NEPIAHYH TON XAPAKTHPIEZTIKOQN TOY IPOIONTOX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

Fentanyl/Sandoz 100 ug vroyA®ootio diokio
Fentanyl/Sandoz 200 ug vroyAd®ootio dickio
Fentanyl/Sandoz 300 ug vroyAd®coto dickio

Fentanyl/Sandoz 400 ui VIOYADGG10 S1oKioL

2. IMOIOTIKH KAI IIOXOTIKH XYNGEXH
Kda0e vroyddooto dickio mepiéyet:

100 pg eovtoviing (o¢ KiTpikn)
200 pg eovTavoAng (g KITpikn)
300 pg eowvtavoAng (®¢ Kitpikn)

400 ii iimvrom’)kii (coi miti')

Mo Tov TApN Katdroyo Tov exdoymv, PAére Tapdypapo 6.1.

3.  ®APMAKOTEXNIKH MOP®H
YroyAdooio diokio

To dwokio Twv 100 pg sivar £va Agvkd oTpoyyvAd diokio dapétpov 6 mm.
To dwokio Twv 200 pg eivor éva Aevkd ofdA diokio dactdoewv 7 X 4,5 mm.
To dwokio Twv 300 pg sivar Eva Aevkd Tpry@vikod 610kio dlaotdoemy 6,2 X 6,2 mm.

To diokio Twv 400 ii givor évo Aevkd d1oKio oe cﬁ' ia 81aiowﬂol') dotdoemv 8,5 X 6,5 mm.

4. KAINIKEX IAHPO®OPIEXZ
4.1 OgpamevTikég gvocicelg

Awyeipion tov mapo&uopikod Tovov og evijAikeg acbeveic Tov akolovBobv Bepameia e omoedn yio
TNV OVTETOTIOT] TOL ¥POVIOV TOVOL OV TPOKAaAEiTaL amd Tov Kapkivo. O mapo&uopukos mévog etvat
L0 TopOOIKT) EMOEIVMOON TOL KATA T AAAC EAEYYXOUEVOL XPOVIOV VITOGTPOHOTIKOD TOVOL.

4.2  Aocoloyio Kor TPOTOS YopNyNoNS

To Fentanyl/Sandoz npénet va. yopnyeitor povo og acbeveic mov kpivovtat 0Tt eugaviCovy avoyn ot
Oepameio pe omogldn Yo Tov cuveyn kapkiviko toévo. O acBeveic kpivovtal Tt £xovv avoyn ot
Oepaneio pe omogdn edv Aopfavovy TovAdyiotov 60 mg amd Tov GTOLNTOS LOPPIVI NUEPTCIMG,
TOVAGYLOTOV 25 HIKPOYPOUUAPLN SLOOEPUIKNG @avTavOANG o€ wplaia Bdor, Tovddyiotov 30 mg
0&VK®OOOVNC NUEPNOIMG, TOLAGYIGTOV 8 Mg aO TOL GTOUATOG XOPNYOVUEVTG LOPOLOPPOVIG
NUEPNGIMS 1 00G0A0YI0 GALOV OTTIOEW0VE 1IGOSVVALTNG AVOAYNTIKNG OPACTIKOTNTAG (100-0VOAYNTIKY
d0om) Yo pio efoopdda 1 TeEPIoGOHTEPO.



Tpomog yopriymong:

Ta vroyAdooia diokio Fentanyl/Sandoz mpénet va torobetovvtal katevbeiov kdto amd T YAdoso
010 o Pabd onueio. Ta vroyhmwoowa diokio Fentanyl/Sandoz dev mpénet va katamivovtal, oAl va
SLAVOVTOL EVIEADC TNV VTTOYADGCGL0 KOIAOTNTO Y0Pig VoL T0, SOYKAOVETE 1} VO, TO TUTIAATE. ZUVIGTATOL
GTOVG 06OEVELS VO UNV TPOVE M| TTIVOLV TITOTO £MG OTOV TO VITOYADGG10 d1oKi0 dtolvbel evielmc.

Ot acBeveig pe Enpoctopio UTopovV va, TovV vEPO Y10 VO, VYPAVOLY TN GTOUOTIKY BAEVVOYOVO TPV T
My tov Fentanyl/Sandoz.

Aocoloyia

TitAomoinon d0ong

YKxomog ¢ TITAomoinong d0ong givatl 0 TPocdlopIo g ™S PEATIGT S 6G0TG GLVTHPNOTG Yo TN
ouveyllOUEVT AVTILETOTION €MEG0dimV Tapoévouikod tovov. H Bédtiom avth doon Oa mtpémet va
TapEYEL EMAPKN OVOAYNGlo LE 0odEKTO EMIMESO AVETIOVUNTOV AVTIOPAGEWDV.

H Bértiot 660m tov Fentanyl/Sandoz xaBopileton e avodikn tithonoinomn e€atopkevpuéva yio Kabe
acOevn]. AlotiBevtol d1dpopeg 0OGELS Yo ¥pPNON KOTA TN dLdpKeLn TS PAong TitAomoinong doong. H
apykn 60om tov Fentanyl/Sandoz mpénet va eivar 100 pg, pe avodikn titAomoinomn edv kpivetan
avaykaio, amd T0 E0POS TV SOOECIUOV TEPIEKTIKOTNTOV.

Ot acBeveic Tpémet va Tapakorovbovvial oteva £mg 6tov emttevydei n fédtio doo.

H petdfoon amd GAho mpoidvo mov mepiéyovy gavtavoAin oto Fentanyl/Sandoz dev npénel va
npoyuatonombel pe avaroyia 1:1, e€artiog Tov dapopeTikdV TPoeik amoppopnons. Edav ot acbeveic
petafovv amd KAmolo GALO TPOTOV TOL TEPLEYEL PUVTUVOAT, OTTaLTETOL VED TLITAOTOINGT O0NG UE TO
Fentanyl/Sandoz.

To ax6Aov00 d0GOA0YIKO GYNILO GUVIGTATOL Y10 TNV TITAOTOINGT), AV Kol 6 KAOE TEPIMTMOOT 0 Y1OTPOg
TPEMEL VO AQPAVEL LITOYT TOV TV KAWVIKT avAyKT TOL 060gvn, TNV NAKIK TOV Kot TIG GUVLITAPYOLGES
vOGOLG.

O)ot o1 acBeveic Tpémet va Egkivovv T Bepamneia pe Eva voyAdooto diokio Twv 100 pg. Edv dev
emrevyOet emopxng avarynoio péoa o 15-30 Aemtd petd ) yopnynon evog LIOYADGGLOL d16KioV,
propel va yopnynOet éva copuminpopatikd (devtepo) vroyAmoacto diokio twv 100 pg. Edav dev
emrevyOel emapkng avarynocio péca oe 15-30 Aentd petd v npmtn ddom, mpénet va eEeTacTel TO
EVOEYOUEVO OOENGNS TNG 0O0NG 0TO O16KI0 TNG EMOUEVIS VYNAOTEPNG TEPIEKTIKOTNTOGS Y10l TO EMOUEVO
ENEIG0010 TaPOoELOUIKOD TOVOL (avaTpéETe GTNV TAPAKAT® EIKOVA).

H hpdrwon g d6ong mpénet va cuveyicel otadiokd £m¢ 0tov emitevydel emapkng avoiynoia e
avektég avembountes evépyetes. H mepiexticdtnta g S00mg Yo T0 GUUTANPOUOTIKO (5e0TEPO)
VROYADGG10 d1okio g d6celg Twv 400 pkpoypappapiov | vynidtepes Oa mpénet va av&dvetal amod ta
100 ota 200 pukpoypappdpio. Avtd aneikoviCeTor otnv TopakdTo wova. Koatd m didpkela avtig
™G PaoMg TITAOTOINoNG, dev Bal TPEMEL VAL OpTYOUVTaL TEPLGGOTEPES O VO (2) HOcELS Yo KAbe
enelc 6010 TapoELGIKOD TOHVOL.



ATAAIKAXIA TITAOIIOIHEHE TOY FENTANYL/SANDOZ

Adon évaping
100 pg

!

Emroyyaveton etapkns avakoveien amé tov tovo eviog 15-30 Aentov;

! !

Na On

!

AdPete éva devTEPO d1oKi0
(BM. mivoka yio. tov kafopiopd g
TEPLEKTIKOTNTOS TOV JEVTEPOL O1GKIOV)

A4 v

XpNowyomonjoTe aLTHY TN AVENGTE TO TPAOTO OLGKIO 6TV EAONEVY
0661 Y10 TO ETOPEVA ETELGOOLN. VYNAOTEPT TEPLEKTIKOTITA Y10, TO
napououiKov TOVOL EMONEVO EMELGOO10 TUPOEVOUIKOD TOVOV
[TeptekticdtTa (LY) TOL TPMOTOL VIOYADGGIOV ITeplextikdnta (LY) CLUTANPOLOTIKOD
dtokiov avd enelcdd10 TaPoELG Ko TGVOL (3€0TEPOV) VIOYADGG10V d10KIOV, TO OO0

AapPaveton 15-30 Aentd petd 1o TpdTo d10Kio,
€pOoov kp1oel avaykaio

100 100
200 100
300 100
400 200
600 200
800 -

Edv emitevyBel emaprng avalyncio oty vynAdtepn d0on, aArA ot avemBOUNTES OVTIOPAGELS
Kpivovtan pn amodektéc, evoéyetat va yopnynbei pio evdidpeon d6on (pe vmoyAmoaoto diokio twv 100
pg, émov kpbei avaykaio).

