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m Instructions for use
Altera® Nebulizer Handset

. - Read these instructions for use carefully and

completely.

1 - Read the instructions for use of the
eFlow®rapid nebuliser system completely before
using for the first time. These contain further important
instructions for the use of the Altera® Nebulizer Hand-
set, particularly regarding connection, operation, clean-
ing and disinfection.

Report serious incidents to the manufacturer and the competent
authority.

1 Intended purpose

The Altera® Nebulizer Handset with an eBase® or eTrack® Controller

is intended to administer Cayston® as an aerosol for inhalation.

To ensure correct dosing, the Altera® Nebulizer Handset
must only be used with Cayston®.

2 Indication

The Altera® Nebulizer Handset is indicated to administer Cayston®
to treat lung infections caused by Pseudomonas aeruginosa in
patients with cystic fibrosis (CF).

3 Contraindication

For the Altera® Nebulizer Handset no contraindication is known to
PARI Pharma GmbH.

Take note of contraindications of the medicine in the Cayston®
package leaflet.

4 Use of the nebulizer handset

The Altera® Nebulizer Handset must only be used in accordance
with its intended purpose. For reasons of hygiene and to avoid
cross-infections, the Altera® Nebulizer Handset must be used by
one patient only.

e Before using for the first time, disassemble and clean the
nebulizer handset including the aerosol head as described in
the instructions for use of the eFlow®rapid nebuliser system.

o Assemble the nebulizer handset as shown in the diagram:
n Open the nebulizer handset.
E Insert the aerosol head. Do not touch the membrane (the

curved metal surface in the middle of the aerosol head).

ﬂ Insert the inspiratory valve.

n Close the nebulizer handset.

[ Attach the mouthpiece.

I Connect the connection cord.

Fill with the medication.

1 Close the medication reservoir.

El sitin an upright position and relax.
This makes inhalation easier and improves uptake of the
medication in the airways.

Hold the nebulizer handset horizontally all the time while
performing inhalation. If the nebulizer handset is tilted, this
may result in the incorrect dosage being delivered.

e Hold the mouthpiece between your teeth and enclose it with your

lips. The lips must not touch the blue expiratory valve.

The inhalation session should last between 2 and 3 minutes.
Inhalation is ended as soon as no more aerosol is generated.

e Always check the medication reservoir to ensure that the entire
dose of Cayston® has been nebulized.

5 Cleaning and disinfection

The dismantled nebulizer handset (including the aerosol head)

must be cleaned immediately after each use and disinfected

at least once a day (additional information can be found in the

instructions for use of the eFlow®rapid nebuliser system).

6 Replacing the nebulizer handset

Each 28-day pack of Cayston® contains an Altera® Nebulizer

Handset. Use the new nebulizer handset for each treatment cycle.

7 Package contents

One Altera® Nebulizer Handset with one Altera® Aerosol Head.
There are no accessories for the Altera® Nebulizer Handset.

8 Symbols

Medical device

H

Follow the instructions for use

Single patient — multiple use

Lot number
Unique Device Identifier
Iltem number

Serial number

Minimum and maximum ambient temperature
Minimum and maximum humidity

Minimum and maximum air pressure
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oz CE marking: This product complies with the European
requirements for medical devices (EU 2017/745).

Do not dispose in domestic waste. This product must be
disposed in accordance with the applicable (national,
county or municipal) regulations.

Caution
Manufacturer

Date of manufacture

LEDP =

9 Service and contact

In case of technical problems or questions about the device, please
contact your service partner. The contact addresses of your respon-
sible service partner as well as a digital version of the instructions
for use of your Altera® Nebulizer Handset and performance charac-
teristics determined for Cayston® can be found at:

www.pari.com/altera

We reserve the right to make technical changes.
Information as of: 2024-09
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N o3nyieg xpricewg
ExvepwTng XeIpo6g Altera®

. - AiaBAoTe TTPOOEKTIKA QUTES TIC 0ONYIES XPHOEWS OTO

OUVOAO TOUG.

1 - Aiafdore mAhlpwe TIS 08nyisg XpHOEWS TOU
ouorniuarog siomvowv eFlow®rapid nebuliser sys-
tem mpiv amro NV mPWTN XPHOoN. lNepiéxouv TeEpLAITEPW
OnNUAvTIKES 00NYIeS yia TN Xpron tou Ekvepwrh XE1p6§
Altera®, 10iw¢ 6oov apopd tn auvdean, TN Asitoupyia,
Tov KaBapioud kai Tnv arroAuuavan.

