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HEPIAHYH TON XAPAKTHPIETIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Neoclarityn 5 mg enucolvppévo pe Aemtd vpévio diokia

2. MNOIOTIKH KAI MOXOTIKH XYNO®EXH
Kd&Be diokio mepiéyet 5 mg dechopatadivn.

"Exdoyo(a) pe yvootéc dpdoslc:
Kabe diokio mepiéyet 2,28 mg Aaktoln (BA. mopaypago 4.4).

IMoa tov TAnpn kaTdloyo TV ekddyw@v, PA. Tapdypapo 6.1.

3. OPAPMAKOTEXNIKH MOP®H
Enwcoloppéva pe Aemtd vpévio diokio

Avoyto0 UmAE, GTPOYYVAGR KOl AVAYALPO ETIKOAVDUUEVO LE AETTTO DUEVIO O1OKIO LUE EMUAKT YPAUUOTO,
‘S’ ko ‘P’ omnv pio mievpd ko enineda oty GAAN. H d1dpeTpog tov emucolvppévon e AETTO VUEVIO
dwokiov givan 6.5 mm.

4. KAINIKEX TAHPO®OPIEZ
4.1 OgpomevTikég gvoeitelg

To Neoclarityn evdgikvutat yio xpnomn o€ evaAikes kot prfovg nAtkiog 12 etdv Kot dve yo v
OVOKOV(LON TOV COUTTOUATOV TOL GYETIOVTOL JIE:

- oAepywn pwitida (PA. Topdypapo 5.1)

- kvidwon (BA. mapdaypapo 5.1)

4.2  Aocoloyio kol TpOTOG YopyNons

Aocoroyia

Evilikeg xaa épnfor (nhixiog 12 erowv kot avew)
H cuvictdpevn d6om tov Neoclarityn givar éva diokio pio popd trv nuépo.

H dwkeimovoa arlepykn| pvitida (Tapovsic TOV CUUTTOUATOV Yo, AyOTEPO 0o 4 NUEPEG ava
efdoudoa N yio Ayodtepo and 4 efoopnddeg) Oa mpénel va aviipeToniletol € cvup®vio pe v
a&10AdyNoN TOL 16TOPIKOD TNG VOGOL ToL 0obevn kat 1) Bepomeio O puwopel vo dtakoTTETAL 0POD TO
GUUTTALOTO £YOVV VTOYWPTCEL KOl VO ETAVEKKIVEITOL LLE TNV EMAVELPAVIGT] TOVG.

2NV eMPEVOLGO OALEPYIKT PVITION (TOPOVGIO TOV CUUTTOUATOV Y10 4 NUEPES 1| TEPIOGOTEPES VAL
efdopdoa kot yuo teplocotepo and 4 efdopddesg), pmopet va mpotabei otovg aobeveig cuveyng
Oepamneio Katd T Sudpkeln TOV TEPLOdV EkBeomg oe aAlepyloydva.

THoudrazpirog ninBoouog
Yrapyel mePlopIoUEVN EUTELPTQ Y10 TNV OATOTEAEGLOTIKOTI T € KAMVIKEG SOKIUES LLE TN XPNOT| TNG
dechopatadivig oe gprfoug nAtkiog 12 g 17 etdv (BA. Tapaypdeovg 4.8 kot 5.1).

H acedieia ko ) amotedeopatikotnta tov Neoclarityn 5 mg emkodvppéva pe Aemtd vuévio diokio
o€ ToudLd nAkiog Katm Tov 12 etdv dev Exovv TeKUNPLoOEt.



Tpdroc yopynong

Ao otOUATOG YpTIoN.
H d6on pmopet va Aappdveton pe 1 xopig tpoen.

4.3  Avtevodsieg

Ynepevoicnoio ot dpacTikn ovoia, 6€ KAToo 0o T £KS0Y0 TOL AVOPEPOVTAL GTNV Tapdypapo 6.1
N 6N Aopatadivn.

4.4  EwKég TPOELOOTOUM|GELS KO TPOPVAAEELS KAT TN YP1]ON)

Neppikn dvcAettovpyia
2mv mepintoon coPapng veppikng avendpkelog, To Neoclarityn Oa mpémetl va ypnoipomoteiton pe

npocoyn (BA. mapdypao 5.2).

Enunmrrikég kpioeig

H dechopartadivn mpémet va yopnyeitot pe Tpocoyn o€ acOevelg pe 10Tpicd 1 OKOYEVELNKO 1GTOPLKO
EMANTTIKOV KPIGEDV, KOl KUPIWG 68 [uKpd ondid (PA.mapdypago 4.8), mov givor mo emppensic va
EUPAVIGOLV VEEG EMANTTIKEG Kpioelg katd T dldpkeln Oepameiag pe dechopatadivn. Ot emoyyepatieg
vyeiag pmopet va e£gtdoovy T dlakomn Tng dechopatadivng oe acbeveic mov mapovsialovv
EMNTTIKY Kpion eved Aappdvouv Bepameio.

To diokio Aerius mepiéyet Aoktdln

Aocbevelg pe omdvia kKAnpovopkd tpofAanuata dvocavesiog otn YoAKTOLN, OAKNG OVETAPKELNS
Aaktaong i dvcamoppdenong yAvkonc-yorlaktolng oev 0o mpémel va Aapupdvouvv avtd to
QOPUOKEVTIKO TPOTOV.

45 Aliemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES alinienmiopaong

Agv mapatnphOnkay KAvikd oyetilopeves OAANAETIOPACELG 08 KAVIKES SOKIUEG [e SloKia
dechopatadivng, otic omoieg yopnyndnKav Tavtdypova epvbpopvkivn 1 ketokovaloin (PA.
napdypago 5.1).

Houdwotpudc tAnbuvoude
Meléteg aAAnAenidpaong Exovv TpayLatonoOel Lovo o€ EVAAIKEG.

e pio KMVIKY QopUaKoA0YIKY| doKiun, Ta olokio Neoclarityn, Aapfoavopeva tautoypova pe
OWOTVELL, OEV EVIOYLOAVY TIG EMOPAGEIS TOV OLVOTVEDIATOG OTY| HElOT TG amrddoong (BA.
napaypago 5.1). Qotdc0, nepuTTdcelg dvoave€iog ovomved uaTog Kot dnAntnpioacng and owvomvevpo
&yovv avapepbei Kotd TV Tepiodo petd TV KukAopopia. Emopévmg, cuvietdtol tpocoyn av 10
owonvev o AAUPAvETOL TOLTOYPOVOL.

4.6 Tovipétnra, kKONON Kot yorovyio

Konon

"Evag peydhog apOpuog dedopuévav amd £ykveg yovaikeg (teprocdtepeg amd 1.000 éxPacelc
gyKupoovVNG) g deiyvouv kapia dvomiacio ovte eufpuixy/ veoyvikn toéikdtnta tng decropatadivng.
Mehéteg og melpapatolma dgv vTodekvoovy dueceg 1 éppeceg enPAafeis emdpacelg o oyéon Ue
TNV TOEIKOTNTO 6TV Ovamepoy@ytkn tkavotnta (BA. Topdypago 5.3). Q¢ Tpo@LANKTIKO HETPO, Eival
TPOTILOTEPO VO aToPeDyETAL 1 ¥pNion Tov Neoclarityn katd T d1GpKeELD THG EYKLUOGUVIG.

OnAacpog
H dechopartadivn éxetl aviyvevtel oe Onrlalovta veoyvd/Ppéen yovaikav mov Elafav Beponeio. H

emidpaon g decropatadiving o veoyva/Ppéen eivan dyvmaorn. [pénetl va Anebel andpacn yia to eav
Ba drokomel 0 OnAacpog N ebv Ba drakonei/vmdpEet amoyn and tn Oepomeia pe Neoclarityn,



AapBavovTag voY”N TO OPELOC TOV ONANGLOV Yo TO TTodl Ko To OQEAOC TG Bepameiag Yo ™
yovoikaL.

Tovipdnto
Agv vrapyovv Srabécipa dedoéva GYETIKA LLE TN YOVILOTNTO GTOVS AVOPES KOl GTLS YUVOIKEG.

4.7 Emdpacelg 6Ty tKavOTITO 001]YN61S KA EPLGROD P UvVI|HaT®V

To Neoclarityn dev £yet kopio 1 £xel oo UOVTH EXIBPOCT] GTNV IKOVOTNTO 0T YNONG KOl YEPIGUOD
unyovnudtov, pe faon kiviég dokipéc. Ot aobeveic o Tpémel va evnuep@VOVTOL OTL Ol TEPIGGOTEPOL
avBpomot dev vidBovv vviniia. Q26T6G60, KAOMG VILAPYEL ATOMKT TAPEKKALGT] OTNV ATOKPIGT GE OAML
TO POPLOKEVTIKG TPOTOVTO, GUVIGTATOL Ol 0GOEVELG VL EVILEPDOVOVTAL VOL LNV GUUUETEXOVY GE
OPOACTNPIOTNTEG TOL OTOLTOVY TVEVUATIKT EYPYOPOT, OTTMC 1) 0N YNON OYNUOTOG 1 O XEIPIGLOG
pnyovnudtov, péyxpt va PefatmBovv yia m S1kN Tovg andKpion GTO PAPUAKEVTIKO TPOTOV.

4.8  AvemOoOunteg evépysleg

[epiinym 1oV TPoid acedielag

2e KMVIKEG SOKIHEG o€ Eva VPO eVOEIEEMV, CUUTEPTAOUPAVOLEVIC TNG QAAEPYIKIG PLVITIONG KOt TNG
APOVIOG 10107T0000C KVIO®OTNG, GTI GUVICTMUEVT 000T TOV 5 Mg NUEPTGIMG, AVETIOVUNTEG EVEPYEIEG
pe to Neoclarityn avoaeépbnkoav o 3 % mepiocotepovg acbeveic amod exeivovg mov Ehafav oywyn pe
EIKOVIKO @dppaxo. Ot o cvyvég amd Tig avemBOUNTES EVEPYELEG TOV AvaPEPONKAY ETUTALOV TOV
€1KoVIKo» gapudiov frav kémwon (1,2 %), Enpootopia (0,8 %) kot keparoryia (0,6 %).

Houdratpikodg mAnfuopog

Ye pio kKhvikn dokun pe 578 gpnpoug acbeveig, niikiog 12 éog 17 etdv, 1) o Guyvn avemBount
gvépyela fTav N keeohakyio. Avt eppavicotnke oto 5,9 % 1oV acbevav tov Edafav Oepameio pe
decropatadivn kot 610 6,9 % TV acHevdv Tov ELaPav EIKOVIKO GAPLOKO.

Katdroyog avemBountov evepyeudv Ge HOPQT TvoKa

H ocvuyvomta tov avemBountov evepyeidv oTig KMVIKEG LEAETES TTOL avapEPONKAY ETUTAEOV TOV
EIKOVIKOD QOPLAKOV Kol GAAEG aveTIBOUNTEG EVEPYELEG TTOL £XOVV avapepBel Katd TV Tepiodo petd
™V KukAopopia mapatifevial 6tov akdAovBo wivaka. Ot cuyvotnTe EpPdviong opilovtal g TOAD
ovyvég (> 1/10), ouyvég (= 1/100 éwg < 1/10), oyt cvyvég (> 1/1.000 émg < 1/100), omdvieg (> 1/10.000
émg < 1/1.000), moAd omdvieg (< 1/10.000) kot un yvwotés (dev pmopodv va ektiundodv oo to
Stabéopa dedopéva).

Kamyopia/Opyaviké Zootnpoe Xoyvotnto epavieng | Avem@ountes evépyeireg
gpeaviiopeveg pe to Neoclarityn
Awtopayéc Tov petoforcpov Mn yvoot) AvEnpévn 6peén
Ko TG Opéyng
Yoyuatpkég swotapayés [ToA0 omdvieg YevdaicOnoelig
Mn yvootég Mn @UGLOAOYIKY GLUTEPLPOPA,
Embeticotnra, katabiimtikn
d1éPeon
AwTapay£s TOV VELPIKOD Yoyveg Keporalyia
GUGTI|LOTOG [ToA0 omdvieg Z6éAn, vvnMa, abmvia,
YOYOKIVITIKT] VITEPKIVITIKOTNTA,
EMMTTIKES KPIOELG
Op0aipikég owotapayés Mn yvootég EnpoeOaipio
Kapowokéc dwatapayig [ToA0 omdvieg Tayvkapdia, aicOnuo TaApdv
Mn yvootég Emunikouvon tov dwactiuatog QT
AWTOpayES TOV YOOTPEVTEPLKOD 2oyvég Enpootopia
[ToA0 omdvieg Kotmoaxkoé dhyoc, vavrtia, £uetog,
dvomeyia, dS1appola




Kotmnyopia/Opyaviké Xdotnpo ZoyveTnTo ERQAVIONS | AVETIOOUNTESG EVEPYELES
eneaviiopsves ne to Neoclarityn
AWTapay£S TOL NTATOS KAl TOV [ToA0 omdvieg Avénoeic Tov nratikov eviouwy,
XOANQOpmV avénuévn yorepubpivn, nrotitida
Mn yvootég ‘Tktepog
Awtapay£s Tov OEPRATOG Kol Mn yvootég DdortogvacOnoio
TOV VTOG0PLOV LGTOV
AWTAPAYES TOV HVOCKELETIKOV [ToA0 omdvieg Mvuahryia
GUGTI|LATOG KOl TOV GUVOETIKOD
16TOV
Ievikéc dwatapayés ko Xuyvég Konwon
KOTAGTAGELS TG 0000 [ToA¥ omdvieg AvTidpacels vepgvoncnociog (dmmg
xopnynong avapuiagio, ayyeooionua,
dvonvola, kvnouoe, e€dvonua Kot
Kkvidmaon)
Mn yvootég EEacBévion
Hopoxvikég eetdoeig Mn yvooty AvEnomn Bapovg

Hodrotpikodg minBuoog

AlAeg avemBOUNTEG EVEPYELEG TTOVL OVAPEPON KOV KATA TN SLdpKELN PHETA TNV KLKAOPOPio TOV
TPOTOVTOC G TOOITPIKOVG OCOEVEIG [LE GLYVOTNTO UM YVOGTN TEPIAGUPOVAY ETUNKVVCT] TOV
dwwomuatog QT, appubuia, Bpadvkapdic, U GLGIOAOYIKT CUUTEPLPOPE Kal ETOETIKOTNTA.

Mo avadpopukn HEAETN TOPATAPNONG AOPAAEING KOTESEIEE aVENUEVT] CLYVOTNTO EUPAVIONG VENS
emNTTIKNG Kpilong oe aoBeveic nhkiog 0 €wg 19 etdv dtav éhafav dechopatadivn oe Guykpilon Le
eptodovg mov dgv  eAauPavay  dechopatadivn. Metabd tov moadiwv nikioag 0-4 etdv, 1
TPOGOPHOGHEVN amOAvTn avEnon nTav 37,5 (95% ddotpa epmietoovvng (CI) 10,5-64,5) avé 100.000
avBpomoétn (person years, PY) pe otopucd pubuod eppdviong véag sminmrikig kpiong 80,3 ava
100.000 PY. Meta&y tov acbevav nikiog 5-19 etodv, n mpocapuocuévn amoivtn avénon ntav 11,3
(95% CI) 11,3 (95% CI 2,3-20,2) avé 100.000 PY pe totopikd pvBuod 36,4 ava 100.000 PY. (BA.
Topaypao 4.4).

Avapopd ThavoAoyovuevev ovembBOUNTOV EVEPYEIHY

H avagopd mbovoroyodpevov avemBountov evepyeudv PETA amd TN Yopnynon adetog KukAopopiog
TOV QUPUOKELTIKOD TPOIOVTOG elvan onpavtiky. Emtpénet tn cuveyn mapakolovnon g oyéong
0PEALOVG-KIVOVVOD TOV QUPUUKEVTIKOD TPOTOVTOC. ZnTeital and Tovg ETayyeAUOTIES TOL TOUEN VYEING
VO OVOPEPOVY OTTOLEGONTOTE TOUVOLOYOVUEVES OVETLOVUNTEG EVEPYEIEG LEGM TOV €0VIKOD GLOTNHUATOS
avapopdg Tov avaypdeetol oto [apdptnua V.

49 Ynmepdoocoloyia

To mpopik TV avemBounTOV evepyeidv Tov oyetilovot pe TV vePd0coA0Yia, OTMS ep@avileTan
KTl T O1GPKELD TNG XPNONG LETA TNV KVKAOQOpia, eival Tapdpolo pe ovtd Tov eupavileTol pe tig
Bepanevtikég 060¢€1g, aAAd To péyebog TV anotedespudtov pmopel va gival peyaAdTepo.

Avtipetomion
Y nepintwon vrepdocoroyiog, e€eTaote T ANYT TOV KODIEPOUEVOV LETP®V Y10, TNV OTOLAKPVUVON
NG UN ATOPPOPNUEVIG OPUCTIKNG OVGING. ZVUVIGTATOL GUUMTMUOTIKT KOl DVTOGTIPIKTIKY oy®YyN.

H dechopartadivn dev amofaiietal pe v alpokabopon. Aev gival yvowotd edv amoPaiietal e tnv
TEPITOVALOGOALOT).

2ZVUTTAOUOTO
Me Bdon po KAvikn oK TOAAATA®Y 60cEmV, 6TV omoia yopnynonkay émwg 45 mg

dechopatadivng (evvéa @opég 1 KAVIKT 060TM), dev TapatnpnOnKay KAViKG oyeTI(OUEVEG EMOPACELG.

Howwarpikdc TAnfvouodc



https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Ftemplate-form%2Fqrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx&wdOrigin=BROWSELINK

To mpoik TV avemBOUNTOV EvepYEIDY TTOV GYeTiloVTaL e TV VIEPSdOCOAOYiN, OTMG eppaviletal
Katd T S1dpKen TG XPNoMg HeTd TV KukAoopia, etvat Tapdpoto pe owtd mov gupavifetaot pe tig
Oepanentikég 060¢€1g, aAAd To pEyebog TV amotedecudtov Umopel va gival peyaAdTepo.

