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 LoV

Mo mv TpdcAnyn couatikov BApouvg 6 YATES (e HEIOUEVT OpeEN Kal andAELd fdpove, A0y
xpoéviwv tabncewv (PA. mtapdypapo 5.1).

4.3 Avtevoeitelg

Na pn ypnoiponoteitol katd T SdpKeLD TG AVATUPOY®YNG, OF EYKVEC 1] YOAOVYXOVGES YATES.

Na un ypnoiponoteital o€ {da nAkiog kGTo TV 7,5 Unvav 1 COUOTIKOD BAPOVG LKPOTEPOL TV 2
kg.

Noa pn xpnoiponoteitol o€ TEPImT®OoN LIEPELOICONGING TN PAUCTIKY 0VGiN 1| G€ KATO10 Ao TO.
£KO0Y0L.

Na un ypnoiponoteital o€ yateg mov AauPavovy epoameio pe Kompoentadivr, TPApadOAN )
avaoTtoAeig tng povoapvoceddong (MAOI) 1 og ydrteg mov érafav Bepaneio pe MAOI og diaotnua
14 nuepav mptv and T Bepaneio Le TO KTNVIATPIKO QOPUOKEVTIKO TPOiIdV, AGY® EVOEXOUEVOL
ALENUEVOL KIVODVOL EUPAVIGNC TOL GLUVOPOUOV GEpoTOoVivNg (PA. Tapdypapo 4.8).

4.4 E1dwkéc mpogidomonjoelg Yo ka0e gidog {dov

H amotelecpatikoTNTo TOL KTNVINTPIKOD QUPUAKELTIKOD 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 ¢ amdAetag Tov Bdpovg Kot ot OepoamenTikég eMA0YEC eapTdvTal amd T cofapdTnTa
™G anmAelog Pdpovg kot amd To vokeipevo voonua/voonuata. H dtayeipion tov kdbe 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
OepameVTIKE GYNUATO TTOV OTALTOVVTOL Y10l T OL0YEIPIOT) TOV VITOKEIUEVOV VOO LOTOC/ VOCT|LATOV
7OV TTPOoKaAEL(0DV) TNV avemBOunT anmdAeio fapovg.

H amotelecpatikdtnta 100 TPOidVTog, amodeiydnke povo yio Bepaneio didpketog 14 nuepdv mov
AVTIGTOLYOVCE GTIG 10YVOVGEC GVoTAoELS (PA. mapdypapo 4.9). H exavainym g Oeponeiog dev
diepeuvnnke kat, cuvenmg, 1 Oepaneia umopel va emavoropupavetar udvo HET amd TV a&loAdynon
™G OY£0MG OPELOVG-KLVOVLVOL OO TOV KTNVIATPO.

H amotelecpatikdtTnTa Kot 1 0GQAAELD TOV KTIVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG dEV £XEL
texkunprobel oe ydreg Pdpovg pkpotepov tov 2,1 kg 1 peyokotepov tov 7,0 kg (BA. emiong
napdypoeo 4.9).

4.5 Idwitepeg TPoPUAGEELS KaTA TN YPioN

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 NIATIKNG VOGOL EVIEXETOL VA, Tapotnp10ovy avénuéva emimeda NTATIK®OV VEOUOV.
Ye TepInToT VEQPIKNG VOGOL, eVOEYETUL va Tapatnpndel petopévn kabapon g pptalomivng, M
omoia umopel va £yl G amoTéAEG O TNV aENuévn £kBeon 610 PaPUAKO. XE QUTEC TIG EOTKEG
TEPMTMOGELS, 00, TPETEL VO YIVETL TOKTIKT TOPAKOAOVONGT TOV POy KOV, NTOTIKOV KOl VEQPIKOV
TOPOUETP®V KaTd TN S1dpkeln TG Depomeiog.

H enidpaon g pwptalomivng otn poiouon e yAvkolng dev éxet a&loloynbei. Te nepintwon
YPNONG TOV PAPUAKOL OE YATEG U GOKY 0PN d1afnTn, O Tpénel va Tapakolovbeital TOKTIKA M
YALKOioL.

Y& mepintmon YpNoNe ToV PAPUAKOL 68 VITOYKOLUIKEG YATES, Oa TPETEL VO YOPNYELTAL VITOGTNPIKTIKT
ayoyn (Bspomeio pe vypd).

Oa wpémel vo, Aapfavetol LEPIVO, MGTE Ta VTTOAOLTO (DO TOV PIAOEEVOVVTOL GTO GTTITL VO, UNV
£PYOVTOL GE EMOPT| LLE TO OMUELO EPOPLOYNG TOV PAPUAKOV £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 dEPLOATOG 1| TNG CTOLOTIKNG 000V KOl VO TPOKAAECEL
vIvNAo 1 KOTOGTOAN.

Amo@uyete TNV Gpeon enan e T0 TPoiov. AToPuYeTE TNV €mapn 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 yivetol 1 Oepaneio Tov {dov to Ppadv. Ta
v7o Bepomeio (Do dev Bao TPETEL VO EMTPEMETOL VAL KOYOVVTOL UE TOVG IOIOKTNTES TOVG, EIOIKOTEPA
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 KOl T XOPTYNOT) 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, cuvieTdtol 6T EYKHOLE Kol GTIG YOVAIKEC TOL TpooTadohv va, cuALGPovy, 6Tt Ba
TPETEL VO, ATOPEVYOVV TO YEPIOUO TOL TPOIOVTOC KOl VO, AITOPEVYOVV TNV ETOPN UE Ta VIO Ogparmeio
{oa xaf’ 6An ™ ddpketn g Bepomeiog.

To wpoidv umopei va ivar emPraPég LETA amd KATATOOT).