AvagEpeTte TUXOV OOBapd TTEPIOTATIKA OTOV KATAOKEUAOTH KAl OTNV
apuodia apxn.

1 MpoBAemoépevn xpRon

O EkvepwTng xelpdg Altera® pe eBase® ] eTrack® Controller rpoo-
piCeTal yia Tn xopriynon Cayston® wg agpdAupa TTpog €I0TIVON.

MNa tn dlac@daAion Tng cwaoTrg doooloyiag, 0 EKVEQWTAG
XEIPOG Altera® TTp£TTel VO XPNOIMOTIOIEITAI ATTOKAEIOTIKG JE
10 okeUaopa Cayston®.

2 'Evdeign

O EkvepwTng xeIpdg Altera® trpoopieTal yia Tn Xopriynon Cayston®
yla Tn BepaTreia TIVEUUOVIKWY AOIMWEEWV TTOU o@eilovTal o€
Pseudomonas aeruginosa o€ acBeveig ye KuoTikA ivwon (CF).

3 Avrevoeigeig

Aegv éxel yvwaoTotroinBei kapia avtévdeign otnv PARI Pharma GmbH
oe oxéon Je Tov EkvepwTh Xelpog Altera®.

NGBeTe UTTOWN TUXOV AVTEVOEIEEIG GTO GUAAO 0BNYIWV XProNG TTou
mepIAauBaveTal 0Tn cuokeuaaoia Tou Cayston®.

4 XpAon Tou EKVEQWTH XEIPOG

O Ekve@wTng xeIpdg Altera® TrpéTrel va xpnoIUOTIOIEITAI OTTOKAEI-
OTIK& KAl JOVO cUP@WVa PE TNV TTPORAETTOMEVN Xprion Tou. MNa
AGyoug UyYIEIVAG Kal yia TV atTo@uyr] S100TAUPOUPEVWY AOIHWEEWY,
0 EkvepwTng xe1pdg Altera® rpétrel va xpnaoipoTroigital pévo ato
€vav aoBevr).

e [pIv 116 TNV TTPWTN XPAON, ATTOCUVAPPOAOYACTE Kal kKaBapioTe
TOV EKVEQWTN XEIPOG KaI TN YEVVATPIA AgPOAUPATOG, CUPQWVA
ME TIG 0dnYieg XPrOoEwWS TToU oUVOdEUOUV TO CUCTNUA EICTTVOWV
eFlow®rapid nebuliser system.

® > UVOPUOAOYNOTE TOV EKVEQWTH| XEIPOG OTTWG QaAivETAl OTO
dlaypappa:

[l Avoigte Tov ekvepwTr XEIPAC

A TomobeTrioTe TN yevwATpIa aepoAUpaToc. Mnv ayyileTe Tn
HepBpPAavn (koiAn PETAAAIKA €MIQAVEIQ OTN MECT) TNG
YEVVATPIOG agEPOAUMATOG).

[EX TomobetrioTe T BaABida €I0TIVONC.

I3 KAcioTe Tov ekveQWTA XEIPOC.

3 suvséote o emoTopo.

a TotmoBeTrioTe TO KAAWSIO CUVOEDNG.

MpooBéaTe TO PappaKo.

1 Kisiote 10 doxeio apuaKou.

X KadioTe KpaTwVTag 6pBIo Tov KOPUO 0OG Kal XGAAPWOTE.
‘ET01, O1EUKOAUVETAI N €1I0TTVOR Kal BEATIWVETAI N TTPOCANWN
TOU QAPPAKOU OTIG AVATIVEUOTIKEG 000UG.

KpaTdTe TOV EKVEQWTH XEIPOG CUVEXWGS O€ 0pICoVTIa BEon
KaTa TNV EKTEAEDN TNG €I0TTVONG. EQV 0 eKvEQWTNG XEIPOG
€xel KAion, ptropei va TTpokAnBei xopriynon AavBacopévng
o00nG.

® >UYKPATHOTE TO ETTIOTOUIO AVAPETA OTA BOVTIA 0AG KAl CUYKA-
AOWTE TO PE Ta XEIAn oag. Ta xeiAn dev TTPETTEl va €pXOvTal OE
ema@r pe TNV PTTAE BaABida eKTTVONG.

H ouvedpia BepaTreiog TTpETTel va dlapKei HETAgU 2 Kal 3 AETTTWV.