5. DAPMAKOAOTI'IKEX IAIOTHTEX

5.1 ®@appoKodVVEPIKES 1OLOTITES

Ddappokobepamentikn katnyopio: aviuctapvikd - Hi avtayoviotic, kmdkog ATC: RO6A X27
Mnyavioudg dpdong

H dechopartadivn givatl évog un KoTooTOATIKOC, LOKPAS SPAOTG OVTAYMVIOTNG IGTAMIVIG UE EKAEKTIKT,
TEPLPEPIKT Opdiom avTaywvieT TV Hi-umodoyéwv. Metd tnv amd otopatog yopnynon, 1

dechopatadivn amoxdeiel ekhekTikd Tovg TEpLPePIKovs Hi-vmodoyeis iotapivng, eneldn n ovoia
OTOKAEIETOL QIO TNV EICAYMYN OTO KEVIPIKO VELPIKO GUCTUA.

H dechopatadivn €xet emdeifet avTiodlepyikés 1010TNTEG 08 IN VItro pedéteg. Avtég mepiiapfavouv
OVOLGTOAN] TG OMEAEVBEPMONG TPOPAEYLOVMOIDY KVTTAPOKIVAY, Ontwg 1) IL-4, IL-6, IL-8, o IL-13,
oo T, avOpOTIVA LOGTOKDTTAPO, KOl fUcEOQILM, KAOMG KUl AVOGTOAN TNG EKPPOCT|G TOL LOPio
TpookOAANoNG P-oehektivn og evoonhiaxd kdtropa. H kKAvikn onpacio autdv TV Topatnproeny
napopével va emPeforwbei.

Khwikn amotedlecopotikdtnro Kot acQIrELn

e o KMk ok mtoAhamldv d0cemv, oty omoia yopnyninkav £éwg 20 mg dechopatadivng
nuepnoing eni 14 nuépeg, dgv mapatnpnonKe Kopio GTATIOTIKA 1) KAMVIKG oYeTICOUEVT EMIOPAOT] GTO
KOPOLOaYYELKO GUGTNUO. X€ Piot KAVIKT pOPUOKOAOYIKT SOKIUT, GTNV 0moin 1) 6eGAopatadivn
xopnynonke ce d6oM TV 45 mg NuepNcimg (evvéa EopEc 1 KAMVIKT 0001) €l dEKA NUEPES, OEV
napaTnpnnke empunkovveon tov dactipatog QTc.

Agv mapatnphOnkay kKAMvikd oyetilopeves OAANYEC OTIS GUYKEVIPAOOEL TNG 0EGA0PATASIVIG OTO
TAAC AL, GE TOAALUTADY dOGEWV dOKIUEG OAANAETIOpao g e KeTokovaloAn Kot epuBpopvkiv.

DopHoKOSVVOLIKES ETIOPACELS

H dechopartadivn dev dtomepvd 0KOA TO KEVIPIKO VELPIKO GUGTNHO. X& EAEYYOUEVEG KAVIKEG
SOKIUEG, OTT) GUVIGTOUEVT] HOOT) TOV 5 Mg NUEPTCIMG, OV VANPYE EXTAEOV EMTTOOT VIVNAiNG o€
oLYKpLoN e To ekovikd eapuako. To Neoclarityn, yopnyovuevo o€ pia epamos nuepnioto 6661 Tov
7,5 mg, dgv ennpEace TNV YUXOKIVITIKY 0000 08 KAVIKES SOKIUEC. ZE o LEAETT LE eQAmas 600
o€ eVIIMIKEG, 1 dechopatadivn 5 mg dev ennpéace TIg KaOlEpOUEVES LETPNOEIS TOV EMOOCEDY GTNV
TTNOT, CVUTEPIAAUPAVOUEVNC TNG TTOPOELVGTC TNG VITOKELUEVIKNG DITVNALNG 1] TV KAONKOVI®V TOV
oyetifovton e v TToM.

& QUPUOKOAOYIKES KAMVIKEC SOKIUES, 1) TAVTOYPOVT] YOPNYNON UE OvOmveELIa OEV avEnce TNV
TPOKOAODUEVT OO TO OVOTVEL L, PEI®GN TNG amodoonc 1} avénon g vavniiac. Agv Bpébnkay
OTUOVTIKEG SLOPOPEG OTOL ATTOTEAEGLLOTO TOV YUYOKIVITIK®OV S0KIHAGIOV PETAED TV opuddmv
dechopaTadivig Kot EKOVIKOD QOPUAKOL, giTe avTd YopnynOnKav uove toug gite poll pe ovomveL L.

Ye aoBeveic pe aAlepykn pwitida, to Neoclarityn ftov 0mOTEAECUATIKO GTNV OVOKOVPIOT
GUUTTONATOV OTMG 0 TTAPUOS, N PLVIKT] KATAPPOT] KL 0 KVIGHOG, OTIMG EMIGNG O KVI|GLOS TV
0Bl pmv, 1 dakpvppota Kot 1 pOpdTNTA TOV 0EOAAUMOY Kol 0 KVNoudg TG vepdag. To
Neoclarityn éleyEe amOTELEGUATIKG TO GUUTTOUOTO Yio 24 DPEC.

Houdratpikodg mAnduopog
H oanoteleopatikotnta 1oV dtokiov Neoclarityn dev £xel amoderydel capmd¢ o€ dOKIUES LE EPNPOVG
acBeveic nhkiog 12 éwg 17 etov.




EmnAéov tov Kabiepopévmy Katnyoplomomcemy TG ETOYIKNG Kol XPOVING, 1| GAAEPYIKN pvitida
pmopel evolhaktikd va Katnyoproroindel wg dtadeimovca oAdepyikn pvitida Kot EMUEVOLGA
oAAePYIKN pviTidn, COUE®VA LE TN O1apKELN TV cuUTTOUdT®OV. H dtadeimovoa aliepyikn pvitida
opiletar wg n mapovsia TV cuurTOUdTOV Yio Atydtepo and 4 nuépeg avd efdopdda 1 yio Arydtepo
ano 4 efdouddec. H empévovca adrepykn| pivitido opileTar @¢ 1 TopoLGio TOV GUUTTOUATOVY Yo
4 nuépec N mepLocoTEPEG AVA ERSOUASH Kot Y10 TEPIGTOTEPO 0 4 EBSOUAIES.

To Neoclarityn ftov amoteAeopOTIKO GTNV AVAKOVEIGT ad TOV POPTO TNG ENXOYIKNG AAAEPYIKNG
pwitidag, 6Twe eAavnKe amod T cuVoAkn Pabuoroyic Tov ep@THATOAOYIOL Y10 TNV TOLOTNTO (NG
o pwoemimepukitido. H péyiotn Pedtioon mapatnpnonke oTig KOTyopies T@V TPOKTIKOV
TPOPANUATOV KOl TOV KABNUEPIVOV dPAGTNPLOTHTMV TOV TEPLOPILoVTaL 0o TO GLUTTAOUATO.

H ypovia 1d1o0mabng kvidwon peletnke og KAVIKO TPOTLTO Y10, KVIOMTIKES KATACTACEL, KaBdS N
vrokeipevn mtabopucioroyia eivor mopdpota, aveEdptnTa omd TNV uToAoyio Kot XN o1 YpOvioL
acBeveic pmopovv mo gbkora va evtayBovv mpoontikd. Kabdg 1 anelevbépwon worapivng etvan évag
OITIOONG TOPAYOVTAG GE OAES TIG KVIOMTIKES VOGOUG, 1) SEGAOPOTASIVY AVOUEVETAL VO ETVaL
OTOTELECUOTIKT OTO VO TOPEYEL CUUTTOUATIKT OVAKODPLON Y10 AAAES KVIOMTIKEG KOTOUGTAGELS,
eMMAEOV NG YPOVING 1010alB0VE KVIS®OTNG, OTMG LITOOEIKVOETOL GTIG KAVIKES KaTeELBLVTIPLEG

YPOLPEG.

e 500 eAeYYOLEVEG LE EIKOVIKO PApLOKO doKLpES drapkelag €& efdopddmv oe acBeveic pe ypdvia
Wionafn kvidwon, 1o Neoclarityn tov 0TOTEAECUATIKO GTNV 0VOKOVPIOT] TOV KVIGHOL Kol GTN
ueimon tov peyéboug kat tov apfuov Tov eEavOnUaTOV KaTd TO TEAOC TOV TPMTOV JUGTHIOTOG
petald Tov d0ceEmV. X KaOe oK, 01 EMOPACELS dlaTnPovVTAY Kb’ OA0 TO ddoTna TV 24 ®pdV
peta&d twv 80cemv. Onmg pe AALeg SOKIUES AVTUCSTAUVIK®OVY oTr ¥povia 1010mabr| kvidwon, glye
eEaupebei n petoymoeio T@v 0cOEVAY TOL TAVTOTOONKAY MG U OVTUTOKPIVOUEVOL GTO,
avtuotopvikd. [Mapampndnke Peitioon otov kvnopd peyorvtepn tov 50 % oto 55 % 1oV acbevaov
nov éhaPav Bepaneio pe deohopatadivn, oe cOykpion pe 1o 19 % tov acbevav nov Eafav Bepaneia
pe gwoviko edppoko. Eniong, n Oepaneia pe Neoclarityn peiowoe onpavtikd v enidpoon otov HIvo
KoL 6TIG KoOnuepvéG dpaotnplotTTes, OTmg Hetpinke pe pia Kiipoka tecodpov Baduody tov
YPNOUYLOTOLEITAL Y100 TNV AEOAOYNOT QVTMV TOV UETAPANT®V.

5.2. ®uppuoKoKIvTIKES IOLOTNTES

Amoppdonon

SVYKEVTPDOGELG TNE OE0A0PATOdIVIIC 6TO TAAGLO UTOPOVV va aviyvevBolv evtog 30 Aentmv and ™
yopnynon. H dechopatadivn amoppopdtal KaA®S, Ue TN HEYIOTI GVYKEVIPWOOT] VO EXLTVYXAVETOL LETE,
amod nepimov 3 dpeg. O ypdvog nuiceag Cong otnv telkn edon givon mepimov 27 dpeg. O Padudg
GLGOMPELOTG TNG decropaTadivig NTOV COUE®VOC LE TOV ¥povo Nuicelog {ong g (Tepimov 27 dpeg)
Kot pe ouyvotnta docoroyiog pia eopd v nuépa. H Prodrabecipudmta g decropotadivng frav
avdéioyn pe T d66M, 6To €Hpog TV S mg Emg 20 Mg.

e uio upUaKOKIVITIKY O0KIUN, GTNV 070l T0, ONUOYPUQIKd oTotyeia TV acbevav Ntov cuuPatd pe
ekelva Tov Yevikob TANOVGLOD UE ETOYIKT GALEPYIKT pLviTIda, TO 4 % TV ATOU®Y TETVYE VYNAOTEP
oLYKEVTP®ON dechopaTadivig. AvTtd T0 TOGOCTO Pmopel va TotkiAel avdAioya pe Tnv €Bvikn
npoéievor). H uéyiom ovykévipwon dechopatadivng ftav mepinov 3 popég vynAoOTEPN GE TEPITOL

T Opeg, pe xpovo nuicelog Cong oty 1eMkn edon mepinov 89 dpec. To mpoeil acEAAELNG AVTOV TOV
OTOUMV OEV NTOV SIAPOPETIKO amd EKEIVO TOV YEVIKOD TANOLGOD.

Kotavopn

H dechopartadivn cuvdéetar o pétpro Padud (83 % - 87 %) ue tig mpwteiveg Tov TAdopatoc. Agv
VIApYEL Kapio amddelén kKAMvikd oyeTILOUEVIG CLGCOPEVCNG TOV PAPUAKOL UETE OO EPATOE
nuepnoia 06on decropatadivng (5 mg g 20 mg) eni 14 nuépeg.

Buopetaoynuotiopog
To évlopo mov eivat vevBuvo yia tov petaforiopd g decropatadivig dev Exel TavtomomBel akopo
KOl EMOEVMC, OEV UTOPOVV VO, ATTOKAEIGTOVV EVIEANDC KATOEG AAANAETOPAGELC e AALQ




QopLoKeLTIKA Tpoiovta. H dechopatadivn dev avactéiiel 1o CYP3A4 in vivo, kot in Vitro pedéteg
&xovv Ogiet OTL TO PAPLOKELTIKO TPOTOV dev avactédiel 1o CYP2D6 kot dev amotehel ovte
VIOGTPOO OVTE 0vasTOAEN TNG P-yAvkompwteivig.

AmofoAn

Ye pio dokin epamas d6oNg, ¥pnopomomvtag 66on 7,5 mg decropoatadivig, dev vinpée enidpaon
™G TPOoPNG (TpdyeL O VYNAGV Mmtapdv, VynAng Bepudikng aéilag) ot didbeon g dechopatadivng.
e pio GAAN peréTn, o Yuuog YKpEmPPOLT Oev elye emidpaon ot ddbeon g decropatadivng.

AoBeveic pe veppikn duoiettovpyia

H poppakokivntikn g decropatadivng o€ acbeveig pe ypovia veppikn avendpkeia (XNA)
ovykpinke pe ekeivn TV VYOV 0TdpOV o8 pia peAETn epdmal ddong Kot pio peAETn TOAAATADY
d0cemv. X1 peAétn epdmal 66omg, 1 €kbeon ot dechopatadivn NrTav mepimov 2 Kot 2,5 popég
peyoAvtepn og dropa pe nma £oc pétpla kot coPfopn XNA, avtictorya, ond 6Tl 6€ LY ATopa. X1
LEAETT TOAAATADV 00GE®V, otabfepomomuévn katdotaor emtevydnke petd v Huépa 11 kot og
oLYKPLON HE VYW dtopa 1 £ékBeon ot dechopatadivn Tav ~ 1,5 popd peyardtepn o€ dtopa pe Hmo
éwc pétpra XNA kot ~ 2,5 popég peyorvtepn oe droua pe soPapry XNA. Kot otig 600 peréteg, ot
aArayég otny ékBeon (AUC kat Cmax) TG dechopotadivng kat 3-udpo&udecropotadivng dev Tov
KAVIKG GTLLOVTUKEG.

5.3 IMpoxivikd dedopéva Yo TNV a6QaAiEL0.

H dechopartadivn givatl o kKOplog dpactikog petafoAitng g Aopatadivng. Mn kKMvikég LEAETEG TTOV
devepynoniayv pe dechopatadivn kot Aopatadivn anédel&ay 0Tt SV VITAPYOVY TOLOTIKEG 1] TOGOTIKEC
SLpopES 6To TPOPIA To&kdTNTaG TG decAopaTAdIvIG Kot TNG Aopatadivng, 6€ GLYKpioLua Emimeda
éxbeong ot dechopatadivn.

Mn Khvikd dedopéva dev amoKaAOTTOLV 110HTEPO Kivduvo Yia Tov dvBpmmo, pe Bdor Tig cLUPATIKES
UEAETEG QUPUOKOAOYIKNG ACPAAELNG, TOEIKOTNTOG EXAVOAAUPBOVOLEV®Y OCEMV, YOVOTOEIKOTNTOG,
EVOEYOUEVNC KAPKIVOYOVOL dPAGNC, TOEIKOTNTOGS GTIV OVATUPUY®YIKT] IKOVOTNTA Kol 6TV avamTuén.
H &\ ewyn evdeydpevng kapkivoydvou dpdong amodeiydnke oe peréteg mov de&nybnooav pe
dechopatadivn Kot Aopatadivr.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kotahoyog ekdoywv

[Muprvag doxiov:

O6Evo PG POPIKO 0GPETIO d1OPIKD

UIKPOKPUGTOAAIKT KLTTOPIVN

apovro apafocitov

TEAKNG

EmwéAioyn diokiov:

EMKAAVYT AETTOL VUEVIOV (TOV TEPLEXEL AaKTOLN LOVOdPIKT), VITPOUEAAOL T, TiTaviov dto&eidio,
noAvatBuievoyilokoin 400, wouokappuivio (E132))

drapavng entkaioym (mov TepEyel LITPOUEALOLN, ToAvaiBvAevoyAukOAn 400)
KNpo Kapvoovpng

AgVKO KNPO.

6.2 AocvpupotoTnTeg
Agv gpappdletor.
6.3 Awgpkero Long

2 ypévia



6.4 Idwitepeg mpouraters kaTd T OLAEN TOV TPOIGVTOG

Mn gpuAdooete og Beppokpacio peyarvtepn tov 30°C.
dvrdooete oV AP)LKN CLCKEVAGIO.

6.5 ®Vo1 Kol GLGTUTIKA TOVL TEPLEKTT

To Neoclarityn diatifetor o KOWEAEG TOV ATOTEAOVVTOL OO GTPOUOTOTOUNIEVT LEUPPAVT KOWEANC,
KOADUUEVT] LE QUALO OAOLUVIOV.

Ta vAd g KoyENG amotehovvtal and pio pepPpdvn tolvylopotprpbopoarBureviov
(PCTFE)/IToAvBrvoroyropdiov (PVC) (emodveiln mov Epyetal o€ Ema@n Le TO TPOTOV) Le KAAVLLLOL
@OALOL OAOLUVIOD, EMKOAVUUEVO LE ETIoTP®OT PLvuriov (ETIPAVELN TTOL EPYETOL GE EMAPT LLE TO
Poidv) 1 omoia givar Bepprikd GEPAyIGUEVN.

Yvokevaoieg tov 1, 2, 3,5, 7, 10, 14, 15, 20, 21, 30, 50, 100 dwkiov.

Mmropei va, unv KoKAOQOPOLY OAEG Ol GUCKEVAGIEC.