Mnv apnvete 10 cOANVAPLO £ amd TOV TEPLEKTT ACPAAELNG Y10 TOdLH, EKTOG LOVO KATA TN
duapxeta g epapuoyne. To moudid dev mpémet va, gival mapovta, otav epapudletal n Oepancio ot
vato.

Metd TV €QapurOoYn, TO COANVAPLO TPETEL VO, TOTODETEITOL GTOV TEPLEKTN AGPUAELNG Y10l TODLHL, O
omoiog mpémel va, KAgivetal auécm.

Na unv tpote, mivete 1| Kamvilete Kot Tov YEPIGUO TOV KTNVIATPIKOD QUPLOKEVTIKOD TPOTOVTOC.

To kNviaTpKd PapUAKELTIKO TPOTOV EVOIGONTOTOEL TO déPLL. ATOUA e YVOOTH LIEpEVALIGHNGla
ot wptalomivn dev Ba mpémel va yepilovtal To KTNVINTPIKO QOPUAKEVTIKO TPOIOV.

To kINViATPIKO PAPUAKELTIKO TPOTOV UTOPEL VAL TPOKAAEGEL EPEOIGHO GTA LLATLO KOl GTO OEPLLOL.
Amo@lyete TNV ETOPN TOV XEPLOV LE TO GTOUO KOL TO LATLOL, £0G OTOV TAVVETE GYOAACTIKA Ta YEPLOL
G0GC. L€ MEPIMTOON EMOPNG UE Ta HATLo, EEMAHVETE KOAA pe Kabapod vePO. Xe TEPITTOOT EXAPNG LE
T0 déppa, EemAvveTe KaAd e Gomovvt kot (eaTd vePO. X TEPINT®MOT EPENIGUOD TOV FEPUATOG 1 TOV
HaTI®V 1 TuYoiog Katdmoons vo avalntiote apécms Tpikt cLUBOoLAN Kot va emdeiete oTov 10Tpod
TNV ETIKETO, TOL PAPUAKOV.

4.6 AvemOounreg evépyeres (coyvéotnTa Ko cofapotnta)

e peréteg acparelag Kol 68 KMVIKEG LEAETES, TapaTnpONKay TOAD cuYVA aVTIOPAGELG GTO(-0L)
onueio(-a) epapproyng (epvdnua, eperkideg/eoydpec, VIOAEILLOTA, POAID®CT/ENPOTNTO, OTOAETION,
KAOVIGUOG TNG KEPUATG, deppatitida 1 peBIoOg, ahmTeKin Kot KVNOHOG) Kol LETOPBOAES
GUUTEPLPOPAS (ALENUEVT P®VT], DTTEPKIVITIKOTNTO, OTOTPOGAVATOMGHOG 1 ataéia,
AnBapyucotnto/advvapio, ovalntnon Tpocoyng Kal ETOETIKOTNTA).

Ye ao@alelng Ko oe KAWVIKEG LeAETES, mapaTnpnOnke cuyva éuetoc, molvovpio oyeTlOUEVN L
UELOUEVO €101KO BAPOg TV 0VpmV, avénuéva eminedo ovpeikod almtov oto aipa (BUN) kot
aQLOdT®GoT. Avaroya pe tov Babud cofapdtnTag Tov £UETOV, TNG APLIATMOONG 1| TOV LETAPOADY
GUUTEPLPOPAS, O KTNVIOTPOS UTOPEL VOL ATOPAGIGEL T1 OL0KOTT TNG XOPTYNONG TOL TPOIOVTOG,
GUUPMOVO, [LE TT] GYECT OPELOVG-KIVOVVOU.

Ot avemBOUNTEG AVTEG EVEPYELES, CUUTEPIAAUPAVOLEV®Y TOV TOTIKOV OVTIOPAGE®Y, OTOdPALOVY
Y®PIc E101KN aymYN PETA TO TEAOG TNG TEPLOdOVL Bepameiag.

€ GMAVIEC TEPMTMOELG UTOPEL VO EMGVUPOVV AVTIOPAGELS VITEPEVOLCONGING. XTIC TEPUTTDOGELS
avtég, 1 Bepomeia B Tpémel va drakoTTETAL dpLESA.

Y€ mePITTOOT KOTATOONG Ao TO G6TOUM, EKTOC 0md TIG Tpoavapepbeioeg avemBOunTeg evEpyeleg
(e&opovpévav TV TOTIKGOV avTIdpaoemv), umopel omdvia vo exicvuPel oleAdppola Kot TPOUOG.



H ovuyvomta tov avemBountov evepyeldv kabopiletal ¢ akoAovbmg:

- oAV cvyvn (tepiocodtepa amd 1 ota 10 {wa mapovctdlovy avemBounteg evEPYELEG KOTE T
dudpkela g Bepaneiog)

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

- un ovvnOopévn (mepiocdtepa amd 1 ol Aryotepa and 10 {da oto 1.000 vio Bepaneio {ho)

- ondvia (meprocotepa amd 1 ahdd Atydtepa amd 10 {da oto 10.000 vrd Bepancio {ma)

- ToAD omavia (Aryotepa amd 1 ota 10.000 vid Beponeio {ma, TEPIAAUPAVOUEVOV TOV HELOVOUEVOV
avapopaOV).

4.7 Xp1ion Katd THV KONG1), TN YoLoV)ia 1] TNV OOTOKIA

Y emipvec Kot KovvéALa, £xel damotmiel 0Tt N wptaloamivn ivarl Suvntikd To&kn otV
OVOTTOPOY @Y.

H acpdeio tov KTviaTpikod QopUoKEDTIKOD TPOTOVTOg 6gv £xel amodelydel Katd T StdpKeLd TG
KONOoNG Kot TG Yolovyiag.