Kotd v tithonoinon, ot acheveig pmopodv va Adfovv odnyieg va xp1GLLOTOGOLY TOAAATAN dioKia
tov 100 pikpoypappapiov /xar diokia tov 200 pikpoypappopiov yio otoladmote epdmas 6.
Agv mpémer va ypnotponombovv meptocotepa and técoepa (4) diokia kdbe popda.

H amotelecpatikotnto Kot 1 ac@aied 06cewv vymidtepmv tv 800 ug dev &yovv agloloynOei o
aocfeveic og KMVIKEG pLehETEG.

[Ipokeyévou va eraytotonomBel o Kivovvog epeaviong avemfountov avtidpaceny mov oyeti{ovtot
L€ OTLOELON KOl VO TPOGOIOPIOTEL 1 KATAAANAN 8601, gival avaykaio ot acOeveig va
TapoKoAovBobVTOL 6TEVE amd emaryyelpatiec vyeiog Katd Tn O1dpKeLd TG d1dKoGing TITAOTOoINoNG.

Kotd v tithonoinon, ot acOeveig o mpénet vo TepEVOuY TOVAGYIGTOV 2 MPEG TPV OVTIIUETOTIGOVV
KGmolo AL eme160010 mapoéuopukod Tovou e to Fentanyl/Sandoz.



Ocpameia oovinpnong

Mo xabopiotei 1 KOTAAANAN SO0, 1| omole EVOEXETAL VO EIVOL TEPIGGOTEPO, AlTd £va d1oKia, 01
acleveic Tpémel va S1otnprneovy ot TN 6001 KOl VO TEPLOPIGOVV TNV KOTOVIADGT G TEGGEPIS TO
avatepo d6oelg Fentanyl/Sandoz nuepnoimg.

Kotd 10 61t o cuveipnong ot acbeveig Oa mpémet va mepIUEVOLV TOLAGYIGTOV 2 MPEG TPV
AVTIHETOTIGOVV KATOL0 GALO eme160010 mapo&uopkod Tovou e to Fentanyl/Sandoz.

Eravarpooopuoyn doong

Edv 1 avtomoxpion (avaiyncio 1 avemtBounteg avtidpacels) 6TV TITAOTOMUEVT dOGT TOV
Fentanyl/Sandoz puetopAindei onupoviikd, evdéyetar va. givar avaykoio pio Tpocoapuoyn g d6ong,
TPOKELEVOL VO, S1GPUAIoTEL 1] droThpnon ¢ PéATIoTNC dOONC.

Edv gppavietodv mepiocdtepo amd TEGGEPN EMEIGOIN TOPOELG KOV TOVOL MIEPT|CIMG GE d1AGTNI
UEYOAVTEPO 0Tt TEGTEPLS DLAUOOYIKES NMUEPEGS, TOTE 1) dOCT| OMIOEWMV POKPAG dpAoNC yio TNV
OVOKOV(LGT) TOV GLVEXOLG TTOVOL TTpémel va emaveéetaletal. Edv to omoedn pokpdag dpdong 1 1 66om
TV O0EBDVY HoKpdg dropkeiog petaPAndei, n d6on tov Fentanyl/Sandoz npénet va enoveletaotei
Kot vo, TitAomomOel ek véov, epdoov KpOel avoyKaio, TPOKEWEVOL VO SICQAMOTEL 1 dloTPNoN TN
BéltioTg dooNc.

Eivar avoykoio oroliadnmote €K VEOL TITAOTOINGN SOGT|G OTOLOVINTOTE AVOAYTTIKOD VO
napokorovbeitol amd Evav enayyeAuotio vyeiog.

Ye mepintmon omovciog ETopKovg EAEYYOL TOL TOVOV, Oa, Tpénel va e&etaotel 1 ThavoTTa
vepaAynciog, avoyng kot eEEMENG ¢ vokeipevng vocou (BA. mapdypoo 4.4).

Awapreia kot oroyor e Oepameiog

Ipw amd v évapén g Oepaneiog pe Fentanyl/Sandoz, npénel va copupoveitol, o€ cuvepyooio pe
tov acBevn, otpotnyikn Bepamneioag mov mepthapPdvel T didpkela TG Bepomeiog Kol TOLG GTOYOVS TNG
Bepameiag, Kabdg Kol oyE010 Y10 TV OAOKAP®GN TG Bepameiag, COUP®VA LE TIC KOTELOVVTNPLES
odnyiec yio ) daxeipion Tov moévov. Katd ) didpreta g Bepameiag, Bo Tpénetl va vTapyel Guyvi
emapn petald Tov 1Tpod Kol Tov acHeVoDS Yo Vo aEI0A0YEITOL 1] aVAYKN YloL cuvEYIon NG Bepoameiag,
va e€etdletan To evogyouevo dlakomng G Bepaneiog Kot va Tposapudlovtal ot dOGES EpOGOV
arouteitol. EAAetyel enapkoidg ehéyyov Tov movov, Ba tpémet va Aappdavetor vedyn 1 mlbavdma
vrepaiynciog, avoyng Kot eEEMENG TG vokeipevns vooou (BAéne mapdaypapo 4.4). To
Fentanyl/Sandoz dgv o mpémet va xpnoipomoteitot yio peyadlhtepo ypoviko didotua amd 660 givat
omopoaitnTo.

Awaxorny ¢ Oeporeiog

H Oepancio pe Fentanyl/Sandoz mpénet va doxomTeTon apésms, edv o aclevig dev gppavilel TAéov
emelcdolo Taposuoukov movov. H Bepaneia yio tov eniplovo vmosTpopotikd Tdvo mPEREL Vol
oLVEYICTEL GOUE®VA LLE TN GLVTAYOYPAPNOT).

Ye mepintmon mov anarteiton Sokont| kébe Oepaneiog pe omoedr], o acbevig npémnel va
ToPOKOAOVOEITOL GTEVA 0T TO YOTPO LLE GKOTO TV OTOPLYT TNG MOOVOTNTAG EKONAMONG 0LPVIOIOV
GULVOPOLOL GTEPNONG.

Houdrazpixog ninBoouog
To Fentanyl/Sandoz dev npénet va ypnoiponoteitol € toudid nAkiog kotw tov 18 etdv, Adym
A etymg SedopévmV Yo TNV ACPAAELD KOL TNV OTOTEAEGLLOTIKOTN T

Himaiwuévor
H tithomoinomn d6omg mpémel va mpoypatonoleital pe waitepn mpocoyn Kot ot acheveic va
TOPOKOA0VOOHVTOL GTEVE Y10, CUUTTOUOTA TOEIKOTNTAG OTN GUVTOVOAN (BA. Tapdypapo 4.4).

Negppixn xoi nroziki dvoieitovpyio.
Ot acBeveig pe veppikn Kot otk Suvoiettovpyio TpEmel vo Tapakolovfovvtal 6TeVA Yo onpeia



ToEIKOTNTOG OTN PAVTAVOAN KoTd TN dtdpkeln TN gdong Tithomoinong tov Fentanyl/Sandoz (BA.
Topaypopo 4.4).

4.3  Avrevositeag

YrepevaroOnoio 6tn dpacTIK 0VGia 1] 6 KATOL0 0d To EKO0Y0 TOL OVAPEPOVTIUL GTIV TUPAYPUPO
6.1.

AcbBeveic mov dev AapPdvouy Bepameio GuvTpNoNG LE OTLOELDT, KaBDS dlatpéyovv avénuévo Kivouvo
OVOTTVELGTIKNG KOTOGTOANC.

AVOTVELGTIKY KOTOGTOAN POplag LOpPNG 1 OTOQPUKTIKEG TVEVIOVOTTAOELECK Papldg LOpPTS.
AcBeveic mov AapPavovy QopraKeEVTIKE TPOIOVTO TOL TEPLEYOLY 0EVPIKO VATPILO.

Oepameio 0£E0G TOVOL EKTOG TOV TOPOEVGLIKOD TOVOU.
4.4  E101kéc TPOELOOTON|GELS KOl TPOPVAGEELS KATA TN Ypion

AOY® TV KivdOvev, coprepiiapfoavouévng g Bovatneopag EkPacnc, Tov GUVIEOVTAL LE TNV TVYOL0
ékbeom, TV E0QUAUEVT] YPNOT KOL TNV KOTAYPN O™, TPETEL VO, GUVIGTATAL 6TOVG 0.60eVEIC Kol 6TOVE
PPOVTIGTEG TOVG va Sratnpovv to Fentanyl/Sandoz ce acpoln kot Tpoctatevpévo ¥Mpo, 6Tov 0moio
dev &yovv pdoPacn GALOL, E101KA TO TOUOLA.

