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Mylafent®

12 microgram/hour
Transdermal Patch

fentanyl

Each Mylafent™ 12 microgram/hour transdermal

contains 2,1 mg of fentanyl in a pateh size 5,25 cm? relleasing
12.5 micrograms of fentanyl per hour.

New advice for drivers - see |eaflet inside,

Disposal after use:

Keep the pouch after removing the patch inside. Keep it to put
your used patch in. As soon as you take the patch off, fold it
firmlly in half (sticky sides together) and put it back in the pouch.
Either discard in the bin with the householld

:\L _____________________________ _,I rubbish or return to the pharmacy. @Mylan

95I

5‘0166 004877 >

Excipients: Adhesive layer: polyacrylate adhesive,

Backing layer: polyethylene terephthalate/ethyl vinyl

acetate film white printing ink. Protective liner: siliconised
polyester film,

For transdermal use.

Haow to use the patches/medicine:

Mylafent® shoulkd be wom continuously for 3 days (72 hours). ltis
important to change your patch on the comect day at the same
time that it was appled, Read the package leaflet before use.

This medicine can make you feel sleepy. Do not drive while
taking this medicine until you know how it makes you feel,
See the leaflet inside for more information.

Keep out of the sight and reach of children, W
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5 Matrix Transdermal Patches
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Transdermal Patch

Mylafent®
12 microgram/hour
fentanyl

Transdermal Patch
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Vidhafiningsyta: Polvakrathéftmassa,

Skyddsfilm: Polyetdenteritalat/ etylervinylacetatfilm,
wit tryekidtg.

Shkyddande lager: Silikonizerad polyestarfilm,

Fér anvindning pa huden,
Fentanyl, Sven | anviinda plister, kan vara

it Fentanyl Mylan

Haga halter av fentanyl finne kvar i plastret dven after

apvarmlng. Vik ihop anvant plster med den kibbiga - -
e 12 mikrog/timme
aterdimnas tll apotek.

fentanyl

Lis bipacksedeln fdre anviindning,
Fiir instruktionar om hur pisen Gppnas se

Varje Fentanyl Mylan 12 mikrogram/timme
depotplaster innehaller 2,1 mg fentanyl

bipacksedel
Férvaras utem syn- och riickhall 16r barm.

i ett plaster som &r 5,25 cm® och frisétter
12,5 mikrogram fentanyl/timme.

Mylan AB
@Mﬂa" ‘ E‘#‘m*""“' @] Hylan

10 depotplaster Vnr 57 64 20

| =

(]
=B
sE
zH

=
-
w B

Fentanyl Mylan
12 mikrog/timme

\. sowI0GH ) |
I
| /
1
| T

— 764205




: FENTANYL
i+ MYLAN
12 mikrogramivhodiny | 12
¢ transdermilni naplast mikrogramdyhoding

NY1AN
TANVLNIS

[ Mylan

! pdw:tmvd lamindtova félie
t_puhra‘tlwlmamﬂdamua [ ethyhvinylacetétova fdls)

J ool fentanylum
' Ochrannd vrstva

| silikonizovand pegoterdtovd folie EFEthA.NYL

: Ef:‘d Dnuilltr: :c:ﬁi‘a;’[t:hn pfibalovou infarmaci, EMYLAN

| Navod, jak oteviit satek, najdete v pibalove | : . .
.nronnadmbumsae 12 mikrogramd/hodinu 12
| Uchovévelte mimo dohled a dosah détl, transdermalni naplast mikrograrihoding
{ l
| Nepouzitelns Béive vratte do Mkarny. h
i 5 transdermalnich naplasti
| Vycte) léciveho piipravi vizdn na lékafsky predps. i iy
] Reg.t.: 65/412M2-C B0D03T5:50:R2 obeahuje fentanylum 2,1 mg
w naplasti o velikosti 5,25 em*
! IE]Mylan K] % Vi a wvaluje 12,5 mikrogrami
Br BAr, fertanyly za hodinu,
Hmrcruwm ENG 1TL .
Velkd BritAnis

5941 58 831 ?2

1sefdey julsuLspsUR)
nujpouIsBanw 2|

g
o
b
%
¥
2

mikrogrami/hedinu

cl
12

veA i) nupoymwRIB oo
Nsepdpu Yo puepsUR) §
ir
last

ndp

transdenmilni

FENTANYL
MYLAN
12 mi

o I LR

1
=
|

] F 0 I Fentanyl/Mylan

I izmmuﬁm'é"“ 12 meg cipe S Y

SO,
B To i aleyaly i o m et N Tov Tjna avalnares
i e AAIOmCN, SR 0 SAD DTV G T NNk,
Ha pukooera o bion my onvoda 3o plirov sm By rpeecrvilovy
1 Ml

e D Ll s e R ey

VLT e b T dna
mmwmwmmwuw

Mﬂmhwmmmummm
s ey Sl

Prgacri Tl MGy Y0 TO Cral oo eafect] ATt} CurraT iy
™ e mep. 3 dpipou 1 ou K 34852008

AnBace, Abic, Kurpopopine: 12401 14022013
wmmmmu—mnﬂmm!ﬁm

El\ﬂﬂﬂﬂ mm—mmuwmu
Arrurowin, 164 §1, EBL 1k 71079 34 410




A |

/ Fentanyl Mylan f .

| /O \

/ IS 12 mikrog/time || II'I
sgcaosisachs || fentanyl & depotplastre ([ Mylan |

Selvklazbende lag - =
Selvklebande polyacrylat B %
Bagsidefilm % =
mﬂﬂmhﬂ“mmh“wﬂ“ﬂ“”ﬂm“ 8 depotplastre Vnr 12 68 27 ¢ B
lig beskyttelsesfilm g £
S sopesterin il Fentanyl Mylan § 1
Til transdermal anvendelse, g g
Lzes indlegssedlen inden bru 3 T - 3
£4 rcesganacten alar travet for = 12 mlkrog/tlme
instruktion om abning af brevet. & E
= E’ Hvert 12 mikrogram/time depotplaster indsholder = E
Ek 2,1 mg fentanyl | et plaster pa 5,25 e og frighver =
£ E 12,5 mikrogram fentanyl pr. time 4| E
[MMylan "‘"‘"ifﬁmw o B ﬂ o B
I MTnr 48719 L IE' M?Ian '8

/om0

1 Wrugos Eedsapsuen oo aisPd § s
annjwesBelow | @
I ue|Ayy Jeysedxuyew JAuejuay pt
— | Fentanyl matrixpleister Mylan L oot J Fentanyl
| 12 microgram/uur e MR migttix-
o 5 g 5 ister
f. S pleisters voor nel getiuie mylan | Fentanyl matrixpleister ylan
a 12 micro- ., = 12 micro-
e T gam/uur | Mylan 12 micybgram/uur | gram/uur
5 pleisters . @ 5 plaisters
Builen het zicht en bereik van kinderen houden, voor pleister voor transdprmaal gebrujk | woor
De R Dl e TR L B e transdermasal a48e a8E 890 SE@ | transdermaal
worden. Een nieuwa pletster dient steeds op een andera ‘m :': : .' : ] : *m
plaats to worden aangebracht dan de vorige. Er dionen ten Polyacrylaat i) i & aa & u
minste 7 dagen voorblj te gaan voondat u dazelide plak Kooflaag el e = = =
SHNmI T geb b, Dragenfiim: . - ® e
Girote hoeveelheden fentanyl blijven achler in de transder Palyethyleen- - . e 8 . |
e i A A S
, in do verpakking worden bawaard totdat u umm m fiim Bl Voo ok “’""“‘,g‘hﬂ:f:t,;'fsmw
. vemieligen of naar de apotheek kunt brengen. Alla onge- - Ml b RVG 109404
bruikte producten of afivalmateralen disnen te worden Pmrg' ] . UR
| vemnistigd ovemenkomstig lokale voorschriften. i L ] ses @ ses
L ] [ ] - LA N L]
iconi-
mml:::chlhluhn of hct'r;:ct:hd Inef\wor instructies wsl coni | @Myl’aﬁ 1Y T
— ik ——
*am:




