ITAPAPTHMA |

NEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypouudpio/100 pikpoypoppdpio KOVIC Yo 16TV

Seffalair Spiromax 12,75 pukpoypopupdpio/202 pikpoypoppdpio KOVIC Yo E167TVON

2. MHNOIOTIKH KAI ITOXOTIKH XYNGOEXH

Ka0e yopnyobdevn do6om (n 8601 amd To €EAPTNIO CTOUATIKNG TPOCUPLOYNG) TEPLEYEL

12,75 pkpoypappudpio coAUeTepOANG (¢ Evagoikn caipetepdin) kot 100 1 202 wikpoypoppdpio

TPOTLOVIKNG PAOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypappdpto. coAUeTepOANg (¢ Evopoikn caipuetepoin) kot 113 1
232 KpOYpOUUAPL TPOTLOVIKNG PAOVTIKALOVNG.

"Exdoyo(a) pe yvootn 6pdon:

Kda0e yopnyoduevn doom nepiéyet mepinov 5,4 yilootoypappo Aaktolng (og povotidpikn).
IMa tov mpn KatdAoyo tov ekddymv, PA. Tapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H
Koévic yuo etomvon

Agvin kévig.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpomevTikég gvositelg

To Seffalair Spiromax evdeikvotal yia v TaxTiky Ogpomeio Tov dobpatog og evihikeg kat pBovg nAikiog
12 gtdv koL Ave o1 0ToioL dEV EAEYYOVTAL ETUPKMG WE EIGTVEOUEVO KOPTIKOGTEPOELDT Kol '0VAAOYQ UE TIG
AVAYKEG' EIGTVEOLEVOLG P2 aymVIoTEG Ppayeias dpdomng.

4.2  Aocoloyio kol TPpOTOG YOopNYNONS

Aocoloyia

O1 aoBeveic Ba mpémet va kabodnyovvtar va waipvoovv to Seffalair Spiromax kdbe pépa, axdpa kot Otav
glval 0CLUTTOUATIKOL.

Edv epgoviotodv copntopato oty mepiodo petad tov d0oewv, Evag elomvedpevog, Ppoyeiag dpdong
Brtae aymviotig Oa mpénet va ypnoiporon el yio GueoTn avakobeion.

Koatd v emhoyn g meptektikdtnTog TS 000m¢ £vapéng tov Seffalair Spiromax

(12,75/100 pkpoypoppdpia pecaio 661 el0mTveEdUEVOL KOPTIKOOTEPOEWBOVG [ICS] 7

12,75/202 wkpoypappdpia vynin d6on ICS), n fapdtnta g vocov tov acbevdv, 1 Tponyovpevn
Bepameio Tovg yio dobpa cvumeptrappavopévng g d6omng ICS, kabmg Kot o Tpéymv EAeYYOC TV
CLUTTONATOV doBpatog TV acBevdv Ba pémet va Aappdvovtal vdym.

O1 aoBeveic Oa mpémet va emavadloloyodvtal TOKTIKA and TP, £T01 MGTE 1) TEPIEKTIKOTNTO TNG
GOALETEPOANC/TPOTIOVIKN G PAOVTIKALOVIC TOV AauPdvouy va Ttapapével BEATIOT Kot vo aALGLEL Ldvo petd
omd wTpikn svpuPovin. H d6om mpémet va tithomoteital ot apnAodtepn d06m otnv omoia dtatnpeitol
OTTOTELECUATIKOG EAEYYOG TMV GUUTTOUATOV.



Ynueidote 0Tl 01 Yopnyovueveg 60oelg yio o Seffalair Spiromax givot dtapopetikéc amd dAla TpoidvTa TOV
TEPLEYOVV GAAUETEPOAT/PAOLTIKOLOVT GTNV ayopd. Ot S1APOPETIKES TEPIEKTIKOTNTEG AVA SOOT)
(neoaio/vynAn 0661 EAOLTIKOLOVIG) Y10 TO SIUPOPETIKA TPOIOVTA OEV AVTIGTOLYOVV UTOPALTTOC LETUED
TOVG, EMOUEVOG TOL TPOTIOVTO OV givat EVOALAEILA (e BACT) TIG AVTIOTOYES TEPIEKTIKOTNTEG AVE SOOT).

Eviidikes kou épnPor nhikiag 12 etwv kor dvo.

Mia etomvon 12,75 pikpoypappopiov caipetepding kot 100 pukpoypoppopiov Tpomiovikng eAOVTIKaLOVNG
d00 opég TNV NUépL.

Ul

Mia etomvon 12,75 pikpoypappopiov calpetepding kot 202 [kpoypoppopiov Tpomiovikng eAOVTIKaLOVNG
dV0 QOPEG TNV MUEPQL.

Orav emitevydei 0 Eleyyog Tov dobuartog, n Oeponeio tpénet va enaveberaletot Kot va, divetal TpoGoyn 6To
Katd mOGov o1 acbeveic Bo Tpémel va aALAEOVY GE YAUUNAITEPTG TEPIEKTIKOTNTOS COAUETEPOAT/TPOTIOVIKT
@AOLTIKOLOVN OV TTEPLEYEL YOUNAOTEPT] OOGT TOV EIGTVEOLEVOL KOPTIKOGTEPOELOOVE KOl, GTT] GUVEYELD,
TEAMKG, GE VOl EICTVEOUEVO KOPTIKOOTEPOEWES LOVO. H taxtikn enaveéétaon Tov aclevav Katd m @don
ueimong g Bepamneiog eivol onpovTik.

Edv évag pepovopévoc asbevig amattel o0coAoyieg eKTOC TNG CUVICTMUEVNG OYWOYNG, TPETEL VOL
oLVTOYOYPaENBOVUV 01 KATAAANAES HOGELS B2 0y®VIOTH 1/KOL EIGTVEOEVOL KOPTIKOGTEPOEIDOVG.

Ewwoi tAnbvcpuoi

Himwuévor (>65 etwv)
Agv VTLApYEL AVAYKT Y10 TPOGUPLOYT] TNG 006N 6TOVS NAMKIOUEVOVG acbeveig

Neppixn ovolertovpyio.
Agv vapyel ovAyKn Yo TPOCAPHOYN TS 000G 6TOVG 0eBeveic e veppikn duchettovpyia.

Hrotikn dvelertovpyio
Aev vrdpyovv drabéoiua dedopéve oyetikd pe ) yprion tov Seffalair Spiromax og acOeveic pe nmotikn
dvciettovpyia.

Taiorompinos tAnBvouog

H docoloyia og acbeveig niikiog 12 etdv Kot dvo givor 1 010 docoroyia 0Tmg otovg evijdikes. H acpdleia
KO 1] QTOTEAEGLLOTIKOTITO GE TOdLOTPIKOVG 0.60eveic nAikiog kdto Tov 12 eTdv dev Exovv Tekunplodel. Agv
VIapyovv drobéoiua dedopéva.

Tpomog yopfynong

Xp1ion S E1GTVOTNG.

H ovokevn givat pior cuekeLN] EIGTVONG EVEPYOTOLOVLEVT LE TV AVATVOT, 1| OTto{0, AEITOVPYEL e T poN|
€1GTVONG, TO OTTO10 GNUOIVEL OTL O dPACTIKEG OVGIEG YOPNYOVVTIUL GTOVS OEPAUYDYOVS OTAV O acBevig
EIOTVEEL SLOUECOV TOL EEUPTAIATOS GTOHOTIKNG TPOGAPLOYNG.

Amoutoduevny exmaidevon

AVTO TO PUPUUKEVTIKO TPOIOV TTPEMEL VO YPTCLUOTOIEITOL COCTA Y10l VO EMTEVYOEL ATOTEAEGLOTIKT
Oepamneio. Emopévmg, o1 acbeveic Oa mpémetl va kabodnyodvtat va Stafdcovy 1o pUAALO TANPOPOPLDV Y10 TOV
000evi] TPOGEKTIKA Kot Vo, akoA0VBOVV TIC 001YiEC ¥PNIONG OTMS TEPTYPAPOVTUL AETTOUEPMDG GE AVTO TO
@VALo. Ohot ot acBeveic mpémet va AapBavouy eKmaidgvoT omd TOV GLVTOYOYPAPOVTO ETAYYEALLATIO VYELOS
GYETIKG, LLE T YPNOT) QVTOV TOL POPUAKEVTIKOD TPOTOVTOG. AvTd YiveTat Yo vo eEac@AAOTEL OTL KATOVOOVV
MG VO YPNOLUOTO0VV TN GUGKELT| EIGTVONG GOGTE Kol OTL KOTOVOOUV TNV OVAYKT VO EIGTVEOLY dLuVATA
K0T TNV €1I6TVOT £T61 MGTE Vo, Aapfdvouy tnv amattovpevn do6on. Eival onpovtiki n duvarr €16mvon yio vo
eEaoparileTon 1 PEATIOTN doGOAGYNON.



H yprion avtod T0v poprokenTikon Tpoidvtog akolovdel 3 amdd PApata: avotyua, elemTvon Kot KAEIoo, To
omoia TEPLYPAPOVTL TOPUKATE.

Avorypo: Kpotote t cuekevm [e To KAALUO TOV E0PTAIOTOS GTOUOTIKNG TPOGOUPLOYNAS OTO KAT® UEPOG
Kot 0voi&Te To KAAvppo Tov eEAPTNIOTOG GTOUATIKNG TPOGAPUOYNG STAMVOVTAG TO TTPOG T KAT® UEYPL VA
avoi&el tedeimg 0TV akovotel 1 Kk,

Eiwonvon: Exnvedote tedeing. Mny ekavéete pésa otn cuokevn| lomvons. Tomobetnote to e&aptnua
GTOLOTIKNG TPOGUPLOYNG OTO GTOUM GOG KOl KAEIGTE oQLYTA TOL YEIAN oag YOpw® omd owtd. Eonvedote
dvvatd kot fadid péoa amd To e£APTNHO CTOUATIKAG TPOCAUPLOYNC. ATOLAKPOVETE TI GUCKELT OO TO
oTONO Kot KpoToTe TNV avamvon yio 10 devtepdrenta 1 yio 660 aicBiveste Gvera.

KAgiowo: Exnvevote amald kot KAEIGTE TO KAADULO TOV €E0PTHUOTOC GTOLOTIKNG TPOGAPUOYNG.

O1 aofeveig dev mpénet va ppdcocovy ta avolypoto e£aeplopol Kapio GTypn, 1| vo EKTVEOUV LEGT OTN
ovokevn 6tav mpoetotndlovy to Prpa «Ewomvory. Ot acBeveig dev ypetdletar va ovoKivodV T GUGKELT

EI0TVONG TPV amd T XPNoN.

Ot aoBeveic Ba mpémet emiong va kaBodnyovvtal va EEMAEVOUV TO GTOLN TOVG LE VEPO KAl VO GTOVOLV TO
vepo, N/kat vo fovptoilovy ta do6vTio Tovg petd v giomvon (PA. mapdypaeo 4.4).

O1 aofeveic pmopet va TpocséEouv Kamotla Yeuon GTav XP1GULOTOOVV OVTO TO PAPUOKEVLTIKO TPOIOV AOY®
TOV €KOOYOL AaKTOLNG.

O1 acbeveig o mpémet va kKaBodnyouvTal Vo S1aTPovV TN GLGKELT EIGTVONG GTEYVY| Kot Kabapn avd Taoa
oTLYU, okouTilovTtag anaAd To eEAPTNIO GTOUOTIKNAG TPOGOPUOYNG LE EVa GTEYVO TTaVi 1] YOUPTOUAVTIAO
OT®G amatteital.

4.3 Avrtevositeg

YrepevaicOnoio oTig SpacTIKEG OVGIEG 1) G€ KATO0 0d TO EKO0Y0 TOV OVOUPEPOVTOL GTNV TOPAYPopo 6.1.

4.4 Ewwkég TPOEIOOTOMGELS KO TPOPVAAEELS KATA TN Yp1|ON

Emdeivoon the vosou

H caluetepoin/mpomiovikr pAovTikalovn OgV TPEMEL VO YPTCLLOTOLEITOL VIO TNV AVTILETOTION TOV 0EEWMV
CLUUTTOUATOV TOV AoBpatog Yo To omoio amatteitol va Toyeiog Kot Ppoyeioag dpdong PpoyyodlacTaATiKo.
Ot acBeveig o pémet va kKabodnyovvral va £xovv Tavta S100Ec1Un T GVCKELT EIGTVONG S1ACMONG Yol
YPNOT YL TNV avaKoVELoT o€ Eva 0EL €ne160d10 doBoToc.

O1 aoBeveic dev mpénet va apyilovv Tn GaALETEPOAN/TPOTIOVIKY|] PAOLTIKALOVN KOTA TN SLUPKEW [0
TapoEuvong 1 €0V Tapovcstalovy onUavTIKn 1 0&ela emdeivon Tov AoOpLaToG.

YoBapd oyeTilopueva pe To acOpo avemBounTo cupPdvta kol TapoEHVGELG EVOEYETAL VO ELPAVIGTOVV KOTA
™ dbpkela TG Bepameiog pe T CAAUETEPOAT/TPOTIOVIKT AOLTIKALOVN. Oa mpémet va {nndei amd Tovg
acBeveic va ocvuveyicovv ) Bepomeio oAAG va avalnTmoovy TPk GLUPOVAN €AV TO CULTTOUATO TOV
GoOuatog Topauévouy un eAeyyOUEVa. 1] EMOEVOVOVTOL LETA TNV Evapén g Oepameiag pe ™)
COALETEPOAN/TPOTIOVIKT] PAOVTIKALOV.

AvEnpéveg amaITioELS Yo ¥P1OT OVOKOVPLOTIKAOV Qapudrkov (Bpayeiog dpdons BpoyyodtacTaitikd) 1
UEWMUEVT] OVTOTOKPLOT] OTO AVOKOVPIGTIKG QAPLAKO VTOSEKVIOVV PEI®GT TOL EAEYYOV TOL AoHLATOG KOt O
aoBeveic mpénet va eraveEeTalovrat amod 1oTpo.

Apvidio Kot TPpoodeLTIKT HelmON 0TOV EAEYYO0 TOL ACOUATOG Eival SuVNTIKG ameAnTiKn Yo T (N Kot o
acBevig Oa mpémet va voPAnfel oe emetyovoa wtpiky| a&loldynon. Qo npénet va e€etaotel  avénom e
Oepameiog [e E10TVEOLEVO KOPTIKOGTEPOELDT.



Awoxomn tne Oepameiog

H Oepaneio pe T coAUETEPOAN/TPOTIOVIKT] PAOVTIKALOVN OEV TPEMEL VO, SIOKOTTETOL OTOTOUO GE aobeveig
pe dofpa Adym tov Kivdvvou tapodéuvong. H Bepaneio Ba mpénet va Tithonoteiton mpog ta kKdT® vwd TNV
emifieym 1Tpo?.

ZVVUTTEPYOVGEC KOTAOTAGELS

H caluetepdin/mpomiovikr] pAovtikalovn Tpémel va yopnyeital pe Tpocoyn oe acbeveic pe evepyn 1 adpavni
TVELUOVIKT] PLUATIOGCT KOl LUKNTILCIKES, 10YEVEIC 7 AALEG AoudEels Tov agpaywyov. Edv amatteital, mpémet
va EgKvogL 1] KATAAANAT Oepameia.

Kapduayysiokéc emdpdoels

XIAVIA, 1) COAUETEPOAN/TPOTIOVIKT AOVTIKA OV LITopEl v TPOKUAEGEL KOPILOKES appLvOuies, m.y.
VIEPKOIALOKT] TOYLKAPSiQ, EKTOKTEG GVOTOAEG KO KOATIKY LOPUOPVYN, KOL L0 IO TTOPOOIKT| LEIDOT 6TO
K@A10 0po¥ og VYMAEG BepamenTikég 06c¢elg. H colpetepoin/apomiovikn rovtikalovn TpENEL Vo
YPNOLLOTOLELTAL LE TPOGOYT G€ 0oOEVEIC e coPapic Kapdlayyelakés dLoTapayEG 1 AVOUAAES TOV
KapdiakoL puouov Kot o€ acBeveig pe Bupeotolikmon.

Y roxalonpio Kot vrepyAvkoipio,

Ta papuaka fYTO-0UOPEVEPYIKDOV UYOVIGTMY UTOPOVV VO TPOKAAEGOVY GTUAVTIKT VITOKAAOLI0 G
oplopévoug aobevelg, SuvNTIKA PHEGH EVOOKVTTAPIKNG OLOPVYNG, 1 OTTOld EXEL T SLVOTOTNTO VO, TPOKAAECEL
Kkapdiayyelokég avemBounteg evépyelec. H peimwon tov kadiov otov 0pod ivarl cuviBmg Tapodtkn Kat gV
amoutel cupmAnpwon. KAvikd onpoavtikég petafoiéc tov KaAiov otov 0pd moapatnpionkay oyt cuyva Kotd
1 SLOPKELN TOV KAMVIKOV SOKIU®DV LE TN COAUETEPOAT/TPOTIOVIKT] PAOVTIKALOVN GTIS GUVICTOUEVESG OOGELG
(BA. mapdrypago 4.8). Exovv vadp&et oyt ouyvég avapopés avénoemv ota eminedo YAVKOING Tov aipatog (BA.
apaypago 4.8) kat avtd Ba tpénet vo AapPaveTol voyT KOTd TN GLVTAYOYPAPNOoT 68 0oOEVEIS LIE 16TOPIKO
CaKYOPMOOVG SafN.

H colpetepoin/mpomiovikn eAovTikaldvn TPEMEL VO, ¥PNOILOTOLEITAL [LE TPOCOYN € acbevelg Le
coKyop®oN otafntr, pun dtopbwpévn vrokoAopia 1 oe acbeveic pe Tpodidbeon yia yaunAd eninedo KaAiov

GTOV 0pO0.

ITopado&oc Bpoyydomocuog

Metd ) yopnynon, evoéyetol va eupavictel mapddo&oc Ppoyydonacpog pali pe o dueon adéEnon otov
GUPLYHO Kot TN SVoTTVOL Kot Lmopel va, ivat ametAntikog yia ) o1 (BA. mapdypagpo 4.8). Avtd npénet va
OVTIUETOTICTEL AUECH LIE EIGTVEOUEVO Bpoyyx0dlacTadTiko Ppayeiag dpdone. H caluetepdin/apomioviky
@AovTIKaLOVN B Tpémet vo dlakomel apécmc, o aoBevig va agloloynBel kat va xopnynOel evolhakTikn
Oepameio edv eival amopaitnTo.

Bnto 2 ayovicTtéc adpeEvePYIK®OV VITOO0YEWMY

"Exovv avaeepBel or pappokoroyikég dpdoeig e Bepameiog pe B2 aywviotés, dnwg Tpdpog, aicnuo ToApndy
Kot Ke@aAaAyia, oAAG TeivOouY va lval TapoduKég Kol LELMVOVTOL LE TNV TOKTIKY Oepamneia.

2VOTNUOTIKES EMOPACELC

Eivar mBovo vo epoaviotovy GueTNHATIKEG EMOPACELS e OTOLOONTTOTE EIGTVEOEVO KOPTIKOGTEPOELDES,
€101KA 6€ VYNAEG DOCELS TOV GLVTAYOYPAPOVVTAL YL TAPUTETAUEVESG TEPLOGOVG. AVTEG 01 EMIOPACELS vt
TOAD Aly6TePO TBavS vo cupodv amd 0,TL e amd TOL GTOUOTOG KOPTIKOGTEPOEWN. O mbavEg
CLOTNUOTIKEG EMOPACELS TEpAapfdvovy cOvdpopo Cushing, yapakmmpiotikd tomov Cushing, katacToAn
TOV ENVEPPOI®V, LEIMON GTNV 0GTIKN TUKVOTNTA, KOTAPPAKTI KOl YAODK®UO KO, L0 GTAVIO, Uit GEPA
omd YUYOAOYIKEG KOl GUUTEPLPOPIKES EMOPAGELS GLUTEPIAALPOVOLEVNG TNE YUYOKIVITIKNG



VIEPOPOACTNPLOTNTAS, OLUTAPAYDV TOV VITVOL, AyXovs, KatdbAyng 1 emfetikotrag (10img ota modid) (BA.
TNV VIoEMIKEPOAISA «ITadroTpikdc TANOVGUOGH TAPUKAT® Yio TANPOPOPIEG CYETUKEL LLE TIG CUCTILATIKES
EMOPACELS TV EICTVEOUEVAOV KOPTIKOGTEPOEWMY GTA, TOOLA Kol Tovg Pnovg). Eivar onpavtiko,
EMOUEVMG, 01 aobeveig va emoveEetdalovtal TaKTIKG Kol 1 OGN TOL EIGTVEOUEVOD KOPTIKOGTEPOEIDOVS VOl
LEWDVETOL OTN OUNAOTEPN dOCT] GTNV OTOin ST PEITOL ATOTELESUATIKOG EAEYYOG TOV GoOUATOG.

Awrtopayn the 6poong

Awtapoyn T 6paong Wtopel vo, avapepOel e TN ¥p1oN CVOTNHOTIK®Y KOl TOTIK®Y KOPTIKOGTEPOELODV.
Edv évag acBevig Tapovsidcel copmtdpoto 0nmg o) dpacn 1 GAleg dtotapoyés g Opaong, o tpénet
va g€etaotel 1) Topamopny] Tov acbevoig oe o@Baipiatpo yio TNV a&loAdynon Tev THaveOY oLTiov, Tov
UTOPEL VO GUUTEPTAOUPAVOVYV KATAPPAKTT), YAAVK®UA 1) OTAVIEG TAONCES OTMG KEVIPIKT 0PI
yoproapeipinotpocidonddeia (CSCR), ta omoia £xovv avagepOel PLETA TN PO GLGTNLATIKOV KOl TOTIKOV
KOPTIKOGTEPOEIODV.

Asgttovpyio TV ETVEQPLOIOV

H mopatetapévn Oepomeio acbevav pe vyniég 00GELG EIGTVEOUEV®Y KOPTIKOGTEPOEIOMV UTOPEL VO 0O YN OEL
OTIV KOTOOTOAN TOV EXVEPPLOIWV Kol 0&gia emvepplotokt| kpior. [ToAD oraviec TEPIMTOCELS KATUTTOANG
TV eMvePpdiny Kot 0&eiag emveppidtokng Kpiong £xouvv eniong meptypo@el Le 0OGELS TPOTIOVIKNG
eAovTiKalovng peta&d S00 pikpoypappapiov kot kato tov 1.000 pikpoypappapiov. Kataotdoeic o1 onoieg
gvogyouévmg Ba umopovoay vo TupodoTHcovy ofeia ETVEPPIOLOKT| KPIOT) CUUTEPIAQUPAVOVY TPOVUATIGUO,
YEWPOLPYIKN eméuPaon, Aoipwén 1 omoladnmote amdtoun peiwon g docoroyioc. Ta eppavilopeva
CUUTTAONOTO EIVOL TUTIKA acapn Kot propel va mepthapfdvouy avopelio, Kolako dAyog, ammdAieia fapovg,
KOO, KEQAAAAYia, vouTio, EUETO, VTOTAOT), LEWWUEVO EMIMEGO GLVEIONONG, VITOYAVKOIO KOl ETANTTIKEG
kpicels. Oa mpénet va eEetdletarl mpdohetn cvuoTnUaTIKY Bepameio e KOPTIKOGTEPOELDN KATA TN O1dpKELN
TEPLOOMV EVTAOTG 1] EKAEKTIKNG XELPOVPYIKNG EMEUPOONG.

Ta opéAn g Bepameiog pe glomvedUEVT TPOTOVIKT GAOVLTIKALOVN B0 TPENEL VO, ELAYIGTOTOUGOVY TNV
avAYKN Y10 0TEPOEN YOPNYOOUEVA ATtO TOL GTOLATOS, OAAA 01 0sBeveic Tov aAAALoOVV amd GTEPOELN
YOPMYOVUEVE OO TOV 6TONATOG UTopel va e£akoAovBolV va S10TpéyovV KIVOUVO OVETAPKELNG TMV
EMVEPPLIIOV Y10l CHLOVTIKO XPOVIKO dtdotnpa. g K ToVTOV, aVToi o1 acbeveic Tpémel va vofdilovTat og
Oepameio pe W010itEPN TPOCOYN KOl VO TAPAKOAOLOEITAL TAKTIKA 1] AOL0ETIVEPPLOLAKN Agttovpyia. Ot
acBeveilc mov &xovv KoTd To TAPEABOV Ypelactel enelyovoa Bepameia [Le KOPTIKOGTEPOELDN LYNANG 0OONG
umopel emiong va dtatpéyovv kivovvo. H mboavotnto vroieupatikng dvsiertovpyiog 0o mpémel mavo va
AQUBAVETOL VTTOYT OE EMELYOVGES KO EKAEKTIKEC KATOOTAGELS Ol OTOlEg Elval TOAvVO va, EmPEPOVY
emPapovvon, Ko mpénet va eEetaletal 1 katdAANAN Bepamneio pe koptikootepoedn. O Pabuog
duoiettovpyiog TV emveepdiov uropei va omattel eEedikevpuévn cLUPOVAN TPV OO EKAEKTIKEG
dtodtKaoies.