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

Fovpdnro:
Na pn gpnoponoteital o (oo avorapoaywyns (PA. mtapdypoago 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 povoapvotedaong (MAOI) 1 og yarteg mov Ehafav Bepancio pe MAOI og dotT o
14 nuepmv mtpv amd ™ Bepameia e TO KINVINTPIKO QAPLOKELTIKO TPoidv, Kabdg vdpyet
mOavOTNTO ALENUEVOD KIVOUVOL EULPAVIONG TOV GLVIPOLOL GepoTovivig (BA. mapdypapo 4.3).

H wiprtalomivn umopei va evioyDoeL TIG KOTAGTAATIKES 1010TNTEC TV Peviodtalemvav kol GAA®Y
0VCLMOV UE KATUOTOATIKEG 1010t TEG (avTiioTapuvikd H1, omoedn]). H cuykévipmon g
wptalamiving oto mAdopa, propel eniong vo avénbei oe mepintwon mopdAAnAng xopynong
ketokovalOAng N GLUETIOIVIG.

4.9 Aocolroyio kKol TpéTOg YopyNoNg

Awodepukn ypniom.

To kIVIaTPIKO PAPUAKELTIKO TPOTOV EPOPLOLETOL TOTIKE GTO ECMTEPIKO OTIKO TTEPVYIO
(ecmTepIKT| EMPAVELD TOV OVTIOV) pia Popd TNV Nuépa yia 14 nuépeg, otn door tov 0,1 g
aroipng/yarto (2 mg wptaloanivng/yara). H mocdmta cvth aviiotolyel o€ ypoauun oAoipng UiKovg
3,8 cm (BA. TapakdTo).

EvoAldcoete v nuepnola popuroyn LETOED TOL aplatepov kot Tov 0e€lod avtiov. Edv eivar
emBounto, umopei va kabapiobel n E0TEPIKN EMPAVELD TOV AVTION TNG YOTAC, CKOLTILOVTAG T1) LE
éva 6TeYVO POVINAL 1] TTovi TPV O TNV EMOUEVT TPOYPOUUATICUEVT dOOT. L€ MEPINTO®ON
TOPAAENYNG LG OOGNC, EPAPUOGTE TO KTNVIOTPIKO QUPUOKEVTIKO TPOIOV TNV EXOUEVT UEPA KO
cuveyiote TNV KoOnuepvi yopnynon.

H ocvviotdpevn otabepn do6on €xet doxipactel o€ yateg fapovg 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
opowdpopea To
COANVAPLO KoL
anloote 3,8 cm
0AOLPNS 0TO OEIKTN TOV
XEPLOV 0OC,
APNOCLLOTOLDOVTUS OG
0dnY0 T peTpNpPév
YPOR 6T KOUTI/
(13 1 6to TOPOV
QVLLGOL0.

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 AAOLPNG TNG OV TPEMEL

va gpapprocet:

410 Ymepdooolroyio (CUUTTORATO, PETPU AVTIUETOTLONG, AVTIOOTA), EAV Eivan amapaityTa

To yvooté cvuntdpate g vrepdocoroyiags uptalomivng otig yateg (> 2,5 mg/kg)
CUUTEPTAAUPAVOLV: QLENUEVT GOVN Kot LETABOAEG CLUTEPLPOPAS, EPETOG, ataio, avnouyio Kot
TPOUOG. X TEPInTOOT VIEPSOcOAOYING, B TPEMEL VO, YOPMYEITOL GUUTTMO LATIKT/ VITOG T PIKTIKT

ayyn, v etvon amapaitmTo.

2V mepintmon g vepdocoroying TapatnpnOnKay e HEYOADTEPT GLYVOTNTO Ot {O1EC
avemBouNTEG EVEPYELEC LE AVTEG OTT CLVICTMUEVT OepamevTikn dOOMC.

Y& OTAVIEG TEPIMTMOCELS, Umopel va mapotnpn el Tapodikd avénuévn NIatikn TpaveEepion g
alavivng. To cuykekpiuévo gupnua dev oyeTileTol e KAVIKG CUUTTOUOTO.

4.11  Xpovog(ol) avapoviig

Agv amotteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

Pappaxobepanevticny opddo: Poyoovoainnrikd, avitkataOMITIKd

Kmducog ATCvet: QNO6AX11

51 DoppoKodVVUPIKES 1O10TNTEG

H piptalomivn eivor Evog oviay@vieTig TV a2-adpevePYIKMY DTOS0YEMV, VOPUOPEVEPYIKO KOl
GEPOTOVIVEPYIKO AVTIKOTOOMITIKO pdapLaio. O akpiPig UNavIoHOg LEGH TOL OTOi0V M



wptalamivn tpokaiel advénomn tov fapovg, paiveral va givar moAvmapayovtikog. H piptalomivn
glvan évag 1oyvpdg avtoywvioTig Tov vodoytmv 5-HT2 kat 5-HT3 oto kevipikd vevpikd cuotno
(KNX) kat ioyvpdg avactoréag v vrodoyéwv H1 g wotapivine. H avaotodn tov 5S-HT2 kot H1
IOTOUIVIKOV DTOS0YEMVY, UTOPEL va TPocdidet Tig ope&loydveg dpacelg Tov popiov . H opetlopevn
ot wptalomivn TpdsAnyn Papovg, umopel vo eival devTepoyeViG TV LETAPOADY GTN AETTiv) Kot
otov oyKovekpwTikd apdyovta (TNF).

