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m Instructions for use
Altera® nebuliser 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® nebuliser handset,
particularly regarding connection, operation, cleaning
and disinfection.

Report serious incidents to the manufacturer and the competent
authority.

1 Intended purpose

The Altera® nebuliser handset with an eBase® Controller is intended
to administer Cayston® as an aerosol for inhalation.

To ensure correct dosing, the Altera® nebuliser handset
must only be used with Cayston®.

2 Indication

The Altera® nebuliser 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® nebuliser 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 nebuliser handset

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

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

o Assemble the nebuliser handset as shown in the diagram:
n Open the nebuliser 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 nebuliser handset.

I 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 nebuliser handset horizontally all the time while
performing inhalation. If the 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 nebulised.

5 Cleaning and disinfection

The dismantled nebuliser 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 nebuliser handset

Each 28-day pack of Cayston® contains an Altera® nebuliser
handset. Use the new nebuliser handset for each treatment cycle.

7 Package contents

One Altera® nebuliser handset with one Altera® aerosol head.
There are no accessories for the Altera® nebuliser handset.

8 Symbols
Medical device

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

D@~ eEEEDPE

Minimum and maximum air pressure
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m

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® nebuliser handset and performance charac-
teristics determined for Cayston® can be found at:

We reserve the right to make technical changes.
Information as of: 2023-05
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N o3nyieg xpricewg
ExvepwTng XeIpog Altera®

. - AiaBdore TANPWS Kal TTPOOEKTIKG QUTES TIC 00NYiES

1 XPHOEWC.

- Tpiv amé v mpwrn xpnon, ueAstnore 1i¢ 0dnyisg xpn-
oswg Tou eFlow®rapid nebuliser system. [Nepiéxouv
ONUAVTIKES CUNTTANPWUATIKES 0ONYIES yIa TN Xpnon Tou
EKVEQWTN xeIpO¢ Altera® idiaitepa og axéon ue T oUv-
oean, ™n Asiroupyia, Tov kaBapioud kai Tnv arroAduavaon
TOU.

AvagépeTte TUXOV ooBapd TTEPIOTATIKA OTOV KATAOKEUAOTH KAl OTNV
appodIa KPATIKA apXn.

1 MpoBAemwdépevn xpRon

O ekveWTNG XeIpog Altera® e povada eBase® Controller mpoopile-
Tal yia Tn xopriynon Cayston® wg agpoAluaTog €1I0TTVONG.

MNa tn dlac@daAion TNG cwaoTrg 660NG, O EKVEQWTNG
XEIPOG Altera® eTTITPETTETAI VA XPNOIUOTIOIEITON HOVO WE TO
Cayston®.

2 Evosigeig

O ekve@WTAG XeIPos Altera® TrpoopideTal yia Tn xoprynon
Cayston® yia Tn Bepartreia TWV TTVEUHOVIKWY ACIHWEEWY aTTo
Pseudomonas aeruginosa o€ acBeveig Je KUOTIKA ivwan.

3 Avrevoeigeig

Agv UTTAPXOUV YVWOTEG AVTEVOEICEIG VIO TOV EKVEQWTH XEI-

p&g Altera® ng PARI Pharma GmbH.

NGBeTe UTTOWN TIG AVTEVOEICEIG TOU PAPUAKOU GTO QUAAO 0BNYIWV
Tou Cayston®.

4 XpAon TOU EKVEQWTH XEIPOG

O ekveWTAG xeIpOg Altera® Ba TTpETTEl va XPNOIUOTTOIEITOI HOVO
oUp@wva pe TNV TTpoRAeTTOpEVN Xprion. MNa Adyoug uyIgIviG Kai yia
TNV TTPOANWN POAUVOEWY, O EKVEQWTAG XEIPOG Altera® Ba TTpéTrel va
XPNOIMOTTOIEITAl ATTOKAEIOTIKG aTTd £vav aoBevh.

e ATTOOUVOPPOAOYNOTE KAl KABOPIOTE TOV EKVEQWTH XEIPOG
KOBWG Kal TN YEVVATPIA AgPOAUNATOG TTPIV OTTO TNV TTPWTN
XPNon, 0TTwG TTEPIYPAPETAI OTIG 0dNYiEG XPNOEWS TOU
eFlow®rapid nebuliser system.

