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Bracketing convention:
{text}

<text>

[Green text]:

Information to be filled in, i.e. normal text.
Text to be selected or deleted as appropriate.
Guidance and explanatory notes only. This text should not be included on the

printed packaging materials.

[English (EN)

IAnnex IITIA (outer packaging or
immediate packaging):

Contains fluorinated greenhouse gases.

<Each inhaler contains {X} <g><kg> of {fluorinated greenhouse
gas name} corresponding to {Y} tonne CO, equivalent (global
warming potential GWP = {Z}).>

The accepted industry designation for the fluorinated greenhouse
gases concerned (e.g. HFC-134a), or, if no such designation is
available, the chemical name must be mentioned too.

IAnnex I11B:
6. Contents of the pack and other
information

This medicine contains fluorinated greenhouse gases.

[Each inhaler contains {X} <g><kg> of {fluorinated greenhouse
gas name} corresponding to {Y} tonne CO, equivalent (global
warming potential GWP = {Z}).

The accepted industry designation for the fluorinated greenhouse
gases concerned (e.g. HFC-134a), or, if no such designation is
available, the chemical name must be mentioned too.

Bulgarian (BG)

[MPUJIOXEHUE IIIA: (BTopruHa nnu
MbPBUYHA OIIAKOBKA)

Chabprka GayopehIbprkally NapHUKOBH T'a30Be.

<Bceku unxanarop ceabpxa {X} <g><kg> {ume Ha
(biTyopChabpIKaIINs MAPHUKOB ra3}, KOETO ChOTBETCTBA HA
{Y} Tona exBuBanenT Ha CO; (moTeHIMaN 3a TII00aTHO
BaroruisHe (global warming potential, GWP) = {Z})>

TTPUJIOKEHUE I11b:
6. ChbabprkaHue HA OMAaKOBKaTa U
TOMBIHUTETHA HHGOPMAIUS

ToBa ekapcTBO ChabpKa (GIyOpPCHIbpIKAIIY TAPHUKOBU Ta30BE.
Bceku nHxanaTop cpappika { X} <g><kg> {ume Ha
(biTyopChabpIKaIIys MTAPHUKOB Ta3}, ChOTBETCTBAIY HA

{Y} Tona exBuBanenT Ha CO; (moTeHIMaN 32 TII00aITHO
BaroruisHe (global warming potential, GWP) = {Z}).

QRD statements for metered dose inhalers containing fluorinated greenhouse gases

EMA/430888/2024 Corr.2

Page 2/9



Croatian (HR)

PRILOG IIA (vanjsko pakiranje ili
unutarnje pakiranje):

Sadrzi fluorirane staklenicke plinove.

Jedan inhalator sadrzi {X} <g><kg> {naziv fluoriranog
stakleniCkog plina}, $to odgovara {Y} tona ekvivalenta CO,
(potencijal globalnog zagrijavanja [engl. global warming
potential, GWP] = {Z}).>

PRILOG IIIB:
6. Sadrzaj pakiranja i druge informacije

Ovaj lijek sadrzi fluorirane staklenicke plinove.

Jedan inhalator sadrzi {X} <g><kg> {naziv fluoriranog
staklenickog plina}, Sto odgovara {Y} tona ekvivalenta CO,
(potencijal globalnog zagrijavanja [engl. global warming
potential, GWP] = {Z}).

Czech (CS)

PRILOHA IIIA (vn&j§i obal nebo
vnitini obal):

Obsahuje fluorované sklenikové plyny.

Jeden inhalator obsahuje {X} <g><kg> {nazev fluorovaného
plynu}, coz odpovida {Y} tunam ekvivalentu CO; (potencial
globalniho oteplovani GWP = {Z}).>

PRILOHA IIIB:
6. Obsah baleni a dalsi informace

Tento 1éCivy pripravek obsahuje fluorované sklenikové plyny.
Jeden inhalator obsahuje {X} <g><kg> {nazev fluorovaného
plynu}, coz odpovida {Y} tunam ekvivalentu CO; (potencial
globalniho oteplovani GWP = {Z}).

[Danish (DA)

BILAG IIIA (pé den ydre emballage
eller pd den indre emballage):

Indeholder flourholdige drivhusgasser.

