@VYAro ooV rpiong: IIAnpogopiss yio To yp1otn

Incruse Ellipta 55 pikpoypappdpra kovig yio g16mvon} o€ 866€1g
ovuekAdivio (Bpopiovyo ovuekAdivio)

vTo QAPLOKO QVTO TELEL LTTO CLUTANPOUOTIKY TOPaKOAOVONON. AVTo Bo emTPEWEL TO YPryOpO
TPOGIOPIoUO VEMV TANPOPOPLOV acpdieloc. Mmopeite va BonBioete péom g avapopds mbavov
AVEMBOUNTOV EVEPYELDY TOL EVOEYOUEVMG Tapovatilete. BAEme 1éhog g mapaypdpov 4 yia tov Tpomo
avaQopdg avemBOUNTOV EVEPYELDV.

Awfdote TPoGEKTIKA 0AOKANPO TO GVALO 0ONYLAV YP1|ONG TPV APYICETE VA YPNCLUOTOLEITE VTO TO

QPapPROKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 EGAG.

- DdvrdEte avTd TO PUALO 0dNYIDV YpNonG. Towg ypelootel va to dufdcete Eovd.

- Edv éyete mepartépm anopiec, potioTe TO Y10TPO, TO PAPUAKOTOLO 1) TO VOGOKOUO GOC.

- H ocvvtayn yia avtd 10 pappoko xopnyndnke amokAeloTikd yio oaG. Agv TPEmeL VoL SDGETE TO PAPLLOKO
o€ AAAoVG. Mmopel va Toug Tpokarécel PAAPN, akOUa Kot OTAV TO GUUTTOUATO TG AGHEVELAG TOVG
elvar idwo pe Ta d1kd oo,

- Edv mapatnpnoete Kamowo avemBOUNTN EVEPYELD, EVILEPDOTE TO YIATPO, TO PAPLAKOTOL 1) TO
VOGOKOUO 60G. AVTO 1oYvEL Kot Yo kKGBe mhav avemBountn evépyela Tov 6gV aVUPEPETAL GTO TOPOV
@OALO oMYV Yprione. BAére mapdypago 4.

Thv epréyel To Tapov QOALO 00N YLOV:

T eiva to Incruse Ellipta ko o giva 1) xprion tov

T npénet va yvopilete mpv ypnowonomoete to Incruse Ellipta
o va ypnoonomoete to Incruse Ellipta

[Mbavég avemBounteg evépyeteg

IMog vo puidooete to Incruse Ellipta

. Iepieyduevo g cuokevaciag Kot AoTEG TANpoPopieg
AvoAvTIKEG 00MYiEg Yo xpnom

o~ E

1. T givor to Incruse Ellipta kon o givar n ypfion tov

T givon o Incruse Ellipta
To Incruse Ellipta mepiéyst v dpaoctikr ovsio Bpoutodyo ovpekAidivio, | oroia avikel oe pio opdda
QopUAK®V ToL ovoudlovTol Spoyyodiaotatixd.

ITow givar n xpiion tov Incruse Ellipta

AvTO TO PAPLOKO YPNOULOTOLEITAL Y10 TNV AVTILETOTION THG YPOVIag armoppaktikig rvevuovordbsiog (XATI)
oe evihikeg. H XAII eivan pio poxpoypovia mébnon otnv omoia ot aepaymyoi Kot ot BOAokeg 0épa oTovg
TVEDOVEC GTAOLOKE UTAOKGPOVTOL 1] KATAGTPEPOVTOL, LIE ATOTEAEGILN VO, TTPOKOAEITOL OVATVEVGTIKTY
duoyépeta 1 omoia emdevavetor apyd. Ot SUGKOAEG OTNV AVATVOT] ETOEVAOVOVTOL LE TN CUCTOCT TMV
HLGV YOP® A0 TOVG AEPAYMYOVS, 1| OO0 GTEVEVEL TOVG OEPUYWYOVS Kot £TG1 TEPLOPIleL TN POt TOL a€pa.

To @dapuako gumodilel T cHOTACT AVTOV TOV UVOV, KUOIGTOVTOUC EVKOAITEPN TN POT| TOV AEPU OO KOl
TPog Tovg Tvevpovec. Otav 1 xprion eivar TokTiKn, uropel va fondnocel 6tov édeyyo tng duokorag otV
avamvor 6ag Kol ot ueioon tov emdpdcemy g XAIl oty kabnuepwvn cag (on.

