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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

OSURNIA otk yéAn yio okdAovg

2. MOIOTIKH KAI IIOXOTIKH XYNGEXH
1 660m (1,2 g) mepiéyet :

ApPUGTIKG GUGTOTIKA:

Terbinafine: 10 mg
Florfenicol: 10 mg
Betamethasone acetate: 1 mg

equivalent to Betamethasone base 0,9mg

"Exdoyo :
Butylhydroxytoluene (E321) 1 mg

INo T pn KoTdhoyo TV ekddymv, PAETe Kepdiato 6.1.

3. OAPMAKOTEXNIKH MOP®H

Qrikn YéAN.
YroAevkn £mG avoryTOXp®UN KITpvn Staavig YEAN.

4, KAINIKA XTOIXEIA

41 Eiom {oov

ZKOAOL

4.2  OgpamevTikig evoei&elg mpoodopilovrog Ta €idn (DY

Ogpaneio ofelog eEmtepikng otitidog Kot o&eiog Tapovvong vrotpomidlovsos eEmTepikng OTITIONG
oyxetilouevng e Staphylococcus pseudintermedius ko Malassezia pachydermatis.

4.3 Avtevositeag

Mnv 10 ¥pNCOTOIEITE OE TEPIMTMOGELS VLEPEVALGHNGILOC GTO SPAGTIKA GLGTATIKA, GE GALN
KOPTIKOGTEPOELDN 1] GE OTOLOONTOTE Od TOL EKOOYAL.

Mnv 10 ypMoLOTOLEITE OE TEPITTAOCELS PNENG TUUTAVOUL.

Mnv 10 %pNGLOTOLEITE GE GKOAOVG UE YEVIKEVUEVT OEUOONKMOT).

Mnv 10 yprolLonolEite o€ gyKvpovoHVTA 1| 68 {Ma avamapay®ykng nAkiog (PA. kepdiaio 4.7).

4.4  E1d0kég TPoELOOTOU|GELS Y10 KAOE gi00g Cmov

KoabBapiote ta avtid pwv epappootel  apykn Bepaneio. Kabapiopdg tov avtion dev npénet va
gmovolouPaveror péypt 21 nuépeg Letd ™ de0TEPT YOPNYNON. L€ KAVIKES OOKIUES, UOVO
QLOIOA0YIKOC 0POG YPNOUOTONONKE Y10 TOV KAOUPIGUO TOL QVTIOV.

[Tapodikn vYPOTNTO TOL EGMTEPIKOV Kol TOV e£MTEPIKOD TTTEPLYiIOL Umopel va mapatnpndei. H
TOPOTNPNON VTN OTOSIOETAL GTNV TAPOVGIC, TOV TPOIOVTOG Kol dEV Elval KAVIKNG oNUacig.

H Paxtmpilokn kot 1 LOKNTIHGIKN OTiTo0 €ival ouyva amdtoko AA®V Katactdcemy. [Ipénet va
yivetor kaTdAANAN S1dyveon Kot va diepguvatal 1 Bepameio TV AITIOAOYIKAOV TOpAYOVIMV TPV T

yoprynon ovtiikpoflakng Bepameioc.



e {da pe 16ToptKd Xpoviag 1 LVIOTPOTLALOVGAS EEMTEPIKNG MTITIONGC, 1) ATOTEAEGUATIKOTN T TOV
TPOTOVTOG UTOPEL VO EXNPENCTEL EPOGOV OEV OVTILETOTIOTOOV 01 PafhTepeg attieg TG KATAGTOONG
omg etvor 1 oAdepyia 1 N AVATOMIKT S1ATAOCT] TOV QVTIOD.

45 Iowirepec mpo@urders katd T ypfion

Idwitepeg mpouAGEelc Katd T ¥pnon os {mo

Av gppaviatel vTepeLUIGONGia 6€ 0TOLOINTOTE OO T TEPLEYOUEVO, CUGTUTIKG, TO QLTI TPEMEL VO,
TA0el empedmg.

H aocpddeia tov mpoidvtog dev €xel amoderydei oe oKOAOVE NAKiAG LIKPOTEPTG TOV 2 UNVAOV 1] TTOV
Cuyilovv AMyotepo amo 1,4 kg.

Ormnote givar duvatdv, n ¥pNoTN TOL KTNVINTPLIKOD POPUAKEVTIKOD TPoidvTog Tpénet va Bacileton oty
TAVTOTOINOT] TOV AOYHLOYOVOV UIKPOOPYOVICUAOV KOl TECT gvailcinciag.

H ypnon tov ktvieTptkod opLOKEVTIKOD TPOTOVTOS KATH TUPEKKAIGT TMV 0dNYLOV TOV
neprhappavovtor otny IIXIT evoéyeton va avéncel Tov ETUTOAAGHO TG AVTOXNS TOV BaKTnpimv 61N
OAOPPOIVIKOAT KOL TOV HUKATOV GTNV TEPUTLVAQIVY Kol UTOPEL VO LELDGEL TV OMOTEAEGUOTIKOTN T
g Oepoameiog pe Ao avTiPloTicd Kol OVTILVKNTIOGIKA.

Y& TEPINTOOT TOPUCITIKNG OTITIONG, TPEMEL VO, EPUPHOCTEL KOTAAANAT ay®@YyN UE OKOPEOKTOVA.

[pwv amd v €apOoYN TOL KTNVIATPIKOV QAPUAKEVTIKOD TPOIOVTOG, 0 EEMTEPIKOG AIKOVGTIKOG TOPOG
0o pémel va e€etdleton TPooEKTIKG Kol Vo SLo@oAIleTAL OTL TO TOUTAVO TOL CVTION gV Etvat
duaTpnro.

H mopatetapévn Kot eviatikn ¢pnion TomKOV KOPTIKOGTEPOEW®V gival yvmaotd 0Tt mpokaiel
GUOTNKEG EMATAOCELS, GUUTEPIAAUPAVOUEVNG TG KOTAGTOANG TG AELTOVPYIOG TV EMVEQPLOIV
(avatpé&te oy evotnra 4.10).

Mewopévo ernimedo KopTiLOANG TOpaTnPNONKAV UETE TNV EVOTALOEN TOV TPOTIOVTOG GE UEAETES OVOYNG
(mpw ko petd ™ Siéyepon ACTH), vmodeikvoovtag 61t ) Prtapedaldvn amoppopdtar Kot IGEPYETOL
GTNV GLGTNUOTIKY KukAogopia. H dtomictwon autn dev oyetileton pe maboAoyikd 1 kKAvikd onueio
KO 1) TOV OVOCTPEWYIU).

Oa wpémet va ano@edyovTol eMmALOV Bepameies e KOPTIKOGTEPOELN).

XpNGILOTOMGTE TO LE TPOGOYT G€ OKOAOLGS Le mhovn 1 emPePaiopévn evéokpvikn dwatapayn (..
COKYOPMONG dafNTNG, VITo-1 LEEP-OLPEOEIOIGUAC, K.0.).