Hver inhalator indeholder {X} <g><kg> {navn pa
drivhusgassen} svarende til {Y} ton CO-akvivalenter (globalt
opvarmningspotentiale GWP = {Z}).>

BILAG IIIB:
6. Pakningssterrelser og yderligere
oplysninger

Dette leegemiddel indeholder flourholdige drivhusgasser.

Hver inhalator indeholder {X} <g><kg> {navn pa
drivhusgassen} svarende til {Y} ton CO»-akvivalenter (globalt
opvarmningspotentiale GWP = {Z}).

6. Inhoud van de verpakking en overige
informatie

[Dutch (NL)

B1J LAGE IIA (de buitenverpakking of|Bevat gefluoreerde broeikasgassen.

de primaire verpakking): Elke inhalator bevat {X} <g><kg> {naam van het gefluoreerde
broeikasgas}. Dit komt overeen met {Y} ton CO,
(aardopwarmingsvermogen GWP = {Z}).>

BIJLAGE IIIB: De medicijn bevat gefluoreerde broeikasgassen.

Elke inhalator bevat {X} <g><kg> {naam van het gefluoreerde
broeikasgas}. Dit komt overeen met {Y} ton CO,

(aardopwarmingsvermogen GWP = {Z}).
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[Estonian (ET)

[IIA LISA (vilispakendil voi

Sisaldab fluoritud kasvuhoonegaase.

6. Pakendi sisu ja muu teave

sisepakendil): <Uks inhalaator sisaldab {X} <g><kg> {fluoritud
lkasvuhoonegaasi nimetus}, mis vastab {Y} tonnile CO,
ekvivalendile (globaalse soojenemise potentsiaal GWP = {Z}).>
[11B LISA: IRavim sisaldab fluoritud kasvuhoonegaase.

Uks inhalaator sisaldab {X} <g><kg> {fluoritud
lkasvuhoonegaasi nimetus}, mis vastab {Y} tonnile CO,
ekvivalendile (globaalse soojenemise potentsiaal GWP = {Z}).

6. Pakkauksen siséltd ja muuta tietoa

Finnish (FT)
LITE IIA: (ulkopakkaus tai Sisiltda fluorattuja kasvihuonekaasuja.
sisépakkaus) Yksi inhalaattori siséltdd {X} <g><kg> {fluoratun
lkasvihuonekaasun nimi*}, joka vastaa
{Y*} CO,-ekvivalenttitonnia (lammityspotentiaali
GWP = {Z}).>
[*to be inflected in the partitive case]
LIITE IIIB: Tami lddke sisiltda fluorattuja kasvihuonekaasuja.

'Yksi inhalaattori siséltdd {X} <g><kg> {fluoratun
lkasvihuonekaasun nimi*}, joka vastaa
{Y*} COs-ekvivalenttitonnia (lammityspotentiaali GWP = {Z}).

[*to be inflected in the partitive case]

French (FR)

IANNEXE IIIA (emballage extérieur ou
conditionnement primaire) :

Contient des gaz a effet de serre fluorés.

<Chaque inhalateur contient {X} <g><kg> de {nom du gaz a
effet de serre fluoré} correspondant a {Y} tonne équivalent CO»
(potentiel de réchauffement global (PRG) = {Z}).>

ANNEXE IIIB :
6. Contenu de I’emballage et autres
informations

Ce médicament contient des gaz a effet de serre fluorés.

Chaque inhalateur contient {X} <g><kg> de {nom du gaz a effet
de serre fluoré} correspondant a {Y} tonne équivalent CO,
(potentiel de réchauffement global (PRG) = {Z}).
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German (DE)

IANHANG IIIA (auf der dusseren
umhiillung oder auf dem behéltnis):

[Enthélt fluorierte Treibhausgase.

Jeder Inhalator enthalt {X} <g><kg> {Bezeichnung des
fluorierten Gases} entsprechend {Y} Tonnen CO,-Aquivalent
(Treibhauspotential GWP = {Z}).>

ANHANG IIIB:
6. Inhalt der Packung und weitere
Informationen

Dieses Arzneimittel enthilt fluorierte Treibhausgase.
Jeder Inhalator enthélt {X} <g><kg> {Bezeichnung des
fluorierten Gases} entsprechend {Y} Tonnen CO,-Aquivalent

(Treibhauspotential GWP = {Z}).

