ITAPAPTHMA 1

MEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Mirataz 20 mg/g d10dep K oAOIPN Y10 YOTEG

2. MOIOTIKH KAI TOXOTIKH XYNOEXH
Kda0e 06om tov 0,1 g mepiéyet:

ApacTiKi] oveio:
Mirtazapine (w¢ hemihydrate) 2 mg

"Exooya:
Butylhydroxytoluene (E321)0,01 mg

BA. tov mAnpn kotdhoyo ek60y@V otV Topdypago 6.1.

3. OPAPMAKOTEXNIKH MOP®H

Awodep ik oAoten.
Mn Amopr], OLOL0YEVIG, AEVKT MG VITOAELKT) OAOLQN.

4. KAINIKA XTOIXEIA

4.1 Eion {owv

Idrec.

4.2 OepamevTiKég evoei&elg mpoadropilovrag Ta €ion OV

Mo ™mv TpodcAnyn couatikov PApouvg 6 YATES (e HEIOUEVT OpeEN Kal andAEL dpove, A0y
xpoévimv tabncewv (BA. mtapdypapo 5.1).

4.3 Avtevoeitelg

Na pn ypnoiponoteitol katd T SdpKeLD TG AVATUPOYDYNG, OF EYKVEC 1] YOAOVYXOVGES YATES.

Na un ypnoiponoteital o (oo nAkiog kGTo TV 7,5 unvov 1 COUOTIKOD BAPOVG KPOTEPOL TOV 2
kg.

Noa pn ypnoiponoleital o€ TEPImT®OoN VIEPELOICONGING TN SPACTIKY 0VGiN 1] G€ KATO10 ATd TO!
£€KO0Y0L.

Noa un ypnoiponoteital o€ yateg mov AauPavovy epomeio pe Kompoentadivr, TPApadOAN )
avaoToAeig g povoapvoceddong (MAOI) 1 og ydrteg mov éhafav Bepancio pe MAOI og dtaotnuo
14 nuepav mptv and  Bepaneio e TO KTNVIATPIKO QOPUOKEVTIKO TPOidV, AGY® EVOEXOLEVOL
aLENUEVOL KIVODVOL EUPAVIGTC TOL GLUVOPOUOV GEpoTOVivNg (PA. Tapdypapo 4.8).

4.4 E1dwkéc mpogidomonjoeig yio ka0e gidog {dov

H amotelecpatikdTNTo TOL KTNVINTPIKOD QAPUAKELTIKOD TPOIOVTOC dev £xel Tekunplmbel og yaTeg
nAiog K4t Tov 3 €TOV.

H omotelecuatikdTNTO Kot 1) AGQPAAELD TOV KTVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG OV €)EL
tekunpuwbel og yateg pe cofopn veppikn voco Kaun veomiacia.



H cwot dudyvoon kai Oepaneio Tov vToKeievoL voouatog, eivol Bepelimoong onuociog yio T
olayeipion ¢ amdAeiag Tov Bdpovg Kot ot OepoamenTikég eMA0YEC eapT@vTal amd T cofapdtnTa
™G anmAslog Papovg kot amd To vrokeipevo voonua/voonuata. H dtayeipion tov kdOe ypdviov
VOGTLOTOG OV GUVOLETOL LLE ATMAELD BAPOVG, TPEMEL VL TEPIAAUPAVEL TNV TOPOYT KATAAANANG
SLTPOPNG KO TAPOKOAOVONGT TOL GOUATIKOD BApovg Kot TG Opeéng.

H Bepancio pe pipralomivn dev Ba npénel va avtikabiotd to amapaitnTo SloyvOoTIKE Kou To
OepamenTIKA GYNUATO TTOV OTALTOVVTOL YidL T OL0YEIPIOT) TOV VTOKEIPEVOV VOO LOTOC/ VOCT|LATOV
7OV TPOKAAEL(0VV) TNV avemBountn andieia fépovc.

H amotelecpatikdtnta T00 TPoidvTog, amodeiydnke povo yia Bepaneio didpkelag 14 nuepdv Tov
AVTIGTOLYOVOE GTIG 1oYVOVGES GVoTAoELS (PA. mapdypapo 4.9). H exavainym g Oeponeiog dev
diepeuvnnke kat, cuvenmg, 1 Oepaneia umopel va emavorloupavetar udvo HeTd amd v a&loAdynon
™G OY£0MNG OPELOVG-KLVOVLVOL OTO TOV KTNVIATPO.

H amotelecpatikdTnTao Kot 1 0GQAAELD, TOV KTIVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG dEV £XEL
tekunpubel og yateg Bapovg pikpdtepov v 2,1 kg 1 peyardtepov twv 7,0 kg (PA. emiong
napdypoeo 4.9).

4.5 Idwitepeg TPoPUAAEELS KaTA TN Y PioN

Idwitepeg mpoLAGEELC Katd T ¥pnon o (oo

To KTNVIATPIKO PAPUAKELTIKO TPOTOV dEV TPETEL VO EPAPUOLETAL GE TEPLOYES TOV OEPUATOG TOV
&yovv vrootel PAaPec.

Yg TePInTOOT NRATIKNG VOGOL EVIEXETOL VA, Tapotnp1Bovy avénuéva enimeda NTATIK®OV VEOUOV.
Yg mepInToT VEQPIKNG VOGOV, eVOEyeTL va Tapatnpndel petopévn kabapon g wptalomivng, M
omoia umopei va £xel ®¢ omotéAeoua TV avénuévn £kbeon 6to EapUaK0. Xg AVTEC TIG E1OIKEG
TEPMTMOGELS, 00, TPETEL VO, YIVETL TOKTIKT TOPAKOAOVONGT TOV PLoyNUK®OV, NIOTIKOV KOl VEPPIKOV
TOPOUETP®V KAt TN S1dpKeln TG Oepomeiog.

H enidpaon g wptalomivng otn piouon e yAvkolng dev £yt a&loloynbei. Te nepintwon
YPNONG TOV PAPUAKOL OE YATEG U GOKY 0PN d1afnTn, O Tpémel va mapakolovbeital TAKTIKA 1
YALKOioL.

Y& mepintmon YpNoNe TOV PAPUAKOL 68 VITOYKOLUIKEG YATES, Oa TPETEL VO YOPNYELTOL VTTOGTNPIKTIKT
ayoyn (Bspomeio pe vypd).

Oa wpémel vo, AapPavetol LEPIVE, MGTE Ta VTTOAOLTO (Do TOV PIAOEEVOVVTOL GTO GTTITL VO, UNV
£PYOVTOL GE ETOPT| LLE TO OMUELO EPOPLOYNG TOV QAPUAKOV £0G OTOV AVTO GTEYVAOGEL.

Idwitepeg mpouAdEeic mov mpémel vo AouBdvovTal ot To (TOUO TOL YOPNYEL TO QOPUUKEVTIKO
Tpoidv ce Lda,

To mpoidv pmopel va amoppoendel LEG® TOL dEPLATOG 1| TNG CTOUOTIKNG 000V KOl VO TPOKAAECEL
vIvNAo 1 KOTOGTOAN.

Amopuyete TV dpeon exan e 10 TPoiov. Amopuyete TNV emapn Ue To vtd Bepameio (Mo Yo TIg
TPAOTEG 12 DpeS, LT amd TNV KAOMLEPIVI] EQAPLLOYT TOL PAPUAKOV KOl £0C OTOL TO GNUEID
EPapPHOYNG oteyvmoel. ['a 1o Adyo avtd, cuvictdtot va yivetor 1 Oepaneio Tov {dov to Ppadv. Ta
v7o Bepomeio (Do dev Bo TPETEL VO EMTPEMETOL VAL KOYOVVTOL UE TOVG IOIOKTNTES TOVG, EOIKOTEPA
pe Toudid Ko £YKveg yovaikeg, kaf’ 0An ) didpkela, g Oepameiog.