H gioTvon Tepuaridetal otav dgv dnuioupyeital TTAEov agpOAUpa.

o EAEyxeTe TAVTA TO dOYEIO PApPUAKOU yia va BeRaiwbeiTe OTI £l
xopnynOei n ARpng déon Tou Cayston®.

5 KaBapiopdg kai atroAuuavon

O a1moouvappoAoynuéVog EKVEQWTNG XEIPOG (TuuTTEPIAUBavo-
MEVNG TNG YEVVATPIOG AgPOAUNATOG) TIPETTEI VA KABaPIZETal OE-
OWwg PETA aTré KABE Xpron Kal va amoAupaiveTal TOUAGXIOToV pia
@opa TNV Nuépa (TTPOoBEeTEG TTANPOPOPieg diatiBevTal oTIG 0dnyieg
XPAOEWG TTOU ouvodelouv To cUoTNHA loTvowy eFlow®rapid
nebuliser system).

6 AVTIKOTAOTOON TOU EKVEQWTA XEIPOG

Kd&0Be ocuokeuaoia 28 nuepwv Tou Cayston® Tepiéxel Evav ekvepwTh
XEIPOG Altera®. XpnoIUoTIoINGTE TOV KAIVOUPYIO 0OG EKVEQWTH
XEIPOG yia KABe KUKAO Bepartreiag.

7 Mepiexdpevo ocuokeuaoiog

‘Evag EkvepwTng xe1pdg Altera® pe pia MevvATpia agpoAlpaTtog
Altera®.
Agv uttdpyouv e€aptrpata yia Tov Ekvewtr xeipog Altera®.

8 ZupBoAa

g

laTpoTEXVOAOYIKO TTPOIOV

AkoAouBr\oTe TIG 00nYieg Xprong

‘Evag aoBevng — MoAAEG xprioeig

)

Ap1Bu6G TTapTidag

ATTOKAEIOTIKO avayVWPIOTIKO TEXVOAOYIKOU TTPOIGVTOG
Ap1Bu6G €idoug

Ap1Bu6G ogIpdg

EAGxioTn ka1 péyiotn Beppokpaacia epIBAAAOVTOG

EAGx10Tn Kal Yéyiotn uypaacia
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EAGxI0TN Kal u€yioTn aTUOO@AIPIKN TTiEON
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2npavon CE: To mapdv poidv TANpoi Tig Eupwtraikég
ATTAITAOEIG TTEPT IOTPOTEXVOAOYIKWYV TTPOIOVTWV

(EE 2017/745).

Mnv aTToppITITETE OTA OIKIAKA aTTOPpPidpaTa. To Tpoidv
QAUTO TTPETTEI VO ATTOPPITITETAI CUPPWVA UE TOUG
10XUOVTEG (EBVIKOUG, TTEPIPEPEIAKOUG i} BNUOTIKOUG)
KQVOVIGUOUG.

Mpoaooxn

ED> I

KataokeuaoTAg

&I Huepopnvia Kataokeung

9 EZutTnpéTnOon Kal ETTIKOIVWVid

2 € TIEPITITWON TEXVIKWY TTPORANUATWY A EPWTHCEWY OXETIKA UE
TN GUOKEUR, ETTIKOIVWVIOTE PE TO TUAMA £EUTTNPETNONG TTEAATWV.
Mrropeite va BpeiTe Ta OTOIXEIO ETTIKOIVWVIOG TOU appodIou TUAUa-
TOG €EUTTNPETNONG TTEAQTWYV, KABWG Kal hia yn@lakn €kdoon Twv
odnyIwv xprong Tou Ekvepwth XeIpog Altera® kal XapakTnpIloTiIKd
amdédoong yia 1o Cayston® otn dielbuvon:

www.pari.com/altera

Alatnpoupe 10 SIKAIWPA EQAPPOYNG TEXVIKWY OAAAYWV.
TeAeuTaia evnuépwon: 2024-09
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m Bruksanvisning Altera® forstover

- Les denne bruksanvisningen naye og i sin helhet.
1 - Les bruksanvisningen til eFlow®rapid
nebuliser system i sin helhet for produktet tas i bruk.
Den inneholder viktig og utfyllende informasjon om
bruken av Altera® forstgver, spesielt nar det gjelder
tilkobling, bruk og hygiene.

Alvorlige hendelser skal rapporteres til produsenten og til ansvarlig
myndighet.

1 Bruksomrade

Altera® forstaver med en eBase® eller eTrack® Controller skal
brukes til administrering av Cayston® i form av aerosol til
inhalasjon.