Greek (EL)

ITAPAPTHMA IIIA (e€wtepikn
GUGKELOCIO 1) GTOLYEIDONG

[Tepiéyet pBoprovya aépra Beproknmiov.
Ka0e suokevn stomvong mepiéyet { X} <g><kg> {ovopacia

CUOKEVOI): pOopLov oL aepiov} mov avticTorel 6e {Y} TOVOLG 1G0SHVOLOL
CO; (dvvapiko Bépuavong tov mhavintn GWP = {Z}).>

TTAPAPTHMA II1B: IAVTO TO PappaKo TEPLEYEL POopLovYL aépla Beppoknmiov.

6. Ilepieydpeva g cvokevaciog kar  [Kébe cuokevn| elomvong mepiéyet { X} <g><kg> {ovopacio

Loumég TANpoPopies pBoplovyov aepiov} mov avtiotoyyel g {Y} TOVOLS 16000VOO
CO; (dvvapko 0épuavong tov mhovintn GWP = {Z}).

Hungarian (HU)

[IIA. MELLEKLET (kiils6 csomagolas
vagy kozvetlen csomagolas):

Fluortartalmu iiveghazhatasu gazt tartalmaz.

{X} <g><kg> {fluortartalmi iiveghazhatasa gaz neve}-t
tartalmaz inhalatoronként, amely {Y} tonna CO,-egyenértéknek
felel meg (globalis felmelegedési potencial [global warming
potential, GWP] = {Z}).>

[11B. MELLEKLET:
6. A csomagolas tartalma és egyéb
informaciok

Ez a gyogyszer fluortartalmu iiveghazhatasa gazt tartalmaz.

{X} <g><kg> {fluortartalm iiveghazhatasa gaz neve}-t
tartalmaz inhalatoronként, amely {Y} tonna CO,-egyenértéknek
felel meg (globalis felmelegedési potencial [global warming
potential, GWP] = {Z}).

Icelandic (IS)

VIDAUKI IIIA (ytri eda innri
umbudir):

Inniheldur flioradar grodurhusalofttegundir.

Hvert inndndunartaeki inniheldur {X} <g><kg> af {heiti
fliorudu grodurhusaloftegundarinnar} sem samsvarar
{Y} tonnum CO»-igilda (hnatthlynunarmattur = {Z}).>

VIDAUKI IIIB:
6. Pakkningar og adrar upplysingar

ILyfid inniheldur fluoradar grédurhusalofttegundir.

Hvert innéndunartaeki inniheldur {X} <g><kg> af {heiti fliorudu
grodurhusaloftegundarinnar} sem samsvarar {Y} tonnum
CO»-igilda (hnatthlynunarmattur = {Z}).
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Irish (GA)

6. Inneachar an phacaiste agus faisnéis
eile

[ARSCRIBHINN IIIA (an Ta gais cheaptha teasa fhluairinithe ann.

ﬂlorphaca}stllocht no an Ta {X} <g><kg> {ainm an ghais cheaptha teasa fhluairinithe} 1

neasphacaistiocht): ngach analoir lena gcomhfhreagraitear do {Y} tona de choibhéis
CO; (poitéinseal téimh dhomhanda PTD = {Z}).>

[ARSCRIBHINN IIIB: Ta gais cheaptha teasa fhluairinithe sa chogas seo.

Ta {X} <g><kg> {ainm an ghais cheaptha teasa fhluairinithe} i
ngach analoir lena gcomhfhreagraitear do {Y} tona de choibhéis
CO; (poitéinseal téimh dhomhanda PTD = {Z}).

Italian (IT)

ALLEGATO IIIA (confezionamento
primario o secondario):

Contiene gas fluorurati a effetto serra.

Ogni inalatore contiene {X} <g><kg> di {nome del gas
fluorurato} che corrispondono a {Y} tonnellate di CO,
equivalente (potenziale di riscaldamento globale = {Z}).>

ALLEGATO IIIB:
6. Contenuto della confezione e altre
informazioni

Questo medicinale contiene gas fluorurati a effetto serra.
Ogni inalatore contiene {X} <g><kg> di {nome del gas
fluorurato} che corrispondono a {Y} tonnellate di CO»

equivalente (potenziale di riscaldamento globale = {Z}).

Latvian (LV)

[IIA PIELIKUMS (argjais iepakojums
vai tieSais iepakojums):

Satur fluorétas siltumnicefekta gazes.

