@YAr0 ooNYIOV 1 piong: IIAnpogopiss yio To yprjotn

Duloxetine Mylan 30 mg ekAnpa yoosTpoavOekTikd Koy Ko
Duloxetine Mylan 60 mg ckinpa yootpoovOekTIKd KOyaKLo,
vTovAo&etivn

A aoTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYLAV YP1)ONG TPV UPYICETE VA Y P CLUOTOLEITE AVTO

T0 PAPROKO, OLOTL TEPLAOUPEAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

- DdordEte avTd TO EVALO 0INYIDV YprionG. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNOTE TO Y1OTPO 1] TO PAPLOKOTOLO GOG.

- H cvvtayn yio autd 10 pdppoko xopnynbnke amokAeloTKd Yio 60G. Agv TPEMEL VO SDGETE TO
QAapuraKo o€ GAAoVE. Mmopel va Tovg TPOoKaAEGEL PAAPT, AKOWUO KoL OTOV TO GUUTTOUOTO TNG
acBéveldc Toug etvar 101 pe Ta S1Kd oag.

- Edv mapatnpnoete kamoo avemBOuntn evEpyela EVNUEPOGTE TO YIUTPO 1| TO PAPUAKOTOLO GOG.
AvT0 1oyl Kot Yo kdOe mhavr avemBountn evépyela Tov Ogv avaQEPETAL GTO TOPOV PUALO
odnywmv ypnhone. BAére mapdypoeo 4.

T epréyeL 1o TapoOv UALO 00NYLOV

T eivar To Duloxetine Mylan ko oo givor 1 xprion tov
T pénetl va yvopilete Tpv mapete to Duloxetine Mylan
Iog vo mapete o Duloxetine Mylan

[Mbavég avemBounteg evépyeteg

Iog vo puidocete To Duloxetine Mylan

[epreydpeva g cvokevaciog Kot AOTES TANPOPOPIES

ocoumrLNOE

1. T eivan To Duloxetine Mylan kot wowa givar 1 p1jon Tov

To Duloxetine Mylan mepiéyet ™ dpaoctikni oveio viovioetivn. To Duloxetine Mylan av&avet ta
emineda TG 6EPOTOVIVIG KO TNG VOPAOPEVAAIVIG GTO VELPIKO GUGTN LA,

To Duloxetine Mylan ypnouonoteiton oe evilikeg yia ) Oepaneio

. ™g KaTaOAyYNMg

. NG YEVIKELUEVNG ayXDOOLG dtartapoyfs (xpovio aicOnua dryyovg 1 veupikoTnTag)

. TOV O10PNTIKOL VELPOTAONTIKOV AAYOLS (TEPLYPAPETOL GLYVE GOV KOVGTIKOG, OLUTEPUTTIKOG,
SE1P1oTIKOG 1 TOVOG GOV OO NAEKTPIKT EKKEVOON 1) KEVTIPIGHO evTOp®V. Etvon mbavov va
VIapyeL ammAEln aicinong oty mpooPePAnuévn meployn, N epebicpota 6mwS M o, To Beppo,
T0 Yoy pod N N TiEoN VoL TPOKOAOHY TOVO).

To Duloxetine Mylan apyilet va emdpd ota mepiocdtepa dropa pe katdbiuyn 1 dyxos, eviog 600
gPOOAdV amd TV Evapén g aymyng, aALE pmopel va ypelacTtodyv 2-4 €fdopndadeg mpotov apyicete
va aroBdveote kaAvtepa. Evnuepoote to ylotpd oag edv dev apyicete va achivesTte KaADLTEPO LETA
oamd avtd TO YPOoVIKO dtdotnia. O YiaTpdg cag Umopel va 6og VTodeiEel va cuveyioete va AapPavete
to Duloxetine Mylan, axdpa kot eav vidBete koldtepa, GOTE Vo amo@evybel | EMGTPOP TNG
KatdOAyMG 1 Tov dyyovs Goc.

210 dtopo pe OafnTikd vevpomadnTtikd tovo, ypeldletol apkeTd dtdotna Tpv acoviodv
kaAvTepa. Evnuepdote to yrotpd oag edv dev aoBiveste KaAOTEP LETA ATO 2 UNVEC.

2. T apénel va yvopilete Tpwv vo ndpete To Duloxetine Mylan

Mnyv napete To Duloxetine Mylan gav:

- éxete aAdepyio ot viovro&etivn 1| 6 0O0ONTOTE GALO OO TO GLGTATIKA AVTOV TOL PAPUAKOV
(avagpépovtar oty Tapdypago 6).

- &xete NIOTIKN TAON oM

- éyete coPapn veppomadeia



- AapPavete 1 AaPate Katd Tic teAevtaieg 14 nuépeg, GALO APLAKO YVOOTO MG AVAGTOAEN TNG
povoauvo&eddong (MAOI) (BAéne « AAla edpupoka ko Duloxetine Mylan»)

- maipvete provfoapivn n omoio cuvnBmg yopryeitot yio T Bepaneio TG KatdOAnymng,
ompopro&acivn 1 evo&acivn ta omoia yopnyovvral yio ) Bepaneio Kdmolwv Aopunemv

- naipvete GAAa eappoKe wov meplEyovy viovio&etivn (PAéne « Adda papuoxo kot Duloxetine
Mylan»)

AmevBuvleite 6710 Y10TPO GOC €4V £xETE VYNAN opTNPLOKN Tigon 1 Kapdtomdbeia. O yiotpog cag Oa
oag evnuepmoel £av tpénet va Mafete Duloxetine Mylan.

Ipocdomon]oeis Ko TPOoPUAAEELS

O1 mopakdto amoteAovy artieg yio Tig omoieg To Duloxetine Mylan evééyetar va unv gvdeikvoton yio

€66G. AmevBuvBeite otov yatpd cog, Tpotod mapete o Duloxetine Mylan gdv:

- happdvete dAha eappaka yo T Oepameio TG KOTAOAIYNG N PAPLOKA YVOOTH MG OTLOELDT, TOV
XPNOHOTOIOVVTAL Y10 TV OVOKOVPIGT] TOV TOVOL 1) TNV GVTILETATION TG EEAPTNONG OO
(VOPK®TIKA) OTTIOELON.