—

V&
[ HIHRIEED

1 lFentanyl Mylan \ [
e |' bancdermioues (P @Mylan | )

Lite la mafce manl ulilisalion,
Ouweriune du sachel - &8 sdlbner 4 4 rolice su au sschal
Tenir hars de la vue & de fa poriée des entants,
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miéme aprés lemginl. LEs dispositits usages colvent dtre plids en dewy,

la fage adhésive éhant feurnée vers Iintériewr, puis placés & cenlre de
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utilisé. do¥ e rapporit & la pharmacie.
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Ut transdémmico, O seisma transcérmico
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Deve-se aplicar o nova sistema transdérmico ruma zona difenente
da pele apde rermogio do sisterna transdérrico antedor. O
s [ocal de aplicacio s6 deve Ser novarnents ussdo apte um
intervalo de pelo mencs T dias, Consultar o folheto informative
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Excipients: Adhesive ja olyacrylate adhesive.
Eackmg fayer: pol ym tsrephthulute}ethyl wvinyl

tate film whrm pﬁnﬁng ink. Profective liner: siliconised
polyuter film.
For transdermal use,
How to use the paiches/medicine:
Mylafent® should be worn continuously for 3 {72 hours). kis
important to change your patch on the correct day at the same
ftime that it was appliec. Read the package keaflet before use.
This medicine can make you feel sleepy. Do not drive while
taking this medicine until you know how it makes you feel
See the leafiet inside for more information.

Keep out of the sight and reach of children. W

5 Matrix Transdermal Patches

PL 04569/1262
Ma Holider: Mylan, Potters Bar, Hertfordshire, ENG 1TL,
United Kingdom.

Mylafent®

Transdermal Patch
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5 Matrix Transdermal Patches

Mylafent®
25 microgram/hour

Transdermal Patch

fentanyl

Each Mylafent® 25 microgram/hour transdermal patch

contains 4.2 mg of fentanyl in a patch size 10.5 cm? releasing
25 micrograms of fentanyl per hour.

New advice for drivers - see leaflet inside.

Disposal after use:

Keep the pouch after removing the patch inside. Keep it to put
your used patch in. As soon as you take the patch off, fold it
firmlly in half (sticky sides together) and put it back in the pouch.
Either discard in the bin with the household rubbish or retum to

the pharmacy. @ My‘an
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Mylafent®
25 microgram/hour
Transdermal Patch

fentanyl
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20 transdermale Pflaster

Transdermale Anwendung
Packungsbeilage beachten. Zum Offinen des Beutels bitte
Packungsbetlage beachten.

Arzreimitiel flr Kinder unzugiinglich aufbewahren.
Verschreibungspilichtig

Zul-Nr, 345770000

Fentanyl Mylan

25 Mikrogramm/Stunde
transdermales Pflaster

Fentany

Jecles transdermale Pilaster
mit 10,5 cm® Absorptionsfliche enthélt 4.2 mg Fentamyd
und sstzt 25 Mikrogramm Famtamy pro Stunde fred,
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Lire [2 potice avant uiilsation,
Oarverture du sachet : ge réfdrer & |2 notice ou au sachet.
Tenir hors de |a vue et de |a portée des enfants.

D forles guantités de fantany! restent dans fes dispositifs tansdermiques
méme apras 'empiol. Lee disposites ueagée doivent e pliés en dewy,
Ia face achésiva gtant toumiée vers 'inténeur, puls plachs su centre de
Ia tace collzmte du rabat du systéme de récupéretion 2iteé dans |'dtiguetts
20 oS du sache?, Le tout doft &tre comservé hors de 1a vue &t de la parée
deg enfants Le sachit amgl tormd et comlerant e dapoaitt ulilisd ou ron
wtilisd, doit &tne rapporté 4 la pharmache,
Pour faciliter Mutilisation de
ce médicament, inscrivez, CE MEDICAMENT
pour chague dispasitil, 1a date + GROSSESSE
&t I'hewre auxpuelles vous | avez = DANGER

Ne pas ufiliser chez
la femme enceinte,
sauf en l'abzence

appligu :
d'alternative
thérapoutigue
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USTA DOS EXCIFIENTES Camacia adesiva: Pollacrilato adesivo;

dave ser utilizedo continuemants durants um periodo de 72 horas.
Deve=se aplicar o nove sistema transdérmico numa zona diferente
da pele apds remogic do sistema transdérmico anterior. O
meama leca] de apllcagio ad deve ser novamente usade apds um
infervalo de pelo menos 7 dias. Consultar o folheto informative
antea de utilizar. Gonsultar o folheto informative ou & sequeta para
instrugbes de como abrir & saquets,

USO EXTERNO

Manter fora da vista e do alcance  das criangas,
Medicamento sujeito a receita

Parmanecem alnda no alstema quanﬂchdaa alevadss de
fentando, mesmo apds a sua utilizagio, Os sisternas depois de
removidos, devem ser dobrados ao meio, com as aupericies
adesivas viradas uma para a outra, @ mantidos na embalagem
axtarior alé ser eliminados de forma segura ou ser entregues na
farmécia, Os produtoa ndo utllizados ou os residuos devem ser
elminados de acordo com as megincias locas.

Aegisto n® 5462916 no INFARMED.
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tran gl.l}l'

vmqu'qnsﬂennlq"uy ::

Ferity® 4% mg

wgd rhrd § g

Excigents #® .

Face

Facs »&‘}“ ! ;ll. ]
mm“ mwmm ..
o impresson blanche.

Feuilet de prubection : fim polyester siconé.

0,5 cmz,
Iparlm.n

Pl;.'rur usage
externa

DMyIan

Fentanilo Mylan

25 microgramas/hora
Sistema transdérmico

25mcgfh

Fentanilo S
& sistemas transdérmicos
Cada sistema transdérmiico Fentanilo Myllan

Shaman faradiion

"SdG2016"

Médicamen? autorisé n® 14009 22302300

Soyez trés prudent
W par condulre ana Pz

CIFEYRY o un professasnel ge santé

5 sisternas tranadémmicoa

M3

Fentanilo Mylan

25 microgramas/hora

Sigtema transddrmico




08

690238.7 @
En & parche traredémico quedan grandss
cantidades da fertanile ircluso después de
U ued, Los parches utilzados daban
doblarss por la mitsd, con la superficie
adhesiva hacia dentr, y conserdarss en al
envase exterior hasta que saan eliminados
da fiorma sagura o enfragados en la farmacia

La eiminacicn del medicamanta no utlizadoy da todos los
materiakes que hayan sstada en contacko con & e malzard da
acuanda con la nomativa lozal.

Feritanika hatrix ban dabs pemanecsr colocado durante 72 horas
saguidas. Siempra que s calaque un nusvo parche 52 aplizard sn
otra zona distinta da lapisl Deben transcur al menes 7 dias antss
da waker 3 utilizar la misma zona.