Katrs inhalators satur{X} <g><kg> {fluorétas siltumnicefekta
gazes nosaukums}, kas atbilst {Y} tonnam CO, ekvivalenta
(globalas sasilSanas potencials GSP = {Z}).>

[11B PIELIKUMS: So zalu sastava ir fluorétas siltumnicefekta gazes.

6. Iepakojuma saturs un cita Katrs inhalators satur {X} <g><kg> {fluorétas siltumnicefekta

informacija gazes nosaukums}, kas atbilst {Y} tonnam CO, ekvivalenta
(globalas sasilSanas potencials GSP = {Z}).

Lithuanian (LT)

IIIA PRIEDAS (iSoriné pakuoté arba
vidiné pakuote):

Sudétyje yra fluorinty $iltnamio efekta sukelianc¢iy dujy.

Kiekviename inhaliatoriuje yra {X} <g><kg> {fluorinty
Siltnamio efekta sukelian¢iy dujy pavadinimas}, atitinkancio
{Y?} tonos CO; ekvivalentu (visuotinio atSilimo potencialas
(VAP) = {Z})>

[1IB PRIEDAS:
6. Pakuotés turinys ir kita informacija

Sio vaisto sudétyje yra fluorinty $iltnamio efekta sukelianciy
dujy.

Kiekviename inhaliatoriuje yra {X} <g><kg> {fluorinty
Siltnamio efekta sukelian¢iy dujy pavadinimas}, atitinkancio
{Y} tonos CO; ekvivalentu (visuotinio atSilimo potencialas

(VAP) = {Z}).

QRD statements for metered dose inhalers containing fluorinated greenhouse gases

EMA/430888/2024 Corr.2

Page 6/9




Maltese (MT)

IANNESS IIIA (pakkett ta’ barra jew
pakkett 1i jmiss mal-prodott):

Fih gassijiet fluworurati b’effett ta’ serra.

Kull inalatur ghandu {X} <g><Kg>ta’ {l-isem tal-gass
fluworurat b’effett ta” serra} ekwivalenti ghal {Y} tunnellata
CO, ekwivalenti (il-potenzjal ta’ tishin globali GWP = {Z}).>

IANNESS IIIB:
6. Kontenut tal-pakkett u informazzjoni
ohra

Din il-medic¢ina fiha gassijiet fluworurati b’effett ta’ serra.
Kull inalatur ghandu {X} <g><Kg>ta’ {l-isem tal-gass
fluworurat b’effett ta” serra} ekwivalenti ghal {Y} tunnellata
CO; ekwivalenti (il-potenzjal ta’ tishin globali GWP = {Z}).

6. Innholdet i pakningen og ytterligere
informasjon

Norwegian (NO)
VEDLEGG IITA: Inneholder fluorholdige klimagasser.
Hver inhalator inneholder {X} <g><kg> {navn pa fluorholdig
[klimagass} som tilsvarer {Y} tonn CO,-ekvivalenter (GWP-verdi
(globalt oppvarmingspotensial) = {Z}).>
VEDLEGG IIIB: Inneholder fluorholdige klimagasser.

Hver inhalator inneholder {X} <g><kg> {navn pa fluorholdig
lklimagass} som tilsvarer {Y} tonn CO;-ekvivalenter (GWP-verdi
(globalt oppvarmingspotensial) = {Z}).

Polish (PL)

IANEKS IIIA (opakowania zewnetrzne
lub opakowania bezposrednie):

Zawiera fluorowane gazy cieplarniane.

Kazdy inhalator zawiera {X} <g><kg> {nazwa fluorowanego
gazu cieplarnianego} co odpowiada {Y} tony rownowaznika
CO; (wspotczynnik globalnego ocieplenia GWP = {Z}).>

ANEKS I1IB:
6. Zawartos¢ opakowania i inne
informacje

Ten lek zawiera fluorowane gazy cieplarniane.

IKazdy inhalator zawiera {X} <g><kg> {nazwa fluorowanego
gazu cieplarnianego} co odpowiada {Y} tony rownowaznika
CO; (wspotczynnik globalnego ocieplenia GWP = {Z}).

Portuguese (PT)

IANEXO IITA (no acondicionamento
secundario ou no acondicionamento
primario):

Contém gases fluorados com efeito de estufa.