To wpoidv &xet pia avapevopevn Betikn dpdon otnv TPOSANYN TPOENGS, dieyeipovtag tnv 0peén,
AL 1 Opdom avTh dev kTN ONKeS ot Pacikn dokiur o€ TpakTikég cuvinkes. H uovn dpdon mov
eAEyYOnKe ot doKIUn og TPAKTIKEG GLVONKES, NTAV 1 EMLOPOOT 6TO COUATIKO PApoc: og YdTeg
WO10KTITOV TOL TPOCKOUGTNKOV UE anmdAELR Bapovs > 5%, Toc0oTd oL Kpidnke KAVIKA
OMUOVTIKO amTd TOV EPEVVITH, TPOCEKTNCAV GTATIOTIKG onuavtikn (p<0,0001) TocodTnTo BApovg
uetd omd 14 nuépec yopnynong tov mpoidvtog (avénon Pdpove g tééng tov 3,39% 1 tov 130
YPOUUOPIOV KOTA HEGO OPO), GE GUYKPLOT| LE YOTES TOV EAAPAV EIKOVIKO QAPHAKO (TPOGANYT
Bapovg g 1aEng Tov 0,09% M v 10 ypoppapiov Kotd péco 6po).

5.2 DappoKoKIVNTIKG cToLY LD

SOHUEMVO LIE L0l STUGTOVPOVIEVT] LEAETN TTOL TTpOyuaTomomOnke e to mpoidv ota 0,5 mg/kgsece
OKT® YATEC, Y10 VO TPOGO10p1oTEL 1] oYETIKN Brodiabeciudtnta TG Yopnyovuevng wptalamivig 2%
07O TO GTOUE KO OIOEPLIKA G, 1 péom TeAkn numepiodog Lomng (25,6 = 5,5 dpec) pe Tomkn
xopnynomn ntav peyolvtepn amd 2 eopég amd ™ uéon telkn nuurepiodo Cong (8,63 £3,9 dpeg) pe
v and Tov 6ToUAToG Yoprynomn. H Plodiabecipudomra petd and tomky yoprynon ntav 34% (6,5
€m¢g 89%), o€ aVYKpIoM LE TNV amd TOL GTOHATOS YOPNYNOT| KATA TN S1APKELN TV TPOTOV 24 mpidv
Kot 65% (40,1 €wc 128,0%) pe Paon v AUCO-00. Metd amd epdmal Tomkr yoprynon, n Héon
UEYIOTN CLYKEVTP®GN 6T0 TAAGUa TV 21,5 ng/ml (£ 43,5), emtevydnke ce puéso ypoévo Tmax 15,9
wpov (1-48 adpeg). H péon AUCO0-24 fitav 100 ng*h/ml (£ 51,7).

Metd amnd yopnynon Tov Tpoidvtog oTig 8 yateg ot 60om tv 0,5 mg/kg pia popd nuepnoiong yo
Staotuo 14 nuep@v, 1 Héom HEYIOTN GLYKEVTPWOGT 6To TAdoua Tov 39,6 ng/ml (x 9,72),
emtevyOnke oe uéco ypovo Tmax 2,13 wpav (1-4 dpeg). H péon telkn nuimepiodog ong g
wptalamivig ntov 19,9 dpec (£ 3,70) ko n péon AUCO-24 rjrav 400 ng*h/ml (£100).

2 peAé yuoL TNV ao@aiela tov gidovg {dov Yo To omoio Tpoopiletal, atnv omoia ot ydtec Elafav
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
AUC) kot 3,90 popég peyarvtepn (pe faon 1o Adyo Cmax).

6. OAPMAKEYTIKA 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 Kopieg aocopPatétnreg

Agv 1oy0et.



6.3 Avapkera Comg

Audprela {ONG TOL KTNVIOTPIKOD PAPUAKELTIKOD TPOIOVTOG COLPMVA LIE TN GVOKELATIN TOANONG: 3
ém.

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

6.4 Idwitepeg TPOPLAAEELS KOTA TN VAAEY TOV TTPOIOGVTOG

Agv vapyovy e101KEC 00N Yieg SLOTPNONS Y10 AVTO TO KINVINTPIKO QAPLOKEVTIKO TPOIOV.

To cwinvaptlo, Tpémel va pUAAGGETAL LEGH GTO KOVTL OCQAAELNG 1) T GLOAN HE OO OGPAAELNG
Y10 TOUSLOL KO VoL ETIGTPEPETOL GTO KOVTL 1) TN OLAAT Kot vo. KAsiveTor/mouatileton dueco petd anod
ka0 yprion.

6.5 ®Hon Kol 6VVOES TNG GTOLYELDO0VS CVOKEVUGIUG

Emotpopévo cornvapio arovpviov tov S ypapupopiov (enictpoon: Pepvikt (ecwtepikd)/ GpOATO
(emtepikd)) e POmTO KamdKt 0o TOAVAUBVAEVIO YOUNANG TUKVOTNTOG KOl GOPAYIGHLOL.

KdaBe yaptivo xouti acpoieiog | TAASTIKN LIAN pe TOUA ac@aieiog Yio ondld mepiéyet 1
ocwnvapto (5 g).

6.6 Ewkéc mpo@uiaters amdppryng vog un yproorton0£vtos KTNvieTpLlkoy
QPUPUOKEVTIKOD TPOIOVTOG 1] AAAMV VAIK®OV TOV TPOEPYOVTAL AT T1) Y P1]C1) TOV
TPOiIOVTOG

Kdabe pun ypnoyomomBév ktnviatpikd oppokenTikd Tpoiov 1 pn xpnoiponom0évea vroAeippotd

TOV TIPEMEL VO, ATOPPITTOVTIOL COUPMVA UE TIG 1oYDOVoEG E0VIKEG amaITNOELS.