AMnAemdpaoelc pe GAAL QOPUOKEVTIKE TPOiOVTOL

H prrovaPipn pmopet va avéfoel onUavTIKG T CUYKEVTPOGN TNG TPOTIOVIKNG GAOVTIKOLOVNG GTO TAGGLLOL.
SVVETMG, 1] TOLTOYPOVN XPNOT| TPETEL VO OTOPEVYETAL, EKTOG EAV TO OLVNTIKO OPELOG Y10 TOV aGbevn
VIEPokeEAEL TOV KIVOUVO CUGTNUOTIKOV AVETIHOUNTOV EVEPYEIDY TOV KOPTIKOCTEPOEWDMV. YTAPYEL EMIONC
avENUEVOGS KIVOLVOG GUGTNUATIKGOV aVETIHOUNT®V EVEPYELDY KATH TOV GUVOLOCUO TPOTIOVIKNG
erovtikalovng pue GAAovg 1oyvpovg avactoreic Tov CYP3A (BA. mapdypago 4.5).

H tavtoypovn xpnomn cuotnuatikng ketokovaloAng av&avel onovTikd Tn cuoTnpatikn ékbeorn ot
GOALETEPOAT. AVTO Pmopel va 0dNYNOEL GE Hio aHENCT OTNV EMMTOGCT TOV GLUGTNIATIKOV EMOPAGEDV (T.).
emumrovvon tov dwothipatog QTc kot aicOnua Ttaipdv). H cuyyopnyoduevn Bepaneia pe ketokovaloin 1
dAlovg 1oyvpovg avaotoreic Tov CYP3A4 B mpémet emopévas va amopedyeTal EKTOG €6V TO 0QEAN
VEPOKEAILOVY TOV SUVNTIKA OENEVO KIVOLVO GUGTNUATIKMV OVETIOOUNTOV EVEPYELMV TNG Bepameiag pe
caApetepOoAn (BA. Tapdypago 4.5).

Houdwtpude TAnbvoude




AVTO T0 POPLOKELTIKO TPOiOV EvOEikvLTAL YL YpTioT o€ epNPoug 12 eTdv Kot ave (BA. mapdypago 4.2).
Qo1660, Bo Tpémel va onpelmbei 6TL Ta TOd1d Kol o1 £ ol nAkiog KAT® TV 16 10V oL TaipvouV
VYNAEG BOGELG TPOTLOVIKTG PAOVTIKOLOVNG (Tumikd >1.000 pukpoypapdplo/muépa) evogxeTol va Statpéyovv
Wuitepo kivovvo. Eivar mbavd va epeoviotohv cueTUOTIKEG ETIOPAGELS, EO0IKE € VYNAEG dOGEIC TOV
OULVTOYOYPOPOVVTOL Y10 TAPATETAUEVES TEPLOSOVG. O1 MBaVEG CUOTNUATIKES EMOPATELS TEPIAAUPEVOLY
ovuvdpopo Cushing, yapoktnpiotikd tomov Cushing, KOTAGTOAN TOV EXVEPPOi®V, 0&einl ETVEQPPLOLOKT
Kpion kai emPpadvven g avAaTTLENS GTA TSI Kot TOVS EQ1BOVE Ko, L0 GTAVLA, Lo GEPA Ao
YUYOAOYIKEG KOl CUUTEPLPOPIKES EMOPACELG CUUTEPIAAUPAVOLLEVIG TG YUXOKIVITIKNG
VIEPOPACTNPLOTNTOS, OLATUPUYDY TOL VIVOV, AYYOLS, KATAOAYNC 1 emBeTikdtnToC. B0 Tpémel va
g€etdletal N TOPOTOUTH TOL A0V 1) TOL €PNPOVL G TOSIATPO EWOIKEVUEVO GTO OVOTVEVGTIKO GUGTILLOL
YVVIGTATOL 1) TOKTIKT TOPAKOAOVONGT TOL VYOLG TV TAdL®DY TOV AdpPfdvouy mapotetapuévn Oepaneio pe
EIOTMVEOEVO KOPTIKOGTEPOELT. H d060M TOL €16TMVESIEVOL KOPTIKOGTEPOELDOVG Bl Tpémet mhvTa va
UELOVETOL 0T YOUNAOTEPT) SOGM GTNV 0TTolol SLOTNPEITAL OTOTEAECUATIKOG EAEYYOC TOV doBlaTOC.

AowdEgic Tov 6TOUATOC

AOY® TOV GLGTATIKOD TPOTIOVIKNG PAOLTIKALOVNG, UToPEl Vo eppaviatel Ppayyog kal kavtvtiaon (aedeg)
TOV GTOLOTOG KOl TOV AOLOV Ko, 6TTAVIa, TOV 0160Qayov, o€ opiopévong acbeveic (BA. mapdypago 4.8).
To660 10 Bpdyyog 6GO Kol 1] EXATOGCT TNE KAVIIVTIOGTC TOV GTOUATOS KOl TOV AQLOD LITOPOvV Vol
AVOKOVELETOVV EETAEVOVTOC TO GTOWN UE VEPO KOl PTOVOVTAG TO VEPO 1/kal fovptoilovtog Ta dOVTIO UETA
TN (PN TOL TPOidVTOG. H GupmTOUATIK KOVIIVTINGT TOL GTOUATOG KOL TOV ACLUOV UTOpEL val
OVTULETOTIOTEL [LE TOTIKY] OVIILVKNTIOCIKY Oepaneio evd cvveyiletan akdpa 1 Oepaneio e
GOALETEPOAN/TPOTIOVIKT) PAOVTIKALOVT).

Iepreyodueva Aoxtdlng

AVT0 10 PUPROKELTIKO TPoidV TTEPE)EL AakToln (PA. mapdypapo 4.3). Ot aobeveic ue omdvia KANpovoukd
npoPAnuota dvcaveiog atn yohaktoln, TANPN AVETAPKELD AOKTACTG N KOKT 0moppoPnon YAvKonc-
YOAokTOLNG eV TPEMEL VO, TAPOLV AVTO TO PAPLOKELTIKO TPoiov. To £kdoyo Aaktoln pumopel va TepLéyet
UIKPEG TOGOTNTEG TPOTEIVAV YUAUKTOC, 01 OTToieg UITOPEl VoL TPOKOAEGOVY OALEPYIKEG OVTIOPAGELS GE
ekeivoug pe cofapn vrepevaichncia 1 aliepyio 6TV TPOTEIVN YAAAKTOC.

45  AMremoplosig pe GALO QUPUUKEVTIKE TPOTIOVTO KOl GALES popPég alinieniopaong

AMnAiemdpaoelc pe fNTo amoKAEITTES

O1 BNTa adpevePYIKOl ATOKAEIOTEG UTOPEL VO OTOSVVOUMGOLY | Vo avToy@vilovtat T dpacn g
caApetepOANG. TOco ot un ekAexTikol 060 Kot 01 EKAEKTIKOL B 0mOKAEIGTEG TTPETEL VO, ATOPEVYOVTAL EKTOG
€0QV VITAPYOLV EMTAKTIKOL AOYOL Y10 TN ¥PNoN TovS. AvvnTikd coBapn vrokaAtatio propel vo TpokHEL amd
™ Bepomeia pe B2 ayoviotég (BA. mapdypago 4.4). Zvviotdrtal 1dtaitepn Tpocsoyn 6to 0&Y cofapod dodua,
kaOdc avth N enidpacn uropel va evioyvbel and v TowTtoOYXpovn Bepameio pe Tapdymya Eavoivng,
GTEPOELDN KoL SLOVPTTIKA.

ZoAueTepOAN

Ioyvpoi avaoroleic oo CYP3A4

H ovyyopnynon ketokovalding (400 mg and Tov oTOUATOC i eOpd TNV NUEPA) KOl GOAUETEPOANG

(50 pkpoypappdpia slomvedeva 600 opég TV NUEPR) o€ 15 vy dropa yio 7 nuépeg gixe og amotéleoua
pio onuavtikny avénon oty éxbeon otn coiuetepoin oto TAdopd (1,4-mAdc1o Cmax kot 15-mAdoia AUC).
AvTd umopel va 00MyNoEL G€ L ADENCT GTNV EMITTMOOT AAL®Y GLUGTNATIKOV EMOPACEDV TG Bepameiag Le
GOAUETEPOAN (TL.y. emufkvuven Tov dtuotiuatog QTe kot aicOnpa TaAudv) og cOyKplon pe ) Oepaneio pe
COAETEPOAN | kKETOKOVALOAN povo (BA. Tapdypago 4.4).

Agv mopatnpnOnKoy KMVIKE SNUAVTIKEG ETOPAGELS TNV TIECT] TOL OILOTOC, TOV Kapdlokd puiuo,
YALKON TOV aipaTog Kot To eminedo KoAiov 6to aipo. H cuyyopriynon pe ketokovaloAn dev avénce v
nuiosio {on omoPoANg TG aAUETEPOANG 1| ADENCE TN CUGGMOPEVOT| TG COAUETEPOANG LE TNV
EMOVOAQUPOVOLEVT YOPTYNON.



H tavtoypovn yoprynon g ketokovaloAng o mpémet vo amopedyetal, eKTOG €4V Ta 0QEAT vIepokeAilovy
TOV OLVNTIKA ALENHEVO KIVOLVO GLGTNATIKAOV EMOPAGE®V TG Bepameiag pe caipetepdin. Etval mbavéd va
VILAPYEL TOPOUO10C KivOuvog aAANAETiOpaog pe GALOVG 1oyvpove avactoleig tov CYP3A4 (w.y.
rtpaxovaloin, teMBpopvkivn, prtovafipn).

Mérpior avaotoleic too CYP3A4

H ovyyopnynon gpvbpopvkivng (500 mg amd tov oTORaTog 3 POPEG TNV NUEPD) KOl GOAUETEPOANG

(50 pikpoypappdpia giomvedueva 600 opég TV NUEPR) o 15 vy dropa yio 6 nuépPeS eixe ®¢ amoTéleou
QoL pkpn oAAG un oToTIoTIKG onuovtikny avénon oty ékbeon ot caApetepoin (1,4-mhaota Crax Kot
1,2-7m\doa AUC). H suyyopnynon pe epubpopokivi 6ev GUGYETIOTIKE LLE OTOIECONTOTE GOPAPEG
avemBounteg evépyetec.

IIpomovikn eAovtikaldvn

Y7o KavoviKeég GUVONKEG, YOUUNAEG CUYKEVIPDGELS TPOMIOVIKNG PAOVTIKALOVIC GTO TAAGLO EMLTVYYAVOVTOL
UETE 0d Yop1ynom o1 E1GTVONG, AOY® TOL EKTETAUEVOD UETAPOAIGLOD TPMTNG 01080V Kot TNG VYNANG
GLOTNUOTIKAG KABapong mov pesorafeitat amod to kutdypmpa P450 3A4 610 éviepo Kot 610 map. Qg ek
TOVTOV, KAMVIKA CUAVTIKEG AAANAETIOPAGELC PUPUAK®OV LECOAABOVIEVES OO TV TPOTIOVIKT] PAOLTIKALOVT
glval aniBavec.

e o LEAETN aAANAETOPACE®Y GE VY] ATOUO e EVOOPPIVIKT TPOTIOVIKY @AovTikalovn, 1 prrovafipn
(évag e&apetikd 1oyvpdg avactoréag Tov P450 3A4) yopnyoduevn o 66on 100 mg dvo opég TV nuépa
aOENGE TIG CLYKEVIPADGELS TNG TPOTLOVIKNG PAOVTIKOLOVNG 6TO TAAGLLO KATH OPKETEC EKOTOVTAOES POPES, LLE
QTOTEAECLLOL OT|LOVTIKA LLEIWUEVEG CLYKEVTIPMGELS KOPTILOANG oToVv 0pd. Ot TANPOoQOpies GYETIKA [LE VTV
™V aAANAETIdpacT eival EAMMTEIC YioL TNV EIGTVEOUEVT TPOTIOVIKT] PAOVTIKALOVT], OAANL OVOUEVETOL UL
&vtovn ahENGCT OTO EMIMESQ TNG TPOTIOVIKNG PAOLTIKALOVNG 6T0 TAdoUa. 'Eyouv avapepbel mepintdoelg
ouvopopov Cushing kot KaToGTOANG TOV enveppdiov. O cuvdvacpog Bo Tpénet vo amo@evyeTal, EKTOC EGV
T0 6QEAOG VITEPOKEAILEL TOV VENUEVO KIVOLVO GUGTNUATIK®V OVETIOOUNTOV EVEPYELDV TOV
yAvkokoptikoedmv (BA. mapdypago 4.4).

Y o pkpn pelétn og vyl eBelovtéc, o eErappds Ayotepo 1oyvpos avaotoréag tov CYP3A
KkeTokovaLOAN avénoe v €kBecT GTNV TPOTOVIKY GAOVTIKALOVN UETH AO i LELOVAOUEVT] EIGTVOT] KOTA
150%. Avto €ixe oc amotéleopa pio peyolvtepn peimon g KoptiloANg 610 TAAGHO 0€ GUYKPIoN UE TNV
npomoviky eAovtikalovn povo. H tavtdypovn Oepameia pe dArovg 1oyvpovg avactoreic tov CYP3A, dmwg
N poakovaloAn, kot pétplovg avaotoieic tov CYP3A, 6mmg 1 epuBpopvkivn, avapévetal enione vo avénoet
TN GLGTNUOTIKY] £KOECT] BTNV TPOTLOVIKY] PAOLTIKALOVT KOl TOV KIVOLVO GUGTNUATIKMOV OVETIOOUNTOV
EVEPYELMV. ZVVIGTATOL TTPOGOYN Kot B0 TPEMEL VoL AmoPeVYETAL 1] LOKPOYPOVIL Oepameio e TETOLN PAPLLOKOL
av givai duvaTov.

H tovtoypovn Bepameio pe avactoieic tov CYP3A, coumeptiapfovouévav Tpoidovimy Tov TepiEyovy
KOUTIGIOTATT), OVOUEVETOL VAL AVENGEL TOV KIVOLVO GUGTNUATIK®V AVETIBOUNTOV evepyel@v. O cuvdLacopog
Oa pémet va amopevyetal, EKTOG €6V TO OPELOG LITEPOKEAILEL TOV QVENUEVO KIVOUVO GUGTNUATIKOV
AVETIOOUNTOV EVEPYEIDV TOV KOPTIKOGTEPOELOMV, GTIV 0TToin TEPIMTMOT, 01 acbeveig Ba Tpémel va
TOPOKOAOVOOHVTAL Y10, GUOTNUATIKES EMOPACELS TOV KOPTIKOGTEPOELODV.

AMnAeridpoon pue ovacTtoAgic tne P-yAvkorpwteivng

H wpomiovikn pAovtikaldvn Kot 1 COAUETEPOAN ivat 01 dVO TTOYA VITOSTPpOLATE TG P-yAvkKompmTeivig
(P-gp). H pAovtikalovn dev £dg1Ee duvatoTnTa ovaoToANg TG P-gp otig uekéteg in vitro. Agv vdpyovv
Srabéoipeg TANPOPOPieg oYETIKA UE TN SVVATOTITA TG GAANETEPOANG YO AvaGTOAN TG P-gp. Agv éxouvv
Ote&ayOel KAVIKEG QUPLLOKOLOYIKES LEAETEG LE EVav €101KO avaoTOAEN TNG P-gp kot TNV Tpomiovikn
QEAOLTIKOLOVI/GOALETEPOAN.

ZOUTOON TIKO LN TIKO QOPULOKEVTIKG TpOoTdVTQ




H tontoyxpovn xopfynon GAA®V CUUTOONTIKOUUNTIKOY POPUIKEVTIKGV TPOIOVI®V (®¢ povobepameio 1 oG
pépog Bepamneiog cuvdvacpov) pumopel vo Exel SuvnTiKd 0BpPOIoTIKY EMIOPACT).

46 Tovipétnra, kOO Ko yorovyio

Kvnon

Ta dedopéva amd GYETIKA TEPLOPIGUEVO aPlOUO EYKDOV YOVAIKGV (TEPIMTMCELS EKPAONG EYKVUOGVUVIG
peta&d 300-1.000) katadsikvoouy T un Drapén cvyyevavy dtouaptidv 1 ToEikdTnTa 610 £ufpvo/veoyvd amd
TN XPNON COAUETEPOANG KO TPOTOVIKNG @AOLTIKALOVNG. Meléteg oe (Mo KATESEEAY aVamapoy®YIKN
TOEIKOTNTA PETA TN XOPNYNOT| P2 AYOVICT®V 0OPEVEPYIKDV DTOSOYEMV Kol YAVKOKOPTIKOGTEPOEW AV (PAETE
napaypoa@o 5.3).

AVTO TO POPUOKEVTIKO TPOTIOV TPETEL VO YPTCLLOTOIEITAL KOTA T SIEPKELD TG EYKVUOGHVNG LOVO EQV TO
OVOLEVOLEVO OPELOG Yo TNV acBevn dikatoloyel Tov duvnTikd Kivouvo yio To EuPpuo.

OnAacpdc

Agv glvarl yvooTd €4V 1 GOAUETEPOAT KO 1) TPOTIOVIKT] PAOLTIKALOVT)/ Ol LETOPOAITEC OMEKKPIVOVTAL GTO
avOpdTIVO YAAaL.

On peréteg £xouv KoTodeIEEL OTL 1] GAAUETEPOAT KO 1) TPOTIOVIKT PAOVTIKALOVN Kot o1 petaforites Tov,
OmEKKPIvovTOL 6TO YAAa opovpaimy Tov InAdlovy.

O «ivdvvog ot Onidlovta veoyevvnta/Ppéon dev purnopel va amoxelotel. [lpénet va anopaciotel edv Oa

dtakomel 0 OnAacuog 1 Ba draxomet 1) Oepaneia e T GOAUETEPOAT/TPOTIOVIKT PAOVTIKALOVN, AapBdvovtag
oYM 10 6PELOG TOV ONAAGHOV Yo TO Todl Kot To OPEAOG TNG Bepameiag yio TV yuvoika.

Tovipdtta

Agv VLApYOLV SEGOUEVE GYETIKG, LIE TN YOVILOTNTO 6TOVG avOpdmovs. Q61060, peAéteg o€ (da dgv
KaTESEIEOV EMOPACELG TNG CUAUETEPOANG 1 TG TPOTIOVIKNG PAOLTIKALOVNG 0T Yoviudtnta (BA.
napaypoago 5.3).

47 Emdpacsig 6Ty IKEVOTITO 001]Y161S KOl XEIPIGHOD Uy OVILATOV

AVTO TO POPUOKEVTIKO TPOTIOV deV £xEL Kaio 1 £XEL AOTLLOVTY EXIOPACT GTNV TKAVOTNTO 001 YNOTG KO
YEPLGUOD UNYOVILATOV.

4.8 AvemOopnteg evépyereg

IIepiinwn tov TPoOik ACOAAELNC

Kobbhg avtd To @oprakeVTIKO TPOTOV TEPLEYEL GOAUETEPOAT KO TPOTIOVIKT] PAOVTIKALOVT, UTOPEL VA
OVOUEVETOL O TUTTOG KOl 1] GOPapOTNTO TV AVETIOOUNT®V EVEPYELDY TOV cuoyeTifovTal pe Kabepio omd Tig
OpaoTikéG ovaieg. Agv £yl mopatnpndel avénuévn eninTmon avemiBOUNTOV EVEPYEIDV PETA TNV TOVTOYPOVN
YOPNYNON TV dVO OLGLDOV.

O1 cuyvoTeEpa OVOPEPOUEVES OVETIBVUNTEG EVEPYELES TAV pvoopvYYiTda (6,3%), kepaiadyia (4,4%),
Byoag (3,7%) kot otopatikn kavtwtioon (3,4%).

Kotdroyoc avert@duntmyv evEPYELDV GE LOPOT) TIVOKO,

Ot avemBOuNTeg eVEPYELEC OV £XOVV CLGYETICOEL LLE TNV TPOTIOVIKT PAOVTIKOLOVN KOl T1 CUAUETEPOAN
TapoLCIALovVTaL TUPUKAT®, TOPOTIOEUEVES KOTA Kot yopio/opyavikd cvoTtnua Kot cuyvotnta. Ot
ovyvotnTeG Kabopifovral og: ToAD cuyvég (>1/10), cuyvég (=1/100 éwg <1/10), oy ouyvég (>1/1.000 €wg
<1/100), omavies (=1/10.000 g <1/1.000), oAb omdvieg (<1/10.000) ko pun yvootés (dev pmopovv va.



extiunBovv pe Baon ta dwbéoipa dedopéva). Ot cLYVOTNTEG TPOEPYOVTOL OO TO SEGOUEVH KAVIKDV
OOKIUMV.

Mivakog 1: Katdloyog avemOopuntmv evepyELdV 6 Hopen TivoKa

Kotnyopio/opyaviko . . ,
sbopa Avem@ountn evépysero YoyvétnTo
Ytopotiky kovtwvtioon® Toyvéch
['pimn Xuyvéc
Pwooeapuyyitida Zuyvéc
Aopumdéeig kot Pwitida Xuyvég
TOPACITOCELG Hopoppvokolmitida Zoyvég
Dapvuyyitida Oy ovuyvég
Aoipmén Tov avamveELGTIKOD GLGTHUATOC Oy ouyvéc
O160Q0y1K1 KOVTIVTIOGT rdvieg
>Hvdpopo Cushing, yapakTnplotikd TOITOL
AwTopayéc Tov Cushing, KaTO.GTOAN TOV EXTVEPPLOIMV Kol 1
, , . . . Xravieg
EVOOKPIVIKOV GUGTHLOTOG emPpaduvon g avarTuéng oTa TodLd Kot
TOLG PNIPBovg
Awotapoyéc Tov YmokoaAtopiol Toyvéc?
gzglﬁ?w“ ov KAt me Yrepylvkoio Oy ovyvég
Avyyoc Oy cvyvéc
Avnvia Oyt ovuyvég
Yoylatpikég dratapoyég ZOUTEPIPOPIKES OAAYEC,
ocoumeptroppavopévng vepdpactnpotntag | Oyt cuyvég
Kol uePENIoTOHTNTOC, O10UTEPO OTO TALOLYL
Alotapoy€C Tov VELPIKOV Ks::(pakakyta ZDXV(?Q
GUGTNHOTOG Zdin ZULVES
Tpouog Oy ouyvéc
Koatoppdxtng Oy ouyvéc
OBalkég draTapaysg Maovkopo Tmvisct
Opoaon Oaumn Mn yvootéct
AicOnuo moipov Oyt svyvéct
Toyvkapdia Oy ouyvéc
. , KoAmkn poppopuyn Oy cvyvéc
Kaopdiakég dratapoyés Kopdtaxéc appodpiice
(ovumepAapuPavopévng VITEPKOTAIKNG Yrhvieg
TOYLKOPING KOl EKTOKT®V GUGTOADYV)
Bryog 2uyvEéc
Awotapoyéc Tov Epsﬁ)wuég o0 Ml,mm,) ZDXV%Q
OVOTTVEVOTIKOD P (WXOQ/SDG(MV} (x’ ZDXV(?G
, , 2TOUATOPAPLYIKO GAYOG 2uyvéc
GLGTHHOTOC, TOV BMDpoKa PR p P
Kot ToL pecobmpdxiov AMS',)YlKn p}vm&x O AL OUXVES
P cupedpnon Oy ouyvég
Mapadotoc Bpoyydonacog Tméviect
Awotapoyéc Tov AAyoc 6TV Gve KOTAMOKN YDpa Oy ovyvég
YOG TPEVIEPIKOD Avoneyia Oy ovuyvég
i to0 amo08pioy ren | ACPHITITON 6 cnap O ovvée
Awotapoyéc Tov Oceuaiyio Xuyvéc
HUVOGKEAETIKOV GVGTANATOS | Muadyia Xuyvéc
KOl TOVU GUVOETIKOV 1GTOV Alyoc ot0 bKpa Oy ovuyvég
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Kotnyopia/opyaviko

sHoTpe AvemOopntn evépyera, YoyvotnTa
Kokdoeig, dninmmpidoeig
KOl EMTAOKES Pién Oy ovyvég

0EpOmEVTIKAV YEPIGUDV
o. XvumepAapUPAVEL CTOUOTIKT KOVIWVTIOOT, OTOHOTIKY HUKNTWOKN AOIU®EN, GTOUOTOQOPLYYIKY
KOVTIVTIOOT) KOl LUKNTIOGIKT CTOLOTOPOAPLYYITION
1. BA mopdypogo 4.4
2. BA. mapdypago 4.5

Ieprypagn emtheyUEvav oveTOOUNTOV EVEPYELDV

E1dikég emidpaoeic s Oepomeiag ue fr oywviarés

"Exovv avapepbel o1 pappokoloyikéc dpacels g Oepaneiog pe B2 ayoviotéc, Onmg TpOUOC, aichna ToApdY
Ko KeQaAaAyio, oALG Teivovy va lval TapodukKég Kot LELMVOVTAL LE TNV TOKTIKY] Oepamneia.

