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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" is a registered trademark owned by Atos Medical AB, Sweden.
XtraMoist™, XtraFlow™ and XtraHME" 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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ENGLISH

1. Descriptive information

1.1 Intended use

The Provox XtraHME Cassette is a single use, specialized device intended for
patients breathing through a tracheostoma. It is a heat and moisture exchanger
(HME) that heats and humidifies inhaled air by retaining heat and moister from
exhaled air in the device. It partially restores lost breathing resistance. For patients
with a voice prosthesis or surgical speech fistula it may also facilitate voicing.

1.2 CONTRAINDICATIONS

The devices should only be used in accordance with the Instructions for Use.
Patients without the physical, cognitive, or mental ability required to attach,
remove or operate the devices themselves, should not use the devices
independently and should only use them if they are under sufficient supervision
of a clinician or a trained caregiver.

The devices should not be used by patients with a low tidal volume, as the added
dead space may cause CO: (Carbon dioxide) retention, see 1.4 Technical data.

1.3 Description of the device

The Provox XtraHME Cassettes are single use devices for pulmonary
rehabilitation. They are a part of the Provox HME System, which consists of
HME cassettes, attachment devices and accessories.

The Provox XtraHME Cassettes have a calcium chloride treated foam in a plastic
housing. The top lid can be pushed down with a finger to close the cassette and
redirect air through the voice prosthesis to enable speech. After releasing the
finger, the top lid returns to its rest position.

The Provox XtraHME Cassettes are available in two versions:

* Provox XtraMoist HME is intended for use during normal everyday activity.

* Provox XtraFlow HME is intended for use during physical activities since it
has a lower breathing resistance. It can also be used in a two-step approach to
get adapted to the higher breathing resistance of the Provox XtraMoist HME.

1.4 Technical data
Height 14.2 mm
Diameter 27.8 mm
Weight 1.5g
Compressible Volume 5 ml (dead space)
Provox XtraMoist Provox XtraFlow
Pressure Drop at 30 I/min* 0.7 hPa 0.4 hPa




Pressure Drop at 60 I/min* 2.4 hPa 1.3 hPa

Pressure Drop at 90 I/min* 4.8 hPa 29hPa
Moisture loss at VT=1000 ml** 21.5mg/l 24 mg/|
Moisture output** 22.5mg/l 20 mg/I

*  Pressure drop after 1 h according to 1SO 9360.
**  According to 1SO 9360.

It is recommended to use the Provox XtraHME continuously. When continuously
using an HME the pulmonary function is likely to improve in a majority
of patients, and respiratory problems, e.g. coughing and mucus production
subsequently decrease.

If you have not used HMEs previously you should be aware that the device
increases breathing resistance to some extent. Especially in the beginning this
may be experienced as discomfort. Starting with Provox XtraFlow Cassettes
may therefore be advisable.

During the first days or weeks of use the mucus production may also appear to
increase due to thinning of the mucus by retained water.

1.5 WARNINGS

* Be careful not to exert pressure on the lid of the HME unintentionally.
Unintentional or accidental closing of the top lid may cause difficulty in
breathing.

* Always inform the patient, caregiver and others about the closing feature of
the HME cassette to ensure that they understand its function. Closing the
airway to allow voicing is a well-known feature for the laryngectomized
patient with a voice prosthesis. For patients without a voice prosthesis or
tracheostomized patients this feature might be unknown.

1.6 PRECAUTIONS

» Always test the function of the Provox XtraHME Cassette prior to use. The
top lid should immediately return to its open position after releasing the finger.

* Do not disassemble the Provox XtraHME Cassette since this will interfere
with its proper function.

* Do not reuse the Provox XtraHME Cassette or attempt to rinse it with water
or any other substance. This will substantially reduce the function of the
HME. Additionally the risk of potential infections may increase due to
bacterial colonization of the foam.

* Do not use the Provox XtraHME Cassette longer than 24 hours. The risk
of potential infections may increase with the time of use due to bacterial
colonization of the foam.



* Do not administer medicated nebulizer treatment over the device since the
medication can become deposited in the device.

* Do not use humidifiers or heated humidified oxygen via a mask over the
tracheostoma while using the device. The HME will become too wet. If
oxygen therapy is required, use only non-heated humidified oxygen.

2. Instructions for use

2.1 Operating instruction

Insert the Provox XtraHME Cassette into the connector of the attachment
device (Fig. | or 2). Breathe normally.

To speak, press the top lid of the Provox XtraHME Cassette down with a
finger (Fig. 3).

Note: Always release the lid completely at inhalation to avoid increased
breathing resistance.

