, vai

« atkartojiet tiriSanu, izmantojot Tracoe tiriSanas lidzeklus, vai

¢ drosa veida atbrivojieties no ieksgjas kanulas.
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7. Visas ieksgjas kanulas dalas japarbauda pietickama apgaismojuma, lai parliecinatos, ka uz ierices
nav netirumu vai sacietgjumu.

8. P&c tiriSanas novietojiet iek3&jo kanulu uz tira, sausa bezpluksnu dviela, un izzavejiet gaisa telpa,
kura nav gaisa piesarnotaju.

9. Ieksgja kanula tiek uzskatita par sausu, ja uz tas nav vizualu Gdens atlikuma pazimju.

10. Visbeidzot — pirms atkartotas ievietoSanas ir javeic vizuala un funkcionalitates parbaude,
lai parliecinatos, ka ick$¢ja kanula nav bojata (sk. arT nodalu ,,Iek3gjas kanulas sagatavosana”™).

Uzmanibu!

¢ Ieksgja kanula p&c iznemsanas no stomas ir nekavgjoties janotira, lai novérstu netirumu un
piesarnotaju sakalSanu.

* TiriSanas biezumu nosaka arsts, tacu tas nedrikst parsniegt atlauto biezumu.

o leksgjas kanulas lietoSanas laika, kas ilgst 29 dienas, ir iesp&jami ne vairak ka 35 tiriSanas cikli,
pret&ja gadijuma var pasliktinaties biologiska saderiba un materiala stabilitate. Informaciju par
argjas kanulas tiriSanas biezumu skatiet Tracoe Twist Plus traheostomijas caurulisu lietoSanas
instrukcija.

e Ieksgjo kanulu nedrikst tirit, izmantojot Iidzeklus vai procediras, kas nav noraditas $aja
instrukecija.

* Ieksgja kanula ir paredzéta vienreizgjai lietoSanai. Tapec ta ir jaatgriez tam pasam pacientam.

e Ja ierice netiek pareizi iztirita, kanula var tikt bojata, Skeér§lu dél var tikt palielinata gaisa
pretestiba vai rasties trahejas stomas kairinajums/iekaisums.

e Ta ka pat veseliem cilvékiem augs&jos elpcelos vienmér ir mikroorganismi, mes neiesakam
lietot dezinfekcijas Iidzeklus.

10. Glabasana

a) Glabajiet Tracoe izstradajumus to originalaja iepakojuma saskana ar nosacijumiem, kas noraditi
uz iepakojuma. Nekarsgjiet izstradajumus lidz temperatirai, kas parsniedz 60°C.

b) Notiritas iek$gjas kanulas glabajiet tira, nosegta tvertn€, kas atrodas tird un sausa vieta,
drosa attaluma no saules gaismas. Iespgjami driz atkartoti ievietojiet iek§€jo kanulu. Nepareizu
glabaganas apstaklu dél kanulas var tikt sabojatas vai kltit netiras. Neglabajiet iztiritas ierices ilgak
par 29 dienam kops to pirmas lietosanas reizes.

11. lepakojums
Izstradajums tiek piegadats sterils (sterilizEts ar etilénoksidu), tapéc to drikst lietot sterilos

apstaklos. Tracoe Twist Plus rezerves iek§gjam kanulam parastas lieto$anas vai tiri§anas laika nav
vajadziga sterila vide.

12. Atbrivosanas

No izlietotajiem izstradajumiem jaatbrivojas saskana ar valsts normativajiem aktiem, atkritumu
apsaimnieko$anas planiem vai kliniskajam procedtram, kas reglamenté biologiski bistamo
atkritumu materialu apsaimniekosanu, pieméram, tiesi izmetot pret plisumiem un mitrumu izturiga
drosa maisa vai tvertng, kas tiek parsutits uz vietgjo atkritumu likvidesanas sistému, kura paredzéta
piesarnotiem mediciniskajiem izstradajumiem.

Lai sanemtu papildu ieteikumus, sazinieties ar higiénas specialistu veselibas apriipes iestades vai
skatiet vietgjos atkritumu apsaimniekoSanas noteikumus, ja ierici lietojat majas apstaklos.

13. AtgrieSana un sudzibas

Ja jums ir stidzibas par $o ierici, sazinai izmantojiet e-pasta adresi complaint.se@atosmedical.com.
Ja §1 ierice ir iesaistita negadijuma, par kuru jazino atbilstosi vietgjos mediciniskas ierices
reglament&josos tiesibu aktos noteiktajam, sazinieties arT ar attiecigo reglamentgjoso iestadi
lietoSanas valsti.

14. Visparigie noteikumi un nosacijumi

Visu Tracoe izstradajumu pardosana, piegade un atgrieSana notiek tikai un vienigi saskana ar speka
esosajiem visparigajiem noteikumiem un nosacfjumiem (General Terms and Conditions — GTC),
kas ir pieejami uznémuma Tracoe Medical GmbH vai miisu timekla vietné www.tracoe.com.

Symbols

o]
=l

g Use-by date; Deriguma termin§

Manufacturer; Razotajs

Country of manufacture with date of manufacture; Razosanas valsts
un razo$anas datums

Batch Code; Partijas kods

Medical Device; Mediciniska ierice

Instructions for use; LietoSanas noradijumi

Caution, consult instructions for use; Uzmanibu! Izlasiet lietoSanas
noradijumus

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

Single Patient - multiple use; Viens pacients — vairakkartgja
lietoSana

(s

Sterilized using ethylene oxide; Sterilizéts, izmantojot etilena
oksidu

Do not resterilize; Nesterilizét atkartoti

&)

Do not use if package is damaged; Neizmantot, ja iepakojums ir
bojats

® ®

Peel here. Peel here; Plést seit

<
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Keep away from sunlight and keep dry; Sargat no saules stariem un
mitruma

Storage temperature limit; Uzglabasanas temperatiiras ierobezojums

Single sterile barrier system; Vienas sterilas barjeras sistéma

Single sterile barrier system with protective packaging outside;
Vienas sterilas barjeras sistéma ar ar¢jo aizsargiepakojumu

Not made with phthalates (e.g. DEHP); Izgatavo$ana nav izmantoti
ftalati (piem., DEHP)

Not made with Natural Rubber latex; IzgatavoSana nav izmantots
dabiska kaucuka latekss

Packaging Content; Iepakojuma saturs

MR safe; Dross MR vidé

Triman symbol and Infotri for France; Triman simbols un Infotri
Francijai

Packaging is recyclable; Iepakojums ir recikl&jams

Recycling guidelines; Reciklésanas vadlinijas

Tracoe Medical GmbH

info-tracoe@atosmedical.com
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