H ypnon avtov tov gapudkov poli pe To Duloxetine Mylan pmopet va 0dnynoet o chvdpopo
GEPOTOVIVIG, Lo SUVNTIKG oelAnTikn yio ™ (o katdotoaon (PA. « AAha eAapuoKa Kot
Duloxetine Mylan»).

- AopBaverte St. John’s Wort, o eutikr Ogpancia (Hypericum perforatum/ falooudyoprol
VITEPIKO)

- TAGYETE OO VEPPIKO VOGT|LLOL

- elyate emnmTikég Kpioels (oTacovg)

- glyate povio

- TOGYETE OO OITOAIKY] SLoTapayN

- €YETE TPOPANLOTO UE TO HATLO GOG, OTMG OPIGUEVEG LOPPEG YAAVKOUATOG (owénuévn Ttieon ota
[ealo))]

- EXETE 10TOPIKO OLLOPPOYIK®V SlaTapay®V (TACT v avATTOGCETE LOADTES), EWOIKA oV EI0TE
€ykvog (PAéme ‘Konon kot Oniaoudc’).

- Sratpéyete Kivouvo younAdv emmédmv vatpiov (Yo Topaderypa av AapuPavete S100pnTiKd,
Wwitepa ov €loTe NAKIOUEVOG)

- Aappdvete Kamolo GALO PAPLOKO TO 0010 UToPEl Vo Tpokaiécel PAGLN Tov HTOTOg

- AouPavete dAlo eapupoka Tov TEPEXoLY viovAotetivn (BAére « AAla @dpuaka kot Duloxetine
Mylan»)

To Duloxetine Mylan propei va cog mpokarécet aicOnua ovnovyiog 1 advvouiog vo kabicete N va
nmopopetvete axivntog(n). Na evnuepdoete 10 y1atpo 6og £6v 6o cupPel avto.

Dappoka 6mmg to Duloxetine Mylan (yvwotd wg SSRI/ SNRI) evééyetal vo mpokarésovy
GUUTTOUOTA GEEOVAAIKNG SUGAEITOVPYIOG KaL, GE OPIGUEVES TEPIMTMGELS, AKOUN KOl LETA T S10KOTY|
¢ Oepamnciog (PA. Tapdypopo 4).

AVTOKTOVIKES OKEWELS Kol EMOEIVWIOH THS KATAOAIWNGS 1] TS AYYDO0VS O1ATAPUYHS OIS

Edv €xete katabAnym Ko ayymoeig dtoTapayss, Lmopel Leptkég popéc va okepTeite va PAAWETE TOV

€0VTO GOG N VO, KAVETE CKEYELG AVTOKTOVING. AVTEG pmopel va avEnbovv O6tav apyiceTe Yo TpOTN

@opa T avTikataOMmTIKA, Kodmg Oha ovtd Ta papuaka ypealovtat ypovo yio Vo apyicovy va

Aertovpyovv, cuvnbm¢ Tepimov dVO ROOUAdES AALA LEPIKES POPES KO TEPICTOTEPO.

Ynhpyet LeyaAdTepT MOOVOTNTA VO KAVETE TETOEG OKEYELS EAV:

- 070 TopeABOV ElyaTE KAVEL GKEWELS AVTOKTOVIOG 1] CKEYELS VA, BAAYETE TOV EAVTO GOG

- glote veapog eviiikoc. IIAnpogopieg amd kKhvikég perétec Exovv dgi&etl avénuévo Kivovvo
OVTOKTOVIKNC GUUTEPLPOPES & EVAMKEG NMKIOG KAT® TV 25 ETOV LE YUXLITPIKES
KOTOOTAGELG, OV AduPavay Oepomeia e Evo avTiKaTaOAMTTIKO

On0oTEONTOTE GUC TUPOVOLALOVTUL CKEYELS VO, PLAWYETE TOV E0VTO GOG 1] CKEYELS CVTOKTOVIOG,
EMKOWVAOVIGTE PE TOV YWOTPO GG 1] T YOIVETE OE VOGOKOUELD UPECMC.



Mmnopel va cag fondnocet va meite o€ évav cuyyevi 1 6TEVO GIA0 OTL EXETE KATAOALYT 1 oy ®dOm
dwatapoyn Kot vo Tov {ntoete va dtofdoet To Tapov GUALO 0dNYIDV ¥pions. Mmopeite vo Tovg
{ntMoete va GOg TOVV EAV TGTELOLY OTL 1] KATAOALYT 1 1| Ay DOTG SOTAPOYT GOC ELPOTEPEYEL 1) AV
aVTGLYOVV Y10 GALOYEG OTT) GUUTEPLPOPE GOC.

Houowa kar épnfor nixiag katw twv 18 etmv

Kavovikd, to Duloxetine Mylan dev mpénet va ypnowuonoteitar og moudid kot prjfovg ktw tmv 18
etwv. Emiong, Oa mpénel va, yvopilete 6Tt acbeveic katm tov 18 etdv, £xovv avénuévo kivouvo
EUPAVIONG AVETOVUNTOV EVEPYELDV OTMG OMOTELPEG AVTOKTOVIOG, AVTOKTOVIKOG 10E0CUOG KOl
ex0poTTO (KVPiWG EMOBETIKOTNTA, EVAVTIOTIKT] GOUTEPLPOPA Kot 0pyn), dTav Adfovv avtd to
eappuaxa. Iapd tov avetépm yevikd Kavova, o yratpog cog uropel vo, yopnynoet Duloxetine Mylan
o€ aobeveig KaTo TV 18 eTdVv dtav Kpivel 0Tt eivan 1) katdAnin Bepaneia. EGv o yiatpdg cog Exet
yopnynoet Duloxetine Mylan o aoBevi kdtm Tov 18 etdv Kot 0lete TEPIoGOTEPEG TANPOPOPIES,
TOPOKOAOVUE VO ETKOVOVIGETE Pall Tov. Qo TPETEL VO EVILEPDGETE TO YIUTPO GOG AV KATO10 amtd
TO COUTTOUOATO TOV AVOPEPOVTAL VAOTEP® EPPOVIGTEL ) emdsvobel katd tn Ayn Duloxetine Mylan
og acfev] kbto Tov 18 etdv. Emmiéov, ta dedopéva aoparelas pakpoyxpdviag xopnynons,
OVOPOPIKA LE TN COUOTIKT avATTLEY, TNV OPILOVGT Kol T1 YVOGLOKY] KOl CUUTEPLPOPIKT] OVATTVEN
katd ™ Aqyn Duloxetine Mylan, oe avt thv opddo. aoBevdv, dev xovv axdun KaboptoTel.