For a sikre korrekt dosering skal Altera® forstgver kun
brukes med Cayston®.

2 Anvendelsesomrade

Altera® forstgver skal brukes til administrering av Cayston® for
behandling av lungeinfeksjoner forarsaket av Pseudomonas
aeruginosa hos pasienter med cystisk fibrose.

3 Kontraindikasjon

PARI Pharma GmbH er ikke kjent med at det foreligger noen
kontraindikasjoner for Altera® forstever.

Merk deg kontraindikasjoner for medikamentet Cayston® i
pakningsvedlegget.

4 Slik bruker du forstgveren

Altera® forstgver ma kun brukes i samsvar med det definerte
bruksomradet. Av hygieniske arsaker og for & unnga overfgring av
infeksjoner skal Altera® forstgver brukes kun av én person.

e Demonter og rengjer forstgveren og aerosolgenereringsdelen
som forklart i bruksanvisningen som felger med eFlow®rapid
nebuliser system, for de tas i bruk.

o Monter forstgveren som vist i illustrasjonene:

EX Apne forstgveren.

E Sett inn aerosolgenereringsdelen. lkke berer membranen,
dvs. den krumme metallflaten midt i aerosolgenererings-
delen.

[E] Sett pa plass inspirasjonsventilen.

I3 Lukk forstgveren.

[ Fest munnstykket.

I3 Koble til forstaverkabelen.

Fyll i medikamentet.

] Lukk medikamentbeholderen.

KX sitt avslappet og rett i ryggen.
Dette gjor inhalasjonen enklere, og gir bedre opptak av
medikamentet i luftveiene.

Hold forstgveren vannrett under hele inhalasjonen. Hvis
forstaveren holdes skjevt, kan det fgre til at doseringen blir
feil.

e Plasser munnstykket mellom tennene, og lukk leppene rundt
munnstykket. Leppene skal ikke bergre den bla ekspirasjons-
ventilen.

En inhalasjonsbehandling skal vare mellom 2 og 3 minutter. Nar det
ikke lenger genereres mer aerosol, er inhalasjonen ferdig.

e Se alltid etter i medikamentbeholderen for & vaere sikker pa at
hele dosen med Cayston® er forstevet.

5 Rengjoring og desinfeksjon

Den demonterte forstaveren (med aerosolgenereringsdelen)
ma rengjgres umiddelbart etter hver bruk, og den ma desinfise-
res minst én gang per dag. Du finner mer utfgrlig informasjon i
bruksanvisningen til eFlow®rapid nebuliser system.

6 Skifte ut forstoveren

Hver pakke med 28 dagers forbruk av Cayston® inneholder en
Alter® forstaver. Bruk en ny forstaver for hver behandlingsperiode.
7 Leveranse

En Altera® forstaver og én Altera® aerosolgenereringsdel.

Det er ikke noe tilbeher til Altera® forstaver.

8 Symboler

H

Medisinsk utstyr

Folg bruksanvisningen

@n‘) Alltid samme bruker — flergangsbruk
LOT| Lotkode

Unik produkt-1D
Bestillingsnummer

Serienummer

Laveste og hgyeste omgivelsestemperatur

Laveste og hgyeste luftfuktighet

@, B, =< [¢] [# [

Laveste og hgyeste lufttrykk

o)
m

CE-merking: Produktet oppfyller kravene i forordning
(EU) nr. 2017/745 om medisinsk utstyr.

Skal ikke kastes sammen med husholdningsavfall.
Dette produktet skal kasseres i samsvar med gjeldende
nasjonale og lokale forskrifter.

OBS!

Produsent

&I Produksjonsdato

9 Service- og kontaktinformasjon

Ved tekniske problemer eller spgrsmal som gjelder produktet,
kontakt ditt neermeste servicekontor. Kontaktadressene til ditt
servicekontor og den digitale versjonen av bruksanvisningen til din
Altera® forstgver og spesifikasjoner for Cayston® finner du her:

ED 1=

www.pari.com/altera

Med forbehold om tekniske endringer.
Informasjonsstatus per: 2024-09

m Manual de instrugoes do
Nebulizador Altera®

. - Leia atenta e completamente este manual de

instrugoes.

1 - Leia completamente o manual de instrugées do
eFlow®rapid nebuliser system antes da primeira
utilizagdo. Este contém outras instrugbes importantes
para a utilizagdo do nebulizador Altera®, em particular
no que diz respeito a ligagdo, operagao, limpeza e
desinfegéo.