Hopadoog Ppoyyooraocuos

Metd ) yoprynon, evoéyetal va eueaviotel mopddoloc fpoyyodonacuoc pall e o dueorn avénon otov
ovptyud ko tn dvomvota. (BA. Tapdypoeo 4.4).

Emidpaoeic s Oepameiog ue e16TveOUEVO KOPTIKOGTEPOELON

AOY® TOV GVGTATIKOV TPOTLOVIKNG GAOLTIKALOVNG, LWTopel vo eppovioTel fpayyog kot kavtvtioon (dedec)
TOV GTOLOTOG KO TOV AOLOV Ko, GTTAVIQ, TOV 0160Qayov, 6€ opiopévong aceveic (BA. mapdypago 4.4).

Iowarpikde TAnfvouodc

H aocpdieia kot 1 amotelecpatikotntao tov Seffalair Spiromax ce madaTpikovg acdeveic nAkiog KAT® Twv
12 gtddv dev €xovv tekunplodei.

Ta glomvedUEVA KOPTIKOGTEPOELDT, GUUTEPIAAUPAVOUEVNG TNG TTPOTIOVIKTG AOLTIKOLOVNG, £VO GLUGTATIKO
tov Seffalair Spiromax, pwopei vo TpokaAESoVV peimon TG TayDTNTAG AvATTLENG 6ToVG EPNIBoug (BA.
apaypago 4.4 E10kéc mpogldomomjoeis Kol apoeuAdsels kata t ypnon). H avéntuén otoug
ondlotpikovg acbeveic Tov AapuPdvouy omd ToL GTOUATOG EIGTVEOUEVE, KOPTIKOGTEPOELDN,
GUUTEPIAAUBAVOUEVIC TNG CAAUETEPOANG/TPOTIOVIKIC PAOVTIKALOVNG, TPETEL VO, TOPAKOALOVOEITOL TAKTIKA.
IMa v eAay1oTOnO0INGN TOV GLGTNUATIKAOV EMOPACEDY TOV GO TOV GTOLOTOG EIGTVEOLEV®OV
KOPTIKOGTEPOEIODV, GUUTEPIAAUPOUVOUEVNG TNG COAUETEPOANG/TPOTIOVIKIG PAOVTIKALOVNC, TITAOTOIGTE TN
docoloyia kdbe acBevovg 0T YOUNAOTEPT) JOGOAOYIO TOV EAEYYEL AMOTELEGUOTIKA TO. CUUTTMOUATO TOV.

Avopopd mOavorloyoduevay avemfOunTmy EVEPYELDY

H avoeopd mbovorloyodpevov avemiBouuntoy VEPYEL®V LETA amd TN YOP1YNoN AdEWS KUKAOQOPING TOV
(QOPLOKEVTIKOV TPOTOVTOG gival onuavtik. Emttpénetl ) cvveyn mapakoiovdnon g oyéong o@EéLove-
KIvOHVOL TOL POPUOKEVTIKOD TPOIOVTOG. ZNTEITUL GO TOVG EMAYYEALOTIEG VYEIOG VO AVOPEPOLV
OTO1EGONTOTE TIHOVOLOYOVUEVES AVETBVUNTES EVEPYEIEC LECH TOV EBVIKOV GUGTILLOTOG OVAPOPAS TOV
avaypaeetor oto Iapapua V.

49 Ymnepdoooloyia

Aev vrdpyovv drabécipa ded0UEVO amd KAMVIKES SOKIUES OYETIKG e vtEpdocoroyia, pe To Seffalair
Spiromax, ®61000, d£d0pEVA GYETIKA e VTEPSOGOAOYIN LE T1G VO dPOUCTIKEG OVCIEG TOPEXOVTOL TAPAUKATE:

ZoAueTepdin
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Ta onueio Kot GUUTTOUOTA TNG VITEPOOGOAOYING e COAUETEPOAN givarl CAAN, AVENGEIS GTN GLGTOAIKT TiECT
TOV aipaTog, TPOUOG, KePaAaAyia kat Tayvkapdia. Eqv n Oepameia pe T GaApeTEPOAN/TPOTIOVIKY
@AoLTIKOLOVN TTpémet va drakomel AOY® VItEPOOGOAOYIOG TOV CLGTATIKOD B2 AYMVIGTH TOL POPUOKEVTIKOV
poidvtoc, Oa Tpémet vo eeTaletan | TopOoyn TG KOTAAANANG Oepameing avTIKOTASTACN G GTEPOEIODV.
EmmpocBétmg, pmopel va poaviotel vrokaAtoipio Kot Oo mpémel eTopévmg va mapakoiovBovvtal T
emimeda KaAlov otov opd. Oa pénet vo eEeTdleTal AVTIKATACTOOT TOV KOALOL.

IIpomovikn eAovtikaldvn

OCeio

O&eia elomvon d0GE®V TPOTLOVIKNG PAOVTIKALOVNG TOV VREPPAIVOVY TIC GUVIGTAOUEVEG UTOPEL VoL 0N Y GEL
0€ TPOCMPIVI KATAGTOAN] TNG AELTOVPYinG TV EMVEPPLOi®V. AVTO dev YpeldleTol ETEIYOVCO AVIYLETMMION,
KaBmG M Aettovpyio TOV EXVEPPLOI®V OVOKAUTTEL EVTOC Aly®V NUEPDV, OTTMOC EXAANDELTNKE OO LETPNOELS
NG KOPTILOANG GTO TAUCUAL.

Xpovio vmepdocoloyio.

H endpxela tov emveppidiov mpénel va mapakorovdeitor kot evégyetal va eivat amapaitntn n Oeponeio pe
éva GLOTNHOTIKO KopTiKooTePoEWEG. Otav otabepomombei, n Oepancio Oo mpémel va cuveyioTel e Eva
EIOTVEOLEVO KOPTIKOOTEPOEIDEC OT) GLVIGTAOUEVT 0001 (PA. Tapdypago 4.4: «Agttovpyia TV
EMVEPPLOLOVY).

g TEPIMTAOOELS TOGO 0EEING OGO KOl ¥POVING VITEPIOGOAOYING LLE TPOTIOVIKT] PAOVTIKALOVT, 1) Oepameia pe T
GOALETEPOA/TTPOTIOVIKT PAOVTIKALOVY Ba TPETEL VO GLUVEYIGTEL G Lid KOTAAANAT OOGN Y10 TOV EAEYYO TV
GUUTTOUATOV.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX

51 ®@appokodvvopikig 1010TNTES

Ddappokobepomentikn Katnyopio: PappoKa Yo TIG AmToPPUKTIKES TAONGELS TOV AEPOPOPMY 0DV,
AOPEVEPYIKA GE CUVOVUGUO LLE KOPTIKOOGTEPOEDN 1 GAAL PAPHOKO, EEQPOVHEVOV TV OVTL{OAVEPYIKAV,

kwdwoc ATC: ROSAKO6

Mnyoviouoc dpdons Kol QopUoKodLVULKEC EMOPACELC

To Seffalair Spiromax mepiéyel GalpeTePOAN KO TPOTLOVIKT GAOVTIKALOVY, Ol 0TI01EG 0LV SLOPOPETIKODS
TPOTOLG dpdong.
Ot avtictotyot unyovicpoi dpaons Kot Tv 600 SPucTIKOV 0VGLOV ££ETALOVTOL TOPAKATO.

H colpetepoin etvon £vag eKAEKTIKOG B2 0yOVIOTIG TOV OOPEVEPYIKADV DTTOSOYEMV LAKPAG dPACTG
(12 opmdV) pe po poxpld TAEVPIKN 0AVGIdN TOV GLVIEETOL OTIV EEMTEPLOYT] TOV VTOSOYE.

H mpomiovikn @lovtikalovr, YOpTYOOLEVT LE EIGTVOT GTIC GUVIGTOUEVEC OOGELS, £XEL OVTLPAEYLOVAOO
dpaon YAVKOKOPTIKOEIDODS EVIOG TMV TVELUOV®V.

KAwikn omoteAeGUOTIKOTITO KOL GGQAAELD,

Seffalair Spiromax - Klivikég dokiuég tov aobuozog

H acedieia kou n arotedeouatikodtnta tov Seffalair Spiromax a&loloyndnkov o 3.004 acbeveic ue doduo.
To mpoypappa avamtuéng tephapupave 2 empefoiwticég dokiuég ddpketag 12 fdopdadmv, o, SoKiun
ac@aielag 26 fdopddmv kot 3 dokiég evpecng 6060A0YIKOD gvpovg. H anotelecpotikdto tov Seffalair
Spiromax Baciletat kupimg oTig emMPEPAUOTIKEG OOKIUEC TOV TEPLYPAPOVTOL TOAPAKATO.

"E&1 666¢€1g Tpomiovikng AovTiKa{OVNG ToL KupaivovTay omd 16 pug émg 434 ug (ekppalduUeveg g
LETPNUEVES DOCELS) YOPTYOVUEVEG dVDO POPEG TNV MNUEPA LEG® GUGKELNG EIGTVOTG ENP1G KOVEMG TOALUTAGDY

d0cewv (MDPI) kat éva cuykpttikd mpoidv Enphg KOVEWDS TPOTIOVIKNG AOLTIKALOVNG OVOIKTG
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emonpavong (100 pg 1 250 pg) a&oroynOnkay o€ 2 TUYOLOTOUNIEVEG, OITAG TVQAES, ELEYXOUEVES UE
gwoviKO apuaio dokipés 12 efdouddwv. H Aoxyn 201 mpaypatonomOnke oe acbeveig ot onoiot dev
eléyyovtay Katd tnv Evapén ko elyav AdPet Bepameio pe Bpayeiog Opdong P2 aymvioti uoévo 1 o
GLVOLOGCHO LE PUPUOKEVTIKT Oy®YN Y10 TO GoBpa un kopTikootepogldove. Acbeveic mov Adufavay youning
000 elomveopeva koptikootepoedn (ICS) propovsay va £xovv coumeptinedel HeTd amd eAdy1oTn TEPI0dO
éxmivong (washout) 2 efdopddowv. H Aokyn 202 payuatonombnke e aobeveic ot omoiol dev eAEyyovtay
kot v évapén kot eiyav AdPet Oepameia pe vynAng d6ong ICS pe N yopig pakpdc dpdong PHto-aymvioT
(LABA). O1 petpnpéveg 8600616 yiao TV TTpomiovikn pAovtikaovn Spiromax [Fp MDPI] (16, 28, 59, 118, 225
Ko 434 pg) mov ypnoiporombnkay ot Aokiun 201 kot otn Aok 202 givor SopopeTIKES amod TIG
LETPNLLEVES OOGELC Y10 TOL GLYKPLTIKE TTpoidvTa (PAovTIKALOVT KOVIG Y10, EIGTTVOT]) KOl TO VIO £PELVOL
nwpoiovta Odaong 3 ta omoia amoteAovv T Paon g petpnuévng d6ong atimong g emonpavong (113 ko
232 pg yuo TV TPoToviKn eAoVTIKALOVN). Ot aAhayég oTic d0oelg HeTa&y tng Paong 2 kat 3 mpoékvyav
amd T Pertictonoinomn ¢ SadiKaciog TopacKELNG.

H amotelecpaticotnta kot 1 ac@aieln 4 d366emv EVAQOIKNG caAleTepOANG a&toloynnkay 6 po SImAd
TUEAN SLOGTAVPOVLEVT] LEAETT 6 TTEPLOdWV GE GUYKPLON UE TPOTMIOVIKT PAoLTIKA OV Spiromax edmas
dOGNG Kl GVOKELT E16TVONG ENPNC KOVEWMC TTPOTTLOVIKNG PAoVTIKALOVNC/caiuetepding 100/50 pug avorktng
EMONIOVONG MG GVYKPLTIKO TPoidv oe acbeveic pe emipovo dobpa. Ot dOGEIC GOAUETEPOANG TTOV
pueretnOnkayv frav 6,8 pg, 13,2 pg, 26,8 ug kot 57,4 pg oe cuvdvacpd e tpomovikn Aovtikalovn 118 ug
xopnyovpevn péow MDPI (exppaldpevn wg petpnuévn 06om). Ot petpnuévec SOGELS Y10 T COALETEPOAN
(6,8, 13,2, 26,8 ko 57,4 pug) mov ypnoiponomdnkoy o authiyv T HEAETN gival EAaPPDOS S10POPETIKEG ATTO TIG
LETPNUEVES OOCELS Y10. TO. GLYKPLTIKA TPoTovTa (pAOVTIKALOVN/CUALETEPOAT KOVIG Y10 ELGTTVON) KOl TO, VTTO
épevva mpoiovta Oaong 3 Ta omoia amroTeAOVV T BAcT TNG LETPNUEVIC dOONC 0&imoNg TNG ETICTLAVONG
(113 xo 232 pg yio v Tpomoviky] Aovtikalovn kot 14 pg yio 1t GoApetepoin).

Q¢ cvvénela g PeATioTomoinong ¢ S1adIKaGiog TOPACKEVNS, To Tpoidvta Pdong 3 Kat To EUTopIKd
TPOIOVTO OVTIGTOLYOVV KOADTEPO OTIG TEPLEKTIKOTNTEG TV GLYKPLTIKAOV Ttpoidvtwv. [TAdcpa yo
POPUAKOKIVITIKO YopakTnplopd eAnedn oe kabe mepiodo docordYNGNC.

EviAwceg kar épnPot acBeveig niikiog 12 etdv kat dvo:
[paypoatoroOniay 600 KAvikég dokipég Daong 3° 2 SoKIES TOV GUYKPIVAY TOV GLUVOVAGUO oTadEPNC
d60NG pe Tpomioviky eAoVTIKOLOVT LoV N elKovikd @appoko (Aokun 1 kot Aokiur 2).

Aokyués mov ovyrpivoy to Seffalair Spiromax (FS MDPI) ue npomioviky plovtikolovi] Hovo 1 EIKOVIKO
POPUOKO

AVO SmAd TVPAEG, TAPAAANA®Y OPAd®V KAVIKES SoKIHEG, Aokiun 1 kot Aokiun 2, Tpaypotonomdnkay pe
v FS MDPI c¢ 1.375 gvijlikec kau epnPoug acbeveic (nhikiag 12 etav kot ave, ue FEV1 katd v évapén
40% £wc 85% 1oL TPOPAETOUEVOD PLGIOAOYIKOD) LE AGOLN TO 0TToio gV eAeyyOTOY PEATIOTA [E TNV
tpéxovca Bepaneio Tovg. Oheg o1 Bepamneieg yopnynoniav og 1 gilomvon] 600 Popéc TV NUéEpa amd ™
GUOKEVT EIGTVONG Spiromax, evd ot AAAEG Bepameieg cuVTNPNONG SLAKOTKOV.

Aoxapn 1: Avti 1 Toxoomompévr, SUTAG TVPAT, EAEYXOUEVT LLE EIKOVIKO QAPLOKO SOKIUN
OTOTEAEGLATIKOTNTOG Kol aciietog 12 efoopddwv cuykpive tnv Fp MDPI 55 pg kot 113 pg (1 etomvon dvo
eopég v Nuépa) pe v FS MDPI 14/55 pg kot 14/113 pg (1 eiomvon 600 opég Ty NUEP) Kot EIKOVIKO
papuaxo og eprifovg (MAwkiog 12 etdv kot avm) Kot EVAAIKEG AGEVEIC e ETILOVO GUUTTOUATIKO AGOLN
mapd Tt Oepameia pe xapunAng d6omng 1 pecaiog 00T EIGTVEOUEVO KOPTIKOGTEPOEIDEG 1] EICTVEOLEVO
KkopTikooTePoeldé/LABA. Ot acOeveic Elafav pova Topromotnpuévo eikoviko eappoako MDPI kot dArla&ov
a6 T Oepamneio toug pe ICS kotd v Evapén oe dimpomiovikn| Pexrouebalovn aepdivpa yuo tomvon 40 pg
500 popéc TV Nuépa katd T ddpKeLn TNG EIGOYMYIKNS TEPLOdov. Ot acheveic exywpnOnkay Tuyaio yio va
AGBovv aymyn LE EIKOVIKO QAPUAKO 1 e dOOELS pecaiag TeplekTikOTNTAG ¢ €&€Nc: 130 Ehafav sicovikd
eapuaxo, 130 éapav Fp MDPI 113 ug kot 129 éhafav FS MDPI 14/113 pg. Ot petpioeic FEV: xatd v
évap&n NTav Tapopoleg o€ OAeC TIg opdodeg Oepaneing. To TPOTEVOVTA KATAANKTIKG GNUElR Y10 QVTAV T
dokin rav n petaforn amod v Evapén otov FEV: kotdtatng Timg v efdopdda 12 yior 6A0vg Toug
ac0eveic Kot TO TVTOTOINWEVO, TPOGAPUOGUEVO MG TTPOg TIS apykéS TWéEG FEV1 AUEC.12n TV gfdopdada 12
7oV avoAVONKe Yo Eva vTochvoro 312 acOevdv o1 0oiol TPAYHOTOTOINGAV SL0d0YIKT GTIPOUETPNOT META
T doom.
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Mivakag 2: Ilpotevovoo avarivon g petafoing ano tnv évapén otov FEV: katdTatyg TYig Ty
efoopada 12 kota opdda Ospamsiog - Aok 1 (FAS)
Fp MDPI FS MDPI

N)I:‘a‘raﬁknﬂ'], ] El’KOVIK(’) 113 pg BID 14/113 pg
TOTIGTIKOG OEIKTNG | pappako (N=129) BID
(N=129) (N=126)
Metapoi otov FEV,
Katatatng Tyug (1)
v gfoopada 12
Méon tyun LS 0,053 0,204 0,315

OyKplon Evavtl
ELKOVIKOV QUPUIKOV

Aopopd tg péong 0,151 0,262
Tuhc LS ' '
(0,057, (0,168,
[0)
95% ClI 0,244) 0,356)
Tum p 0,0017 0,0000
Zoykpion évavtt
Fp MDPI
e ohykpilon
pe 113 pg:
Alapopa TG péog 0,111
Tng LS ,
95% ClI (()0'2(())16?
Ty p 0,0202

Yvykpioelg Oepaneiog cuvdvacoL e povobepameio dev EAEYYONKAV Y100 TOAOTAUCIOCTIKOTNTA.

FEV: = Biona ekmvedpevog 6yKkog oto 1° deuteporento, FAS = ninpeg cbvoro aviivong,

Fp MDPI = pomiovikn @lovtikalovn HECH GLUGKEVTG EIGTVONG ENPNG KOVEMG TOAAATAMY dOCEMV,

FS MDPI = npomiovikr @Aovtikalovn/corlIeTEPOAT LEGH GLOKELNC EICTVONG ENPNG KOVEMG TOAMAUTADY
docewv, BID = 600 @popég tnv nuépa, n = aptduodg, LS = ehayiotov tetpaydvov, Cl = didotnua
EUTIOTOGHVNG

BeAtiboeilg oty mvevpovikn Agttovpyio peoaviotnkay evtdg 15 Aentdv and v tpdtn 66on (15 Aentd petd
T 800, N dapopd ot péon petaforn amd v Evapén e t pnébodo LS otov FEV: ftav 0,164 1 yo v

FS MDPI 14/113 pg o€ 60ykpion e o EIKOVIKO appako (un tpocappospévn tiunf p <0,0001). Méyiot
Beltimon otov FEV: yevikd epaviotnke eviog 6 opdv yio v FS MDPI 14/113 pg, kot o1 feAtidosic nrav
otabepéc katd ) ddpkela Tov 12 opmv eEléyyov katd Tig efdouddeg 1 kot 12 (Ewova 1). Agv
napatnpnonke eldrtoon g 120png BpoyyodlacTadTikng enidpacng petd and 12 efdopddeg Depomeiog.
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Ewova 1: Mpotevovca avaivon oradoikig ompouéTpnong: Méon petaforn amdé v évapén otov
FEV:1 () Tqv epdopada 12 katd ypoviko onueio ko opdda Oepomeiog - Aoxipn 1 (FAS,
VTOGVVOLO OLOOYIKNG GTLPOUETPONG)

1 EMMOPIKH ONOMASIA SPIROMAX 113/14 pg (N=60)
m POMIONIKH GAOYTIKAZONH SPIROMAX 113 pg (N=69)
@ EIKONIKO GAPMAKO (N=53)

o o o
w ~ &
=

o

N
=
iy

It:h
—
=
Sy

Méon petafolr otov FEV, (1)

—0_1 __“I T T T T T T T T T T T 1
1\0123456?89101112
Huépa 1 Qpa
Evapén T
EBSopdada 12
‘Evapén

FAS = m\peg odvoro avalvong, FEV; = Blawa exmvedpevog 6yKog ato 1° devtepdrento

Aoxun 2: Avti 1 TOXOOTTONUEVT], SUTAG TVPAT, EAEYXOUEVT LE EIKOVIKO QAPLOKO SOKIUT
OTOTELECULATIKOTNTOG Kol 0oQAAEWG 12 gBSOUAd®mV GUYKPIVE TNV TPOTIOVIKY] PAOVTIKALOVY] HEGH GLOKEVLNG
glonvong Enpnic kovewg tolhanAdv d6cemv (Fp MDPI) 113 ug kot 232 pg (1 etomvon 800 @opéc v nuépa)
LE TN GoAUETEPOAN/PLovTIKalOVN HEGH GLOKEVT El6TVONG ENpig KOVE®G ToALamA®V ddcewy (FS MDPI)
14/113 pg o 14/232 pg (1 eiomvon 600 popEg TNV NUEPN) KoL EIKOVIKO GAPHOKO GE EPNIPOVG Kot EVIIAIKES
ao0evelc e emipovo CUUTTONOTIKO doBpa Tapd T Bepameia [l EICTVEOUEVO KOPTIKOGTEPOEIDEC )
elomvedeVo Koptikootepoeldé/LABA. Ot acbeveic Ehafav povd tvpromomuévo gikovikd edpuoko MDPI
Kot dAAa&ov amod tn Oepaneia Tovg pe ICS katd v évapén oe Fp MDPI 55 pg b0 @opég tnv nuépa Kot ™
dlpKeLn TNG E10ay®YIKNG TEPLOdov. Ot acbeveig ekympnOnkav Tuyaia yia va Adfovv Bepaneia wg eENg:

145 aoBeveic Ehafov ewovikd edpuoko, 146 acOeveig Ehafov Fp MDPI 113 pg, 146 acbeveic Elapav

Fp MDPI 232 pg, 145 acbeveic élafav FS MDPI 14/113 pg kot 146 acbeveic élafav FS MDPI 14/232 pg.
Ot petprioelg FEV1 katd v évapén ftav mapdpoteg oe Oreg tig Oepaneies: Fp MDPI 113 ng 2,060 |,