Ao gappaxa kot Duloxetine Mylan
Evnuepdote 10 yatpd G0 M 10 QoploKomold cog e6v moipverte, v xete mpds@aTo TAPEL 1| Lropel
VO TAPETE OTOLUONTOTE AAAC PAPLOKOL, OKOLT KOL QUTE TTOV YOPTYOUVTOL YOPIG WTPIKT GLVTOYT.

To dpactikd cuotatikd tov Duloxetine Mylan, n viovio&etivn, drotibeton kat o€ GALO QApUOKa Y10,
TNV OVTETOTMION acOeveEIDV:
o Yo T0 SN TIKS VEVPOTAONTIKO AAYOC, Yio TNV KATAOANYT, AyY0g Kol Y10 TNV OKPATELD OVPDV

H ypnon nepiocdtepwv and £va amd avtd to QAPLOKO., TOVLTOYPOVE, TPETEL VO ATOPEVYETAL.
Yv{ntnote pe 10 yiTpd oog GV o1 AdpPavete GAAL PAPLLOKO TOV TEPLEXOVY VTOVAOEETIVN.

O ywatpdc oag Oa amopacicet edv propeite va tapete to Duloxetine Mylan pali pe dAla eéppoxo.
pw ™y évapén 1 ™ dokon AMYns GAL®OV QUPPUEK®OY, CKORX KOl QUPIAK®OV Y10 TO 0TTO10, OV
UTOLTEITAL LOTPLKY] GLVTAYT] KOOGS KOl QUTIKIG TPOEAEVOTS CKEVUGIATOV, EVI|LEPOGTE TO
YaTpo cac.

No evrUepMGETE EMIONG TO YIUTPO GOC G MEPINTMOOT TOL AAUPAVETE 0TO10ONTOTE OO T AkKOAoLOL
(QAPLLOKOL:

Avacroleic s povoauwvolerdaons (MAOIS): Aev npénet va MaPete o Duloxetine Mylan gav
AopBavete N Exete mpdopata Adfet (evtdg Twv tedevtainv 14 nuepdv) dAlo avtikatodiumrticd
@apuoKo Tov ovoudletal avaotoréag e povoapvoieddons (MAOI). IMapadeiypoara MAOIs
neptlapPavouy ™ pokAofepion (éva aviikatafimTikd) kot tn Ave(oAidn (éva avtifrotiko). H
TavToYpovn AMyn evog MAOI pe optopéva GuVTAYOYPUPOVLEVE PAPLOKO, TEPIAAUPAVOUEVOD KoL TOV
Duloxetine Mylan, umopei va npokaiécel coPapéc 1 akoun Kot ametAntikés yo, tn {or avembounteg
evépyeleg. Oa Tpémel va TePUEVETE TOVAAYIGTOV 14 nuépeg petd tn dtokonn| g Afyng tov MAOI ko
npw Eexwvnoete ) Ogpaneia pe to Duloxetine Mylan. Exiong, mpénel va nepiuévete tovddyiotov 5
nuépeg netd tn draxonn g Aymng tov Duloxetine Mylan kot mpotov Egkivioete vo Aappdvete Eva
MAOIL

Dapuarxa wov Tpokalovy vaviiia: To EAPULAKN OVTH, CLVTAYOYPAPOVVTOL A0 TO YIATPO GOG KO
nepthapPavouy Tig eviodtalemives, To 1IGXVPA AVOAYTTIKA, TO, AVTIYVYWOTIKG, T1 @ovoPoapBrtain Kot
TOL AVTUOTOUIVIKA.

Dapuara wov avéavovy ta exineda TS cepotovivys: OL TPTaveg, 1| TpLTTOPEVT, ot SSRIs (6mwg N
mapo&etivn kot 1 pAovo&etivn), ot SNRIs (6nwg n Beviapa&ivn), To TpikukAikd ovTikaToOAMTTIG
(6mmg N YAopyumpapivn, N outtpurtoAdivn), to St John’s Wort /Balcaudyopto, ot MAOIs (6nmg 1



poxioBepion kot 1 AtveloAion), omoeldn (dnwe fovmpevoppivn, TpapadoAn Kot tedidivn). Avtd ta
eapuoko propel va, aAiniemidpovv pe to Duloxetine Mylan kot pmopei vo eLaviceTe GOUTTOUOTO
OTMG OKOVGIES, PLOUIKEG GUOTAGELG TOV VMV, GCUUTEPTAAUPOVOUEVOV TOV HVGV TOL EAEYYOLV TNV
Kivnon Tov poTov, 81€yepaon, yevdalcOnoelg, Ko, VITEPPOAKT| EQIdpOT, TPOLO, VTEPPOAN TV
OVTOVOKAQGTIKOV, aLENUEVT LDTKT évtaoT), Oepuokpacio Tov cdpatog tave amd 38°C.
Emkowvovnote pe to y1otpd cog dtav avTUeT®TILETE TETOL0 COUTTOUATA, KOODS AVTA EVOEYETOL VO,
VTOJEIKVOOVV [0l SUVITIKA aEIANTIKN Yiat T {01 KOTAoTOoT oV Eival Yot g cUVOPOLO
oEPOTOVIVNIG,.