To Incruse Ellipta dgv npémel vo, yp1nGLUOTOIEITOL Y10 TNV AVOIKODPLGT] OLQVIOLHG KPioNG
dvGTTVOLUG 1] GVPLYNOY.

Y& mepintmon mov epeavicete TETOL0L €i00V¢ KpioT, Oo Tpémel Vo ypNOIUOTOINCETE £Va. EIGTIVEOUEVO
QAPLLOKO vaKODELoNC TayEing opaong (0rmg 1 coAPovtauodAn). Eqv dev éxete £va 16TveOUEVO
(QAPLLOKO OVAKODPLONG TAYELNG OPACT|G EMKOIVMOVIGTE LE TO YIOTPO GUG.



2. T apéner va yvopilete Tpiv ypnopomrouisete To Incruse Ellipta

Mn ypnowomomeete to Incruse Ellipta

- o€ mePInTOOoN aAAePYIOS 6TO OVUEKALDIVIO 1] GE OTTO10ONTOTE AAAO OO TO. GLGTOTIKE VTOV TOV
Qapudxov (avapépoviar otny Topdypopo 6).

Av vouilete 0TL TO TOPATAV® GYVEL Y10 EGAG, PN YPNOCLUOTOUGETE OVTO TO PAPLAKO LEXPL VO EVILEPDCETE
10 Y1TPd GO,

[pocdomonjosic Ko TPoPVAGEES
AmegvBuvbeite 610 Y10TPO GO TPOTOV YPNCLOTOMGETE AVTO TO PAPLLOAKO:
- eav éyete aoOpa (Mnv ypnowomnoteite to Incruse Ellipta yuo tyyv avripetdmion tov dobpotog)
- edv £yete KapoOwoKd TpoPfinpata
- edv €xete éva TPOPANUA e Ta pdTIo GG OV OVOUALETaL YAAOK®MNO KAELGTNG YOVING.
- edv éxete doykmPévo TPooTdTn, SVoKOLIX 6TV 0VPION 1| ETOPPAEN TS 0VPOSGY OV KVGTIG.
- edv éyete oofapa NraTikd tpofinpato
Yoppovievteite To Y10TPO o0g GV vouileTe OTL OTIONTOTE OO T TAPATAVO 1GYVEL Y10 EGAC.

AEGEG OVUTTVEVOTIKES OVOKOMES

Edv mapovcidoete 6i&yo oto otnbog, frxa, cuptyud 1 606Tvola apécmS LETE TN YPTON TS CLGKELNG

ewonvodv Incruse Ellipta.
2TOUATI|OTE VO (PN GLUOTOLEITE GVTO TO PAPROKO Kol avalnToTe W TPLKI) Pon0sia apécme,
KaO®O¢ propel va tapovoralete pio cofapn KataoTaor 1oV ovopdieTonr Tapaootog
Bpoyydécmacpoc.

O¢0aiporoyikd mpopfifquata kota ™) didpkela Ospomeiog pe o Incruse Ellipta

Edv mapovcidoete mdvo 1 evoyincelg otoug opOoipong, Topodikd Baupoc tng 0pacng, OnTIKY GA® N
dlTapayn TV ¥POUATOV 68 GuVOLACUO HE puBPITNTA TOV 0POOANDY KaTA TN ddpKela TG Bepaneiog [
Incruse Ellipta:

YTapoTOTE T1) (P1]01] GVTOV TOL PUPUAKOV Ko avainTioTe wTpiki] forfsia apéoms, ovtd
evoéyetan va givar onpeia o&eiog Kpiong YAALK®OUOTOG KAEIGTNG YOVIOG.

Howord kon £pn ot
Mnyv ddoete avTO TO PAPLOKO GE TAOLA 1] EPPovg NAkios KAT® TV 18 eT@V.

Al pappoxa kan Incruse Ellipta

Evnuepdoete to yotpd 1 10 oprokonold cog eqv maipvete, £xete mpdopato TapeL | Lmopel va mhpete
Ao eappaka. Edv dev eiote 6iyovpot yio T0 TL TEPIEXEL TO PAUPLOKO GOG, ETIKOVMVIAGTE UE TO YIULTPO 1| TO
QOPUOKOTOLO GOLC.

YUYKEKPEVD, EVIUEPDOTE TO YIOTPO 1 TO PUPHOKOTOO GOG GV TapveTe AAAL HOKPAG ddpKelag dpdong
(QAPLLOKO TOPOUOLE, LLE OVTO TO PAPUAKO Y10, AVOTVEVGTIKA TPOPAALOTA, TT.Y. TIOTPOTI0. MMV ¥pnolUoTolEite
7o Incruse Ellipta padi pe avtd ta pappoka. Edv dev giote ciyovpot yia 1o Tt TEPIEYEL TO PAPULOKO GOG,
EMKOWVOVNGTE [LE TO Y1ATPO 1] TO QUPUAKOTOLO GOG.