To kviaTpkd PopUakeLTIKO TPOTodV umopei va epebilet Ta pdtio. ATopOyeETe TUYAI0 ETOPT LE TO
pdrio, tov okvAov. Edv coufei toyaio ékbeon tov potidv, to pdtio tpénet vo Eemlufody kold e
vepd v 10 éwg 15 Aemtd. Eqv avamtuyfodv kKAvikd countdpeto, (TMote KTNvVIeTptkny GUUPovAn.

O1 Wroxtteg va mapakoiovBolv ta opBaipicd copntdpate (Onwg BPAEQOPOCTAGHO, EpLOpOTNTA Kot
EKKPIGELS) TIC DPEG KOL TIG NUEPEG LETA TNV EPAPUOYT] TOV TPOIOVTOG KOl VO GUUBOVAEDOVTUL AUECDS
évav KTviaTpo o€ mepintwon mov gpeavioviar T€tota cupntduata. Agite v evoétta 4.6 yia
AemTOUEPELEG GYETIKA UE T 0POOALKE avemBOUNTO 0GVUPAVTO GE GKOAOLG,.

H aopdleta kot 1 0roTEAEGUATIKOTTO TOV KTVINTPIKOD QOPUAKEVTIKOD TPOIOVTOG OTIC YUTEC OEV
&xer a&loloynfei. H mopakorovdnon petd tnv koklopopic Tov gappdkov delyvetl 6TL 1 yp1ion Tov
TPOTOVTOG OTIG YATEG UITOPEL VO GUGYETIOTEL LLE VEVPOLOYIKA GUUTTOUATO (GUUTEPIAAUPBAVOUEVOL TOL
ouvdpopov Horner pe e£@bnon g viktikng puepPpdvng, poon, avicokopio Kot SoTapoyEg To
£0MTEPIKOV aVTION e atasio kol KAIoN TS KEQOANG) Kol GLGTNHATIKE cupnTdpato (avopesio kot
ABapyog). Zuverdc, 1 ¥PNON TOL KTNVINTPIKOD QUPHOKEVTIKOD TPOIOVTOC OTIG YATESG TPEMEL VO,
OTOQEVYETOL.

Idwaitepeg Tpo@LAGEELS TOV TTPETeL vo AauBdvovol amd To GTOLO TOV YOPNYEL TO KINVIOTPKO
QOPULOKEVTIKO TTPOoidV oe LMo

To kviaTpikd eapuokeLTiKd Tpoidv uropsi va epebdilet Ta udtio. H toyaio éxbeomn tov patidv
umopei va cupPel 0Tav 0 GKOAOG KOLVAEL TO KEPAAL TOV KATH TN OAPKELD 1] OUECMG UETA TN
yoprynon. I'a va amoeevyBel antdg 0 Kivouvog yia Tovg 1O10KTHTES, GUVICTATAL 1 YPTOT AVTOL TOV
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KTNVWOTPIKOD TPoTovVTog LOVO Omd KTNVIATPOLE 1 VIO TNV EMTpNot| Tove. o v amouyn| g
£€KBe0NG TOV LOTIOV aTALTOVVTOL KOTAAANAG HETPA (.. VAL POPATE YVOALE 0CQUAEINS KOTA TN
SLAPKELD TNG XOPNYNONG, VO LOAALACETE KAAG TO KOVAAL TOV QLTION PETA TN YOPTYNON YO VO,
SLOCQOAMGETE TNV OLOLOUOPPT] KOTAVOUT TOV TPOTOVTOC, VO GUYKPATEITE TOV GKOAO LETA TN
yopnynon). e mepintwon akovotag oeBaipkng éxbeong, EemAbvete KoAQ Ta pdtia pe vepd yia 10
€w¢ 15 Aentd. Edv eppavictodv cvpntdpota, (ntote 10tpikn cupuPovir| kot dei&te to pOAAO 0dnyidV
YPNONG N TNV ETIKETO GTOV 1A TPO.

e mepinton toyoiog emaeng Le To OEpLa, TAVVETE TO ekTeDELEVO dépLa e VEPD.
e mepinTon Tuyoing KOTAmoong amd Tov avipworo, (NTNoTe apéoms TPtk LUPOVAR Kot dgi&te TO
@OALO OOMYIDV ¥PNONC N TNV ETIKETA GTOV 1ATPO.

4.6  AvemOOunrteg evépyeieg (cuyvotTnTa Kot cofapotnTta)

H epmepia petd v €yxpion deilyvel 6TL 6€ TOAD GTAVIEC TEPITTAGELS, LETA OO T1| YP1|ON G€ GKOAOLG,
avaQEEPON KAV KOQ®OTN 1 HELWUEVT aKOoT], cUVIB®G TaPOdIKY|, KVpimg 6 NAKIopEVa (da.

& TOAD GTAVIEG TTEPIMTMGELS, KOTA TNV EUTELPIO. LETA TNV KVKAOPOPia, EXouV avapepOel avTiopacelg
ot 0éom epapproyng (dnA. epudnua, TOVOG, KVNGUOC, 0idNUa. Kot EAKOG).

Y& MO OTAVIEG TTEPUTTMGELS, KOTA TNV eUmELpiol LETE TNV KuKAoPopia, Exovv avapepBel avtidpdoelg
vrepevacnciog, cupTepAapUPovorEVOD OONUOTOG TOL TPOGMTOL, KVIdmoNg Kal katumAn&iog.

e TOMD GTAVIEG TIEPIMTMGELS, £XOVV avaPepOel 0QOaALKES dlaTapoyég OTWOC VEVPOYEVIS
KEPOTOEMMEPVKITION Sicca, KEPATOEMITEPLKITION sicca, EAKOG KEPAUTOEWDOVS, PAEQOUPOCTAGLLOG,
£PLOPOTNTA TOV LOTIOV KOl 0QOUAUIKEG EKKPITELG G OKVAOVE TOV EAafav aymyn (BA. exiong
mapdypoo 4.5 — Idwitepec TpopuAdéelc katd tn ypnon oe (da). Ato&ia, dSoTapayn TOL E6M OTOG
(Kvupimg KMoN TG KEPAANG), TAPAALGT] TPOGMITOL KAl VOGTAYHOG EXOVV avapepBel o€ TOAD GTavieg
TEPMTMOGELG OTNV EUTELPTIOL LETA TNV £YKPLOT).

H cvyvomto tov averBountov evepyeidv kabopiletar og akoAovbmg:

- TOAD ovyvn (meprocdtepo amd 1 ota 10 {da Tapovsialovy avemBounteg evépyeleg KaTd TN StipKeLd
g Oepameiog)

- ouyvn (Tteprocotepo amd 1 adAdd Aydtepo amd 10 {oa ota 100 vrd Oepaneio (ha)

- un cvvnOouévn (teprocotepo amd 1 odAa Ayotepo and 10 {ma ota 1000 vrd Oepomeio (oa)

- ondvia (teprocotepo and 1 aArd Aydtepo amd 10 {da ota 10.000 vrd Bepaneia {dor)

- TOAD omavia (AMyotepo amd 1 ota 10.000 vo Oepameio (Do, TepAaufavouévoy HEUOVOUEVMY
AVOQOPOV).