Ao TOV 6TOUATOS AVTITNKTIKG, 1} AVTIQIHOTETAAAKOT TTapdyovTes: PAplaKo Tov SEAVOVY TOVG
Opoppovg oto aipe 1 Tov gumodilovy v THEN Tov aipatoc. Avtd Ta eapuake propel Thavov va
av&neovy tov kivovvo atpoppayiog.

To Duloxetine Mylan pg tpo@1, T0T6 Kot 0IVOTTVELHATAOOT
To Duloxetine Mylan pnopei va AneBei pe 1 yopic tpoer|. Oa tpénet va £ioTe 1310iTEPA TPOGEKTIKOL
EQV KOTOVOADVETE aAKOOA evd AauPdvete Bepancio ue Duloxetine Mylan.

Kdnon kot Onraocpog
Edv gicOe éykvog 1) Onhalete, vouilete 0T umopel va gicle £ykvog 1 oxedalete Vo amoKTNOETE TULOI,
{ntote T cuUPoLAN TOL YTPOV 1} TOL POPUAKOTOLOD GG TPOTOV TAPETE ATO TO PAPLOKO.

o  Evnuepmorte 1o y1atpd oag, edv peivete £€ykvog 1 av Tpootabeite KATL TETO0, VA AapPAveETE
Oepameia pe Duloxetine Mylan. ®a npénet va mépete To Duloxetine Mylan pévov agov £xete
ov{ntoet pe 1o YoTpd cog, Yo To ThavE OPEAT Y10 GOG KOl Y10 TOVG EVOEXOUEVOVS KIVOUVOLGS Yot

10 éuPpvo.

e Befaimbeite 6T M poia cog kavm o ylatpog oag yvopilel 0t AapPdavete Duloxetine Mylan.
opoporo appoka (SSRIS) dtav Aappdvovtor Kotd ) SiipKeLn TG EYKVUOGHVNG, UTOPEL Va.
avENoovy Tov Kivouvo gpedviong piog cofapng Katdotaons ota Ppéen, mov ovopdaletan
EMUEVOVGO TVEVIOVIKT VIEEPTacT TV veoyvav (PPHN), kot £xel g omotéheoua to Bpépog va.
avamvEel YpnyopoTepa Kol va eaivetol pedaviacuévo. Ta cvuntopato avtd eppavilovton
cuvnbmg KoTd TN StdpKELn TOV TPOTOV 24 OP®OV UETA TN Yévvnomn Tov Bpépovg. Edv avtd cupPet
070 PLoPO 60G Oo TPETEL VO EVNUEPDCETE OUEGMG TN Laio GOG KA TO Y1UTPO GOg,

e Edav Adpete Duloxetine Mylan kovtd 610 TEA0G TG €YKLHOGVVNG GG, TO L®PO GOG LTOPEL Va
eupavicel kamolo copntdpato 6tay yevvnei. Ta copntdpata oot epeovifovial cuvnbmg ot
vévvnon N péca og AMyeg pépeg amd tn yévvnon Tov pwpov 6og. Ta copntdpata ovtd propet vo
TEPILAUPAVOLY VTTOTOVIO TOV VAV, TPOUO, EKVEVPIGHO, TPOPANLITA GTN GITIoN, SVoKOAIN GTNY
avomvon Kot omacplovs. Edv 1o popd 6o mopoustdoel kamolo amd autd To GCOUTTOUATO KOTH TN
YEVVIIOT| TOVL 1] €AV AVNGLYEITE Yl TNV VYEiD TOV HOPOD GOG, ETIKOVOVIOTE LLE TO Y1OTPO GG 1] TN
poio oog mov Ba eivan og B¢om va cag cvpfoviedoet.

o Edv AdPete Duloxetine Mylan xovtd oto t€log g £yKOHOGUVTG GOG VITAPYEL AENUEVOG KIVELVOG
VREPPOAIKTG KOATIKNG arpoppayiog Alyo petd t yévvnon, e01kd edv €xete 10TOPIKO
alpoppoyik®v owatapaydv. O yiatpdc N 1 poia cog Ba mpémet va yvopilovv o1t AapPdvete
vrovAoéetivn yuo va givar o€ Béom va o cuppoviedbcouv.

o Toa dwbéoiua dedopéva amod T YPNoN TS VIOLAOEETIVIG KOTE TOVG TPATOVG TPEIS UVES TNG
EYKVHOoHVNG Oev Oeiyvouv avENIEVO KIVOLVO TV GUVOMK®Y YEVETIKMV VMO UUADV YEVIKE GTO
nwoudi. Edv to Duloxetine Mylan Aappavetat katd ) d1GpKeLo Tov deDTEPOL GOV TNG
€YKVHOoLVNG, UTopEl va vrdpyel avénpévog kivouvog to Bpépog va yevvn el vapig (6 emimiéov
Tpdémpa Bpéen yro kaOBe 100 yuvaikeg mov AapBdvovy viovAoletivn 6to de0TEPO LGO TNG
EYKVHOoHVNC), Kupiwg Hetald g 351¢ kat 36M¢ eBSoUAdAGS TG EYKLUOGHVC.

e Evnuepmote 10 yatpo cag, v Onralete. H xopnynon tov Duloxetine Mylan xatd t yaiovyio
d¢ ovviotatat. Avalntnote T GUUBOLAT TOV YLOTPOV 1 TOV POPUAKOTOOD GOC.



001 ynon Kot YEPIGROS POV RATOV
To Duloxetine Mylan pnopsi va cag kavet vo voidBete vvniio 1 {aAn. Mnv odnyyeite | un yepileobe
gpyoieio N pmyaviuata, Emg 0Tov damIeTOcETE TOG0 6o ennpealel To Duloxetine Mylan.

To Duloxetine Mylan sgpiéystl cokyopoln kar vazpuo.

Edv o yiutpdc cog 6ag Exel evnuepdoet 0Tt Exete dvoavetio g oploHEVa GAKYOPM, ETIKOVMOVINOTE LIE
TO Y10.TPO GOC TPV TAPETE OVTO TO POPLOKEVTIKO TPOTOV.

