ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pukpoypoppdpio/d6en pvikd ekvEPmUA, S1GAV L
Instanyl 100 pukpoypappdpla/d6om pvikd eKvEQE®LLE, SIOAVLO
Instanyl 200 pukpoypappdpla/d6om pvikd ekveQmpua, StdAvuo

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH
Instanyl 50 wkpoypapuudplo/ddon pvikd ekvEQOUO, SEAVLLO.

Ka0e ml dtodvpatog mepi€yetl pavTovoAn KiTpikn icodvuvaun pe 500 kpoypoppdpio eovtavoAng.
1 0601 (100 pukpoAtTpa) meptéyel SO LIKPOYPOUUAPLL PALYTAVOANG.

Instanyl 100 pukpoypappdpla/d6om pvikd ekvéQmpua, dtdivuo
Ka0e ml dtahdpotog mepiéyet ovtovoin Kitptkr| iwodvvaun pe 1.000 pkpoypopplapto. @ovTovOoAng.
1 060m (100 pukporttpa) mepiéyel 100 Lukpoypapdplon QovTavOANG.

Instanyl 200 pikpoypaupdpio/ddomn pvikd ekvEQ@U, StdAvpa
Ka0e ml dtahdpotog mepiéyet otvtovoAn Kitptkr| iwodvvaun pe 2.000 pkpoypopilapto. @ovTovOoAng.
1 660m (100 pukpoitpa) mepiéyet 200 PIKPOYPAUUAPLO QOVTAVOATC.

T tov TAYpn Katdloyo tov ekddymv, PA. mapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Pwio exvépopa, dtdAopa (pvikd ekvEQL).
Awoyég, dypopo SteAvpa.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpomevTikég gvosiEelg

To Instanyl gvdeikvotal yio TV AVTILETOTION TOL TAPOEVGUIKOD TOVOL GE EVIIAMKEG IOV 10T
vroPdAlovtal og Bepomeior GLVTNPNONC LE OTLOELDT| Y10, XPOVIO KOPKIVIKO TOVO. O Topo&Lopikog
OVog elval Tapodikn TopdELVGT) TOL TOVOL OV EUPAVILETAL ENL VTOGTPMOUATOG ENX{LOVOL TOVOL KOTH
T GAA EAEYYOLEVOUL.

Ot acBeveic Tov vroPaiiovtal o€ Oepameio GUVTAPNONG KE OTLOELN tvan ekeivol Tov Aappdvouv
TovAdyiotov 60 mg amd TOV GTOUOTOS LOPPIVIG UEPNOIMG, TOLAGYIGTOV 25 IKPOYPOLLUEPLOL
SLadEPUIKNG PavTaVOANG ava dpa, TovAdyoTov 30 mg 0EuKmIO6VN G NUEPN OIS, TOLAGYIGTOV 8 mg
O7tO TOV GTOUATOG VOPOUOPPOVTG NUEPNTIME T OGN GALOVL OTLOEIB0VE 1GOFVVOUNG OVOAYNTIKNG
dpaoTiKOTNTOG Yo pio Efdoudda 1| TEPIGGOTEPO.

4.2  Aocoloyio Kol TPOTOG YopNYNONS

H Bepaneia mpémel va Egkivd ko va Topapével vtd Ty eTifAeyn 10Tpod EUTELPOV GTO XEIPIGUO
Oepaneiog pe omoeldn og kapkivormadeis. Ot wapol mpémel va Aapfdavovv vdyn 1o evoeyOUeEVO
KaThypNong, KoKNG xpnong, €0iouov kot vrepdocoroyiog ¢ eavtavoing (PA. [apdypago 4.4).

Aocoloyia

IIpénet va yiveton e€atopkevpéva 6Toug aoBeveic TITAOTOINGN G€ dOOT TOL TTAPEYEL ETAPKN
avadynoio pe ovekTég avembounteg evépyeleg amd 1o eappoko. Ot acbeveig mpénet va
TOPUKOAOLOOVVTAL TPOCEKTIKG KATA TN ddpKELD TG SLadIKAGTOG TITAOTOINONG.

Tithomoinon oe vynAOTEPT dO0N eMPAALEL ETIKOVOVIN LE TOV EMAYYEALATIO VYELOG. XE TEPIMTOON
OTOVGI0G ETOPKOVS ELEYYXOL TOV TOVOUL, Ba TTpémel va e&gTaotel 1 TBavOTNTA VIIEPUAYNGIOG, AVOYNG



Ko eEEMENG TG vtokeipevng vooou (BA. Tapdypapo 4.4).

H 8601 tov Instanyl yio v avtipetdnion tov mapoluopikod Tovov fTay oveEaptnn amod Ty
nuepnota 6061 GLVTNPNCNG OTOEWMV 0TI KMViIKEG peAéteg (BA. [lapdypago 5.1).

Méyiotn nuepnota 666n: AVTILETOMION UEXPL TECGAPWOV ENELGOSIMV TOPOEVGUIKOV TOVOV, KaBeVAC
HE Ol TEPIOCOTEPEG OO dVO JOGELG YOPTYOVUEVEG LE dLopopd TOLAGYIGTOV 10 AemT®V.

O1 acBeveic Tpémel va TepévoLy va mapEA00VV 4 MPES TPLV TNV AVTIUETMTICT AAAOV ETEIGOSIOV
napo&vopikod movov pe Instanyl katd ) Sdpkeia kot g TITAOTOINoNG Kot TG Oepameiog
GUVTHPNONG. Ze EEAPETIKEG TEPIMTAOGELG OOV £VaL VEO ENELGOO10 AaUPAVEL YDpa vaopitepa, ot
acBeveic pmopovv va ypnoiomomacovy to Instanyl yio v avIIUETORIOT TOV EXEIGO0I0V AAAG TPETEL
VO TEPLUEVOLV TOVAAYLIOTOV 2 MPEG TPV Vo, ypnotponotjoovy to Instanyl. [Ipocappoyn g 66ong g
VILAPYOVCAG OyMYNG UE OTIOEWN| TPEMEL vaL eEETACETON HETA O eMavaElOAOYNGT TOV TOVOL AV O
acBevig ouyvd Tapovotdlel enelsodia TopoELOUIKOD TOVOVL T, 0Toio améyovv HeTa&d Tovg AlydTEPO
amo 4 dpeg N Tapovcialel meplocdtepa 0md T€00EPN ENEIGOOL TAPOEVGUIKOD TOVOL oVl 24 MPEC.

Tithomoinon s doong

IIpwv va yiver Tithomoinon tov Instanyl etovg acbeveic, avapuéveral 0Tt 10 LVIOGTPOLO EXTIUOVOL TOVOD
TOVG EAEYYETOL LLE TN YPNON YPOVIOG Oy®YNG Le OToEdN Kot Tl ot acBeveig epoavifovv oyt
TEPLOCOTEPA OO TEGTEPQ ENELGOIN TAPOELGUIKOD THVOL TNV MUEPQL.

MéBodog uithoroinons

H apywn meplexticotnta mpénet va givor pia d6om S50 pukpoypappopiov og Eva povfodve,
TITAOTOIDVTOG OVOSIKA AVAAOYO LE TIG AVAYKES LE YpNoM TV dabéciumy Tepiektikotitav (50, 100
Kot 200 pkpoypappapiov). Eav dev emtevyBel emapknc avaiynoia, uropel va yivel emavayopriynon
pe v oo meptektikdnTa petd and 10 Aentd to vopitepo. Kabe Pipa tithomoinong (nepiektikdtnta
d001g) TpENEL v AELOAOYEITOL OE OPKETH ETELGOOLCL.

"Evapén ne 50 pkpoypoppdapio

- Xpnon piag d6omg Instanyl
- Avapovn 10 Aertaov

Enopkrg avakoveior oo tov movo pe pio d6or Instanyl

Now (0%}

Eritevén Emavoyopnynon pe myv
TPOGILOPLGIOV 660G 010 TeplekTiKOTNTA.
E&étaom g emduevng
vynAdTepNg
TEPLEKTIKOTNTOG Y10
ETMOWEVO ENMELGOOI0

Ocpaneia oovinpnong
MoAic €xel Tpoadiopicbei 1 6661 COUE®VA UE TO PAKLOTO TOV TEPTYPAPOVTOL TAPATAV®, O AcHEVIC



TPENEL VO, GUVTINPEITAL Ue oVTHY TNV TeplekTikoTTo Instanyl. Edv o acBeviig mapovcidlel avemapkn
ovoKoVELoN otd ToV TOVO, EMAVOYOPTYNOT LE TNV 1010 TEPLEKTIKOTNTO Umopel va. yivel PeTd amd
10 Aemtd T0 VoOpitepoO.

lpooappoyij s 66ons

Ievikd, N meprextikdotnTa TOL Instanyl yio T cvvinpnon tov acbevoidc mpénel va avéavetol dtav Evag
aoBevig yperaletal meprocdTepeg amd pio SOGELG avh ETEIGOO10 TAPOELGUIKOD TOVOL Y10, OPKETA
SLodoyIK ETELGODIAL.

[Ipocappoyn tng 666M¢ TG VIEAPYOLGAS OYWYNG LUE 0TLoeldN TTpémetl va e€etaletal LETA amod
enova&lohdynoT Tov TOVOL €AV 0 acBeVNG GLYVE TAPOVGIALEL EMEIGOAIN TOPOEVGUIKOV TOVOL Ta
omoio améyovv pHeta&d Toug Ayotepo and 4 dpeg 1 Tapovctdlel meEPIocOTEPA Und TEGOEPH EMELGOINL
TOPOEVCUIKOV TTOVOL avd 24 dpeg.

Edv ot avemBOuntec evépyeteg etvat Un avekTég N EMIUOVES, 1) TEPIEKTIKOTNTO TTPENEL VO, LewwBOel 1 M
aywyn e Instanyl va avtucotootadel amd Ghia avolynTikd.

Aidpxero, kot otoyol ¢ Oepomeiog

Ipw and v vapén g Bepaneiog pe Instanyl, mpénet va cuppmveitol, oe cuvepyacio pe tov
acBevn, otpatnyky Oepameiag mov meptiapPaver tn didpkela g Oepameiag Kot Tovg 6TOYOVE TG
Oepamneiog, kaOOS Kot xS0 Yo TV 0AoKANpwon TG Oepaneiag, cOUP@V U TIg KaTELOLVTIPLES
YPOUPES Yo T Slayeipion Tov Tovov. Katd t dibpketa g Bepaneiag, O mpémel va vdpyel cuyvi
emoeN HeTa&h ToL 1TPoL Kot Tov achevong yia va aloloyeitat 1 avaykn yio cuvéyion g Bepoaneiog,
va g€etdleton To evdexOUeEVo dlakomng TG Bepameiag katl va Tpocapudloviat ot S06ELS EPOCOV
arorteitor. EAlelyet emopiong eEléyyov tov mdvov, Ba mpénet va Aapfdvetal vtoyn 1 TavoTNTA
vrepaiynoiog, avoyng kot eEEMENG TG vtokeinevng vooov (BAéme mapdypago 4.4). To Instanyl dev
0o Tpémel va ypNoIUoTOoLETOL Yo LEYOADTEPO XPOVIKO OLAGTN O atd 00O ELval OTOPOiTNTO.

Aroxori ™S aywyng

To Instanyl mpénet va drakomnel apécmg edv o acBevi|g dev eppavilel mAéov englcdo1a TapoEuopkcon
wovov. H aymyn yia 10 vrdéotpope exitovov Tovov mpénet vo, cuveylobel Omwg cuvtayoypaenonke.
Edv amatteiton diokomn g ayoyng pue Oha Ta Omoedn, o acevig mpénet va mapoakorlovbeitoan otevd
amd 1o yloTpo ENEWN 1 6TadI0K KaB0odKT TITAOTOINGT| TV OTIOEWMV elval amapaitntn, Yo va
amo@evydei n TOUVOTNTO EMOPACENDY GTEPTOTG AOY® OTOTOUNG OLKOTNC.

Edwoi mAnbuopuol

Hlkiouévor kou koyextixog minBoouog

[Tepropiopéva oToryEl0 PUPUAKOKIVITIKNG, OTOTEAECUATIKOTNTOG KOl AcPAAEL0G eivar dStobéotua Yo
T ypnon Tov Instanyl 6e acbeveig nAkiog dvo Tov 65 etd@v. Ot nMkiwpévol acbeveic pmopei va £yovv
HelwpEVN KaBapon, mopateTapuévo ypovo nuicetag Long Kot vynAdtepn evaichncio oTn EOVTOVOAN
am’ 6,11 o1 veotepol acBeveis. [leplopiopéva dedoUEVO PUPUOKOKIVNTIKNG Elval Stoubéctua yio T
YLPNON PUVTAVOANG GE KayeKTIKOVG (e&acBevnuévoug) acbeveig. Ot kayektucol acheveig pmopel va
&yovv pelouévn kabapomn eavtavoine. I'o to Adyo awtd npénel va divetan Tpocoyr ot Oepaneia
NMKIOUEVOY, KaxekTikov 1 e€acbevnuévav acbevav.

e KAMVIKEG OOKIUEG 1] TITAOTIOIN 0T G€ NAIKIOUEVOLG acbeveic Teivel va yivetal o€ YoUnAoTepn
OUTOTEAECUATIKN TTEPLEKTIKOTNTA 07’ 0,TL 6€ acBeveic nAkiog kdto TV 65 etmv. [Ipénet va, divetan
Wwitepn Tpocoyn otav to Instanyl titAomoieiton oe nAkiouévoug acbeveic.

Hrotikn dvalerrovpyio
To Instanyl apénel va yopnyeitar pe mpocoyn o€ acbeveic pe PéTplo Emg GoPapr NTUTIKY
dvchiertovpyia (BA. mapdypago 4.4).

Neppixn ovolertovpyio.
To Instanyl apénel va yopnyeitor pe mpocoyn o€ acbeveig pe pétplo Emg coPapn veppikn
dvodettovpyia (BA. Tapdypao 4.4).

Houdrorpinog winOvouog
H acopdlrera kot anotehespatikdtnra tov Instanyl oe moudid nAkiog kdtw tov 18 etmv dev Egovv



oKOUN TeEKUNPLOOEL.
Agv vrapyovv dtobécio dedoUEVaL.

Tpomog yopnynong

To Instanyl mpoopileTon yio pvikn yprion povo.
Yvviotdtor 0 achevig va kdBetar 1 va otéketal o€ 6pbia 0éon dtav yopnyeitan o Instanyl.
KoaBapiopdc tov axpopuseion Tov pivikod EKVEPOUOTOS amolteitol LeTd amd Kabe ypron.

Tlpogpviaceic mov mpémel vo. AnpHodv mpiv Tov yeipiouo K ™ YopPRYNoH TOL POPUAKEDTIKOD TPOIOVIOS
IIpwv ) ypnon tov Instanyl yio TpdTN QOPA, TO PLVIKO EKVEP®UO TPETEL VO EvEPYOTOMOEl pHéypt val
gupavictel Aemto véeoc. Zuvimg amortobvtal 3 £m¢ 4 YEKAGOT TOV PIVIKOD EKVEQPMUUTOC.

Edv to mpoidv dev €xel ypnoomombei yio ypoviko SidoTnio LEYOADTEPO TV 7 NUEPDV, TO PVIKO
ekvEQmuO TPETEL va evepyomon el Eava, wekalovtag pio gopd mpv vo Anedei n exduevn doon.

Koatd ™ dudpketa g dwadikaciog evepyomoinong, 8o aneievbepmbel mpoidv. Zuvenmg, o acbevig
npénel va, evnuepwbel 611 1 evepyomoinon mpénetl va deaybei oe kadd agplopevo xdpo, yekalovtag
ue katevbuvon pokpld omd tov achevi kot GAAOVE avOpMOTOVE Kal LOKPLE amd ETUPAVELEG KO
avTiKelpeva Tov Pmopovv va EpBovv og emaptn He GAAOVS avOpOTOVS Kot 1W3iE TOdEL.

4.3  Avrevodsieag

YrepevoioOnoio 61N dpactikn ovsia 1} 6 KAmolo amd To £KO0Y TOV AVUPEPOVTOL GTNV
Tapaypapo 6.1.

Acbeveic mov dev Aapfavovy Oepameio cuvtnpnong Ue omoedn Ppiockoviol oe avénuévo kivovvo
OVOTVELOTIKNG KATOGTOANG,

Bepaneio 0E£0g TOVOL EKTOC TOL TALPOEVOUIKOD TOVOV.

Acbeveic mov Aappdvouv Oepameio pe PopUOKEVTIKE TPOTOVTA TOV TEPLEXOVY 0ELPIKO VATPLO.
Yofapn avamveLOTIKY] KATAGTOAN 1| GOPAPES AMOPPUKTIKES KATOGTAGELS TVELLOVOV.
[Iponyovuevn axtvoBepaneio TpocmTOL.

Yrotpomalovta encicddia enioctaéng (BA. [apdaypoapo 4.4).

4.4  EwKég TPOELOOTOM|GELS KU TPOPVAAEELS KATE TN (P10

AOYo TV KIvdhvev, cupmeptiapufavopévng e Bavomedpag EKBacng, Tov GuVOEOVTAL LE TV TUYON
£€kBeom, TNV E0QOUAUEVT] YPOT KAl TNV KOTAYP O, TPETEL VO, GUVICTATOL GTOVG OCOEVELS KOl GTOVG
QPOVTIOTEG TOVG Vo, dtatnpovv To Instanyl e aoain kot TPOGTATEVHEVO YDPO, GTOV OTOI0 dEV EYOVV

TpoOcPacn GALOL.

AVUTVEVGTIKY KOTO.GTOAN

Mmopei va, epeavicBel KAVIKE GNULOVTIKT OVOTVEVGTIKT KOTAGTOAN LE QOVTAVOAN Kol Ol 0oOEVEIC
TPENEL VA, TAPOKOAOLOOLVTAL Y10 AVTEC TIG EMOPACELS. AcBeveic e TOvo mov vrrofdAlovial g povia
Oy®YN UE OTMOELDN| OVOTTOGCOVY GVOY] GTIV OVOTVEVLGTIKY] KOTAGTOAT KOl CUVETMS O Kivduvog
OVOTTVEVGTIKNG KUTAGTOANG G€ aVTOVG TOVG aoBeveic evdéyetar va stvan peiwpévos. H tavtodypovn
YPNON KATACTUATIKAOV TOL KEVIPIKOD VELPLKOD GLUGTIOTOG UTOPEL Vo avENGEL TOV Kivouvo
avamveLoTikiG KataoToAng (BA. [lapdypapo 4.5).

Xpbdvio Tvevpovoradeio

e acbBeveig e 1pdvieg amoPPUKTIKEC TVEVLLOVOTTAOELES, 1| POVTAVOAN UTOPEl va, £YEl TEPLOCOTEPO
coPapéc avemBOuNTEG eVEPYELEC. XE 0VTOVG TOVS 0GBEeVELS, TO OTLOEON UITOPOVV VO, LELDCOLY TOV
OVOATVELGTIKO pLOUO.



Kivévvoc and tavtdypovn ypNon KATASTOATIKAOV Q@apuikav Onmc feviodialenvdv 1 6YETIKOV
QOPUAK®V

H tavtoypovn xpnon tov Instanyl kol katastaAtik®v eoppikov, 6nmg Bev{odlolenvav 1 GYETIKOV
QOPUAKOV UTOPEL VO EMPEPEL KATOGTOAN, OVOTTVEVCTIKT KOTAGTOAN, KO Kol BGvoto. AOY® avtdv
TOV KIVOOVAV, 1 TOVTOYPOVI] GLVTAYOYPAPNON LUE VTA TO KATOGTAATIKG GAPUAKN Bo TPETEL VL
mpoopiletar povo yio acBeveic yio Tovg omoiovg dev eivar Suvatég eVOAAUKTIKEG EMA0YEC Bepameiag.
Edv Inebsi andpoon cvviayoypaenong tov Instanyl tavtéypova pe kataotaktikd ¢apupoxa, Ha
TPENEL VO, YPTCLLOTOIELTAL 1] XOUNAOTEPT OTOTEAEGUATIKT dOGN Kot 1) d1dpKeL Tng Oepameiog Oa
npénel va, givol 660 1o duvatdv cuvtopotepn. Ot acBeveic Ba Tpémel va mapaxorovBodvtor oTeVA Yo
ONUELN KOl CUUTTOMUOTO OVOTVEVGTIKNG KOTAGTOANG KOl KATAGTOANG. AVOPOPLKE [LE AVTO, GUVIGTATOL
Wwitepa Vo, EVUEPOVOVTOL Ol aGOEVEIC Kot 01 PPOVTIOTEG TOVG MGTE VO Yvpilovy avTd To
ocvpntopata (BA. mapdypaeo 4.5).

Mewwuévn VEQPIKN 1| NTOTIKH AEITOVpYic

H pawvtavoln mpénet va yopnyeital pe mpocoyr o€ achevelg pe pétpla Emg cofapn NRATKN 1 VEQEPIKN
dvoiertovpyia. H enidpaon tng nmatikng Kot veepikig SUGAELTOVPYING GTN POPUAKOKIVITIKT TOVL
Instanyl dgv £xel a&loloynbei. Qoto6c0, dTav N PavtavOAn yopnysitat evoopAiefing, £xet derybel 0TI N
K@Bapon avtng peTafariietor AGY® TNG NTOTIKNG Kol VEPPIKNG duoAEITovpyiog Tov opeiletal o
petaforég petafoikng kdBapong Kol TV TPMTEIVAOV TOV TAAGHOTOC.

AvEnuévn evookpoviak” Tieom

H @awvtavoln npénet va ypnoiponoteitan e Tpocoy o€ acBevelg e amodedetylévn avénuévn
€VOOKPOVIOKT] TTEOT), LEIWUEVO EMITEDO GUVEIONONG 1) KOLLOL.

To Instanyl wpénel va ypnoylomoleitat pe mpocoyn oe acHeveic e OyYKo eyKePAAOL 1 KAKWOOT TNG
KEPAANC.

Koapdiondfera

H ypnion ™c¢ parvtovoing pmopel va oyetileton pe Ppadvkapdio. H gatvtavodn mpénet yio to Adyo
OVTO VO YPTCLUOTOLEITOL LLE TPOGOYT GE ACOEVEIC LLE TPONYOVLEVEC 1] TPOVTAPYOVTES
Bpadvappubuies. Ta omoeldn] UTOPOLY VO TPOKAAEGOLY VITOTACT], W1NiTEPN 8 acEVEIC e
vrooykatpic. To Instanyl Tpémet yio 1o A0Y0 a0TO VO ¥PNOUOTOLEITOL LE TPOGOYN G€ acbeveic e
VIOTOGT KOUT VITOOYKOLUI.

20VOPOLLO GEPOTOVIVIG

Sovictdrar Tpocoyn dtav to Instanyl cuyyopnyeitot pe @apuakevLTIKG TPOTOVTO OV EXNPEALOVY TOL
GEPOTOVIVEPYIKE VELPOSIAPIacTIKG CLGTHNATO.

H avantuén evdg duvntikd ametintiko yia ) (o1 cuvdpoOIov cepotovivig Uropet va cuuPet pe v
TAVTOYPOVT YPTON CEPOTOVIVEPYIKADV PUPLOKEVTIKOV TPOioVTMV Omws Exiextikdv Avactorémy
Enavanpdécinyng g Zepotovivng (SSRIs) kot Avacstoréwnv Eravampdsinyng Lepotovivng-
Nopeniveppivng (SNRIs), kot pe @apuaKevtiKd tpoiovio mov ennpedlovy 10 HeTAPOAIGUO TN
oepotovivng (cupmeprrapfavouévev tov Avacstorémv g Movoopivoéelddong [avactoreic [MAO]).
Av106 pmopet vo cvpPel ot TANIGLO TG GUVIGTOUEVTG OOCTG.

To ovvdpouo cepotovivig pumopei va meprrapfavel petaforég otn davontikn Katdotaon (..
diéyepor, yevdaioOnoelg, Koua), actdbeLD TOL CVTOVOLOV VEVPIKOD GLGTHKATOG (T.). ToLKaPdia,
aotodn apmplokn wieon, vrepBeppia), VEVPOUVIKES SOTAPOYES (T.Y. VIEPAVIOVAKANGTIKOTNTO,
ENAELYT) GUVTOVIGLOV, aKOUYI), KOUT YOOTPEVTEPIKA CLUUTTOUOTA (TT.). VoTio, EUETO, SLAPPOLRL).

Ye nepintwon voyiog cuvdpoov cepotovivig, 1 Bepancio pe to Instanyl Oo wpénet va dtakodmTeTOL.



Yrnepaiynoio

Onwg 1oy0et Yo GALC OTLOEWDY|, O TEPITTOOT AVETAPKOVS ELEYXOV TOV TOVOL MG UTOKPLOTG GE
ovénuévn 8601 eovtavodng, Oa mpénel va egetaotel n TBavOTNTA VITEPAAYNGIOC TPOKAAOVEVNC 0Td
omoedn. Evoéyetal va evdeikvutal peimon g 60om¢ TG ovtavOANg 1 OlaKony| g Bepaneiog pe
Qowvtavoin 1 avabedpnon tng Bepaneiog.

Pwikéc xatoaotdosig

Edv o acBevnic epoavilet vrotpomalovia eneicddio exicToéng 1 pvikng ducpopiag eved Aappavet
Instanyl, npénel va e€etachel eVOALAKTIKT LOPPT XOPNYNONG Y0 TNV CVTIUETOTIOT TOV ToPOEVGHLKOD
OVovL.

Kowd kpvordynua

O ovvolikoc Babuodc £kBeonc 6T EOIVTOVOAT TOV VTOKEWEVOV LUE KOVO KPVOAGYNUO YOPIG
mponyov eV Bepameia e PviKO ayYEl0GLGTOATIKG EIVAL GUYKPIGILOG [LE QLTOV TOV VYLDV
vrokeWEVOV. I'la TonTdypovn ¥p1oN PLVIKOV ayYELOGLGTAATIKO BA. Tapdypago 4.5.

Avoyn ko drotopoyn ypNnone omosdamv (katdypnomn Kat Eqptnon)

Avoy1 Kol COUOTIKY KO/ yoyoroyikn e&dptnon Umopovv vo avortuyfovv o€ enavaiapufoavopevn
YOPNYNOT OTOEWMYV OTMG 1 PUVTAVOAT.

H enavaioapPavépevn yprion tov Instanyl evdéyeton va odnynoet oe Alatoapayr| g Xpnong
Omogwav (OUD). H vynAdtepn 6001 kot 1 peyoloutepn ddpketa Bepomeiog pe omtogdn umopei va
avénoovv tov kivouvo avartuéng OUD. H katdypnon 1 ekovota kaxn ypnor tov Instanyl evoéyeton
Vo 001 YNoEL 6€ vIepdocoroYia /Kot otov Bdvato. O kivduvog ekdniwmong OUD givar ovénuévog yio
0o0eVEIG [1E TPOCOTIKO 1] OIKOYEVELNKO 1GTOPIKO (YOVEIG 1] adEPPLE) SLOTAPAYNG KATAYPTOTG OLGLOV
(mepriapfovopévng tng dtaTapoyng KOTaypM oG OVOTVEDLATOG), TPEXOVTEG YPNOTES TPOIOVI®OV
Kamvol N acOevelg pe TPocmTIKS 16TOPIKd GALMVY dlatapaydV Youytkng vysiog (mt.y. peilova
KatoOMmITIKn dtatapayr], Gyyxoc Kot SloTapayEC TNG TPOCHOTIKOTNTG).

IIpwv amd v évapén g Bepameiag pe to Instanyl kot kotd ) didpketla g Oepameiog, ot 6TdOYOL TNG
Oepameiog kat To o010 dlaKOTNG TPETEL VoL GLUPOVOVVTOL e Tov acBevn (BA. Tapdypagpo 4.2). [1pwv
Kot Kotd T drdpkela g Bepamneiog, o acOeviig mpémet eniong v EVLEPOVETUL GYETIKA LLE TOVG
KvdOvoug kat tig gvdeilelg OUD. X mepintwon epgdviong avtdv tov evdeiewv Oa mpénet va
GLVIGTATOL 6TOVG AGOEVEIC VO, ETIKOVOVOVVY LE TOV YLOTPO TOVG,.

O1 acBeveic Ba mpémet va maparorovBovvtat yio evOeiEels GCLUTEPLPOPAS avalTNONG VOPKOTIKOY
(.. VIEEPPOAIKE TPOWMPO GLTALOTA GVVTOYOYPAPNONG). ALTO TTEPIAAUPAVEL TOV EAEYYO Y10
TAVTOYPOVT YPTON OTIOEWMV KOl YLY0dPAGTIKMOV papuakwyv (0nwmg Peviodialeniveg). o acheveic pe
evdeiéelg kat cvpmtopata OUD, Oa npénet va eEetdleton 1 ypriorn cupPovievtiKng pe e01k0 o
0¢uarta eoptnoemv.

ZUUTTOLOTO GTEPNONG

To copunTOUATO GTEPTONG UTOPEL VO EMLTOYHVOVTAL LLE TN YOPNYNOT OVCIDV LE SPACT OVTAYWOVICTOV
OTOEWMV, TT.Y. VAAOEOVNG 1 AVOAYTTIKOD IIKTHG AYOVIGTIKNG/ AVTAY®VIGTIKNG Opdong (TT.).
nevtalokivng, Povtoppavorng, fovmpevoppivng, varlfoveivig).

et OUEVEC PE TOV VTVO OLOTOPOYEC TNC OVOITTVOTC

Ta 0m10€101] PTOPOvV Vo TPOKAAEGOVV GYETILOUEVES LLE TOV VTTVO SLOTAPOYES TG CVOTVONC,
ovumeptAapPavourévng g Kevipiking vvikng anvolag (K'Y A) kot e oyetilopevng pe tov ¥mvo
vro&opiag. H yprion omoedadv avédvel Tov kivouvo yio KY A pe docoeEaptmpevo tpomo. Xe



aoBeveic mov mapovsialovrar pe KYA, e€gtdote 10 evOeXOUEVO LEIMONG TNG OAIKNG 0OGNG OTTIOEOMV.
45  Alnlemopaocsig pe GALO QUPUOKEVTIKA TPOIOVTA KOl GAAeg HOPPES alAeTiOpacg

H tautdypovn ypnon QopraKeELTIKOV TPOIdVTOV TOV TEPLEXOVY 0EVPIKO VATPLO KOt POLVTOVOANG
avtevoeikvotol (PA. mapdypaeo 4.3).

H ovuyyopiiynon e eavtovoAng pe éva 6epoTovIvePYIKO Tapdyovta, Onwg éva Exiextikd Avoactoléa
Enavanpdécinyng g Zepotovivng (SSRI) 1 éva Avactorén Eravarpdoinymg Zepotovivne-
Nopemiveppivng (SNRI) 11 éva Avactoréa tg Movo-Apvo-O&eiddong (avactoréo MAO), umopel va
av&NoeL Tov Kivduvo GuVOPOUOV GEPOTOVIVIG, LOG KATAGTACTG SOLUVNTIKE ameANTIKNG Yia T (o).

To Instanyl dev cuvietdton Yo xpnon o€ acbeveig mov Exovv AdPel Avactoreig Movo-Apivo-
O&edong (MAOI) evtog 14 nuepdv emeldn €xet avapepbei coPapn kot ampoPAientn evicyvon g
dpdong TV OTOEWOV avaAYNTIK®V 0td avactoleic MAO.

H gawvtavioin petaforiletor kupimg pécm Tov 160eviLIIKOD GUGTALLATOG TOV AVOPAOTIVOL
Kutoypouatog P450 3A4 (CYP3A4), emopévag pumopet v, epeoavicfodv mbaveég aAANAETIOpAcELS
otav to Instanyl yopnyeitol TOVTOYPOVOC UE PUPUAKEVTIKE, TPOTIOVTO, IOV EXNPEGLOVY TN dPAGT) TOV
CYP3A4. H ovyyopnynon He QOpUOKELTIKE TPoidvTa Tov ENAyovv T dpdon Ttov 3A4 umopel va
LMoL TNV amoterecpatikotnto Tov Instanyl. H tavtdypovn ypnon tov Instanyl pe ioyvpote
avactoreig tov CYP3A4 (m.y. pitovafipn, ketokovaloAn, 1tpakovalOAn, TpoAEavVOOULKIVT,
KhopBpopvkivn kot vedpvaBipn) 1 e pérpovg avactolreic tov CYP3A4 (m.y. aunpevafipn,
ampemTAVTY, SIATléun, epuBpopvkivn, pAovkovaloin, pocaumpevafipn Kot Bepamapiin) propet va
€xEl WG OMOTEAEG O, AVENUEVEG GUYKEVIPDGELG PUVTOVOANG GTO TAACU, EVOEXOUEVMG TPOKAADVTOG
cOPopEC avemBOUNTEG EVEPYELES TOV PAPUAKOL cLumepLapBavouévne g Bavatnedpov
OVOTVELGTIKNG KOTOGTOANG,

Aocbeveig mov Aappdvouv Instanyl tavtoxpoveg pe pétplovg 1 1oyvpovg avactoreic tov CYP3A4
TPETEL VO, TAPOKOAOLOOVVTAL TPOGEKTIKG, Y10 TOPATETAUEVT XPOVIKT TEPi0d0. ADENOT TG d0G0A0YING
TPENEL VAL YIVETOL LE TPOGOYY].

Xe PoPUOKOKIVITIKT LEAETN aAANAeTiOpacng Bpébnke OTL 1| HEYIOTN GLYKEVIPWOOT] GTO TAUGIA TNG
PWVIKADC EQOPHOLOUEVNC POVTAVIANG petmBnKe KoTd Tepimov 50% pe v TonTdYpOovn XpNom
o&vuetalorivng, evd o xp6vog emiteving ™G Crax (Tmax) StmAacidotnke. Avtd umopel va PewdoeL Ty
amoteleopatikoTnTa TOL Instanyl. Zvvietdton vo, amo@edyETaL 1) TOVTOYPOVH YPHON PLVIKOV
OmOGVUEOPNTIKOV (BA. Topdypopo 5.2).

H tavtdypovn gpnon tov Instanyl pe dAho KaTaGTOATIKA TOV KEVTIPIKOD VEVPIKOD GLGTNHLLOTOG
(meprrapfovopévey omoeddV, KATAGTOATIKOV, VIVOTIKAOV, YEVIKGOV avolsOntikdv, eavodeialvay,
NPEUOTIKOV, KOTAGTOATIKOV OVTUSTAUIVIKOV KOl OIVOTVEDLOTOC), XOAUPOTIKOV TMV CKEAETIKMV
LU®V Kol YKOUTATEVTIVOEW®V (YKOUTOTEVTIVIG KO TPEYKAUTOAIVIG), LTOPEl VO TPOKAAESEL
00pOIOTIKEG KOTAGTAATIKEG EMOPAGELS: VITOAEPIGUOC, VITOTACT], PaOId KATAGTOAY], AVOTVEVCTIKY)
KOTOOTOAY, KOU 1] 0GvaTog EVOEYETOL VO TAPOVCLAGTOVV. ZVVETMG, 1 ¥PNCT OTOLOVINTOTE ATO OVTA
T POPUAKEVTIKY TPOiOVTA TavTOYpova e Instanyl amortel 101k Ppovtida Kot TapakoAovdnoT Tov
acBegvoug.

H tavtoypovn ypnon omoeddv e KataoTaATIKd pdpuaka, 0nmg Peviodialenives 1| oxetikd
QApUOKa, LEAVEL TOV KIVOUVO KATUGTOANG, OVOTVEVGTIKNG KATAGTOANG, KOUOTOG Kot BaviTou A0Ym
TPOcOETIKNG KOTOOTAATIKNG dpdong oto KNX. H 866m Kot 1 didpkela tng cuyyopriynong Oa mpénet va
etvon mepropiopéves (PA. moapaypago 4.4).

H tavtoypovn ypnomn omoeddv mov eival peptkol aymviotég/aviayoviotés (.. fovmpevoppivrg,
vaAPBoveivng, mevtalokivig) dev cuvietdrtal. ‘Exovv vynin cuyyévela pe toug vmodoyeic twv
OTOEWMVY LE GYETIKA YOUNAT EVOOYEVT OPOACTIKOTITO KO EMOUEVAMS OVTAY®VILOVTOL HEPIKADS TNV
avaAynTiKy dpdon TG PoVTovVOANG Kot UTOPEL VoL ETAYOVY CUUTTMOHOTO CTEPNONG GE 0oOEVELG e
eEaptnomn amd omoeld.



H tavtdéypovn ypnon tov Instanyl pe dAla eappokeutikd tpoidvta (ektog amd v o&vpetaloiivn)
OV YoPNYoHVTAL LEGM TNG PVOG dev €xel aEloroynBel oTig KAMVIKEG SOKIUES. XuvioTdTol Vo
e€etdlovtal eVOALUKTIKEG LOPPES YOPNYNONGS Yo TOLTOY POV BEPOmEin GUVLTTAPYOVODV VOGOV TOV
UTOPOVV VO, AVTILETOTGTOOV HEC® PLVIKNG XOPNYNOTS.

4.6 TovipétnTa, KOO KoL yolovyia
Kinon

Agv vtapyovv enapkn dSOUEVA amd TN (PNOT PAVTAVOANG G £YKD0VS. MeAéteg oe (ma Katédel&av
avamopay®ykn to&ikotra (PA. wapdypoeo 5.3). O evdeyouevog Kivouvog yia Tov avBpwmo givan
ayvootog. To Instanyl dev mpémet va, ypnoiponotleitol Katd tn S1GpKELD TG EYKLHOGVVNG EKTOC EGV
glval GOQ®MG amApOiTNTO KOl EPOGOV TA OQEAT VTEPTEPOVYV TOV KIVOUVOV.

‘Emterta amd pakpompdesun aymyn, 1 QouvTavOorn Wmopel vo TPoKaAEGEL GTEPNGT GTO VEOYVO.
SUVIGTATOL VO, U1 (PN CIUOTOLELTOL QUIVTAVOAT KOTA TN OldpKELD TOL TOKETOD (TEPAaUPavopuévng TG
KOLGOPIKNG TOUNG) EMEON 1] QavTOVOAN SIEPYETOL TOV TAUKOVVTA Kol UTOPEL VOL TPOKOAECEL
OVOTTVELGTIKY KOTOGTOAN 0TO VEOYEVVITO Lopd (veoyvd). Edv éxet yopnyn0Oel to Instanyl, avtidoto
Yo TO oLl TpEmeEL va givart EVKoAa, d100éa10.

Onioopodg

H @awvtavioin mepva 6to unTpiko yaio Kot EVOEXETOL VO TPOKAAEGEL KOTELVOCUO KOl OVATVEVGTIKY
KaTaoTOA 670 Tondi wov InAdlel. H patvtavoin dev mpémet va YpnoIOTOLEITOL OO YOVAIKESG TTOV
OnAdlovv kot o OnAacuog dev mpémel va, Eavapyilel péypt va TepAcOLY TOVAGYIGTOV 5 NUEPES LETA
TNV TEAELTOIO YOPTYNOT| POLVTOVOANC.

Tovipdémra

Agv vapyovv Sabécipa Sedopéva oToV GVOPOTO GYETIKA LE TN YOVILOTNTA. L€ HEAETEC o€ (DO, M
YOVILOTNTO appEVAOV Kot ONAE@V NTav HEIWUEVT] G KATUOTOATIKEG dOGELS (PA. Tapdypapo 5.3).

4.7 Emopacseig 6Ty IKavOTNTA 001Y161)G KO (ELPIGHOD PYOVIRATOV

Agv TpaypoTomoOnKoy HEAETEG GYETIKA LE TIC EMOPAGEIC GTNV TKAVOTNTO 001YNONG KOl XEPIGUOV
unyovnudtov. Qot0c60, T0 OTI0ELRN AVUAYNTIKE Eival YV®GTO OTL LEIMVOLV TN VONTIKN KA/
COUOTIKN 1KAVOTNTO TOV OToLTEITAL Y100 00N ynom 1 xepiopd punyovnudtov. [pémel va yivel cbotaon
oTtov¢ acbeveig mov akoAovBovv aymyn e to Instanyl va unv odnyovv i vo pun xpnoiporotody
unyeviuato. To Instanyl propel va mpokoréoet vavniia, LaAnN, omtikég droTapoyéc | GAAES
AVETIBOUNTEG EVEPYELEG TTOV UTTOPEL VAL ETNPEACOVY TNV IKAVOTNTE TOVG Vo, 001YoLV 1) va yelpilovtot
IOV LLOTOL.

4.8 AvemOopnteg evépyeleg

20VoYT TOL TPOPIA OGQAAELOC

Tomikcéc avemBounteg evépyeleg omoedaV TPENEL va, avapévovtol pe to Instanyl. Zoyvd, ot
ePLocOTEPEG OO 0VTEG O oTapaTicoVV 1 Oa PEIBODV og £vTaoT LE TN GLVEYN XPTOT) TOV
QOPUOKEVTIKOD TTPOTOVTOC. Ot o cofapés avemBOUNTEG EVEPYEIEC EIVOAL AVOTVEVGTIKY] KOTAGTOAN
(mov pmopei va 0dNYNOEL GE GIVOLN 1] AVOTVEVCTIKY] OVOKOTT ), KUKAOPOPIKT KOTOGTOAN], DVTOTACT Kol
KatomAn&io Kot OA0L 01 0o0EVEIG TPEMEL VO TOPAKOAOLOOVVTOL GTEVA Y10 OVTEG TIC OVETIBVUNTEG
gvépYELEC.

O avemBountec evépyeieg Tov BempovvTol TOLAGYITTOV THOVDG GYETILOUEVES LLE TNV OY®YN OTIC
KAvikég dokipég tov Instanyl meprlapBdvoviol oTov TapaKaTo TivokKa.



Kotdroyoc avembountmv evepysldv vd Lopen mivoko,

Ot ax6AovOeG KaTNyopieg pNOUOTO0HVTOL Y1 TV KATATUEN TOV aveTBOUNTOV EVEPYELDV MG TPOG
TN GVYVOTNTO EUPAVIONG: TOAD cuyVvES (= 1/10), cuyvéc (= 1/100 éwg < 1/10), oy cvuyvéc (= 1/1.000
€mg < 1/100), ondvieg (> 1/10.000 £mg < 1/1.000) kon Todd omdvieg (< 1/10.000), un yvootés (dev
umopovv va, ektiunovv pe fdomn to dtbécio dedopéva).
Evtoc ka0 katnyopiog cuxvotnTog EUEAVIoNS, ol avemBOUNTES EVEPYELEC TOPOVCIALOVTOL KOTH

eBivovca celpd coPapdtntac.

O e€ng avemBounteg evépyeieg €xovv avapepbel pe to Instanyl /kon dAheg Evcelg Tov TEPLEYOLY
QOVTOVOAT KOTA TN SIIPKELD KAIVIKOV HEAETMV KOl OO TNV EUTEIPIO LETE TV KuKAOoPopiaL:

Katmnyopio/opyaviko Yoyvég Oy ovyvég Mn yvooTég

cVoTNIO

Awotapayéc Tov AVOQUAOKTIKY

OVOGOTOLNTIKOV GLUGTHLATOG katomAnéio,
OVOPUAOKTIKY
avtidpaon,
vrepevacinoio

YPoyrotpikég statapayss Avmvia YevdaicOnon,
Toparfpiua,
PUPLOKEVTIKN
eEapon (eBopog),
KOTAYPM O
PAPLAKOV

AloTapoy£C Tov VELPLKOV Ynvniia, (6An, | Koataotoln, podkiwvog, | Zmacpol, anmdAgio

GUGTNUOTOC KEQOAQAYiOL mapoctnoia, oLVEIdNoNg

dvoarsOneio, Svoyevoia

Awtapayéc Tov ®tog kot tov | TAryyog N6GoG amd HETOKIVIGELS

AafopivBov

Koapdrokéc dratapayég Ymotoaon

Ayyeloxég dratopoyég "‘E€aym

Awotapayéc Tov Epebiopog tov AvamvevoTikn Aldtpnon pvikov

OVOTTVELGTIKOD GUOTNLOTOC, Adpon KOTOOTOAN, emioTaln, SLPPAYHOTOC,

oL BdpaKe Kot TOV £€\kog pvoc, pvoppola dvomvola

uecobwpdxion

Awotapayéc Tov Nowrtia, égetog | AvoKOIMOTNTA, Aldppora

YOGTPEVTEPLKOD otopatitida, Enpoctopio

AwTopay£C TOL OEPLOTOC Kot
TOL VTTOJOPLOL 1GTOV

Yrepidpooio

[Tovog tov dépuarog,
KVNOUOG

Ieviéc dratapayéc kot
KOTAGTAOELG TNG 0000

xopnynong

TTvpegia

Koénwon, aicOnua
KaKovyiag,
TEPLPEPIKO 010N AL,
GUVOPOLLO
otépnong’,
oLVOPOUO GTEPNOTG
TOV VEOYVAV, avoyn
07O PEPLOKO

Kokmoeig, dnintnpidoei kot
EMMAOKEG OEPUTELTIKDY
YEPIOUDV

[Ttwon

*€yovv TapaTPNOEl COLUMTOUATA GTEPTONG OTLOEWODV LE TNV SLUPAEVVOYOVIO QOIVTOVOAT, OTTWOG
vavtio, EUETOG, O1dppota, Ayyoc, piyn, TPOUOG Kal pidpwaon
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TIeprypaen Tov semAgyuévav avemBountwyv eVePYEIHY

Avoyn
X mepinton enavorlapPovopevns xpniong puropet va avomtoydei avoyn.

E&dptnon omo to papuaio

H gravolopfovopevn yprion tov Instanyl umopei va 0dnynoet og e&dptmon omd to QapuoKo, akoun
Kot og Oepomevtikég dooels. O kivouvog eEAPTNONG Amd TO PAPUAKO UTOPEL VO TOIKIAAEL AVAAOYOL LIE
TOVG TaPAyoVTEG KvOHVOL, TN docoAoyia Kot T didpKela TG Bepameiog e 0MOELdN TOL EKAGTOTE
acBevoug (BA. Tapdypago 4.4).

Ava@opd ThovoroyoOLUEVOV aVETIOVUNTOV EVEPYEIDV

H avagopd mhavoroyodueveoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNOoN GO0 KLKAOPOPToG
TOL QOPUAKEVTIKOD TPo1dvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTOLEGONTOTE THUVOLOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
avaopdg mov avaypdeetol oto [Hapdptnua V.

49 Ymnepoocolroyia

ZOUTTOUOTO

Ta onueio Kot T0 GUUATOUATO VTEPOOCOAOYING TNG POVTAUVOANG OVAEVETOL VO EIVOL ETEKTACT] TOV
QOPLOKOAOYIKDV TNG dpdoemv, m.y. ANBaPYOS, KOO Kol Gofapn OVOTVEVCTIKY KOTAGTOAN. A
onueio propet va etvar vroBeppia, peltwpPEVOS LOTKOC TOVOC, Ppadvkapdia kot voTaot. Xnueio
to&dtnTag eivorl Babid Kataotoln, atatio, Lo, OTAGHOL KOl AVOTVEVCTIKT] KATAGTOAT TOV Eivol TO
KOPL0 COUTTOUA. Me VIEPdOGOLOYIL PaVTAVOANG ExEl Emiong TapatnpnOel To&ikn
AevkoeykeparomdeLa.

Xg TEPIMTMOT LLEPSOGOLOYING PAVTAVVANG £xovv Tapatnpn el mepmtdoelg avorvong Cheyne-Stokes,
Wwitepa o€ 060EVELS e 16TOPIKO KOPOOKNG AVETAPKELOC.

Avtyetomion

T'a ™V aVTIHETOTION TG OVOTTVEVCTIKNG KATAGTOANG TPEMEL VO epaprolovtal dpesa avTipeTpa,
GUUTEPTAAUPOVOUEVIC TG COUATIKNG 1] AEKTIKNG d1€yEpoNg Tov acBevoic. AvTég ot evépyeleg umopel
Vo okoAovBovvTal amd TN YOP1YNOT EVOG EOIKOD GVTAY®MVIGTH OTOEWOV Ow¢ voloEdvng. H
OVOTTVEVGTIKT KATOGTOAN LETA 0td VTEPOOGOAOYI UTOPEL VO S10PKEGEL TEPLOTOTEPO YPOVO OO OGO
dwapkel n dpdon Tov avtayoviotn omlog®v. O ypdvog nuicelog {m1g Tov avVTay®VIGTH UToPEl Vo
glvar Bpoyds, eEmopévmg Umopel va eivat amopaitntn exavorapBavopevn xopnynon 1 cuveyng Eyxvon.
AvooTpoQT| TNG VOPK®TIKNG dpdong umopel va £xel o¢ amotéleoua ofeio Evapén Tovou Kot
ameEAEVOEPOOT) KOTEYOAUUIVDY.

Edv n kAwvikn kotdotacn 1o dikaiohoyel, Tpénet va eEacpailchel kot vo dtatnpnOel avoiktdg
aePAY®YOS, TOAVAOC UE GTOUATOPAPVYYIKO 0EPUYWDYO ) EVOOTPUYEINKO COANVA KoL TPETEL VA,
yopnynBet o&uyodvo Kot 1 avamvor| vo vroPondndei v va eheyyBel, katarlindog. [Ipénet va dotnpnOei
EMOPKNG OEPLOKPAGIO TOL COUOTOS KoL ANYT VYPDV.

Edv mapovciocBet coPapn| 1 empévovca votaom, pénet vo Egtacbel To evOgXOLEVO VTTOOYKOLUING
KO 1) KOTAGTACT TPEMEL VOL AVTIHETOMGOEL e KATAAANAT TOPEVTEPIKT| YOPNYNON LYPDV.
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https://www.ema.europa.eu/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopikEs 1010TNTES
Doapuakobepamevtikn kotnyopio: Avaiyntikd omioedn, Kodikodg ATC: NO2ABO3

Mnyoviopdc dpdong

H @awvtavoln elvar éva omogldég avaiynTiko mov OAANAETIOPE KUPI®G LE TO P-VTOS0YEN TOV
OTOEWMV MG KOOUPAS OYOVIGTNG UE YOUNAT GUYYEVELD LLE TOVG 8- KOl K-UTT0d0YElS TV omogdmv. H
KOpla Bepamevticn dpdon eivor n avadynocia. Ot 6guTepeloOVTEG PUPLOKOLOYIKEG EVEPYEIEG ETVOL
OVOTTVEVGTIKT KATAGTOAY, Bpadvkapdia, vrobepuia, Suokothidtnto, pHon, copotiki eEdptnon kot
gueopia.

KAwikn o0c@dAelo Kol 0moTeEAECLATIKOTNTO,

H amoteleopatikdmta Ko acpdreia tov Instanyl (50, 100 ko 200 pikpoypappapiov) Exovv

eKTIUN Ol o€ 00O TVYALOTOINUEVES, OUTAG-TVPAEC, SLOGTAVPOVUEVES, EAEYYOUEVES LLE EIKOVIKO OAPLLOKO
TAOTIKEG pedéteg og 279 eviikeg KapKivomaDeic e avoyn ota omoedn (nAtkiog 32-86 etwv) pe
napo&uopiko movo. Ot acbeveig iyav Eva péco 0po 1 Emg 4 enelcodimv Ty NUEPA v vofdAloviay
0€ ay®yn cvvINpNoNG e omoedn. Ot acbeveic otn dedTEPN TAOTIKT LEAETY EIYOV TPONYOLUEVOG
GUULETACYEL OTI POPUAKOKIVITIKT LeEAETN Tov Instanyl 1] otV TpdTN TAOTIKT HEAETT).

O KAMvIKEG PEAETEG KATEDEIEOV TNV ATOTEAEGLATIKOTNTO KOl acPdAelo Tov Instanyl. Agv €yel
kafopiobei capng ovoyétion uetad e S06TG GUVINPNONG LE OTLOELDT Kol TV 00cewV Instanyl,
®oTOG0 oTr 0gVTEPT TIAOTIKT LEAETN acBeveic Tov AduPavay yapnAn 061 GUVTHPNONG UE OTLOELON
£TEVAV VO, EMTVYYAVOLV OTOTEAEGIOTIKT] OLVOKOVPIOT) OTO TOV TTOVO UE YOUNAOTEPT] TEPIEKTIKOTNTOL
Instanyl oe cOyKkpion pe acbeveig mov Adupavay vymAotepa eninedo dOONG GLVTNPNOTNG LE OTLOELON.
Avt 1 mapatipnon frav meplocdTepo Eviovn o€ acbeveig mov AauPavoy Instanyl

50 pwikpoypappapiov.