Ta onueia TOANGNG TOL TPOIOVTOG, B TPEMEL VL TOPEXOVY AdLAPPOYO TPOSTATEVLTIKA YAVTIOL HiOG



xpNoNG poli Pe To TPoidv Kol TPEMEL VO pOPLOVVTOL KOTA TO XEPIGUO KO T YOP1YNOT) TOV
KTNVIOTPIKOD POPUOKEVTIKOD TPOTOVTOC.

[T\ Ovete oyolaoTikd Ta ¥EPLA GO OUESMG LETA TN YOPTYNOT TOL KTNVIOTPIKOD QOPUUKEVTIKOD
TPOIOVTOC N G€ TEPIMTWON OEPLATIKNG EMOPNG LLE TO TPOTOV N e TNV VIO Bepameia yaTaL.

Yrapyovv mepropiopéva dtabéotpa dedopéva oyeTikd pe v toucotnto g piptalamnivig 1o
AVaTOPOy®YIKO cOGTNHO. AedOUEVOL OTL O1 £YKLEG Yuvaikeg BempodvTon £vag o evmadng
mAnBvoude, cuvieTdrtol 6T EYKHOLE Kol GTIG YOVAIKEC TOL TpooTadohv va, GuALGPovy, 6Tt Ba
TPETEL VO, ATTOPEVYOVV TO YEPIOUO TOL TPOIOVTOC KOl VO, AITOPEVYOVV TNV ETAPT UE Ta VIO Oegpameio
{oa xaf’ 6An ™ ddpketn g Bepomeiog.

To wpoidv umopei va ivar emProPéc HeETA amd KATATOOT).

Mnv apvete 10 cOANVAPLO £ amd TOV TEPLEKTN ACPAAEING Yio OO, EKTOC HOVO KOTA TN
dtdpkela g epoproyns. Ta modid dev wpémel va givar mapodvta, otav epapudletar ) Oepomeio ot
yato.

Metd Vv €QapuUoYn, TO COANVAPLO TPETEL VO, TOTODETEITOL GTOV TEPLEKTN AGPUAELNG Y10l TODLH, O
omoiog mpémel va, KAgivetal auécm.

No pnv tpmte, mivetre 1 Komvilete KATA TOV YEPIGUO TOL KTNVINTPIKOD QOPUOKEVTIKOD TPOTOVTOG.

To kviaTpKd PapUAKELTIKO TPOTOV VOGO TOTOEL TO dépLa. ATONO e YVOOTH bIepevalcincia
ot ptalonivn dev Ba mpémel va yepilovtat To KTNVINTPIKO OPUAKEVTIKO TPOTOV.

To kINviaTPIKO PAPUAKELTIKO TPOTOV UTOPEL VoL TPOKAAEGEL EPEOIGHO GTA LLATLO KOl GTO OEPLLOL.
Amo@lyeTe TNV ETAPT TOV XEPLOV LE TO GTOUO KOl TO LATLOL, £0G OTOV TAVVETE GYOAACTIKA Ta YEPLOL
G0GC. L€ MEPImTOON EMUPNG UE Ta pATLo, EEMADVETE KOAA Le Kabapod vePO. Xe TePITTOOT EXAPNG LE
70 dépua, EemAVveTe Ko pe Gomovvt Kot (6T vEPO. Xe TEPINTTMOT EPENIGUOD TOV FEPUATOG 1 TOV
LOTIOV 1] TUYOHNG KOTATOONG v avainTioTe aUécmS 10TPIKT GVUPOLAN Kot va emdeilete otov 1Tpd
TNV ETIKETO, TOL POPUAKOV.

4.6 Avem@Ounreg evépyeres (coyvétnTa Ko cofapotnta)

Y& eAETEG 0OPAAELNG KL GE KAMVIKEG LEAETEC, TopaTPNONKAY TOAD Guyvd avTidpdoelg oto(-a)
onueio(-a) epapproyng (epvdnua, eperkideg/eoydpec, VIOAEILATA, POAID®GN/ENPOTNTO, ATOAETION,
KAOVIGUOG TNG KEPUATNG, deppatitida 1 pebiopog, ahomekio Kot KvNopHOG) Kol LETOPOAES
GUUTEPLPOPAS (QLENUEVT P®VT], VTEPKIVNTIKOTNTO, OTOTPOCAVATOMGLOG ) atadia,
AnBapyucotnto/advvapio, ovalntnon Tpocoyng Kol ETOETIKOTNTA).

e 0oQaLeLng KOl 68 KAWVIKEG LeAETES, mapaTnpOnKe cuyva éuetoc, molvovpio oyxeTlOUEVN L
UELOUEVO €101KO BAPOG TV 0VpmV, avENEVO. emtitedo ovpelkod almtov oto aipa (BUN)Kkat
aQLOdT®oT. Avaroya pe tov Babud cofapdtnTag Tov UETOV, TNG APLIATMOONG 1| TOV LETAPOADY
GUUTEPLPOPAS, O KTNVIOTPOS PTOPEL VoL ATOPAGIGEL T1 S10KOTH TG XOPTYNONG TOL TPOIOVTOG,
GUUPMOVO, [LE T GYECT OPEAOVG-KIVOVVOU.

Ot ovemBOUNTEG AVTEG EVEPYELES, CUUTEPIAAUPAVOLEV®Y TOV TOTIKOV OVTIOPAGE®Y, OUTOOPALOVY
YOPIc E101KN aymY PETA TO TEAOG TNG TEPLOOOV Bepameiag.

€ OMAVIEC TEPMTMOELG UTOPEL VAL EMGVUPBOVY AVTIOPAGELS VITEPEVOLCONGING. XTIC TEPUTTAOGELS
avtég, 1 Oepomeia B Tpémetl va drakoTTETON dpLES Q.

Y€ TePITTOOT KUTATOONG Ao TO 6TOUA, EKTOC 0md TIg Tpoavapepbeioeg avemBOunTeg evEpyeleg
(e&apovpévav TV TOTIKGOV avTIdpaoe®mV), umopel omdvia vo exicuuPel oleAdppola Kot TPOUOG.



H ovuyvomta tov avemBountov evepyeldv kabopiletal ¢ akoAovbmg:

- oAV ovyvn (tepiocdtepa amd 1 ota 10 {wa mapovstdlovv avemBountn(-€¢) evépyela(-€g) Katd
Suapxela g Bepameiog)

- ovyvn (mepiocdtepa amd 1 arid Aryotepa amd 10 {da ota 100 vrd Bepaneio {ha)

- un ovvnOopévn (mepiocdtepa amd 1 adAdd Aryotepa amd 10 {da oto 1.000 vo Bepaneia {do)

- ondvia (meprocotepa amd 1 aldd Atydtepa omd 10 {da oto 10.000 vrd Bepancio (o)

- ToAD omavia (Aryotepa omd 1 oo 10.000 vrd Bepancio (ma, TEPIAAUPOVOUEVOV TOV HELOVOUEVOV
avapopPOV).

4.7 Xp1on Katd TV KONG1, TN Yorovyia 1] TV OOTOKIiN

Y emipvec Kot KovvéALa, £xel dlamotmOel 0TL N wptalomivn ivar Suvvntikd To&kn otV
OVOTOPOY @Y.

H acpdieio tov ktnvieTpikod QopUOKEDTIKOD TPOioVTog dev £xel amodelydel Katd tn SiapKeLd TG
KONOoNG Kot TG YoAovyiag.