Kdnon kot Onraocpog

Edv eicBe €yxvog 1 Onhalete, vouilete 0T pmopei va giche £ykvog N oxedialete vo amokTNoETE IO,
Inmote ™) ovpufovin Tov YHTPOU GG TPOTOV TAPETE AVTO TO PAPUAKO. M1V xpnoionoteite avtd 1o
QapuoKo edv giote £yKV0og, EKTOC GV COC TO CUGTNOEL O YITPOS COG.

Agv glvar yvwoto gdv ta cvototikd tov Incruse Ellipta pmopovv v mepdoovv 6to puntpikod yora. Eav
Onralete, mpémer va cuiNTHGETE UE TO YIOTPO cog pv yprouonooete to Incruse Ellipta.

O ynon KoL LEPIGROS PNY AV RLATOV



Agv Bewpeitor mBavo avTd TO PAPLOKO VO ETNPEAGEL TNV IKAVOTNTA GOC VoL 0dnYeite kot va, yepileote
LN YOV LT,

To Incruse Ellipta mepiéyst Aaktoln
Edv cag €xet met o yuarpdg cog 0t Exete duosavelia oe oplopéva €idn GaKYEPOV, ETKOIVOVIGTE LLE TO YTPO
G0 TTPLV YPNOLUOTOWGETE AVTO TO PAPLLOKO.

3. IMog va ypnepomomicete o Incruse Ellipta

[Tédvtote va YpNCUOTOLEITE TO PAPLOKO OVTO OVCTNPA COLPOVA LE TIG 001 YiEG TOV Y1aTpoL Goc. Edv &xete
apPlPoMec, pMTNGTE TO YATPA 1] TO PUPLAKOTOLO GOGC.

H cvviet®dpevn 8601 civor pio gilomvon kdbe nuépa tnv id1o dpa tng NUEPOLC.

Xpewaletar va glomvedoete povo pia eopd v nuépa Kabmg n Spdorn avtol Tov PapUAKoL SlapKel yio
24 dpec.

MnyV {pNGLUOTOLEITE TEPLEGOTEPO PAPIOKO ATTO 66O GOS TTEL 0 YIOTPOS GOS VA YPI|CLUOTOU|GETE.

Taxtikn xpiion tov Incruse Ellipta

Eivol modd onuavtikd vo ypnoiponoteite to Incruse Ellipta kébs nuépa, cbpewva pe tig 0dnyieg tov yotpon
caG. Avto Oa cog Pondnoel vo Tapapeivete y®pig CLUTTOUATO KOO’ OAN TN SLAPKELN TNG NUEPOC KoL TNG
VOYTOG.

Mnyv xpnoIUOTOIEITE AVTO TO PAPLAKO Yl TV OVAKOVOLIoN GLPVIOLHS KPiong 0V6TvoLaS 1] cuptypov. X
TEPIMTOON TOL EUPAVIGETE TETOLOV €IO0VE Kpion, O TPEMEL VA YPNGUYLOTOIGETE EVO. EIGTIVEOIEVO PAPILOKO
avaKoDELoNG Tayeing opaong (0TmG 1 GOABOVTOUOAT)).

Tpomog yp1oNS TNS GLOKELVIG ELGTVOOV
Avotpélte 6TIG «AVAADTIKES 00nYIiES XpHoNS» BLTOV TOV GVALOL 0ONYIDV ¥PNONG Y10 TANPEIC TANPOPOPIES.

To Incruse Ellipta ypnowonoteiton pe ewonvon. ' va ypnoyonomoete to Incruse Ellipta, to sionvéete
OTOVG TVEVUOVEC GOG LEGM TOV GTOUNTOC GO XPTOLUOTOIMVTAS TN cuokevn elomvomv Ellipta.

AV T copuTTONOTA 60g 08V TaPovoLdlovy BelTioon

Av 10 copntdpota ™ XAIT mov epgavilete (dvomvola, cuptypdc, Pryac) dev fertimbovv, 1| av

eMOEV®OOHV, 1 AV YPNCUOTOLEITE GUYVOTEPA TV GUGKELT ELGTVOMV TAYEING OpAOTG:
ETKOIVOVI|OTE IE TO YLUTPO GO TO GUVTOUOTEPO SLVATO.