6.6 Iowitepeg TpouvAders ambppryng

Kopia g1dkn vroypéwon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
N.V. Organon

Kloosterstraat 6

5349 AB Oss

O\ ovodio

8. APIOM(0OX)OI AAEIAY. KYKAO®OPIAX

EU/1/00/161/001-013

9. HMEPOMHNIA MPQTHX EF'KPIZHX/ANANEQXHY THX AAEIAX
Hpepounvia tpmng £ykprong: 15 Iavovapiov 2001

Huepounvia tekevtaiog avavémong: 9 efpovapiov 2006

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

AETTOUEPT TATPOPOPLUKE GTOLYEID Y10 TO TAPOV PAPUAKEVTIKO TPOTOV Elvar SLobECIUN GTOV SIKTLOKO
1610 Tov Evpomaikod Opyoviopod @apudkov hitps://www.ema.europa.eu.



https://www.ema.europa.eu/

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Neoclarityn 0,5 mg/ml nécipo didivua

2. MNOIOTIKH KAI TOXOTIKH XYNGEXH
Kd&Be ml ndoipov doidpotog mepiéyet 0,5 mg dechopartadivn.
"Exdoyo(a) pe yvootég dpdoeic:

Kabe ml nooipov dwddpatog mepiéyet 150 mg copPrroing (E420), 100,19 mg mpomvrevoyAvkOin
(E1520) xou 0,375 mg BevioAikn aAkooAn (BA. mapdypago 4.4).

I"a tov TAnpn kaTdloyo Tov ekddywV, BA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

To mdéoyo Sdhvpa givar davyég, dypmuo dStdAva.

4. KAINIKEX TAHPO®OPIEXZ
4.1 OgpamevTiKég EVOEiEelg

To Neoclarityn gvésikvoton yio yprion oe eviAikeg, epnfoug kot wondid niikiog Gvm tov 1 £étovg yia
TNV OVaKOOPIoT) TV GUUTTOUATOV TOV oXeTilovTal pE:

- oAlepywn pwitida (PA. Topdypapo 5.1)

- kvidwon (BA. mapdaypapo 5.1)

4.2  Aocoloyio kol TpoOTOG YOPYNONS

Aocoroyia

Evijlaxes ko épnfor (nhaxiag 12 etcdv kot dvw)
H cuvietduevn 6601 tov Neoclarityn sivar 10 ml (5 mg) ndéoipuov dtoAdbpotog pic popd thv nuépa.

THoudratpirog ninBoouog

O ovvtayoypdeog Bo mpénet va, gival EViEPOG OTL 01 TEPICCOTEPES MEPMMTMGELG PVITIONG GE AITOWOL
NAMKIOG KATO TV 2 €TOV gival LOAVGHOTIKNG TpoéAevonc (PA. mapdypoao 4.4) Kot dEV VTTAPYOLY
dedopéva ta omoia va vootnpilovv tn Bepaneio g poAvopatikng pvitdag pe Neoclarityn.

TMad1a nikiog 1 émg 5 etmv: 2,5 ml (1,25 mg) Neoclarityn ndéoipo diddvpa pio popd tnv nuépa.
IModrd niaxiog 6 éog 11 etdv: 5 ml (2,5 mg) Neoclarityn mocipo didivpo pio gopd v nuépa.

H acedieia ko 1 amotedeopatikotnta tov Neoclarityn 0,5 mg/ml mécipo diéAvpa o€ maidid nAikiog
Kdt® Tov 1 £T0VG dev Exouv TekUNPLOEL.

Yrapyel mePlopIoUEVN EUTELPTQ Y10 TNV OATOTEAEGLOTIKOTI T € KAMVIKEG SOKIUES LLE TN XPNOT| TNG
dechopatadivig o madtd nhkiag 1 €og 11 etdv kou g epnPouvg nhikiog 12 émg 17 etmv (PA.
apaypdeovg 4.8 kot 5.1).

H dwoAeimovca aliepykn pvitido (Topovcio Tov GUUTTOUATOV Yo AydTepo amd 4 nuépeg avdl
efdoudoa N yio Ayotepo and 4 efoopnddeg) Oa mpénel va aviipeToniletol o€ cuup@vio pe v
a&10AGYNoN TOL 1GTOPIKOD TNG VOGOL ToL 0oBevn kot 1) Bepoameio Oa pumopel vo S1aKOTTETOL 0pOD TA
GUUTTAOLOTO £YOVV VTOYWPTOEL KAl VO, ETAVEKKIVEITOL LLE TV EMAVELLPAVIGT] TOVG.
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2NV EMUEVOLGA OAAEPYIKT] PVITION (TOPOVCTIN TV CUUTTOUATOV Y10 4 NUEPES 1 TEPLOGOTEPES AVEL
efoopdoa kot yuo tepiocotepo and 4 efdopades), pmopet va mpotabel otovg aobeveis cuveyng
Oepamneio Katd T Sudpkeln TOV TEPLOdV EkOECT|G e aAlepylOYHVa.

Tpomog yopnynong

Ao otOUATOG YpTIoN.
H d60on pmopet va Aappdveton pe 1 xopig tpoen.

4.3 Avrevosieg

YnepevoicOnoio ot SpacTikn ovcia, 6€ KATO10 0md To £KG0Y0 TOL AVOPEPOVTAL GTNV Tapdypapo 6.1
N 6T Aopatadivn.

4.4  E01Kég TPOELOOTOUM|GELS KO TTPOPVAAEELS KATE TN Yp1]oN

Neopikr) dvciettovpyia
Ye mepintwon cofapng veppikng avendapkelas, To Neoclarityn mpémnet va ypnowonotgiton pe Tpocoyn

(BA. mapaypago 5.2).

Emnvnmtucég kpiloeig

H dechopartadivn mpémet va yopnyeitol pe Tpocoyr| o€ acOeVElg e 1TpKo 1| O1IKOYEVELNKD 10TOPIKO
EMUNTTIKOV Kpice®V, Kot Kuping oe uikpd modid (PA.mapdypoeo 4.8), mov gival mo enippeneic va
EUPAVIGOLV VEEG EMANTTIKEG Kpioelg katd T ddpketn Oepameiag pe dechopatadivn. Ot emayyehpatieg
vyeiog pumopet va eEgTdoovy T dlakon g decAopatadivng og acheveic Tov Tapovstalov
EMANTTIKY Kpion eved Aapupdvovv Bepameia.

To mwécwo ddivuo Aerius wepiéyet copPrtoin (E420)
AvT106 10 PUppRaKeEVTIKO TPoidV TepiEyetl 150 mg copPrroing (E420) e kdbe ml méo1pov S1o0AdpATOG.

Oa pémet va Aapfaveton vedyn 1 Tpdchetr dpdomn TV TaVTOYPOVE YOPTYOOUEV®Y TPOTOVIMV TOL
nepiExovv copPrrorn (E420) (1 ppovktdln) kot ) dontntiky] TpdcsAnym copPirroing (E420) (M
@povktolng). H mepiektikdmra g copPrroing (E420) oe @apuaKevTiKG TpoidovTo Yio omd ToV
OTOUNTOG XPNOT UTopEl va. emnpedcel T PlrodladesnotnTo GAA®Y 00 TOV GTOUNTOS POPUAKEVTIKMDY
TPOIOVIMV TOL YOPTYOVVTOL TAVTOYPOVOL.

H copPiroin givar po mnyn epovktolng; acOeveic pe kKAnpovoukn dvoaveéio otn epovktoln (HFI)
OV mpEMEL VoL AaPAVOVY aVTO TO POPUAKEVTIKO TPOTOV.

To wdéowo didhvua Aerius mepi€yet TpomvAevoyAvkoin (E1520)
Av16 10 PapuakevTkd Tpoidv mepieyel 100,19 mg npomvievoyivkoing (E1520) og kdOe ml moc10L
oA UaTOG.

To méc1wo Siddlvpo Aerius TepiEyet vatplo
AT T0 PAPROKELTIKO TTPOioV TEPLEXEL MydTepo amd 1 mmol vatpiov (23 mg) avd 66on, ivar avtd
nov ovopalovpe «ehevBepo vaTpiovy.

To méoo duddvpa Aerius wepi€yet Bevivkr adikodin
Av106 10 PapuakeLTIKO TPOoidV TepLEyel 0,375 mg Peviviikng aAkooAng o kKaOe ml oGOV
SLoAvUaTOG.

H Bevluhkn aiicoddn uropel va TpoKaAEGEL OVAPLVANKTOEOEIS AVTIOPACELS.

AvEnpévog kivouvog Adym GVooOPELONG GTA LUKPE TOdLd. AEV GLUVIGTATOL VO YPNGLLOTTOLELTAL Y10
TEPLOCOTEPO OO o ESoUada o€ LKkpa Toudld (nAkiog KAt Tov 3 TOV).
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Meydhot dykot Ba TPEMEL va YPTNCLULOTOLOVVTAL [LE TPOCOYN Kot Ldvo dtav givorl amapaitnto, 101K 6
dropa pe NTATKN N VEEPIKN duGAgLToVpYia AGY® TOL KIVOUVOL GLGGMOPEVCTG KO TOEIKOTNTOG
(petaforkn o&éwon).

Houdratpikodg mAnfuopog

e mondld NAKiog KATo TV 2 ETaV, 1 S1IyVOoT TG AAAEPYIKNG pvitidog givar Wwaitepa SUGKOAO VO
drokpdel amd dddeg popeéc pvitdag. H amovoio Aoipwéng Tov avdTEPOL AVATVEVGTIKOD GUGTHUATOG
N SOMKOV vVOUAADV, KOOMG eTIoNG TO 16TOPKO TOV 0GHEVT, PLOIKES EEETAGELS Kot KOTAAANAES
EPYOOTNPLOKES Kot Oeppatikég e&etdoelg Oa mpémet vo AneOodv voym.

[epimov 6 % tv evnAikav kot tov Todiwy nAkiog 2—-11 etdv ivarl ovoTumikd Ttwyol
petaforlotéc g decropatadiving kot eppaviovv vymidtepn éxbeon (PA. mapdypoaeo 5.2). H
aoiAELn TNG decAopatadivng og Tadid nAkiog 2 — 11 etdv, mov gival Ttmyol petafoMoTéc, sivor
d10 6mwg o€ TOdLA OV Eival PuGLoAOYIKOl peTafolotés. Ot emdpdoels Tng decAopatadivng o€
TTOY0VG LETAPOMOTEG NAIKioG < 2 eTdV dev Exovv peretnOet.

45 Almiemopdosic pe Ghlo QUPRIKEVTIKA TPOIOVTA KoL GAAES pOPPES alinienmiopaong
Agv mopatnpnonkoy Khvikd oyeTilOUEVEG AAANAETIOPACEIC G KAMVIKEG SOKIIES e dloKia
dechopatadivng, otic omoieg yopnyndnkav tavtdypova epvbpopvkivn 1 ketokovaloin (PA.
Topaypao 5.1).

Hodrotpikodg minBuopog
Meléteg arlnienidpaong Exovv Tpaypoatononfel LOVo o EVIAIKES

e pio KAMVIKT @opuakoAoyik dokiun to dtokio Neoclarityn, Aappavopeva tautdypova e
OWOTVELHL, OEV EVIoYLOAV TG EMOPACEIS TOL OVOTVEDIATOG OTY| [ElwoT Tng amddoong (BA.
nopaypao 5.1). Qot6c0, TEPTTOGELS SuoaveSiog OVOTVEDUATOG Kot SNANTNPIONG OO OVOTVED L.
&yovv avapepbei Kotd v Tepiodo petd v KukAopopia. Emopévmg, cuvietdtal Tpocoyn av 10
owonvevpo AapBaveTol Tovtdypova.

4.6 Tovipétnra, kKOO Kot yorovyio

Kvnon

"Evag peydhog apBpog dedopuévav amd £ykueg yovaikeg (teptocdtepeg amd 1.000 éxPacelc
gyKvupooHvng) de deiyvouv kapio SvomAacio 00Te EUPPLIKT/ vEOYVIKN TOEIKOTNTO TG dECA0POTUSIVIC.
Meléteg og melpapatolma dev vodetkvoovy dueceg 1 éppeceg emPAafeis emdpacelg o oyéon Ue
TNV TOEIKOTNTO GTNV OVATmapo @Ytk tkavotnta (BA. mapdypago 5.3). Qg Tpo@uAKTIKO HETPO, Elvar
TPOTILOTEPO VO ATOPeVYETAL 1] YpNon Tov Neoclarityn katd tn S1dpKELD, TG EYKLUOGVVIG.

OnAaopog
H dechopartadivn éxetl aviyvevtel oe Onrlalovta veoyvd/Ppéen yovaikadv mov Elafav Oeponeio. H

emidpaon g decropatadivng o veoyvad/Ppien eivan dyvmorn. [pérel vo Anebei amdeacn yio to dv
Ba drokomel 0 OnAacpog M ebv Ba draxonei/vadpEet amoyn and ) Oepameia pe Neoclarityn,
Aappdvovtag vToyT To 6PEAOG TOV ONAAGLOD Yo TO Tadi Kot To OPEAOG TG Bepameiag yio T
yovoikaL.

Tovomo
Agv vtapyovv dlabEcia dedoUEVHL GYETIKO LUE TN YOVILOTNTO GTOVE AVOPES KOl GTIS YUVOIKEG.

47 Emdpacelg 6Ty tKavOTITO 001]YN61S KO XEPIGHOD P UVI|HAT®OV
To Neoclarityn dev el kapio 1 £xel aoNUAVTN ETIOPACT) OTHV IKAVOTNTO, 001YNONG KL XEPIGLOD
unyovnudtov, pe faon kiviég dokipéc.Or acbeveig Ba mpémet va evnuep@vovToL 0Tt 01 TEPIGCOTEPOL

avBpomot dev vidBovv vvniio. Q6T660, KABMS VITAPYEL ATOUKT TUPEKKAIGT) GTIV OTOKPIGT) GE OAM
TO POPLOKEVTIKA TPOTOVTO, CLUVIGTATOL 01 AGOEVEIC VO EVIILEPMVOVTAL VO, NV GUUUETEYXOVY CE
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OpACTNPLOTITES TOL OTOLTOVV TVEVUOTIKTY EYPTYOPOT, OTWS 1 001 yNOT OYNHOTOC 1} O XEPIOUOG
pnyovnudtov, péyxpt va PefatmBovv yia n kN Tovg andKPIoT GTO PAPUAKEVTIKO TPOTOV.

4.8 AvemBopnTeg evépyeieg

IIepiinymn Tov TPOEIA AcQAAELNC

HMowwatpikde TAnfvoudc

270 TAOIC10 KAWVIK®V SOKIU®Y G€ TodloTptko mAnbuoud, n popen opomiod g 6ecAopatadivng
xopnynonke ce chivoro 246 modidv niikiog 6 unvov éoc 11 et@v. H cuvolkn enintwon euedviong
avemBOUNTOV EVEPYEIDV G€ Tad1d NAKiag 2 émg 11 TV NTOV TAPOLOLO Y10 TIC OHAOES
SeGA0PATASIVIG KOl EIKOVIKOD POPLAKOV. Xg Bpépn Kot vimia nAKiag 6 émg 23 UNV@V 01 T GLYVEG
avemBOUNTEG EVEPYELES TOV OVAPEPOMKOY ETUTAEOV TOV EIKOVIKOD Papudiov nTav diappoa. (3,7 %),
TuPeTOG (2,3 %) Ko avmvia (2,3 %). Ze pia tpocOetn perétn, dev mapatnpnnkay avemBountes
evépyeleg oe dtopa nkiog petalv 6 kot 11 etdv petd anod pia epdras 66on 2,5 mg ndGLov

oA paTog deGAopaTAdivIG.

e pio kKhvikn dokun pe 578 gpnPoug acBeveig, niikiog 12 éog 17 etdv, ) mo cvyvn avemBount
gvépyela Ntav 1 keparoryia. Avt eppaviotnke 610 5,9 % tov acbevav mov EaPav Bepaneia e
dechopatadivn kot 610 6,9 % TV acHevdv Tov EAaPav EIKOVIKO PAPLOKO.

EviAwkeg kou EégonPot

211 GUVICT®WEVT 8OGT), GTO TANIGLI0 KMVIKGV doKIUMV Tov deEnydncav oe eviAiKee kot prfovg oe
éva €0pog evdeitemv, cupmePAOUPOVOLEVIC TNG OAAEPYIKNG PIVITIONG KO TNE Y¥POVING 101070000 ¢
Kkvidwong, avaeépbnkay avemBounteg evépyeteg pe to Neoclarityn og 3 % mepiocodtepovg acbeveic
oo eKeivovg Tov Ehafav aywyn pe eikovikd eapuako. Ot o cuyveg amd TG avemBOUNTEG EVEPYELEG
OV aVOQEPOM KOV ETTAEOV TOV EIKOVIKOV Qapudikov frav kommon (1,2 %), Enpoctouia (0,8 %) kot

kepaAiakyia (0,6 %).

KatdAoyoc ovemQOUNTOV EVEPYEIDV GE LOPON TLVOKO,

H ocuyvomta tov avemBountov evepyeidv oTig KMVIKEG LEAETES TTOL avaPEPONKAY ETUTAEOV TOV
EIKOVIKOD QOPLAKOV Kol GAAEG aveTIBOUNTEG EVEPYELEG TTOL £XOVV avapepBel Katd TV Tepiodo petd
™V KukAopopia mapatifeviot otov akdAovfo wivaika. Ot cuyvotnTeg ELEdviong opilovtal mg ToAD
ovyvég (> 1/10), ouyvég (= 1/100 éwg < 1/10), oyt cvyvég (> 1/1.000 émg < 1/100), omdvieg (> 1/10.000
émg < 1/1.000), moAd omdvieg (< 1/10.000) kot un yvwotés (dev pmopodv va ektiundodv oo to

Stabéopa dedopéva).