Av16 10 PapuaKOo TEPLEYXEL MyOTEPO 0d 1 mmol vatpiov (23 mg) avd Kdyovla, sivatl ovTd TOL
ovopalovpe «elevBepo vatpiov».

3. IMog va wapete To Duloxetine Mylan

[Tédvtote va maipvete To PAPLOKO AVTO AVGTNPE COUPOVE, LLE TIG 0N YIES TOV YLOTPOD 1] TOV
QopuoKomolo cag. Eav éxete apgiPolries, potiote 10 Y1ATpO 1} TO QUPLUAKOTOLO GOG.

To Duloxetine Mylan pénetl vo Aappdvetarl omd to otopa. Na katamxivete ohOKANPo To Koydxio pali
HE TOGOTNTA VEPOU.

Lo v koraBliyn kot 1o dafnTio vevporadntixo alyog:
H ovvnong 86on tov Duloxetine Mylan givar 60 mg pia gopd thv nuépa, av kat o yiutpods cog o oag
GLVTAYOYPOPNGEL T1 60GOA0YIO TOV EIVOL KATAAANAN Y0 EGAC.

Lot yevireouévy ayywon diacapoyn.:

H cvviing 60om évapéng tov Duloxetine Mylan givot 30 mg pio @opd v nuépa, uetd amd v onoia
ot teplocdtepot acheveic o Aapovv 60 mg pia popd nuepnoing, aAld o yaTpoc oag Ba cag
oLVTAYOYPUPNCEL TN docoAroyia Tov eival KatdAANAN Yo ecdg. H docoroyia pmopel vo mpocappootel
émg o 120 mg v nuépoa avaroya pe v aviomokpion cog oto Duloxetine Mylan.

I'a va Bopdote ™) AMyn tov Duloxetine Mylan, uropet va oag dievkoidvetl va, to Aapfdvete v oo
opa kabe nuépa.

Yu{ntnoTe [e To Y1Tpd 060G Yo TO XPOVIKO O1acTn e mov o Tpémet vo cuveyioete va Aapupdvete 1o
Duloxetine Mylan. Mn otapatmoete vo AapBavete to Duloxetine Mylan 1 unv oAlalete ) 600m oo,
€av dgv 10 GLINTNGETE TPONYOLEV®G LE TO Y1oTpd cag. H cwotr Oepaneia g vocov cag givar
OTMOVTIKT Y10 VO, VIOGETE KOADTEPA. AV OEV OVTIUETOMIOTE, 1 KATAGTAGT GO UTOPEL Vo unv
VIOY®PNOEL KOl UTopel va yivel o cofapn Kot dOoKoAN 61 Bepamneia.

Eav napete peyolvtepn d6on Duloxetine Mylan a6 tnv kavovikng

Enwowvmvnote apécmg pe 1o Y1oTpo Gog 1 T0 QUpUAKOTOLd GG, 0V TAPETE LEYOADTEPT dOGT TOVL
Duloxetine Mylan a6 avth mov cag éxel cuvtayoypaendei and to yotpo oag. To cvprtdpoTo TG
VIEPO0GOAOYING TEPLOUPAVOLV LITVNAL, KO, GOVOPOUO cepoTovivg ((ia oTdvia avTidpacn Tov
umopel va empépet aicOnon peyding svpopiag, vevniia, adeélotnta, avnovyia, aicOnon puebng,
TVPETO, EPIOp®ON 1 SLoKAYio LVOV), KPIGELS, EUETO KAl YPYOPO KOPILOKO pLOUO.

Eav Eeyaoete va napete to Duloxetine Mylan

Edv Eeybdoete va AdPete pia doom, AaPeté v apéowng pois to Bounbeite. Qotoc0, edv £xel €EABeL
®pa yuo v endpevn 6001 GoC, TapaAeiyte T d0oN oL Egxdoate Kot TdpTe puovo pia 0661, OTmg
ocuvnbmg. Mnv mtapete dmAn 66N Yo Vo, OVOTANPDOGETE T 0061 TOL EEXAGOTE.

Mnyv népete peyorlvtepn mocdtnta Duloxetine Mylan amd v nuepioio mov cog £xet
ouvtayoypoenoei.

Eav etapatieste va maipvetre to Duloxetine Mylan

MH dwokomteTe ™) Ayn ToL PappraKkov cag edv dev cupfovievbeite TpdTa TO Y1OTPO COGC, AKOUN KL
edv vidBete kalvtepa. Edv o ylotpog cog miotevet 0Tt dev ypetdleote mAdov 1 Bepaneia pe to
Duloxetine Mylan, 6a cag vrodei&el va peidoete otadiakd t Aqyn g 6066MG, Yo ST
TOLAGYIGTOV 2 EBOOUASMV, TPV CTALOTIGETE TV YWY GOG.



Oprouévot acBeveic mov drokodmtovy argvidia T Afyn tov Duloxetine Mylan rapovoiacav

GUUTTAONOTA OTOG;

. {aAn, aicOnon toumnudtov ond ferdves i aicOnua nhektponin&iog (1daitepa 6TO KEPAAL),
OVOOTATMOT GTOV VTIVO (£vTova OVELPQ, EPLAATEC, adLVaia va Kolundovv), KOTmaor], vavniia,
avnovyia 1 di€yepon, dyyoc, voutio 1 EHETOC, TPEUOLAO (TPOLOC), KEPAAAYiN, LVTKO TOVO,
evepebioToTa, ddppota, VITEPPOAKT @idpmon 1 TAtyyo.

Ta cvurtdpate avtd cuvnBwng dev eivarl coPfoapd kot eEapavilovtar o€ Alyeg NUEPES, QALY €AV ExeTE
CUUTTMOUOTO TTOV GOC EVOYAODV, EMKOWVOVNOTE LE TO YIOTPO GOC Y10, 0dNYies.