MMylan

g;ﬁn Phanraceuticals, 5L
@ lom, 2-4, 5 planta
03033 - Barcelona

(2]

Excipients: Adhesive layer: polyacrylate adhesive.
Backing layer: pollyethylene terephthalate/sthyl vinyl acetate film
white printing ink, Protective liner: siliconised polyester film,

For transdermal use.

How to use the patches/medicine:

Mylafent® should be worn continuously for 3 days (72 hours). It is
important to change your patch on the comrect day at the same
time that it was applied. Read the package leaflet before use.

This medicine can make you feel sleepy. Do not drive while taking
this medicine until you know how it makes you feel. See the leaflet
inside for more information,

Keep out of the sight and reach of children. v

PL 04569/1363

MA Holder: Myllan, Potiers Bar, Hertfordshire, ENG 1TL,
United Kingdom.

EETnemz0i-04

Fentanilo Matrix Mylan 25 microgramos/hora

parches transdémicos EFG

5 parches trarsdamicos

5 Matrix Transdermal Patches

(MMylan

Fentanilo Matrix Mylan 25 microgramos/hora
parches transdérmicos EFG
[lMylan

690238.7 @

Fentanilo Matrix Mylan 25 microgramos/hora
parches transdérmicos EFG

5 parchas transdérmicos Wia ransdérmica
Cada parche transdérmico da Fantanila Matix Mylan 25 micragramoahara
cantiens 4,2 mg da fertanilo en una supsrficie da 10,5 o, v fbena

25 micregramos de fantanido par hora,

Capa adbesiva: Adhesivo da polacrilate. Capa de zoporte: Lamina de
terefialato da polistilenodtl vind acstato, ks de impresiin blanca
Pelicula prodactara Lamina da poligster sliconizada,

Lear al prospacto antes de utilzar este medicamento.

Las instrucciones para abrirel scbre 52 pusden consular an e

praspecto o en 2l mismo schie,
Marikner fusra de lavista v del alcarcs da ks niflos,

MEDICAMENTQ SUJETD & PRESCRIPCION MEDICA

Mylan

PRINCIPAL DISPLAY PANEL - 50 microgram/hour

Mylafent®

50 micregram/haur
Transdermal Paich
Tentanyl .

5 Matrix Transdermal Patches

Mylafent

50 microgram/hour
Transdermal Patch
fentanyl

®

Each Mylafent® 50 microgram/hour transdermal patch contains

8.4 mg of fentanyl in a patch size 21.0 cm?, releasing 50 micrograms
of fentaryl per hour,

Mew advice for drivers - see leaflet inside.

Disposal after use:

Keep the pouch after removing the patch inside. Keep it to put your
used patch in. As soon as you take the patch off, fold it firmly in half
(sticky sides together) and put it back in the pouch, Either discard in
the bin with the household rubbish or return to the pharmacy.

[MMylan

(ilMylan

Fentanilo Matrix Mylan 25 microgramos/hora

parches transdémmicos EFG
5 parches tranedamicos

Mylafent®
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aal gebrulk / Pour usage d

/ Zur transd

5| gf het zakle voor Instructies over hoe het zakje moet wordan
g er @ la notice cu au sachet

ur consulter les instructions
e zum Ofinen des Beutels die
isungan auf dem Bautel.

rote hosveelheden fentanyl in de plmslnr Voo
iikte pleisters mosten dubbel worden

Hahe Mengen Fen!an b
Gebrauchte Pllaster rrs:‘ﬂssan

nationalen

041546

(MMylan

Mylan bvbalspr

[ _ [

Sonstige Bestandteile:

Klebeschicht: Poly[(2=-ethylhexyl)acrylat=co=(2=hydroxyethyl)
acrylat=co=vinylacetat]
Poly(ethylenterephthalat)/
Poly(ethylen-co-vinylacetat), weiBe Drucktinte
Palyester, siliconisiert

Trﬂg.e’foke' -
Schutzfolie:
Transdermale Anwendung

Packungsbeilage beachten. Zum Offnen des Beutels bitte
Packungsbeilage beachten.

Arzneimittel fiir Kinder unzugénglich aufbewahren.
Verschreibungspflichtig

Zul.-Nr. 84578.00.00

dura GmbH
[MMylan dura m»-mmms

84208 Darmstadt wiww Mylan-durade

1

10 transdermale Pflaster

| Fentanyl Matrix Mylan

Iransdemanl gebrik beval
i “"“}"mﬂ:"" M
S p:mnn:m:mgwﬂln

|
| Fentanyl Mylan

10 transdermale Pflaster

Fentanyl Mylan

50 Mikrogramm/Stunde
transdermales Pflaster

Fentanyl

Jedes transdermale Pflaster
it 21,0 cm? Absorptionsflache enthalt 8,4 mg Fentanyl
und setzt 50 Mikrogramm Fentanyl pro Stunde frei.

IMylan dura

10 transdermale Pilaster

Fentanyl Mylan




Vidhéftningsyta: Polyakrylathaftrmassa,

Skyddsfilm: Polyetylenterftalat/ etylenvinylacetatfilm,
vit tryckférg.

Skyddande lager: Silikoniserad polyesterfilm.

F&r anvéndning pé& huden.

Fentanyl, dven i anvinda plaster, kan vara livshotande
fér barn.

Héga halter av fentanyl finns kvar i plastret dven efter
anvandning. Vik ihop anvént pléster med den klibbiga sidan
indt och kassera pd ett sakert satt eller terlamna til apotek.
Oanviinda plaster ska aterlamnas til apotek.

Lis bipacksedeln fére anvandning.
For instruktioner om hur pasen ppnas se bipacksedel,

Férvaras utom syn- och rackhall 1or bam.

Mylan AB
[@Mylan em‘W“Mn-

Pornocnd [ty

Adhezivnl vrsfva

adheziviid aknlatowy kopolymer 3874287

Kryed vrstva

polyssterova laminitova félie (polyethylenteraftalitovd |
athyhvinglacetitova fole) bily inkoust

Ochrannd vritva
siienizovans pegoterdiovd fole

Transdermdlni podanl.

Pfed poufitim si pleététe pibalovou informact. Névod, jak oteviit sddek,

najdate v piibalovd informaci nebo na sddku.
Ushawvdvajte mimo dohled a dosah diti,
NepouZitelné [aciva vratte do lékdmy

Viydej lé&ivého pripravku vkzan na Bkarsiy phedpis,
Reg.t. 65/414M12-C

Q00037780 RE

[E MYIan | Statien ct[:L\Ja'ilﬂum Biar. Hertiordshire, ENG 1TL
ek Britinie

Fentanyl Mylan

fentanyl 10 depotplaster [MMylan

10 depotplaster Vnr 52 85 61

Fentanyl Mylan

fentanyl

Varje Fentanyl Mylan 50 mikrogram/timme
depotplaster innehaller 8,4 mg fentanyl

i ett plaster som &r 21 cm? och frisétter

50 mikrogram fentanyl/timme.