[ToA0 omdvieg

Kamyopia/Opyaviké Zootnpa XoyvotnTa epedavieng | Avem@ounrteg evépysieg
EnQaviiopsveg pe To Aerius
Awtopayéc Tov petoforcpov Mn yvoot) AvEnpévn 6peén
Ko TG Opéyng
Yoyuatpkég swotapayés [ToA0 omdvieg YevdaicOnoelig
Mn yvootég Mn @LGLOAOYIKT GUUTEPLPOPA,
eMOETIKOTNTO, KOTOOAMITTIKY
d1ibgom
AwTapay£s TOV VELPIKOD Yoyveg Keporalyia
GUGTI|LOTOG Zoyveg (maudd pukpdtepa | Abzmvia
TOV 2 ETOV)

Z6éAn, vvnMa, abmvia,
YUYOKIVITIKT] VIEPKIVITIKOTNTAL,
EMANTTIKES KPIGELC

Op0aiuxéc drutTapayés Mn yvooTtég EnpopBaipio
Kapowokéc dwatapayig [ToA0 omdvieg Tayvkapdia, aicOnuo TaApdv
Mn yvootég Emyunkouvon tov dwaotiuatog QT
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[ToA¥ omdvieg

Kotmnyopia/Opyaviké Xvotnpo YoyvéTnTo EPQAvIoNS | AvemOBounTeg evépyereg
nQaviiopsves pe to Aerius
AWTopay£S TOV YOOTPEVTEPLKOV Xuyvég Enpootopia
Zoyveg (maudid pukpdtepa. | Aldppota
TOV 2 ETOV)

Kotuoaxko dhyoc, vavrtia, éuetoc,
dvomeyia, Sidppota

AWTopay£S TOV NTATOG KUL TOV
XOANQOp@V

[ToA0 omdvieg

Avénoeic Tov nratikov eviouwy,
avénpévn yorepubpivn, nratitida

[ToAb omdvieg

Mn yvootég Iktepog
Awtapayfc TOV OEPUOTOS KL Mn yvooTtég dotogvacOnoia
TOV VTO00PLOV 16TOV
AWTapayES TOV PVOCKEAETIKOD [ToA¥ omdvieg Mouakryia
GUOTNLATOG KOL TOV GUVOETIKOV
16700
I'evikég owaTapays Ko Yoyveg Konwon
KOTAGTAGELS TG 0000 Yoyvég (moudid pkpotepa | Tupetdg
yopniynong TV 2 ETOV)

AvTidpdaoelc vrepevaictnciog (0mmg
avaeuiagio, ayyelooionua,
dvenvola, kvnouoe, e€dvonua Kot

Kkvidmaon)
Mn yvootég EEacBévion
Hopoxvikég eetdoeg Mn yvoot) AvEnon Bapovg

Iodrazpucdc TAnOvoude

AlAeg avemBOUNTEG EVEPYEIEG TTOV OVAPEPON KOV KATA TN SLAPKELN HETA TNV KLKAOPOPio TOV
TPOTOVTOG G TOdTPIKOVG 0oBEVEIS e cLYvOTNTO UN YV TepAdpfovay emunkovvon QT,

appubuia, Bpadvkapdio, 1N PLGIOAOYIKT) GLUTEPLPOPE Kot ETOETIKOTNTA.

Mo avadpopuKn HEAETN TOPATAPNONG OCPALELNG KATEOEIEE AUENUEVT] GLYVOTNTO EUPAVIONG VENS
emNTTIKNG Kpiong oe acbeveic nhkiog 0 €wg 19 etdv otav élafav decropatadivi oe GUYKpPIoN UE
eptodovg mov  dgv  ehauPavay  dechopatadivn. Meta&d tov moudiwv nikiag 0-4 etdv, 1
TPOGOPHOGHEVN amdAvTn avENon fTav 37,5 (95% ddotpa epmotocvvng (CI) 10,5-64,5) avé 100.000
avOpomoétn (person years, PY) pe 1otopucd pubuod eppdviong véag seminmrikng kpiong 80,3 ava
100.000 PY. Metaé&y tov achevav nikiog 5-19 et@v, n mpocappocuévn amdAvtn avénon nrav 11,3
(95% CI) 11,3 (95% CI 2,3-20,2) ava 100.000 PY pe otopikd pvbuod 36,4 ova 100.000 PY. (BA.
Topaypao 4.4).

Avogopd mBavoroyoduevVOV aveTBOUNTOV EVEPYELDV

H avagopd mbovoroyodpuevev avemtBountov evepyeidv PETA amd TN YopnyNon Gdelog KuKAoQopiag
TOV QUPUOKELTIKOD TPOiOVTOG eivan onpavtikn. Exttpénet tn cuveyn mapoakolobOnon e oxéong
0PEALOVC-KIVOVVOD TOV QUPUOKEVTIKOD TPOTOVTOC. ZnTeital amd Tovg ETayyEAUOTIES TOL TOUEN VYEING
VoL OVOPEPOVY OTTOLEGONTOTE THUVOLOYOVUEVES OVETLOVUNTEG EVEPYEIEG LEGM TOV £6VIKOD GLOTNUATOG
avapopdg mov avaypdeetol oto [apdptnua V.

49 Ymepdooolroyia

To wpoeik TV avemBOUNTOV evepyelmv mov oyetilovtal L TNV VITEPOOGOAOYIN, OTTMG ep@avileTal
KT TN S1GPpKELD TG XPNOMG LETA TNV KVKAOQOpia, Eival Tapopolo pe ovTd Tov EUPaviCeToL e TIg
Oepanevtikég 060¢€1g, aAAd To PEyebog TV anotedecudtoVv Umopel va gival peyaAdTepo.

Avtiuetmmion

Y mepintoon vrepdocoroyiog, eEETAGTE TN ANYT TOV KODIEPOUEVOV LETP®V Y10, TNV OTOUAKPLUVON
NG UN ATOPPOPNUEVIG OPUCTIKNG OVCING. ZVUVIGTATOL CUUATMUOATIKT KOl DVTOGTIPIKTIKT Oy®mYN.
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H dechopatadivn dev amofdrietar pe v apokdBapon. Agv givatl yvootd edv amofdiieTor e Tnv
TEPLTOVOLOSIOALON.

ZVUTTAOUOTO
Me Bdon po KAvikn ok ToAAATA®Y 00cemVY, 6TV omoia yopnynOnkay £émg 45 mg

dechopatadivng (evvéa @opég 1 KAVIKT 066M), dev TTapatnpnOnKoy KAVIKG oYETILOUEVEG EMOPACELG.

Houdratpikodg mAnduopog

To popik TV avemBOUNTOV EVEPYEIDY TTOL GYeTIlOVTOL e TNV VITEPOOCOAOYIM, OTMS ep@avileTan
KT TN S1GPKELD TG XPNOMG LETA TNV KVKAOQOpia, vl TapOHolo e ouTd ToL EUPaVICETOL LE TIg
Bepamevtikég 000els, ahdd to péyebog TV anotelecpdtov pnopel va gival peyaidtepo.

5. ®APMAKOAOI'IKEX IAIOTHTEZ
51 ®@oppokodvVOpIKEG 1O10TITES
Ddappokobepamentikn katnyopio: aviustapvikd - Hi avtayoviotic, kmduog ATC: RO6A X27

Mnyovicuog dpdong

H dechopartadivn givar €évog pun KOTooTAATIKOS, LOKPAS SPAOTG AVTOY®MVIGTNG IOTAUIVIG LE EKAEKTIKT,
TEPLPEPIKT Opdom avTaywvieT TV Hi-umodoyéwv. Metd tnv amd otopatog yopnynon, 1
dechopatadivn amokdeiel ekhekTikd Tovg TEPLPEPIKODS Hi-vmodoyeic iotapivne, eneidn n ovoia
OTOKAEIETOL A0 TNV EICAYMYN OTO KEVIPIKO VELPIKO GVCT AL

H dechopatadivn éxetl emdeiel avTiolepyké 1310t TEC o€ iN Vitro pedétec. Avtég meproufdvovv
OVOGTOAN] TNG OmEAEVOEPMONC TPOPAEYUOVMODV KVTTAPOKIVAOY, 0Ttwg 1) IL-4, IL-6, IL-8, ko IL-13,
a6 o, avOpOTIVEL LOoTOKDTTAPA KOl fOcEOQIAD, KAOMG KOl 0VOGTOAN TNG £EKPPOOT|G TOL HOPiov
npookoOAnong P-oehektivn og evoobniiaxd kdtropa. H kAvikn onpacio autdv TV Topatnproeny
napopével va emPefaindei.

KAwikn omoteAeopuotikdTNTo Kol 0cOAAELR

Hodratpikodg minBuopog

H amoteleopatikdotnta tov Neoclarityn tocipo diddlvpa dev €xet diepeuvnel oe Egxmprlotég

T TPIKEG OOKLUES. 26TOGO, 1) AGPAAELD TNG OECAOPATUSIVIIC GE LLOPPT| GLPOTILOV, TO OTTOL0 TEPIEYEL
NV 10 cLYKEVTPWGOT decAopaTadivng onwe to Neoclarityn mocio didAvpa, anodsiydnke oe Tpelg
woudtotpikég dokiués. [ondd niwiog 1-11 etdv, mov ey vToYN P Yo avTucTopvikny Bepaneia,
éhaPav nuepnota d6om decropatadivng 1,25 mg (mhwiag 1 €wc 5 etdv) 7 2,5 mg (mAuciog

6 ¢wc 11 et@v). H Ogpaneio rov KoAdG aveKTr, OTMG TEKUNPLOVETUL OO TIC KAVIKEC EPYOUCTNPLOKES
eketdoelg, To {otikd onpeia kot ta dedopéva oxetikd pe ta dStwotnuate oto HKT,
ocoumeptrapPavopévon Tov QTc. Otav yopnynbnke oTic GUVIGTOHEVES OOGELS, Ol GUYKEVIPDGELG TNG
dechopatadivig oto mAacua (PA. Tapdypa@o 5.2) NTavV CLYKPICIUES GTOVE TAUSLOTPIKOVS KO EVIALIKES
mAnBvepovs. ‘Etot, kabmg 1 mopeio g oAAepyIKNG pvitidag/ypoviag 1010mafong kKvidmong Kot To
TPoPiL NG dechopatadivng eivol ToPOLOLN G EVIIAIKEG KOl TOOLOTPIKOVG acBevelg, Ta dedopéva g
OTTOTELECLOATIKOTNTOG TG 0EGA0PATASIVIG GTOVG EVIHAMKEG UTOPOVV VA, TPOEKTAOOVV Kot TOV

oo TPIKd TANOVGUO.

H anotedeopaticémra tov Neoclarityn cipom dev éxel digpeuvnOei o Toud1Tpikég SOKIUES 6 TodLdL
nAkiog Katw tov 12 etov.

EviAikeg ko £pnfot

e o KAVIKT SoKIUN TOAATAGY 00GEmV G€ EVAAIKES Kol €priovg, otnv ozoio yopnynonkav

éwc 20 mg dechopatadivng nuepnoing eni 14 nuépeg, dev mopatnpnOnKe Kopio GTATIOTIKA 1) KAMVIKG,
oyxeTi{opevn enidpacn oTo KAPO0AYYEINKO GVOTNUO. Xg pUio KAVIKT QOpUOKOAOYIKT] SOKIUT O
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eVIAKEG Ko prfoug, oty omoia 1 dechopatadiviy yopnyndnke oe 06om tv 45 mg nuepncing
(evvéa @opég 1 KAvikn doom) enl déka Nuépes, dev mapatnprdnke emunKvvor tov dwuctrpotog QTc.

Dappokoduvapukés EmOPAcELS

H dechopatadivn dev dtomepvd €0koAa TO KEVIPIKO VELPIKO GUGTNUO. XE EAEYYOUEVES KAVIKES
OOKIUEG, OTT) GUVIGTMOUEVT] OO0T TOV 5 ME MUEPTCIMG Y10 EVAAIKES Kot EPMPOVE, dEV VINPYE EMTALOV
enintmon vavnAiag oe cOYKPLoN pE TO €1KoViKO edppoko. Ta diokio Neoclarityn, yopnyovueva ce pio
ePamaé nuepnola 06om TV 7,5 mg og eviilkeg Kot eprjoug, dev EnNpéacay TNV YOXOKIVITIKN
00000 08 KAVIKEG SOKIUES. TE o LEAETT) e eQamal 60oT o€ eViAMKEG, 1 dechopaTadivn 5 mg dev
EMNPENCE TIG KUDIEPMUEVEG UETPTOELS TOV EMOOGEDMV GTNV TTHOT|, CUUTEPIAAUPOVOUEVIG TNG
TapOELVONG TNG VIOKEUEVIKN G VIIVNALOG 1] TV KafnKOVTOV Tov oyetilovio Le TNV T oM.

Y& PUPUOKOAOYIKES KAVIKEC SOKIUEG OE EVIAIKEG, 1) TAVTOYPOVI YOPN YO HE ovdmvevua Ogv avénce
TNV TPOKOAOVUEVT OO TO OVOTVELLL, LEI®OT TNG AmOdooNns 1} avEnom g vevniiac. Aegv Bpébnkav
OTUOVTIKES SLOPOPES OTO ATTOTEAEGLLOTA TOV YUYOKIVITIK®OV S0KIHAGIDV PETAED TV opuddmv
dechopaTadivig Kot EIKOVIKOD QOPLAKOV, EiTE aVTA YopnynOnkav uoéva toug gite pall pe ovomvev .

Agv mapatnpnOnkoy Khvikd oyeTilOUEVES OALAYES GTIG GLYKEVIPMGELS TG decAopaTadivig 6To
TAAC AL, GE TOALUTADY SOGEMV dOKIUEG OAANAETIOpAOG e KETOKOVALOAN Kol epvBpopvkive.

e eviAikeg Ko epnfovg acBeveig pe adlepykn pvitida, ta diokio Neoclarityn 1tov amotelecpaticd
GTNV OVOKOVQICT) CUUTTOUATOV OT®G 0 TTAPUOS, 1| PVIKN KATAPPOTN Kol 0 KVNOoUOS, OTmG emiong o
KVNGUOC TV 0QOoAU®Y, 1] daKkpOppola Kot 1) EpLOPOTNTE TV 0POUAUDY Kot 0 KVNGUOG TNG VTEPDG.
To Neoclarityn éheyée anotehespotikd to copnT@pata Yo, 24 mpeg. H amotelecuatikdmmra tov
dwokiov Neoclarityn dev €yl amoderybel capdc oe dokipués pe epnpovg acbeveic nikiog 12 €wg

17 etdov.

Emumiéov tov KoflepopUévav KaTyoplomoloEmV TNG ETOYIKNG Kot ¥pOviag, 1| 0AAEPYIKT pviTida
umopel evoAAaKTIKG Vo Katnyoproroin el wg Stadeimovca oAlepyikn pvitido Kot EMUEVOLGA
oAAEPYIKN pviTIda, cOUE®VA UE TN O1apKeLd TV cuunttoudTov. H dtadeimovoa aliepyikn pvitida
opifetar wg M Tapovsio TOV GCUUTTOUATOV V1o AyoTEPO amd 4 nuépeg avd efSopdda 1 Yo Arydtepo
ano 4 efdonddeg. H empévovca adlepykn pivitido opileTol 0¢ 1 TOPOLGI0 TOV CUUTTOUATOV Yo
4 nuépec N mePLocOTEPES AVA ERSoUAdN Kot Y10 TEPIETOTEPO 0t 4 EBSOUADES.

Ta dioxio Neoclarityn fTav amoTeAeGUATIKA GTNV AVOKOVPIOT) OO TOV POPTO TNG EMOYIKNG
OAAEPYIKNG PVITIONG, OTMG PAVNKE amd T1 GLVOAIKT] BabuoAoyio TOV EPOTNUATOAOYIOL Yio TNV
nowotto {mng ot pvoemmeukitida. H péyiom Beltioon mapatnpnbnke otig katnyopieg tov
TPOKTIKOV TPOPANUATOV Kol TV KaONUEPVOV SpacTNPLOTATOV IOV TTEpLopilovtal omd To
GUUTTOLOLTAL.

H ypovia dromabng kvidwon peletnke og KAVIKO TPOTLTO Y10 KVIOMTIKEG KATACTACEL, KaBdg N
vrokeipevn mabopucioroyia eivor mopdpota, aveEdptnTa omd TNV dUTIOAOYio Kol ETEWON 01 YPOVIoL
acOeveic pmopovv mo gbkora va evtaybovv wpoontikd. Kabmg n anelevbépmon wotapivig etvan Evag
QLTIOONG TOPAYOVTAG GE OAES TIG KVIOMTIKES VOGOUG, 1) OEGA0POTASIVY AVOUEVETAL VO ETvaL
OTTOTELECLATIKT OTO VO TOPEYEL CUUTTOUATIKY OVAKOVPIOT Y10 GAAES KVIOOTIKEG KUTOGTAGELS,
eMMALOV TNG YPOVING 10107a000¢ KVIS®omNG, OTMG LITOOEIKVOETOL OTIG KAVIKESG KaTevBuvTipleg

YPOHHES.

e 500 eAEYYOLEVEG LE EIKOVIKO PAPLOKO dOKLES drapielag €5 efdouddmv oe acheveic pe ypdvia
Womadn kvidwon, To Neoclarityn tov 0TOTELECUATIKO GTNV OVOKOVPIOT] TOV KVIGHOD Kol GTN|
ueimon tov peyéboug kat tov apfuol Tov eEavinudtmv KaTd T0 TEAOC TOV TPMTOV JLUCTAHIOTOS
petald Tov d0cemV. X KAOe oK, 01 EMOPACELS d1aTnpovVTAY Kb’ OA0 TO ddoTnpa TV 24 ®pmdV
HeTa&L TV d0cewv. Onmc e dALeg SOKIUEG OVTUSTOUVIKOV 0T YPpoVia 1010madn Kvidwon, eiye
e€apebei n petoyneio TV acBEVOV TOL TOVTOTONONKAY (OC [11] AVTOTOKPIVOLEVOL 0T
avtuotopvikd. Hapatnpnnke Beitioon otov kvnopd peyaivtepn tov 50 % oto 55 % 1tV acdevav
7ov Ehafav Bepameia pe dechopatadivn, oe cuykpion pe 10 19 % tov acbevov mov hafav Bepaneio
ue gwoviko dpuako. Eniong, n Oepaneio pe to Neoclarityn peimoe onuovtikd v enidpacn ctov
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VIVO KOl OTIG KOONUEPIVEG OpaoTNPLOTNTEG, OIS PeTpnOnKe Le pia KApoka tecodpmy Babudy mov
YPNOLOTOLEITAL Y100 TNV AEOAOYNOT QVTAV TOV UETAPANTOV.