4.7  Xpnfon Katd TNV KONG1, TN Yorovyia 1] TNV ®OTOKI
H Brrapebaldvn eivar yvooto 011 tpokoiel tepatoyéveon og mepopatolwa. H acodieio Tov

KTNVIOTPIKOD QOPLOKEVTIKOV TPOTovTog Ogv £yl amodeybel oe eyxvpovovvta kot Onialovta {da.
Mnv 10 ypnolonoteite katd Tn S1dpKEL TG KUTONE Kot TG Yohovyiog (PA. kepdAaio 4.3).

Tovipdémra
Na unv ypnoworomdei og (oo avamapoaywyng (BA. kepdiato 4.3).

4.8 Aliemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO GALES pOPPES alAnhenmiopaong
Agv &gl amoderyel ovuPotomta pe ®TIKA KabaploTiKd EKTOC TOVG PUGIOAOYIKOD 0poY.

4.9 Aocoioyia Kol TPOTOG JOPNYNONS

Qrucn xpnon.
Xopnyeiote éva coANVaplo avd porvcpévo auti. Eravoldapete t yopnynon petd amd 7 nuépeg.
H mnpng kKAvikn amoxpion pmopei va emrevyBel puéypt 21 nuépeg PHeTd T 0e0TEPN YOPNYNON.

Odnyieg yo ™ oo ypron:
Zvvictdrot va kabopilete Kot 6TEYVOVETE TO EEMTEPIKO OLAO TOV AVTION TPV ATTO TNV TPMTN
XOPNYNON TOL TPOTOVTOG.




Yuviotdrtor vo unv erxovordfete tov kabopiopd tov avtion uéypt 21 nuépeg petd m dedtepn
yopnynon tov wpoidvtoc. Edv n Bepoaneio pe avtd to mpoidv dtokomel, 0 LAIS TOL QVTION TPETEL VOl
kaBapiletor Tpwv amod v Evapén g Bepomeiog pe Eva EVOALUKTIKO TPoiov.

1. Avoi&te 10 coAnVvapto pe To oTPIYLHo Tov PaAKoD pOYYOLGS.

2. TomoBeote TO EVEMKTO HAAAKO POYYOG GTOV AVAOTOV CLTIO.
3. Eopopupoocte 1o mpoidv 6tov avio tov avtiod TELOVTAS TO avAUESH GE 000 OGYTLAA.

4. Metd v gpappoyn, ot Paon Tov avtod propet va yivovror poddEels yio Alyo pe amoiéc
KIWVNGELS Y10, VO SIEVKOALVOEL 1] OULOIOLOPPT) KATUVOT TOV KTIVINTPIKOV QOPUAKEVTIKOD
TPOTOVTOG EGE, GTO KAVOAL TOV OLTLOV.

4.10 Ymepdoooroyia (COUTTONOTA, HETPO. AVILUETATICNGS, OVTIOOTA), EAV EIVAL OTOPAITITO

Qi xopynomn meviamidoio TS CUVIGTAOUEVNS 000G, Hia fdoudda, yia S cuveyodueves efdopddeg
(ocvuvohkd €& yopnynoelg tov 5 coinvapiov avd avti ) 10 colnvapio ové okbAo) 6 GKHAOVG
KTV EUAGY Tov Quyilouv 10 émg 14 kg 0dnynoe o KAk onueia g vypaciog 6To E6mTEPIKO Kot
eEmTEPKO TTEPVYLO (TOV amOdISETAL TNV TAPOVGiK TOV TPOTOVTOG ). AV LNPYOY KAVIKA
GUUMTMOUOTO TOV GYETILOVTOV LLE TO HOVOUEPT] CYNUATIGUO KVGTWOIV gVTdg Tov emBnAiov g
TOUTOVIKAG LEUPPavNG (TapoatnpnOnkay exiong puetd amod €51 yopnynoels, pia efdoudda, 1
cOANVapiov avd avtin 2 coinvapiov avé okdAo), povouepnc eEEAkmaon Tov PAevvoydvov oty
E0MTEPIKT TAELPE TNG KOILOTNTOS TOV HECOV MTOG, 1] LelwoT 6ToV 0pd NG KOPTILOANG KAT® 0mtd TO
QLOLOAOYIKO QAo avapopds oTig dokiuég oieyepong ACTH. O petopéveg Tipnég ota Bapn tov
EMVEQPPLOIV KoL TOL BUOL 0dEVa GUVOSELOVTOL ATO ATPOPI TOV PAOLOD TV EXVEPPISI®V Kot
Aeppogldn eEdvtinomn tov GOV adéva Tov cuoyeTiCovTal e TO LEIOUEVA EMITEdH KOPTILOANG Kol
NTOV GOUPMOVES LE TIG PAPUAKOAOYIKEG EMOPACELS TNG PnTapefalovne. Avtd ta svpipata Bewpovvtot
AvOOTPEYIIO. AVAGTPEYIUOTNTA TNG ONLOVPYING QUGOAIS®VY TNG ETONAOKNC TOUTAVIKNG LeUPBPivng
givar emiong mbavn péow G UETAVAGTEVOTG EXONAOK®DY KLUTTAP®V, £VO. PLGTKO UNYOVICUO 0VTO -
KaBap1o oY Kol aVTo-emdIOpB®ONG TG TUUTAVIKAG LEUPPAVNG KOl TOL ®TIKOD TOpov. Emmpochétmc,
01 oKkOA0L £0e1&aV EAAPPDOG VENUEVES TIUEG EPLOPOV ALLOCPUIPI®Y, OLULATOKPITT, OAIKNG TPMTEIVNG,
aAPoopivng kat apvotpovoeepdonc g aiavivine. Ta evpripota avtd dev cuoyetifoviol pe Ta
KAvikd onpeia.

4.11 Xpovog(or) avopovig

Agv amatteitot.

5. GOAPMAKOAOI'IKEX JAIOTHTEX

Doppokobepanentikn opddo: Qroroyikd - Koptikootepogdn Kot aviipkpoflokd og cuvovaouo.
Kwdwdc ATCvet: QS02CA90.

51 ®@appoxodvvopkis 1010TNTES

To kTV1aTPIKO PUPUAKELTIKO TPOTOV ivat Evag oTafepOg CLVOLAGLOC TPLUDY OPUGTIKOV CUGTOTIKMY
(KOPTIKOGTEPOELIEG, OVTIUVKNTIOGIKO KOl OVTIBLOTIKO):
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H Betamethasone acetate aviikel oty Katnyopio Tmv SIEGTEP®Y TMV YAVKOKOPTIKOGTEPOELSMV UE
1GYLPTN EVOOYEVT] YAVKOKOPTIKOELDT OpAcT) OV avaKoLPilel TN OAEYLOVT] KOl TOV KVNIGUO Ko 001 yel
o€ BelTimon TOV KAVIKOV GUUTTOUATOV TOV Topotnpeninkay og e£mtepikn @Titido.