2116 KMVIKEG LeAETeC o€ Kapkivomabeic, ol mo cuyvd ypnotponombeices TeplekTkOTNTES NTOV

100 ko 200 pikpoypoppdpio. Qotdéco, ol acbeveic Tpémel va Tithomotovvol ot BEXTIoT 060
Instanyl ywo TV QVTIHETOTIGN TOL TOPOELGLIKOD TOVOL G€ Kapkivo (BA. mapdypapo 4.2).

Kot ot tpeig meprextikdtnteg tov Instanyl kotédei&av otatiotikd onpavtiky (p < 0,001) vyniotepn
dtapopad Evtaong movov ota 10 Aemtd (PID1o) o€ 60yKpion e To eikovikd edpuako. Emmiéov 1o
Instanyl vepeiye oNUAVTIKA EVOVTL TOV EIKOVIKOD QUPUAKOV GTNV AVOKOV(IGT) 0O TOV TOPOELGUIKO
novo ota 10, 20, 40 kot 60 Aemtd petd ™ yopnynon. Ta amoteAécpota TG GUVOMKNG SLAPOPAG
évtoong movov ota 60 Aemtd (SPIDo.¢o) £d€1&av 0T OAeC 01 TEPLEKTIKOTNTEC TOL Instanyl giyav
onuovTIKa vynAotepa amoteréopata pEcov SPIDg.s o€ cUYKpIon Le To gikovikd eappako (p < 0,001)
OTOJEIKVVOVTOG KAAVTEPT OVOKOVPIOT] 0td Tov TOVO pe To Instanyl oe GUyKplon Ue TO EKOVIKO
@apuoKo Katd tn dtapkelo 60 AenTMOV.

H aocopddeia kor 1 arotelecpaticotnta tov Instanyl Eyovv a&loroynBel og acbeveic mov Aapupdvovv to
QUPUAKEVTIKO TTPOTOV otnV évapén encicodiov mapolucoukon tovov. To Instanyl dev Tpémetl va
YPNOUOTOIEITOL TPOANTTIKGL.

H i epmepia pe Instanyl oe aceveig g vdpyovoa oywyn He OTOEWDN 1IGOGVVAUT LE

> 500 mg/muépa popeivng 1 pe > 200 pukpoypoppudplo/dpa S1odep KNG QavTovOANg ival
TEPLOPICUEVT).

To Instanyl o€ 66c¢€1g dvo tav 400 pikpoypappapiov dev €xet a&loroyndel oe KAVIKEG OOKLUES.

Ta om10€101] EVIEXETAL VO, ETNPEAGOLY TOV AEOVA VTTOBAAGLOV-VTOPLONG-EMVEPPLOIV 1) TOV GEoval

VoBaAapov-VTOPLONG-YOVAdWV. OpLoUEves HETOPOAES TOV PUITOopovV Va Tapatnpniody
nepthappavouy abénomn tng TPoAAKTIVIIG GTOV 0pd KOl LELMGELS TNG KOPTILOANG KOl TG TEGTOGTEPOVIG
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670 TAAGHO. ATO aLTEG TIG OpLOVIKEG LETAPOAEC Umopel va eKONAmBoOV KAvikd onueio Kot
GUUTTOLLOTO.

52  ®appoxoxivnTikEG 1016TNTES

Amoppdonon

H @awvtavoln eivar eEopetikd AMmdeian. H eatvtavoin mopovstalel appakokivnTiKa
YOPAKTNPLOTIKE TPIOUEPICUATIKOD LOVTELOV KOTOVOUNG. XTotyeia amd {da delyvouy OTL Letd TV
amOPPOPNON, 1| POVTAVOAT OIAVEUETOL TOXEMG GTOV EYKEPUAO, OTIV KAPALH, GTOVG TVEDLOVES, GTOVG
VEPPOVC KOl 6TO GTAVA akoAovBovEVT] 0t PpadhTepT ovaKaTavou o€ Hoeg kal Aimog. H civoeon
™G PALVTOVOANG pe TIS Tpmteives mAdouatog eivor mepimov 80%. H amdivtn Prodiabesipidtnto tov
Instanyl eivai katd tpocéyyion 89%.

Khlvucd otoyyeia deiyvouv 0Tt 1 QOIVTOVOAT OTOppOPATOL TOAD YPYOPO LEG® TOV PLVIKOD
BArevvoyovov. Xoprynomn tov Instanyl og epamas d6c€1g Kopavopeveg amnd S0 émg

200 wikpoypappdapto eovtavoAng avd 60om o€ Kopkvoradeic e avoyn ota. 0moeldr 00 Yel ToEMG
o€ eninedo Cmax 06 0,35 émg 1,2 ng/ml. O avtictoryog nécog Tmax €lvan 12-15 Aentd. Qotdco0,
VYNAOTEPEG TIUES Y10 TOV Tmax TOPOTNPNONKAY GE PHEAETN OvOAOYIKOTNTOG OOONG O VYIElg eBehovTéc.

Koatavoun

Metd and evooAEPiLa yopnynon eovtavOing o apyikog xpdvog nuicetag {ong g Katavoung etvae
TePIMOv 6 AeMTA Kot TaPOHO10G YpOVOG Miceag (oNg mapaTnpeital LETE T PLVIKY XOPTYNOT) TOV
Instanyl. O ypovog nuioelog {ong g amoudikpovvong eivar tepimov 3-4 mpeg yia 1o Instanyl oe
KopKvoTadeis.

Buougtooynuatiopndg

H @awvtavoln petaporiletar kupimg oto Nmap pécm tov CYP3A4. O khpilog petafolritne, 1
VOpPQAVTUVOAN, EIVOL AVEVEPYOG.

Amofoin

[epimov t0 75% 1tng PavtaviAng amekkpivetal ota 00pa, KUPIMG ¢ ovevepyol ueTafoAriteg, pe
Atydtepo amo to 10% avtrg og apetdPAnt dpactiki ovsia. Iepimov 10 9% g 66ong avaxtdtot cTa
KOTPava Kupimg w¢ LeTaPoAlTEG.

Tpoppodtna

To Instanyl emdekviet ypappkn kivntikn. Ipoppikdmra g 66ong amd 50 pikpoypappdpio £mg
400 pkpoypappdpro Instanyl éxet amoderybei oe vy vrokeipeva.

Melétn aAnAenidpaong EopUAKOV-QAPILAKOD TPOYUOTOTOMONKE HE PVIKO Oy YELOGVOTUATIKO
(o&vpetaloAivn). Ymoxeipeva pe oddepykn pvitidoa EAafav pvikd exvépopa ofvpetaloAivng pio
opa pw ) Ay Instanyl. Zvykpicun frodiabecyotnta (AUC) eoavTavoing emtedynke Kot pe
obvpuetalolivn kar yopig o&vpetalohivn, evd 1 Cmax TG @OUVTOVOANG LEIMONKE Kot 0 Tmax 00ENONKE
Le cuvtedeotn) dVo OTa YopnynOnke n o&vpetaloAivi. O cuvolikdg Pabudg EkBeonc 6T PALVTOVOAN
TOV VTOKEUEVAOV LE OAAEPYIKT pviTIda Ywpig Tponyovuevn Bepomeio e pvikd 0yYELOGLUGTAATIKO
glval GLYKPIGIHOG UE QVTOV TV VYLDV VITOKEWEVAOVY. Tavtdypovn xpnoT PIVIKOD ayyEI0GVGTUATIKOD
nmpémel va amopevyetan (PA. mapdypago 4.5).

Bioicodvvapio

Doppokokivntikny peAétn €xet dgi&et 6TL 10 pvikod exkvépoua Instanyl piog 66omGg KoL T0 PVIKO
exvépopo Instanyl moddamiov 66cewv gival floicodvvapa.
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5.3 IIpoxkiviké dedopéva yio TNV ac@drsia

Ta pn KAvikd dedopéva dev amokaAVTTOVY 1010iTePO Kivovvo yio Tov dvBpwmo e Baon Tig
GUUPUTIKEG LEAETEC PUPUOKOAOYIKNG OGPAAELOG, TOEIKOTNTOG ETOVULOUPAVOUEVOV dOCEDYV,
YOVOTOEIKOTNTOG KOl KAPKIVOYEVEST|G.

e pio HeAETN YOVIHOTNTOG KOl TPOUNG EUPPLIKNG avaTTLENG G apovpaions, EXidpUcT) HECH
appévov mapotnpninke og vyNALg dooelc (300 pikpoypappdpio/kgMmuépa, vTodoping) Kot givar
GUUPMOVT LE TIC KATUOTOATIKEG EMOPACELC TNG PaVTAVOANG o€ perétec o (do. Emmiéov, peléteg oe
ONAvkovg apoVPaiovs ATOKAAVYAY UEWUEVT] YOVILOTNTO Kot avENUEVN euPpuikn Bvnodtra. [To
TPOCPOTEG PEAETEG E0E1EAV OTL 01 EMOPACELS 6TO EUPPLO 0PeilovTaY Gg TOEIKOTNTO ATd TN PNTEPQ
Kol 0)l G€ GUECES EMOPAGELS TMV OVGLDY GTO AVATTUVGGOUEVO EUPPvo. Xg HeAETN TTPO- Kot
LETAYEVVITIKNG OVATTUENG TO TOG00TO EMPIOOTG TOV ATOYOV®V NTAV CTLLOVTIKY LEIOUEVO G OOGELG
7oV pelovay EAAPPA T0 COUATIKO BAPOC TNG UNTEPOS. AVt 1 enidpacn Umopel va opeileTaol gite o
UETAPOAN TNG UNTPIKNAG QPOVTIONS gite o€ Gueon EMidPAON TS POVTAVOANG 6T veoyEvvnta (da. Agv
TapoTNPNONKAY EMOPACELS OTI GMOUATIKY AVATTLEN KOl TN CUUTEPIPOPH TV ATOYOVDV. Agv €0V
amodetyBel tepatoydveg emdpAacELS.

Meléteg Tomikng avoyng pe Instanyl og yoipidia £0e1&ov oL 1 xoprynon tov Instanyl frav kodd
OVEKTN.

Meléteg kaprvoyéveong (26 efdouddny depuatikdc eVIALOKTIKOC Plo-tpocsdiopiopog oe Tg. AC
S10yoVId10KOVG TOVTIKOVG, 2 ETMV HEAETT) KAPKIVOYEVEST|G LTOOOPIO 1IGTOV GE OPOVPOIOVGS) UE TN
QUAVTOVOAT 08V OTOKAALY ALY ELPIUATA EVOEIKTIKA 0YKOYOVoL duvatdtrag. H a&loddynon
SLOPOVELDY TOV EYKEPGAOD amd TN UEAETT) KOPKIVOYEVEGTC GE OPOVPAIOVG ATTOKAADYE EYKEPUAIKES
PAdPec oe {da ota omoia yopnynOnKay vYNAEG dOGEIC KITPIKAG GutvTovOuANG. H onpacio avtdv tov
EVPNUATOV YOl TOVG AvOpDOTOLG givar dyvmort).

6. DOAPMAKEYTIKEXZ TIAHPO®OPIEX

6.1 Katahloyog exddymv

Natpro poceopikd d166Evo dwdpikd

AWATplo EOGPOPIKS SOPIKO

"Yéop kekabapuévo

6.2 AocvpPatotnreg

Agv gpapudletat.

6.3 Awdpkera Long

3 xpovia

6.4 Idwitepeg TPOPLAGEELS KOTA TV QUAAEN TOV TPOIOVTOS

Ddvrdocete o€ Beppokpocio pikpotepn twv 30 °C.

Mnv katoyoyeTe.

DdurdoceTe TN PLEAN og 6pOla BEom).

6.5 ®@von Kol GLETUTIKA TOVL TEPLEKTI

D1 (koeé varog Tomov 1) pe SOCIUETPIKT OVTAIN KOl TOUE TPOGTUGING OT0 TH OKOVN
GLOKEVOCUEVT GE EEMTEPIKO KOVTI AGPAAELNG Y10, TOLOLAL.
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AwotiBeTon 6TIC TOPOKAT® GVOKEVAGIES:

Instanyl 50 wikpoypopudpio/ddon pvikd ekvépmua, S1GAv Lo

1,8 ml mov wepiEyovv 0,90 mg poavTavoing swacpaiilovtag v amelevfépwon 10 ddcemv TV
50 pikpoypappopiov

2,9 ml mov mepiéyovv 1,45 mg porvtaviing stacearilovtag v ameAevfiépwon 20 d0cEmY TV
50 pikpoypappopiov

5,0 ml wov mepi€yovv 2,50 mg @atvtavoing dtacporilovtag v aneievdépmon 40 ddcemv TV
50 pikpoypappopiov

Instanyl 100 pukpoypappdpla/d6om pvikd ekvéQmpua, dStdAivuo

1,8 ml mov mepiéyovv 1,80 mg partvtaviing dtacearilovtag v ameAevdiépwon 10 d6cemv TV
100 pikpoypappopiov

2,9 ml wov mepi€yovv 2,90 mg pavtavoing dtucporilovtag tnv aneievdépmon 20 d6cew@v TmV
100 pikpoypappopiov

5,0 ml wov mepi€yovv 5,00 mg @atvTavoing dtacporilovtag v aneievdépmon 40 ddcewv TV
100 pikpoypappopiov

Instanyl 200 pikpoypaupdpio/ddom pvikd ekvEQ@U, dtdAvpa

1,8 ml mov wepiEyovv 3,60 mg povtavoing swacpaiiloviag v amelevfépwon 10 ddcemv TV
200 wkpoypappopicov

2,9 ml mov mepiéyovv 5,80 mg porvtavOing stacearilovtag v omeAevfiépwon 20 d6cEmY TV
200 wkpoypappopicov

5,0 ml mov mepigyovv 10,00 mg pavtavoing dtucporiovtag v aneievdépmon 40 dd6cew@v TV
200 wikpoypappapiov

Mmropei va unv KoKAOQPOpOUV OLEG 0L GLOKEVAGIES.
6.6 Idwitepeg TpouLAEELS amdppLYNG

Adyo ¢ mBavig KaKNG ¥PNONG TNG POVTAVOANG Kot TNG TOOVIG TocOTNTAG SIOAVIOTOS TOV
OTTOUEVEL, TO, YPTCLLOTOUNEVO, KOL 0 PT|CLLOTOINTO, PIVIKA EKVEPDUOTO, SLUADLOTO TPETEL VAL
EMOVOTOTOOETOVVTUL GLUGTNUOTIKG Kl KATOAANA®C 6T0 £MTEPIKO KOVTI ACQUAEING Y10 TOd1d Kot Vol
OTOPPITTOVTOL GUUPOVO. LE TIG KATO TOTOVS 1GYVOVGEG GYETIKES SLOTAEELG 1 VO EMOGTPEPOVTAL GTO
QoploKEio.

7. KATOXOZX THX AAEIAX KYKAO®OPIAX
Istituto Gentili S.r.l.

Via San Giuseppe Cottolengo 15

20143 Milano

Itaiio

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

Instanyl 50 pucpoypauudpla/ddon pvikd ekvéomua, dSdivua
EU/1/09/531/001-003

Instanyl 100 wikpoypauudpia/d6cn pwvikd eKvEQMLLOL, SAAVLLO,
EU/1/09/531/004-006

Instanyl 200 wikpoypauudpia/d6cn pwvikd eKvVEQMLLOL, SLAAVLLO,
EU/1/09/531/007-009
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9. HMEPOMHNIA MPQTHX ETKPIZHX / ANANEQXHX THX AAEIAX
Hpepounvia mpdtng £ykpiong: 20 loviiov 2009
Hpepounvia tedevtaiog avavémong: 01 Ioviiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepeic TANPoeopieg Yo T0 TapdV POPUUKEVTIKO TPoioV givor d1aBEcIEG GTOV SIKTVAKO TOTO
tov Evponaikod Opyoviopuov Gapudkwv http://www.ema.europa.eu/
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pukpoypoppdapio pvikd ekvEQopa, S1dAvUa og TEPLEKTN piag 60omMg
Instanyl 100 pukpoypappdpio pvikd ekveQmpa, SIIAVU. € TEPLEKTN piag 606N
Instanyl 200 pukpoypappdpio pvikd ekveQmpua, StAvue o€ TEPEKTN Hiog d6ong

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH
Instanyl 50 pwkpoypappdpio pvikd skvEQ®LLOL, SIIAVUO GE TEPLEKTN Mo 606G

Ka0e mepiéxtng piog 66ong mepiéyet pio d6om (100 pikpdtpa) eorvtovOing KITPIKNG 1600OVOUT [E
50 pikpoypoppapLo QOIVTOVOATG.

Instanyl 100 pukpoypapudpio pvikd ekvéQemua, SiAvpo o€ TEPLEKT piag 66oMg
Ka0e mepiékng piog 06ong meptéyet pia 061 (100 pukpdATpar) QavTovOAng KITPIKNG 100UV LLE
100 pikpoypoppaplo QoIVTOVOATG.

Instanyl 200 pikpoypaupdpio pvikd ekvé@mpo, SIGAVLO GE TEPIEKTN piag d06NG
Ka0e mepiéktng piog 06omg meptéyet pia 061 (100 pukpdATpar) QavTovOAng KITPIKNG 100UV LLE
200 pKpoypapLLapio POVTOVOANG.

T tov TApn Katdhoyo tov ekddymv, PA. mapdypago 6.1.

3. OAPMAKOTEXNIKH MOP®H

Pwio exvépopa, dtdAopa (pvikd ekvEQL).
Awoyég, dypopo SteAvpa.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpomevTikég gvosiEelg

To Instanyl gvdeikvotal yio TV AVTILETOTION TOL TAPOEVGUIKOD TOVOL GE EVIIAMKEG IOV 10T
vroPdAlovtal og Bepomeior GLVTNPNONC LE OTLOELDT| Y10, XPOVIO KOPKIVIKO TOVO. O Topo&Lopikog
OVog elval Tapodikn TopdELVGT) TOL TOVOL OV EUPAVILETAL ENL VTOGTPMOUATOG ENX{LOVOL TOVOL KOTH
T GAA EAEYYOLEVOUL.

Ot acBeveic Tov vroPaiiovtal o€ Oepameio GUVTAPNONG KE OTLOELN tvan ekeivol Tov Aappdvouv
TovAdyiotov 60 mg amd TOV GTOUOTOS LOPPIVIG UEPNOIMG, TOLAGYIGTOV 25 IKPOYPOLLUEPLOL
SLadEPUIKNG PavTaVOANG ava dpa, TovAdyoTov 30 mg 0EuKmIO6VN G NUEPN OIS, TOLAGYIGTOV 8 mg
O7tO TOV GTOUATOG VOPOUOPPOVTG NUEPNTIME T OGN GALOVL OTLOEIB0VE 1GOFVVOUNG OVOAYNTIKNG
dpaoTiKOTNTOG Yo pio Efdoudda 1| TEPIGGOTEPO.

4.2  Aocoloyio Kol TPOTOG YopNYNONS

H Bepaneia mpémel va Egkivd ko va Topapével vtd Ty eTifAeyn 10Tpod EUTELPOV GTO XEIPIGUO
Oepaneiog pe omoeldn og kapkivormadeis. Ot wapol mpémel va Aapfdavovv vdyn 1o evoeyOUeEVO
KaThypNong, KoKNG xpnong, €0iouov kot vrepdocoroyiog ¢ eavtavoing (PA. [apdypago 4.4).

Aocoloyia

IIpénet va yiveton e€atopkevpéva 6Toug aoBeveic TITAOTOINGN G€ dOOT TOL TTAPEYEL ETAPKN
avadynoio pe ovekTég avembounteg evépyeleg amd 1o eappoko. Ot acbeveig mpénet va
TOPUKOAOLOOVVTAL TPOCEKTIKG KATA TN ddpKELD TG SLadIKAGTOG TITAOTOINONG.

Tithomoinon oe vynAOTEPT dO0N eMPAALEL ETIKOVOVIN LE TOV EMAYYEALATIO VYELOG. XE TEPIMTOON
OTOVGI0G ETOPKOVS ELEYYXOL TOV TOVOUL, Ba TTpémel va e&gTaotel 1 TBavOTNTA VIIEPUAYNGIOG, AVOYNG
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Ko eEEMENG TG vtokeipevng vooou (BA. Tapdypapo 4.4).

H 8601 tov Instanyl yio v avtipetdnion tov mapoluopikod Tovov fTay oveEaptnn amod Ty
nuepnota 6061 GLVTNPNCNG OTOEWMV 0TI KMViIKEG peAéteg (BA. [lapdypago 5.1).

Méyiotn nuepnota 666n: AVTILETOMION UEXPL TECGAPWOV ENELGOSIMV TOPOEVGUIKOV TOVOV, KaBeVAC
HE Ol TEPIOCOTEPEG OO dVO JOGELG YOPTYOVUEVEG LE dLopopd TOLAGYIGTOV 10 AemT®V.

O1 acBeveic Tpémel va TepévoLy va mapEA00VV 4 MPES TPLV TNV AVTIUETMTICT AAAOV ETEIGOSIOV
napo&vopikod movov pe Instanyl katd ) Sdpkeia kot g TITAOTOINoNG Kot TG Oepameiog
GUVTHPNONG. Ze EEAPETIKEG TEPIMTAOGELG OOV £VaL VEO ENELGOO10 AaUPAVEL YDpa vaopitepa, ot
acBeveic pmopovv va ypnoiomomacovy to Instanyl yio v avIIUETORIOT TOV EXEIGO0I0V AAAG TPETEL
VO TEPLUEVOLV TOVAAYLIOTOV 2 MPEG TPV Vo, ypnotponotjoovy to Instanyl. [Ipocappoyn g 66ong g
VILAPYOVCAG OyMYNG UE OTIOEWN| TPEMEL vaL eEETACETON HETA O eMavaElOAOYNGT TOV TOVOL AV O
acBevig ouyvd Tapovotdlel enelsodia TopoELOUIKOD TOVOVL T, 0Toio améyovv HeTa&d Tovg AlydTEPO
amo 4 dpeg N Tapovcialel meplocdtepa 0md T€00EPN ENEIGOOL TAPOEVGUIKOD TOVOL oVl 24 MPEC.

Tithomoinon s doong

IIpwv va yiver Tithomoinon tov Instanyl etovg acbeveic, avapuéveral 0Tt 10 LVIOGTPOLO EXTIUOVOL TOVOD
TOVG EAEYYETOL LLE TN YPNON YPOVIOG Oy®YNG Le OToEdN Kot Tl ot acBeveig epoavifovv oyt
TEPLOCOTEPA OO TEGTEPQ ENELGOIN TAPOELGUIKOD THVOL TNV MUEPQL.

MéBodog uithoroinons

H apywn meplexticotnta mpénet va givor pia d6om S50 pukpoypappopiov og Eva povfodve,
TITAOTOIDVTOG OVOSIKA AVAAOYO LE TIG AVAYKES LE YpNoM TV dabéciumy Tepiektikotitav (50, 100
Kot 200 pkpoypappapiov). Eav dev emtevyBel emapknc avaiynoia, uropel va yivel emavayopriynon
pe v oo meptektikdnTa petd and 10 Aentd to vopitepo. Kabe Pipa tithomoinong (nepiektikdtnta
d001g) TpENEL v AELOAOYEITOL OE OPKETH ETELGOOLCL.

Evapén pe 50 pkpoypaupapio

.

- Xpnon piag 86ong Instanyl
- Avapovn 10 Aentédv

v

Enaprig avakoveion amo tov movo e pia doon Instanyl

T~

Nat On
Emitevin Enavayopiynon pe myv
TPOGO10PLGHOD dOON G 1010 TEPLEKTIKOTNTO.
E&étaon g emopevng
VYNAOTEPNG B
TEPLEKTIKOTITOS Y10
EMOLLEVO EMELGOI0
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Ocpameio oovinpnong

MoMg éxel mpoodlopiabel 1 SO0 COLPWVA LE TO PLLOTA TTOL TEPTYPAPOVTOL TAPOUTAV®, O 0COEVIC
TPENEL VO, GUVTINPEITONL PE oVTHY TNV TTePlekTikotn T Instanyl. Edv o acBevig mapovsialel avenapkn
avaKoHELoN Ao ToV TOVO, ETOVOOPTYNOT] LE TNV 1010 TEPIEKTIKOTNTO UTOPEL VO YiVEL PETA 0T

10 Aemtd T0 VOOpitEpO.

Tipooapuoyn e 6éong

Ievikd, N meprextikdotnTA TOL Instanyl yio T cvvinpnon tov acbevoidc mpénel va avéavetol otav Evag
acBevig yperaletal meptocdTepeg amd Wio 0OGELS ava ETEIGO010 TOPOELG KOV TOVOL Y10, APKETA

S0 d0Y KL EMELGOIAL.

IIpocappoyn tng 666G TG VILAPYOLGAS AYWYNG LE OTLOEWN TTPEMEL va eEeTaleTal LETA Ao
gnova&loldynon tov TOvov edv 0 aobevig cLYVE TaPOoLGIALEL ETEITOIL0 TOPOEVGUIKOD TOVOL TA
omoio améyovv pHeta&d Toug Ayotepo and 4 dpeg 1 apovctdlel mePIocdTEPA UnMd TEGOEPH ENELGOIN
o po&Lo UKoy TOVOL avd 24 dpec.

Edv ot avemBOunteg evépyeleg eivar U oveKTég 1 EMIUOVEC, 1) TEPIEKTIKOTNTO TPETEL VO, UEI®OEL N M
ayoyn e Instanyl va avtikotootadel amd GAAo ovolynTiKd.

Aidpxero, kot otoyol ¢ Oepomeiog

Ipwv amd v évapén g Oepameiag pe Instanyl, mpénel va cvopgoveital, oe cuvepyasia pe Tov
acBevn|, otpatnywn Oepaneiog Tov TeptiapPdver tn dudpkela tng Oepameing Kot Tovg 6TdHYOVS TNG
Bepaneiog, KaODG Kot oxEd10 Yia TV oAokANpwon TG Oepaneiag, cOUP®VA UE TIG KaTELOLVTIPLES
YPOUUEC Yo T draeipton Tov movov. Katd ) didpkela tng Oepomeiog, Oa mpénet va vadpyel cuyvn
emoeN HeTa&h TOL 1WTPOL Kot Tov achevong yia va aloloyeitar 1 avaykn v cuvéyion g Bepoaneiog,
va e€etdletan To evdexOpeVo dlakomng TG Bepaneiog kat va Tpocapudloviot ot S00eLg EPOcOV
amorteital. EAlelyet emaprong eELéyyov tov Tovov, Oa mpénet va Aapfdvetal vtoyn 1 TavotnTa
vrepolynoiog, avoyng kot eEEMENC ¢ vrokeinevng vooov (PAéne mapdypago 4.4). To Instanyl dev
Ba Tpémel va ypnoiomoteitol yio HeYoahOTEPO XPOVIKO OLAGTNHO ad OGO Elval amopaitnTo.

Aroxori ™S aywyng

To Instanyl mpénet va draxomnel apéomg edv o acBevi|g dev eppavilel mAéov engicdoa TapoEuopkcon
wovov. H aymyn yia 1o vrdotpope exiovov Tovov mpénet vo, cuveylobel Ommg cuvtayoypaenonke.
Edv amarteiton diokomn g ayoyng 1e Oho To OmoEWdN, 0 acbevic Tpénel va mapakolovbeitoan otevd
amd 1o YlTpo EMEWN 1 oTad0K KaB0odIKT TITAOTOINGT| TV OTIOEW®V elval amapaitntn, Yo va
amo@evydei n TOUVOTNTO EMOPACENDY GTEPTOTG AOY® OTATOUNG OLKOTNC.

Edwoi mAnbvopuoi

Hlkiouévor kou koyextixog mAnBoouog

[Tepropiopéva oToryEl0 PUPUAKOKIVITIKNG, OTOTEAECUATIKOTNTOG KOl acPAAELOG eivar dStobéoiua yio
T ypfon Tov Instanyl 6e acbeveig nAikiog dvo Tov 65 et@v. Ot nMkiwpévol acbeveic propei va £yovv
pelwpévn Kabapon, mopatetapuévo ypovo nuicetag Long Kot vynAdtepn evaichncio oTn EoVTOVOAN
om’ 0,11 o1 veodTepot acBeveic. Ilepropiopéva dedopéva QopAKOKIVITIKNG eivar d1a0éotua yio T
YLPNON PUVTAVOANG G€ KayeKTIKOVG (e&acBevnuévoug) acbeveig. Ot kayektucol acheveig pmopel va
&yovv pelouévn kabapomn eavtavoine. I'o to Adyo awtd npénel va divetan Tpocoyr ot Oepaneia
NMKIOUEVOY, KaxekTikav 1 e€acbevnuévav acbevav.

e KAMVIKEG OOKIUEG 1] TITAOTIOIN O™ 68 NAIKIOUEVOVG acbeveic Teivel va yivetal o€ YounAoTepn
OTOTEAECUATIKN TEPLEKTIKOTNTA 0T’ O,TL 6€ acBeveic nAikiog kdto Tov 65 etov. llpénet va diveton
Wwitepn Tpocoyn otav to Instanyl titAomoteiton oe nAkiouévoug acbeveic.

Hrozikn dvalerrovpyio
To Instanyl apénel va yopnyeitar e mpocoyn o€ acbeveic pe PETplo EmG GoPapr NTUTIKY
dvorettovpyia (BA. Tapdypago 4.4).

Negpixn dvalertovpyio,

To Instanyl apénel va yopnyeitor e Tpocoyn oe acbeveig pe pétplo Emg coPapn veppikn
dvodettovpyia (BA. Tapdypapo 4.4).
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THoudrotpixos tAnBoouog

H acopddeia kot anotehespatikdtnta tov Instanyl oe moudid nAikiog kdtw tov 18 etmv dev Egovv
KON TeEKUNPLOOEL.

Agv vrapyovv dtobécio dedoUEVAL.

Tpomog yopnynong

To Instanyl mpoopileton yio pvikn yprion povo.
Yuviotdtol 1 KEQOAN Tov acbevovg va eivar o 0pbla BEom dtav yopmyeitor To Instanyl.

4.3  Avrevdsieag

YrepevoioOnoio 61 dpacTikn ovcia 1} 6 KAmo1lo amd To £KO0Y TOV AVUPEPOVTOL GTNV
Topaypopo 6.1.

Acbeveic mov dev AapPavovy Ogpameio cuvtnpnong Le omoedn Ppiockoviol oe avénuévo Kivovvo
OVOTTVEVLCTIKNG KOTOGTOANG,

Bepomeio 0EE0g TOVOL EKTOC TOV TAPOEVGUIKOD TOVOV.

Adcbeveic mov Aappdvouv Oepameia pe PopUOKEVTIKE TPOTOVTA OV TEPLEXOVY 0ELPIKO VATpLo.
Yofapn avamTvELOTIKY] KATAGTOAN 1| COPAPEG AMOPPUKTIKEG KATOGTAGELG TVELLOVOV.
[Iponyovuevn axtivobepaneio Tposmmov.

Yrotpomalovta encioddia enioctalne (BA. mapdypago 4.4).

4.4  Ew0wKég TPOELOOTOM|GELS KU TPOPVAAEELS KATA TN (p1joT

AOY® TV KIvoOhvev, copreptiapufavouévng e davomedopag EKBacmng, Tov GLVOEOVTAL LE TNV TV
€xBeom, TNV E0QUAUEVT YPOT KAl TNV KOTAYPT O, TPEMEL VO, GUVICTATOL GTOVG 0COEVELG KOl GTOVG
QPOVTIOTEG TOVG Vo, dtatnpovv To Instanyl e aoain Kot TPOGTATELHEVO YDPO, GTOV OTOI0 dEV EYOVV

TpocPacn GALOL.

AVOIVELGTIKN KATOGTOAN

Mmnopei va, epeavicBel KAVIKE GNULOVTIKT OVOTVEVGTIKT KOTAGTOAN LE QOVTAVOAN Kol 01 0oOEVEIC
TPENEL VO, TAPOKOAOLOOLVTAL Y10 AVTEC TIG EMOPACELS. AcBeveic e TOVo mov vrrofdAlovial Gg ypovia
Oy®YN UE OTMOELDN| OVOTTOGCOVY GVOY GTIV OVOTVEVLGTIKY] KOTAGTOAT KOl CUVETMS 0 Kivduvog
OVOTTVEVGTIKNG KOTAGTOANG G€ aVTOVG TOVG aoBeveic evdéyetat va etvan peiwpévos. H tavtodypovn
YPNON KATACTUATIKAOV TOL KEVIPIKOD VELPLKOD GLUGTIHOTOG UTOPEL Vo avENGEL TOV Kivouvo
avamveLoTikig KataotoAng (BA. [lapdypapo 4.5).

Xpdvio Tvevpovoradeio

e aobeveig e 1pdvieg amOPPUKTIKEC TVEVLLOVOTTAOELES, 1| POVTAVOAY UTOPEl va, £YEl TEPLOCOTEPO
coPapéc avemBOuNTEG eVEPYELEC. XE 0VTOVG TOVS 0GBEVELS, TO OTLOEN UITOPOVV VO, LELDCOLY TOV
OVOATVELGTIKO pLOUO.

Kivévvoc and tavtdypovn ypNon KATASTOATIKAOV QapuikaVv Onoc feviodialentvdv 1 6YETIKOV
QopudKmv

H tavtoypovn xpron tov Instanyl ko kataotaAtikdv eoappdkov, 6nmg Beviodialetivav 1| oxeTiKdV
QOPUAK®OV UTOPEL VO ETLPEPEL KATAGTOAN], OVATVEVGTIKY] KATAGTOAN, KOO kol Odvato. Adym avtdv
TOV KVOOVAV, 1 TODTOYPOVI] GUVTAYOYPAPTOT] LE AVTA TO KOTASTAATIKA papuaka 0o Tpénet va
npoopileTar LOVO Yo acBEVEIS Y10 TOVG 0TO10VG deEV eivar dLVATEG EVOAMOKTIKEG emA0YEC Bepameiog.
Edv Inebsi andpoon cvviayoypaenong tov Instanyl tavtéypova. pe kataotaktikd gappoxa, Ha
TPENEL VO, YPTCILOTOIELTAL 1] YOUNAOTEPN OTOTELEGUATIKT dOON Ko 1) SidpKela Tng Bepameiog Oa
npénel va, givol 660 1o duvatdv cuvtopotepn. Ot acBeveic B Tpémel va maparxorovBodvtor TeVA Yo
oNUEiD KOl COUTTOUOTO OVUTVEVGTIKNG KOTOAGTOANG KOl KOTAGTOANG. AVOQOPIKA e aVTd, GLVIGTATOL
wiaitepa va evnuep®@vovTal ol acBeveic Kot 01 PPOVIIGTEG TOVG MOTE Va Yvopilovy avtd Ta
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ovuntodpata (BA. Tapdypapo 4.5).

Mewwuévn VEQPIKN 1| NIOTIKH AEITOVPYio

H @awvtavoin mpénet va yopnyeitol pe mpocoyn o€ acheveic e nétpila £m¢g cofopn NTATIKY 1N VEQPIKN
dvoiertovpyia. H enidpaon g nmatikng Kot veepikig SUGAELTOVPYING GTN POPUAKOKIVITIKT TOV
Instanyl dev éxet agloloynbei. Qotd6c0, dTav 1 PavTavOAn yopnyeitar evooprefing, £xet derybel 0TI N
KéBaporn AT LETABAAAETOL AOY® TNG NTOTIKNG KOl VEQPIKNG OVGAELTOVPYIOG TOV OPEIAETOL OE
UeTOPOAEG LETOPOAIKNG KABOPONC KOl TV TPMOTEIVMOV TOL TAAGLOTOC,

AvEnuévn evookpoviakn Tieon

H pawvtavoin mpénet vo ypnoiponoleitol pe Tpocoyn o€ achevelg pe amodedetyévr avénuévn
€VOOKPAVIOKN TTLEST), HELWUEVO EMITEGO GUVEIOTONG 1| KOO

To Instanyl npénel va ypnopomoteitot pe mpocsoyn oe acheveic e dyko yKe@AAov 1| KAK®ON NG
KEPAANC.

Kopdiondheia

H yprion g eavtavoing pmopel va oyetileton pe Ppadvkapdio. H parvtavoin tpémet yio 1o Adyo
VT VO, YPTCULOTOIELTOL [LE TTPOGOYT| O 0oOEVELG [Le TPONYOVUEVES 1) TTPOVTAPYOVGEG
Bpadvappubuiec. Ta omiogdn umopodv va TpokaAEGOLY VITOTACT, Waitepa o acbeveic e
vrooykotpio. To Instanyl Tpémet yio 10 A6Y0 00TO VO (PN GHOTOLEITOL LE TPOGOYT G acbeveig pe
VIOTOCT KOUT VTOOYKOLLiaL.

20VOPOLLO GEPOTOVIVIG

Yovvictdrat Tpocoyn otav o Instanyl cuyyopnyeitot pe @apuakevLTIKG TPOTOVTO IOV EXNPEALOVY TOL
GEPOTOVIVEPYIKA VELPOSIUPIPUCTIKE GUGTHLOTAL.

H avémtuén evog duvntikd ametAntikod yia tn {01 cuvdpopov aepotovivig Uropel va copuPel pe v
TOVTOYPOVT YPNOT CEPOTOVIVEPYIKDV PUPUOKEVTIKMV TPOIOVIOV OmmG ExAekTiK®V AVacTOA WV
Enavanpdécinyng g Zepotovivng (SSRIs) kot Avacstoréwv Eravampdsinyng Lepotovivng-
Nopemiveppivng (SNRIs), kot pe @apuaKevtiKd tpoiovto mov ennpedlovy 10 HeTAPOAIGUO TNG
ogpotovivng (cuumeprrappavouévev tov Avacstorémv e Movooutvoéelddong [avactoreic [MAO]).
Av10 pmopel vo cuuPel ot TACIGLO TNE GUVIGTOUEVTG OOCTC.

To oVvdpouo cepotovivig umopei va meprrapfavel petaforég otn davontikn Katdotaon (..
déyepor, yevdoiohnoelg, koua), acTtddeLd TOL CVTOVOUOD VEVPIKOD GLGTAHKATOC (TT.). ToLKAPdia,
aoTodn aptplokn mieon, vrepBeppia), VEVPOULTKEG S1aTapOYES (.. VIEPAVIOVAKANCTIKOTNTO,
MY GLVTOVIGLOV, AKOUYIL), KOUT YOOTPEVTEPIKA CUUTTOUOTA (T.). VauTio, ELETO, dLppoLa).

e mepintoon vroyiag cuvdpouoL cepotovivig, N Bepaneio pe to Instanyl Ba npénet va. SrokomTETOL.

Yrepoiynoio

Onwg 1oy0et yuo. GALC, OTLOEWDT|, O TEPITTOOT AVETAPKOVS ELEYXOV TOV TOVOL MG UMOKPLIONG GE
avénuévn door eavtavoing, Oa mpénet vo egtaotel N MOAVOTNTA VIEPOAYNGIAG TPOKAAOVUEVNC OO
omogdn. Evoéyetal va evdeikvutal peimon g 0om¢ TG ovtavOAng 1 OlaKon| g Bepaneiog pe
Qoawvtavoin 1 avabedpnon tng Bepaneiog.

Pwikéc xataotdosig

Edv o acBevnic epoavilet vrotpomialovia eneicddio exicToéng 1 pvikng ducpopiag eved Aapupavet
Instanyl, npénel va e€etachel eVOALOKTIKT LOPPT XOPNYNONG YO TNV OVTIUETOTIOT TOV TOPOEVGLILKOD
TOVOL.
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Kowd kpvordynua

O cvvolikdc Babudc £kBeonc 6T POIVTOVOAT TOV VTOKEWWEVOV LUE KOVO KPVOAGYNUO YOPIG
Tponyovpevn Bepameia e PIVIKO ayYELOGVOTOATIKO £Vl GUYKPIGIHOC E QVTOV TOV VYLDV
vrokeEVoV. I'ia TanTdypovn ¥p1on PIVIKOV ayYELOGLGTAATIKOD BA. Tapdypago 4.5.

Avoyn ko drotopoyn ypNnone omosdmv (katdypnomn Kat Eqptnon)

Avoyn Kol COUOTIKN Ko/ yoxoloyikn e&aptnon umopovv vo avortuyfovv o€ emavaiapupfovopsvn
YOPNYNOT OTOEWDY OTMG 1 PUVTAVOAT.

H enavaiopPavépevn yprion tov Instanyl evdéyeton va odnynoet oe Alatopayr| g Xpnong
Omogwav (OUD). H vynAdtepn 6001 kot 1 peyolotepn didpketa Bepomeiog pe omtogdn umopei va
avénoovv tov kivouvo avartuéng OUD. H katdypnon 1 ekovota kaxn ypnor tov Instanyl evoéyeton
va 001 YNoEL 6€ vIepdocoroyia /Kot otov Bdvaro. O kivduvoc ekdnimong OUD givar ovénuévoc yio
0o0gveig |1 TPOCOTIKS 1] OIKOYEVELNKO 1GTOPIKO (YOVEIC 1 adEPPLE) SLOTOPUYNG KATAYPTNOTG OVGLDV
(mepriapfovopévng g dtaTapoyng KOTaypM oG OLVOTVEDLATOG), TPEXOVTEG YPNOTES TPOIOVI®OV
KamvoD N acOevelg pe TPocmTIKS 16TOPIKO GALMVY dlatapaydV Yuytkng vysiog (mt.y. peilova
KkatoOAMmITIKn dtatapayr], GyyXoc Kot SloTapayEC TNG TPOCHOTIKOTNTOG).

Ipw a6 v évapén g Bepanciog pe to Instanyl ko katd t didpkeia tng Oepameiog, o1 6TOYOL TNG
Oepameiog kat To o010 dlaKOTNG TPETEL VoL GLUPOVOVVTOL e Tov acBevn (BA. Tapdypago 4.2). [1pwv
Kot Kotd T drdpkela g Bepaneiog, o acOeviig mpémet eniong v EVUEPOVETUL GYETIKA LLE TOVG
KvdOvoug kat tig gvdeileig OUD. X mepintwon epgdviong avtdv tov evdeifewv Oa tpénet va
GLVIGTATOL 6TOVG AGOEVEIC VO, ETIKOVOVOVVY LLE TOV YLOTPO TOVG,.

O1 aoBeveic Ba mpémet va maparorovBovvtal yia evOeiEels CLUTEPLPOPAS avalTNONG VOPKOTIKOY
(.. vEpPOLIKE TPOWPO ALTALLOTA GUVTOYOYPAPNONG). ALTO TEPIAAUPAVEL TOV EAEYYO YO
TAVTOYPOVT YPTON OTIOEWDV KOl YLY0dPAGTIKGOV papuakwv (0nwmg Peviodialeniveg). o acheveic pe
evdeiéelg kat cvpmtopata OUD, Oa npénet va eEetdleton 1 yprion cupPovievtiKig pe e01K0 o
0¢parta e&aptnoemv.

ZUUTTAOLOTO GTEPNONG

To copunTOUATO GTEPTONG UTOPEL VO ETLTOYHVOVTAL LLE TN YOPNYNOT OVCIDV LE SPACT OVTAYWOVICTOV
OTOEWMV, .. VAAOEOVTIC 1 AVAAYTTIKOD WIKTHG AYOVIGTIKNG/ AVTAY®VIGTIKNG 0pdiong (mT.y.
nevtalokivng, Poutopeavorng, fovmpevoppivng, varlfoveivig).

2xettillOUEVEC PE TOV VTVO OLOTOPOYEC TNC OVOITTVOTC

Ta 0m10€101 PTOpPOvV Vo TPOKAAEGOVV GYETILOUEVES LLE TOV VTTVO SLOTAPOYES TG CVOTVONC,
ovumepAapPBavoprévng g Kevipiking vvikng anvolag (K'Y A) kot e oyetilopevng pe tov ¥mvo
vro&oupiag. H ypion omoeddv avéavetl Tov kivouvo yia KY A pe docoelaptdrevo tpomo. e
aoBeveig mov mopovstaloviat pe KYA, e£etdote 10 gvdgyOUEVO PElMOTG TG OAIKNG dOONG OTLOEDDV.

4.5  AMremopaosig pe GALa QUPRUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaocng

H tavtoypovn pnon QappaKeLTIK®Y TPOoTOVTOV oL TEPLEYOVY 0EVPIKO VATPLO KOl QAIVTOVOATG
avtevdeikvotal (PA. Topdypapo 4.3)

H ovyyopnynon g eowvtaviing pe £vo GEPOTOVIVEPYIKO TapAyovTa, OT®G £vo ExdekTikd Avactoléa
Eravarpocinyng g Zepotovivne (SSRI) 1 éva Avactoréa Enavoanpocinyng Zepotovivig-
Nopeniveppivng (SNRI) 1 éva Avacstorén tg Movoapvo-O&eddong (avactoréa MAO), uropei va,
av&noet Tov Kivduvo GuvopoOUOV GEPOTOVIVIG, LOG KATAGTAOTG SOLUVNTIKA OTENTIKNG Yl T (o).

To Instanyl 6gv cuvieTdtar Yo xpron o€ acbeveig mov Exovv AaPel Avactoreic Movo-Auvo-
O&edaomg (MAOI) evtoc 14 nuepav enedn €xet avapepBel coPfapn kor ampdfientn gvioyvon g
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OpAoNC TOV OMOEWDV OVOAYNTIK®OVY amd avactoleic MAO.

H eawvtavodn petaforiletor kupimg HES® TOL 160eVELIIKOV GUGTUATOG TOV avOpdTvon
Kutoypopatog P450 3A4 (CYP3A4), emopévmg pumopet va epeavicfodv mbaveég oAANAETIOPAcELG
otav 1o Instanyl yopnyeiton TavTOYPOVOG LE PAUPLAKEVTIKA TPOTOVTA TOV €Mnpedlovv T dpdomn Tov
CYP3A4. H cvyyopfynon He QOpLOKELTIKA TPOidvTa Tov endyovv T dpdomn tov 3A4 pnopel va
LEIMGEL TNV amoterecatikoTnTo ToL Instanyl. H tavtdypovn ypnon tov Instanyl pe 1oyvpoie
avaotoAeig tov CYP3A4 (m.y. prtovafipn, ketokovaloAn, ttpakovalOAn, Tpoieavdouvkivn,
KhoapiBpopvkivn kot verevaPipn) 1 ue pétpiovg avaotoreic tov CYP3A4 (m.y. aurpevafipn,
ampemTavtr, SIAtialéun, epubpopvkivn, pAovkovaloin, pocaunpevafiprn Kot Bepamapiin) propet va
€XEL WG UMOTEAEG O OVENUEVEG GUYKEVIPDGELG POVTOVOANG GTO TAACLLLL, EVOEXOUEVMG TPOKAADVTOG
coPopéc avemBounTeg eVEPYELES TOV PAPUAKOL cupTepIAauPavouévng e Bavomeopov
OVOTTVELOTIKNG KOTOGTOANG,

Aocbeveig mov Aappdvouv Instanyl tavtoypoveg pe péTplovg 1 1oyvpovg avactoieic tov CYP3A4
TPETEL VO, TAPOKOAOLOOVVTAL TPOGEKTIKG, Y10 TOPATETAUEVT XPOVIKT TEPi0d0. ADENGT TG d0GOAOYING
TPEMEL VAL YIVETAL LLE TPOCOYN].

X& POPUOKOKIVITIKT LEAETN aAANAeTiOpacng Bpédnke OTL 1| HEYIGTN GLYKEVIPWOOT] GTO TAUGIA TNG
PVIKDC €QoPROLOUEVNC PaVTAVIANG petmBnke kotd tepimov 50% pe v TowtdYpovn xpnom
o&upetalorivng, eva o xpovog entteving G Cmax (Tmax) StmAacIdoTNKE. AVTO PHTOPEL VAL LELDCEL TNV
amoteAeopaTIKOTNTO TOL Instanyl. vviotdton vo amo@edyeTal 1 TALTOYPOV YPNON PIVIKDV
OTOGVUEOPNTIKOV (PBA. Tapdypopo 5.2).

H tavtdypovn gpnon tov Instanyl pe dAho KaTaoTOATIKA TOV KEVTIPIKOD VEVPIKOD GLGTNHILOTOG
(meprhopfovopévey omoeddV, KATAGTOATIKOV, VIVOTIKAOV, YEVIKGOV avoisOntikdv, eavodsialvay,
NPEUOTIKOV, KATOCTOATIKAOV OVTUCTUUIVIKOV KOl OWVOTVEDLATOC), YOAOPOTIKMOV TV CKEAETIKMOV
LU®V Kol YKOUTATEVTIVOEW MV (YKOUTOTEVTIVIG KO TPEYKAUTOAIVIG), LTOPEl VO TPOKAAECEL
0OpOIOTIKEG KOTAGTAATIKEG EMOPACELS: VITOAEPIGUOC, LILOTAGT], Pab1d KATAGTOAY], AVOTVEVCTIKY|
KOTOOTOAY, KOU 1] 0GvaTog EVOEYETOL VO TAPOVCLAGTOVV. TVVETMG, 1 ¥PNCT OTOLOVINTOTE ATd CVTA
T POPUAKEVTIKY TPOiOVTA TaLTOYpova e Instanyl amortel 101k Ppovtida Kot TapakoAovdnoT TV
acBevoug.

H tavtoypovn ypnon omoeddv e KataoTaATIKE edpuaka, 0rtmg Peviodialenivec 1| oxetikd
QApUOKa, CLEAVEL TOV KIVOUVO KATUGTOANG, OVOTVEVGTIKNG KATAGTOANG, KOUOTOG Kot BaviTou A0Ym
TPOcOETIKNG KOTOOTAATIKNG dpdong oto KNX. H 866m kot 1 didpkela tng cuyyopriynong Oa mpénet va
givar meplopiopéveg (BA. mapdypago 4.4).

H tavtoypovn ypnon omoeddv mov eivor peptkol aymvioTég/avtayovioTés (.. fovmpevoppivrg,
vaAPoveivng, mevtalokivig) dev cuvietdrtal. ‘Exovv vynin cuyyévela pe toug vmodoyeic twv
OTOEWMVY LE GYETIKA YOUNAT EVOOYEVT OPOCTIKOTITO KO EMOUEVAS OVTAY®VILOVTOL HEPIKADS TNV
avaAynTiKy dpdon TG PoVTovVOANG Kot UTOPEL VoL ETAYOVY CUUTTMOHOTO OTEPNONG GE 0oOEVELG e
gEaptnon amd omoeld.

H tavtoypovn ypnon tov Instanyl pe dAha papuokevtikd mpoidvra (extdg omd v o&vpuetaloiivn)
OV YOPNYOOVTOL LEGM TNG PVOG Oev £xel a&lohoyn0el 6TIg KAVIKEG SOKIUES. ZVVIGTATOL VA
g€etdlovtal eVOALUKTIKEG LOPPES YOPNYNONGS Yo TOLTOY POV BEPOTEiD GUVLTTAPYOVOOV VOGOV TOV
UTOPOVV VO, OVTLUETOTIGTOVY HECH PVIKNG XOPNYNONGS.

46 TovipétnTa, KOO Kot yorlovyia

Kvnon

Agv vrapyovv emopkn dedopéva amd T XPNon POVTAVOANG og eykhovs. Meléteg oe (ha kKatédel&av
avamopay®ykn to&ikotra (PA. wapdypoaeo 5.3). O evdeyouevog Kivouvog yia Tov avBpwmo givar

dyvootog. To Instanyl dev mpémet va ypnoiponoteitol katd tn S1GpKeLD TG EYKLHOGVVIG EKTOC EGV
glvol caQ®g amapaitnTo Kot EPOGOV To OPEAT VIEPTEPOVY TV KIVOIDV®V.
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‘Enetto and paxpompdOecun aymyn, 1 @ovtavOAn Uropel va TPOKUAEGEL GTEPNGT GTO VEOYVO.
ZUVIGTATOL VO LT PTCULOTOLEITOL POLVTOVOAT KOTE T1) OLPKELD TOV TOKETOV (TEPIAOUPAVOLEVIC TNG
KOLGOPIKNG TOUNG) EMEWON 1] QovTOVOAN SIEPYETOL TOV TAAKOVVTA Kol UTOPEL VOL TPOKOAECEL
OVOTTVELGTIKY KOTOGTOAN GTO VEOYEVVITO Hopo (veoyvd). Edv éxel yopnynOel to Instanyl, avtidoto
v To wodt Tpémet va eival e0KoA StaBéatylo.