5.2. DappoKoKIVITIKEG LOWOTTES

Amoppoonon

YVYKEVIPDOGOELG TNG OE0A0PATOdIVIIC 6TO TAAGLO UTOPolV va aviyvevBolv evtog 30 Aentmv and ™
xopnynon decropatadivig oe eviikes kat pnPovg. H dechopatadivn amoppopdtatl KaAdG, Le
HEYIGTN CLYKEVTPMON VA EMLTVYYAVETAL HETA amd Ttepimov 3 dpec. O ypdvog nuicelog {ong otnv
TeEMKN o glvar wepimov 27 dpeg. O Pabroc cueompevong T decAopaTadivig NTOV COUP®VOS UE
ToV ¥pdvo npicelag {ong g (tepinov 27 dpeg) Kot pe cuyvoOTNTO 0G0A0YING pia popd v nuépa. H
Brodiabeoipdtnta g decropatadiving NTav avaioyn Le T 860, 6To £0pog Tov 5 mg £wc 20 mg.

Ye plo oelpd QapPULOKOKIVITIKOV Kot KAWVIKOV S0KIHMV, 6 % TV aTopmv Ledvice vyniotepn
ovykévrpmon decropatadivne. H emikpdrnon ovtod Tov gavotdinov Ttemyol peta oot nTov
ovykpiowyn yo evidika (6 %) kot wondtotpikd dropa nikiog 2 — 11 et@v (6 %) kot peyodvtepn
avapeca oe Mavpoug (18 % evihikeg, 16 % nardiatpikot) amd 611 oe Kavkdoiovg

(2 % eviihkeg, 3 % moudloTpikoi) Kot 6Tovg 800 TANBuopovE.

e pio @opUaKOKIVITIKY LEAETN TOALATADV dOGE®V, TTOL S1eENyOn e T Lope1| ToL S1oKiov 6 VY
eviAIKa dtopa, téocepa dropa Bpédnkav va gival mtmyol petaforiotég e decropatadivine. Avtd ta
dropa elyav cuykEVTpmon Cmax Tepimov 3 @opég vynAdTepT o€ Tepimov 7 dpeg, e ypdvo Nuicelag
{ong oty teAkn edon wepinov 89 dpec.

[Mopdpotec eapUoKOKIVITIKES TAPALETPOL TOPATNPNONKAY GE Lio POPUOKOKIVITIKY HEAETN
TOAAOTAGDV 00GE@V TTOL SEENKON LE TN LOPP1] TOL GPOTIOV GE TALSIATPUKG ATOME NAKIOG

2 — 11 etmv mov givar Ttoyoi petaforiotéc pe duyvaouévn oddepywkn pwitda. H ékbeon (AUC) ot
decropatadivn oy mepimov 6 opég vynAotepn kot 1| Cmax NTav mepimov 3 pe 4 popég vynioTepn
o115 3-6 dpeg pe xpovo nuicelag {ong oty tehkn edon mepimov 120 mpeg. H éxbeon ftav idwa og
EVAAIKEG KOl TOUOLUTPIKOVG TTMYOVG METAPOAGTEG OTay EAafav aymyr UE TIC KATAAANAEG Y10 TNV
nAia 66ce1g. To GuVOAKO TPOPIA ACPAAELNG AVTOV TOV ATOU®Y OV NTOV OLOPOPETIKO OO EKEIVO
TOL YeVIKOU TANBuopoD. Ot emdpacels e dechopatadivig og mTmyovs petafoMoTtéc nAkiog

< 2 gt®v dgv &youvv peretnel.

e EexmploTéc peréteg epdmal 606MG, OTIC GUVICTAOUEVESG OOCELS, Ol TS TPIKOl 0loBeveilg eiyav
ovykpioyeg Tnég AUC kot Cmax dechopatadivng pe ekeiveg evnlikaov mov EAafov pia 061 G1pomTion
dechopatadivig Tmv 5 mg.

Kotavoun

H dechopartadivn cuvdéetar o pétpro Pabud (83 % - 87 %) pe tig mpwteiveg Tov TAdopatoc. Agv
VIApYEL Kapio amddelsn KMvikd oyeTILOUEVIG GLOCHPEVONG TNG OPUCTIKNG OVGIOG LUETA OO EQPATAE
nuepnola 6601 dechopotadivng (5 mg émg 20 mg) oe eviilikes kKou eprifovg eni 14 nuépec.

Y& |10, O10eTAVPOVUEVT] LEAETN TNG decAopaTadivig pe epamas SO, o1 LOPPEC TV S1GKIMV Kl TOL
olpomiov Ppédnkayv va gival froicodvvapes. Kabmg to Neoclarityn tdécipo didlvpa mepiéyet v ot
oLYKEVTPp®ON decropatadivig, dev amorthOnie kapio perétn Proicoduvapiog Kot avapévetal va vt
1GOOVVOLO LLE TO GPOTL KOl TO J1oKiO.

Buopetaoynuotiopog

To évlouo mov givar vtebBvvo yio Tov petaforioud g dechopatadivng dev £xel Tovtomombel axoua
KoL, ETOUEVMG, OV UTOPOVV VO, ATOKAEIGTOVV EVTIEANDC KATOLEC OAANAETIOPAGELS IE GALQ
QoppoxevTIKd Tpoiovta. H dechopatadivn dev avactéiiel to CYP3A4 in vivo, ko in vitro peiéteg
&yovv deiket OTL TO PAPLOKEVTIKO TTPOidV dev avacTtéAiel To CYP2D6 kat dev amotelel ovte
VIOGTPOUO OVTE AVAGTOAEN TG P-yAvkompwteivng.
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AmofoAn

e pio dokiun epamas d6ong, xpnoomoldvtag pia 60or decropatadivng 7,5 mg, dev vanpse
eMidpacmn ™G TPoePNS (TPrivo e VYNAG AMopd Kot ToAAEG Beppideg) otn dudbeom g
dechopatadivne. Xe pio AN peétn, o youdc YKpéumppovut dev giye enidpaomn ot didbeomn tng
dechopatadivne.

AoBeveic le veppikn duoiettovpyia

H poppakokivntikn g decropatadivng o€ acbevelg pe ypovia veppikn avendpkeia (XNA)
ovykpiOnke e ekeivn TOV VYOV 0TOUOV o€ pio LEAETN edmas 060G Kot pio LEAETN TOAAATADY
docemv. X1 perém epana 66omg,  £xbeon otn decropotadivn Nrav mepinov 2 kot 2,5 popég
peyoAvtepn og dropa pe N £oc pétpla kot cofopn XNA, avtictorya, ond 61t 6€ LY ATopa. X1
LEeAETT TOAAATADY 0OGEwV, otabfepomomuévn katdotaor emtevydnke petd v Huépa 11 kot og
oLYKPLOoN e vy dtopa 1 £ékBeon ot dechopatadivn Tav ~ 1,5 popd peyardtepn o€ dtopa pe Hmo
éwg pétpra XNA kot ~ 2,5 popég peyorvtepn oe dropa pe sofapr XNA. Kat otig dvo peréreg, ot
aArayég otny ékBeon (AUC kat Cmax) TG dechopotadivng kat 3-udpo&udecropotadivng dev Tov
KAVIKGQ GTUOVTIKEC.

5.3 IMpoxivikd dedopéva Yo TNV ac@direro

H dechopartadivn givatl o kKOp1og dpactikog petafoAritne g Aopatadivng. Mn KAvikég LeAéTeg mov
devepynonkav pe dechopartadivn kol Aopatadivn anédei&av 0Tt SV VILAPYOVY TOLOTIKES 1] TOGOTIKES
SLpopES 6To TPOPIA To&kdTNTaG TG decAopaTadivig Kot Tng Aopatadivng, o€ cuYKpIoL ETITEdA
éxbeong ot dechopatadivn.

Mn khvikd dedopéva dev amoKOADTTOVV 11ATEPO KivOLVO Yia Tov dvBpmmo pe Pdom Tig CLUPATIKES
UEAETEG QUPUAKOAOYIKNG AOPAAELNG, TOEIKOTNTOS ETAVOLOUPBAVOUEV®Y SOCEMVY, YOVOTOEIKOTNTOG,
EVOEYOUEVIC KAPKIVOYOVOL dPAGNC, TOEIKOTNTOC GTIV OVATUPUY®YIKT] IKOVOTNTA Kol 6TV avamTuén.
H &\ ewym evdeydpevng kapkivoydvou dpdong anodeiydnke oe peréteg mov de&nybnooav pe
dechopatadivn Kot Aopatadivr.

6. OAPMAKEYTIKEXZ IAHPO®OPIEX
6.1 Kotahoyog ekdoywv

copPrtoin (E420)

npomvievoylokoAn (E1520)

covkparoln (E 955)

vrpopeAroln 2910,

KITPIKO VATPLO d10dpIKo,

QLOIKO KoL TEXVNTO PEATIOTIKO YEHONG (ToLYAOPOVOKA TO 0Toio TEPIE)EL TPpoTLAEVOYAVKOAN (E1520)
Kot BeviuAikn aAKoOAN)

KLITpiko 0&H dvudpo,

afvievodiapvotetpaodikd vaTplo,

VO®p KeEKABUPUEVO

6.2 AocvppoatoTnTeg

Agv gpoppdletar.

6.3 Awgpkero Long

2 ypdvia
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6.4 Idwitepeg TpoPuLAAEELS KOTA T QUAEEY TOV TPOTOVTOG

Mnv kotoyvyete. DUAACCETE GTNV OPYIKT] GUGKELOTIL.

6.5 @Vo1 Ko GLGTUTIKA TOV TEPLEKT

To Neoclarityn mocipo didAvpo dratibeton og yodhveg okotevoypopeg eraieg Tomov I peyéboug 30,
50, 60, 100, 120, 150, 225 kot 300 ml, Tov KAgivouv pe Eva TAaoTIKO PLOOTO TMOUA TOL gV avolyeTal
amo to, modid (C/R), kot 1o omoio €xel £vo, VTOTO U TOAAATADY CTPMGEDV UE ETKAALYN
moAvatBvieviov. Olec o1 Guokevaoies, KTOG amd T cvokevacio Tov 150 ml, dratibevion pe Eva
OOGOLETPIKO KOVTAAL LE YPOUUEG TTOV Elvar EVIEIKTIKEG TV docemv 2,5 ml kot 5 ml. T )
ocvokevacio tov 150 ml, tapéyetor éva docopeTpikd KOLTEAL 1] o SOGOUETPIKT| GVPLYYA YLl
YOPTYNOT 07TO GTOUNTOC, LE YPOUUES TOV Elvan EVOEIKTIKES TV 60cewv 2,5 ml kot 5 ml.

Mmnopet va, unv KuKAOQOpoLV OAEG Ol CUGKEVAGIEC.

6.6 Iowitepeg TpouLAAcels amoppyng

Kopia g8k vroypéwon).

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
N.V. Organon

Kloosterstraat 6

5349 AB Oss

OX\avdio

8. APIOMOX(0) AAEIAY. KYKAO®OPIAX

EU/1/00/161/059-067

9. HMEPOMHNIA ITPQTHX E'KPIXHX/ANANEQXHYX THX AAEIAX
Hpepopnvia tpong £ykprong: 15 lavovapiov 2001

Hpepounvia tekevtaiog avavémong: 9 defpovapiov 2006

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOpPIES Y1 TO TOPOY QOPUOKEVTIKO TPOioV gival S10EGIIES GTO SIKTLAKO TOTO TOV
Evpomnaikod Opyaviouod @apudakov https://www.ema.europa.eu.
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ITAPAPTHMA 11

MAPAXKEYAXTHX(EX) YIIEYOYNOI I'TA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
IMPOIONTOX
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A. TIAPAXKEYAXTHX(EX) YHIEYGYNOZX(OI) I'lA THN AITIOAEXMEYXH TQN
ITAPTIAQN

Ovopa kat d1e0uvon 1oV TOPUCKEVOCTH TOV £Vl VTELOLVOC Y10 TNV ATOOECUELCT TOV TOPTIOMV
smKoAUUEVOV UE AETTO VUEVIO SIOKIOV

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyo

Ovopa kat d1ev6vvon Tov TOPUCKEALGTH TOL £ival LTEVOLVOC Y10 TNV ATOSEGUELGT] TV TOPTIOWY
OGOV SLOAVLLOTOC

Organon Heist bv
Industriepark 30

2220 Heist-op-den-Berg
Béhyo

B. OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DoppokevLTIKO TPOTOV Y10 TO OTOT0 ATALTEITOL LUTPIKT] CLUVTAYT.

. AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY. KYKAO®QOPIAX
o Ek0¢os1g Teprodikng mapakorovdnong e as@arerns (PSURS)

Ot amaitioelg yio v vrofoAin tov PSURS yio to ev Adym @apuakeuticd mpoidv opiloviotl otov
KaTAAOYO UE TIg nuepounvieg avapopds e Evoong (katdioyoc EURD) mov mopatifetor oty
napdypoeo 7, tov dpBpov 107y, tng odnyiag 2001/83/EK kot kdOe emakoiovdng emkaipomnoinong
OM®G ONUOCIEVETAL GTNV EVPMOTOIKT SIKTVOKT TOAT| Y10, TO. QAP0

A.  OPOI'H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AIIOTEAEXMATIKH
XPHXIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéor0 owayeiprong Kivovvov (ZAK)

O Karoyog Adelag Kvkiopopiag (KAK) Oa die&aydyel Tig amaitodpeVEg SpaoTnpLOTNTES Kot
TOPEUPACELS PAPHOKOETOYPOTVIOTG 0TS Tapovctalovtatl 6To cupemvnév ZAK mov
napovotdletor otny evotnta 1.8.2 g ddeiog KukAoPoping Kol 0TOIEGONTOTE EXAKOAOVOES
eyKekpléveg ovabewpnoetg tov ZAK.

‘Eva. emkoporompévo XAK Oa npénel va katatedei:
e Metd and aitnua Tov Evponaikod opyoviopod Goapudxmy,
o OnoTEdNMOTE TPOTOTOLEITAL TO GVGTI O SLOXEIPLOTG KIVOVVOL, EIOTKA (OC OTTOTELEC U ATYNC
VE®V TANPOQOPLDV TOV UTOPOVY VO ETLPEPOVY GNUAVTIKT GAAXYT GTN GYECT] 0QEAOVC-KIVILVOL
N ©OC UTOTELEC LA TG EMITEVENG EVOC GTUAVTIKOD OPOCTILOV (QPUPUAKOETAYPOTVION 1)
€A1 TOTOINGT KIVOUVOU).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH

23



ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTITON 1, 2,3, 5, 7, 10, 14, 15, 20, 21, 30, 50, 100 AIZKIQN

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Neoclarityn 5 mg emucolvppévo pe Aentd vpévio diokia
dechopatadivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kd&0e diokio mepiéyel S mg dechopatadiv.

| 3. KATAAOI'OX EKAOXQN

[epéyer Aaxtoln.
Agite 10 @OAAO 00N YLDV YPNONG Y10 TEPULTEP® TAT|POPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

1 emKaAVUUEVO pE AETTO DUEVIO OLOKIO
2 emKOAVUUEVO, [LE AETTTO VUEVIO dloKia
3 emkoAvppéva pe AETTO LUEVIO SloKiol
5 gmkaAoppéva pe AeTTd LUEVIO dloKia
7 emKoAVUPUEVO, LE AETTTO LUEVIO dloKia
10 emxoivupévo pe AETTO VUEVIO 010K
14 emxoivppévo pe AeTtd VUEVIO O1oKia
15 emkoivupévo pe AETTO VUEVIO O1GKIa
20 emkalvppévo pe AETTO DUEVIO O1oKIO
21 emkaAvppéva pe AeTTO VUEVIO dloKia
30 emkaAvppéVa PE AETTO VUEVIO dloKiaL
50 emkaivppévo pe AETTO VIEVIO O1GKIa
100 emkaAvppéva pe AETTO VUEVIO dloKio!

[5. TPONMOX KAI OAOX(OI) XOPHTHZHX

Kotamigite 1o diokio oAOKANpO pe vepo.
Ao oTOUATOC YpIoM
APAcTE TO PUALO 0INYIOVY ¥PNONG TPV OO TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

AEN ITPOXEITIZOYN TA ITAIAIA

MPOION MPEINEI NA ®YAAXXETAI *E OEXH, THN OIIOIA AEN BAEIIOYN KAI

Noa puAdooetatl o Béon, Tnv omoia dev PAETOLY Kal dev mpoceyyilovv Ta ToLdd.
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| 7. AAAH(EY) EIAIKH(EX) IPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

| 8.  HMEPOMHNIA AHEHZ

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX

Mn puAdooete og Beppokpacio peyolvtepn Tov 30°C. VAAGGETE GTNV OPYIKT GUCKELUGIA.

10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOTHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

N.V. Organon
Kloosterstraat 6
5349 AB Oss
OX\avdio

| 12.  APIOMOZ(OI) AAEIAY KYKAO®OPIAX

EU/1/00/161/001 1 &iokio
EU/1/00/161/002 2 dwokia
EU/1/00/161/003 3 dwokia
EU/1/00/161/004 5 dwoxio
EU/1/00/161/005 7 diokia
EU/1/00/161/006 10 Siokia
EU/1/00/161/007 14 Soxia
EU/1/00/161/008 15 Siokia
EU/1/00/161/009 20 Siokia
EU/1/00/161/010 21 Sokia
EU/1/00/161/011 30 Siokia
EU/1/00/161/012 50 Siokia
EU/1/00/161/013 100 diokia

| 13.  APIOMOZX IIAPTIAAY

[oprida

| 14. TENIKH KATATAZH I'TA TH AIAGEXH

| 15.  OAHTIEX XPHIHZ

25



| 16. TMAHPO®OPIEX XE BRAILLE

Neoclarityn

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

A60146T0TOG YPOUL®TOS KMOWKAS (2D) mov pépet tov TepAn@hEva Lovadtkd avayvemplioTiKOd KOJKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H XTIX TAINIEX

KOYTITQN1,2,3,5,7,10, 14, 15, 20, 21, 30, 50, 100 AIXKIQN

| 1. ONOMAZXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Neoclarityn 5 mg dioxio
dechopatadivn

| 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Organon

| 3.  HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOZX NIAPTIAAX

[oprida

| 5.  AAAA ILTOIXEIA
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

DIAAH TQN 30 ml, 50 ml, 60 ml, 100 mi, 120 ML, 150 ML, 225 ML, 300 ML

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Neoclarityn 0,5 mg/ml nécipo didivua
dechopatadivn

| 2. XYNOEXH XE APAXTIKH(EYX) OYXIA(EY)

Kd&0e ml mdopov doddpatog mepiéyet 0,5 mg dechopatadivn.

| 3. KATAAOI'OX EKAOXQN

IMepiéyetl copPrrorn (E420), mpomvrevoyivkoin (E1520) kot Bevioiikn adkooin.
Agite 10 @OAAO 00N YLDV YPNONG Y10 TEPULTEP® TAT|POPOPIES.

| 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

nooo SdAvpo

30 ml pe 1 kwovtdir

50 ml pe 1 kovtdAr

60 ml pe 1 kovtdAr

100 ml pe 1 kovtdAr

120 ml pe 1 kovtdM

150 ml pe 1 xovtdAr

150 ml pe 1 obpryya yio yopnynon oo GTOUOTOC
225 ml pe 1 kovtd

300 ml pe 1 kovtdAt

[5. TPOMOX KAI OAOX(OI) XOPHTHZHX

Amo6 otopaToc ypnon
APAcTE TO PUALO 0INYIOVY ¥PNONG TPV OO TN XPNOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEITIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

No pvidooetar o€ 0éon, v omoia dev PAETOVY Kot dev TPpooeyyilovy Ta Taldid.