® YUVApPOAOYAOTE EaVA TOV EKVEQWTNA XEIPOG CUPPWVA PE TNV
eIKOvVa:

1] AVOIETE TOV EKVEQWTH XEIPOG.

A TomobeTrioTe T yevwhTpIa aepoAUpaToc. Mnv ayyileTe Tn
MeMBPAVN (KUPTA METAAAIKNA ETTIQAVEIN OTO KEVTPO TNG
YEVVATPIAG agPOAUMATOG).

[EX TomobetrioTe TN BaABida €I0TTIVONC.

I3 KAcioTe Tov ekvewTH XEIPOG.

I TomoBetroTE TO £MOTOMIO.

I3 suvséote To KaAwdIo GUVSEDNC.

MpoobéaTe TO PAppako.

FJ Khsiote 10 doxeio PapuaKou.

X KabioTe pe Tov koppo o€ xaAapr kai 6pbia Béon.

'ET0o1 BIEUKOAUVETOI N €10TTVOR Kal BEATILOVETAI N €i0050G TOU
(PAPUAKOU OTIG AVOTTVEUOTIKEG 0O0UG.

Kpatdre Tov eKvEQWTR XEIPOG 0PICOVTIO KaB' OAn Tn
OIGPKEIO TWV EI0TTVOWY. To KPATNUA UTTO KAiON PTTOPET va
odnynoel ae Aavbacouévn dogoAoyia.

e TOTTOBETAOTE TO ETMOTOMIO AVAUECO OTA BOVTIO CAG KAl KAEIOTE
Ta XeiAn. Ta xeiAn dev péTrel va ayyifouv Tnv PTTAE BaABida
EKTTVONG.

H BepaTreia pe e10Tvoég TIpETTel va dlapkei 2 £wg 3 Aetrtd. H

Bepartreia e EI0TTVOEG TEAEIWVEI HOAIG OTAPATACEI N TTAPAYWYN

agPOAUPATOG.

e EAEyxeTe TAVTA TO BOXEIO PAPUAKOU Yia va SIao@aAICETE OTI £XEI
vepehoTtroinBei oAdkAnpn n d6on Tou Cayston®.

5 KaBapiopdg kai atroAuuavon

O aTmoouvapuoAoynNUEVOG EKVEQWTNG XEIPOG (KABWG Kal N YEVVI-
TpIa agpoAUpaTog) Ba TTpETTel va KabapileTal auéowg HETA aTrd
KABe xprion Kal va atroAupaiveTal TOUAAXIGTOV [ia @opd TNV Nuépa.
(MepioodTEPEG TTANPOPOPIEG PTTOPEITE VO BPEiTE OTIG 0dNYiEg XPN-
oewg Tou eFlow®rapid nebuliser system).

6 AVTIKOTAOTOOT TOU EKVEQWTA XEIPOG

Ka0Be ocuokeuaoia Cayston® BepaTreiag 28 nUEPWV TTEPIEXEI Evav
EKVEQWTN XEIPOG Altera®. XpnoIUOTIOIEITE TOV VEO EKVEQWTH XEIPOG
yla KABe KUKAO BepaTreiag.

7 Mepiexdpeva cuoKeUaTiag
‘Evag ekve@wTng xeIpog Altera® kai pia yevvATpia agpoAUpaTog

Altera®.