E&aitiag tov mbavdv coPapdv avemi@Ountov evEPYEIOVY OV EVOEYETAL VO TAPOVGLUGTODY KATE TN
Mym omogdobg Oepameiag, Omwe To Fentanyl/Sandoz, ot aoBeveic kot 01 @POVTIGTEG TOLE TPEMEL VAL
KOTOVOT|GOVY TANP®C TN 61oudatdtnta TG cmotig Ayng tov Fentanyl/Sandoz, kabmg eniong kot T
TPEMEL VO KAVOLV GTNV TEPIMTMGT| OV TOPOVGLUGTOVYV CUUTTOUOTO VITEPIOGOAOYIOG.

Ipw v évapén g Beponeiag pe to Fentanyl/Sandoz, sivatl onuavtikd va £yl otabepomombei n
Bepameia Tov 0c0evn LE OTIOEWN HOKPAS OPAGTC TOV YPNCUYLOTOLOVVTOL Y10 TOV EAEYXO TOV GLVEYOVS
dvov.

Onwg pe Ao Ta 0Tog1WdN, VITAPYEL 0 KIVOLVOG ELPAVIONS KAVIKA GTLLOVTIKTG OVOTVEVGTIKNG
KOTAGTOANG IOV OyeTICETAL LLE TN YPNON TOV VIOYADGSLOV diokimv pawvtavoing. Ilpénet va dobel
HEYOAN TpoooyT| KoTd Vv Tithoroinon d6ong tov Fentanyl/Sandoz oe acBeveig pe ypovia
OTOPPOKTIKY TvELHOVOTAOELD 1) GALEG TABNGELS TOL TTPOSOETOVY Y10 AVATVEVGTIKT] KATAGTOAN (TT.X.
pvocHévela gravis), eEotiog Tov KvouVoL ELPAVIONG TEPALTEP® OVATVEVGTIKNG KATAGTOANG, 1) onoia
Ba pmopovce Vo 00N YNOEL GE OVOTVEVGTIKY AVETAPKELD.

To vToyA®doG10 S10Ki0 PUIVTOVOANG TTPETEL VAL OPTYOUVTOL Pe EEQLPETIKT TPOGOYN O€ 0oOEVElS TOV
evoéyeton va glvar Waitepa evaicHnTol 6g evOOKPAVIOKES ETOPAGELG VIEPKATVING, OTMG ALTOVS OV
&xouv evoei&elg avEnuévng evOoKpaVIOKNG TEoNS, LELOIEVIC GLUVEIBNONG, KOMOTOG 1) EYKEQPUMKAOV
oykov. ['a toug acbeveic mov £0vV VTOGTEL TPAVUATICUOVS GTO KEPAAL, 1) KAVIKT Topeia evOEyeTaL
Vo EMKOALQOEL [LE TN YPTON OMIOEWDV. L€ AVTNV TNV TEPITTOGT), TO OTLOEWN TPEMEL VAL YOPTYOVVTOL
pévo gdv gival amoAdTmg avoykaio.

Ynepaiynocio
Onwg Kot pe dAAo OTOEWN, 08 TEPITTOOT AVETAPKOVG EAEYYOV TOV TOVOL OV OEV OVTATOKPIVETOL GE

avénpévn docoloyia TV VTOYADGCIMV SIGKIMV QAVTOVOANG, TPENEL Vo eEeTacTel | mBavoTnTa
VIEPOAYNGioG EmayOUEVTG amd omoedn). Mmopel va evdeikvuton peimon g 60omg eovToviing M
dwokomn g Bepaneiog pe @ovTovOAN 1 emaveEETaoT Tng aymync.

Avoyn ko1 dtotapayn ¥pnong onloed®v (Kotdypnon kKot eEaptnon)
Me v emavolapBovopevn YopNiynor omoed®my, OTMS 1 POVTOVOAY, umopel va, avartoydel avoyn
KoL UOIKT| TY/Kow Wyoyoroyikn eEdptnon.




H gmavolopfavouevn yprion tov Fentanyl/Sandoz evééyetar va odnynoet e dtatapayn tg xpHong
omoed®v (Opioid Use Disorder, OUD). H vymAdtepn 8001 Kot 1) Leyolutepn didpkela
Oepaneiog pe omoed propel va avénoovv tov kivovvo avartuéng OUD. H katdypnon 1
gkovolo, kakn yprion tov Fentanyl/Sandoz evdéyetar vo, odnynoetl o vtEPdoGoAOYi 1)/KOL GTOV
Bavarto. O kivovvog ekdnimong OUD egivar avénpévog yio aoBeveic [Le TPOCOTIKO 1) OIKOYEVELNKO
16TOPIKO (YOVEIG 1] adEPPIL) dLOTAPAYNG KATAYPTONG OLGIDV (TEPIAAUPAVOUEVNS TNG JLATAPOYNG
KOTAyYPNO™G OWVOTVEDUATOS), TPEXOVTEG YPNOTEC TPOIOVTOV KOTVOL 1| AGOEVEIC LE TPOCHOTIKO 1GTOPIKO
A @V dlatapay®v Youytkng vyeiog (m.y. peiova katabmtikn dutapoayn, yyog Kol S1oTapayEs e
TPOCOTKOTNTOC).

[pw amod v évapén g Bepanciog pe to Fentanyl/Sandoz kot katd T didpkeio g
Oepanciog, o1 6ToY01 TG Oepameiog Kot To 6YEO10 OLOKOTNG TPEMEL VO GUUPMOVOVVTUL LE TOV
acBevn (PA. mapdaypago 4.2). [Ipwv kot kotd ™ dwdpkela g Oepaneiag, o aclevig mpémet
EMIONG VO EVNULEPDVETAL GYETIKA [LE TOVS KIvovvoug Kot TG evdeiEelg OUD. Xe mepintwon
EUOAVIONG ALTOV TOV EVOEIEE®V Ba TPEMEL VO GLVIGTATOL GTOVG ACHEVEIG VO ETIKOV®OVODV LU
TOV Y10Tpd TOVC.

Ot acBeveic Oo Tpémet va mapakorovBovvtal yio evoeiEelg cupmeppopdc avalnmmong VOPKOTIKGOY
(1. VEEPPOAIKG TPO®PO ALTHLOTO GUVTAYOYPAPNONG). AVTO TEPAaUPAvEL TOV EAEYYO Yia
TOVTOYPOVN YPNON OTIOEWDDV KUl YLY0dPUoTIKOV Qopuakmv (onmg Peviodalemives). o acbeveic pe
evoei&elg ko cvpntopata OUD, Oa npénel va e€etdleton | ¥p1io1N GLUPBOLAEVLTIKNG UE EO1KO GE
Oéuata e&apthoewy.

Kapdwég mabnoeig
H gowvtavoin propet va mpokaiécst fpadvkapdia. H pavtavoin Oa mpénet va yproipomoteiton e
TPoo oy o€ acHevelc e Tponyobeveg 1| Tpobmdpyovseg Ppadvappvdpies.

2rotxeio omd PEAETEC EVOOQAEPLUG YOPYNONG TS PAVTUVOANC DTOOEIKVHOLV OTL 01 NAIKIOUEVOL
aoBevelc evOEYETAL VA TOPOVCIACOVY UELOUEVT] KAOBOPOT), TOPATETOUEVO XPpOVO Nuicelag {ong kot
UEYOADTEPT] EVOICONGIN GTN OPUCTIKY OVGiN 0€ GVYKPIoN LE TOVS VeOTEPOLG acbeveis. Ot
NAKIOpPEVOL, KayekTikol 1 eEacBevnuévol acBevelc Tpénet va mapakohovBodvtal TPOoGEKTIKE Yo
CUUTTOUOTO TOEIKOTNTOG GTN GOIVTOVOAN Kat, dv KplBel amapaitro, va peimdei ) d6om.

To vToyA®GG10 S10Ki0 PUIVTOVOANG TPETEL VAL Y0P YOVVTAL LE TPOGOYY| G€ aGOeVEIS [Le NITaTIKi 1)
veppikn duciettovpyia, Kupiog Katd ™ didpkela g edong tithonoinong. H yprion tov vroyAdooimv
dwokiov eovtavOANg oe acbeveic Le NTATIKY 1] VEPPIKT AVETAPKELL EVOEXETAL VAL AVENGEL TV
BrodiaBectdTnTo TG POVTOVOANG KoL VO LEWMGEL TI CLGTNUOTIKY KEOapot, mov Oa propovoe va
00Ny OEL GE GLGCMOPEVST Kol CVENUEVES KOl TOPATETAUEVES EMOPACELS OTLOEWDDV.