(7. AAAH(EZ) EIAIKH(EX) TIPOEIAOIIOIHEH(EIT), EAN EINAI ATIAPAITHTH(EY) |

| 8.  HMEPOMHNIA AHEHEZ |

AH=EH
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| 9. EIAIKEX XYNOHKEX ®YAAEHX

Mnyv katoyvyete. DVAACCETE GTNV OPYIKT CLOKEVAGIAL.

10. IAIAITEPEX TIPO®YAAEEIX I'A THN ATIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATON ITIOY HPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH KATOXOQY THX AAEIAY KYKAO®OPIAX

N.V. Organon
Kloosterstraat 6
5349 AB Oss
OX\avdio

[12.  APIOMOX(OI) AAEIAY. KYKAO®OPIAX

EU/1/00/161/059 30 ml pe 1 kovtdh

EU/1/00/161/060 50 ml pe 1 kovTdh

EU/1/00/161/061 60 ml pe 1 kovtdit

EU/1/00/161/062 100 ml pe 1 kovTdh

EU/1/00/161/063 120 ml pe 1 xovtdh

EU/1/00/161/064 150 ml pe 1 cOpryya

EU/1/00/161/067 150 ml pe 1 oOpryya yio yopfynon amd 6TOH0TOG
EU/1/00/161/065 225 ml pe 1 xovtd

EU/1/00/161/066 300 ml pe 1 kovtdh

| 13.  APIOMOZX MAPTIAAY

[oprida

| 14. TENIKH KATATAEZEH I'TA TH AIAGEXH

| 15. OAHTIEX XPHIHZ

| 16. TAHPO®OPIEX XE BRAILLE

Neoclarityn

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

A166146T0TOG YPOUU®TOS KDoA (2D) mov pépel Tov TEPIAN@OEVTO LOVOSTIKO VOyVOPIoTIKO KOOIKO.

18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANATNQXIMA AIIO
TON ANOPQITIO
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EAAXIXTEX ENAEIZEIX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

®IAAH TQN 30 ml, 50 ml, 60 ml, 100 ml, 120 ml, 150 ml, 225 ml, 300 ml

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY MPOIONTOX KAI OAOX(OI) XOPHTHXHE

Neoclarityn 0,5 mg/ml ndoipo didAvpa
dechopatadivn

| 2. TPOIIOX XOPHI'HXHX

Ao otOUATOC YpTIoM

| 3.  HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOZX NIAPTIAAX

[oprida

| 5. IEPIEXOMENO KATA BAPOZX, KAT' OI'KO'H KATA MONAAA

30 ml
50 ml
60 ml
100 ml
120 ml
150 ml
225 ml
300 ml

| 6.  AAAA ILTOIXEIA

Mnv katoyvyete. DUAACCETE GTNV OPYIKT] CLOKEVAGIAL.
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B. ®YAAO OAHI'TQN XPHXHX
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Neoclarityn 5 mg emkoloppéva pe Aemtod vuévio diokia
dechopatadivn

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPV UPYIGETE VU TALPVETE AVTO TO

PapnoKo, O10TL TEPLAOUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- DvraEte avtd To EOARO 0dN YDV Yprions. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO, TOV QUPLAKOTOLO 1] TOV VOGOKOLO GOC.

- H ocvvtaynq yv avtd 10 approko xopnynnke omokAEloTIKA Y10 60c. Aev TPETEL VO SDGETE TO
@apupoxo oe GArovs. Mmopel va Tovg mpokaAéoetl PAAPN, axdpa Kot 6tav Ta onpeio g
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnproete KOmolo avemBOpUnTn eVEPYELL, EVILEPMDGTE TOV YIATPO, TOV POUPUAKOTOL0 1|
TOV VOGOKOUO G0G. AvTd 1oy0eL Kot Yo KaBe mBavi) avemBOuNTN evEPYELX TOV OV OVAPEPETOL
670 TaPHY PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

T epréyel 1o Tapov UALO 00N YLOV

T eivan To Neoclarityn kot oo givor 1 ypion Tov

T mpénet va yvopilete mpv mapete To Neoclarityn
[log va ndpete to Neoclarityn

[MBavég avemBounteg evépyeteg

[og va pvidacoete to Neoclarityn

[epieydpeva tng cuoKeLAGING Kot AOITEC TANPOPOPIEG

ogakrwhE

1. T givor To Neoclarityn kot wowa ivar 1 piien Tov

T givon To Neoclarityn
To Neoclarityn mepiéyel dechopatadivn 1 omoia givol Vo avTUCTOUVIKO.

Mg dpa to Neoclarityn
To Neoclarityn givat éva avtiahdepyikd eapuako to oroio dev cag mpokaiei vevniio. Bonbdet otov
ENEYYO0 TNG AALEPYIKNG GOG OVTIOPOOTG KOL TMV CUUTTOUATOV TNC.

ITote 00 Tpémer va ypnoponoreitor To Neoclarityn

To Neoclarityn avakoveilel 06 T0, GUURTOUOTO TTOL TYXETILOVTOL PUE TNV AALEPYIKT pLviTIdN
(pAeypovn TV pobdOVOV TpoKaloLueVT and pio adiepyia, Yo TAPASELY IO TOV «TLPETH €K XOPTOLY N
NV oAAepyia o€ akdpen oKOVNG) o8 eVIMKEG Kot €pnoug nAkiag 12 etdv kot ave. Avtd ta
CUUTTOUOTO TEPIAUUPAVOLY QTAPVIGHA, LOTN TOV TPEXEL Y| LOTN UE KVNGUO, OVPAVIGKO UE KVNGLO
KoL PLATLOL LE KVNGLO, TOV givorl KOKKIVO 1] VOOPA.

To Neoclarityn ypnouomoigitol xiong yio TV avakoDELIoN T®V GCUUTTOUATOV ToL oetilovTol ue mv
Kkvidwon (pio TaOnon Tov dEPUATOG TPOKAAOVIEVT amd Wio aAlepyia). AVTE TO GLUTTOUOTO,
nepapPavovy kvnouod kot eEavonuata.

H avakod@ion avtdv tov countoudtov Stopkel po oAdkAnpn nuépa kat oag Bonddel oto va
OVOKTNOETE TIC PLOIOAOYIKES KAOMNUEPIVES SPACTNPIOTNTEG GO KOL TOV VTTVO GOG.

2. T apéner va yvopilers Tpv wapete to Neoclarityn

Mnyv napete To Neoclarityn

- o€ mepintwon aAiepyiog otn decAopatadivn 1 € 0moldNTOTE GALO GO TO CLGTATIKA AVTOV
TOV QOPUAKOV (avaPEPOVTAL GTNV TTOPAypapo 6) 1 6T Aopatadivi.
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IIpogidomou)cels Ko TPOPLAGEELS

AmevBuvbeite otov yatpd, TOV POPHAKOTOL0 1} TOV VOGOKOHO cag TpoTtod tapete to Neoclarityn:
- €AV £YETE KOKT VEQPIKN AglTOLPYIQL.

- eqv €xeTe 1TPIKO N OIKOYEVELNKO 1IGTOPIKO EMANTTIKAV KPIGEDV.

Hawora ko £pnpor
Mn divete 0wt T0 PAPHOKO GE TodLd NAKING KAT® TV 12 £TdV.

Al pappoxa ko Neoclarityn

Agv vrapyovv yvootég aAiniemdpacelg tov Neoclarityn pe aiia eapuaxa.

Evnuepdote tov yuorpd 1 Tov popuakorold oag eqv Toipvete, EXETE TPOCOATA TAPEL 1| LTOPEL VAL
népete GAAa @apLLoKa.

To Neoclarityn pe Tpo@ég, TOTG Kol 0IVOTVELHOTAOT
To Neoclarityn pmopei va Aappdvetor pe 1 xopig tpoen.
Noa giote mpooektikoi 6tav Aaufdvete to Neoclarityn pali pe owonveopotdon.

Kinon, Onkaopoc ko yovipdtnra

Edv eicBe éyxvog 1) Onhalete, vouilete 0T pmopel va gloBe £ykvog 1 oxedialete vo amokTnoeTe TOLdH,
{ntote T GLUPBOVAT TOL YIATPOV 1| TOV PUPLOKOTOLOD GOG TPOTOV TAPETE AVTO TO PAPLLOKO.

H Ayn tov Neoclarityn dev cuvietdrar v giote éykvog 1 InAalete powpod.

TCovipétnTa
Agv vapyovv S100Ea10 SEGOUEVO TYETIKA LE TN YOVILOTITO TV OVOPOV/YUVUIKDV.

Oonynon ko yEPIGROS PNYavVNRHdTOV

211 GUVICTOUEVT 30T, VTO TO PAPLLOKO JEV OVOUEVETOL VO EXNPEACEL TNV IKAVOTNTA GOG VO,
odnyeite M va xepileote pnyovipata. [ap’ 6ho mov o1 tepiocdTepol dvBpmmot dev vidBovv vvnia,
GUVIGTATOL VO LY] GUUUETEYETE GE OPACTNPLOTNTES TOV OALTOVV TVELLOTIKTY EYPNYOPOT], OTMG M

001 YNGN OYNUATOG 1} O YEPIOUOS UNYAVILATOV, LEXPL VO GLYOVPEVTELTE Y10, TNV ATOKPIGT GOG GTO
QAPLLOKO.

To Neoclarityn diokio mepiéyel Aaxtoln
Ta Neoclarityn diokia mepiéyovv Aaktoln. Av o ylotpdc 6og, oag Exel el 0TL xete dvcavetia oe
KOO0 GAKY 0P, EMKOVOVIOTE LLE TOV YIOTPO GOG TPV AUPETE TO GVYKEKPLUEVOPAPLLOKO.

3.  Haog ve napere To Neoclarityn

[Tédvtote va TaipveTe TO PAPLOKO GLTO AVGTNPE COUPMOVO, LE TIC 0ONYIEC TOV YIOTPOV 1 TOL
pappakonolod cag. Eav éxete appiforieg, potiote TOV Y10TpO 1 TOV PAPHOKOTOO GOG.

Xpnion o€ evijMkeg Kat egrifovg nhkiog 12 €TV Kol Gve
H ocvvietduevn d6om eivar éva dtokio pio @opd v nuéEPa e vepd, Ue N YPIC TPOOT).

Av16 10 Papuako TpoopileTal yio yprion amd GTOUATOS.
Kortomieite 10 diokio oAOKANpO.

Avapopud pe ) didpketo g Bepamneiog, o yroTpds cog Bo kabopicel Tov TOTO TG GAAEPYIKNG
pwitidag amod tnv omoia whoyete kKot Oo kabopicel yio Tdcov kapd Oa Tpémel va naipvete To
Neoclarityn.

Edv n oAdepykn cog pvitida ivor daAeimovoa (Tapovsio TV GUUTTOUATOV Yo AlYOTEPO A0
4 nuépeg avd efdoudda 1 yio Aydtepo amd 4 fOoUAdEC), 0 Y10TpOg coc Ba Gog GVOTHGEL Eval
pdypappa Oepomneiog mov Ba eaptdTon amd TV aELOAOYN O TOV 1GTOPIKOV TNG VOGO GO,
Edv n oAdepykn cog pvitida ivol exipuévovoa (Topovusio TV CUUTTOUATOV Yid 4 NUEPES M
TEPLocOTEPESG aVA EfOoAdA Yo TEPIooOTEPO OO 4 RSOUADES), O YITPOS GO UTOPEL VO GOG
GLGTNOEL [ia o pakpoypovia Bepameia.
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Mo v kvidwon, N ddpketa g Bepanciog prnopel va elvan petafant) and achevn oe achevn kot
ouvenmg Ba mpénel va axoAovbeite Tig 0dnyieg Tov YioTpod oag.

Eév napete peyardtepn o6on Neoclarityn amd tnv kavoviki

[Tépte to Neoclarityn povo 6mmg cag £xel cuvtayoypaendei. Aev avapévovtal cofapd TpofAquote pe
v katd AdBog vrepdocoroyia. [Tap’ 6Aa avtd, edv mapete meprocdTEPO diokio Neoclarityn and avtd
OV GOG £(OVV GUGTNOEL, EVILEPMGTE OUEGMS TOV YLTPO, TOV QUPUAKOTOLO 1) TOV VOGOKOUO GOG.

Eav Egyaoete vo mapete to Neoclarityn

Edv Eeybdoete va mapete ) 006N GaG GTO YPOVO OV TPETEL, VAL TNV TAPETE OGO TO SLVOTOV MO
oUVTOUO KOl LETE Vo eMavELDETE GTO KOVOVIKO 00GOA0YIKO oag oynpa. Mnv mdpete SimAn 66om yuo va
OVATANPAOCETE T 600T OV EEYACATE.

Eav otopaticets va maipvere to Neoclarityn
Edv éxete mep1ocdtepeg EpOTIOELS GYETIKA LLE TN YPNOT] AVTOV TOV PAPUAKOV, POTAGTE TOV Y1ATPO,
TOV QOPLOKOTOLO 1 TOV VOGOKOWO GOC.

4, MBavéic avemBounTeg evépyereg

Onwg 6Aa Ta pApHOK, £TGL KOL 0VTO TO PAPLOKO UTOPEL VO TPOKOAEGEL OVETIOOUNTEG EVEPYELES, OV
Kot 6gv ToPovc1alovtal 6€ OAOVG TOVG AvOPMOTOVG,.

Katd ) didpkeia tng kukhogopiag tov Neoclarityn, nepurtdoeig cofapdv aALEPYIKOV avVTIOPAGEDY
(dvokoiio 6NV avamvon, GUPLYHOG, Kvnopoc, eEavinuata Kot TpREo) Exovy avoeepbel ToAD
omavio. Eqv mopatnpioete omoladnmote amd antéc Tig 6oPapég avembOUNTEG EVEPYEIES, GTAUATHOTE
Vo ToipVETE TO PAPLOKO Kot {NTioTE ENElyoVsa 10TPLKT) GLUPBOVAT, OUECMG.

Y& KAWVIKEC LEAETEG GE EVIAIKEG, Ol AVETIOVUNTEC EVEPYELEC NTOV TTEPITOV O1 101EG OTTMG UE £VAL EIKOVIKO
dokio. QoT060, KOTMGT, ENPocTopia Kol TOVOKEPAAOS avapEpOnkay o cuyvd amd OTL Ue va
€IKOVIKO O1oki0. X g@Novg, 0 TOVOKEPOAOG NTAV M TTLO GLYVE AVOPEPOLEVT AVETOOUNTN EVEPYELD.

e kKhavikég ueiéteg ue Neoclarityn, ot mapaxdto avembounteg evépyeieg avapépdnkay mg:

Yuyvég: ol akoAlovbec umopovv va ennpedoovy Eo¢ 1 ota 10 dropa

. Koo
. Enpootopuia
. TOVOKEPOAOG

Katd t didpkera g kukAopopiag tov Neoclarityn, ot mapaxdto avembounteg evépyeieg
avapépnkay og:

[ToAv omdviec: o1 akdrovbeg pmopel va ennpedoovy £og 1 ota 10.000 dtopa
coPapéc aAAEPYIKEC AVTIOPAGELS
e€avinua

duvatdg N avOUAAOG KaPILOKOC TAAUOC
YPAYOPOC KOPIIOKOG TOUAUOG
GTOLLOYIKOG TTOVOG

aicOnua adrebeciog (vavtia)

€uetog

OTOUOYIKES SLOTOPOYES

Stdppotal

Can

vIVNAio

OVIKOVOTNTA DITVOL
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LUTKOC TOVOG

yevdaictnoelg

EMNTTIKEC KPIOGELS

avnovyio pe avénuévn COUATIKY Kiviion

NAOTIKN AEYHOVN

U1 QLGLOAOYIKEG OOKIHOGIEG MTATIKNG Agttovpyiag

Mn yvooTéG: 1 GuvOTNTO eV Umopel va ekTiunOel amd ta dtbéoiua dedopéva

. acvvifietn advvopio
. KITPIVIGHO TOL SEPLOTOG KAUT] TOV HOTIOV
. avEnpévn voucncio Tov SEPLATOG GTOV NAL0, OKOLLO KoL GTNV TTEPITTOOT AVINALAG, KOl 6TV

VIEPIDON OKTIVOPOALN, OIS Y10. TOPASELYILOL GTNV VIEPIDAN OKTIVOBOALD GUGKEVNC TEXVITOV
povpicparog (solarium)

0AAoy£G GTOV TPOTO TTOV YTVTAEL 1 KOPSIEL

UM QLGIOAOYIKT] GLUTEPIPOPA

embetikdmTo

avénon Bapovg, avgnpévn 6pedn

kotabMmTikn o1dbeon

EnpoeOoipio

Houdd

Mn yvootég: 1 cuxvotnta dev pumopel va exktipn el and ta dtbéotipa dedopéva
0pYOC KopOLOKOG TOALOG

oAAoyn} 6TOV TPOTO TTOV YTLTAEL 1 KOPAIHL

UM QLGIOAOYIKT] GLUTEPIPOPA

embetikdmro

Ava@opd avemOounTOV EvePYELOV

Edv mopoatmpnoete Kamowo avemBOun evEpyeLa, EVILEPDOTE TOV YLOTPO, TOV QAPUAKOTOL0 ) TOV
VOGOKOUO GaG. AVt 1oYOEL KOt Yo K6Oe TOav| avemBounTn EVEPYELD TOL SEV AVOPEPETAL GTO TOPOV
@OALO 0OMYIDV Yprione. Mropeite emiong vo avaeépete avemBounteg evépyeteg anevbeiog, HEow To
€0vikob cLGTNHATOG OVaPOPAS TToL avaypdpeTol oto [lapaptnua V. Mécwm g avapopdic
AVETBOUNTOV EVEPYEIDY UTOPEITE VO fonONCETE TN GLALOYN TEPIGGOTEP®Y TANPOPOPLDY GYETIKA LIE
TNV 0CQUAELN TOV TOPOVTOG PUPUAKOL.