Fp MDPI 232 ug 2,075 |, FS MDPI 14/113 pg 2,157 |, FS MDPI 14/232 pg 2,083 1 kot 1KOViKO @APHOKO
2,141 1. Ta TpoTevoVTa KATUANKTIKG onpeio yio vtV T doKun Ntav 1 petaforr amd v évapén otov
FEV1 xototomng tiumg v efdopdda 12 yior 6hovg toug acheveic Kot T0 TUTOTONUEVO, TPOSUPUOGUEVO (G
npog Tic apykéc Tinég FEVE AUEC.12n v gfdopdda 12 mov avarbonke yia évo vroovvoro 312 acbevdv ot
010101 TPAYLOTOTOINGAY SLOSOYIKT OTIPOUETPNON LETA TN dOGN.
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Mivakag 3: IIpotevovoo avarivon g petafoing ano tnv évapén otov FEV: katdTatyg TYig Ty

efoopada 12 kota opdda Ospamsiog - Aok 2 (FAS)
Fp MDPI FS MDPI
Merapint Ewkoviké 113 ug BID | 232 ug BID | 14/113 pg 14/232 pg
ZTaTIGTIKOG OEiKTNG @appoxo (N=145) (N=146) BID BID
(N=143) (N=141) (N=145)
Metapoi otov FEV,
Kat@totng Ty (1) my
efoopdoa 12
Méon tyun LS -0,004 0,119 0,179 0,271 0,272
OyKplon Evavtl
ELKOVIKOV QUPUIKOV
Awpopd g péomng
Tiung LS 0,123 0,183 0,274 0,276
0,038, 0,098, 0,189, 0,191,
95% Cl ((),208) 8,268) ((),360) ((),361)
Ty p 0,0047 0,0000 0,0000 0,0000
OYKpLoT vavTi
Fp MDPI
Xe oOykplon | Xe cvykplon
pe 113 pg: ue 232 pg:
Awpopd g péomng
Tung LS 0,152 0,093
0,066, 0,009,
95% Cl ((),237) 8,178)
Ty p 0,0005 0,0309

Yvykpioelg Oepaneiog cuvdvacoL e povobepameio dev EAEYYOMKAV Y100 TOAOTAUCIOCTIKOTNTA.
FEV: = Biona ekmvedpevog 0yKkog oto 1° deuteporento, FAS = nAnpeg cbvoro aviivong,
Fp MDPI = pomiovikn @lovtikalovn HECH GLUGKEVTG EIGTVONG ENPNG KOVEMG TOAAATAMY dOCEMV,

FS MDPI = npomiovikr @Aovtikalovn/corlIeTEPOAT LEGHD GLOKELNC EICTVONG ENPNE KOVEMG TOAMAUTADY
docewv, BID = 600 @opég tnv nuépa, n = aptduodg, LS = ehayiotov tetpaymvov, Cl = didotnua

EUTIGTOCHVNG

BeAtiboegilg oty mvevpovikn Agttovpyio peoaviotnkay evtdg 15 Aentdv and v tpdtn 66on (15 Aentd petd
™ 866, N dopopd ot uéon petaforn amd v évopén ue t pébodo LS otov FEV: tav 0,160 1 ko 0,187 1
og oUYKPIoN UE TO €IKOVIKO pdppaxo yio Tnv FS MDPI 14/113 pg kou 14/232 pg, avtictoyor

un mpocsapuocuévn T p <0,0001 kot yia T 600 00GELg G GVYKPIOT LE TO EIKOVIKO Qdpoko. MEyiom
Beltioon otov FEV: yevikd gpeoviomke eviog 3 wpav kot yio Tig 600 ocoAoyikéc opddeg FS MDPI, kat ot
Beltuwoeig Nrav otabepéc Kotd ) didpkelo Tav 12 opav eléyyov katd tig efdouddes 1 ko 12 (Ewdva 2).
Agv mapatnpndnke erdtrmon g 12mpne fpoyyodtactaATikig enidpaong e orotadnmote 66on FS MDPI
omwg a&oroynOnke uéom tov FEV: petd amd 12 gfdopddeg Oepameiog.
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Ewova 2: Mpotevovca avaivon oradoikig ompouéTpnong: Méon petaforn amdé v évapén otov
FEV: () Tqv epdopada 12 kotd ypoviko onpeio ko opdda Ospomeiog - Aoxipn 2 (FAS,
VTOGVVOLO OLHOOYIKNG GTTLPONETPONG)

< EMMNOPIKH ONOMAZIA SPIROMAX 232/14 pg (N=65)
1 EMMNOPIKH ONOMAZIA SPIROMAX 113/14 g (N=57)
# MMPONIONIKH OAOYTIKAZONH SPIROMAX 232 pg (N=55)

0,5 ® [IPOMIONIKH ®AOYTIKAZONH SPIROMAX 113 g (N=56)
i ® EIKONIKO ®APMAKO (N=41)
204 -
[N
>
(o)
[
90,3
<
<
o
(<o}
8 5
Bo2 |
c H
2
s 01 -85
O .. S .
01 H——F— — : |
T0123456789101112
Huépa 1 Qpa
Evapgn
ERSopada 12
‘Evapén

FAS = m\Mpec ouvoro avaivong, FEV: = Biaia ekaveduevog 6ykog ato 1° deutepdiento

Howwarpikde tAnbvoudc

"Exovv pekemOei acbeveic nhikiog 12 éwg 17 etdv. To cuyKeVIpOTIKA OTOTEAEGLOTO OO TIC dVO
emPeParotikég Sokipég yo T petaforn omd v évapén otov FEV1 og acBeveic nlikiag 12-17 etdv
napovcidlovion mapokdto (ITivakag 4). Katd v efoopdda 12, ot petaforég amd v Evapén otov FEV,
KOTATOTNG TIUAG NTAV HEYUADTEPES Y10 OAEG TIG doGoA0YIKEG opadec Fp MDPI kot FS MDPI amo6 6,11 yio v
OLLAS0L ELKOVIKOD QUPHAKOL GE OAES TIG NAIKIOKES OPLAOES Kol OTIG 000 UEAETEC TAPOLOIMG LLE TOL GUVOAIKL
OTOTEAEGILATO TV SOKIUMV.

Mivakag 4: ZOvoyn TOV TPAYROTIKOV TIHAOV Kol TG RETAPoANS amd Ty évapén otov FEV katdTatg
TG TV gfdopdada 12 kotd opada Oepaneiog ko nhkia 12-17 grav (FAS)*

Xpov13<o ’ Hpomovuq] @AoLTIKOLOVN Seffalair Spiromax
onueio Ewovuco Spiromax
2T0T1I0TIKO QAapLLOKO . . . .
< deixmc 113 pg bid 232 g bid 14/113 pg bid 14/232 pg bid
‘Evopén
n 22 27 10 24 12
1(\3‘;")" TN 12330 (0,3671) | 2,249 (0,5399) | 2,224 (0,4362) | 2,341 (0,5513) | 2,598 (0,5210)
Atdpeon 2,348 2,255 2,208 2,255 2,425
T
fﬁx 1,555,3,075 | 09153450 | 1,615 3,115 | 1580,3775 | 1,810,3,695
Metafoin tnv gfoouddo 12
n 22 27 10 24 12
?gg’)" ™1 0,00 (0,3541) | 0,378 (0,4516) | 0,558 (0,5728) | 0,565 (0,4894) | 0,474 (0,5625)
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Adpeon 0,005 0,178 0,375 0,553 0,375
T
iﬁg}” -0,850,0,840 | -0,115,1.650 | -0,080 1,915 | -0,265 1755 | -0,295, 1335

¢ [TAnpeg obvoro avirvong = FAS

O Evponaikog Opyoaviopog Popudkmy Exel SOGEL ATOALAYT A0 TNV VTOYPEMST] VTOPOANC TOV
amotelecudTOV TV peret@v pe to Seffalair Spiromax 6€ OAEC TIG VTOKATIYOPIEG TOL TOUSLATPIKOV
mAnBucpov ot Bepaneio Tov dobuatog (PAETE Tapdypa@o 4.2 yio TANPOPOPIES GYETIKA [LE TNV TALOILTPIKN
xpfion).

52  ®appuoxoKivTIKEG 1O10TNTES
IMa eappakoxvnTikovg okomove, kdbe cuotatikd propel va eEgtaotel Eeywplotd.

2oAuetepoin

H colpetepoin dpa Tomikd GTOV TVEVIOVA, MG EK TOVTOV TO EMITEDN GTO TAACLA OV ATOTELOVV £VOEIEN TV
Bepamevtikdv emdpdcewv. Emumiéov, vdpyovv povo mold meplopicuéva olabéatpia dedopéva yio
(OPLOKOKIVITIKN TNG COAUETEPOANG, SESOUEVTG TNG TEXVIKNG duoKoAiag aEloAdyNnong Tov PapUdKov 6T
TAAG L AOY® TOV YOUNADY GUYKEVIPOCE®V GTO TAAGLO 0TIS Bepamevtikéc ddoel; (mepimov

200 mkoypappdpia/ml | Arydtepo) mov EnLTVYXAVOVTOL LETE TNV EIGTVOT| TNG 000G,

Tpomiovixy plovuikalovn

H anéAivtn Prodrobeoipuotnta piog epdmas d00mg EIGTVEOUEVTG TPOTLOVIKNG GAOVTIKOLOVNG GE VYL GTOLL
Kopaivetan peta&d mepinov 5% kot 11% tng ovopacTtikig 061G avAAOYA LLE T1 GVOKELT EIGTVONG TOV
xpnoponoteital. e acOevelg pe aocua, Exel mapatnpndei pkpotepog Pabpog cvotnpatikig £xbeong otnv
EIOTVEOLLEVT] TPOTLOVIKTY pAOVTIKOLOV.

Amoppdonon

H cvoetuotik) anoppognomn cvufoivel kuping HEGH TV TVELLOVOV KO EIVOL pyIKE TOYELD Kol TN
GULVEXELN TOPATETAUEVT. TO VTOAOITO TNG EIGTVEOUEVNC HOOTG TNG TPOTIOVIKNG PAOVTIKALOVNG UTOpEl va
katamodel, 0OAAE GUVEICEEPEL EAAYIOTO GTN CLOTNUATIKY £KBECT AOY® TNG YAUNANG VOUTOSHAVTOTNTOG KO
TOV TPOGVGTIUOTIKOD PETAPOAIGLOV, e AMOTEAEGLO S100EGIHOTNTO ad TOV GTOHOTOG LiKpdTEPT TOV 1%.
Yrapyet ypoppkny avénomn ot cuetnuatikn ékbeon pe tnv avénon g elomveduevng 66omg.

Kartavoun
H 8160g0m ¢ mpomiovikng provtikalovng xapaktnpiletor and vynAn kabopon midcpotog (1.150 ml/min),
peydlo 6yKo Katovoung ot otabeponompévn Katdotaon (nepimov 300 1) kon tehkn nuicela {on mepinov

8 wpdv. H covdeon pe npwteivec mAdopartog ivatl 91%.

Buouetaoynuotiopuoc

H mpomiovikn @lovtikalovn omoPaAletol ToAd ypriyopa amd Tn GLOTHUATIKY Kukhoeopio. H kbpla 006¢
elvar o petaforopog og Evav adpavn petaforitn kapfo&uiikon o&éoc, amd to kutdypoua P450 3A4. AlAot
un avayvopilopévol petafoliteg evromifoviot emiong oto KOTpOva.

Amofoin
H veppwn kédBapon g mpomiovikng provtikalovng etvar aorjpovin. Atydtepo amd 5% g doong
OTEKKPIVETAL GTO 00pal, KVUPImg mg petaforites. To kOplo pHEPOG TG SOOTG ATEKKPIVETOL GTO, KOTPOVO, (G

petafoiiteg Kot apeTtdfAnTo pAPLOKO.

Iowatpikde TAnfvouodc
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[paypatoromnOnie QappoKoKvnTikn avaivor acdevav nitkiog 12 éog 17 etdv. Av Kot 01 VTTOOUAdEG NTAV
LIKPES, 1| CLOTNUATIKY] £KOEGT GTNV TPOTLOVIKT GAOVTIKALOVN KO T COAUETEPOAT] Y10 TIG VITOOUAOES

12 éwg 17 etmv kot >18 etV o€ OAeg TI¢ Oepameieg dev NTOV GNUAVTIKA SL0QPOPETIKY OO TOV GUVOAIKO
TAnBvuopod g perétng. H pawvopevn nuiceia {on amofoing (tV2) dev eanpedotnie and v nAkia.

5.3 Ipoxivikd dedopéva Yo TNV 0.6QAAELN

O1 podveg avnovyieg yio TNV aoQAAELD Yio ovOp®OTIVY XP1OT| Ol 0TTOiEG amoppEoLY amd HeELéTeG oe (Do e
EeX@PLOTN YOPNYNOT TN COAUETEPOANG KOl TNE TPOTIOVIKNG PAOLTIKALOVNG, NTOV EMOPACELS TOV
GUGYETIOTNKOV LE LEYICTOTOMUEVES POPUOKOAOYIKEG OPACELS.

Meléteg og melpapotolma (xo1pidia, TPOKTIKE Kot GKOAOVG) £Y0VV KOTAOEIEEL TNV ELPAVION KAPILOKDV
appLOUIOV Kot a1pvidlov Bavdtov (Le 1I6TOAOYIKES EVOEIEEIC VEKPMOTG TOL HvoKapdiov) dTay
Prta-ayovictég kot pebvroavliveg yopnyovvror tovtdypovae. H kKivikn onpacio avtdv tov evpnudtov
glval dyvootn.

2T1g peAéteg avamapaywyne o€ {da, To YAVKOKOPTIKOGTEPOELDN ExEl KatadelyBel 6Tt TpokalovV HelmUEVO
ocopaTikd Bapog Tov epPpvov N/kar dStopapties Tng ddmiacng (VrepiooyloTia, SIAUAPTIEG TNG OKEAETIKNG
SATAOoNC) O OPOVPATIOVE, TOVTIKOVG Kol KOUVEALD LE DITOSOPIME YOPTYOULEVES OOGEIC TOEIKES Y10 TN
untépa. Q6t06G0, AVTE TO ATOTEAEGLOTO TOV TEPAUATOV oTo {da dev aivetol va oyetilovtal pe Tov
GvOpmIO SE60UEVOV TOV GUVIGTOUEV®V OOCEMV, KOl 1] TPOTLOVIKT] GAOVTIKALOVN OPTYOVUEVT] HECH
E10TVOT|G G€ 0poLPaiovs Helmoe To copatikd Bapog Tov eufphov, aArd dev TPOKAAESE TEPATOYEVEDT GE
8001 ToEIKN Yo TN UNTEPA LUKPATEPT A0 TN UEYIOTN CUVICTMUEVT] AVOPOTIVI NILEPTIOLA, ELGTVEOLEVT] dOOT)
Béoet Tov epfadod compatikng emeavetag (mg/m?). H epmeipio e omd Tov 6TOHOTOC KOPTIKOGTEPOEIIN
VTOOEIKVVEL OTL TO TPOKTIKA EIVOL TLO EXPPETN GE TEPOTOYOVOVS EMOPACELS OO T KOPTIKOGTEPOELDT| OO
0,T1 o1 AvBpwmot. Ot pedéteg oe (da e T CAAUETEPOAN £xovv KaTadeiEel epPpuikn ToEikOTNTA LOVO OF
VYNAQ enimeda xBeong. Metd tn cuyyopiynomn, avEnpévn emintwon HetdBeonc TG OLPAAKNG apTnpiog Kot
0TEL0VC 06TEOTOIN GG TOV VIOKOD 0GTOV TaPaTNPNONKE 6€ apovpaiovg oe dOGELS TOV GLGYETILOVTOL LE
YVOOTEG OVOUUAMES TOV TPOKAAOVVTOL OO TO YAVKOKOPTUKOELDN.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Kaoataroyog ekdoywv

Aoaktoln povobdpikn (n omoia pwopel va teptAapPavel TpmTEIVEG YAAUKTOC).
6.2 AocvppototnTeg

Agv gpapuoletar.

6.3 Awpkera {ong

24 unveg

Metd 10 dvorypa ToL GAOVUIVEVIOD TEPITUATYLLOTOG: 2 L VEG.

6.4 Idwitepeg TpoPuvAAEELS KOTA TN VLAEN TOV TPOTOVTOG

Mn guAdocete og Oegppokpacio peyorlvtepn tov 25°C.
Awnpeite 1o KGAVUO TOV EEQPTNLLATOG GTOUOTIKNG TPOGOPUOYNG KAEIGTO PETA TN YPNoT.

6.5 ®@von Ko GLOTUTIKA TOV TEPLEKTN
H ovokevn eionvong eivor Aevkr| pe nudtapovég Kitpvo kdAvppo eE0pTiILOTOS GTOUOTIKNG TPOGUPHOYNGS.
Ta e£apTALOTO TNG GVGKELNG EIGTVONG TOV EPYOVTOL GE EXAPT UE TNV KOVL Y10 EIGTVOT 1} UE TOV BAEVVOYOVO

TOV 060gVOVG Elval KATAOKEVLAGUEVO amd aKpLAOVITPIAO-fovTtadiévio-cTupévio (ABS), moivaiBviévio (PE)
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ka1 moAvmpomurévio (PP). Kébe cuokevn etomvong mepiéyetl 60 50oe1g kot €ivol GUGKEVAGUEVT] GE
oAoLUIVEVIO TTEpITOMYHO e amoENPAVTIKO HEGO.

Yvokevaciec g 1 GuoKEVNG EIGTVOTC.
[MoAvovokevacieg Tov TepiEyovy 3 (3 cvokevaocies Tov 1 Tepayiov) GLOKEVES EIGTVONS.

Mmropel va unv KukAo@opovV OAEG 01 GLOKEVAGIES.

6.6 Iowitepeg TPOPULAGEELS amOPPIYNS KOl GALOG YEPLOOG
Kd&0e aypnoyomnointo goaprokentikd mpoidv 1 DTOAEUUN TPETEL VO OTOPPITTETAL GOUPOVO, JLE TIG KATH
TOTOVG 10YVOVGEG GYETIKEG JATAEELS,

7. KATOXOZX THX AAEIAY. KYKAO®OPIAX
TevaB.V,,

Swensweg 5,

2031 GA Haarlem

OMavdia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX
EU/1/21/1533/001

EU/1/21/1533/002

EU/1/21/1533/003
EU/1/21/1533/004

9. HMEPOMHNIA IIPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepopunvio tpmng £ykpiong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtopepeic TANpoPopieg Yia TO TOPOV PUPUOKEVLTIKO TPoioV gival S10b0éciueg 6TOV S1KTVAKO TOTO TOV
Evponaikov Opyaviopod Gopudkov http://www.ema.europa.com

20


http://www.ema.europa.com/

ITAPAPTHMA I

IHAPAXKEYAXTHX(EY) YHHEYOYNOZX(OI) I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIEMOI XXETIKA ME TH ATAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IIEPIOPIXEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®APMAKEYTIKOY
IMPOIONTOX
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A.  TNMAPAXKEYAXTHX(EX) YHHEYOYNOZX(OI) I'TA THN AITIOAEEMEYXZH TQN NAPTIAQN

Ovopa xat dievfuvon tov(twv) Topacskevost(®V) Tov givor vevhuvoc(ol) yia TNV oT0dEGUEVLGT TOV
TaPTIdV

Norton (Waterford) Limited T/A Teva Pharmaceuticals Ireland
Unit 14/15, 27/35 and 301 IDA Industrial Park

Cork Road

Waterford

Anpoxpatio g IpAavoiog

Teva Operations Poland Sp. z o.0.
Mogilska 80 Str.

31-546 Krakdw

IMoAwvia

270 €VTUTO PUAAO 00N YLDV ¥PNONG TOL POPUOKEVTIKOD TPOTOVTOS TPETEL VO AVALYPAPETOL TO GVOLL KOL 1)
d1evBvvon Tov TaPUCcKELAGTH TOV Eival VTELHVVOG Y10 TNV ATOJEGUEVGT TNG CYETIKNG TAPTIOAS.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH
Doppaxevtikd Tpoidv yia to omoio amorTeitan TPk cuVTOYT.

I AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
e Ex0icseig meproowi)g mapakorovdnong g acedisiag (PSURS)

Ot amoutnoelg yio v vofoin twv PSURS 1o 10 ev Ady®m @apprakevtikod Tpoidv opilovial 6Tov KATAAOYO
UE T nuepounvieg avapopdg g Evoong (katdioyoc EURD) mov mapatifetar oty mapdypago 7, Tov
apBpov 107y, g odnyiog 2001/83/EK ko kdbe emaxdAovdng emikaiponoinong 6nwe dnUocileveETAL TNV
EVPOTATKN SIKTLOKT] TTOAN Y10 TO, PAPLLOKOL.

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITOTEAEEMATIKH XPHXH
TOY ®PAPMAKEYTIKOY IMPOIONTOX

e Yyéo10 dwaysipiong Kivovvov (XAK)

O Karoyog Adelag Kvkropopioag (KAK) Oa dieEaydyet Tig amaitodpeveg SpactnplotTnTes Kot
TOPEUPACELS PAPUOKOETAYPVTVOTG OGS Tapovcildlovtal oto cuppovndév XAK mov tapovcialetat
oty evotnta 1.8.2 ¢ ddetog kKukhopopiag Kot 0molecdNmote EMOKOAOVOEC EYKEKPIUEVEC
avabempnoeig tov TAK.

O Kdroyog Adetog Kukhopopiog Oa vofdrrel tnv mpdtn £kBeom mePLodikne mapakoroOnong e
acQOAELOG Y10 TO TPOTOV PEGH GE 6 PUNVEG amd TNV £YKPLoN.

‘Eva emkaipornomuévo XAK Ba mpénet va katotedet:

e Metd and aitnua tov Evponaikod Opyaviopod @oppdkmv,

o OmoTEdNTOTE TPOTMOMOLELTAL TO GVGTI LA SLoYEIPLONG KIVOLVOL, EI0IKA (OC OMOTELET O ANYNG VEDV
TANPOPOPLDY OV UTOPOVV VO EMUPEPOLY CNUAVTIKT AAAAYT] OTN GYEGTN 0PELOVG-KIVODVOL 1| OG
OTOTELECLO TNG EMITEVENG EVOC GTUAVTIKOD OPOCTILOV (QUPUAKOETAYPOTVION 1] EAOYLGTOTOINOT)
Kvdvvov).

22



ITAPAPTHMA |11

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypoppdpio/100 pikpoypoppdpio KOVIC Yo E1GTVON
GOALETEPOAN/TPOTIOVIKT PAOVTIKALOVT

2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e yopnyobdpevn doom (1 8601 amd To €EAPTNIA GTOUATIKNG TPOCUPLOYNG) TEPLEYEL
12,75 pkpoypappdpio GoAUETEPOANG (¢ Evapoikn caipetepdin) kot 100 pikpoypopdpLo. TPOTIOVIKNG
QAOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypapptdplo. caApeTepOANG (¢ Evapoikn caAUeETEPOAT) Kot
113 pikpoypappdplo TPomoviKing GAoVTIKOLOVNC.

3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. Alopdote To EOALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Koévic yuo etomvon.
1 ovokevn €1GTVOTG.
Ka0e svokevn elomvong mepiéyet 60 doOoeLS.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Xpnon ota. ELGTVOTG.
AwBdote T0 POAAO 0INYIDV ¥PHoNG TPV AT TN YPNON.

IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA TTAIAIA

6. EIAIKH IMTPOEIAOIIOIHEZH *YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d.

7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

Xpnoyomoleite GOUPOVA UE TIC GUUPOVAEG TOL WTPOV GOGC.
MzpocTive Thaiclo: Agv TpoopileTar Yo yp1on 6€ Taold NAkios KaTm TV 12 eTdV.

Mnyv katamivete To amo&npavTikd HEGO.

8. HMEPOMHNIA AHEHX
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AHEH
XPNOOTOMOTE TO TPOIOV EVIOC 2 UNVAV atd TNV 0QOIpEST] OO TO CAOVULVEVIO TEPITOAMYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Bepprokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTAUATOC GTOUOTIKNG
TPOGOAPUOYNG KAEIGTO PETA TNV OPOIPEST] TOL AAOVUIVEVIOV TEPITLATYLLOTOC,

10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

| 12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1533/001

| 13. APIOMOZX ITAPTIAAX

IMoptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pukpoypoappdpio/100 pkpoypoppdpio KOVIG yio E1GTVON

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160146T0TOC YPAUUOTOS KDOKAS (2D) Tov pépel Tov TEPIANQOEVTA LOVOOIKO OVAYVOPLIGTIKO KMOIKO.

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA IIOAYXYXKEYAXIA (ME MITAE ITAAIXIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypoppdpio/100 pikpoypoppdpio KOVIC Yo E1GTVON
GOALETEPOAN/TPOTIOVIKT PAOVTIKALOVT

2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e yopnyobdpevn doom (1 8601 amd To €EAPTNIA GTOUATIKNG TPOCUPLOYNG) TEPLEYEL
12,75 pkpoypappdpio GoAUETEPOANG (¢ Evapoikn caipetepdin) kot 100 pikpoypopdpLo. TPOTIOVIKNG
QAOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypapdpio. coApeTepOANG (¢ Evopoikn caAUeETEPOAT) Kot
113 pikpoypappdplo TPomoviKing GAoVTIKOLOVNC.