Fentanyl Mylan
50 mikrog/timme

(IMylan

FENTANYL

MYLAN -

fr.;r:drlﬂﬂliﬁr;;duls?l J ogEamlhodind
(\\WLME

NYTAWN
TANYLINZY

(Mylan

fentanylum

FENTANYL
MYLAN

50 mikrogram(/hodinu
transdermalni naplast

15eEU pRULIBpSULL
nLEaLmUEIBRIL OF

5 transdermalnich naplasti

Jodna transdemmdlni ndplast obsahuje
fentanylum 8,4 mg v ndplasti o velkostl
21,0 em* & uvolfiuje 50 mikrogrami

524158 " 8a1747

Vinr 52 85 61

‘ 10 depotplaster

Fentanyl Mylan
[50 mikrog/timme

FENTANYL
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ApiBpds Aang Kunhogopiag: 12403/14-02-2013
fuwmoigog: Mylan SA S, 117 alle des Parcs, 68 800 Saint Priest, France

[MMylan | st kdosots
y Genericx Pharma Hellas ENE, A Boukiayptrg 5774
Myian.com | Agyupolnoln, 164 51, EXkiBa, TA: 21099 36 410
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Glue Hap {He Printing / Yarnish Free)

Selvkleebende lag
Selvileebende polyacrylat

Bagsidefilm
Film af polyethylenterephthalat/ethylvinylacetat.
Hvid blaek

Aftagelig beskyttelsesfilm
Silikoniseret polyesterfilm

Til transdermal anvendelse,
Lzes indleegssedlen inden brug.

Se indlsegssedlen eller brevet for
instruktion om &bning af brevet,

Opbevares utilgzengeligt for bern.

|
MMyl e e 7“!!!!““!!

Glue Map {No Prinking ! Varnish Free)

Fentanyl Mylan

Fentanyl/Mylan
50

Madeppwd Epriao

o amﬁeppmd Euplaatpa

Mlﬁwﬁ et po Fantanyl Mytan
pUYPaMPENA/sipn nepity e BA my
mmﬂn:u mmzia’,
o cmmlg onchpdbe pans: 50 xge ypopphon
paravikng o Gpe.

8 depotplastre

Vinr 46 47 89

Hvert 50 mikragram/time depotplaster indeholder
8,4 mg fentanyl i et plaster pa 21 cm? og frigiver

50 mikrogram fentanyl pr. time.

()Mylan

Fentanyl/Mylan

8 depotplastre

an ‘

Fentanyl Myl
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GLUE FLAP

Pour faciliter l'utilisation de
ce médicament, inscrivez,
pour chaque dispositif,

Ia date et 'heure auxquelles
vous I'avez appligueé :

Lire la notice avant utilisation.

Ouverture du sachet : se réfédrer
a la notice ou au sachet.

Tenir hors de la vue et de la
poriée des enfants.

De fortes quantités de fentanyl 1.
restent dans les dispositifs
transdermigues méme aprés
l'emplod. Les dispositifs usagés
doivent étre pliés en dewux,

la face adhésive étant toumde
vers 'intérieur, puis placés au
centre de la face collante du rabat
du systéme de récupération situé
dans |'dtiguette au dos du sachel.
Le towt doit tre conservé hors de
la vue et de la portée des anfants.
La sachet ainsi formé et
cantenant le dispositif utilisé

o non utiliss, doit étre rapporte
ala pharmacia.

CE MEDICAMENT +
GROSSESSE =
DANGER

Me pas utiliser chez
Ia femime enceinte,
sauf en I'absence
d'alternative thérapeutigue

Titulaire - Exploitant :
MYLAN S.A.S.

117 Allée des Parcs
GBBO0 Saint-Priast
FRANCE

GLUE FLAP

)

— | Fentanyl Mylan
5 dispositifs m

/ Minbsc. Sy || transdermigues

gt

Fentanyl Mylan

5 dispositifs
transdermiques

‘shpudani scx meciTestiers Fabes par Pl du T acy 1990

Seuphan - i 3t AR, LA W & 1.

voie transdermique

« se @ se se
otanyl:84mg * *

o unedispositit wasedermigue de 21.0 cm?,
liBéralit 3 rgicrdtyrar) Meg pe f@ntany! par heure.
Excipients :

Face adhésive | adhésil polyacrylate.

Face non-adhésive : film polyéthylane
téréphtalate/acétate d'éthyle vinyle,

ancre d'impression blanche.

Feuillet de protection : film palyester silicone.

Fentanyl Mylan

5 dispositifs

transdermigues

Pour usage
externe

(IMylan

[mylan || /mm

Médicament auterisé n° 3408223 MTEE
Mo pas pangu e sans [av |
Ti007E2T32TED

GITEETTED 4un pesfessiansel g sasid

50 ugm)

Fentanyl Mylan



Fentanilo Myla
80 microgramashora [

LISTA DOS EXCIPIENTES Camada adesiva: Polacriato adesivo;
Camada de protecdo: Pelicula de tereftalato de polistileno’
etilenovindacetato, tinta de impressdio branca; Pelicula de protegdo:
Pelicula de poliéster sliconizada

MODO E VIA DE ADMINISTRAGAD: Uso transdérmico. O sistema
transdérmico deve ser utilizado continuamente durante um periodo de
72 horas. Deve-se aplicar o novo sistema transdérmico numa zona
difererte da pele apds remogiio do sistema transdérmico anterior. O
mesmo local de aplicagio sé deve ser novamente usado apds um
intervalo de pelo menos 7 dias, Consultar o folheto informative antes
de utilizar. Consultar o folheto informativo ou a saqueta para
instrugdes de como abrir a saquseta.

OO|UUBPEURI] BUEISIS
BIOy/SRLLRIBOIORL 05

ueli opiuejue
5 sistamnas transdérmicos

USO EXTERNO

Manter fora da vista e do alcance das criangas. 50 mlcrog rama,thora
Medicamento sujeito a receita médica especial Sistema transdérmico

Permanecem ainda no sistema quantidades elevadas de fentanilo,
mesmo apos a sua utilizagdo. Os sistemas depois de removidos,
devem ser dobrados ao meio, com as superficies adesivas viradas Fentan“o

uma para a outra, e mantidos na embalagem exterior até ser 5 sistemas transdérmicos
gliminados de forma segura ou ser entregues na farmacia. Os Cada sistema transdérmico Fentanilo Mylan
produtos nio utilizados ou os residuos devem ser eliminados de 50 microgramas/hora contém 8,4 mg de fentaniio
acordo com as exigéncias locals. num sistema transdérmico de 21,0 e, libertando
Registo n° 5452924 no INFARMED, 50 microgramas de fentanilo por hora.

([Mylan | men.

Lela - o4 D Josi I, Eeiicio Allartie,

SONULSEELR SEWSISE 5
50 microgramas/hora
Sistema transdérmico

rhipafiinh | NE44Ca 7.9 0 7 4= 190086 Lisbon

Fentanilo Matrix Mylan 50 microgramos/hora
parches transdérmicos EFG

690244.8 @

En el parche transdérmico quedan grandes
cantidades de fentanilo incluso después de
=u uzo, Los parches utilizados deben
doblarse por la mitad, con la superficie
adhesiva hacia dentro, y conservarse en e
envase exterior hasta que sean diminados
de forma segura o entregados en la
farmacia.

Mylan

Fentanilo Matrix Mylan 50 microgramos/hora
parches transdérmicos EFG

5 parches transdérmicos Wia transdérmica

Cada parche tranzdérmico de Fentanilo Matrix Mylan 50 microgramos/hora
contiene 8,4 mg de fentanilo en una superficie de 21,0 e, v libera

La eliminacién del medicamento no utilizado y de todos los matsrialss gue E :
50 microgramos de fentanilo por hora.

hayan estado en contacto con &l se realizard de acuerdo con la nomativa
local.

Fentanilo Matrix Mylan debe permanecer colocado durante 72 horas
seguidas. Siempre que =2 cologue un nueve parche e aplicard en otra zona
distinta de la piel. Deben transcurnir al menos 7 dias antes de volver a utilizar
la risma zona.