5. Haog ve gvidscete To Neoclarityn

To @apuaxo owtd TPETEL Vo PLAACGETOL GE UEPT) OV OgV TO PAETOVY KoL O&V TO POAVOLV T TOUdLA.
No pn xpnoiponoleite ovTo T0 PAPLOKO LETE TNV MUepoUnVia ANENG TTOL OVOPEPETAL GTO KOLTI Kot
v KoyéAn petd m AHEH. H nuepounvia AnéEng etvar n tehevtaio nuépa ToL UNvo TOL avapEPETOL
exel.

Mn evAdocete o€ Beppokpacio peyardtepn tov 30°C. DVAACCETE GTNV APYIKT] CLGKELOGIA.

Noa pn yp1oUOToLEiTE VTO TO PAPHOKO EAV TOPATIPTCETE OTONONTOTE ALY TNV EULPAVIOT TOV
dokiwv.

Mnyv metdte QAPLOKA GTO VEPD TNG OTOYETEVOTG 1 6T GKOVTIdW. PoTtNote ToV papuokomold cag yio

TO TMOG VO TETAEETE TO PAPLLOKO TTOV OgV YpNoilomoteite mo. Avtd to pétpo Ba fonbcovv oty
TPooTacia Tov TEPPEALOVTOC.
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6. Iepreydpeva TNG GVOKELUGTUG KOL AOUTEG TANPOPOPIES
T egpréyer To Neoclarityn

- H dpaotikni ovsia eivar dechopatadivny 5 mg

- Ta dAAo cuoTaTIKAE TOV O10KioV gival 6EVo POGPOPIKO AGBEGTIO SWAPIKO, LIKPOKPVOTOAAKN
KuTTOPIVN, GUVAO apafocitov, TdAkne. H exikdivyn tov diokiov anoteheiton omd exikaAvy
AemTOD LUEVIOL (TOL TEPLEXEL LovoDdpIKN AakToln (PA. Tapdypapo 2 «To Neoclarityn diokio
mepExel Aaktoln),, vIPopeALOLn, 610&E€1010 TOL TiTaviov, ToAvatBvievoyivkoin 400,
wowokappivio (E132)), dtowyn emikdioyn (Tov nepiéyel vapoueAdodn,
moAvotBuievoylukoin 400), knpd kapvaovPng, Aevko Knpo.

Epg@avion tov Neoclarityn kol mepieyopeva Tng 6V6KELOGIOG

To Neoclarityn 5 mg emtkoAvppévo pe AEmTd UEVIO S10KI0 Eivan avoLyTO UTAE, GTPOYYLAD Kot
avéyAveo pe empunkn ypappota ‘S’ kot ‘P’ otnv pia tAevpd Kot eninedo otnv GAAN.

Ta Neoclarityn 5 mg emtkaAvppéva Pe AETTO LUEVIO S1oKI0 EIVOL CUGKEVAGUEVA GE KOWYELEC GE
ovokevaocieg tov 1, 2, 3, 5,7, 10, 14, 15, 20, 21, 30, 50 1 100 dwokiwv.

Mmnopet va, unv KuKAOQOpoLV OAEG Ol GUGKEVAGIEC.

Karoyog Adsrog Kvkhogopiog ko Ilapackevastig

Kéroyog Adsiog Kukhopopiog:
N.V. Organon

Kloosterstraat 6

5349 AB Oss

OMavdia

IMapackevactg: Organon Heist bv, Industriepark 30, 2220 Heist-op-den-Berg, Béxyto.

["o omoladfmote TANPOPOPic. GYETIK [LE TO TOPOV PAPUAKEVLTIKO TPOIOV, TAPAKOAEITTE VO
amevBuvbeite otov Tomikd avtimpdommo Tov Katdyov tng Adeiog Kvukhopopiag.

Belgié/Belgique/Belgien Lietuva

Organon Belgium Organon Pharma B.V. Lithuania atstovybé
Tél/Tel: 0080066550123 (+32 2 2418100) Tel.: + 370 52041693
dpoc.benelux@organon.com dpoc.lithuania@organon.com

Boarapus Luxembourg/Luxemburg

Opranon (U.A.) b.B. -knon bearapus Organon Belgium

Ten.: +359 2 806 3030 Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.bulgaria@organon.com dpoc.benelux@organon.com

Ceska republika Magyarorszag

Organon Czech Republic s.r.o. Organon Hungary Kift.

Tel.: +420 233 010 300 Tel.: +36 1 766 1963
dpoc.czech@organon.com dpoc.hungary@organon.com

Danmark Malta

Organon Denmark ApS Organon Pharma B.V., Cyprus branch

TIf: + 45 4484 6800 Tel: +356 2277 8116
info.denmark@organon.com dpoc.cyprus@organon.com
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Deutschland
Organon Healthcare GmbH

Tel: 0800 3384 726 (+49 (0) 89 2040022 10)

dpoc.germany@organon.com

Eesti

Organon Pharma B.V. Estonian RO
Tel: +372 66 61 300
dpoc.estonia@organon.com

EXAado
N.V. Organon
TnA: +30-216 6008607

Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Tél: + 33 (0) 157 77 32 00

Hrvatska

Organon Pharma d.o.o.
Tel: + 385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

Island
Vistor hf.
Simi: + 354 535 70 00

Italia

Organon ltalia S.r.l.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvnpog

Organon Pharma B.V., Cyprus branch

TnA: +357 22866730
dpoc.cyprus@organon.com

Nederland

N.V. Organon

Tel.: 00800 66550123

(+32 2 2418100)
dpoc.benelux@organon.com

Norge

Organon Norway AS

TIf: +47 24 14 56 60
info.norway@organon.com

Osterreich

Organon Healthcare GmbH
Tel: +49 (0) 89 2040022 10
dpoc.austria@organon.com

Polska

Organon Polska Sp. z o.0.
Tel.: + 48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.

Tel: +351 21 8705500
geral_pt@organon.com

Romania

Organon Biosciences S.R.L.
Tel: +40 21 527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica
Ljubljana

Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. 0.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com



Latvija United Kingdom (Northern Ireland)

Arvalsts komersanta “Organon Pharma B.V.” Organon Pharma (UK) Limited
parstavnieciba Tel: +44 (0) 208 159 3593
Tel: +371 66968876 medicalinformationuk@organon.com

dpoc.latvia@organon.com

To mapdv eOALo 00N LAV Ypriong avadepOnke yia televtaio popa otigc <{MM/EEEE}>
<{pvog EEEE}.>

Agntopepeic mAnpogopiecyla to Tpoidv avtod givor dabéoieg oto diktvako TOmo Tov Evpomnaikon
Opyaviopov ®opudkev https://www.ema.europa.eu.
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@DvAiro oonYLOV rpions: IIinpoopics Yo Tov a.60gvi)

Neoclarityn 0,5 mg/ml wtocipo draivpo
dechopatadivn

AP aoTe TPOGEKTIKG OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPLV UPYIGETE VU TALPVETE AVTO TO

PappoKo, O10TL TEPLAAUPAVEL GNUAVTIKES TANPOPOPIES Y10 GUG.

- DvraEte avtd To EOARO 0dN YDV Yprions. Towg ypelaotel va to dwfdcete Eava.

- Edv éxete mepartépw amopieg, p@TNOTE TOV Y1OTPO, TOV QUPLAKOTOLO 1] TOV VOGOKOLO GOC.

- H ocvvtaynq yU' ovtd 10 pappoko yopnynonke omokAEIoTIKA Y10 60c. Aev TPETEL VO SDGETE TO
@apupoxo oe GArovs. Mmopel va Tovg mpokaAéoetl PAAPN, axdpa Kot 6tav Ta onpeio g
acBéveldg Tovg eivar id1a pe ta Ok Gog.

- Edv mapotnpfoete KOmolo avemBOUnTN EVEPYELL, EVILEPDGTE TOV YIATPO, TOV QAPUAKOTOL0 1)
TOV VOGOKOUO G0G. ALTO 1oy0et Kot Yo KB mBavy) avemBOunTn evéEpyela IOV OV AVAPEPETOL
GTO TTAPOV GUAAO 0N YLDV ¥pNong. BAéme moapdypogo 4.

T epréyel 1o Tapov UALO 00N YLOV

T eivon To Neoclarityn moécipo didAvpa kot oo tvar 1 gp1on Tov
T mpénet va yvopilete mpv mapete To Neoclarityn mécyo dSidAvpo
[log va ndpete to Neoclarityn mooipo didiopa

[MBavég avemBounteg evépyeteg

[og va puldcoete to Neoclarityn mocipo dtdAivpa

[epieydpeva tng cuoKeLAGING Kot AOITEC TANPOPOPIEG

ogakrwhE

1. T givor To Neoclarityn méoipo didhopa kor wore, gival 1 p1)6n ToV

T givon To Neoclarityn
To Neoclarityn mepiéyel dechopatadivn 1 omoia givol Vo avTUCTOUVIKO.

Mg dpa to Neoclarityn
To Neoclarityn moouo dtdlvpa givar £va ovTIOAAEPYIKO PAPUAKO TO 0010 OEV GOC TPOKOAEL LTV AL
Bon0det tov édeyyo TG aAAEPYIKNG GOC OVTIOPAOTS KOl TOV CUUTTMOUATOV TNG.

ITote 00 Tpémer va ypnoponoreitor To Neoclarityn

To Neoclarityn mooipo dtddlvpo avakoveilel omd To CLUTTOLOTA TOL GYeETICOVTOL UE TV OAAEPYIKY
pwitida (pAeypov Tov pbdvov Tpokaloduevn amd pio aAlepyio, Yo TOPASEIYLLO, TOV «TUPETO EK
YOPTOL» M TNV OAAEPYIO GE OKAPEN TKOVNG) G€ EVIAMKEG, ep1foug Kot Tondid nAkiog 1 £€Tovg Kot dvem.
AT 10, GLUTTOUOTO TEPIAAUPEAVOVY PTAPVIGUE, VT TOV TPEYEL N LOTT| LE KVIOUO, OVPAVICKO L
KVNGUO KOl LATIO PLE KVNOUO TTOL €lval KOKKIVOL 1] VOUpd.

To Neoclarityn Toc10 SIGAVU YPNGIUOTOLEITOL Y10 TV GVAKOVPLIOT TOV GCUUATOUATOV TOL
oyetiCovton ue v kvidwon (pio wébnomn tov déppatog Tpokalovuevn and pic addepyia). Avtd Ta
CLOUTTOUOTO TEPIAAUPAVOLY Kvnoud Kot eEavOnuata.

H avakod@ion avtdv teov countoudtov dtopkel pio oAdkAnpn puépa kot cog fondael 1o va
EavapyloeTe TIg PLOLOAOYIKEG KAONUEPIVEG OPOACTNPLOTNTES GOG KO TOV VIIVO GOG.

2. T apéner va yvopilete Tpv va wapete To Neoclarityn mocipo dvalovpo

Mnyv napete To Neoclarityn téoipo draivpa

- o€ mepintwon aAiepyiog otn decAopatadivn 1 € 0moldNTOTE GALO GO TO CLGTATIKA AVTOV
TOV QOPUAKOV (avaPEPOVTAL GTNV TTOPAypapo 6) 1 6T Aopatadivi.
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IIpogidomou)cels Ko TPOPLAGEELS

AmevBuvbeite otov yatpd, TOV POPHAKOTOL0 1} TOV VOGOKOHO cag TpoTtod tapete to Neoclarityn:
- €AV £YETE KOKT VEQPIKN AglTOLPYIQL.

- eqv €xeTe 1TPIKO N OIKOYEVELNKO 1GTOPIKO EMANTTIKAOV KPIGEMV.

Hawora ko £pnpor
Mn divete avtod T0 PAPHOKO GE TodLd NAKiaG KaTo Tov 1 £Tovg.

Al pappoxa ko Neoclarityn

Agv vrapyovv yvootég arrniemdpaoelc tov Neoclarityn pe dAia papuoia.

Evnpepaoote tov yuotpd 1 Tov papuokomold oag eqv taipvete, ExeTe mpdceata TapeL 1| UTopel va
népete GAAa @apLLoKa.

To Neoclarityn técipo S1divpa pe TPOPES, TOTA KOl OIVOTVELHOTA O
To Neoclarityn pmopei va Aappdvetor pe 1 xopig tpoen.
No giote mpooektikoi 6tav AauPdvere to Neoclarityn pali pe owvoémvevua.

Kinon, Onkaopoc ko yovipdtnra

Edv eicBe éyxvog 1) Onhalete, vouilete 0T pmopel va gloBe £ykvog 1 oxedialete vo amokTnoeTe TOLdH,
{ntote 1 GLUPBOVAT TOL YIATPOV 1] TOV PAUPOKOTOLOD GOG TPOTOL TAPETE AVTO TO PAPLLUKO.

H AMyn tov Neoclarityn mooyo didivpa dgv cuvictdrot ebv giote £ykvog 1| Onialete pwpo.

Agv vdpyovv d100Ec1o SEGOUEV GYETIKA LE TN YOVILOTITO TV OVOPOV/YUVUIK®V.

Oonynon ko yEPIGROS PNy avnRdTOV

211 GLVICTMOUEVT 8OGT, QLTO TO PAPLOKO OEV UVOUEVETOL VL EXNPEACEL TNV IKAVOTNTA GOG VL
odnyeite M va xepileote unyavhpata. [ap’ 6Ao mov o1 tepiocdTEpOL AvOpmTOL dev VidBovv vvnia,
GUVIGTATOL VO LUT] GUUUETEYETE GE OPUCTNPLOTNTES TOV OTALTOVV TVEVLOTIKY EYPNYOPOT], OTMG 1

001 YNGN OYNUATOG 1] O YEPIOUOG UNYAVILATOV, HEXPL VO GLYOVPEVTELTE Y10 TV ONOKPIGT GOG GTO
QOPUOKEVTIKO TPOIOV.

To Neoclarityn mocipo drarvpa nepiéyer copprroin (E420)
AvT106 10 PuppRaKeEVTIKO TPoidV TepiEyet 150 mg copPrroing (E420) e kdbe ml méo1pov SoAdpaTOG.

Edv o yiatpog cag cag €xet met 0t eogic (1] 10 Toudi oag) £xete dvoavesio, 6€ OPIGUEVO GAKYOPA 1 EAV
éxete dyvootel pe KAnpovouikn dvcavetio ot epovktdln (HFI), pa ondvia yevetikn dtotapoyn
oTNV 0moin £VaL ATOWO deV UTOpPEL VoL 10670 T @POLKTOLY, WANGTE UE TO YITPO GOG TPV £6EI () TO
nodl cog) Tapete | AGPETE AVTO TO PAPUOKO.

To Neoclarityn mocipo didAvpo tepiéyel GopPLoAn. Av o yraTpdg Goc, Gag EYEL TEL OTL EXETE
dvocavetia o€ KATOW0 GAKYOPA, ETKOIVOVIGTE UE TOV YIUTPO GOG TPV AAPETE TO CLYKEKPIUEVO
QAPLLOKO.

To Neoclarityn wéoyo didhopa nepiéyel apomvievoylvkoin (E1520)
A1 10 PuppraKeVTIKO TPoidv TtepiEyetl 100,19 mg npomvievoyilvkoing (E1520) og kabs ml wdécyon
oA UaTOG.

To Neoclarityn wéoyo sidiopa mepiéyst vaTplo

AvT06 T0 POPUAKEVTIKO TPOTOV TTEPLEKEL AlYOTEPO atd 1 Mmol vatpiov (23 mg) avd ddomn, eivor avtod
nov ovopalovpe «ehevBepo vaTpiovy.

To Neoclarityn wéoyo didhopa mepréyet pevivirk) adlkoorn

Av106 10 PapuakeLTIKO TPO1dV TTepLEyel 0,375 mg PevivAikng aAkoOAng o€ kKabe ml oGO

StoAdpLOTOG,

H Bevluhkn aikoddn umopei va TpoKaiesel OAAEPYIKEG AVTIOPACELC.
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Agv TpEMEL VOL YPNCILOTTOLEITOL Y10 TEPIOCOTEPO Ao pia efdopdda oe Hkpd Tadtd (MAKiog KAt TV
3 €T(V), EKTOG €AV £TG1 G0G GUUPBOVAEDGEL O Y1ATPOG 1] O POPHAKOTOLOG GOG.

Yvppovievteite ToV YIOTpd 1) TOV POPLOKOTOLY GG EAV EYETE NIATIKY 1] VEPPIKN VOGO. AVTO d10TL
peydieg mocotnteg PeviLAKTG aAkoOANG UTOPEL VO GYNUATIGTOVY GTO GO GOG Kot UTOPEl va
TPOKAAEGOVV aveTIBOUNTES EVEPYELEC (YVOOTEG G «UeTAPOAIKT 0&€wany).

Yvppovievteite Tov yoTpd 1| TOV GOPUAKOTOLd Gag eV glote £ykvog 1| OnAdlete. Avto amPaiieton
1011 peydreg ToooTNTEG PEVILAIKNG 0AKOOANG LTOPOVY VO GLGCMPEVTOVV GTO GCMOWO GOG KO UTOPET
V0. TPOKOAEGOVV aVETIOOUNTEG EVEPYEIEG (YVMOTEG MG CUETOPOMKT 0EEMGT)»).