To remove the Provox XtraHME Cassette, hold the attachment device in
place with two fingers and remove the HME Cassette from the holder (Fig. 4).

2.2 Device lifetime and disposal

* HMEs are single use devices that are designed to provide pulmonary
rehabilitation both day and night, and are to be replaced in line with daily
activities.

* The number and type of HMEs needed during a 24 hour period will vary
based on the situations encountered and the frequency of involuntary
coughing.

* Typically, one HME is used during the night and about two HMEs during
the day. The HME may need to be replaced more often if clogged due to
mucus secretions or other contamination. HMEs are not reusable and cannot
be rinsed in water or any other solution - this washes out the special salt that
is essential for HME effectiveness.

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

3. Additional information
3.1 Compatibility with MRI Examination

MR-Safe: This device does not contain any metallic elements and has no
potential for interaction with the MRI field.

4. 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. Aprakstosa informacija

1.1. Paredzétais lietojums

Provox XtraHME kasete ir vienreizlietojama, specializ&ta ierice pacientiem,
kuri elpo ar traheostomu. lerice ir siltuma un mitruma mainis (heat and moisture
exchanger — HME), kas silda un mitrina ieelpoto gaisu, iericg aizturot izelpota
gaisa siltumu un mitrumu. Ierice dal&ji atjauno zaudgto elpoSanas pretestibu.
Pacientiem, kuri izmanto balss protézi vai kirurgisku runas fistulu, ierices
lietoSana var veicinat arT balss izmantoSanu.

1.2. KONTRINDIKACIJAS

Ierices drikst izmantot tikai saskana ar lieto§anas noradfjumiem.

Pacienti, kuriem triikst nepieciesamo fizisko, kognitivo vai garigo sp&ju
patstavigai ieri¢u pievienoSanai, nonemsanai vai darbinasanai, nedrikst
patstavigi izmantot ierices, un $§ada gadijuma ierices drikst izmantot tikai
kliniska specialista vai apmacita apripes specialista pietickama uzraudziba.

Terices nedrikst izmantot pacienti ar mazu plausu tilpumu, jo papildu brivais
tilpums var izraisit aizturétu CO: (oglekla dioksidu), skat. 1.4. nodalu
. Tehniskie dati”.

1.3. lerices apraksts

Provox XtraHME kasetes ir vienreizlietojamas plausu rehabilitacijas ierices.
Sis ierices ir dala no Provox HME System, kas sastav no HME kaset&m,
savienotajiericém un piederumiem.

Provox XtraHME kasetes satur ar kalcija hloridu apstradatu putu materialu
plastmasas korpusa. Augsgjo vaku var piespiest ar pirkstu, lai aizvértu kaseti
un virzitu gaisu caur gaisa protézi, tadejadi sniedzot lietotajam iesp&ju runat.
P&c pirksta atlaiSanas augs¢jais vaks atgriezisies atpakal miera pozicija.

Ir pieejamas divas Provox XtraHME kasesu versijas:

« ierice Provox XtraMoist HME ir paredzéta parastai ikdienas lieto$anai;

« ierice Provox XtraFlow HME ir paredzgta lietoSanai fizisku aktivitaSu laika,
jo nodrosina mazaku elpoSanas pretestibu. To var izmantot arT ka dalu no
divpakapju procesa, kura mérkis ir pielagoties ierices Provox XtraMoist
HME lielakajai elposanas pretestibai.

1.4. Tehniskie dati

Augstums 14,2 mm

Diametrs 27,8 mm

Svars 1,5g

Saspie$anas tilpums 5 ml (brivais tilpums)



Provox XtraMoist Provox XtraFlow
Spiediena kritums pie 30 I/min* 0,7 hPa 0,4 hPa
Spiediena kritums pie 60 I/min* 2,4 hPa 1,3 hPa
Spiediena kritums pie 90 I/min* 4,8 hPa 2,9 hPa
Mitruma zudums pie VT=1000 ml** 21,5mg/I 24 mg/l
Izvaditais mitrums** 22,5mg/I 20 mg/I

*  Spiediena kritums péc 1 h saskana ar standarta 1SO 9360 prasibam.
**  Saskana ar standarta ISO 9360 prasibam.

Ierici Provox XtraHME ir ieteicams izmantot pastavigi. Pastavigi lietojot HME,
vairakumam pacientu plausu funkcija var uzlaboties, un elposanas traucgjumi,
piem&ram, klepus un glotu veidoSanas, var samazinaties.

