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1. Provox StabiliBase™/StabiliBase™ OptiDerm™
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2. Provox FlexiDerm™/XtraBase®/OptiDerm™
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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® and XtraBase® are registered trademarks owned by Atos Medical
AB, Sweden.

Stabilibase™, FlexiDerm™ and OptiDerm™ are trademarks 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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Provox XtraFlow HME X X X X
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ENGLISH

1. Intended use

Provox Adhesives are single use devices intended for laryngectomized patients
breathing through a tracheostoma. The devices are attached to the skin around
the tracheostoma in order to provide attachment of components of the Provox
HME System.

2. Description of the device

Provox Adhesives are adhesives for everyday use, they are designed to ensure
an airtight attachment for the Provox HME system components. The adhesives
consist of an adapter and an adhesive part with peel-off liners.

Provox FlexiDerm is a very flexible material and has the strongest adhesive
properties. It is a sticky, yet soft and flexible adhesive.

Provox OptiDerm is made of a hydrocolloid material that is suitable for
sensitive skin. For example, dependent on clinical suitability and continued
tolerance, it can be used postoperatively and during and after radiotherapy.
The hydrocolloid material is commonly used in wound care and one of its
main characteristics is that is absorbs wound fluids. When the material has
absorbed fluids it becomes white and depending on the amount of secretions
it can become jelly-like and it will no longer stick to the skin. Please note that
the material may also absorb mucus coming from the stoma, and therefore it
remains very important to always wipe and clear the mucus away from your
adhesive and stoma area after you cough.

3. WARNINGS

¢ Do not use Provox FlexiDerm, Provox StabiliBase or Provox XtraBase
directly after laryngectomy.

» The use of Provox Adhesives need to be assessed both on an individual basis
and reviewed regularly through the course of radiotherapy treatment.

* Reuse will affect performance and may cause transfer of micro-organisms
leading to infections.

¢ Only use Provox Adhesives with compatible HMEs and accessories.



4. Precaution

* The adhesive may irritate the skin. Stop using the adhesive if skin irritation
develops and consult your clinician.

* When cleaning the skin from residual glue, prevent particles/fluids from
entering the tracheostoma.

* When using OptiDerm in the postoperative period or on sensitive skin,
it should be removed very slowly and carefully.

5. Instructions for use

5.1 Preparation

Inspect that the adhesive is not damaged or has tears in the adhesive or around
the base plate. Always clean the skin with a Provox Cleaning Towel and/or soap
and water and let the skin dry before applying the adhesive.

5.2 Application

If needed, you can apply skin protection products, like Provox Skin Barrier or
adhesive supporting products such as Provox Silicone Glue (read the Instructions
for Use accompanying the product). For guidance on how to apply, see figures
1.1-1.8and 2.1 -2.4.

5.3 Removal

Peel the adhesive off gently, using the finger lift tab. An adhesive remover,
e.g. Provox Adhesive Remover (read the Instructions for Use accompanying
the product), may be helpful for removing adhesives. Always clean the skin
with a Provox Cleaning Towel and/or soap and water after removal. Dry the
area carefully.

6. Disposal

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

7.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

1. Paredzeétais lietojums

Provox Adhesive ierices ir vienreizlietojamas ierices un ir paredz&tas pacientiem,
kuriem veikta laringektomija un kuri elpo, izmantojot traheostomu. Ierices tiek
piestiprinatas pie adas ap traheostomu, lai nodrosinatu Provox HME System
komponentu pievienosanu.

2, lerices apraksts

ITerices Provox Adhesive ir ikdienas lictoSanai paredz&tas limes ierices, kas
gada par Provox HME System komponentu hermétisku stiprinajumu. Limes
ierices sastav no adaptera un lipigas dalas ar nonemamu slani.

Provox FlexiDerm ir loti elastigs materials, kam piemit visizteiktakas limes
pasibas. Ta ir lipiga un vienlaikus miksta un elastiga limes ierice.