0 2':21‘121'0;;1'.-:!_':;0'.-.l"?:cl:'i'a

parches transdérmicos EFG

5 panchas transdarmico s

[

Capa adhesiva: Adhesivo de poliacrilato. Capa de soporte: Lamina de
tereftalato de polietileno/etil vinil acetato, tinta de impresion blanca.
Peliculia protectora: Lamina de paliéster siliconizada.

Leer el prospecto antes de utilizar este medicamento.

Las instruccionss para abrir el sobre 22 pusden consultar en el prospecto
o en el mismo sobre.
Mantener fuera de la vista y del alcance de los nifics.

[I—"]Mylan MEDICAMENTO SUJETO A PRESCRIPCION MEDICA
n Pharmacsutizals, 5.1,

C Plorn, 2-4, 5* plama.

(80133 - Barcakona

BEET-BCA4

Fentanilo Matrix Mylan 50 microgmamaos/hora
parches transdérmicos EFG

B parchea tranadénmmicos

Fentanilo Matrix Mylan

PRINCIPAL DISPLAY PANEL - 75 microgram/hour



]

Mylafent”

75 micragram/haur

B g ([Mytan

Excipients: Adhesive layer: polyacrylate adhesive.

Backing layer: polyethylene terephthalate/ethyl vinyl acetate film
white printing ink, Protective liner: siliconised polyester film,

5 Matrix Transdermal Patches

Mylafent’
This medicine can make you feel sleepy. Do not drive while taking y

this medicine until you know how it makes you feel See the leaflet 75 micmgram/hour

inside for more information.

Keep out of the sight and reach of children. TranSdelTnal patCh

fentanyl

Each Mylafent” 75 microgram/hour transdermal patch contains
12.6 mg of fentanyl in a patch size 31.5 cm?, releasing 75 micrograms
of fentanyl per hour.

MNew advice for drivers - see |eaflet inside

Disposal after use:

Keep the pouch after remaving the patch inside. Keep it to put your
used patch in. As soon as you take the patch off, fold it firmly in half
(sticky sides together) and put it back in the pouch. Either discard in
the bin with the householld rubbish or return to the pharmacy,

(Mylan

For transdermal use.

How to use the patches/medicine:

Mylafent® should be worn continuously for 3 days (V2 hours). It is
important to change your patch on the correct day at the same
time that it was applied. Read the package |eaflet before use,

5 Matrix Transdermal Patches
5 Mairix Transdermal Patches

PL 04568/1364

MA Helder: Mylan, Potters Bar, Hertfordshire, ENG 1TL,
United Kingdom,

TSMWW
TSWW

Transdernal Patch

nma‘domul Pateh
Mylafent”®
75 micragrar/haur
fertand

tontanyl

Mylafent®
75 micragram/haur

o Al Dipning Labbl Ham .

)
[ e -

Plaisters transdermaal gebruik
[ Stra Fi 5 mcg/h

MMylan

gf het zakje voor instructies over hoe het zakje moet worden

er 4 la notice ou au sachet ml,,m,,.m?:.,.‘"if"éfi :.: = _ Matrix Mylan

&4 groie heeveslheden fentamd in de plelster veor

abruikie pleisters moalanc:bb;luwurdan geplo- : Crhd
gekesrd en mogten in de buitenverpakking V !
wgmﬁﬁmm dent te hacior 75 mcg/h

[ voorschviften. / Des quantités élevées de E :
sposiil emiqus méme a alrix 1§ plaiste lmmkwmelalsm;a‘lhm
pkmm:,'gumdmmhﬁ hihe Rl i M 1] R !zrwammlnul ﬁ
ans ["emi extérieur avant de o, [l 75 mic i L i Jedes it

75 meca/h

bubalsprl
Ternuipsesteenweg 64
B-1560 Hoellaart




Fentanyl Mylan
e

Sonstige Bestandteile:
Klebeschicht: Poly[(2=ethylhexyljacrylat=co=(2=hydroxyethyl)
acrylat=co=vinylacetat]
Trdgerfolie:  Poly(ethylenterephthalat)/
Poly(ethylen-co-vinylacetat), weiBe Drucktinte
SciutsAie:  Folvester, siliconisiert 10 transdermale Pflaster

Transdermale Anwendung

e o et Fentanyl Mylan
75 Mikrogramm/Stunde
transdermales Pflaster

Fentanyl 75 Mikrogramm/Stunde

Jedes transdermale Pflaster
mit 31,5 cm? Absorptionsfléche enthélt 12,6 mg Fentanyl
und setzt 75 Mikrogramm Fentanyl pro Stunde frei,

(IMylan dura

Arzneimittel fiir Kinder unzugénglich aufbewahren,
Verschreibungspflichtig
Zul-Nr. 84579.00.00

75 Mikrogramm/Stunde
75 Mikrogramm/Stunde

Fentanyl Mylan
75 Mikragramm/Stunde

‘transdermales
Pllaster

Fentanyl Mylan
75 Mikrogramm/Stunde

transdermales
Pfiaater

[ Mylan clures | o B
4208 Dt

wiveaghylar=rurgie

1

Fentanyl Mylan
75 mikrog/timme

fentanyl 5 depotplaster [fMylan

Vidhaftningsyta: Polyakrylathaftmassa_

Skyddsfilm: Polyetylenterftalat/ etylenvimylacetatfilm,
vit tryckférg.

Skyddande lager: Silikoniserad polyestedilm.

Vir 10 55 35
Vir 1055 35

For anvéndning pa huden.
5 depotplaster Vir 10 55 35

Fentanyl, éven i anvinda plaster, kan vara livshotande
fr barn.

il i e i Fentanyl Mylan

indt och kassera pé ett sakert satt eller Aterémna till apotek.

S 75 mikrog/timme

For instruktioner om hur pasen dppnas se bipacksedel ferltal'lyl

Forvaras utom syn= och riickhall 16r barn.

Varje Fentanyl Mylan 75 mikrogram/timme
depotplaster innehéller 12,6 mg fentanyl

i ett plaster som &r 31,5 em? och frisétter
75 mikrogram fentanyl/timme.

75 mikrog/timme
75 mikrog/timme

Fentanyl Mylan
Fentanyl Mylan

Mylan AB
[ Mylan | siecook s

Mylan




FENTANYL
]?,5 ml%m mikrogramhodin @Mylan

\ ZRTLACTE /
WYTAHNETE
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Ry

Pomaocng Ktky:
Acitvezivi vrstva
adhezivni akrddtovy kopolymer 387=4287

NYIAW
TANVLINIL

|Mylan

(i

Kyl vrsfua
polyestarova lamindtova folie (palyethylentersftalatova /
ethylvinylacetatova folie) b1y inkoust

1sEpdeU pELLEDEUES
nuIPOYMWEIBCHIW G/

[MMylan

fentanylum

Ochiranng vrstva
sllkonizovand pegoterdtovd idlie

§ transdemdlnich naplasti

| g
Transdermalni podani. 8 e
| 2
Fred pouZitim si plettéte pitbalovou informaci, Névod, jak oteviit satek. ré F E N I ANY L
! rajdate v piibalove informac: nebo na sadku, E
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Vydej Kéivého pfipravku vazan na |ékafsky predpis.

mikrogrami/hoding

75

Reg.t. 63/415/12-C

5 transdermalnich naplasti

Jedna transdermalni ndplast obsahuje
featanylum 12,6 mg v ndplasti o velikosti
31.5 emi a uvolfiuje 75 mikrogramd
fentanylu za hodinu.
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Selvklzbende lag
Selvkleebende polyacrylat

Bagsidefilm
Film af polyethylenterephthalat/ethylvinylacetat.
Hvid bleek

Aftagelig beskyttelsesfilm
Silikoniseret polyesterfilm

Til transdermal anvendelse.