Onioopdg

H @awvtavodn mepvd oto untpikod yéAo Kot EVOEYETOL VA, TPOKUAEGEL KATELVOG O KO AVATVEVGTIKT
KaTOoTOA 670 Tondi wov InAdlet. H patvtavoin dev mpémet va YpnoOTOLEITOL OO YOVAIKESG TTOV
Onralovv kot 0 Onhaouodg dev Tpémet va Eavapyilel LEYPL VO TEPAGOVY TOLAAYIGTOV 5 NUEPES LETA
TNV TEAELTOIO YOPTYNOT| POLVTOVOANC.

Tovipdémra

Agv vrapyovv StabEcio dES0IEV GTOV AVOP®TO GYETIKA e TN YOVIUOTNTO. X€ peAétec o€ (Ma, N
YOVILOTNTO appEVAV Kot ONAE@V NTav HEIWUEVT] G KATUOTOATIKEG dOGELS (PA. Tapdypapo 5.3).

4.7 Emopacseig 6Ty IKavOTNTA 001Y161)G KO YELPIGHOD PYOVIIRATOV

Agv mpaypoTomonOnKoy PeAETEG GYETIKA LE TIG EMOPACEIS GTNV KAVOTNTO 0011yNONG KOl XEPIGHOD
unyovnudtov. Qot060, T0 OTLOELDN AVOAYNTIKE Eival YV®OGTO OTL LEIMVOLV TN VONTIKY KA/
COUOTIKN 1KAVOTNTO TOV OTOLTEITAL Y100 00N yNom 1 XEPopnd punyovnudtov. [pémel va yivel cbotaon
010V acbeveig mov akoAovBovv aymyn e to Instanyl va unv odnyovv M va pun xpnoiporotody
unyeviuoto. To Instanyl propel va mpokoréoet vvniia, (AN, omtikég droTapoyéc | GAAES
avemBOUNTEG EVEPYELEC TOV UITOPEL VO EMNPEAGOVY TNV IKAVOTNTA TOLG Vo 001Y0hV 1 va xelpilovTon
IOV LLOTOL.

4.8 AvemOounteg evépyeleg

2HVOWn TOL TPOOIA acOEAELOC

Tomikég avemBOuNTEg EVEPYELEC OMIOEWMV TPEMEL Vo avapEvovtot pe to Instanyl. Xvyvd, ot
ePLocOTEPEG OO 0VTEG O oTapaTicoVV 1 Oa PEIBODV og £vaoT LE T GLVEYN XPTOT TOV
QOPUOKEVTIKOD TTPOTOVTOC. Ot o coPapés avemBOUNTEG EVEPYEIEC EIVOAL AVOTVEVGTIKY] KOTAGTOAN
(mov pmopetl vo 00N yNoEL G AIVOLa. 1] OVOTVEVGTIKT OVAKOTY]), KUKAO(POPIKT KOTAGTOAN, DITOTOGCT KO
KatomAn&io Kot OA0L 01 0o0EVEIG TPEMEL VO TOPAKOAOLOOVVTAL GTEVA Y10 OVTEG TIC OVETIBVUNTEG
EVEPYELEC.

O avemBountec evépyeieg Tov BempovvTol TOLAGYITTOV THOVDG GYETILOUEVES LIE TNV OY®YN OTIC
KAvikég dokipég tov Instanyl meprlapBdvoviol 6Tov TapoKaTo Tivoaka.

Kazdloyoc ovembountov evepysi®mv vtd Hopen Tivako

Ot akdhovBec KaTNYOPieES YPNOUOTOLOVVTOL Y10 TNV KATATOEN TOV AVETIOOUNTOV EVEPYEIDV MG TPOG
™ oVVOTNTA ELPAVIoTS: TOAD cuyvEiG (= 1/10), ouyvég (> 1/100 émg < 1/10), oy cuyvég (> 1/1.000
¢w¢ < 1/100), omdvieg (> 1/10.000 £wg < 1/1.000) kot moAv omavieg (< 1/10.000), un yvootég (dev
pumopovv vo, ektiunBovv pe Baon to dtabéciio dedopéval).

Evtog kabe katnyopiog cuyvoTnTag ELPAVIONG, O1 AVETIOVUNTEG EVEPYELEG TAPOVGLALOVTOL KOTA
eBivovca celpd cofapdTnrtag.
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O eénc avemBounteg evépyeieg Exovv avapepOet pe to Instanyl 1/kon GAAEC EVOGELG TTOL TEPLEYOLY
QOLVTOVOAT KOTE T1) SIOPKELD KMVIKOV LEAETMV KoL 0tO TNV EUTELPIO LETE TNV KuKAOQOpiaL:

TOV VTTOJOPLOV 15TOV

KVNGUOG

Katnyopia/opyoviké cootnua | Tvyvég ‘O ovyvég Mn yvooTtég

Alotapoay£C ToV AVOGOTOUTIKOV AVOQUAAKTIKN

GUGTNUOTOC katomAnéio,
OVOPUACKTIKY
avtidpaon,
vrepevasinoia

YPoyrotpikég staTapayss Avmvia YevdaicOnon,
Toparfpiua,
(POPLLOKELTIKN
eEapmon (eBopog),
KOTAYPM O
PAPLAKOV

AloTapoy£C Tov VELPLKOV Ynvniia, Koataotodn], podékimvog, | Tmacuoi, ondAsio

GUGTNUOTOC Can, mapoctnoia, quvatdilonls

KeQaAolyio dvoarstnaio, Svoyevoia

Awotapoayéc Tov Tdg KoL TOL TAvyyog N6Gog amd HETOKIVIGELS

AafopivBov

Koapdrokéc dratapayég Ymotoaon

Ayyeloxég dratopoyég "E&ayn

Awtapayéc Tov avamvevotikod | Epebiopog tov | Avoamvevotikn Aldtpnon pvikov

GLOTNHOTOC, TOV BdpoKa Kot Adipon KOTOOTOAN, emioTaln, SLPPAYHOTOC,

0L UEcoHWPAEKIOL £€\kog pvoc, prvoppola dvomvoln

Awotapayéc tov yaotpevteptkol | Navtia, Avckoiiotta, Aldppora

€UETOC otopatitida, Enpoctopia
AwTopay£C TOL OEPLOTOC Kot Yrepdpooia | [Tovog tov dépuarog,

Ieviéc dratapayéc kot
KATOOTAGELS TNG 0000

xopnynong

TTvpegia

Koénwon, aicOnua
KaKOLYiaG,
TEPLPEPIKO O1OM AL,
GUVOPOLLO
oTépnong*,
oLVOPOLO GTEPNOTG
TOV VEOYVAV, AVOYN
GTO PAPLOKO

Kokdoeig, dnAnmmpidoeig kot
EMMAOKEG OEPUTELTIKDY
YEPIOUDV

[Ttdon

*€yovv TapaTPNOEl COLUMTOUATA GTEPTONG OTLOEWODV LE TNV SUPAEVVOYSVIO QOIVTOVOAT, OTTWG
vavtio, UETOG, O1dppola, Ayyoc, piyn, TPOUOG Kal pidpwaon

TIeprypaen tov smAgyuévav avemBounTov VEPYEIHY

Avoyn

X mepinton enavorlapPavopevng yprong puropet va avomtoydei avoyn.

E&dptnon amo 1o papuoxo

H gravolopfovopevn yprion tov Instanyl umopei va odnynoet e e&dptnomn omd to QapuaKo, akdun
Ko og Oepomevtikég dooelg. O kivouvog eEAPTNOoNG Amd TO PAPUAKO UTOPEL VO TOIKIAAEL AVAAOYOL LIE
TOVG TOPAyoVTEG KvOHVOL, TN docoAoYia Kot T didpKela TG Bepameiog e OMOELDN TOL EKAGTOTE

acBevoug (BA. Tapdypago 4.4).

Ava@opd ThovoroyoOLUEVOV aVETIOVUNTOV EVEPYELDV

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA OO TN YOPTYNoN GO0 KUKAOPOPToG
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TOL QOPUAKEVTIKOV TPoidvTog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTTOIEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
ovaeopds mov avaypdestor oto Hopdptmua V.

49 Ymnepdocolroyia

ZOUTTOUOTO

Ta onueio Kot T0 GUUATOUATO VTEPOOCOAOYING TNG POVTAUVOANG OVAEVETOL VO EIVOL ETEKTACT] TOV
(QOPUAKOAOYIKQOV TNG dpAce®V, .. AN0apPYOs, KOUA Kol GOPapT OVOTVELCGTIKT KOTAGTOAN. AAla
onueio propet va etvar vroBepuia, pel®pPEVOS LOTKOC TOVOC, Bpadvkapdia kot voTaot. Xnueio
to&dtnrTag eivor Babid Kataotodn, atatio, Lo, OTAGHOL KOl AVOTVEVCTIKY] KATAGTOAT OV Eivol TO
KOPl0 COUTTOWA. Me VIEPdOGOLOYiL PaVTAVOANG Exel emiong TapatnpnOel To&ikn
AevkoeykeparomdeLa.

Xg TEPIMTMOT LLEPSOGOLOYING PAVTAVVANG £xovV Tapatnpn el mepimtdoelg avorvong Cheyne-Stokes,
Wwitepa o€ 060EVELS e 16TOPIKO KOPOOKNG AVETAPKELOC.

Avtyetomion

T TV aVTIHETOTION TG OVOTTVEVOTIKNG KATAGTOANG TPETEL VoL epaprolovtal dpesa avTipeTpa,
GUUTEPTAAUPOVOUEVIC TG COUOTIKNG 1) AEKTIKNG d1€YEpoNg Tov acBevoic. AvTég ot evépyeleg umopel
Vo akoAovBovvTal amd TN YOpP1YNOT EVOG EO1KOD GVTAY®MVIGTH OTOEWOV Ow¢ voloEdvng. H
OVOTTVEVGTIKT KATOGTOAN LETA 0d VTEPOOGOAOYIN UTOPEL VO SLOPKEGEL TEPIOTOTEPO YPOVO OO OGO
dwopkei n dpdion Tov avtaywviot omlogd®v. O ypdvog nuicelag {mNg TOV aVTAY®VIGTH WITOPEL Vo
glvar Bpayds, emopévmg umopel va eitvat amopaitntn exavolapovopevn xopnynon 1 cuveyng Eyxoon.
AvaoTpoT] TG VOPK®TIKNG Opdorg pumopel va £xel o¢ amotéleoua ofeio Evapén Tovov Kot
ameEAEVOEPOOT KOTEYOAUUIVDY.

Edv n kAvuc katdotaon 1o dikooroyel, Tpénet va eEac@aiiodel kot va dtotnpndei avorktog
aePAY®YOS, TOAVAOC UE GTOUATOPAPVYYIKO 0EPUYWDYO ) EVOOTPUYEINKO COANVA KoL TPETEL VA,
yopnynOet o&uyodvo Kot 1 avamvor vo voPfondndei 1 va eheyyOei, kataAnimg. [Ipémet va dotnpnOei
EMOPKNG OEPLOKPAGIO TOL COMUOTOS KoL AW VYPDV.

Edv mapovcioctel cofapn N exipévovca voTac, TpEnel Vo, eEeTacel TO EVOEYOUEVO VTTOOYKALIING
K01 1) KOTAGTACT TPEMEL VOL AVTIHETOMGOEL e KATAAANAT TOPEVTEPIKT| YOPYNON LYPDV.

5. DOAPMAKOAOT'IKEX IAIOTHTEX

51 ®@oppokodvvoptkés 1010TNTEG

Doppoakobepamentin kaTnyopio: Avoryntikd, omoedn, kodukog ATC: NO2ABO3

Mnyoviopdc dpdong

H pawvtavoln givor éva omiogdég avaiyntikd mov aAANAETIOPA KUPIMG LE TO P-VTOS0YEN TOV
OTOEWDV MG KABAPAIC Ay®VIGTNG LLE YOUNAT CLYYEVELD LLE TOVG O- Kot K-DTTodoYElC TV omoeldmv. H
KOpla Oepamevticn dpdon eivor n avadynoio. Ot dguTepedloVcEG PUPLOKOLOYIKEG EVEPYEIEG ETVOL
OVOTTVELGTIKY KOTOGTOAN, fpadvkapdio, vrodeppio, SuoKoAMOTNTO, HOCT], COUATIKY EEAPTNOT KoL
gveopia.

Klvikn 0o@AaAglol KoL 0TtoTEAEGUOTIKOTNTO,

H omoteleocuatikdmra ko ac@dreia tov Instanyl (50, 100 ko 200 pukpoypappapiov) xovv
extiunOei o 600 TLYAOTOMNUEVES, SIMAG-TVPAEG, S10GTAVPOVUEVES, ELEYYOUEVES LE EIKOVIKO (OAPLLOKO
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TAOTIKEG pedéteg og 279 eviAikeg KapKivomadeilc e avoyn ota omogdn (nAikiog 32-86 etv) pe
nmapo&uopikd movo. Ot acBeveig iyav Eva péso 6po 1 ém¢ 4 eneicodinv v nuépa evd vtodilovoy
G€ ay®yn cvvTNpNoNG L omoedn]. Ot acbeveic otn dedTEPN TAOTIKT LEAETY ETYOV TPONYOLUEVOG
GUULETAGYEL OTY] POPUAKOKIVITIKY] PeAETN Tov Instanyl 1] otV TpdTN TAOTIKY PEAETT).

O KMvIKEG HeAETEG KOTEDEIEQY TNV ATTOTEAEGATIKOTITO Kol ac@dAeio Tov Instanyl. Agv éygt
kaBopiobel capng ovoyétion petad e S0CTG GLVINPNONG LE OTIOELN Kot TV 06cewV Instanyl,
®6TdG0 0T 0gVTEPT TIAOTIKT LEAETN aoBeveic Tov AduPavay yapnAn 6061 GUVTAPNONG UE OTLOELON
£TEVOV VO EMLTVYYOVOLY OTOTEAECLLATIKT OVOKOVPIGT 0Td TOV TOVO LE YOUNAOTEPT TEPIEKTIKATI T
Instanyl oe cOyKpion pe acbeveig mov Adupavay vymiotepa eninedo dOONG GLVTNPNOTNG LE OTLOELON.
Avti 1 mapatnpnon frav neplocodtepo Eviovn oe acbeveig mov AdpuPavay Instanyl

50 pikpoypappopiov.

2115 KMvikég pHeléTeg og kapkivomabeig, ol o cuyva ypnoiponombeiosg mepekticotnTeg NToV 100
rat 200 pkpoypappdpra. 2ot660, o1 acbeveic Tpémel va TitAomolovvTal 6T BEATIOT S0 Instanyl
Y0l TNV QVTLUETOTION TOL TaPoEVopIKoD TOVoy 6 Kapkivo (PA. mapdypapo 4.2).

Kat o1 tpetg meprextikdmnteg tov Instanyl kotédeiEav otatiotikd onpoviky (p < 0,001) vynidtepn
dapopad évtaong movov ota 10 Aemtd (PID1o) o€ 60YyKpion Ue To eikovikd eapuako. Emmiéov 1o
Instanyl vepeiye GNUAVTIKA EVOVTL TOV EIKOVIKOD QUPUAKOD GTNV AvaKOV(IT otd TOV TOPOELGUIKO
novo ota, 10, 20, 40 kot 60 Aemtd petd ™ yopnynon. Ta amoteAécpata TG GUVOMKNG SLAPOPAG
évtaong movov ota 60 Aemtd (SPIDo.so) £0€1&0v 0T OAeC 01 TEPIEKTIKOTNTEG TOL Instanyl giyav
oNUOVTIKA LVYNAOTEPQ amoTteAécato LEGOV SPIDg.¢) 6 6UYKpIon pe To elkovikd gdppakxo (p < 0,001)
OTOJEIKVVOVTOG KOAVTEPT VOKOVPIoT] 0td Tov TOVO pe To Instanyl oe GUYKplon pe TO EKOVIKO
@apupako katd tn didpketo 60 AenT@Vv.

H aoceddeta kot n amotelecpatikotnto tov Instanyl Exovv a&loroynBel o€ acbeveic mov Aapupdvovv to
QOPUAKEVTIKO TTPOTOV oTNV Evapén encicodiov mapolucukod tovov. To Instanyl dev Tpémetl va
YPT|CULOTOLEITOAL TPOANTITIKA.

H i epmepio pe Instanyl o aceveig g vdpyovoa oywyn e OTOEWDN 1IGOSVVAUN LE
> 500 mg/mpépa poppivng 1 pe > 200 pukpoypoappdpo/dpa Sladepuikng eavtovoing ivor
TEPLOPICUEVT).

To Instanyl o€ d6c¢€1g dvo Tav 400 pkpoypappapiov dev €xel a&lodoyndel oe KAVIKEG SOKLUES.

Ta 0m10€101] EVIEXETAL VO, ETNPEAGOLY TOV AEOVA VTOOUAGUOV-VTOPLONG-EMVEPPLOIV 1) TOV GEoval
vrofardpov-vToPLoNG-Yovadmv. Opiopéves PETABOAEC TOV HTOPOVV Va TTapaTpnOovV
wephapPdvouy avénomn g TPoAaKTiVIG GTOV 0pO Kol LEUMGELS TG KOPTLOANG KL TNG TECTOOTEPOVIG
070 TAAGHO. ATO OVTEG TIC OPUOVIKEG HETAPOAEG pmopel va ekdNAmBovV KAvikd onueio Kot
GUUTTOUOTO.

52  ®appuoxokivTiKES 1010TNTES

Amoppoonon

H @awvtavoin etvar eapetikd AMmdeian. H eatvtavoin mopovstalel aprakokivnTika
YOPOKTNPIOTIKA TPIOOUEPIGLOTIKOD LOVTELOL KATAVOUNG. ZTOtXEln amd (Mo deiyvouv OTL PHeTd TV
amopPPOPNON, 1| POIVTAVOAT SIAVEUETOL TOXEMG GTOV EYKEPUAO, OTIV KAPALl, GTOVG TVEDLOVES, GTOVG
VEQPPOVG KOl GTO GTAVO 0KoAoVBoLEVN 0td Bpadtepn avakaTavour og poeg Kot Almoc. H cuvdeon
NG PALVTOVOANG LE TIC TPpMTEIVES TAdouatog ivat mepimov 80%. H amdivtn frodabecyotnTo Tov
Instanyl eivai xatd tpocéyyion 89%.

KhMvikd otoyyeio deiyvouv Tt 1 QOIVTOVOAT OoppOoPAToL TOAD YPTYOPO LEG® TOV PVIKOD
BArevvoyovov. Xoprynon tov Instanyl og epdmaé d6c€1g Kopavoueveg amnd S50 émg

200 pkpoypappdpio eovtovoing avé 60com o Kapkivoradeig pe avoyn ota 0moeldr] 0dnYel ToEMG
o€ eninedo Cmax 06 0,35 émg 1,2 ng/ml. O avtictoryog nécog Tmax €lvan 12-15 Aentd. Qotdco0,
VYNAOTEPEG TIUES Y10 TOV Tmax TOPOTNPNONKAY GE PHEAETN OvOAOYIKOTNTOG OOONG O VYIElg eBehovTéc.
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Koatavoun

Metd amd evOoPAEPLO YOPIYNOT PULVTOVOANG O apyLKOG YpOVOog Niicelag (oNg TG KaTavoung ival
TEPIMOV 6 AeMTA Kot TaPOHO10G YPpOVOG MicEag (oNg TapaTnpeital LET T PLVIKY XOPTYNOT) TOV
Instanyl. O ypovog nuicelog {ong ¢ amoudkpovvong eivol tepimov 3-4 dpeg yio to Instanyl o
KopKIvoTadeis.

Buougtaoynuatiopde

H pawvtavodn petafoiriletor kupimg oto Nrap péow tov CYP3A4. O koprog petaforitng, n
VOPQAVTUVOAN, EVOL AVEVEPYOG.

AmofoAn

Iepimov t0 75% g Patvtaviing anekkpivetal ota ovpa, Kupimg ®¢ avevepyol petafolritec, e
Atydtepo amo to 10% avtrg og apetdPAntm dpactiki ovsia. Iepimov 10 9% tng 66ong avaktdtot oTa
KOTpOvVo Kupimg o¢ petafolitec.

Tpopuxodmnra

To Instanyl emdekviet ypappkn kivntikn. Ipoppikdmra g 66ong amd 50 pikpoypappdpio £mg
400 pkpoypapudpro Instanyl éxel amodeydei oe vy vokeipeva.

Melétn aAANAETIOPOIOTG PAPUAKOV-QOPLAKOD TPOYHOTOTOONKE e PIVIKO OYYELOGVGTOATIKO
(o&vpetaloAivn). Ymoxeipeva pe oAdepykn pwitido EAafov pvikd exkvépopa o§opetaloiivng pio
opa Tpwv ™ My Instanyl. Zvykpicun Brodiabespuotnta (AUC) @ovtavoAng enttedynke Kot pe
obvpetalolivn kar yopig o&vpetalorivn, evd 1 Cmax TG GOUVTOVOANG LEIDONKE Kot 0 Tmax 00ENONKE
pe ouvtedeatn 600 otav yopnyndnke n o&vpetalorivn. O cuvolikdg Pabuog ékBeong ot PovTavoin
TOV VTOKEUEVAOV LE OAAEPYIKT pviTIda Ywpig Tponyovuevn Bepomeio e pvikd 0yYELOGLGTAATIKO
glvol cLYKPIGIIOG e OVTOV TOV VYDV VTOKEIEVDV. Tavtdypovn xpron pvikod oyyELOGVGTAATIKOD
npénel va, amopevyetat (PA. mapdypapo 4.5).

Bioicodvvouia

DoppokokivnTikn HeAET €xel Ogi&et 0TL To pvikd ekvépopa Instanyl piog 666MG KOl TO PVIKO
gkvépmpo Instanyl molamidv ddcewv gival Bloicodvvayia.

5.3 TIIpoxivika dedopéva Yo TV d6@drela

Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo e Baon Tig
SUUPOTIKEG LEAETEC PUPUOKOAOYIKNG AOPAAELOG, TOEIKOTNTOG ETOVULOUPAVOUEVOV dOCEMYV,
YOVOTOEIKOTNTOG KOl KOPKIVOYEVEGTC.

e pio LEAETN YOVILOTNTOC KO TPOUNG EUPPLIKNG avamTuéne o apovpaiovg, exidpacn HEC®
appévov mapotnpnonke og vymiég dooel; (300 pkpoypappdapio/kgmuépa, vrodopimg) ko givan
GUUPMOVT LE TIC KATUCTOATIKEG EMOPACGELC TNG PAVTAVOANG o€ peAétec o (do. EmmAiéov, peléteg oe
ONAvkovg aPoVPAioVE ATOKAAVYAY UELUEVT] YOVILOTNTO Kot avENUéEVN euppuikn Ovnoudtmra. ITo
TPOCPOTEG PEAETEG E0E1EAV OTL O1 EMOPACELS 6TO EUPPLO 0PeilovTaY Gg TOEIKOTNTO Amd TN PNTEPQ
Kot 0L o€ GPECES EMOPATELS TOV OVGLDV GTO AVOTTUCCOUEVO EUPPLO. e PEAETN TPO- KOt
UETAYEVVITIKTG OVATTUENG TO TOG0GTO EMPIOOTC TV OTOYOV®Y NTAV CTLOVTIKY LEIOUEVO GE OOGELG
oV peiovay eEAAPPE T0 COUATIKO BAPOC TNG UNTEPOS. AvTn 1 enidpacn propel va opeileton gite o
LETAPOAT TNG UNTPIKNG GPOVTIdNG gite o€ AeoN EMIdPAOT TNG POVTAVOANG oTa veoyévvnta {da. Agv
TopoTNPNONKAY ETOPACELS OTI CMOUATIKY OVATTLEN KOl TN CUUTEPIPOPA TV ATOYOVDV. Agv €0V
amodelyDel Tepatoyoveg EMOPACELS.

Meléteg Tomikng avoyng pe Instanyl og yoipidia £€de1&av 6t 1 xoprynon tov Instanyl frav kodd
OVEKTH.
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Meléteg kKapKivoyéveong (26 efoopddmV depUaTIKOG EVAIALAKTIKOC Blo-tpocdiopiopdg o Tg. AC
S1oryovidtakoOg TOVTIKOUGE, 2 TV HEAETN KAPKIVOYEVEGTC VTTOOOPLOV 10TOV GE APOLPOIOVS) LE TN
QOVTOVOAT OV OTOKAALYAY ELPAUATA EVOEIKTIKA 0YKOYOVOL duvatotnrag. H a&loddynon
SLOPOVELDY TOV EYKEPAAOV amd TN PEAETT) KOAPKIVOYEVEGT|C GE OPOVPAIOVG ATTOKAADYE EYKEPUAIKES
PAaPeg oe (da ota omoio yopnynOnkay vynAéc 606e1C KITpkNg pavtaviAns. H onuacio ovtodv twv
EVPNUATOV Y10 TOVS OVOPDOTOVE Eival AyvVOGTH.

6. DAPMAKEYTIKEX IAHPO®OPIEX
6.1 Katahloyog ekddymv

Natpro poceopikd d166E1vo ddpikd

AwaTplo @mcPopKo ddpKo

"Yémp yio evéoipa

6.2 AovpPotoTnTeg

Agv epapuodletart.

6.3 Awdpkera Cong

Instanyl 50 pikpoypauudpio pvikd exvéomua, StdAvuo 6€ TEPEKTN Ui d06NC
23 pnvec.

Instanyl 100 pwikpoypauudpio pvikd ekveépmua., dtdlvuo og TeplEktn uiac ddéonc
3 xpovia

Instanyl 200 pikpoypauudpio pvikd ekvépoua., dtdlvuo og TepEktn miac ddéonc
42 pnvec.

6.4 Idwitepeg TPoPUAAGEELS KOTA TV QUAOEY TOV TPOTOVTOG

dvidcoete og Beppokpacio pkpotepn tov 30 °C.
DuAdoceTe TN KLYEL 610 eEmTEPKO KoLTL. DVAGGGETE GE OpOLa BEa.

6.5 ®@Von Kol GLOTUTIKG TOV TEPLEKTN

[Teptéxng piog 06oM¢ amoteLoVUEVOC 0md PLoridio (Stovyohc véAov Tomov 1) evempoatouévo o
TEPILEKTY] YEKOUCUOV OO TOAVTPOTVLAEVIO, GUGKEVOGUEVO GE KOWEAT OGPAAETING Y10 TOLd1EL.

Meyébn ovokevaociag: 2, 6, 8 kot 10 mepiékteg piog d6omMG.
Mmropei va, unv KuKAOPOpPOLV OLEG 0L GLUOKEVAGIES.
6.6 Idwitepeg TpoPULAEELS ambppLYNG

Ké&Be nepréxng piag 66omg mepiéyet povo pia 60om. O nepréktng piog d6ong dev mpenet va
doxaleton Tpw ™ xpNom.

A6y ¢ mBavNg KAKNG ¥PNONG TNG POVTAVOANG O 0(PNCLOTOINTOL TEPLEKTEG PIVIKOV YEKAGLOV
pioag 066M¢ TPEMEL VoL ETOVATOTOOETOVVTOL GLUGTIUOTIKG Kol KATOAAAAWDC GTNV KOWYEAT 0oQOAEING Y10
OO Ko VoL AroppImTovToL COUPOVA LE TIC KOTE TOTOVG 16Y00V0EG GYETIKEG OlaTAEEIS 1) VO
EMOTPEPOVTOAL GTO POPUOKELD.
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7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Istituto Gentili S.r.l.

Via San Giuseppe Cottolengo 15
20143 Milano

ItaAio

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

Instanyl 50 wkpoypappdpio pvikd skvEQ®LLOL, SIIALUO GE TEPLEKTN Mo 606G
EU/1/09/531/010-013

Instanyl 100 wikpoypauudpio pvikd eKVEQ®ULM, SIHAVUO GE TEPLEKTT Miae d6oNg
EU/1/09/531/014-017

Instanyl 200 wikpoypauudpio pvikd ekvépmua., dtdlvuo og Tepléktn puiac ddéonc
EU/1/09/531/018-021

9. HMEPOMHNIA ITPQTHX EI'KPIXHY / ANANEQXHY THX AAEIAX

Huepopnvia mpdng €ykpiong: 20 IovAiov 2009
Hpepounvia tedevtaiog avavémong: 01 Ioviiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aemtouepeic TANPOPOPIES Y10 TO TOPOY QOPUUKEVTIKO TPOioV gival d100EGIES GTOV SIKTVAKO TOTO

tov Evponaikod Opyoviopov Gapudkav http://www.ema.europa.eu/
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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pukpoypoppdpio/d6en pvikd ekvEPmUA, S1GAV L
Instanyl 100 pukpoypappdpla/d6om pvikd eKvEQE®LLE, SIOAVLO
Instanyl 200 pukpoypappdpla/d6om pvikd ekveQmpua, StdAvuo

2. IMOIOTIKH KAI ITIOXOTIKH XYNOEXH
Instanyl 50 wkpoypapuudplo/ddon pvikd ekvEQOUO, SEAVLLO.

Ka0e ml dtodvpatog mepi€yetl pavTovoAn KiTpikn icodvuvaun pe 500 kpoypoppdpio eovtavoAng.
1 860m (100 pkpdMtpa) mepi€yet SO UKPOYPALUEPLO POIVTUVOATC.

Instanyl 100 pukpoypappdpla/d6om pvikd ekvéQmpua, dtdivuo
Ka0e ml dtahdpotog mepiéyet ovtovoin Kitptkr| iwodvvaun pe 1.000 pkpoypopplapto. @ovTovOoAng.
1 860m (100 pkpdMtpa) mepiéyet 100 pikpoypoppapto @otvTavOAnG.

Instanyl 200 pikpoypaupdpio/ddomn pvikd ekvEQ@U, StdAvpa
Ka0e ml dtahdpotog mepiéyet otvtovoAn Kitptkr| iwodvvaun pe 2.000 pkpoypopilapto. @ovTovOoAng.
1 860m (100 pikpoAttpa) mepiéyetl 200 pKpoypappdplo @avTavOAng.

T tov A pn Katdloyo tov exddymv, BA. [Tapdypaeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Pwwd exvépopa, dtdivpo (pvikd ekvépopa). DoseGuard
Awyég, dypopo StdAvpa.

4. KAINIKEX TIAHPO®OPIEX
4.1 OgpomevTikég gvosiEelg

To Instanyl gvdeikvotal yio TV AVTILETOTION TOL TAPOEVGUIKOD TOVOL GE EVIIAMKEG IOV 10T
vroPdAlovtal og Bepomeior GLVTNPNONC LE OTLOELDT| Y10, XPOVIO KOPKIVIKO TOVO. O Topo&Lopikog
OVog elval Tapodikn TopdELVGT) TOL TOVOL OV EUPAVILETAL ENL VTOGTPMOUATOG ENX{LOVOL TOVOL KOTH
T GAA EAEYYOLEVOUL.

Ot acBeveic Tov vroPaiiovtal o€ Oepameio GUVTAPNONG KE OTLOELN tvan ekeivol Tov Aappdvouv
TovAdyiotov 60 mg amd TOV GTOUOTOS LOPPIVIG UEPNOIMG, TOLAGYIGTOV 25 IKPOYPOLLUEPLOL
SLadEPUIKNG PavTaVOANG ava dpa, TovAdyoTov 30 mg 0EuKmIO6VN G NUEPN OIS, TOLAGYIGTOV 8 mg
O7tO TOV GTOUATOG VOPOUOPPOVTG NUEPNTIME T OGN GALOVL OTLOEIB0VE 1GOFVVOUNG OVOAYNTIKNG
dpaoTiKOTNTOG Yo pio Efdoudda 1| TEPIGGOTEPO.

4.2  Aocoloyio Kol TPOTOG YopNYNONS

H Bepaneia mpémel va Egkivd ko va Topapével vtd Ty eTifAeyn 10Tpod EUTELPOV GTO XEIPIGUO
Oepaneiog pe omoeldn og kapkivormadeis. Ot wapol mpémel va Aapfdavovv vdyn 1o evoeyOUeEVO
KaThypNong, KoKNG xpnong, €0iouov kot vrepdocoroyiog ¢ eavtavoing (PA. [apdypago 4.4).

Aocoloyia

IIpénet va yiveton e€atopkevpéva 6Toug aoBeveic TITAOTOINGN G€ dOOT TOL TTAPEYEL ETAPKN
avadynoio pe ovekTég avembounteg evépyeleg amd 1o eappoko. Ot acbeveig mpénet va
TOPUKOAOLOOVVTAL TPOCEKTIKG KATA TN ddpKELD TG SLadIKAGTOG TITAOTOINONG.

Tithomoinon oe vynAOTEPT dO0N eMPAALEL ETIKOVOVIN LE TOV EMAYYEALATIO VYELOG. XE TEPIMTOON
OTOVGI0G ETOPKOVS ELEYYXOL TOV TOVOUL, Ba TTpémel va e&gTaotel 1 TBavOTNTA VIIEPUAYNGIOG, AVOYNG
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Ko eEEMENG TG vtokeipevng vooou (BA. Tapdypapo 4.4).

H 8601 tov Instanyl yio v avtipetdnion tov mapoluopikod Tovov fTay oveEaptnn amod Ty
nuepnota 6061 GLVTNPNCNG OTOEWMV 0TI KMViIKEG peAéteg (BA. [lapdypago 5.1).

Méyiotn nuepnota 666n: AVTILETOMION UEXPL TECGAPWOV ENELGOSIMV TOPOEVGUIKOV TOVOV, KaBeVAC
HE Ol TEPIOCOTEPEG OO dVO JOGELG YOPTYOVUEVEG LE dLopopd TOLAGYIGTOV 10 AemT®V.

O1 acBeveic Tpémel va mepévouy va mapEA0ouV 4 MPES TPLV TV AVTIUETMOTICT AAAOV ETEIGOSIOV
napo&vopikod movov pe Instanyl katd ) Sdpkeia kot g TITAOTOINoNG Kot TG Oepameiog
GUVTHPNONG. Ze EEAPETIKEG TEPIMTAOGELG OOV £VaL VEO ENELGOO10 AaUPAVEL YDpa vaopitepa, ot
acBeveic pmopovv va ypnoiomomacovy to Instanyl yio v avIIUETOTIOT TOV EXEIG00I0V AAAG TPETEL
VO TEPLUEVOLV TOVAAYLIOTOV 2 MPEG TPV Vo, ypnotponotjoovy to Instanyl. [Ipocappoyn g 66ong g
VILAPYOVCAG OyMYNG UE OTIOEWN| TPEMEL vaL eEETACETON HETA O eMavaElOAOYNGT TOV TOVOL AV O
acBevig ouyvd Tapovotdlel enelsodia TopoELOUIKOD TOVOVL T, 0Toio améyovv HeTa&d Tovg AlydTEPO
amo 4 dpeg N Tapovcialel meplocdtepa 0md T€00EPN ENEIGOOL TAPOEVGUIKOD TOVOL oVl 24 MPEC.

Tithomoinon s doong

IIpwv va yiver Tithomoinon tov Instanyl etovg acbeveic, avapuéveral 0Tt 10 LVIOGTPOLO EXTIUOVOL TOVOD
TOVG EAEYYETOL LLE TN YPNON YPOVIOG Oy®YNG Le OToEdN Kot Tl ot acBeveig epoavifovv oyt
TEPLOCOTEPA OO TEGTEPQ ENELGOIN TAPOELGUIKOD THVOL TNV MUEPQL.

MéBodog uithoroinons

H apywn meplexticotnta mpénet va givor pia d6om S50 pukpoypappopiov og Eva povfodve,
TITAOTOIDVTOG OVOSIKA AVAAOYO LE TIG AVAYKES LE YpNoM TV dabéciumy Tepiektikotitav (50, 100
Kot 200 pkpoypappapiov). Eav dev emtevyBel emapknc avaiynoia, uropel va yivel emavayopriynon
pe v oo meptektikdnTa petd and 10 Aentd to vopitepo. Kabe Pipa tithomoinong (nepiektikdtnta
d001g) TpENEL v AELOAOYEITOL OE OPKETH ETELGOOLCL.

"Evapén pe 50 pkpoypaupdapio

.

- Xpnon piag 86ong Instanyl
- Avapovn 10 Aentédv

v

Enaprig avakoveion amo tov movo e pia doon Instanyl

T~

Nat On
Emitevin Enavayopiynon pe myv
TPOGO10PLGHOD dOOTNG 1010 TEPLEKTIKOTNTO.
E&étaon g emdpevng
VYNAOTEPNG B
TEPLEKTIKOTITOS Y10
EMOLLEVO EMELGOI0
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Ocpameio oovinpnong

MoMg éxel mpoodlopiabel 1 SO0 COLPWVA LE TO PLLOTA TTOL TEPTYPAPOVTOL TAPOUTAV®, O 0COEVIC
TPENEL VO, GUVTINPEITONL PE oVTHY TNV TTePlekTikotn T Instanyl. Edv o acBevig mapovsialel avenapkn
avaKoHELoN Ao ToV TOVO, ETOVOOPTYNOT] LE TNV 1010 TEPIEKTIKOTNTO UTOPEL VO YiVEL PETA 0T

10 Aemtd T0 VOOpitEpO.

Tipooapuoyn e 6éong

Ievikd, N meprextikdotnTA TOL Instanyl yio T cvvinpnon tov acbevoidc mpénel va avéavetol otav Evag
acBevig yperaletal meptocdTepeg amd Wio 0OGELS ava ETEIGO010 TOPOELG KOV TOVOL Y10, APKETA

S0 d0Y KL EMELGOIAL.

IIpocappoyn tng 666G TG VILAPYOLGAS AYWYNG LE OTLOEWN TTPEMEL va eEeTaleTal LETA Ao
gnova&loldynon tov TOvov edv 0 aobevig cLYVE TaPOoLGIALEL ETEITOIL0 TOPOEVGUIKOD TOVOL TA
omoio améyovv Heta&d Toug Ayotepo and 4 dpeg 1 Tapovctdlel mePIocdTEPA UnMd TEGOEPA ENELGOINL
o po&uo UKoy TOVOL ava 24 dpec.

Edv ot avemBOunteg evépyeleg eivar un oveKTég N ETIUOVEC, 1) TEPIEKTIKOTNTO TPETEL VO, UEI®OEL N M
ayoyn e Instanyl va avtikotootadel amd GAAo ovolynTiKd.

Aidpxero. kot otoyol ¢ Oepomeiog

Ipwv amd v évapén g Oepameiag pe Instanyl, Tpénel va cvpgoveital, oe cuvepyoasia pe Tov
acBevn|, otpatnywn Oepaneiog Tov TeptiapPdver tn dudpkela tng Oepameing Kot Tovg 6TdHYOVS TNG
Bepaneiog, KaODG Kot oxEd10 Yia TV oAokANpwon TG Oepaneiag, cOUP®VA UE TIG KaTELOLVTIPLES
YPOUUEC Yo T draeipton Tov movov. Katd ) didpkela tng Oepomeiog, Oa mpénet va vadpyel cuyvn
emoeN HeTa&h TOL 1WTPOL Kot Tov achevong yia va aloloyeitar 1 avaykn v cuvéyion g Bepoaneiog,
va e€etdletan To evdexOpevo dlakomng TG Bepaneiog kat va Tpocappdloviat ot S00eLg EPOcOV
amorteital. EAlelyet emaprong eELéyyov tov Tovov, Oa mpénet va Aapfdvetal vtoyn 1 TavotnTa
vrepolynoiog, avoyng kot eEEMENC ¢ vrokeinevng vooov (PAéne mapdypago 4.4). To Instanyl dev
Ba Tpémel va ypnoiomoteitol yio HeYoahOTEPO XPOVIKO OLAGTNHO ad OGO Elval amopaitnTo.

Araxonn e aywyns

To Instanyl mpénet va draxomnel apécmg edv o acoBevi|g dev eppavilel mAéov englcdo1a TapoEuopkcon
noévov. H aymyn yia 1o vrdéotpopa enipovov tdvov mpénet vo cuveyloBel Omwg cuvtayoypaerOnke.
Edv amarteiton diokomn g ayoyng 1e Oho To OmOEWN, 0 actevic mpénel va mapakoilovbeiton otevd
amo TO YLTpo EMEWN 1 6TASLOKN KOHOSIKT TITAOTTOINGT] TV OTIOEWMV Elval amapaitntn, Yo va
arogvyfei n mBovoTTO EMOPACEDY GTEPTONG AOY® OTATOUNG SLOKOTNG.

Ewwoi tAnbvouoi

Himawuévor kot koyextixog tinGoouog

IIepropiopéva oot Elo PUPUOKOKIVITIKNG, OTOTEAECUATIKOTNTOG KOl ACQAAELOG EIvarl dLoBEGLA Yol
T ypnon Tov Instanyl 6e acbeveig nAikiog dvo Tov 65 et@v. Ot nMkiwpévol acbeveic propei va £yovv
LEL®UEVT KABOPON, TOPATETAUEVO ¥PpOVO Nuicelag (NG Kot vyMAdTEPN eLOGHNGIO GTN EAVTOVOAN
o’ 0,11 o1 veodTepot acbeveic. Ilepropiopéva dedopéva QopOKOKIVITIKNG eivar d1a0éotua yio T
YPNON PUVTAVOANG G& KayeKTikovg (e€acBevnuévoug) acbeveic. Ot koyektikol acbeveis pmopel va
€yovv pelopévn kabapomn eavtavoine. o to Adyo avtd mpénet va diveton Tpocoyr| otr Oepaneia
NMKIOUEVOY, KaxekTikav 1 e€acbevnuévav acbevav.

Y& KAMVIKEC OOKIUEC 1) TITAOTIOINOT 6€ NAIKIOUEVOVG acbeveic Teivel va yiveTal o€ younAoTeEPN
OTOTEAECUATIKN TEPLEKTIKOTNTA 0T’ O,TL 6€ acbeveic nAikiog kdto TV 65 etov. llpénet va diveton
waitepn mpocoyn 6tav 1o Instanyl Tithomoteitan oe nhikiwpévoug acheveic.

Hrozikn dvalerrovpyio
To Instanyl wpénet va yopnyeiton pe mpocoyn oe acbevei pe PéETpa £mg GoPapr NTATIKY
dvorettovpyia (BA. Tapdypago 4.4).

Negpixn dvalertovpyio,

To Instanyl mpénet va yopnyeitor pe mpocoyn oe acbeveig pe péTplo Emg coPapn veepikn
dvodettovpyia (BA. Tapdypago 4.4).
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THoudrotpios tAnBoouog

H aocpddeta kot anotehespatikdtnra tov Instanyl oe moudid nAkiog kétw twv 18 etmv dev égovv
KON TEKUNPLOOEL.

Agv vrapyovv dabéciua dedopéva.

Tpomog yopnynong

To Instanyl mpoopileTon yio pvikn ypnon povo.
Yuviotdtal 0 acbevig va kdBetal 1 va otéketal o€ dpbia 0éon dtav yopnyeitan to Instanyl.
KoaBapiopog tov akpo@usion Tov pvikoy EKVEPMUOTOS OTOLTEITOL LETA Ao KAOE ypron.

To Instanyl evoouotdvel évov nAeKTpovIKO LETPNTH S0CEMV Kal [io TEPI0d0 KAEWDDUOTOG UeTAED
d0CEMV, Y10, TNV EANYICTOTOINGT TOL KIVOUVOL TUYOL0G VTTEPOOGOAOYING, EGPUALEVIC YPTONG KoL
KaTéypNong Kot yio vo topéyet Evay abud aocpdreiag otovg acbeveic 6060V apopd avTods TOVg
Kwvduvovg. Metd ) yopnynon 6vo d0cemv gviog 60 Aemtav, to Instanyl Oa kAeddoet yio éva
dlonue 000 POV, Ao TN GTIYUN TS AYNE TGS TPMTNG dOGNGC, TPV Vo UTopécel va yopnynbdel pio
AT doom).

Lpopvliéerc mov mpémer va. AngpBovdv Tpiv Tov YEIpiouo 1 T YOPRYyNon T00 POPUAKEDTIKOD TPOIOVTOG
IIpwv ) ypnon tov Instanyl yio TpdTN POPA, TO PLVIKO EKVEQP®UO TPEMEL Vo evepyomomBel. [a v
gvepyomoinom amonteitan pio akoAovdio 5 YeKAGU®OVY TOV TEPIEKTT TOV PLVIKOD EKVEPDOTOG, TOV
gupaviCeton pe t1g evdeiCelg ‘P5’, ‘P47, ‘P3’, ‘P2’ kot ‘P1’° otnv 006vn.

Edv to mpoidv dev €xet ypnoomomOei yio ypoviko StdoTnio LeYOADTEPO TV 7 NUEPDV, TO PVIKO
eKvEQOUO TPETEL Vo evepyomon0el Eava, ywekalovtag pio popd mpv Aneoel n emduevn d661m. Avto
gupaviCeton pe v évoeiln ‘P’ oty 006vn.

Koatd ™ dudpreta g dadikaciog evepyomoinong, Ba aneievBepmbel mpoidv. Zuvenmg, o acbevig
npénel va, evnuepwbel 611 1 evepyomoinon mpénel va deaybei oe kadd agplopevo xdpo, yekalovtag
pe katevBuvon pokpld omd Tov achevi) kot GAAOVG avOpMOTOVS Kol LOKPLE ad EMUPAVELES KOl
OVTIKEIPEVA IOV UTOPoVV va £pBovv o€ emapn pe dAlovg avBpdmovg Kot 1img Todid.

4.3  Avrevodcieag

YrepevaioOnoio 6t dpacTikn ovcia 1} 6 KAmo1o amd Ta £KO0YM TOV AVUPEPOVTL GTNV TOPAYPAPO
6.1.

Acbeveig mov dev Aapfdvovv Bepameia cuvtipnong Le omoedn Ppiockovial o avénuévo Kivovvo
OVOTVELGTIKNG KOTOGTOANG,

Oepoameio 0&E0g TOVOL EKTOC TOL TAPOEVGUIKOD TOVOV.

AocBeveig mov Aappdvouv Bepaneia e PapUokeLTIKE TPOTOVTA OV TEPLEXOVY 0ELPLKO VaTplo.
Yofapn avamveLoTIKY] KATAGTOAN 1| COPAPES AMOPPAKTIKES KATOGTAGELS TVELLOVOV.

[Tponyovuevn axtivobepaneio Tpocsmmov.

Yrotpomalovta encicddin enioctabng (BA. mapdypapo 4.4).

4.4  E0kég TPOELOOTOMGELS KU TPOPVAGEELS KATA TN Y(p1jon

AOY® TOV KIvOLVOV, cupumepthapoavouévng e Bavatnedpag EKPacmng, Tov GLVIEOVTIL LE TNV TUYAI
£€kBeom), TNV EGQAALEVT XPNOT KOL TV KATAYPNOT|, TPETEL VO GUVICTATAL GTOVS 0GOeVELg KOl GTOVG
QPOVTIGTEG TOVG Vo StaTnpovv to Instanyl 6e ao@oAn Kot TPOGTATELUEVO YDPO, GTOV 0TTO10 deV EXOVV

npdcsPoon dArot.

AVOmVELOTIKN KOTOOTOAN

Mmropei va epeoavicdel KMviKG oNUOVTIKY] OVOTVEVGTIKT KOTOGTOAN LUE POVTOVOATN Kol Ol acbeveic
TPENEL VA, TAPOKOAOLOOLVTAL Y10 AVTEC TIG EMOPACELS. AcBeveic e TOvo mov vrrofdAlovial Ge Ypovia
Oy®YN UE OTMOELDN| OVOTTOGCOVY GVOY] GTIV OVOTVEVLGTIKY] KOTAGTOAT KOl CUVETMS O Kivduvog
OVOTTVELOTIKNG KATAGTOANG 0€ avTovG Toug acbeveic evoéyeton va ivan petwpévoc. H tavtdypovn
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YPNON KATASTOATIKOV TOV KEVIPLKOD VEVPLKOD GUCTHLOTOG LITOpEl Vo auENGEL TOV Kivouvo
OVOTTVEVGTIKNG KATAGTOANG (PA. mapdypoeo 4.5).

Xpbdvio mvevpovoradeio

e acbeveig e 1pdvieg amoPPUKTIKEC TVEVLLOVOTIAOELES, 1| POLVTAVOAN UTOPEL va. £YEL TEPLOCOTEPO
cOPopEc avemBOUNTEG EVEPYELES. XE AVTOVG TOVS 0oBEVELS, To OTMOEN UTOPOVV VO LELHTOVY TOV
OVOTTVELGTIKO pLOUO.

Kivéuvoc and towtdypovn ypNon KOTOSTOATIKGOV Qopudkav 6ntmc feviodolentvdy N OYETIKOV

Ie

POpUOK®OV

H tavtoypovn xpnon tov Instanyl kol katastaAtik®v eoppikov, 6nmg Bev{odlolenvav 1 GYETIKGOV
QOPUAK®V UTOPEL VO ETLPEPEL KATAGTOAN], OVATVEVGTIKY] KATAGTOAN, KOO kol 0dvato. Adym avtdv
TOV KIVOOVAV, 1) TOVTOYPOVI] GLVTAYOYPAPNON LUE OVTA TO KATOGTAATIKG GAPUAK Bo TPETEL VL
npoopileTar LOVO Yo acBEVEIS Y10 TOVG 0TO10VG dEV eivar OLVATEG EVOAMAKTIKEG emAOYEC Bepameiog.
Edv Inebei andeaomn cvuviayoypdaenong tov Instanyl tavtoéypova pe KatasTadtikd eappoxa, fa
TPENEL VO, YPTCLLOTOIELTAL 1] YOUNAOTEPT OTOTEAEGUATIKT dOGM Kot 1) d1dpKeL Tng Oepameiog Oa
péneL va, gival 660 To duvatdv cuvtouotepn. Ot acleveic Oa Tpémel va mapaxorovbodvtal 6TEVA Yo
ONUELN KOl CUUTTOUOTO AVOTVEVGTIKNG KOTAGTOANG KOl KATAGTOANG. AVOPOPLKE LLE AVTO, GUVIGTATOL
wiaitepa va evnuep®@vovTal ol aceveic Kot 01 PPOVIIGTEG TOVG MOTE Va Yvopilovy avtd Ta
ocvpntopoata (PA. mapdypoeo 4.5).

Mewwuévn VEQPIKN 1 NIOTIKH AEITOVPYio

H @awvtavoin mpénet va yopnyeitol pe mpocoyn o€ acheveic e uétpila £m¢g cofopn NTATIKN 1N VEQPIKN
dvodettovpyia. H enidpoom tng nmatikng Kot veppikng SUGAEITOVPYING GTN QOPUOKOKIVITIKY TOL
Instanyl dev éxet agloloynbei. Qotd6c0, dTav 1 PavTavOAn Yopnyeitatl evooprefing, £xet derybel 0TI N
KaBapomn AT LETARAAAETOL AOY® TNG NTOTIKNG KO VEQPIKNG OVGAELTOVPYING TOV OPEIAETOL GE
petaforég petafoiikng kdBapong Kot TV TPMTEIVAOY TOV TAAGHOTOC.

AvEnuévn evdokpoviakn mieon

H pawvtavoln mpénet vo ypnoiponoleitol pe Tpocoyn o€ acheveig pe amodedetyévr avénuévn
€VOOKPOVIOKY] TTEOT|, LEIWUEVO EMITEDO GUVEIONONG 1 KOLLOL.

To Instanyl npénel va ypnopomoteitot pe mpocsoyn oc acheveic e dyko yke@AAlov 1| KAK®ON NG
KEPAANC.

Kopdiondheia

H yprion g eawvtavoing pmopel va oyetileton pe Ppadvkapdio. H parvtavoin tpémet yio 1o Adyo
OVTO VO YPTCLUOTOLEITOL LLE TPOGOYT GE ACOEVEIC LLE TPONYOVLEVEC 1] TPOVTAPYOVTES
Bpadvappubuiec. Ta omiogdn umopodv va TpokaAEGovY VITdTACT, Wnitepa o acbeveic e
vrooykotpio. To Instanyl Tpémet yio 10 A6Y0 00TO VO (PN CHOTOLEITAL LE TPOGOYT G acbeveig pe
VIOTAGT KOUT VITOOYKOLUI.

20VOPOLLO GEPOTOVIVIG

Suviotdrtal tpocoyn dtav to Instanyl cuyyopnysitotl pe @apUaKeLTIKA TPOIOVTO OV EXNPEALOVY Ta
GEPOTOVIVEPYIKE VELPOSIAPIacTiKd GLGTHUATO.