Kinon kot yorovyio:
Na pn gpnopomoteital Katd tn ddpkeLa TG Khnong kot g yorovyiag (PA. mapdypoeo 4.3).

Fovpdnro:
Na pn gpnoponoteital o {da avorapoywyns (PA. mapdypago 4.3).

4.8 AlMAemdpdosic pe GALo QUPUIKEVTIKA TPOIOVTA Ko GAheg pop@éc aliniemiopaong

Noa pn yproonoteiton 6€ yateg mov Aapfdvovy Oepameio e KOTPOETTASTV, TPALOIOAN 1|
avaoTOAELS TNG povoapvo&edaong (MAOI) 1 og ydarteg mov Ehafav Bepancio pe MAOI og dotTnpa
14 nuepmv mtpv amd ™ Bepaneio e TO KINVINTPIKO QAPLOKELTIKO TPoidv, Kabdg vdpyet
mOavITNTO ALENUEVOD KIVOUVOL EULPAVIONG TOV GLVIPOLOL GepoTovivig (PBA. mapdypoeo 4.3).

H ppralomivn uropel va evioyDoeL TIG KOTAGTAATIKES 1010TNTEC TV Peviodtalemvay kol GAA®V
0VGLMV UE KATUOTOATIKEG 1010t TES (avTiioTapuvikd H1, omoedn]). H cuykévipmon g
wptalamivng oto mAdcpa, propel eniong vo avénbei og mepintwon mopdAAnAng xopynong
ketokovalOAng N CLUETIOIVIG.

4.9 Aocolroyia Kol TpéTOS YopyNong

Awodepukn yprom.

To KINVIATPIKO PAPUAKELTIKO TPOTOV EPUPUOLETAL TOTIKA GTO EGMTEPIKO MTIKO TTEPVYLO (
E0MTEPIKT EMPAVELN TOL CLTIOV) Uia Popd v Nuépa yua 14 nuépec, otn 86om twv 0,1 g
aro1png/yarto (2 mg wptalonivng/ydrae). H mocdmta cvth aviiotolyel o€ ypouun oAoipng UiKovg
3,8 cm (BA. TopakdTm).

EvaAldcoete v nuepnola popproyn LETaEd Tov aplatepov kot Tov 0e€lod avtiov. Edv ivar
emBounto, umopet va, kaboplobei 1 E0OTEPIKY ETPAVELD TOV QLTION TNG YATAS, OKOLTILOVTAC TN UE
€va 6TeEYVO LOVTIAL 1] TTavi TPV amd TNV ETOUEVT] TPOYPOUUATICUEVT] dOOT|. Xe TEPIMTMON
TOPAAEYNG MG OOGNC, EPAPUOGTE TO KTNVIOTPIKO QUPUAKEVTIKO TPOIOV TV EXOUEVT UEPA KoL
cuveyiote TNV KabOnuepvi yopnynon.

H ocvvietdpevn otabepn do6on €xet doxkipactel o€ yateg Papovg petadd 2,1 kg kan 7,0 kg.



[Ma va epappdceTe To KITNVIOTPIKO POPLOKEVTIKO TPOTOV:

Bipa 1: ®opécte
aoLafpoya yavrio

Bipa 2:
HeproTpéyte TO
KOTAKL TOV
colvapiov
avtifeTo Tpog ™
©opd Tov PoroyLOD
Y@ Vo, TO aVoiEeTe.

I

Bipa 3: iécte
O[LOLOPLOPPO. TO
cOAMVEPLO Kot
anloote 3,8 cm
aAoLQ1G OTO OEIKTY] TOV
XEPLOV GOS,
APNOCLLOTOLDOVTUS MG
00176 TN peTpnpuévn
Ypapupt 6T GraAn 1
6TO TAPOV PLALAOLO.

4

Bipa 4:
Xp1GLHOTOLAOVTOS TO
OaKTLVAD 6aC, TPiYTE
OTOAG TV aAOLQN OTV
E0MOTEPLKI EMLOAVELQ
TOV GVTLOV TG YATOG
(0T1KO TTEPYIL0),
ATAOVOVTAG TNV
OILOLOPLOPPO. ETAVO
OTI|V EMPAVELQ. AV 1|
ahlorpn £pOst o€ emaQ
ILE TO OEPUA GUG,
TAOVETE NE GATOVVL KOL
vepo.

H mopoakdto ypopun COUTITTEL e TO OMApALTTO KOG Y10, TV TOGOTNTA AAOLPTG TNG OV TPEMEL

va epapurocdei:

410 Ymepdoooloyio (CUPUTTORATO, PETPU AVTIUETOTLONG, AVTIOOTA), EAV Eivan amapaiTyTa

To yvooté cvumtdpate TG vrepdocoroyiacs uptalomivng otig yateg (> 2,5 mg/kg)
CUUTEPTAAUPAVOLV: QLENUEVT GOVN Kot LETABOAEG CLUTEPLPOPAS, EPETOG, ataio, avnouyio Kot
TPOUOG. X TepInTmOT VIEPSOcOA0YiNG, B TPEMEL VO, YOPMYEITOL GUUTTMO LATIKT/ VITOG T PIKTIKT

ayyn, v etvon amapaitmTo.

2V mepintmon g vepdocoAoying TapatnpnOnKay e HEYOADTEPT] GLYVOTNTO Ot {O1EC
avemBOUNTEG EVEPYELEC LLE AVTEG OTT CLVICTMUEVT OepamevTikn dOGNC..

Yg OTAVIEG TEPIMTMOCELS, Umopel va mapotnpndel Tapodikd avénuévn Nratikn Tpaveeepdon g
aiavivng. To cuykekpiuévo gvpnua dev oyeTileTor e KAMVIKG CUUTTOUOTO.

4.11  Xpovog(ol) avapoviig

Agv amotteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

Pappoaxobepanevticy opddo: Poyoovainnrikd, avitkotaOMrTiKd

Kmduog ATCvet: QNO6AX11

51 DoppoKodVVAPIKES 1O10TNTEG

H piptalomivn eivor évog ovTay@vieTig TV a2-adpeEvePYIKMY DTOS0YEMV, VOPUIPEVEPYIKO KOl
GEPOTOVIVEPYIKO AVTIKATOOMITIKO papLaio. O akpiPig UNyavIoHog LEG® TOL OToiov M



wptalamivn tpokaiel advénomn tov fapovg, paiveral va givar moAvmapayovtikog. H piptalomivn
glvan évag 1oyvpdg avtoywvioTig TV VIodoyt®mv 5-HT2 kat 5-HT3 oto kevipikd vevpikd cuotno
(KNX) ka1 ioyvpdg avactoréag v vrodoyéwv H1 g wotapivine. H avaoton tov 5S-HT2 kot H1
IOTOUVIKOV DTOS0YE®VY, UTOPEL va TPocdidet Tig ope&loydveg dpacelg Tov popiov . H opeilopevn
o1 wptalomivn TpdsAnyn Papovg, umopel vo eival devTepoyEVIG TV LETAPOADY GTN AETTiv) KO
otov oyKovekpwTikd apdyovta (TNF).

