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MEPIAHYH TON XAPAKTHPIEZTIKOQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Cymbalta 30 mg oxAnpd yootpoavOekTikd Koy aKio
Cymbalta 60 mg oxAnpd yoaotpoavOekTikd KoyaKio

2. IOIOTIKH KAI MOXOTIKH XYNOEXH

Cymbalta 30 mg
Kd&Be kaydiro mepiéyet 30 mg vrovio&etivn (oG vOpoyAmpikn).

Exooyo(o) ue yvawari dpdon:
Kd&Be koydicio evoéyeton va mepiéyet £og 56 mg caxyapoln.

Cymbalta 60 mg
Ka0e kaydixio mepiéyel 60 mg vrovAoEetivn (g VOPOYA®PIKY)).

Exooyo(a) ue yvworn dpdon:
Ka0e kaydiio evoéyetal va mepiéyetl éog 111 mg caxyopdln.

IMa tov TAnpn katdloyo TV ekdOYw@V, PA. Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
2KAnpo YooTpoavOEKTIKO KAWAKLO.
Cymbalta 30 mg

Adlopavég Aevkoh YpOUOTOC COUO, HE TUVTOMEVO TO «30 m@» Kol adlQPOVEG LTAE YPDOUOTOC
KAAVULO, LE TOTOUEVO TO «9543».

Cymbalta 60 mg
Ad10pavEC TPAGIVOL YPOUOTOG GO0, HE TUTOUEVO TO «60 ME» Kol 0dIUPOVEG UITAE YPDUOTOC
KAAVULO, LE TOTOUEVO TO «9542%.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpomevTiKég EVOEitelg

INao ™ Oepaneio ¢ peilovog kKataOMmTTIKNG daTapOyNS.
INo ™ Beponeio Tov draPfnTikod TEPLPEPTKOD VELPOTAONTIKOD GAYOVC.
INo ™ Bepaneio TG YeEVIKELUEVTG QLYY DOOVG dUTAPUYNS.

To Cymbalta evdeikvotat yio ypfion oe EVAAIKEC.
[N nepiocdtepeg mAnpogopieg PA. mapdypopo 5.1.

4.2  Aocolroyio Kol TpOTOC YopyNoNG

Aocoloyia

Meilova karablimtixy dioTapoyn

H docoloyia évapéng kabmg Kot 1 cuvieTdpevn docoroyia cuvtipnong eivar 60 mg arnaé nuepnoiog,
He N xopic T AMym tpoens. Aocoroyieg ave tov 60 mg dmaé nuepnoing, £mg TV avaTtepT 600 TOV
120 mg v nuépa, Exovv peAetnBel avapopikd Le TV AGPAAELD, OTIC KMVIKEC peAéTes. Evtovtolg,
dEV LIAPYOVY KAWVIKEG eVOEiEelg OTL, 0o0EVEIC TOV dEV OVTOTOKPIVOVTOL GTNV OPYIKT) GUVIGTMOLEVN
o001, uropel va @@eAnfovv and v avénon tng docoroyiog.
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2uvnBwc, 1 BeEPAmELTIKY] OVTATOKPIoT TapoTNPEiTOL LETH Ao TNV TAP0do 2-4 efdouddwv aywync.

Metd v maryioon g avTIKOTAOATTIKNG ovTomdKpIonG, GUGTNVETOL 1] GLVEYIOT) TG Bepameiog yio
OPKETOVG UNVEG, DGTE VO ATTOPEVYETAL 1] ELPAVICT VIOTPOTNG. XTOVG aoBEVEIG TOV avTATOKPIvOVTOL
ot Bepoamneia pe viovAo&etivn Kot £xovv 16T0p1ko emavalappavopevov enelcodinv peilovog
KaTdOMymc, Tepartépm pakpoypovia Bepameia pe 06celg amd 60 éwmg 120 mg/muepnoing Tpénet va
e€etaleral.

Tevikevuévny oyyardng drazapoyn

H ocvvietdpevn docoloyia Evapéng yia Toug acheveig pe yevikevpévn ayymon dtatapoyn givar 30 mg
amoé nuepnoing pe N yopic ™ AN TPoenNc. LTovg acheveic Ue Un IKAVOTOMTIKY OVTOTOKPLoT, 1
d0om OBa mpémel va ovénbei ota 60 mg, 1 omoia ival 1 cuvNONG cuvicTONEVT SocOAOYIN GUVTIPNONG
OTOVG TEPIOCOTEPOVS obeVeis.

Y1ov¢ acbeveig e cuvumdpyovoa peilovo KaTabAMTTIKY dlatapoyn, | 00GoAoYia Evapéng kot
ovvtnpnong ivan 60 mg arag nuepnoing (rapaxareicbe va deite emiong T cvuvicTdEVN d0GOAOYIN
VOTEP®).

Adoeig €mg kot 120 mg nuepnoing £xovv amoderybel amoteAeoHOTIES KOl EYOVV LEAETNOEL avaQOPIKA
LE TNV aoPareL, 0TS KAMVIKES peAéTec. [l Tovg aoBeveig ymplc tKavomonTikny avTomdKplon ot

60 mg, Oa npémel va e€etdletal avénon g do6omng ota 90 mg 1 120 mg. Ot doG0A0YIKES
avampocopproyEg Ba mpémel va Pacifovtal 6Ty KAVIKN 0vTOTOKPIoT KOl OVEKTIKOTNTO TOV aoBeEVOUG.

Metd v maryion g avtamdkplons, GLOTHVETAL Vo, cuveyiletal n Oepameia yio opkeTOVC UAVEG,
MOOTE VO ATOPEVYETOL 1] LITOTPOTTH.

Arofintiro meplpepio vevporadntixo alyog

H docoloyia évapéng Kot 1 cuvictdpevn docoroyio cuvtipnong eival 60 mg v nuépa, pe N xopic
™ Mym Tpoens. Aocoroyieg ave tov 60 mg draé nuepnoing, £mg tn péylotn 66omn tov 120 mg v
NuUéPa, xopnyovuevn dtopepévn o ioeg dOGELS, £xouv peAetnBel avaEopIKa LE TV OCOAAELN, GE
KAMvikéc peréteg. Ot GUYKEVTPMOELS TNG VTOLAOEETIVIG 6T0 TAAGILA EREAVICOVY GNUOVTIKNY
petafintoémra petald Tov atouwv (Préne mapdypago 5.2). Erouévmg, puepikoi acbeveig, ot onoiot
dgv avtamokpivoviol emopkdc ota 60 mg v Nuépa, givatl SuvaTov va ®EeANBovV amd pio vynAdTepn
doom.

H avtomdékpion ot Oepancia Oa mpémel va a&lodoyeiton petd amd v ndpodo 2 unvav. e aobeveig
LLE QVETIOPKT] OPYIKT AVTOTOKPLoN, eMTPOSHeTN BEPUMEVTIKY OVTOTOKPIOT HETA OO QVTO TO YPOVIKO
onueio, givat amiBav.

To Bepanevtikd 6@elog Bo TPETEL VO EXAVEKTIUATOL GE TAKTIKG YPOVIKE S10GTHLOTO (TOVAGYIOTOV
Kk@0e 3 unveg) (PA. mopdypapo 5.1).

Eidixoi wAnBoouol

Himaiwuévor

Agv cuVIOTATOL SOGOAOYIKT TPOGUPLOYT| GE NMKIOUEVOVG AGBEVEIS e LOVO KPLITIPLO TNV MALKIO TOVG.
Evtovtolg, 60mmg Kol e 0mol0dnToTE PAPLLOKO, OTOLTEITAL TPOCOYT KOTA TN BepomevTiKn
OVTILETOTIOT TOV NAKIOUEVOV 0c0evav, Witepa pe Cymbalta oto 120 mg nuepnoiong yio ™
petlova KatabMmtikn draTopoyn 1 T YEVIKELUEVN aryX DN dtatapoyy], apov To KAvikd dedopéva
elvar meplopiopéva (BA. mopaypdeovg 4.4 kar 5.2).

Hroztikn dvolertovpyio,
To Cymbalta dev npémel va yopnyeitan o€ acbeveig e nroTikd vOoTLo TOL 001 YEL GE NTOTIKN
dvoiettovpyia (BA. mapaypdeovg 4.3 kot 5.2).



Neppixn ovalertovpyio,

Agv amoiteitor S000A0YIKT TpomOTOiNo™ Yo acbeveic e Ao £0¢ LETPLO VEQPIKT| SusAELTOVPYia
(kaBapon kpeatvivng 30 £wg 80 ml/min). To Cymbalta dev npémnel va yopnyeitoan og acbeveig pe
cofapn veppikn dvoreitovpyia (kdBapon kpeatvivng < 30 ml/min, BA. Tapdypao 4.3).

THoudrazpiroc ninBoouog

H vtovio&etivn dev pémetl va yopnyeiton o madld kot eprfoug, nAikiag K4Tm tv 18 etdv, yio
Oepameio ¢ peilovog katablmtikng datapoyng, AGY® TPOPANUOTICUMY CYETIKG LE TNV OCPAAELL
Kot TV omoteleopatikoTTa (BA. Tapaypdeovg 4.4, 4.8 kot 5.1).

H acpdlelo kot amotedecpatikdra g viovioletiving yio T Bepameio Tng YEVIKEDUEVNC Oy XDOOVG
drotapayng o€ modtaTpikong aobeveic, nhikiag 7—17 etmv, dgv Exovv tekunplobel. Tpéyovta
Swbéopa dedopéva meprypdpovral otig Tapaypdeovg 4.8, 5.1 ko 5.2.

H acpdeio kot 1 amoTeAeGLOTIKOTNTO TG VTOLAOEETIVIG Yia TN Ogpameia Tov dtafnTikod
TEPLPEPIKOV VEVPOTTOONTIKOD TTOVOV dev Exel pedetnOel. Aev vapyovv drobéoiua dedouéva.

Moxonn ¢ Oepomeiog

H amotoun drokom g aywyng mpénet va amogedyetal. Otav dtokdntetal n aywyn tov Cymbalta, 1
500M TPEMEL VO, LELDVETOL GTASIAKA Y10 YPOVIKT TEPI0O0 TOVAAYIOTOV Hiag £0¢ dV0 eRdopddwy, yio ™
peimon Tov Kvdhvov eppdvions avidpdcemv andcvpong (BA. Ttapaypdeovg 4.4 ko 4.8). Edv
EULPAVIGOOVV UN-OVEKTH GUUTTOUATO, LLE TN UelmON TS SO0MG 1 UE TN S10KOTH TG AY®YNGS, TO
EVOEYOLEVO EMAVAYOPNYNONG TNG 000MG TTpo NG dtakomng Ba mpénet va eEgtdletat. ZTn GLUVEXELD O
1TpOG umopel va cuveyioet TNV eAdtTmon TG d0omg pe TAEov oTadtako puoiud.

Tpoémog yopnynong
IMa and otopaTog ypron.

4.3 Avtevoegigelg

YnepevoicOnoio 6tn dpacTiKi 0vGia 1] 6 0TOL0INTOTE amd T EKOOY TOV AVUPEPOVTUL GTNV
mopdypoeo 6.1.

H tovtoypovn yopniynon tov Cymbalta pe pun eKAEKTIKOVG, |1 AVOGTPEYILOVG OVOGTOAEIS TNG
povoapvooeddong (MAOIs) avievdeikvotal (BA. Tapdypago 4.5).

Hratikd voonua mov odnyet e nratikn dusiettovpyia (BA. mapdypagpo 5.2).

To Cymbalta dev mpémel va, ypncLLoTolEital 6€ GUVIVAGUO (e TN ProvPoauivn, T cumpoerolaciv 1
v gvo&aoivn (dnradn 1oyvpodg avactolreic Tov CYP1A2), apod 1 cuyyopnynon empépel avénon
TOV GUYKEVIPDOGEWDV TNG VIOLAOEETIVIG 0T0 TAGoua (BA. [Tapdypagpo 4.5).

YoBapn veppikn dvciertovpyio (kdBapon kpeatvivig < 30 ml/min) (BA. Tapdypago 4.4).

H évapén aywyng ue Cymbalta avtevdsikvoton o ac0eveig pe un ereyyouevn vaéptacn dtotL umopel
va ekBéael Toug aobeveic o€ evdgyOEVO Kivovvo vteptacikig Kpiong (BA. Tapaypdpovg 4.4 kot 4.8)

4.4 E101kég TPOEIOOTOUM|GELS KU TPOPVAAEELS KATA T Y P1]ON
Mawvia kou oraouol

To Cymbalta 8o mpénet va yopnyeiton pe Tpocoyr| o€ acheveig pe 10Toptkd paviag 1 pe dSdyvaoon
SMOMKNG SLTOPOYNG KOUT CTOCUDV.



Modpioon

H podpiaon €xel cuoyetiobel e ™ yopnynon e VIOLAOEETIVIG, ETOUEVMG, AMOLTEITAL TPOGOYT KATA
N cuvtayoypapnon tov Cymbalta og acOeveic pe avénuévn evooebdia ticon 1 og acbeveic pe
Kivouvo va eppavicovy 0&0 YAahkouo KAEIGTNG YOViog.

Aptnproxy wieon kai kapoLoxog prOuog

H vtovAoéetivn €yel ouoyetiobel pe pio adénon g apTnplokng mieons Kot te KAVIKG OMUOVTIKY
VIEPTOOT], O HEPIKOVG acbeveic. AvTtd evoéyeTol va oPeileTal TN vopadpevepyIKn dpdon g
vrovro&etivng. Ilepurtdoelc veptacikng kpiong Exovv avapeplel pe tn viovioetivn, edwkd o
acBeveic pe mpovmapyovca véptaot. Etol, og acheveic pe yvootn vréptaocn Kavn dAlo kopdiokd
VOO LLOL, GLUVIGTATOAL 1] TOPAKOAOVONGT] TNG APTNPLOKTG TEONS, EIOIKA KOTA TOV TPATO UV TNG
ayoyns. H viovAo&etivn Oa mpénet va, yopnyeital pe mpocoy o€ aobeveis TV 0moimv ol KOTUGTAGELS
EVOEYETUL VAL EMITAEKOVTOL ard pio avénom Tov kapdtokod puBpos i g aptnplokng mieong. Ilpocoyn
amoteitot eniong 6Tav 1 VIOLAOEETIV YOPTNYEITAL [LE PAPUAKEVTIKA TPOIOVTO TTOV EVOEYETOL VAL
emnpedoovy 1o petaforoud g (PA. mapdypao 4.5). Meioon ¢ 8601 1 6Tad0KN SIOKOTTN TNG
Oepanciog Oo mpémel va e€etaletaon o€ ekeivovg Tovg acheveic mov mapatnpeital TapaTeTaUEVT ovénom
oV apINPLoKN Tieon Kotd T didpketa g Oepaneiog Tovg pe viovioEetivn (BA. mapdypapo 4.8).
Agv Bo, mpémet va yivetar Evapén aywyng pe viovAoetivn o€ acbeveic ol omoiol Tapovcidlovy un-
eleyyouevn vréptaon (BA. Tapdypago 4.3).

Negpirn dvolertovpyio

AvENUEVEG CLYKEVTPDOGELG TG VTOVAOEETIVIIC 6T0 TAGGHO Exovv TtopatnpnOel o€ acbeveic ue coPfopn
VEQPIKY| ducAeltovpyia, Tov vrofdArovol og apokdBapon (kdBapon kpeatvivig < 30 ml/min). [
acBeveic pe coPapn veppikn dvchettovpyia, PAETE Topdypapo 4.3, evd oYeTIKEG TANPOPOPIES YO
acOeveic pe Nmia N pétpro veppikn duciettovpyia, PAEne Topdypago 4.2.

2Hvdpopo aepotovivig/ Karxonbes vevpoinmriko odovopopo

Onwg Kot pe GALOVG GEPOTOVIVEPYIKOVG TOPAYOVTES, TO GUVOPOUO GEPOTOVIVIG 1) KaKOMOeg
vevponTTikod oOvdpopo (KNX), pwo katdotaon Suvntikd anetAntikn yio. tn {on, evdéyetat vo cuppei
katd tn Ogpameio pe viovloletivn, Wdiaitepa KATA T CLYYOPNYNON LE AAAOVG GEPOTOVIVEPYIKOVG
mapdyovtes (cupmepthappavopévev tov SSRIs, SNRIs, tov TptkukAKdV avTikataOMITIKOV 1 TV
TPUTTOVAV), LLE TOPAYOVTEG TTOL EMOPOVY GTO UETAPOAGUO TNG aepotovivig 6mws ot MAOISs, 1 pe
AVTIYLYMTIKA 1| GAAOVG VIOTOULVEPYTIKOVG OVTOYMVIGTEG TOV EVOEYETOL VO EXNPEACOVY TO, GUCTNHUATO
GEPOTOVIVEPYIKMV veLpodafifactdv (PAéme mapaypapovg 4.3 kot 4.5).

Ta courtOUATe TOV GLVOPOUOL GEPOTOVIVIG UTopel va TePIAapUPavouy oAlayEG oTN VONTIKA
Katdotoon (T.). 0yepaon, yevdalchnoels, KOpa), aoTdadelo ToL AVTOVOLOL GLGTILATOC (TT.X.
Tayvkapdio, 0oTabng aptnplokn mieomn, vrepBepuia), vevpopvikéc drotapayés (m.y. avEnuéva
OVTOVOKAQGTIKA, EAAENYT) GUVTOVICUOV) KOUT YUGTPEVIEPIKA GCUUTTOUATO (TT.Y. VALTIO, EUETOC,
duappotia). To chvdpopo cepotovivng otny mo Papid Tov popen propet va potdlet pe o KN, to
omoio meptiapfavel vepBeppia, poikn Svokayio, oVENUEVAE EMITEdN KPEATIVIKNG KIVAGNS 0pO,
aGTAOELD TOV CVTOVOUOV VEVPIKOD GUGTHUATOG LE Thavn Toyeio dtokdpaven Tov (oTikdv onueiov
KoL OAAQYEC TNG YOYIKNG KOTAGTACT|G.

Av n ovyyopnyoduevn Bepaneia Tng VIovAoEETivVIG e AAAOVS GEPOTOVIVEPYIKOVG/ VEVPOANTITIKOVG
TOPAYOVTEG, TOV EVOEYETAL VO EMNPEAGOVY TO. GUGTHIOTO GEPOTOVIVEPYIKMV KOUT VIOTOUIVEPYIKOV
vevpodafipacTdv, Kpivetol KAWVIKE amapaitnTn, CUGTIVETOL TPOGEKTIKTY TOPUKOAOVONGT TOVL
acBevn, 10taitepa KaTA TN d1dpKeta TG Evapéing tng Bepaneiag Kot Twv avéncemy g d0omnC.

St John’s wort (Baioaudyopto /vmepikd)
AvemBounteg evépyeleg evogyetal va avagepOodv mo cuyvd pe ™ ovyyopnynon tov Cymbalta pe
PLTIKG okevdouata wov meptEyovy to St John’s wort (Hypericum perforatum).

Avtoxtovio

Meilwv Karoblirriky Arazopoyn xor Ievikeouévny Ayywong Aiozopoyr: H xotabiyn oyetiCeton pe
ALENUEVO KIVOUVO GUTOKTOVIKMV CKEWYEMVY, CLTOTPOVLOTIGHOD Kol VTOKTOVIOG (EMEICOO1N
oyetiloueva pe avtoktovia). O kivouvog owtdg mapapével Emg 6Tov emtevydel onuUAvVTIK VPEN.



Kabac pmopel va unv onueiwet Bertiooon Katd T SIUPKELD TOV TPAOTOV Ay®mV 1 TEPLGGOTEPOV
gPoopadwv Bepamneiag, ol acbeveic Oa mwpémel va mapakoAovBovvial 6TeVA, E0¢ 0TOL emitevyDel TéTo1
Bedtioon. Katd ™ yevikn kKAvikn eumeipio, o kivouvog avtoktoviag umopel va avéndel kotd to
PO GTASL0 AVAPPDONG,.

AMAEC YUYATPIKEG KOTAGTAGELS, Y TG omoieg To Cymbalta cuvtayoypoesital, pmopel emniong va
oyetiCovtal pe avénuévo kivouvo eneicodiov oyetilopevov pe avtoktovia. Emnpdcbeta, avtéc ol
KATOOTACELG Umopel v cuvumdpyovy pe peilova kKatabiurtikn dtatapoyn. o 1o Adyo avto, ot 1d1eg
TPOoPLAGEELS oL AapPavovtol katd T Bepaneio acBevav pe peilova katabAmTikn dtaTapayr, 0o
TpENEL Vo, Aapfavovtan kot katd tn Oepaneia acOevav pe AAAES YOYLOTPIKES S10TaPAYES.

