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Prescription information

CAUTION: United States Federal law restricts this device
to sale, distribution and use by or on order of a physician
or a licensed practitioner. The availability of this product
without prescription outside the United States may vary
from country to country.

Disclaimer

Atos Medical offers no warranty - neither expressed nor
implied - to the purchaser hereunder as to the lifetime of
the product delivered, which may vary with individual
use and biological conditions. Furthermore, Atos Medical
offers no warranty of merchantability or fitness of the
product for any particular purpose.

Patents and Trademarks

Provox® is a registered trademark owned by Atos Medical
AB, Sweden. Provox® XtraFlange™ is a trademark of
Atos Medical AB.

For information about protective rights (e.g. patents), please
refer to our web page www.atosmedical.com/patents.
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ENGLISH

Indications for use

Provox XtraFlange is a silicone washer intended to reduce
periprosthetic leakage that is detected on patients using
indwelling Provox voice prostheses.

Placement is performed by a medical doctor or a
trained medical professional in accordance with local or
national guidelines.

Contraindications

The Provox XtraFlange shall NOT be used:

* inpatients in whom the tracheoesophageal (TE) puncture
is too wide to ensure adequate retention of the Provox
voice prosthesis. A too wide puncture may increase the
risk of dislodgement and aspiration of the device and/
or the voice prosthesis. The Provox XtraFlange will
NOT increase retention of the prosthesis!

» on Provox NID or other voice prostheses of any other
brands. It may increase the risk of dislodgement and
aspiration of the Provox XtraFlange and/or the voice
prosthesis.

Device description

Provox XtraFlange is a white silicone washer that is
intended to be placed between the tracheal flange of the
prosthesis and the tracheal mucosa. It provides an extra
seal against periprosthetic leakage through the adherence
of the thin silicone sheet to the tracheal mucosa.

The device is supplied sterile and is intended for single
use only.

The Provox XtraFlange is put in place with the help of
two non-toothed hemostats while the prosthesis remains
in situ (for appropriate Provox XtraFlange sizes, see
order information).
In order to prevent accidental aspiration during placement
the Provox XtraFlange has a safety medallion. After proper
placement, the safety medallion is cut off.

The Provox XtraFlange is intended to stay in place
until the voice prosthesis is removed. The washer has to
be discarded when the prosthesis is replaced.
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WARNINGS

Instruct the patient to seek immediate medical attention
if the washer and/or prosthesis dislodges from the
puncture. Immediate symptoms of aspiration may include
coughing, wheezing or difficulty breathing. A foreign
body in the airways may cause severe complications
and has to be removed by a physician.

- Atoo tight fit may cause tissue necrosis and extrusion
of the prosthesis. The washer is neither intended nor
designed to make a too long prosthesis shorter. Instruct
the patient to consult their clinician immediately if there
are any signs of tissue edema and/or inflammation/
infection. Treatment may require antibiotic therapy,
temporary insertion of a prosthesis with a longer shaft,
removal of the prosthesis and/or surgical closure of the
puncture (with later possibly a repuncture).

- Provox XtraFlange is for single use; i.e. the washer has
to be discarded when the prosthesis is replaced. Do not
reuse the washer. Re-use and re-processing may cause
crosscontamination and damage to the device, which
could cause patient harm.

PRECAUTIONS

Provox XtraFlange is not intended to be placed on the
esophageal side of the voice prosthesis, and it is not
intended to be glued in place.

- After placement check the Provox XtraFlange for
damages. If damaged, replace it.

- Do not place more than one washer on the prosthesis.

- Do not cut off the safety medallion before placement
since this may cause aspiration of the device.

- Instruct the patient to be careful when cleaning the voice
prosthesis and stoma, and when inserting devices such
as LaryTubes and LaryButtons into the stoma. Provox
XtraFlange may be accidently removed and aspirated.
Ifthis occurs the patient must seek immediate medical
attention.