[Ipénet va 600l mpocoyn katd tn Bepancia achevdv e vrooyKaio Kol VIOTUOT).

To vroyAdooia diokio povTovoing dev £xovv peketnbel oe acbeveic pe mAnyég oto otoUA M
BAevvoyovitida. Evoéyetatl va vapyet Kivouvog avénpévng cuotnuatikng £€k0eons 61o AapraKo o
aVTOVG TOVG AoHEVEIS KoL, GUVENMG, CLVIGTATOL ENUTAEOV TPOGOYN KATA TN O1APKELL TNG TITAOTOINOTG

mg Soong.

Agv mpénet vo vtapyovv a&loonpeimteg emdpacelg Katd tn dtakony| g Oepaneiog e vIoyA®ooia
dokio PoVTOVOANG, AALA TOOVA CUUTTOUOTO CTEPTONG EVAL TO AY)0G, O TPOLOG, 1| €PIdpwo, M
@ypOTTO, M VOLTIO KO O ELETOG.

el OUEVEC LUE TOV DTTVO dOTOPUYEC THE CLVOTTVONC

Ta omog1dn Umopohv vo TPOKAAEGOVY GYETILOUEVESG LE TOV VIIVO SLOTOPOYEG TNG UVATVONG,
ocoumeprropPoavopévng g kevepikng vevikng dnvolag (KYA) kot tng oyxetilopevng pe tov Hmvo
vroEapioc. H yprion omoedmv av&dvel Tov kivouvo yio KYA pe docoe&aptdpevo tpomo. Xe
acBeveic mov mapovcidlovv KYA, e£etdote To evoegyOevo Hei®oNS TG GUVOAIKNG SOOTG OTLOEWDMOV.




20vdpopo oepotovivng
YVVIGTATOL TPOGOYT| OTAV TO, VTOYAMGGL0 SIGKI0 POIVTAVOANG GUYXOPTYOUVTAL [UE QOPLOKEVTIKA
TPOTOVTO TOV ENNPEALOVY TOL GEPOTOVIVEPYIKA VEVPOIAPIPUGTIKH GLGTILOTO.

H avéamtoén evog duvnTikd ametintiko yio ™ o1 cuvopoprov cepotovivig umopei va couPel pe myv
TOVTOYPOVT] YPTON GEPOTOVIVEPYIKDV PUPLOKEVTIKAOV TPOTOVTOV Omm¢ ol Exlextikol Avactoleig
Eravorpocinync g Zepotoviving (SSRIS) kot o1 Avaotoreic Eravanpocinyng Zepotovivng-
Nopemwveppivng (SNRIS), kot pe papuaxevticd tpoidvta wov ennpedlovy To HETAPOMOUO TG
oepotovivng (coumepiiapfavopévav Tmv Avactorénv g Movooutvoéelddong [avactoreic [MAO] 7
MAOISs). Avtd unopei vo cuuPei oto TAaicIO TG CUVIGTOUEVNC dOGTC.

To ovvdpopo cepotovivng pumopel vo meptiapufavel petoforéc otn davonTikn Katdotoor (7T.).
déyepon, yevdalctnoelg, KOpa), aoTadelo TV AVTOVOLOL VELPIKOD GLGTHLOTOC (T.). ToyLKaPdia,
aotadNg aptnplaxy mieon, vepbepuin), VELPOUVTKEG StaTapoyES (.Y, VIEPUVTOVOKANCTIKOTNTA,
EMAELYT] GLVTOVIGHOD, aKaYia), /KO YUGTPEVTEPIKA GLUTTOUATA (7). VOUTia, EUETOC, d1ppola).

Y mepintmon vroyiog cuvdpduov cepotovivng, N Oepaneio pe to Fentanyl/Sandoz Oa wpénel va,
daonTeTOL

Kivéuvog amd v tontdypovn ¥p1on KOTUGTUATIKOY QOPUOKEVTIKOV TPOIOVTIOV, OTME 0L
Bevlodualemives 1 oyeTIkd QOPUOKEVTIKG TPOTOVTAL:

H towtdypovn ypnom tov Fentanyl/Sandoz kot KoTaoTOATIKOV QOPUAKEVTIKOV TPOIOVI®V, OTMC Ol
Bev{odalemivec | oYETIKG PUPIOKEVTIKA TPOIOVTO, UTOPEL VO TPOKAAEGEL KATAGTOAN, OVATVEVGTIKN
KOTAGTOAY, KOua kot Odvarto. EEattiog tov mpoavagepOUevav Kivouvmy, 1) TaVTOXPOVT
GLVTAYOYPAPTOT LE OVTA TA KATASTUATIKA QUpUOKELTIKG TTpoiovTa Oa mpémel va mepropileton
OTOKAEIOTIKG € ae0eVEiC Y100 TOVG 0TTOT0VE OeV EVOEIKVLVTAL EVOAAIKTIKEG OEpOTEVTIKEG EMIAOYEC.
Edv Inebei andpoon va cuvtayoypaenbei to Fentanyl/Sandoz tavtdypova pe KotaotaATikd
QOPULOKEVTIKA TTPOidVTa, Oa TPEmeL va, ypnopomoinel n YoUNAdTEPN OTOTEAECUATIKY 0OGT KoL 1|
dlapkela g Bepomeiog va givor 660 mo cvuvtoun yivetatl. Ot acBeveig mpémel va mapakolovBovviol
GTEVA Y10, CTUEL0 KOl GUUTTMATO AVATVEVGTIKNG KOATAGTOANG KOl KOTOAGTOANC. X€ aUTO TO TANIG10,
oLVIoTATOL OEPLE VO EVILEPDOVOVTOL 01 0lGOEVEIC KOl OL PPOVTIGTES TOVS Y10 OV TA TOL uUTTOROTA (BA.
Tapaypapo 4.5).

To Fentanyl/Sandoz mepiéyet vatpio
To @dppaxo avtd mepiéyetl Atydtepo amd 1 mmol vatpiov (23 mg) avd vroyAdooto diokio, etvar
onAadn avtd mov ovopdlovue «ehevbepo vatpiovy.

4.5  Alinremodpdosic pe GAAo QUPUOKEVTIKA TPOIOVTE Ko dAheg popeéc alinremiopaonc

H tavtoypovn xpnon eappoKeuTik®@Vv Tpoidvimv mov teptEyovy oEuiko vATplo Kot eavtavOin
avtevoeikvotan (BA. mapdaypagpo 4.3). H Bepaneia pe o&uPikd vatplo mpénet vao, S1oKOTTETOL TPV Ao
mv évapén g Bepanciog pe Fentanyl/Sandoz.

H pawvtavodn petaporiletarl and o CYP3A4L. Ot dpaoctikég ovsieg mov avactéAlovy Th dpdon Tov
CYP3A4, 6mmg to avTiPloTikd Tov avikovy ot Lokpoiidia (7 x. puBpopvkiv), Ol AVTILVKNTIGIKOL
napdyovteg aloAng (m.y. ketokovaloin, 1tpakovaloAn) 1 CUYKEKPLLEVOL OVOGTOAEL TPOTEQCHV (TT.Y.
prtovoPipn) evoéyetat va avnoovy ) PlodtafecItdTnTo TG POVTOVOANG, LELDVOVTOGS TN
CLGTNUATIKY TG KAOapoN, evOEXOLEVOG EVIGYDOVTOS 1) TOpATEIVOVTOG TN dpAcT) TV OTOEWdY. O
YOOGS YKpEWPPOLT givor emiong Yvwoto 0t avactédlel 1o CYP3A4. H cuyyopnynon pe mapdyovTeg
mov endyovv T dpdion Tov CYP3A4, 6mmg o avTukofoKTplaKd (7). PLPOUTIVY, PLPOUTOLTIVY),
T OVTIETMNTTIKG (.. KopPopaleniviy, @avutoivn kot eavoBapPitdin), ta utikd tpoiovta (m.y. St
John’s wort, Hypericum perforatum), pmopei va HeidoeL TV omoTEAEGHATIKOTNTO TG PatvTavOANG. Ot
emayoyeig tov CYP3A4 ackovv ypovoelaptdpevn enidpaot Kol Hropel va ypelastody TOLAAYIGTOV 2
gfdopadeg yuo va emtevydel  péytot enidpaon petd v Evapén g xopnynons. Avtibeta, oe
dloKomn TG yopnyNnone, M enaymyn tov CYP3A4 unopei va ypelaotel tovddyiotov 2 efdopddes yio
va e&acbevioel. Ot aoBeveic mov Aapfdvouy eavtavOAn Kot SIKOTTOVV 1 LELOVOLV T1 dO0T| TV
emayoyémv tov CYP3A4 pumopel va dtotpé&ovv kivovvo avénpévng dpacTikdtnTog Tng OIvVIOVOANG 1



TOEIKOTNTOC. LVVETMG, 1 PUIVTOVOAT TPETEL VAL XOPTYELTAL LE TPOCOYN GTOVG aebevelg, edv yopnyeitan
o€ GLVOLOCUO LE aVAOTOAEIS /Kot emaywyeig Tov CYP3A4.