3. Iog va wapete To Neoclarityn méoipo didgiopa

[Tédvtote va maipvete T0 PAPLAKO ALTO AVGTNPE GOUPMOVE, LLE TIG 0OTYIES TOL YITPOV 1 TOV
Qoppakonolod cag. Eav éxete appiforieg, potioTe TOV Y1ITPO 1 TOV QAPUOKOTO0 GOG.

Xpijon o€ TaoLd
Houdd nAiciog 1 éwc 5 etdv:
H ocvvietduevn d6on eivan 2,5 ml (V2 kovtaiid tov 5 ml) mocipo didlopa pio @opd tnv nuépa.

Moud nAikiog 6 £wg 11 etmv:
H ocvvietdpevn do6on eivan 5 ml (pio kovtaAld tov 5 ml) mécio didlopa pio @opd Ty nuépa.

Xpnon o€ evijlikeg Kot eprfovg nikiog 12 eTOV koL Gve
H ocvvietdpevn d6on eivar 10 ml (dvo kovtariég tv 5 ml) oo didhvua pio popd TNV NuépP.

Ye TepInToT OV Pt SOGOUETPIKT GUPLYYA Yo XOPTYNOT Od GTOUATOG TAPEXETOL LLE TN PLAAT TOV
OGOV SHADUOTOC, LTOPEITE VAL T YPNCUYLOTOCETE EVOAAUKTIKG Y10l VO TAPETE TNV KATUAANAN
TOGOTNTO TOGLUOV OLUADUATOG,

AvT6 TO PAppaKo TPoopileTal yio xpromn and GTOUTOG.

Kotomieite t 8601 100 TOGUOV SOADUOTOC Kot PETA Tieite Alyo vepd. Mmopeite va mapete owtod T0
(QAPHOKO HE M YWPIS TPOPT.

Avogopikd e tn didpketa tng Oepameiog, o yaTpog oag O kabopicel Tov TOTO TG AAAEPYIKNG
pwitidag amod tnv onoia mhoyete Kot Ba Kabopicel yio tdécov kapd Ba Tpémel va Taipvete 10
Neoclarityn toécio Stdivpa.

Edv n oAdepyikn cog pvitida eivor dtaAeimovoa, (Tapovsio TV GCUUTTOUATOV Yo AYOTEPO Ao
4 nuépec avd efdopdda N Yo Atydtepo amod 4 gfdopadec), o Yiotpog oag 0o cag cueTHOEL Eval
npoypoppa Oepaneiog wov Oa e&aptdton omd TV a&loAdYNGT TOL 1IGTOPIKOV TNG VOGOU GOG.
Edv n oAkepyikn cog pvitida givol EXEVOVGO, (TOPOVGIN TOV CUUTTOUATOV Yio. 4 NUEPES N
neplocOTEPES ava efdopnada Yo TeplocdTEPO o 4 BS0UADES), O YIOTPOC GOC UTOPEL VO GOG
OLOTNOEL pia 7o paKpoypovia Bepameia.

INo mv kvidwon, N didpkelo, TG Oepomeiog umopei va ivar petafAnt) and acbevn oe acbevn kot
ouvenmg Ba Tpémet va axoAovbeite Tig 0dMyieg TOL YUTPOL GOG.

Edv wapete peyorvtepn 06on Neoclarityn woéoipo draiopa amd Ty Kavovikng

[Tapte to Neoclarityn mocipo didAvpa poévo 0nmg cag £xel cuvtayoypagndei. Aev avauévovtol
cofapd TpofAnuata pe v Kotd Aabog vrepdocoroyia. [Tap’ dAa avtd, edv ndpete TeEPlocdHTEPO
Neoclarityn mocip0 StdAvpa omd avtd TOL GOC £XOVV CLGTHOEL, EVIUEPMDOTE UIEGMS TOV YIATPO, TOV
QOPUOKOTOLO 1) TOV VOGOKOUO GO,
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Eav Egyaoete vo napete To Neoclarityn wéoyo didiopa

Edv Eeybdioete va mapete ) 000N GaG GTO YPOVO TOV TPEREL, VAL TNV TEPETE OGO TO SLVATOV TLO
GUVTOLO KOl UETA VO EMAVELDETE GTO KOVOVIKO 00COA0YIKO oag oxnua. Mnv mtapete SimAn 6601 Yo va
AVATANPAOGCETE T 000T oV EeYhoarte.

Eav etapatiocste va moipvete to Neoclarityn méoipo didgiopa
Edv éxete meplocdtepeg pmTNGELG GYETIKA LLE T YPTOT) OVTOV TOV PAPUAKOV, POTNGTE TOV Y1ATPO,
TOV (POPLOKOTOLO 1| TOV VOGOKOUO GO,

4. MBavéc avemBOuNTES EVEPYELEG

Onwg 6Aa To pAPLLOKOL, £TCL KOL 0VTO TO PAPUOKO UTOPEL VO TPOKAAEGEL AVETIOVUNTEG EVEPYELEG OV
Kot 6gv Tapovctalovial 6 OAOVG TOVG AvOpMOTOLG.

Katd t didpkera g kukAogopiag tov Neoclarityn, tepuntdoeic cofapdv alhepylkdv oviidpaoemy
(dvokoiia 6TV avamvon, GUPLYHOG, kKvnopoc, eEavinuata Kot TpREo) Exovy avoeepbel ToAD
onavia. Eqv mopatnproete omoladnmote omd avtés 11 oPapég avemBOUNTEG EVEPYEIEG, CTAATIOTE
Vo ToipVETE TO APLROKO Kot {NTioTe ENelyouca 1Tplk) GLUPBOVAT, OUECMG.

Y& KMVIKEG PLEAETEG GTOL IO TTOAAN TTOOLYL KOl GTOVG EVIAIKEG, Ol AvemBOUNTEG EVEPYELES [UE
Neoclarityn ntav mepimov ot idieg Onmg pe Eva gikoviko dtdAvpa 1 dtokio. [ap’ dho avtd, cuyvég
VeV UNTEG EVEPYELEC GE TOLOLA LUKPOTEPO TV 2 ETOV \TAV O1APPOLQ, TUPETOC KOl abmvia, EVD G
EVAAIKEG avaEPONKaV 10 GUYVA amd OTL Pe Eva EIKOVIKO 010Ki0 KOG, ENpocTopio Kot
TOVOKEPUAOC.

e kKhMviké peiéteg ue Neoclarityn, ot mapaxdto avemBounteg evépyeieg avapépdnkay mg:

Yuyvég: ot akolovbec pmopovv va ennpedoovy éog 1 ota 10 dropa

. KOO

. Enpootopia
. TOVOKEPOAOG
Hoidé

Yuyvég og ToudLd PIKPOTEPA TV 2 ETMV: 01 aKOAovOeg pPmopovv va ennpedcovy £o¢ 1 ota 10 Todd
. ddppota

. TVPETOG

. abnvia

Katd t didpketa e kukAogopiag tov Neoclarityn, ot mapaxdte avembounteg evépyeieg
avapépnkay og:

Eviniikec
[ToAv omdviec: o1 akdrovbeg propet va ennpedoovy £og 1 ota 10.000 dtopa

. coPapéc aAAEPYIKEC AVTIOPAGELS

. e€avinua

. duVoTOG 1 VO UOAOG KOPAOKOC TOAUOS
. YPYOPOS KOPAIKOS TOUAUOS
. GTOUOYIKOC TOVOG

° aicOnua adrabeciog (voutior)
. éUeTog

. CTOLLOYIKES SaTapayég
. ddppola

. Can

. vIvnAia

. oviKovoTNTe VITVOL
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LUTKOC TOVOG

yevdaichnoeig

EMMNTTIKES KPIOELS

avnovyio pe avénuévn COUATIKY Kiviion

NROTIKN QAEYHOVN

UM QLGTOAOYIKEG SOKILOGIEC NTATIKNG AEITOVPYIOG

Mn yvooTég: 1 cuxvoTnTa gV pmopel va ekTiun el amd ta dStbéoiua dedopéva

. acvvifietn advvopio
. KITPIVIGHO TOL SEPLOTOG KAUT] TOV HOTIOV
. avEnpévn voucncio Tov SEPLATOG GTOV NAL0, OKOLLOL KOl GTIV TTEPITTOOT AVINALAS, KOl 6TV

VIEPIDON OKTIVOPOALN, OIS Y10. TOPASELYILOL GTNV VIEPIDAN OKTIVOBOALD GUGKEVNC TEXVITOV
powpicparog (solarium)

oAAoyn 6TOV TPOTO TTOV YTLTAEL 1 KOPSIHL

UM GLGIOAOYIKT] GLUTEPIPOPA

embetikdmTo

avénon Bapovg, avgnpévn 6pedn
kotabMmTikn o1dbeon

EnpoeOoipio

Houdd

Mn yvootég: 1 cuxvotnta dev pumopel va exktipn el and ta dtbéotipa dedopéva
0pYOC KopOLOKOG TOALOG

oAAoyn 6TOV TPOTO TTOV YTLTAEL 1 KOPSIHL

1N GLGIOAOYIKT] GLUTEPIPOPA

embetikdmrTo

Ava@opd avemOounTOV EvePYELOV

Edv mopoatmpnoete Kamowo avemBOun evEpyeLa, EVILEPDOTE TOV YLOTPO, TOV QAPUAKOTOL0 ) TOV
VOGOKOUO GaG. AVt 1oYOEL KOt Yo K6Oe TOav| avemBounTn eVEPYELD TOL SEV AVOPEPETAL GTO TAPOY
@OALO 0OMYIDV Yprione. Mropeite emiong vo avaeépete avemBounteg evépyeteg anevbeiog, HEow To
€0vikob cLGTNHATOG OVaPOPAS TToL avaypdpeTol oto [lapaptnua V. Mécwm g avapopdic
AVETBOUNTOV EVEPYEIDV UTOPEITE Vo fonONceTE 6T GLALOYN TEPIGGOTEPMY TANPOPOPLDYV GYETIKA LIE
TNV 0CQUAELN TOV TOPOVTOG PUPUAKOL.

5. Haog ve gvrdscete To Neoclarityn wéowpo dvaropa

To @apuako owtd TPETEL Vo PLAACGETOL GE UEPT) TOV OEV TO PAETOVY KaL 0V TO POAVOLY TO. TOUdLA.

No pn xpnoponoteite avTod T0 PAPLOKO LETE TNV NEepounvia AENG TOL avVOQEPETOL OTN LAAT LETA
™ AHZEH. H nuepopnvia Aqéng ivon 1 televtaio nuépa Tov Piva Tov avopépeTol eKEl.

Mnyv kotoyoyete. DUAACCETE GTNV OPYIKT] GUCGKELOGIL.

No un gpMolonoleite ovtd T0 PAPILOKO EAV TOPATNPTOETE OTOLONTOTE OAANYT) GTNV ELPAVIGT) TOV
TOGUYLOV SLOAVOTOG,

Mnyv metdte QAapLOKO 6TO VEPH TNE OmOYETEVONG 1 6T 6KOLTIdW. PoTtnote Tov papuokomold cag yio

TO TMOG VO TETAEETE TO PAPLLOKO TTOV OgV YpNollomoteite mo. Avtd to pétpa o fonbncovv oy
TpoocTacic Tov mepPdAlovtog.
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6. Iepreydpeva TNG GVOKELUGTUG KOL AOUTEG TANPOPOPIES
T egpréyer To Neoclarityn wooipo drdivpa

- H Spaotikn oveia givar dechopatadivy 0,5 mg/ml

- Ta dAAo GVGTATIKAE TOV TOGOV SlaAdpOTOC Eivar copPiton (E420), mpomvievoylvkdin
(E1520) (BA. mapdypago 2 "To ndéciuo didhvpa Aerius mepi€yetl copPiroin (E420) ko
npomvievoylukoin (E1520)"), covkparoln (E955), vepopehdln 2910, d1wdpikod Kitpikd
VATP10, UGIKO Kot TEYVNTO PEATIOTIKO YELONG (TOLYYAOPOVGKO TOV TEPIEXEL TPOTVAEVOYAVKOAN
(E1520) xou Bevlohikn akicooin (BA. mapdypapo 2 "To mdécyo didhvpa Aerius meplEyet
Bevluikn aiikooAn")), avodpo KITptkd o0&V, aluAevodapvoTETPaoEIKd VATPLO Kot
kexaBappévo HOWP.

Epg@évion tov Neoclarityn woéoipo srdivpo Kot TepleyOPeva TS CUGKEVAGILOG
To Neoclarityn mocipo didAvpa eivar Eva Stawy£Eg, Axpopo StEAvVUA.

To Neoclarityn mooipo dilopa dwotiBetan o idieg twv 30, 50, 60, 100, 120, 150, 225 kot 300 ml, pe
évo, TOWOL IOV dev avoiyetan and ta Todid. o OAeg TIC cvokevasiss, EKTOC amd T ELaAN Twv 150 ml,
TOPEYETAL £V BOGOUETPIKO KOVTAAL, LE YPOUUES IOV Elvat EVOEIKTIKEG TV 60cewv 2,5 ml kau 5 ml.
I"o ™ cvokevaoio tov 150 ml, Tapéyetor Eva S0GOUETPIKO KOVTHAL 1] Lio SOGOUETPIKT] GLPTYYH Y1o!
YopNynom amd GTOUATOG, HE YPOUUUES TOV Eival EVOEIKTIKEG TV dOcemv 2,5 ml kot 5 ml.

Mmropei va, unv KoKA0QOPOoLY OAEG Ol CUGKEVAGIEC.

Karoyog Adsrog Kvkhogopiog ko Ilapackevastig
Kdroyog Adestag Kukhopopiag:

N.V. Organon

Kloosterstraat 6

5349 AB Oss

The Netherlands

IMapackevaotig: Organon Heist by, Industriepark 30, 2220 Heist-op-den-Berg, Béiyto.

INo omoladnmote TANPOPOPin, GYETIKG LE TO TAPOV PAPUAKO, TapaKOAEioTE Vo amevbuvbeite otov
TomIKO avtimpdowno Tov Katodyov tng Adetog Kuhopopiog.

Belgié/Belgique/Belgien Lietuva

Organon Belgium Organon Pharma B.V. Lithuania atstovybé
Tél/Tel: 0080066550123 (+32 2 2418100) Tel.: + 370 52041693
dpoc.benelux@organon.com dpoc.lithuania@organon.com

Boarapus Luxembourg/Luxemburg

Opranon (1.A.) b.B. -knon benrapus Organon Belgium

Ten.: +359 2 806 3030 Tél/Tel: 0080066550123 (+32 2 2418100)
dpoc.bulgaria@organon.com dpoc.benelux@organon.com

Ceska republika Magyarorszag

Organon Czech Republic s.r.o. Organon Hungary Kift.

Tel.: +420 233 010 300 Tel.: +36 1 766 1963
dpoc.czech@organon.com dpoc.hungary@organon.com

Danmark Malta

Organon Denmark ApS Organon Pharma B.V., Cyprus branch

TIf: + 45 4484 6800 Tel: +356 2277 8116
info.denmark@organon.com dpoc.cyprus@organon.com
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Deutschland

Organon Healthcare GmbH

Tel: 0800 3384 726 (+49 (0) 89 2040022 10)
dpoc.germany@organon.com

Eesti

Organon Pharma B.V. Estonian RO
Tel: +372 66 61 300
dpoc.estonia@organon.com

EXAado
N.V. Organon
TnA: +30-216 6008607

Espafia

Organon Salud, S.L.

Tel: +34 91591 12 79
organon_info@organon.com

France
Organon France
Teél: + 33 (0) 157 77 32 00

Hrvatska

Organon Pharma d.o.0.
Tel: + 385 1 638 4530
dpoc.croatia@organon.com

Ireland

Organon Pharma (Ireland) Limited
Tel: +353 15828260
medinfo.ROI@organon.com

island
Vistor hf.
Simi: + 354 535 7000

Italia

Organon ltalia S.r.I.

Tel: +39 06 90259059
dpoc.italy@organon.com

Kvmpog

Organon Pharma B.V., Cyprus branch
TnA: +357 22866730
dpoc.cyprus@organon.com

Nederland

N.V. Organon

Tel.: 00800 66550123

(+32 2 2418100)
dpoc.benelux@organon.com

Norge

Organon Norway AS

TIf: +47 24 14 56 60
info.norway@organon.com

Osterreich

Organon Healthcare GmbH
Tel: +49 (0) 89 2040022 10
dpoc.austria@organon.com

Polska

Organon Polska Sp. z o.0.
Tel.: + 48 22 105 50 01
organonpolska@organon.com

Portugal

Organon Portugal, Sociedade Unipessoal Lda.
Tel: +351 21 8705500
geral_pt@organon.com

Romania

Organon Biosciences S.R.L.
Tel: +40 21527 29 90
dpoc.romania@organon.com

Slovenija

Organon Pharma B.V., Oss, podruznica
Ljubljana

Tel: +386 1 300 10 80
dpoc.slovenia@organon.com

Slovenska republika
Organon Slovakias. r. 0.
Tel: +421 2 44 88 98 88
dpoc.slovakia@organon.com

Suomi/Finland

Organon Finland Oy

Puh/Tel: +358 (0) 29 170 3520
dpoc.finland@organon.com

Sverige

Organon Sweden AB

Tel: +46 8 502 597 00
dpoc.sweden@organon.com



Latvija United Kingdom (Northern Ireland)

Arvalsts komersanta “Organon Pharma B.V.” Organon Pharma (UK) Limited
parstavnieciba Tel: +44 (0) 208 159 3593
Tel: +371 66968876 medicalinformationuk@organon.com

dpoc.latvia@organon.com
To mapdv eOALo 00N LAV Ypriong avadepOnke yia televtaio popa otigc <{MM/EEEE}>
<{pvog EEEE}.>

Agnropepeic TAnpoeopieg yio 1o papproKo avtd givarl dtabéoiues 61o diktvakd Tomo Tov Evpmmaikod
Opyavicpov @apudakmv https://www.ema.europa.eu.
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