Edv éxete meprocdtepeg epmTNGELG GYETIKA LLE TT] YPTOT AVTOV TOL PAPUAKOL POTNOTE TO YTPO 1) TO
QOPLOKOTOLO GOG.

4. MBavés avemBOuNTEG EVEPYELEG

Onmg 6Aa To pAPLOKD, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kot dev mapovstdlovtar og OAOVG TOvg avBpdTOVS. Ot aVTIdPACELS AVTEG Efval GUVNOME NTLEG EmC
pétpleg Kot ouyva e€apavifovton et and HePKES EBOOUASES.

IToAb ovyvég avemOOunTES EVEPYELES (UTOpEL va emnpedoovy agpieeotepa omd 1 oto 10 dtopa)
. Ke@aAaAyia, vvniio
. adafecia (vavtia), Enpootopia

Yuyvég avemBounteg evépyeleg (nmopei va exnpedoovy g 1 oto 10 dropa)

o ammAEln OpeENS

o dvokoAio otov VITvo, aicOnua diéyepong, Lelwpuévn 6eEo0vaAKy opun, dyyog, duekola 1
advvapio eitevéng opyacuov, Ttapdéeva dvelpa

o {aAn, vawbpotnta, TpoUoGc, atpwmdio, TeptAapuBovouévng avtng Tov evtomiletal 6To dEpUa.

(ToympoTa 6To OEPLLNL)

oA dpaon

euPoég (0tav aKoVTE MYOLS EVIOS TOL OVTIOL GOG OAAA deV VILAPYEL EEMTEPIKOS NYOS)

aioBnon éviovov Kapdlokdv TOAU®Y 6To BdpaKa

avénuévn aptnploxn tieon, eEQyelg

avénuévo yacuovpnto

dvoKOIAOTNTA, S1APPOLa, TOVOG GTOWAYO0V, adlabeaia (§1eTog), KaHGOC GTOUAYOoL 1| dvoTEyia,

aépla

avénuévn eepidpwon, (Kvnopmoeg) e&avonua

LiKOG THVOC, HVTKOC GTaCUOG

ENAOALVN OVPNGT, CLYVN 0VPT oM

TPOPANATE GTOONG, SATAPUYEG EKCTEPUATIONG

mTmoelg (1010itePa 6ToVS NAMKIOUEVOLG 060gVELS), KOO

peimon Bépovg

TMoudd ko Een ot niikiog kato tov 18 etV pe KotddAwyn wov Ehafay Oepameia pe 0vTO TO EAPUOKO
EUPAVICAY OTTOAELD BApovg OTAV APYLGOAV VO, TAIPVOLY AVTO TO PApuaKko. Metd and 6 piqveg
Oepaneiag, To fapog Tovg avéndnie dote va Taplalet pe to Papog TV Todimv Kot TV EPPev TG
idtog NAkiag Kot Tov idtov EHAOL.

Oy ovyvég avemBOunTES evépysies (umopei va emnpedoovy £0g 1 oto 100 dropa)

o QAEYLOVT GTO QAPLYYA TOV TPOKAAEL Bapld pwvi

o OVTOKTOVIKEG OKEWYELS, OuoKOAMA 6TOV VTTVO, TPYIOS 000VTMV, 0ichnon anonposavatoMacLov,
OmOVGia KIVTP®V EVEPYOTOINGoNG

. a1PVISIEG aKOVO1EG PVTKES KIVIIOELS 1) LVTKEG GVOTACELS, aicOnua avnovyiog 1 advvapiog va

kabicete M| va mapapeivete akivnrog(n), aicOnomn vevpikotnTog, dloTapayuévn Tpocoyn,



dlatapoyn yevone, SuoKorio EAEYYOL TOV KIVIGEMV T.Y. EALELYT] GLUVTOVIGLOD 1] OKOVGIEG
KWVIOELG TOV LMV, GOVOPOLO GVIICLYMV TOdMV, KoK TO1dTNTo HITVOL

SLOIGTOAN TS KOPNS (TOL LODPOL KUKAOD GTO KEVTIPOL TOV LATIOV), OTTIKY SLOTOPayY|
aioOnua {dAng 1 ayyog, wtadyio

YP1Yopoc /Kot avdpaAog Kapdlokdg Talpog

MmoBopuia, CaAn, aicOnuo ehappdg kepaing 1 Mmobupia kuping oe andtoun €yepon, aicOnon
YOYPOU 6T OGKTLAC TV TOSUDV KAUT| TOV YEPLDV

GLGOIYKTIKO oioOnua 6To Aotud, pvikn opopporyio.

EUETOC L aipo 1 podpa. GOV OGO KOTPAV, YOOTPEVIEPITION, PEYILO, SUGKOAID GTNV
KOTATOOT)

(QAEYHLOVT] TOV NTOTOG OV UTOPEL VO TPOKAAEGEL KOIMOKO GAYOG Kol KITPIVIGHO TOL SEPLOTOC 1)
TOV GOTPOL UEPOLG TV LOATIDV

VOYTEPIVEC EPIOPAOTELS, EEaVONLATA, KPVOS IOPADTOC, EVAICONGIN GTO NALAKO PMC, AVENUEVN
TAOT EKYLUOCEDV

uoikd oei&o, Hoikég GLOTAGELG

SVOKOAIL 1 AVIKOVOTNTO 0VPNOTG, OLGKOALD oTNV Evapén 00PNoNG, AVAYKN 00PNGNG KOTE TN
SuapKeL TNG VOYTOGC, AvAayKT 00PN ONG TEPICCOTEPO OO TO KAVOVIKO, PEI®MON TNG PONG TMV
ovpwV

L] PLGLOAOYIKY] KOATIKY] OLLOPPOYiaL, [T QLUGLOAOYIKT TEPI0O0G, TEPIAAUPAVOUEVMV TV
Bapémv, ET®OLVOV, ATOKTOV 1| TUPATETOUEVOVY TEPLOdWV, ALV O1GTO EAaPPLE TEPiodog N
OmoLGi KAToI®V TEPLOd®V, 6EEOVOAMKT] SVGAEITOLPYIN, TOVOG GTOVS OPYELS 1| TO OGYED
Bwpokikd dryos, aicOnuo yoypol, diya, piyn, aicOnua Beppov, un ELVGLOAOYIKOG TPOTOG
Badiong

avénon Bapovg

To Duloxetine Mylan propei va tpokaAiéoet avemBOunteg evEPyeLEs TG omoieg Umopel vor punv
avTiineeite, 6TOG aENON TOV NTATIK®V VDUV 1 TOL KAAIOV GTO aipa, TG
KPEATOPOGPOKLVAGT], TOV GAKYEPOV 1] TNG XOANCTEPOANC.