3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. Alopdote To EOALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yuo etomvon.
[MoAvovokevasia: 3 (3 cvokevacieg Tov 1 TepyioV) GUOKEVEG EIGTVONG.
Ka0e suokevn elomvong mepiéyet 60 do6oeLS.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Xpnon ota. ELGTVOTG.
AwBdote T0 POALO 0INYIBV YPHIoNG TPV AT TN YPNON.

IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA TTAIAIA

6. EIAIKH ITPOEIAOIIOIHEZH *YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta Tad1d.

7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

Xpnoyomoieite GOUPOVA UE TIC GUUPOVAEG TOL WITPOV GOGC.
MzpocTive Thaiclo: Agv TpoopileTar Yo yp1on 6€ Taold NAkios KaTm TV 12 eTdV.

Mnyv katamivete To amo&npavTikd HEGO.
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8. HMEPOMHNIA AHZHX

AHEH
XPNOOTOIOTE TO TPOIOV EVIOC 2 UNVAOV AtO TNV AQOIPEST] OO TO CAOVULVEVIO TEPITOALYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTHUATOC GTOUOTIKNG
TPOGOPUOYNG KAEIGTO HETA TNV QPAIPEST] TOL CAOVUIVEVIOU TTEPITVALYLOTOC.

10. IAIAITEPEX TIPO®YAAZEEIX I'A THN AITOPPIYH TQN MH XPHEIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITIPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1533/002

| 13. APIOMOZX ITAPTIAAX

IToaptida

| 14. TENIKH KATATAZH I'lA TH ATAOGEXH

| 15. OAHTIEX XPHEHE

16. ITAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pukpoypoppdpio/100 pikpoypoppdpio KOVIC yio E1GTVON

17.  MONAAIKOX ANAINQPIZTIKOX KQAIKOX — AISAIASTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0TOG YPOUR®TOS KMdKAS (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO avayVOPLOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN

ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA
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ENATAMEXO KOYTI HOAYXYKEYAXIAY (XQPIX MITAE ITAAIXIO)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypoppdpio/100 pikpoypoppdpio KOVIC Yo E1GTVON
COALETEPOAN/TPOTIOVIKT] PAOVTIKALOVN

2. TYNOEZIH IE APAXTIKH(EX) OYZIA(EYX)

Kd&Be yopnyodpevn doon (1 660m and 10 APt GTOUATIKNG TPOCUPUOYNC) TEPLEXEL
12,75 pwkpoypappdpio GoAUETEPOANG (¢ Evapoikn caipetepdin) kot 100 pikpoypopUdpLo. TPOTIOVIKNG
@AOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypapptdpto. coApeTepOANG (¢ Evapoikn caAUeTEPOAT) Kot
113 wikpoypappdpilo TPOmoVIKIG GAOVTIKOLOVNC.

3. KATAAOI'OX EKAOXQN

[epéyer Aoktoln. Alopdote To EUALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. DOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Koévic yuo etomvon.
1 ovokevn e16TVoNG. ZTotXEl0 ToAVOKEVAGING, OV Umopel va TAn0el EeywpioTd.
Ka0e suokevn etomvon|g mepiéyet 60 d6oELG.

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xp1ion St E16TVOTNC.
APacTe T0 POALO 0INYIOV YPHONG TPV OO TN XPNOT.

IIPEITEI NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIATA

6. EIATKH ITPOEIAOIIOTHZH *YM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO ITPOION

Noa puAdooetal oe éon, Tnv omoia dev PAEmOLV Kat dev Tpoceyyilovy Ta Tod1d.

7. AAAH(EY) EIAIKH(EY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

Xpnoomoteite cOLPOVO LE TIC GVUPBOVAEC TOV 1ATPOV GG,
MnpooTtivo Thaiclo: Aev TpoopileTan yio yxpion o€ mardid nikiog KGTo TV 12 £TMV.

Mnyv katanivete To amoénpavtikd HEGo.
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8. HMEPOMHNIA AHZHX

AHEH
XPNOOTOIOTE TO TPOIOV EVIOC 2 UNVAOV AtO TNV AQOIPEST] OO TO CAOVULVEVIO TEPITOALYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTHUATOC GTOUOTIKNG
TPOGOPUOYNG KAEIGTO HETA TNV QPAIPEST] TOL CAOVUIVEVIOU TTEPITVALYLOTOC.

10. IAIAITEPEX NIPO®YAAZEEIX I'lA THN AITOPPIYH TQN MH XPHEIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITIPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1533/002

13. APIOMOZX ITAPTIAAX

IToaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pkpoypopudpio/100 pikpoypoppdpio KOVIC yio E16TVOT

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

AAOYMINENIO ®YAAO

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHZ

Seffalair Spiromax 12,75 pkpoypopudpio/100 pikpoypoppdpio KOVIC yio E16TVOT
GOAUETEPOAN/TPOTIOVIKT PAOVTIKALOVN

Xp1ion o E1GTVONG

| 2. TPONOX XOPHTHZHE

AwPBacte T0 PUALO 0INYIOV YPNONG TPV OO TN XPNOT).

| 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KATA MONAAA

[Tepiéyet 1 ovokevn €1GTVONG.

6. AAAA XTOIXEIA

Awnpeite T0 KGAVPUA TOL EEQPTNUATOG GTOUATIKNG TPOGUPLOYNG KAEIGTO KUl YPTCLUOTOGTE EVTOG
2 VAV amd TNV 0Qaipest amd TO GAOVULVEVIO TEPITOALY LA,

Teva B.V.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

YXYXKEYH EIXIINOHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHIHZ

Seffalair Spiromax 12,75 pkpoypopudpio/100 pikpoypoppdpio KOVIC yio E16TVOT
GOAUETEPOAN/TPOTIOVIKT PAOVTIKALOVN

Xp1ion o E1GTVONG

| 2. TPONOX XOPHTHZHE

AwPaoTe TPOGEKTIKE TO QVALO 00N VLAV YPIONGS TTPIV OO TN PN ON.

| 3. HMEPOMHNIA AHZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

60 do6o¢e1c

6. AAAA XTOIXEIA

[epéyxer Aaxtoln.

Teva B.V.

"Evapén:
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypopupdpio/202 pikpoypoppdpio KOVIC yio 16TV
GOALETEPOAN/TPOTIOVIKT PAOVTIKALOVT

2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e yopnyobdpevn doom (1 8601 amd To €EAPTNIA GTOUATIKNG TPOCUPLOYNG) TEPLEYEL
12,75 pkpoypappdpio GOAUETEPOANG (¢ Evapoikn caipeTepdin) kot 202 LIKPOYPOUUAPLO TPOTIOVIKNG
@AOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pkpoypapptdpto. coApeTepOANG (¢ Evopoikn caAUETEPOAT) Kot
232 KpOoYpaUUAPL TPOTLOVIKNG PAOVTIKALOVNG.

3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. Alopdote To EOALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yuo etomvon.
1 ovokevn €1GTVOTG.
Ka0e svokevn elomvong mepiéyet 60 doOoeLS.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Xpnon ota. ELGTVOTG.
AwBdote T0 POAAO 0INYIDV ¥PHoNG TPV AT TN YPNON.

IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA TTAIAIA

6. EIAIKH ITPOEIAOIIOIHEZH *YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d.

7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

Xpnoyomoieite GOUPOVA UE TIC GUUPOVAEG TOL WITPOV GOGC.
MzpocTive Thaiclo: Agv TpoopileTar Yo yp1on 6€ Taold NAkios KaTm TV 12 eTdV.

Mnyv katamivete To amo&npavTikd HEGO.
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8. HMEPOMHNIA AHZHX

AHEH
XPNOOTOIOTE TO TPOIOV EVIOC 2 UNVAOV AtO TNV AQOIPEST] OO TO CAOVULVEVIO TEPITOALYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTHUATOC GTOUOTIKNG
TPOGOPUOYNG KAEIGTO HETA TNV QPAIPEST] TOL CAOVUIVEVIOU TTEPITVALYLOTOC.

10. IAIAITEPEX TIPO®YAAZEEIX I'A THN AITOPPIYH TQN MH XPHEIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITIPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1533/003

13. APIOMOZX ITAPTIAAX

IToaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

| 16. TMAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pkpoypopudpio/202 pikpoypoppdpio KOVIC yio E16TVOT

17.  MONAAIKOX ANAINQPIZTIKOX KQAIKOX — AISAIASTATOX TPAMMQTOX
KQAIKAY (2D)

A160146T0TOG YPOUR®TOS KMdKAS (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO avayVOPLOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTII'TA IIOAYXYXKEYAXIA (ME MITAE ITAAIXIO)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypopupdpio/202 pikpoypoppdpio KOVIC yio 16TV
GOALETEPOAN/TPOTIOVIKT PAOVTIKALOVT

2. TYNOEXIH IE APAXTIKH(EX) OYZIA(EY)

Ka0e yopnyobdpevn doom (1 8601 amd To €EAPTNIA GTOUATIKNG TPOCUPLOYNG) TEPLEYEL
12,75 pwkpoypappdpio GoAUETEPOANG (¢ Evapoikn caipeTepdin) kot 202 LIKPOYPAUUAPLO TPOTIOVIKNG
QAOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypaptdpio, coApeTepOANG (¢ Evopoikn caAUETEPOAT) Kot
232 KpoypaUUAPLo TPOTLOVIKNG PAOVTIKALOVNG.

3. KATAAOI'OX EKAOXQN

[epéyer Aaktoln. Alopdote To EOALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Koévic yuo etomvon.
[MoAvovokevasia: 3 (3 cvokevacieg Tov 1 TepyioV) GUOKEVEG EIGTVONG.
Ka0e suokevn elomvong mepiéyet 60 do6oeLS.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Xpnon ota. ELGTVOTG.
AwBdote T0 POAAO 0INYIDV ¥PHoNG TPV AT TN YPNON.

IIPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOXEITIZOYN TA TTAIAIA

6. EIAIKH IMTPOEIAOIIOIHEZH *YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d.

7. AAAH(EZ) EIAIKH(EX) TPOEIAOMOIHZH(EIZ), EAN EINAI ATAPAITHTH(EX)

Xpnoyomoleite GOUPOVA UE TIC GUUPOVAEG TOL WTPOV GOGC.
MzpocTive Thaiclo: Agv TpoopileTar Yo yp1on 6€ Taold NAkios KaTm TV 12 eTdV.

Mnyv katamivete To amo&npavTikd HEGO.
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8. HMEPOMHNIA AHZHX

AHEH
XPNOOTOIOTE TO TPOIOV EVIOC 2 UNVAOV AtO TNV AQOIPEST] OO TO CAOVULVEVIO TEPITOALYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Beppokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTHUATOC GTOUOTIKNG
TPOGOPUOYNG KAEIGTO HETA TNV QPAIPEST] TOL CAOVUIVEVIOU TTEPITVALYLOTOC.

10. IAIAITEPEX TIPO®YAAZEEIX I'A THN AITOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITIPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXZH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/21/1533/004

13. APIOMOZX ITAPTIAAX

IToaptida

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHTI'IEX XPHXHX

16. TMAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pkpoypopudpio/202 pikpoypoppdpio KOVIC yio E16TVOT

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOZX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A160146T0TOG YPOUR®TOS KMdKAS (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO avayVOPLOTIKO KOOTKO.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO

PC
SN
NN

ENAEIZEIX ITIOY ITIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
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ENATAMEXO KOYTI HOAYXYKEYAXIAY (XQPIX MITAE ITAAIXIO)

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Seffalair Spiromax 12,75 pukpoypopupdpio/202 pikpoypoppdpio KOVIC Yio 16TV
COAUETEPOAN/TPOTIOVIKT] PAOVTIKALOVN

2. TYNOEZIH IE APAXTIKH(EX) OYZIA(EYX)

Kd&Be yopnyodpevn doon (1 660m and 10 APt GTOUATIKNG TPOCUPUOYNC) TEPLEXEL
12,75 pwkpoypappdpio GOAUETEPOANG (¢ Evapoikn caipeTepdin) kot 202 LIKPOYPOUUAPLO TPOTIOVIKNG
@AOVTIKALOVNG.

Ka0e petpnuévn 66on mepiéyet 14 pukpoypappdpio. caApeTepOANG (¢ Evopoikn caAUETEPOAT) Kot
232 WKPOYPOUUAPLO TPOTLOVIKNG PAOVTIKALOVNG.

3. KATAAOI'OX EKAOXQN

[epéyer Aoktoln. Alopdote To EUALO 0INYIDOV XPNONG Y10 TEPIGGOTEPES TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Koévic yuo etomvon.
1 ovokevn e16TVoNG. ZTotXEl0 ToAVOKEVAGING, OV Umopel va TAn0el EeywpioTd.
Ka0e suokevn elomvon|g mepiéyet 60 do6oeLS.

| 5. TPOMOX KAI OAOX(OI) XOPHTHZHE

Xp1ion S E1GTVOTNG.
AwBdote T0 POAAO 0INYIDV YPHIONG TPV AT TN YPNON.

IIPEIIEI NA ®YAAXXETAI XE GEXH THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH IMTPOEIAOIIOIHEZH *YM®QNA ME THN OIIOIA TO ®»APMAKEYTIKO ITPOION

Na puidooetar o€ Béon, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta mad1d.

7. AAAH(EZ) EIAIKH(EX) IPOEIAOMOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

Xpnoyonoieite GOUPOVA UE TIC GUUPOVAEG TOL WITPOV GOGC.
MzpocTive TAaiclo: Agv TpoopileTar Yo yp1on 6€ Taold nhkios KaTm TV 12 £TdV.

Mnyv katamivete To amoénpavTikd HEGO.

8. HMEPOMHNIA AHZHX
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AHEH
XPNOOTOMOTE TO TPOIOV EVIOC 2 UNVAV atd TNV 0QOIpEST] OO TO CAOVULVEVIO TEPITOAMYLLOL.

9. EIAIKEX XYNOHKEYX OYAAEHX

Mn evAdocete o€ Bepprokpacio peyaivtepn tov 25°C. Alatnpeite T0 KAAVUUO TOL EE0PTAUATOC GTOUOTIKNG
TPOGOAPUOYNG KAEIGTO PETA TNV OPOIPEST] TOL AAOVUIVEVIOV TEPITLATYLLOTOC,

10. IAIAITEPEX ITPO®YAAZEIX I'TA THN AITIOPPIYH TQN MH XPHXIMOIIOIHOENTQN
®APMAKEYTIKON ITPOIONTQN 'H TON YIIOAEIMMATON ITOY ITPOEPXONTAI AIIO
AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Teva B.V., Swensweg 5, 2031GA Haarlem, OAlovdia

12.  APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/21/1533/004

13. APIOMOZX ITAPTIAAX

[oprtioa

| 14. TENIKH KATATAEH I'lA TH AIAGEXH

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Seffalair Spiromax 12,75 pkpoypopudpio/202 pikpoypopudpio KOVIC yio E167TVOT

17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

18. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO TON
ANOPQIIO
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

AAOYMINENIO ®YAAO

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHZ

Seffalair Spiromax 12,75 pkpoypopudpio/202 pikpoypoppdpio KOVIC yio E16TVOT
GOAUETEPOAN/TPOTIOVIKT PAOVTIKALOVN

Xp1ion o E1GTVONG

| 2. TPONOX XOPHTHZHE

AwPacte T0 PUALO 0INYIOV YPNONG TPV OO TN XPNOT).

| 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOX ITAPTIAAX

Lot

5. INEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KATA MONAAA

[Tepiéyet 1 ovokevn €1GTVONG.

6. AAAA XTOIXEIA

Awnpeite T0 KGAVPUA TOL EEQPTNUATOG GTOUATIKNG TPOGUPLOYNG KAEIGTO KUl YPTCLUOTOGTE EVTOG
2 VAV amd TNV 0Qaipest amd TO GAOVULVEVIO TEPITOALY LA,

Teva B.V.
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX XTOIXEIQAEIX
YXYXKEYAXIEX

YXYXKEYH EIXIINOHX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHZ

Seffalair Spiromax 12,75 pkpoypopudpio/202 pikpoypoppdpio KOVIC yio E16TVOT
GOAUETEPOAN/TPOTIOVIKT PAOVTIKALOVN

Xp1ion o E1GTVONG

| 2. TPONOX XOPHTHZHE

AwPaoTe TPOGEKTIKA TO QVALO 00N VLAV YPIIONGS TPV GO TN PN OT).

| 3. HMEPOMHNIA AHEHE

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. IHEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

60 do6o¢e1c

6. AAAA XTOIXEIA

[epéyxer Aaxtoln.

Teva B.V.

"Evapén:

40



B. ®’YAAO OAHI'TQN XPHXHX
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@viro oonyOv ypiong: IIAnpoopics yia Tov ac0evi)

Seffalair Spiromax 12,75 pikpoypoppdpia/100 pikpoypoppdplo K6ViS yio. e16Tvon
GOAUETEPOAT)/TPOTIOVIKT PAOVTIKALOVT

AP aoTE TPOGEKTIKA 0AOKANPO TO QVALO 0ONYLAV PO TTPLY UPYIGETE VO, (PN GLUOTTOLEITE VT TO
QOOPLAKO, OLOTL TEPLAUUPAVEL CNUAVTIKEG TANPOPOPIES YL GO,

- DdvAidEte avTd TO PUALO 0dNYIDV XpNong. Towg ypelootel va to dufdacete Eavd.

- Edv éxete mepoartépw amopieg, p@TNGTE TOV W0TPO, TOV QAPLOKOTOLO 1| TOV VOGOKOWO GOC.

- H ocvvtayn yio avtd 10 eapuaKo xopnyndnke omokAEIGTIKA Y10 60G. Agv TPEMEL VoL ODGETE TO
@appako o€ AAAoVG. Mmopel vo Toug TpoKoAEcEL PAAPT, AKOUO KOl OTOV TO, GUUTTOUATO, TG
acBéveldc Tovg etvan 1010 pe Tal S1Kd Gag,.

- Edv mapatnpnoete kdmowo avemBOUNT EVEPYELN, EVIILEPDCTE TOV 1UTPO, TOV PAPLOKOTOLO 1) TOV

VOGOKOWO GaG. AVTO oYLEL KOt Yio KGOe Thavi avemBountr vEPYELD TOL OEV AVOPEPETL GTO TOPOV

@OAAO 0ONy1dV yprong. BAéne mapdypapo 4.
Thv epLéyeL 10 TOPOV PUAAO 0ONYLOV

T etvan to Seffalair Spiromax kot mota gtvon 1) ypnon Tov

T mpénet va, yvopilete Tpv ypnotponomoete to Seffalair Spiromax
Iag vo ypnoonomoete to Seffalair Spiromax

[MBavég avemBOunTEg EVEPYELES

[log va puidooete To Seffalair Spiromax

IIepiexdpeva e cuokevaciag Kot Aoutég TANpopopieg

ouhrwhE

1. Tu givan To Seffalair Spiromax ko wowa givar 1 gprion Tov
To Seffalair Spiromax mepiéyetl 2 dpacTikKéG OVGieS: GAAUETEPOAN KOl TPOTIOVIKY PAovTIKOLOVN:
e H colpetepoin eivan £va Ppoyyodiactartikd pakpdc dpdong. Ta poyyodiactartikd Bonbovv Ttovg

OEPAYMOYOVG GTOVE TVEVIOVEG VO TUPUUEVOLV 0VOIKTOL. AVTO S1EVKOAVVEL TNV €i6000 Kt ££060 TOV
aépa. O1 emOPACELG TNG CUAUETEPOANG SLOPKOVV Y10 TOVAGYIoTOV 12 dpEG.

e H mpomovikn pAovTikalovn eivarl £va KOPTIKOOGTEPOELDES TOV LEIMVEL TO 010N Kot TOV €PEBIGIO GTOVG

TVEVLOVEG.

To Seffalair Spiromax ypnoyomoteitat yia tn Oepaneio Tov AcOHOTOG 08 EVAAIKES Kot €pMPovg nAkiog
12 etwv kot avo.

To Seffalair Spiromax fon0d otnv TpoIYn TS ELEEVIENS TS OVOTTVOLUG KOl TOV GUPLYROV. AgV
TPEMEL VA TO Y P GLUOTOLEITE Y10 TNV AVOKOVPLOT €VOG emer60diov acOpatoc. Edv mapovoiacere va
ENEL60010 GoONATOG, (PN OLOTON|OTE L0 GVOKEVT EIG6TIVONG 'avaKoVPLonNg' Tayeiag dpdong
('dracmong'), 0mowg carfovtapdrn. Oa wpéner vo £xeTe TAVTO poli 60g T GVOKELI] ELIGTVONG
'dudcmong' Tayeiog opdaong.

2. Tvrpémer va yvopilete npv ypnoipomonjcere to Seffalair Spiromax

Mnyv ypnoiponomjeete 1o Seffalair Spiromax
- o€ MEPIMTOOT QAAEPYING OTN GAAUETEPOAN, OTNV TPOTIOVIKT PAOVTIKALOVN | GE OTOL0dNTOTE GALO
070 TO GLOTOTIKA AVTOV TOV PAPLAKOV (OVAPEPOVTOL GTIV TOPAYPUPO 6).

IIpog1domTou|6ELS KoL TPOPUAGEELS

AmevBuvbeite 6TOV 10TPO, TOV PUPLAKOTOLO 1 TOV VOGOKOLO GO TPV Yprolonotnoete o Seffalair
Spiromax gav £yete:

o  Koapdwokn v660o, uumephapBovoévon TOV aKOVOVIGTOL 1 YP1YOPOL Kapdlakol pudpon

®  Ymepdpaotiplo Bupeoeldn adéva
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YymAn mieom tov aipatog

Awpni (to Seffalair Spiromax gvoéyetal vo avENGEL TO GAKYAPO TOV QUUATOG GOG)
Xopniéd kdAo oto aipo cog

dopotioon (TB) onuepa M elxote oto moperbdov, 1 Exete GALEC TVEVUOVIKEC AOIUDEELG

Enwowmviote pe tov 1tpd oag edv Topovctdcete Bapumn opacn 1 GAAES dlatapayEs TG OpacTC.

Moo kor £@npor
Mn yopnynoete auto 10 PapaKo o€ Toudld 1 pnPovg nAikiag K4t tv 12 eTdv d10T1 dev £xel peretnBel ot
GUYKEKPUUEVT] NAIKLOKT OLLAdAL.

Alha @appokxo ko Seffalair Spiromax

Evnuepmote Tov 1aTpd, TOV VOGOKOLO 1] TOV QOPLAKOTOLO GO EAV TAIPVETE 1| £XETE TPOGPATO TAPEL N
umopel va ypnoomomosete aAlo pdpuoaxo. To Seffalair Spiromax pmopel vo unv givar katdAAnio yio
yxp1on pali pe opiopéva GALo QapHOKa.

Evnuepdote tov 101pd cog edv TaipveTe To akOAOVON OApLOKa, TPV OPYICETE VO YPNOLOTOLEITE TO
Seffalair Spiromax:

o Brta amokAelotég (0nmg atevOAOAT, TPOTPAVOLOAN Kot 6OTAAOAT). Ot friTa amokAeloTéG
YPNOUYLOTO0VVTOL KVPI®S Yo VYNAT TiEST] TOV aipaTOg 1 KapdloKES Tafnoels OTmg otnddyyn.
o DOdappoka yo tn Oepaneio AoudEewv (0Tmg prrovafipr, Ketokovaloin, 1tpakovaloin Kot

gpvBpopvkivn). Optopéva amd aVTa To PAPLOKE EVOEYETOL VO LENGOVY TNV TOCOTNTA TNG
GOALETEPOANC 1] TNG TPOMOVIKNG PAOVTIKALOVIC GTOV 0pYUVIGUO oG AvTd pmopel va avénocet
avemBounteg evépyeteg pe to Seffalair Spiromax, cvumeplopfovouévov akavovicTov KapdlaK®v
TOAL®V, 1 UTOPEL VO EMOEIVAOCEL AVETIBVUNTEC EVEPYELEG.

. Koptikootepoeidn (amd to otopa 1 evésiua). Ipdoeatn xpion avtdv TovV QupUaK®y LTopel va
avénoet tov kivduvo vo emnpedoet to Seffalair Spiromax ta emveppidid cag, peidvoviag v
TOGOTNTO CTEPOEODV OPLOVAV TOL TAPAYOVTUL ATt TOVG AOEVES (KOTAGTOA TV EMVEQPLSI®V).

. AtovpnTikd, ApUaKe oL CLEAVOLY TNV TPOYDYH OVPOV KOl YPTGILOTOLOVVTOL Y10, TV
QVTLLETMOMION TNG VYNANG TEGNG TOV QLATOG.

o Ala BpoyyodiacTartikd (6nwg carBovtapdin).

o Dappoka EavBivng 6mwg aptvo@uAAivn kot BgopuAdivn. Xpnoyorotovviol cuyvd yuo T Oepaneio Tov
dobparog.