To wpoidv &xet pia avapevopevn Betikn dpdon otnv TPOSANYN TPOENGS, dieyeipovtag tnv 0peén,
aAAG M Opdom avTh dev kT ONKeg ot Pacikn dokiur o€ TpakTikég cuvinkes. H povn dpdon mov
eAEYYONKe ot doKIUN OE TPAKTIKEG GLVONKES, NTAV 1) EMLOPOOT 6TO COUATIKO PApoc: og YdTeg
WO10KTITOV TOL TPOCKOMGTNKOV UE anmdAEn Bapovs > 5%, TocooTd oL Kpidnke KAVIKA
OTNUOVTIKO OO TOV EPEVVITH, TPOCEKTNCAV GTATIOTIKG onuavtikn (p<0,0001) TocdTnTo BApovg
uetd omd 14 nuépec yopnynong tov mpoidvtog (avénomn Pdpove g tééng tov 3,39% 1 tov 130
YPOULOPIOV KOTA HEGO OPO), GE GUYKPLOT| LE YATES TOV EAAPV EIKOVIKO QAPUAKO (TpOGANYT
Bapovg g 1aEng Tov 0,09% M v 10 ypoppapiov Kotd péco 6po).

5.2 DappokoKIVNTIKG cTOLY EiD

SOUE®VO LE L0l STUGTOVPOVIEVT] LEAETN TTOL TTpOyUaTomomOnke pe to mpoidv ota 0,5 mg/kgsece
OKT® YATEC, Y10 VO TPOGOL0PIoTEL 1] oYETIKN Brodiabeciudtnta, TG Yopnyovuevng wptalamivig 2%
07O TO GTOUO KO SLOEPLUIKA G, 1 péom TeAkn numepiodog Lomng (25,6 = 5,5 dpec) pe Tomkn
yopnynomn nTav peyolvtepn amd 2 eopég amd ™ uéon telkn nuurepiodo Cong (8,63 £3,9 dpeg) pe
v and Tov 6ToUATOG Yoprynomn. H Plodtabecipudomra petd and tomky yoprynon ntav 34% (6,5
£m0¢ 89%), o€ GUYKPLON LE TNV OO TOL CTOUOTOG XOPNYNoN KATd TN StépKELL TOV TPOTOV 24 0pdV
Kot 65% (40,1 €wc 128,0%) pe Paon v AUCO-00. Metd amd epdmal tomkr yoprynon, n Héon
UEYIOTT GUYKEVTP®OT 6TO TAGGHO TV 21,5 ng/ml (£ 43,5), emtedybnke oe péco ypovo Tmax 15,9
wpov (1-48 adpeg). H péon AUCO0-24 fitav 100 ng*h/ml (£ 51,7).

Metd amd yopnynon Tov Tpoidvtog oTig 8 yateg otr 60om tov 0,5 mg/kg pia popd nuepnoiog yo
Suaotuo 14 nuep@v, 1 pHéom HEYIOTN GLYKEVTPWOGT 6To TAdouUa Tov 39,6 ng/ml (+ 9,72),
emtevyOnke oe uéco ypovo Tmax 2,13 wpav (1-4 dpeg). H péon telkn nuimepiodog {ong g
pptalomivng nTav 19,9 dpeg (£ 3,70)kon n péon AUCO-24 frav 400 ng*h/ml (£100).

2 peAE Yoo TNV ao@aiela tov gidovg {dov Yo To omoio Tpoopiletal, atnv omoia ol ydtec Elapav
pa peyodvtepn 06om (2,8 ém¢ 5,4 mg) oe oyéon Ue T cLVIGTOUEV d0oT (2 mg) pio popd
nuepNoing yuo didotnpa 42 nuepav, N Kotdotaon otabeporomdnke péca oe 14 nuépec. H péon
GLGGMPELOT) UETAED TNG TPAOTNG Kot TNG 35M¢ 60ong ftav 3,71 opég pueyardtepn (e fdon to Adyo
AUCQC) kot 3,90 popég peyarvtepn (pe faon 1o Adyo Cmax).

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Kotaloyog exdéymv

Macrogol 400

Macrogol 3350

Diethylene glycol monoethyl ether
Caprylocaproyl polyoxyglycerides

Oleyl alcohol

Butylhydroxytoluene (E321)
Dimethicone

Tapioca starch polymethylsilsesquioxane

6.2 Kipieg aocopPatétnteg

Agv 1oy0et.



6.3 Avapkera Comg

Audprela {ONG TOL KTNVIOTPIKOD QAPUAKELTIKOD TPOIOVTOG COLPMVA LIE TN GVCKELATIN TOANONG: 3
ém.

Algpketo {onG LETA TO TPMTO AVOLYLLO TNG GTOLXELMOOVE cuokevaciog: 30 nuépec.

6.4 Iowitepeg TPOPLAAEELS KOTA TN OVAAEY TOV TTPOIOVTOG

Agv vapyovy e101KEC 00N Yieg SLOTPNONS Y10 ALTO TO KINVINTPIKO QAPLOKEVTIKO TPOIdV.

To cwinvaptlo, Tpémel va pUAAGGETAL LEGH GTO KOVTL OCQOAAEING 1) TN GLOAN HE OO OGPAAELNG
Y10 TOUdLOL KO VoL ETIGTPEPETOL GTO KOVTL 1) TN OLAAT Kot vo. KAgiveTor/Topatileton dueco petd amod
K0 yprion.

6.5 ®YHon Kol 6VVOES TNG GTOLYELDO0VS CVOKEVUGIUG

Emotpopévo cornvapio alovpviov tav S ypappopiov (enictpoon: Pepvikt (ecwtepikd)/ SpOATO
(e&mtepikd)) pe PrOmTO KambKt amd TOAVAUBVAEVIO YOUNANG TUKVOTNTOG KOl GOPAYIGHLOL.

Kda0e xaptivo xouti acpaieiog | TAAGTIKN QLAAN pe TOUA ac@oieiog Yio Tondid nepiéyet 1
coAnvapto (5 g).

6.6 Edwkéc mpo@uiaters amdppryng vog Ui yproorton0£évtog KTNviaTpLKkoy
QPUPROKEVTIKOD TPOIOVTOG 1] AAAOV VAIK®OV TOV TPOEPYOVTAL AT T1) Y P1]C1) TOV
TPOIOVTOg

Kda0e pun ypnopomomBév ktnviatpikd oppokenTikd Tpoiov 1 un ypnoiponom0évra vroAeippotd

TOV TIPEMEL VO, ATOPPITTOVTIOL COUPMVA UE TIG 1oYVOVOEG EOVIKEG amaITNOELS.

7. KATOXOX AAEIAX KYKAO®OPIAX

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OMavdia

8. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/19/247/001 (ZoAnvépilo (aAovpivio) (€ TAAGTIKN GLEAN))

EU/2/19/247/002 (ZoAnvdpto (aAovuivi) (og kouti amd yoptdvi acpareio))

9. HMEPOMHNIA MPQTHE ETKPIZTHX/ANANEQXHYX THX AAEIAX

Hpepopnvia mpdtng €ykprong: 10/12/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

<{MM/EEEE}>
<{HH/MM/EEEE}>
<{HH pnvog EEEE}>



Aentopepeic TAnpoPopiec Yo To £V AOY® KTNVIATPIKO QUPUAKEVTIKO TPOiOV dtuTifevTol oTov
dktvokd témo tov Evponaikod Opyaviopod @oapudkev (http:/www.ema.europa.cu/).

AITAI'OPEYZXZH IIQAHXHXE, AIAOEXHY KAI/H XPHXHX

Agv 1oy0et.


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

ITAPAPTHMA I
A. TTAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN
B. OPOI'H HEPIOPIXMOI ITIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

I''  ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
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A) TTAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITOAEXMEYXH TQN
ITAPTIAQN

Enovouio kot diev6vvon tov(twv) moposkevosti(®v) Tov sivor vrevfuvoc(or) yia tnv
At0d£GUEVOT) TOV TOPTIO®V

Genera Inc.
Svetonedeljska cesta 2
Kalinovica

10436 Rakov Potok
Kpoartia

B) OPOI'H IEPIOPIXMOI ITIOY A®OPOYN TH AIAGEXH KAI TH XPHXH

Na yopryeital LOvov e KTNVIOTPIKT GLVTAYY.