Ja ieprieks neesat lietojis HME ierices, jums jaapzinas, ka ierice zinama méra
palielina elposanas pretestibu. Ipasi lieto$anas sakuma tas var radit diskomfortu.
Tadg] ir ieteicams uzsakt sistémas lietosanu ar Provox XtraFlow kasetém.
Pirmajas lietoSanas dienas vai nedélas glotu veidoSanas var arT palielinaties,
jo aiztur€tais fidens Skidina glotas.

1.5. BRIDINAJUMI

» leverojiet piesardzibu, lai izvairitos no HME vaka netiSas piespieSanas.
NetiSa vai nejausa augseja vaka aizverSana var apgriitinat elpoSanu.

» Obligati informgjiet pacientu, apripetaju un citas personas par HME
kasetes aizveérSanas funkciju, lai §is personas izprastu attiecigo funkciju.
Elpcelu aizvérsana, lai lietotajs var&tu izmantot balsi, ir labi zinama funkcija
laringektomijas pacientiem, kuri izmanto balss protézi. Pacientiem bez balss
protézes vai traheostomijas pacientiem $1 funkcija var nebat zinama.

1.6. PIESARDZIBAS PASAKUMI

» Pirms lietoSanas obligati parbaudiet Provox XtraHME kasetes darbibu. Péc
pirksta atlaiSanas aug$€jam vakam nekavgjoties jaatgriezas atverta stavokli.

* Provox XtraHME kaseti nedrikst izjaukt, jo tadgjadi tiek trauc&ta kasetes
pareiza darbiba.

+ Provox XtraHME kaseti nedrikst izmantot atkartoti vai m&ginat skalot ar
Gideni vai jebkadu citu vielu. So darbibu veiksana ievérojami ierobezos HME
funkcion&$anu. Turklat putu materiala var veidoties baktériju kolonijas, kas
savukart var palielinat iesp&jamu infekciju risku.

* Provox XtraHME kaseti nedrikst lietot ilgak par 24 stundam. Ilgstosi
lietojot, putu materiala var veidoties bakteriju kolonijas, kas savukart var
palielinat iesp&jamu infekciju risku.



¢ lerici nedrikst izmantot medikamentu ievadiSanai ar smidzinatdju, jo
medikamenti var nogulsnéties iericg.

e lerices lictosanas laika nedrikst izmantot mitrinatajus vai pievadit silditu
mitrinatu skabekli, izmantojot masku un traheostomu. Veicot §is darbibas,
HME ierice klis parmérigi mitra. Ja ir nepiecieSama skabekla terapija,
izmantojiet tikai nesilditu mitrinatu skabekli.

2. Lietosanas noradijumi

2.1. Darba instrukcija

Ievietojiet Provox XtraHME kaseti savienotajierices savienotdja (1. vai 2. att.).
Elpojiet normali.

Lai runatu, ar pirkstu piespiediet uz leju Provox XtraHME kasetes augsgjo
vaku (3. att.).

Piezime. Ieelpas laika obligati pilniba atbrivojiet vaku, lai novérstu palielinatu
elposanas pretestibu.

Lai iznemtu Provox XtraHME kaseti, turiet savienotajierici vieta ar diviem
pirkstiem un iznemiet HME kaseti no turétaja (4. att.).

2.2. lerices darbmiizs un izmesana

* HME ir vienreizlictojamas ierices, kas paredzétas plauSu rehabilitacijai
diena un nakti, un tas jamaina atbilstosi ikdiena veicamajam darbibam.

* 24 stundu perioda nepieciesamo HME iericu skaits atskiras atkariba no
situacijas un netisa klepus biezuma.

« Parasti nakts laika tiek izmantota viena HME ierice un dienas laika — aptuveni
divas HME ierices. HME ierici var bit nepiecieS$ams nomainit biezak, ja
ta aizs€ré glotu izdalfjumu vai cita piesarnojuma dél. HME ierices nedrikst
izmantot atkartoti un skalot tideni vai jebkura cita $kiduma — veicot §is darbibas,
tiks nomazgats Tpasais sals, kas ir nepiecieSsams HME efektivai darbibai.

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

3. Papildu informacija

3.1. Savietojamiba ar magnétiskas rezonanses izmekléjumu

Drosa lietosanai MR vidg: 51 ierice nesatur nekadus metaliskus elementus
un nevar mijiedarboties ar magnétiskas rezonanses attélveidoSanas lauku.

4. Zinosana

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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Manufacturer; Razotajs;
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Date of manufacture; Razo$anas datums;

&

Use-by date; Deriguma termins;

LOT

Batch code; Partijos kodas;

Product reference number; Produkta atsauces numurs;

Do not re-use; Neizmantot atkartoti;

-

Storage temperature limit; Uzglabasanas temperatiiras ierobezojums;
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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;

AT

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

l.-MAX

" 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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