H ovyyopnynon pe dira katactadtikd tov KN (Kevipikod VELPIKOD GLUGTHLOTOG), OTT®S GAAA.
TOPAYOYA LopPivNg (ovaAynTIKA Kot avTiBnyikd), YEVIKE ovoicOnTiKd, CKEAETOUVOYAAOPOTIKA,
NPEMOTIKG avTikaToOMTTIKG, KataoToltikd H1 avtustapwvikd, Bapfirovpikd, ayyorvtikd (m.y.
Bevlodialemnives), YKOUTOTEVTIVOELDT (YKOUTOTEVTIVY Kol TPEYKOUTOAIVY), VAVOTIKE, OVTIYOXOTIKA,
KAOVISIVI Kol GYETIKEG 0VGTEG EVOEXETAL VO TPOKAAEGOVY ADENCT] TOV KOTUGTOATIKGOV SPAGEDV TOL
KNZX. Evdéyetotl va mopovc1aoTel OVUTVEDGTIKT KOTAGTOAN, VITOTACT KOl GTUAVTIKT KOTOUGTOAN.

To aAk0OA eVTEIVEL TO KATAGTAATIKG OTOTEAEGLOTO TOV AVOAYNTIKOV UE Bdon T popeivn ko,
GUVETMG, 0€ GLVIGTATOL 1] GLYYOPNYNOT GAKOOAOVYMV TOTMV 1) PUPUUKEVTIKMY TPOIOVIMY TOV
neptEyovv aAkoo ue o Fentanyl/Sandoz.

Ag cuvietdron 1 xopriynon tov Fentanyl/Sandoz oe acBeveic mov éxovv AGPel avooToAEic TG
povooutvooéeddong (MAO) evtog 14 nuepav, kabhg cofapn kot anpdPrentm evioyvon and Tovg
avaotoleic g MAO &xel avapepOel pe omoeLdn avoAyNTIKA.

A€ GUVIGTATOL 1] TOVTOYPOVN YOPNYNOT| AYDOVIGTOV/AVIOYOVIGTMOV OTIOEWMY UEPIKNG dpdong (7T.y.
Bovmpevoppivn, varfoveivn, tevialooivn). ITapovctdlovy VYNAN GUYYEVELL [LE TOVE GYETIKA YOUNANG
EVOOYEVOLG OPUGTNPLOTNTOG VITOSOYEIC OMLOEWMY KoL, ETOUEVMS, OVTUY®VILOVTOL LEPIKMOG TNV
AVOAYNTIKY OPAGT] TNE PUVTAVOANG, KOTL TO OTTOI0 UTOPEL VO TPOKAAEGEL GUUTTOUOTO, GTEPTONG OE
acleveic e€aptUEVOVG aO TO OTTLOELON.

2EPOTOVIVEPYLKA QAPLLOKOL

H ovuyyopnynon g @ovtavoAng e Eva GEPOTOVIVEPYLKO TapdyovTa, OTmg Evag ExAektikdc
Avoaotoréag Emavampooinyng g Xepotovivng (SSRI) i évag Avactoréag Enavampdoinyng
Yepotovivng-Nopemveppivng (SNRI) 1 évoc Avacstoréag te Movoapvotelddong (avactoréag MAO
1 MAOI), umopei va avéNcel Tov Kivauvo cuVOPOUOD GEPOTOVIVIG, L0 KATAGTOGT SUVITIKG
oamentikn yo ) {on.

Kotootodtikd poppokevtikd mpoidva, é6mwg ot feviodialenives 1) oyeTIKE QAPLOKEVTIKA TPOTOVTAL
H tavtoypovn xpromn omoeld®mv pe KATAGTOATIKA QOPLOKEVTIKE TPoidvTa, 0mms ot Peviodtalenives 1
GYETIKO QOPUAKEVTIKA TPOIOVTO ALEAVEL TOV KIVOLVO KATAGTOANG, OVOTVEVGTIKNG KATUGTOANG,
Kopatog kot Bavdrtov e&attiog tpdsbetov katactaltikol amoteréopatog oto KNX. H d6om ko
SLIpKELN TNG TOVTOYXPOVNG YPNoNG Tpénmel va mepropiletar (PA. mapdypapo 4.4).

4.6 Tovipétnro, KOO KOL YoLOOYIO

Konon
H acodieia g @avtaviing katd ) ddpkewa g Konong dev &xetl tekunplodel. H pawvtavoin
TPEMEL va yopnyeitan Katd t S1dpKeLa TG EYKVHOGVVNG LoV OTav Kplfel amoAdT®g amapaitnTo.

H poxponpoBeoun Bepomeia katd ) d1dpKela TG EYKLHOGVVNG EVOEXETOL VO TTPOKOAECEL
CUUTTMOUOTO GTEPNONS TOL POAPUAKOV GTO VEOYVO.

H poawvtavoln dev mpémet va yopryeital KoTd T SLIPKELR TOL TOKETOD KOl TNG YEVVOG
(cvumepriapfovopévng TG KaoupIKng TOUNG), KAOMG 1 @avTavOAN SIUTEPVA TOV TAOKOOVTO Kot
EVOEYETOL VO TPOKOAEGEL OVOTVELGTIKT KOTAGTOAT GTO EUPPVO 1 6TO VEOYVO.

OnAaouoc
H powvtavoln amekkpivetal 6to untpikd yéia ko evoEyeTal vo TPOKAAEGEL KOTAGTOAN Kot

OVOTIVELGTIKT KOTOGTOAN oto OnAhalov Bpépoc. H pawvtavoin dev mpémetl va ypnoyLomoleitol amo
Onralovoeg yuvaikeg kot o Iniacpdg dev mpémet va Eavapyiletl £og 6Tov TapéABovv 5 Tovddyiotov
NUEPEG ATTO TNV TEAELTALO YOPTYNOT POIVTOVOANG.

Tovipétnta



Meléteg oe {oa £yovv Ogi&el TOEIKOTNTA GTNV OVOTOPOY®YIKT TKOVOTINTO ILE SL0TOPOYUEVT]
yovipdtnta o€ apovpaiovg (BA. mapdypapo 5.3). O mbavdg kivdvuvog otovg avBpmmovg givar
Ayv®oTOC,

4.7 Emdpacelg 6Ty tKavOoTTO 001YN61S KO EPIGHOD PN uvHaT®V

Agv &yovv Tpaypotonon el LEAETEG OYXETIKG LLE TNV EXIOPACT] TOV VTOYADCCI®V SLoKIOY
Fentanyl/Sandoz otnv tavotta 06Mynong Kot XEPIopod unyovnudtoy.

Q61600, TO OTIOEDN AVOAYNTIKG €IVl YVOGTO OTL EVOEYETAL VOL EMNPEACOLY TIV TVEVUOTIKN 1)
OCOUOTIKT] IKOVOTNTO EKTEAEOT|G TOOVMG EXKIVOLVOV EPYACIAOV, OTMG 1 001YNGN 1 O YEPIOUOS
unyovnuéataov. [pénel va cuvietdtal 6tovg acheveic va unv 0dnyodv 1 va xeipilovton unyoviuota,
eav viobouvv {ardda, vvniio 1 Tapovoidcovy BoAn dpacn 1 dSuthmmio kaTd TN ARy TOL
Fentanyl/Sandoz.

4.8  AvemOovunteg evépysieg

O1 tumikég avemBOuNTeg EVEPYELES TOV OMIOEWBMV gival avauevoueveg pe to Fentanyl/Sandoz. Teivovv
Vo LELOVOVTOL G€ EvTaon Ue TN ovveyn xpnon. Ot o coPoapéc mbavég avembiunteg avidpaoelg mov
oyetiCovtal pe T ¥PNoT OTOEW MOV EIVOL 1] OVOTTVELGTIKT KOTaoToAn (1 ool Oo umopovoe va

00N YNOEL GE AVOTVEVGTIKN OVOKOTN ), ] VITOTAOT Kol 1 KotamAn&ia.

Ot KMVIKEG OOKIUEC TOV DTOYADGGL®MV JGKIMV QOIVTOVOANG OYEOAGTNKAY Y10 VO, 0ELOAOYHGOLY TNV
OCQUAELN KOL TNV OTOTEAEGULATIKOTITO GTNV AVIILETOTION 000eVOV te TapoEuopkd KapKivikd Tovo.
O)ot ot acBeveic Adpupovay cuyYpPOVMG OTLOELDT, OTIMG LOPPTVY] EAEYYOUEVIC OTOSECUEVOTG,
0&LKWOOVN EAEYYOUEVIG OTTOOEGEVLGTG, 1] OLUOEPLLKT] QUIVTAVOAT, Y10 TOV GUVEYN TOVO TOVG,.
Emnopévamg dev etvar duvotd va d1oywplotohv cap®g ol ETOPAGELS LOVO T®V VTOYADCCI®V 010KI®mV
QOIVTOVOATG.