AocBeveig e 16Topikd enclc0dimv oyeTILOUEVOV e aVTOKTOVIO 1] EKEIVOL TOV TTOpovGLAlovV
ONUAVTIKOD Bafod auTOKTOVIKO 10O TPy omd Vv Evapén g Bepanciog elvar yvwotd Ott
SloTp€YouV PEYOADTEPO KIVOVVO OLTOKTOVIKMV CKEWYEWDV 1) CVTOKTOVIKNG GCUUTEPIPOPAS Kol YU OVTO
0o Tpémel vo TopakoAovBoVVTOL TPOGEKTIKA KUTd TN dtdpkela g Oepameiog. Mo, HeTd-avaivon
KAVIKOV S0KIU®DVY, EAEYYOUEVOV LE EIKOVIKO PAPUAKO, AVTIKATAOMATIKOV QUPUOKEVTIKDY TPOTOVTOV,
o€ acbeveig pe yoyloTpikéc dtotapayc, £6e1&e avEnuévo Kivouvo UTOKTOVIKNG GUUTEPLPOPAS LLE
avTiKaTaOMITIKG 6€ GVYKPLoT LE TO EIKOVIKO dpuako o€ acheveic nAikiog kbto TV 25 €TmVv.

[epTMOEIC HLTOKTOVIKMY CKEWYEWDY KO AVTOKTOVIKOV CUUTEPIPOPDV EXOLV ovapepOel KaTd T
Slapkel g aymyng pe vrovio&etivn 1 ovvtopa petd tn draxonn g (BA. Tapdypago 4.8).

Y1evn mapakolovinon tev achevav kot 1d10itepa avTdV ToL SaTpéyovy VYNAS Kivovvo Ba Tpémel va
oLVOLALETOL LIE TN POPUAKEVTIKY ay®yN taitepa otnv apyr| g Oepameiog kot Hetd amd aAAayEg oTn
docoroyia. O acBeveic (Kot o1 TepBdAnovtéc Tovg) Oa Tpémel va glvar o€ emaypOmIVNoN CYETIKA UE
TV avayKN TOPAKOA0VONONG Y10 OTOLUONTTOTE KAVIKY EXIOEIVOOT], CUTOKTOVIKY GUUTEPLPOPE 1y
OVTOKTOVIKEG OKEWELG KOl 0oVVI016TEG AALOYEG OTI GUUTEPLPOPE Kot Vo, avalNTHGOLV 0TPLKN
GLUPOLAN GUECH EAV ELPAVIGTOVY OTH TO GUUTTOUATO.

dofpnrio Hepipepino NevpomaOntio Adyog: Onwg cupPaivel pe GAAA QapULOKEVTIKA TPOTOVTA 1
TOPOLOLY. PAPUAKOLOYIKT Spdor (avTKaTaOMITTIKE), LEPOVOUEVES TEPUTTOCELS AVTOKTOVIKOD
10E00UOV KOl AVTOKTOVIK®DY GUUTEPLPOPAOV EYOVV avapepDel kaTd T S1ApPKELD TG AYWOYNG UE
VTOLAOEETIVI 1 GOVTOUO, LETA TN SIOKOTN TNG. ZYETIKE LLE TOVE TAPAYOVTEC KIVOHVOL Y1dL TNV
OVTOKTOVIKOTNTO TNV KaTdOAym PAéne avotépw. Ot wpoi npénel va evBapphvovy Toug acbeveig va
AVOPEPOVY OTOIEGONTOTE GKEYELC Kol GuVOLGONUaTo SuGEOPING OTOTEINTOTE.

Xopnynon oe waidia kou Epnpovs nikiog kotw twv 18 etwv

To Cymbalta dev mpénet va ypnoyponoteitan 6t Bepancio Todidv Kot epNPov Kdto Tov 18 eTmVv.
Soumeplpopég oYETILOUEVEG e QVTOKTOVIO (ATOTEPEG AVTOKTOVIOG KOl UTOKTOVIKOG 1OEQGIOGC) KOl
exfpucotTrTa (kupimg embeTikdtnTa, ovTfeTIK) cLUTEPLPOPE Kol Bupdg), TapaTnprdnkay o cuyva
0€ KMVIKEG PHEAETEG e TodLd kol eprfovug, mov Aafov aymyn pe ovTikataMITTIKE GUYKPLITIKA Ue
ekeivoug mov Elafav euovikd eapuaKo. Xe Tepintmon mov, PAoel KAVIKNG avaykng, Anedel andpaon
XOPNYNONG PAPUUKEVTIKNG OYWDYNG, O AcOeVIC TPEMEL VA TAPAKOAOLOEITOL TPOGEKTIKA YiaL TV
EUPAVION OVTOKTOVIK®OV cuUTTopdtov (BA. Ttapdypago 5.1). Emurdéov, dev vpiotavtal dedopéva
ACQAUAELNG VIO LOKPOYPOVI XPNOT| G TALOLH Kol €PN POVG avapOpLKd Le TNV avarTuén, TNV @pipoaven,
K0ODC KOl TN YVOGCLOKN Kol GUUTEPIPOPIKT] OvVATTLEN TV 0cfevady avtdv (PA. Tapdypapo 4.8).

Awoppayia

"Exovv vap&et avapopég apoppoytkay EKONAMCEDY, OTMG EKYLUMGELS, TOPPVPA KoL YOTTPEVTEPIKN
alpoppayio pe EKAEKTIKOVS avAGTOAELS ETavaTpOcANYNG TG oepotovivng (SSRIs) kot pe avactoreic
EMAVATPOGANYNG TNG Vopadpevarivng Kot TG oepotoviving (SNRIs), meptiapPovopévng Kot tg
vrovAo&etivng. H viovAo&etivn pumopet va avEnocetl Tov kivouvo aipoppayiog petd tov Toketd (PA.
Tapaypo@o 4.6). LuvieTtdrtal Tpocoyn, o€ acbeveic Tov AaUPAvouy avVTIANKTIKY ay®yn Koun
(OPLOKEVTIKA TPOTOVTA [IE YVMGTI EMIOPACT] 0T AglTOoVpYio TV aponetaAiov (.. MZAD 1
OKETVAOGOAKVAIKO 05D (ASA)), Kabmdg Kot o aobeveic [ie Yoot apoppayikn d1abeo.



Yrovazproauio

[eputmoeic vrovatpropiog Exovv avapepbel dtav yopnyesiton Cymbalta, tepilapfovopévov tmv
MEPMTMOCEDV EKEIVAOV OV TO VATPLO GTOV 0pod TOL alipatog eivar pikpdtepo Tov 110 mmol/l. H
VITOVOTPLOLULEO EVOEYETOL VO OPEIAETAL GTO GCOVOPOLO OTPOGPOPNG EKKPIGTG AVTIOIOVPTTIKNG OPUOVIG
(SIADH). H mietoynoio TV TEPITTOGE®V VTOVUTPLOLING TapaT)PONKOY 08 NAKIOUEVOVG
acBevelc, Waitepa 6Tav LINPYE TPOSPUTO IGTOPLKS 1] VLEAPYOLGO KATAGTACT] TOL VO, EMUPEPEL
dlotapayn TG OUOLOGTACTG TV VYPADV TOV CAOUATOG. ATALTEITOL TPOGOYN o€ 0oOeVELg e avEnpévo
KIvOLUVO VITOVATPLOLUING, OTWG GE NAIKIOUEVOVC, 68 0chEVEIC e Kipp®oN HIOTOg 1] G€ APLONTOUEVOLS
acOeveic | oe acbeveic mov Aapfdavovy aymyn pe dS1ovpNTIKA.

Awoxony ¢ Oeparmeiog

SOUTTOUOTO ATOGVPCNG OVAPEPOVTUL GUYVE OTOV SLOKOTTETOL 1] Ay®YN, 1O101TEP®S OTOV 1) Oepameio
Swokonet amotopa (PA. mapdypoeo 4.8). XTig KAMvVIKEG HeAETEG, avemBOUNTEG EVEPYEIEG UETE TNV
amotoun dtakonn g Oepaneiog mapatnpndnkay nepinov og 45% twv acBevav mov Edafov aymyn pe
Cymbealta ko1 o€ 23% 1@V acbevdv mov Elafov eikovikd eappaxo. O kivouvog pedviong
ovuntopdtev ordovpong pe toug SSRIs kot SRNIs pumopel va oyetileton pe apketods mopdyovteg
Omwe M drdpkela Ko 1 860 NG aywyns kabmg kat o pubpog peimwong g doonc. Ot cuvnBéotepa
avagepbeioeg avemBOunTeg evépyeleg avapépovtal otny Topdypago 4.8. I'evikd ta cuumtOUATe QLT
glval NG £mg pETPLOG fopdTnTag, EVIONTOLS 08 HEPIKOVG acbeveic evoéyetat va givarl GoPapmg
€vtaong. Zuvnbmg, TapaTNPOVVTOL EVIOS TOV TPOTMV UEPIKAOV TUEPDV TNG OULKOTNG TNG OYWOYNG,
aALG Exovv VIAPEEL TOAD GTAVIES OVAPOPEG TETOLMV GUUTTOUATOV 0 AoOEVELG TOL TaPELENY OV, EK
Tapadpoung, o doon. ['evikd To courTTOHOTA AVTA Eivat avToTePLopPILOpEVE KOl GLVHO®S
TapEPYOVTOL EVTOG 2 efJOoUAdmV, av Kol 6€ Oplopévos aobevelg pmopel va etvan mapatetapévo (2-3
unveg N meplocotepo). Emopévmg, cuviatdror ) otadiokn peimon tng viovio&etivng katd tn d10Kom
NG ay®YNS Yo ot ¥pOvViKN TEPI0d0 TOVAYIGTOV 2 EBSOUAd®V, OVAAOYO JE TIG AVAYKES TOV 00OEVOVG
(BA. mapdypago 4.2).

Hlkiouévor

Ta khvikd dedouéva oyetikd pe ™ xoprynon tov Cymbalta 120 mg 6€ nAikiopévoug acheveic pe
peifova kataOlmtiky dtoTapayn Kot YeEVIKELUEVT ayx®on dtatapayr| elvar meplopiopéva. Enopévag,
ATOTEITOL TPOGOYT KATA T OEPATEVTIKY] AVTIUETOTION TOV NMKIOUEVOY ac0evdv 0GoV apopd ot
péyiotn docoroyia (PA. mapaypdapovg 4.2 kot 5.2).

AxaOnaoia/yoyoxivntiky ovyovyio

H ypnon g vriovdo&etivng €xel ovoyetichel pe v avamtuén axadnoiog, n owoio yopaxtnpileTton amd
pio ovnovyio VTOKEWEVIKA SOLGAPESTN 1) TOL TPOKAAEL SVCPOPIN KOl EXTAKTIKN avayKn Yo Kivion
oV cLVOJEVETAL atd advvapia Tov acbevolc va kabicel 1§ va mapapeivel o akwvnoio. Avtd gvdéyetot
va mapatnpn el evtog Tov TpOTOV pepK®V RdoUddny TG aymyns. XTovs acbeveig mov eppaviiovv
TO GUUTTOUOATO, AVTA, 1) aOENOT TG 060N G Uropei va givar emPBAaPS.

DOopPUOKEVTIKG TPOIOVTO TOV TEPLEYODY VTOVAOLETIVY

H vtovho&etivn yopnyeital pe S1POPETIKEG EUTOPIKEG OVOLOGIEG e apKeTEG evoei&elg (Yo T
Bepameio Tov drafnTicod vevporabntuicol dAyovg, g pueilovog KatabMmtikng datapayng, g
YEVIKELUEVIC 0yXDOOVG SLOTAPOYNC KOl TG OKPATELNG 0VpmV amtd tpoontdadeia). H yopriynon
TEPICCOTEPOV TOL EVOC OO ATA TO TPOIOVTA TOLTOYPOVO B0 TPETEL VO, ATOPEVYETAL.

Hrazitioa/ovénueva nratika évioua

IIepimtdoelg nrotikng PAAPNG, CLUTEPIAAUPAVOUEVOV CUOVTIK®OY 0VENCEDY TOV NTOTIK®OV VIOUOV
(> 10 popég peyoldtepeg amd TIG AVAOTEPES PVOIOAOYIKES TIUEC), TNG NTOTITIONG KOl TOV IKTEPOV, £YOVV
avagepbei ue ™ vrovioéetivn (PA. mapdypapo 4.8). H mietovomta avtdv epeavicOnke Kotd
SUIPKELN TOV TPOT®V UNVAOV TN aywyns. H popen e nratikng PAAPNS ftav kupimg
nratoxvtropky. H viovAoéetivn Oa mpénet va yopnyeital pe mpocoyn o acbeveig mov Aapupdavouvv
A0 POPUOKEVTIKG TPOTOVTA TOV oYeTilovTan e Atk PAGPN.

Zelovakikn dvolertovpyio
O exhextikol avaotoAeic emavanpdoinyng oepotoviving (SSRI)/avactoreig emravorposAnyng
ogpotovivng kat vopemveepivng (SNRI) evdéyetorl va Tpokarlécovy GUURTOUATO GEEOVAATKNG



dvorertovpyiag (BA. Tapdypago 4.8). AvaeépOnKoy TEPTOCELS LAKPOYPOVINS GEEOVOMKNG
duoAettovpyiog, OOV TO, GLUTTOUATO, GVVEYIGTIKAY TaPd T dtakon Tov SSRI/SNRI.

Zawyopoln

Ta oxAnpd, yaotpoavOektikd kaydkia tov Cymbalta Tepiéyovv cakyapoln. Ot acBeveic pe omivia
KAnpovopkd mpofAnuata dvcavesiog Tng ePovkTolng, dSvsamoppodPnong TG YoAUKTOINC-YALKOINC 1
OVETAPKELOG TNG LOOUUATACTG TNG COKYOPOING, deV TPEMEL VO AaUPAVOVY aVTO TO PAPLOKO.

Nazpio
To papuaxo avtd mepiéyel Aydtepo amd 1 mmol vatpiov (23 mg) avd Koydkio, gival avtd Tov
ovoudlovpe «erevBepo vatpiovy.

4.5 Allemopdosic pe GALO QUPPOUKEVTIKA TPOIOVTA Ko GAheg popPEéc aiiniemiopacng

Avaortoleic ¢ povoauvoleidaong (MAOILs): Adym Tov KIVdOVOL TOV GUVEPOUOD TNG GEPOTOVIVIG, 1|
VTOLAOEETIV gV TTPETEL VO GuYYOopNYEITOL e U EKAEKTIKODG, [T OVOGTPEYILOVS OVOGTOAELG TNG
povoapvo&edaong (MAOISs) 1 evtog TovAdyiotov 14 nuep®dv omd T SO TG Ay®YNG LE Evay
MAOI. Mg Bdon 1o xpoévo Nulong g vIovAoEetivig amotteitat 1 ToPEAELGT TOVANYIGTOV 5 NUEPDV
a6 tn Staxomn tov Cymbalta kon wpwv v Evapén g aywyng pe évav MAOI (BA. mapdypago 4.3).

H ovyyopnynon tov Cymbalta pe exlektikodg avaotpéyiong avactoieic MAOISs, dnwc
poxhoPepion, éev cvvietdtat (PA. mapdypoeo 4.4). To avtifrotikd Avelolidn eivon Evag
avaoTpEYog pn exiektikog MAOI ko dev mpémet va yopnyeitot og acbeveic mov akoiovbovv
Oepaneio ue Cymbalta (BA. mopdypago 4.4).

Avooroleic tov CYPIA2: Enedn 1o CYP1A2 gumiéxetat 610 petafoAlopod g viovAoletivig, n
oLYYOPNYNOT TNG VTOLAOEETIVIG e 1oYVpols avactoreig tov CYPTA2 givar mbavo va empépet
avénomn tov cLYKeEVIpOGE®Y NG viovAotetivig. H elovBosauivn (100 mg draé nuepncing), Evag
woyLpog avaotoréas Tov CYP1A2, peiwoe v epgpavn kabapomn tng viovho&etivig oto TAdG L KaTd
77% xor poxdiece 6-nAdoia avénomn g AUC... Emopévemg, to Cymbalta dev mpémnet va
ovyyopnyeital pe 1oyvpovg avactoreic tov CYP1A2, dnwg n erovPolapivn (BA. mapdypago 4.3).

Dapuara KNX: O xivéuvog yopnynong tng viovAo&etivng 6 cuvovacud pe GALL APLOKO TOV SpOLV
010 KNZ, eK10G TV 0VAPEPOUEVOV PUPUAK®Y GTNV TOPOVGO TOPAYPAPO, OEV £YEL GUGTIUATIKA
ueietnOei. Emopévamg, cuvietdrtal mpocoyn, 6tav to Cymbalta Aapupdvetotl o€ cuvovooud pe Ghia
KEVIPIKAOG SPAOVTO PAPLOKO 1] OVGIES, OTMG TO OAKOOA KOl TO KOTOUGTUATIKG (POPUOKEVTIK TPOTOVTAL
(1. o1 Bev{odalemives, T0 LOPPIVOLUUNTIKE, TO OVTIWLYMTIKA, 1] PovoBapPrtdAn, To KOTOAGTAATIKA
OVTUCTOUIVIKEL).

2EPOTOVIVEPYLKOT TOPOYOVTES: LE OMAVIEG TEPMTMOOELS, EYEL avapepHel GUVOPOUO GEPOTOVIVIG GE
acOeveic mov Adppavav SSRIs/SNRIs cuyypdvmg e GALOVE GEPOTOVIVEPYIKOVE TOPAYOVTEC.
SVOTNVETOL TPOGOYN O€ TEPITT®OT GLyyopnynong tov Cymbalta e ceEpoTOVIVEPYIKOVG TOPAYOVTEG
omwc ot SSRIs, ot SNRIs, ta tprkvhikd avrikotabAntikd Onmg n yYAopyurpapivi i n aputpetvoAivn,
MAOIs 6nwg 1 poxkioPepidn N n AwveloAion, to St John’s wort (Hypericum perforatum), ) ot
TPUTTAVEG, M TPAUAOOAN, 1 TEOOIvN Kot 1 TpuITOPaV (BA. Tapdypapo 4.4).

Emidpdoeis g viovloletivig ae dlia popuakevtixa mpoiova
Dapuaxa wov petaforilovior amo o CYPI1A2: Ot poprokoKIvITIKES 1010TNTEC TG Be0puALivIC, EVOC
vrooTpOuatog 00 CYP1A2, dev emnpedodnkay onuavTiKd amd Tn GuYYopnynon Ue T viovAoletivny

(60 mg d1g nuepnoing).

Dapuaxa wov petaforilovior amé o CYP2D6: H viovio&etiv gival €vog LETPLOG OVOGTOAENG TOL
CYP2D6. Otav 1 vrovio&etivn yopnynOnke ota 60 mg o1 nuepnoiog poli pe povipn do6on
deompapivng, evog vrootpodpatog tov CYP2D6, 1 nepioyn-AUC g decimpapivig TPITANCLAGTNKE.
H ovyyopnynon g viovAoetivig (40 mg 61g nuepnoing) avéavetl v meployn-AUC o1t 6tabepn
KaTdoTaoT Tng ToATEPOdivG (2 mg O nuepnoimg) katd 71%, oAAd dev ennpedlet
(POPLOKOKIVITIKY] TOV 5-03pdEL evepyoD HETAPOALTN TNG KOl OEV GUVIGTATOL GOGOAOYIKT TPOCAPLLOYN.
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JVVIOTATOL TPOGOYN KATA TN cvyyoprynon tov Cymbalta pe @opuaKevTIKG TPOIOVTa, TOV
petaBoriloviar kuping amd to CYP2D6, (pioneptdovn, tpikukAika ovtikotadimtikd [TCAs] 6mmg
VOPTPUTTUAIVY], QUITPITTOAIVY] Ko YWITPOivT), EWOIKE 0V TOL PAPLOKO 0VTE £XOVV KPS OEPATELTIKO
deiktn (0mmg ivor 1 EAEKATVION, 1) TPOTAPALVOVT KOl 1] LETOTPOAOAN).

Am6 00 0TOUOTOC AVTICVAANTTIKG KOl GALOL OTEPOEIOEIS TaPayovTes. ATO TO OTOTELECUATO, in Vitro
UEAETAOV TPOKVOTTEL OTL, 1) VIOLAOEETIVY dev emdyel TV kataAvTikn dpactikotnta Tov CYP3A. Edikég
in vivo LEAETEC PUPUOKEVTIKAOV CAANAETIOPACE®V OEV EYOVV TPOyLLOTOTTOOEL.

Avumnktiroi ka1 oVTIOUOTETOAI0KOL TOPAYOVTES: LVGTIVETAL TPOGOYN KATA T GUYXOPNYNoN
VTOLAOEETIVIG e OO TOV GTOUOTOC OVTITNKTIKOVS KO OVTLOUOTETAALOKOVS TAPAYOVTES, EEALTING TOV
SVVNTIKA CLENUEVOL KIVOHVOL apopparyiog amd T eoprokodvvapky aiAnienidpacn. Emnpocera,
€yovv mapotnpn et avénuévec Tipéc g INR og aosbeveig otovg omoiovg cuyyopnyndnke viovAoetivn
ue Bapeapivn. Hopdia avtd 1 TovtdYpOVn YopTYNon viovioletivng e foapeapivn oe cuvinkeg
oTabepng KATAGTAGNG Y1a TIG OVGiEg AVTEG, G€ LYIEIG E0EAOVTEC, WG HEPOG UiNG KAMVIKNG
POPUOKOAOYIKNG LEAETNG, OEV 0ONYNGE 08 KAVIKA onuovtikn petafoAn g INR amd v apykn
KOTAGTAON 1| 08 HETAPOAN TG PapprakoKvnTiKng ¢ R- 1 g S- Bapeapivng.