Eav ypnowpomonjoete peyorvtepn 60on Incruse Ellipta amé tnv kavoviki

Edv ypnowonomoete katd AdOog mépa mord omd avtd To pAapLako, GVRPOVAEVTEITE TO Y1OTPO 1] TO
QPUPROKOTOL0 o0g apécmg Kabhg propel va ypeldleote wTpiky epovtida. Edv eivar duvatd, dei&te tovg
GLGKEVT EIGTIVOMV, T1 GLOKELAGIN 1] TO TAPOY PUALO 0dNYIOV ¥pNong. Mropei va awcOavbeite Tayvmoipia,
KkaOd¢ Kot omTikég draTapayég 1 Enpootopio.

Eav Egyaocate va ypnorporomjsete to Incruse Ellipta

Mnyv €16TTveVGETE O1TAN 0061 Y10 VO, AVOTANPAGETE TN 0001 oV Ceydoate. Elonvevote amid tnv
EMOUEVT] OGN GAG TNV TPOYPUUUATIGUEVT] DPOL.

Edv gpoavicete cuptyud 1 606mvoLa, ¥p1CLULOTOLEIGTE TNV GLGKEVT EICTIVOMV Toyelag dpdomng (0Tmg
caAPovtapddn) kot ev cuveyeio avalntnote TPk GUUBOVAN.

Eav etapatiocste va ypnopomrorsite to Incruse Ellipta

YuveyioTe TN ¥pNom dVTOV TOL PAPUAKOL 1ol 0G0 ¥POGVO GLVIGTA O YLUTPAC GOC. B elval AmTOTEAEGLOTIKO
UOVo Yo 660 YPOVIKO SLAGTNUN TO ¥PNCIUOTOLEITE. MMV GTOUATNOETE, EKTOC OV GOC TO GLUGTNGEL O YIOTPOC
o0G, akopo Kot av arobavieite kaAvtepa, Kabdg To GUUTTONATE GO UTOPEL Vo ETOEV®OOVV.



Edv &xete meplocdtepeg EPOTNOELG CYETIKA LLE T YPNOT CQVTOV TOL PUPUAKOV, POTHCTE TO Y1UTPY, TO
(QOPUOKOTOL) 1) TO VOGOKOLO GO,

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 0A0 To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYEIEG, OV KOl OEV
Tapovctdfovtol oe OAOVG TOVG AvOpOTOVG.

Alhepyikég avTIOpaoElg
O1 odhepyikéc avtidpdoelc dgv givar ocvyvég (umopet va emnpedlovv émog 1 ota 100 dropa).
Eav éyete kdmoto and ta axdrovba coumtodpata petd  Aqyn tov Incruse Ellipta, otapatiote ™ xpiion
gUTOV TOV PUPUAKOV KOl EVI|LEPAOGTE AUEGO TO YIOTPO GOG:
® KVNGUO
o Jepuatikd e€avOnua (kvidwon) 1 KoKKiviAa

Yuyvég avemBOunTeg evépyeieg
Avtég pmopel va emnpeacovv péypt 1 ota 10 dropa:
®  TOLTOApI
ENMOVVY KOl GLYVN ovpNoN (Umopel va etvarl cOUTTOUO OVPOLOTUMENC)
KOO KPLOAOYT L
Aoflpwén otn poT Kou 10 Pépuyya
Prixag
aicOnpa igong 1 mOVoL 6T PdyovAa kot To pétwmo (pmopel va eivat onpeion pAEYLOVIG TV
TAPOPPIVIOV KOATOV Tov 0VOUALETOL TOPAPPIVOKOATITION)
TOVOKEPAAOG
e Jduokoiotnta

‘Ot ovyvég avemBOUNTES EVEPYELEG

Avtég pmopet va emnpedcovv péypt 1 ota 100 dropa:
®  KOVOVIOTOG KOPOLOKOS TAAUOG

TOVOLOLLLOG

Enpootopia

e&avinpua

dlaTapayn yevong

Yravieg avemOOUNTES EVEPYELES
Avtéc pmopei va emmpedoovy £og 1 ota 1.000 dropa:
e  7OVOG GTO pPdTt

Aldreg avemBOUNTES EVEPYELEG
AlAeg avemBOuNTEG eVEPYELEG ExouV TTapovotlachel o Evay moAD uikpd apldud atdpmv addd 1 axpPnig
oLYVOTNTA TOVG gival AyvaoT (dev pmopel va ektiun0et omd to dtabéciio dedopéva):

o Meimon oty 6pacn 1 TOVOC 610 LATLo 60¢ AOY® VYMANG Tigong (mbavd onueio yYAowK®UOTOQ).