O1 10 cLYVE TOPATNPOVUEVES OVETIODUNTEG EVEPYELES LLE TO VITOYADGGLO S1GKIO POVTAVOANG
TEPMAUPAVOLY TUTTIKEG AVETIOVUNTEG EVEPYELEG TOV OMOEWODV, OTMG VOLTIO, OVGKOIALOTNTO, VITVNAICL
KoL KeQaAalyial.

2VVONTIKOG TIVAKOG OVETBOUNTOV EVEPYELDV LIE TO VITOYADGGLa d1okia @atvTavOANg Ko Ao
(QOPUOKEVTIKE TPOTOVTA TOL TEPLEYOVYV PUIVTAVOAN

Ot axdhovBeg avemBOunTeg evépyeleg Exovv avapepBel pe 1o VTOYADGGO S1oKIO PAVTAVOANG Ka/1)
GALO. QUPUOKEVTIKA TTPOIGVTA TOV TEPLEYOVY PAIVTAVOAT KOTA TN SIEPKELD KAVIKAOV LEAETAOV KOt
v eumelpio petd v Kuklopopia tov Tpoidvioc. Avaypapovtal akohovBws Bacet Katnyoplog
OPYOVIKOD GUGTALOTOG KOL GLUYVOTITOG ELPAVIONG (TTOAD cuyvéc >1/10, cuyvég >1/100 g <1/10, oy
ouyvég >1/1.000 émg <1/100, un yvootég (dev pmopodv va ektiunBodv pe Baon ta dwbéotla
dedopévar)). Ze kbe opddo cuyvOTNTAG ELPAVIONS, Ol AVETIBOUNTEG EVEPYELEG TOPOLGLALOVTAL LUE
eBivovca cepd coPapdtnTog.

Koatyopia/opya- |AvemOopntn evépyera kKatd cvyvotnta
VIKO OGN0,
IMokv cvyvés | Xoyvég Oy ovuyvég Mn yvootig
>1/10 >1/100 £¢mg >1/1.000 £0g <1/100 | svyvoTNTAG
<1/10 (0&v pmopovv va
ekt 0ovv pe
Béon ta
owféopa
ogoouéva)
Awtapayés Tov YnepevaicOnoia
IVOGOTON|TIKOV
GUGTILOTOG




Meraforkéc ko

Avopetia

oraTpoikég Meiopévn 6peén
owtapayés
Yoyotpikég Kotabiym YevdaicOnon
owTapayés [Hapdvora DopUOKEVTIKN
Zuyyutikn Kotaotoon |e&aptnon
AmonpocavotolMopog |(e0iopog)**
AlMayéc o vontikn | Katdypnon
KOTAGTOON PAPLAKOD
Ayyog Hopainpnua
Evpopia
Avceopia
SuvoioOnuatikn
actdOelo
Awtapoyn oty
TPOCOYN
Admvia
Awtapayéc Tov 76 Apvnoia Zracpol
VEVPIKOV Kepaialyio TTapoopia Xouno eninedo
GULOTNNOTOG Yrvniia Avcyevcia cuveidnong
Tpopog Andielo
AnBapyog GUVEIOTONG
YroeOnoio
Awotapoyn Hvov
Awtapayéc Tov ®oAn 6paon
0@0aipov
Kapowkég Toayvkapdio
owTapuyés Bpadvkapdia
Ayyerokég Yrotoon
owTapuyés
AVOTTVEVGTIKEG, Avonvoln ZTOLOTOPAPLYYIKO AvamvevoTikn
0opaxikég alyoc KOTOGTOAN
olaTapayés Ko 2uoprykTikd aicnua
owarapayég Aoupov
neco0mpuKiov
Tootpevrepikés  |Novtia Xropatitidn E&éhkcmon tov Awykopévn
owarapayég 'Epetog GTOHOTOG YAOGGO
Avoxomdmra  |EEEAkmon oviwv Aldppota
Enpootopio E&éhcmon yethéwv
Awzopaypévn kévoon
TOL GTOUYOL
Kot\akd diyog
Avomeyio
Avopopia Tov
GTOUAY OV
Awtapoyn g
YA®GGOG
ApOHddnc otopatitidn
Awtapayés Tov Yreppooia Agppaticn Brapn Kvidwon
0éppoTog Kol Tov EEavOmpa
V066pLov 1670V AXhepykdg Kvnopog
Kyvnopodg
Nvoktepvég epldpmaoelg
Avénuévn téon yo

UOADTIGUO
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Awtapayéc Tov ApBpadyia

HVOGKEAETIKOV MuvooKeLeTIKN

GVLOTNOTOG KoL dvokapyio

TOV GLVOETIKOV Avoxapyio apBpmong

16700

Awtapayéc Tov 2tutikn dvorettovpyio

OVOTOPAYOYIKOD

GVLOTNNOTOG KoL

TOV PO.GTOV

Ievikég Konmwon Xovopopo otépnonc*  |Epvbpioon kot

oL TOPaYES KO Qappéicov ‘E€aym

KOTOOTACELS 6TT) E&acbévion [eprpepixd oidnpa

0£om yopfynong Koakovyia [Mupe&ia
2HvOpoLO oTEPNONG
TV VEOYVOV
Avoyn oto
QapuaKo™**

Kokdoeig, Toyaio vrepdocoroyia, |[Ttdon

onAnTNpLdcelg

KOl ETUTAOKES

0£paTEVTIK®OV

AELPLGPUAY

*

e 1 SAEVVOYOVIKT QOIVTAVOAT TopatnpfnKay GCUUTTOUOTO GTEPONG and T S1komn AyYng
OTOEW MV OT®G voTia, EUETOC, ddppota, Gyxoc, piyn, TPOLOG Kot EPIdpmon
** B Ileprypaon emideypévaov avemlfOuntmv evepyeimv

Ieprypagn extheyUEveV avETIOOUNTOV EVEPYELDV

Avoyn
e mepintmon enavalopuPavOopeving ypnong Umopet va avamtuydet avoyn.

E&bpton amod to dppako

H eravorappavopevn yprion tov Fentanyl/Sandoz pmopei vo odnynoet og e£apTnon and to papaKo,
axoun kot o€ Bepamevtikég 06c¢els. O kivouvog eEdptnong amd To PAPLAKO UTOPEL VO TOIKIAAEL
avdAoya pe TOLG TaPAyovTES KIvOUVoD, T docoroyia Kot T didpkela TG Bepaneing pe omogidn Tov
ekdotote acbevoig (PA. mapdypago 4.4).

Avagpopd mbavoroyoduevev averfuntwv evepysidv

H avagopd mbovoroyovpevmv avemBountov evepyeidv Petd amd Tn xopnynorn adewg KuKAopopiog
TOL POPUAKEVTIKOD TPOIOVTOG eival onuavtikn. Emtpénetl  cuveyn mopakolovdnomn g oxéong
0(PEAOVG-KIVOVVOL TOV QUPUOKEVLTIKOD TPOIOVTOG. Z1Teital amd Toug EmayyeAUaTies vyelag va
avapEPOVV onolecdNmote THAVOLOYOVEVEG AVEMBVOUNTES EVEPYELEC HECH TOV €BVIKOD GLGTALOTOSG
avapopdc:

EBvikdg Opyaviopog Gappdkmv

Mecoyeimv 284

GR-15562 Xolapyog, ABnva

TnA: 213 2040337

Iotétomog: http://www.eof.gr, http://www.Kitrinikarta.gr

49 Ymnepoocolroyia

2VUnT@OLOTO Kot onpeio

To countdpaTe VTEPSOGOAOYING PAVTOVOANG OTOTEAOVY ETEKTACT TG POPLOKOAOYIKNG TNG Opdong,
Le 1o cofapr] avemBOUNT EVEPYELD TNV OVOTVELGTIKY KOTOGTOAN, 1 OO0l EVOEYETAL VO TPOKUAETEL
OVOTTVEVGTIKT] OVOKOTN. X€ TEPIMTMOT VIEPOOGOAOYING PAVTAVOANG EYOVV TPt P OEl TEPITTOCELS
avamvong Cheyne-Stokes, 151aitepa o€ acbeveic pe 10Topkd Kapdokng averdpkelos. Eivor emiong
YV®OOTO OTL Uimopel va enéADeL kodpo. Me vepdocoroyia pavtavOAng €xel eniong mapatnpnel to&kn
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Agvkoeykepalomafein

Avtuetmmion
H dpeon avtipetonion g vrepdocoroyiag pe omlogldn teptiapupdavel apaipeon kdbe vodeippaTog

vroyAmdoctov diokiov Fentanyl/Sandoz amd to otop0, COUOTIKY Kol AEKTIKY d16yEpon Tov achevi] Kot
a&lordynon tov emmédov cuveidnong. Ipémet va dnuiovpynocete Kot vo S1TNPNCETE AVOIKTO
aepaymyd. Eav kpBei avaykaio, mpémel va icaybel Evog GTONATOPAPLYYIKOC GOANVAG 1 KabeTpag
dtowvoong tpoyeiog, vo xopnynoel o&uydvo kot va EEKIVIGEL UNYOVIKOS 0EPIOUOS, OVAAOYQ LLE
mvrepintoon. [Ipénel va dwtnpnbei n coot) Beplokpacio GOUATOG KoL ) TOPEVIEPIKT TPOCANYT
VYPOV.