H avantuén evdg duvntikd ametintiko yia ) (o1 cuvdpoOIov cepotovivig Uropet va cuuPet pe v
TOVTOYPOVT YPNOT CEPOTOVIVEPYIKDV PUPUOKEVTIKMV TPOIOVI®OV OmmG ExAekTIK®V AVacTOA WV
Enravarpocinyng g Zepotoviving (SSRIs) kot Avactoréwv Eravoarpocinyng Zepotovivig-
Nopemiveppivng (SNRIs), kot pe @opuaKevtiKd tpoiovto mov ennpedlovy 10 HeTAPOAIGUO TNG
ogpotovivng (cuumeprappavouévev tov Avacstorémv e Movooutvoéelddong [avactoreic [MAO]).
Av106 pmopet vo cvpPel ot TACIGLO TG GUVIGTOUEVTG OCTG.

35



To chvdpouo cepotovivng pmopet vo mepthappdvetl petaforéc otn davonTikny Katdotao (1T.).
diéyepor, yevdaioOnoelg, Koua), astdbeLD TOL CVTOVOLOV VEVPIKOD GUGTHKATOS (T.). ToLKaPdia,
aotodn aptmplokmn mieon, vrepBeppia), VEVPOUVTKEG S1OTAPOYES (T, VIEPAVTIOVAKANGTIKOTNTO,
EAAEYT) GUVTOVIGLOV, aKOUYI), KON YOOTPEVTEPIKA CLUUTTOHOTA (TT.). VoTio, EUETO, SLAPPOLRL).

Y mepinton vroyiag cuVOPOLOL GEPOTOVIVIG, 1 Bepamneia pe To Instanyl Ba npéret va SrokomTETOL.

Yrnepaiynoio

Onwg 1oy0et yuo. GALC OTLOEWDY|, O TEPITTOOT AVETAPKOVS ELEYXOV TOV TOVOL MG UTOKPLOTG GE
ovénuévn 8601 eotvtavodng, Oa mpénel va egetaotel N TBavOTNTA VITEPAAYNGINC TPOKAAOVEVNC 0Td
omogdn. Evoéyeton va evdeikvutal peimon tng 06omg TG @avtavOAng 1 dtakomn g Oepaneiog e
Qoawvtavoin 1 avabedpnon tng Bepaneiog.

Pwikéc xataotdosig

Edv o acBevig epopavilel vrotpomialovto enelcooto enictalng 1 pvikng ovcpopiog evd Aapfavet
Instanyl, npénel va e€etachel eVOALAKTIKT LOPPT XOPNYNONS YO TNV CVTIUETOTIOT TOV ToPOEVGHLKOD
OVovL.

Kowd kpvordynua

O ocvvolikdc Babudc £kBeonc 6T EOIVTOVOAT TOV VTOKEIUEVOV UE KOVO KPVOAGYNUO YOPIG
mponyov eV Bepameia e PVIKO ayYEIOGLGTOATIKO EIVAL GUYKPIGILOG [LE ALTOV TOV VYLDV
vrokeEVOV. I'la TonTdypovn ¥p1oN PIVIKOV ayYELOGLGTAATIKO BA. Tapdypapo 4.5.

Avoyn kot dtotopoyn dtotopayn YPNoNS OTosWdV (Kotdypnon Kot £Gptnon)

Avoyn Kol COUOTIKN KO/ yoyoroyikn e&dptnon Umopovy vo avortuyfovv o€ eravoiapufavopevn
YOPNYNOT OTOEWDYV OTMG 1 PUVTAVOAT.

H enavaioapPavépevn yprion tov Instanyl evdéyeton va odnynoet oe Alatopayr| g Xpnong
Omogwav (OUD). H vynAdtepn 6001 kar 1 peyoloutepn ddpketa Bepomeiog pe omtogdn umopei va
avénoovv tov kivovvo avartuéng OUD. H katdypnon 1 exodota kaxn xpiomn tov Instanyl evoéyetan
va 001 YNoEL 6€ vIepdocoroYia /Kot otov Odvaro. O kivduvog ekdnimong OUD givar ovénuévog yio
0o0eVEIG [1E TPOCOTIKO 1] OIKOYEVELNKO 1GTOPIKO (YOVEIG 1] adEPPLE) SLOTAPAYNG KATAYPTOTG OLGLOV
(mepriapfovopévng Tng dtaTapoyng KOTAyPMoNS OVOTVEDLATOG), TPEXOVTEG YPNOTES TPOIOVI®OV
Kamvol N acOevelg pe TPocmTIK 16TOPIKd GALMVY dlatapaydV Yuytkng vyeiog (mt.y. peilova
KatoOAmTiKn Statapayr], Gyxog Kot SloTapayES TNG TPOSOTIKOTNTOG).

IIpwv amd v évapén g Bepameiag pe to Instanyl kot kotd ) didpketa g Oepameiog, o1 6TdOYOL TNG
Oepameiog kat To oX£010 SlaKOTNG TPETEL VoL GLUPOVOVVTOL pE Tov acBevn (BA. Tapdypagpo 4.2). [1pwv
Kot Kotd T drdpkela g Bepaneiog, o acOeviig mpémet eniong v EVLEPOVETUL GYETIKA LLE TOVG
Kvduvoug kot Tig evoeieig OUD. Xe mepintmon eupaviong avtov tov evogiemv 0o npénel va
GLVIGTATOL 6TOVG AGOEVEIC VO, ETIKOIVOVODVY LE TOV YLOTPO TOVG,.

O1 aoBeveic Ba mpémet va maparorovBovvtat yia evOeiEels GLUTEPLPOPAS avalTNONG VOPKOTIKOY
(.. VEEPPOAIKE TPOWMPQ GLTALOTA GVVTOYOYPAPNONG). ALTO TTEPIAAUPAVEL TOV EAEYYO Y10
TAVTOYPOVT YPTON OTIOEWDV KOl YLYXO0OPASTIKMOV papuakwv (0nwg Beviodialeniveg). o acheveic pe
evdeiéelg kat cvpmtopata OUD, Oa npénet va eEetdleton 1 yprion cupPovievtiKig pe e01k0 o
0éuata eoptnoemv.

ZUUTTAOLOTO GTEPNONG

To copunTOUATO GTEPTONG UTOPEL VO EMLTOYHVOVTOL LLE TN YOPNYNOT OVCIDV LE dPACT OVTAYWOVICTOV
OTOEWMV, TT.Y. VAAOEOVNG 1 AVOAYTTIKOD IIKTHG AYOVIGTIKNG/ VTAYy®VIGTIKNG Opdong (TT.).
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nevtaloxivng, fovtopepovoing, Bovrpevopeivng, vaifoveivng).

2yetllOUEVEC UE TOV DTVO SLOTOPOYEC TNC OVOTTVONC

Ta omoe1d uwopohv Vo TPOKAAEGOVY GYETILOUEVEG LLE TOV DTVO SLOTAPUYES TNG AVATVONC,
ovumeptAapBavoprévng g Kevipiking vvikng anvolag (K'Y A) kot e oyetilopevng pe tov ¥mvo
vro&opiag. H yprion omoedadv avédvel Tov kivouvo yio KY A pe docogEaptmpevo tpomo. Xe
acBeveic mov mapovsialovral pe KYA, e€etdote 10 evoe)OUEVO LEIMONG TNG OAIKNG 0OGNG OTTIOEOMV.

45  Alnlemopaosig pe GALO QUPUOKEVTIKA TPOIOVTA KO GAAEG HOPPES aAAeTiOpaGG

H tavtoypovn ¥pnon QapuaKevTiK®y Tpoidvioy 1oL TeptEyovy 0Eufikd vATPLo Kot QotvTovOANg
avtevdeikvotal (BA. Tapdypapo 4.3).

H ovyyopnynon g eavtaviing Le £vo, GEPOTOVIVEPYIKO TapAyoVTa, OTI®S Evo Exlextikd Avactoléa
Eravarpocinyng g Zepotovivne (SSRI) 1 éva Avactoréa Enavoampocinyng Zepotovivic-
Nopemiveppivng (SNRI) 11 éva Avactoréa tg Movo-Apvo-O&eiddong (avactoréo MAO), umopel va
aLENGEL TOV KivOLVO GUVOPOUOV GEPOTOVIVIG, LLOC KATAGTAOTG SOUVNTIKG omenTikNg Yo tn (o).

To Instanyl dev cuvietdton yio xpiion o€ acbeveic mov xovv AdPet Avactoreic Movo-Apvo-
O&edaomg (MAOI) evtoc 14 nuepav enedn €xet avapepBel coPfapn kor ampdfientn gvioyvon g
dpdong TV OTOEWOV avaAYNTIK®V 0t avactoheic MAO.

H pawvtavoin petaforiletor Kupimg HEc® TOL 1G0EVELUIKOD GLGTHLOTOG TOV OVOPOTIVO
Kutoypouatog P450 3A4 (CYP3A4), emopévag pumopet va, epeavicfodv mbaveg oAANAETIOpAcELG
otav 1o Instanyl yopnyeitol TOVTOYPOVAOC UE PAPUAKEVTIKE, TPOTIOVTE, TTOV EXNPEGLOVV TN dPAGT) TOV
CYP3A4. H cuyyopnynon Le QOPUOKEVTIKA TPOIOVTO TOL EXAYOLV T dpdcT) Tov 3A4 pnopei va
LEI®oEL TNV amoterecpatikotnto Tov Instanyl. H tavtdypovn ypnon tov Instanyl pe 1oyvpote
avactoAeig tov CYP3A4 (m.y. pitovafipn, ketokovaloAn, 1tpakovalOAn, TPOAEaVOOUVKIVT,
KhapBpopvkivn kot vedpwvaBipn) 1 e pérpovg avactoreic tov CYP3A4 (m.y. aunpevafipn,
ampeEMTAVTY), SIATlEn, epuBpopvkivn, pAovkovaloin, pocaumpevafipn Kot Bepamapiin) propet va
€XEl WG OMOTEAEG O, AVENUEVEG GUYKEVIPDGELG PULVTOVOANG GTO TAACU, EVOEXOUEVMG TPOKAADVTOG
GOPopEC aveETIBOUNTEG EVEPYELES TOV PAPUAKOL GLpumepAapBavouévng g Bavatnedpov
OVOTVELGTIKNG KATOGTOANG.

Acbeveic mov Aappdavouv Instanyl tavtoypovmg pe pETplovg 1 1oyvpovg avactoieic tov CYP3A4
TPETEL VA, TAPOKOAOLOOVVTAL TPOGEKTIKG, Y10 TOPATETAUEVT XPOVIKT TEPi0d0. AVENGCT TNG d0GOA0YING
TPENEL VAL YIVETOL [LE TPOGOYY].

Xe POoPUOKOKIVITIKY LEAETN aAANAeTiOpacng Bpédnke OTL 1| HEYIOTN GLYKEVIPMOOT] GTO TAUGIA TNG
PWVIKADG EQoprolopevNS pavTaviing petddnke kot nepimov 50% pe v TowtdYpOVn XpHon
o&upetalorivng, eva o ypovog eniteving TG Cmax (Tmax) StmAacIdoTNKE. AVTO PHTOPEL VAL LELDCEL TNV
amoteleopatikdTnTa TOL Instanyl. Zvvietdton vo, amo@edyeTaL 1) TOVTOYPOVH YPHON PLVIKOV
OTOGVUEOPNTIKAV (PBA. Tapdypopo 5.2).

H tavtoypovn xpron tov Instanyl e dAlo kataoTaltikd TOV KEVIPIKOD VELPIKOD GUGTHLOTOSG
(meprhapfovopévey omoed oV, KATAGTOATIKOV, VIVOTIKOV, YEVIKGOV avolsOntikdv, eatvodeialvay,
NPEUOTIKOV, KOTAGTOATIKOV OVTUSTAUUIVIKOV KOl OIVOTVEDLLOTOC), XOAUPOTIKOV TMV CKEAETIKMV
LU®V Kol YKOUTATEVTIVOEW MV (YKOUTOTEVTIVIG KO TPEYKOAUTOAIVIG), LTOopel Vo TPoKaAESEL
0OpOIOTIKEG KOTAGTAATIKEG EMOPAGELS: VITOAEPIGUOC, VITOTACT], BaOId KATAGTOAY, AVOTVEVOTIKY)
KOTOOTOAY, KOMO 1] 0AvaTog EVOEYETOL VO TAPOVGIAGTOVV. ZVUVETMG, 1 ¥PNOT OTOIOVINTOTE AO AVTA
T POPUAKEVTIKY TTPOiOVTA TaLTOYpova pe Instanyl amortel 101k Ppovtida Kot TapokoAovdNoT TOV
acBegvoug.

H tavtoypovn ypnon omoedadv e KataoTaATIKd pdpuaka, 0nmg Peviodialenives 1| oxetikd
QApUOKa, CLEAVEL TOV KIVOUVO KATUGTOANG, OVOTVEVGTIKNG KATAGTOANG, KOUOTOG Kot BavaTou A0Ym
TPOcOETIKNG KOTOOTAATIKNG dpdong oto KNX. H 866m kot 1 didpkela tng cvyyopriynong Oa mpénet va
etvon mepropiopéveg (PA. mapaypago 4.4).
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H tavtoypovn ypnon omoeddv mov eival ueptkol aymviotég/aviayoviotés (.Y, fovmpevoppivrg,
vaAPoveivng, mevtalokivng) dev cuviotdrtal. ‘Exovv vynin cuyyévela pe Toug vTodoyeig TV
OTOEWOMV LLE GYETIKA YOUNAT EVOOYEVT OPACTIKOTNTO KOl EMOUEVOS OVTOY®VILOVTOL HEPIKADG TNV
OVOAYNTIKY OpAcT] TNG PALVTOVOANG KOl LTOPEL VO ETAYOLV GUUTTOLOTA GTEPNONG O€ aoBEVEIS e
gEdptnon amd omoEdn.

H tavtoypovn ypnon tov Instanyl pe dAha eapuokentikd tpoidvra (ektdc omd v o&vpuetaloiivn)
OV XOPNYOUVTUL UEGM TNG PVOG deV £xel a&l1ohoyN0el 6TIg KAMVIKEG OOKLUES. ZVVIGTATOL VA,
e€etdlovtal eVOALUKTIKEG LOPPES YOPNYNONGS Yo TaLTOYpOVY BEpameio GUVLTAPYOVODV VOGOV TOV
UTOPOVV VO, AVTILETOTOTOOV HECM PLVIKIG XOPNYNOTS.

46 TovipétnTa, KOON KoL yolovyia
Kvnon

Agv vapyovv enapkn dSOUEVA amd TN (PO PAVTAVOANG G€ £yKD0oVS. MeAéteg oe {ma Katédel&av
ovorapoyoyikn toSikdtta (PA. mapdypaeo 5.3). O evdeyduevog Kivouvogs yia tov avOpmmo ivar
ayvootog. To Instanyl dev mpémet va, ypnoiponoteital Katd tn S1GpKELD TG EYKLHOGVVNG EKTOC EGV
glval GOQ®MG amApOiTNTO KOl EPOGOV TA OQEAT] VTEPTEPOVV TOV KIVOUVOV.

‘Emterta amd poakpompdesun aymyn, 1 QouvTavOorn WTopel vo TPoKaAEGEL GTEPNGT GTO VEOYVO.
ZUVIGTATOL VO U1 (PN CIUOTOLEITOL PUIVTOVOAT KOTA TN OEPKELD TOV TOKETOV (TEPAapPavopuévng TG
KOLGOPIKNG TOUNG) EMEWON 1] avTOVOAN SIEPYETOL TOV TAUKOVVTA Kol UTOPEL VOL TPOKOAECEL
OVOTTVELGTIKY KOTOGTOAN 0TO VEOYEVVNTO Hopd (veoyvd). Edv éxel yopnynOei to Instanyl, avtidoto
Yo TO oLl TpémeL va givart euKoAa. d1a0éa1o.

Onioopdg

H @awvtavoin mepva 6to unTpikd yaio Kot EVOEXETOL VO TPOKAAEGEL KOTELVOCUO KOl OVATVEVGTIKY
KaTaoTOA 670 Tondi wov InAdlel. H patvtavoin dev mpémet va YpnoOTOLEITOL OO YOVAIKESG TTOV
OnAdlovv kot o OnAacuog dev mpémel va, Eavapyilel péypt va TepAcOLY TOVAUYIGTOV 5 NUEPES LETA
TNV TEAELTOIO YOPTYNOT POLVTOVOANC.

Tovipémro

Agv vapyovv Sabécipa Sedopéva oToV GVOPOTO GYETIKA LE TN YOVILOTNTA. L€ HEAETEC o€ (Do, M
YOVILOTNTO appEVAV Kot ONAE@V NTav HELWUEVT] G KATAOTOATIKEG dOGELS (PA. Tapdypapo 5.3).

4.7 EmOpacelg 6Ty tKavOTTO 001]YN61)G KOl EPIGHOD U)oV TOY

Agv TpaypoTomoOnKoy HEAETEG GYETIKA LE TIC EMOPAGEIC GTNV TKAVOTNTO 001YNONG KOl XEPIGUOD
unyovnudtov. Qot060, T0 OTIOELDN AVOAYNTIKE Eival YV®GTO OTL LEIMVOLV TN VONTIKN KA/
COUOTIKN 1KAVOTNTO TOV OoLTeELTAL Yl 00N ynom 1 xepiopd unyovnudtov. [pémel va yivel cbotaon
o1oV¢ acbeveic mov akoAovBovv aywyn ue To Instanyl va unv odnyovv § vo un xpnoiorotony
unyeviuoto. To Instanyl propel va mpokoréoet vavniia, LA, omtikég droTapoyéc | GAAES
AvemBOUNTEG EVEPYELEG TTOV UITOPEL VAL EMNPEACOVY TNV IKAVOTNTE TOVG Vo, 001YoLV 1] va yelpilovtot
U oV LLOTOL.

4.8 AvemOopnteg evépyereg

20VoYT TOL TPOPIA OGQAAELOC

Tomiéc avemBounteg evépyeleg omoedaV TpENeL va, avapévovtol pe to Instanyl. Zoyvd, ot
ePLocOTEPEG OO 0VTEG O oTapaTicoVY 1 Oa PEIBODV og £viaoT LE T GLVEYN XPTOT TOV
QOPUOKEVTIKOD TTPOTOVTOC. Ot 1o coPapés avemBOUNTEG EVEPYEIEC EIVOAL AVOTVEVGTIKY] KOTAGTOAN
(mov pmopei va 0dNYNOEL GE AIVOLN 1] AVOTVEVCTIKY] OVOKOTT ), KUKAOPOPIKT KOTOGTOAN], DVIOTACT Kol

38



katamAn&io Kot 0ol o1 acBeveic mpémel va, mopakoAovBovvToL GTEVA Yo OVTEG TIG AVETBOUNTEG
gvépyelec.

Ot avemBountec evépyeieg Tov BempovvTaL TOLAGYIGTOV TOUVDG GYETILOUEVEG LIE TNV AY®YN OTIC
KAMIKEC dokipéc Tov Instanyl weptiopupdvoviol 6Tov TapaKaTo mTivoKa.

Kazdloyoc ovemfountwv evepysimv vtd Lopen wivoko

Ot akdAovBec KaTNYOPies YPNOUOTOLOVVTOL Y10 TNV KATATOEN TOV AVETIOOUNTOV EVEPYEIDV MG TPOG
TN GUYVOTNTO EUPAVIONG: TOAD cuyVES (= 1/10), cuyvéc (= 1/100 éwg < 1/10), oy cvuyvéc (= 1/1.000
¢w¢ < 1/100), omdvieg (> 1/10.000 £wg < 1/1.000) kot moAv omavieg (< 1/10.000), un yvootég (dev
umopovv va, ektiunovv pe fdomn to dtbécio dedopéva).

Evtoc ka0 katnyopiog cuxvotnTog EUEAvVIonS, ot avemBOUNTES EVEPYELEC TOPOVCIALOVTaL KOTH
eBivovca celpd cofapdTnrTag.

O eénc avemBounreg evépyeieg Exovv avapepOet pe to Instanyl /kat GAAEC EVOGELG TTOL TTEPLEYOLY
QOVTOVOAT KOTA TN SIIPKELD KAIVIKOV ULEAETMV KOl OO TNV EUTEIPIN LETA TNV KuKAOoPOpiaL:

Katmnyopio/opyaviko Yoyvég Oy ovyvég Mn yvooeTéc

cVGTIO

Awotapayéc Tov AVOQUAOKTIKY

OVOGOTOLNTIKOU GLUGTHLATOG katomAnéio,
OVOQPUAOKTIKN
avtidpaon,
vrepevaicncio

Poyrotpikég staTapayss Avmvia YevdaicOnon,
TOPOAT PN,
(PUPLOKEVTIKN
e&apon (eBopog),
KaTdypMOoN
PUPUOKOV

AwoTapay£c Tov VELPLKOD Yrvniia, (AN, | Kotaotoln, pooxiovog, | Xmacuol, andAsio

GUGTNUOTOC KEQOAQAYiOL mapoctnoia, oLVEIdNoNg

dvooiohncia, ducysvoio

Awtapayéc Tov ®tog kot tov | TAryyog N6Gog amd HETOKIVIGELS

AaBopivhov

Koapdiokég oratapayég Ymotoon

Ayyelokég dlaTopayss "E&aym

Awotapoayéc Tov Epebiopog tov AvamvevoTikn Aldtpnon pvikoo

OVOTTVELGTIKOD GUGTNUATOG, Aopot KOTOOTOAY, emiotaln, dtappdypotoc,

oL BdpOKO KoL TOV £€\Kog pvoc, pvoppola dvomvola

uecobwpdkiov

Awotapayéc Tov Nowrtia, égetog | AvoKoOIMOTNTA, Aldppora

YOGTPEVTEPIKOD otopatitida, Enpoctopia

Awtapayéc Tov 6éppatoc kot | Yrepiopooio [Tovog tov dépuarog,

TOV VTTOJOPLOV 15TOV KVNGUOG

Ieviéc dratapayéc kot TTvpegia Koénwon, aicOnua

KATOOTAGELS TNG 0000 KaKOLYiaG,

xopfynong TEPLPEPIKO OidNHaL,
GUVOPOLLO
oTépnong*,
oLVOPOLO GTEPNOTG
TOV VEOYVAV, AVOYN
07O PEPLOKO

Kokdoeig, dnAnmmpidoeig kot [Ttdon

EMMAOKEG OEPUTELTIKDY

YEPIOUDV
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*€yovv TapaTPNOEl COLLUMTOUATA GTEPTONG OTLOEWODV LE TNV SUPAEVVOYSVIO QOIVTOVOAT, OTTWG
vauTtia, EUETOC, dLappota, Ayyog, piyn, TPOLOG Kol EPIdpwON

Tleprypoen TV EMALYUEVOV AVETIOOUNTOV EVEPYEIDV

Avoyn
X mepinton enavorappavopevng ypnong puropet va avomtoydei avoyn.

E&dptnon omo to papuaio

H gravolopfovopevn yprion tov Instanyl umopei va 0dnynoet og e&dptmon omd to QapuoKo, aKoun
ka1 o€ Bepoamevtikéc dooels. O kivovvog e&dptnong amd 10 PAPUAKO UTOPEl VO TOIKIAAEL aviloya pe
TOLG TaPAyoVTEG KIvOHVOL, TN docoAoyia Kot T dtdpKela TG Bepameiog e OMOELDN TOL EKAGTOTE
acBevoug (BA. Tapdypago 4.4).

Ava@opd ThovoroyoOLUEVAOV aVETIOVUNTOV EVEPYEIDV

H avagopd mbavoroyodueveoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPTYNoN GOE0g KLKAOPOPToG
TOL QPOPUAKEVTIKOD TPoidvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QPOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTTOIEGONTOTE THUVOALOYOVEVEG OVETIOOUNTEG EVEPYEIEG LEG® TOV £BVIKOD GUOTNUATOG
ovaeopds mov avaypdestor oto Hopdptmua V.

49 Ymnepodocolroyia

ZOUTTOUOTO

Ta onueio Kot T0 GUUATOUATO VTEPOOCOAOYING TNG POVTAUVOANG OVAEVETOL VO EIVOL ETEKTACT] TOV
(QOPUAKOAOYIKQOV TNG dpAce®V, .. AN0apPYOs, KOUA Kol GOPapT| OVOTVELGTIKT KOTAGTOAN. AAla
onueio propet va etvar vroBeppia, pel@pPEVOS HOTKOC TOVOC, Ppadvkapdia kot voTaot. Xnueio
to&dtnTag eivor Babid Kataotodn, atatio, Lo, OTAGHOL KOl AVOTVEVCTIKT] KATAGTOAT TOV Eivol TO
KOPL0 COUTTOUA. Mg VIEPdOGOLOYIL PaVTAVOANG Exel emiong TapatnpnOel To&ikn
Aevkoeykeparomdela.

e TEPIMTMOT LLEPSOGOLOYING PAVTAVVANG £xovv Tapatnpn el mepmtdoelg avorvong Cheyne-Stokes,
Wwitepa o€ 060EVELS e 16TOPIKO KOPOOKNG AVETAPKELOC.

Avtyletomion

T TV aVTIHETOTION TG OVOTTVEVOTIKNG KATAGTOANG TPEMEL VO epaprolovtal dpesa avTipeTpa,
GUUTEPTAAUPOVOUEVIC TG COUOTIKNG 1) AEKTIKNG d1€YEpoNg Tov acBevoic. AvTég ot evépyeleg umopel
va akoAovBovvTal amd TN YOP1YNOT EVOG EO1KOD GVTAY®MVIGTH OTOEWOV Ow¢ voloEdvng. H
OVOTTVEVGTIKT KATOGTOAN LETA 0d VTEPOOGOAOYIN UTOPEL VO SLOPKEGEL TEPIOTOTEPO YPOVO OO OGO
dwopkei n dpdion Tov avtaywviot omlogd®v. O ypdvog nuicelag {mNg TOV aVTAY®VIGTH WITOPEL Vo
glvar Bpayds, emopévmg Umopel va eival amopaitntn exavorapBovopevn xopnynon 1 cuveyng Eyxvon.
AvooTpOoQT| TNG VOPKMTIKNG Opdong umopel va £xel o¢ amotéleoua ofeio Evapén Tovou Kot
ameAEVOEPOOT KOTEYOAUUIVDY.

Edv n kAvuc katdotaon 1o dikotoroyel, Tpénet va eEac@aiiodel kot va dtotnpndei avoiktog
aePaY®YOS, TOAVAOC UE GTOUATOPAPVYYIKO 0EPUYWDYO ) EVOOTPUYEINKO COANVA KoL TPETEL VAL,
yopnynBet o&uyodvo Kot 1 avamvon| vo vrroPondndei v va eheyyBel, katarindog. [Ipénet va dotnpnOei
EMOPKNG OEPLOKPAGIO TOL COUOTOS KoL AW VYPDV.

Edv mapovcioctel cofapn N emxipévovca voTacT, TPEREL Vo, eEETCOEL TO EVOEYOUEVO VTTOOYKALIING
K01 1) KOTAGTACT TPEMEL VOL AVTIHETOMGOEL e KATAAANAT TOPEVTEPIKT| YOPNYNON LYPDV.
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5. DOAPMAKOAOTI'IKEZ IAIOTHTEX
51 ®@appoxodvvopikEs 1010TNTES
Doapuakobepamevtikn kotnyopio: Avaiyntikd omioedn, Kodikodg ATC: NO2ABO3

Mnyoviopdc dpdong

H @awvtavoln elvar éva omogldég avaiynTiko mov OAANAETIOPE KUPI®G LE TO P-VTOS0YEN TOV
OTOEWMV MG KOOUPAS OYOVIGTNG UE YOUNAT GUYYEVELD LLE TOVG 8- KOl K-UTT0d0YElS TV omogdmv. H
KOpla Bepamevticn dpdon eivor n avadynocia. Ot 6guTepeloOVTEG PUPLOKOLOYIKEG EVEPYEIEG ETVOL
OVOTTVEVGTIKT KATAGTOAY, Bpadvkapdia, vrobepuia, Suokothidtnto, pHon, copotiki eEdptnon kot
gueopia.

KAwikn o0c@dAelo Kol 0moTeEAECLATIKOTNTO,

H amoteleopatikdmta Ko acpdreia tov Instanyl (50, 100 ko 200 pikpoypappapiov) Exovv

eKTIUN Ol o€ 00O TVYALOTOINUEVES, OUTAG-TVPAEC, SLOGTAVPOVUEVES, EAEYYOUEVES LLE EIKOVIKO OAPLLOKO
TAOTIKEG pedéteg og 279 eviikeg KapKivomaDelc e avoyn ota omogdn (nikiag 32-86 etwv) pe
napo&uopiko movo. Ot acbeveig iyav Eva péco 0po 1 Emg 4 enelcodimv Ty NUEPA v vofdAloviay
0€ ay®yn cvvINpNoNG e omoedn. Ot acbeveic otn dedTEPN TAOTIKT LEAETY EIYOV TPONYOLUEVOG
GUULETACYEL OTI POPUAKOKIVITIKT LeEAETN Tov Instanyl 1] otV TpdTN TAOTIKT HEAETT).

O KAMvIKEG PEAETEG KATEDEIEOV TNV ATOTEAEGLATIKOTNTO KOl acPdAelo Tov Instanyl. Agv €yel
kafopiobei capng ovoyétion uetad e S06TG GUVINPNONG LE OTLOELDT Kol TV 00cewV Instanyl,
®oTOG0 oTr 0gVTEPT TIAOTIKT LEAETN acBeveic Tov AduPavay yapnAn 061 GUVTHPNONG UE OTLOELON
£TEVAV VO, EMTVYYAVOLV OTOTEAEGIOTIKT] OLVOKOVPIOT) OTO TOV TTOVO UE YOUNAOTEPT] TEPIEKTIKOTNTOL
Instanyl oe cOyKkpion pe acbeveig mov Adupavay vymAotepa eninedo dOONG GLVTNPNOTNG LE OTLOELON.
Avt 1 mapatipnon frav meplocdTepo Eviovn o€ acbeveig mov AauPavoy Instanyl

50 pwikpoypappapiov.

2116 KMVIKEG LeAéTes og Kapkvomabeic, ol mo ouyvd ypnotponobeices nepiektikotnteg nrov 100
kot 200 pkpoypappdpra. Qotd6c0, ot acbeveic Tpémetl va TitAomolovvtal 6t PéATIo doon Instanyl
Y0l TNV OVTLUETOTION TOL TapoEVopkoD Tovoy o Kapkivo (PA. mapdypagpo 4.2).

Kot ot tpeig meprextikdtteg tov Instanyl kotédei&av otoatiotikd onpavtiky (p < 0,001) vynAotepn
dtopopa Evtaong movov ota 10 Aemtd (PID1o) o€ 60yKpion Ue To eikovikd edpuako. Emmiéov 1o
Instanyl vepeiye oNUAVTIKA EVOVTL TOV EIKOVIKOD QUPUAKOV GTNV AVOKOV(IGT) 0O TOV TOPOELGUIKO
novo ota 10, 20, 40 kot 60 Aemtd petd ™ yopnynon. Ta amoteAécpota TG GUVOMKNG SLAPOPAG
évtoong movov ota 60 Aemtd (SPIDo.¢o) £d€1&av 0T OAeC 01 TEPLEKTIKOTNTEC TOL Instanyl giyav
onuovTIKa vynAotepa amoteréopata pEcov SPIDg.s o€ cUYKpIon Le To gikovikd eappako (p < 0,001)
OTOJEIKVVOVTOG KOAVTEPT OVOKOVPIOT] 0td ToV TOVO pe To Instanyl og GUyKplon pe TO EKOVIKO
@apuoKo Katd tn dtapkelo 60 AenTMOV.

H aocopddeia kor 1 arotelecpaticotnta tov Instanyl Eyovv a&loroynBel og acbeveic mov Aapupdvovv to
QUPUAKEVTIKO TTPOTOV otnV évapén encicodiov mapolucoukon tovov. To Instanyl dev Tpémetl va
YPNOUOTOIEITOL TPOANTTIKGL.

H i epmepia pe Instanyl oe aceveig g vdpyovoa oywyn He OTOEWDN 1IGOGVVAUT LE
> 500 mg/muépa popeivng 1 pe > 200 pukpoypoppudplo/dpa S1odep KNG QavTovOANg ival
TEPLOPICUEVT).

To Instanyl o€ 66c¢€1g dvo tav 400 pikpoypappapiov dev €xet a&loroyndel oe KAVIKEG OOKLUES.
Ta om10€101] EVIEXETAL VO, ETNPEAGOLY TOV AEOVA VTTOBAAGLOV-VTOPLONG-EMVEPPLOIV 1) TOV GEoval
VoBaAapov-VTOPLONG-YOVAdWV. OpLoUEves HETOPOAES TOV PUITOopovV Va Tapatnpniody

nepthappavouy abénomn tng TPoAAKTIVIIG GTOV 0pd KOl LELMGELS TNG KOPTILOANG KOl TG TEGTOGTEPOVIG
070 TAAGHO. ATO 0VTEG TIC OPUOVIKEG HeTafoAég pumopel va ekdnimBovy Khvikd onueio Kot
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GUUTTOLLOTO.

52  ®appoxoxivnTikEg 1016TNTES

Amoppdonon

H pawvtavoin sivon e&opeticd Amoeiin. H @avtaviin mTapovuctdlel popuokokivTikd
YOPAKTNPIOTIKE TPIOUEPICUATIKOD LOVTEAOV KOTAVOUNG. Xtotyeia omd {da delyvouy OTL LeTd TNV
omopPOPN G|, 1 POVTAVOAN OLOVELETOL TAYXEMG GTOV EYKEPOAAO, GTNV KOPOLH, GTOVE TVEDLOVEG, GTOVG
VEQPPOVC KOl 6TO GTAVA akoAovBovLEVT] 0t PpadhTepT ovaKaTavou o€ Hoeg kol Aimog. H civdeon
NG PALVTOVOANG LE TIC TPpMTEIVES TAdouatog ivat mepimov 80%. H amdivtn frodabecyotnto Tov
Instanyl givai katd tpocéyyion 89%.

Khlvucd otoyyeia Seiyvouv 6TL 1 QOIVTOVOAT OTOppOPATOL TOAD YPYOPO LEG® TOV PLVIKOD
BAevvoyovov. Xoprynomn tov Instanyl og epamaé d6oe1g Kopavopeveg and 50 Emg

200 wikpoypappdapto eovtavoAng avd 60om o€ Kopkvomadeic e avoyn oto. 0moeld] 00 Yel ToEMG
o€ eninedo Cmax 06 0,35 ém¢ 1,2 ng/ml. O avtictoryog uécog Tmax lvar 12-15 Aentd. Qotoco,
VYNAOTEPEG TYWEG Y10 TOV Trmax TapaTnpONKaY 08 HEAETN OVAAOYIKOTNTAG dOOMG GE VY1ElG eBghovTEC.

Koatavoun

Metd amd evOoPAEPLO YOPIYNOT PULVTOVOANG O apyLKOG YpOVOog Niicelag (oNg TG KATavoung ival
mEPImOL 6 Aemtd Ko TapOpoLog ¥pdvoc nuicetag {ong Tapoatnpeiton LETA TN PVIKN YOPNYNON TOL
Instanyl. O ypovog nuicelog {ong g amoudikpovveng eivar tepimov 3-4 mpeg yia 1o Instanyl oe
KapKivonadeic.

Buougtooynuatiopde

H pawvtavodn petafoiriletor kupimg oto Nrap péow tov CYP3A4. O koprog petaforitng, n
VOPQOVTAVOAT, ivatl avevepyog.

AmofoAn

Iepimov t0 75% g patvtaviing anekkpivetal ota ovpa, Kupimg ®¢ avevepyol petafolritec, pe
Ayotepo amo to 10% avtig og apetdpAnt dpactikn ovoia. Ilepimov 10 9% tng 660ong avakTdton 6Ta
KOTPava Kupimg w¢ LeTaPoAlTes.

Tpoppodtnta

To Instanyl emdeikviet ypoppkn kvntikn. Ipappikdmra te d6onc and 50 pukpoypappdpio £0g
400 ppoypappdpra Instanyl éxet amoderybei oe vy vrokeipeva.

Melétn aAANAETIOPAIOTG PAPUAKOV-QOPLAKOD TPOYHOTOTOONKE e PIVIKO OYYELOGVGTOATIKO
(o&vpetaloAivn). Ymoxeipeva pe oddepykn pvitidoa EAafav pvikd exvépopa ofvpetaloAivng pio
opa Tpwv ™ My Instanyl. Zvykpicun prodiabecyuotnto (AUC) @ovtavoAng enttedynke Kot pe
o&vpetalorivn kot yopic o&opetaloriv, evd 1 Crax TNG QAVTAVOANG LEIDOONKE Kol O Tiax 00ENONKE
He cuvtedeotn) dVo OTo YopnyNOnke n o&vpetaloAiv. O cuvolikdg Pabudg EkBeonc 6T PALVTOVOAN
TOV VTOKEWEVOV LLE OAAEPYIKT pviTida ywpig Tponyovuevn Bepameio pe pvikd oy YELOGVOTAATIKO
glval GLYKPIGIHOG UE AVTOV TV VYLDV VITOKEEVAOVY. Tavtdypovn xpnor PIvIKoD ayyEI0GVGTUATIKOD
npénel va, amopevyetat (PA. mapdypapo 4.5).

Bioicodvvapia

Doppokokivntikny peAétn £xet ogi&et 6TL 10 pvikod ekvépoua Instanyl piog 66omGg KoL T0 PVIKod
gkvépmpo Instanyl molamidv ddcewv gival Bloicodvvaypia.

5.3 IIpoxivika dgdopéva Yo TNV a6@drela

Ta pn KAvikd dedopéva dev amokaAVTTOLY 1010iTePO Kivovvo yio Tov dvBpwmo pe Baon Tig
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SLUPATIKEG LEAETEG POPUAKOAOYIKNG ACPAAELNS, TOEIKOTNTOS EMUVOAAUPAVOLEV®Y dOGEMV,
YOVOTOEIKOTNTOG KOl KAPKIVOYEVEST|G.

e pio LeAETN YOVIHOTNTOG KO TPOIUNG EUPPLIKNG avaTTLENG G apovpaiovg, ETidpacT HECH
appévov mapotnpninke og vynAég dooelc (300 pikpoypappdpio/kgMmuépa, vTodoping) Kot givar
GOUQ®VT LE TIG KATAGTOATIKEG EMOPACELS TNG PAUVTOVOANG o€ peAéteg oe (dho. EmmAéov, peiéteg o
ONAvkovg apoVPaiovs ATOKAAVYAY LUELWUEVT] YOVILOTNTO Kot avENUEVN euppuikn Bvnodtra. [To
TPOCPOTEC PEAETEG E0E1EQV OTL 01 EMOPACELS 6TO EUPPLO 0QeilovTay 6g TOEIKOTNTO amd T UNTEPQ
KoL Oyl 6€ GPECES EMOPAGELS TMV OVGLDY GTO AVUTTUGGOUEVO EUPPVo. Xg HeAETN TPO- Kot
LETAYEVVITIKNG 0vATTUENG TO TO0000TO EMPIOONG TV ATOYOV®V NTAV CTLOVTIKY LEIOUEVO GE OOGELG
7oV pelovay EAAPPE TO0 COUATIKO BAPOC TNG UNTEPOS. AvTn N enidpacn Uropel va opeiletol gite o€
UETAPOAN TNG UNTPIKNG QPOVTIONS gite o€ Gueon EMIOPAOT TNEC POVTAVOANG 6T veoyEvvnTa {da. Agv
TopaTNPNONKAY EMOPACELS OTI CMUATIKY OVATTLEN KOl TN CUUTEPIPOPA TV ATOYOV®V. Agv £xovv
amodelyfel tepatoyoveg emOPACELS.

Meléteg Tomikng avoyng pe Instanyl og yoipidia £0e1&av 6L 1 xoprynon tov Instanyl frav kKodd
OVEKTN.

Meléteg kaprvoyéveong (26 efdouddwny depuatikdc eVOALoKTIKOC Plo-tpocdiopiopog oe Tg. AC
S10yovVId10KOVG TOVTIKOVG, 2 ETMV HEAETT) KAPKIVOYEVEST|G LTOOOPIO 1GTOV GE OPOVPOIOVGS) UE TN
QOVTOVOAT 08V OTOKAALYOAY ELPIUATA EVOEIKTIKA 0YKOYOVoL duvatdtrag. H a&loddynon
SLOPOVELDY TOV EYKEPGAOD amd TN UEAETT) KOPKIVOYEVEGTC GE OPOVPAIOVG ATTOKAADYE EYKEPUAIKES
BAdPeg oe {da ota omoia yopnynOnKay vynAEg dOGEIS KITPIKNG GovTOvOANG. H onpacia avtdv tov
EVPNUATOV YOl TOVG AvOpdTOLG givar dyvmorr).

6. DOAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Katahoyog exdoymv

Natpro poceopikd d166E1vo dwdpkd

AwaTplo @mcPoptKod ddpPKo

"Yéomp kekabapuévo

6.2 AovppototnTeg

Agv gpapudletat.

6.3 Awdpkera Long

2 ypévio

6.4 Iowitepeg TPOPLAGEELS KOTA TV QUAAEN TOV TPOTOVTOS

dvidcoete oe Beppokpacio pkpotepn tov 30 °C.

Mnv katoyoyeTe.

DvrdcceTe TN PLEAN o€ 0pOla BEom).

6.5 ®@von Kol GLETUTIKA TOVL TEPLEKTI)

ITepéxtng pvikob ekvePdpoTog amd moAlvmpomvAévio (PP) amotelodpevog amd yodivn eladn (kagé

volog Tomov 1) pe doouetpikn avtiic. O TEPLEKTNG TOL PIVIKOD EKVEPDOUATOG EYEL NAEKTPOVIKT
006vn, HeTpnTN dOCEWV, EVOMUATOUEVO UNYOVIGUO KAEWOMUATOG KOl T AGOUAELNS Y10l TOILAL.

43



AwotiBeTon 6TIC TOPOKAT® GVOKEVAGIES:

Instanyl 50 pwikpoypoupdpio/ddon pwvikd ekvépoua, didivua, DoseGuard

3,2 ml mov wepiéyouvv 1,60 mg povtavoing swacpaiiloviag tnv amedevfépwon 20 d0cemv TV
50 pikpoypappopiov

4,3 ml mov mepiéyovv 2,15 mg poavtavoAng dtucearilovtag v aneievfépwon 40 d6cewv TV
50 pikpoypappopiov

5,3 ml wov mepi€yovv 2,65 mg eavTavoing dacporilovtag v aneievdépmon 40 dd6cemv TV
50 pikpoypappopiov

Instanyl 100 pukpoypappdpla/ddom pvikd ekvépmua, didivuo, DoseGuard

3,2 ml mov mepiéyovv 3,20 mg povtavOing stacearilovtag v ameAevfépwon 20 d6cemV TV
100 pikpoypappopiov

4,3 ml wov mepi€yovv 4,30 mg pavtavoing dtuceorilovtag tnv aneievdépmon 40 d6cewv TV
100 pikpoypappopiov

5,3 ml mwov mepi€yovv 5,30 mg @atvTavoing dacporilovtag v aneievdépmon 40 dd6cemv TV
100 pikpoypappopiov

Instanyl 200 pikpoypaupdpio/ddon pwvikd ekvépoua, diddvpe, DoseGuard

3,2 ml mov wepiEyovv 6,40 mg QovTavOANg dtacpaiilovtag v amedevfépwon 20 d0cemV TV
200 wkpoypappapicov

4,3 ml mov mepiéyovv 8,60 mg eoavtavoAng dtucearilovtag Ty aneievfépwon 40 d6cewv TV
200 wkpoypappapicov

5,3 ml mov mepigyovv 10,60 mg pavtavoing dtucporiovtag v aneievdépmon 40 d6cew@v TV
200 wikpoypappapiov

Mmropei va unv KoKAOQPOpOUV OLEG 0L GLOKEVAGIES.
6.6 Idwitepeg TpouLAEELS amdppLYNG

Adyo ¢ mBavig KaKNG ¥PNONG TNG POVTAVOANG Kot TNG TOOVIG TocOTNTAG SIOAVIOTOS TOV
OTTOUEVEL, TO, YPTCLLOTOUNEVO, KOL 0 PT|CLLOTOINTO, PIVIKA EKVEPDUOTO, SLUADLOTO TPETEL VAL
EMGTPEPOVTOL GUCGTNUATIKG KOl VO, ATOoPPITTOVTOL KOTOAANA®MC GOUPOVE, LE TIG KOTH TOTOVS
1OYVOVGEG GYETIKEG OLOTAEELG 1) VO EMIGTPEPOVTAL GTO POPLOKELD.

O TEPLEKTNG PIVIKOD EKVEPDUATOG TEPIEXEL UTarTapies. O umotapieg dev umopodv va
avtikotootafovy.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Istituto Gentili S.r.l.

Via San Giuseppe Cottolengo 15

20143 Milano

ItaAio

8. APIOMOZ(OI) AAEIAX KYKAO®OPIAX

Instanyl 50 pwpoypapdpla/ddon pvikd ekvéQmpo, AV Lo,
EU/1/09/531/023-025

Instanyl 100 pwikpoypauudpio/d6on pwvikd ekvépmuo, dtdAvLLo.
EU/1/09/531/027-029

Instanyl 200 wkpoypauudpia/d6cn pwvikd eKVEQMLLOL, SLAAVLLO,
EU/1/09/531/031-033
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9. HMEPOMHNIA MPQTHX ET'KPIZHX / ANANEQXHX THX AAEIAX
Hpepounvia mpdtng £ykpiong: 20 loviiov 2009
Huepounvia tedevtaiag avavémong: 01 Ioviiov 2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPoeopieg Yio 10 TapdV POPUAKEVTIKO TPOioV givar d1BEGIEG GTOV SIKTLAKO TOTO
tov Evponaikod Opyoviouov Gapudkov http://www.ema.europa.eu/.
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ITAPAPTHMA 11

IHAPAXKEYAXTEX YIIEY®OYNOI I'TA THN
AITIOAEEMEYZXZH TQN HAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATTIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTEX YIIEY®OYNOI I'TA THN AIIOAEXMEYXH TQN ITAPTIAQN

Ovouoa kot 61e06vven Tov ToPUCKELAOTH TOL £ival LITEVHVVOC Yo TNV ATOOEGUEVCT] TV TOPTIOWY

Curida AS
Solb&rvegen 5
NO-2409 Elverum

Noppnyia

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeuTikd TPOIOV Yo TO OO0 AMOLTEITAL EIO1KT] KOl TEPLOPIGUEVT 10TPIKT cuvTayT] (PA.
napdptnpa I: TlepiAnyn tov Xapakmmpiotikov tov [poidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Ex0éoe1g meprodkig mapakorovdnong g acpaieiag (PSURS)

Ot anoutnoetg yuo tnv vroPoin twv PSURS ywo to ev Aoym gappokevtikd mpoidv opilovion
OTOV KaTAAOYO e TIC Nuepounvieg avapopds s Evemong (katdroyog EURD) mov mopatifeton
oV Tapdypapo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot k&b emakoiovdng
EMKALPOTOINONG OTMG OMUOGIEVETAL GTIV EVPMOTAIKY] SIKTVOKT] TOAT| Y10. TO PAPLLOKAL.

A.  OPOI 'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH
XPHIH TOY ®APMAKEYTIKOY ITPOIONTOX

o Yyéo10 owayeipiong kivovvou (XAK)

O Kdroyog Adetag Kvkhogpopiag (KAK) Ba die&aydyet Tig amottodpeveg SpactnplotnTes Kot
TAPEUPAGELS PUPUOKOETAYPVOTVIIONG OGS Tapovotdovtal 6to cupeovniéy XAK mov
mapovctdletar otnv evotnta 1.8.2 g doelog KukAopopiog Kol 0molecdNTOTE ETAKOAOVOES
gykekpiuévec avabempnoeig tov TAK.

‘Eva emxaporomnpévo XAK Oa npémel va katotedei:

. Metd and aitnpoe tov Evponaikod opyavicpov Oappdkoy,

. Omnotednmote Tpomomoteital To cOGTNHA dlayeipLoNG KIvoHVo, E01KE MG ATOTEAEGLO ANYNG
VE®V TANPOPOPIDOV TOV UTOPOVV VO ETLPEPOVY CTUAVTIKT GAAXYT) GTN GYECT] 0QEAOVG-KIVOHVOL
N OG OTOTEAEG LA TNG EMITEVENG EVOG GNUAVTIKOD OPOCTILLOL (PAPULOKOETOYPVTVIOT| 1)
glaytotomoinon Kivdvvov).

o EmnpéoOeta pnétpa eLayiotomoinong Kivovvov

IIpwv v xvKho@opia TOL TPOTOVTOC GE TEPLEKTT TOALUTAMY 0OGEMV KOl TOV TPOIOVTOC GE TEPLEKTN
piag 06onc og kibe Kpdrog pédog, o (KAK) mpémel va cup@vicel TO TEAKO EKTAUOEVLTIKO DAMKO LE
v Apuddio EBvikn Apyn.

O Kdroyog Adeiag Kvkhogopiag mpémet va diacparicet 0Tl, & GAOVG TOVS L0TPOVGS, PAPHOKOTOIO0S

Kol aofevelg Tov avapéveTal Vo cuvTayoypapobVv/dlabétovv/ypnoiponotovy to Instanyl mwapéyeton
EKTTALOEVTIKO VAIKO 71OV apopd TV 0pb1| Kot ao@oAn} ¥pMoT TOL TPOTOVTOC.
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To exkmadevTikd VAKS Yo tove aofeveic Oa mepl€ysl To TopaKiT®:

. To @OALO 0ONYLDV ¥PONG
. "Evav 0dny06 1o tov acBeviy/Tov @povTiot)
. ITAnpogopieg evioyvpuévng ynelokng tpocPacng

Odonyo¢ v tov ocfevn/Tov povTioTh

o To Instanyl npémet va. ypnopomoteitat, Lovo edv ot aoBeveic/epoviiotég Exovy AdPetl TIc
OTOPOITNTEG TANPOPOPIES AVAPOPIKA LIE T XPNOT TNG CVOKEVNG KOl TIC TPOPLAGEELS
0CQAAELNG.

. E&fynon g £véeidng.

. E&Rynon tov mapoucukod tdévov, Tng avTiAnyng Tov Tévov and Tov acevn kot g Bepoameiog
TOV.

*  E&hynon g xpnong ektog g mpoPremopevng, Tng Kakng xpfiong, Thg Katdypnong, Tov
QP UAKEVTIKOD AdBovc, TG vVIepdocoroyiag, Tov Bavatov kot Tov g0icpoD.

o Opiopdg Tov aobevi| o€ kivouvo vITeEPdOGOLOYING, KATAYPNONG, KAKNG XPoNGS, €£ApTNONG Kot
£010100, TPOKEWEVOL VO, EVIUEP®OODY 01 GUVTUYOYPAPOVVTEG/ PUPIAKOTOLOL.
o Na un ypnoiponotovy o Instanyl yio v avtipetdmion omolovdfimote GAAOL Bpoyvypoviov

OVOL 1| GAANG KOTAGTAONS TOVOL 1)/KAL Y1 TNV OVIHETMONTIOT TEPICCOTEPOV TMV 4 ENELG0dIV
TOPOELCUIKOV KopKIviKoD Tévov v npépa (evotnta 3 tov GOX).

. Ta okgvaoupota dev LTOPOVY VO XPTCULOTOOVVTAL TO £V OVTL TOL GAAOL.

. Avaykn vo amevBivovtol GTOVG GLVTOYOYPAPOVVTES/ POPLAKOTOLOVG Yo TUXOV TOPIEC.

[Tog vo ypnopomoteite to Instanyl

. Odnyieg yio T ¥pNOM TNG GLGKEVTG TOV PIVIKOD EKVEQPMULATOC,

. Odnyieg yio 10 dvorypo Kot 1o KAEIGIO TOV KOVTLOD aGPAAEING Yio ToudLd (Y10 TO PLVIKO
EKVEQMUO TOAAATADY 0OGEMV), TOL TOUATOG AGPAAEING Y10 OO (Y100 TO PVIKO EKVEQMLQL
moALoTAGV d0cemv DoseGuard) 1 g koywéANg (Yio to pvikd exvépopo piog 066ng).