Cada inalador contém {X} <g><kg> de {nome do gas fluorado
com efeito de estufa} que corresponde a {Y} toneladas de
equivalente de CO; (potencial de aquecimento global
PAG = {Z}).>

IANEXO IIIB:
6. Contedo da embalagem e outras
informacdes

[Este medicamento contém gases fluorados com efeito de estufa.
Cada inalador contém {X} <g><kg> de {nome do gas fluorado
com efeito de estufa} que corresponde a {Y} toneladas de
equivalente de CO; (potencial de aquecimento global

PAG = {Z}).
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Romanian (RO)

ANEXA IIIA (ambalaj secundar sau  |Contine gaze fluorurate cu efect de sera.

ambalaj primar): Fiecare inhalator contine {X} <g><Kg> din {numele gazului
fluorurat cu efect de sera} corespunzitor la {Y} tone de
echivalent CO, (potential de incalzire globala PIG = {Z}).>

ANEXA IIIB: |Acest medicament contine gaze fluorurate cu efect de sera.
6. Continutul ambalajului si alte Fiecare inhalator contine{X} <g><Kg> din {numele gazului
informatii fluorurat cu efect de sera} corespunzitor la {Y} tone de

echivalent CO, (potential de incilzire globala PIG = {Z}).

Slovak (SK)

PRILOHA IIIA (vonkajsom obale Obsahuje fluérované sklenikové plyny.

alebo vnutornom obale): Kazdy inhalator obsahuje{X} <g><kg> {nazov fluérovaného
sklenikového plynu}, ¢o zodpoveda {Y} tonam ekvivalentu CO>
(potencial globalneho oteplovania GWP = {Z}).>

PRILOHA IIIB: Tento lick obsahuje fluérované sklenikové plyny.

6. Obsah balenia a d'alSie informacie Kazdy inhalator obsahuje {X} <g><kg> {nazov fluérovaného
sklenikového plynu}, ¢o zodpoveda {Y} tonam ekvivalentu CO,
(potencial globalneho oteplovania GWP = {Z}).

Slovenian (SL)

PRILOGA IIIA (zunanja ovojnina ali  [Vsebuje fluorirane toplogredne pline.

primarna ovojnina): En inhalator vsebuje {X} <g><kg> {ime fluoriranega
toplogrednega plina}, kar ustreza {Y} tone ekvivalenta CO,
(potencial globalnega segrevanja (GWP) = {Z}).>

PRILOGA IIIB: To zdravilo vsebuje fluorirane toplogredne pline.
6. Vsebina pakiranja in dodatne [En inhalator vsebuje {X} <g><kg> {ime fluoriranega
informacije toplogrednega plina}, kar ustreza {Y} tone ekvivalenta CO,

(potencial globalnega segrevanja (GWP) = {Z}).

Spanish (ES)

ANEXO IIIA (embalaje exterior o Contiene gases fluorados de efecto invernadero.

acondicionamiento primario): Cada inhalador contiene {X} <g><kg> de {nombre del gas
fluorado de efecto invernadero} que corresponde a {Y} toneladas
de CO» equivalente a (potencial de calentamiento
global PCG = {Z}).>

IANEXO IIIB: [Este medicamento contiene gases fluorados de efecto

6. Contenido del envase e informacién [nvernadero.
adicional Cada inhalador contiene {X} <g><kg> de {nombre del gas

fluorado de efecto invernadero} que corresponde a {Y} toneladas
de CO» equivalente a (potencial de calentamiento global
PCG = {Z}).
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Swedish (SV)

BILAGA IIIA (pa yttre forpackningen |Innehéller fluorerade vixthusgaser.

eller innerforpackningen): <Varje inhalator innehaller {X} <g><kg> {namn pa
vaxthusgasen}, motsvarande {Y} ton CO; (global warming
potential GWP = {Z}).>

BILAGA IIIB:  |Detta likemedel innehéller fluorerade vixthusgaser.
6. Forpapknmgens innehéll och dvriga Varje inhalator innehaller {X} <g><kg> {namn pa
upplysningar vixthusgasen}, motsvarande {Y} ton COa (global warming

potential GWP = {Z}).

QRD statements for metered dose inhalers containing fluorinated greenhouse gases
EMA/430888/2024 Corr.2

Page 9/9



	Word Bookmarks
	BodyBlank