Mo ™ Oepaneio ¢ TVYaiog VTEPdOoGOAOYiNG o€ 0GOeVEiS OV deV £xOLV EQVOYPTCUYLOTOICEL
OO, TPEMEL VO, Yopmyeitatl vahoEOvn 1 KAmTo10¢ GAAOG AVINY®OVIGTAC TOV OTLOEW®OV, OTMG
evoeikvuTal KAVIKG Ko cvppava, pe v Tepidinyn Xapaxmpiotikav [Ipoidvtog. Evoéyetat va givar
avaykaio 1 eravaAauBavOueyT YOPNYNCT AVTAYOVIGTAV TMV OTIOEWOV, edv Ttopatadel 1) Si1dpKeln
NG AVOTVEVGTIKNG KATUGTOANG.

[pénet va dobei peydin mpocsoyn katd tn yopnynon varo&ovng 1 GAAOY aVTUY®VIGTOV TV
OTLOEMV Y10, TNV AVTIUETMTIOT TG LITEPSOGOL0YinG o€ acbeveic mTov vofdrloviol og Bepameia pe
omlog1dn, e&ortiog Tov KvdHvov epedviong 0£Eog GLVOPOUOL ATOGVPGCTC.

Edv mopovciaotel cofopn | cvuveyng vadtaom, tpénel va eEeTAleTal TO EVOEYOUEVO DTTOYKOUING KO 1|
KOTAGTACT TPETEL VO AVTILETOTIOTEL U KOUTAAANAT Oepameio TapevIEpIKNG TPOGANYNG LYPOV.

‘Exet avapepOel poikn axouyic mov topeumodilel v avomvon Kotd T Ay eovtavOANg Kot GAA®DY
OTMLOEWMV. X€ VTNV TNV TEPITTOON, EVOEYETAL VA, YPENCTEL SIUCOAVOGCT TpayEiag, virofondovpevog
OEPIGLAG KO YOPNYNON AVIAYMVIGTMV TWV OTLOEWOMV, KOOMG EMIONG KO LOOYOAOPOTIKDYV.

5. DOAPMAKOAOITKEX IAIOTHTEX
51 @appokodvvopKES 1010TNTES

Ddoppakobepanevtikn karnyopio: Avaryntikd, Omogdn, [apdywya pavvromimepidivng.
Kwdwog ATC: NO2ABO3

Mnyoviopdg dpaong kot Papuoakodvvopikés emdploetg

H pawvtavoln givor éva 1oyvpd p-omoedés avaiyntikod pe tayeia Evapén avoiynTikig dpaong Ko
pupt| owdpketa dpdons. H pavtovoin eival mepinov katd 100 popég ioyvpdtepn amd ) HLOpeivi oC
avaAyntiko. Ot devtepedonses emOPAGELS TG GAVTAVUANG 610 KN, 6TV avamveuosTik Kot
YOGTPEVTEPLKT AEITOVPYIN EIVOL TUTKEG TV OTOEW MV AVOAYNTIKAOV Kol BE0POVVTUL TUTKES Yo TV
Kkatnyopio. Avtég pnopet va tepthapBavouy ovamveLoTIKT KATAGTOAN, Ppadvkapdia, vrobeppia,
SLOKOMLOTNTA, OGN (CLGTOAN TG KOPNG TOL 0PBUAL0D), copaTiKn eEGpTNom Kol EvPopio.

To avodlynTikd amoteAéopata TG QOVTOVOANG oYeTI{oVTaL [LE TO EMIMESO TNG OPACTIKNG OVGING GTO
aipo. Xe acBeveic mov dev Exovv EAvayprOULOTOUCEL OTLOEWN, Ol EAAYIOTES GVYKEVIPADGELS GTOV 0pO
™G PAVTOVOANG Y0 ATOTEAECUOTIKY] avolynoio kupaivovtot omd 0,3-1,2 ng/ml, eved enimeda tng
1a&nc tov 10-20 ng/ml 610 aipa dnpuovpyodv xepovpyikn avorsnoio kot Pabid avamvevotikn
KOTOGTOA).

KAwvikn omoteAec LaTikOTNTO KOl 0GOAAELL

Y& aoBeveig e xpovio Kapkiviko TOVo, ot omoiot Aappdvouy atabepég dOGEIG GLVTIPNOTG OTLOEW DV,
TopOTNPNONKE GTATIOTIKA GTUAVTIKY dl0popd ot PeAtioon TG EVTaong Tov TOVOL E Ta
VIOYADGG10 S16KI0 PUIVTOVOANG GE GUYKPLOT WE TO EIKOVIKO Pappako 10 Aemtd petd tn yopnynon
(BAeme oyfua 1 wo KAtm), e ONUAVTIKA PKPOTEPT avayKatotnta, Bepaneing didowong pe
OVOAYTTUKCA.
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Zynuo 1 _Méon diapopd. évraonc movov aro iy évapln e Ospancioc (2SE) twv vroylwooiwy dickiwy
QOIVTOVOANS CUYKPITIKG, UE TO EIKOVIKO QOpuoxo (ustpovuevy ue v kiipaxo Likert 0-10)

- P=0.0004

P=0.0011
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H ao@dieio kot amoTeELeGUATIKOTNTO TOV VTOYADCOI®V S1oKinv QavtaviAng &yl aloroynOel o
acOeveic mov AapuPdvouy To EapuaKo Katd v Evapén evog enelcodiov mopofuoukod Tovov. Agv €xet
dtepevvnBel oe KMVIKEG LEAETEC M TPOANTITIKT XPTION TOV VTOYADGGLOV SIOKIMV QAVTUVOANG Yio
OVOUEVOLEVO EMELCOO10 TTOVOU.

H @awvtovoln, énwg kot 6AoL 01 Ay®VICTEC VTOSOYEMV TOV L-OTLOEW DV, TPOKOAEL H0C0EEQPTMLEVN
OVOTTVELOTIKY KataoToArn. O kivduvog givar peyardtepog oe acbeveic mov dev Eyovv
E0VOYPNGLLLOTOMOEL OTTLOEWN ald OTL 6TOVG 0oBeveic Tov eppavifovy eEalpeTikd Evtovovg TGVous 1
7ov voPdArovTol o€ Ypovia Bepaneio pe omoedn. H poakpompdOecun Beponeia e omiogdn cuvinbmg
TPoKoAel TNV avATTLEN OVOYNG OTIC dEVTEPEVOVCES EMOPATELC.

Ev® yevikd ta omogdn avEdvouy tov Tdvo Tov Aglov Pvdg TS 0vpoEOpoL 080V, To Kabapo
amotélecpa teivel vo LETAPAAAETAL: GE OPIGUEVES TEPIMTAGELS TPOKAAEL EMITAKTIKY OVAYKY Y10l
ovpNoN, EVO 68 AAAES SOVGKOAID GtV oLPNOT).

To omogdn aw&avovy Tov TdVo Kot PELDMVOLY TNV TPO®ONTIKT] GUGTAATIKOTITO TOV AEIOV LMV TOL
YOGTPEVTEPIKOY GUGTNLATOC, LLE OTOTEAEGLLO TOV TOPATETAUEVO YPOVO YOOTPEVTEPIKNG OLEAEVOTG, 1|
omoia evoéyeton va glvar vevHLVN Yo T SLGKOMATITO TOL TPOKOAEITOL ALTTO TN PALVTAVOAN.

To omogdn evoéyetor va eTNPedcovy Tov AEova VITOHAAGLOV-VTOPLONG-EMVEPPLSIMY 1) TOV dEova
vroBoddpov-vrToeLong-yovadwy. Opiopéveg Letaforég Tov pmopodv va Tapatnpndodv
weptlapfavovy avénon g TpolaKkTivng 6Tov 0po Kal HeloT TG KOPTILOANG KOl TG TECTOGTEPOVNG
070 TAGCUO. ATO QVTEG TIG OPUOVIKEG LETOPOAEG pmopel va ekdNAwBobV KAvikd onueia kot
GUUTTOLOTOL.

5.2  @appokoKvTIKES 1OLOTITES

H poawvtavoln givon o e€onpeticd Mmo@iAn dpactiki ovcia tayeiog amoppoenong LEGM TV
GTOULOTIKOD PAEVVOYOVOL KO TTLO apyNG LEGM TG YUOTPEVTEPTIKNG 000V. H amd Tov otépatog
YOPTYOULEVT POIVTOVOAT] DTOKELTOL GE EKTETOUEVES EMOPAGELS NTOUTIKOD KOl YUGTPEVIEPIKOD

petafoAicopod TpmTng S1060v.