Reporte incidentes graves ao fabricante e as autoridades
competentes.

1 Indicagoes de uso

O nebulizador Altera® com um eBase® ou eTrack® Controller
destina-se a administrar Cayston® como aerossol para inalagao.

Para garantir uma dosagem correta, o nebulizador Altera®
s6 deve ser utilizado com Cayston®.

2 Campos de aplicacao

O nebulizador Altera® esta indicado para administrar Cayston®
para tratar infegdes pulmonares causadas por Pseudomonas
aeruginosa em pacientes com fibrose cistica (FC).

3 Contraindicagoes

Relativamente ao nebulizador Altera® a PARI Pharma GmbH nao
tem conhecimento de qualquer contraindicagao.

Tome nota das contraindicagdes do medicamento no folheto
informativo do Cayston®.

4 Uso do nebulizador

O nebulizador Altera® s6 pode ser utilizado em conformidade com
estas indicagdes de uso. Por motivos de higiene e para evitar
infecdes cruzadas, o nebulizador Altera® sé pode ser utilizado por
um paciente.

e Antes da primeira utilizagdo, desmontar e limpar o nebulizador,
incluindo o gerador de aerossol, tal como descrito no manual de
instrugdes do eFlow®rapid nebuliser system.

e Montar o nebulizador conforme mostra o diagrama:

R Abrir o nebulizador.

A Inserir o gerador de aerossol. Ndo toque na membrana
(parte metalica curva no centro do gerador de aerossol).

[EX Inserir a valvula de inspiragao.

I3 Fechar o nebulizador.

I Ligar o bocal.

I Conectar o cabo do nebulizador.

Encher com o medicamento.

ﬂ Fechar o reservatério de medicamentos.

[l sentar-se numa posicao vertical e descontrair.
Isto facilita a inalagdo e melhora a absorgao do
medicamento nas vias respiratérias.

A Segure o nebulizador sempre na horizontal enquanto
estiver a efetuar a inalagéo. Se o nebulizador estiver
inclinado, pode resultar na administracao de uma dose
incorreta.

e Segure o bocal entre os dentes e envolva-o com os labios. Os
labios ndo devem tocar na valvula de expiragéo azul.

A sessao de inalagao deve durar entre 2 e 3 minutos. A inalagéo é

terminada assim que deixar de ser gerado aerossol.

e Verifique sempre o reservatério de medicamentos para garantir
gue a dose completa de Cayston® foi nebulizada.

5 Limpeza e desinfecao

O nebulizador desmontado (incluindo o gerador de aerossol)

tem de ser limpo imediatamente apos cada utilizagao e
desinfetado pelo menos uma vez por dia (podem ser encontradas
informagdes adicionais no manual de instrugdes do eFlow®rapid
nebuliser system).

6 Substituir o nebulizador

Cada pacote de 28 dias de Cayston® contém um nebulizador
Altera®. Utilize o novo nebulizador para cada ciclo de terapia.

7 Conteudo da embalagem

Um nebulizador Altera® com um gerador de aerossol Altera®.
Nao existem acessorios para o nebulizador Altera®.

8 Simbolos

g

Dispositivo médico

Seguir o manual de instrugées

flrm) Um unico paciente — varias utilizagdes
o
LOT| Numero de lote

Identificagao Unica de dispositivo
Numero de artigo

Nudmero de série

Temperatura ambiente minima e maxima
Humidade minima e maxima

Pressao atmosférica minima e maxima
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Marcagao CE: este produto esta em conformidade com
0s requisitos europeus relativos a dispositivos médicos
(UE 2017/745).

N&o elimine o dispositivo juntamente com o lixo
domeéstico. Este produto tem de ser eliminado de
acordo com os regulamentos aplicaveis (nacionais,
distritais ou municipais).

Cuidado
Fabricante

Data de fabrico
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9 Assisténcia técnica e contacto

Em caso de problemas técnicos ou perguntas sobre o dispositivo,
entre em contacto com o seu revendedor. Os enderegos de con-
tacto do seu revendedor, bem como uma verséo digital do manual
de instrugbes do nebulizador Altera® e as carateristicas de desem-
penho determinadas para o Cayston® podem ser encontrados em:

www.pari.com/altera

Reservamo-nos o direito a efetuar alteragdes técnicas.
Data da informagéao: 2024-09

I PykoBoacTBo no akcnnyataumm
HeGynansepa Altera®

. - BHumMamesnbHO U MosIHoOCMbIO npo4yumatime amo
PYKO80OCMBO 10 3KCrIyamayuu.