Instructions for use

Placement of the device

CAUTION: Always ensure that the tracheo-esophageal
(TE) puncture has adequate retention of the Provox voice
prosthesis by careful pulling at the tracheal flange with a
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hemostat. Place the Provox XtraFlange only if sufficient
retention is confirmed. The Provox XtraFlange does not
provide extra retention!

1 Have two non-toothed hemostats and scissors prepared
(fig. 1).

2. Mount Provox XtraFlange on the first non-toothed
hemostat (fig. 2).

3. Use this hemostat to grasp the tracheal (outer) flange
of the voice prosthesis, preferably at the longest side
of the flange (fig. 3).

Do not pull on the prosthesis. This hemostat must not
be removed until the procedure is completed.

4. Grasp Provox XtraFlange with the second non-toothed
hemostat. Place the washer by sliding it over the tracheal
(outer) flange of the voice prosthesis in a circular motion
(fig. 4).

5. Ensure that the washer is placed correctly between
the tracheal flange of the prosthesis and the tracheal
mucosa (rotate the washer) (fig. 5).

6. After Provox XtraFlange is placed over the tracheal
flange and safely in position, cut off the safety medallion
with a pair of scissors (fig. 6).

Replacement or removal

Remove and discard Provox XtraFlange when the voice
prosthesis is changed. For detailed removal procedures
of the voice prosthesis, please refer to the manual of the
specific voice prosthesis.

If the voice prosthesis is to be removed
anterograde

The voice prosthesis is pulled out of the TE puncture with
a non-toothed hemostat, which also grasps the Provox
XtraFlange. This way, both the Provox XtraFlange and
the voice prosthesis are removed simultaneously. Both
are to be discarded after removal.



If the voice prosthesis is to be removed
retrograde

CAUTION: Ifthe voice prosthesis is removed retrograde,
the Provox XtraFlange must be removed separately prior
to retrograde removal of the voice prosthesis to avoid the
risk of aspiration of the Provox XtraFlange.

Grasp the Provox XtraFlange with a non-toothed hemostat.
Make sure that the hemostat has a firm grip on the Provox
XtraFlange before removal. If the Provox XtraFlange
is aspirated it may cause partial airway obstruction and
infection and must be removed immediately.

Placement of a new Provox XtraFlange after
replacement of the voice prosthesis

To apply a new washer on the newly inserted voice
prosthesis first observe whether it is necessary. If there is
periprosthetic leakage, apply a new washer according to
section “Placement of the device” above.

For instructions on how and when to change the voice
prosthesis, please refer to the manual for the specific
voice prosthesis.

Disposal

Always follow medical practice and national requirements
regarding biohazards when disposing of a used medical
device.

Reporting

Please note that any serious incident that has occurred in
relation to the device shall be reported to the manufacturer
and the national authority of the country in which the user
and/or patient resides.



LATVIESU

LietoSanas indikacijas

Provox XtraFlange ir silikona paplaksne, kas paredz&ta

periprotétiskas nopliides mazinaSanai, kas ir noteikta

pacientiem, kuri izmanto ilglaicigas Provox balss protézes.
Ievieto$anu veic arsts vai apmacits profesionals

medicinas darbinieks saskana ar vietgjam vai valsts

vadlinijam.

Kontrindikacijas

Provox XtraFlange NEDRIKST izmantot:

 pacientiem, kuriem traheoezofageala (TE) punkcija
ir parak plasa, lai nodrosinatu pienacigu Provox balss
protézes retensiju. Parak plasa punkcija var palielinat
ierices un/vai balss protézes izstumsanas un aspiracijas
risku. Provox XtraFlange NEPALIELINAS protézes
retensiju!

* uz Provox NID vai citas balss protézes no jebkura cita
zimola. Tas var palielinat Provox XtraFlange un/vai
balss prot€zes izstumsanas un aspiracijas risku.

lerices apraksts

Provox XtraFlange ir balta silikona paplaksne, kas paredzeta
ievieto$anai starp protézes trahejas atloku un trahejas
glotadu. Ta nodroSina papildu blivi pret periprotézes
nopludi, izmantojot planas silikona loksnes adh&ziju pie
trahejas glotadas.