I') ENAEIZH TQN ANQTATON OPIQN KATAAOIIIQN (AOK)

Agv amottovvTot.
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IHAPAPTHMA 111

EINIIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. ENIXZHMANXH
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IHAHPO®OPIEX IIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xdptivo KovTi 1] TAOGTIKY] QLEAN

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Mirataz 20 mg/g 610deppukn ahoten yio YUTES
piptalomivn

2. YYNOEXH XE APAXTIKH(EX) OYXIA(EXL)

0,1 g mepiéyovv 2 mg mirtazapine (¢ hemihydrate)

3. DOAPMAKOTEXNIKH MOP®H

A00ep KT 0AOLOT.

4. YYXKEYAXIA
5g
5. EIAH ZQOQN
Idrec.
| 6. ENAEIZH(ELL)
| 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX
Alodep k| ypnon.

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.

H ypappn avt| GOUTIATEL LE TO AmOPAITNTO UNKOG Y10 TV TOGHTNTO AAOLPNG TG TTOV TPETEL VO,
eQappochet:

8.  XPONOX ANAMONHE

| 9. EIAIKH(EX) TPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

AwfaoTe To PUALO 0ONYIOV ¥PTNOTG TPV OO TN (PNOT).

APAoTe TPOCEKTIKA TIG TPOELOOTOGELS YO TV AGPAAELD TOL YPNOTN TPV Od TN (PN ON.
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| 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
Metd to TpdTo dvorypa, To TPoidv mpémel va ypnotpomoindel evtog 30 nuepv.

11. EIAIKEY YYNOHKEX AIATHPHXHX

12. EIAIKEX ITPO®YAAZEIX AIIOPPIYHE ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY IMPOIONTOX 'H AAAQN YAIKQN MMOY
IMPOEPXONTAI AITO TO IMTPOION, AN YITAPXOYN

Amoppym: PA. ECOKAEIGTO PVALO 0ONYIDV YPNONG.

13. OI AEEEIX «<AIIOKAEIXTIKA I'IA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIEMOI ITOY IXXYOYN XXETIKA ME TH ATAGEXH KAI TH XPHXH, AN
YIHAPXOYN

AmorheloTikd yio knviaTpikn xpnon. No otatibetor uovov e KTNVIOTPLK cuvTayn.

14. OI AEEEIX «NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetal o€ Béon v omoia dev PAETOLY Kot dev Tpoceyyilovy Ta TodId.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAYX KYKAO®OPIAX

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
OAAavoio

16. APIOMOZXZ(0OI) AAEIAY KYKAO®OPIAX

EU/2/19/247/001 (Eoinvapio (clovpivio) (6€ TAACTIKN GLAAT))
EU/2/19/247/002 (XoAnvdpro (clovpivt) (o€ kKouTi amd yopToVL 0o@oAEia))

17. APIOMOZX ITAPTIAAX ITAPAI'QI'HX

15



Moptida {ap1Buoc}

b4
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EAAXIXTEX TAHPO®OPIEX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAZXIEX

Yoinvaplo

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Mirataz 20 mg/g 6100gpukn ahoten Yo YUTEC
pptalomivn

| 2. NNOXOTIKH XYNO®EXH XE APAXTIKH(EYX) OYXIA(EX)

0,1 g mepiéyovv 2 mg mirtazapine (¢ hemihydrate)

| 3. MNEPIEXOMENO KATA BAPOX, KAT’ OI'KO 'H KAT’ APIOMO AOXEQN
Sg
4. OAOX(OI) XOPHI'HXHX
Awadgppukn xpnon.

| 5. XPONOX ANAMONHZX

| 6. APIOMOX ITAPTIAAX

TToptida {apOudc}t

| 7. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}
Metd 10 Tp®TO Avoryua, To TPoidv TPEMEL va ypnotpomombei evtog 30 nuepdv.

| 8. OI AEZEIX «-ATIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10, KTNVIOTPIKN YPN oM.
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHT'TQN XPHXHX:
Mirataz 20 mg/g o10deppiki] aAoLp1] Y10 YOTES

1. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAETAYX KYKAO®OPIAX
KAI TOY KATOXOY THX AAEIAY TAPAXKEYHZX I10Y EINAI YIIEY®OYNOX
I'TA THN AITIOAEXMEYZXH ITAPTIAQN, E@OXZON EINAI AIA®OPETIKOI

Kdtoyog ¢ ddsiog Kukhopopiag:
Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel

OAhovdia

[MopookevaoT VITEVOBVVOC Y10 TNV OTOGEGUEVCT) TOV TOPTIO®V:
Genera Inc.

Svetonedeljska cesta 2

Kalinovica

10436 Rakov Potok

Kpoartia

2 ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Mirataz 20 mg/g S10dep Ky oAOLpN Y10 YOTEG

wptalamivy

3. YYNOEXH ZE APAXTIKH OYZXIA KAT AAAA ZYXTATIKA

Ka0e 660om 0,1 g mepiéyet:

ApacTiKi] oveio:
Mirtazapine (og hemihydrate) 2 mg

"Exdoya:
Butylhydroxytoluene (E321)0,01 mg

Mn Mmopr|, OLOL0YEVG, AEVKT E®G VITOAELKT] OAOLPY.

4. ENAEI=ZH

IMa v TpoécAinyn copotikod Papovg oe Yateg e HEPIEVN OpeEn Kol ammAgLn, fapovg Adym
YPOVIeV Tabncewv (PA. «Alleg TANPOPOPIESY).

S. ANTENAEIZEIX

Na pn ypnotpomoteital Kotd tn SépKeLd THG OVOTOPAYWOYNC, O EYKVEG 1 YOAOVYOVOES YATEC.
Na pn ypnotpomoteital oe {dho niikiog Kdto twv 7,5 unvov 1 copatikov Papovg UikpoTepov
tov 2 kg.

Na pn ypnoiponoteital o€ tepinTmon vIEPELOICONGING TN SPUCTIKY 0VGIN 1| G€ KATO10 Amd Ta.
£KO0y .

Na un ypnoiponoteital o yateg mov Aopfdavovy Bepoameio e avaoToleic TG LOVOOUIVOEEDAOTG
(MAOI) 1 og yateg mov €haPav Bepaneio pe MAOI og didotnua 14 nuepodv mpv omd
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Oepameia e TO KTNVIOTPIKO QOPUOKEVTIKO TPOIOV, AGY® EVOEXOUEVOL OLENUEVOL KIVOHVOL
EUEAVIONG TOL GLVIPHLOL GepoTtovivng (BA. emtiong «E1d1kéC TPOEISOTOCELDY).

6. ANEIIIOYMHTEX ENEPI'EIEX

e peréteg acearelog kal o€ KMVIKEG LEAETES, TapaTnpNONKay TOAD Guyva avTidpicelg oto(-a)
onueio(-a)) epapproyng (epvdnua, eperkideg/eoydpec, vVIOAEILHOTA, POAIdWCT/ENPOTN T,
OTOAETION, KAOVIGUOG TG KEPAANG, depuatition 1 pefiopog, admmekio Kot Kvouog) Kot
UETOPOAEG CLUTEPLPOPAS (ALENLEVT P®VT], DITEPKIVITIKOTNTO, OTOTPOCAVATOAMGUOG 1| atosia,
AnBapykotnto/advvapio, avaltnon Tpocoyng Kot exfeTikdTTa).