7. KATOXOX AAEIAX KYKAO®OPIAX

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OMavdia

8. APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/2/19/247/001

9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHYX THX AAEIAX

Huepounvia mpatng éykpiong: 10/12/2019

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

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



Aemtopepeic TANPOPOpieS Y10 TO €V AOY® KTIVIATPIKO QOPLOKEVTIKO Tpoidv dlatifevtol otov
dktvokd témo tov Evponaikod Opyaviopod @opudrkev (http:/www.ema.europa.eu/).

AITAT'OPEYZXZH IIQAHXHX, AIAOEXHY KAI/H XPHXHX

Agv 1oy0et.


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

ITAPAPTHMA I
A. TTAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AITIOAEXMEYXH 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) mopooskevooti(®v) mov sivor veevfuvoc(ot) yio 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 GUVTAYY.

I') ENAEIZH TQN ANQTATON OPIQN KATAAOIIIQN (AOK)

Agv amattovvTot.
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IHAPAPTHMA I1I

ENNIIXHMANXH 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 0AOLOY].

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 ¥PTOTG 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 IMOY
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
HNEPIOPIZEMOI IIOY IXXYOYN XXETIKA ME TH ATAOGEXH KAI TH XPHXH, AN
YIHAPXOYN

AmorAeloTikd Yo kTnviaTpikn 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

17. APIOMOZX ITAPTIAAX ITAPAT'QI'HX

15



Moptida {ap1Bupoc}

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 BAPOZX, 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 Avorypa, To TPOoidv TPEMEL va ypnotpomombei evtog 30 nuepdv.

| 8. OI AEEEIX «-AITIOKAEIXTIKA 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 KAIT 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 Yo YOTEG

wptalamivy

3. YYNOEXH ZE APAXTIKH OYZXIA KAT AAAA ZYXTATIKA

Ka0e 660on 0,1 g mepiéyet:

ApacTiKi] oveio:
Mirtazapine (og hemihydrate) 2 mg

"Exdoya:
Butylhydroxytoluene (E321)0,01 mg

Mn Mmopr|, OLO0YEVG, AEVKT] E®G VITOAELKT] OAOLPY.

4. ENAEI=ZH

[Ma v TpoécAinyn copotikod Papovg oe YaTeg e HEIUEVN OpeEn Kot ammdAELn fapove Adym
YPOVIeV Tabncewv (PA. «Alleg TANPOPOPIESY).

S. ANTENAEIZEIX

Na pn ypnotpomoteital Kotd tn SépKeLd TG AVOTOPAYWYNC, O€ EYKVEG 1 YOAOVYOVCES YATEC.
Na pn ypnotpomoteital oe {dho niikiog Kdto twv 7,5 unvev 1 copatikod Papovg HikpoTePOL
tov 2 kg.

Na pn ypnoiponoteital o€ tepinTmon vaepeLOICONGiNG TN SPUCTIKT 0VGin 1 G€ KATO10 Amd Ta.
£KO0y L.

Na un ypnoponoteital o€ yateg mov Aapfdavovy Bepomeio pe avaoToleic TG LOVOOUIVOEEDAOTG
(MAOI) 1 og yatec mov €haPav Bepaneia 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 TPOEIBOTOOELY).

6. ANEIIIOYMHTEX ENEPI'EIEX

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

Xe aoPALELNG KOl 6 KAVIKEG LEAETEC, TapOTNPNONKE GLUYVA ELETOG, TTOAVOVPIN GYETILOMEVT] LLE
LEL®UEVO €101KO BAPOG TV 0VPp®V, avENpéva emtinedo ovpeikod almtov oto aipa (BUN) ko
apLddtwon. Avaloya pe tov Babud coPfapdtnTag ToL EUETOV, TNG APLIATMOONG N TOV HETAPOADY
GUUTEPLPOPAC, O KTNVIOTPOC UTOPEL VO, ATOPAGIGEL TN O10KOTT TNG XOPTYNONG TOV TPOiOVTOGC,
GULPMOVE, LLE TT GYECT] 0OQPELOVC-KIVOHVO.

Ot avemBOuNTEC 0VTEG EVEPYELEG, CUUTEPIAAUPAVOUEV®Y TOV TOTIKOV AVTIOPAGE®DYV, ATOdPAUOVY
Y®PIC E101KN aymYN LETE TO TEAOC TNG TEPLOd0L Depameiag.

Y€ OTAVIEC TEPIMTAOCELS UTOPEL VO EMGLUPOVY aVTIOPAGELS VITEPEVALGONGIOG. XTIC TEPUTTOCELS
avtég, M Oepameia 0o mpémel va SokdnTETUL AUETA.

Xe TepInTOOoT KATdmoomng and To GTONa, EKTOC amd TI TpoavapepBeices avemBOLNTES EVEPYELES
(e€opOVIEVOV TV TOTIK®Y OVTIOPACE®V), UTOPEL omdvia Vo emicLUPel o1eAdpPOL Kot TPOUOG.

H ocvyvomta tov avemBountov evepysidv kabopiletor og axorlovbmg:

- oA ovyvn (meprocdTepa, and 1 ota 10 vad Oepaneia (Mo Tapovsidlovy averBvounTeg
EVEPYELEG)

- ouyvn (Teprocotepa amd 1 aldd Atydtepa omd 10 (da ota 100 vrd Bepaneio {da)

- un ocvvnOepévn (repiocdtepa amd 1 aAld Ayotepa amd 10 {da oto 1.000 vro Oepameio {da)

- omdvia (mepiocotepa amd 1 aAld Aryotepa omd 10 (oo oto 10.000 vrd Oepancio {da)

- moAb omdvia (Aydtepa and 1 ota 10.000 vrd Bepaneia {da, teprlopfavopévav Tmv

LELOVOLEVOV OVOPOPDYV).