O ekveWTNG xeIpog Altera® dev €xel BonBNTIKA €€apTAUOTA.
8 ZuupoAa

laTpoTEXVOAOYIKO TTPOIOV

Tnpeite TIG 0dnyieg xproewg

Ma évav aoBevr) — TTOAATTAEG XproEIg
Ap1Bu6G TTapTidag

Movadikd avayvwpIoTIKO TTPOIOVTOG
Kwdikog €idoug

Ap1Bu6G oeIpdag

EAdGyioTn kai péyioTn Beppokpaaia epIBAAAOVTOG

EAGx10Tn Kal Yéyiotn uypacia aépa

Qe gEEE2IE

EAGxI0TN Kal u€yioTn aTUOO@AIPIKN TTiEON

(o)
m

ZApavon CE: To mapdv Tpoidv TANpoi Tig Eupwtraikég
ATTAITAOEIG TTEPT 1OTPOTEXVOAOYIKWYV TTPOIOVTWV

(EE 2017/745).

Mnv atroppiTITeETE OTA OIKIAKA ATTOPPidPaTa. AUTO TO
TTPOIOV TTPETTEI VO ATTOPPITITETON CUPPWVA PE TOUG IoYXUO-
VTEG KAVOVIOPOUG (0TN XWpPa f Tov drjpo 0ag).

Mpoaooxn

KataokeuaoTAg

LEP 1=

Huepopnvia kataokeung

9 Texviki UTTOOTAPIEN KAl ETTIKOIVWVIA

& TTEPITITWON TEXVIKWY TTPOBANUATWY i} OTTOPIWV OXETIKA ME TN
OuOKeun, atreuBuvBeiTe GTOV TOTTIKO OUVEPYATN TEXVIKNG UTTOCTHPI-
&ng. Mmopeite va Bpeite TIg B1EUBUVOEIG ETTIKOIVWVIOG TOU UTTEUBU-
VOU OUVEPYATN £EUTTNPETNONG, MIA WN@IOKH €KSOOT TWV 0dNYIWYV
XPAONG Tou ekvePWTN XeIPOG Altera®, kaBwg Kal Ta XapaKTnPIoTIKA
atedoang Tou éxouv kaBopliaTei yia To Cayston® otnv akdAoubn
dievBuvon:

www.pari.com/altera

Me TNV €mMQUAAEN TEXVIKWVY OAAQYWV.
TeAeutaia evnuépwaon: 2023-05
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m Bruksanvisning Altera® forstover

- Les bruksanvisningen naye.

1 - Les bruksanvisningen til eFlow®rapid nebuliser
system fgr du tar det i bruk. Der finner du viktig tilleggs-
informasjon om bruken av Altera® forstgver, spesielt om
tilkoblinger og funksjoner, rengjering og desinfeksjon.

Alvorlige hendelser meldes til produsenten og ansvarlig myndighet.

1 Bruksomrade

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

For a sikre riktig dosering skal Altera® forstgver bare bru-
kes med Cayston®.

2 Anvendelsesomrade/indikasjon
Altera® forstgver brukes til administrering av Cayston® til behand-

ling av lungeinfeksjoner forarsaket av Pseudomonas aeruginosa
hos cystisk fibrose-pasienter.

3 Kontraindikasjoner

PARI Pharma GmbH er ikke kjent med at det foreligger kontraindi-
kasjoner for Altera® forstgvere.

Ta hensyn til kontraindikasjonene for Cayston® i pakningsvedlegget
til medikamentet.

4 Slik bruker du forstgveren

Altera® forstgver ma kun brukes i samsvar med det definerte bruks-
omradet. Av hygieniske arsaker, og for a unnga smittefare, skal
Altera® forstgver brukes kun av én person.

e Demonter og rengjer forstaveren inkludert aerosolgenererings-
delen far den tas i bruk som beskrevet i bruksanvisningen til
eFlow®rapid nebuliser system.

o Monter forstgveren som vist i illustrasjonen.

X Apne forstaveren.