Ierice tick pardota sterila un ir paredz&ta tikai vienreizgjai
lietosanai.

Provox XtraFlange tiek novietota ar divu bezzobu knaiblu
palidzibu, kamér protéze atrodas in situ (lai uzzinatu
par piemérotiem Provox XtraFlange izmériem, skatiet
pasiitijuma informaciju).
Lai noveérstu nejausu aspiraciju ievietoSanas laika,
Provox XtraFlange paplaksnei ir drosibas medaljons. P&c
pareizas ievietoSanas droSibas medaljons tiek nogriezts.
Provox XtraFlange paplaksne ir paredzeta palikSanai
paredz&taja vieta, 1idz balss protéze tiek iznemta. Kad
protéze tiek aizvietota, paplaksne ir jaizmet.
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BRIDINAJUMI

- Instrugjiet pacientu, ka gadijuma, ja paplaksne un/vai
protéze atvienojas no punkcijas vietas, ir nekavejoties
jameklé mediciniska palidziba. Neatlickami aspiracijas
simptomi ir, piem&ram, klepoSana, s€kSana vai
apgritinata elpoSana. Sveskermenis elpcelos var izraisit
nopietnas komplikacijas, un tas ir jaiznem arstam.
Parak ciesi piegulosa ierice var izraisit audu atmir§anu
un protézes ekstriiziju. Paplaksne nav paredzéta vai
izstradata parak garas protézes saisinasanai. Instrugjiet
pacientu, ka audu tGskas un/vai iekaisuma/infekcijas
pazimju gadijuma ir nekavgjoties jasazinas ar arstu.
Terapijas ietvaros var biit nepiecieSama antibiotiku
terapija, pagaidu prot€zes ar garaku varpstu ievietosana,
protézes iznemsana un/vai kirurgiska punkcijas slégsana
(ar atkartotas punkcijas iesp&jamibu nakotng).
Provox XtraFlange ir paredz&ta vienreizgjai lietosanai,
tas ir, kad protéze tiek aizvietota, paplaksne ir jaizmet.
Neizmantojiet paplaksni atkartoti. Atkartota lietoSana un
atkartota apstrade var izraisit savstarp&ju piesarnosanos
un ierices bojajumus, kas var kaitét pacientam.

PIESARDZIBAS PASAKUMI

Provox XtraFlange paplaksne nav paredz&ta novietoSanai
uz balss protézes baribas vada puses un nav paredzéta
ielim&Sanai vieta.

P&c ievietoSanas parbaudiet, vai Provox XtraFlange
nav bojajumu. Ja paplaksnei ir bojajumi, nomainiet to.
Nelieciet uz protézes vairak ka vienu paplaksni.
Nenogrieziet drosibas medaljonu pirms ievietosanas,
jo tas var izraist ierices aspiraciju.

Instrugjiet pacientu, ka jablit uzmanigam, tirot balss
protézi un stomu un ievietojot stoma tadas ierices
ka LaryTubes un LaryButtons. Provox XtraFlange
paplaksne var neti§am tikt nonemta un aspiréta. Ja tas
noticis, pacientam nekavgjoties jameklé mediciniska
palidziba.

Lietosanas noradijumi

lerices ievietoSana

UZMANIBU! Vienmér parliecinieties, ka traheoezofagealajai
(TE) punkcijai ir pietiekama Provox balss protézes retensija,
ar knaiblém uzmanigi pavelkot trahejas atloku. Novietojiet
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Provox XtraFlange tikai tad, ja ir apstiprinata pietickama
retensija. Provox XtraFlange nenodro$ina papildu retensiju!

1 Sagatavojiet divas bezzobu knaibles un skéres (1. attels).

2. Uzstadiet Provox XtraFlange uz pirmajam bezzobu
knaiblém (2. attgls).

3. Izmantojiet §Ts knaibles, lai satvertu balss protézes
trahejas (argjo) atloku, vélams, aiz garakas atloka puses
(3. attels).