Laes indleegssedlen inden brug.
Se indleegssedien eller brevet for
instruktion om Abning af brevet.

Opbevares utilgeengeligt for barn,
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Fentanyl matrixpleister Mylan
75 microgram/uur

§ pleisiers voor traisdermaal gebrulk
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varpakking wormen bawaard totdat u ze vailig kunt vemistigen of naar de apotheek kunt

g g
g s
i £

Fentanyl Mylan

Vnr 09 40 12

16 depotplastre

fentanyl

Hvert 75 mikrogram/time depotplaster indeholder
12,6 mg fentanyl i et plaster pa 31,5 cm® og frigiver
75 mikrogram fentany| pr, time,

Fentanyl Mylan
75 mikrog/time
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Pour faciliter I'utilisation de
ce médicament, inserivez,
pour chaque dispositif,

la date et I'heure auxquelles
vous l'avez appliqué :

Lire la notice avant utilisation.

QOuveriure du sachet : se référer
& la nofice ou au sachet.

Tenir hors de la vus et da la
portée des enfants.

De fortes quantités de fentanyl
restent dans les dispositits
transdermiques méme aprés
I'emploi. Les dispositiis usagés
doivent atre plies en deux,

la face adhésive &tant tournege
vars |'intérieur, puis placés au
centre de la face collante du rabat
du systéme de récupération situé
dans |'étiquette au dos du sachet.
Le tout doit tre consenvé hors de
la vue et de la portée des enfants.
Le sachat ainsi formeé et
contenant le dispositif utilisé

aul rron utilisd, doit étre rapporté

& |la pharmacie.

CE MEDICAMENT +
GROSSESSE =
DANGER

Ne pas utiliser chez
la femme enceinte,
sauf en 'absence
d'alternative thérapeutigue

Titulaire - Exploitant :
MYLAN S.A.S.

117 Allée des Parcs
BABOD Saint-Priest
FRANCE
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LISTA DOS EXCIPIENTES Camada adesiva: Poliacrlato adesivo;
Camada de protegdo: Pelicula de ftereftalate de polietileno/
etilenovinilacetato, tinta de impressdo branca; Pelicula de protecéo:
Pelicula de poliéster sliconizada.

MODO E VIA DE ADMINISTRAGAD: Uso transdémmico. O sistema
transdérmico deve ser utilizado continuamente durante um periodo de
72 horas. Deve-se aplicar o novo sistema fransdérmico numa zona
diferente da pele apos remogao do sistema transdérmico anterior. O
mesmo local de aplicaglo 56 deve ser novamente usado apés um
intervalo de pelo menos 7 dias. Consultar o folheto informative antes
de utilizar, Consultar o folheto informative ou a sagueta para
instrugdes de como abrir a saqueta.

USO EXTERNO

Manter fora da vista e do alcance das criangas.

Medicamento sujeito a receita médica especial

Permanecem ainda no sistema quantidades elevadas de fentanilo,
mesmo apos a sua utilizagdio, Os sistemas depois de removidos,
devemn ser dobrados ao meio, com as superficies adesivas viradas
uma para a outra, & mantidos na embalagem exterior até ser
elminados de forma segura ou ser entregues na farmacia. Os
produtos nao utilizados ou os residuos devem ser eliminados de
acordo com as exigéncias locais.
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5 dispositifs
transdermiques

voie transdermique

. Pour usage
i externe
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Fhifanyl:126mg * ® i
Fous ungdispositit rapsdermigue de 31,5 cm?,
liBéraMt 38 rgicrdrafitheg de fBntanyl par heure.
Execipients :

Face adhésive : adhésil polyacrylate.

Face non-adhésive : film palyéthyléne
téréphtalate’acétate d'éthyle vinyle,

encre d'impression blanche.

Feuillet de protection : film polyester silicong,

IMylan

([Mylan
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Fentanilo Mylan

75 microgramas/hora
Sistema transdérmico 75m09/h

Fentanilo
5 sistemas transdérmicos

Cada sistema transdérmico Fentanilo Mylan

75 microgramas/hora contém 12,6 mg de fentanilo
num sistema transdérmico de 31,5 cm?, libertando
75 microgramas de fentanilo por hora,
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En el parche transd érmico quedan grandes
cartidades de fertanilo incluso después de
su uzo, Loz parches utilizados deben
doblarse por la mitad, con la superficie
adhesiva hacia dentro, y conservarse en &l
envase exterior hasta que sean eliminados
de forna segura o entregados en la
farmacia.

La eliminacicn del medicamento no utilizade v detodes los matenales que
hayan estado en contacto con & se realizard de acuerdo con la normativa
lecal.

Fentanilo Matrix Mylan debe permanecer colocado durante 72 horas
seguidas. Siempre que se cologque un nuevo parche se aplicard en otra zona
distinta de la piel. Deben transcurir al menos 7 dias antes de volver a utilizar
la mizma zona.

[l Mylan

Mylan Pharmaceuticals, S.L.
G Plom, 2-4, 5* planta
08033 - Barcelona
B00Caa2-5C R

EL]

Excipients: Adhesive layer: polyacrylate adhesive,
Backing layer: polyethylene terephthalate/ethyl vinyl acetate film
white printing ink. Protective finer: siliconised pollyester film.

For transdermal use.

How to use the patches/medicine:

Mylafent® should be worn continuously for 3 days (72 hours). kt is
important to change your patch on the correct day at the same
time that it was applied, Read the package leaflet before use.

This medicine can make you feel sleepy, Do not drive while taking
this medicine until you know how it makes you feel, See the leaflet
insicle for more information.

Keep out of the sight and reach of children.

PL 04569/1365

MA Holder: Mylan, Pollers Bar, Hertfordshire, ENG 1TL,
United Kingdom,
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5 Matrix Transdermal Patches

Fentanilo Matrix Mylan 75 microgramos/hora
parches transdérmicos EFG
(MMylan

690251.6 @

Fentanilo Matrix Mylan 75 microgramos/hora
parches transdérmicos EFG

5 parches transdémmicos Via transdérmica

Cada parche transdérmico de Fentanilo Matrix Mylan 75 microgramos/hora
contiene 12,6 mg de fentanilo en una superficie de 31,5 em?, v libera
75 microgramos de fentanilo por hora.

Capa adhesiva: Adhesivo de poliacrilato, Capa de soporte: Lamina de
tereftalato de polietilenc/stil vinil acetato, tinta de impresion blanca.
Pelicula protectora: Lamina de poligster siliconizada.

Leer el prospecto antes de utilizar este medicamento.

Las instrucciones para abrir el scbre se pueden consultar en el prospecto
o &n &l misma sobre.
Mantener fuera de la vista y del alcance de los nifics.

MEDICAMENTO SUJETO A PRESCRIPCION MEDICA

Mylan

PRINCIPAL DISPLAY PANEL - 100 microgram/hour

Mylafent®

100 micregramihor

i [ Mylan

5 Matrix Transdermal Patches

Mylafent’

100 microgram/hour

Transdermal Patch

Each Mylafent® 100 microgram/hour transdermal patch contains

16.8 mg of fentanyl in a patch size 42.0 cm?, releasing 100 micrograms
of fentanyl per hour.

New advice for drivers - see leaflet inside.

Disposal after use:

Keep the pouch after removing the patech inside. Keep it to put your
used patch in. As soon as you take the patch off, fold it firmly in half
(sticky sides together) and put it back in the pouch. Either discard in
the bin with the household rubbish or return to the pharmacy.