€ aoPALELOC KOl 6 KAVIKEG LEAETEC, TapOTNPNONKE GLUYVA ELETOG, TTOAVOVPIN GYETILOMEVT LLE
LEL®UEVO €101KO PAPOG TV 0Vp®V, avéNpéva emtinedo ovpeikod almtov oto aipa (BUN)kat
aeLOdTmon. Avaioya pe Tov fabud cofapdtntag Tov EUETOV, TNG APLIATOONG 1 TOV UETABOADY
GUUTEPLPOPAC, O KTNVIOTPOC UTOPEL VO, ATOPAGIGEL TN O10KOTT TNG XOPYNONG TOV TPOidVTOG,
GULPMOVE, LLE TT GYECT] 0OQPELOVC-KIVOHVO.

Ot avemBOuNTeC 0VTEG EVEPYELES, CUUTEPTAAUPAVOUEV®VY TOV TOTIKOV AVTIOPAGE®DY, AITOdPAUOVY
Y®PIC E101KN aymYN UETE TO TEAOC TNG TEPOd0L Depameiag.

Y€ OTAVIEC TEPIMTAOOELS UTOPEL VO EMGLUPOVY aVTIOPACELS VITEPEVAIGONGING. XTIC TEPUTTOCELS
avtég, N Bepomeio Oa Tpémel vo, S10KOTTETAL GUETO.

Yg MePInTOOT KATATOOoTG 0o TO GTONA, EKTOC Ao TIG TpoavapepBeioes avemBOLNTES EVEPYELES
(e€apovEVOV TV TOTIK®Y OVTIOPACE®V), UITOPEl omdvia vo eTicLUPel oleAdppOola Kot TPOUOC.

H ocvyvomta tov avemBountov evepysidv Kabopiletal og akorovbwng:

- oAb ovyvn (meprocdtepa. and 1 ota 10 vad Oepancia {da Tapovstdlovy averBvunTeg
EVEPYELEQ)

- ouyvn (Teprocotepa amd 1 addd Atyotepa amd 10 (da ota 100 vrd Bepancio {ma)

- un ocvvnOepévn (tepiocdtepa amod 1 aAld Arydtepa amd 10 (oo oto 1.000 vio Oepameio {da)

- omdvia (mepiocotepa amd 1 aAld Arydtepa omd 10 (oo oto 10.000 vrd Oeponcio {oa)

- moAb omdvia (Aydtepa amd 1 ota 10.000 vrd Bepaneia {da, Teprlapfavouévav Tmv

LELOVOLEVOV OVOPOPDYV).

Edv mapoatnpfoete omolodnmote avemiBountm evEpyeLn, OKOUA KOl 0V OEV OVOPEPETAL GTO
E0MKAEIGTO PUALO OONYLDV XP1IoNG 1 AUEPAALETE Y10 TNV ATOTELECUOATIKOTITO TOV POUPUAKOV,
TOPOKOAEIGOE VO EVIUEPDOETE GYETIKAOC TOV KTNVINTPO GOC.

7. EIAH ZQOQN

ldrec.

8. AOXOAOI'TA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX XOPHI'HXHX

Awodep ik ypnon.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV EPAPHOLETOL TOTIKA GTO ECMTEPTIKO OTIKO TTEPVYIO (
E0MTEPIKT EMPAVELD TOL QLTION) pia Popd TV Nuépa yio 14 nuépeg, otn 66om tv 0,1 g
aropng/yata (2 mg wptalanivng/yara). H mocdtra ovth) aviictoyel og ypouur oAotpng
pniovg 3,8 cm (BA. TopakdTm).
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EvoAldocete v nuepnola epopproyn HETOED TOL 0ploTEPOD Kol Tov de&1ov avtiov. Edv givar
emBounto, propel va kaBaplobel ) ecmTEPIKN EMPAVELN TOV AVTION TNG YOTAS, GKOLTILOVTAG ™
Le €va 6TeYVO LOVTRAL 1] TOVL TPV At TNV ETOUEVT] TPOYPALUUATIGUEVT] dOOT|. Xe TePImTmON
TOPUAEWYTG LOG 000G, EPUPUOGTE TO KTNVIOTPLIKO QUPUOKEVLTIKO TPOIOV TNV EXOUEVN NUEPO KoL

ocvveyiote v Kabnuepvi xopnynon.

H ocvvietdpevn otabepn doom £xet doxipaotel o yateg fapovg petaéoy 2,1 kg xar 7,0 kg.

9. OAHI'IEX I'TA TH XQXTH XOPHI'HXH

[Ma va epapuoOcETE TO KTNVINTPIKO QOPLOKEVTIKO TPOTOV:

Bijpa 1: ®opéote
aowappoya yavria.

Bipa 2:
HeproTpéyte TO
KOTAKL TOV
colvapiov
avtifeTo Tpog ™
@opa Tov PporoyLov
Y@ Vo, TO aVoiEeTe.

I

Bijpa 3: Iéote
OLLOLOPLOPPU. TO
cOMVApLo Kot
amlooete 3,8 cm

aAOLPNG OTO OEIKTI| TOV

XEPLOY GaC,

APNOLLOTOLOVTUS (OG
00176 TN peTpnpévn
Ypappi 6T Graan 1
GTO TOPOV PLALAOLO.

— —

A

/1

Bipoa 4:
Xp1GLHOTOLAOVTOS TO
0aKTLVAD 6aC, TPiYTE
OTOAG TNV aAorpn
TNV ECOTEPIKN
EMLPAVELN TOV FVTLOV
™m¢ yarag (OTIKo
nTEPVYL0),
ATAOVOVTAG TNV
opoOHOPPa ETAV®
OTI|V EMPAVELQ. AV 1|
arorpn] £pOer o€
ETAQPT] NE TO OEPRA
600G, TAUVETE NE
camovVL Kl vePO.

H mopaxdto ypopun COUTITTEL LE TO amapaiTnTo PRKOG Y10 TNV TOGOTITO, AAOLPNG TNG TOV

TPEMEL VAL EPAPUOCHEL:

10. XPONOX ANAMONHX

Agv amorteitot.

11. EIAIKEX XYNOHKEX ATATHPHXHX

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

Agv vrdpyovv 101kéEG 00N Yieg d10THPNOMG Y10 CVTO TO KTNVINTPLIKO POPUOKEVTIKO TPOIOV.

To cowinvaptlo, Tpénel va PLAAGGETOL LEGO GTO KOVTL OGQUAEING 1) TN QLAAY E TTMLLOL
OCQUAELNG Y10 TOUOLA KO VO ETIGTPEPETOL GTO KOVTL 1] TN PLAATN Kot va KAeiveToy/nopatileTo

dupeco petd omd Kabe ypnon.
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Na pn gpnopomoteitol avtd 10 KTNVINTPIKO PAPUOKEVTIKO TPoidV LETA 0md TV NUEPOUNVia
AMENG Tov avaypdeeTon 6To KouTi. Atdpketo {ong LETA TO TPMTO AVOLYLLO TNG GTOLYELMAOVE
cvokevaociag: 30 nuépec.

12. EIAIKEX ITPOEIAOIIOIHXEIX

Ewwéc tposidomomoslic yio ke gidoc Ldov:

H omoteleopatikdTTo TOU KTVINTPIKOD QUPLOKEVTIKOD TPOIOVTOC Oev £xEl TEKUN P10l o€
yateg NAkiog KATo TV 3 €TOV.

H amoteleopatikdTnTo Kot 1) 0GQAAELD TOV KTNVIOTPIKOD QOPUAKEVTIKOD TPOIOVTOG dEV £)EL
TekunpLoOel og yatec pe coPfopr veppikn voco ko veomiacia.