H Terbinafine &ivot oAlvAopivn pe woyvpn HUKNTOKTOVO dpaor. AVAGTEALEL EKAEKTIKG TNV TPOUN
ovvbeon NG epYocTEPOANS, 1| omoia amoterel facikd cuotatikd TG pepPpdvng opdv Kot oK TOV
ovumeptapBoavopuévov tov Malassezia pachydermatis (MICgq 2 pg/ml). H tepPvagivn éxet
SopopeTikd TPOTO dPAoTG amd AVIHVKNTIOGIKA AlOANG, 0G K TOVTOV, dgV LILAPYEL SLUCTAVPOVLEVN
avtoyn e oMK aVTIHVKNTIONGIKAL.

H Florfenicol &ivon évo, Baxtnprootaticd aviiBlotikod to omoio dpa avaoTEALOVTAS TV TPOTEIVIKT
ovvbeon. To edopa dpdong g meptrapfaver Gram - Betikd ko Gram- apvnTiKd foktnpioia,
ovumeptapBoavouévov tov Staphylococcus pseudintermedius (MICg 8 pg/ml).

AdYO TOV VYNADV OVTIIKPOPLOKDV GUYKEVIPDOGEDY TOV ENMLTVYYAVOVIOL GTO KOVEAAL TOL AVTIOD Kot
NV TOATAPAYOVTIKT @UoN TG EEMTEPIKNG OTITIdAG, 1 IN-Vitro gvoucOnoia dev punopel va cuoyeTioTel
Gueca pe v KMVIKR EmiTuyio.

52 ®appoxoxivnTikd ctovysia

To mpoidv dteAveTAL GTO KEPL TOL OLTION Kol ATOPAAAETOL BPAdEMG ATd TO QLTI UNYAVIKA.

H ocvotpatiki amoppdenon OAmV TV dpaGTIKOV 0VCIOV TPOGIOPICTNKE G HEAETEG TOAAATAMY
d0CEMV LLETA TN YOPNYNOT TOV KTNVINTPIKOD PUPUOKEVTIKOD TPOTOVTOG KOl GT0, OV0 KAVAALL TV
AVTIOV TOV VYIOV CKOA®Y WKTOV QLUADV. ATOppOPNoN ENETELYON KLPIMG KUTA TN SIUPKELR TV
TPOTOV S0 MG TECCAP®V NUEPOV UETE TN YOPNYNON, LE XOUNAES GLYKEVTPMGELS 6T0 TAdGHA (1 Emg
42 ng/ml) TV dpacTIKOV OVGIHV.

O Babpog e S100eP KNG AmopPOPNONG TOV PAPUAK®V TOTIKNG EPapPUOYNS Kabopiletar amd moALoDE
TOPAYOVTESG, GUUTEPIAAUPAVOUEVIC TG OKEPAULOTNTAG TOV EMOEPUIKOV Pporyrov. H pAeyuovn umopel
va 0ENoEL T SLOSEPUIKT] OTOPPOPTOT| TOV KTNVILTPIKDY POPLUUKEVTIKOV TPOIOVIMV.

6. DAPMAKEYTIKA XTOIXEIA
6.1 Katahoyog exdoymv
Butylhydroxytoluene (E 321)
Hypromellose

Lecithin

Oleic acid

Propylene carbonate

Glycerol formal

6.2 Kopieg aooppoatotnTeg

Agv 1oy0¢et.

6.3 Awdpkera Long

Augprela {OnG TOL KTNVIOTPIKOV QUPUAKEVTIKOD TPOIOVTOG COLP®VA LIE TI GUCKELOCIN TOANCNG: 3
£€m.

6.4 Idwitepeg TpoPuLAAEELS KOTA TN PVLAEN TOV TPOIOVTOG
dvrdooetar og yoyeio (2 °C — 8 °C).

6.5 ®@Yon km cHVOEc TNG GTOLYELDOOVS GVOKEVUGLOG



ZOANVEPLO P0G XPNOEDS, OO TOAAATAEG CTPAOGELS OAOVULVIOV Kot TTOAVOLBVAEVIOD LE EAUCTOUEPES
BeppoTAAGTIKO dKPO OTtO TOAVTPOTVAEVIO.

Xaptvo xovti mov mepiéyet 2, 12, 20 1 40 coinvapio. (kabe coinvaplo mepiéyet 2,05 g mpoidvtog mov
avtiototyel og pia d6on Tov 1,2 Q).

Mmropei va pnv KuKAOQOpoLV OLEG 0L GLOKEVAGIES.

6.6 E101kég mpouAdgelg amoppyng evog yPNGLHOTON0EVTOS KTNVIOTPIKOD QUPUAKEVTIKOD
TPOioVTOg 1 ALV VAK®V TOV TPOEPYOVTAL U0 T1] YP1)C1) TOL TPOIOGVTOC, AV VITAPYOVY

Kabe un ypnoyomonév knviatpikd eoprokeLTIKO TPOIOV 1 U XPNOUOTOMOEVTO VTOAEIUUATA TOV
TPENEL VO, ATOPPITTOVTOL COUPOVA LLE TIG 1oYXVOVCES EBVIKES QTALTOELS.

7. KATOXOX AAEIAX KYKAO®OPIAZ

Dechra Regulatory B.V.

Handelsweg 25

5531 AE Bladel

OMavdio

8. APIOMOX(0OI) AAEIAY. KYKAO®OPIAX

EU/2/14/170/0001 (2 cwAnvapia)

EU/2/14/170/0002 (12 cwinvdpio)

EU/2/14/170/0003 (20 cowinvdpio)

EU/2/14/170/0004 (40 cowinvdpio)

9. HMEPOMHNIA TITPQTHY ET'KPIXHX/ANANEQYXHY THX AAEIAX
Hpepopnvia mpotg éykpiong: 31/07/2014

Huepounvia tedevtaiog avavémong: 16/07/2021

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY
{HH/MM/EEEE}

Aentouepeic TANPOQOPIES Vi TOV TOPOV KTNVINTPIKO QOPUUKEVTIKO TPoidv dtatifevian oTov SiKTVaKO
t6mo tov Evponaikod Opyaviouod @apudkov otn dievboven http://www.ema.europa.eu/.