Emidpaoceic diAwv popuaxevtikoy npoioviwy otn viovAoletivy

Avrioéiva kou Hr-ovtaywviotés: H ouyyopiynon g viovAoLeTivig pe avTio&va Tov mepEyouy
apyilo Kot poyvinolo 1 Le TN QoUoTIdiv, dev giyxe onuavTikn enidpoor 6to pulud N TV €KTOoT TNg
amoppPOENONG TS VIOLAOEETIVIG LeTd TN Yoprynon piog d6ong 40 mg amd Tov GTOUOTOC.

Enaywyeic tovo CYPIA2: OoppokoKvnTIKEG 0vOAVGELS 6€ TANBuoUoVG acBevmv £xovv dei&etl 0Tt o1
KamvioTéS £xovv mepinov katd 50%, yapnAdtepes GUYKEVIPAOGELS TG VIOLAOEETIVIG GTO TAAGLLOL
GUYKPITIKA LE UM KATVIGTEG.

4.6 Tovipétnra, KONON KO Yorlovyia

Toviuotyto
e peréteg oe {oa, 1 viovdoletivn dev ennpéace TNV avOopiKn YOVILOTITO KOl Ol EMOPACELS OTIG
yovaikeg TopatnpnOnkoyv poévo o€ d0GELS TOL TPOKAAESAY TOEIKOTNTA GTIV UNTEPO.

Konon
O peréteg o Loa éoei&ov avamapayyikn toéikotnta pe cvotnuotiky ékbeon (AUC) emumédwv g
VTOLAOEETIVIG KATM TOV UEYIGTOV TNG KAMVIKNG EékBgomng (BA. Tapdypago 5.3).

AvO peydheg HEAETEG TOPATHPNOTNG OEV VTOINADVOLY GLUVOAMKS aLENUEVO Kivouvo Leilovog cuyyevong
dvomhaciog (pia oo tic HITA, coumepihaupave 2.500 wov exktébnkav o viovAo&etivn KoTd ™
SlpKeLn TOL TPMTOL TPLNVOL Ko pia omd v EE, cvpumepihdpfove 1.500 mov extébnkav oe
VTOLAOEETIV KATA TN S18PKELD TOV TPAOTOL TPLUVOL). H avéivon yia cuykekpiuéveg SuoTANGIES,
OGS KaPOLOKES OVOTANGIES, DETYVEL ACAPT OTOTEAEGUATO.

> peké g EE, n éxBeom g untépag ot vrovloletivn Katd T S1dpKEL TG TPOYOPTLEVIG
gykopooHvng (omoladnmote otTiyun amd v NAtkio konong tov 20 gfdouddny £mg Tov TOKETO)
OCLOYETIOTNKE e AVENUEVO KIVOUVO TPO®POV TOKETOV (AYOTEPO OO 2 POPES, TOV AVTIGTOLXEL o8
nepinov 6 emmhéov mpodwpes yevvnoels ovd 100 yuvaikeg mov Elafav viovAoEetivn og Tpoympnpévn
gykopoobvvn). H mietoynoia epepaviomke petad g 35ng ko 36mg efdouddag kdmong. Avtin
oLoy£Tion dev mapaTnPNOnke ot perétn tov HITA.

Ta dedopéva mapatinpnong tov HITA anédei&av avénuévo kivouvo (Atydtepo amd Sumhdcto) yio
alopporyic LETA TOV TOKETO PETE amd £k0eon Ge VIOLAOEETIVI EVTOC TOL TEAEVTAIOV UNVOL TPV TN
YéVVNGoTN TOL VEOYVOD.

Emdnporoyucd dedopéva vmodetkvhovv OTL 1 p1oT TOV EKAEKTIKOV OVOGTOAEWDY ETAVATPOCANYNG
g oepotovivng (SSRIs) katd ) didpKeln TG EYKLUOGHVNG, 101AITEPH KOTA TO TEAOG TNG, LWTOPEL VA
avENCEL TOV KivOuvo TG ELUEVOLGAG TVEVLOVIKTG VITEPTaoTS ota veoyva (PPHN).



[Taporo mov dev Exet peretBel n cvoyétion e PPHN pe v aymyn pe avaotoleic emavampOsANYnG
g vopadpevarivng kat tng oepotovivig (SNRIs), dev pmopel va amoxhelotel o evoeyoOUeEVOG Kivouvog
amo TN yopnynon g vrovioletivng, Aappavoviag vToyT To oXETILOUEVO UNYAVIGUO dPACT|C
(avaoToA TNG EMAVATPOCAN YIS TNG OEPOTOVIVIG).

Onwg cvpPaiver pe AL GEPOTOVIVEPYIKE POPUAKEVTIKE TPOTOVTE, CUUTTMUATH UTOGVPOTG GTO
veoyvo evogyeTal va eLeovicBodv PeTd TN yopnyNon TG VIOLAOEETIVIIG TN UNTEPO. KOVTEH GTOV
tokeTd. Ta GLUTTOUOTO ATOCLPGNC TOV TOPATNPOVVTOL LLE TN YOPNYNON TNG VTOLAOEETIVIG popel va
nePILAUPAvoOLY vIToToVia, TPOLO, EKVEVPIGHO, OVCYEPELN GITIONG, AVOTVEVCTIKY] SUCYEPELD KOt
onacpovs. H mieloynoia tov copntopdtov £xovv mapotnpndet eite katd ) yévvnon gite evidg
OAMy®V NUEPOV od T YEVVIOT TOL VEOYVOU.

To Cymbalta mpémet va yopryeital og £€yK0OVG LOVOV €6V TO OVAUEVOUEVO OQELOG (Yol T UNTEPDL)
dwkaohoyel tov mhavo kivouvo yia to EuPpvo. Ot yovaikeg Oo mTpémet Vo evUEPDVOLY TOV 10TPO TOVG,
o€ mepintmon mov peivovv N Tpotifevtal va peivouv €ykveg, kKatd tn diapkela g Oepaneiog pe
vtovAo&etivn.

Onloouog

H améxkpion g viovio&etivig 610 untpikd yéda gival edyiotn, dnwg amodeiytnike amd peAétn 6
acBevav ot yadovyio, ot onoieg dev OAalov ta modid tovg. H mpocdiopilopevn nuepnoia d6on ota
veoyvd, oe mg/kg, eivon mepimov 0,14% e untpikng doong (PA. Tapdypapo 5.2). Aeov, N acedieia
NG vrovio&etivng ota veoyvd dev €xet peretnBei,  xpnon tov Cymbalta dev cuvictdtol KoTd ™
Suaprela g yohovyiog.

4.7 Emopaceig 6Ty IKAvVOTNTA 001]Y161)G KO YELPLGHOV PN UVIILATOV

Agv TpaypoTomom Koy LEAETEG GYETIKA [E TIC EMOPAGELS TNV KAVOTNTO 0S1YNOTG KOl EPIGLOV
unyovnuéatov. H yopnynon tov Cymbalta pmopel va mpokaiécel kataotohn kot {aArn. Ot acbeveic
TPEMEL VAL EVIILEPDVOVTOL TS OV VOIDGOLY KOTasToAn Kot {aAn Ba mpémetl va amopehyovv mbavd
EMKIVOLVEG EPYACIES OTMG 00N YNOT 1| XEPICUO UNYOVILLATOV.

4.8 AvemOopnteg evépyereg

o. Hepilnyn tov mpoeil aopdlelag

Ot o ovyva avagepbeioeg avembOunTeg evépyeleg oe aobeveic mov Ehapav Oepaneia pe Cymbalta
nrav voutia, kepahodyia, Enpootopia, vovniia Kot {aAn. Evtootolg, n TAE10vOTITO TOV GUYV®V
aveEMBOUNTOV EVEPYEIDV MTAY NG EMG UETPLAG Papitntag, epeavioviav vopig uetd v évapén g
AYOYNG KOl 1| TAELOYNPI0 0VTMV VITOYDPNCE LE TI GLVEYLIOT TNE OYWOYNS.

B. Hepilnyn v avemBountwv evepyeiadv oe popn mivoko.
O mivakag 1 meptiapPavet 1ig avemBOunteg evépyeleg amd avbopunTeg avapopés Kabds Kot avapopég
a0 TIC KAWIKEG LEAETEG, EAEYYOLEVES LLE ELKOVIKO (PAPLLOKO.

[Tivakog 1: AvemBOunteg evépyeteg

Extipnon cvyvémroc: ITodd cvyvég (= 1/10), cuyvéc (= 1/100 €wg < 1/10), 6y svuyvég (= 1/1.000 €wg
< 1/100), omdvieg (= 1/10.000 éwc < 1/1.000), woAd ondvieg (< 1/10.000), un yvootig cuyvotntog (dev
umopovv va ektiunovv pe Bdon to dtbécia dedouéva).

Méoa og kd0e opdda cuYVOTAT®V 01 AVETIBVUNTEG EVEPYELEG OVOPEPOVTUL KATA GEPA POivovsag
coPapotntag.
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aicOnpa oto mvevplovomadet
Aoipo o'
Enictaén Hoowoeuukn
nvevpovia’
Taorpeviepixéc diaropoyés
Novtio Avokoumott | Ayoppayic Tov Zropotitido
Enpootopia | a Awdppoia YOG TPEVTEPIKOV Ayatoyecio
Kothako GLOTANATOG Avcoopia Tov
ahyog Taotpeviepitida GTOUATOG
"Epetog Epuyn MikpooKomiK|
Avoneyio Tootpitda KoAfTda’
Metewpiopdg | Aveoeayia
Hrozoyohikég datopoyés
Hroritido? Hrotucn
Avénpéva avemapkeln’
nrotikd Eviopo Ttepoc®
(ALT, AST,
OAKOAKN
(P®SPATACT))
O&ela nrotiky
pAapn
A1atopoyég Tov dEPUATOS KOl TOV DTOJOPIOV 1GTOD
Avénuévn Nvuktepvi YHvdpopo AgppoTikn
£Qidpwon eQidpwon Stevens- ayyeutido
E&avonpa Kvidwon Johnson®
Aeppotitidn and Ayyelovevpaotik
ETOQN 6 oldnual
Kpbog 1dpmtog
Avtidpacelg
pwtogvocOnciog
AvEnpévn téon
EKYVUDCEDV
A1070p0YES TOV HDOTKEAETIKOD TVTTHUOTOS KOL TOD GUVIETIKOD 10TOD
Mvoo- Mvik6 coiyo Tpropdg
OKEAETIKOG Moiiég
TOVOC dECUIONDOELG
Mvuikog
omacUog
A1070p0YES TWV VEQPWY KOL TWV 0VPOPOPDY 00V
Avcovpia Kotakpdnon Mn
MoAlaxrovpia. | oOpwv (PLOLOAOYIKY|
Avokolio otV ocun ovpwV
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oAV Yoyvég Oy ovyvég Yravieg oAV Mn yvootig
ovvég onaviEg oVYVOTNTOG
ovpnon
Nvuktovpia
[ToAvovpia
Mewopévn pon
TOV 0VP®V
A1070p0YES TOV AVOTOPOYDYIKOD GUOTHUOTOS KOL TOD UOTTOD
ot TlMvaikoloywm SOUTTOLOTO
dvoiettovpyia | cupopporyio EUUNVOTOLGNG
Awotapoyéc Awtapayég TloAaktoppota
€K- EUUNVOL pOOTG Ynrepmpo-
onmepudtiong | Ze€ovohikn AokTivopion
Kabvotepnué | duchiertovpyia Ayoppayio
v Alyoc 6pyemv petd tov
EKOTEPHLATION ToKETO®

Tevikég drarapoyés ko kataordoels atn Oéon yopnynons

Advvopio
otdong oty
opOo Béom
(mtdoeg)®
Kénwon

Owpakikod dAyog’
AicOnon un
(VOLOAOYIKN
Aicbnon yoypod
Alya

Piyn

Kakovyia
AicOnon Beppod
Awotapoyéc ot
Badion

Hoporxlivikég eetaoeig

ZopotiKo

Papog
HELOUEVO

Youatikd Bapog
avénuévo
Kpeativopoopokt
-véion aipatog
ovgnpévn

Kdé\wo aipotog
avénuévo

XoAnotepoin
aipoTog
ovENpévn

Iepmtdoelc TOCUOV Kol TEPITTOGELG EUPOMV €00V ovapepel Kot PeTd T 10K TS Ay Y.
[Iepintdoelg 0pPosTATIKNG VTOTACTG KOl GLYKOTNG £x0vv avopepel e181kd kot v vapén e

Ay@wYNG.

3 BAéne mapdypogo 4.4
HIepmrdoeig embeticdTnTog Ko Qupov £xovv avagepdei Wiaitepa oto opyikd 6TAd10 TG oy®wYRS M
HETA TN SLOKOTN TNG Oy®YNS.
3 TIepmTMGEL GVTOKTOVIKOD 18£AGUOD KOl AUTOKTOVIKOV GUUTEPLPOPDOV £Y0VV avapepdel katd T
SLpKELD TNG Ay®YNG He VTOLAOEETIVI ) Alyo petd tn dtokom g aywyng (BA. mapdypapo 4.4).

® EKTIU®UEVT GUYVOTNTO TOV avemOOUNTMV EVEPYELDY TOL TAPOTHPHONKAV HETG THV KVKAOQOPiK TOV
TPOTOVTOG GTNV ayopd: dev TapatnpNONKaY 0TI KAVIKEG LEAETEG ELEYXOUEVES LLE EIKOVIKO (PAPLLOKO.
7 Agv B100EPEL GTATIGTIKA CNUAVTIKG OO TO EIKOVIKO QAPLOKO.
8 O mtdoeIg NTav o cvyvEG 6TOVE NAKIOUEVOVS (> 65 £TGDV)
 EXTIL®UEVT cuyvOTNTA POCIGUEV GE GUVOMKE SESOUEVO KAVIKMOV HEAETMV.

0 Extipdpevn ovyvotnto Pacet kKAviKOV S0KIUOV Pe HAPTLPO. EIKOVIKO QAPUOKO.

y. Ileprypopn emiAeyuevav ovem@ountwy evepyeiay
H dwakomn g viovAo&etiving (10101tépmg dtav yivetal omdTop) Guyva 0dNYEl G CUUTTOLOTA
amOcLPOTG. ZAAN, aeOnTkég dlatapayég (cvumepthiappavopévng g topaicnciog 1 Tov aeOfpoTog
niextponmAnéiog, Wwitepa 6To KEQAAL), dtatapayéc VTTVOL (cGuureptlapavoprévng g abmviog Kot

13




TOV EVTOV®V OVEIP@V), KOTWGT), DIIVNALL, avnovyio 1 Gyxos, voutia kol EUeTog, TPOUOC,
KePOAOAYia, poadyia, evepedioTodTNTA, SLAPPOLN, VIEPOPOGIN Kot IAYYOg eivat o1 o cuyva
avapepbeioeg avemBOUNTEG EVEPYELEG.

I'evika, yio tovg SSRIs kot SNRIs, ta cvppdpato avtd sivon nmoag Eog pétplag Papvnrag Kot
avtoreploptlOpeva, av Kol o PHeEPKoVS acbeveig umopet va eivarl coPapd Ko/ mapatetapéva. g ek
TOVTOV, cuvictatol 6tav 1 Oepomeio pe viovho&etivn dev Kpivetar TAEov avaykaio, va
TPOYUOTOTOLELTOL T) OTAOIOKT JLOKOTH TNG Ay®YNG e peimon ¢ d0omng (PA. Topaypdeovg 4.2 kot
4.4).

Ye 1pelg kKhvikég pehéteg, o&eiog paong, owdpketog 12 efdopddmv, g vrovioletivng o acbeveig pe
StafnTiKd vevpomadnTikd GAY0g, WKPEG AALL GTOTIGTIKG CTULOVTIKEG AVENGEIC OTA EMITEd TNG
yYALKONG aipotog vioteiog mapotnpnoniay og acheveic mov Eélafav viovioietivn. H HbA . fitav
oTafepn] Kot 6TOVG VL0 VIOVAOEETIVI] KOl GTOVG VTG EIKOVIKO PAPUOKO, aceveic. Tn (Aot ETEKTACNC
OVTOV TOV KAWVIKOV HEAETOV, dtdpkelag 52 efdopadmv, mapatnpronke pia avénon otnv HbA | kot
oTIG OV0 BepameVTIKEG OLLAdES, TNG VTIOVAOEETIVIG Kol TN cLVIBOLG 1aTPpIKNg Bepameiag, aAAd 1 pLéon
avénon Ntav peyadvtepn katd 0,3% otovg acbeveig vd viovdoéetivn. Emiong, vanpye wio pikpn
avENoN OTIG LETPNOELS TOL GUKYAPOL VNOTELOG KOl TNG OAKNG YOANGTEPOANG GTNV OLAdN 0GOEVHDY
VO VTOLAOEETIVI EVD 01 £PYASTNPLOKES OVTEG LETPNOELS £0e1EaV pial Lkpn Pelwon oty opdoa TG
oLVIHB0VG 1OTPIKNG PPOVTISAC.

To dopbouévo wg Tpog tov kapdtako puoud QT-didot e otovg acbeveic VIO aywyn pe
VTOLAOEETIVT, dgv O1EPEPE OO eKelvo, OV TTopatnPHONKE 6TOVG 0IoOEVEI e EKOVIKO PAPUOKO . AgV
mapoTnpOnKay KAvikd onuavtikég dapopés otig petpnoeig twv QT, PR, QRS, 1 QTcB, petaéd tov
acOevav mov Aafav viovio&etivn kat eKEivav Tov EAafov ELKOVIKO PAPUAKO.

0. llaudrazpiros minBoouog

YvvoAkd 509 tadiatpikoi acBeveic, nhikiog 7 wg 17 etmv pe peilova katabAmTikn dtatapoyn Kot
241 mondatpikol acbeveig nhikiog 7 £m¢ 17 etV e YEVIKELUEVT ayxdON dtatapoyn, Elapav Ospameia
pe vrovro&etivn o€ KAvIKEG SOKIHEG. Xe YEVIKES YPOUUEG, TO TPOPIA TV avemBOUNTOV EVEPYEIDY TNG
vtovAo&etivig o€ moudid Kot EQMPoVE NTaV TAPOUOLO HE GVTO OV TAPATNPNONKE GTOVG EVIAIKEG.

YuvoAtka 467 mondiatpikoi acOeveic, Tov apyikd TuyatomomOnkay og viovlo&etivn o€ KAMVIKEG
dokipég, Tapovciacay kotd péso 6po 0,1 kg peimon copatikov apovg, otig 10 efdopddes, o
ovykpion pe péomn ovénom 0,9kg oe 353 acbeveic vd €KOVIKO PAPUAKO. XTT GUVEYELD, KATO, T
Suapkela g 4- £m¢ 6-uMVNG TEPLOSOL EMEKTACNC, 01 AoOEVELS KOTA UEGO OPO, ETEVOV TTPOC TNV
aVAKTINON TNG AVOUEVOUEVTG G TTPOG TO Papog exatooTiaiog BEong Tovg, katd v Evapén, fdoet
dedopévov Tov mAnBucpob avtictoryywv o nAkia Kol GOAO ATOU®V.

e peréteg dripkelag £0¢ kot 9 unvav, cuvoAkn péon pelmon piog exatootiaiog BEong mg Tpog to
vyog (peioon 2% oe moudid (7-11 gav) xoar adéEnon 0,3% oe epniPfoug (12-17 etadv)), mapatnpnnke
GTOVG TOLSATPIKOVE 0oevei, Vo Oepameia pe viovio&etivn (BAére mapdypapo 4.4).

AvoQopd mBavoroyOLUEVOV OVETBOUNTWOV EVEPYEIDY

H avaeopd mBovoloyodevmv avemiBountey evepyei®mv HeTd amd T Yopnynon adetog Kukhopopiog
TOL POPUOKEVTIKOD TPOTOVTOG elval onuavtiky|. Emitpénet Ty cvuveyn mapakolovdnon g oyéong
0PEALOVG-KIVOVVOL TOV PUPUOUKEVTIKOD TPOTOVTOC. Z1Teital and Toug ExayyeAUATIES VYELNG VO
aVaPEPOVY OTTOIEGONTOTE THOVOAOYOVUEVESG OVETLOVUNTEG EVEPYELEG LECH TOL EOVIKOV GLGTNIOTOG
avapopds Tov avaypdeeton oto [Hapdpmua V.