H ocwot dudyvoon kai Oepaneio Tov vrokeipevov voonuatog, eivol Bepehmoovg onpaciog yio
T dloyeipton ¢ ammAELNG TOV Bapoug Kat ot OepamevTticég emloyég eEapTOVTOL Omd TN
cofopdmra TG andAEWNG BAPOVG Kol amd To VIoKEipEVo voonuo/voorpota. H dayeipion tov
KGOg YpOVIOV VOGT|LATOG TTOV GUVILETAL LIE ATMAELD BAPOVG, TPENEL VAL TEPIAAUPAVEL TNV TOPOYN|
KOTAAANANG S10TpOPNC KOl TTOPAKOAOVONGT) TOV GmUATIKOD BApovg Kot T Opeéng.

H Bepancio pe ppralomivn dev Ba npénel va avtikabiotd to amapaitnTo S1oyvooTiKd Kou o
OepameVTIKA GYNUATO TTOV OTOLTOVVTOL Y10l T OL0YEIPIOT) TOV VITOKEIPEVOD
VOGN UATOG/VOGTUAT®V TTOV TPOKAAEI(0VV) TNV avemiBountr andieia fapovc.

H amotelecpatikdtnta 100 TPoidvTog, amodeiydnke povo ya Bepaneio didpketog 14 nuepdv mov
AVTIGTOLYOVGE OTIS 10YVOVGEC Guatdoels. H emavainyn g Oepaneiog dev diepeuvinOnke Kat,
ouvenmg, 1 Oepaneio propei va emavorlappdvetor povo HeTd amd Ty a&loAdYNoT TG GXEGTC
0PEAOVLC-KIVOHVOL aTtd TOV KTNVINTPO.

H amoteleclatikdTNTo Kot 1) 0GQAAELD, TOV KTIVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG dEV £XEL
tekunpwbel og yareg Papovg pikpdtepov twv 2,1 kg 1 peyorotepov tov 7,0 kg (BA. «Aocoroyia
v KaBe €160, TpdmOg Kol 0d0g(0t) xoprynong»).

Ewwéc mpoguAdéelc yia tn yopnynon ota (oo

To KTV1aTPIKO QUPUAKEVTIKO TPOTOV OV TPEMEL VA ePaPUOLETAL GE TEPLOYES TOV OEPILATOG TOV
&yovv vmootel PAdPec.

Ye TePINTOOT NTATIKNG VOGO EVOEXETOL VO, TP TP 000UV avENUEVA ETITESA NTATIKMDY
evlopov. Xe Tepintmon VEQPIKNG VOGO, evogyeTal va apatnpndei uetmpévn kdbapon e
wptalamivig, 1 omoia pmopel va Egel G amoTEAEG O TNV avénuévn €kbeon oto edpuaxo. Xe
OVTEG TIG E0IKEG TEPUTTMOELS, Bal TPETEL VAL YIVETOL TOKTIKT TAPOKOAOHONON TV PloynUik®dy,
NTATIKOV KOl VEPPIKDY TOPUUETP®V KATO T d1dpKeLe TG Oepomeiog.

H enidpaon g wptalonivng otn pHoon g yAvkoing dev éxet a&loloynbei. Ze mepintwon
XPNONG TOV PUPUAKOL GE YUTEC UE GOKYOPDON dafntn, Oa mpénet vo mapakolovdeitan TakTikd

N yAvkopio.

Yg mePInTOO™ YPNONG TOV PAPUAKOL GE VIOYKOLUIKEG YaTES, Oa TPEMEL vaL yopnyeitan
VITOGTNPIKTIKN ay®yn (Bepameio pe vypad).

Oa pémet va Aapaveton LEpva, MoTe To VITOAoUTa LM TOL PILOEEVOUVTOL GTO GTITL VOL UMV
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£PYOVTOL GE ETOPT| LLE TO OMUELD EPOPLOYNG TOV QAPUAKOV, 0 OTOV AVTO GTEYVMOOEL.

Idwitepeg mpouAdEeic mov mpémel voL AopuBdvovTal ostd To TOUO TOL YOPNYEL TO KTNVIOTPLKO
QOPUOKEVTIKO TPOoidv ot (Mo

To mpoidv umopel va amoppoendel LEG® TOL dEPLATOG 1) TNG CTOLOTIKNG 000V KOl VO TPOKAAECEL
VIVNALD ] KOTOGTOAN.

Amopuyete TV dpeon exan Le 10 TPoiov. Amouyete TV emapn pe to vtd Bepameio (Mo Yo TIg
TPDTEG 12 DpES, LT amd TNV KAOMLEPIVI] EQAPLLOYT TOL PAPUAKOV KOl £0C OTOL TO GNUEID
EPUpPHOYNG oteyvmoel. ['ia to Adyo avtd, cuvictdton va yivetotl 1 Oepaneia Tov {dov o Ppadv.
To vd Oepomeio (o dev O TPEMEL VOl EMLTPETETOL VO KOYWOVVTAL UE TOVG IOLOKTNTES TOVG,
€101KOTEPO. UE TTodLA Ko EYKLEC Yuvaikeg, ko’ OAN ) didpkelo g Depomeiog.

Ta onueia TOANGNG TOL TPOIOVTOG, B TPEMEL VoL TOPEYOVY ad1APPOYL TPOSTUTELTIKA YAVTIL
ptog ypnong padli pe To Tpoidv Kot TPEmeEL va optovvTal KoTd To YEPIGUO Kal TH XOPNYNOT| TOV
KTNVIATPIKOV QOPUOKEVTIKOD TPOIOVTOC.

[T\Ovete ooAaoTIKA T ¥EPLO GOC OUESMG UETE TN YOPTYNOT TOL KTNVIATPIKOD QOPUUKEVTIKOD
TPOIOVTOG N 0€ TEPIMTOOT OEPUATIKNG EXOPNG LLE TO TPOTOV 1 e TNV LVLd Bepomeio yaTaL.

Yrdpyovv meplopiopéva dSrobéotua dedouévo oyeTikd pe v ToEKoTNTa TE Uptalomivng 6to
AVOTOPOY®YIKO cOGTNHO. AESOUEVOL OTL O1 £YKLEC Yuvaikeg DempovTal Evag o evmadng
mANBvuoude, cuvioTdTon oTIg EYKHOLS Kol GTIG YOVOIKEG TOL TPooTaohv va cuALGPovv, 6Tt Ba
TPEMEL VO, ATOPEVYOLV TO YEPICUO TOL TPOTOVTOG KOl VO, ATOPEVYOLV TNV EXOQPN LE TOL VIO
Oepamneio {ma kah’ OAN TN didpkela TG Bepameiog.

To mpoidv umopei va glvan emPAAPEG LETA A0 KATATOOT).

Mnv a@fvete 10 cOANVAPLo £ amd TOV TEPLEKTN ACQOAEING Y10 T, EKTOC LOVO KOTA TN
Suapxela g epapuoyns. Ta moudid dev mpémet va eivon mapova, 6tav epapuoletar n Bepansio
o1 ydrta.

Metd Vv €QappoYn, TO COANVAPLO TPENEL VO, TOTODETEITAL GTOV TEPLEKTN aGPAAEiOS Y10l TOLOLdL,
0 omoiog mpémet vo. KAEIvETAL AUECHC.

No unv tpwte, wivete | komvilete KAt TOV YEPICUO TOL KTNVITPKOD QUPUOKEVTIKOD
TPOIOVTOG,.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV ELOIGONTOTO1EL TO EPUA. ATOUA LLE YVOOTH
vrepevarcOnecia ot wptalamivn dev Ba pémet va xelpilovial To KTNVINTPIKO GUPUAKEVTIKO
TPOIOV.