AITATOPEYXH INQAHXHY, AIAGEXHX KAI/H XPHXHX

Agv 1oy0eL


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

MAPAPTHMA II
A. TAPAZKEYALTHE THE (TQN) BIOAOTIKQX APAXTIKHE (QN) OYZIAX (QN)
KAI KATOXOZX (OI) THEAAEIAY. TAPAXKEYHE, YIIEY®OYNOX (OI) I'A THN
AIIOAEZMEYZH TON HAPTIAQN
B. OPOI'H IEPIOPIZMOI [1I0Y A®OPOYN TH AIAOEXH KAI TH XPHZH

I ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)



A. TTAPAXKEYAXTHZX (EX) THX (TQN) BIOAOI'IKQX APAXTIKHX (QN) OYXIAX
(2N) KAI KATOXOX THX AAEIAX TAPAXKEYHY, YIIEY®OYNOZX (OI) I'A THN
AIIOAEXMEYZXH TQN ITAPTIAQN

‘Ovopo kot dtevbuvon tov (Tav) Tapackevooth (OV) Tov givor vtevduvoc (o1) Yio TNV omodEGUEVGT
TOV TOPTIO®V

Argenta Dundee Limited,
Kinnoull Road,

Dunsinane Industrial Estate,
Dundee

DD2 3XR,

HNOMENO BAXIAEIO

Genera Inc.

Svetonedeljska cesta 2

Kalinovica

10436 Rakov Potok

Kpoaria

To TvTOUEVO GOALO 0ONYLOV TOV PUPHOKEVTIKOD TPOTOVTOC TPETEL VO OVALPEPEL TO OVOLLAL KOLL TN
d1evbuvoT TOV TOPUCKEVAGTY TOV Eivol LTEVOVVOC Y10 TNV OTOOEGUEVCT] TG GVYKEKPLUEVIC TTAPTIOAC,

B. OPOI'H HEPIOPIZEMOI 1IOY A®OPOYN TH AIAGEXH KAI TH XPHXH

Kmmviatpikd eappakeutikd mpoiov xopnyoOUEVO e KTNVIOTPLKT] GLVTOYY.

I'' ENAEIZEH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)

Agv omatrtovvTaL.



IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX
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A. ENIXHMANXZH
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IHAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

XdapTivo kovti

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

OSURNIA otikn yéAn yuo 6xOA0VG

Terbinafine/florfenicol/betamethasone acetate

2. YXYNOEXH XE APAXTIKH (EX) OYXIA (EY)

1 66on: 10 mg terbinafine, 10 mg florfenicol, 1 mg betamethasone acetate

3. OAPMAKOTEXNIKH MOP®H

Qrikn yéAn

4, YYXKEYAXIA

2 GOANVAPL

12 coinvapia
20 coinvaplo
40 cowAinvapla

2

| 5. EIAOX(H) ZQOY(QN)

YKk0AO1

| 6. ENAEIZH(EIX)

| 7. TPONOX KAI OAOX(OI) XOPHTHEHE

Qrikn| ypnon
Awpaote T0 PUALO 0INYIOV XPNONG, TPV ATO T PN ON.

| 8.  XPONOX ANAMONHE

‘ 9. EIAIKH(EX) ITPOEIAOITIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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AwBdote T0 PUALO 0INYIDOV XPNCEDS, TPV ATTO TH YPT|oM

| 10. HMEPOMHNIA AHEHE

AHEH

11. EIAIKEX XYNOHKEX AIATHPHXHX

dvAdocetal o€ yoyeio.

12.  EIAIKEX TIPO®YAAZEIX ATIOPPIYHX ENOX XPHEXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
MPOEPXONTAI ATIO TO TPOION,AN YITAPXOYN

Amoppym: PA. e0KAEIGTO VA0 0ONYIDV XPNOTG.

13.  OI AEEEIX «<AITIOKAEIZTIKA I'lA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIZEMOI ITIOY IZXYOYN XXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vdpyovv

Amoxdelotikd yio ktnvioTpikn xpnon. No datifetor pdvov pe KTviaTptkn cuvtayn.

14. OI AEZEIX «<NA ®YAAXXETAI XE GEXH, THN OITIOIA AEN BAEITIOYN KAI AEN
HHPOXEITIZOYN TA ITAIAIA»

Na euidcoetal o€ 0éom, v onoia dev PAETOLY Ko dev Tpooeyyilovy Ta Tandid.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Dechra Regulatory B.V.
Handelsweg 25

5531 AE Bladel
OAMavoio

16. APIOMOZX(OI) AAEIAX KYKAO®OPIAX

EU/2/14/170/0001 (2 coAnvapia)

EU/2/14/170/0002 (12 coinvapia)
EU/2/14/170/0003 (20 coinvapia)
EU/2/14/170/0004 (40 cwinvépio)

17. APIOMOZX ITAPTIAAX TAPAT'QI'HX

[oprtioa
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EAAXIXTEX TAHPO®OPIEX I1OY ITPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

Yoinvaplo

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

OSURNIA otik) yéAn yio. 6KOA0VG

¢ \

terbinafine, florfenicol, betamethasone acetate (EN)

‘ 2. MOXOTIKH XYNOEXH XE APAXTIKH(EX) OYXIA (EX)

10 mg terbinafine, 10 mg florfenicol, 1 mg betamethasone acetate

‘ 3. MNEPIEXOMENO KATA BAPOZ, KAT' OI'KO 'H KAT' APIOMO AOXZEQN

1 d6om

4. OAOX(OI) XOPHI'HXHX

Qrikn ypnon

|5.  XPONOX ANAMONHE

| 6. APIOMOZX MAPTIAOX

[aprtida

7. HMEPOMHNIA AHEHX

AHEH

8. OI AEEEIX «-AIIOKAEIXTIKA I'A KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y10, KTNVIOTPIKNY (PN oM.
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B. ®YAAO OAHT'IQN XPHXHX
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D®YAAO OAHT'IQN XPHXHX:
OSURNIA otk yéAn 1o 6kOrovg

ONOMA KAI AIEYGYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAXKEYHZX I1OY EINAI YIIEYOYNOX I'TA THN
AIIOAEEMEYZXH IMAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdartoyog tng ddstog kukAo@opiog:

Dechra Regulatory B.V., Handelsweg 25, 5531 AE Bladel, OAlavdia

Hopackevootnc vevHVvVoc yia TNV anelevfipmon TV TOPTIO®V:

Argenta Dundee Limited, Kinnoull Road, Dunsinane Industrial Estate, Dundee DD2 3XR,
HNOMENO BAXIAEIO

Genera Inc., Svetonedeljska cesta 2, Kalinovica, 10436 Rakov Potok, Kpoartia

2.

ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

OSURNIA otk yé\n yio okdAovg
terbinafine/florfenicol/betamethasone acetate

<,

YXYNGOEXH XE APAXTIKH(EY) OYXIA(EYX) KAI AAAA YYXTATIKA

Mia 8601 (1,2 g) mepiéyet 10 mg terbinafine, 10 mg florfenicol kot 1 mg betamethasone acetate

‘Exdoya: 1mg butylhydroxytoluene (E 321)

YroAevkn £mG avoryTOXpOUN KITPpvN OTIKY YEAN.