1lMylan

fentanyl

5 I]16695I1101685I>

Fentanilo Matrix Mylan 75 microgramos/hora

parches transdérmicos EFG

5 Matrix Transdermal Patches
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Sonstige Bestandteile:
Kiebeschicht: Poly[(2-ethylhexyllacrylat-co-(2-hydroxyethyl)
acrylat-co-vinylacetat]
Tragerfolie:  Poly(ethylenterephthalat)/
— E::““""ﬂ[,““".’"!"“’m' wai D 20 transdermale Pflaster

Transdermale Anwendung

Packungsbeilage beachten, Zum Offnen des Beutels bitte Fe nta nyl Myl a n

Packungshbeilage beachten.

Arzneimittel fiir Kinder unzuganglich aufbewahren. 100 Mikrogramm/Stunde
Verschreibungspflichtig transdermales Pflaster

Zul.-Nr. 84580.00.00
Fentanyl 100 Mikrogramm/Stunde

Jedes transdermale Pflaster
mit 42,0 cm? Absorptionsfliche enthilt 16,8 mg Fentanyl
und setzt 100 Mikrogramm Fentanyl pro Stunde frei.

(MMylan dura

100 mikrogrammistunds

g

Fentanyl Mylan
100 Mikregramer/Stunde

Fentanyl Mylan
100 Mikrogramm/Stunde

[Mylan dura | pAm e e
84208 Darmstadt

wwvsMylarmdura,de




= f Fentanyl Mylan
100 mikrog/timme
fentanyl

Vidhaftningsyta: Polyakrylathdftmassa,

Skyddsfilm: Polyetylenterftalat! etylenvinylacetatfilm,
it tryckidrg.

Skyddande lager: Silikoniserad polyesterfilm,

Fér anvéndning pa huden.

Vi 50 30 44

Fe A— — 5 depotplaster Vnr 50 30 44

fér barn.

Héga halter av fentanyl finns kvar i plastret dven efter Fenta ny‘ Mylan

anvandning, Vik ihop anvint plaster med den klibbiga sidan

Indt och kassera ph att sikert sitt aller &terlémna til apotek, = w
oo itr i s o d Bl 100 mikrog/timme

Liis bipacksedeln fore anvindning.
Fér instruktioner om hur pasen Gppnas se bipacksedel, fentanyl

Férvaras utom syn= och rickhall f6r bam,

Varja Fentanyl Mylan 100 mikrogram/timma
depotplister innehdller innehdller 16,8 mg
fentanyl | ett pldster som &r 42 cm? och
frisétter 100 mikrogram fentanyl/timme.

MTrr 45057

100 mikrog/timme

Fentanyl Mylan
100 mikrog/timme

Fentanyl Mylan

[Mylan
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5 transdermalnich naplasti

Jadna fransdermalni naplast obsahuje
fentamdum 18,E mg v néplasti o velikost
42,0 em® a uvaFiule 100 mikrograml
fentanydu za hodinu,

QNOATYSGR2

Lﬁ_] Mvlan | geerss U< L.
Y Station Close, Potters Bar, Hertfordghire, ENG 1TL
Velkd Britinie

SB[ WO MFAREUEL §
100 mikrogramdihodinu
n-ansuamfnaplnl

FENTANYL

MYLAN

E| | |

594158 B31761




il T al

Ta FemamyiMylan Bo npénn va nopapdver kohmuéve ouvei enl 72 dpeg.
£a npénz nivia va TonodeTeiva €va vio EAaoTRo OF BiopopeTer
U SépuaTog and To inaevo B
Bumﬂmmwmmm?mmmm&mdu
Epnhadtpo oty Bus BEom EPaaIT.

SanfBaate T eUAD ooy gy and m xopfynon. Nia Tov Tpdno avoivparos
Tou parciManoy, caTpEETE oo il admuiv xpfomg ) oTo porekkons,

uejipy/jAuejuag

Mylan

Ho puideosro ot Béoy v onola Sev BAfnouv kon Bev mpooTyyifowy ;
Yimiés nogtmes : w oo b Aadeppike 'Eurlh oy ls}
pa TpdTel

5 diadepuikad EpsiaoTpa
lﬁ:w n
Wmemﬁmmmmmﬁwmu p
g nap, 2 Gpdpou 1 Tou N, JSHZ006

Apahas ABeing Kiwogoping: 1240514-02-2013
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Fentanyl/Mylan

|  Fentanyl Mylan } —
| W 100 mikrog/time | | |

Selvidzebende lag
Selvkleebende polyacrat

Bagsidefilm
Film af polyethylenterephthalat/ethylvinylacetat.
Hvid bleek 16 depotplastre Vnr 42 77 35

Siikonisaret poyesterfim. Fentanyl Mylan

Til transdermal anvendelse. 1 00 mi krog/ ti me

Lees indlz2gssedlen inden brug. feman'yl
Se indleegssedien eller brevet for
instruktion om dbning af brevet.

Hvert 100 mikrogram/time depotplaster indeholder
16,8 mg fentanyl | et plaster p& 42 cm? ag frigiver

Opbevares utilgeengeligt for barn. 100 mikrogrem fa | time.

MMylan | S
Stackh , Sveri
M MTrr 48723 o 7

Fentanyl Mylan
100 mikrog/time
Fentanyl Mylan
100 mikrog/time

(NMylan
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Fentanyl matrixpleister Mylan emnangiatien fne:“tiaxqu
100 microgram/uur pleister
AN i R Fentanyl matrixpleister Mylan Mylan
100 microgram/uur micro-
& gram/uur
o= plelster voor transdermaal gebruik sw |
transdermand
gebrulk
4 N -
Vior transdermaal gebruik. Nedlang- s s it g
Buiten hat #chl on boreik vin kinderen houdan. | Hisetaag :." ” : :. g e
Do Fentanyl matrixpleistar Mylan disnt 72 uur gedragen to worden, Eon nieuwe pleister gient Draparfitm: "EsEE B s & e
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Lire la notice avant utilisation. Pour faciliter I'utilisation de
Ouverture du sachet : se riférer on medieamen_t.. IELAIVeT,

3 pour chaque dispositif,
it} nosiaa o) all smhet. Ia date et 'heure auxquelles
Tenlr hors de la vue et de la vous 'avez appligué :
poitée des enfants.

D fortes quantiés de fantany 1
1estent dans les dispositifs

transdermigques méme anms 2
I'emploi. Les dispositifs usagés

doivent étre pliés en deux,

la face adhésive étant toumée

vers [intérieur, puis placés au

centre de la face collante du rabat . .
du systdme de récupsration situd ' voie transclem-“que

gans |'#iguette au dos du sachet.

Le tout doit étre conservé hors de \ I .

la vue et de la poride des enfants, . POUF usage
Le sachet alns formé et = % externe
contenant le dispositil utiied

ou noen uliliss, doit élre rapporté
a la pharmacia.
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Fentanyl Mylan

5 dispositifs
transdermiques
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Médicament auterisd n® 34009 223004 2 0
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Rfanyl:16Emg * * *

o unedispositit asedermigue de 42,0 cm?,
liBaraft 30 micgr§Mmpg de¥entamyl par heure,
Excipients :

Face adhésive : adhésif polyacrylate.