Ierice Provox OptiDerm ir izgatavota no hidrokoloida materiala, kas ir piem&rots
jutigai adai. Pieméram, atkariba no kliniskas piemé&rotibas un panesamibas
ilgstosa laika perioda ierici var izmantot péc operacijas, ka arT staru terapijas
laika un p&c tas. Hidrokoloida materialu parasti izmanto brii¢u apriipg, un
viena no ta galvenajam ipasibam ir sp&ja absorbét brii¢u skidrumus. Péc tam,
kad materials ir absorbgjis $kidrumus, tas klast balts un atkariba no izdaljjumu
daudzuma var kliit Zelejveidigs, péc ka materials vairs nelips pie adas. Nemiet
vera, ka materials var absorbét ar stomas izdalitas glotas, tadg] péc kleposanas
ir Joti svarigi noslaucit un nonemt glotas no limes ierices un stomas.

3. BRIDINAJUMI

* Nelietojiet ierici Provox FlexiDerm, Provox StabiliBase vai Provox XtraBase
tiesi pec laringektomijas.

* lericu Provox Adhesive lietosana ir jaizvert€ individuali, ka arT periodiski
japarskata staru terapijas laika.

* Atkartota lietoSana negativi ietekm&é veiktspgju un var parnest
mikroorganismus, kas savukart var izraisit infekcijas.

* Izmantojiet ierices Provox Adhesive tikai kopa ar saderigam HME iericem
un piederumiem.



4. Piesardzibas pasakums

* Lime var kairinat adu. Ja rodas adas kairinajums, partrauciet lietot Iimi un
sazinieties ar arstu.

* Notirot Iimes atlieckas no adas, nelaujiet dalinam/skidrumiem ieklat
traheostoma.

* Izmantojot ierici OptiDerm pé&coperacijas perioda vai uz jutigas adas,
ierice janonem loti 1€ni un uzmanigi.

5. Lietosanas noradijumi

5.1.Sagatavosana

Parbaudiet, vai limes ierice nav bojata, vai limes karta vai ap pamatplaksni nav
plaisu. Pirms limes ierices uzklasanas vienmér notiriet adu ar Provox Cleaning
Towel un/vai ziepém un tideni un Jaujiet adai nozut.

5.2. Uzklasana

NepiecieSsamibas gadijuma var uzklat adas aizsardzibas izstradajumus, pieméram,
Provox Skin Barrier, vai lim&josus atbalsta izstradajumus, pieméram, Provox
Silicone Glue (silikona limi) (izlasiet izstradajuma komplektacija ieklautos
lieto$anas noradijumus). Uzklaganas noradijumus skatiet 1.1.—1.8. attéla un
2.1.-2.4. attela.

5.3.Nonemsana

Uzmanigi nonemiet 1imi, pacelot cilpinu. Limes nonemsanai var noderét
ITmes nonemsanas lidzeklis, pieméram, Provox Adhesive Remover (izlasiet
izstradajuma komplektacija ieklautos lietoSanas noradijumus). P&c nonemsanas
vienmér notiriet adu ar Provox Cleaning Towel un/vai ziepém un tideni. Rapigi
nosusiniet vietu.

6. lzmesana

Vienmér ievérojiet arstu prakses un valsts prasibas attieciba uz biologisko
bistamibu, izmetot lietotu medicinisku ierici.

7.Zino3ana

Nemiet vera, 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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Keep away from sunlight and keep dry; Sargat no saules stariem un
mitruma;
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Instructions for use; Naudojimo instrukcija;

Medical Device; Mediciniska ierice;
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Caution, consult instructions for use; Uzmanibu! Izlasiet lictoSanas
noradijumus;
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+RT
MIN-§
Store at room temperature. Temporary deviations within the tem-
perature range (max-min) are allowed; Uzglabat istabas temperatiira.
Ir pielaujamas Tslaicigas novirzes temperatiiras diapazona ietvaros
(min.—maks.)
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