Edv mapotnproete omolodnmote avemiBountm evEPYELN, OKOUO KOl 0V OEV OVOPEPETOL GTO
E0MKAELGTO PUALO OONYIDV XPNIONG 1N AUPPAALETE Y10 TNV ATOTELEGLOATIKOTITO TOV GAPUAKOV,
TOPOKOAEIGOE VO EVIUEPDOETE GYETIKADC TOV KTNVINTPO GOC.

7. EIAH ZQOQN

drec.

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

Awodep ik ypnon.

To kTNVIATPIKO PAPUAKELTIKO TPOTOV EPUPLOLETOL TOTIKE GTO ECMTEPIKO OTIKO TTEPVYIO
(ecmTEPIKT EMUPAVELD TOV OVTIOV) pic popd TNV Nuépa yia 14 nuépeg, otn door tov 0,1 g
aroipng/yaro (2 mg wptaloanivng/yate). H mocdmta avth aviiotowyel o€ ypouun oloipng
pufrovug 3,8 cm (BA. TopakdT).

20



EvoAddooete v nuepnola epoproyn HETOED TOL 0ploTepov kot Tov 0e&lod avtiov. Edv elvan
emBounto, puropel va kaboaplobel 11 E6MTEPIKN EMLPAVELN TOV AVTIOV TNE YATAS, GKOLTILOVTAC TN
He €va 6TeYVO LavINAM N Tavi TPV amd TNV EXOUEVT TPOYPOUUUATIGUEVT dOOT). XE TEPIMTMOON
TOPAAEYNG LG OOGNC, EPAPUOCTE TO KTIVIOTPIKO QOPHUOKEVTIKO TPOIOV TNV EXOUEVT UEPA
KOl GUVEYIOTE TNV KOO UEPIV YOPTYNON.

H ocvvietdpevn otabepn doon €xet doxipactel o€ yateg fapovg petadd 2,1 kg kan 7,0 kg.

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

IMa va epapUoOcETE TO KTNVIOTPIKO POPLOKEVTIKO TPOTOV:

— —

| =
T ~
—‘_L‘\
Bijpa 1: ®opéote Bipa 2: Bijpa 3: Iéote Bipoa 4:
aowappoya yavria. HeproTpéyte TO OLLOLOPLOPPU. TO XpPNoHonotdvTog T0
KOmdKL Tov coOMVAapLo Ko 0aKTLVAO 6aC, TPIYTE
coinvapiov amidote 3,8 cm OTOAG TNV aAorpn
avtifeTo Tpog ™ OAOLPG OTO OEIKTI| TOV GTIV ECAOTEPIKN
@opa Tov poroyLov XEPLOY GaC, EMPEVELD TOV AVTIOD
Y@ Vo, TO aVoiEeTe. APNOCLLOTOLOVTUS (OG ™m¢ yarag (OTIKo
00N Y06 TN peTpNuévn nTEPVYL0),
YPOUNT] 6T KOUTI/ ATAOVOVTAG TNV
QLN 1] 670 TOPOV opoOHOPPa ETAV®
QUALGOL0. OTIV EMLPAVELD. AV 1|

arorpn] £pOer o€
ETAQPT] NE TO OEPRA
600G, TAUVETE NE
camovVL Kl vePO.

H mopaxdto ypopun GOUTITTEL LE TO amapaiTnTo PRKOG Y10 TNV TOGOTITO, QAOLPNG TNG TOV
TPEMEL VAL EPAPUOCHEL:

10. XPONOX ANAMONHX

Agv amotteitot.

11. EIAIKEY YYNOHKEYX AIATHPHXHX

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

Agv vrdpyovv 101kéEG 00N Yieg d10THPNOTG Y10 CVTO TO KTNVINTPLIKO POPUOKEVTIKO TPOIOV.

To cowinvaptlo, Tpénel va pUAAGGETAL LEGU GTO KOVTL OCQAAELNG 1) T QLOAN LLE TOLUA AGPOUAEING

Y10 TOUSLG KO VO ETIGTPEPETOL GTO KOVTI 1) TN PLAAT Kot vo. KAgiveTor/TmopatileTol dueca petd
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amo kabe ypnon.

Na pn gpNoHoTolEiTOL QL TO TO KTNVIATPIKO QUPUAKEVTIKO TPOIOV LETA amd TNV NUEPOUNVIN
MEnc mov avaypapetal 6To Kouti N eTikéTa. Atdprela {ong LETE TO TPMTO AVOLYHOL TG
oToLEdoVE suokevaciog: 30 nuépsg.

12. EIAIKEX ITPOEIAOIIOIHXEIX

Ewwkéc mpostdomomoeic yio kébe gidvoc {mov:

H omoteleoatikdTTO TOU KTVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC eV £xel TEKUN POl o€
yateg NAKiaG KATo TV 3 €TOV.

H amotelecpatikdOTnTo Kot 1) 0GOAAELD TOV KTIVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG OV £)XEL
TekunpLoOel og yatec pe cofopr| veppikn voco Ko veomiacia.

H ocwot dudyvoon kai Oepaneio Tov vrokeipevov voonuatog, eivor Bepehmoong onpaciog yio
) Slayelpton G AmM®AELNG TOV PAPovg Kot ot BepamevTikés EMAOYES EAPTOVTOL OO TN
coPopdTa TG aTOAENG BAPOVG KOl atd TO VITOKEIEVO Voo o/ voorpota. H dayeipion tov
KAOg YpOVIOV VOGO |LATOG TTOV GUVILETOL LUE ATMAELD BAPOVG, TPETEL VAL TEPIAAUPAVEL TNV TOPOYT|
KOTAAANANG S10TpOPNG KOl TOPAKOAOVONGT) TOV GMUATIKOD BApovg Kot TG Opeéng.