ﬂ Sett inn aerosolgenereringsdelen. lkke bergr mem-
branen, dvs. den krumme metallflaten midt i
aerosolgenereringsdelen.

EJ sett inn inspirasjonsventilen.
3 Lukk forstgveren.

I Sett pa munnstykket.

ﬂ Koble til forstaverkabelen.
Fyll pa medikamentet.

ﬂ Lukk medikamentbeholderen.

] sitt avslappet og rett i ryggen.
Det gjor inhalasjonen enklere, og gir bedre deponering av
medikamentet i luftveiene.

Hold forstgveren vannrett under hele inhalasjonen. Hvis
forstaveren holdes skjevt, kan doseringen bli ungyaktig.

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

Inhalasjonsbehandlingen skal ta mellom 2 og 3 minutter. Nar det
ikke lenger genereres mer aerosol, er inhalasjonen ferdig.

e Se alltid etter i medikamentbeholderen om hele dosen med
Cayston® har blitt forstavet.

5 Rengjoring og desinfeksjon

Den demonterte forstgveren (inkl. aerosolgenereringsdelen) ma

rengjgres umiddelbart etter hver bruk og desinfiseres minst én

gang per dag. Du finner mer informasjon i bruksanvisningen til

eFlow®rapid nebuliser system.

6 Skifte ut forsteveren

Hver pakke Cayston® til 28 dagers bruk inneholder en Altera® for-

staver. Bruk en ny forstgver for hver behandlingsperiode.

7 Pakningsinnhold

En Altera® forstgver og en Altera® aerosolgenereringsdel.
Det finnes ikke noe tilbeher til Altera® forstaver.

8 Symboler
Medisinsk utstyr

Falg bruksanvisningen

D B

)

Alltid samme bruker— flergangsbruk

Lotkode
Unik produkt-1D
Bestillingsnummer

Serienummer

Laveste og hgyeste omgivelsestemperatur

Laveste og hagyeste luftfuktighet

@, @ = ¢ [F] 5] &

Laveste og hgyeste lufttrykk

N
m

CE-merking: Dette produktet oppfyller de europeiske
kravene til medisinsk utstyr iht. Europaparlaments- og
radsforordning (EU) 2017/745.

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. Kontaktinformasjon til ditt
servicekontor samt den digitale versjonen av bruksanvisningen til
Altera® forstaver og spesifikasjoner for Cayston® finner du pa

ED 1=

www.pari.com/altera

Med forbehold om tekniske endringer.
Informasjonsstatus: 2023-05

m Manual de instrugoes
nebulizador Altera®

. - Leia atentamente este manual de instrugées.

1 - Leia a totalidade do manual de instrugées do
eFlow®rapid nebuliser system antes da primeira
utilizagdo. Nele estao contidas indicagbes importantes
adicionais para a utilizagdo do nebulizador Altera®,
em particular para a ligacdo, a operacéo, a limpeza e
desinfegao.

Comunique ocorréncias graves ao fabricante e as autoridades
competentes.

1 Indicagboes de uso

O nebulizador Altera® com um eBase® Controller destina-se a ser
utilizado para administrar o aerossol Cayston® para inalagéo.

Para assegurar uma dosagem correta, o nebuliza-
dor Altera® s6 pode ser utilizado com o Cayston®.

2 Campos de aplicagao/indicagao

O nebulizador Altera® destina-se a administragdo de Cayston®
para tratamento de infegbes pulmonares devido a Pseudomonas
aeruginosa em pacientes com fibrose cistica.

3 Contraindicacgao

A PARI Pharma GmbH n&o conhece qualquer contraindicagao para
o nebulizador Altera®.

Respeite as contraindicagdes do medicamento no folheto que
acompanha o medicamento Cayston®.