. Mo 10 pvikd exvEéPOLO TOAAOTADY SOCEMV KAl TO PIVIKO EKVEQPMUN TOAAUTADY OCEDV
DoseGuard: mAnpogopieg yia tov Tpdmo PETPNONG TOV OOGEMV.
. Mo 10 pvikd exvéPoLo TOAAUTADGY SOGEDV 1] TO PVIKO EKVEPMOUN TOAAUTADY 0OGEWDY

DoseGuard: 6Aeg ot apnoUOTOINTES GLGKEVEG 1] 01 ADELOL TEPLEKTES TPETEL VAL EMGTPEPOVTOL
GUGTNUATIKG COUPMVA LE TIG KOTA TOTOVG 15YD0VOEG OYETIKEG OLATAEELC.

o [0 10 pviKo ekvEQ@pO piog SOOTG OAES O1 AYPNCULOTOINTEG GUCKEVEG 1) O AOELOL TEPLEKTES
TMPEMEL VAL EMOTPEPOVTOL GUCTNHOTIKE COUPOVO LLE TIG KOTA TOTOVE 10X VOVGES GYETUCES
dwatdéetc.

YvpPoviég mepi Tov TAOS va pickovton Yynelakég TANPopopies Kot eKTondenTikd Bivieo.

To gkmondevtikd YAMKO Y10, TovE 10Tpove Do TePIEYEL TO TOPUKATO:

IIepiinym TV YOpOKINPIOTIKGVY TOV TPOIGVTOG Kot PVAAD 0N YLDV YPHONG
Oomyo yo Tovg lotpoig

Koatdloyog eAéyyov yia tn Guvtayoypdoenon

ITAnpogopieg evioyvpévng ynelakng tpocPacng

0dnyoc v tovg Iotpove

. H Ogpancia 0o mpénet va Eekivd/emiBAénetar 0mo vav 10Ttpd Tov ExEl epmelpio. ot dtoyeipton
g Oepameiog pe omoedn oe aobeveic pe kopkivo, Waitepa avapopikd pe T petdpfoon and o
VOGOKOEIO 6TO OTiTL.

o E&nfynon tov yprioewv ektog g Tpofremopevng (m.y.: Evoeign, nhkia) Kot Tov cofapav
KIVOOVOV KAKNG XPNoNG, Katdypnongs, aprakeutikov AdBovg, vtepdocoroyiag, Bavdtov kat
ebiopov.

. Avaykn emkowvoviog pe ao0sveic/opovTioTés:

0 Awyeipton g Bepoameiog Kot TV Kvovvev Katdypnong kat eEaptnonc.
0  Avdyn v teplodikn a&loAdyNnon omd TOVG GLVTOYOYPUPOVVTEC.
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0 EvBdppuvon yia v avagopd toxdv {ntnudtov pe ) diayeipion g Oeponeiag.
Avayvapion ko Topakoiovdnon tov aclevov o€ Kivouvo Katdypnong Kol KaKng ypnong Tpwv
Kol KoTd T dtdipretla TG Bepameiog, TPOKEWEVOL VO avayvOpLoTOOV T BOCIKE YOPAKTNPIGTIKA
g daTapoyng amod T ypnon onoedmv (AXO0): SluywploHOc TOV YOPOKTNPIOTIKMY TOV
TOPEVEPYELDY OV GYETILOVTAL [LE TO OTTIOELON KOl TI) OLOTOPYN OO TN XPTOT| OTIOEODV.
Inpocio TG avagopdg xpnong EKTOG TG TPOPAETOUEVNS, KOKNG XPTIONG, KOTAYXPNONG,
gEGpnong Kot vIEPS0GONOYIaG.

Avaykn Tpocapuoyng g Bepaneiog edv avayvopiotet AXO.

Ot cvvtayoypaeohvTes To pvikd exvépopa Instanyl mpémel va emthéyovv Kpitikd Tovg acbeveig Kot va
TOVG GLUPOVAEDOVY GYETIKA UUE:

Tig 0dnyieg yia TN PNHON TS GLGKEVNG TOV PIVIKOD EKVEPDUATOC.

Tig 0dnyiec yia TO dvoryuo Kol To KAEIGIO TOV KOVTION 0c@AEiNG Yio Tondld (Yio 1O pvikod
EKVEQMUO TOAAATADY OOCGEMV), TOL TOUATOG AGPAAEING Y1 TOLOLA (Y10l TO PVIKO EKVEQ®ULQL
nolAamA®v 06cemv DoseGuard), 1} TG kuywéAng (yio to prvikd ekvépopla piog S0omg).

Tig TAnpopopieg yia Tov TpOTO LETPNONG TV HOGEMV OV TEPIAAUPAVOVTOL GTNV EMICTLLOVOT)
KOl GTO EKTOUOEVTIKO DAIKO Y10, TO PLVIKO EKVEQPMUO TOAAUTADY SOGEWMV.

To 0T1 Y10 TO PVIKO EKVEQ®ILO. TOAAATADY SOGEMV KOl TO PIVIKO EKVEQMUN TOAAATADY O0CGEMV
(DoseGuard), 6Aeg o1 axpnGIULOTOINTEG CLGKEVEG 1| OL AIOELOL TEPLEKTEG TTPETEL VAL EMGTPEPOVTOL
GUGTNUOTIKA COUP®VO LE TIG KATA TOTOVG 15YDO0VCES GYETIKES OATAEELC.

To 611 Y10 TO pvikd exvEQ®UA piog OGNS OAEG Ol AYPTCLUOTOINTEG CUOKEVEG TTPEMEL VOL
EMOTPEPOVTOL GUGTNUOTIKA GOUPOVO, LLE TIG KATO TOTOVS 1Y DOVGEG GYETIKEG OLUTAEELS.

Noa pun potpalovtat Toté 10 PApHaKO TOVS 1] VO OTOKATVOUY ard TOV GKOTO YP1|oNG TOV.
Emwaipomoinpéveg mAnpopopieg emonuavong, GOUTEPIAAUPBAVOUEVIC TG VITEPAAYNGIOG, TNG
XPNOMNG KATA TNV EYKLUOGVHVT, TOV OAANAETOPAcE®V HeTaED PUPUAK®OV, OTTMG LE TIG
Bevlodualeniveg, Tov 1Tpoyevong 01G OV, TG GTEPNONG Kot TG EEAPTNONG.

O cvvtayoypae®V TPETEL VO YPNCLOTOLEL TOV TIVOKO EAEYYOL Y10t TOVG GLVTAYOYPAPOVVTEG.

KatdAloyog eAEyyov yio. TN cuVTayoypdenon

ATo1toOpEVEG EVEPYELEG TPV OO T SLVTAYOYPAenon tov Instanyl. OlokAnpdote OAO TO TAPUKATO
7P ovvtayoypapnoete to Instanyl picg d6omg 1 10 PVIKO EKVEQEMUO TOALOTADY dOCEMV 1] TO PVIKO
EKVEQMUO TOAATA®Y d0cemv DoseGuard:

Awc@aiiote 0TL TANPOVVTOL OAX TO GTOLYEID TNG EYKEKPLUEVG EVOEIENG.
ITopéyete 0dnyieg yio T ¥pNoT TOV PVIKOD EKVEQPMUUTOC 6TOV acBevn 1)/Kul GTOV EPOVTIOT.
INa 1o pvikd exvépmpo piog d6ong pnovo: TIAnpogopnote Tov achevn oxeTIKA Ue T VO™ Hiog
d00mg Tov pvikov gkvepodpatoc. (Kdabe pivikd exkvépmpa tepiéyet pio poévo d6om kot to EpPoro
0o mpémel va méletan povo pio popd, apov To AKPO TOV OKPOPLGIOL TOL EKVEQMUATOC loayDel
ot wotn. Agv Oa mpénel va dokipaletat Tpv amo T ypnon).
Awoceolriote 0T1 0 acBevic Ba dtofdcel To POUAAO 0dM YLDV YP1OTNC TOV TEPIEXETAL GTO KOVTL TOV
Instanyl.
E@odidote tov acbevn pe to mapexouevo puAradto tov Instanyl yia tov acbevn, to omoio
KOADTITEL TOL TOLPOKATO:

0 Kapkivog kot movog,.

0 Instanyl. Tt eivor; I1d¢ va To ¥pnoOTOLD;

0 Instanyl. Kivévvotl g xaxn xpnong.
[Tnpoopniote Tov acbevn TmG va avoiyel TNV KOWEAN aceaieiog yio todid (Yo to Instanyl
piog 060m¢), To Kouti aceaAreiog yio Tadid (Yo To Instanyl toAhamdidv 0cemV) 1) TO TAOUA
ac@aieiog yio moidid (yio to Instanyl moAlamidv d6cemv DoseGuard)) 6mwe neptypapetol 6To
@LAAGSI0 acBevn «Instanyl. T etvay; [1dg va To ypnoyLomoid;»
E&nynote Toug Ktvduvoug g ¥prong TEPLEGOTEPNC OO T CLVIGTMWEVT TocdTNTa Instanyl.
E&nynote m ypnon tov Kaptdv Tapakoroddnong sdong.
YvpuPoviedote Tov aoOev GYETIKA e TO, oNUEIR VTTEPSOCOAOYING TNG POVTAVOANG KOl TNV
avaykn aueong tatpikng fondetac.
E&nynote v aceaii amobrkevon kat Ty avaykn vo QUAAGGETOL GE LEPT) OV OEV TO POAvVOLY
Kot ogv 10 BAETOVV T TOUdLA.

49



Eénynote t cwot dutdbeom tov Instanyl pioag 666mG 1 TOV PVIKOH EKVEPDOUOTOC TOAAATADY
d0CE®MV 1 TOL PIVIKOD EKVEPOUATOS TOAAUTADY d0cemv DoseGuard.

YrevOupiote otov achevi /kan tov povtioTh 0Tt Bo Tpémel va amevfivovtal 6Tov YiTpod
TOVG, EAV £YOVV OTOLECONTOTE EPWTNOELS 1) TPOPANUATIGUOVG GYETIKG, e TN XpNoT Tov Instanyl
N UE TOVG GLGYETILOUEVOLG KIVOUVOLG KOKNG YPTONG KoL KATAY PO,

To ekmondevTiKd VAMKO Y10 TOVC QUPUAKOTOLOVC B0 TEPIEYEL TO TAPAKATO:

IIepiinym TV YOpOKINPIOTIKGVY TOV TPOIGVTOG Kot PVAAD 0N YLDV YPHONG
OMyo Y10, TOLG PAPLLOKOTOLOVE
Koatdloyo eréyyov yuo T dtovoun

ITAnpogopieg evioyvuévng ynelokng tpdcfacng

OdnydHC Yo TOLE POPLLOKOTOLOVC

H Oepancia Oo tpémet va Eekvd/emPBAéneton 0mo Evav 10Tpd Tov £XEl epmelpio T Sloyeipion
¢ Bepameiog [e omoedn| o€ aodevelg pe Kopkivo, 1daiTepa avapoOpIKa Le T HETAPAoT amd TO
VOGOKOEIO 6TO OmiTL.

E&nfynon tov yprioewv ektog g Tpofremopevng (m.y.: Evoeign, nhkio) Kot Tov cofapav
KIVOOVOV KAKNG XPNONG, KaTdypnons, aprakevtikod AdBovg, vtepdocoroyiag, Bavdtov kat
€0o00.

Avaykn enkowmviog pe tovg acfeveic/ppoviioTtéc:

0 Auwyeipion tng Bepameiog Kot T@v Kivobvev Katdypnong kot e£dptnong.

0  Avdykm yio Teplodikn a&loAdynoT and TOLVG GLVTOYOYPUPOVVTEG.

0 EvBdppuvon yio v avagopd toxdv {ntnudtov pe tn dayeipion g Oepomneiag.
ITapakorovBnon TV acBevdv oe Kivouvo KaTdypnong Kot KoKNg xpMnong Kotd tn 01dpkela g
Oepamneiog, TPOKEWEVOL VO, OVOYVOPLGTOVV TO, BOCTKA YOPAKTNPIOTIKA TG dlatapayng amd
yxpnon omoedmv (AXO0): S1oy®PIoUOC TOV YOPUKTNPIOTIKAOV TOV TOPEVEPYELDY TOV
oyetilovTol Ue T OTLOELdON Ko TN dteTopoyn amd TN YP1IoT OTIOEWMV.

Inpacio g avapopas TG XPNoNG EKTOG TG TPOPAETOLEVNS, KOKTG XPONG, KOTAYPNONG,
gEapnong Kot vIEPS0cOLNOYING.

e nepintoon avoayvopiong AXO, Ba mpénet va evnuepwbei o 1oTpdc.

O goppokonoldg Oo mpénet va eivorl eE0IKEIOUEVOC LE TO EKTALIEVTIKO VAIKO TPV TO OMGEL GTOV
acOevn.

To pwikd ekvépmpa Instanyl dev pmopel va ypnoiponoteitar avti GAA®V TpoidVTmV
QUVTOVOANC.

Ot @appaKoTotoi Tov xopnyovv pviko exkvépmpa Instanyl npémet va cupfoviedovv tovg acbeveic yuo

Odnyieg yio T ¥pNOM TNG GLGKEVTG TOV PIVIKOD EKVEQPMUOUTOC,

Odnyieg yio T0 Gvorypo Kot To KAEIGIUO TOV KOoVTLoD acPaAElng Yo Toudd (Yo To pviko
EKVEQMUO TOAAATADY O0OCGEMV), TOL TOUATOG ACPAAEING Y1 OO (Y10l TO PVIKO EKVEQ®ULQ
moALOTAGV d6ce®v DoseGuard) 1 g kowéANS (Yio to pvikd exvépmpo piog 066mg).
[Tmpogopieg yio ToV TPOTO HETPNONG TOV dOGEMV TOL TEPIAOUPAVOVTUL GTNV ETIGTUAVOT] Ko
OTO EKTTOLOEVTIKO DAKO Y10 TO PLVIKO EKVEQPM LY TOAAUTADY SOGEDV 1) TO PVIKO EKVEQMULQL
moALoTADV d6cewv DoseGuard.

O QOpUOKOTOLOG TTPETEL VO EVILEPMVEL TOVG 0GOEVELS OTL TPOKELUEVOL VO EUTOSICOVY TNV
KAOT KOl TNV KOKN PNOT TOV PVIKOL EKveQ®uatog Instanyl tpénet va, to puidccovy o
ACPUAEG LEPOG TTPOC OTOPVYV KOKNG XPTONG KOl EKTPOTNG.

Mo 10 pvikd exvéPoLo TOAAUTADGY SOGEDV 1| TO PVIKO EKVEPMOUN TOAALUTADY 0OGEWDY
DoseGuard 6\eg ot aypno1HoToinTeEG CLOKEVEG 1] 01 AOELOL TEPLEKTES TPETEL VAL EMGTPEPOVTOL
GUGTNUATIKG COUPMVA LE TIG KOTA TOTOVG 1GYD0VOEG OYETIKEG OLATAEELC.

INa 10 pvikd exvépopa piog 60omg OAES Ol aYPTGLLOTOINTEG CUCKEVES TPEMEL VAL EMGTPEPOVTOL
GLGTILOTIKG COUQOVO LE TIG KOTA TOTOVS IOYVOVGES GYETIKES OLUTAEELG.

O QOPHOKOTOLOG TTPETEL VO, YPTCLUOTOLEL TOV TTivaka, EAEYYOV Y10 TOVG POPUAKOTOLOVG.
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Kotdroyoc eAéyyov yio tnv didbeon

Amortovpeveg evépyeleg mpv amd v otdbeon tov Instanyl. OhokAnpdote 6AQ TO TOPAKATO TPV TNV
dudbeon tov Instanyl piog d6omc, TOV PVIKOV EKVEPOUOTOG TOAAATA®V OOGE®V 1 TOL PIVIKOL
EKVEQMUOTOC TOAMATA®V d6cewv DoseGuard:

Alwo@oiiote OTL TANPOVVTOL OAO TO GTOLXELD TNG EYKEKPIUEVNC EVOEIENC.
Iapéyete 0dnyieg yio T XpYOT TOV PVIKOD EKVEQPMUOTOC GTOV acHevn 1)/K0L GTOV OPOVTIOTH.
[N 10 pvikd exvépopo piog d6ong povo: TIAnpopopnote tov achevn oxeTiKA Le T VO piog
d001¢ ToL pvikoy gkvepmpatoc. (Kdabe pivikd ekvépmpa tepiéyet pio udvo d6om kot to EuPoro
0o pémel va méletan povo pia popd, apov To AKPO TOV 0KPOPLGIOL TOL EKVEQMUOTOC loayDel
ot potn. Agv Oa mpénet va dokipaletan Tpwv amd T ypnon).
Awoceolriote 0T1 0 ac0evic Ba dtofdcel To POAAO 0dN YLDV YPIONC TOV TEPIEXETAL GTO
¥opToVEVIO KovTi Tov Instanyl piag d6oNg, TOAMATADY 0OGEWMV 1] TOAATADY 00GEDY
DoseGuard.
E@odidote tov acbevn pe to mapexouevo puAradto tov Instanyl yia tov acbevy, to omoio
KOADTTEL TO TOPAKAT®:

0 Kapkivog kot movog.

0 Instanyl. Tt eivar; T1odg va to ypnoonolo;

0 Instanyl. Kivdvvol tng kaxng xpnong.
Sopupoviedote Tov acbevi IO Vo avoiyel TV KuWEAT acpaAgiog yio, modld (Yo to Instanyl
piag 060nc), To kouti aceaAieiog yio Tadid (Yo To Instanyl ToAlamidv 0cEmV) 1 TO TAOUA
ac@aieiag yio maidid (yio to Instanyl moidamidv décemv DoseGuard) 0nmg meptypdpetat 6o
@LAAGO10 Yia Tov acBevn «Instanyl. Tt eivor; I1dg vo To (p1oYLOTOID;»
E&nynote Toug Kivdvuvoug g ¥pNomng TEPLEGOTEPNC OO T GLVICTMEVT TocoTTa Instanyl.
E&nynote T xpnomn tov Kaptdv Topakoiovdnong 6oomnc.
Zopupoviedote Tov acbevi oyeTIKG e TO oMuEin VTEPOOGOAOYING TG PAIVTAVOANG KoL TNV
avaykn aueong ttpikng fondetac.
E&nynote v aceain amobfikevon kot TV avaykn vo QUAAGGETOL GE LEPT) TOV OEV TO POAVOLY
ka1 0gv TO PAETOVV TA, OO
E&nynote oot amdppiyn tov Instanyl piog 6omg 1 1oL prvikol ekvePOOTOG TOAAATADY
500EmV 1 TOL PVIKOD EKVEPOUATOG TOALATADV d0cemv DoseGuard.

Pnowokn Tpocfacn o€ EKTOLOEVTIKO VAIKO

H ynowokn tpoécpacr 610 chHvoro Tov eKmaidenTikon vALKoU Ba gival eviayvpévr. To vAIKO Yo Tov
ouvTayoypapovvTa (10Tpd), TOV POPUOKOTOLO Kol Tov acBevr] Ba elvar TpocPdoipa LEGm evog
1otoéTOTOL Kol B eivan draBéaipa Tpog kaTaoptwot. Extatdevtikd Bivieo mepi g ypniong tov
TPoidvTtog Ba eivar emiong dtabéoipa PEG® evOC 16TOTOTOV. O AETTOUEPEIES TNG EVIGYVUEVIG
YMoewkng tpocsfaciotntog 8o culntmovv pe Tig ebvikég appodieg apyég kot tov EMA petd v
£€ykpion avtov Tov XAK, dnwg apuolet.
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI AX®DAAEIAX I'lA TTAIAIA (IToAhami®v d6cemv)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pikpoypoppdapio/doon pvikd ekvépomua, diivua
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet eovtavorn Kitpikn wwodbvaun pe 500 pkpoypappdpo eovtavoins. 1 d6on tov
100 pikpohritpov w6obtan pe S0 PKPOYPAPUAPIO QOIVTOVOATNG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwd exvépopa, dtéivpo 1,8 ml
Pwikoé exvépopa, dtdivpa 2,9 ml
Pwikd exvépmpa, dtdAvpo 5,0 ml

1,8 ml — 10 doce1g
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0INYIOV TPV AT TN XPTIOT).
To pvikn xprion

Oonyia Y10 T0 GVOIYHO KO TO KAEIGLLO TOV KOVTLOV:
- Kpatmote to xovti

- Aoaipéote To €EAPTNUA GOPAYIOTG TNV TPMTN POPE TOV AVOLYETE TO KOVTL
- TomoBethote TOV avtiyelpa Kot T0 UEGO SAKTLAO GTIC TAELPIKEG TTPOEEOYEG
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- ITiéote TIc MAeLPIKEG TPOELOYEG TPOGS TO LEGO YPNCILLOTOLDVTOG TOV OVTIXELPA COC KoL TO LEGO
dAGKTLAO

- Tavtoypova, ToToBETOTE TOV GALO GOG AVTIYELPO GTNV UTPOCTIVI Awpida Tieong Kot Emiong
MECTE TPOG TOL LECOL

- Yvveyiote va epapuolete mieon Kot ota Tpio onueio

Tpapnéte 1o Kamdkt yio va avoitete
Metd ) ypnon tov Instanyl to pivikod ekvépoua npénel va tomobetn el Eava 6TV E6mOTEPIKN
MKk kot To Kovti va KAgioel

- Orav kheivete to kovuti, feParmbeite 6TL o1 TAeVPIKEG TPOEEOYEG EPappolovy Eava PEGa OTIG
VITOS0YEG
- [Tiéote mpog ta Kdtw oTadepd UEYPL 01 TAEVPIKES TPOeEOYES VAL KAVOLV «KAK» 6T BE0T TOVG

Toekdpete évo TeTpaymVidlo puetd omd kabe d6om
[Tetpdywvo. emidoyns twv 10, 20 1 40 tetpaywvidiwv eriloyng]

TOEKAPETE £Vl TETPAYWVIDIO PETA amTd Toekdpere Eva TETpOYLVIDIO ETA aTTd ToekdpeTe £va TETpayWVIDIo PETA aTmd
KkdBe 560 KkaBe Boon KdiBe G60T)
10 5608IC 20 5oozig 40 doozig
OO ooont
LOO00O00000000
O ooodud O0oodoododnd 0oooododgn
OO0O00000000 O00000odbodnn

[Tavtote va tomobeteite 10 pvikd eKVEPOO GTO KOVTI AGQUAELNG Yo TOdLd PETA TN YPNOM.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

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

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo evoc®m Aapfdvovtot GALN omlog1d.
H tuyaio yprion pumopel va amofei Bavatneopa.

8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEY YYNOHKEX OYAAEHX

dvidcoete og Beppokpacio pkpotepn tov 30 °C.
DdvrdcceTe TN PLEAN og 0pOla BEom).
Mnv katoyoyeTe.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

Avatpélte 6T0 PLALASIO TNG GLOKEVOGIOG Y10l TANPOPOPIES AVAPOPIKEL LIE TNV ATOPPIYN

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano
Itoria

12.  APIGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/531/001
EU/1/09/531/002
EU/1/09/531/003

13. APIOMOZX ITAPTIAAX

TToptida

14. TENIKH KATATAZH I'lA TH AIAGEXH
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‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 50

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / ®IAAH (IloALomA®V 006EMV)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 50 pikpoypoppdapio/doon pvikd exkvépmpua
QOIVTOVOAN

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHZEH

4. APIOMOZX ITAPTIAAX

TToaptida

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

1,8 ml — 10 doceig
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

6. AAAA ETOIXEIA

H tuyaio yprion pumopel va amofei Bavatneopa.
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI AX®DAAEIAX I'lA TTAIAIA (IToAhami®v d6cemv)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 100 pukpoypappdpla/d6om pvikd ekvéQmpua, StdAvuo
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet earvtavorn Kitpikn woodbvaun pe 1.000 ukpoypoppdpilo eovtavoine. 1 66on tov
100 pikpohritpov woovtan pe 100 LiKpoypoppdplo. QOIvTOVOANG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwd exvépopa, dtéivpo 1,8 ml
Pwikoé exvépopa, dtdivpa 2,9 ml
Pwikd exvépmpa, dtdAvpo 5,0 ml

1,8 ml — 10 doce1g
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0INYIOV TPV AT TN XPTIOT).
To pvikn xprion

Oonyia Y10 T0 GVOIYHO KO TO KAEIGLLO TOV KOVTLOV:
- Kpatmote to xovti

- Aoaipéote To €EAPTNUA GOPAYIOTG TNV TPMTN POPE TOV AVOLYETE TO KOVTL
- TomoBethote TOV avtiyelpa Kot T0 UEGO SAKTLAO GTIC TAELPIKEG TTPOEEOYEG
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- [Miéote T1c MAeLPUKEG TPOEEOYEC TTPOG TOL LEGT, YPTCLULOTOIDVTOG TOV OVTIYXEPA GOG KOl TO PHEGO
dGKTLAO

- Tavtdypova, TomoBETOTE TOV AAAO GO AVTIYEPO GTNV UTPOGTIVI Awpida Tieomng Kot emiong
MECTE TPOG TO LECTL

- Yvveyiote vo epapuoleTe mieon Kot 6Ta Tpia oneia

Tpapr&re 1o Komdkt yio va avoitete
- Metd ) ypnon tov Instanyl to piviko ekvépoua npénel va tomobetndei Eava 6TV E6MOTEPIKT
Mk kot To Kovti va KAgioet

- Otav Kheivete 10 Kovuti, PePfarwbeite 1L 01 TAELPIKES TPOeE0YES ePaprdlovy Eavd pHésa oTIg
VTOS0YEG
- [Tiéote mpog ta kdtw oTadepd LEYPL O TAEVPIKEG TPOELOYEG VO KAVOLV «KAK» 6T €01 Tovg

Toekdpete Eva TeTpaymvidlo puetd omd Kabe d6om
[Tetpdywvo. emdoync twv 10, 20 11 40 tetpaywvidiwv emiloyng]

ToekapeTe Eva TETPOYWVIDIO PETA aTTO ToekapeTe Eva TﬁTDGYWVm'U METG aTo ToekdpeTe éva TETPOYWVIDIO PETA ammd
KdBe Boan Kkabe Goan KGBe Goan
10 B60sIC 20 So0¢€Ig 40 560¢Ig
oooodooon
HE RN
OOy 00000004 gdoddodood ot
OOO00000000 0000000 n

[Tavtote va tomobeteite T0 pviKd eKVEPOUO GTO KOVTI AGQUAELNG Yol TTOdLE PETA TN YPNoM.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

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

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo evoc®m Aapfdvovtot GALN omlog1d.
H tuyaio yprion pumopel va amofei Bavatneopa.

8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEY YYNOHKEX OYAAEHX

dvidcoete og Beppokpacio pkpotepn tov 30 °C.
DdvrdcceTe TN PLEAN og 0pOla BEom).
Mnv katoyoyeTe.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

Avatpélte 6T0 PLALASIO TNG GLOKEVOGIOG Y10l TANPOPOPIES AVAPOPIKEL LIE TNV ATOPPIYN

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano
Itoria

12.  APIGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/531/004
EU/1/09/531/005
EU/1/09/531/006

13. APIOMOZX ITAPTIAAX

TToptida

14. TENIKH KATATAZH I'lA TH AIAGEXH
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‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 100

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / ®IAAH (IloALomA®V 006EMV)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 100 pukpoypappdplo/86om pvikod EKVEQ®LA.
QOIVTOVOAN

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHZEH

4. APIOMOZX ITAPTIAAX

TToaptida

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

1,8 ml — 10 doceig
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

6. AAAA ETOIXEIA

H tuyaio yprion pumopel va amofei Bavatneopa.
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI AX®DAAEIAX I'lA TTAIAIA (IToAhami®v d6cemv)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 200 pukpoypappdpla/d6om pvikd ekvéQmpua, StdAvuo
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet earvtavorn Kitpikn .oodbvaun pe 2.000 ukpoypoppdpto eovtavoine. 1 66on tov
100 pikpohritpov woovtan pe 200 LKpOyPOUUAPLO GUIVTOVOATG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwd exvépopa, dtéivpo 1,8 ml
Pwikoé exvépopa, dtdivpa 2,9 ml
Pwikd exvépmpa, dtdAvpo 5,0 ml

1,8 ml — 10 doce1g
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0INYIOV TPV AT TN XPTIOT).
To pvikn xprion

Oonyia Y10 T0 GVOIYHO KO TO KAEIGLLO TOV KOVTLOV:
- Kpatmote to xovti

- Aoaipéote To €EAPTNUA GOPAYIOTG TNV TPMTN POPE TOV AVOLYETE TO KOVTL
- TomoBethote TOV avtiyelpa Kot T0 UEGO SAKTLAO GTIC TAELPIKEG TTPOEEOYEG
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- [Miéote T1c MAeLPUKEG TPOEEOYEC TTPOG TOL LEGT, YPTCLULOTOIDVTOG TOV OVTIYXEPA GOG KOl TO PHEGO
dGKTLAO

- Tavtdypova, TomoBETOTE TOV AAAO GO AVTIYEPO GTNV UTPOGTIVI Awpida Tieomng Kot emiong
MECTE TPOG TO LECTL

- Yvveyiote vo epapuoleTe mieon Kot 6Ta Tpia oneia

Tpapr&re 1o Komdkt yio va avoitete
- Metd ) ypnon tov Instanyl to piviko ekvépoua npénel va tomobetndei Eava 6TV E6MOTEPIKT
Mk kot To Kovti va KAgioet

- Otav Kheivete 10 Kovuti, PePfarwbeite 1L 01 TAELPIKES TPOeE0YES ePaprdlovy Eavd pHésa oTIg
VTOS0YEG
- [Tiéote mpog ta kdtw oTadepd LEYPL O TAEVPIKEG TPOELOYEG VO KAVOLV «KAK» 6T €01 Tovg

Toekdpete Eva TeTpaymvidlo puetd omd Kabe d6om
[Tetpdywvo. emdoync twv 10, 20 11 40 tetpaywvidiwv emiloyng]

ToekapeTe Eva TETPOYWVIDIO PETA aTTO ToekapeTe Eva TﬁTDGYWVm'U METG aTo ToekdpeTe éva TETPOYWVIDIO PETA ammd
KdBe Boan Kkabe Goan KGBe Goan
10 B60sIC 20 So0¢€Ig 40 560¢Ig
oooodooon
HE RN
OOy 00000004 gdoddodood ot
OOO00000000 0000000 n

[Tavtote va tomobeteite T0 pviKd eKVEPOUO GTO KOVTI AGQUAELNG Yol TTOdLE PETA TN YPNoM.

65



6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

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

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo evoc®m Aapfdvovtot GALN omlog1d.
H tuyaio yprion pumopel va amofei Bavatneopa.

8. HMEPOMHNIA AHEHX

AH

[1]

H

9. EIAIKEY YYNOHKEX OYAAEHX

dvidcoete og Beppokpacio pkpotepn tov 30 °C.
DdvrdcceTe TN PLEAN og 0pOla BEom).
Mnv katoyoyeTe.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

Avatpélte 6T0 PLALASIO TNG GLOKEVOGIOG Y10l TANPOPOPIES AVAPOPIKEL LIE TNV ATOPPIYN

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano
Itoria

12.  APIGMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/09/531/007
EU/1/09/531/008
EU/1/09/531/009

13. APIOMOZX ITAPTIAAX

TToptida

14. TENIKH KATATAZH I'lA TH AIAGEXH
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‘ 15. OAHTI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 200

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

A16106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / ®IAAH (IloALomA®V 006EMV)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 200 pukpoypappdplo/866m pvikod EKVEQ®LLA.
QOIVTOVOAN

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHZEH

4. APIOMOZX ITAPTIAAX

TToaptida

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

1,8 ml — 10 doceig
2,9 ml — 20 doce1g
5,0 ml — 40 d60¢1g

6. AAAA ETOIXEIA

H tuyaio yprion pumopel va amofei Bavatneopa.
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - XAPTINO (Miag d60n3)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pikpoypapupdapio pvikd ekvépoua, didAvua o Teplektn piog 66omng
QOLVTOVOAN

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

1 860m (100 pkpdMTpa) TEPIEXEL PALVTAVOAN KITPIKT 100d0uvaun pe 50 pikpoypoppapto (Lg)
QOVTOVOANG

‘ 3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: vaTplo pocpopid S160Evo d1udpikod, SIVATPLO POGPOPIKO S10dPLKO, VOWP Y10l
gvéoal

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwo exvépompa, didiopa

2 TeplEKTEC pHing dOoMS
6 mePIEKTEG oG 60oNg
8 mepréxteg piag 600omg
10 mepiéxreg piog 660mMg

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwBdote T0 QUAAO 0INYIDV TPV amd T XPHon.

To pvikn xprion
O TePLEKTNG YEKAGHOV TEPLEYEL LOVO pia 000N, MnV KAVETE SOKIUN TPV ATd T YOPTyNon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo voo®m Aapufdvovtot GALN Omlog1d.
H tuyaia yprion pmopel va mpoxarécel coPapn PAAPN kot va amofei Bavatneopa.
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Beppokpoacio pikpotepn twv 30 °C.
DvAdcceTe TN KOYELN 610 eEwTEPKO KOLTL. DVAGGGETE 68 OpOLa BEa.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

AvatpéEte 6T0 PUALASIO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itoria

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/010
EU/1/09/531/011
EU/1/09/531/012
EU/1/09/531/013

13. APIOMOZX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 50, piag d6onc

70



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

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

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

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

ENAIAMEXH KYYEAH AX®AAEIAY T'TA ITAIAIA (Miog 660n)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pikpoypoppdapio pvikd ekvépmpua
QOIVTOVOAN

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Istituto Gentili S.r.1.

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA XTOIXEIA

Pwicn gpfion

1 d60om

Na pvrdooetal o€ Béon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
H tuyaia yprion propel va amofei Bavoarneopa.
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA MIAX AOXHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 50 pg pvikd exvépmuoa
QOIVTOVOAN

Pwucn xpfion

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

1 860m

6. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - XAPTINO (Miag d60n3)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 100 pukpoypappdpio pvikd ekvéQmpua, StAvue o€ TEPEKTN Hiog d6ong
QOLVTOVOAN

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

1 860m (100 pkpdMTpa) mePI€xel GALVTaVOAN KITptkn toodvvapun pe 100 ukpoypappdpio (Lg)
QOVTOVOANG

‘ 3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: vaTplo pocpopid S160Evo d1udpikod, SIVATPLO POGPOPIKO S10dPLKO, VOWP Y10l
gvéoal

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwo exvépompa, didiopa

2 TeplEKTEC pHing dOoMS
6 mePIEKTEG oG 60oNg
8 mepréxteg piag 600omg
10 mepiéxreg piog 660mMg

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwBdote T0 QUAAO 0INYIDV TPV amd T XPHon.

To pvikn xprion
O TepLEKTNG YEKAO OV TEPLEYEL LOVO pia dO0T. MV KAVETE SOKLUT TPV TN YPT o).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo voo®m Aapufdvovtot GALN Omlog1d.
H tuyaia yprion pmopel va mpokarécel coPapn PAGPN kot va amofei Bavatneopa.
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Beppokpoacio pikpotepn twv 30 °C.
DvAdcceTe TN KOYELN 610 eEwTEPKO KOLTL. DVAGGGETE 68 OpOLa BEa.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

AvatpéEte 6T0 PUALASIO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itoria

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/014
EU/1/09/531/015
EU/1/09/531/016
EU/1/09/531/017

13. APIOMOZX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 100, piag 66omg
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

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

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

ENAIAMEXH KYYEAH AX®AAEIAY T'TA ITAIAIA (Miog 660n)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 100 pukpoypappdpia pvikd ekvépmpo
QOIVTOVOAN

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Istituto Gentili S.r.1.

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA XTOIXEIA

Pwicn gpfion

1 d60om

Na pvrdooetal o€ Béon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
H tuyaia yprion propel va amofei Bavoarneopa.
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA MIAX AOXHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 100 pg pwviko ekvépmua
QOIVTOVOAN

Pwucn xpfion

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

1 860m

6. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - XAPTINO (Miog 8661c)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 200 pukpoypappdpio pvikd ekvéQmpua, StdAvue o€ TEPEKTN Hiog d6ong
QOLVTOVOAN

| 2. LYNOEXIH XE APAXTIKH(EX) OYZIA(EY)

1 860m (100 pkpdMTpa) mePI€xeL PALVTAVOAN KITPLKN toodvuvapun e 200 pukpoypappdpio (Lg)
QOVTOVOANG

‘ 3. KATAAOI'OX EKAOXQN

Eniong mepiéyet: vaTplo pocpopid S160Evo d1udpikod, SIVATPLO POGPOPIKO S10dPLKO, VOWP Y10l
gvéoal

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Pwwo exvépompa, didiopa

2 TeplEKTEC pHing dOoMS
6 mePIEKTEG oG 60oNg
8 mepréxteg piag 600omg
10 mepiéxreg piog 660mMg

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwBdote T0 QUAAO 0INYIDV TPV amd T XPHon.

To pvikn xprion
O TePLEKTNG YEKAGHOV TEPLEYEL LOVO pia 000N, MnV KAVETE SOKIUN TPV ATd T YOPTyNon.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®APMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

Xprnoponoteital yio Tov Ypovio KapKIvIKO TOVo Lovo voo®m Aapufdvovtot GALN Omlog1d.
H tuyaia yprion pmopel va mpoxarécel coPapn PAAPN kot va amofei Bavatneopa.
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Beppokpoacio pikpotepn twv 30 °C.
DvAdcceTe TN KOYELN 610 eEwTEPKO KOLTL. DVAGGGETE 68 OpOLa BEa.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

AvatpéEte 6T0 PUALASIO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itoria

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/018
EU/1/09/531/019
EU/1/09/531/020
EU/1/09/531/021

13. APIOMOZX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 200, piag 66om¢
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

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

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

ENAIAMEXH KYYEAH AX®AAEIAY T'TA ITAIAIA (Miog 660n)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 200 pukpoypappdpia pvikd ekvépmpo
QOIVTOVOAN

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Istituto Gentili S.r.1.

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. AAAA XTOIXEIA

Pwicn gpfion

1 d60om

Na pvrdooetal o€ Béon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
H tuyaia yprion propel va amofei Bavoarneopa.
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA MIAX AOXHX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 200 pg pwvikoé ekvépmua
QOIVTOVOAN

Pwucn xpfion

| 2. TPONOX XOPHTHEHX

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

1 860m

6. AAAA XTOIXEIA
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - XAPTINO: DoseGuard

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 50 pikpoypoppdapio/doon pvikd ekvépomua, diivua
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet eovtavorn Kitpikn wwodbvaun pe 500 pkpoypappdpo eovtavoins. 1 d6on tov
100 pikpohritpov w6obtan pe S0 PKPOYPAPUAPIO QOIVTOVOATNG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

DoseGuard

Pwid exvépmpa, dtéAvpo 3,2 ml
Pwid exvépmpa, dtdAvpo 4,3 ml
Pwwco exvépopa, dtdAvpa 5,3 ml

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0ONYIOV TPV OO TN XPTOT).
T pvikn xprion

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA MITAIAIA

Na pvrdooetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGPAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQMLLOL.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

XPNOHOTOIEITAL Y10 TOV XPOVIO KOPKIVIKO TTOVO LOVO €VOCH AapPAvovTot dAAa 0TLogdn.
H tuyaia yprion pmopel va tpokarécel coPapn PAGPN kot va amofei Bavatneopa.
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEYX XYNOHKEX OYAAEHX

Ddvrdoocete o€ Beppokpoacio pikpotepn twv 30 °C.
Mnv katoyoyeTe.
dvidcoete oe 0pOla Béom.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

AvatpéEte 6T0 PUALASLO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itoiria

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/023
EU/1/09/531/024
EU/1/09/531/025

13.  APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 50
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA DoseGuard

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 50 pikpoypoppdapio/doon pvikd exkvépmpua
QOIVTOVOAN
Pwucn xpfion

| 2. TPONOX XOPHTHEHE

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

6. AAAA YTOIXEIA

Na pvrdooetal o€ Béomn v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.

ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGOAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQ®LLOL.

H tuyaio yprion pumopel va amofei Bavatneopa.
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - XAPTINO: DoseGuard

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 100 pukpoypappdpla/d6om pvikd ekvéQmpua, StdAvuo
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet earvtavorn Kitpikn woodbvaun pe 1.000 ukpoypoppdpilo eovtavoine. 1 66on tov
100 pikpohritpov woovtan pe 100 LiKpoypoppdplo. QOIvTOVOANG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

DoseGuard

Pwid exvépmpa, dtéAvpo 3,2 ml
Pwid exvépmpa, dtdAvpo 4,3 ml
Pwwco exvépopa, dtdAvpa 5,3 ml

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0ONYIOV TPV OO TN XPTOT).
T pvikn xprion

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA MITAIAIA

Na pvrdooetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGPAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQMLLOL.

7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

XPNOHOTOIEITAL Y10 TOV XPOVIO KOPKIVIKO TTOVO LOVO €VOCH AapPAvovTot dAAa 0TLogdn.
H tuyaia yprion pmopel va tpokarécel coPapn PAGPN kot va amofei Bavatneopa.
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEYX XYNOHKEX OYAAEHX

Ddvrdoocete o€ Beppokpoacio pikpotepn twv 30 °C.
Mnv katoyoyeTe.
dvidcoete oe 0pOla Béom.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

AvatpéEte 6T0 PUALASLO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itoiria

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/027
EU/1/09/531/028
EU/1/09/531/029

13.  APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 100
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA DoseGuard

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 100 pukpoypappdplo/86om pvikod EKVEQ®LA.
QOIVTOVOAN
Pwucn xpfion

| 2. TPONOX XOPHTHEHE

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

6. AAAA YTOIXEIA

Na pvrdooetal o€ Béomn v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.

ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGOAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQ®LLOL.

H tuyaio yprion pumopel va amofei Bavatneopa.
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - XAPTINO: DoseGuard

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Instanyl 200 pukpoypappdpla/d6om pvikd ekvéQmpua, StdAvuo
QOLVTOVOAN

2. YYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

1 ml mepiéyet earvtavorn Kitpikn .oodbvaun pe 2.000 ukpoypoppdpto eovtavoine. 1 66on tov
100 pikpohritpov woovtan pe 200 LKpOyPOUUAPLO GUIVTOVOATG.

3. KATAAOI'OX EKAOXQN

Eniong mepi€yet: vaTplo poo@opikd S50EVO dudpikd, SVATPIO POSPOPIKO STOPIKO, VOWP
kekaBappévo

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

DoseGuard

Pwid exvépmpa, dtéAvpo 3,2 ml
Pwid exvépmpa, dtdAvpo 4,3 ml
Pwwco exvépopa, dtdAvpa 5,3 ml

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Awfaote T0 POALO 0ONYIOV TPV OO TN XPTOT).
T pvikn xprion

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETITIZOYN TA MITAIAIA

Na pvrdooetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.
ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGPAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQMLLOL.
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7. AAAH(EYX) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

XPNOHOTOIEITAL Y10 TOV XPOVIO KOPKIVIKO TOVO LOVO €VOCH AapPAvovTol Ao oTogdn.
H tuyaia yprion propel va mpokarécel coPapn PAAPN kot va amofel Bavatneopa.

8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEYX YYNOHKEX OYAAEHX

Ddvrdoocete o€ Beppokpoacio pikpotepn twv 30 °C.
Mnv katoyoyeTe.
dvidcoete og 0pOla Béom.

10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATON ITIOY MIPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

AvatpéEte 6T0 PUALASIO TNG CLGKEVAGING Y10 TANPOPOPIES OVAPOPIKE LIE TV OTOPPIYT

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Istituto Gentili S.r.1.

Via San Giuseppe Cottolengo 15
20143 Milano

Itolia

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/09/531/031
EU/1/09/531/032
EU/1/09/531/033

13.  APIOMOX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Instanyl 200
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17.  MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPOUU®TOS KOdKAG (2D) Tov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA / PINIKO EKNE®QMA DoseGuard

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Instanyl 200 pukpoypappdplo/866m pvikod EKVEQ®LLA.
QOIVTOVOAN
Pwucn xpfion

| 2. TPONOX XOPHTHEHE

‘ 3. HMEPOMHNIA AHEHX

AHZEH

4, APIOMOZX ITAPTIAAX

TToptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

20 06o¢1c (3,2 ml)
30 doceig (4,3 ml)
40 doo¢1g (5,3 ml)

6. AAAA YTOIXEIA

Na pvrdooetal o€ Béomn v omoia dev PAETOLY Kot dev Tpoceyyilovy o TodId.

ITavta va to Khelvete PLETA TN YPNOT| EXAVATOTOOETOVTOG TO M AGOAAEING Y10 TOOLE TAV® GTO
PVIKO EKVEQ®LLOL.

H tuyaio yprion pumopel va amofei Bavatneopa.
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B. ®YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Instanyl 50 pikpoypappdapra/d6on piviké ekvépopa, dtdivpa

Instanyl 100 pikpoypappdpra/d66m Pvikd ekvEQOua, S1GAVpA

Instanyl 200 pikpoypappapro/d661 PIviko eKvE@oua, otaivpa
QOLVTOVOAN

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1ONS TPOTOV UPYIGETE VO, YPIGLUOTTOLEITE

avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOC.

- Durdgte avto To EOALO 0N YDV Yprione. Towg xpelaotel va to dtofdcete Eavda.

- Edv éxete mepartépm amopleg, pOTNOTE TO Y1OTPO 1] TO POPUOKOTOLO GOGC.

- H ocvvtayn yio avtd 10 approko xopnynnke amokAEloTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
@apuroko og GAiovg. Mmopel va Toug TpokaAéael PAAPN, akoOpa Kot OTav To, oMUElR TNG
aoBéveldc Toug tvat 1010 e ToL OIKA oag.

- Edv mapotnpnoete Kamoto avemBOunTn evépyela EVIUEPDOTE TO YLOTPO | TOV VOGOKOUO 1) TOV
QOPUOKOTOL0 GOG. AVTO 1oYLEL Kot Yo KAOe mhavr avemBountn evEPYELN TOL OEV AVOPEPETOL
070 POV QUALO 0ONY1DVY yprions. BAéne mapdypapo 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

1. T etvon o Instanyl ko woa eivar 1 xpnom tov

2. T mpénet va yvopilete mpotol ypnotponomoete to Instanyl
3. Iag va ypnoomomoete to Instanyl

4. [TBavéc avemBounteg evépyeleg

5. Ilog va purdoccete to Instanyl

6. [epreydpeva g cvokevaciog Kot AOEG TANpoPopieg

1. Th givar To Instanyl kot wova givar 1 yprion Tov

To Instanyl mepiéyet ™) dpacTIKY OLGIN POVTOVOAT Kot OVIKEL GE pia KaTnyopia 1oyvpdv
mavcinovev Tov ovopdlovtot omoedn). Ta omioegdn dpovv tapepnodilovtag ta epebicpata Tov
7TOVOL GTOV EYKEPAAO.

To Instanyl 6pa ypryopa Kot ¥pnoIUOTOLEITAL Y10 TV OVAKOVEIoN Ao TOV TaPoEVGUIKO TOVO GE
eVNALKES KapKivorabeic ot omoiot lval 110N o€ aymyn e 0moewdn Yo To cuvidn Tovo Tovg. O
Topo&LOUIKOG TTOVOG gival emmpdcOeTog apvidlog Tovog mov eppaviletal mapoTt Exete AdPetL To
oLV N 0TTOEN PAPLOKE GOC TTOL OVOKOLEILOLY ATd TOV TOVO.

2. Tvnpémer va yvopilete mprv vo ypnoiponocete 1o Instanyl

Mn ypnoipomrouicere To Instanyl
o€ MEPIMTO®ON AALEPYIOG OTN QUIVTOVOAT 1| G OTOI0ONTOTE A0 TO. AAAN GUGTOTIKE TOV OWTO TO
QOPLLOKO OVOPEPOVTOL OTIV TOPAYPOPO 6.

- G€ TEPIMTWON OV JEV YPNCLOTOIEITE TAKTIKA KATO10 YOPNYOVLEVO LIE LOTPLKT] GLVTOYN
OTOLEWOEC PAPUOKO (T.). KOOETVT, PAIVTAVOAT, VOPOUOPPOVT), LOPPIVT], 0ELKWOOVT|, TEDdTVT),
KG0e pHéEPU O0E TAKTIKO TPOYPOLUA, Y10 TOVAGYIOTOV Uit EBOOUADA, VIO TOV EAEYYO TOL
empévovta movov cag. Edv dev ypnoiponoteite autd To @ApUaKo OV TPETEL VOl
ypnoonocete 1o Instanyl, enedn evoéyetor va ovENGEL TOV KivOLVO 1 avamvon 6ag va. Yivel
eMKIVOLVA apyn KOV pnyn, 1 GKOUO Kol VO GTOOTIGEL

- gy maipvere Eva eappoKo Tov meplEyel 0EuPikd vaTplo

- G€ TEPIMTOON OV TAGYETE AT PPoyLyPOVIO TOVO EKTOG TOV TOPOEVCUIKOV TOVOV

- €qv €xete coPapéc Suokolieg oTNV avamTvon 1 TAGYETE amd GOPaPT| OTOPPUKTIKY
TVELUOVOTTADELLL

- €av €yete mponyovuévac voPfindei oe axtvobepaneio TpocOTOL

- €4v mhoyete amd VIOTPOTIGLOVTa EXEIGOJI, pLvopPPUYinG.
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IIpog1domon)6ElS Kol TPOPUAGEELS

Ddvrdcoete 0VTO TO PAPUAKO GE AGPAAEG KO TPOCGTATEVUEVO HUEPOC, GTO OTOT0 gV Exovv TPOSaoT
dAla Gropa (Yo teprocdtepeg TAnpoopies PA. mapdypapo 5. «Ilhg va puAdocete to Instanyly).

AmevBuvieite 6ToV Y10TPO 1 POPUOKOTOLO GOG TPOTOV ¥pnoipomomasete o Instanyl, 1dimg:

- €4v mhoyeTE AMO LOKPOYPOVIOL ATTOPPOKTIKT TVEVUOVOTAOELD, 1] ALVOTVOT] GOG UITOPEL VOl
gmnpeootel and to Instanyl.

- eqv £yete TPOPALOTO UE TNV KAPIIE GOC, 10ImG YOUNA Kopdlakr cuyvoTTa, YaunAn mieon
aiportog N xopunAd 6yKo aipotog.

- €4 €xete TPOPAN LA LE TO NTTAP 1) TOVS VEPPOLS GOG.

- €4V €xete TPOPAALOTA UE TNV EYKEPUAIKT] GOC AEITOLPYIQ, T.)Y. AOY® OYKOL TOL EYKEPGAOV,
KAK®ONG TNG KEPOUANG 1 avENUEVNG EVOOKPOVINKNG THESTG.

- €4v avamtHENTE KATO0 OTIYUT| OVETAPKELN TOV ETVEPPLII®V 1) EAAELYT] YEVVITIKOV OPLOVDV
(avemdpkelo avOPOYOV@MV) LLE TN XPTOT) OTLOEWDDV.

- €4V maipvete KOTOUOTOATIKA Qappoka Omws Beviodialenivec | oyeTikd eapuaxe (TapoakoieicOs
va avatpé€ete emiong oty mapdypago «Alla eappoka kot Instanyl»).

- €4v maipvete avtikaToOMITTIKG 1 avTiyLY®oikd (Tapakoieicde va avatpééete emiong otV
Topypoeo «Alha eapuaxe kot Instanyly).

- €dv maipvere edppoKo Tov ovoudlovtal LePKol Oy®VIGTES/ AVTaY®MVIOTEG T.Y. Povmpevoppivn,
vaABoveivn kot mevtalokivn (eApLOKa Y10 TNV AVTILETOTION TOL TOVOL) KaBdS pUmopel vo
TOPOVGIACETE GLUATMUATA GVVOPOUOL oTépnong. [TapakareicOe va avatpééete otnv
Tapypoeo «Alia edppaxa kot Instanyl» yio tepiocotepeg TANpoPoOpies.

- €dv ypnoyomoteite GALQ TPOIOGVTA TOL Elval PIVIKA EKVEQOUATO. TT.). Y10 KOO KPLOAOYTLA 1|
alhepyia.