. Boum 6pacn

. AvEnon g LETPOVUEVTG TTIECT|G TOV LLOTION

e AvoKOMMO KO TOVOG KOTA TNV OVPNOT] - AVTA UTOPEL va lvar onuddla andepaéng tmg ovpoddyov
KUOTNG N KATOKPATNOTG 0VpOV

e Zd&\n

Ava@opd avemBOpnTOV EVEPYELOV

Edv mapotnpfioete KOmolo, avemBOunTn evépyeia, EVIUEPMGTE TO YIATPO 1] TO POPLOKOTOLO, T} TOV/TNV
VOGOKOUO 060G AVTO 1oYvEL Kot Yio kaOe mbavi avemBountr evEPYELO TOV OEV AVOPEPETAL GTO TOPOV
@OALO oMYV Ypriong. Mrmopeite emiong vo avapépete avembounteg evépyeleg anegvbeiag, otov EOviko

4



Opyavioud Papudkov (Meooyeiov 284, GR-15562 Xolapyog, AOnva, Tni: + 30 213 2040380/337, ®os: +
30 210 6549585, Iototomoc: http://www.eof.gr). Méom ¢ avapopdc avemiBountmy eVEPYEIOV UTOPEITE Vo
BonOncete 6T CLALOYN TEPLGGOTEP®V TANPOPOPIDV GYETIKA LUE TNV UCPUAELN TOV TAPOVTOG PUPIAKOV.

5. Mo va pvidcsoete To Incruse Ellipta
dvAidocete avTd TO PApUaKo o€ BEcN TV omoia dev PAETOLY Kat dgv TpoceYYilovv Ta TodLd.

No pn ypnotponoteite avtd 10 EAPUAKO LETA TNV Nuepounvio ANENG IOV avapEPETOL GTO KOLTL, TO dioKO Kot
TN 6vokevn eleTvomV HETA T AEEN «AHEHY. H nuepopunvia Anéng eivai n televtaio nuépa tov piva wov
oVOPEPETOL EKEL.

Kpatnote v cuckevn l6TVo®V £VTOG TOL GOPAYIGUEVOD dIGKOL DGTE VO TPOSTATEVETAL OO TV VYPOCTHL
KO 0QOUPESTE TNV UOVO QUECHG TPV ATd TNV TPMTN XPNon. MOALS avolytel 0 616K0G, 1| GLGKEVT| EIGTIVODY
umopet va ypnopomombet yio péypt kot 6 €fOOUAdES, EEKIVAOVTAG OO TNV UEPOUNVIL OVOIYLOTOC TOV
dtokov. ['phyte TV nuepounvio mov TPEmel va amopplphel 1 GLGKELT EIGTVOMV, GTO YDOPO TOV TAPEXETL
oy etikéta. H nuepounvia mpénet va tpoctebei poig n cuokevn elonvomv agalpedel and 1o dicko.

Mnyv puAdocete og Beppokpacia peyorlvtepn tov 30°C.

Edwv to glyate 610 Yoyelo, aprioTte T GLGKELT EICTVOMY TOLAGYIGTOV Uio Dpa MGTE Vo ETavELDEL GE
Bepuokpacio dopatiov TP amd T AP on.

Mnv metdite @APLAKO GTO VEPD TNG AMOYETEVCNC 1| OTA OKLOK(A amoppippote. Potiote 1o poppokomold cog
Y10l TO TOG Vo TETAEETE TOL PApUaKo TTOL dgV ypnoiponoteite ma. Avtd Ba fondncel oty Tpoctacio Tov
nepPaAiovToG.

6. Iepreyépevo TS CVOKEVUGILAS KO LOTES TANPOPOPiEg

T aegpréyer to Incruse Ellipta
H dpaotikn ovsia givat 1o Bpopiovyo ovpekidivio.

H moapeyouevn d6om kabe epdmal siomvong (n d0om mov eEépyetal amd T0 EXIGTOMLO) Eival
55 pwkpoypappdpio ovpekAidiviov (ov 160dVVapoDY HE 65 UIKPOYPAUUAPLO BP®Uov)oL 0VUEKALSVIOD).

To dAAo cvotoTikd gival povodopikn Aaktoln Kot oteatikd payvioto (PAérne mapdypago 2 «To Incruse
Ellipta mepiéyet Laxtdlny).

Epgavien tov Incruse Ellipta ko wepieyépevo g cvokevociog

To Incruse Ellipta givat k6vig yio e16mvon o€ 60GELC.