Optopéva pappoka pmopet va avEncovy Tig emdpaocels Tov Seffalair Spiromax kot o 1wwTpodg cog pmopet va
Belnoet vo oag TopaKoAovBel TPooEKTIKA €0V TaipveTe aVTA Ta PApLOKa (GUUTEPIAAUPAVOLEV®Y
OPLoUEVOV PappakmV Yo Tov 10 HIV: pirovafipn, koumoiotdn).

Kinon kot Onioopog
Edv elote éyxvog, vopilete 011 pmopel va eiote €ykvoc 1 oxedtdlete va amokoete Toudi, {ntote
GLUPOVAN TOL 1LTPOV, TOL VOGOKAOUOD 1] TOL POPUOKOTOLOD GOG TPV TAPETE ALTO TO PAPUAKO.

Agv gival yvooto dv avtd 10 paproko umopel va tepdost 6to unTptko yaia. Edv nialete, potiote tov
10TPO, TOV VOGOKOO 1| TOV POPUOKOTOLd GOC TPV TAPETE OVTO TO PAPLLOKO.

0o yno1n KoL LEPLGROS PNYAVIILETOV
To Seffalair Spiromax dev avapévetal va ETNPEGoEL TNV IKAVOTNTA GOG Yot 001 yNoN 1 XEPIGUO

LN OV AT V.

To Seffalair Spiromax mepiéyer Aaxtoln

Kda0e 666m avtod Tov papudkov mepiEyel mepinov 5,4 yIAooToYpappe AakTolng. Av o 1Tpdg Gogc, oG
evnuépmae OtL £yete dvoavedio o OPICUEVH GAKYOPO, ETKOIVAOVIGTE LLE TOV 10TPO GOG TPV TAPETE AVTO TO
QAapLOKO.
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3. og va xpnopomomosete To Seffalair Spiromax

[Tavtote va ypNCILOTOLEITE TO PAPLOKO OVTO ALGTNPA COLPOVA LE TIG 0ONYIES TOV 1TPOD 1) TOV
QoppoakonoloV cag. Eav éxete appifolieg, p@tiote TOV 10TPO 1] TOV QOPLOKOTOLO GOGC.

H cuvictodpevn 66on elval pia glomvon dvo popég Tnv NuUépal.

. To Seffalair Spiromax wpoopileTat Yo Lakpoypovia TAKTIKY ypnomn. Na 1o yproionoteite kibe pépa
Yo va dwtnpeite 1o 4o cog vad Eleyyo. Mnv xpNOIUOTOLEITE TEPIGGOTEPO OO T GLUVIGTMUEV
doon. Eav éxete apupiPolisc, pmtiote Tov 10Tpd, TOV VOGOKOUO 1 TOV PAPUOKOTOLO GOG.

J Mnyv octopatioete va maipvete to Seffalair Spiromax 1 peudoete ) d6om ywpig va amevBuvleite
TPAOTO GTOV 10TPO 1] TOV VOGOKOUO GO,
. To Seffalair Spiromax wpénetl va €1I6TVEETAL O10UEGOV TOV GTOUATOC.

O 10tpog 1 0 vosokopog cag Ba cag fondnoet va dwyepioteite o aoOua cag. O 1Tpdc 1 0 vosokouog Ha
OALGEEL TO PAPLOKO GTN GLOKELT EIGTVONG OO EAV XPEALETTE S10POPETIKY OGN Yo Vo EAEYEETE CMOTA TO
dofua coc. Qotdc0, Uny aALALETE TOV aPOO TOV ELGTVODY TTOV EYEL CLVTOYOYPOUPNGEL O LUTPOC T} O
VOGOKOWNOG G0G ¥®pig va amevbuvbeite TpdTa GTOV 10TPO 1 TOV VOGOKOWUO GO,

Ed&v to doOpo 1 n avamvor] 60g ETOEIVAOVETAL, EVI|HEPAGTE TOV WUTPO 6ac apéoms. Edv aiobdveote 0T
€xete mepLocdTEPO GLPLYRS, 0 Bbpakdc cog mapovotdlel cei&ipo cuyvotepa 1 ypeldleTar vo ¥pNGILOTOLElTE
TEPLOGOTEPO TO PAPHOKO 'avaKOVPIoNG' ToELNG Opdomng, TO GoOa GOc EVOEXETUL VA ETOEWVMVETOL Ko Eivat
mBavo va appwotioete cofopd. Tvveyiote va noipvete to Seffalair Spiromax oAld unv avénoete Tov
apOpd TV ElI0TVO®MVY oL TTalipvete. AevBuvleite 6Tov WTPo Gag ApESMS, KaBdg evoéyeTan va ypelalecte
npocbetn Oepamneio.

Odnyieg ypnong

Exnaidgvon

O wtpdg, 0 VOGOKONOG 1] 0 PUPRAKOTOLIS 60S B0 TPETEL VUL GOC EKTALOIEVGOVV GTO TAOGS VA
YPNOLUOTOUGETE T1] GVOKEVT] EIGTVONG, CVUTEPILAUPAVOREVOV TOV UTOTEAEGRATIKOD TPOTOV E16TTVOIG
oG 00016, AvTi) 1] EKTAIOEVGT £IVAL GNUAVTIKI] Y10, VO, O106QAMGTEL 6TL Aapfavere T 6061 OV
yperaleote. Eav dgv éxete LaPer ekmaidgvon, mapokoreiote va {NTi6eTe amd TOV 10TPO, TOV VOGOKONO 1)
TOV QUPLUKOTOL0 GG VU GOG OEIEEL TMOS VA (PN CLUOTOLEITE TI] GVGKELT EIGTVOTNS GOGTA TPLY T1)
APNOLUOTOU|GETE YO TTPDOTY| POPA.

O 101pdG, 0 VOGOKOLOG 1 0 POPLOKOTOLOG 6aG B TPEMEL EMIONG VL EAEYYOVV KOTA SLLGTHLLOTA OTL
YPNOLOTOLEITE T CLGKELT Spiromax cmoTA Kol OTWS cuvTayoypapndnke. Edv dev ypnoonoleite 1o
Seffalair Spiromax cmotd 1 6ev TO €16TVEETE OPKETA dLVATE, EVOEYETAL VAL U1 AAUPAVETE OPKETO PAPLLOKO
GTOVG TVEVUOVEG GOG. ALTO onuaivel 0Tt To Pappoko dev Ba fondioet 1o dobua cog 100 KaAd 660 Ba
Empeme.

[pogrowpacia Tov Seffalair Spiromax
Ipw ypnoyonomcete to Seffalair Spiromax ywo ip®dTN PoOpa, TPETEL VAL TO TPOETOWAGETE Y10 X PO OG
edng:
o E)XéyEte v évdeién doomg yo va dgite 6TL vITApy oLV 60 EIGTVOEC LEGH BT GUGKELT ELGTTVOTC.
o AvoypayTe TNV NUEPOUNVIO TOL 0VOIENTE TO AAOVLIVEVIO GOKOVAGKL GTNV ETIKETO, GTT) GUOKELN
E10TVONG.
o Agv yperaletar vo avatapdEete T GLGKEDT] EIGTVONG GOG TPV TN YPNCULOTOCETE.

[ ®g vo TapeTE pPLa. E16TVON|

1. KpatioTe T1] 6VGKELT EIGTVONG LLE TO NIUSOPOVES KITPIVO KAALULO TOV EEQPTLATOG GTOLOTIKNG
TPOGOPLOYNG OTO KAT® LEPOG.
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2. Avoi&te 10 KGALPL TOV EEAPTHHATOC GTOUATIKNG TPOGUPLOYNG, SITAMVOVTAS TO TTPOG TO. KAT® HEYPL VL
0K0VGETE Eva dLVOTO KAIK. AvTo Oa peTproet pia doom tov apudkov oag. H cuckevn elonvong oag
glval topa Toun yuo xpron.

A

ANOITMA EZAEPIZMOY

ANOIrTMA

3. Exnvedete anald (660 aicBdveste dveta). Mnv eknvéETe LLEGA GTN GLOKELT EIGTVOTC.

4. TomoBetnote TO EEAPTNUA GTOUOTIKNG TPOGUPHOYNG OTO GTOUM GOG Kot KAEIOTE GOYTA Ta YEIAN GOg
Yop® ond avtd. [Ipocéte va un ppdccete ta avolypota eEaepiopom.
Eonvevote amd 10 otope 660 Pabdid kot dSuvatd UmopeEite.
Y1 uEIDOTE OTL €lval GNUAVTIKO VO EICTVEETE OVVATA.
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EIZMNOH

5. Aogoipéote TN cuokevun EIGTVONG 0t T0 6TOUA 6ag. Mropel va mpocélete Kamon yeuon otav
Aappdvete v elomvon.

6. Kparote v avamvon cag yio 10 devtepdienta 1 Yot 660 aicBiveste Gveta.
7. X117 ovvEXELN EKTTVEDOTE OOAG (UNV EKTTVEETE PHECO GTT) GUGKELT] EICTIVONG).

8. Kieiote T0 KGAvppa Tov E£UPTNHATOS GTORATIKIG TPOGUPILOYIS.

KAEIZIMO

o Metd and Kabe d6om, EemAvveTe T0 OTOUN Gag Le vePO Kol OTOOTE 1| fovptoiote Ta dGVTIO GOG TPLY
Eemlvere.

e Mnv TpocTOONGETE VO ATOGLVOPLLOAOYNGETE TI GUGKELT ELGTVONG GOG, VO OPUIPECETE N VO GTPIYETE TO
KAV TOV €E0PTAILOTOC GTOUOTIKNG TPOCUPUOYNG.

o To kGAvupa ival GTEPEMUEVO GTI GUGKELT ELGTVONG KOl OEV TPETEL VO, LPOLPELTAL.
Mn ypnowonoteite to Spiromax edv £yel vTootel (NUId N €&V T0 €£APTNLO GTOUATIKNG TPOCUPUOYNC
éxel amoomaotel and 1o Spiromax.

e Mnv avoiyete Kot KAeiveTe TO KAALULO TOV EE0PTAILOTOG GTOUOTIKNG TPOCUPLOYNG EKTOG EAV TPOKELTAL
VoL {PNCUYLOTOGETE T1] GLCKELT ELGTVONG.

KoaBapiopog Tov Spiromax
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Al peite T CLGKELT EIGTVONG GTEYVN Ko Kabap].
Edwv eivon armapaitnto, pmopeite vo okovmicete 10 e£0PTNLLO GTOUATIKNG TPOSAPUOYNG TNG CUGKELNG
EI0TVONG HETA TN ¥PNOM LE €va oTEYVO Tavi 1] YOPTOUAVTIAO.

Iote vo apyioere va ypnoponoieite éva véo Seffalair Spiromax
e O Jeiktng 860MG 0TO TGW LEPOG TNG CLGKELTG VITOJEIKVIEL TOGES OOCELS (E10TVOEC) OMOULEVOLY OTY|
GLOKELT] EIGTVONG, apyilovtag oto 60 Otav sivat yepudtn Kot kataAryovtag pe 0 (undév) otav eivar kevn.

e O deiktng 66ong deiyvel Tov aplBUd TOV EICTVOMY TOL OTOUEVOLV GE APpTIovg aptBpove. Ta dtuoTipata
petald Tov GpTiov apludV avTITpocmTEHOVY TOV TEPLTTO 0PLOUd TMV VTOAEITOUEV®V EIGTVODV.

e  Ortav amopévovy 20 1 Aydtepeg, ot apduoi eupaviovtol pe KOKKIVO ypaua 6€ Aevkd @povto. Otav ot
KOKKIVOl aplfpol upavicTodV 6To TapdBupo, TPEMEL Vo EMCKEPDEITE TOV 1TPO 1] TOV VOGOKOLO GaG Yo
va AdPeTe pio vEo GUCKELT| ELGTVONG,.

Xnpeioon:

o To e&aptnuo GTOUATIKNG TPOSUPUOYNG KAVEL KAK KOO KOl OTOV 1] GUGKELT EIGTVONG EIVOL KEVT].

e Edv avoiéete kot kheioete To €EAPTNUA GTOUOTIKNG TPOGUPLOYNG XMPIC Vo AGPETE Lo EIGTVOT, O
OglTng 660MG Bol TO KATOUETPNOEL AVTO MG TPAYHOTIKY EIGTVOT. AT 1 8001 Ba KpatnOel pe acediela
070 E0MTEPIKS TNG CLGKELNG EIGTVONG Y10 OTOV TPEMEL VO TAPETE TNV €ndevn glomvor). Eivar advvato
va mapete katd AdBog vepPolikn| 1| SITAY 66T TOV PapPUdKoL o€ 1 gleTvo).

Eav ypnowpomonjcere peyorvtepn 0061 Seffalair Spiromax amd tnv kevoviki

Eivar onuavtikd va maipvete tn 6061 mov £YEL GLVTAYOYPAPNGEL O W0TPOG N 0 VOGOKOUOG Gag. Agv TTpémet va
vrepPaivete T cuvtayoypaenUéVT 600m Y®pic wTpiky cuuBovAr. Edv katd Adbog mhpete meplocoTEPEG
000ELG AT TO CLVIGTMLEVO, ameELOVVOEITE GTOV VOGOKALLO, TOV 10TPO 1) TOV PapPLaKOTOd cag. Evoéyetat vo
TOPATPNGETE OTL 1) KOPOLAL OaG TLTE YpNyopoTEPQ Omd TO cuvNnBiouévo Kat Tt usBdvesTte TPELOVAO.
Evdéyetan eniong va mapovcidoete (AAn, Tovoképaro, Loikn advvapio Kot TOVo 6Tig apdpdoels.

Edv éyete ypnoonomost exovetknuuévo mhpa toldéc dooeig Seffalair Spiromax yia peydro ypovikod
duaotnpa, Tpénet vo {ntinoeTe T GLUPOVAR TOL WTPOV 1| TOL PAPHOKOTOO0V GaG. AVTd omatteiTon S10TL
vrepPoiikn mocotta Seffalair Spiromax pmopet va HeldoEL TV TOGOTNTO TOV GTEPOEWODV OPLOVAV TOV
TapAyovTOoL 0o To EXVEPPIOE Gag.

Eav Eeyaoete va ypnoipomomosete To Seffalair Spiromax

Edv Eeydoete va mapete pua 8001, TapTe TNV LOAG To Bupnbeite. Qotoc0, NV Tapete dSAn SO0 Yo va
avamAnpmoete T do0om mov Egxdoate. Edv elval oxeddv 1 dpa yia Ty endpevn 8001 Gog, anAd TapTE TV
EMOUEVT 006N TN cLVNOIGUEVN Bpa.

Edav ctopaticete va ypnoponoreite to Seffalair Spiromax

Eivou oAb onpavtiko vo maipvete to Seffalair Spiromax kdbe pépa coppmva pe tig odnyiec. Xoveyiote
ANy TOU PéYPL 0 LWWTPOG GUG GG TEL VO, 6TORATII6ETE. M1 S10KONTTETE 1] pEL@VETE EAPVIKE TN 6661 TOV
Seffalair Spiromax. Avtd 6a propohoe va ETBEWVMOGEL TNV OVATVOT| GOC.
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EmumAéov, edv otapommoete Eapvikd vo maipvete to Seffalair Spiromax 1 peiwoete t d6on cog Tov Seffalair
Spiromax, ovtd pmopel (ToAd oravia) va TPoKaAEGEL TPOPANLLOTA AOY® TOV OTL TA EXLVEPPIOIHL GO
TOPAYOUV HELWUEVEC TOGOTNTEG GTEPOELOOVG OPUOVNG (OVETAPKELL TOV EXTVEPPLOIMV), TO OTTOI0 OPLGUEVES
(QOpEC TPOKOAEL avemBOUNTEG EVEPYELEG.

AvTég o1 avemBounteg evépyeteg pmopel va meptapfdvovy onotodnmote amd to. akdAovda:

ZTopoykd Tovo

Konwon kot anmAeio 6peéng, vavtio

"Epeto ko ddppoia

Andrea Bapoug

[Movoképaio 1 vvnAia

XopnAd enineda coKyapov 6TO Oile GOG

XopnAn wieon Tov aipatog Ko EMANTTIKEG Kpioelg (oTacpuos)

Otav 0 opyavicudg cag Ppioketol og KATAGTACT GTPES, ONWE OO TVPETO, ATVYN LA 1] TPAVHATIOUO, AoTpmEn
N XEPOVPYIKT EXEUPOGCT), N AVETAPKELD TOV EMVEPPLOIV Lmopel vo emdevabel kot evogyeTal Emiong va
TOPOVCIAGETE TIG AVETOVUNTEG EVEPYELEG TTOV TTOPATIOEVTOL TOPOUTAVE®.

Edv mapotnproete Kamoo, avemBOUnTN EVEPYELQ, EVIUEPMDGTE TOV 1ATPO 1) TOV PUPLOKOTOL0 Gog. o va
OTOTPATOVV OVTA TO CUUTTOUOTO, O WTPAS GOG UTOPEL VO GUVTOYOYOPTCEL ETTAEOV KOPTIKOGTEPOELDT| GE
popen diokiov (61w TPedVILOAOVT).

Edv éxete mepiocdtepeg EpMTNOELG GYETIKA LLE T YPNOT AVTOV TOV QUPUAKOV, POTHOTE TOV 10TPY, TOV
QOPUOKOTOLO 1) TOV VOGOKOUO GOG.

4. MBavég avemOOuNTES EVEPYELES

Onmg 0A0 T0. PAPLOKA, £TCL KOL QVTO TO PAPUOKO UTOPEL VAL TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV KoL OEV
napovctafovtar g OA0VG Tovg avBpdmovg. ' va petmdei n mbavotnta avemBountov gvepyeidv, o 1TpoOg
cag Ba cuvTayoYpPaPNOEL TN XAUNAOTEPN SOCT] CLTOV TOV GLVIVAGLOV PUPLAK®Y OV BETEL VIO EAEYYO TO
doBua cog.

Aldrepyikéc avriopdosis: pwopei va mapatnpioeTe 6TL N avamTvon 6ag EAPVIKA ETOEVAOVETAL OUECMOG
peta T ypnon tov Seffalair Spiromax. Mnopel va mapovcidoete £viovo cuptypd kot frye 1 SLGTVOLa.
Mropei eniong va mapatnpioete kvnoud, e&avinua (kvidwon) kot oidnpa (cuvRB®S TOV TPOCOTOV, TOV
YEWDV, TNG YADGGOG 1] TOVL AOoV), 1| propel Eapvikd vo aicBavOsite 6T 1 Kapdid 6og ¥TuTA TOAD YpiyopQ
N va aicBavbeite tdomn yo Awobopia kot 6koTodivn (To omoio Hropel va 00N YNOEL GE KATAPPELST 1| ATOAELN
ocuveidnong). Edv mapovoldcete omoradnmote amd avTég TIg EMOPAGEIS 1] €AV cvpfolv Eapvikd neTta ™
yxpion Tov Seffalair Spiromax, drakoyTe TN Yp1jon Tov Seffalair Spiromax kol evpepOoTE APEGCOG TOV
wtpd cag. O odlepykéc avtidpaoeic oto Seffalair Spiromax givar oyt cuyvég (umopel va ennpedoovy £mg

1 ota 100 droua).

AlAeg avemBOUNTEG EVEPYELEG TTOPUTIOEVTOL TOPUKATO:

Yuyvég (umopel va emnpedoovy émg 1 ota 10 dropa)

e Mvukntooikn Aolpnwén (AeBec) Tov TpokaAel ETMOVVES, VITOKITPIVES, EMNPIEVES TEPLOYEG OTO GTOO KO
oTov Aad, Kabmg kot Tovo ot YA®oaoa, Bpoayvi eovn kot epedicud tov Aoov. To EEmAvpa Tov
OTOUATOG GOG LE VEPO KOl TO PTOGIUO OUECMG N TO BOVPTCICUA TOV SOVTIAV GO LUETA Ao KAOE
glomvon| pmopet va fondnoet. O 1Tpdc cog Pmopel va GuVTAYOYPOPNOEL EVOL OVTLLVKNTILGIKO PAPLLOKO
v T Ogpameio TV apbov.

Mvikoc movoc.

Ocpuahyia.

Ipimn.

XopunAd eninedo Kaiiov 610 aipa cog (VTokaAtopio).
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dAreyuovn g potng (pvitida).

Ddreyuovn TV Tapappiviov KOATOV (TapappIVOKOATITION).
dAeyuovn g uiTng Kot Tov Ao (PvoeopLyyiTidn).
[Tovoxéparog.

Bryoc.

Epebiopog tov Aopov.

[T6vog i pAeypovn Tov oW PEPOLG TOL ACLLLOV.

Bpayvada 1 andAeio TG @VIG.

ZGOAn.

Oy ovyvég (mopel va emnpedoovv €m¢ 1 ota 100 dropa)

AvéEnuévo caxkyapo (YAvkoln) oto aipa cog (vrepyivkopio). Edv xete diafntn, propel va amatteiton
GLYVOTEPT] TOPAKOAOVONGT] TOV GOKYAPOV TOV OUUATOG KO EVOEYOUEVMG TPOCAPUOYN TNGS GLuVIBoVg
avtidwpnrikng Oepaneiog cog.

Kotappdaxtng (06upwon tov pokod 610 paTtt).

[ToAv ypriyopog Kapdiokdg ToApog (TayvKapdia).

Tpepoviacpa (Tpdpog) kat aicOnuae 6tL M Kapdid cag ¥Tumdel ypryopa (aicOnuo modlpmdv) — avtd givan
cuvnbomg axivouva kot petdvovton kabdg cuveyileton 1 Oepamneio.

AioOnua avnovyiog 1 Gyyovc.

SoUTEPLPOPIKES OAAAYEG, OTOG aoLVNOIGTN dpacTnPOTNTH Kot EvEPEBIoTOTNTA (OV KO AVTES OL
EMOPACELC TAPAUTPOVVTOL KUPIWOE GTA TOIOLA).

Awtapoyn Tov VTVOUL.

Alepyikn pwvitida.

Pwir) copgodpnon (BovAwpévn porn).

AKOVOVIOTOG KOPOLOKOG TOAUOG (KOATIIKEG LOPUAPVYEC).

Oopokikn Aoipmén.

[Tovog ota dkpa cog (xEpta 1 TOd).

2TOpOIKOC TOVOG,.

Avorneyia.

Agppotikn BAAPN Ko prén.

dreyuovn Tov dEPUATOG.

dAeyuovn Tov Aaov mov cuvBmS yopaktnpiletal and TovOLALLO (PapLYYiTIdQ).

Yravieg (umopel va ennpedoovv £oc 1 ota 1.000 dropa)

AVamVEVGTIKEG OVGKOAIES 1] GLPLYIOG TOV EMIELVAOVETOL ApESOS PETA TN My Tov Seffalair
Spiromax. Eav coupei avtd, stapatiets T pion TS 6vokevg steavong Seffalair Spiromax.
XpPNGLOTOGTE T GUGKELT EIGTVONG "avakoveiong Tayeiag dpdong (‘dcmonc') yia va cag fondnoet
LLE TNV OVOTVOT KOl EVI|UEPDGTE UPECMG TOV LATPO GUC.
To Seffalair Spiromax pmopei vo ennpedoet T GLUGIOAOYIKT TOPAYDYT GTEPOEIWODY OPUOVAV GTOV
0PYOUVIGLO, 101mG €AV £xeTe TAPEL VYNAEG OOCELS Y10, TOPATETAUEVEG YPOVIKEG TEPLOOOVE. AVTEC Ol
emdphoeig mepthapupavouy:

—  EmBpadvvon g avantuéng ota mondid Kot tToug ehfoug

—  Tuadkoua (PAGN oto vevpo otov opBaiud)

—  X1poyyvrd (peyyopouopeo) tpoécmno (cuvopopo Cushing).

O 1wTpdg oag Bo coc TapaKoAoLOEL TAKTIKA Y10, OTOIEGONTOTE A0 AVTES TIC AVETIOVUNTEG EVEPYELEG
Ko Ba draoearilel 6T TaipveTe TN YOUNAOTEPT] 0OGM CLTOD TOV GLVIVAGCHOV PUPUAK®Y TOL BETEL VIO
é\eyyo to dobua cog.

AvopolOpopPOog 1 aKOVOVIOTOG KAPIOKOS TAAUOG 1 EKTOTOG KapOIOKOG TAANOG (appLOpies).
Evnuepdote tov 1atpd oag, oArd un draxdyete t Aqyn tov Seffalair Spiromax extog £dv 0 10Tpd¢ oag
GG TEL VO GTOLATIGETE.