4.

ENAEIZH(EIZ)

Ogpaneio ™G o&elog eEmtepikng mtitdag kot o&elag mapouvons vrotpomidlovsag eEMTEPIKTS
otitdog oyetilduevng pe Staphylococcus pseudintermedius kot Malassezia pachydermatis.

5.

ANTENAEIZEIX

Mnv ¥pMCLLOTOLELTE GE TEPITTMON LIEPEVAIGONGIOG GTA SPUCTIKA GVGTATIKA, GE AAAQ
KOPTIKOGTEPOELDT, 1 GE KATO10 amd Ta £KS0YO.

Mnv 10 %PNCLLOTOLELTE EAV VTTAPYEL SLATPNGT TOUTAVOL.

Mnv 10 ¥pNGILOTOLEITE GE GKOAOVG E YEVIKEVUEVT DELOINKMOT| (SEUOOMKTIKT YDPO).
Mnv 10 %p1CULOTOLEITE GE EYKVUOVOVVTA 1) € {0 OVATOPUY®YIKNG NAKING.

6.

ANEINIOYMHTEX ENEPI'EIEX

H eumeipio petd v yxpion deiyvel 6Tt 6€ TOAD GTAVIEC TEPIMTOOELS, LETA GO TN YP1ON 6€ GKOAOLG,
avaEEPON KAV KOQ®GT 1 HELWUEV aKOT], CLVNO®G TaPOSIKY, KUPIMG o€ NAKI®pUEVE (DO

e TOAD OTAVIEG TTEPIMTMCELS, KATA TNV EUMEPio LETE TNV KVKAOQOpia, Exovv avapepBel avtidpdoelg
ot 0éom epappoyng (dnA. epudnua, TOVOG, KVNGUOGC, oidnua Kot EAKOG).

Y& TOM) GTAVIEG TTEPIMTMGELS, KOTA TNV EUTELPIO, LETA TNV KVKAOPOPia, £xovv avapepOel avTiopacelg
vrepevotctnciog, couTePIAAUPOVOUEVOD OONUATOG TOV TPOGMITOV, KVIOMONG Kot KatamAn&iog.

e TOAD GTAVIEG TTEPIMTMOELG, £XOVV avapePOel 0QOaALKEG daTapoyég OTWOS VEVPOYEVIS
KEPOTOETIMEPVKITION Sicca, KEPUTOEMMEPVKITION sicca, EAKOG KEPATOEDOVCE, PAEQUPOCTAUCILOC,
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£PLOPOTNTA TOV HOTIOV Kot 0QOaAUIKES eKKPioES € oKOAOVG Tov EAaPav Bepameia (BA. emiong
mapdypoaeo — Idraitepeg mpopvidtelg katd ™ xpnon o€ (oa). Ataio, dStatapayr] TOL ECOTEPLKOD
aLTIoL (Kupimg KAMoM TG KEPOAANG), TAPAAVGT TPOGOTOV KOl VOGTUYUOG EYOVV avapepOEl GE TOAD
OTAVIEG TEPIMTMOGELS OTNV EUTELPIN PETA TNV £YKPLON.

H ocvyvémta tov avemBountov evepysidv kabopiletor og axolovbmg:

- TOAD ovyvn (meprocdtepo amd 1 ota 10 vd Bepaneio (da Tapovslalovy avemBoUNTES EVEPYELES)
- ouyvn (Tteprocotepo and 1 aidd Atydtepo amd 10 {oa ota 100 vid Bepoameio (da)

- un ovvnBopévn ((meprocdtepo amd 1 aArd Ayotepo amd 10 {oda ota 1000 vrd Beponeio {oda)

- ondvia (teprocotepo and 1 aArd Aydtepo and 10 {da ota 10.000 vd Bepaneio {daor)

- TOAD omavia (Myotepo amd 1 ota 10.000 vd Bepaneio (Do, TepIAaUPAVOUEVOV LEUOVOUEVDY
AVOPOPDV).

Edv mapotnprioete omolodnmote avemBOunTn evEPYELQ, KOO KOL OV OEV OVAPEPETAL GTO
gonKkAeloto VA0 Odnyrdv Xpnong 1 apEIPALETE Yi0L TNV ATOTEAEGUATIKOTITO TOV (POPLAKOV,
TopoKaAeicOe va evepDOETE GYETIKMOG TOV KTNVIOTPO GOG.

7. EIAH ZQOQN

2KOAOL.

¢

8. AOXOAOITA I'TA KAQE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Qrikn xpnon. Xopnyeiote Eva cOANVAPLO avd LoALGUEVO avTi. Emavaidfete T yopriynon petd omod 7
nuépec. H minpng khvikn omokpion pmopet vo emitevydei uéypt 21 nuépeg petd m dedtepmn yopnynon.

1. Avoi&te 10 coinvéplo otpifovtag To HoAaKd pOYYOC.

TomoBetnotTE TO EVEAIKTO HOAUKO POYYOS GTOV OWAO KAVAAL TOV AVTLOD.

Epoppoocte 1o mpoidv 6tov avio tov avtiod TELovTag To avauesa o€ d00 dGyTLA.

Metd v gpappoyn, ot féon Tov avTiov pmopel va yivovtor LoAGEEIS Yo Alyo e omahég
KIWVGELS Y10, VO, SIEVKOAVVOEL 1] OLLOIOLOPPT) KATOVOT TOV KTIVIATPIKOU QOPUAUKEVTIKOD
TPOIOVTOC LEGO GTO KOVAAL TOL OVTIOV.

Mo

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

IIpwv amd T YopnyNoN TOL KTNVINTPIKOV GAPUAKEVTIKOD TPOIOVTOG, TO EEMTEPIKO OLAG TOL CLTION
npénel va, eEETALETOL OYOAUGTIKA Y10l VO, S10GPAAIGETE OTL OV VIAPYEL PPEN TVUTAVOV.

Koabapiote ta ovtid mpv mv Evapén g Oepameiag. O kabapiopudc tov anTidv vo, unv
emovolapfaveror péypt 21 nuépeg petd  devTepT YopNYNOoN. L& KAMVIKEG SOKLUES YPTOLLOTOO1KE
UOVo PLGLOAOYIKOG 0pOS Yot TOV KABAPIoUO TOL CVTIOV.

Edv n Oepomeio pe avtd 10 mpoidv drakomel, 0 ovAdg Tov avtion mpénet vo kKobopiletol tpv amnd v
évapén g Bepameiag pe Evo eVIALAKTIKO TPOidv.
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10. XPONOX ANAMONHZXZ

Agv amotteitot.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdooetal og Béon v omoia dev PAEmoLY Kat dev Tpoceyyilovv Ta Toudid.
duvrdooetar og yoyeio (2 °C - 8 °C).