H ovokevn sionvodv Ellipta aroteleitor amd £va mAACTIKO GO XPOUOTOS YKPL, £VOL KAAVUUO ETIGTOUION
YPDUATOG OVOLKTOV TPAGIVOL Kot Eva docopetpnty]. Eivatl cuokevacpévn o dioko amd ¢pOAAO adovptviov pe
aQUPOOUEVO KAALUUO, ahovpviov. O diokog TEPIE)EL £V PUKEAIGKO [LE APLYPAVTIKO Y1 TN UEI®ON TNG
VYpaGiag 6TN CLGKELAGIAL.

H dpaotikni ovoia mapéyetor oe Aevkn okdvn o€ Tavieg TOToL blister viog ¢ cuokevng elomvomv. Kabe
OLGKEVT EI6TIVOGMV TtepLEyel gite 7 eite 30 60oe1g. Awtifevtal emiong ToAvovokevacisc Tov mepiEyovy 90
(3 ovokevég eiomvomv Twv 30) docelg. Mropel var pun Kokhopopohv OAEC 01 GLOKELAGIEC.

Kartoyog Adsrog Kvkhogopiac:
GlaxoSmithKline (Ireland) Limited
12 Riverwalk

Citywest Business Campus

Dublin 24


http://www.eof.gr/

IpAavdio

Hopaokevaotic:

Glaxo Wellcome Production
Zone Industrielle No.2,

23 Rue Lavoisier,

27000 Evreux,

TaAAia

[No omoladnmote TANpoPOpic. GYETIKE e TO TAPOV PUPUAKEVTIKO TPOTOV, Tapakaleiote va angvBuvleite
GTOV TOTIKO AVTITPOGMITO TOV KATOYOV TG AOEL0G KVKAOPOPING.

Belgié/Belgique/Belgien Lietuva
GlaxoSmithKline Pharmaceuticals s.a./n.v. GlaxoSmithKline Lietuva UAB
Tél/Tel: + 32 (0) 10 85 52 00 Tel: + 370 5 264 90 00
info.lt@gsk.com
Bbarapus Luxembourg/Luxemburg
I'makcoCmutKnaitn EOO/] GlaxoSmithKline Pharmaceuticals s.a./n.v.
Ten.: +3592953 1034 Belgique/Belgien
Tél/Tel: + 32 (0) 10 85 52 00
Ceska republika Magyarorszag
GlaxoSmithKline, s.r.o. GlaxoSmithKline Kft.
Tel: + 420 222 001 111 Tel.: + 36 1 225 5300
cz.info@gsk.com
Danmark Malta
GlaxoSmithKline Pharma A/S GlaxoSmithKline (Malta) Limited
TIf: + 4536 3591 00 Tel: + 356 21 238131
dk-info@gsk.com
Deutschland Nederland
GlaxoSmithKline GmbH & Co. KG GlaxoSmithKline BV
Tel.: + 49 (0)89 36044 8701 Tel: + 31 (0) 33 2081100
produkt.info@gsk.com
Eesti Norge
GlaxoSmithKline Eesti OU GlaxoSmithKline AS
Tel: + 372 6676 900 TIf: + 4722 70 20 00
estonia@gsk.com
EAMGOo Osterreich
GlaxoSmithKline Movorpécmnn A.E.B.E. GlaxoSmithKline Pharma GmbH
TnA: +30 210 68 82 100 Tel: + 43 (0)1 970750
at.info@gsk.com
Espaiia Polska
GlaxoSmithKline, S.A. GSK Services Sp. z 0.0.
Tel: + 34 900 202 700 Tel.: + 48 (0)22 576 9000
es-ci@gsk.com
France Portugal
Laboratoire GlaxoSmithKline GlaxoSmithKline — Produtos Farmacéuticos, Lda.

Tel: +33 (0)1 39 17 84 44 Tel: + 351 21 412 95 00


mailto:cz.info@gsk.com

diam@gsk.com

Hrvatska
GlaxoSmithKline d.o.0.
Tel: +385 1 6051999

Ireland
GlaxoSmithKline (Ireland) Limited
Tel: + 353 (0)1 4955000

Island
Vistor hf.
Simi: + 354 535 7000

Italia
GlaxoSmithKline S.p.A.
Tel: + 39 (0)45 7741111

Kvnpog

GlaxoSmithKline (Cyprus) Ltd
TnA: + 357 2239 70 00
gskcyprus@gsk.com

Latvija

GlaxoSmithKline Latvia SIA
Tel: + 371 67312687
Iv-epasts@gsk.com

FI.LPT@gsk.com

Romania
GlaxoSmithKline (GSK) S.R.L.
Tel: + 4021 3028 208

Slovenija
GlaxoSmithKline d.o.o.
Tel: + 386 (0)1 280 25 00
medical.x.si@gsk.com

Slovenska republika
GlaxoSmithKline Slovakias. r. 0.
Tel: + 421 (0)24826 11 11
recepcia.sk@gsk.com