4.9 Ynepdooolroyia

"Eyovv avapepbel mepintdoeic vrepdocoroyiag LOVNG 1 € GLUVOVUCUO e GAAL PUPLLOKEVTIKA
TPOioVTa, e 006€lG viovAoEetivng Tov 5.400 mg. [lepumtdoeig popaiog Ekfoong Exovv avapepdei,
KUPIOG Le GUVOLOCUEV HE GAAL PAPLOKA VTTEPOOGOAOYIN, KOBMG ETIONG KAl LUE YOPYNOT LOVNG TNG
vrovAo&etivng og doom mepimov 1.000 mg. Enueio Kot GOUTTOUATE VTEPOOGOA0YING (e TN YopTyNon
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UOvVo VIovAoEeTiviig 1] 0€ GLVOVOCUO LE GAAL PAPLLOKEVTIKA TPOTOVTA) TtEpAapBdvouy vvniia,
KOO, CUVOPOLO GEPOTOVIVIG, GTOGLOVS, ELETO KOt TAYLKAPOiaL.

Agv givol YvooTO GUYKEKPILEVO OVTIOOTO Yid Tr VIOVAOEETIVN, aAAG £dv epeavicBel chvVOpopo
oepotovivng, mpémel va eEeTaleTal 1 yopyNoN EOIKNG ay@yng (6m®g 1 YopyNoN KVTPOENTASIVIG
ka1 Eleyyoc Oeppokpaciog cmpatog). Oa wpénel va eEaceaiicbel ehedBepog aepaywyds. ZvVIGTATOL
1 TOPAKOAOVONOT TNG KOPSLOKNG AELITOVPYIOG Kol TV (OTIK®V ONUEimV, OTMG ETioNG KOl 1| ANy TOV
KOTOAANA®V GUUTTOUOTIKOV KOl VTOGTNPIKTIKGOV uétpov. H TAbon ctopdyov umopel va evdeikvurar,
eav epappoctel cuvropa petd t Afyn N o acbeveic ue copmtdpata. O evepydc dvOpakag pumopei va
glvar yprioog otov meplopiopnd g amoppodenons. H viovdo&etivn €xet peydio GyKo KaTovoung Kot 1
TPOKAN OGN S100PNONG, 1) AUOTPOCSPOPNCT) KOl 1] TAAGLUPOIPEST], OEV OVOLUEVETOL VO EIVOL OTOSOTIKEG,.

5. DODAPMAKOAOTI'IKEX IATOTHTEX
51 @appokodvvopikES 1W010TNTES
Ddoppokobepanentin katnyopio: Al ovtikotodMaTikd. kodikdc ATC: NO6AX21.

Muyoviouog opaons

H vtovio&etivn givon ouvdvacpévog avactoréag g enavampdoinyng oepotovivig (5-HT) kot
vopadpevarivng (NA). Eniong, avactédrel acbevmg tnv EXavampOGAYN TNG VTOTAUIVIG Kot dev EXEL
ONUOVTIKT GUYYEVELL LE TOVG IGTAUVEPYIKOVGS, TOVG VIOTOUULVEPYIKOVS, TOVG YOALVEPYLKOVG KO TOVG
adpevepykovg vtodoyeis. H viovho&etiv mpokaiel §060-eEapTOHEVES QVENTELS TOV EEM-KVTTAPIKMOV
EMMESMV GEPOTOVIVIG KOl VOPAOPEVAAIVIG GE dIAPOPES TEPLOYEG TOV EYKEPAAOV (D ®V.

DapHorodVVOLIKES ETIOPAOELS

H vtovAo&etivn emavépepe 610 PLGLOAOYIKO EMITESO TOV OVOO TOL AAYOVS GE TOAAY TPOKAVIKA
HOVTELD VELPOTTAONTIKOD Kot PAEYHOVAOIOVE GAyoug Kot eEaGOEVIGE TNV TPOKVTTOVGH 0O TO AAYOG
CLUTEPLPOPA, GE Eva TPOTLTTO EMPEVOVTOG AAYovs. H avaotaitiky dpdon g viovioetiving oto

Gl yog moTELETOL OTL EIVOL AMOTEAEGLLOL EVIGYVONG TOV OVOGTIATIKOV KOTIOVGMV 00DV TOV GAYOVG GTO
KEVIPIKO VELPIKO GUGTN L.

Klwvikn aroteleootiotyro. kol aopalelo.

Meilovo, KatabBlimuxn Aiotapoyn: To Cymbalta &xel pedetndei o khvikd Tpodypappo, 6mov
ovppeteiyav 3.158 acBeveig (1.285 dvBpwmo-£tn £kbeomng), TOV TANPOVGAV T dLOYVOCTIKE KPLTPLOL
tov DSM-IV yuo ) peifova katdabiym. H anotelespatikdmra tov Cymbalta, otn cuvictdpevn 66om
tov 60 mg anag nuepnoims, TekUnPuOONKE Kol OTIG TPELS OUTAL TVPAEC, TUYOLOTOUEVEG, EAEYYOLEVES
UE EIKOVIKO QdapaKo, otabepng d6ong, o&elng Paomng, KAVIKEG HEAETEG TTOL TTPOYLOTOTOMONKAY GE
EVNALKES €KTOC Voookopelov aobeveig pe peilova KatabMmtikn dtatopayn. LOVOAKA, 1
aroteleopatikdtnTa Tov Cymbalta amodeiyOnke, oe nuepnoies dooelg peta&y 60 mg ko 120 mg, oe
oLVOLO TEVTE Ao TIG ENTA OUTAG TVQAES, TUYOLOTOUNUEVES, EAEYYOUEVEG LE EIKOVIKO QAPUAKO,
otabepng 600mG, 0&elag Pdong, KAVIKEG HEAETEG TTOL TTPAYLATOTOMONKOV GE EVAAIKES TEPITATNTIKOVS
aoBeveic pe peilova kotablmtikng dwotapoyn.

To Cymbalta £5e1&g 0TATIOTIKA GNUAVTIKN DIEPOYN EVOVTL TOV EIKOVIKOV POPUAKOV , GOUPOVO. LIE TN
ouvoAlkn Badporoyia tng Khpakoc katd Hamilton, yio tnv Extiunon e Katdbiwyng (HAM-D), 17
TAPAYOVTOV (TTOL TEPILALUPAVEL YLYIKA KOl COUATIKE GCUUTTOHOTA TS KATAOAWYNG). Ta mocootd
OVTOTOKPIONG KO VPESTC NTOV, ETIONG, OTATIOTIKA CULOVTIKA peyodvtepa pe To Cymbalta og
GUYKPLOT HE TO EKOVIKO @dppako. Movo €va Likpd mocooTtd asevdy Tov GUUUETEIYOV OTIG
EYKPITIKEC KAVIKEC peAéTeG elyav cofapnc popeng katddinyn (HAM-D>25 oty apyikn katdotoon).

g PEAETN TPOANYIG T®V VITOTPOTTAV, OVOIKTOV-0Yedlacpob e Cymbalta 60 mg dnaé nuepnoimg, ot
acOeveic mov avtamokpibnkay otnv aywyn oéelag edong 12-efdouddwv, Tuyoatomombnkay ce
Cymbalta 60 mg dmaé nuepncing 1 eoviko edpuako , yio emmiéov 6-unves. To Cymbalta oe d6om
60 mg ama nuepNoing VIEPEIYE CTATIGTIKA CTLLOVTIKA TOL £1KOVIKOD pappdkov (placebo) (p= 0,004),
ot pétpnon g Kopag EKPacng, TV TPOANYT TOV LTOTPOTMOV TNG KATAOAYMC, OTMS 0LTH

15



pocolopllotay amd to ypdvo uExpt TV votpont|. H enintmon t@v vrotpondv, Kotd T dtdpKeLd TG
6-Unvng OTAG TVEANG TEPLOdOV TapakoAovOnong, NTav 17% Kot 29% yio acBeveic vd aywyn pe
VTOLAOEETIVI KOl [LE EIKOVIKO (PAPLLOKO, AVTIGTOLYOL.

Kotd ) owdpxeta 52 gfdopddmv tag StmAd TOQANG, EAEYXOUEVIG LE EIKOVIKO QAPLLOKO Oy®YNG, Ol
aoBevelc vtd viovAoLetivn e votpomialovoa peilova kotabiutikng dwtapoyn (MDD) napépevay
eAebBepOl CLUTTOUATOV Y10, CNUOVTIKE PLoKpOTEPO YPOoVIKS dtdotnpa (p < 0,001) cuykpitikd pe Tovg
acOeveic mov TuyoomomOnkay o€ sikovikd eappako. OAot ot acbeveis eiyov TponyovUEV®S
avtomokpdel ot viovAo&eTivn, Kot T SIOPKELN AymYNS avOIKTOD GYEdacuoD (28 émg 34
ePdopddeg) ne d6oelg amod 60 £wg 120 mg nuepnoing. Katd tn didpkeia g pdong tov 52-gfdopddwov
NG EAEYYOLEVNC LE EIKOVIKO PAPHOKO, OUTAG TVOANG aywyng 14,4% tov acbevav vmd viovioletivn
kat 33,1% tov acfevdv VO EIKOVIKO PAPUAKO ELPAVIGAY VTOTPOTT TOV KOTOUOAMTTIKOV
ovumtopdtov Toug (p < 0,001).

H enidpaon tov Cymbalta 60 mg dnaé nuepnoing oe NAIKIOUEVOLS 000gVELS [Le KOTAOAYT

(= 65 eTwV) £xel eldkd e&etachel o€ o peAétn N omoia £0€1E€ GTATIGTIKG GNUAVTIKT S10POPA GTN
peiwon s HAMDI17 Bafporoyiog yio tovg acBeveic vmd viovho&etivn cuykpitikd pe Keivovg vmto
€KOVIKO pappoko. H avextikodtnto tov Cymbalta 60 mg draf nuepnoing o€ nMkiopuévovg acbeveic
NTAV GLUYKPIGIUN UE EKEIVT] GE VEAPOTEPOLG EVAAIKES. 26TOGO, T dEdOUEVD OGOV apopd TNV EkOEoT
TOV NAKIOUEVOV 61N PéYLotrn docoroyia (120 mg nuepnoing) eivol Teploplopéva Kot £T61 GUVIGTATL
npocoyn Kotd ) Bepaneio Tov TANBLC OV 0V TOD.

Tevikeopévy Ayyadrong Aratapayn: To Cymbalta £5€1&e GTOTIOTIKG ONUOVTIKT VIEPOYT EVAVTL TOL
EIKOVIKOD (OPLAKOV GTO GUVOLO TV TEVTE PHEAETOV, CUUTEPIAAUPAVOUEVOV KOl TOV TECCAP®V
TUYOLOTOMUEVAV, OITAR TVPADV, ELEYXOUEVOV LLE EIKOVIKO QAPLOKO LEAETMV 0&ging pdomng, kabmg
KO TNG LEAETNG TPOANYNG TNG VTOTPOTNG G€ EVAMKOVG acBeVEic U YEVIKELUEVT oy DO dtaTapoyn.

To Cymbalta £de1ée oTaTIOTIKA GNUAVTIKN VIEPOYT| EVOVTL TOV EIKOVIKOD QAPUAKOV, COLO®VO LIE TN
ouvohikn Baduoroyio g KAipakog katd Hamilton, yio tnv extipunomn g Ayy®oovg Stotopoyng
(HAM-A), ko1 611 BaBporoyio ceaipikig Aettovpykig ékntwong katd v Kiipoka Avikavotntog
Sheehan (SDS). Ta mococtd aviandkpiong Kot veeong NTav, eniong, vynAotepa pe to Cymbalta oe
GUYKPLoN UE TO ekoViKO papuako. To Cymbalta £6g1Ee GUYKPIGIUN TOTEAEGLATIKOTNTO JLE TN
Beviagpaivn 66ov apopd ot Perticoon tng cuvoitkng Pabuoroyiog g kKhipokac HAM-A.

Xe peAén TpOANYNC TOV VTOTPOTTAV, Ol AcBeVEiC TOV avTUTOKPIONKAY LETA A0 Ay@YT 0VOTYTOD
oyedlacpov ofeiog paong pe Cymbalta, didpkelog 6 unvav, tuyotomombnkay gite e Cymbalta gite oe
€IKOVIKO pdppoKko yuo 6 akopa pnves. H yopiynon tov Cymbalta 60 mg émg 120 mg dmoé nuepnoing
£0¢€1E€ OTOTIOTIKA ONUOVTIKY VIEPOYN EVOVTL TOL E1KOVIKOD pappdkov (p< 0,001) otnv tpdinym twv
VIOTPOTTAV, OTWOC QLT TPOSIOPILOTAV Ao TO ¥POVOo UEYXPL TNV vrotpornh. H enintmon tov
VIOTPOTAMV, KOTA TN SLPKELN TNG 6-UNVNG SITAG TVPANG TTEPLOSOL TTapakoiovBnong tav 14% o to
Cymbalta kot 42% yia 10 €lkovikd pAPLOKO.

H amotelecpatikotto tov Cymbalta 30-120 mg (svéAikTo d0GOAOYIKO oynua), ol NuepNcing, o€
NAKIoPEVOUE aoBeveic (> 65 eTdV) e Yevikevpévn ayydon dtatapayn, a&lohoyndnke ce peAétn n
omoia £d€1&e oTOTIOTIKG OMUOVTIKY BEATioon ot cuvolikn| Baduoloyia g KAipakag HAM-A, otoug
aoBevelc VO viovAoLetivn, EvavTl Tov acBevdv Tov Erafav eikovikd edapuako. H
OTOTELECUATIKOTNTO Ko ] acpAAelo Tov Cymbalta 30-120 mg, droé nuepnoing, 6€ NMKIOUEVOVG
0c0eveic e YEVIKELEVT ayyDOM dtoTapayn, NTOV TAPOHOLES LLE AVTEG TOV TApOTNPNONKAY oF
VEDTEPOVS EVIAMKEG 000eVEIC. 26TOGO, TO dEGOUEVA TTOV APOPOVY GE NMKLMUEVOVG ACHEVEIC TOV
extédnkav ot péytotn d6om (120 mg nuepnoing), sival TEPLOPICUEVA KOl O EK TOVTOV GUGTHVETOL
TPOCOYN KOTA TNG YOPNYNON AVTAG TNG 000MG GTOLG NAIKI®UEVOVS acheveic.

Mofintixo Heprpepio Nevporadnytiko Alyog: H amotedespotikodtnta tov Cymbalta ot Ogpomentikn
OVTIHETOMIOT TOV S10fNTIKOL VELPOTTAONTIKOL AAYOLS TEKUNPLOONKE o€ 2 TuYOOTOMMEVES , 12
ePOoUAODV, SITAG-TOQAES, ELEYXOUEVES LE EIKOVIKO QAPHOKO, oTafepng dOONG LEAETEC GE EVIAIKEG
(22 ¢wg 88 e1V) acbeveic Tov £macyov amd SLofNTIKO VELPOTUONTIKO GAYOG Y10 TOVAGYIGTOV 6 UAVEC.
O1 acBeveic Tov TANPOLGOV TO SLYVMOCTIKA KPrTipla yio peilova kotabMmtikn dotapoyr elyov
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amoxkAeloOel amd avtég Tig peaétec. H pétpnon mpotapyikng ékxfaocng nrov n fdopadioio LEoT Tiun
TOL HECOV OPOL TOL AAYOVC KATH TN dLApKeELN TOV 24(DPov, 0TS GLAAEXONKE Omd TO NEPNO10
nuepordY1o TV acBevav oty Khipako 11-onueiov koatd Likert.

Kot otic dvo peréteg, to Cymbalta og doce1c v 60 mg draé nuepnoing kot 60 mg dig nuepnoing,
HEloE ONUOVTIKE TO AAYOC GE GUYKPIOT LE TO EIKOVIKO dppoko. H enidpacn avtr| oe pepikoig
acBeveic NTav epeavig and v Tpatn EfSoudda g aymyns. H dwapopd otn péorn fertioon peta&d
TV 600 OUAdWV acHEVMY VIO OPUCTIKY 0LGIN dev TaV oNUAVTIKT. Avaeepleica eAdTtmon dlyovd,
TovAGyIoToV Kotd 30%, Kotaypdenke mepinov o 65% TtV 060evdY VIO VIOLAOEETIVI] GUYKPLTIKA e
40% exeivav vd €1KoviKo edpuaxo. Ot avtioTotyeg LETPNOELS Yo TOLVAd IoTOV 50% gAdTTOON TOV
dAyouvg NTav, 50% wai 26%, avtictorya. Ta mocootd kKhvikng avtamokpiong (50% 1M peyodotepn
Bedtioon tov GAyovg) ovarvdnkay cOue®va pe To av i Oyl ot acBeveic Evimbov vavnAia Katd ™)
dudpkela g aywynes. L' tovg aobeveic yopic vavniia, KAvikn aviondkpion toapotnpnonke os 47%
TV acfevodv vto viovlotetivn kot o€ 27% tv acbevov vo eikovikd edpurako. To Ttocootd
KAWVIKNG avTamdkpiong pe vavniia ftav 60% yio toug acbeveic vo viovio&etivn kon 30% yio Tovg
acBeveic V7o elkovikd eappoko. Ot acheveig mov dev eupaviiav erdttmon tov dlyoug katd 30%
evtog 60 nuepdv g aywyng, nTav omibovo va ¢Bdcovy to eminedo avTo KaTd TN SAPKELN TEPOLTEP®

aywyNG.

e pior un-eAeyyOUEVT] LOKPOYXPOVIO LEAETT aVOLYTOV GYESLOGLOD, 1] EAATTMON TOL AAYOLG G acbeveig
nov avtamokpivovtar og ofela Bepameia 8- efdopddwv pe Cymbalta 60 mg dmag nuepnoiong,
dtonpnOnke yio emimAéov 6 UVEC OTIMG TPOEKVYE Amtd TN LETOPOAN TOL HEGOL 24MPOoV GAYOLG GTNV
KAipoxo Brief Pain Inventory (BPI).

THoudrazpirog ninBoouog
H yopniiynon g vrovio&etivng dev €xet peretbel og acbeveic nhikiog kdto TV 7 €TGMV.

AVO TUYOOTOMNUEVES, SITAL TVPAES, TaPAAANAES KAMVIKEG dokipES dteEnyOnoav oe 800 ToudtoTpikoe
acBeveic nAiag 7 émg 17 etdv, pe peilova kotabimtiky datapoyn (PAETe mopdypapo 4.2). Ot 600
auTég pueréteg mepthapPfovay pia ofela pdon, didpketog 10 efdopddmv, eEreyyOLevn e EIKOVIKO
Qappako Kot evepyd eappako (pAovo&etivn), n omoia akolovdnOnke and 6-unvn tepiodo eMEKTAGNC
ayYNG, EAEYXOUEVT] LE EVEPYO @dApuaio. OvTe N viovdo&etivn (30-120 mg) ovTe TO GKELOG EVEPYOL
eoppakov (pAovoetiviy 20-40 mg) diapoporomOnKay GTATIGTIKA 0O TO EIKOVIKO QAPLOKO,
aVAPOPIKA UE TIG LETAPOAES, LETOED OPYIKNG EKTINONG KOl KATOANKTIKOD GNUEIOV, GTT] GUVOALKN
Babuoroyia g Avabewpnuévng Kiipaxog A&tordynong [oudwkng KatdOiwyne (CDRS-R). H
drokonn| g Bepameiag, Ady® avemBuunTOV EVEPYEIDV, NTAV TLO LYV 6TOVE aobeveig Tov AduPfovay
VTIOLAOEETIVT, G€ GUYKPION UE 0LTOVS ToL AdpPavay eAovoEeTivn, kuplog Adyw ¢ vavtiag. Katd
duapketa g o&elag edong tv 10 efdopddmv, avagépdnKay aLTOKTOVIKEG GUUTEPLPOPES
(vrovro&etivn 0/333 [0%], rovo&etivn 2/225 [0,9%], ekovikd pdppoko 1/220 [0,5%]). Katd ™
ouvolikn dtdpketa v 36 fdopdadmv tng perég, 6 otovg 333 acbeveic mov eiyav apyud
TuyoomomBel og viovao&etivn kot 3 otovg 225 acbeveis, mov giyov apytkd Tuyotomoindel o
PAOVOEETIVN, TOPOVGIOCAY CVTOKTOVIKT] CUUTEPLPOPA (1] TPOGUPLOCUEVT OTNV EKBEOT] EMITTMON TNG
VTOKTOVIKNG cupumepipopds nTav 0,039 cupfdvia ava £tog acbevn, yio T viovho&etivn kat 0,026
ovuPdvta avd £tog acBevn, Yo T eAovotetivn). EmimAéov, évag acBevig mov dAlaée amd sucovikd
PAPLOKO GE VTOVAOEETIVT], TOPOVGIOGE VTOKTOVIKT] GUUTEPLPOPA EVD AdpPove VIOvAoEETIVY.