Yravieg avemOounteg evépyaieg (umopei vo emnpedsovy £o¢ 1 oto 1.000 dropa)

cofopn oAAEPYIKN avTidpooT mov TpokaAel duckoiio oty avamvon 1 {aAn pe Tpnéo ot
YADGoO N 0TO XEIMA, AALEPYIKES AVTIOPACELS

LEL®WEVT DTTOAELTOLPYiR TOL BLPE0EId0DE 0dEVa TTOV UTOPETL VO TPOKOAESEL KOTT®OT 1] adEN G
Bapovg

aeLOATOOT, YoUNAG emtineda vatpiov 6To aipa (Kupiog o nAkiopévoug acbeveic. Ta
cupnTopate propet va meptiappavouv {ain, advvopic, cuyyvor, vavniia 1 aicOnuo KOT®oNg
N vavtia 1 épeto. [To cofopd cupntodpota etval, Mmobopia, Kpioelg  TTOGELS), GUVOPOLO
amPOCPOPNG EKKPLoTG avTIdovpnTIKnG oprdvng (STADH)

OVTOKTOVIKT] GUUTEPLPOPA, Lavia (VTEPKIVNTIKOTNTO, KOATALOVGEG CKEWELS KO LELOUEVT
avaykn yio vvo), yevdasnoelg, embetikdTnTa Kot 0pyn

«ZVVOpopo cepotoviviey (Uio omdvia avTidpaoT oV UTopel vo eTpépel aictnon pueyding
gvpopiag, vvniia, ade&otnta, avnovyia, aicOnorn pédng, mopetod, epidpwon N dvokapyio
Hoov), kpicelg

avénuévn mtieon ot patio (YAohkopo)

QAEYHOVT] GTOUOTIKNG KOIAOTNTAG, ERPAVICT) £VIOVOL KOKKIVOU OiLOTOG GTO KOTPOVA.,
dVeaPEoTN avamvor], AEYLOVT TOV Tay£og eviépov (0dnYel o didppoia)

NTATIKN AVETAPKELD, KITPIVOG YPOUATICUOS TOV SEPUATOS 1 TOV GOTPOV UEPOVG TOV UOTIDV
(iktepog)

ovvdpopo Stevens-Johnson (coPapn acHévela mov Tpokarel POVOKAAEG GTO dEPUA, GTO GTOLA,
070, LLATLOL KOL 6TO YEVVITIKG, Opyova), cofaph oAlepyikn avtidpacn Tov Tpokalel oidnua
TPOCOTOL N Aopov (oryyelooidnuo)

UUIKEG GUOTAGELG TOL LVOG TNG YVEHov

acLVAONG OGN OVP®V

GUUTTMOUOTO EUUNVOTOVCTS, U1 PLGLOAOYIKT TOPUYDYN YOAUKTOG GO TOVG LOGTOVS GE BVOPES
N o€ yuvaikeg

Brxoc, cuptyrdg Kot SUGTVOLN TOV UTOPEL Vo, cuvodeveTal omd vYNAN Bepuokpacio



. VIEPPOAIKT] KOATIKN olpopparyios Ayo HeTd ™ YEvvnoTn Tov veoyvoy (CLopporyio LETE TOV
TOKETO)

MoAd omavieg avemOopnteg evépyeleg (umopei va ennpeacovy £émg 1 ota 10.000 dropa)
. (PAEYLOVT TOV ALLOQOP®V OyYeEI®V 6TO dEPUA. (OEPLLOTIKT Oy YEUTION)

Ava@opa avemOounTOV EVEPYELOV

Edv mapatmpnoete Kamowo avemBOUnTN eVEPYELD EVIUEPDGTE TO YLOTPO GOG 1] TO POPLOKOTOL) COG.
AVT0 1oyvEL Ko Yo kaOe Thavr avemBountn evEPyELn TOL OEV AVAPEPETAL GTO TOPAV GUALO 0ONYIDV
xpnons. Mropeite eniong va avapépete avembduntec evépyeleg amsvdeiog:

— otov E6viké Opyaviopd Pappdakov, Mecoyeiov 284, GR-15562 Xohapydc, Abnva, Tni: + 30 21
32040380/337, ®og: + 30 210 6549585, Iotdtonoc: http://www.eof.gr, yio Tnv EALGDa, 1

- otig Pappokevtikég Ynnpeoieg, Yrovpyeio Yyeiag, CY-1475, www.moh.gov.cy/phs, Fax: + 357
22608649, yio. v Kbmpo.

Méocw g avapopdg avemBOuNT®V evepyel®V pumopeite va fondncete 61 GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKE LLE TNV AGPAAELD, TOV TAPOVTOC PUPIAKOV.

5. IMog va pvidosste To Duloxetine Mylan

To @dppoxo avto npémer va puidoceTar 6 pépn wov dgv To fAémovv Kar dgv 10 POGVOLY TOL
oL,

No pn xpnoIHoTolEiTol 0VTO TO PAPUOKO HETA TNV NUEPOUNVIN ANENG TTOL AVOPEPETAL GTO KOLTI.
dvAdoceTe 0NV OPYIKN CLGKEVAGIN Y10l VO TPOGTATEVETOL OITO TNV VYPAGIQL.