4 Utilizagao do nebulizador

O nebulizador Altera® s6 pode ser utilizado em conformidade com
as suas indicacgdes de uso. Por motivos de higiene e para evitar
infegdes cruzadas, o nebulizador Altera® s6 pode ser utilizado por
um paciente.

e Desmonte e limpe o nebulizador, incluindo o gerador de aeros-
sol, antes da primeira utilizacdo conforme descrito no manual de
instrugcdes para o eFlow®rapid nebuliser system.

e Monte o nebulizador de acordo com a figura:

[EB Abra o nebulizador.

2 | Coloque o gerador de aerossol. Ndo toque na membrana
(parte metalica curva no centro do gerador de aerossol).

3] Coloque a valvula de inspiragéao.

I Feche o nebulizador.

I Encaixe o bocal.

ﬂ Ligue o cabo do nebulizador.

Introduza o medicamento.

[El Feche o reservatério de medicamentos.

) sente-se numa posicéo vertical e descontraia.
Isso facilita a inalagéo e melhora a rececdo do medicamento
nas vias respiratorias.

Segure o nebulizador sempre na horizontal enquanto esti-
ver a efetuar a inalagdo. Se o nebulizador estiver inclinado
podem ocorrer erros na dosagem.

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

Ainalagcédo deve demorar entre 2 e 3 minutos. A inalagao é termi-
nada assim que deixar de ser gerado aerossol.

e \erifique sempre o reservatorio de medicamentos para garantir
que foi nebulizada a dose completa de Cayston®.

5 Limpeza e desinfeg¢ao

O nebulizador (incl. gerador de aerossol) tem de ser limpo imedia-
tamente apos cada utilizagéo e desinfetado pelo menos uma vez
por dia (encontrara mais informag¢des no manual de instrugdes
para o eFlow®rapid nebuliser system).

6 Substituicao do nebulizador

Cada embalagem de Cayston® para 28 dias contém um nebuliza-
dor Altera®. Utilize o novo nebulizador para cada ciclo de terapia.
7 Conteudo da embalagem

Um nebulizador Altera® com um gerador de aerossol Altera®.

Nao ha acessérios para o nebulizador Altera®.

8 Simbolos

g

Dispositivo médico

Respeitar o manual de instruges

)

Um unico paciente — Varias utilizacdes

Numero de lote
Identificagdo unica do produto
Numero de artigo

Nudmero de série

Temperatura ambiente minima e maxima
Humidade atmosférica minima e maxima

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

N&o eliminar no lixo doméstico. Este produto tem de ser
eliminado conforme as disposi¢bes validas (no seu pais,
estado ou municipio).

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 instrugdes do seu nebulizar Altera® e das caracteristicas de
desempenho do Cayston® podem ser encontrados em:

www.pari.com/altera

Reservamo-nos o direito a efetuar alteragdes técnicas.
Data da informagéo 2023-05

I PykoBoacTBO no akcnnyarauum
HeOynansepa Altera®

. - Hacmosiwee pykogodcmeo o sKcrisayamauyuu OO/mKHO
XpaHUmbCs 8 HAOEXXHOM Mecme.

1 - [MonHocmeto npodumalime pykoeodcmeo o 3KChy-
amauyuu cucmembi eFlow®rapid nebuliser system
neped repabiM ucronb3oeaHuem. B Hem codepxamcsi
8aXKHble 0OMOMHUMEIbHbIE yKa3aHUsi 10 UCMob306ea-
Huto Hebynalsepa Altera®, 8 vacmHocmu, o e2o nood-
KIIOYeHUU, SKCrilyamauyuu, oducmke u 0esuHgeKyuu.

B cny4dae Cepbe3HbIX npoucLlecTsum coobLwmTe 0 HMX
npon3BoanTernto n COOTBETCTBYHOLLEMY BEOMCTBY.

1 HasHauyeHue

Hebynaiizep Altera® c eBase® Controller npegHasHaveH ans npu-
ema nekapctsa Cayston® B Buae aspo3ons Ans UHransumm.