Mo TOYOOTTOINILEVT, SITAG TVPAT, EAEYYOUEVT LE EIKOVIKO ApLoKo HLeEAETN de&nydn og 272
acBevelc, pe yevikevpuévn ayymon dtatapayn, nhikiog 7-17 etov. H pelétn nepihdpupove pio o&eio
@aon, ddpketog 10 efdopadmv EAEYYOUEVT] LE EIKOVIKO QAPLOKO, aKkoAOVBOVUEVT OO [0, TEPI0O0
EMEKTOOTG ay®mYNG, dtdpketog 18 efdouddomv. Katd tn didpkela ovthg g peAétng ypnotpuonomonke
€VEMKTO 00GOAOYIKO GO TPOKELUEVOD VO VTTAPYEL 1] SuVATOTNTO GTASIAKNG obENOTG TG dOOG ad
30 mg ara nuepnoing, o peyaivtepeg 60oelg (Léyiot 120 mg ana nuepnoing). H Bepancia pe
VTOLAOEETIVT £0€1EE OTATIOTIKA OTULOVTIKG LeYAADTEPT] PEATIOOT TOV CUUTTOUATOV TNG YEVIKELUEVNG
ayYO30VE droTopayne, Omwe ot netpRinke pe o fabud coPapdmrag PARS yia yevikevpuévn
ayymdn oatapayn (Léon dtapopd uetald viovAo&eTiving Kat elkovikod eappdxov 2,7 Baduoi [95% CI
1,3-4,0]), petd amod 10 efdouddeg Oepaneiag. H dtoutrpnon tov amoteléopatog dev £xel agloloynOei.
Agv VIPYE GTATIGTIKA CILOVTIKT dtapopomoinen ot diakonn g Bepomeiog, AOYym avembountmv
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EVEPYELDV, LETAED TV OUAO®YV VTOLAOEETIVIG KO EIKOVIKOD GopudKov, Katd T didpkelo Tov 10
gPoopad Vv g oelag paong g Bepaneioc. Avo acbeveic, ot omoiol GAAAEAY amd EIKOVIKO PAPLLOKO
o€ vtovio&etivn petd v ofelo pAoT, ToPoVGIOcHY AVTOKTOVIKT GUUTEPLPOPE EVAD AdpPovay
VTOLAOEETIV KAT TN d1dpKELD TNG PAoNg emékTaonc. Aev €xet e€aybel cuUTEPAGHLO OC TPOG TN OYEL
0PEALOVE/KIVOUVOL, GE QLT TNV NAKLOKY opdoa (BAEre emiong mapaypdeovg 4.2 kot 4.8).

Mio pepovopévn HeAETN Tparyatomomnke o€ maidloTpikons acOeveic Le GOVOPOUO VEAVIKNG
npotonafotc wopvadyiog (JPES), otnv omoia 1 opdda mov ElaPe Bepomeia pe viovaoletivn dev
Stoympiotnke amd TV opdda mov EAAPE EIKOVIKO QAPLLOKO OC TPOG TNV KOPLO LETPTNON TNG
OTTOTELECLATIKOTNTOG. ZVVETMG, OV LITAPYOVY OESOUEVO ATOTELECUATIKOTNTOG GE OVTOV TOV

oo TPIKO TANBued acbevav. H tuyatomonpévn, Sumld-toeAn, eAeyOUEVT] LE EIKOVIKO (APLLOKO,
TOPAAINAT HEAET TG VTOovAoEETivig 01eényOn o 184 epnoug niikiag 13 ém¢ 18 etdv (Léon nikia
15,53 étn) pe JPFS. H perétn mepirapPove pio 13-gfdopddmv Sumhd-topAn mepiodo katd TV omoia ot
acBeveic Tuyoomombnkav o vrovio&etivn 30 mg/60 mg N o€ €1KOVIKO PappoKo, anaé nuepnoing. H
VTOVAOEETIV OeV €0€1E€ AMOTEAEGLLATIKOTITO GT LEIDGT) TOL AAYOVG COLPOVOL LLE TNV HETPTOT| TNG
KOPLOG EKPooNE TOL KATOANKTIKOD onUeion Tov pHEcoL dAyovg g kAipakac Brief Pain Inventory
(BPI): n péon airayn tov edayiotov tetpayovev (LS) and mv apykn Tiun tov HEGov 6pov yia 1o
dryoc g KAipakag BPI otig 13 gBdopddec rav -0,97 otnv opdda mov ELaPe To EIKOVIKO QAPLLOKO,
o€ oVYKplon Ue To -1,62 oty oudda wov Elafe viovio&etivn 30/60 mg (p = 0,052). Ta anoteréopoto
0CQPUAELNG OVTNG TNG LEAETNG NTOV COUO®VA LLE TO YVOGTO TPOPIA ac@aAeiog TG VTovAloLeTivng.

O Evpomnaikdg Opyoviopog Poppdkmy €xel dOGEL ATOALNYT Ao TNV VTOYPEMGT] VITOPOANG TOV
amotelecudtov Tov peretov pe to Cymbalta g 6Aeg Tig vIToKATNYOPiES TOV TASATPUKOD TANOLGHOD
ot Bepoameio peilovog KaTabAmTIKNG dtotapayns, Tov dtafnTikod vevporadnTikod GAyous Kot g
YEVIKELUEVIC aryXDOOoVG dtatopayne. BAéne mapdypapo 4.2 yio mAnpogopieg oyeTIKG pe TNV

OO TPIKY XPNOT).

52 ®@oppokokivnTIKES 1O10TNTES

H vtovio&etivn yopnyeitor og povadikd evavtiopepés. H viovioletivn petafoiileton extetapéva and
évlopa o&eidmong (CYP1A2 kot 1o CYP2D6 mov epgavilel molvpopeiopd). H o&egidwon
axolovbeitar amd ovlevén. Ot PapUAKOKIVITIKES WO10TNTES TNG VTOLAOEETIVIG EUQOVI{OVY HEYAAN
mokiAa (yevika 50-60%) petal&d Tov ooV, HEPIKMG OQEIMOUEVT GTO PVAO, TNV NAIKid, TO
KATVIGUa Kol T LETAPOAKT KaTAoTaoT TOV 060evoic g mpog to CYP2D6.

Amoppopnon: H viovlo&etivn amoppo@dtat KaAd HeETE TNV amd TOL 6TOUATOS XopyNon Kot 1 Crax
EMTLYYAVETAL 6 MPEG LETA TN YopNyNon TG doong. H amdrvtn Brodiabecyotnto g amd Tov
OTOUATOG XOPN YOO UEVN S VTovAoEeTivng kupaivetal and 32% £mg 80% (ue péon 50%). H Aqun tpoeng
KkaBvotepel To YpOVO eMiTEVENG TNG LEYIGTNG GLYKEVTP®ONG atd 6 o€ 10 dpeg Kot PELDVEL OPLOKE TNV
éxtaon g amoppoenong (tepimov 11%). Ot petaforég autég dev BempPovVTUL KAIVIKA OTLOVTIKES.

Kazavour: H vtovho&etivn ovvdéetan kotd mepimov 96% e Tig ovBpmmiveg TpoTEiveg TOL TAAGHATOS.
H vtovio&etivn cuvdéetar 1060 e T Aevkopativr 060 Kot pe tv diea-1 6&vn yAvkonpwteivy. H
TPOTEIVIKT oOVOEDT dev emnpedeTan Amd TNV TAPOVGiK VEQPIKNG 1] NTATIKNG SVGAELTOVPYING.

Biouetaoynuoatiouos: H viovho&etivn petaforileton extetapévo, kot ot petafoAiteg amofaiiovtan
Kuping St T@v 00pov. Ta kutoypopate P450-2D6 kot 1A2 kataAdovy To oYNUATIGUO TV dV0
KOPLOV HETAPOMTOV TG, TG oL{gLYHEVNG Ke YAvKovpoVidlo, 4-0dpdév vIovAoLeTivig Kat TG
ovlevyuévng pe Betiko, 5-uopo&v 6-uebdéy vroviotetivng. Me Bdon in vitro peléteg, ot PeTafoAiteg
g vIovAo&etivng otnv Kuklopopio Bempodvtar pappakoroykd adpaveic. H papparxokvntikn g
vrovio&etivng o aobeveic ot omoiot petaforilovv mrwyd 6cov apopd oto CYP2D6, dev éxet
peretn0et edika. Ieplopiopéva dedopéva VITOONADOVOLY OTL, TO ENITEdN TAAGHOTOC TNG VTOLAOEETIVIG
givar vynAdTEp 6TOVG 0G0EVEIC ALTOVG.

Anoforn: O xpodvog nulmns e viovrotetivng kopaivetor amd 8 £mg 17 dpeg (LEcog xpovoc nulong
12 dpeg). Metd amd evéopAéfia yopnynon n kdbapon g VIoLAOEETIVIIG 6TO TAGGLO KOUOEVETOL 0Td
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22 1/hr éwc¢ 46 1/hr (uéon tun 36 1/hr). Metd ™ yopfiynomn piog 60omg amd GTOUATOS 1| EUPAUVAG
KkdBapon g viovho&etivg oto mAdoua kopaivetotl arnd 33 émg 261 1/hr (uéon tiun
101 1/hr).

Eidixoi ITAnBvouoi

Dvl0: apUOKOKIVITIKEG SLOPOPEG ExovV TapatnpnOel HETAED avdpdY Kot YOValK®Y (1 ELQOVIG
k@0apon mhacpatog eivan tepimov 50% yapniotepn otig yovaikeg). Me Bdon tnv aAAnlogmikdioyn
0T0 VP0G TNG KAOOPONG TAAGLOTOC, Ol POPUUKOKIVITIKES SL0QOPEC e Bdom To VA0 TOV acbevolc,
SV OIKOIOA0YOUV TN GVGTAGT YOPNYNONG MEWMUEVNG dOONG G Yuvaikeg acOeveic.

Hlixio: ®oppokokivntikég dtapopég Exovv mapatnpndel petald vedtep®V YUVUIK®OV KOl YOVOIK®V
peyorvtepnc nlkiag (= 65 etdv) (n AUC av&dveton kKatd nepimov 25% kot o gpdvog nulong etvat
Kot mepinov 25% mapUTETOUEVOC GTOVG NAKIOUEVOVS, oV Kot TO UEYED0G TV UETABOADY OVTOV OEV
elval eToPKEG MOTE VO OTOLTELTOL SOGOAOYIKT OVATPOCAPUOYN. £2C YEVIKY GVOTOOT| OTOLTEITOL
TPOGOYY KATA TN OEPATEVTIKY AVIILETAOMON TOV NMKIOLEVOV acbevav (BAéne Tapaypapovg 4.2 Kot
4.4)

Neppixn dvolertovpyio: O acBeveic pe veppikn vooo telikod otadiov (ESRD) mov vrofdilovtav o
apokdBapon, elyav dSumhdoieg TIHEG TV Cmax Kot AUC tng viovdo&etivng o€ cOyKplomn LE LYiElg
ebelovtéc. Ta papuakokivnTikd dedopéva TG VIoLAoEETIVIG og aoBeveic e N 1) PETPLO VEQPIKN
dvoiertovpyia givar Teplopiopéva.

Hrorixn dvalerrovpyio: H pérplag cofapotnrag nrotikn vocog (Katnyopiag B oty ta&ivounon katd
Child Pugh) emnpéace Tig QopLOKOKIVNTIKEG IOIOTNTEG TNG VIOLAOEETIVIIC. ZUYKPITIKA LE VYIES
eBehovtég 1 eppavifopevn kaBopon g viovioletivig oto TAdopa Mtav katd 79% pkpdtepn, o
eueoviLoEevog TeEAKOG YpOVog Nuicetag Cong frav 2,3 eopéc peyarvtepog kot 1 mteployn-AUC ftav
3,7 popég vynAotepn otovg acheveic e HETPLOG coPapodTnTag NIoTiKn voco. H gapuakokvntiky g
VTOLAOEETIVIG KoL TV peTafolttav g dev €xel ueretnOel og acbeveic pe N | LETPLO. NITATIKN
OVETAPKELQL.

Mpuzépeg mov Onialovv: H ddbBeon g viovioletivig €xet peretnOel o 6 yovaikeg mov OfAalov ot
omoieg Ntav TovAdyiotov 12 gfdouddeg petd tov toketd. H vrovio&etivn aviyvedTnKe 6To UNTPIKo
YOAO KO Ol GUYKEVIPMOGELS 6T 6Ta0EPT] KATAGTOOT GTO UNTPIKO YOAo TaV TEPITOL GTO EVA TETAPTO
TV avtioToty®v 6to TAdoua. H mocdtnta g viovioletivng 6to untpukd yoia ftav mepinov

7 ug/muepncing pe ™ yoprynon d6ong tv 40 mg dic nuepnoing. O Oniacudc dev ennpedlet
POPUOKOKIVITIKT TNG VTOVAOEETIVIG.

Houdrarpixog ninBvouog: H opprokokivntikn T VIOLAOEETIVIG, 68 TadloTptkovg acbeveic nAtkiog
a6 7 ¢ 17 etav, pe peilovo katabAMTTIKn d10Tapoy] Kol 00 TOL GTOUATOS YOPTYNon
Oepanevutikng aymyns 20 éog 120 mg, dra& nuepnoing, xopoKTnpIGTNKE YPNCYLOTOIOVTOS OVAADGELS
mnBucokdv poviédmv Pacifopeva oe 3 peréteg. Bdogtl Tov povtédov, ol GUYKEVIPAGELS TNG
VTOLAOEETIVIG GTO TAGC LA 5T 6TAOEPT] KATAGTOGT], GTOVE TAdLATPIKOVG aGOEVEIC, TV (OC ETTi TO
TAEIGTOV, EVTOG TOV EDPOVE GVYKEVIPADCEMY OV EYEL Tapatnpn el 6TOVG eviilikeg acBevels.

5.3 IIpoxivikd dgdopéva Yo TNV 0oQPaAiEL0

H vtovho&etivn dev elye yovoToLikég 1010TNnTEG GE £va TUTOTOUUEVO GOVOAO SOKILACLOV Kot deV glye
EMOPUCELS KOPKIVOYEVEGTC GE OPOVPOIONG. ZE UEAETN KOPKIVOYEVEST|G GE ALPOVPOIOVS
mapoTNPHONKaY TOALTOPTVA KOTTOPO GTO TP amovcic AAA®Y 16TomaforoyikdV petafordv. O
VIOKEIUEVOG UNYAVIGLOG KOl 1) KAVIKT) GTLOGTI0 TOV TPOTYOLUHEVOD EVPIUATOG vl AyvmoTa.

e OnAvkovg movtikovg, Tov EAafav viovAogetivn yia 2 ypdvia, mapotnprOnke avénuévn enintmon
NTOTOKLTTOPIKOV UOEVOUATOV Kol KOPKIVOUAT®OV LOVo oty vynin d6on (144 mg/kg/muepnoing),
0AAG avTa Oe@pnONKaY SEVTEPELOVTA TNE ETOYWOYNG TOV NTATIKMOV MKPOSMOUIOKDYV eviopmy. H
onpocio TOV EVPNUATOV AVTMOV GTA TOVTIKLY, Yo TOV AvOpwTo dev gival yvoortr]. Ot Onivkol
apovpaiotl Tov EAafov viovAo&etivn (45 mg/kg/muepnoimg) Tpo Kot KoTd T SIUPKELL TOV
{evyapdPOTOG KOl O TPMLO GTAJL0 TNG KONOTG, ELOAVIOAV HELWUEVT TPOGATYN TPOPTG KOl
HELOEVO BAPOS CONOTOG, SLOTAPOYT TOV OIGTPIKOD KOKAOVL, HEIMOT TV JEIKTAOV YEVVNoNg LovTavdy
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euPpLV Kot eTPimong TOV aroyovov Kot KaBuoTépnor TG avATTLENG TV amoYOVmV, GE ETImEd
GLOTNUOTIKNG £kBECNC TOV LITOAOYiGON KAV VO €lval 6TO PEYIGTO EKEIVMVY TG KAVIKNG £KBEOTG
(AUC). X perétn euPpootolikdtnTog 6€ KOVVEALD, TapatnpNOnKe PeyaddTeEPN EMIMTOON
KOPOLOYYELOKAOV KOl GKEAETIKOV OVCTANCLOV GE EMIMESO CLGTNOTIKNG EKOEOT|G YOUNAOTEPQ EKEIVOV
™m¢ p€ytotg KAvikng ékbeong (AUC). Aegv mapatnpndnkav dvonlaciec oe dAAN peAétn, 1| omoia
e&étale peyarbteprn 6001 €vOG SLOPOPETIKOD AAOTOG TNE VTOVAOEETIVIC. X pehétn Tpo/uetd
YEVVNTIKNG TOEIKOTNTOG apovpoimV 1 VIOLAOEETIVY TPOKAAESE AVETIBOUNTEG EVEPYELEG GTO EMIMESO
TNG GCUUTEPIPOPUC TV VEOYVMV GE EMIMEDN GLOTNUATIKNG £KOEGNC YOUNAOTEPO EKEIVDV TNG HEYIOTNG
KAMvikng ékBeong (AUC).

Mehéteg, og £pnPovg apovpaiovg, VTOINAMVOLY TAPOSIKY ETIOPUCT] GTI) VEVPOAOYIKT] GUUTEPUPOPT.,
KoODC Kot GNUAVTIKT LEIMOT TOL GOUOTIKOD BAPOVG KOl TNG KOTAVAAMGTG TPOPNC, ETOYWOYT
NRATIKOV ev{OU®V Kol TOTOKVTTAPIKN Kevotomiomon ota 45 mg/kgmuepnoing. ['evikd 1o mpopii
TOEIKOTNTAG TNG VIOLAOEETIVIG GTOVG £PMPOLG apoVPAioVs NTOV TOPOLOL0 HE AVTO TV EVIAIK®V
apovpainv. To S060A0YIKO EXINESO UN ELPAVIONC OVETIOVUNTOV EVEPYEIDYV, TPOGOLOPIGTNKE GTA

20 mg/kg/muepnoing.

6. D®APMAKEYTIKEX IAHPO®OPIEX
6.1 Kotaroyog exdoywv

IIepreyduevo kowakiov
YrpopeAroln
O&n-nAexTpiki VIPOUEAAOIN
Zaxyopoln

Ypapidio caxyopolng

TéaAxng

Awoégidro tiraviov (E171)
Kurpkdg tpronbviectépag

EmkdAvyn koyakiov

Cymbalta 30 mg

Zeghativn

AaovporoBetkd vaTplo

Awo&eido titaviov (E171)
Ivdwokappivio (E132)

Bpdotpo peddvi Tpdcsivov ypdpoatog

Bpooyo peldvi mpdoivov ypduUatog mepEYEL:
Yuvhetikd povpo o&eido adnpov (E172)
YuvOeTikd kitpvo ogidto odnpov (E172)
[Ipomvievoylvkoin

Koppeo Adkkag

Cymbalta 60 mg

Zehativn

A00ovpLLoDEeLiKo VATPLO

Awo&eidio tiraviov (E171)
Ivdwokappivio (E132)

Kitpwvo o&eidio aionpov (E172)
Bpooyo pelavi Aevko ypouatog

Bpooyo peldvi Aevkod ypdpaTog TEPLEEL:

Awo&eidio trraviov (E171)
[Ipomvievoylvkoin
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Koppea Adkkog
[ToP1d6vn

6.2 AovppoatoTnTeg

Aev epapudletor.

6.3 Awdpkera omg

3 ém.

6.4 Iowitepeg TpoPuAGEELS KUTE TN OVLAEN TOV TPOTIOVTOG

duldooete oTNV APYIK] GLOKELOGIO Y10 VO TPOCTAUTELETAL amd TNV vypacia. Mn @uAdcoete oe
Oepuokpacio peyoivtepn tov 30 °C.

6.5 ®@VHoN KU GLOTUTIKA TOV TEPLEKTN

[epiéxtec-blister moAvfvoroyropidiov (PVC), moivaibvieviov (PE) kot
nmolvyrwpotprpbopoarfureviov (PCTFE) emkoivppévor pe gOAAO aiovpviov.

Cymbalta 30 mg
To Cymbalta 30 mg Siatifeton o cuokevaciec Tov 7, 28 kot 98 oKANPOV YOGTPOUVOEKTIKMV
Kayaxkiov.

Cymbalta 60 mg

To Cymbalta 60 mg Siatifetal og cuokevaciec Tov 28, 56, 84 ka1 98 oKANPOV YASTPOAVOEKTIKGY
Kayakiov Kol o€ Tolvcvcokevaciec mov eptEyovv 100 (5 cvokevacieg tv 20) ko 500 (25
ocvokevaoieg v 20) oKANPA YOoTpoavOEKTIKG KOWAKLA.

Mmropel va, unv KukhAo@opoOVv OAEC 01 GLCKEVAGIES.
6.6 Iowitepeg TpouvAacers ambppryng

Kopio g1dkn vroypémon.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAlavdia.