H Bepancia pe ppralomivn dev Ba npénet va avtikabiotd To amapaitnTo Sy vOoTIKE Ko Ta
OepamenTikd GyNULOTO TOV ATELTOVVTOL YiaL T SLoyElpIoT TOV VITOKEIUEVOL
VOGN UATOG/VOGTUAT®V TTOV TPOKAAEI(0VV) TNV averiBountrn anoieia fdpovc.

H amoteleopatikodtnta tov Tpoidvrog, amodeiydnie povo yo Oepaneio dibpkeiag 14 nuepdv
OV OVTIGTOLYOVGE OTIC IoYVOVGEC GVoTAceElS. H emavainymn g Oepanciog dev diepevuvinke
K01, GUVETMG, 1 Oepameio pmopel vo emavaiapufavetal Lovo PETA amd TV 0S10Ad0YNoT TNG
oY€0MG 0QELOVG-KIVOUVOL atd TOV KTNviaTpo.

H amotelecpatikdtnTa Kot 1 0GQAAELD TOV KTIVINTPIKOD POPUAKEVTIKOD TPOIOVTOG OV £XEL
tekunprobet og yatec Papovg pikpotepov tov 2,1 kg 1 peyorotepov tov 7,0 kg (PA. «Aocoroyia
v KaBe €160, Tpdmog Kol 0d0g(0t) xoprynonsg»).

Ewwéc mpopurdEeic yio ) yopnynon oto {wa:

To KTV1aTPIKO QUPUAKEVTIKO TPOTOV OV TPEMEL VA EPaPUOLETAL GE TEPLOYES TOV OEPLLATOG TOV
&yovv vrmootel PAdPec.

Yg TePINTOOT NAATIKNG VOGO EVIEXETAL VA, TP TP 00UV avénuéva ETITEdN NTATIKMOV
evlopov. Xg Tepintmon VEQPIKNG VOGO, evoéyetal va apatnpndel petmpévn kdbapon g
wptalamivig, 1 omoia uropel vor el oG AmoTéEAEGHO TNV ALENUEVT EKOECT] GTO QPAPLLOKO. ZE
AVTEG TIC EWOKEG TEPITTMOCELS, Ho Tpémet va yiveTan TOKTIKT Tapakolovinomn tev Ploynukav,
NTATIKOV KOl VEPPIKDY TOPUUETP®V KATA T d1dpKeLe TG Oepomeiog.

H enidpaon g wptalonivng otn pHioon g yAvkolng dev éxet a&loloynbei. Ze mepintwon
¥XPNOMNG TOV PAPUAKOL GE YUTES LE SUKYOpdON dafntn, Oa mpénet va mapakorovdeiton TokTikd

N YAvkaipio.

Yg TepInTo™ YPNOoNG TOV PAPUAKOL GE VITOYKOLUIKEG YATEG, Oo TPEMEL vaL yopnyeitan
VITOGTNPIKTIKY ay®yn (Bepameio pe vypa).

Oa mpénet vo Aapfavetorl HEPIVA, MGTE To VITOAOITA (MO TOV PIAOEEVOVVTOL GTO GTITL VO, UnV
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£PYOVTOL GE EMOPT| LLE TO OMUELD EPOPLOYNG TOV QAPUAKOV, 0 OTOV AVTO GTEYVMOOEL.

Idwitepeg mpouAGEeic mov mpémel vol AouBdvovTal ot 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
EPUPHOYNG oTeyvmoeL. e to Adyo avtd, cuvictdton va yivetot 1 Oepaneia Tov {dov o Ppadv.
To vd Oepomeio (o dev O TPEMEL VOl EMLTPETETOL VO KOYWOVVTOL UE TOVG IOLOKTNTES TOVG,
€101KOTEPOL pE TTodLd Ko £YKLEC yuvaikeg, ko’ OAN T didpketa tng Depomeiog.

Ta onueia TOANGNG TOL TPOIOVTOG, B TPEMEL VoL TOPEYOVV ad1APPOYL TPOSTUTEVLTIKA YAVTIOL
piag xprong poli pe To mpoidy Kot TPEMTEL VO POPLOVVTOL KATA TO YEPLGLO KoL Tr) YOP1yNoN TOV
KTNVIATPIKOV QAPLOKEVTIKOD TPOIOVTOC.

[T\Ovete ooAaoTIKA T ¥EPLE GOC OUEGMG UETE TN YOPTYNON TOL KTNVIATPIKOD POPUUKEVTIKOD
TPOTOVTOG N 0€ TEPIMTOOT OEPUATIKNG EXOPNG LE TO TPOTOV 1 e TNV VLd Bepoameio yaTa.

Yrdpyovv meplopiopéva dtodéotua dedouévo oyetikd pe v ToEkotnTa TE wptalomivng oto
AVOTOPOY®YIKO cOGTNHO. AESOUEVOL OTL O1 £YKLEC Yuvaikeg BempovTal Evag o evmadng
mANBvuoudc, cuvieTdTon OTIG EYKHOLS Kol GTIG YOVAIKES TOL TPooTadohv va cuALGPovv, 6Tt Ba
TPETEL VO, ATOPEVYOLV TO YEPICUO TOL TPOTOVTOG KOl VO, ATOPEVYOLV TNV EXOQON LE TOL VIO
Oepamneio {ma kah’ OAN TN didpkela TG Oepameiog.

To mpoidv umopei va glvon emPAAPEG LETA A0 KATATOOT).

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

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

No unv tpwte, nivete | komvilete KaTd TOV YEPICUO TOL KTNVINTPKOD QUPUOKEVTIKOD
TPOTOVTOG,.

To KTNVIATPIKO PAPUAKEVTIKO TPOTOV ELOIGONTOTOEL TO dEPUA. ATOUA LLE YVOOTN
vrepevarcOnocia ot wptalamivn dev Ba Tpémet va xelpilovial To KTNVINTPIKO QUPUAKEVTIKO
TPOIOV.