1 - [eped nepebimM UCronb308aHUEM OSTHOCMbLIO
rnpo4yumatime pykoeodcmeo o 3Kcryamayuu
uHaanayuoHHol cucmembi eFlow®rapid. OHo
codepxxum OOMoIHUMeErbHbIE 8aXHbIE yKa3aHUsI Mo
ucrionb3oeaHuro Hebynalzepa Altera®, 8 yacmHocmu,
06 e2o0 nodcoeduUHeHUU, 3KCTyamauyuu, o4ucmke u
0e3uHgeKkyuu.

CoobLmnTe 0 cepbe3HbiX MHUMAEHTaX NPOM3BOAMTENIO U KOMIe-
TEHTHOMY OpraHy.

1 MMpeaycMoOTpeHHOe Ha3HaYeHue

Hebynaisep Altera®c eBase® nnu eTrack® Controller npeaHa-
3Ha4eH ansa npuema nekapctea Cayston® B Buae aspo3sons asns
MHrandauumn.

Y106kl 06ECNEUYUTH NPABUIIbHYHO AO3VMPOBKY, HEGYnan3ep
Altera® gormkeH MCnonb30BaTbCs TOMBKO C NEKAPCTBOM
Cayston®.

2 [MokasaHusna

Hebynaiizep Altera® npegHasHadyeH Ans NpUMEHEHUs NiekapcTea
Cayston® ¢ uernbto NnevyeHust NeroyYHbIX UHAEKLUIA, BbI3BAHHbLIX
Pseudomonas aeruginosa, y nauneHToB ¢ MykoBucuugosom (MB).

3 [lportuBonokasaHus

Komnanum PARI Pharma GmbH He n3BecTHbI NpoTUBOMNOKa3aHus
ans Hebynansepa Altera®.

Heobxoanmo yunTbiBaTb NPOTMBOMNOKA3aHWS, U3MNOXEHHbIE B
WHCTPYKLMK NO NpuMeHeHuto nekapctea Cayston®.

4 Wcnonb3oBaHue HebGynansepa

Hebynainsep Altera® fomkeH MCNOMb30BaTLCS TONBKO B COOTBET-
CTBWM C €ro NPeLYCMOTPEHHbIM HazHa4YeHneM. 1o rurneHnyecknm
npuvyYnHaMm 1 Bo n3bexaHne nepekpecTHOro MHOULMPOBaHKS
Hebynaiisep Altera® LomkeH NCNonNb30BaTbCs TONbKO OAHUM
nauueHToMm.

e [lepen nepBbIM UCMONb30BaHMEM pa3bepuTe U O4NCTUTE
Hebynarsep, BKINoYas reHepaTop aspo30rs, Kak OnMcaHo B
pykoBoacTBe no akcnnyartauum eFlow®rapid nebuliser system.

e Cobepute Hebynarisep, kak MoOKa3aHO Ha PUCYHKE:

[l Orxpoiite Hebynaiizep.

A Bcrasste reHepartop aspo3sons. He npukacanTtechb K
Memb6paHe (M30rHyTon MeTanim4eckon NoBepxXHOCTU B
LieHTpe reHepaTopa aspo3ons).

[El BcraBbTe BObIXaTenbHbIi knanax.

4 ] 3akponTe Hebynaisep.

I Mpvicoeanhute MyHAWTYK.

6 | MpucoeguHuTe Kabens Hebynamnsepa.

Hanente nekapcTBo.

[E} 3akpoiite emkocTb Anst nekapcTaa.

E] Cspbte npsimo v paccnabbrecs.
370 yNpoLLAET NPOLECC MHIamSLMM 1 YAYULLAET MOrMOLLEHWE
nekapcTBa B AblXaTemnbHbIX NyTsX.

é [epxwuTe Hebynaiisep B ropu3oHTarIbHOM MOSIOXKEHUN B
TeyeHue Bcel npouenypbl. Ecnv aepxatb ero B HakmoH-
HOM MOJIOXKEHU, 3TO MOXKET MPUBECTU K HEMPaBUIIbHOM
[103UPOBKE.

e YaepxwuBas MyHOLWTYK Mexay 3ybamu, ob6xsaTute ero rybamu.
MyGbl He [OMKHbI KacaTbCsl CUHETO BblAbIXaTeNbHOrO KnanaHxa.

npOﬂOl’l)Kl/lTeJ'leOCTb MHrandaumn gosjnkHa CoCtaBnAaTb OT 2
Ao 3 MuHyT. Mpouenypa 3aBepLUaeTcs, Kak TOrNbKO nepecraeT
reHepupoBaThCs aspo30rb.

e Bceraga npoBepsiniTe eMKOCTb AnNsi IeKapCTBa, YTobbl yoeantbes
B TOM, YTO UcCMosib3oBaHa Bcs fo3a Cayston®.