8. APIOMOZX (OI) AAEIAY KYKAO®OPIAX

EU/1/04/296/001
EU/1/04/296/002
EU/1/04/296/003
EU/1/04/296/004
EU/1/04/296/005
EU/1/04/296/006
EU/1/04/296/007
EU/1/04/296/008
EU/1/04/296/009
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9. HMEPOMHNIA ITPQTHX ETKPIZHY/ ANANEQXHX THX AAEIAX
Huepounvia mpartng £ykpiong: 17 Askepppiov 2004

Huepounvia tekevtaiog avavémong: 24 lovviov 2009

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtouepeic TANPOPOPIES Yo TO TOPOV QUPLOKEVTIKO TPOioV givarl 100EG1IUES 6TO SIKTVLAKO TOTO TOV
Evpomnaiiod Opyaviopod @appdkov: http://www.ema.europa.eu.
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ITAPAPTHMA I1

MAPAXKEYAXTHX(EX) YHEYOYNOX(OI) I'A THN
AIIOAEZMEYZH TQN HAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAETIAX
KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EX) YIIEYOYNOZX(OI) I'TA THN AIIOAEXEMEYXZH TQN
ITAPTIAQN

Ovopa kot d1evbvvon Tov(Tmv) Tapackevaotn(dv) mov gival veevBuvog(ot) Yo TV OTOdEGUEVOT TOV
TopTidV

Lilly S.A.

Avda. de la Industria N° 30,
28108 Alcobendas

Madrid

Iomavia

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

QopUaKEVTIKO TPOIOV Y10, TO OTTOI0 ATALTEITON LTPIKT] GLVTOYN.

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAYX KYKAO®OPIAX
. Ex0¢og1g meprodikiic mapaxkorovdnong g acedirsiag (PSURSs)

O1 amortioelg yio v vofoAn twv PSURS yuo 10 ev A0ym @apuokevtikd mpoiov opilovtal 6tov
KATAAOYO e TIg nuepounvieg avagopdg e Evoong (katdioyoc EURD) mov mapatifeton oty
mapdypapo 7 tov dpbpov 107y g odnyiag 2001/83/EK xon kdbe emarxdlovdng entkarpomoinong 0mws
£xel ONUOGIEVLETUL OTNV EVPMTATKT SIKTLOKT] TOAT] Y10 TAL PAP LK.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITTIOTEAEEMATIKH
XPHZH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyé010 owayeipiong Kivovvov (XAK)

O Kdroyog Adetag Kvkiogpopiag (KAK) Ba die&aydyet Tig amattodpeveg dpactnplotnTes Kot
TOPEUPAGELG POUPLOKOETOYPVTVNONG 0TS Tapovstdlovial 6to cupuprvniéy ZAK mov tapovcidaletan
otV evotnra 1.8.2 g ddetag KuKAOPOPIag Kol 0TOlEGONTOTE EXOKOAOLOES EYKEKPIUEVES
avafempnoelg tov TAK.

‘Eva emxoiponomuévo TAK Oa mpénet va kototedei.
e Metd ano aitnuo tov Evponaikod Opyaviopod @appdxmv,
o OnotedNmoTe TPOTOMOLEITAL TO COGTNHA JAYEIPLONG KIVOVUVOL, EOTKA (OC OTMOTELEC U AYNC
VE®V TANPOQOPIDOV TOV UTOPOVV VO ETLPEPOVY GNUAVTIKT GAAAYT) GTT) GYECT) 0QELOVC-KIVEHVOL
N ®¢ OTOTELEG O, TNG EMITEVLENC EVOC GNUAVTIKOD 0POCTHOL (POPUOKOETOYPVTVIOT 1}
gloyiotomoinon Kwvdvvov).

24



ITAPAPTHMA I1I

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTIA I'TA 30 MG XKAHPA TAXTPOANGEKTIKA KAYAKIA

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

Cymbalta 30 mg okAnpd yaotpoavOekTikd Koy axio
vTovAo&etiv

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Kd&Be kaydiro mepiéyet 30 mg vrovio&etivn (oG vOpoyAmpikn).

| 3. KATAAOT'OX EKAOXQN

[Tepiéyer caxyapoln.
BA\éne @OALO 0ONYL®DV Y10 TEPIGGOTEPES TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 oKANpd Yoo TpoavOEKTIKA KoyaKio
7 oKANPE YOO TPOOVOEKTIKA KonydkioL
98 oKAnpd YooTpoovOEKTIKG Koy dKLo

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

Amod otopaTog ypnon.
AwBaote T0 PUALO 0INYIDOV XPNOTG TPV OO TN XPTOT).

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tondid.

[7. AAAH(EZ) EIAIKH(EX) TPOEIAOTIOIHEH(EIY), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEYX YYNOHKEYX OYAAEHX

DVALAGGETE OTNV OPYIKN CUGKELOAGIN YOl VO TPOGTOTEVETOL Ao TNV vYpocio. Mn euAdcoete o€
Bepuoxpacia peyarvtepn twv 30 °C.
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10.

IAIAITEPEX ITIPO®YAAZEIX I'TA THN AIIOPPI¥YH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YHOAEIMMATOQN ITIOY HPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11.

ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O avdia.

| 12.

APIOMOX(OI) AAEIAY KYKAO®POPIAX

EU/1/04/296/001 (28 okAnpd yooTpoavOEKTIKA KonyoKio)
EU/1/04/296/006 (7 oxAnpd yaoTpoavOeKTuc onydicior)
EU/1/04/296/009 (98 oxAnpd yooTpoavOekTikd KonydKio)

[ 13. APIOMOX IIAPTIAAY
[Toaptida
| 14. TENIKH KATATAEH I'lA TH AIAGEZH

DappoxevTikd TPOiov Yo To 0molo amatTeiTal TP CLVTOYT.

| 15. OAHTIEX XPHIHX
| 16.  TTAHPO®OPIEX XE BRAILLE
Cymbalta 30 mg
17. MONAAIKOZX ANAI'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX

KQAIKAX (2D)

A16d146TaTOC YPOUU®TOS KOOKAG (2D) Tov pépet Tov TEPIANPHEVTO LOVASIKO AVOyVOPIGTIKO
K®Owd.>

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN

28




EAAXIXTEX ENAEIZEIZ [TIOY ITPEIIEI NA ANATPA®ONTAI XTIZ XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEZ
30 mg oxkAnpa YOoTPOUVOEKTIKG KOy aKLa

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Cymbalta 30 mg oxAnpd yoaotpoavOekTikd KoyaKio
vTovAo&eTiv

| 2. ONOMA TOY KATOXOY THX AAETIAYXY KYKAO®QOPIAX

Lilly

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

oprtida

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

KOYTIA I'TA 60 MG XKAHPA TAXTPOANGEKTIKA KAYAKIA

| 1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Cymbalta 60 mg ckAnpa yacstpoavOekTikd Koy akio
vTovAoEeTiv

[2.  TYNOEZH ZE APAXTIKH(EZ) OYZIA(EY)

Kd&Be xaydiro mepiéyet 60 mg viovio&etivn (oG vOpoyAmpIkn).

| 3. KATAAOT'OX EKAOXQN

[Tepiéyer caxyapoln.
BA\éne @OALO 0ONYL®DV Y10 TEPIGGOTEPES TANPOPOPIEC.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

28 oKANpd Yoo TpoavOEKTIKA KoyaKio
84 oKAnpa yaoTpoavOEKTIKA Koyl
98 oKANpPd YooTpoovVOEKTIKG Koy aKLol
56 oKAnpd YooTpoovOEKTIKG Koy aKLo

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

Amod otopaTog ypnon.
AwoBaote T0 OALO 0dN YLDV XPNONE TPV oTd TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
ITPOION ITPEIEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Na puAdoocetat og 8o, TV onoia dev PAETOVY Ko dev Tpooeyyilovv Ta TodLd.

[7. AAAH(EZX) EIAIKH(EX) IIPOEIAONIOIHEH(ELY), EAN EINAI AIAPAITHTH(EY) |

[8. HMEPOMHNIA AHEHE |

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVAAGGETE OTNV OPYIKN CUGKELAGIN Y10l VO TPOGTOTEVETOL Atd TNV vYpocio. Mn euAdcoete o€
Oepuoxpacio peyarvtepn tov 30 °C.
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10. TAIAITEPEX TPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TOQN
YIHOAEIMMATQON I1IOY ITPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

| 11. ONOMA KAI AIEYOYNEIH TOY KATOXOY THE AAEIAX KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O avdia.

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/296/002 (28 okAnpd yooTpoavOeKTIKd KonyaKio)
EU/1/04/296/003 (84 oxAnpd yooTpooavOekTikd KonyaKio)
EU/1/04/296/004 (98 oxAnpd yooTpoavOeKTikd KonyaKio)
EU/1/04/296/005 (56 oxAnpd yooTpoavOeKkTikd KonydaKio)

[ 13. APIOMOZX IIAPTIAAX

oprtida

| 14. TENIKH KATATAEH I'lA TH AIAGEZH

DopHaKEVTIKO TPOTOV Y10 TO OTOL0 AMULTEITAL LOTPIKT) CLVTOYT.

| 15. OAHI'IEX XPHXHX

| 16. TAHPO®OPIEX XE BRAILLE

Cymbalta 60 mg

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

A166146T0TOG YPOUU®TOS KDoA (2D) mov pépel Tov TEPIANPOEVTO LOVOSTIKO OVOyVOPIGTIKO KOOIKO.

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

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

HOAYXYXKEYAXIA-EXQTEPIKO KOYTI I'TA 60 MG XKAHPA TAXTPOANGEKTIKA
KAYAKIA
(yopic blue box)

| 1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Cymbalta 60 mg okAnpd yoaotpoavOekTikd Koy aKio
VTOLAOEETIVN

[2. TYNOEZIH IE APAXTIKH(EZ) OYZIA(EX)

Ka0e kaydikio mepiéyel 60 mg viovAoEetivn (g LOPOYA®PIKY)).

| 3. KATAAOI'OX EKAOXQN

[epiéyer caxyapoln.
BAéme @OALO 0ONYIOV Y10 TEPIGGOTEPEC TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

20 oxhnpd yaotpoavOektikd kKonyakia. [lepiexdpevo molvovokevasiog, dev pmopel va mowAeitot
Eexwplota.

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

Amod otopaTog ypnon.
AwoBdote T0 OALO 0N YLDV ¥PNONE TPV oTd TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tandid.

[7. AAAH(EZ) EIAIKH(EX) TPOEIAONIOIHEH(EIX), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVALAGGETE OTNV OPYIKN GCUGKELAGIN YOl VO TPOGTOTEVETAL Ao TNV vypacio. Mn euAdccete og
Oepuokpacio peyarvtepn tov 30 °C.
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10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAAavdia.

| 12.  APIOMOZX(OI) AAEIAY KYKAO®OPIAZ

EU/1/04/296/007 (500 oxAnpd yaotpoavOektucd konydxia) (25 cuokevaoies tov 20)
EU/1/04/296/008 (100 okAnpd yactpoavhektikd konydiia) (5 cvckevacieg tav 20)

| 13. APIOMOX ITAPTIAAX

[oprtida

| 14. TENIKH KATATAZEH I'lA TH AIAGEXH

DappoxevTikd TPOioV Yo T0 0molo amaLTELTAL LTPIKT CLVTOYT.

| 15. OAHIIEX XPHZHZ

| 16. TAHPO®OPIEX LE BRAILLE

Cymbalta 60 mg
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ENAEIZEIX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

HOAYXYXKEYAXIA-EEQTEPIKO KOYTITTA 60 MG XKAHPA TAXTPOANGEKTIKA
KAYAKIA
(ne blue box)

| 1. ONOMAXIA TOY PAPMAKEYTIKOY ITPOIONTOX

Cymbalta 60 mg okAnpd yoaotpoavOekTikd Koy aKio
VTOLAOEETIVN

[2. TYNOEZIH IE APAXTIKH(EZ) OYZIA(EX)

Ka0e kaydikio mepiéyel 60 mg viovAoEetivn (g LOPOYA®PIKY)).

| 3. KATAAOI'OX EKAOXQN

[epiéyer caxyapoln.
BAéme @OALO 0ONYIOV Y10 TEPIGGOTEPEC TANPOPOPIES.

| 4. PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

IToAvovokevacia: 500 (25 cvokevaciec v 20) oKANPA YOOTPOAVOEKTIKE Koy dKLo
[MoAvevokevacia: 100 (5 cvokevaciec Tov 20) okANPE YOOTPOOVOEKTIKA Koy aKLo

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

Amod otopaTog ypnon.
AwoBdote T0 OALO 0N YLDV ¥PNONE TPV oTd TN XPHon.

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEIEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Noa puidooetar o€ 0éon, TV omoia dev PAETOLY Kol dev Tpooeyyilovy Ta Tandid.

[7. AAAH(EZ) EIAIKH(EX) TPOEIAONIOIHEH(EIX), EAN EINAI ATIAPAITHTH(EY)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEYX OYAAEHX

DVALAGGETE OTNV OPYIKN GCUGKELAGIN YOl VO TPOGTOTEVETAL Ao TNV vypacio. Mn euAdccete og
Oepuokpacio peyarvtepn tov 30 °C.
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10. TAIAITEPEX ITPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATOQN ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAAavdia.

| 12.

APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/04/296/007 (500 oxAnpd yaotpoavOektucd konydxia) (25 cuokevaoies tov 20)
EU/1/04/296/008 (100 cxAnpd yaotpoaviektikd kowakia) (5 cvokevacisg twv 20)

[ 13. APIOMOZX IIAPTIAAYX
[oprtida
| 14. TENIKH KATATAEH I'lA TH AIAGEZH

DappoxevTikd TPOioV Yo T0 0molo amaLTELTAL LTPIKT CLVTOYT.

| 15. OAHTIIEX XPHIHX
| 16. TTAHPO®OPIEX XE BRAILLE
Cymbalta 60 mg
17. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX

KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KMo (2D) mov gépel Tov TEPIANPOEVTO LOVOSIKO avayVmPIGTIKO KOOIKO.

18.

MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIZ [TIOY ITPEIIEI NA ANATPA®ONTAI XTIZ XYXKEYAXIEX
TYIIOY BLISTER 'H XTIX TAINIEZ
60 mg oxkAnpd YOoTPOUVOEKTIKG KOy dKL)

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Cymbalta 60 mg cxkAnpd yoaotpoavOekTikd Koy aKio
vTovAo&eTiv

| 2. ONOMA TOY KATOXOY THX AAETIAYXY KYKAO®QOPIAX

Lilly

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

oprtida

5. AAAA ITOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro oonYlov ypiong: Iinpoeopics yia to ypiot

Cymbalta 30 mg ckAnpa yooTpoavOEKTIKG KOy IKLO
Cymbalta 60 mg ckinpa yooTpoavOEKTIKG KOy IKLO
vTovAoEeTivn (G VOPOYAMPIKT)

AW PaoTe TIPOGEKTIKA OLOKAN PO TO GUAAO 00N YLOV YPIONGS TPV UPYICETE VA YP1CLUOTOLEITE AVTO

T0 PAPROKO, OLOTL TEPLAGUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

- dovrdEte avTd TO EUALO 0N YDV YprionG. Towg ypelaotel va to dufdcete Eavd.

- Edv éxete mepartépo amopieg, pOTNOTE TOV Y10TPO 1 TOV PAPLOKOTOLO GOG.

- H cvvtayn yio ovtd 10 gapproko xopnyndnke amokAeloTiKd yio 6aG. AV TPEMEL VO SDGETE TO
QAapuroKo o€ AAAoVG. Mmopel va Tovg TpoKaAEseL PAAPT, Ao Kot OTOV TO GUUTTOUATO TG
acBéveldg Toug eivor 101 pe Ta 1Kl cag.

- Edv mapotmproete Kamoto avemOOUnTn EVEPYELD EVIUEPDGTE TOV YLOTPO 1| TOV QUPUAKOTOLO
00G. AT 1oyDel Kot Yo KaBe mhovn avemBOUNTN eVEPYELN TOV dEV OVAPEPETOL GTO TAPOV
QUALO 00N YDV Yprione. BAéme mapdypago 4.

T epréyeL 1o Tapov GUALO 00N YLOV:

T efvan To Cymbalta kon ol gtvon 1 xpron tov

T mpéner va yvopilete npv mépete 1o Cymbalta

[og va ndpete to Cymbalta

[MBavég avemBounteg evépyeteg

[og va pvidooete o Cymbalta

[epieydpeva tng cuokevLAGIG Kot AOUTEC TANPOPOPIES

AN o e

1. T eivon To Cymbalta kon wowa gival 1 (prion Tov

To Cymbalta mepiéyet ) dpaoctikn ovoia viovioletivi. To Cymbalta avédvet ta enineda g
GEPOTOVIVIG Kot TNG VOPadpeVaAivIg GTO VELPIKO GUGTN LA

To Cymbalta ypnoponoteital o eviAIKeg yia T Oepameio:
® TG KOTAOAMYNG
® T1G YEVIKEVUEVNC Oy ®DO0VG dtaTopayng (xpovio aicOnuo dyyovg 1 veupikodTnTog)
® TOV J10PNTIKOV VELPOTAONTIKOV AAYOLS (TEPLYPAPETOL GUYVE GOV KOVGTIKOG, OUTEPUTTIKOG,
SEIPIOTIKOG 1) TOVOG GV Od NAEKTPLKN eKKEVMON 1 KEvTpiopa evtopmy. Etvar mbavov va
VILAPYEL OmMAELN aicOnorg oty TpooPePAnpévn Teployn, 1| epebicpota 6TWS TO AyyLy o, TO
Bepud, To Yuypod N N Tieon va TpoKoAohV TOVO).

To Cymbalta apyilel va emdpd ota teplocdTEPA ATOUN LE KOTAOAYN 7| GyY0G, EVTOC dVO0 Efdouddwmv
amo TV évapén e aywyng, oAAG propel va ypelactovv 2-4 gfdopddec Tpotol apyicete va
aloBdveote kaAvTepa. Evnuepmate to yatpd cag edv dev apyicete va ooBiveote KaAHTEPA LETA OO
avTo TO Ypovikd dractnua. O YaTpds cog Umopel va cog vTodei&el va cuveyioete vo AapuPavete to
Cymbalta, akdpo kot edv vidBete kKaATEPH, MGTE VO AmoPeVyOel 1 EMIGTPOPT TNG KATAOAYNG 1} TOL
Ayxovg Gog.

2to dTopo pe oafntikd vevpomadntikd tovo, ypetdleTar apkeTd dtdotnua Tpy acOavBodv
kaAvTepa. Evnuepdote to yrotpd oag edv dev aoBivesTte KaADTEP LETA A0 2 UNVEC.

2. T pémer va yvopilete nprv wapete 1o Cymbalta

Mnyv napere To Cymbalta gév

- éxete aAdepyio ot viovro&etivn 1| 6 0TO0ONTOTE GALO OO TO GLGTATIKA AVTOV TOV PAPUAKOV
(avagpépoviotl oIV TOPAypPaPo 6)

- &xete NIOTIKN OO oM
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- &xete cofapn veppomdbeio

- AapPavete 1 AaPate Katd Tic tedevtaieg 14 nuépeg GALO PAPUAKO YVOGTO MG AVAGTOAENS TNG
povoapvo&edaong (MAOI) (BAére «Adha papuako kot Cymbaltay)

- maipvete provfoapivn n omoio cuvnBmg yopryeitat yio T Bepaneio T KatdOAnymng,
owmpoprotacivn, 1 evoasivn ta omoia yopnyovvtar yio T Oepaneio Kamoiwv Aoumdéemv

- maipvete GAAa QappaKko Tov TePLEXoLV viovAoietivn (PAEre « Al dpuaxo kot Cymbaltay)

Evnuepaote tov yuotpd cog edv Exete vymin aptmplokn wieon 1 kopdionddeta. O yatpds cog Oa cag

gvnuepaoet eav mpénel va Mapete Cymbalta.

[ pocdomonioeis Ko TPoPVAAEELS

Ot mopoxkdTo amotelobv artieg Yo Tig omoieg To Cymbalta evdéyeton va unv evdgikvotol ylo. €06,

Emwowmvnote pe tov yiatpod cag, tpv AdPete Cymbalta gdv:

- Aappdvete dAha eappaka yo T Oepameia g KoTtabAYNG (PAETE ‘AlAa @ApLaKe Kot
Cymbalta’)

- Aappdvete St. John’s Wort, wia eutiky Oepaneio (Hypericum perforatum/ aAcapdyopto/
VIEPIKO)

- TAGYKETE OO VEPPIKO VOOT|LLOL

- glyote oTaGHOVG

- glyote povia

- TAGYETE OO OIMOMKY| SroTapayn

- €xete mpoPAnpata e To LATIO 00C, OTWG OPIGUEVES LOPPES YAAVKAOUATOG (avénuévn mieon ota
périol)

- €XETE 1GTOPIKO OLLOPPUYIK®V SlaTapaydV (TAOT Vo avOTTOCCETE LOAMTES), EWOIKA 0V EI0TE
€ykvog (PAéme ‘Konon kot Onhoopog’).