To KTVIaTPIKO QUPUAKEVLTIKO TPOTOV UITOPEL VO TPOKOAESEL EPEBIGLLO OTA LATLO KOl GTO OEPLOL.
ATOQUYETE TNV ETAPT| TOV YEPUDV LLE TO GTOUA KOL TA HLATLA, EMG OTOV TAVVETE GYOAAGTIKA TO
YEPLOL 00G. € TEPITTOOT EMAPNG ME T PATIo, EEMAVVETE KOAN pe KabBapd vepo. Xe TepinTmon
EMOPNG E TO OEpUa, EemMAVVETE KOAG e comovvt Kot (eoTO vePO. Xe TTepinTmon epedicon Tov
OEPUATOC 1] TOV LATIOV 1] TUYOTOG KATATOONS Vo ovalnTNoTE OUESHE LOTPIKTY GLUPBOVAN KoL val
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 gpnopomoieital og yateg mov Aapfavouvv Bepomeio pe KOTPOETTASIVT), TPALOSOAN 1
avaoTOAElS TG povoapvo&eddaong (MAOI) 1 og ydarteg mov Ehafav Bepancio pe MAOI og
Stotnuo 14 nuepdv Tpv amod T Oepameio PE 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 kot GAA®V
0VCLMOV UE KATUOTOATIKEG 1010t TES (avTiioTapuvikd H1, omoedn]). H cuykévipmon g
wptalamnivng oto mAdopo propel eniong va avénbel o mepintwon TopAAANANG XOPYNONG
KketokovalOAng N GLUETIOIVIG.

Ynepdoooroyio (CLUTTOUATA, LETPO AVTIUETDTICNC, OVTIO0TA):

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 TN PIKTIKT
aywyn, av givon amoapaitnto.

Ymv mepintmon g vepdocoroyiog TapatnpOnKav e HeYaAHTEPT GLYVOTNTO OL 1O1EC
aVETBOUNTEG EVEPYELES ILE VTEG OTT CLVICTMUEVT BepamevTiKn dOONC.

Y& OTAVIEG TEPIMTMOCELS, Umopel va mapotnpn el Tapodikd avénuévn NIaTKn TPAVeEEPAoT TG
alavivng. To ovuykekpiuévo gupnua dev oyeTileTOL Le 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 OmoPAITOV.
Yopupovievbeite Tov KINVINTPO 1 TOV QAPLLOKOTOLO GUG Y1 TOV TPOTO ATOPPIYNG TV PAPUAKOV
1oV A0V OV ypetdleote. Ta LETPO AVTA ATOGKOTOVY GTNV TPOGTAGi0 TOVL TEPYPAALOVTOC.

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

Aentopepeic TAnpoPopiec Yo To £V AOY® KTNVIATPIKO QUPUAKEVTIKO 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 évag aviayovieTig TV a2-adpevePYIK®Y DTO0YEMV, VOPASPEVEPYIKO KO
GEPOTOVIVEPYIKO aVTIKATOOMITIKO pdpLaio. O axpiPig UNYavIcHOg LEGH TOL 0Toiov M
wptalamivn Tpokaiel advénomn tov fapovg, paivetol va givarl moAvmapayovtikos. H pipralomivn
elvar évag 1oyvpog avtayoviotic Tov vrodoyémv 5-HT2 kol 5-HT3 oto kevipikd vevpikod
ocvotnua (KNX) kot ioyvpdc avastoréog tmv vrodoxcwv H1 g wotapivng. H avactoAn tomv 5-
HT2 xou H1 wotopvikdv vrodoyéwv, mopei va tpocdidet Tig opelloyoveg dpdoelg Tov popiov.
H operdpevn ot wiptalomivn TpocAnym Bapovg, wmopel va eival SEVTEPOYEVIS TOV UETAROADY
o Aemtivn Kot 6Tov oykovekp@Tikd mapdyovta (TNF).

To wpoidv Exel pia avapevouevn Betikn dpdon oty TPOSANYN TPOENC, dleyeipovtag Tnv 0peln,
0AAG 1 Opdom ot dev exTiunOnkeg ot Pacikn dokiu 6€ TPaKTIKEG cuvOnkec. H povn dpdon
oV eAEYYONKE OTN JOKIUY GE TPOAKTIKEG GUVONKES, NTAV 1 ENIOPACT GTO COUATIKO PAPOC: GE
YOTEG 1O10KTITAOV TOV TPOCKOMGTNKAV LE Am®AEW BApovg > 5%, T0606To mov Kpibnke KAMVIKA
ONUAVTIKO GtO TOV EPELVNTY], TPOGEKTNGOV OTATIGTIKA onpovTikn (p < 0,0001) TosoéTnTO
Bapovg petd and 14 nuépeg yopnynong tov mpoidvtog (avénon Papovg g tééng tov 3,39% 1
Tov 130 ypopupopiov kotd HEGo 0po), 6€ GUYKPIOT LE YATEG TOL EAAaV EIKOVIKO PAPUOKO
(mpdoinym Papovg g taéng tov 0,09% M tov 10 ypappoapiov kotd péco 6po).

Yvokevooio

Emotpopévo coinvaplo arovpviov 5 ypappopiov (exiotpoon: Pepvikt (ecwotepikd)/cudito
(e€mtepikd)) pe PomTo komdkt amd TOALAIBVAEVIO YAUNANG TUKVOTNTOG KOl COPAYIGLLOL.

Kabe yaptivo xouti acpoieiog | TAAGTIKN OLAAN e TOUA aoPaAeiog Yo Taldld Tov meptéxet 1
coAnvapio (5 g).
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