UTtobbl rapaHTUpoOBaTh NpaBuIibHOE 0O3UPOBaHMUE,
HebGynarsep Altera® paspeluaercst UCnonb3oBaTh TONBKO
BMecTe ¢ nekapcteom Cayston®.

2 OO6nacTtb npuMeHeHus / NoKasaHuA

Hebynai3sep Altera® npegHasHayeH 4ns npyuemMa nekapcrea
Cayston® ¢ uenbto neveHnst HPEKLMOHHBIX 3aborneBaHni
nerkux, Bbl3BaHHbIX Pseudomonas aeruginosa 'y 60nbHbIX
MYKOBUCLIA030M.

3 MMpotuBonokasaHus

KomnaHun PARI Pharma GmbH HensBecTHbI NpoT1BOMNOKa3aHus,
oTHocsALWMecs k HeBynainsepy Altera®.

HeobxoamMMo y4nTbiBaTh MPOTUBOMOKA3aHUs, ONMCaHHbIE BO BKNa-
Ablwe B ynakoske Cayston®.

4 Wcnonb3oBaHue Hebynansepa

Heb6ynainsep Altera® paspeluaeTcsi UICNOMb30BaTb TOMbKO COMMacHO

€ero HasHauveHwuo. /13 coobpaxkeHuii rurmeHbl U Bo nsbexaHve

nHdekunn Hebynaisep Altera® paspeluaeTcs UCMONb30BaTh TONBKO

OOHOMY NaLMEHTY.

e [lepen nepBbIM UCMONb30BaHMEM CrieayeT pa3obpatb 1
nNpoMbITb HeOynansep, BKIoYas reHepaTop aspo3orns,

KaK ornmcaHo B PyKOBOACTBE MO 3KCnyaTaumm CUCTeMbl

eFlow®rapid nebuliser system.

e Cobepute Hebynarsep COrMacHO PUCYHKY:

[l OTkpoiite Hebynaiizep.

Al BcraBsTe reHepatop asposonsi. He npukacaiitech K
Memb6paHe (BbINyKNon MeTanim4eckon NnoBepxXHOCTU B
LieHTpe reHepaTopa aspo3ons).

[E] BcraBbTe BAbIXaTernbHbIi knanaH.

I3 3akpoiite Hebynaiizep.

3 YcraHosuTe MyHawTYK.

A Noacoeantnte kabenb Hebynawsepa.

3anenTe nekapcrso.

[E} 3akpoiite emkocTb Anst nekapcTaa.

El Cagsre npsiMo, paccriabsrecs.

3710 obneryaer Npouecc MHransaumMm 1 yny4yaeTt nocrymne-
HWe nekapcTBa B AblXxaTenbHble NyTy.

Bcerga gepxwviTte Hebynaiiaep B BEPTUKANbHOM MOSOXKE-
HUK B TedeHue Bceli npoueaypbl. B cnyyae ero HakmnoHa
BO3MOXHO HENpaBuIibHOE J03MPOBaHNE fekapcTBa.

e PasmecTnTe MyHOLWTYK Mexay 3y60B 1 06xBaTuTe ero rybamu.
MyGbl He [OMKHbI ConpuKacaTbCsl C roflyobiM BblAbIXaTenbHbIM
KnanaHoM.

[nuTenbHOCTb MHranAuMmM AOMMKHA COCTaBMNATb OKOMO 2—3 MUHYT.

WHranaumsa cumtaeTcs 3aBepLUeHHON, ecnn 6onbLue He co3gaeTcs

aspo30sib.

e Bcerga npoBepsinTe eMKOCTb ANd fiekapcTea, Y4Tobbl yoeamTees
B TOM, 4TO Bblna ncnons3osaHa Bcsi Ao3a Cayston®.