Amoppodonon
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To Fentanyl/Sandoz diatifetol 6 QopUOKOTEXVIKT LOPPT] VTOYADOG10V d1oKiov Tayeiog dihvong.
Tayeio amoppo@No” TG PAVTAVOANG AapPavel ydpa 6T ddpkeln TV Tepimov ntpmtv 30 Aerttdv
uetd ™ yoprynon tov Fentanyl/Sandoz. H aroivt Prodiabecipdtnta tov Fentanyl/Sandoz £yet
voloyiotel 0Tt givarl 54 %. Ot péoeg PHEYIOTEG GLYKEVIPADGELG TNG POIVTOVOANG GTO TAAGLLO
Kopaivovron amd 0,2-1,3 ng/ml (petd ™ yoprynon 100-800 ug Fentanyl/Sandoz) ko emtvyydvovtot
evtog 22,5-240 Aemtdv.

Kotavoun

[epimov o 80-85% NG QovtavOAng decpedeTol amd TPOTEIVEG TOV TAACULATOG, KVpig TV al-
YAVKOTP@TEIVY KOl 6€ PKpOTEPO Pabud v adfovpivn kat tn Amonpmteivn. O 6yKOg KOTOVOUNG TNG
eowtavOAng og otabeporomuévn Kotdotaon ivor mepimov 3-6 I/kg.

Buopetaoynuoatiopog

H @oawvtavodn petaporiletal koping péow tov CYP3A4 g 61400povg QupoKOLOYIK(, OVEVEPYOVG
petapoAriteg, copmep o UPovorivng TG VOpQavTavoAng. Méoa og 72 dpeg omd tnv evoopALPLo
YOPMYNGN QOVTOVOANG, TTEPimOL TO 75% Tng dO0oMG eKKpiveTaL GTOL 0VPO, KUPIMG ¢ UETABOAITEG, Ue
Myotepo and 0 10% ¢ avarroint dpactiky ovaia. [Tepimov to 9% tng 066N ¢ amofaiAietarl (e To
Kkémpava, Koping og petafolritec.

Amofoin
H cvvolikn k@Bapon mhdoporog g eawvtovoing eivon mepinov 0,5 I/h/kg.

Mertd ) xopnynom tov Fentanyl/Sandoz, o ypovog nuiceiog {omg amofoAng e eavtaviing eivot
nepimov 7 dpeg (kopaiveton omd 3-12,5 dpeg) kot 1 teAkog ypodvog nuicelag Long elval mepimov 20
opeg (kopaiveror amd 11,5-25 dpeg).

CpapikdnTe/pn ypoppkdmmo

H gopuaxokivntiki tov Fentanyl/Sandoz éyetl amodetytel 611 gival 60600voL0YIKT 6T0 S0G0A0YIKO
gbpog Twv 100-800 pg. OoapprokoKivnTikeg LeATeg KatédelEay Tt moAlamAd diokia etvae
Broicodvvapa pe pova diokia g 1oodHvaung d6donc.

Neoppwr/Hratikr dvciertovpyio

O1 drotapoyég TS NIOTIKNAG 1 VEQPIKNG Aettovpyiog Oa propodsoy va TpoKaAEGOLY aDENGT OTIC
GLYKEVTPMGELG 0poV. Ot NAMKIOLEVOL, 01 KaYeKTIKOTL 1 o1 Yevika eEovBevmpévol aoBeveic evdéyetat val
&yovv yapnAdtepn kdOapon eovtavOANg, 1| onoia o propovce va TPOKAAEGEL LEYOADTEPO TEAMKO
xpOVo Nuioewag Cong yo v ovaia (PA. Topaypdeovg 4.2 kat 4.4).

5.3 IIpoxkivika dgdopéva yio TV a.cQpaiero

To dedopéva PapUOKOAOYIKMY HEAETMV Y10l TV ACPAAELN KOl TOSIKOTNTOG EMOVAAALPOVOLEVDV
00GE®V VTOSEKVHOLY OTL SV VTLAPYEL 10104TEPOG KIVOLVOG Y10 TOVG avOp®IOVG, 0 0oiog deV ExeL ON
KaAveBel and dAleg Tapaypdpovg g mapovoag [IXII. Meléteg oe {da Egovv deilel petmpévn
yovipdtnto Kot ovénpévn Bvnopotra o EpPpua moviikmv. Qotdco, dev Exovv detybel TEpATOYOVES
emdpdoelc.

To amoteAéoparo dokipudv petaAla&loyéveons o€ PakTipia Kot TpOKTKd ftav apvntikd. Omwog kot
AL 0011, 1| QovTOVOAN Tapovcioce petodlaéloyoveg emdpacelg in Vitro o kdTTOpa
Onrootikdv. @aiveton amiBavog o kivduvog petdAraing pe t Bepamevtikn ypron, epdcov ot
emOPAoelS TPOKANONKAV LOVO GE TOAD VYNAES GUYKEVTPMOELG.

Mehéteg kapkvoyéveong (26 fdopadwv deppatikds evaAlakTikog Pro-npocdtopiopndg oe Tg. AC
SLyovIdLoKovG TOVTIKOUG, 2 ETOV PLEAETN KOPKIVOYEVEST|G e VTTodOpLa £kBeo GE apovpaiovs) pe T
QOVTOVOAT 0V OTOKAAVY ALY EVPILLOTO EVOEIKTIKE 0YKOYydvou duvapukov. H a&loddynon dwpaveidv
TOL EYKEPALOV OO TN LEAETT KOPKIVOYEVECT|G GE OPOLPOIOVS OTOKAAVYE eYKEQUAKEG PAAPeg og {da
o710 omoia yopnynOnkav vyniég d6celg Kitpikng eawvtavoins. H onuacio autdv tov evprnudtov yio
ToVg avBpdTOVG deV gival YvmaTH.
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6. OAPMAKEYTIKEX IIAHPO®OPIEX
6.1 Kaoatahroyog ekdoymv

Mavvitodn (E421)

MikpokpvoTaAAIKT KVTTOPTVT
KoAloegdéc d10&eidio moprtiov
Noatprovyog dactavpodueyvn kapueAloln
2Te0TIKO LLOYVIGl0

6.2 Aocvppoatotnreg

Agv epappdletar.

6.3 Awgpkera {ong

2 ypdvia

6.4 Idwitepeg mpo@LAAEEIS KOTA TV QUAUEN TOV TPOTOVTOG

Mn puAdooete og Oeppokpacio peyovtepn twv 25°C.
DvAGGGETE OTIV OPYLKN] GLCKEVAGIN Y10 VO TPOCTOTEVETOL GO TNV VYPUGIaL.

6.5 ®von Kol GVGTUTIKA TOV TEPIEKT

To vroyAddooia diokia dwotiBevtal oe:
SuTpNTEG KLYELEC OoQaAEiag Yio Tondid oG doomng and aiovuivio (PA/AL/PVC//AL/PET) péca oe
YOPTVO KOLTI.

Meyébn cvokevacLOV:
10 x 1 ko 30 X 1 diokia

Mmnopel va pnv KoKA0Qopohv OAES 01 GUGKEVAGIEG.
6.6 Idwitepeg Tpo@uLLAEEIS OTOPPIYNS

To andPAnta tpénel va amoppintovtar pe acediea. O acbeveic/ppoviiotég Tpémet va evBappivovtal
va EMGTPEPOLY KAOE ayP1GLLOTOINTO TPOidV GTO PapLoKeio, OTOV TPENEL Vo amoppLpbel cOUP®VA LE
TG eBvikég ko Tomikég amartroglg. Kabe aypnoyomointo ooppokentikd Tpoidv 1 vrorelpo Tpénet
VO OTOPPINTETOL GUUPOVO LE TIC KATE TOTOVG 10YDOVGEG GYETIKES SIUTAEELS.

7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Sandoz Pharmaceuticals d.d.
Verovskova ulica 57
SI1-1000 Ljubljana

YhoPevia

8. APIOMOX(0I) AAEIAY KYKAO®OPIAX

Fentanyl/Sandoz 100 pg vroyAddcoua dwokio: 77877/30-08-2021
Fentanyl/Sandoz 200 pug vroyAdcoua dwokio: 77878/30-08-2021
Fentanyl/Sandoz 300 ug vroyAddooa dwokia: 77879/30-08-2021
Fentanyl/Sandoz 400 ug vroyAddooia dwokia: 77880/30-08-2021
Fentanyl/Sandoz 600 ug vroyAddooa dwokia: 77881/30-08-2021
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia tpatc £yxpiong: 30 Avyovetov 2021
Huepounvia televtaiog avavemong:

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

29 Moaiov 2024
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