5 OuwucTKa u ge3nHdeKkums

QOuucTka pasobpaHHoro Hebyrnansepa (Bktoyasi reHepaTop aspo-
30M51) JOMKHA BbINOMHATLCS Cpasdy NOcne Kaxaoro NCrnonb30BaHus;
Hebynansep TpebyeTcs 4e3nHUUMPOBaTh Kak MMHUMYM OAVH pa3
B [ieHb (CM. JOMOMNHUTENBHYI0 MHpOPMaLIMIO B PYKOBOACTBE MO
akcnnyataummn eFlow® rapid nebuliser system).

6 3ameHa HeGynamnsepa

Kaxxgas ynakoBka nekapctea Cayston®, paccuntaHHas Ha 28 gHei,
cofepxuT Hebynansep Altera®. MicnonbayiiTe HOBLI HEGYRnansep
ONS1 KaXXO0ro LMkna Tepanuu.

7 Copepxumoe ynakoBKu

OpwuH Hebynain3sep Altera® c ogHUM reHepaTopom aspo3sonsi Altera®.
Akceccyapbl Ansi Hebynaisepa Altera® oTCyTCTBYIOT.

8 CumBonbl
MeaunumHcKkoe ycTponcTBO

CobniogaiiTe pykKoBOACTBO MO 9KCMyaTaLmm

DB

)

[ns ogHoro naumeHTa, BO3MOXHO MHOIOKpaTHOe
ncnonb3oBaHmne

Homep naptum
YHuKanbHbIN naeHTUdrKaTop ycTponctea
Howmep usgenus

CepuiiHbI HoMep

MUH. 1 MaKc. TemMnepaTypa OKpy»atoLLen cpepi

MWH. 1 Makc. BNa)KHOCTb
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MwuH. n makc. oaBneHve Bo3gyxa

Mapkuposka CE: HacTosLLee n3genne cooTBeT-
CTBYET eBponenckum TpeboBaHusiM K MeQULIMHCKAM
yctpovictBam (EU 2017/745).

He BbIOpacbiBaTh B 6bITOBOM Mycop. [laHHoe n3ne-
1€ JOMKHO ObITb YTUNN3MPOBAHO B COOTBETCTBUM
C NPYMEHNMbIMU TPEBOBaHNAMM (HaLMOHaNbHbIMU,
pervoHanbHbIMU UM MyHULMNANbHLIMA).

n
m

BHumaHwme!

Mpownssogutens
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[ara Bbinycka

9 CepBucHas cnyx6a u KOHTaKTHble AaHHble

B cnyyae TexHuuYeckmx npobrem mnm BonpocoB OTHOCUTENBHO
YCTPOWCTBa 06paTUTECH B COOTBETCTBYIOLLYHO CEPBUCHYHO
cnyx0y. KoHTaKTHble AaHHblE COOTBETCTBYHOLLLEN CEPBUCHOM
cny6bl, a Takke LMMPOBYIO BEPCUIO PYKOBOACTBA MO 3KCMIy-
aTauum HeGynarisepa Altera® u nokasaTenu NPou3BoaMTENbHO-
CTW, NonyYeHHble Ans nekapctea Cayston® MoXHO HalTK Mo
criegytoLeMy agpecy:

www.pari.com/altera

Mpown3BoanTENb OCTaBNSET 3a COOOW NPaBO Ha TEXHUYECKME
N3MEHEHUS.
MHdopmaums coctosHnem Ha: 2024-09

m Navodila za uporabo prsilnika
Altera®

. - Pozorno in v celoti preberite ta navodila za uporabo.

1 - Pred prvo uporabo v celoti preberite navodila za
uporabo inhalacijskega sistema eFlow®rapid
nebuliser system. Vsebujejo nadaljnja pomembna
navodila za uporabo prSilnika Altera®, zlasti glede
povezave, delovanja, ¢is¢enja in razkuZevanja.

O resnih nezgodah poro€ajte proizvajalcu in ustreznim organom.