YyeTilOUEVEG e TOV VIIVO SLOTAPAYES TG AVOTTVOTG

To Instanyl propet vo mpokaAécsel oyeTICOUEVES LE TOV VTVO SLOTOPYEG TNG OVATVOT|S, OTMG VIVIKY
amvola (TaNoELg TNG VaITVonG Katd Tov vavo) Kot oxeTilopevn pe tov vrvo vo&ouio (younAod
eninedo o&uydvov oto aipa). Ta copnTdpaTa PTopovv vo TepAauPivovy TadGELS TG AVATVONG KATd
ToV VIVo, LTV KOTd TN StdpKeL TG VOYXTOS AOY® dVGTVOLUG, SUGKOAIEG GT H10TH PN OT| TOV VTVOL
M veepPoiikn vvniia Katd tn didpkela g Nuépac. Eqv eogic 1 kKGmoto GALO GTOUO TOPATNPTCETE
OVTE TO GUUTTMOWOTO, ETIKOVOVIOTE UE TOV Y10TpO Goc. O yiatpog oag evosyetal va eEETAGEL TO
evoeyopevo peimong g d6omg.

Edav mapovoldcete 0V0KOAIES 6TNV 0vUnTVO] €V gioTe o€ aywyr] pe Instanyl, givonr wold
OILOVTIKO VO ETUKOLVAOVIGETE PE TO YLATPO GAGS 1] LE TO VOGOKONELD ApéGOG.

Yvppovievteite Tov yioTpd Gog Ve ypnoiponolgite to Instanyl av:

- Tapovcidoete TOVO N awENIEVN gvaictncia oTov mOVo (VITEPaAYNGin) OV OV AVTOTOKPIVETOL
o€ VYNAOTEPT S0GOA0YI0 TOV PUPLAKOL GOG OIS £xEL GLVTAYOYPOENOEl ATd TOV Y1TPd GO,

- TOPOVGIACETE £Vav GUVOLOCUO Omtd To akOdAoVBa cuuTTOUATe: VauTio, EueTo, avopeéia,
KOT®OoT), advvopio, COAN Kot YOUNAN apTnplaKn Tieor. Avtd Ta cvuntdpata, oA poli, propel
Vo omoTELODY OMUEID HLOG EVOEYOUEVMG AMEIANTIKNG Yo T {®1 Tabnong mov ovopdletot
OVETIOPKELN TOV EMVEQPOIMV, Lo TAONON KOTA TNV 0mToin Ta EMVEPPIdIN OEV TOPAYOLY
OPKETES OPUOVEC.

Edv mapovcidoete vrotpomidlovoa pvoppayio 1 pvikn dvceopio eved giote g aymyn pe Instanyl,
TPENEL VO, ETIKOLVMOVIGETE WUE TO YIUTPO GOC, 0 0m010g Do eEETAGEL TO EVOEYOUEVO EVOAAUKTIKNG
OVTILETOTIONG TOV TOPOEVCUIKOD TOVOL GOC.

Moaxpoypovia yprion Kor avoyn

To @appako avtd TEPLEYEL PaIVTAVOAN, 1 oTtoia givar omloeldéc papuako. H emavaiappavouevn
PO OTIOEWDY OVOAYNTIKOV UITOPEL VoL EYEL OC ATOTELEG IO TN UEIMOT] TNG OMOTEAEGLOTIKOTITOG
TOV PApPUAKOL (AOY® GUVIHBELNG TOL OPYOVIGLOV, TOV EIVOL YV®OOTH MG AvATTLEN 0VOYNG GTO
eapuako). Evééyetal emiong va epgavicete pueyokvtepn evoicincio 6Tov movo Katd t ¥pion Tov
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Instanyl. Avté eivar yvwoto g vrepoiynoio. H avénomn g d6ong tov Instanyl umopei va cog
PBonbnoel va petdoete TEPAITEP® TOV TOVO GOG Y10 KATOL0 XPOVIKO SLAGTNO, OAAG Lmopet emiong va
givan emPropng. Edv mopoatnproete 611 T0 0Appokd cog KabioTatal AlyOTEPO AMTOTEAEGLLOTIKO,
evnuepmote tov yrtpd oag. O yratpdg cog Bo amopaciost €4 gival TPOTWOTEPO VO AVENCETE TN
d6on 1 vo. peidoete otadlokd T ypnon tov Instanyl.

E&aptnon kot 0iopdg

AVT0 TO PAPUOKO TEPLEYEL PALVTOVOAN, 1) OTtoia ival £va 0moedég. Mmopel va Tpokahéaetl e&dptnon
KoM e0opo.

H gravolopfovopevn yprion tov Instanyl umopei eniong va odnynoet og e€Gptnomn, Katdypnon Kot

€01o 10, YeyovOg oV pmopel vo, 0dnyNnoet o aneAnTikn yio ) {on vrepdocoroyia. O kivduvog avtdv

TOV aveMBOUNTOV EVEPYEIDV Hmopel va avEndel pe ) yop1ynon vynAOTEPNG 0O0NG Kol LEYAAVTEPTG

duapketag ypnons. H e&dptnon 1 o eBioudg pmopovv va oag KAvouy va aicBiveste 0Tt dev £xeTe TALOV

ToV €AEYY0 TNG TOCOTNTAG TOL PUPUAKOD TOV TPEMEL VO, YPTCLUOTOUCETE T} TG GLYVOTNTOG LE TNV

omoia Tpémel va to ypnoponoleite. Mmopei va aic0dveote 011 TPEMEL v GUVEYICETE VL

YPTCULOTOLEITE TO QPAPLOKO GOG, AKOUT KOl OTaV ouTO €V GUUPBAAAEL GTNV AVOKOV(IGT) TOV TOVOU

oG,

O «ivévvog e&dptnong 1 ebiopod mokiAlel amd dtopo og dtopo. Evoéyeton va datpéyete peyoahdtepo

kivéuvo e€aptnong 1 €biopov pe to Instanyl gdv:

- Eoeig 1 kdmolo pEAOG TG O1KOYEVELAG 00 EYETE KAVEL KaTdypnon 1 ExeTe vapEet eEapTnuévol
oo GAKOOA, GUVTOYOYPUPOVLEVE, PAPUAKOL 1] TUPAVOUES VAPKOTIKEG 0VGIES («EOIGLOCY).

- Elote kamviotic.

- Efyate moté mpofinpata pe m 0160gom cag (katdOAiwym, dyxoc i Sotopoyr] TPOSOTIKOTNTAS) 1
&xete MaPet Bepaneio amd yoylatpo yio GALES Wuykég VOGOUG.

Edqv mopoatmpnoete kamoto amd to axdérovba kotd tn yprion tov Instanyl, uropei va amotelel £vdeén

eEdpnong 1 ediopov.

- [pénet vo xpNOLUOTOINGETE TO GAPLLOKO Y10 LEYOADTEPO YPOVIKO JAGTILO GO VTO TOV GOG
£xel cLUPOVAEDGEL O YIUTPOG GOG

- [Ipénel va ypnopomomoete peyardtepn 6061 amd T CLVIGTOUEVN

- XPNGIUOTOIELTE TO PAPLAKO Y10l AAAOVG AOYOLG EKTOG TNG CLUVTAYOYPAPNONG, Yio TAPASELY L,
Yo Vo, «SLOTNPACETE TNV YuYPOLULio Goo» 1 Yo va «onbncete Tov vvo ooy

- "Eyete mpoPei oe emavorapfovopeves, avemruyeic mpoomdbeieg dakomng 1 EAEYXOL TG XPNONS
CVTOV TOV POPHAKOV

- Orov otopatioete vo, ToipveTe 10 OapuaKo dev vidbete Kahd (.. vavtio, euetdc, diappola,
&yyoc, piyn, TpOUOG Kol EPIdp®ON) Kol cOavesTte KoATEPQ OTAV EAVAYPTGILOTOLEITE TO
QAapuroKo («avemBOUNTEG EVEPYEIEG GTEPNONG)

Edv mapotnpfoete omolodnmote amd avTég TIC EVOEIEEIC, EVIUEPMGTE TOV YIUTPO GOG YO VO
ocu{noete Vv KaALTEPT 000 Bepameing yio €64, CLUTEPIAAUBAVOLEVOV TOV TEPUTTOGEDV OOV
glvar oKOmIO va SLOKOWETE KOl TOV AGQAAOVG TPOTOV LE TOV OTol0 TPENEL vaL dOlakdyeTe T Oegpameio.

oword kon £pnpor
To Instanyl dev mpémet va ypnoponoteitan og Toudld Kot epnovg nikiog Kato tov 18 etdv.

Alro @appoxo kor Instanyl
Evnuepoote to ylotpd 1 0 goprokomold cag eqv Taipvete, EYETE mAPEL TPOGOATA 1) UITOPEL VO TAPETE
A0 PAPLLOKE, OKOUO KOl VT TTOV dEV GOG £XOVV yopnynoel pe cuvToym.

To Instanyl pmopet va ennpedoet 1 va enpeactel amd GALN QAPLOKOL.

[Swaitepn mpocoyn yperdletal Gv iote 6€ Ay®YN LE OTOLOONTOTE O T AKOAOVO PAPLLOKOL:

- A0 PAPLLOKE, Y10 TOV TTOVO KOl OPIGUEVE, TTOVGITOVA Y10l Tr VEVPOAYia (OTWOC YKOUTATEVTIV
KOl TPEYKOUTAATVT)).

- OTOLOONTTOTE PAPLLOKO, LLTTOPOVV KOVOVIKA VO GOC TPOKOAEGOVY DITVIALX (£XOVV KOTOGTOATIKY
dpdion) OTOS VIVOTIKA XA, KATUGTOATIKA QappoKa 6mws ot Beviodialenives 1| oyxeTkd
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QAPLOKO, PAPLOKO YL TIV OVTILETMOTICT TOV AYYOVS, AVTUCTOLUIVIKA 1] NPEULCTIKG,

YOAUPOTIKE TOV CKEAETIKMOV UMV KOl YKOUTATEVTIVOEWN (YKOUTATEVTIVY KOl TPEYKOUTUAIVT).

H ypnion téroiov dAlov eoappdkov tautoypova pe Instanyl, evoéyetar va Tpokaiécel kKivouvo

vvNnAilag, Pafid KATOOTOAN Kol VO ETNPEACEL TNV IKAVOTNTO GO VO OVATVEETE (CVOTVEVGTIKY

KOTOGTOAN), YEYOVOC TO OTOl0 LITopEl Vo 001y|GEL O€ KMLLOL KOl LTOPEL VoL lval ameAnTIKo yio

™ Con. ['a tov Adyo avtd, 1 Tovtodypovn xpnon Ba tpénet va eEetdletan mg evoeyduevo, Ldévo

otav dev glvar duvatég dAleg DepamenTikég EMAOYEG.

Qo10060, £4v 0 Y1TPOG G0¢ cLvTayoypaenost To Instanyl poli pe kotaoToltikd appaxa, 1

doo ka1 1 drdpkelo TS TawTOYpovNg Bepameiag Oa mpimel va meptopltoTohy amd Tov Y1Tpd Cag.

[MopakaAeiote Vo EVUEPDCETE TOV YIOTPO GOG Y10l OAO TO, KATOGTUATIKG (PAPLLOKO TOV

Aappdvete Kot vo akoAoVONGETE TIGTA TIC CLGTAGELS TOL YIOTPOV GOG OVAPOPIKA LE TN OO0T).

Mmopei va, givat YpiGLIO Vo EVIIEPDOGETE PIAOVLE 1 GLYYEVEIC, MOTE va. Yvopilovv Ta onueio Kot

CUUTTMOUOTO TOV AVOPEPOVTAL TAPATdve. Otav TapovcidleTe TETOL CUUTTMOUATOL,

EMKOVOVNGOTE LLE TOV Y10TPO GOGC.

- OTOL0ONTOTE PAPLOKO, LITOPOVV VOl EXOVV EMIOPACT] GTOV TPOTO UE TOV OTTOI0 TO GMLLOL GG

dwoomd to Instanyl, dmwg:

o prrovaPipn, verewvafipn, aurnpevafipn kot pocaumpevaPipn (pdpuako wov fondovv
oToV EAEYY0 NG Aolpuméng omd HIV),

o avaotorelg tov CYP3A4 6nwg ketokovaloin, rtpakovaloin 1 pAovkovaloin
(xpnoonotobvtar yio. tn Oepameio LPOKNTIONCIK®Y AOWDEEWDV),

o Tpoleavdopkiv, KhapiBpopvkivn 1 epuBpopvkivn (pappoka yio ) Bepomeio
Baktnplakdv Aotudéemv),

. ATPETITAVTN (YPNOUOTOIOVUEVT Y10 TV OVTILETMMIOT GoPapng vavTiog),
. Shtialéun kat Bepomapiin (edpuoxa yio ™ Oepameio vYNANC opTNPLOKNC TEGNC 7
Kapdlomabeidv).

- oapuakxa wov ovoudlovral avactoreig Movo-Apivo-O&eddong (MAOI) (ypnoyomolovpeva
v cofapn KaTabAyN), akdun Kot eav Exete voPAnOei og Bepoameio e Eva TETO10 PAPUOKO TIG
EPOUCUEVES 2 £POOUAOES.

- 0 kivduvog avemBuuNTOV EVEPYELMV QLEAVETAL EAV TOIPVETE PAPLOKO OTIMG OPIGUEVHL
avtiketodlmticd 1 avtyvyoowkd. To Instanyl umopei va odiniemidpdost pe ovtd To @apuoka
K0l UTOPEL VO TOPOVGLAGETE LETAPOAES GT SlovoNTIKY KOTAGTAOT (7). Si€yepon,
yevdausOnoels, koua), kot dAAeg emdpAcelg Onmg copatiky Beppokpacio dve tov 38 °C,
avénon tov kapdlakov puOod, acTtadn apTnplaK TEST, KOl VIEPBOATY TV AVIOVAKANGTIKMV,
WUIKT oKopyio, EAAENYT) GUVTOVICHOV KA1 YOOTPEVTEPIKH CUUTTOUOTO (7). VouTia, EUETO,
dappora). O yotpdg cog Ha cog el eav to Instanyl givon katdAinio yio cog.

- @apuoka Tov ovoudlovTal HEPIKOL OYOVIGTEG/ OVTAYMVIGTES TT.Y. Bovmpevoppivn, vaifoveivn
Kol TevTaloKivn (QApHOKe Y10 TV OVIWETMORIOT TOV TOVOL). Evoéyetal va mapovoidoete
GUUTTMOUOTA GLVOPOLOV GTEPNONG (VawTia, Eueto, didppota, dyxos, piyn, TPOUO Kot EQIdpwOT)).

- Ao pappaka wov Aapfavovtor pécm g potg, Wiaitepa o&uvpetaloiivn, Euiopetaloiivny Kot
TOPOLOLN. PAPLLOKO, TTOV YPTCLLOTOLOVVTOL Y10, TNV OVOKOVPLGT Ot TN PLVIKT] GUUGOPTOT).

To Instanyl pe Tpo@1] TOTO KAl OLVOTTVELHATMO
Mnv mtivete ovomvevuaT®mon Yo, 6co ddotnua giote o aywyn e Instanyl, exeldn umopei va owénbei
0 kivduvog eueaviong emkivouvav avemBOUnNTmV EvePyEL®V.

Kinon kot Oniaocpog
Edv gicOe €ykvog 1) Onhalete, vouilete 0T umopel va giche €ykvog 1 oxedlaleTe vo amOKTNGETE MO,

{ntote TN GVUPOLAN TOL YTPOV T} TOL PAPLAKOTOLOD GOG TPOTOV TAPETE OTOLOONTOTE PAPUAKO.

To Instanyl dev Tpémel va ypnopomoteiton Katd T SIEpKELD TG EYKVUOGVVNG, EKTOG EGV TO £XETE
ov{ntoel pe To yTpd oG,

To Instanyl dgv Tpémet va pNOIUOTOLEITOL KOTA TN SIAPKELN TOV TOKETOV, EMELON 1 POUIVTAVOAT UTOPEL
Vo TPOKOAEGEL GOPaPE OVATVELGTIKA TPOPANLATO GTO VEOYVO.

H powtavoAin pumopel vo eloy®pioel 6T0 UNTPIKO YAA Kot EVOEXETOL VO, TPOKAAEGEL AVETIOOUNTEG
evepyeteg 610 Ppépog mov nAalet. Mnyv ypnotponomoete to Instanyl edv Onidlete. Aev mpénet va
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Eexvnoete To OnAacud €wg dtov TapéAbovy Tovhdyiotov 5 Nuépeg amd TV teEAgvTaia 0OGN TOV
Instanyl.

001yN o1 Kot YEPIOROS PNV LATOV

Agv pénet va odnyeite 1 va xelpileote pnyoviuata yio 6co dldotnua eiote oe aywyn pe Instanyl. To
Instanyl pmopei va tpokaAésst CAAN, vIVNALL Kot OTTTIKEG SATUPOYES, TTOV UTOPOVV VO ETNPEACOVY
TNV IKAVOTNTA GOG Yot 03YNON 1 YEPICUO UNYOVIHAT®V.

3. Mg va ypnoponomcete 1o Instanyl

Ipwv and v évapén g Bepameiog Kot TOKTIKA Katd T didpkela g Oepameiag, o yiatpog cag Oa
ov{ntoel eniong pe 066G TL popel vo Tpokvyel and T xpnon tov Instanyl, ndte kot yio td6co
YPOVIKO SLICTN U TPENEL VA TO TAPETE, TOTE TPEMEL VOl EMKOIVOVIGETE LLE TOV Y1OTPO GO KO TOTE
npénel va, to dokoyete (PA. emiong mapdypoeo 2).

[Tavtote va ypNoHOTOLEiTE TO PAPHAKO OVTO QVGTNPE COLEMVA L TIS 00N YieS TOL YoTpov cog. Edv
éxete au@Poricc, pmTNOTE TO YIOTPO 1) TO PUPUAKOTOLO GOGC.

H d60m tov Instanyl eivon ave&dptnn amd T cvviOn aymyn oag Yo ToV KOPKIVIKO TOVO.

Orav Eexvdrte yuo TpdT Qopa va ypnotonoleite To Instanyl, o yiatpdc cog 0o cuvepyaotel poll cog
v va, Bpet T d6om Tov Ba oag avakoveicel ond ToV TAPOELGUIKO TOVO.

H apywn 660om givar évag wekaopog tov 50 pukpoypappapiov og Eva povBoivi ke popd mov Eyete
éva eme106010 Topo&uapkov movov. Katd ) didpkelo Tov Tpocdlopiopod TG GMOTHS Yo EGAG
d00T1G, 0 YIUTPOG GOG WTOPEL VO GO CUGTNOEL OAANYT G VYNADTEPT] dOOT).

Edv 6ev avaxoveioteite amd tov mapououikd movo petd omd 10 Aentd, Pmopeite va ¥pnoILOTOGETE
UOVO Evov ETITAEOV YEKAGUO Y10 AVTO TO EMEIGOD1O.

I'evikd mpémet va meppévete 4 MPEG TPV TNV OVIUETONIOT EVOS AAALOL EMELGOSIOV TOPOELG KOV
TOVOL. e eEapeTIKEG TEPMTMOGELS OOV £Vl VEO EMELGOSI0 AapPdvel xdpa vapitepa, umopeite va
ypMNoLonocete 1o Instanyl yio TV AvIIUETOTION TOL ETEIGOOI0V OAAG TPETEL VO TEPIUEVETE
TOVAdYIGTOV 2 MPEC TPV Vo ¥pnoipomooete o Instanyl. Edv £yete taxtikd eneicodia mapo&uoputkon
OVOL Ta omoia amEyovy HETaED ToVG AyoTePO amd 4 MPES, EMKOVMOVIOTE LE TOV YTPO GUG, EXEWON 1
oLVNONG ay@yN GOg Yo TOV KOPKIVIKO TOVO UIopel vo Tpémel vo petafinoet.

Mmropeite va ypnoiponomoete 1o Instanyl yio v ovIETOTION £0G TEGGAPMOV ENEIGOdIMV
Topo&LG UKoY TGHVOL TNV MNUEPQL.

Edv epoavicete mepiocdtepa ond 1€coepa €ne16610 TaPo&uoLkoh TOVoL TV NUEPO, ETKOLVOVIOTE
LLE TO Y1aTpd GOg EXEWN 1) GLVNONG ay®YN COG Yo TOV KOPKIVIKO TOVO Umopel va tpémel va oAAAEEL.

Ipokeévov va mapaxorovdeite Tov apBud Tov ddcewv Instanyl Tov ypnopomombnkay, Tpénel va
YPNOLOTOLEITE TO TETPOY®VIOLN ETLOYNG TOV PLAANDIOV OV £ivail TOTOBETNEVO GTO KOTAKL TOV

€EMTEPIKOD KOVTION ACPUAEING Y10l TALOLA.

Mnv aAddlete ) 06on Tov Instanyl 1§ TV dAAOV QoapudK®y yio Tov Tovo povol Goc. AAloyn ot
docoloyia mpémel va yiver pali pe 1o yaTpd Gog.

To Instanyl poopileton yio pviky ypnon.

HapokoleicOs vo S10BAcETE TIC 00N YIES YPNONE GTO TEAOS VTOD TOV PLAAOIIOV YIO VO HAOETE
TTOC v ypnoewporoleite To Instanyl.

Eav ypnopomonoete peyorvtepn 0601 Instanyl awd v kavovikn 1| €av vopileTe 0TL KATO10G
&yel kata AdBog ypnoipomoost Instanyl
IIpénet va emkovovnoTe LE TO YOTPO GOG, LLE TO VOGOKOUEIO 1) LLE TO TUNLO EXELYOVIOV TEPICTATIKOV
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Y10 EKTIENON TOL KIvOUVOL Kot Y1t GUUPOVAT eGv €xete mapet peyorvtepn 06on Instanyl and v
KOVOVIK.

TOUTTONOTO VTEPOOGOAOYING EIVAL:

YrvnMa, voBpdtnrta, CaAn, peiopévn Beppokpascio Tov cmUATOS, Bpadve Kapdlakog TaAUOS,
OVGKOAIN GLUVTOVIGLOV YEPLDV KOl TTOSIDV.

e 6oPapéc TEPIMTAOCELS, N AN TOAD pHeydAng mosotntog Instanyl pmopel va mpokaiécel KOO,
KOTOGTOAT, OTAGHOVE 1 coPapég duokoAieg oty avamvor| (ToAd apyn 1 pnyn ovamvory). H
VIEPSOGOLOYIO UTTOPEL ETIOTG VO TPOKOAECEL EYKEQOAIKT] SlaTapay| YVOCTH MG TOEIKT
Aevkoeykeparomaela.

Edv aieBavBeite omolo0dnmote amd To ToPAmEvV® COUTTOUNTO TPETEL Vo {NTNOETE GUECT] 1OTPIKY|
Bondeia.

2nueimon 1o Ta dToLa ToL TePEYoLV EPoVTida 6Tovg 0cdeveis

Edv d¢ite 10 dropo mov naipvel Instanyl Eapvikd va evepyet apyd, £xovtog SVCKOAIEG TNV AvVOTVON 1

€6v duoKoAeVESTE VO EVTVIGETE TO GITOLO:

- TPENEL APECHG VO KAAEGETE enelyovoa, fonbsia

- Vo TepUEvete TNV enciyovso Pondeta, Tpémel va TpocTabnGETE VO KPOTHGETE TO ATOMO EVIVIo
LADVTOG 1] KOUVOVTOG TPOGEKTIKE TO ATOWO TOTE TTOTE.

- €64V T0 GTOpO £YEL SUGKOAID GTNV AVATVOT], TTPEMEL VO TOPUKIVIGETE TO GTOHO VO EI0TVEEL KAOE
5-10 devteporenta.

- €0V TO GTOWO £YEL GTOUATAOEL VO, AVOTIVEEL, TPETEL VO TPOGTUONGETE VO TOV/TNV EXAVUPEPETE
oT1g awcOnoeig Tov/tng péypt va £pbetl n emetyovsa Pordeta.

Edv vopilete 6t1 kdmotog £xet mapet Instanyl katd Adbog, mapoakareicOs va {ntioete dueon 1oTpiky
Bonbeia. [Ipoorabnote va kpotoete To dtopo Evmvio péypL va eBdcel N exeiyovoa fordeta.

Edv kdmolog €xel mapet Instanyl kotd AaBog, pmopel va £xel To. 10100 GUUMTOUATH OTTMG TEPTYPAPOVTOL
TOPOTAVE® Y10, TNV VTEPSOGOAOYIAL.

Edv Egydoete vo ypnopomonjoete o Instanyl

Edv o mapo&uopikog mévog cuveyiletat akoun, pmopeite va mapete to Instanyl omwg
cuvtayoypapninke omd 1o yorrpd coc. Edv o mapo&uouikdg movog £yl GTAUOTNGEL, LNV TOPETE TO
Instanyl péypt va epeovioTel 0 ETOUEVO ETEIGOSI0 TAPOEVGUIKOD TOVOV.

Edv ctopatiocere va (pnoiponoreite to Instanyl

[Ipéner va draxoyete To Instanyl 6tav Théov dev Exete mapoluokd movo. [pénel wotdc0 Vo
ovveyloete va Taipvete 1o oOVNOEG Yo TV avaKoVELoT amd TOV TOVO PAPUAKO GOGC, Y1l TV
OVTULETMIOT TOV KOPKLVIKOD Tovov cag. Edv £yete apeiPorieg eTKovmvioTe LE TO Y1ATPO GOG Yid
va emPefaidoeTe T 6mGTH 6061 TOL GLVHOOVE EUPUAKOD GO,

Mmropel vo, ELOAVIGETE GUUTTOUATO GTEPT|ONG, OLOLNL e TIG THOVEG avemBOUNTES EVEPYELES TOVL
Instanyl, 6tav dtoxodntete 10 Instanyl. Edv gppavicete countopato otépnongs, Tpenet va
EMKOWVMVNGETE e T0 Y1otpd coc. O yotpog cag Oa a&lohoynoet av ypetdlecde papuako yio ™
peimon N v eE£GAEYN TOV GUUTTOUATOV GTEPNOTNC.

Edv éxete meplocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV TPOIGVTOG, POTNOTE TO YTPO 1| TO
QOPUOKOTOLO GOC.

4. IMBavéic avemBopnteg evépyereg

Onmg 6ha Ta pappaka, £TGL KoL aVTO TO GAPUAKO UTopel vo TPoKaAEGEL avemBOUNTES EVEPYELEG, OV
Kot 6gv Topovclalovtal 6€ OAOLG TOVG AVOPMOTOVC.

O avemBountec evépyeieg ocuyva Ba otapatioovy i Oa pewwbodv oe £viaom Le T GuveXN PNOoT TOV
TPOIOVTOC,.

102



AWOKOWYTE TNV 0YOY1] KOL ETIKOIVOVI|GETE ORECOS UE TO YLUTPO GUG, LE VOGOKONEID 1] PLE TU A

EMELYOVTOV TEPLOTUTIKAOV, EAV:

- mopovcldcete Eapvikn, coPapr] oAAEpYIKN avTidpao e SuGKoAin oty avamvor|, Tpnéo, (oAn,
TaYLTOApIO, EPIOP®ON 1 ATOAEL GUVEIONONG,

- mopovoldoete coPapég OVGKOAIEC GTIV AVOTVOT),

- &yete Lonpd N0 0TV EICTVEETE,

- €yete oTaop®OKO TOVO,

- mopovoidoete vrepPortkn (AAn.

AVTEG 01 avemOOUNTES EVEPYELEG PTOPEL VO Eivar TOLD coPapéc.
Aleg avemBOUNTEC EVEPYELEC TTOV OVOPEPONKAY HETA amd TN yp1on Tov Instanyl:

Yoyvég (umopel va emnpedoovy €ng 1 ota 10 dtopa):
YrvnAia, (aAn akdun Kot pe SLGKOAIEG O10TPNOTG TG 1G0PPOTING, TOVOKEPAAOS, EPEOIGLOG TOV
Ao, vavTtia, EPeTog, &ay, Evtovn aictnon Oeppod, vaepPolikn epidpwon.

Oy ovyvég (umopet va emnpedoovy €mg 1 ota 100 dtopa):

Abmvio, vobpdmra, oikég GUOTAGELS UE OTAGHOVC, UN PLGIOAOYIKT aicONGT TOV SEPUATOG AKOUN
Kot SLVGAPEDTY, AAAAYT| YEVOTG, VOCOG ald LETOKIVIGELS, YOUNAT 0pTNPLOKY| TTieaT, coPapd
OVOTTVELGTIKA TTPOPAT LLATO, PLVOPPOYIES, PLVIKO EAKOG, LUTT) OV TPEYEL, OVCKOIAOTITO, PAEYLOVT] TOV
oTOUATOG, ENpocTopia, TOVOG GTO OEPUN, KVNOUOG TOV SEPUATOG, TVPETOG.

oyvotnrta pn yveoti (1 cvyvotnta dev pnopei va ektiunfet pe Paon ta dtabéoipa dedopéva):
Alepykn avtidpacn, TTooT, ddppola, GTOCUOL, ATMOAELN GUVEION oG, TPNEWO GTOVG Bpayioves Ny
ot TOdL0, OE0GT 1] AKOLGLO TPAYLATMY TOV JEV VITAPYOLY GTNV TPAYLOTIKOTNTO (WELOUMGONGEL),
TOpOAN PO (TA GUUTTOUATE PUTOPEL VoL TEPIAAUPEVOLY Eva GUVOLOGUO OO J1EYEPTT), AVIGLYIA,
OTOTPOGAVOTOAMG O, GUYYLOT, PO, PAETETE 1] AKOVTE TPAYLATO TTOV JEV VILAPYOLV, SLOTAPYT] TOV
VIVOL, EPLOIATES), CVOYT GTO QAPLOKO, PapurokevTikny e€aptnon (eBioudc), KoTaypnon eopuakov (BA.
TapAypoeo 2), KOmwon, Kakovyio, cuvopouo otépnong (umopel vo ekdnimBel pe v epedvion Tov
akorlovBov avemBOUNTOV EvepyEL®V: VovTia, £UETOC, dtdppota, dyyos, piyn, TPOUOG Kat epidpmon),
dvoKOoAia OTNV OVOTTVOT).

"Eyovv eniong yivelr avapopés yio acBeveig mov avéntuEav TpOma 6TO SLA@PAyIa TNG LOTNG — 6T dou)
7ov dlaympiletl Ta povbovvia.

H nopatetoapévn Bepancio pe pavtavoin katd tn ddpKelo TG KONONG UTopel vo TpoKaAEceL
GUUTTMOUOATO GTEPT|ONG GTO VEOYEVVITO, T OTTOT0, LITOPovV va. lvar ameintikd yio ) Co1| tov (BA.
Topaypoo 2).

[Ipémetl va evnuepmoete 10 Y1oTpo 60G 6V eppavilete vrotpomalovia enelcddia pvoppayiog M
PVIKNG dSuGPOpPiag.

Ava@opd avemOOunTmV evepyetdv

Edv mapotnpioete Kamota ovemiBOUNTn EVEPYELD, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av16 10yet Kat yio kéBe oy avemiBounTn evéPyeLa TOV €V AVAPEPETOL GTO TAPOV PUAAO 0NV
ypnons. Mropeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikond
GLGTNILOTOG OVOPOPAS TTOL avaypapeTol oto [lapdptnua V. Mécwm g avapopds averdountov
EVEPYEIDMV UmOpeiTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKE LLE TV ACPAAELL
TOV TTOPOVTOS POPUAKOL.
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5. IIog va pvrdocete To Instanyl

To @dppaxo wov nepréyetar oto Instanyl yia v avaxovQion amd Tov T6Vo givar TOAD 163VPO
Kol popel va givor aretkntiké yio ) (o Tov rowiov. To Instanyl pénel va guracoetor o€
pépn mov ogv To PAETOUVY Kat dgV TO0 POAVOLY TO TONdLA. I1dvToTE VO TOTTOOETEITE TO PLviKo
EKVEQMA 6TO KOVTI AGQPUAELNS YO TALOLE NETA TN YPTION).

durdcoete 0VTO TO PAPUOKO GE OGPAUAEG KO TPOGTATEVUEVO UEPOC GTO 0010 deV £X0VV TPOGPacT
Ao dtoua. Mmopel va mpokarécel coPfapn PAGPN Kot va givar Oavammedpo oe dToua Tov pmopel va
TAPOLV aVTO TO PAPUOKO TVYOIN 1] EK TPOBEGEWMS, OTAV OEV TOLG £XEL GLVTOYOYPAPTOEL.

Na un ypnoponoteite to Instanyl petd tnv nuepounvio ANENG TOL AVAPEPETOL GTI| PLAAT LETA TN
AHEH. H nuepounvia Anéng etvar 1 tehevtoio nuéPa Tov UiVA TOL OVAPEPETOL.

dvidcoete oe Beppokpacio pkpotepn tov 30 °C. Duidocete T0 pvikd ekvépmpa g 6pOia BEon.
Mnv xozoyvyete. Eav to pviko ekvépoua Instanyl katoyoydei, n aviiio yekaouod prnopet va
ondoel. Edv éyete apeiforia oyetikd pe tov tpomo mov amobnikebnke  avtiio, mpénet va eAéyEete
NV avTAio WeKAGHOD TPV TN XPNON.

To Instanyl tov omoiov N nuepounvio ANENG €xetl TapéAbel 1 10 omoio dev amorteiton TAEOY, UTOPEL Vol
TEPIEYEL AKOUN OPKETO PAPLOKO DOTE VO givor emPAaPEG Yia dAAovg avBpdmovg, 1dtaitepa yio Toudid.
Mnv metdte AapHOKa 6TO vEPO TNG OMOYETELONG 1 OTA OIKLOKA amoppippata. Kabe ypnoipomompévo
N aYPNOLOTOINTO PIVIKO EKVEPMUE, TPETEL VO, EXAVATOTOOETEITOUL CLOTIUATIKG KO KOTOAANA®C GTO
eEmTEPIKO KOVTI AGPAAELNG Y10 TOUSLA KO VO OTOPPITTETOL COUPOVO LE TIG KOTA TOTOVS 10 VOVGES
SLTAEELG 1) VO EMOTPEPETAL GTO QopLaKeio. PmTote ToV poprokomold cog yio 10 Tdg Vo TETAEETE TaL
QAPUOKA TTOV OEV YPTOLLoTOLEiTE T AvTd Ta pétpa Bo fondncovy oty TpocTacic Tov
nepPaArrovrtog.

6. Iepreyopeva TG 6VOKELAGIOG KO AOUTTEG TANPOPOPieg

Ty nepréyer To Instanyl

H dpaoctikn ovoia givar 1 gatvtavodn. To wepieyopevo givor:

50 wikpoypaupdplo/doon: 1 ml mepiéyel @avtavoin Kitpikr 1wodbvaun pe S00 pikpoypappdapio
eawvtavoing. 1 yexaouog (100 pikpoAttpa) mepiéyel SO LIKPOYPAUUAPLO QOVTOVOATG.

100 wikpoypauudpia/d6on: 1 ml mepiéyet @arvtoavorn Kitpikn weodvvaun pe 1.000 pkpoypopudpio
oawvtovoanc. 1 yekaopog (100 wikpodtpa) mepiéyet 100 PiKpoypOoUUAPLO QAVTAVOANC.

200 wikpoypapudapla/déon: 1 ml nepiéyel patvtovorn Kitpikn wwodvvaun pe 2.000 pikpoypoppdpio
oawvtavoine. 1 yexoaouodg (100 pikpoittpa) mepieyel 200 pkpoypappdpto gavtavOAng.

Ta GAAa cVGTOTIKA Eival VATPLO POGPOPIKO S16OEIVO S10dpIKO, SVATPLO POCPOPLKO STLOPLKO Kot
VOmp KeKaBapuévo.

Epgavien tov Instanyl kon mepreyépeva TG 6VoKELOGIOG

To Instanyl givor pvikod ekvépopa, dtddlvpa. To didlopa etvar drowyég Ko dypopo. epiéyetan o pia
KaPE YOAAYT PLAAT LE OOGIUETPIKT AVTAICL.

To pviko ekvépmpa dtotifetan o€ eE®TEPIKO KOVTL 0CPUAEING Y10 TOUOLA KOl GE TPELG SLUPOPETIKES
ovokevaoies: 1,8 ml (loovvron pe 10 d60¢1g), 2,9 ml (1oovvron pe 20 d60¢€1g) kot 5,0 ml (1ovvTon pe
40 d060¢1g).

Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLOKEVAGIEC.

H emonpavon tov tpuov neplektikotitov Tov Instanyl dtagpoponoleiton ypopotikd.:
H emonuavon tov 50 pikpoypappapiov/door gival moptokoii

H emonuavon tov 100 pikpoypappopiov/ddon sivol pmp

H gmonpavon tov 200 ukpoypappapiov/d6on ivol Tpactvon-UTAE.

Karoyog Adgiag Kvkhogopiag
Istituto Gentili S.r.l.
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Via San Giuseppe Cottolengo 15
20143 Milano
Itoria

IMopaockevaotic
Curida AS
Solbeervegen 5
NO-2409 Elverum

Noppnyia

IMo omoadnmote TANPOPOPIo. GYETIKA LE TO TOPOV POPUOKEVTIKO TPOIOV, TAPUKOAEISTE VO
amgvbuvbeite otov Tomikd avtimpdésmmo tov Katdyov g Adelag Kvkhogpopiag:
AT/BE/BG/CY/CZ/DE/DK/EE/EL/FI/FR/HR/HU/IE/IS/IT/LI /LV/LT/LU/
MT /NL/NO/PL/PT /RO /SK/SI /SE

Istituto Gentili S.r.1.
Tel: +39 0289132700
medinfo@gentilipharma.com

Espaiia

QualitecFarma S.L.

Tel: +34 913 728 399

To mwapdv UAA0 00N YOV Yp1oNS avaOe®P1)ONKE Y10 TEAEVTAIR POPE GTIC.

Agntopepeic TANpoopieg yia To pappako avtd eivar dtabéoipes 61o diktvakd Tomo Tov Evpomaikod
Opyaviopov @appudxmv: http:// www.ema.europa.eu/.
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OAHI'IEX XPHXHX TOY PINIKOY EKNE®GPOQMATOX INSTANYL

[Mopakareiche va dafdoete Tig akdOA0VOEG 00MYiEG TPOGEKTIKA Yo VO LAOETE TAOG VA YPTCILOTOETE
T0 pIKo ekvéQmpa Instanyl:

IIpogTowpalovrog To pvikd ekvépopa Instanyl yia ypiion:

IIpwv 11 gpnom Tov pviKod EKVEPOUATOG Y10 TPAOTN POPLL:

. [pénel va yexdoete 3 1| 4 popéc (evepyomoinom) péEypt vo eLPavioTtel AemTd vEQPOG.
Kotd ™ dwapkero g drodkaciog evepyonoinongs, 0o arelevdepm0sei gappoko. Xvvenag:
o H evepyomoinon npémel vo TpoypaTtomoleitol 6€ KOAL agPILONEVO YDPO.
o Mnyv yekaleTe TO pLVIKO EKVEQOUA TTPOS TNV KATEVOVVET 60G KUl TPOS AALOVG
avOpamovc.
. Mnv yekaleTe TPog TNV KATEVOVVO ETLQPAVELDV KOl UVTIKEINEVOV TOV PTOPEL VO

£pBovuv og emagn pe GArovg avOpATOVG, 18I TULdLA.
Edv dev éxete ypnoonomoet to Instanyl yio mepiocotepo amd 7 nuépec, TpENEL va
gvepyomombei Eava n avtiia, yexalovtog pio popd mpv Anedel n emduevn d6om.

To pwiké ekvépopa Instanyl Tpénel va ypnoypomoreitor pe Tov TaPUaKATO TPOTO:

1.
2.
3.

4.
5.
6.

duonére ™ wortn cog dv ™ vidbete PovAmuévn N G EETE KPLOAOYMUAL.
[pénel va kdBeote N vo, oTékeate o€ OpOia OEam.
A@a1péoTe TO TOUN TPOSTAGIOG OO TO EKVEPMLOL.

g&
b=

Kpatote to pvikod exkvépopa og 0pOia Béon).

Ieipete 10 KEPAM 0OG EAAPPA TPOG TAL EUTPOG,.

Kieiote 10 éva povBodvi TomobeTmvTag T0 SGKTLAO Gog avTifeta Tpog TNV TAEVPA TG LOTNG GOG
K0l EI0AYETE TO OKPOPVGLO TOV EKVEPMOUOTOS LEGH 6TO AAAO povBovvi (mepimov katd 1 cm). Agv
£xel onuacio moo povbovvi ypnoiponoteite. Eqv npénet va AaPete devtepn d6on petd amd

10 Aemtd yio vo vdpEet ETOPKNG AvaKoDEIoT Ad TOV TOVO, QVTH 1) 006N TTpémel vo Anebel amd to
éAro povBoivi.
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7. Ihiéote v avtiio TANP®S TPOG TO KAT® Kal e To 000 ddyTula pio popa YP1Yopo EVED EICTVEETE
omd T pot coc. BePaiwbeite 611 n aviAia Exel meotel AAMpwS TPog Ta KaTw. Mropel va pnv
aoBavleite tn 86om o1 HOTN Gog CAAG TNV €xeTe AAPeL OTaV £xETE MEGEL TNV AVTAiQ.

8. KaBapiote 10 0kpo@yG10 TOL PVIKOD EKVEQOUATOG LETA TN ¥PNoN Ue Eva Kabapd pavTnlakt Kot
G1T1) GLVEYELD ATOPPIYTE TO LLOVTNAGKL.

Edv petd amo 10 Aentd ypelaoteite devtepn 60om Instanyl yio v avaxkoveion and Tov tovo,
emovolafete To Pripota 1 £oc 8 oto dAro povbodivi.

[Téavtote va tonobeteite 10 Instanyl oo kovti acpaieiog yio Toudid petd tn xpron. Na gurdcceTon
o€ 0¢on ™V omoia dgv PAémovy Ko dgv TpooeyYilovy To TALOLd.

!

)

Kotaypdeete 166G dOGEIC EXETE YPNOIUOTOMGEL KOl TOGEC HOGELS GUC OTOUEVOVY GTO PIVIKO
EKVEQMLLOL YPMCIUOTOLDVTOG TV KAPTO, LETPTOTG OOGEWDY TOL TAUPEYETOL LUE TO PIVIKO EKVEPDLLOL
Instanyl. Ké0e popd mov ypnoponoeite o pvikd exvépmpa Instanyl, BePorwbeite 6Tt eogig N 0
(QPOVTIGTNG OOG KATAYPAPETE TIG €V AOY® TANPOPOPIES GTNV KAPTO.

Eév 1o pwviké ekvépopa Instanyl éyxer priokdper 1] ogv yekalel c6Td:

o Edv é&yer pmhoxdpel, otpéyte TO pvikd EKVEQ®UO PAKPLE 0O €6AS (KO 0T0100NTOTE GAAO GTOLO)
Kol ompdETe otafepd otV avtiia Tpog ta kdte. H kivinon avtr Oa npénel va kabapioetl Toydv
EUTAOKN.

o Edv 1o pwviko cog exvépopo e&okorlovbel va pun Aertovpyei cOTA, JMANGTE LLE TOV POPUOKOTOLO
coc. [loté pnv TpoomwadceTe Vo ETO0POMDGETE TO PIVIKO EKVEQONO. HOVOL GUG 1] VO TO
UTOGVVUPROAOYNGETE. AVTO EVOEYOUEVMG VO ATTOTEAEGEL AT YopTynong Aabog d6ong,.
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Instanyl 50 pikpoypoppapra/66on pviké ekvé@opa, d1divpo 6 TEPLEKTY piag d6omMg

Instanyl 100 pikpoypappdpra/d66m Pvikod EKVEQMUO, SIIAVLO 6E TEPLEKTN PiOg 6061

Instanyl 200 pikpoypoappapro/d061 PLviko eKvEQONO, O1AAVNO 6E TEPLEKTN Pidg 0061G
QOLVTOVOAN

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1ONS TPOTOV UPYIGETE VO, YPIGLUOTTOLEITE

avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOC.

- Durdgte avto To EOALO 0N YDV Yprione. Towg xpelaotel va to dtofdcete Eavda.

- Edv éxete mepartépm amopleg, pOTNOTE TO Y1OTPO 1] TO POPUOKOTOLO GOGC.

- H ocvvtayn yio avtd 10 approko xopnynnke amokAEloTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
@apuroko og GAiovg. Mmopel va Toug TpokaAéael PAAPN, akoOpa Kot OTav To, oMUElR TNG
aoBéveldc Toug tvat 1010 e ToL OIKA oag.

- Edv mapotnphoete Kamolo avemBOunTn evéEpyeELa EVIUEPDOTTE TO YIOTPO 1 TOV VOGOKOLO 1] TOV
QOPUOKOTOL0 GOG. AVTO 1oYLEL Kot Yo KAOe mhavr avemBountn evEPYELN TOL OEV AVOPEPETOL
070 POV QUALO 0ONY1DVY yprions. BAéne mapdypapo 4.

T epréyel 1o mapov GUAA0 00N YLOV

1. T etvon o Instanyl ko oo eivar 1 xpnon tov

2. T mpénet va yvopilete Tpotol ypnoiponomoete to Instanyl
3. Ilog va ypnoytorocete to Instanyl

4. [TBavéc avemBounteg evépyeleg

5. Iag va puidocoete to Instanyl

6. [epreydpeva g cvokevaciog Kot AOTEG TANPoPopieg

1. T givan To Instanyl ko wowa givor n yprjon Tov

To Instanyl mepiéyet ™) dpacTIKy OLGIN POVTOVOAT Kot OVIKEL GE pia KaTnyopia 1oyvpdv
movcinovev mov ovopdovtol owoedn. Ta omlogldn dpovv topepunodilovtag to epedicpota Tov
7TOVOL GTOV EYKEPAAO.

To Instanyl dpa ypryopa Kot ypnoipomoteitat yio v avakoOelon amd tov Tapo&ucuikd movo o
EVNAIKEC KapKIvoTadeic o1 omoiot lval oM 6€ aymyn Ue OmLoEWdN Yo To cuvnon Tovo Tovg. O

T po&LOUIKOG TTOVOG gival emmpOeOeTog 0pvidlog ToOvog mov eppaviletal mapoTt Exete AAPetL To
oLV N omoEdN PAPLOKE GOG TOL AvaKoLEILovY Ao TOV THVO.

2. Ty péner va yvopilete mpiv va gpnopononocere 1o Instanyl

Mn xpnopomouoete To Instanyl
o€ MEPIMTO®ON AALEPYIOG OTN QUIVTOVOAT 1| G OTOI0ONTOTE A0 TO. AAAN GUGTOTIKE TOV OTO TO
QOPLOKO OVAPEPOVTOL GTIV TOPAYPOPO 6.

- O€ MEPIMTOOT TOL JEV YPTCILOTOLIEITE TAUKTIKG KATOL0 YOPTYOVLEVO LE LOTPIKT GLUVTAYN
OTOLEWOEC PAPUOKO (T, KOOETVT, PAIVTAVOAT, VOPOUOPPOVT), LOPPIVT], 0ELKWOOVT|, TEDdTVT),
KéOe pépa e TAKTIKO TPOYPOULLLO, Y10 TOVAGYIGTOV Lo EBO0UAdA, Y10 TOV EAEYYO TOV
empévovta movov cag. Edv dev ypnoiponoteite autd to @ApUaKo OV TPETEL VoL
ypMolLonomcete 1o Instanyl, enedn evoéyeTar va avénoet Tov Kivouvo 1 avamvon oag va yivel
gmKivouva apyn Kovn pnyn, 1 GKOUO Kol VO GTOUNTHGEL

- gy maipvere Eva eappoko mov meplEyel oEuPikd vaTplo

- 0€ MEPINTMON TOL TAGYETE and PpoyvypOVIo TOVO EKTOG TOL TAPOEVGUIKOD TOVO

- €qv €xete coPapéc Suokolieg oTNV avamTvon 1 TAGYETE amd GOPaPT| OTOPPUKTIKY
TVELUOVOTIAOELL

- €av €yete mponyovpuévac vmoPfinbei oe axtvobepaneio TpocOTOL

- €4 mhoyete amd VTOTPOMALOVTa EXEGOIIN pLvoppayiag.
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IIpog1domon)6ElS Kol TPOPUAGEELS

Ddvrdcoete 0VTO TO PAPUAKO GE AGPAAEG KO TPOCGTATEVUEVO HUEPOC, GTO OTOT0 gV Exovv TPOSaoT
dAla Gropa (Yo teprocdtepeg TAnpoopies PA. mapdypapo 5. «Ilhg va puAdocete to Instanyly).

AmevBuvieite 6ToV Y10TPO 1 POPUOKOTOLO GOG TPOTOV ¥pnoipomomasete o Instanyl, 1dimg:

- €4v mhoyeTE AMO LOKPOYPOVIOL ATTOPPOKTIKT TVEVUOVOTAOELD, 1] ALVOTVOT] GOG UITOPEL VOl
gmnpeootel and to Instanyl.

- eqv £yete TPOPALOTO UE TNV KAPIIE GOC, 10ImG YOUNA Kopdlakr cuyvoTTa, YaunAn mieon
aiportog N xopunAd 6yKo aipotog.

- €4 €xete TPOPAN LA LE TO NTTAP 1) TOVS VEPPOLS GOG.

- €4V €xete TPOPAALOTA UE TNV EYKEPUAIKT] GOC AEITOLPYIQ, T.)Y. AOY® OYKOL TOL EYKEPGAOV,
KAK®ONG TNG KEPOUANG 1 avENUEVNG EVOOKPOVINKNG THESTG.

- €4v avamtHENTE KATO0 OTIYUT| OVETAPKELN TOV ETVEPPLII®V 1) EAAELYT] YEVVITIKOV OPLOVDV
(avemdpkelo avOPOYOV@MV) LLE TN XPTOT) OTLOEWDDV.

- €4V maipvete KOTOUOTOATIKA Qappoka Omws Beviodialenivec | oyeTikd eapuaxe (TapoakoieicOs
va avatpé€ete emiong oty mapdypago «Alla eappoka kot Instanyl»).

- €4v maipvete avtikaToOMITTIKG 1 avTiyLY®oikd (Tapakoieicde va avatpééete emiong otV
Topypoeo «Alha eapuaxe kot Instanyly).

- €dv maipvere edppoKo Tov ovoudlovtal LePKol Oy®VIGTES/ AVTaY®MVIOTEG T.Y. Povmpevoppivn,
vaABoveivn kot mevtalokivn (eApLOKa Y10 TNV AVTILETOTION TOL TOVOL) KaBdS pUmopel vo
TOPOVGIACETE GLUATMUATA GVVOPOUOL oTépnong. [TapakareicOe va avatpééete otnv
Tapypoeo «Alia edppaxa kot Instanyl» yio tepiocotepeg TANpoPoOpies.

- €dv ypnoyomoteite GALQ TPOIOGVTA TOL Elval PIVIKA EKVEQOUATO. TT.). Y10 KOO KPLOAOYTLA 1|
alhepyia.

YyeTilOUEVEG e TOV VIIVO SLOTAPAYES TG AVOTTVOTG

To Instanyl propet vo mpokaAécsel oyeTICOUEVES LE TOV VTVO SLOTOPYEG TNG OVATVOT|S, OTMG VIVIKY
amvola (TaNoELg TNG VaITVonG Katd Tov vavo) Kot oxeTilopevn pe tov vrvo vo&ouio (younAod
eninedo o&uydvov oto aipa). Ta copnTdpaTa PTopovv vo TepAauPivovy TadGELS TG AVATVONG KATd
ToV VIVo, LTV KOTd TN StdpKeL TG VOYXTOS AOY® dVGTVOLUG, SUGKOAIEG GT H10TH PN OT| TOV VTVOL
M veepPoiikn vvniia Katd tn didpkela g Nuépac. Eqv eogic 1 kKGmoto GALO GTOUO TOPATNPTCETE
OVTE TO GUUTTMOWOTO, ETIKOVOVIOTE UE TOV Y10TpO Goc. O yiatpog oag evosyetal va eEETAGEL TO
evoeyopevo peimong g d6omg.

Edav mapovoldcete 0V0KOAIES 6TNV 0vUnTVO] €V gioTe o€ aywyr] pe Instanyl, givonr wold
OILOVTIKO VO ETUKOLVAOVIGETE PE TO YLATPO GAGS 1] LE TO VOGOKONELD ApéGOG.