Suomi/Finland
GlaxoSmithKline Oy
Puh/Tel: + 358 (0)10 30 30 30
Finland.tuoteinfo@gsk.com

Sverige
GlaxoSmithKline AB
Tel: + 46 (0)8 638 93 00
info.produkt@gsk.com

United Kingdom
GlaxoSmithKline UK Ltd
Tel: + 44 (0)800 221441
customercontactuk@gsk.com

To mapdv evAiro 0dNYLOV Ypriong avabepOnke yro TeELEVTAiR POPa oTig 16-2-2021

AdLeg TNYEG TANPOPOPLOV

Agmtopepeic TAnpoeopieg Yo 10 pApROKO avTd givar dtaféoiuec 610 dikTLaKd TOTO Tov Evpmmaikod
Opyavicpod Oopudxev: http://www.ema.europa.eu.



http://www.ema.europa.eu/

AvVaAVTIKEG 001 YiES YpONG
T givan 11 6VOKELT] ELGTVOAV;
Tnv Tpod™ Popd mov Ba ypnoiponomcete To Incruse dev yperaletar vo eAEYEETE OV 1] GUGKELT ELGTVOMV

Aertovpyel cmotd. Iepiéyet mpopeTpnpéveg dOGEIS Kot glvar £Tolun Yo AUeEST ¥PNOM.

H cvokevacia TG cvckevg etomvo@v Incruse mepiéyst

Koamdkt tov
dlokov e

Kovti
Yvokeun L5
EIOTVODV DYALO 0dNYIDV
xpfiong
Aopuypovtikd
Aioxog

H ocvokevn slonvodv cuokevdletatl e éva dioko. Mnv avoifete To dicko péypl vo eiote £TOLHOL VO,
apYiGETE TN YP1)ON TNG VEUS 6O GUOKEVTG EIGTVOMY. MOAIG €IGTE £TOLUOL VA YPT|CILOTOUGETE TN
GLOKEVT EI6TIVOGV cag TpaPnEte To Kamdt Yo va avoi&ete 1o dioko. O diokog mepiéyet Eva POKEMOKO [E

aQUYPAVTIKS Yio TN pelmon TG vypaciag. Amoppiyte LTOV TOV APUYPOVTIKO PUKEAIGKO — UV TOV
avoi&ete, TOV QATE 1) TOV EIGTVEDGETE.

=

A@uypovtikd

Orav Byddete ) cvokeun elomvomdv and 1o dioko, Ba Ppicketar oty «kAelotn» Bon. Mnyv avoiete ™)
GUGKELT] EIGTTVOMV PEYPL VU EIGTE £TOLNOL VO ELGTVEVGETE Pid 8061 QUppaKov.MOAIS avorytel 0 dioKog
YpayTE TNV NuEpounvia “Amoppintetol HeTd amd” 6TO YMPO TOV TOPEYETAL GTNV ETIKETA TNG CUGKELTG
elomvomv. H nuepounvia “Amnoppintetrorl petd omd” ival 6 efoopddec amd tnv nuepounvio avoiyuatog Tov
diokov. Metd v nuepounvio avt 1 GvokeLn eleTvomV dgv B Tpémel TAEov va ypnoionoteital. O diokog
umopel va amopplpbei petd 10 TPdTO Gvoryua.



O1 0d1yigg xpHONG TOL TOPEXOVTOL TAPAKATO Y0 TN XPON TN cvoKevng slonvodmv Ellipta pnopodv va
ypnopomoinBodv yia T cvokevn elotvomv Towv 30 ddcewv (emapkel Yo 30 nuépPeg) KaBMOC Kot yio T

OULGKEVT EICTIVOMV T®V 7 006ewmV (emapkel yio 7 NUEPEC).

1) AweBaote o0TES TIG 00N YiES TPV EEKIVIIOETE

Edv avoi&ete ko KAEIGETE TO KAAVUNA, JOPIS VO ELGTVEVGETE TO PAPNOKO, B0 YacETE TN dOGT).
H yapévn d6on Ba mapapetvel pe aoc@areln 610 E6MTEPIKO TNG GLOKELNG EIGTVOMV, OALA dev Ba glvon TAEov

Swbéoiun.