- SloTpéyeTe KivOLVo YOUNAGDY EMTES®V VOTPiov (Yo TopAdEya oV AUUPAVETE S10VPNTIKA,
Witepa av €l6TE NAKIOUEVOQ)

- Aappdvete kdmowo GAlo pdapuako To omoio pumopel va tpokarécel PAGPN Tov HTOTOg

- Aappdvete dAla appoka Tov TePEyovy viovioletivn (BAéne ‘Alla pdppoka kot Cymbalta’)

To Cymbalta pmopel va cog mpokaiéoet aicOnua avnovyiog 1 advvapiog va kabicete 1| va
nmapopetvete axivntog(n). Na evnuepdoete 10 Y1otpd 60g £6v 6o supPel avto.

®a TpEMEL EMIONG VO ETKOVOVIGETE LE TOV YIULTPO GOG:

Edv gppovicete onueio Kot GOUTTOUOTO OVNGLYING, YELOUMGONGEDY, ATOAELNG GLVTOVIGUOD,
YPIYOPOL KapSIOKOL TAAUOV, vENUEVNS BEpUOKPOCING COUATOG, YPTYOP®Y OAALY®DV GTIV
OPTNPLOKT THEST), VIEPIPACTHPUOY OVTAVOKANGTIKMV, SLIPPOLIS, KOUATOS, VOLTING, EUETOV, KABMS
Umopel va TAGYETE AO GUVOPOUO GEPOTOVIVIG.

2V mo Papid Tov popen, To cHvopouo cepotovivng pmopel va poralet pe to Kaonbeg
Nevpoinmriko Zovopopo (KNX). Ta onpeio kot copntdpato tov KN propei va neptrapfdavooy
GUVOLOCUO TVPETOV, YPNYOPOL KOPILAKOD TOALOD, EPIOp®ENGS, cofapnc SuoKauyiag LodV,
ouYyVoNS, aénuévav poikov evidpov (mov tpocsdiopilovtan e e£€TooT ailaTog).

Dappoka 6mmg to Cymbalta (yvootd g SSRI/SNRI) evééyeton vo TpokoAEGOVY GUUTTOUOTOL
6€£0VOAIKNC SVOAEITOVPYIOG KO, GE OPICUEVES TEPITTMOGELG, AKOUN KOl LETE T SLOKOTT TNG
Oepamncioc (PA. Tapdypapo 4).

AVTOKTOVIKES OKEWELS KAl EMOEIVWION THS KATAOAIWNGS 1] TS AYYDO0VS OLATAPUYHS OIS

Edv &yete xatdbhym Koun ayymoelg drotapayEc, UTOPEl LePIKES POPEC VO, GKEPTEITE va. PAAWETE TOV
€00TO G0G 1 VO KAveTe okEYELS avTokTovias. AVTEC pmopel va avEnBohv dtav apyicete yio TpdTN
@opa ta avTikatadnTikd, Kobmg OAa ovtd ta papuaka ypeltalovtat xpovo yio va apyicovy va
Aertovpyovv, cuvnwg Tepimov dVo efdouadeg OAAE PEPIKEG POPEG KL TTEPIGTOTEPO.

Yrdpyel peyardrepn mOovoTnTo, Vo KAVETE TETOIEC GKEYELC EAV:

- 070 TopeABOV elyaTe KAVEL GKEWELS AVTOKTOVIOG 1] CKEWELC VA, BAAYETE TOV EAVTO GOG

39



- glote veapog evihikag. ITAnpogopiec amd kKhvikég perétec £yovv dei&et avénpévo kivovvo
OVTOKTOVIKNG GUUTEPLPOPES 0 EVAMKES NMKIOG KAT® TV 25 ETOV LE YUXLOTPIKES
KOTAGTACELS, TOV AdpuPovay Oepameio pe £vo avTIKOTOOATTIKO

Om0Te0NTOTE GOUS TAPOVOLALOVTUL OKEYELS VO, PAIWETE TOV E0VTO GUG 1] CKEYELS CVTOKTOVIOG,
ETKOWVOVI|GTE LE TOV YWUTPO GG 1| T YUIVETE GE VOGOKONEID AUECOG.

Mmnopei va, cog fondnoet vo mieite og Evav cuyyevi 1 6TevO QA0 OTL £xeTe KOTAOAYNM I oy dOM
droTopayn Kot va tov {ntioete vo Stafacet To Topdv GUALO 0dNYIDV ¥prons. Mropeite va Toug
{ntMoete va GOg TOVV €AV TOTELOLV OTL 1] KATAOALYM 1 1 Ay DONG SraTapoy GOG ELPOTEPEVEL 1] AV
OVTGLYOVV Y10 GAAAYEG OTT) GUUTEPLPOPE GOC.

Houowa kar épnfor niixiag katw twv 18 etmv

Kovovikd, to Cymbalta dev mpémetl va ypnoiponoteital o mondid kot pnPouvg kato Tov 18 eTmv.
Eniong, 0o mpénel va yvopilete 611 acleveic kdto tmv 18 £1dv, £xouv avénuévo kivovvo epupdviong
AVETBOUNTOV EVEPYEIDY OTTMOC UTOTELPES AVTOKTOVING, AVTOKTOVIKO 00O Kol gx0ptkoTnTo (Kupimg
emBetikotnTa, avTifeTiKn cupumepipopd Kot Bupdg), otav AdPovv avtd Ta edpuaka. ITapdia avtd, o
YTpog Gag umopel vo cuvtayoypagnost Cymbalta oe acOeveic kdtw Tov 18 et@v 6tav kpivel 6Tt Oa
Toug weencel. Edv o yiatpog cag, £xel cuvtayoypapnoest Cymbalta oe acOevi kdto tov 18 £TdV Kot
0éhete TePLoCGOTEPES TANPOPOPIES, TAPAUKAAOVUE VO EMKOVOVIOETE Lol Tov. Qo TpEREL VOl
EVILEPMOETE TO Y1OTPO GOG EAV KATO0 OO TO, GUUNTAOUNTO, TTOV AVOPEPOVTOL TUPATAVE® ELPAVIOTEL N}
emdevmbei dtav acbevng kdto tov 18 etdv AdPel Cymbalta . EmimAéov, ta dedopéva acpdieiog
pokpoypoviag yoprynong Cymbalta, ava@opikd pe v avamtoén, Ty opipoven Kot T YVOO1oKT Kot
CUUTEPLPOPIKT] OVATTLEY, GE AVTN TNV OHAdN acBevdV, dev €YoV aKOUT KOTASEL(TEL.

Ao @dppoxa kor Cymbalta
Evnuepdote tov ylotpd 6og 1) TOV GOPUOKOTOL0 GOG £0V TOIPVETE, £YETE TPOCPATO TAPEL 1) UTOPEL VOL
TAPETE OMOLONTOTE AALC PAPUAKO, AKOUT KOL AVTAE TOL YOPTYOUVTOL XMPIG LOTPIKT] CLVTOYT.

To dpactikd cvotatikd tov Cymbalta, | viovAo&etivn, yprolponoteiton kot 6€ GAAQ PAPLLOKA Vit TV
OVTULETOMIOT) 0oOEVELDV:

e v To SrafnTiko vevpomadnTikd GAyog, TV KaTdBAY™, TO AyXOG Kol TNV 0KPATELD 0VPpOV
H Ay meprocotep@v amod £va amd 0T To PAPUAKO., TOVTOXPOVE, TPETEL VO UTOPEVYETOL.
Yv{ntnote pe 10 YiTpd cog AV o1 AdpPavete GAAN PAPLLOKO TOV TEPLEXOVY VTOVAOEETIVY.

O ywatpog oag Oa amopacicel edv pmopeite va mapete o Cymbalta poli pe dGAla edppoxo. [Mpv Ty
évapén 1 ™ SwekoT] AMYNS GAAOV QUPRAK®OV, GKONO KO QUPLAK®OV Y10, TO, 07TOL0 OV
OTOLTEITOL LWOTPIKT] GLVTOYT KAOADGS KO QUTIKNG TPOELEVGG GKEVAGLATO, EVI|LEPDGTE TO YLATPO
coc.

Na evnuepmaoete Tov Y1oTpd G0G 6€ TEPITTMGT TOL AAUPAVETE OTOLOINTOTE OO TA TAPAKAT®:

Avacroleic g povoourvoéerdaons (MAOILs): Asv mpénerl vo AaPete To Cymbalta edv Aappdvete 1)
&xete TPOGPATO AGPEL (EVTOG TV TEAeVTAiV 14 NuePp®V) GALO OVTIKOTAOATTIKO PAPUAKO TOV
ovopaleton avaotoréng g povoauvo&elddong (MAOI). Iapadeiypoara MAOIs meptiappdvovy
pokAofepion (éva avtikatafimtikd) kot  Avelodidn (éva avtifrotikd). H tavtoypovn Aqun evog
MAOI pe moALd cuvtayoypa@obueva papuaka, teptiopfavouévon kot tov Cymbalta, pmopet va
Tpokarécel coPapéc N kO Kot ametAnNTIkéG Yo T {on avemBounteg evépyelec. Oa mpémel val
TEPLUEVETE TOVAG IoTOV 14 nuépec petd 1 dtaxomn g Anyng tov MAOI kot Tpv EEKIVAGETE TN
Oepaneio pe o Cymbalta. Eniong, mpénel va mepiuévete Tovddyiotov S nuépeg Petd tn Slakomn Tng
Aymc tov Cymbalta ko Tpv Eekivioete va Aappdavete éva MAOL.

Dapuaxa wov mwpoxalovy vaviiia: To EAPLOKA OVTH, GLVTAYOYPAPOVVTOL A0 TOV YOTPO GOG KOl

epthapBavouy Tig feviodtalenives, To 1IGYVPA AVIAYNTIKA, TO, AVTIYVYWOTIKA, TI GovoPapBirtdin Kot
TO, VTG TOLUVIKA.
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Dapuara mov avéavovy ta exineda TS cepoTovivys: OL TPITTAVEG, 1) TPALAOOAN, 1| TPLTTOPEVT|, Ol
SSRIs (6nw¢ n mapo&etivn ko 11 pAovoetivn), ot SNRIs (6mwg 1 feviapativn), Ta TPIKLKAKA
avtikataMnTikd (6mwg 1 YAopyumpapuivn, n aptpurtorivn), n teddivn, to St John’s wort/
Boarcapoyopto kot ot MAOIs (0nmg 1 pokioPepion kot n AtveloAion). Ta edappaka ovtd avé&avouv
Tov Kivouvo gpedviong avemBountov evepyeldv. Edv eppavicBel omolodnmote acivinbeg cOUnT®LO
evod AouPavete ta edpuoko avtd poli pe to Cymbalta, Tpémel va eVUEPDOETE GUEGN TOV YIXTPO GOC.

A0 TOV GTOUATOS AVTITNKTIKG, 1] OVTIOUOTETOAIKOL Topdyovtes: DdpLoka Tov apaldVOLY TO Oipal
N oL gumodilovy v &N ToL aipaTog. AVTd TO PApUaKe EVOEXETAL VO LENCOVY TOV KiVOLVO

opopparyiog.

To Cymbalta pe Tpo@1], T0T6 KO OIVOTVELHATAOON
To Cymbalta umopei va Anebet pe 1 xopig tpoen. Oa tpénetl va giote 1010iTEPA TPOCEKTIKOL EGV
KOTOVOADVETE OVOTVELUATMON v Aapfavete Oepaneia pe Cymbalta.

Kdnon kot Onraocpog

Edv elote éykvog 1 OnAdlete, vopilete 6t pmopel va giote £yKvoc 1 6xed1aleTe Vo amOKTHOETE TOLd1,

{ntiote ™ GVUPBOLAN TOL YITPOV 1 TOL PUPUAKOTOLOD GOG TPV TAPETE AVTO TO PAPLUAKO.

. Evnuepaote tov yuotpd cag, edv peivete £ykvog 1 av mpoonabdeite katl TéTo10, evéd Aappdavete
Oepaneio ue Cymbalta. o pénel vo mapete To Cymbalta povov agov éxete cu{nToEL pe Tov
YTPO GO, Yio To THAVA OPEAT Y10 GOG KO Y10 TOVG EVOEXOUEVOLG KIVOUVOUG Yia TO EUPPLO.

. BeBaimBeite 6t1 n paio cog ko o yuatpog cog yvopiler 6t Aappavete Cymbalta. [Topopowa
oapuakoa, (SSRIs) otav Aapfdvovtor katd T SdpKELD TG EYKVHOGOVIG, LTOPEL VO avENRGOoVY
ToV Kivouvo gueaviong piog cofapng KoTaoTaons ota Bpéen, Tov ovopdletal eppévovca
TVELHOVIKT VEEpTaoT TV veoyvadv (PPHN), kat £xet og amotéhespa 10 PpEPOG vaL avamveet
YpPMNYOpOTEPQ KO Vo, paiveton peraviacpuévo. Ta copntdpata avtd epeaviCoviol cuvinbmg katd
T S14pKELD TOV TPOTOV 24 ®pdV UeTE TN YEévvnon Tov Bpépovc. Edv avtd cupPel 610 popod
c0G o TPETMEL VO EVIUEPDCETE APECHS T1| o0l GO KAV TOV Y1OTPO GOG.

. Edv AéPete Cymbalta kovtd 610 1€A0G NG £YKLHOGHVNG GOG, TO LMOPO GOG UTOPEL v EPEOVIcEL
Kamolo cupmTdpata otav yevvnOel. Ta courtopato avutd eppavifovtor cuvidmg oty Yévvnon
N péoa oe Alyeg pépeg amod T yEvvnon Tov Lopov 6ac. Ta copntdpata autd pmopet vo
mepLapPavouy vrotovia TV HdV, TPOLO, EKVEVPIGHO, TPOPANLATE 6T GITIGT, SuoKOAiN
GTNV OvamvoT| Kot 6Tacpove. Edv 1o popd oag mopoucidcel 0rolodNmote amd autd T
GUUTTOUOTO, KOTA TN YEVVNON TOL N €AV AvNnoLYELTE Yo TV LYEiD TOL HOPOD GG,
EMKOWVMVIOTE UE TOV YTpO Gag M N paia oag mov Ba eivan og B€om va cag cupfoviedcovy.

. Edv AdPete Cymbalta kovid oto t€A0g TG £yKLHOCVUVIG oG LITdPYEL avENUévos Kivouvog
VIEPPOAKNG KOATIKNG OLOPPOyiOG Alyo HETA TN YEVVNOT, EOIKA GV £XETE 1GTOPIKO
apoppayik®mv dtatoapaydv. O yiatpdg M paia cog Ba mpénet va yvopilovv 0Tt Aappdvete
vrovAo&etivn yia va gival g Béon va cag cupovAedcouy.

. Ta SaBécpa dedopéva amd ™ xpnor tov Cymbalta KoTtd TOVG TPAOTOVG TPEIS WAVES TNG
EYKLHOoUVNG OV OElYVOUV aVENUEVO KIVOUVO TOV GUVOAIK®Y YEVETIKMY OVOUIAM®DY YEVIKA GTO
wa1oi. Edv to Cymbalta Aaufdavetor kotd ) Stdpkelo Tov d€0TEPOV GOV TNE EYKVUOGVVNG,
umopei va vapyel avénpévog kivouvog to Bpépog va yevvn el vapig (6 emmAéov mpowpa Ppion
v kaBe 100 yuvaikeg mov Aappdvovy Cymbalta 610 de0TEPO GO TG EYKLUOGHVNG), KOPIWS
peta&d e 35M¢ ko 36M¢ efdouddag TG EYKLHLOGHVIC.

. Evnuepaote tov yuotpd cag, edv Onialete. H yopnynon tov Cymbalta xotd T yoAiovyio dgv
ouviotdrol. Avalntiote T GV POVAT TOL Y1ATPOD 1] TOV POPUAKOTOL0D GO,

001 ynon Ko YEPIGROS POV RATOV

To Cymbalta umopei va cag kdvel va voundete vrvniio 1 {aAn. Mnv odnyeite | unv xepileote
epyoreia | unyoviuata, £0¢ 0Tov damoTOoete 1060 cog ennpedlel o Cymbalta.
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To Cymbalta nepréyer caxyopoln
To Cymbalta nepiéyel caxyapoln. Edv o yiatpog cag éxel evnuepdoet 0Tt £xete dvoavetia o€
OpIoUEVH OhKYaPa, VO GLCNTNOETE [E TOV Y1OTPO OaG TPV AGPETE TO PAPUAKO OVTO.

To Cymbalta wepiréyer vatpro
To @apuaxo ovtd mepiéyel Arydtepo amd 1 mmol vatpiov (23 mg) avd Koydkio, gival avtd mTov
ovoudlovpe «erevBepo vatpiovy.

3. og vo wapete To Cymbalta

[Tévtote va maipvete T0 PAPLOKO AVTO AVGTNPE COUPOVE, LLE TIG 0dNYIES TOV YLOTPOD 1] TOL
eoppoakonolod oag. Eav éxete apeiforieg, pothiote TOV Y10TPO 1 TOV QUPLOKOTOIO GOC.

To Cymbalta npénetl vo Aapfavetatl and 1o otopa. Na katamivete oMOKANPo 0 Konydkio pali pe
T0GHTNTO VEPOD.

Lo v kotaOAiyn kot 1o dafnTino vevporadntiko alyog:
H ovvnng 66om tov Cymbalta givar 60 mg pio @opd Tnv nuépa, av Kal 0 yiutpog cog Oa cog
CLVTAYOYPOUPNGCEL T1 60G0A0YI0 TTOV £Vl KATAAANAN Y10 €GGG.

Loty yevieouévn ayyaon owotapoyn.

H ovvnng 660om évapéng tov Cymbalta givor 30 mg pio @opd tnv nuépa, LETA amd TNV omoid ot
neplocodTepol acbeveic Oa AaPfovv 60 mg pia @opd v Nuépa, oArd o yloTpds cog Oa cag
CLVTAYOYPUPNGEL TN 00GT OV &ival KATAAANAN Yo edc. H docoloyia umopei va tpocappuoctel £m¢
ta 120 mg v nuépa avaroya pe v avtamokpion cog oto Cymbalta.

IMa va Bopdaote ™ Aqyn tov Cymbalta, pmopel vo cag dievkoAvvel va, o Aapupdavete v 0o dpo. kibe
nuépoa.

Yv{ntnoTe e Tov yiTpd 6ag Yo To ¥poviko dldotnua mov Oa tpénel va cuveyioete vo AauPavete to
Cymbalta. Mnv ctapatoete va Aappdavete to Cymbalta 1 unv oAralete tn 6601 G0c, €6V OgV TO
ov{nTnoete TPONYoLUEVAGS LE TOoV Y1Tpd cag. H cwotr| Bepaneia Tng vOoov Gag elvar onUavTikn yio
VO VIOGETE KOADTEPQ. AV OEV AVTIUETOTIGTEL, 1] KUTAGTOCT GOG UTOPEL VO, UMV VITOYM®PTOEL KOl UTOPET
va yivel o cofopn Kot duGKoAn ot Oepamneio.

Eév ndpete peyordtepn d6on Cymbalta amd tnv kavoviki)

Emwovovnote ouécmg Le TOV Y10Tpo GOG 1) TOV QUPUAKOTOL0 0aG, AV TUPETE UEYOAVTEPT dOGN TOL
Cymbalta and avth mov cog €xel cuvtayoypaendei amd to yoTpd cag. To cuuTTOUATO TNG
VIEPS0GOLOYIG TEPIAOUPAVOLV VIIVNAL, KO, GOVOPOWO cepoTovivig (pia ordvia avtidpacn Tov
umopel va empépet aicOnon peyding svpopiag, Anbapykdtra, adeotnra, avnovyia, aicinon
pédng, mopetd, pidpmon 1 duokapyio LLOV), GTAGLOVS, EUETO Kot YP1YOPO Kapdlakd puiuo.

Eav Egyaoete va mapete To Cymbalta

Edv mapadeiyete pio 06om, AdPete v apéowmg Lo to Buundeite. Qotdc0, €dv gival n dpa yuo TNV
emopEVN OGN 6ag, aPNoTe TN dOoN 1oL Egxdoate Kot Tapte uovo pia 66om, 6Tmg cuviBwg. Mnv
TApeTE ST SOOT Y10 VO AVATANPAOCETE T 00T OV EEYACATE.

Mnyv népete peyodlvtepn mocotnta Cymbalta amd tnv nuepnoia Tov cog £yl cuvtayoypopndet.