Yvppovievteite Tov yioTpd Gog Ve ypnoiponolgite to Instanyl av:

- Tapovcidoete TOVO N awENIEVN gvaictncia oTov mOVo (VITEPaAYNGin) OV OV AVTOTOKPIVETOL
o€ VYNAOTEPT S0GOA0YI0 TOV PUPLAKOL GOG OIS £xEL GLVTAYOYPOENOEl ATd TOV Y1TPd GO,

- TOPOVGIACETE £Vav GUVOLOCUO Omtd To akOdAoVBa cuuTTOUATe: VauTio, EueTo, avopeéia,
KOT®OoT), advvopio, COAN Kot YOUNAN apTnplaKn Tieor. Avtd Ta cvuntdpata, oA poli, propel
Vo omoTELODY OMUEID HLOG EVOEYOUEVMG AMEIANTIKNG Yo T {®1 Tabnong mov ovopdletot
OVETIOPKELN TOV EMVEQPOIMV, Lo TAONON KOTA TNV 0mToin Ta EMVEPPIdIN OEV TOPAYOLY
OPKETES OPUOVEC.

Edv mapovcidoete vrotpomidlovoa pvoppayio 1 pvikn dvceopio eved giote g aymyn pe Instanyl,
TPENEL VO, ETIKOLVMOVIGETE WUE TO YIUTPO GOC, 0 0m010g Do eEETAGEL TO EVOEYOUEVO EVOAAUKTIKNG
OVTILETOTIONG TOV TOPOEVCUIKOD TOVOL GOC.

Moaxpoypovia yprion Kor avoyn

To @appako avtd TEPLEYEL PaIVTAVOAN, 1 oTtoia givar omloeldéc papuako. H emavaiappavouevn
PO OTIOEWDY OVOAYNTIKOV UITOPEL VoL EYEL OC ATOTELEG IO TN UEIMOT] TNG OMOTEAEGLOTIKOTITOG
TOV PApPUAKOL (AOY® GUVIHBELNG TOL OPYOVIGLOV, TOV EIVOL YV®OOTH MG AvATTLEN 0VOYNG GTO
eapuako). Evééyetal emiong va epgavicete pueyokvtepn evoicincio 6Tov movo Katd t ¥pion Tov
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Instanyl. Avté eivar yvwoto g vrepoiynoio. H avénomn g d6ong tov Instanyl umopei va cog
PBonbnoel va petdoete TEPAITEP® TOV TOVO GOG Y10 KATOL0 XPOVIKO SLAGTNO, OAAG Lmopet emiong va
givan emPropng. Edv mopoatnproete 611 T0 0Appokd cog KabioTatal AlyOTEPO AMTOTEAEGLLOTIKO,
evnuepmote tov yrtpd oag. O yratpdg cog Bo amopaciost €4 gival TPOTWOTEPO VO AVENCETE TN
d6on 1 vo. peidoete otadlokd T ypnon tov Instanyl.

E&aptnon kot 0iopdg

AVT0 TO PAPUOKO TEPLEYEL PALVTOVOAN, 1) OTtoia ival £va 0moedég. Mmopel va Tpokahéaetl e&dptnon
KoM e0opo.

H gravolopfovopevn yprion tov Instanyl umopei eniong va odnynoet og e€Gptnomn, Katdypnon Kot

€01o 10, YeyovOg oV pmopel vo, 0dnyNnoet o aneAnTikn yio ) {on vrepdocoroyia. O kivduvog avtdv

TOV aveMBOUNTOV EVEPYEIDV Hmopel va avEndel pe ) yop1ynon vynAOTEPNG 0O0NG Kol LEYAAVTEPTG

duapketag ypnons. H e&dptnon 1 o eBioudg pmopovv va oag KAvouy va aicBiveste 0Tt dev £xeTe TALOV

ToV €AEYY0 TNG TOCOTNTAG TOL PUPUAKOD TOV TPEMEL VO, YPTCLUOTOUCETE T} TG GLYVOTNTOG LE TNV

omoia Tpémel va to ypnoponoleite. Mmopei va aic0dveote 011 TpEMEL v GUVEYICETE VL

YPTCULOTOLEITE TO PAPLOKO GOG, AKOUT KOl OTOV ouTO eV GUUPBAAAEL GTNV AVOKOV(IGT) TOV TOVOU

oG,

O «ivévvog e&dptnong 1 ebiopod mokiAlel amd dtopo og dtopo. Evoéyeton va datpéyete peyoahdtepo

kivéuvo e€aptnong 1 €biopov pe to Instanyl gdv:

- Eoeig 1 kdmolo pEAOG TG O1KOYEVELAG 00 EYETE KAVEL KaTdypnon 1 ExeTe vapEet eEapTnuévol
oo GAKOOA, GUVTOYOYPUPOVLEVE, PAPUAKOL 1] TUPAVOUES VAPKOTIKEG 0VGIES («EOIGLOCY).

- Elote kamviotic.

- Efyate moté mpofinpata pe m 0160gom cag (katdOAiwym, dyxoc i Sotopoyr] TPOSOTIKOTNTAS) 1
&xete MPet Bepameio amd yoylatpo yio GALES WuyIkég VOGOUG.

Edqv mopoatmpnoete kamoto amd to axdérovba kotd tn yprion tov Instanyl, uropel va amotelel £vdeién

eEapnong 1 ediopov.

- [pénet vo xpNOLUOTOINGETE TO GAPLLOKO Y10 LEYOADTEPO YPOVIKO SIAGTILO A0 AVTO TOV GOG
£xel cLUPOVAEDGEL O YIUTPOG GOG

- [Ipénel va ypnopomomoete peyardtepn 6061 amd T CLVIGTOUEVN

- XPNGIUOTOIELTE TO PAPLAKO Y10l AAAOVG AOYOLG EKTOG TG CLUVTAYOYPAPNONG, Yio TAPASELY L,
Yo Vo, «SLOTNPACETE TNV YuYPOLUio Goo» 1 Yo va «onbncete Tov vvo ooy

- "Eyete mpoPei oe emavorapfovopeves, avemruyeic mpoomdfeteg dakomng 1 EAEYXOL TG XPNONS
VTOV TOV POPHAKOV

- Orov otopatioete vo, ToipveTe T0 PapuaKo dev vidbete Kahd (.. vavtio, euetdc, diappota,
&yyoc, piyn, TpOUOG Kol EPIdp®ON) Kol acOavesTte KoATEPQ OTAV EAVOYPTCLLOTOLELTE TO
QAapuroKo («avemBOUNTEG EVEPYEIEG GTEPNONG)

Edv mapotnpfoete omolodnmote amd avTég TIC EVOEIEEIC, EVIUEPMGTE TOV YIUTPO GOG YO VO
ocu{noete Vv KaALTEPT 000 Bepameing yio €64, CLUTEPIAAUPAVOUEVOV TOV TEPUTTOGEDV OOV
glvar oKOmIO va SIOKOWETE KOl TOV AGPAAOVG TPOTOV LE TOV OTol0 TPENEL vaL dlakdyeTe T Oepameio.

oword kon £pnpor
To Instanyl dev mpémet va ypnoponoteitan o Toudld Kot epnovg nikiog Kato tov 18 etdv.

Alro @appoxo kor Instanyl
Evnuepoote to yuotpd 1 10 @oppokomold cag eqv naipvete, EYETe mAPEL TPOGOATA 1) LITOPEL VO TAPETE
A0 PAPLLOKE, OKOUO KOl VT TTOV OEV GOG £XOVV yopnynoel pe cuvtoym.

To Instanyl pmopel va ennpedoet 1 va enpeactel amd GALA QAPLOKOL.

[Swaitepn Tpocoyn yperaletal Gv iote 6€ Ay®YN LE OTOLOONTOTE O T AKOAOVO PAPLLOKOL:

- A0 PAPLLOKE, Y10, TOV TTOVO KOl OPIGUEVE TTOVGITOVA Y10l Tr] VEVPOAYia (OTOC YKOUTATEVTIV
KOl TPEYKOUTAATVT)).

- OTOLOONTTOTE PAPLLOKO, LLTTOPOVV KOVOVIKA VO GOC TPOKOAEGOVY DITVIALX (£XOVV KOTOGTOATIKY
dpdion) OTOC VIVOTIKA XA, KATUGTOATIKA QappoKa 6mws ot Beviodialenives 1| oyxeTikd
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QAPLOKO, PAPLOKO YL TIV OVTILETMOTICT TOV AYYOVS, AVTUCTOLUIVIKA 1] NPEULCTIKG,

YOAUPOTIKE TOV CKEAETIKMOV UMV KOl YKOUTATEVTIVOEWN (YKOUTATEVTIVY KOl TPEYKOUTUAIVT).

H ypnion téroiov dAlov eoappdkov tautoypova pe Instanyl, evoéyetar va Tpokaiécel kKivouvo

vvNnAilag, Pafid KATOOTOAN Kol VO ETNPEACEL TNV IKAVOTNTO GO VO OVATVEETE (CVOTVEVGTIKY

KOTOGTOAN), YEYOVOC TO OTOl0 LITopEl Vo 001y|GEL O€ KMLLOL KOl LTOPEL VoL lval ameAnTIKo yio

™ Con. ['a tov Adyo avtd, 1 Tovtodypovn xpnon Ba tpénet va eEetdletan mg evoeyduevo, Ldévo

otav dev glvar duvatég dAleg DepamenTikég EMAOYEG.

Qo10060, £4v 0 Y1TPOG G0¢ cLvTayoypaenost To Instanyl poli pe kotaoToltikd appaxa, 1

doo ka1 1 drdpkelo TS TawTOYpovNg Bepameiag Oa mpimel va meptopltoTohy amd Tov Y1Tpd Cag.

[MopakaAeiote Vo EVUEPDCETE TOV YIOTPO GOG Y10l OAO TO, KATOGTUATIKG (PAPLLOKO TOV

Aappdvete Kot vo akoAoVONGETE TIGTA TIC CLGTAGELS TOL YIOTPOV GOG OVAPOPIKA LE TN OO0T).

Mmopei va, givat YpiGLIO Vo EVIIEPDOGETE PIAOVLE 1 GLYYEVEIC, MOTE va. Yvopilovv Ta onueio Kot

CUUTTMOUOTO TOV AVOPEPOVTAL TAPATdve. Otav TapovcidleTe TETOL CUUTTMOUATOL,

EMKOVOVNGOTE LLE TOV Y10TPO GOGC.

- OTOL0ONTOTE PAPLOKO, LITOPOVV VOl EXOVV EMIOPACT] GTOV TPOTO UE TOV OTTOI0 TO GMLLOL GG

dwoomd to Instanyl, dmwg:

o prrovaPipn, verewvafipn, aurnpevafipn kot pocaumpevaPipn (pdpuako wov fondovv
oToV EAEYY0 NG Aolpuméng omd HIV),

o avaotorelg tov CYP3A4 6nwg ketokovaloin, rtpakovaloin 1 pAovkovaloin
(xpnoonotobvtar yio. tn Oepameio LPOKNTIONCIK®Y AOWDEEWDV),

o Tpoleavdopkiv, KhapiBpopvkivn 1 epuBpopvkivn (pappoka yio ) Bepomeio
Baktnplakdv Aotudéemv),

. ATPETITAVTN (YPNOUOTOIOVUEVT Y10 TV OVTILETMMIOT GoPapng vavTiog),
. Shtialéun kat Bepomapiin (edpuoxa yio ™ Oepameio vYNANC opTNPLOKNC TEGNC 7
Kapdlomabeidv).

- oapuakxa wov ovoudlovral avactoreig Movo-Apivo-O&eddong (MAOI) (ypnoyomolovpeva
v cofapn KaTabAyN), akdun Kot eav Exete voPAnOei og Bepoameio e Eva TETO10 PAPUOKO TIG
EPOUCUEVES 2 £POOUAOES.

- 0 kivduvog avemBuuNTOV EVEPYELMV QLEAVETAL EAV TOIPVETE PAPLOKO OTIMG OPIGUEVHL
avtiketodlmticd 1 avtyvyoowkd. To Instanyl umopei va odiniemidpdost pe ovtd To @apuoka
K0l UTOPEL VO TOPOVGLAGETE LETAPOAES GT SlovoNTIKY KOTAGTAOT (7). Si€yepon,
yevdausOnoels, koua), kot dAAeg emdpAcelg Onmg copatiky Beppokpacio dve tov 38 °C,
avénon tov kapdlakov puOod, acTtadn apTnplaK TEST, KOl VIEPBOATY TV AVIOVAKANGTIKMV,
WUIKT oKopyio, EAAENYT) GUVTOVICHOV KA1 YOOTPEVTEPIKH CUUTTOUOTO (7). VouTia, EUETO,
dappora). O yotpdg oog O cog el eav to Instanyl ivon katdAinio yio cog.

- @apuoka Tov ovoudlovTal HEPIKOL OYOVICTEG/ OVTAYMVIGTES TT.Y. Bovmpevoppivn, vaifoveivn
Kol TevTaloKivn (PApUaKe Y10 TV OVIYETMOTIOT TOV TOVOL). Evoéyetal va mapovoidoete
GUUTTOUATA GLVOPOLOV GTEPN NG (Vatia, Eueto, didppota, Ayxos, piyn, TPOUO Kot EQIdpwoT)).

- Ao pappaka Tov Aapfdvovtar pécm g potng, Wwiaitepa o&vpetaloiivn, Euviopetaloiivn Kot
TOPOLO0. PAPLLOKO, TTOV YPTCLLOTOLOVVTOL Y10, TNV OVOKOVPLeT Ot TN PLVIKT] GUUGOPTOT).

To Instanyl pe Tpo@1}, TOTO KAl OIVOTVEDPUATOON
Mnv mtivete ovomveLuaT®mon Yo, 6co didotnua eiote o aywyn e Instanyl, exeldn umopei va owénbei
0 Kivduvog eupaviong emikivouvav avemBOUnNToV EvePYEL®V.

Kdnon kot Oniaocpog
Edv eicBe €ykvog 1) Onralete, vouilete 6T umopel va gicbe €ykvog 1 oxedldlete vo amoKTNGETE MO,

{ntote ™ GuUPOLAN TOL YTPOV T} TOL PAPLAKOTOLOD GOG TPOTOV TAPETE OTOLOONTOTE PAPLAKO.

To Instanyl dev Tpémel va ypnopomoteiton Katd T SIGpKELD TG EYKVUOGVVNG, EKTOG EGV TO EXETE
ou{ntoel pe To yTpd oG,

To Instanyl dgv Tpémel va pNGUOTOLEITOL KOTA TN SIAPKELN TOV TOKETOV, EMELON 1 POIVTAVOAT UTOPEL
Vo TPOKOAEGEL GOPaPE OVATVELGTIKA TPOPANLLATO GTO VEOYVO.

H gowtavoAin pumopel vo eloy®pnoel 6T0 UNTPIKO YAAQ Kot EVOEXETOL VO, TPOKAAEGEL AVETIOOUNTEG
gvepyeteg 610 Ppégog mov nAalet. Mnyv ypnotponomoete to Instanyl edv Onidlete. Aev mpénet va
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Eexvnoete To OnAacud €wg dtov TapéAbovy Tovhdyiotov 5 Nuépeg amd TV teEAgvTaia 0OGN TOV
Instanyl.

001yN o1 Kot YEPIOROS PNV LATOV

Agv pénet va odnyeite 1 va xelpileote pnyoviuata yio 6co dldotnua eiote oe aywyn pe Instanyl. To
Instanyl pmopei va tpokaAésst CAAN, vIVNALL Kot OTTTIKEG SATUPOYES, TTOV UTOPOVV VO ETNPEACOVY
TNV IKAVOTNTA GOG Yot 03YNON 1 YEPICUO UNYOVIHAT®V.

3. Mg va ypnoponomcete 1o Instanyl

Ipwv and v évapén g Bepameiog Kot TOKTIKA Katd T didpkela g Oepameiag, o yiatpog cag Oa
ov{ntoel eniong pe 066G TL popel vo Tpokvyel and T xpnon tov Instanyl, ndte kot yio td6co
YPOVIKO SLICTN U TPENEL VA TO TAPETE, TOTE TPEMEL VOl EMKOIVOVIGETE LLE TOV Y1OTPO GO KO TOTE
npénel va, to dokoyete (PA. emiong mapdypoeo 2).

[Tavtote va ypNoHOTOLEiTE TO PAPHAKO OVTO QVGTNPE COLEMVA L TIS 00N YieS TOL YoTpov cog. Edv
éxete au@Poricc, pmTNOTE TO YIOTPO 1) TO PUPUAKOTOLO GOGC.

H d60m tov Instanyl eivon ave&dptnn amd T cvviOn aymyn oag Yo ToV KOPKIVIKO TOVO.

Orav Eexvdrte yuo TpdT Qopa va ypnotonoleite To Instanyl, o yiatpdc cog 0o cuvepyaotel poll cog
v va, Bpet T d6om Tov Ba oag avakoveicel ond ToV TAPOELGUIKO TOVO.

H apywn 660om givar évag wekaopog tov 50 pukpoypappapiov og Eva povBoivi ke popd mov Eyete
éva eme106010 Topo&uapkov movov. Katd ) didpkelo Tov Tpocdlopiopod TG GMOTHS Yo EGAG
d00T1G, 0 YIUTPOG GOG WTOPEL VO GO CUGTNOEL OAANYT G VYNADTEPT] dOOT).

Edv 6ev avaxoveioteite amd tov mapououikd movo petd omd 10 Aentd, Pmopeite va ¥pnoILOTOGETE
UOVO Evov ETITAEOV YEKAGUO Y10 AVTO TO EMEIGOD1O.

I'evikd mpémet va meppévete 4 MPEG TPV TNV OVIUETONIOT EVOS AAALOL EMELGOSIOV TOPOELG KOV
TOVOL. e eEapeTIKEG TEPMTMOGELS OOV £Vl VEO EMELGOSI0 AapPdvel xdpa vapitepa, umopeite va
ypMNoLonocete 1o Instanyl yio TV AvIIUETOTION TOL ETEIGOOI0V OAAG TPETEL VO TEPIUEVETE
TOVAdYIGTOV 2 MPEC TPV Vo ¥pnoipomooete o Instanyl. Edv £yete taxtikd eneicodia mapo&uoputkon
OVOL Ta omoia amEyovy HETaED ToVG AyoTePO amd 4 MPES, EMKOVMOVIOTE LE TOV YTPO GUG, EXEWON 1
oLVNONG ay@yN GOg Yo TOV KOPKIVIKO TOVO UIopel vo Tpémel vo petafinoet.

Mmropeite va ypnoiponomoete 1o Instanyl yio v ovIETOTION £0G TEGGAPMOV ENEIGOdIMV
Topo&LG UKoY TGHVOL TNV MNUEPQL.

Edv epoavicete mepiocdtepa ond 1€coepa €ne16610 TaPo&uoLkoh TOVoL TV NUEPO, ETKOLVOVIOTE
LLE TO Y1aTpd GOg EXEWN 1) GLVNONG ay®YN COG Yo TOV KOPKIVIKO TOVO Umopel va tpémel va oAAAEEL.

Mnv aAldlete T 060m Tov Instanyl 1| T@v dAA®V @apuUdK®V Y10 TOV TOVO HOVOoL 6aG. AALOYN OTN
docoloyia mpémetl va yiver pali pe 1o yaTpd Gog.

To Instanyl apoopileton yio piviky ypnon.

HopokaieicOs vo owofdosTe TIC 00N YIES YPNONE 6TO TELOC CVTOV TOV PLAANOIOV Y VO paOETE
TTOC v ypnoewporoleite To Instanyl.

Eav ypnopomonoete peyorvtepn 0601 Instanyl awd v kavovikn 1 €av vopileTe 0TI KATO10G
&yel kata AdBog ypnoipomoost Instanyl

IIpénet vo eMKovOVINOTE LE TO YIUTPO GO, LE TO VOGOKOUEIO 1} LLE TO TUNHLO EXELYOVIOV TEPICTATIKOV
Y0 EKTIUNGT TOV KIvOUVOU Kol Yiol GUUPOVAR €AV ExeTe mApeL peyodvtepn ooon Instanyl amd v
KOVOVIKN.

TOpnTONOTO VTEPOOGOAOYINS EIVaL:

112



Yrvnia, voBpdtnra, CaAn, peiopévn Beppokpascio Tov OUATOS, Bpadvc Kapdlakdg TaAUOS,
OVGKOAIN GLVTOVIGLOV YEPLDV KO TTOSIDV.

e 6oPapéc TEPIMTAOCELG, N AN TOAD pHeydAng mosotntog Instanyl pmopel va mpokadécel KOO,
KOTOGTOAY, OTAGHOVG 1 coPapég SuGKOAIEG TNV avamvor| (ToAD apyn 1 pnyn ovamvor]). H
VEPOOGOLOYIO PITOPEL EMIONG VO TPOKAAECEL EYKEPOUAKT] SLATAPAYT YVOOTH OG TOEIKN
AevKOEYKEPAAOTAOELL.

Edv aioBavOeite omolodnmote and To Topamived COUTTOUOTA TPETEL Vo {NTHOETE GUEST] 1OTPIKY|
Bondeia.

2nueimon 1o Ta dToLa ToL TapEYoLV EPoVTida 6Tovg 0ofeveig

Edwv deite 1o dropo mov maipvet Instanyl Eapvikd va evepyel apyd, Exoviog SuoKoAieg TNV avamTvon 1

€6v dSLGKOAEVEDTE VO EVTVIGETE TO GITOLO:

- TPENEL APECOG VO KAAECETE enelyovoa, fonbsia

- EVO TEPLUEVETE TNV EMelyovca Pondela, TpEMEL va TPooTadNoeTe Vo KPATHGETE TO dTopo EVTvio
LADVTOG 1] KOVVOVTOG TPOGEKTIKE TO ATOWO TOTE TTOTE.

- €6v 10 dTopo £xel OLGKOAID GTNV AVATVON, TPETEL VO, TOPUKIVI|GETE TO (TOLO VO EICTVEEL KAOE
5-10 devteporenta.

- €0V TO GTOWO £YEL GTOUATAOEL VO, AVOTIVEEL, TPETEL VO TPOGTUONGETE VO TOV/TNV EXAVAPEPETE
oT1g acnoelg Tov/tng péypt va €pbetl n emetyovca Pordeta.

Edv vopilete 611 kdmotlog €xel mapet Instanyl kotd Adbog, mopakaieiche va (ntnoete Gueon wTpikn
Bonbeia. [Ipoorabnote va kpotoete 0 dtopo Evmvio pEypL va eBdcel N enciyovoa fordeta.

Edv kdmolog €xel mapet Instanyl kotd AdBog, pmopel va £xel ToL 10100 GUUMTOUATE OTTMG TEPLYPAPOVTOL
TOPUTAVE® Y10, TNV VTEPSOGOAOYIAL.

Eav Eeyaoete vo ypnoipononmjoste 1o Instanyl

Edv o mapo&uopucog ndvog cuveyiletan axoun, unopeite va mapete 1o Instanyl 6mog
cuvtayoypaprinke omd 1o yoTpd coc. Edv o mapoluopicodg Tovog £yl GTAUOTNOEL, NV TOPETE TO
Instanyl péypt va epeoviotel 0 ETOUEVO EMEIGOS0 TAPOEVGUIKOD TOVOV.

Eav otapoamiocete va ypnoipomorcite To Instanyl

[Ipéner va draxoyete To Instanyl 6tav Théov dev Exete mapoluokd tovo. [pénel wotdc0 Vo
ovveyioete vo TaipveTe To GOVNOEG Yio TV avaKOVEIGT OO TOV TOVO PAPUAKO GOC, YO TNV
OVTULETMMIOT TOV KOPKLVIKOD Tovov cag. Edv £yete apeiPoiieg emKovmvioTe LIE TO Y1TPO GOg Yid
va emPefaidoeTe T 6mGTH 6061 ToV GLVHOOVE EUPIAKOV GO,

Mmropei vo, ELQAVIGETE GUUTTOUATO, GTEPTIOTG, OUOLO E TIG TOOVEG avemBOUNTEC EVEPYELEC TOV
Instanyl, 6tav dtaxodntete 10 Instanyl. Edv gppavicete countdpato otépnong, Tpenet va
EMKOWMVNGOETE Ue TO YTpd 6oc. O yotpdg cag Oa a&lohoynoet edv yperalecde pdppoko yio
ueimon N v eEGAEYN TOV GUUTTOUATOV GTEPNOTC.

Edv éyete meprocoTEPEG EPOTNOELG GYETIKA LLE TN XPTIOT) AVTOV TOL TPOIOVTOG, POTNGTE TO YATPO 1| TO
QOPUOKOTOLO GOC.

4. IMBavéic avemBopnteg evépyereg

Onwg 6ha Ta pappaka, £TGL KoL aVTO TO GAPUAKO UTopel Vo TPOKAAEGEL avemBOUNTES EVEPYELEG, OV
Kot 6gv Tapovctdlovtal 6 GAOLE TOVG AVEPMOTOVC.

Ot avemBountec evépyeieg ocuyva Ba otapatioovy 1 Oa pewwbodv oe Eviaom Le T Guveyn ¥PNoT Tov
TPOIoVTOC,.

AWKOYTE TNV AYOYI] KOl ETIKOIVOVI|GETE APUEGMG LIE TO YLUTPO GOC, IE VOGOKONELO 1] HE TUN A

EMELYOVIQOV TEPLOTATIKAV, EAV:

- mopovoidoete EaPvikn, coPapn aAAepYIKT ovTidopaon e dOucKoAia oty avamvon, Tpnépo, (oAn,
TOYLTOALLQ, EQIOP®ON 1| ATMAELD, GLVEIONONC,

- Topovoildoete coPapég SVOKOAIEG GTIV OVATTVOT],

- &yete Lompd N0 0TV EICTVEETE,
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- €yeTe OMACUWOOKO TOVO,
- mopovotdoete vrepfortkn (.
AVTEG 01 avemOOpNTES EVEPYELEG PTOPEL VO Eivar TOAD coPapéc.

AMdeg avemBounteg evEPYELEG TOV avaPEPONKAY LETA amd T xpnon Tov Instanyl:

Yoyvég (umopel va emmpedoovy émg 1 ota 10 dtopa):
YrvnAia, (AN akdun kot pe SuGKOAIES O10TPNOTG TG 1G0PPOTTING, TOVOKEPAAOS, EPEOIGLOG TOV
Ao, vavtia, Epetog, &ay, Evtovn aicOnon Oeppod, vrepPolikn epidpwon.

'Oy ovyvég (umopet va ennpedoovy €og 1 ota 100 dtoua):

Adnvio, vobpdmta, Uikég GUOTAGELS UE OTAGHOVC, UN PLGIOAOYIKT aicONoT TOV SEPUATOG AKOUN
Kot SLVGAPEDTT, AAAAYT] YEDOTG, VOCOG OO PETOKIVIGELS, YOUNAT 0pTNPLOKY| TTiEsT, GoPapd
OVOTTVELGTIKA TTPOPANLATO, PLVOPPAYIES, PLVIKO EAKOG, PVTI) TTOV TPEYEL, OVCKOIAOTITO, PAEYLOVI] TOV
oTOMATOG, ENpocTopia, TOVOG GTO OEPUN, KVNOUOG TOV OEPUATOG, TVPETOG.

Xvygvétnra pn yveot (1 cuyvotnta dev propei va extiunei pe faon ta Stabéoipa dedopévar):
Alepykn avtidpacn, TTdoT, dapPola, GTOCUOL, ATMOAELN GUVEION oG, TPNEWO 6TOVG Bpayioves Ny
ot TOdL0, €0 1] AKOLGLO TPAYLATMVY TOV JEV VITAPYOLY GTNV TPAYLOTIKOTNTO (YELOUMGONGEL),
TOPOUAN PN (TO CUUTTOUATE PUTOPEL VO, TEPIAAUPEVOLY £V GUVOLOCUO OO J1EYEPTT), AVIGLYIA,
OTOTPOGAVOTOAMGUO, CUYYLOT, PO, PAETETE 1] OKOVTE TPAYUATO TTOV JEV VILAPYOLV, SLOTAPYT TOV
VIVOL, EPLOIATES), CVOYT GTO QAPLOKO, PapurakevTikny e€aptnon (e0ioudc), Kotaypnon eoupuakov (BA.
TapAypoeo 2), KOmwon, Kakovyio, cuvopouo otépnong (Umopel vo ekdnAmBel pe v epedvion Tov
aKolovBov avemBOuNTOV EvepyE®V: VoTia, EUETOC, dtdppoia, dyyos, piyn, TPOLOG Kat epidpwon),
dVoKOAia GTNV OVOTTVOT).

"Eyovv eniong yivel avapopés yio acBeveig mov avénTuEav TpOmO 6TO SLAEPAYLL TNG VTG — 6T dou)
mov daympilet Ta povbovvia.

H mopatetoapévn Bepansio pe poavtavoln katd tn d1dpKelo TG KONONG UTopel Vo TPOKAAEGEL
CUUTTMOUATO GTEPT|ONG GTO VEOYEVVITO, TO. OTTOT0, LITOPOVV va. lvar ameinTikd yio T Co1| tov (PA.
Tapaypopo 2).

[Ipémetl va evnuepmoete 10 Y10Tpo 60G €6V eppavilete vrotpomalovia enelcddio pvoppayiog M
PVIKNAG ducpopiag.

Ava@opd avemBounToVv gvepyeLOV

Edv mopatnpnoete kKamoto avemBOunt evEPYELD, EVILEPADGTE TOV YLOTPO 1| TOV POPLOKOTOLO COG.
Av16 1oy0et Kat yio kéBe oy avemiBounTn evépyeLa TOV €V AVAPEPETOL GTO TAPOV PVAAO 0NV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikond
GLGTNILOTOG OVOPOPAS TTOL avaypapeTol oto [lapdptnua V. Mécwm g avaeopds avemdountov
EVEPYEIMV UmopelTe Vo, fonBNcETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDV CYETIKA LLE TNV ACPAAELL
TOV TTOPOVTOC POPUAKOV.

5. IIog va pvrdocete To Instanyl

To @dppaxo mwov neptéyetar oto Instanyl yia v avaxov@ion amd Tov Vo givar TOAD 163VPO
KoL propel va gival ametinTiké o ) (o1 Tov ooy, To Instanyl tpénel va purdcceTal o€
pépn mov dgv To POGVOLY Kl dev TO PAETOVY TA TALOLA.

dvrdcoete 0VTO TO PAPUOKO GE OCPAUAEG KO TPOGTATEVUEVO UEPOC GTO OTO10 deV £X0VV TPOGPaGT
dAha dtoua. Mmopel va mpokarécel cofapn PAGPN Kot va givar Bavammedpo oe dToua Tov HITopel va

TépoLvV aVTO TO PAPHAKO TVYaiN 1] EK TPOBEGE®S, OTAV OEV TOLG £XEL GLVTOYOYPAPTOEL.

Na un ypnoiponoteite to Instanyl petd v nuepounvio ANENG TOL OVAPEPETOL GTO KOVTL KOl GTOV
nepléktn piag d6omng petd m AHEH. H nuepopnvia Anéng eivor n tedevtaio nuépa Tov punva mov
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OVOQEPETOL.
Ddvrdocete o€ Beppokpoacio pikpotepn twv 30 °C. dvAdooete T KoWEAN 610 eEMTEPIKO KOLTI.
dvidcoete og 0pOla Béom.

To Instanyl pmopei va etvon emPAaPéc yio dAAovg avBpdmovg, Wiaitepa yro tandid. Mnv netdite
QApLOKO GTO VEPO TNG ATOYETELGNG 1 GTA OIKLAKA omoppippata. Kabe aypnoiponointog meptéktng
piog 060MG TPEMEL Vo EXOVATOTODETEITOL GUCTNUATIKA KOl KATAAAAMG GTNV KOWEAN 0CPOAELNG Yo
OO KoL VOL AITOPPITTETOL GOUPMOVO, LE TIC KATE TOTOVG 16(D0VOES GYETIKEG dlaTdEelg 1 va
EMOTPEPETOL OTO QUPUAKEID. POTAOTE TOV QUPLOKOTOO GOG YL TO TAC VO TETAEETE TOL PAPLAKO TTOV
dev ypnotponoteite ma. Avtd ta pétpa o fondnoovv oty mpoctacio Tov TEPPAALOVTOG.

6. Mepreybpeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES

T epréyer To Instanyl

H dpactikn ovoia givar n gotvtavorn. To mepieyopevo givar:

50 wikpoypappdpie: 1 66om (100 pkpdMTpa) TEPLEXEL PALVTAVOAT KITPIKT| 1GOSUVOLN LLE
50 pikpoypopapLo QOIVTOVOATG.

100 wikpoypauudpia: 1 66om (100 pikpoATpa) TEPLEXEL PAIVTAVOAN KITPIKT 1GOSOVOUN LE
100 pikpoypopptaplo QUIVTOVOANG.

200 wikpoypapudpia: 1 66om (100 pkpoAitpa) TEPIEXEL POIVTOVOAT KITPIKT 1GO0SVVOUN LE
200 wikpoypapLLaptlo QoVTOVOANG.

Ta GAAa cVGTOTIKA Eival VATPLO POGPOPIKO S16OEIVO S10dPIKO, SVATPLO POCPOPLKO dTLOPLKO Kot
VOWP YL EVESILAL.

Ep@davion tov Instanyl kot wepiegydpeva TG 6VGKELOGIOG
To Instanyl givor pvikd ekvépopa, SIEAVUO GE TEPIEKTN YEKOOUOV piog d0ong. To didivpa sival
SLoyEc Kot dypmuo.

O mepréxng piog 06ong mepiéyetl 1 06on Instanyl ko drotiBeton o KLWEAN aceareiog yio moudid. To
Instanyl diatifetan o€ dapopetikd peyébn cvokevaciog tov 2, 6, 8 kot 10 meplektdv piag 660mC.
Mmropei vo, unv KuKAOPOPOUV OAEC 0L GLGKEVAGIEC.

H emonuavon tov tpuov neplektikot)tov Tov Instanyl diapoponoleital xpopuoTikd.:
H emonuavon tov 50 pikpoypappopiov sivol moptokail

H gmonpavon tov 100 pkpoypappapiov eivor pof

H gmonpavon tov 200 wkpoypappepiov sivor Tpactvon-UTAE.

Kéroyog adciog kukrogopiag
Istituto Gentili S.r.l.

Via San Giuseppe Cottolengo 15
20143 Milano

ItoAia

Iopaockevaotig
Curida AS
Solbarvegen 5
NO-2409 Elverum

Noppnyia

IMa omoladnmote TANPOPOPIo. GYETIKA LE TO TOPOV POUPUUKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amegvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:
AT/BE/BG/CY/CZ/DE/DK/EE/EL/FI/FR/HR/HU/IE/IS/IT/LI /LV/LT/LU/
MT /NL/NO/PL/PT /RO /SK/SI /SE

Istituto Gentili S.r.1.

115



Tel: +39 0289132700
medinfo@gentilipharma.com

Espaiia

QualitecFarma S.L.

Tel: +34 913 728 399

To wapdv UAA0 00N YOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTOIO POPE GTIC.

Aemntopepeic TAnpoeopieg yio to pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo Tov Evpmmaikon
Opyaviopov @apudxmv: http:// www.ema.europa.eu/.
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OAHI'IEX XPHXHX TOY PINIKOY EKNE®POQMATOX MIAX AOXHX INSTANYL

[Mopakareiche va dwafaocete Tig axdA0VOEG 00NYieg TPOGEKTIKA Yo VO, LAOETE TMOG VO YPTCULOTOLE ITE
TO PWVIKO EKVEQ®UO piag doong Instanyl:

Kda0e mepiéxtng piog 66ong etval cepaylopévog o€ KOWEAN acpaAeiog yio mtoudid. Mnv avoiyete
TNV KOWEAN TPV Vo €16TE £TOUOC/MN VO, XPTCLULOTOGETE TO ekvEQPmua. Kdbe mepiéktng piog
doong mepiExel povo pia doon Instanyl. Mnv kévete dokiun mtpv tn ypnon.

Ia va avoiéete, kOyTe pe Wakidt Kot PRKog TS YPOUUAG (Tdve amd To GOUPBOAO TOV
YoAd100) otny Koyén. Kpatote v dipn tov eOAA0L, Tpafiéte To @OALO TPOG TO To® Kol
Bydite £ TO pVIKO EKVEQOUAL.

Dduonére T potn cog dv ™ vidbete PovAwpEvn 1| €0V £YETE KPLOAGYT L.
Kpatfote omaid tov mepléktn piog d0omg pe tov avtixelpd cog vo, otnpilet To éuporo oto

KATO PEPOG KAt TO OEIKTN KOl TO HEGO SAKTVAD GoG TOToBeTNUEVA EMAV® oE KABe TAELPA
eKoTEPBEY TOV 0KPOPLGIOL TOV gkveP®UATOS (PA.etkdva). Mnv mélete axdun to Eppolo.

KAeiote 10 éva povBovvi TomobetdvTog Tov GALO Gog deikTn avTifeta TPog TNV TAEVPA TNG
POTNG GOG KAl EICAYETE TO AKPOPVGLO TOV EKVEPDLOTOG LEGH GTO AALO povBovvi (Tepimov Katd
1 cm). Agv €yel onuacio mowo povBodivi ypnotponoteite. Edv mpénet vo AdPete devtepn do6om
petd and 10 Aemtd yo va vdpéetl emapkng avakoHeLon amd Tov TOVo, oVt 1 00N TPETEL VO
ANoeOel and 10 GALo povBovvi.

_ﬂk‘_“l —

|
){“ 'hlu:

Kpatote 10 kepdh cog 6po.

[Téote to éuPoro mpog Ta Tave otabepd pe Tov avTiyelpd cag yio va anehevBepwbei n 660
EVO EI0TVEETE NI LEG® TNG POTNG KoL LLETE OTTOLAKPVVETE TO PIVIKO EKVEQMLLOL OTTO T LOTH.
Mmropet va pnv aicBavBeite tn d6om ot potn cag aAAG Ty €xete AaPet Otav To EUPolo €xet
mecbel TPog T0 TAV®.

O mepréktng piog 06ong givar Todpa GoEL0C.
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@vAro ooV piong: IIAnpogopics yra Tov yprjot

Instanyl 50 pikpoypappdapra/d6on piviké ekvépopa, dtdivpa

Instanyl 100 pikpoypappdpra/d66m Pvikd ekvEQOua, S1GAVpA

Instanyl 200 pikpoypappapro/d661 PIviko eKvE@oua, otaivpa
QOLVTOVOAN

AP aoTE TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YP1ONS TPOTOV UPYIGETE VO, YPIGLUOTTOLEITE

avTo TO PAPNOKO, OLOTL TEPLLAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOC.

- Durdgte avto To EOALO 0N YDV Yprione. Towg xpelaotel va to dtofdcete Eavda.

- Edv éxete mepartépm amopleg, pOTNOTE TO Y1OTPO 1] TO POPUOKOTOLO GOGC.

- H ocvvtayn yio avtd 10 approko xopnynnke amokAEloTIKA Yio 60G. Agv TPEMEL VO SDGETE TO
@apuroko og GAiovg. Mmopel va Toug TpokaAéael PAAPN, akoOpa Kot OTav To, oMUElR TNG
aoBéveldc Toug tvat 1010 e ToL OIKA oag.

- Edv mapotnpnoete Kamoto avemBOunTn evépyela EVIUEPDOTE TO YLOTPO | TOV VOGOKOUO 1) TOV
QOPUOKOTOL0 GOG. AVTO 1oYLEL Kot Yo KAOe mhavr avemBountn evEPYELN TOL OEV AVOPEPETOL
070 POV QUALO 0ONY1DVY yprions. BAéne mapdypapo 4.

T epréyel 1o mapov GUAA0 00N YLOV

1. T etvon o Instanyl ko oo eivar 1 xpnon tov

2. T mpénet va yvopilete Tpotol ypnoiponomoete to Instanyl
3. Ilog va ypnoytorocete to Instanyl

4. [TBavéc avemBounteg evépyeleg

5. Iag va puidocoete to Instanyl

6. [epreydpeva g cvokevaciog Kot AOTEG TANPoPopieg

1. T givan To Instanyl ko wowa givor n yprjon Tov

To Instanyl mepiéyet ™) dpacTIKy OLGIN POVTOVOAT Kot OVIKEL GE pia KaTnyopia 1oyvpdv
movcinovev mov ovopdovtol owoedn. Ta omlogldn dpovv topepunodilovtag to epedicpota Tov
7TOVOL GTOV EYKEPAAO.

To Instanyl dpa ypryopa Kot ypnoipomoteitat yio v avakoOelon amd tov Tapo&ucuikd movo o
EVNAIKEC KapKIvoTadeic o1 omoiot lval oM 6€ aymyn Ue OmLoEWdN Yo To cuvnon Tovo Tovg. O

T po&LOUIKOG TTOVOG gival emmpOeOeTog 0pvidlog ToOvog mov eppaviletal mapoTt Exete AAPetL To
oLV N omoEdN PAPLOKE GOG TOL AvaKoLEILovY Ao TOV THVO.

2. Ty péner va yvopilete mpiv va gpnopononocere 1o Instanyl

Mn xpnopomouoete To Instanyl
o€ MEPIMTO®ON AALEPYIOG OTN QUIVTOVOAT 1| G OTOI0ONTOTE A0 TO. AAAN GUGTOTIKE TOV OTO TO
QOPLOKO OVAPEPOVTOL GTIV TOPAYPOPO 6.

- O€ MEPIMTMOT TOL JEV YPTCULOTOIEITE TAKTIKG KATOL0 YOPTYOVLEVO LE LOTPIKT GLUVTAYN
OTOLEWOEC PAPUOKO (T.). KOOETVT, PAIVTAVOAT, VOPOUOPPOVT), LOPPIVT], 0ELKWOOVT|, TEDdTVT),
KéOe pépa e TAKTIKO TPOYPULLLO, Y10 TOVAGYIGTOV Lo EBOOUAd, Y10 TOV EAEYYO TOV
empévovta movov cag. Edv dev ypnoiponoteite autd to @ApUaKo OV TPEMEL VoL
ypMolonomcete 1o Instanyl, enedn evoéyetar va avénoet Tov Kivouvo n avamvon oag va yivel
gmKivouva apyn Kovn pnyn, N 0KOUO Kol VO GTOUNTHGEL

- gy maipvere Eva eappoko mov meplEyel oEuPikd vaTplo

- 0€ MEPINTMON TOL TAGYETE and PpoyvypOVIo TOVO EKTOG TOL TAPOEVGUIKOD TOVO

- €qv €xete coPapéc Suokolieg oTNV avamTvon 1 TAGYETE amd GOPaPT| OTOPPUKTIKY
TVELUOVOTIAOELL

- €av €yete mponyovpuévac vmoPfinbei oe axtvobepaneio TpocOTOL

- €4 mhoyete amd VTOTPOMALOVTa EXEGOIIN pLvoppayiag.
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IIpog1domon)6ElS Kol TPOPUAGEELS

Ddvrdcoete 0VTO TO PAPUAKO GE AGPAAEG KO TPOCGTATEVUEVO HUEPOC, GTO OTOT0 gV Exovv TPOSaoT
dAla Gropa (Yo teprocdtepeg TAnpoopies PA. mapdypapo 5. «Ilhg va puAdocete to Instanyly).

AmevBuvieite 6ToV Y10TPO 1 POPUOKOTOLO GOG TPOTOV ¥pnoipomomasete o Instanyl, 1dimg:

- €4v mhoyeTE AMO LOKPOYPOVIOL ATTOPPOKTIKT TVEVUOVOTAOELD, 1] ALVOTVOT] GOG UITOPEL VOl
gmnpeootel and to Instanyl.

- eqv £yete TPOPALOTO UE TNV KAPIIE GOC, 10ImG YOUNA Kopdlakr cuyvoTTa, YaunAn mieon
aiportog N xopunAd 6yKo aipotog.

- €4 €xete TPOPAN LA LE TO NTTAP 1) TOVS VEPPOLS GOG.

- €4V €xete TPOPAALOTA UE TNV EYKEPUAIKT] GOC AEITOLPYIQ, T.)Y. AOY® OYKOL TOL EYKEPGAOV,
KAK®ONG TNG KEPOUANG 1 avENUEVNG EVOOKPOVINKNG THESTG.

- €4v avamtHENTE KATO0 OTIYUT| OVETAPKELN TOV ETVEPPLII®V 1) EAAELYT] YEVVITIKOV OPLOVDV
(avemdpkelo avOPOYOV@MV) LLE TN XPTOT) OTLOEWDDV.

- €4V maipvete KOTOUOTOATIKA Qappoka Omws Beviodialenivec | oyeTikd eapuaxe (TapoakoieicOs
va avatpé€ete emiong oty mapdypago «Alla eappoka kot Instanyl»).

- €4v maipvete avtikaToOMITTIKG 1 avTiyLY®oikd (Tapakoieicde va avatpééete emiong otV
Topypoeo «Alha eapuaxe kot Instanyly).

- €dv maipvere edppoKo Tov ovoudlovtal LePKol Oy®VIGTES/ AVTaY®MVIOTEG T.Y. Povmpevoppivn,
vaABoveivn kot mevtalokivn (eApLOKa Y10 TNV AVTILETOTION TOL TOVOL) KaBdS pUmopel vo
TOPOVGIACETE GLUATMUATA GVVOPOUOL oTépnong. [TapakareicOe va avatpééete otnv
Tapypoeo «Alia edppaxa kot Instanyl» yio tepiocotepeg TANpoPoOpies.

- €dv ypnoyomoteite GALQ TPOIOGVTA TOL Elval PIVIKA EKVEQOUATO. TT.). Y10 KOO KPLOAOYTLA 1|
alhepyia.

YyeTilOUEVEG e TOV VIIVO SLOTAPAYES TG AVOTTVOTG

To Instanyl propet vo mpokaAécsel oyeTICOUEVES LE TOV VTVO SLOTOPYEG TNG OVATVOT|S, OTMG VIVIKY
amvola (TaNoELg TNG VaITVonG Katd Tov vavo) Kot oxeTilopevn pe tov vrvo vo&ouio (younAod
eninedo o&uydvov oto aipa). Ta copnTdpaTa PTopovv vo TepAauPivovy TadGELS TG AVATVONG KATd
ToV VIVo, LTV KOTd TN StdpKeL TG VOYXTOS AOY® dVGTVOLUG, SUGKOAIEG GT H10TH PN OT| TOV VTVOL
M veepPoiikn vvniia Katd tn didpkela g Nuépac. Eqv eogic 1 kKGmoto GALO GTOUO TOPATNPTCETE
OVTE TO GUUTTMOWOTO, ETIKOVOVIOTE UE TOV Y10TpO Goc. O yiatpog oag evosyetal va eEETAGEL TO
evoeyopevo peimong g d6omg.

Edav mapovoldcete 0V0KOAIES 6TNV 0vUnTVO] €V gioTe o€ aywyr] pe Instanyl, givonr wold
OILOVTIKO VO ETUKOLVAOVIGETE PE TO YLATPO GAGS 1] LE TO VOGOKONELD ApéGOG.

Yvppovievteite Tov yioTpd Gog Ve ypnoiponolgite to Instanyl av:

- Tapovcidoete TOVO N awENIEVN gvaictncia oTov mOVo (VITEPaAYNGin) OV OV AVTOTOKPIVETOL
o€ VYNAOTEPT S0GOA0YI0 TOV PUPLAKOL GOG OIS £xEL GLVTAYOYPOENOEl ATd TOV Y1TPd GO,

- TOPOVGIACETE £Vav GUVOLOCUO Omtd To akOdAoVBa cuuTTOUATe: VauTio, EueTo, avopeéia,
KOT®OoT), advvopio, COAN Kot YOUNAN apTnplaKn Tieor. Avtd Ta cvuntdpata, oA poli, propel
Vo omoTELODY OMUEID HLOG EVOEYOUEVMG AMEIANTIKNG Yo T {®1 Tabnong mov ovopdletot
OVETIOPKELN TOV EMVEQPOIMV, Lo TAONON KOTA TNV 0mToin Ta EMVEPPIdIN OEV TOPAYOLY
OPKETES OPUOVEC.

Edv mapovcidoete vrotpomidlovoa pvoppayio 1 pvikn dvceopio eved giote g aymyn pe Instanyl,
TPENEL VO, ETIKOLVMOVIGETE WUE TO YIUTPO GOC, 0 0m010g Do eEETAGEL TO EVOEYOUEVO EVOAAUKTIKNG
OVTILETOTIONG TOV TOPOEVCUIKOD TOVOL GOC.

Moaxpoypovia yprion Kor avoyn

To @appako avtd TEPLEYEL PaIVTAVOAN, 1 oTtoia givar omloeldéc papuako. H emavaiappavouevn
PO OTIOEWDY OVOAYNTIKOV UITOPEL VoL EYEL OC ATOTELEG IO TN UEIMOT] TNG OMOTEAEGLOTIKOTITOG
TOV PApPUAKOL (AOY® GUVIHBELNG TOL OPYOVIGLOV, TOV EIVOL YV®OOTH MG AvATTLEN 0VOYNG GTO
eapuako). Evééyetal emiong va epgavicete pueyokvtepn evoicincio 6Tov movo Katd t ¥pion Tov
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Instanyl. Avté eivar yvwoto g vrepoiynoio. H avénomn g d6ong tov Instanyl umopei va cog
PBonbnoel va petdoete TEPAITEP® TOV TOVO GOG Y10 KATOL0 XPOVIKO SLAGTNO, OAAG Lmopet emiong va
givan emPropng. Edv mopoatnproete 611 T0 0Appokd cog KabioTatal AlyOTEPO AMTOTEAEGLLOTIKO,
evnuepmote tov yrtpd oag. O yratpdg cog Bo amopaciost €4 gival TPOTWOTEPO VO AVENCETE TN
d6on 1 vo. peidoete otadlokd T ypnon tov Instanyl.

E&aptnon kot 0iopdg

AVT0 TO PAPUOKO TEPLEYEL PALVTOVOAN, 1) OTtoia ival £va 0moedég. Mmopel va Tpokahéaetl e&dptnon
KoM e0opo.

H gravolopfovopevn yprion tov Instanyl umopei eniong va odnynoet og e€Gptnomn, Katdypnon Kot

€01o 10, YeyovOg oV pmopel vo, 0dnyNnoet o aneAnTikn yio ) {on vrepdocoroyia. O kivduvog avtdv

TOV aveMBOUNTOV EVEPYEIDV Hmopel va avEndel pe ) yop1ynon vynAOTEPNG 0O0NG Kol LEYAAVTEPTG

duapketag ypnons. H e&dptnon 1 o eBioudg pmopovv va oag KAvouy va aicBiveste 0Tt dev £xeTe TALOV

ToV €AEYY0 TNG TOCOTNTAG TOL PUPUAKOD TOV TPEMEL VO, YPTCLUOTOUCETE T} TG GLYVOTNTOG LE TNV

omoia Tpémel va to ypnoponoleite. Mmopei va aic0dveote 011 TpEMEL v GUVEYICETE VL

YPTCULOTOLEITE TO PAPLOKO GOG, AKOUT KOl OTOV ouTO eV GUUPBAAAEL GTNV AVOKOV(IGT) TOV TOVOU

oG,

O «ivévvog e&dptnong 1 ebiopod mokidlel amd dtopo o€ atopo. Evoéyeton va datpéyete peyoahdtepo

kivéuvo e€aptnong 1 €biopov pe to Instanyl gdv:

- Eoeig 1 kdmolo pEAOG TG O1KOYEVELAG 00 EYETE KAVEL KaTdypnon 1 ExeTe vapEet eEapTnuévol
oo GAKOOA, GUVTOYOYPUPOVLEVE, PAPUAKOL 1] TUPAVOUES VAPKOTIKEG 0VGIES («EOIGLOCY).

- Elote kamviotic.

- Efyate moté mpofinpata pe m 0160gom cag (katdOAiwym, dyxoc i Sotopoyr] TPOSOTIKOTNTAS) 1
&xete MPet Bepameio amd yoylatpo yio GALES WuyIkég VOGOUG.

Edqv mopoatmpnoete kamoto amd to axdérovba kotd tn yprion tov Instanyl, uropel va amotelel £vdeién

eEapnong 1 ediopov.