Nevelciet aiz protézes. Knaibles nedrikst nonemt lidz
procediras beigam.

4. Satveriet Provox XtraFlange ar otrajam bezzobu
knaiblém. Novietojiet paplaksni, ar aplveida kustibu
parslidinot to pari balss protézes trahejas (aréjam)
atlokam (4. attéls).

5. Parliecinieties, ka paplaksne ir pareizi ievietota starp
protezes trahejas atloku un trahejas glotadu (pagrieziet
paplaksni) (5. attels).

6. Péc tam, kad Provox XtraFlange ir novietota pari
trahejas atlokam un drosi atrodas paredzétaja vieta,
ar $kérém nogrieziet drosibas medaljonu (6. attéls).

NomainiSana vai nonemsana

Kad balss protéze tiek nomainita, nonemiet un izmetiet
Provox XtraFlange. Lai uzzinatu detaliz&tu informaciju par
balss protézes nonemsanas procediiram, skatiet konkrétas
balss protézes rokasgramatu.

Ja balss protéze ir janonem turpejosi

Balss protéze tiek izvilkta no TE punkcijas ar bezzobu
knaiblém, satverot arT Provox XtraFlange. Sada veida
Provox XtraFlange un balss protéze tiek iznemtas
vienlaikus. Abas p&c iznemsanas ir jaizmet.



Ja balss protéze ir janonem atpakalejosi
UZMANIBU! Ja balss prot&ze ir nonemta atpakalejosi,
Provox XtraFlange ir janonem atsevi$ki pirms
atpakalejoSas balss protézes iznemsanas, lai izvairitos
no Provox XtraFlange aspiracijas riska.

Satveriet Provox XtraFlange ar bezzobu knaiblém. Pirms
nonemsanas parliecinieties, ka knaibles ir ciesi satvérusas
Provox XtraFlange. Ja Provox XtraFlange ir aspiréta, tas
var izraisit dal&ju elpcelu obstrukciju un infekciju, un ta
ir nekavgjoties jaiznem.

Jaunas Provox XtraFlange novietosana

péc balss protézes nomainas

Lai uz jaunas ievietotas balss protézes lietotu jaunu
paplaksni, vispirms novérojiet, vai tas ir nepiecieSams.
Janovérojat periprotézes nopludi, lietojiet jaunu paplaksni
saskana ar noradfjumiem sadala “Ierices ievietoSana”.

Noradijumus, ka un kad nomainit balss protézi, skatiet
konkrétas balss protézes rokasgramata.

Izmesana

Vienm@r ieverojiet arstu prakses un valsts prasibas attieciba
uz biologisko bistamibu, izmetot lietotu medicinisku ierici.

Zinosana

Nemiet véra, ka par jebkuru butisku starpgadijumu, kas
radies saistiba ar ierici, jazino razotajam un valsts iestadei
valsti, kura dzivo lietotajs un/vai pacients.
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Manufacturer; Razotajs

]

Date of manufacture; Razo$anas datums

)

Use-by date; Deriguma termins

LOT

Batch code; Partijas kods

Product reference number; Produkta atsauces numurs

2

Do not re-use; Neizmantot atkartoti

STERILE E

Sterilized using ethylene oxide; Sterilizéts, izmantojot
etilénoksidu

®

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

Qe

/.\ h
Al T‘
] \

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

e

Storage temperature limit; UzglabaSanas temperatiras
ierobezojums



[|,-MAX

RT
MIN-§
Store at room temperature. Temporary deviations
within the temperature range (max-min) are allowed;
Uzglabat istabas temperatiira. Ir pielaujamas islaicigas
novirzes temperatiiras diapazona ietvaros (min.—maks.)

AN

Caution, consult instructions for use; Uzmanibu! Izla-
siet lietosanas noradijumus

Medical Device; Mediciniska ierice

Instructions for use intended for clinician; Arstiem
paredz&ti lietoSanas noradijumi
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