Mnv xpnoHoToIEiTE AVTO TO KTNVIATPIKO GOPUAKEVTIKO TPOTOV HeTd tnv nuepounvia ANENg mov
avaeépetal otnyv emonuavon petd t AHEH. H nuepounvia Anéng eivon ) tedevtaio nuépa tov uiva
OV OVOPEPETOLL.

12. EIAIKH (EX) HPOEIAOINOIHZH(EIL)

Ewdikéc mpoedonon)oelg yuo ke gidoc {dov:

Kobapiote ta ovtid mptv amd Ty apyikn epapuoyn g aymyns. O Kabapiopdc Tov ouTion dev TpEmel
va emavolouPavetor péypt kot 21 nuépeg LT TN deVTEPT YOPNYNON. € KAVIKES SOKIUES,
YPMNOLOTOONKE HOVO PLGLOAOYIKOG 0pAG Y1 TOV KABUPIGHO TOL QLTLOV.

Mmopei va mapotnpndei Tapodikn VYPOTNTO TOV EGMTEPIKOV Kol TOV e®TePIKOD Trepvyiov. H
TOPUTNHPNON VTN OTOSIOETAL GTNV TAPOVGIC TOV TPOIOVTOG KOl OEV UMOTEAEL KAIVIKO GUUTTOUA.

H Baxtnpiloxmn kot 1 pokntiaciky otitida givatl cuyva amdtoko dAlmv cuvinKoVv.

[pénet va yivetar Kot@AANAN d1dyvoon Kot va diepevvdrtal 1 Bepaneio TV OITIOAOYIKGV TOPAyOVImV
TPV TN YopNYyNoN avtiuikpoPlokng Oepanciog.

e (o e 16ToptKo Xpoviag 1 VIOTPOTLALOVGAS EEMTEPIKNG MTITIONGC, 1) OTOTEAECUATIKOTITA TOV
TPOTOVTOG UMOPEL VO EXNPENCTEL EPOGOV OEV OVTILETMMIGTOVV 01 Pafhtepeg attieg Tng KATAGTAGNG
om®¢ givatl 1 oAAepyia 1) N AVATOWIKT S1ATAOCT] TOV QVTIOV.

ISwaitepec mpoeurdeic kotd T ypnon oo {dha

Y& mepinton vrepevalctnciog o 0TOI0OMTOTE OO TOL GVCTOTIKG, TO VT TPEMEL v TALOEL KOAGL.

H aoopddeia tov mpoidvtog dev €xel amoderybei oe oKOAOLG NAKiaG LIKPOTEPTG TV 2 PUNVAV KOl GE
6o0vg Luyilovv Myotepo amd 1,4 Kg.

Omote givatl duvatdv, 1 ¥PNOT TOV KTNVINTPIKOD POPUOKEVTIKOD TPOidVTOg TTpénel vo. Paciletol oty
TAVTOTOINGT] TOV AOHOYOVOV LIKPOOPYOVICUAOV KOl 6T SOKIUT| gvoicinoiog.

H ypfion autol 100 KTNVINTPIKOD QApUAKEVTIKOD TPOIOVTOG KOTA TAPEKKALCT] TOV 0dNYIOV OV
dtvovtatl 6to PUAAO 0dNyL®V pmopet vo, avéNoeL ToV EMMOAAGO Baktnpiov aviekTiK@V TNV
YAOPOUVIKOAN Ko LUK TOV avOeKTIK@V oty terbinafine kon propel va peidost v
ATOTELEGUATIKOTNTA TNG Oepameiog e GALO avTIBLOTIKG Kol OVTIHVK TIUGTKOVG TOPAYOVTES.

Y& TEPINTOOT MOPOUCITIKNG OTITIONGS, TPETEL VO, EPUPIOCTEL AY®YT| LE TO KATAAANAO QKAPEOKTOVO.
IIpv amd TV epappoyN TOL KTNVINTPIKOD PAPHOKEVLTIKOD TPOIOVTOGC, TO EEMTEPIKO OKOVOTIKO KOVOAL
TPENEL VO, EEETOCTEL TPOGEKTIKA Y10l VO S10COAMOTEL OTL TO TOUTAVO TOL CVTIOV dgV Elvat ST TO.
H mopatetopuévn Kot evioTikn ¥pon ToTIKOV KOPTIKOGTEPOEWDMV Eival YVmGTO OTL TpoKaAel
GUOTNUATIKEG EMOPAGELC, CLUTEPIAAUPOVOUEVIC TNE KATAGTOANG TNG AEITOVPYING TOV EXVEPPIOI®V
(BA. kepdono "Yrepdocoroyia').

Meiopéva eninedo kopTti{oAng mapotnpnOnKay HeETA TV eVeTAAAEN TOL TPOIOVTOG G LEAETEC AVOYNG
(mpwv ko petd ™ diéyepon ACTH), vodeucvoovtag 0Tt 1 fnropefaldvn amoppopatol Kot EIGEPYETL
GTNV cLOTNUOTIKY KukAogopia. H dtomictwon avutn dev oyetileton pe mafoAroykd 1 khvikd onpeio
KOl TAY OVOGTPEYILN.

B0 TPENEL VO, ATOPEVYETAL EMTAEOV DEPUTEIEC UE KOPTIKOGTEPOELDT).

XpP1NGILOTOMGTE TO L€ TPOGOYN G€ OKVAOVG Le Thav 1| emPefarmpévn evookpvikn dtatoapayn (..
GOKYaP®ONG SN TNG, VITO-N VILEP-BupPe0EdIKN VOO, K.0.).
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To xktviaTpKd QoppaKkeLTIKO TPoToV pmopet va epebilet ta pdtio. Amopvyete Tuyoio ETAPT LLE TO
pdtia tov okviov. Edv cvpfetl toyaio éxBeor tov opBaiudv, ta patia tpénet va EemAvBodv Kord pe
vepo Yo 10 €wg 15 Aemtd. Eqv avamtuyBodv kKAvikd countdpeto, (NTmote KTvieTpikny GuUPovin.
O1 1810k TN TES VO TOPakOoA0VOOVY TO 0QOaAUIKE CLUUTTONATO (OTTOG PAEPAPOGTACHO, EPLOPOTNTO KOl
EKKPIOELS) TIC MPEG KO TIG NUEPES LETA TNV EPAPLLOYT] TOV TPOIOVTOG KAl VAL GULPOLAEVOVTOL AUEGDS
évav knviatpo og mepintwon mov gpeavifoviot tétow cuuntdOpaTo. Agite TNV evotnTa avemBopunteg
EVEPYELEG Y10 AETMTOUEPELEG GYETIKA UE TIG OPOAAUIKES OVETIBVUNTEG EVEPYELEC GE GKVAOVC.