5 Ywuctka un gesnHdekumusa

Pa3obpaHHbIn Hebynansep (Bkntoyas reHepaTop aspo3ons) Heob-
XOLMMO BbIMbITb Cpa3y NMocre UCMonb30BaHUS 1 Ae3NHMULMPOBaTL
He pexke OfHOro pasa B [ieHb (AN NonyYeHus AOMNONMHUTENb-

HOW MHdOpPMaLMM CM. PyKOBOACTBO MO 3KCMyaTauum CUCTEMBI
eFlow®rapid nebuliser system).

6 3ameHa HeGynamsepa

Kaxxgas ynakoBka Cayston®, paccuntaHHasi Ha 28 OHeW, COaepXuT
Hebynaisep Altera®. MicnonbayiiTe HOBbIV HeBynansep Ans Kax-
[0ro LMKna neyvyeHus.

7 Copepxxmmoe ynakoBKU

Heb6ynainsep Altera® c reHepaTopom aspo3sons Altera®.
[ononHutenbHble akceccyapbl Ans Hebynaisepa Altera®
OTCYTCTBYHOT.

8 CwumBonbl

MegouumHcKkoe nsgenuve

Cobntogatb PYKOBOACTBO NO 3Kcnnyatauun

DB

[ns ogHoro naumeHTa, BO3MOXXHO MHOIOKpaTHOE
ncnonb3oBaHmne

)

Homep naptum
YHUKanbHbIN naoeHTUdnKaTop n3genuns
ApPTUKYNbHBLIN HOMEP

CepuiiHblli Homep

MWH. 1 Makc. TeMnepaTypa OoKpy)xatoLen cpeabl
MWH. 1 MaKc. OTHOCUTESbHAs BNa)XHOCTb BO3ayxa

MwuH. n makc. gaBsneHue Bosgyxa
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Mapkuposka CE: faHHoe nsgenve cooTBeTcTByeT
eBponenckum TpeboBaHNAM Ans MEANLMHCKUX U3AENUiA
(EC 2017/745).

He ytunmavnpoBatb BMecTe ¢ 6bITOBbIM MycCOpPOM. JTO
nsgenue JOormkHO ObITb YTUNN3MPOBAHO COrMacHo Aen-
CTBYIOLWMM (B BalLel CTpaHe, perMoHe unn MyHuumna-
nuTeTe) NpeanMcaHnsM.

OcTOpOXKHO

Mponssogutens
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[ara Bbinycka

9 CepBuUC U KOHTaKTHas uHdopmauus

B cnyyae TexHu4yeckmx npo6rem unm BonpocoB OTHOCUTENBHO
yCTpOMCTBa 06paTUTeCh K CEPBUCHOMY NapTHepPY. KOHTaKTHble
afpeca CepBMCHOIo NapTHepa, a Takke LMdpoBasi BepCUsi pyko-
BOZCTBa Mo aKkcnyartauum Hebynarsepa Altera® n ero xapakrepu-
CTVKM, NonyyeHHble ana Cayston® gocTynHbI 30ech:

www.pari.com/altera

B0O3MOXHbI TEXHUYECKME N3MEHEHNS.
MHdopmaumsa coctosiHnem Ha: 2023-05

m Navodila za uporabo prsSilnika
Altera®

- Natanc¢no preberite navodila za uporabo.

1 - Pred prvo uporabo preberite Navodila za uporabo
sistema eFlow®rapid nebuliser system. Navodila
vsebujejo dodatne pomembne informacije o uporabi
prsilnika Altera®, zlasti o prikijucitvi, delovanju, ¢is¢enju
in razkuZevanju.

O resnih zapletih obvestite proizvajalca in pristojni drzavni organ.

1 Predvideni namen
Prsilnik Altera® z eBase® Controller je namenjen odmerjanju zdra-
vila Cayston® v obliki prsila za vdihavanije.

Da bi zagotovili praviino odmerjanje, smete prsilnik Altera®
uporabljati samo z zdravilom Caystonom®.