Moukntuaoikn Aoipmén 6Tov 016oPayo (COARVIG LECH TOL OTTOI0V 01 TPOPEC TEPVOVV GTO GTOUAYL), N
omoia Umopel va TPOKOAEGEL SVOKOAEG GTNV KOTATOGT.
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oyvotnToe un yveootn, oirld propei eriong va cvpfoiv:
e  Oounm dpaocn.

Ava@opd avemOounTOV vePyELOV

Edv mapotnpfoete kKamowo avemBOUNTN EVEPYELN, EVILEPDGTE TOV WITPO, TOV PUPUAKOTOLO 1) TOV VOGOKOO
00G. AVt 1oyvet Kot Yo kaBe mhovi avemBountn evépyela mov dev avapEPETaLl 6To TAPOV GOAAO 0ONYLDV
ypPNons. Mmopeite eniong vao avagépete avemBOunTeg evépyeleg amevdeiog, LEc® TOV EBVIKOV GUGTNLOTOG
ovapopds mov avaypdeeton oto [Hapdptmua V. Méow g avagopdc avembOUNTOV EVEPYEIDV UTOPEITE VOl
BonOnoete 6N CLALOYN TTEPIGGOTEP®V TANPOPOPIDV GYETIKA LE TNV UCPIAELN TOV TAPOVTOG PUPUAKOV.

5. IIog va puraooete To Seffalair Spiromax
To @dppoko ovTo TPEMEL VA, PUAACCETOL GE LEPT) TTOL deV TO PAETOVVY KOl dEV TO POAVOLY TOL TOdLAL.

Na pn ypnoyLonoieite qvtd T0 PAPHOEKO PETA TNV UEPOUN VL AENG TOV AVOPEPETAL GTO KOVTL KOl GTNV
EMIONOVON TNG oLOKELNG elomvong petd tnv AHEH/EXP. H nuepounvia Anénc eivon ) tedevtaio nuépa
TOV UNVA TOL OVOPEPETOL EKEL.

Mn pvAdocete o€ Beppokpacio peyaivtepn tov 25°C. Aletnpeite To KGAvppa Tov £0PTNRATOS
OTOLOTIKNG TPOCUPUOYIG KAELGTO HETE TNV GPUIPEST] TOV GAOVULVEVIOV TEPLTVAIYNATOG.
Xpnoponomote eviog 2 pnvav amé Ty a@aipeon amxd To GAOVIIVEVIO TEPLTOAMYI. XPNGUYLOTOGTE
TNV ETIKETA GTN GLGKELT EIGTVONG Y10 VO KOTAYPAWETE TNV NUEPOUNVIC TOL 0vVOiENTE TO AAOVUIVEVIO
COKOVAAKL.

Mnyv metéite @ApUAKO GTO VEPO TNG AMOYETEVONS 1| 0TA OIKLOKE amoppippata. Potote Tov pappokonold
GOC Y10 TO TG VO TETAEETE TO PAPLLOKO TTOV OEV YpMoLomoteite mo. Avtd ta pétpa Oa fondncovy oty
TPooTacio Tov TEPPAALOVTOC.

6. IIepreydpeva TN GVOKELUGTOG KO AOTTEG TANPOPOPIEg

T negpréyer To Seffalair Spiromax

- O1 dpaoTikéG 0VGieC vl 1] GOAUETEPOAN Kot 1 TPOTOVIKY PAoVTIKALOVN. KdBe petpnuévn ooom
neptEyel 14 pkpoypappdpilo coipetepoing (og Evagoikn coipetepoin) kot 113 pukpoypappdpio
TPOTLOVIKNG PAoVTIKAOVNG. Kdbe yopnyoduevn doon (1 d6om mov pedyet amd to eEdpTnuo
GTOUATIKNG TPOSAPUOYNG) TtepLEyel 12,75 pikpoypappdpio caipetepoAng (og Evapoikn
coipetepoAn) kot 100 pkpoypoppdplo Tpomovikng eAovTikalovng.

- To &Aho cvotatiko gival Aaktoln povoddpikn (BA. mapdypago 2 kdtm and Tov titho 'To Seffalair
Spiromax mepiéyet Aoktoln').

Ep@avion tov Seffalair Spiromax kon wepieyopeva TG 6VoKeLUGIOG
KdBe cuokevn eiomvong Seffalair Spiromax mepiéyet k6vi yio giomvon yia 60 €16TVoEG Kol £XEL AEVKO GO LLE
NUBLPAVEG KITPIVO KAALLLO TOV €E0PTALOTOG GTOUATIKTG TPOCAPLOYNG.

To Seffalair Spiromax dwatifeton 6€ GuoKELAGIEG TOL TEPLEYOVYV 1 GLOKELT EIGTVONG KOl OE
TOAVGLOKEVAGIES TOV TEPLEXOVV 3 KOLTLA, KoBEva amd Ta omoia Tepiéyel 1 cuokevn| glomvor|g. Mropei va
LNV KUKAOQOPOUV OLEC Ol GLGKEVAGIES GT YMPO GOC.

Karoyog Aderog Kvkrhogopiag
TevaB.V.

Swensweg 5,

2031 GA Haarlem,

OMavdio
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Hopoockevaostic

Norton (Waterford) Limited T/A Teva Pharmaceuticals Ireland
Unit 14/15, 27/35 & 301, IDA Industrial Park, Cork Road, Waterford, IpAavéio

Teva Operations Poland Sp. z 0.0.

Mogilska 80 Str. 31-546 Krakow, IToAmvio

IMo omoladnmote TANPOPOPio. GYETIKA [LE TO TAPOV PAPUAKEVTIKO TPOTOV, TopakareioTe Vo amevbuvieite
6ToV TOTKO avTmpdosmno Tov Katdyov g Adstog Kukiopopiag:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tel/Tél: +32 382073 73

Bbbarapus
Tesa ®apma EA/JL
Tem: +359 2 489 95 85

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251 007 111

Danmark
Teva Denmark A/S
TIf: +45 44 98 55 11

Deutschland
Teva GmbH
Tel: +49 731 402 08

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 661 0801

E)ada
Specifar A.B.E.E.
TnA: +30 211 880 5000

Espafia
Teva Pharma S.L.U.
Tél: +34 91 387 32 80

France
Teva Santé
Tél: +33 1 55 91 7800

Hrvatska
Pliva Hrvatska d.o.o
Tel: + 3851 37 20 000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 207 540 7117

Lietuva
UAB Teva Baltics
Tel: +370 5 266 02 03

Luxembourg/Luxemburg
Teva Pharma Belgium N.V./S.A./AG
Tel/Tél: +32 382073 73

Magyarorszag
Teva Gybgyszergyar Zrt
Tel.: +36 1 288 64 00

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 207 540 7117

Nederland
Teva Nederland B.V.
Tel: +31 800 0228 400

Norge
Teva Norway AS
TIf: +47 6677 55 90

Osterreich
ratiopharm Arzneimittel Vertriebs GmbH
Tel: +43 197007 0

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 22 34593 00

Portugal
Teva Pharma - Produtos Farmacéuticos Lda
Tel: +351 21 476 75 50

Romania
Teva Pharmaceuticals S.R.L
Tel: +4021 230 6524

Slovenija

Pliva Ljubljana d.o.o.
Tel: +386 1 58 90 390
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Island Slovenska republika

Teva Pharma Iceland ehf Teva Pharmaceuticals Slovakia s.r.o.
Simi: +354 550 3300 Tel: +421 25726 7911

Italia Suomi/Finland

Teva ltalia S.r.l. Teva Finland Oy

Tel: +39 028 917 981 Puh/Tel: +358 20 180 5900

Kvnpog Sverige

Specifar A.B.E.E. Teva Sweden AB

EM\Gda Tel: +46 42 12 11 00

TnA: +30 211 880 5000

Latvija United Kingdom (Northern Ireland)
Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland

Tel: +371 673 23 666 Ireland

Tel: + 44 207 540 7117

To wapov OALo 00NYLOV YprioNs avaBewpOnke Yo TELEVTOIO POPd GTIC.
AALEG TN YES TANPOPOPLOV

Aemtopepeic TAnpopopieg yia To Pappoko avtod gival dabéoyeg oto duktvako Tomo tov Evponaikon
Opyavicpov Papudkmv: http://www.ema.europa.eu
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@viro oonyOv ypiong: IIAnpogopics yia Tov ac0evi)

Seffalair Spiromax 12,75 pikpoypoppdpia/202 pikpoypoppdplo K6viS yio e16Ttvon
GOAUETEPOAN/TPOTIOVIKT] PAOVTIKALOVN

AP aoTE TPOGEKTIKA 0AOKANPO TO QVALO 0ONYLAOV PO TPLY UPYIGETE VO, (PN GLUOTOLEITE VT TO
QOaPRAKO, OLOTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10, GOG.

- DdvAidEte avTd TO PUALO 0dNYIDV XpNong. Towg ypelaotel va to dufdacete Eavd.

- Edv éxete meportépw amopieg, p@TNGTE TOV W0TPO, TOV PAPLOKOTOLO 1| TOV VOGOKOWO GOC.

- H ocvvtayn v avtd 10 eaprako xopnyndnke omokAEIoTIKA Y10 oG, Agv TPEMEL VoL ODGETE TO
@appako o€ aGAAovg. Mmopel vo Toug TPoKoAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TG
aoBéveldc Tovg eivor 101 pLe TaL S1KA Gag.

- Edv mapatnpnoete kdmoto avemBOUNT EVEPYELN, EVILEPDCTE TOV 1UTPO, TOV PAPLOKOTOLO 1| TOV

VOGOKOWO GaG. AVTO oYVEL KOt Yio KGOe Thavi avemBountrn vEPYELD TOL OEV AVOPEPETOL GTO TOPOV

@OALO 0ONYIDV ypriong. BAére mapdypago 4.
T epLéyeL 1o TaPOV PUAAO 00N YLOV

Tt etvan to Seffalair Spiromax kot oo eivoe 1 ypron Tov

T mpéner vo yvopilete mpv ypnoonomoete to Seffalair Spiromax
[aog va ypnoomomoete to Seffalair Spiromax

[MBavéc avemBOunTeg evépyetes

[Tog va puldooete o Seffalair Spiromax

[Tepieydpeva ¢ cuokevLaciag Kot AOUEG TANPOPOpieg

ouhrwnE

1. Th givan To Seffalair Spiromax ko wowa givar 1 (prion Tov
To Seffalair Spiromax mepiéyetl 2 dpacTikKég OVGieS: GAAUETEPOLN KOl TPOTIOVIKY PAovTIKALOVN:
e H colpetepoin eivar £va Ppoyyodiactartikd pakpdc dpdong. Ta Bpoyyodiactartikd Bonbovv tovg

OEPAYMOYOVG GTOVE TVEVIOVEG VO TAPUUEVOLY 0VOIKTOl. AVTO S1EVKOAVVEL TNV €i6000 Kt ££060 TOV
aépa. O1 eMOPACELG TNG CUAUETEPOANG SLOPKOVV Y10 TOVAGYLIGTOV 12 dpEG.

e H mpomovikn pAovTikalovn eivarl £va KOPTIKOGTEPOELDES TOV LEIMVEL TO 010MLa Kot TOV €PEBIGIO GTOVG

TVEVLOVEG,.

To Seffalair Spiromax ypnoyomoteiton yia tn Oepaneio Tov AoOHOTOG 08 EVAAIKES Kot pIPovg nAkiog
12 etwv kot avo.

To Seffalair Spiromax fon0d otnv TpoAYn TS ELEEVIENS TS OVOTTVOLUG KL TOV GUPLYROV. AgV
TPEMEL VA TO YPTGLUOTOLEITE Y10 TNV AVOKOVPLOT €VOG emer60diov acOpatoc. Edv mapovoiacere va
ENEL60010 GoONATOG, YPNCILOTON|OTE HL0 GVOKEVT ELGTIVONG 'avaKoVPLoNS' Tayeiag dpdong
('dracmong'), 0mmg carfovtapdrn. Oa wpéner vo £xeTe TAVTO poli 060G T GVOKELT] ELIGTVONG
'udcmong' Tayeiog opdaong.

2. Tvrpémer va yvopilete npv ypnoipomronjcere to Seffalair Spiromax

Mnyv ypnoiponomcete To Seffalair Spiromax
- o€ MEPIMTOOT AALEPYING OTN GAAUETEPOAN, OTNV TPOTIOVIKT PAOVTIKALOVN | GE OTOL0ONTOTE GALO
070 TOL GLOTOTIKA AVTOV TOV PAPUAKOL (aVaPEPOVTAL GTNV TAPEYPOPO 6).

IIpog1domou|6ELS KoL TPOPVAGEELS

AmevBuvbeite 6TOV 10.TPO, TOV PUPLAKOTOLO 1| TOV VOGOKOWO Gag TPV Yprolonoticete o Seffalair
Spiromax gav éyete:

o  Koapdwokn v660, GuUTEPLAUPOVOLEVOL TOV OKOVOVIGTOL 1 YP1YOPOL Kapdlokol pudpov

e  Ymepdpaotiplo Bupeoeldn adéva
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YymAn mieom tov aipatog

Awpnn (to Seffalair Spiromax evdéyetor va avENGEL TO GAKYOPO TOV OILATOC GOG)
Xopniéd kdAo oto aipo cog

dopotioon (TB) onuepa M elyote oto mopelbov, 1 Exete GALEC TVEVUOVIKEC AOIUDEELG

Enwowmviote pe tov 1tpd oag edv Topovctacete Bapumn opacn 1 GAAES SlatapayEs TG OpacTG.

Moo ko £npor
Mn yopnynoete To Seffalair Spiromax ce moandid 1 epnPouvg nAkiog Katm Tomv 12 etdv 51011 dev €yl pedetnOel
OTY] GUYKEKPILEVT NAKLAKT OLAOAL.

Alha @appoaxo kot Seffalair Spiromax

Evnuepmote Tov 1aTpd, TOV VOGOKOLO 1) TOV QOPLAKOTOLO GO AV TAlPVETE 1| £XETE TPOGPATO TAPEL 1
umopei va ypnotpomomoete dAla papuaka. To Seffalair Spiromax pmopei va uny givon katdAnio yo
yxp1on pali pe opiopévo GALo QapHOKa.

Evnuepdote tov 101pd cog edv TaipveTe To akOAOVOO OApLOKa, TPV 0PYICETE VO YPNOLLOTOLEITE TO

Seffalair Spiromax:

e BNt0 amokhelotéC (OMMS 0TEVOAOAT], TPOTPUAVOLOAT Kail GOTOAOAN). Ot friTa OTOKAEIGTES
YPNOYLOTOL0VVTOL KVUPIMS Yo VYNAN TiEST TOV aipaTog 1 KapdlokEs Tadnoelg OTmg otnOdyyn.

o  ®ddppaxa yio m Bepancio Lopdéemv (6nwg prrovafipn, ketokovaloAn, ttpakovaloin Kot
gpvBpopkivn). Opiopéva amd VT To PAPLOK EVOEYETAL VO, ALENGOLY TNV TOCOTNTA TNG
GOALETEPOANG 1] TNG TPOTIOVIKNG PAOVTIKALOVIG GTOV OpYUVIGLO oG AvTd pmopel va, avénoet
avembounteg evépyeteg pe to Seffalair Spiromax, cvumepiopfavouévav akavovicTov Kapdlakdv
TOAL®V, | UTOPEL VO EMOEIVDOGEL AVETIBVUNTES EVEPYELEC.

o Koprtikootepoeldn (omd 1o otopa 1) evésiua). IIpdceatn xpion avTthv ToV QoPUAK®Y UTOPEL va
avénoet tov kivduvo vo emmpedoet to Seffalair Spiromax ta emveppidid oag, peidvoviag Ty TocdHTNTA
GTEPOELODY OPLOVAV TOL TAPAYOVTOL OO TOVS 0OEVES (KOTAGTOAN TOV EXVEPPIOI®V).

e AOVPNTIKG, PAPUOKA TTOV AVEAVOVVY TNV TOPAY®OYT 0VPOV KO XPTGLLOTOIOVVTOL Y10 TIV OVTIILETMTION
NG VYNNG TECNG TOV ALOTOG,

o Alla Ppoyyodiactaltikd (OT®mG GAABOLTAUOAN).

o  Ddppaxo EavOivng 0o apvoeuAiivn Kot BeopuAAivn. Xpnoomolobvtal cuyva yio T Bepareio Tov
doBpatog.

Optopéva pappoka pmopet va avEncovy Tig emdpacels Tov Seffalair Spiromax kot o wwTpodg cog Lmwopet va
Belnoet vo oag TopakoAovBel TpoceKTIKA €0V TaipveTe AVTA Ta PAPLOKA (GUUTEPIAOUPAVOLEV®Y
OPIOUEVOV PappakwV Yo Tov 10 HIV: pirovafipn, koumoiotdn).

Kinon ko Onhaopég
Edv elote éyxvog, vopuilete 011 pmopel va eiote €ykvoc 1 oxedtdlete va amoktoete Toudi, {ntote
GLUPOVAN TOV 1TPOD, TOL VOGOKOUOD 1] TOL PUPUOKOTOLOD GOG TPV TUPETE AVTO TO PAPUAKO.

Agv gival yvootd dv avtd 10 approko umopel va tepdoet oto unTpiko yaia. Edv nialete, potiote tov
10TPO, TOV VOGOKOLO 1 TOV POPUOKOTOLd GOC TPV TAPETE OVTO TO PAPLLAKO.

0o yno1n KoL YEPLGROS PNYAVIILETOV
To Seffalair Spiromax dev avapuéveral va ernpedostl TNV IKAVOTNTA GOG YioL 001yNon N XEPLoUO

LUNY OV LAT®V.

To Seffalair Spiromax mepiéyel haxtoln

Kd&0e 666m avtod T00 Qapudkov mepiEyel Tepintov 5,4 YIAMooToYpappe AaKTolng. Av o 10Tpdg GOC, 0Og
evnuépmae OtL £yete dvoaveéio o OPIoUEVH GAKYOPO, ETKOIVOVIOTE LLE TOV W0TPO GOG TPV TAPETE ALTO TO
QappLoKo.
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3. og va xpnopomomosete To Seffalair Spiromax

[Tavtote va ypNCILOTOLEITE TO PAPLOKO AVTO ALGTNPA COLPOVA LE TIG 0ONYIES TOV 1TPOD 1) TOV
QoppoakonoloV cag. Eav éxete appifolieg, p@tiote TOV 10TPO 1] TOV QOPLOKOTOLO GOGC.

H ocvvictoduevn 66on elval pia glomvon d0o gopég Tnv NUéEpa.

e To Seffalair Spiromax wpoopileTat Yo Lakpoypovia TaKTIKY ypnom. Na 1o yproiponoteite ke pépa
v va dtotnpeite to doBua cog Vo Eleyx0. MnV ¥PNGIUOTOIEITE TEPIGGOTEPO OO TN GLUVIGTAOUEVN
doon. Eav éxete appiBoliec, pmtiote Tov 10Tpd, TOV VOGOKOHO 1 TOV PAPUOKOTOLO GOG.

e Mnv ctapartioete va maipvete To Seffalair Spiromax 1 peidoete ™ d6om ywpig va ansvduvbeite Tpota
GTOV 10TPO 1] TOV VOGOKOUO GG,

e To Seffalair Spiromax wpénel va €l6TVEETAL SLUUEGOV TOV GTOUOTOC.

O 10tpog 1 0 vosokopog cag Ba cag fondnoet va dwyepioteite o dobua cag. O 1Tpdc 1 0 vosokouog Ha
OALGEEL TO PAPLOKO GTN GLOKELT EIGTVONG 00 €AV XPEALETTE Sl0POPETIKY OGN Yo Vo EAEYEETE GMOTA TO
dofpa coc. Qotdc0, Unv aALALETE TOV aPOO TMV ELGTVODY TTOV EYEL CLVTOYOYPOUPNGEL O LUTPOC T} O
VOGOKOWOG 60G X®pig va amevbuvbeite TpdTO GTOV 10TPO 1 TOV VOGOKOWO GO,

Ed&v to doOpo 1 n avamvor] 60g ETOEIVAOVETAL, EVIIHEPAGTE TOV WUTPO 6as apéoms. Edv aiobdveote 0T
€xete mep1ocdTEPO GLPLYRD, 0 Bdpakdc cog mapovotdlel oo cuyvotepa 1 ypeldleTat vo ¥pNoILoToLEiTE
TEPLOGOTEPO TO PAPHOKO 'AvaKOVPIoNG' ToElnG Opdomng, To GoOua Goc EVOEXETUL VA ETOEWVMVETOL Ko Eivat
mlavo va appwotioete cofopd. Tvveyiote va naipvete to Seffalair Spiromax oAld unv avénoete Tov
apOpd TV EI0TVOMVY OV TTalipveTe. AtevBuvleite 6Tov 10TPo GaG APESMG, KaBMS evosyeTat va ypelalecte
npocbetn Oepamneio.

Odnyieg ypnong

Exnaidgvon

O wtpdg, 0 VOGOKONOG 1] 0 PUPRAKOTOLIS 6aS B0 TPETEL VO GOC EKTALOEVGOVV GTO TAOGS VA
APNOLUOTOUGETE T1] GVOKEVT] EIGTVONG, CVUTEPILUUPAVOREVOV TOV UTOTELEGCRATIKOD TPOTOV E16TTVOIG
oG 00016, AvTi) 1] EKTAIOEVGT €IVl GNUAVTIKI] Y10 VO, O106QAAMGTEL 0TL Aappavere T 6061 TOV
yperaleote. Eav dgv &yete LaPer ekmaidgvon, mapokoreiote va {NTi6ETE 06 TOV 10TPO, TOV VOGOKONO 1)
TOV QUPUUKOTOLO GG VU GOG OEIEEL TMOS VU (PN CLUOTOLEITE TI] GVGKELT] EIGTVONS GOGTA TPLY T1)
APNOLUOTOU|GETE VLU TPOTI] POPA.

O 101pdG, 0 VOGOKOLOG 1 0 PUpLaKOTOLdG oaG Ba mpEmet eniong va EAEYYOVV KOTA SLULGTHLLATA OTL
YPNOLOTOLEITE TN CLGKELT Spiromax cOoTA Kol OTWG cuvTayoypapPnOnke. Edv dev ypnoonoleite 1o
Seffalair Spiromax cmotd 1 dev 1O €16TVEETE APKETA dVVATA, EVOEYETAL VAL 1) AAUPAVETE OPKETO PAPUOKO
GTOVG TVEVUOVES GOG. AVTO onuaivel 0Tt To Pappoko dev Ba fondioet 1o dobua cog 1600 KaAd 660 Ha
Empeme.

[pogrowacia Tov Seffalair Spiromax
Ipw ypnoyonooete to Seffalair Spiromax ywo ap®dTN PoOpa, TPENEL VAL TO TPOETOWAGETE Y10 XpON OG
edng:
o E)léyEte v évdeidn doong yo va dgite 6TL vITApyovVY 60 EIGTVOEC LEGH BT GUGKELT ELGTTVOTC.
® AvoypayTe TNV NUEPOUN VIR TOV 0VOIENTE TO GAOVUIVEVIO GOKOVAGKL GTNV ETIKETO GTI GUOKELN
E10TVONG.
o Agv ypeldletal va avatapdEeTe Tr GUGKELT EIGTVONG GG TTPLV T1) YPT|CLLOTO|GETE.

&g va TapeTe pia. E16TVoN|

1. Kpatiote T1] 6VGKELT ELGTIVONG LLE TO NISLOPOVES KITPIVO KAALUO TOV EEQPTILATOG GTOLOTIKNG
TPOGOPLOYNG OTO KAT® LEPOG.

55



2. Avoifte 10 KGALPHO TOV EEUPTNATOG GTOUATIKNG TPOGAPLOYNG, SITAMVOVTAG TO TPOG TO KAT® UEYPL VO,
aK0VGETE Eva OLVOTO KAIK. AvTo Oa peTproet pia doom tov apudkov oag. H cuckevn elonvong oag
glval topa toun yuo xpron.

O n

ANOITMA EZAEPIZMOY

|

ANOITMA

3. Exnvedete onord (660 aicOdaveote dveta). Mnv eknvéete L€ GTN GUGKELT EIGTVOTG.

4. TomobBetnote T0 EEAPTNUA GTOUOTIKNG TPOGUPHOYNG OTO GTOUN GOG Ko KAEIGTE GOLYTA Ta YEIAN GOC
Yop® omd avtd. [Ipocééte va pn ppdccete ta avoiypota e&oepiopoo.
Ewonvedote and to otopa 6co Padid Kot duvatd pmopeite.
INUEIOOTE OTL vl GNUOVTIKO VO, EIGTIVEETE OVVATA.
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EIZMNOH

5. AQuip€oTe TN GLGKELN EIGTVONG OO TO GTOUN GOC. Mmopel va Tpocélete kdmota yebomn otav AapPavete
TNV ELGTVON].

6. Kparote v avamvon cag yio 10 devtepdienta 1 Yot 660 aicBiveste Gveta.
7. X117 ovvEXELN EKTTVEDOTE OOAG (UNV EKTTVEETE PHECO GTT) GUGKELT] EICTIVONG).