H aopddeta kot 1 aroTEAEGUATIKOTITO TOV KTVIOTPIKOD POPUAKEVTIKOD TPOIOVTOG OTIC YUTEG OEV
€xet a&loloynOei. H mopakorovdnon petd tnv kuklopopic Tov Qappdkov delyvel 6TL 1 ¥p1ion Tov
TPOTOVTOG OTIG YATEG UITOPEL VO GUGYETIOTEL L VEVPOLOYIKA GUUTTAOUATO (GUUTEPIAAUPAVOLEVOL TOV
ouvopopov Horner pe e£mbnon g viktikng pepfpdvng, poomn, avicokopio Kot S10TapoyEg TOV
€0MTEPLKOV aVTIOV pe oTadio Kot KAMoN TG KEPUANG) Kol GUGTNUATIKA cuprtdpota (avopeéio kot
MBapyoc). Zuvendg, 1 YP1ON TOL KTNVINTPIKOD QUPUUKEVTIKOD TPOIOVTOG OTIS YOTES TPEMEL VAL
ATOPEVYETOL.

Idwitepec Tpourdelc mov wpénet va AapuBdvoviat amd To GToUo ToL YopNYEel TO KTNVINTPIKO
©OPUOKEVTIKO TPOTOV oTa LMo

To kNviaTpKd PapUaKELTIKO TPOTdV umopei va epebilet Ta pdtio. H toyaio éxbeomn tov patidv
umopei va upPel 0Tav 0 GKOAOG KOUVAEL TO KEPAAL TOV KATH TN OIAPKELD 1] OUECSMG UETA TN
yopnynon. 'ie va amopegvyBei avtdc 0 kivouvog Yo Tovg 1010KTNTES, GLVIGTATAL 1] ¥PNOT AVTOD TOL
KTNVIOTPIKOV TPOIOVTOS HOVO atd KTNVIATPOLG 1 vTd TNV emTtipnon tovs. ['a v amopuyn g
£€KBEONC TOV LOTIOV OTAITOVVTOL KOTAAANAC LETPA. (.. VO QOPATE YVOAMA OCPUAEING KOTA TN
SugpKela TG YopNyNons, vo LOALACETE KAAG TO KOVAAL TOV QLTIOV PETA TN YOPTYNON YO VO,
SlCQAMGETE TNV OLOOHOPPT] KOTAVOLY| TOV TPOTOVTOG, VO GUYKPATEITE TOV GKOAO LETA TN

xopfiynon).

Xe mepintwon akovotag opaipukng ékbeong, Eemidvete KoAQ Ta pdtia pe vepd yia 10 éog 15 Aemtd.
Edv gppoviotodv copntodpota, (nmote Tpiky cuuBovAn kot 6gi&te 10 @OALO 00N yL®dV ¥pHoNe N TV
ETIKETA GTOV 1OTPO.

e TePInTOOT TVYOING EMAPNG LE TO OEPLLOL, TAVVETE TO eKTEDEUEVO OEPUO LE VEPD.
Y& mepinton Tuyoiag KoTamoong and Tov avipwro, (NTNoTe apéoms WTptkny cLUPOVAN Kot d&i&te TO
@OALO OOMYIDV YPNONG 1 TNV ETIKETA GTOV 1ATPO.

Eyxvupocvvn kon yolovyia:

H Pnrtapebalovn sival yvootn g tepatoydvog oe epyactnplakd (do. H acpdieia oavtod Tov
oapudrov dev €xel Tekunplobel og eykopovovvra kot Onidlovta {oa

Mnv To ¥pNGIUOTOIEITE KATA TN SIAPKELN TNG EYKVUOGVVNG KOl TNG YOUAOVYIOC.

Tovom o
Mnv 10 ypnolonoieite o€ (Mo avamapoy@ytkng nikiog.

AMNAemOPAoEIC PLE GAAG QAPUAKEVTIKA TTPOIOVTO KOl GALEG LOPQEG aAANAETIOpAOTG:
H ocvpparomra pe to KaBoploTikd yio to avTid, EKTOG 0md TO PUGIOAOYIKO 0p0, dev £yl amodetyOei.

Yrepdocoroyia (cuunT@®UAT, LETPO OVILETAOTIONG, OVTIIOOTA):

H mopatetapévn 1 evIatiKn xpnor Tov Tpoidvtog Pnopel va TPOKAAEGEL TOUPOAVYEG TNG TUUTOVIKNG
peuppavne N €hkn tov extniiov Tov PAEVVOYOGVOL GTO TOLYMUATE, THG KOIAOTNTOG TOL LEGoL mTde. Ta
gupnuata ovtd 6gv emnpedlovy TNV aKoT| Kot EIVOL OVOGTPEY LA,

H mopatetapévn Kot eviatikn ¥pNion TomKOV KOPTIKOGTEPOEWMV Eival Yv®GTO OTL TPOKAAEL
GUOTNIIKEG EMMTMOGCELG, CUUTEPIAAUPAVOUEVTG TG KOTAGTOANG TG AEITOVPYIOG TOV EXVEPPIOI®V.
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13. EIAIKEXZ [TIPO®YAAZEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®PAPMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN ITOY
IPOEPXONTAI ATIO TH XPHXZH TOY IPOIONTOX

Ta edppaxo dev mpénel va amoppintovron HEGH TOV AVUATOV 1] TOV OIKLUKOV OTOPANTOV.
Xvppovievbeite Tov knviaTpd 60.G,TOV PAPUAKOTOLO GG Y0 TOV TPOTO ATOPPIYNG TOV
ypNooromféviav eopuakoy. To PéTpa aVTd aToGKoTOoVY GTNY TPOGTUGiN TOV TEPPAALOVTOG.

14. HMEPOMHNIA THX TEAEYTAIAX EI'KPIZHX TOY ®YAAOY OAHI'IQN
XPHXEQX

Aentopepeic TANPOQOPIES Y10 TO KTNVIATPIKO QUPHAKEVTIKO TPOidV daTifevTal oTov SkTLaKO TOTO
tov Evpomaikod Opyovicpod @apudkov ot dievbovven http://www.ema.europa.eu/.

15. AAAEX ITAHPO®OPIEX

Av10 10 TPOTIdV gtvan vag 6TafepdS GUVIVAGUOG TPLOY OPACTIKOV OLGLOV: AVTIPLOTIKO,
QVTIUVKTTIOKO KO KOPTIKOGTEPOEIDEC.

H OSURNIA o1k yéAn Yo 6kOAovg givar dabéoyun ota akdiovba peyédn cuckevaciog:
1 x4ptvo KovTi TOL TTEPLEYEL 2 COANVAPLQL.

1 yaptvo kovti Tov mePLEYEL 12 cmAnvapla

1 yaptvo kovti mov mepiéyel 20 coANVAapLe

1 yaptvo kovti mov mepiéyel 40 coAnvaplo

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVOGIEG.

"o omoladnmote TANPOPOPio. GYETIKA LLE TO TAPOV KINVIOTPIKO PAPUOKEVLTIKO TPOIOV, TapaKOAEIoTE
va amevbuvheite oTov KATOYO TNE UOELNG KUKAOPOPIOC.
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