YvoKevacieg ELIANG HoVo:
Xpnoiponomoate viog 6 unvav Petd To TpMTO Gvoryua.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] GTA OKIAKA amoppippato. Potote 10
(POPLOKOTOLd GOG Y1 TO TTMG VO TETAEETE TOL PAPLOKA TOL JEV YPNOLUOTOIEITE M. AVTA TOL PETPA. Oa
BonBnoovv oty Tpoctacia tov mepPdAtovtog.

6. Iegpreyopeva TG 6VOKELAGIUG KOL LOUTEG TANPOPOPIEg

T epréyer o Duloxetine Mylan
H dpaoctikni ovoia givar 1 viovio&etivn.
KdabBe koydxio mepiéyer 30 mg 1 60 mg vrovio&etivn (¢ vopoyrlmpiky).

Ta GAAa cvotatikd giva
Lepigyouevo koyaxiov: Zeapidio (ayapng (cakyapoln, apvio apofocitov), vapoueAioln,
TOALUBVAEVOYAVKOAT, KPOGTOP1OGVY, TAAKNG, cOKyapoln, vIpoueAloln @Ok, dtoBvAito eOaALKO

Kélvpog koyaxiov: Aoapmpo kvavé (E133), odnpov ofeidio kitpwvo (E172) (uévo ota 60 mg),
Titaviov 810&gido (E171), Cehativn ko Bpdoiun peddvn xpvceol ypouatoc (Lovo ota 30 mg) 1
Bpooiun peddvn Aevkod yphuatog (Lovo ota 60 mg).

Bpawown usddvy ypvood ypduorog: KOUUEN AAKKOG, TPOTLAEVOYAVKOAN, SldALUG appmviag 1oyvpo,
onpov o&eidio kitpwo (E172).

Bpwowun ueldvy Aevkod ypouotog: KOUUEN AMAKKOGC, TPOTVAEVOYAVKOAT, vaTpiov VOpoEeido,
noP1dovn, Trtaviov dio&eido (E171).

Ep@avien tov Duloxetine Mylan kau epieyopeva g 6veKeLAGiog

To Duloxetine Mylan ivat oxAinpo yoaotpoavOektikd koydxio. Kabe koydxio Duloxetine Mylan
nepiéxet pikpooalpidia (pellets) vépoyrmpikng viovAo&etivig pe emkdAvymn Yo TpocTacia oo To
YOOTPIKO 0&L.



To Duloxetine Mylan sivai diabéoiuo oe 2 teprektikdmreg: 30 mg kor 60 mg.

Ta kaydxio 30 mg £ovv adlpOVEG UTAE YPDUATOC TAOU KOl AOL0PAVEG AEVKOD XPDIOTOS SO0 KO
(PEPOVY TUTTOUEVOL LIE YPLCOD XPDOUOTOC PeAGVT] Ta dtokplTikd «MYLAN» wpog «DL 30» 610 Todpa
K0l GTO GO0 TOVG,.

To koyakio 60 mg Exovv adlaPavEG LTAE YPMIATOG TOA, KO 0OL0PAVES KITPIVOL YPDILUTOS COLLOL
KOl QEPOVY TUTOUEVA [LE AEVKOV Ypdpatog puekdavn o dtakpitikd «MYLAN» tpog «DL 60» oto mhpa
K0l GTO GO0 TOVG,.

To Duloxetine Mylan 30 mg éwtifeton o€ cvokevacieg koyelav (blister) tov 7, 14, 28, 49, 98 ka1 og
pio ToAAamin cuokevacio Tov 98 amoteAodpevn omd 2 KouTid, kabéva amd ta onoia mepiéyet 49
KOYAKLOL, OE GUOKELOTIEG O1ATPNTOV KuYeEA®VY Tov TeptEyovy 7 X 1, 28 X 1, 30 X 1 ko dkio Kot 6€
QLaieg mov mepEyovv 30, 100, 250, 500 kaydkia kot Enpovticd péco. To Enpavtikd pécso dev etvan
Tpog Ppmon.

To Duloxetine Mylan 60 mg dwatibeton o€ ovokevacisg kuyeldv (blister) tov 14, 28, 49, 84, 98 ka1
G€ [0 TOAAQTAT GLOKEVAGIO TV 98 amoTeELODUEVT] 0O 2 KOVTI, KaBéva amd Ta omoia mepiEyet 49
KOWOKL0, GE GUOKEVAGIES O1ATPMTOV KLWEADY oL TepLeyovy 28 X 1, 30 x 1 ko 100 X 1 xoydxio kon
o€ Pldeg mov mepieyovv 30, 100, 250 kot 500 konydxio kot Enpavtikd péco. To Enpavticd péco dev
glval Tpog Ppdon.

Mmnopet va unv KoKAOQOopoHV OAEG Ol CUCKEVAGIEC.

Kéroyog Adcrag Kvkhopopiag
Mylan Pharmaceuticals Limited, Damastown Industrial Park, Mulhuddart, Dublin 15, DUBLIN,
Iphavdia

Hopaockevactég
McDermott Laboratories Limited t/a Gerard Laboratories t/a Mylan Dublin, Unit 35/36 Baldoyle
Industrial Estate, Grange Road, Dublin 13, IpAavdia.

Mylan Hungary Kft., Mylan utca 1, Koméarom 2900, Ovyyapio

Mylan Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1, Bad Homburg
v. d. Hoehe, Hessen, 61352, T'epuavia

IMa omoladfmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOidV, TapaKaieiche va
amgvBuvleite 6TOV TOTIKO AVTITPOCOTO TOV KATOYOL TNG AOELNG KUKAOPOPING:

E\\ado

Viatris Hellas Ltd,

TnA.: +30 210 0100 002
Kvnpog

Varnavas Hadjipanayis Ltd
TnA: +357 2220 7700

To mapov evAro 0dNYLOV Ypions avade®pOnke Yo TeEAEVTAio Popa: 24 Avyovstov 2023

Aemtouepeic TANPOPOPIES Yo TO PAPLOKO aVTO givol lafEGIUEC 6TO dKTLOKO TOTO Tov Evpmmaikod
Opyavicpod Gopudkov: http://www.ema.europa.eu.



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