Face non-adhésive - film palysgthyléne
téréphtalate/acétate d'éthyle vinyle,

encre d'impression blanche. M
Fauillet de protection : film paolyester silicangé, ylan

oot 117 Allée des Parcs

69800 Saint-Priest

Ne pas utiliser chez FRANCE

Ia femme enceinte,
sauf en I'absence

d'alternative thérapeutigue

Titulaire - Exploitant :
s CE MEDICAMENT + MYLAN S.AS.
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LISTA DOS EXCIPIENTES Camada adesva: Poliacrlato adesivo;
Camada de protegdo; Pelicula de terefialatc de  polietileno’
etilenovinilacetato, tinta de impressdo branca; Peliculs de protecdc:
Pelicula de poliéster slliconizada,

MODO E VIA DE ADMINISTRAGAD: Uso transdirmico. O sistema
transdérmico deve ser utilizado continuamente durante um perodo de
72 horas, Deve-se aplicar o novo sistema transdérmico numa zone
diferents da pele apds remogio do sistema transdérmico anterior, O
mesmo bcal de aplicagio sb deve ser novamente usado apds um
intervalo de pelo menos 7 dias. Consultar o felheto informative antes

de utilizar, Consultar o folheto informative ou a saqueta para
instrugfes de como abrir a saqueta, en nl 0 an

US0 EXTERNO
Mantor fore da viete o de alstnos des erlangas. 100 microgramas/hora 100
Medicamento sujeito a receita médica especiak SIStha transderm ico mcg /h

Permanecem ainda no sistema quantidades elevadas de fentanilo,
mesmo apds a sua utilzagdo. Os sistemas depois de removidos,
devern ser dobrados ao meéo, com as superficies adesivas viradas
uma para a outra, e mantidos na embalagem exterior até ger
elminados de forma segura ou ser entregues na farmacia. Os
produtos ndo utiizados ou os residucs devem ser eliminados de
apordo com as axigéncias bocais.

Registo n® 5462940 no INFARMED.
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' EhL : Fentanilo Matrix Mylan 100 microgramos/hora
. parches transdérmicos EFG .
TR [MMylan

6902585 @

En el parcha trarscémico quedan grandes
cantidades da fentanilo incluso despuds da
sl uso. Los parches uftilizades daben
doblarss por b mitad, con la supsriicie
adhasiva hacia dantro, v conservarss an &
anvasa extarior hasta que szan eliminados

de forma sagura o entregacos en la
famacia.

liMylan

Fentanilo Matrix Mylan 100 microgramos/hora
parches transdérmicos EFG

5 parches transdémicos Via transdérmica

Cada parche transdémnico de Fentanilo Matrix Mylan 100 microgrameoshora
contiene 18,8 mg de fantanils en una suparficie de 42,0 cm?, v libera
100 microgrames de fentanilo por hora.

Capa adhesiva: Adhesivo de poliacrilato. Capa de soporte: Lamina de
tereftalato de polietileno/stil vinil acetato, tinta de impresidn blanca.
Pealicuia protectora: Lamina de poligeter siliconizada.

Lear el prospecto antes de utilizar este medicamento.

La elminacidn del madicamanto no utilizado y de todos los rateriales qua
hayan estaco an contacto con &l 52 realizard de acuardo con la nomativa
lecal.

Fentanilo Matrix Mylan dabe permanscer colocado durants 72 horas
saquidas. Siempra que sa cologue un nuevo parche 2e aplicard en ofra zona
distinta da la piel. Deben transcurir al menes 7 dias antes de volver a utilizar la

Las instruccionas para abrir el sobre s2 pusden consultar en & prospecto
0 en & mismo sobre.
Mantaner fuera de la vista y dd alcance de los nincs.

MEDICAMENTO SUJETO A PRESCRIPCION MEDICA

[liMylan

Mylan Pharmacauticals, 5L
I PIOAT, 2-4, 5° planita
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Fentanilo Matrix Mylan 100 microgramos/hora
parches transdérmicos EFG

5 parches ransdamicos

Fentanilo Matrix Mylan 100 microgramos/hora
parches transdérmicos EFG

5 parches transdamlcos
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FENTANYL
fentanyl patch



Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety
Ingredient Name
FENTANYL (UNI: UF599785JZ) (FENTANYL - UNIEUF599785JZ)

Packaging

# Item Code Package Description

NDC:59490- A
1 4190-9 5in 1 CARTON

1 1in 1 POUCH

1 (syringe, patch, etc.)

Marketing Information

Marketing Category
Export only

FENTANYL
fentanyl patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety
Ingredient Name
FENTANYL (UNI: UF599785JZ) (FENTANYL - UNIEUF599785JZ)

Packaging

# Item Code Package Description

NDC:59490- .
1 4191-9 5in 1 CARTON

1 1in 1 POUCH

1
(syringe, patch, etc.)

Application Number or Monograph Citation

Item Code (Source) NDC:59490-4190

DEA Schedule CIlI

Basis of Strength
FENTANYL

Strength
12ug inl1lh

Marketing Start
Date

Marketing End
Date

01/01/2019

72 h in 1 PATCH; Type 2: Prefilled Drug Delivery Device/System

Marketing Start Date
01/01/2019

Marketing End Date

Item Code (Source) NDC:59490-4191

DEA Schedule CII

Basis of Strength
FENTANYL

Strength
25ug in1h

Marketing Start
Date

Marketing End
Date

01/01/2019

72 hin 1 PATCH; Type 2: Prefilled Drug Delivery Device/System



Marketing Information

Marketing Category
Export only

FENTANYL
fentanyl patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety
Ingredient Name
FENTANYL (UNIE: UF599785JZ) (FENTANYL - UNILUF599785JZ)

Packaging

# Item Code Package Description

NDC:59490- .
1 4192-9 5in 1 CARTON

1 1in 1 POUCH

1
(syringe, patch, etc.)

Marketing Information
Marketing Category
Export only

FENTANYL
fentanyl patch

Product Information
Product Type

Route of Administration TRANSDERMAL

Active Ingredient/Active Moiety

Ingredient Name

Application Number or Monograph Citation

Application Number or Monograph Citation

HUMAN PRESCRIPTION DRUG

Marketing Start Date
01/01/2019

Marketing End Date

Item Code (Source) NDC:59490-4192

DEA Schedule CIl

Basis of Strength
FENTANYL

Strength
50 ug in1h

Marketing Start
Date

Marketing End
Date

01/01/2019

72 hin 1 PATCH; Type 2: Prefilled Drug Delivery Device/System

Marketing Start Date
01/01/2019

Marketing End Date

Item Code (Source) NDC:59490-4193

DEA Schedule CI

Basis of Strength Strength



FENTANYL (UNIL: UF599785JZ) (FENTANYL - UNIL:UF599785JZ) FENTANYL 75ug inlh

Packaging
# Item Code Package Description WIELEOE Bt Wit [
Date Date
NDC:59490- .
4193-9 5in 1 CARTON 01/01/2019
1 1in 1 POUCH
1 72 h in 1 PATCH; Type 2: Prefilled Drug Delivery Device/System

(syringe, patch, etc.)

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
Export only 01/01/2019

FENTANYL
fentanyl patch

Product Information

Product Type HUMAN PRESCRIPTION DRUG  Item Code (Source) NDC:59490-4194

Route of Administration TRANSDERMAL DEA Schedule CII

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
FENTANYL (UNII: UF599785JZ) (FENTANYL - UNI:UF599785JZ7) FENTANYL 100 ug in1h

Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:59490- .
4194-9 5in 1 CARTON 01/01/2019
1 1in 1POUCH

72 hin 1 PATCH; Type 2: Prefilled Drug Delivery Device/System
(syringe, patch, etc.)

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
Export only 01/01/2019

Labeler - Mylan Technologies Inc. (063790265)
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