- [pénet vo xpNOLUOTOINGETE TO GAPLLOKO Y10 LEYOADTEPO YPOVIKO SIAGTILO A0 AVTO TOV GOG
£xel cLUPOVAEDGEL O YIUTPOG GOG

- [Ipénel va ypnopomomoete peyardtepn 6061 amd T CLVIGTOUEVN

- XPNGIUOTOIELTE TO PAPLAKO Y10l AAAOVG AOYOLG EKTOG TG CLUVTAYOYPAPNONG, Yio TAPASELY L,
Yo Vo, «SLOTNPACETE TNV YuYPOLUio Goo» 1 Yo va «onbncete Tov vvo ooy

- "Eyete mpoPei oe emavorapfovopeves, avemruyeic mpoomdfeteg dakomng 1 EAEYXOL TG XPNONS
VTOV TOV POPHAKOV

- Orov otopatioete vo, ToipveTe T0 PapuaKo dev vidbete Kahd (.. vavtio, euetdc, diappota,
&yyoc, piyn, TpOUOG Kol EPIdp®ON) Kol acOavesTte KoATEPQ OTAV EAVOYPTCLLOTOLELTE TO
QAapuroKo («oVemBOUNTEG EVEPYEIEG GTEPTONG)

Edv mapotnpfoete omolodnmote amd avTég TIC EVOEIEEIC, EVIUEPMGTE TOV YIUTPO GOG YO VO
ocu{noete Vv KaALTEPT 000 Bepameing yio €64, CLUTEPIAAUPAVOUEVOV TOV TEPUTTOGEDV OOV
glvar oKOmIO va SIOKOWETE KOl TOV AGPAAOVG TPOTOV LE TOV OTol0 TPENEL vaL dlakdyeTe T Oepameio.

oword kon £pnpor
To Instanyl dev mpémet va ypnoponoteitan o Toudld Kot epnovg nikiog Kato tov 18 etdv.

Alro @appoxo kor Instanyl
Evnuepoote to yuotpd 1 10 @oppokomold cag eqv naipvete, EYETe mAPEL TPOGOATA 1) LITOPEL VO TAPETE
A0 PAPLLOKE, OKOUO KOl VT TTOV OEV GOG £XOVV yopnynoel pe cuvtoym.

To Instanyl pmopel va ennpedoet 1 va enpeactel amd GALA QAPLOKOL.

[Swaitepn Tpocoyn yperaletal Gv iote 6€ Ay®YN LE OTOLOONTOTE O T AKOAOVO PAPLLOKOL:

- A0 PAPLLOKE, Y10, TOV TTOVO KOl OPIGUEVE TTOVGITOVA Y10l Tr] VEVPOAYia (OTOC YKOUTATEVTIV
KOl TPEYKOUTAATVT)).

- OTOLOONTTOTE PAPLLOKO, LLTTOPOVV KOVOVIKA VO GOC TPOKOAEGOVY DITVIALX (£XOVV KOTOGTOATIKY
dpdion) OTOC VIVOTIKA XA, KATUGTOATIKA QappoKa 6mws ot Beviodialenives 1| oyxeTikd
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QAPLOKO, PAPLOKO YL TIV OVTILETMOTICT TOV AYYOVS, AVTUCTOLUIVIKA 1] NPEULCTIKG,

YOAUPOTIKE TOV CKEAETIKMOV UMV KOl YKOUTATEVTIVOEWN (YKOUTATEVTIVY KOl TPEYKOUTUAIVT).

H ypnion téroiov dAlov eoappdkov tautoypova pe Instanyl, evoéyetar va Tpokaiécel kKivouvo

vvNnAilag, Pafid KATOOTOAN Kol VO ETNPEACEL TNV IKAVOTNTO GO VO OVATVEETE (CVOTVEVGTIKY

KOTOGTOAN), YEYOVOC TO OTOl0 LITopEl Vo 001y|GEL O€ KMLLOL KOl LTOPEL VoL lval ameAnTIKo yio

™ Con. ['a tov Adyo avtd, 1 Tovtodypovn xpnon Ba tpénet va eEetdletan mg evoeyduevo, Ldévo

otav dev glvar duvatég dAleg DepamenTikég EMAOYEG.

Qo10060, £4v 0 Y1TPOG G0¢ cLvTayoypaenost To Instanyl poli pe kotaoToltikd appaxa, 1

doo ka1 1 drdpkelo TS TawTOYpovNg Bepameiag Oa mpimel va meptopltoTohy amd Tov Y1Tpd Cag.

[MopakaAeiote Vo EVUEPDCETE TOV YIOTPO GOG Y10l OAO TO, KATOGTUATIKG (PAPLLOKO TOV

Aappdvete Kot vo akoAoVONGETE TIGTA TIC CLGTAGELS TOL YIOTPOV GOG OVAPOPIKA LE TN OO0T).

Mmopei va, givat YpiGLIO Vo EVIIEPDOGETE PIAOVLE 1 GLYYEVEIC, MOTE va. Yvopilovv Ta onueio Kot

CUUTTMOUOTO TOV AVOPEPOVTAL TAPATdve. Otav TapovcidleTe TETOL CUUTTMOUATOL,

EMKOVOVNGOTE LLE TOV Y10TPO GOGC.

- OTOL0ONTOTE PAPLOKO, LITOPOVV VOl EXOVV EMIOPACT] GTOV TPOTO UE TOV OTTOI0 TO GMLLOL GG

dwoomd to Instanyl, dmwg:

o prrovaPipn, verewvafipn, aurnpevafipn kot pocaumpevaPipn (pdpuako wov fondovv
oToV EAEYY0 NG Aolpuméng omd HIV),

o avaotorelg tov CYP3A4 6nwg ketokovaloin, rtpakovaloin 1 pAovkovaloin
(xpnoonotobvtar yio. tn Oepameio LPOKNTIONCIK®Y AOWDEEWDV),

o Tpoleavdopkiv, KhapiBpopvkivn 1 epuBpopvkivn (pappoka yio ) Bepomeio
Baktnplakdv Aotudéemv),

. ATPETITAVTN (YPNOUOTOIOVUEVT Y10 TV OVTILETMMIOT GoPapng vavTiog),
. Shtialéun kat Bepomapiin (edpuoxa yio ™ Oepameio vYNANC opTNPLOKNC TEGNC 7
Kapdlomabeidv).

- oapuakxa wov ovoudlovral avactoreig Movo-Apivo-O&eddong (MAOI) (ypnoyomolovpeva
v cofapn KaTabAyN), akdun Kot eav Exete voPAnOei og Bepoameio e Eva TETO10 PAPUOKO TIG
EPOUCUEVES 2 £POOUAOES.

- 0 kivduvog avemBuuNTOV EVEPYELMV QLEAVETAL EAV TOIPVETE PAPLOKO OTIMG OPIGUEVHL
avtiketodlmticd 1 avtyvyoowkd. To Instanyl umopei va odiniemidpdost pe ovtd To @apuoka
K0l UTOPEL VO TOPOVGLAGETE LETAPOAES GT SlovoNTIKY KOTAGTAOT (7). Si€yepon,
yevdausOnoels, koua), kot dAAeg emdpAcelg Onmg copatiky Beppokpacio dve tov 38 °C,
avénon tov kapdlakov puOod, acTtadn apTnplaK TEST, KOl VIEPBOATY TV AVIOVAKANGTIKMV,
WUIKT oKopyio, EAAENYT) GUVTOVICHOV KA1 YOOTPEVTEPIKH CUUTTOUOTO (7). VouTia, EUETO,
dappora). O yotpdg oog O cog el eav to Instanyl ivon katdAinio yio cog.

- @apuoka Tov ovoudlovTal HEPIKOL OYOVICTEG/ OVTAYMVIGTES TT.Y. Bovmpevoppivn, vaifoveivn
Kol TevTaloKivn (PApUaKe Y10 TV OVIYETMOTIOT TOV TOVOL). Evoéyetal va mapovoidoete
GUUTTOUATA GLVOPOLOV GTEPN NG (Vatia, Eueto, didppota, Ayxos, piyn, TPOUO Kot EQIdpwoT)).

- Ao pappaka Tov Aapfdvovtar pécm g potng, Wwiaitepa o&vpetaloiivn, Euviopetaloiivn Kot
TOPOLO0. PAPLLOKO, TTOV YPTCLLOTOLOVVTOL Y10, TNV OVOKOVPLeT Ot TN PLVIKT] GUUGOPTOT).

To Instanyl pe Tpo@1}, TOTO KAl OIVOTVEDPUATOON
Mnv mtivete ovomveLuaT®mon Yo, 6co didotnua eiote o aywyn e Instanyl, exeldn umopei va owénbei
0 Kivduvog eupaviong emikivouvav avemBOUnNToV EvePYEL®V.

Kdnon kot Oniaocpog
Edv eicBe €ykvog 1) Onralete, vouilete 6T umopel va gicbe €ykvog 1 oxedldlete vo amoKTNGETE MO,

{ntote ™ GuUPOLAN TOL YTPOV T} TOL PAPLAKOTOLOD GOG TPOTOV TAPETE OTOLOONTOTE PAPLAKO.

To Instanyl dev Tpémel va ypnopomoteiton Katd T SIGpKELD TG EYKVUOGVVNG, EKTOG EGV TO EXETE
ou{ntoel pe To yTpd oG,

To Instanyl dgv Tpémel va pNGUOTOLEITOL KOTA TN SIAPKELN TOV TOKETOV, EMELON 1 POIVTAVOAT UTOPEL
Vo TPOKOAEGEL GOPaPE OVATVELGTIKA TPOPANLLATO GTO VEOYVO.

H gowtavoAin pumopel vo eloy®pnoel 6T0 UNTPIKO YAAQ Kot EVOEXETOL VO, TPOKAAEGEL AVETIOOUNTEG
gvepyeteg 610 Ppégog mov nAalet. Mnyv ypnotponomoete to Instanyl edv Onidlete. Aev mpénet va
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Eexvnoete To OnAacud €wg dtov TapéAbovy Tovhdyiotov 5 Nuépeg amd TV teEAgvTaia 0OGN TOV
Instanyl.

001yN o1 Kot YEPIOROS PNV LATOV

Agv pénet va odnyeite 1 va xelpileote pnyoviuata yio 6co dldotnua eiote oe aywyn pe Instanyl. To
Instanyl pmopei va tpokaAésst CAAN, vIVNALL Kot OTTTIKEG SATUPOYES, TTOV UTOPOVV VO ETNPEACOVY
TNV IKAVOTNTA GOG Yot 03YNON 1 YEPICUO UNYOVIHAT®V.

3. Mg va ypnoponomcete 1o Instanyl

Ipwv and v évapén g Bepameiog Kot TOKTIKA Katd T didpkela g Oepameiag, o yiatpog cag Oa
ov{ntoel eniong pe 066G TL popel vo Tpokvyel and T xpnon tov Instanyl, ndte kot yio td6co
YPOVIKO SLICTN U TPENEL VA TO TAPETE, TOTE TPEMEL VOl EMKOIVOVIGETE LLE TOV Y1OTPO GO KO TOTE
npénel va, to dokoyete (PA. emiong mapdypoeo 2).

[Tavtote va ypNoHOTOLEiTE TO PAPHAKO OVTO QVGTNPE COLEMVA L TIS 00N YieS TOL YoTpov cog. Edv
éxete au@Poricc, pmTNOTE TO YIOTPO 1) TO PUPUAKOTOLO GOGC.

H d60m tov Instanyl eivon ave&dptnn amd T cvviOn aymyn oag Yo ToV KOPKIVIKO TOVO.

Orav Eexvdrte yuo TpdT Qopa va ypnotonoleite To Instanyl, o yiatpdc cog 0o cuvepyaotel poll cog
v va, Bpet T d6om Tov Ba oag avakoveicel ond ToV TAPOELGUIKO TOVO.

H apywn 660om givar évag wekaopog tov 50 pukpoypappapiov og Eva povBoivi ke popd mov Eyete
éva eme106010 Topo&uapkov movov. Katd ) didpkelo Tov Tpocdlopiopod TG GMOTHS Yo EGAG
d00T1G, 0 YIUTPOG GOG WTOPEL VO GO CUGTNOEL OAANYT G VYNADTEPT] dOOT).

Edv 6ev avaxoveioteite amd tov mapououikd movo petd omd 10 Aentd, Pmopeite va ¥pnoILOTOGETE
UOVO Evov ETITAEOV YEKAGUO Y10 AVTO TO EMEIGOD1O.

I'evikd mpémet va meppévete 4 MPEG TPV TNV OVIIUETONIOT VOGS AALOL EMELGOSIOV TAPOELGLUKOD
TOVOL. g eEUIPETIKEG TEPMTMOGELS OOV £Vl VEO EMEIGOS10 AaUPEveEL YDpa vapitepa, UTopeite va
ypMNolLoToceTe To Instanyl yio TV AVIIUETOTIOT TOL ENEIGOOI0V OAAG TPETEL VO TEPIUEVETE
TOVAdYIOTOV 2 DPES TPV va ypnotpomotioete o Instanyl. Edv €yete taxtikd eneicodia mapoEuopikon
7OVOL Ta 01010 OTEYOVY HETAED TOVG AYOTEPO U 4 MPEG, EMKOWVMVIOTE LE TOV YITPO OOG, EXEWON M
oLVNONG oY@y GOg Yo TOV KOPKIVIKO TOVO UIopEl vo Tpémel vor petafAnoet.

Mrmropeite va ypnoiponomoete 1o Instanyl yio v ovIETOTION £0G TEGGAPMOV ENEIGOS IOV
TopoELGUIKOD TOVOL TNV MUEPQL.

Edv epoavicete mepiocdtepa amd 1écoepa ene166010 TaPo&uoLkoh TOVoL TV NUEPO, ETIKOLVOVIOTE
LE TO Y10TPO GOG ENXEWN 1) GVVNHONG Ay®YN OO Y10 TOV KUPKIVIKO TOVO UTOPEL va TPEMEL va. OAAGEEL.

Mnyv arrdCeTe T 06061 TOV Instanyl 1] TOV GALOV QUPUEKOV Y10 TOV TOVO pHOVoL 60G. AMAayN 6T1)
docoloyia mpémer va yiver poli pe 1o y0tpod cog.

To Instanyl evoopatdvet Evay nAekTpovikd PLETPNTN SOCEMV Kot Hia TeEPiodo KAEWOMUATOS LETAED
d6cemv, Yo TNV peimwon Tov Kivduvov vrepdocoloyiag Kot cag fonddetl va to ypnoipomoteite
enopK®G. O petpntg 600EMV EMTPENEL GE GGG KOL TOV YIOTPO GG VO, TapaKolovdeite Kot va
npocapuolete T ypnon oag. Metd ™ Ay 600 docemv gviog 60 Aemtdv, to Instanyl Oa kKAelddoet
v éva Staotn e, 000 ®P®V, amd TN GTIYUN TS AYNE TS TPDTNG dOONS, UEXPL VO UTOPEGEL VO
yopnynOel po GAAN d6om.

To Instanyl apoopileton yio piviky ypnon.

IopakareicOs va S10PAGETE TIC 001 YIEC YPNONS OTNY TGO TAELPI CVTOV TOV PLAAAOIOV YLU VO
HAOETE TAOC VO, YPNGLUOTOLEITE TO PIVIKO EKVEQMUA.
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Eav ypnoipononmjoste peyolvtepn o6on Instanyl amwd tnv kevoviki) 1 £dv vopilete 6TL KdmTO10G
&yl koTa MaOog ypnopomomjcst Instanyl

IIpénet va enkovavnoTe LE TO YIOTPO GO, LLE TO VOGOKOUEIO 1) LLE TO TUNLLO EXELYOVIOV TEPICTATIKAOV
Y10 EKTIENGN TOL KIVOUVOL Kot Y1t GUUPOVAT eGv €xete mapet peyalvtepr 06on Instanyl and v
KOVOVIKN.

YOUTTONOTE VIEPOOGOAOYING Elvan:

YrvnAia, voOpotnta, CoAn, petwpévn Oeppokpacio tov cmpotoc, Bpadds kapdlakdc TaAude,
SVOKOAID GLVTOVIGUOV YEPUDV KO TOSUDV.

Y& coPapéc mePImTAOCELS, N AN TOAD pHeyding mosotntog Instanyl pmopel va mpokadécel KOO,
KOTOGTOAY, OTaGHOoVG 1 coPapé SuoKOAIEg otV avamvor| (ToAD apyn 1| pnyn ovamvor)). H
VIEPS0GOLOYiO UTOpEl EMiONG VO TPOKOAESEL EYKEQOUAKT] SlaTapayT| YVOOTH MG TOEIKY
Aevkoeykeparomaela.

Edv aicOovOeite omolodnmote and To Topamrive COUTTOROTA TPETEL Vo {NTHGETE GUEST] 1OLTPIKT
Bondeia.

2nueimon Yo To GToLa ToL TePEYOLV POVTIdN 6TOVG 0oBeveig

Edv deite 10 dropo mov naipvel Instanyl Eapvikd va evepyet apyd, £xovtog SVCKOAIEG TNV AVOTVON 1

€dv duokolebeote va ELTVIGETE TO ATOLO:

- TPETEL APECOG VO KAAEGETE enelyovoa, fonbsia

- Vo epluévete TNy enciyovso Pondeta, Tpémel vo TPocTabnGETE VO KPOTHGETE TO ATOpo EVTTVI0
LADVTOG 1] KOUVOVTOG TPOGEKTIKA TO ATOWO TOTE TOTE.

- €4V T0 GTOpO £YEL SUGKOAID GTNV AVATVOT], TPEMEL VO TOPUKIVIGETE TO GTOHO VO EI0TTVEEL KAOE
5-10 devtepdrento.

- €0V TO GTOWO £YEL GTOUATAOEL VO, AVOTIVEEL, TPETEL VO TPOGTUONGETE VO TOV/TNV EXAVAPEPETE
oT1g awcOnoeig Tov/tng péypt va £pbet n emetyovsa Pordeta.

Edv vopilete 6t1 kdmotog €xet mapet Instanyl katd Adbog, mapoakareicOe va {ntioete dueon 1oTpiky
BonBeia. Ilpoorabnote va kpatoete To dtopo Eumvio pExPL va eBdcet 1) enetyovca fondeta.

Edv kdmolog €xel mapet Instanyl kotd AdBog, pmopel va £xel To 10100 GUUMTOUATA OTTMG TEPLYPAPOVTOL
TOPUTAVE® Y10, TNV VTEPSOGOAOYIN.

Edv Egydoete vo ypnopomonjoete o Instanyl

Edv o mapoluoikdc ndévog cuveyiletat axoun, uropeite vo mapete To Instanyl 6mwg
cuvtayoypapninke omd 1o yortpd coc. Edv o mapo&uouikdg movog £yl GTAUOTNGEL, LNV TOPETE TO
Instanyl péypt va gppaviotel To endpeVo enelc6d10 TaPo&uo UKol TOVoL.

Edv ctopatiocere va (pnoiponoreite to Instanyl

[Ipénet va draxoyete 1o Instanyl 6tav mAéov dev Exete mapoSuoukd movo. [pénel wotdc0 Vo
ocvveyloete va Taipvete 1o cOVNOEG Yo TV avaKoVELoT amd TOV TOVO PAPUAKO GOGC, Y1 TV
OVTULETMOTIOT TOV KOPKIVIKOD TOVOL cag. Edv £yete augiporieg EMKOVOVAGTE LE TO YIATPO GOG YId
va emPefaidoeTe T 6mGTH 6061 TOL GLVHOOVE EUPUAKOD GO,

Mmropel vo. ELOAVIGETE GUUTTOUATO GTEPTONG, OLOLNL e TIG THOVEG avemBOUNTES EVEPYELES TOV
Instanyl, 6tav diaxodntete 10 Instanyl. Edv eppavicete countopato otépnong, Tpénet va
EMKOWVMVNGETE e T0 Y1oTpd coc. O yiotpog cag Oa a&lohoynoet av ypetdlecde papuoko yio ™
peimon N v G YN TOV GLUTTOUATOV GTEPNONG.

Edv éxete meptocOTEPEG EPOTNOELS GYETIKA LLE TN YPNOT] AVTOV TOV TPOIGVTOG, POTNOTE TO Y TPO 1| TO
(OPLOKOTOLO GO,

4, IMBavéic avemBopnteg evépyereg

Onwg 6ha Ta pappaka, £TGL KoL aVTO TO GAPUAKO UTopel vo TPOKAAEGEL avemBOUNTES EVEPYELEG, OV

Kot 6gv Topovclalovtal 6€ OAOLG TOVG AvOPMOTOVC,.
O avemBOunteg evépyeteg ocuyva Ba otapaticovv 1 Oa pewwbobv oe Eviacm pe T cuveyn ¥PNoN Tov
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TPOIOVTOC.

AWKOYTE TNV AYOY1] KOl ETIKOIVOVI|GETE APUECMG IE TO YLUTPO GOG, LE VOGOKONELO 1] PE TUN O

EMEVYOVTOV TEPLOTUATIKAV, EAV:

- mopovotidoete EaPvikn, GoPapn aAAlepYIKT ovTidpaon e ducKoria oty avamvon, Tpnépo, (oAn,
TOYLTOALLQ, EQIOPOON 1| ATMAELD GLVEIONONC,

- mapovoidoete coPapég SUGKOAIEG TNV OVOTVOT),

- &yete Lompd N0 0TV EICTVEETE,

- éyete oTaoU®OKO TOVO,

- mapovoidoete vaepPoiukn (AAn.

AVTEG 01 avemOopnTES EVEPYELEG PTTOPEL VO Eivar TOLD coPapéc.

Aleg avemBOUNTEC EVEPYELEC TTOV OVOPEPONKAY HETA amd T Yp1ion Tov Instanyl:

Yoyvég (umopet va emnpedoovy éwg 1 ota 10 dropa):
YrvnAia, (AN akdun Kot pe SLGKOAIEG O10TPNOTG TG 1G0PPOTING, TOVOKEPAAOS, EPEOIGLOG TOV
Aoupov, vavtio, £petog, £Eaym, Evrovn aioBnon Beppov, vrepfoikn epidpmaon.

Oy ovyvég (umopet va emnpedcovv £og 1 ota 100 dropa):

Abmvia, vobpdtnra, Puikég GUOTAGELS e CTAGHOVGE, LN PLGIOAOYIKT aicONoT TOV SEPUATOG OKOUN
Kot SLVGAPEDTT, AAAAYT] YEDOTG, VOGOG ald LETOKIVIIGELS, YOUNAT 0pTNPLOKY| TTieo, coPapd
OVOTTVELGTIKA TTPOPANUATA, PLVOPPAYIES, PLVIKO EAKOG, VT TTOV TPEYEL, OVGKOIAOTITO, PAEYLOVY] TOV
OTONATOG, ENpocTopic, TOVOG GTO OEPUA, KVNGUOG TOV SEPLLATOG, TVPETOG,

Toyvotnte pn yvoot (1 cuyvotnta dev umopei va extiundei pe fdon ta dtobéoipa dedopéva):
Alepyn avtidpacn, TThoT, ddppola, GTOCUOL, ATMAELN GUVEION oG, TPNEWO GTOVS Bpayioves Ny
610 TOd0, OE0CT 1] AKOLGLO TPAYLATMV OV OEV VIAPYOLYV GTNV TPAYLATIKOTNTO (WELOUGONGELS),
TOPOA PN (TA CUPTTOUATE PUTOPEL VO, TEPIAAUPEVOLY £va GUVOLOCUO OO J1EYEPTT), AVIGLYIA,
OTOTPOGUVOTOAGUO, GUYYLOT, OO0, PAETETE 1] OKOVTE TPAYUATO TTOV JEV VTLAPYOLV, SLOTOPAYT TOV
VIVOL, EPLIATES), VoY GTO QAPLOKO, PapLoKeLTIKT eEdptnon (eBioudc), Katdypnon eopudakov (BA.
TapAypoeo 2), KOmwon, Kakovyio, cuvopouo otépnong (umopel vo ekdnimBel pe v eppdvion tov
akolovbov avemBOuNTOV EvepYEL®V: VouTia, EUETOC, dtdppoia, Gyyos, piyn, TPOLOG Kot Epidpmon),
dVGKOAiD, OTNV OVOTTVOT).

"Eyovv eniong yivel avaeopéc yio acbeveig mov avértuéav TpOTO GTO SLAEPAYIO TNG WOTNG — GTN SOUN
7ov dlaympiletl Ta povbovvia.

H napatetapévn Bepancio pe poavtavoln katd tn ddpKelo TG KONONG UTOPEl Vo TPOKAAEGEL
GUUTTMUOTO GTEPT|ONG GTO VEOYEVVNTO, TA. OTTOI0, LITOPOVV Va. lvar amenTukd yio T {m1| tov (PA.
ToPAypoQo 2).

[Ipémerl va evnuepmoeTe T0 Y10TpO GOG GV EUPavileTe LIOTPOTLALOVTO ETEIGOILO prvoppayiog 1
PVIKNAG duGPopiag.

Ava@opd avemBounTOV EVEPYELOV

Edv napotnpioete Kamota ovemiBountTn eVvEPYELD, EVILEPDGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
AvT10 1oyt Kot Yo kdOe mbavn avemBountn evépyela Tov Ogv AvaQEPETAL GTO TAPOV VAL 0ONYIDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Léow Tov Bvikond
GLOTNLOTOG OVOPOPAS TTOV avaypaeetal 6to [apdptnua V. Méow g avagopdg avemiBountomv
EVEPYELMV UmOpEite Vo, fon01ceTE 0TI GLAAOYN TEPIGGOTEP®V TATPOPOPIDV GYETIKA LUE TIV OCPOAELL
TOV TTOPOVTOS POPUAKOL.

5. Hog va pvracoete 1o Instanyl

To pappoxo mov wepéyeror oto Instanyl yia v avakod@ien a6 Tov TOVO €ival TOAD 16YVPO
Kol popel va givar ametntiké yio ) (o Tov rowiwov. To Instanyl pénel va guracoetor o€
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pépn mov ogv To PAETOUVY Kat dgV T0 POAVOLY Ta TOOLA. IIGVTOTE VO TO KAEIVETE NETA TN YP1ION
EMUVOATOTOOETOVTUS TO TAOUN ACPUAEING VL0 TALOLE GTO PIVIKO EKVEQMLC.

Ddvidcoete 0VTO TO PAPHOKO GE AGPAAEG KO TPOSTATEVUEVO UEPOG GTO OTO10 dEV £XOVV TPOGPaoT
aAAa dropa. Mropel va mpokaiéoel coPapn PAAPN kot va eivar Bavatn@opo ce dtopa Tov Uropet va
TAPOLVY aVTd TO PAPUAKO TUYaI 1] EK TPOBEGEMS, dTaV OV TOVE £XEL GLVTAYOYPAPNDEL.

Na un ypnoiponoteite to Instanyl petd tnv nuepounvio ANENG TOL OVAPEPETOL GTI| PLAAT LETA TN
AHEH. H nuepounvio Anéng eivar 1 teAevtaio nUEP TOV UAVA TOV OVOPEPETAL.

dvidooete oe Beppokpacio pkpotepn tov 30 °C. Dvidocete T0 pvikd ekvépmpa og 6pOia BEo.
Mnv xotoyoyete. Edv to pviko ekvépopa Instanyl katoyoybei, n aviiio yekaouod prnopet va
ondoel. Edv éyete apeiforia oyetikd pe tov tpomo mov amobnikehonke n avtiio, mpénet va eAéyEete
TNV OVTALY WEKOGHOV TPV TN ¥PNOoM.

To Instanyl tov omoiov N nuepounvio, ANENG €xel TapéAbel 1 10 omoio dev amorteiton TAEOY, UTOPEL VoL
TEPIEYEL AKOUN OPKETO PAPLAKO DOTE VO gfvar emiPAaPES Yia dALOVG avOpdTOVG, 131MC Y1 TALOA.

Av10 TO OpyaVO QEPEL EMONOVET SOUEmVN pe Ty odnyia ¢ EE oyetikd pe ta Andpinta
Hhextpikod kaw Hiextpovikod EEomhiopod (AHHE). My metdite pdpuaxo 6to vepd g

mmm o TOY£TEVLONG 1| OTO OKlokdG amoppippata. Kabe ypnopomompévo 1 oypnoipomointo pvikd
EKVEQOUO B0l TTPETEL VOL EMOTPEPETAL GTO POPUOAKEIO N VAL AMOPPITTETOL COUO®VA LE TIG KOTA
TOMOVG 10 HOVCEG GYETIKEG dlaTAEELS. PmTNOTE TOV POPUOKOTOLd GOG Y10 TO TMG VO TETAEETE TOL
@AapuroKa OV deV YpToILoTOoLEite T, Avtd ta pétpa Ba fondncovy oty Tpoctacic Tov
neppdAiiovrog.

6. Mepreydpeva TG GVOKEVAGINS KOl AOWTES TANPOPOPiEg

T egpréyer To Instanyl

H dpaoctikn ovoia givar 1 patvtavodn. To wepieyopevo givar:

50 pikpoypaupdpro/ddon: 1 ml mepiéyel @avtavorn Kitpikr wwodbvaun pe 500 pikpoypappdplo
@avtovoanc. 1 yekaopog (100 pikpditpa) mepiéyet S0 LKpoypappLdplor QovTavOANG.

100 wikpoypauudpia/déon: 1 ml mepiéyet @arvtavodn Kitpikn weodvvaun pe 1.000 pkpoypouudpio
oawvtavoine. 1 yexoaouodg (100 pikpoittpa) mepieyel 100 pukpoypappdpto avtavoing.

200 wikpoypauudapia/ddéon: 1 ml mepiéyet gatviovorn Kitpikn wwodvvaun pe 2.000 pwikpoypoupdpio
oavtovoanc. 1 yekaopog (100 pikpoditpa) mepiéyet 200 PIKPOYPOUUAPLO QAVTAVOANC.

Ta dAAa cVGTOTIKA Eival VATPLO POGPOPIKO S16OEIVO S10dPIKO, SVATPLO POCPOPLKO STLOPLKO Kot
VOwp KexkaBapuévo.

Ep@davion tov Instanyl kot wepiegydpeva TG 6VGKELOGIOG

To Instanyl DoseGuard givat piviko ekvépmpua, dtdivpa. To dtdAvpa etvar dtowy£g Kot dypopo.
[Tepiéyeton o€ pvikd ekvEQOO P SOGIUETPIKT AVTALN, NAEKTPOVIKT 000VT, uetpnt dOGE®VY,
EVOOUATOUEVO UNYOVIGHO KAEWODUOTOG KO TOUO 0CPUAEING Y10 TOOLA.

To pviko ekvépmpa drotifetar o€ TPEIC dopopeTikég cvokevaciec: 3,2 ml (toovvtan pe 20 66ceLg),
4,3 ml (loovvron pe 30 d6c¢e1c) kot 5,3 ml (teodvton pe 40 dOGELS).

Mmnopei va, unv KoKAOPOpOUV OLEG 01 GLUOKEVAGIES.

H emonuaveon tov tpuodv neplektikothtev Tov Instanyl diapoponoleitatl ¥popuoTikd.:
H gmonpavon tov 50 pikpoypoppopiov/d6on gtvorl moptokail

H gmonpavon tov 100 wkpoypappapiov/doon sivar pof

H emonpaven tov 200 pikpoypoppapiov/d0or ival Tpucvor-UmAE.

Kéroyog adciog kukroopiag
Istituto Gentili S.r.l.

Via San Giuseppe Cottolengo 15
20143 Milano
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ItoAio

HopookevaocTi|g
Curida AS
Solb&rvegen 5
NO-2409 Elverum

Noppnyia

IMo omoadnmote TANPOPOPio. GYETIKA LE TO TOPOV POPUOKEVTIKO TPOIOV, TAUPUKOAEISTE VO
amgvbuvbeite otov TomiKd avtimpoésmmo tov Katdyov g Adelag Kvkiopopiag:
AT/BE/BG/CY/CZ/DE/DK/EE/EL/FI/FR/HR/HU/IE/IS/IT/LI /LV/LT/LU/
MT /NL/NO/PL/PT /RO /SK/SI /SE

Istituto Gentili S.r.1.
Tel: +39 0289132700
medinfo@gentilipharma.com

Espaiia

QualitecFarma S.L.

Tel: +34 913 728 399

To mapév @vALo 00N YLOV YpiioNS avabemp1OnKe Yo TELEVTALR POPA OTIC.

Aemtouepeic TANPoQopieg Yio T0 pApHOKO avTd givar dtaféoiuec 6To dikTvakd ToTo Tov Evpmmaikod
Opyaviopot @appdxmyv: http:// www.ema.europa.eu/.
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OAHI'IEX XPHXHZX I'TA TO INSTANYL

IMopakareiche va dafdoete Tig axdA0VOEG 00N Yieg TPOGEKTIKA Yo VO, LAOETE TMOG VO YPTCULOTOLE ITE
TO PWVIKO ekvEQmp Instanyl.

INROVTIKEG TANPOQOPIES TPLY aTd TN YprioN:
- Mnv tporonoieite tn cueKeELY.
- Mnv emTpENETE TNV EICYDPNOT VYPOV GTN GLGKELT].

To pwvikd exvépmpa Instanyl Tepréyen:

- Mo evemUOTOUEVT AEITOVPYIN KAEWOMUATOG TOV EAEYYEL TO TOGO GLYVA UTOPEL Vo
YPMNOILOTONOEL TO PIVIKO EKVEQ®ULAL

- "Eva mopo aceaieiog yio moidid wov Tpénel vo TonobetnBel mive 6To pvikd EKVEPMUL OTOV TO
PIVIKO EKVEQMLLOL OEV YPTCULOTOLELTOL

- Mia nAektpovikr 006vn Tov:

. delyvel TOGEG POPEG VA, YEKAGETE (EVEPYOTOINGETE) TO TPOIOV GUG TPLV TO
YPMOLLOTOUGETE
o ameucovilel Tov aptBpd S0cEwV TOV ATOUEVOLY
. amekoviletl eav 10 pvikd ekvépmpo givor KAEWO®UEVO 1) ETOLO TPOS Yo
0KPOPLGLO
v J PRI s Péon axpopuciov/avtiic
) 4
)

nAekTpoviky 00ovn

Aevd kovpmi EgxkAe1dhpatog

TOUE ACEUASIOG Y10, ToLd1d,
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IIog vo a@orpeite Kon vo. eTavoToTo0TEITE TO TONO OCPUAEINS Y10 TOLOLA

Aopaipéote To TONO ac@aieiog yio madd meECovtog Kot Tic 000 mAEVPES TOL
TOUOTOG KOl GTN CLUVEXELD TEPLOTPEYTE TO L kaTevBvveon avtifeta and
(OPA TV OEIKTMOV TOL POAOYIOV KOl CNKOGTE TO.

& / A P, [Ma v enovotonoféTnomn Tov TOUNTOC ASPAAEING Y10, TOdLA, TOTOOETOTE TO
\ \ | —\ ‘." ™~ 71hve o1o 0KPOPVUGLO TOV PVIKOD EKVEPDLOTOG KO TEPIGTPEYTE TO TAOLLO, LLE
\%} |/ KkatevBuvor Katd T Popa TV JEIKT®V TOV poAoyloV. To Thpa acedielog yio
F_ ¥ ool o Kavel KAk, dtav enavatorodetnOet.
Al
/ L *:‘ EnavatonoBeteite TAVTOTE TO TONA UGPUAELNS VL0 TALOLY TAV® GTO PIVIKO
N

EKVEQOUO NPT TN (PON.

IIpogTopacio Tov prvikov ekve@patog Instanyl

= IIpwv amd 1N gpNo™ TOL PVIKOD EKVEPDOTOG Y10 TPATN POPLL, TPETEL VAL

- *\:\)\ gvepyomomBei, £wg 6Tov otV 006vN TPOoPANnOel o ap1Budg dcEwV.

‘, :&:% - \;\ Ot 00nyieg Yo TNV evepyomoinom TG GVOKELTG TOPATIOEVTOL TAPAKAT®

oy | % («Bfjuoto evepyomoinono»).

| g Inueioon: o va yexdoete, Tonobetote 2 SAKTLAN TAV®D GTIC V0 TAEVPES TNG
Béiomng Tov akpoEvciov Kot TOTOBETNOTE TOV AVTIXELPO KAT® OO TI GLCKELT.

B Kotémy méote.

Mpocwdomoinon: Kata ) didpkera g drudikaciog evepyonoinong, 0o
amelevBepmOsi Liyo pappako. Lovenmg:

e H egvepyomoinon npémer va yiveTal o€ Kara agprlopevo yopo.

o My yeKALETE TO PIVIKO EKVEQMPA TPOG TNV KATEVOLVO] 60G 1] TPOG
ailovg avlpamTovg.

o Mnv yeKaleTe TO PIVIKO EKVEQMUO TPOS TNV KATEVOUVGT EMQPUVELDOV
K01 OVTIKEIPEVOV IOV Pmopel va EpOovv o€ ema] pe Grriovg
avlpamovg, 1Wing Tardnd.

o Mnyv E16TVEETE TO QAPRAKO TTOV UTELEVOEPAOVETAL KATA TNV

gveEPYOTOiNON).
Bipota evepyomoinong:
1. ITiéote KoL APNOTE TO AEVKO KOVUTL GTNV TAEVPE TOV PIVIKOD

exvepmpatoc. H 006vn Ba avoi&el topa kot Oa eppavicel to ‘P5°.
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Kpoatote 1o pvikd ekvépmpo og 6pBira BEom Ko WYeKAoTE TO PVIKO
ekvépmpa pio popa otov aépa. H 006vn tdpa dciyvel ‘P4’ kot éva
oupporo KAeWduatog eppavidetat.

Otav 10 ovuPoro Krewddpotog apyioel va avapospnvel, TEoTE Kt
apnote Eava 1o Aevkd Thevpikd Kovpmi. To cupforo KAeWddHOTOG Ot
e€apaviotel amd v 006v.

Kpoatote 1o pvikd ekvépmpo og dpBiro BEomn Kot WyeKAoTE TO PVIKd
exvépopa otov aépa Eava. H 008ovn Ba deiel topa ‘P3’ ko o supforo
KAEWDNOTOG.

Orov 10 ovuPoro Krewddpotog apyioel va avapfospnvel, TEoTE Kt
aenote Eavd to Aevkd mAgvptkd Kovumi. To copuPoro kKAeWdmpaTog Ba
e€apaviotel amd v 006v.

Kpoatote to pvikd ekvépmpo og 6pBira BEom Ko WYeKAoTE TO PVIKO
ekvépmpa otov aépa Eava. H 006vn Ba deitel topa ‘P2’ kot to supforo
KAEWDHOTOG.

129



7. Otav to ovuPoro KAedmdpatog apyicel va avafocPrvel, mETE Kat
apnote Eava 1o Aevkd Thevpikd Kovpmi. To cupforo KAeWddHOTOG Ot
e€apaviotel omd v 000v.

8. Kpatiote to pivikod ekvépmpa o 0pbia BEom kat WEKAGTE TO PVIKO
ekvépmpa otov aépa Eavd. H 086vn Ba deiet topa ‘P1° ko 1o cvpforo
KAEWODOUOTOC.

9. Otav to svuPoro KAeWd®paTOg apyicel va avafocPrvel, TETE Kat

apnote Eava 1o Aevkd Thevpikd Kovpmi. To cupforo KAeWddHoTOG Bt
e€apaviotel amd v 00ov.

10. Kpatiote to pivikod ekvépmpa o 0pbia BEom kot WEKAGTE TO PVIKO
ekvépopa otov aépa Eava. H 006vn Ba oAraéel topa kot Ba delyvel Tov
op1Ouod TV 66cE®V Tov prvikol exvépopatoc (dnA. 20, 30 1| 40 doceLg)
Kot 70 COPOAO KAEWODUATOC TOV avaPocPrveL.

To pvikd exkvépapa eival Topa ETOO TPOGS ¥P1ON.

Inueioon: Avdloya pe Tn cuvToyn ooc 0 apytkdg aptBpudc pmopel va eivon 20, 30
n 40.

130



Enavevepyomoinen tov pvikov ekvepopatog Instanyl (peta and 7 nuépeg 1 meprocdTepo)

Edwv dev £yete ypnowomomoet to Instanyl yio 7 nuépeg 1 mep1o60TEPO, TO
PVIKO EKVEQOUO TPETEL VO evepyomtonOel Eavd, wekalovtag pio popd Tpty
va AneBet ) emdpevn 6601. Avtd arewkoviletan pe ‘P’ oty 006v.

Bijpoto eravevepyomoinong:
1. AQapéoTe TO OO

2. ITiéote Kol apNoTE TO AEVKO KOVUTL GTNV TAEVPA TOV PIVIKO
ekvepmpatoc. To copporo khewdompatog Oa eapavictel and Tnv 006v.

3. H 086vn Ba deiyvet éva ‘P’ yopig to cOpforo KAEWOMUATOG,
VTOOEIKVOOVTOC OTL 1] CLGKELY UopeEl va evepyomomOet.

4. Kpatote 10 pvikd ekvEpopo o€ 6pbia Béon Kot yekdote T0 pvikod
EKVEQMLOL pLioL pOpa GTOV OEPal.

Mpocwdomoinon: Kata ™ didpkera g dradikaciog evepyonoinong, 0o
amerev0epmOel Aiyo pappaoxo. Tovenmg:

e H evepyomoinon npénel va yivetor o€ Kohd agpriopevo ympo.

o Mnv oTpEPETE TO PLVIKO EKVEQONO TPOG TNV KATEVOVVGT| 60c 1)
TPog dArovg avlpaTovg.

o MV oTPEPETE TO PIVIKO EKVEQMUA TPOS TNV KATEVOLVON
ETUPUVELDY KO AVTIKEIPREVOV TOV PTopel va £pBovy o€ emagn pe
ailovg avlpamTovg, 16img TaLdLd.

5. Apov evepyomomBei, n 006vn deiyvel Tov oplBpd d6GE®V TOL OTOUEVOLY
KOl TO PVIKO EKVEQ®UO Elvan EAvE £TOLULO TPOG YPNON.
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IIog va yprorponoleite 1o Pviko ekvé@ompo. Instanyl

To pwvikd ekvépaopa pmopel va ypnotpomoindel povo détav o cOUPoAo KAEWOUATOS dev glval opatod

otV 006vn.

R

N
-, T,
J

1. ®vonéte ™ poT oag edv acBdveote 6TL VILAPYEL EUTAOKN 1| ElOTE
KPLOUEVOC/M.

2. IThbvete ta yépla cog.

3. Koabiote 1 otabeite oe 6pOo O<on.

4. Kpoamote 1o pvikd ekvépmpa og opBia Béon.

5. ITiéote Ko 0pfote TO AVKO KOVUTL GTNV TAELPE TOVL PLVIKOD EKVEPDLOTOG
(e&apaviletar To cOPPOAO KAEWBDUATOC TOV avoPocPrver).

6. Teipete T0 KEPAAL GOG EAAPPADC TPOG TOL EUTPOG.

7. Kielote 10 éva povbovvi, T10mobeTdVTOC TO OAKTUAS GOC GTNV TAELPA TNG
UOTNG 60G Kot TOmofeTOVTOG TO AKPOPVGLO TOV EKVEQPMUOTOC GTO GALO
povbouvt.

8. INiéote v avtiio TANpoC pe 600 SAKTVAL EVGD OVATVEETE LECH TNG UOTNG
oG,

Ynueinon: Oa akodoete Eva “KMK” dtav 1 avtiio mechel TANp®S Kot TO
PVIKO EKVEQMUQ EXEL amELELOEPDGEL TN dOOT).

9. H 006vn agaipei Evav aptBpod kot to cupforo KAEWOUATOG ameikovileTol
GUVTOOL.

10. Ed&v petd amd 10 Aemwtd ypelooteite devtepn 660 Instanyl yio v
avakKovELeN amd Tov TOVo, emavardfete To Pripato 1 éog 8 oto diho
povOovve.

11. KoBopilete To akpo@HG10 TOV PviKoh EKVEQEMOUOTOC LETA amd KaOe yprion
ue éva kaBapd HOVINAL Kol TN GUVEXELN ATTOPPITTETE TO LOVTHAL.

12. Emoavompocoptnote T0 TOUN AGPAAELNS Y10 Aol TOTO0ETOVTOC TO GTO
aKPOPHGIO TOV PVIKOD EKVEPMUOTOC KOl GTPEYTE TO TMUO KATA T1 GOpdL
TOV JEIKTMOV TOV POAOYL0D.

Na Qopdote vo TaTdTE KO VA AP VETE TO AEVKO KOVUTL 6TO TAGL TTPLV TNV
EVEPYOTOINGT TOV PLVIKOV EKVEQONUTOC,

Na Qopdote mavra va eravoTonodeTeite TO TONG ACPULELNS Y10 TOLOLA
AV 6TO PLVIKG EKVEQOUA KO v TO KAEIvETE peTd T ypfon.

Na Qopdote va KpaTaTe TAVTOTE TO PLVIKO EKVEQONO. 68 0pOLa. Ofo).

To piviko ekvéQmua Gog enLTpEnel va AaPete péypt d0o dOGELS avh ETEIGOO10
TopoELGUIKOD TOVOV.

Metd ) devtepn dOoM, 1 omoia pmopet va AneBel 10 Aemtd petd v mpd
d0a0M, T0 pviKo exkvépmua Ba givar kKAedwuévo. To cOUPoro KAEWOMIOTOC
epopaviferor otnv 006vn poli pe éva ovpfolo poroylol pe ovticTpoen

LETPN O, TOV AmEKOVILEL TOV ¥POVO TTOL OMOUEVEL Yo TNV TTEPI0S0 KAEWOMUOTOS
TPOTOL UTOPEGETE VOl EAVOAYPTCLLOTOUGETE TO PVIKO eKVEP@LLOL (KAOe pobpo
onuadt wovton pe 10 Aemtdr).

Otav €yl mepdocet o xpovoc, o ovuPoro kKAeWdpoTog apyiletl va avafocPrvet.
To pviko ekvépmpa glvarl TAEOV ETOLO TPOG YPNOT, OTOV ELLPAVIOTEL TO
EMOUEVO ENMELGOOI0 TAPOEVGULIKOD TOVOU.

[Ipénet va mepiuévete 4 dPeG TPV VO OVTILETOTIGETE TO EMOUEVO ENELGOI0
TopoELGUIKOL TOVOV.

Mmopeite va ypnowonomoete 1o Instanyl yio vo avtipetonicste éog Kot 4
eNe1e0d10 ToPo&LG Koy TovoL TV Nuépa. Edv eppavicete mepiocodtepa and 4
EMELGOO10 TAPOELGLUKOD TOVOL TNV MUEPD, TPETEL VO EMKOIVOVNGETE LE TOV
Y0TpO GOg, KAOMS EVOEXETOL VA TPETEL v 0AAGEETE TNV cLVNON cag Bepameia
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Y10 ToV TOVO O TOV KaPKivo.

Ortav o pvikod ekvépmpa glvat 4delo, 1 006vn amekovilel o ‘0” Kot
epeaviletor 1o cOUPOAO KAEWODOUATOC.

Amoppryn

Mnyv amoppintete 10 pviko ekvépmua Instanyl 6to vepd tng amoyétevonc | ota
owtokd amoppippota. Kdbe ypnoyomoimuévo 1 ayproilonointo pviko
EKVEQPOLLOL TPETEL VO, EMIGTPEPETAL GTO PUPLOKEIO 1] VO, ATOPPITTETAL GOUPDVOL
LE TIC KATA TOTOVG 16YVOVCEG OYETIKEG dlatdéels. Pothote ToV QopLakomold
00 TEPAUTEP® KOOOINYNON AVOPOPIKA LE TNV ATOPPIYN.

Xopniy protopio

Ed&v n 006vn amewcovicet £va cOpporo pmotapioc, ovtd onpaivel 6TL 1 ddpkel
Long ™ uratapiog tereidvetl. O apBuog 06cewv otny 006vn Ba aAhaéel o
5”7, Avtdg gival o KoTd TPocEyyion aptBUog dOGE®V TOV UTOPEL Vol
ameAevBep®OoVV amd TO PVIKO EKVEPMLO TPV 1) UTOTAPIN VO Vol TTOAD
YOUNAT Kal va amevepyomotn el 1 066v.

Edv gpoaviotei to ovuforo puratapiog oty 006vn, cuvictdTon va
EMIKOIVOVNGETE LE TOV Y1ATPO 1} TOV QUPUAKOTOL0 GAG Yo, va Tpopunbevteite
€vaL VEO PVIKO EKVEQMLLOL.

Engéfynon tov copforov otnv nhektpoviki 006vn

O

To pvikod ekvépopa Tpémel va yekaobel 5 popég (evepyomoinon) mpwv va
umopéael vo ypnoporomdet (PA. evotnra “TIpoetoipndlovtag To pvikd EKVEQMLLOL
Instanyl”). H 006vn petpdetl mpog ta kKatw petd and kabe yekaoud (PS5, P4, P3,
P2 o P1). To pwvikod ekvépopa gival €totpo 6tav 1 006vn eppavicel Tov apfud
TV d0cemv (dnA. 20, 30 1 40 docelg).

Koatd v evepyomoinon, mapokareicde va avatpEéEETe GTIC TPOAVAPEPOUEVES
TPOELBOTOMTIKEG 00N Yieg acpareiag (PA. mapdypoaeo Tive and to «Briuata
EVEPYOTOINOTSY).

To pvikd ekvépopa dev €xet ypnotpomom et yo 7 nUEPES 1 TEPLGGATEPO KoL
mpénel va, emavevepyomoindel yekdlovtog pia popd 6tov aépa 6€ KOAd
aeplopevo ydpo pwv and T xpnon (PA. mapakdTm).

To oOpporo ‘P’ Ba eEapoviotel amd v 006vn 6Tav T0 PVIKO EKVEQOLLNL
evepyomon0el Eava.

Kotd v emavevepyomnoinon, topakaieiche va avatpééete otig
TPOOVOPEPOLEVEC TPOELOOTOMNTIKEC 00N Yieg acpaieiog (BA. mapdypapo
whvo omd ta «Brpata eravevepyomoinongy).

Yopuporo KAEIAOMATOZ

To pvikd ekvépopa eivol KAEO®UEVO KoL OV UTOPEL VoL p1oLpomomOet.

‘Otav ohoxAnpwbei 1 Tepiodog KAEWDLOTOC, TO GVLPOAO KAEWOMTOG B apyicet
va avaPooPnvel. To copporo kKiewdopatog Oa eapavictel and v 006vn dtav 10
AEVKO KOVUTL 6TO TAGL TOL PLVIKOD ekveP@paTog TatnOel. To pvikd exvépmpa
umopet tpa va ypnotpomoinel Eavd 0tav epeavioTel Ene160010 TaPoELGHIKOD
THvov.
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>opporo POAOT'TOY ANTIETPOOHXE METPHXHX

Ameikovilel mOcog ypOVOoG amouével 6TV TEPI000 KAEIOMLOTOG.

é‘ To pordt avtiotpoeng pétpnong petpdet avtiotpopa. Kdébe podpo onuddt

— oovton pe 10 Aemtd. H péyrotn mepiodog kAedopatog eival 2 dpeg. ZuvioTdtot
ﬂ.‘ Vo, TEPEVETE 4 DPEG TPV AVTILETOTIGETE TO ENOUEVO €MEIGHO10 TAPOELGLUKOD

TOVOU.

To oopporo POAOI'IOY ANTIETPOO®HYE METPHZHY anewovileton pali pe to

ovpuporo KAEIAOMATOX.

[IpoBdArieTar o aptBpUdG dOGE®V TOV ATOUEVOVY GTO PVIKO EKVEQ®UN. MeTd amd
KkG0e 5o, 0 aplOUdS HETPAEL TPOG T, KAT® oTNV 006V, AVALOYA LLE TO PLVIKO
EKVEQPOLLO, O 0PYIKOG apBuog pmopet va givar 20, 30 1 40.

Youpforo MITATAPIAZ

H duapxera Long g urotapiog minotdlet Tpog to téhog e. O apBpog 066wy
oty 000vn aALGlel og ‘5°. Avtdg etvar o Katd mpocEyyion aptBuds 06GE®mV oL
umopel va ameAevfepwBovv amd To PVIKO EKVEPOLOL TPV TO EMUTEDO TNG
uratopiog va eivat ToAd Yaunio kai va arevepyonombei n 006vn. H pratapio
dev pmopel va avtikataotadel kot Oo TPETEL VO EMKOWVMOVINGETE LLE TOV YLOTPO 1)
TOV (POPUOKOTOLO GOG Y10 VoL TPOUNOeVTEiTE VAl VEO PIVIKO EKVEP®LOL.

Edav 0sopeite 611 TO prviké ekvéQmpa ogv Aertovpyei 6ntmg meprypageton otig "Odnyieg Xpnong”,
EMKOIVOVI|GTE LE TOV YLATPO 1] TOV PUPRAKOTOLO GUG.
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