Eév otapoatioete va naipvere To Cymbalta

MHN diaxomTeTe T AP TOV QUPHAKOL GOG GV OV GLUPBOVAEVDEITE TPMTO TOV YLOTPO GOG, KON
Kl gdv viobete koAvtepa. Edv o y10tpdc oag miotevet 0t dev ypetalecte TAEov T Oeparneia e To
Cymbalta, 6o cog vrodeilel va peidoete otadiakd T Aqyn g 066MG, Y10 SIAGTNHLLO TOVAGYLIGTOV 2
eBOOUAOWDV, TPV CTAUOTNCETE TV OYW®YN GO,

Opiopévor aoBeveic mov dlakdmToVY amdtopa. T Afyn tov Cymbalta mwopovciocay GUUTTOUATO,
OT®G:
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o {GAn, aicOnon towumanpdatov and ferdvec 1 aicOnuo niektpominéiog (Wlaitepa 610 KEQAAL),
OVOOTATWON GTOV VTVO (Evtova OVELPa, EPLEATES, advvapio va KolunBovv), Kénwon, vavniia,
avnovyia 1 d1€yepomn, dyyoc, Téorn mpog EUETO 1 EUETO, TPEROVAO (TPOHOC) KePaialyio, HUiKOG
novog, evepebiototnTa, S1dppoia, vepPoiikn epidpwon 1 tktyyo.

Ta countopata ovtd cuvndwg dev eival cofapd kot eapavilovial o Ayec nUEPeS, OAAL edv Exete
CUUTTMOUOTO TTOV GOC EVOYAOVV, ENKOVOVNOTE UE TOV YIOTPO GOGC Y1, 0dNYies.

Edv éxete meprocdtepeg pmTNGELG GYETIKA LLE T YPTOT CVTOV TOL PAPUAKOL POTNOTE TOV Y1TPO N
TOV QUPLOKOTOLO GOC.

4. MBavég avemBOuNTEG EVEpyELEg

Onwg 6ha To pApLOK, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELEG, OV
Kot 6gv Tapovctalovtal 6€ OA0LG Toug avBpmTove. Ot avTIdpAcEL AVTES elvarl cuvIBmG NTIEG EmG
pétpieg Ko ouyva eéopavifoviat et and peptkéc fOOUGOES.

oA ovyvéig avemBOunTeS evépysereg (nmopei va ennpedoovy nepiecotepa and 1 ota 10 dropa)
o Keaiadyio, vTvniia
o Tdon Tpog EpETO, ENpocTopia

Yoyvéc avemBounteg evépyereg (umopei va exnpedsovy £mg 1 ota 10 dropa)

o ammAELn OpeENS

o dvokoAio otov V1vo, aicOnua diéyepong, Helwpévn 6eE0VaAIKT opun, dyyog, duekoiia 1
advvapio eritevéng opyacpov, Ttapdéeva dvelpa

o CaAn, vwbpotnta, TpOUOC, LOVdLOC U, TEPIAAUPAVEL LODSIOGLO, OicONUA TOIUTNIATOG M

popunykiccuo oto dépua

BoAn 6paon

eUPoég (0Tav aKoVTE MYOVS EVIOS TOL CVTIOV GOG OAAG eV VILAPYEL EEMTEPLKOG NYOG)

aioBnon éviovav Kapdlokdv TOAU®V 6To BdpaKa

avénuévn aptnploxn mieon, eEdyelc

avénuévo yacuovpnto

dvokotlota, d1dppota, TGVog GTopdyov, adtabesia (1eTog), KOOGS GTOUdY 0L 1) dvoTEyia,

oépla

avénuévn epidpwon, eEavinua (Le Kvnoud)

HuiKog TVoGC, HOiKOS omacog

ENMOVVI OVPNOT], GLYVN OVPNON

TPoPAHATE GTOONG, JATAPUYEG EKCTEPUATIONG

ntmoelg (101itepa 6ToVg NAKIOUEVOLG 060eVELS), KOO

peimon Bépovg

IMondid ko épnpor nhikiog kéto tov 18 et@v pe katadiyn mov Elafav Oepaneio pe ovTd T0 PAPUAKO
EUPAVICAY OTTOAELN BApovg OTAV APYLGOV VO, TAIPVOLY AVTO TO PapuaKko. Metd and 6 piveg
Oepamneiag, T0 Papog Toug avéndnke mote va Touptdlet pe to Papog Tav Todimy Kot TV PPV g
idtog NAkiag Kot Tov idtov POAOL.

Oy ovyvég avemOBopnteg evépyeleg (umopei va ennpedoovy £og 1 ota 100 dropa)

. (QAEYLOVT GTO QAPVYYO TOL TPOKOAEL Bapld emvn|

. OVTOKTOVIKEG OKEWYELS, SuGKOAMA oTOV VIV, TPTYROG 1 o¢i&o dovTimv, aichnon
QTOTTPOGOVATOAG OV, OTOVGI0 KIVTP®Y EVEPYOTOINGNG

. a1PVISIEG aKOVGIEG LVIKES KIVIGELS T UVTKEG GVOTIACELS, aicOnua avnovyiog | advvapiog va

kabicete N va mapopeivetre axivntog(n), aicOnon avnovyiog, SuoKoAio GLYKEVTPWOONG, OAAAYES
otV aicBnon g yevong, SucKoAia EAEYXOV TV KIVIIGEWDV T.Y. EAAENYT] GLVIOVIGUOV N
aK0VGIEG KIVIIGELG TV VMV, GOVOPOUO AVIGUY®OV TOJIDV, KOKT TOlOTNTO VITVOL

. S106ToAN TG KOPTG (TOV HOdPOL KUKAOL GTO KEVIPOL TOV LOTIOV), OTTIKY SloTtapoyn

. aicOnua {dAng 1 tayyog, otoiyio
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YPNYOPOC /KAl AV UOAOG KAPIOKOS TOAUOG

MmoBopuia, (oAn, aicOnuo adeidopatog 6to Kepail | Amobupia og andtopun £yepon, aicOnon
YOYPOV 6T OAKTLAN TV TOSLDV KA1 TOV YEPLDV

GLOGPIYKTIKO 0ioON e 6To Aopd, pviKY opopporyio

enetds e aipa 1 podpa GO oGO KOTPAVA, YOOTPEVIEPITION, PEYILO, SUGKOAIN GTNV
KOTATOG

(QAEYLOVT] TOV NTTOTOG OV UITOPEL VO TPOKAAEGEL KOTMOKO GAYOG Kol KITPIVIGUO TOL OEPLOTOC 1)
TOV GOTPOL UEPOLG TMV LOTIDV

VOYTEPLVEC EQLOPADGELS, KVIO®ON (0VPTIKAPLL), KPOOC 10pAOTIC, EVaIcONGia 6T0 NALIKO PO,
avENUéEVN TACT LEAOVIACLLOTOG

poikd oei&o, Puikég CLOTACELG

duoKkoAa 1 AVIKOVOTITA GTNV 0VPTGT), SuckoAia otV Evapén ovpnong, avaykn ovpnong Kot
TN SLAPKELL TNG VOYTOC, AVAYKT 00pNoNg TePlocdTEPO Ao ATl GLVNOMC, Pei®oN TS PONG TV
ovpwv

U1 QLGLOAOYIKT] KOATIKT] Olopparyia, U @UGLoA0YIKT Tepiodoc, Tepiiapfdavovtal tepiodot pe
Bapid pdon, TOVO, Un TOKTIKOTNTO 1| TAPOTETAUEVES TEPTOOOL, AcVVNOICTO PKp O O1ApKELL
nepiod0¢ M amovcio. KATOWY TEPLOS®YV, TOVOS GTOVG OPYEIS T} TO OCYED

Bwpokikd dryog, aicOnpo yoyxpo, diya, piyog, aicOnua Beppod, un evo1oloyikdg TpdTog
Badiong

avénon Papovg

To Cymbalta pnopei va Tpokorécel avemBouNTes eVEPYELES O1 0TOiEG UTOPEL va Unv oag givar
YVOGOTEG, OTMG AENOT NTATIKGOV EVEDUMV 1] KOAIOV 6TO aipla, KPEATOPOSPOKIVAoNS, YALKOING
M XOANGTEPOANG.

YXrdviec avemBOunTeg evépyseieg (nmopei va ennpedoovy émg 1 ota 1.000 dropa)

cofopn aALEPYIKN avTidpaoT mov mTpokaAel duckoiia oty avamvon 1| (aAn pe Tpnéo o
YADGOO N T XEIALDL, OALEPYIKES AVTIOPAGELS

vroiertovpyia Tov Bupeoedoi adéva mov umopel va tpokarécel kdnwomn 1 adEnom Pépovg
aQLOATOGT, YOUNAA emtineda vatpiov 610 aipa (kKuping oe nAikiopévoug acbeveic. Ta
copmTpoate propet va meptiappavouv {ain, advvopic, coyyvor, vavniia 1 aicOnuo KOT®ONg
N Tdomn yw éueto 1 éuetoc. [T coPapd copntdpata givat, n Amobopuia, ol GTacHoi 1) ot
TTMOGELS), GUVOPOLO ATPOGPOPNS EKKPLoTS avTidtovpnTiknig opudvns (SIADH)

OVTOKTOVIKT] GUUTEPLPOPA, Havia (VTEPKIVNTIKOTNTO, PEVYOAEEC CKEWYELS KO LELWUEVT] OVAYKT
Yo V7VO), YevdacOnoelg, emBeTikoTNTO Kol OLPOG

«ZOvdpopo oepotoviviey (Lo omdvia avtidpaon mov puropel va emeépetl aicOnpo peyding
gvpopiag, Anbapyucotnra, ade&iotnta, avnovyia, aicdnorn pédng, mupetod, epidpwon M
dvokapyio po®v), oracpol

ovénuévn mtieon ota patia (YAaKouo)

Brxag, cuptypdg Kot SVOTVOLN TOV UITOPEL VO, GLVOSEVOVTAL ATTO TVPETH

QOAEYLOVY] GTOLOTIKNG KOIAOTNTAG, ELPAVICT) EVTOVOL KOKKIVOL OULLOITOC GTO KOTTPOVa, KUK
VaTTVOT|, PAEYHOVT] TOL TTay£0G EVTEPOL (00T YEL g dtdppoia)

NTATIKN AVETAPKELD, KITPIVOG YPOUATICUOS TOV OEPUATOS 1 TOV GOTPOV UEPOVS TV LOTIDV
(iktepog)

ouvopopo Stevens-Johnson (cofap acBéveln Tov TpokaAel POVOKAAES GTO SEPLM, GTO GTOUA,
OTO UATIO KO GTO, YEVVITIKA Opyava), coPapn 0AAEPYIKT avTidpacT Tov TPOKUAEL Ooidn o
TPOCHTOV N Aopov (oryyelooidnuo)

UUIKEG GUOTIAGELG TV VOV TNG YVEOdov

acLVAONG ooun 0VP®V

GUUTTOUOTO EUUNVOTOVOTS, LT PLGLOAOYIKT TOPUYDYN YOAUKTOG GT0 TOVG UAGTOVS GE BVOPES
N yovaikeg

VIEPPOAKT] KOATIKN ailplopparyio Alyo HETA TN YEVVNOT TOV VEOYVOL (apopparyio PETA TOV
TOKETO)

IoAd omavieg avemOounTeg evépyeleg (umopel va eanpedoovy o 1 ota 10.000 dropa)

QAEYLLOVT] TOV QLLOPOP®V OYYEI®V 6TO dEPUA. (OEPLLOTIKT oy YEUTION)
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Mn yvo6eTiig ovyvoTNTOS (08v popovy va, ekTiun0ovv pe fdon to drobéoipa dedopéiva)

. OMNUELN KOl COUTTOUOTO P0G KATAGTACTG TOV OmOKaAEiTAl «vokapdlonddeio emaryopevn ond
oTpeG» 1N omoia evogyeTal va Tepiapfavel Tovo oto otbog, dvcmvola, {aAn, Ammobuuia,
OKOVOVIGTO KOPILOKO TOAUO.

Ava@opd avemOounTOV EvEPYELOV

Edv mapatnpnoete kKamowo avemBOunTn evEpyela, EVILEPDOTE TOV YLOTPO 1) TOV POPUOKOTOLO GUG.
AVT0 1oyvEL Kot Yo kdOe mhavr avemBountn evépyela Tov 6gV aVOPEPETAL GTO TOPAV PUALO 0ONYIDV
ypronc. Mmopeite emiong va avagépete avembounteg evépyeleg anevbeiag, péow Tov efvikond
GUGTILOTOG OVOPOPAS TOV ovaypapeTar 6to Tapdptnua V. Méow g avaeopds avembountoy
evepyelmv pmopeite va fonbnoete ot GLAAOYN TEPIGCOTEPOV TANPOPOPIDY TYETIKA LE TNV OCPIUAELL
TOL TTAPOVTOC PAPLLAKOV.

5. Iag vo pvrhdccete To Cymbalta

To @appoxo avto npémer va puAdcceTan 6 pép wov dgv To PAémovv Kan dgv 10 POGVOLY T
oo

Na pn ypnoponoteite ovtd T0 PAPUOKO LETE TNV NUEPOUNVia ANENGS TOV aVAQEPETAL GTO KOVTL.

No puAdooeTaL GTNV UPYIKT] GVGKELOGIN Y10, VO TPOCTUTELETAL OO TNV VYpooic. Mn euAdccETe G
Bepuokpacia peyarvtepn tov 30 °C.

Mnyv metdite @APLAKO GTO VEPD TNG OMOYETEVONC 1| OTA OLKLOKE amoppipota. Pothote tov
(OPLOKOTTOLO GOG Y10, TO TAC VO, TETAEETE TAL PAPUAKE, TTOV JEV YPNCILOTOLELTE T AvTd Ta pétpa Oa
BonOnoovv oty mpoctacio tov mePPariovtoc.

6. Iepreyépeva g 6GVOKEVAGING KOL AOUTEG TANPOPOPiES

Tv egpréyer o Cymbalta
H dpactikn ovcia gival n viovAo&etivn.
Kd&Be xoyducro mepiéyet 30 mg 13 60 mg vrovio&etivn (g vOPOYA®PIKY).

Ta aAho cuctotikd givar Ta €ENG:

Lepieyouevo koyaxiov: vpopueAloln, oEiKN-NAEKTPIKN VIPOoUEALOLN, coKyapdlr, cepalpidia
cakyapolng, tdikngc, dto&eido titaviov (E171), kKitpkds tprobviectépag (PAére oo télog ¢
Tapaypapov 2 yio. TEPLOCOTEPES TANPOPOPIES CYETIKO. UE TH TOKYaPOlH).

2ouo koyaxiov: Lehativ, AaovpvlobBeuxod vatpio, dro&eido titaviov (E171), wvouwokappivio (E132),
kitpivo o&eido odnpov (E172) (uovov ota 60 mg) ko Bpdoipo perdvi mpdovov ypodpatog (Lévov
ota 30 mg) N Ppdcio pHeAdvVL Aevkod ypouatog (Lovov oto 60 mg).

Bpaoo uslovi mpaoivoo ypauotog: ouvBetikd navpo o&eidlo odnpov (E172), cuvbetiko kitpivo
o&eido aompov (E172), mpomuievoyAvukoAr, KOpLEN AAKKOG.

Bpaoo uslovi Aevkod ypwuarog: dro&eidio titaviov (E171), mpomuAevoyAvukodn, KOUUED AAKKAG,
To1dov.

Epg@évion tov Cymbalta kar mepreyépeva g 6uokevAGiag

To Cymbalta givar oxinpo yaotpoaviektio kaydkio. Kdbe kaydkio Cymbalta mepiéyet
pikposearpida (pellets) vdpoyAmptkng VTovAoEeTivig e ETIKAAVYT] Y10l TV TPOCTOGIO TOVS OO TO
YOOTPIKO 0EV.

To Cymbalta datiBeton og dvo mepiektikotnres: 30 ko 60 mg.

To xoydkio tov 30 mg elval urhe Kol AEVKOD ¥POUATOC, Le TVTT®IEVO TO ‘30 mg’ kot Tov apBunTikd
Koo ‘9543,
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To xoydkio tov 60 mg glval UIAe Kol TPACIVOL ¥POUATOC, LE TUT®IEVO TO ‘60 mg’ Kot ToV
apOuNTIKO K®OIKO ‘9542°,

To Cymbalta 30 mg dwatifetan o€ cuokevacieg (blisters) Tov 7, 28 kot 98 crAnpadv
YOGTPOOVOEKTIKMOV KOWaKImV.

To Cymbalta 60 mg darifetal o€ cvokevacieg (blisters) Twv 28, 56, 84 kat 98 cKAnpdV

YOO TPOAVOEKTIKOV KoyakimVv Kot o€ ToAvcuokevacies mov meptEyovy 100 (5 cvokevacieg Tmv 20) Kot
500 (25 ovokevaoieg TV 20) oKANPA YAOTPOOVOEKTIKA KOk,

Mmnopeti va unv datiBevtor OAheg o1 Guokevasieg og KAOe ydpa.

Kartoyog Adsrog Kvkhogopiog ko Ilapackevasti)g

Karoyog Aderag Kvkiopopiog: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht,
OMhavdia.

Hopaokesvaorig: Lilly S.A., Avda. De la Industria, 30, 28108 Alcobendas, Madrid, Iomavia.

I'o onowdnmote TANpoPopia oYETIKE e TO TAPOV OPUAKEVTIKO TPOTOV, TapaKaAeloTE VO
amevbuvleite otov TomiKd avTimpdowmo Tov Katdyov tng Adstog Kvihogopiog.

Belgié/Belgique/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbuarapus Luxembourg/Luxemburg
TII "Enu JIunu Henepnaun" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag

ELI LILLY CR, s.r.o0. Lilly Hungaria Kft.

Tel: +420 234 664 111 Tel: +36 1328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: +47 22 88 18 00
E)\\Gda Osterreich
OAPMAXEPB-AIAAY A.EB.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Dista S.A. Eli Lilly Polska Sp. z o.0.
Tel: +34-91-663 50 00 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
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Hrvatska
Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999

Ireland
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: +39- 055 42571

Kvnpog
Phadisco Ltd
TnA: +357 22 715000

Latvija
Eli Lilly (Suisse) S.A Parstavnieciba Latvija
Tel: +371 67364000

Roménia
Eli Lilly Romania S.R.L.
Tel: + 40 21 4023000

Slovenija
Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421 220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

United Kingdom (Northern Ireland)
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

To mwapov puALo 00N YOV YprioNs avaBewp1)Onke Yo TeEAevTOio Popd oTic MM/EEEE.

Aemtopepeic TANpoPopieg Yo 10 PAPHOKO AVTO ivol SlBEGIIES GTO SIKTLOKO TOTO Tov Evpmmaikod
Opyaviopov @apudrmv: http:// www.ema.europa.eu
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ITAPAPTHMA 1V

ENNIXTHMONIKA ITIOPIEMATA KAI AOT'OI I'lA THN TPOIIOIIOIHXH TQN OPQN
AAEIAX(-QN) KYKAO®OPIAX
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Emotnpovikd wopiocpoto

AapPavovrog vroyn v ‘ExBeon A&oroynong g PRAC oyetcd pe v (tig) PSUR(S) yuo tv
vTovAo&etivn, Ta emotnpovikd topicpato g PRAC sivon ta e&ng:

Aappavovrog vdyn ta Sbécipa dedopéva GYETIKA LLE TO KOKON0gg vevpoinTTIKé chHVopopo
(KNX) kot tnv pookapdloradsio eraydpevn and otpeg (pookoporondOsia Takotsubo) and )
Biprioypapio, awBOpUNTES AVOPOPES, CUUTEPIAOUPAVOUEVOV GE OPIGUEVES TIEPIMTMGELS OTEVIG
YPOVIKNG GYE0NG, OETIKNC 0mOKPLONG GE SLOKOTT YOPIYNONC QUPUAKOV KOUT €K VEOL TPOKANOTG, Kol
evOyeL vOg eAoYOL Unyoviopov dpaong, 1 PRAC Bewpel 6t 1 aitiddng oyéon peta&d viovAo&etivng
kot KNX kot pookapdronddetag emayopevng and otpeg (Lookapdionddeia Takotsubo), sivar
TovAdyiotov o Aoyikn tlavotnta. H PRAC katéinée 610 cvumépacio 6t ot tinpopopisg
TPOTOVTOG TV TPOIOVIMV TOL TEPLEXOLY VIOLAOEETivN Ba mpémet va, TpomomonBovv avaloywc.

H CHMP, agpo? e&étace ) ovotaon g PRAC, coppdvnece pe ta yevikd mopicuato g PRAC kot
TOVG AOYOVG SLATOIIWGNC TS GVGTUCTG.

Adyor yia v Tpomomoinen tTov 6pov Adstog(-ov) Kvkhogopiag
Me Bdon ta emotnpovikd mopicpata yio tnv vioviotetiv, 1 CHMP ékpive 6t 1) oxéom opélovc-
KIVOUVOL TOV QUPUAKEVTIKMV TPOIOVIWOV TOL TEPLEYOVY VTOVAOEETIVY TAPAUEVEL AUETAPANTY, VIO TNV

EMPOAOEN TOV TPOTEWVOUEV®V OAAAYDV GTIG TANPOPOPIEC TOV TPOTOVTOC,.

H CHMP gionyeitat v tpomomoinon tov 0pmv adelag(-dv) KukAopopiag.
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