To KTVIaTPIKO QUPUAKEVLTIKO TPOTOV UITOPEL VO TPOKOAESEL EPEBIGLLO GTA LATLO KO GTO OEPLOL.
ATOQUYETE TNV ETAPT| TOV YEPLUDV LLE TO GTOUA KOL TA HLATLA, EMG OTOV TAVVETE GYOAAGTIKA TO
YEPLOL 00G. € TEPITTOOT EMAPNG ME T PATIO, EEMAVVETE KOAN pe KabBapd vepod. Xe mTepinTmon
EMOPNG E TO OEpUa, EemMVVETE KOAG e comovvt Kot (eaTo vepPO. Xe Ttepintmon epedicon Tov
OEPUATOC 1] TOV LATIOV 1] TUYOIOG KATATOONS Vo ovalNnTNoTE OUESHE LOTPIKT GLUPBOVAN KoL Vol
emdei&ete oTOV TP TNV ETIKETA TOL PUPUAKOV.

KvYnon ko yoAovyio.:

Na punv ypnotpomoteitol Katd tn StipKeLd TG Khnong N g YoAovyiog.

Covipdtro:
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Na punv ypnopomoteitor og {da avomapoywync.

AMnAemidpdosic ne GAAO QopULOKEVTIKG TPOTOVTO Kol GAAEC LOPPEC AAANAETIOpOOTC:

Na pn gpnopomoteital og yateg mov Aapfavouvv Bepomeio pe KOTPOETTASIVT), TPALOSOAN 1
avaoTOAELS TNG povoapvo&edaong (MAOI) 1 og ydarteg mov Ehafav Bepancio pe MAOI og
Stotnuo 14 nuepdv Tpv amod T Oepameio e TO KTNVINTPIKO POPUAKEVTIKO TPOTOV, KOOMG
vdpyel TOAVOHTNTU CLENUEVOL KIVOUVOL EUPAVIOTC TOV GLVOPOLLOL cepoTovivig (PA. «
Avtevoeitelg »).

H wpralomivn uropei va evioyDoeL TIG KOTAGTAATIKES 1010TNTEC TV Peviodtalemvavy kol GAA®V
0VCLMV UE KATUOTOATIKEG 1010t TEG (avTiioTapuvikd H1, omoedn]). H cuykévipmon g
wptalamnivng oto mAdopo propel emiong va avénbel o mepintwon TopAAANANG XOPYNONG
KketokovalOAng N olUETIdVIG.

Ynepdoooroyio (CLUTTOUATA, LETPO AVTIUETDTICNC, OVTIIO0TA):

To yvootd cvuntdpate g vrepdocoroyiags uptalomivng otig yateg (> 2,5 mg/kg)
ocvumeptlapBdvouv: avénuévn eovn kat petafoiéc coumeplpopds, petog, atasia, avnovyio Kot
TPOWOC. L€ TEPIMTMON VIEPOOGOAOYING, O TPEMEL VAL YOPMYEITAL GUUTTMOLATIKT/ VTOG T PIKTIKT
aywyn, av givon amoapaitnto.

Ymv mepintmon g vepdocoroyiog TapatnpOnKav e HEYOAHTEPT GLYVOTNTO OL 1O1EC
AVETBOUNTEG EVEPYELES ILE AVTEG OTT CLVICTMUEVT BepamevTiKn dOONG..

Y& OTAVIEG TEPIMTMOCELS, Umopel va mapotnpn el Tapodikd avénuévn NIatikn TPAVeEEPAo TG
alavivng. To ovykekpipuévo gupnua dev oyeTileTOL Pe KAVIKO CUUTTOHOTO.

Aovyfatdtnreg:

Agv gepoppdletor.

13. EIAIKEX TIPO®YAAZEEIX AIIOPPIYHX ENOX MH XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN
TMOY IMMPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOZX, AN YITAPXOYN

Ta eapuaxa dev TPENEL VO ATOPPITTOVTOL LECH TWV ADUATOV 1] TV OIKIOKMV OmoPATOV.
Svppovievbeite Tov KINVINTPO 1 TOV QAPLOKOTOLO GUG Y10 TOV TPOTO ATOPPIYNG TV PAPUAKOV
1oV A0V OV ypetdleote. Ta LETPO VTA ATOGKOTOVY GTNV TPOGTAGi0 TOVL TEPPAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHYX TOY ®YAAOY OAHI'TQN
XPHXEQX

Aentopepeic mAnpoPopiec Yo 1o eV AOY® KTNVIATPIKO QOPUAKEVTIKO TPOiOV dtuTifevTol oTov
dktvakd tomo To0v Evponaikov Opyavicpod @appdkmy ot dievbovven
(http://www.ema.europa.eu/).

15. AAAEX TAHPO®OPIEX

DapLoKodVVALLKES IOIOTNTES
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http://www.ema.europa.eu/).

H pprtalomivn etvor évog aviayovioTig TV a2-adpevePYIK®MY DTOJ0YEMV, VOPASPEVEPYIKO KO
GEPOTOVIVEPYIKO aVTIKATAOMTTIKO pdppako. O akpiPng unyovicuods LEG® TOL 0Toiov M
pptaloaniviy Tpokaiel avénon tov Bapove, paiveral va givon toivmapayovtikos. H pptalomivn
elvar évag 1oyvpog avtayoviotig Tov vrodoytwv S-HT2 kot 5-HT3 610 kevipikod vevpikd
ovotnuo (KNX) kot toyvpdc avacstoréag tov vrodoyéwv H1 ¢ wotapivng. H avactoin tov 5-
HT?2 kot H1 otapuvikdv vrodoyémv, umopei va pocdidet Tig opelloydveg dpacelc Tov popiov .
H operdpevn ot pptalomivn Tpocinym Bapovg, pmopel va eivar deVTEPOYEVIG TV LETAROADY
oTN Aemtivn Kot 6Tov oykovekp@Tkd mapdyovta (TNF).

To wpoidv Exel pia avapevouevn Betikn dpdon oty TPOSANYN TPOENGC, dieyeipovtag Tnv 0peén,
aALG 1 Opdom avth dev exTiuNOnkeg ot Paciky dokiu o€ TPaKTIKEG cuvOnKkec. H pnovn dpdon
oV eAEYYONKe 6N dOKIUY O€ TPAKTIKEG CLVONKES, TOV 1) EMIOPOOT) 6TO COUOTIKO PApog: G
YOTEG 1O10KTITAOV TOV TPOSKOUIGTNKAY LE aTdAELD fAPOVs > 5%, T0G0GTO ToV KpidnKe KAVIKA
OTUOVTIKO OO TOV EPEVVNTI], TPOGEKTNGOV GTATIOTIKG onuavTiky| (p < 0,0001) TocdtnTa
Bapovg petd amd 14 nuépeg yopnynong tov tpoidviog (avénon Bapovg g taéng tov 3,39% N
tov 130 ypopupopiov Katd HEco 0po), o€ GUYKPLION UE YATEG TOL EAAPOV ELKOVIKO PAPUAKO
(mpodoinym Papovg g TaEns Tov 0,09% M Twv 10 ypappapiov katd pEso 6po).

2VoKELOoIa,

Emotpopévo cornvapio aovpviov 5 ypoppapiov (exictpoon: Bepvikt (ecmtepikd)/ cpdAto
(e€mtepikd)) pe Pomto komdkt amd TOALABVAEVIO YAUNANG TUKVOTNTOG KOl GOPAYIGLLOL.

KdaBe yaptivo xouti acpolreiog | TAAGTIKN OLAAN He TOUA aoPUAEiNG Yio Tadld Tov mePE)et 1
coAnvapto (5 g).
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