Agv gival duvoti 1 Toyaio Ayn eMTAEOV TOGOTNTAG POPUAKOL T} SITANG 0OGNC UE [io ElGTVoT.

AocopetpnTig

Aglyvel mOGeG dOGELG PUPLLAKOV ATOUEVOVY
GTNV GLOKELT EICTVODV.

Hpw améd v apyucy xprion g
GUOKEVNG EIGTTVOAV dEiYvEL OKPPAOG

30 docs1c.

Metpdet avtiotpoea kotd 1 kabe popd mov
avolyeTe TO KAAVLLLOL.

‘Otav £xovv amopeivel MydTepes and

10 d60¢€15, TO o6 TR RO TOV
doocopeTpnT EPPAvIlETOL KOKKIVO.
A@OTOL YPNCLULOTOMCETE TNV TEAELTALN
5601, TO P66 TR0, TOV JOGOUETPNTI|
EREAvILeTOL KOKKIVO KU1 OVOYPAPETAL O
ap1Opég 0. H cuokevn| elonvomv oag eivorn
TAEOV GdELOL.

Av avoi&ete 10 KAAvppO peTd omd avtd, T0
YPOLA TOV docoUeTPNTH Bor aANGEEL amd
U6 KOKKIVO GE OAO KOKKIVO.

2) IlpogToypndote o d6om

Kahlopno

Kd&Be popd mov 10
avotyete, etoyalete
pia d6on Tov
QOPLLAKOV.

Heppévere @0TE VO 0VOIEETE TO KAAVPPO 0TV EIGTE £TOLNOL VO, ELGTTVEVGETE T1] 0061 GUG.

MnV avOKIVEITE T1] GUGKELY] ELGTVOMV.

o MeTUKIVEIGTE TO KAAVPPO TTPOG TA KATM PEYPL VA OKOVGTEL £VO, «KAMK».

Emoetopo

Agpaywyog

To pdpuaxo cog eivar TAEov £TOLLO Yo ElGTTVON.



O doocopetpntng petpd avtiotpopa Katd 1 yio emPefaionon.
e AV 0 00GONETPNTNG OEV HETPNGEL AVTIGTPOPU KOONDG KOVYETOL TO KKAMK», TO QAPLAKO OgV Oa
xopnYN0el amé TN GVGKELT ELGTVOOV.
Emotpéye 11 610 QopUOKOTOL0 GOg Yo VoL GOG CLLBOVAEYEL.

3) Ewonvedote 10 Qappoko oog
e  Kpoatote 11 6VoKELT] EIGTVO®V HOKPLE 0T0 TO GTONO GOG KOL EKTVEVGTE 670 faOpo mov
ocOdaveote Gverta.
Mnyv eknvéete PG GTN GUGKELT).

e Tomo0BeTNoTE TO EMGTONIO OVANEGTH GTA YEIA GOC KOL KAEIOTE TA (€I 6OC GQPLYTA YOP® amd
aVTo0.
Mnyv opdalete Tov aepaymyo L To dAYTUAN GOG.

Y - 4

Ta xeiln cog epapuolovy ndvo
GTO OVOTOUIKO GYNLL0L TOV
EMOTOUIOV Y10 TNV EGTTVON.

Mnv @pdlete Tov agpaymyod pe
Ta SAYTUAG GOG.

o Ilapte o poxpd, otabepny, Pabid eilomvon. Kpoatmote v avanvon cag 660 t0 duvatdv
ePLocOTEPO (TOLVAAYIGTOV 3-4 deVTEPOLENTAL).

o AmopokpOVETE T1 GLOKELT EIGTVONDV OO TO GTOO GOG.
o Exnveiorte apyd kot amoid.

Eivail mBovo vo unv uropéoete va yevteite 1 vo aucbavbeite To gappoko, akdun kol 0Tav ypnoUoTolEite
GMOTA TN GLOKELT| EICTVOMV.

Edv 0ehnoete va kabapicete T0 EMGTOUIO TG GVCKELNC EIGTVODV XPTCLLOTONGTE VAL GTEYVO
AOPTOUAVTIAO TPV TO KAEIGIO TOV KAADUUATOG.

10



4) Kieiote ™) 6voKkeV] E16TVOOY

EIpdETE TO KAAVULO TTPOG TA EXAVED OGO TEPIGGOTEPO YIVETAL Y10t VO KOADYETE TO EMGTOLLO.
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