2 Podrocéje uporabel/indikacija

Prsilnik Altera® je predviden za odmerjanje zdravila Cayston® za
zdravljenje pljuénih okuzb, ki jih povzro&a bakterija Pseudomonas
aeruginosa pri bolnikih s cisti¢no fibrozo.

3 Kontraindikacije

Pri podjetju PARI Pharma GmbH niso znane nikakrsne kontraindi-
kacije za prsilnik Altera®.

Upostevaijte kontraindikacije, navedene v navodilih za uporabo
zdravila Cayston®.

4 Uporaba prSilnika

Prsilnik Altera® je dovoljeno uporabljati samo za predvideni namen.

Zaradi higienskih razlogov in prepre€evanja okuzb 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
sistema eFlow®rapid nebuliser system.

e Prsilnik sestavite tako, kot je prikazano na slikah:
EN Odprite prailnik.
3 vstavite proizvajalec aerosola. Ne dotikajte se membrane

(upognjena kovinska povrsina na sredini proizvajalca
aerosola).

E vstavite inspiracijski ventil.

I3 Zaprite prsilnik.

3 Namestite ustnik.

I3 Prikljucite kabel prsilnika.

Vstavite zdravilo.

8 | Zaprite posodo za zdravilo.

] sedite spros¢eno in vzravnano.
To olajSa inhalacijo in izboljSa dovajanje zdravila v dihalne
poti.

Med inhalacijo drzite pr8ilnik ves &as vodoravno. Ce prsil-
nik drzite nagnjeno, lahko pride do napak pri odmerjanju.

e Drzite ustnik med zobmi in ga obdajte z ustnicami. Z ustnicami
se ne smete dotikati modrega ekspiracijskega ventila.

Inhalacija naj traja 2 do 3 minute. Inhalacija se konc¢a takoj, ko se

aerosol preneha proizvajati.

e \edno preverite posodo za zdravilo in se prepriCajte, da je bil
razprsen celoten odmerek zdravila Cayston®.

5 Ciséenje in razkuzevanje
Razstavljeni prsilnik (vkljuéno s proizvajalcem aerosola) je
treba takoj po uporabi ocistiti in vsaj enkrat dnevno razkuziti

(dodatne informacije najdete v navodilih za uporabo sistema
eFlow®rapid nebuliser system).

6 Zamenjava prsilnika

Vsako pakiranje zdravila Cayston® za 28 dni vsebuje en prsilnik
Altera®. Za vsak cikel zdravljenja uporabite nov prsilnik.

7 Vsebina pakiranja

Prsilnik Altera® in proizvajalec aerosola Altera®.
Za prsilnik Altera® ni dodatne opreme.

8 Simboli

5

Medicinski pripomocek

Upostevajte navodila za uporabo

E_’_ﬂ') En sam bolnik — ve¢kratna uporaba
LOT| Stevilka serije

Edinstveni identifikator izdelka
Stevilka izdelka

Serijska Stevilka

Minimalna in maksimalna temperatura okolice
Minimalna in maksimalna zra¢na vlaga

Minimalni in maksimalni zra¢ni tlak
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Oznaka CE: ta izdelek je v skladu z evropskimi
zahtevami o medicinskih pripomockih 2017/745.

Izdelka ni dovoljeno odstraniti med gospodinjske
odpadke. Ta izdelek je treba odstraniti v skladu
z veljavnimi predpisi (v vasi drzavi ali obgini).

Previdno
Proizvajalec

Datum izdelave
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9 Servis in stik

V primeru tehni¢nih tezav ali vprasanj o pripomocku se obrnite na
svojega servisnega partnerja. Naslove za stik odgovornega servi-
snega partnerja ter digitalno razliico navodil za uporabo prSilnika
Altera® in znacilnosti delovanja, dolo¢ene za zdravilo Cayston®,
lahko najdete na:

www.pari.com/altera

Pridrzujemo si pravico do tehni¢nih sprememb.
Stanje informacij: 2023-05