8. Kieiote T0 KGAvppa Tov E£UPTNHATOS GTORATIKIG TPOGUPILOYIS.

KAEIZIMO

Metd and kaBe 3001, EEMAVVETE TO GTOWA GG LE VEPO KOl PTVOTE 1 POVPTGIoTE TO dOVTIX GOG TPV

Eemlvere.

e Mnv TpocTaONGETE VO ATOGLVOPLLOAOYNGETE TI GUGKELT ELGTVONG GOG, VO OPUIPECETE N VAL GCTPIYETE TO
KéAvppa Tov eEAPTALOTOG CTOUUTIKNG TPOGOPOYNG.
To kdAvppo eivol GTEPEMUEVO GTI GUOKELT EIGTVONG KoL OEV TPEMEL VO, APALPEITOL.

e Mn ypnowomnoieite To Spiromax gdv £yel vrootel (N N edv 10 €EAPTNIO GTOUATIKNG TPOGUPUOYNAG
éxel amoomaotel and 10 Spiromax.

e Mnv avoiyete Kot KAeiveTE TO KAALHLO TOV EE0PTAILOTOG GTOUOTIKNG TPOCOUPLOYNS EKTOG EAV TPOKELTOL
V0. {PNCUYLOTOGETE T1] GUCKELT] ELGTVONG.

KoaBapiwopog Tov Spiromax
Awtnpeite T GLOKELT EIGTVONG OTEYVY| Kot Kabapr.
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Edv eivan armapaitnto, pmopeite vo okovmicete 10 e£0pTNLLO GTOUATIKNG TPOCUPUOYNC TG CVGKELNC
€10TMVONG LETA TN XPNOT UE EVOL OTEYVO TTOVI 1] YOPTOUAVTIAO.

Iéte va apyicete va ypnoponoreite éva véo Seffalair Spiromax
e O deiktng d00MG OTO TGW UEPOC TNG GVCKELNC VITOSEIKVVEL TTOGES OOGELG (EIOTVOEG) OTOUEVOVY OTN|
GLOKELT EIGTVONG, apyilovtag oto 60 6tav ivar yepdtn Kot KotaAryovtog pe 0 (undév) otav gival kevn.

e O deiktng dooMg deiyvel Tov aplBd TV EIGTVOMOY TOL ATOUEVOLY GE ApTiovg apduove. Ta dtuothiuoto
UETAED TOV APTIOV OPLOU®V AVTITPOCOTEVOVV TOV TEPLTTO AP TOV VTOAEITOUEVOV EIGTVOMYV.

o  Ortav amopévouv 20 1 Atydtepeg, ot apiBpol eppaviovtar pe KOKKIvo ypouo oe Aevkd edvto. Otav ot
KOKKIVOl aplfpol upavicTodV 610 Tapdbvpo, TPEMEL Vo EMCKEPDEITE TOV 1TPO 1] TOV VOGOKOUO GAG Yo
va MaPete o vEo GUGKEDT EIGTTVOTG.

Xnueioon:

o To e£GpTNHO CTOUATIKNG TPOCAUPLOYNS KAVEL KMK 0KOHO Kot 0TV 1) CLUGKELN EICTVONG €ivol Kevn.

e Edv avoiéete kot kheioete To €EAPTNUA GTOUUTIKNG TPOGUPLOYNG XMPIC Vo AGPETE Lo E1GTVOT, O
deltng 060M¢ 0 TO KATOUETPNOEL AVTO MG TPAYHOTIKY EIGTVOT. AT 1 8001 Ba KpatnOel pe acediela
OTO ECMTEPIKO TNG CLOKEVTG ELGTVONG Y10 OTAV TPEMEL VOL TAPETE TNV EMOUEVT €lomvor). Eiva advvarto
va mhpete kKatd AaBog vrepPoAtkn | SuTAN dOoT TOL EAPUAKOL GE 1 glomVoN.

Eav ypnowpomonjoete peyorvtepn 66om Seffalair Spiromax améd tnv kevoviki

Eivor onuavtikd va waipvete tn 6661 OV £YEL CLVTAYOYPAPNGEL O LUTPOC 1| O VOCOKOLOG GaG. AEV TPEMEL VL
vrepPaivete ) cvuvtayoypaenuévn 06om ympic wtpiky cupovAn. Edv katd AdBoc mépete TeptocoTepEg
d0GEIS 0O TO GLVICTMLEVO, ameLBLVOEITE GTOV VOGOKOO, TOV 10TPO 1 TOV PUPHOKOTO0 Goc. Evoéyetat va
TAPATPNOETE OTL 1] KOPOLA OGS YTVTA YPNYOPOTEPQ O TO cLVNOICUEVO Kot OTL aucBdvesTe TPELOVAO.
Evééyeton emiong va mapovsidoete (OAN, TOVOKEPAAO, PLUTKN advuvapia Kot TOVo 6TIS apBpdoelc.

Edv éyete ypnowonomoet emavelnupéva apa todrég dooeig Seffalair Spiromax ywo peydio ypovikd
ot pa, Tpénet va {ntnoete ™ GLUPOVAT TOL WTPOV 1| TOL PAPLOKOTOOD GaG. AVTO omatteiTan S10TL
vrepPorikn TocdtnTo Seffalair Spiromax pmopel va peidoet Ty T0cOTNTA TOV GTEPOEIBDV OPLOVDY TOL
TaPAyoVTOL OO T, ETVEPPIOIAL GO,

Edv Eeydoete va ypnopomomosete To Seffalair Spiromax

Edv Eeybdoete va mapete pua 660, Tapte TNV HOAS To Bupnbeite. QotOG0, PNV TAPETE SITAT 6OCT Y10 VO
avamAnpacete T door mov Eeydoate. Eqv elvatl oyeddv n dpa yio v emdpevn 866m cag, omAd Thpte TNV
emOUEVT 066N TN GLVNOIGUEVN DpaL.

Edv otapatioete va ypnopomoreite to Seffalair Spiromax

Eivaw oAb onuavtiko vo maipvete o Seffalair Spiromax ke pépa coppova pe Tic odnyisc. Xvveyiote )
AN Tov pnéYPl 0 WTPOG G6UG GOS TEL VO, 6TUROTIIG6ETE. M1 O10KOTTTETE 1] pPELDVETE EAPVIKE TN 6661 TOV
Seffalair Spiromax. Avt6 0o propoHce Vo ETOEWVDOEL TNV AVATIVOT] GOC.
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EmumAéov, edv otapommoete Eapvikd vo maipvete to Seffalair Spiromax 1 peivoete t d6on cog tov Seffalair
Spiromax, avtd propei (ToAD omavia) vo TPoKaAESEL TPOPANUATE AOY® TOV OTL TO EMVEPPIOLA GOG
TOPAYOLV HEIMUEVEC TOGHTNTEG GTEPOELOOVS OPUOVIG (AVETAPKELD TV EXVEPPLOI®V), TO OTOI0 OPIGLUEVEC
QopEC TPOKOAEL avemBOUNTEC EVEPYELEG.

AVTEC o1 avemBOunTeg evépyeleg pmopel va meptiapfavouy onolodnmote amd to. akdAovOa:

YTopoytkd Tovo

Koénwon kot andreio 6peEng, vavtia

"'Epeto ko dappoia

Andrera fapoug

ITovoképaio 1§ vrvnia

XounAd enineda cokyapov GTO il GOGC

Xopnin wieomn tov aipatog Kot emANTTIKEG Kpioels (omacpong)

Otav 0 opyavicudg cag PpioKeTOl 08 KATAGTACT) GTPES, ONMC OO TVPETO, ATVYNLA 1| TPAVLATIOUO, AoipmEn
N YEPOLPYIKY EXEUPACT, 1 AVETAPKELN TOV EMVEQPIOIMV PTopel vo emdsvmBel Kot evogyetat emiong va
TOPOVCIAGETE TIG AVETOVUNTEG EVEPYELEG TTOV TTOPATIOEVTUL TOPOTAV®.

Edv mapatnpnioete kamola avemBOunTn evEpyeLa, EVNLEPADGTE TOV WTPO 1| TOV Pappokomold coc. ['a va
OTOTPATOVV CVTA T CUUTTOUOTO, O WTPOC GOG UTOPEL VO GUVTOYOYOPTCEL ETTAEOV KOPTIKOGTEPOELDT| GE
popoen diokiov (0nmg Tpedviorovn).

Edv éxete meplocdtepeg epMTICELG CYETIKA LLE TN YPTOT AVTOV TOV QUPUAKOV, POTAGTE TOV 10TPJ, TOV
(QOPLOKOTOL0 1) TOV VOGOKOO GOG.

4, IMBavég avemBounTeg evépyereg

Onwg 6Mo To eapUaKa, £TCL KL QVTO TO QAPLUKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELEC, OV Kot OgV
napovotdlovral oe 6A0VG Tovg avOpaTovs. [a va pelwbei n TBavoTTO AVETIBOUNTOV EVEPYELDV, O 1TPOS
oag fo cuvTayoYPOENOEL TN YOUNAOTEPT SO0T CVTOD TOL GLVOVAGHOD PAPUAKOY OV BETEL VIO EAEYYO TO
Gofpua cog.

ALLEPYIKES AVTIOPAGELS: PTOPEL VU TAPATIPIOCETE OTL 1] AVATVON] GOC EAPVIKA EMOEIVAOVETOL APUECMOG
petd ™ ypnon tov Seffalair Spiromax. Mnopei va mopovcidcete £viovo cuptypd Kot frixa 1) Svomvola.
Mmropel eniong va Tapoatnpnoete Kvnoud, e&avinpa (kvidmwon) Kot oidnua (cuviBmg Tov TPOGHOTOV, TWV
YEWIDV, TNG YADGGOC 1) TOVL AULoV), 1 propel Eapvikd vo atcBavOeite 6Tt 1 Kapdid Gog ¥TUTA TOAD YpiyopQ
N va awcBavbeite Tdomn yo MmoBupio kot 6Kkotodivn (To omoio umopel va 001 yNoEL G€ KATAPPELOT) 1 ATMAELN
ovveidnong). Edv mapovordoete omoradonmote amwd avtic TIg emopdoseic 1| €av copufodv Eagvikd petd
ypnion tov Seffalair Spiromax, dwaxéyte T (pfion Tov Seffalair Spiromax kot evnuepOoTE GpécOS TOV
1wTpo cag. O ahdepyké avtidpaoelg oto Seffalair Spiromax eivon oyl cuyvég (Umopel va emnpedcovy Emg

1 ota 100 droua).

AAlec avemBOUNTEG EVEPYELES TOPATIOEVTAL TOPOKATO:

Yuyvég (umopel va emnpedoovy émg 1 ota 10 dtopa)

o Mukntuooikn Aoipmén (4pbeg) mov Tpokalel EXMOIVVES, VTOKITPIVES, EMNPUEVEG TTEPLOYES GTO GTOLO KoL
otov Aapd, KaBde kat Tovo ot YA®ooa, Bpayvn eovi Kot epedicpd tov Aaiov. To EEmivpa Tov
OTOUATOG GOG LE VEPO KOl TO QPTOGIUO OUEGMG N TO BOVPTCICUA TOV JOVTIOV GOG LETA Ao KAOE
glonvon| pmopet va fondnoet. O 1Tpdc oG UTOPEl Vo GUVTAYOYPAPNOEL EVOL AVTLLVKTTIAGIKO PAPLLOKO
v ™ Oepameia TV apddv.

Mvikoc novoc.

Ocpuairyia.

I'pimn.

Xopunia erineda kodiov oto aipo cog (vrokoAtopio).

DOleypovn g potng (prvitida).
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Ddreyuovn TV Topappiviov KOATOV (TapappIVOKOATITION).
dAeyuovn g i TG Kot ToL Ao (PvoeopLyyitidn).
[Tovoxéparog.

Bryoc.

Epebiopog tov Aopov.

[T6vog i pAeypovn Tov TToW PEPOLS TOL ACLLLOV.

Bpayvada 1 andAeio TG @VIG.

ZGOAn.

Oy ovyvég (Lmopel va emnpedoovv €o¢ 1 ota 100 dropa)

AvéEnuévo caxkyapo (YAvkoln) oto aipa cog (vrepyivkoio). Edv éxete diafntn, pnopel va amaiteiton
GLYVOTEPT] TOPAKOAOVONGT] TOV GOKYAPOV TOV OUUATOG KO EVOEYOUEVMG TPOCAPUOYN TNG GLuVIHoVg
avtidwpnrikng Oepaneiog cog.

Kotappdaxtng (06upwon tov pokod 610 paTtt).

[ToAv ypriyopog Kapdiokdg ToApog (Tayvkapdia).

Tpepoviacpa (Tpdpog) kat aicOnuae 6tL 1 Kapdid cag ¥Tumdel Ypryopa (aicOnuo todlpmdv) — avtd givar
cuvnbomg axivéuva kot petdvovtar kabdg cuveyiletat 1 Oepamneio.

AioOnua avnovyiog 1 ayyovc.

YoUTEPLPOPIKES OAAAYEG, OTG aoLVNOIGTN dpacTnPOTNTH Ko EvEPEBIoTOTNTA (OV KO AVTES OL
EMOPACELC TAPAUTNPOVVTOL KUPIOE GTA TOIOLA).

AwTapoyn Tov VTVOUL.

Alepyikn pwvitida.

Pwir copgodpnon (BovAwuévn porn).

AKaVOVIOTOG KOPOOKOG TOAUOG (KOATIKEG LOPUAPVYEC).

Oopokikn Aoipmén.

[Tovog ota dkpa cog (xépla 1 TOdI).

2TOpaIKOC TOVOG,.

Avoreyia.

Agppotikn BAAPN o prén.

dAreyuovn Tov dEPUATOG.

dAreyuovn Tov Aaod wov cuvBS yopaktnpiletal amd TOVOLALLO (PapLYYiTIOQ).

Yravieg (umopel va ennpedoovv £oc 1 ota 1.000 dropa)

AvVamvEVGTIKEG OVGKOAIES 1] GLPLYIOG TOV EMIEIVAOVETOL APEGCOS NETA TN My Tov Seffalair
Spiromax. Eav cvppei avtd, stapatiets T pion TS 6vokevg stenvong Seffalair Spiromax.
XpNGLOTOGTE T GUGKELT EIGTVONG "avakoveiong Tayeiag dpdong (‘'diicmonc') yia va cag fondnoet
LLE TNV OVOTVOT] KOl EVI|UEPDGTE UPECMG TOV LATPO GUC.
To Seffalair Spiromax pmopei vo ennpedoel T GLUGIOAOYIKT TAPAYDYT GTEPOEWBMY OPUOVAV GTOV
0PYUVIGHO, 101mG €AV £xeTE TAPEL VYNAEG OOCELS Y10, TOPATETAUEVEG YPOVIKEG TEPLOOOVE. AVTEC Ol
emdpdoelg mepthapupavouy:

—  EmBpdadvvon g avantuéng ota mondid kot toug ehfoug

—  Tuadkoua (PAGN oto vevpo otov opBaiud)

—  X1poyyvrd (@eyyopouopeo) tpoécmno (cuvopopo Cushing).

O wtpdg oag Bo coc TaPaKoAOLOEL TAKTIKA Y10, OTOIEGONTOTE A0 AVTEG TIC AVETIOVUNTEG EVEPYELEG
ka1 Ba dtacearilel 6T TaipveTe TN YOUNAOTEPT] 0OGN CLTOV TOV GLVIVAGCHOV PUPUAK®Y TOL BETEL VTLH
é\eyyo to dobua cog.

AvopLOolOPOpPOG N AKOVOVIOTOG KAPIOKOS TAAUOG 1 EKTOTTOG KapAIOKOG TAANOS (appLOpies).
Evnuepdote tov 1atpd oag, oArd un draxdyete t Aqyn tov Seffalair Spiromax extog £év 0 10Tpdc oag
GG TEL VO GTOALATICETE.

Mouknrtiociki Aoipmén 6Tov 01609ayo (COANVIG LECH TOL OTOI0L 01 TPOPEG TEPVOLV GTO GTOLAYL), 1
omoio pmopel va TPOKAAEGEL SVGKOAMES GTNV KATATOON.
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ZoyvotnTe pn yveootn, arlhd pmopei exiong va copfoiv:
e  Oounm dpaon.

Ava@opd avemOounTOV EvEPYELOV

Edv mapotnpfoete kKamowo avemBOUNTN EVEPYELN, EVILEPDGTE TOV WITPO, TOV PUPUAKOTOLO 1) TOV VOGOKOO
c0G. AvTo 1oyvet Kot Yo kBe mhovi avemBountn evépyela mov dev avapEPETal 6To TaPOV GOAAO 0ONYLDV
ypNons. Mmopeite eniong va avagépete avemBOunTeg evépyeleg amevdeiog, LEC® TOV EBVIKOV GUGTNLOTOG
ovapopds mov avaypdeeton oto [Hapdptmua V. Méow g avagopdc avembOUNTOV EVEPYEIDV UTOPEITE VOl
BonOnoete 6N CLALOYN TEPIGGOTEP®V TANPOPOPIDV GYETIKA LE TV UCPIAELN TOV TAPOVTOG PUPUAKOV.

5. IIog va puraooete To Seffalair Spiromax
To @dppoko ovTo TPEMEL VA, PLAACCETOL GE LEPT) TTOL eV TO PAETOVY KO OEV TO POAVOLY TO TOdLAL.

Na pn ypnoyLonoieite ovtd T0 PAPHOKO UETE TNV MUEPOUN VL ANENG TOV AVOQEPETOL GTO KOVTL KOl GTNV
EMONLOVON TNG oLOKELNG slomvong petd tnv AHEH/EXP. H nuepounvia Anénc eivor ) televtaio nuépa
TOV UNVA IOV OVOPEPETOL EKEL.

Mn evAdocete o€ Beppokpacio peyaivtepn tov 25°C. Atetnpeite To KGAvppa Tov £upTNRATOS
OTOLOTIKNG TTPOCUPUOYIG KAELGTO HETE TNV GPUIPEST] TOV GAOVULVEVIOV TEPLTVAIYNATOG.
Xpnopomouote £viog 2 pnvav amé Ty aQaipeon amrd To GAOVIIVEVIO TEPLTOAMY . XPNGUYLOTOMGTE
TNV ETIKETA GTN GUGKELT EIGTVONG Y10 VO KOTOYPAWETE TNV NUEPOUNVIC TOL 0VOiENTE TO AAOVLIVEVIO
COKOVAGKL.

Mnyv metéite @APUAKO GTO VEPO TNG ATOYETEVONS 1| 0T OKLOKE amoppippata. Potote Tov pappokonold
GOC Y10 TO TG VO TETAEETE TO PAPLLOKO TTOV OEV YpMoLomoleite mo. Avtd ta pétpa Oa fondncovy oty
TPOoTaGio Tov TEPPAALOVTOC.

6. Iepreyopeva TS GLOKEVAGIOG KOl LOUTES TANPOPOPIES

T epréyer To Seffalair Spiromax

- O1 dpaotikég ovaieg eivar 1 colpetepoin kan 1 wpomovikn pAovtikalovn. Kabe petpnuévn doon
neptEyel 14 pukpoypappdpio GoApetepoOING (g Evagoikn GOAUETEPOAN) Kot 232 LuKpoypapLdpto
TPOTIOVIKNG PAovTiKalovng. KéBe yopnyoopevn 86on (n 86on mov pevyet amd to e€dptnua
GTOUATIKNG TPOCAPUOYNC) TTepLEyel 12,75 pikpoypappdpio caipuetepoAng (og Evagoikn
colpetepoin) kot 202 wkpoypoppdpie Tpomovikng AoVTIKALOVNG.

- To dAlo cvotatikd givar Aaktoln povoidpikn (PA. Tapdypoo 2 kdtw amd Tov titho 'To Seffalair
Spiromax wepi€yet Aaktoln').

Epg@évion tov Seffalair Spiromax ko wepieyépeva g cvokevaciog
Kdbe ovokevn sionvong Seffalair Spiromax mepiéyst k6vi yio giomvon yio. 60 g16TvoEg Kot £XEL AEVKO GO0 UE
NUSPAVEG KITPIVO KAALULO, TOV €£0PTAILOTOS GTOUATIKTG TPOCAPHOYNG.

To Seffalair Spiromax dwatifetal 6€ GuokevAGieg TOV TEPLEYOLVY 1 GLOKEVT| EIGTVOTG Kol OE
TOAVGLOKEVAGIES TOV aoTEAOVVTOL aTd 3 KOVTLA, KabEva amd Ta omoin mepiEyel 1 Guokevn El6TVONG.
Mmnopei va unv KuKAOQOpOLV OAEG Ol GUGKEVAGIES GTN YDPO GOG.

Karoyog Aderag Kvkhogopiag
TevaB.V.

Swensweg 5,

2031 GA Haarlem,

OALavoio

Hopoackevaostig
Norton (Waterford) Limited T/A Teva Pharmaceuticals Ireland
Unit 14/15, 27/35 & 301, IDA Industrial Park, Cork Road, Waterford, IpAavéia
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Teva Operations Poland Sp. z 0.0.
Mogilska 80 Str. 31-546 Krakow, ITolwvia

[No omoladnmote TANPoPOpic. GYETIKA [LE TO TAPOV POPUAKEVTIKO TPOTOV, TopakareioTe va anevbuvieite

61OV TOTKO avTmpdosmno Tov Katdyov g Adstog Kvkhopopiag:

Belgié/Belgique/Belgien
Teva Pharma Belgium N.V./S.A./AG
Tel/Tél: +323820 73 73

bbarapus
Tesa ®apma EAJL
Tem: +359 2 489 95 85

Ceska republika
Teva Pharmaceuticals CR, s.r.o.
Tel: +420 251 007 111

Danmark
Teva Denmark A/S
TIf: +45 44 98 55 11

Deutschland
Teva GmbH
Tel: +49 731 402 08

Eesti
UAB Teva Baltics Eesti filiaal
Tel: +372 661 0801

EA\LGda
Specifar A.B.E.E.
TnA: +30 211 880 5000

Espafia
Teva Pharma S.L.U.
Tél: +34 91 387 32 80

France
Teva Santé
Tél: +33 1 55 91 7800

Hrvatska
Pliva Hrvatska d.0.0
Tel: + 385 1 37 20 000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 207 540 7117

island

Lietuva
UAB Teva Baltics
Tel: +370 5 266 02 03

Luxembourg/Luxemburg
Teva Pharma Belgium N.V./S.A./AG
Tel/Tél: +32 382073 73

Magyarorszag
Teva Gybgyszergyar Zrt
Tel.: +36 1 288 64 00

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 207 540 7117

Nederland
Teva Nederland B.V.
Tel: +31 800 0228 400

Norge
Teva Norway AS
TIf: +47 6677 55 90

Osterreich
ratiopharm Arzneimittel Vertriebs GmbH
Tel: +43 197007 0

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 22 34593 00

Portugal
Teva Pharma - Produtos Farmacéuticos Lda
Tel: +351 21 476 75 50

Romania
Teva Pharmaceuticals S.R.L
Tel: +4021 230 6524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 1 58 90 390

Slovenska republika
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Teva Pharma Iceland ehf Teva Pharmaceuticals Slovakia s.r.o.

Simi: +354 550 3300 Tel: +421 2 5726 7911

Italia Suomi/Finland

Teva Italia S.r.l. Teva Finland Oy

Tel: +39 028 917 981 Puh/Tel: +358 20 180 5900
Kvmpog Sverige

Specifar A.B.E.E. Teva Sweden AB

EM\Gda Tel: +46 42 12 11 00

+30 211 880 5000

Latvija United Kingdom (Northern Ireland)
Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland
Tel: +371 673 23 666 Ireland

Tel: +44 207 540 7117

To mwapov uAlo 0dNYIOV Yprions avaBewpnOnke Yo TELEVTAIL POPA GTIC.
AALEG TNYES TANPOPOPLOV

Agmtopepeic TAnpopopieg yia 1o pappoko avtod givor dabéoieg oto diktvakod Tomo tov Evpomnaikon
Opyavicpod Gapudkev: http://www.ema.europa.eu
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