1 Predvideni namen

Prsilnik Altera® s eBase® ali eTrack® Controller je namenjen dajanju
zdravila Cayston® kot prsila za inhalacijo.

Za zagotovitev pravilnega odmerjanja je treba prsilnik
Altera® uporabljati samo z zdravilom Cayston®.

2 Podroc¢je uporabe

Podrocje uporabe prsilnika Altera® je dajanje zdravila Cayston® za
zdravljenje okuzb pljug, ki jih povzrota Pseudomonas aeruginosa,
pri bolnikih s cisti¢no fibrozo (CF).

3 Kontraindikacije

Druzbi PARI Pharma GmbH niso znane nobene kontraindikacije za
prsilnik Altera®.

Upostevaijte kontraindikacije zdravila v navodilu za uporabo
zdravila Cayston®.

4 Uporabljanje prsilnika

Prsilnik Altera® lahko uporabljate le v skladu s predvidenim name-
nom. Iz higienskih razlogov in zaradi prepreevanja navzkrizne
okuzbe lahko prsilnik Altera® uporablja samo en bolnik.

e Pred prvo uporabo razstavite in ocistite prsilnik, vklju¢no

s proizvajalcem aerosola, kot je opisano v navodilih za uporabo
inhalacijskega sistema eFlow®rapid nebuliser system.
e Sestavite prSilnik, kot je prikazano na diagramu:

EN Odprite prilnik.

F3 vstavite proizvajalec aerosola. Ne dotikajte se membrane
(upognjena kovinska povrsina na sredini proizvajalca
aerosola).

ﬂ Vstavite inspiracijski ventil.

A Zaprite priilnik.

Il Nataknite ustnik.

I3 Prikljugite kabel prsilnika.

Napolnite z zdravilom.

3 Zaprite posodo za zdravilo.

£ Sedite sproséeno in vzravnano.

To olajSa inhalacijo in pomaga dovajati zdravilo v dihalne
poti.

Med inhalacijo drzite prsilnik ves éas vodoravno. Ce je
prSilnik nagnjen, lahko pride do napa¢nega odmerka.

e Drzite ustnik med zobmi in zaprite ustnice. Z ustnicami se ne
smete dotikati modrega ekspiracijskega ventila.

Seja inhalacije naj traja od 2 do 3 minute. Inhalacija se kon¢a takoj,
ko prsilo ne nastaja vec.

e Vedno preverite posodo za zdravilo, da zagotovite, da je bil
razprsen celoten odmerek zdravila Cayston®.

5 Ciséenje in razkuzevanje

Razstavljen prsilnik (vklju€no s proizvajalcem aerosola) je treba
takoj po vsaki uporabi ocistiti in razkuziti vsaj enkrat na dan (doda-
tne informacije lahko najdete v navodilih za uporabo inhalacijskega
sistema eFlow®rapid nebuliser system).

6 Zamenjava prSilnika

Vsako 28-dnevno pakiranje zdravila Cayston® vsebuje prsilnik
Altera®. Za vsak cikel zdravljenja uporabite novi prsilnik.

7 Vsebina paketa

En prsilnik Altera® z enim proizvajalcem aerosola Altera®.

Za prsilnik Altera® ni dodatkov.

8 Simboli
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Medicinski pripomoc¢ek

Upostevajte navodila za uporabo

En bolnik — ve¢kratna uporaba

Stevilka lota
Enoli¢ni identifikator naprave
Stevilka artikla

Serijska Stevilka
Najnizja in najvisja temperature okolice

NajmanjSa in najvedja vlaznost zraka

e sEIEEe

N
m

oz CE-oznaka: Ta izdelek je skladen z evropskimi
zahtevami za medicinske pripomocke (EU 2017/745).

Ne odlagajte med gospodinjske odpadke. Ta izdelek je
treba odlagati v skladu z veljavnimi (drzavnimi, okroznimi
ali ob¢inskimi) predpisi.

Previdno
Proizvajalec

Datum izdelave
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9 Servis in stik

V primeru tehni¢nih tezav ali vprasanj o pripomocku stopite v stik
s svojim serviserjem. Kontaktne naslove vaSega odgovornega
servisnega partnerja ter digitalno razliico navodil za uporabo
vasega prsilnika Altera® in znacilnosti delovanja, dolo¢ene za
zdravilo Cayston®, lahko najdete na spletni strani:

www.pari.com/altera

Pridrzujemo si pravico do tehni¢nih sprememb.
Stanje informacij: 2024-09



