®YAAO OAHI'TQN XPHXHX I'lA:

Comfortis 90 mg poc@peva d16Kid Y10 GKOAOVS KO YATEG
Comfortis 140 mg pacopeva d1oKio Y1 okOAOVG KoL YATEG
Comfortis 180 mg pocodpeve d16Kia Y10 GKOAOLG KoL YOTES
Comfortis 270 mg pocs®dpeve d16Kia Y10 GKOAOLG KOL YOTES
Comfortis 425 mg pocopeve d16Kia Y10 GKOAOLG KO YATES

Comfortis 665 mg pacopeva d16Kia Y10 6KOAOVG
Comfortis 1040 mg pooc@peva S16Kid Y10 GKOAOVG
Comfortis 1620 mg pooc@peva o16Kid YL0 GKOAOVG

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAT'QT'HX ITIOY EINAI YHHEYOYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN XTON EOX, E©OOXON EINAI AIA®OPETIKOI

Kéiroyog tne 60£10¢ KUKAOQOPIOG:

Eli Lilly and Company Ltd
Elanco Animal Health
Priestley Road
Basingstoke

Hampshire

RG24 9NL

United Kingdom

Topoymydc vaevbuvog yio TNV aneAcvdEpmon ToV TapTidwV:

Eli Lilly and Company Ltd
Speke Operations

Fleming Road

Liverpool

L24 9LN

United Kingdom

2. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Comfortis 90 mg poacopeva diokio Yoo oKOAOVG Kot YOTES

Comfortis 140 mg pocopeva d1okia Yo, GKOAOLE Kot YOTEG

Comfortis 180 mg pocopeva diokia Yo GKOAOLS Kot YOTEG

Comfortis 270 mg pocopeva d1okia Yo oKOAOLS Kot YOTEG

Comfortis 425 mg pocopeva d1okia Yo, GKOAOLE Kot YOTEG

Comfortis 665 mg pocopeva S1okia Yo GKOAOLS

Comfortis 1040 mg pacopeva diokio yio GKOAOLG

Comfortis 1620 mg pacopeva, d1okio Yoo GKOAOVG

Spinosad

3. YYNGOEXH XE APAXTIKO(A) ZYXTATIKO(A) KAI AAAEX OYZIEXZ
Ka0e diokio mepiéyet:
ApuoTIKO(G) 6cv6TUTIKO(A):

Comfortis 90 mg 90 mg spinosad
Comfortis 140 mg 140 mg spinosad
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Comfortis 180 mg 180 mg spinosad
Comfortis 270 mg 270 mg spinosad
Comfortis 425 mg 425 mg spinosad
Comfortis 665 mg 665 mg spinosad
Comfortis 1040 mg 1040 mg spinosad
Comfortis 1620 mg 1620 mg spinosad

To Comfortis givat £va S1AGTIKTO, EMITESO LACMUEVO SIGKIO OVOLYTOD KOPE YPDUOTOC.

4. ENAEIZH(EIX)
Ogpancio ka1 TPOANYN TOV mapacttocemy and yoriovg (Ctenocephalides felis).

Me pio udvo yopnynon tov Tpoidvtoc, 1 TPOANTTIKN EMIOPACT EVAVTL VEDV TOPACITOCE®DY OQEIAETL
GTNV OTOTELEGLATIKY OPAGCT] EVOVTL TOV EVNAIK®OV LOPPOV, TN HELWUEVN TOPAY®OYT CUYDV Kot dtopkel
€mg Kot 4 eBSopAdES.

To KTNVIOTPIKO POPLOKEVLTIKO TTPOTOV LImopel va, xpnoipomomBel wg Lépog ¢ BepamevTiknig
OTPATNYIKNG Y10t TOV EAEYYO TNG AAAEPYIKNG amd YoAlovg deppatitidog (FAD).

5. ANTENAEIZEIX

Na punv gpnoiponoteital oe cKOAOVE 1] YateC nAkiog pikpdtepnc tov 14 efSopddmv.
Noa unv ypnolLonoleital 6€ TEPITT®ON YVOOTNG VIEPELUIGONGING 0TO PAUCTIKO GLGTATIKO 1| GE
KAITO10 Ao T £KS0Y.

6. ANEINIOYMHTEX ENEPI'EIEX

210V¢ GKOAOVG, 1 AvemOOUNTN EVEPYELD TOV TTopaTNpEiTal cuvHOmC gival 0 EueTog Kot GLVHO®E
eppavifetotl evtog TV TpOTOV 48 OPOV UETA TN YOPNYNoN Kol TPOKAAEITAL KATA TAGA TOAVOTNTO
oo TOMIKY ENIdpao 610 Aemtd Evrepo. Tnv nuépa N TV emopévn g xopnynong d6ong spinosad
45-70 mg/kg copotikod Apovg, 1 TapaTNPNUEVT] CLYVOTNTO EULETOV GTNV KAWVIKY SOKIU fTaV TNG
TaéNc tov 5,6%, 4,2% a1 3,6% UPETA TNV TPMOTN, TN OEVTEPT KOL TNV TPITN Unviaio yopRynon,
avtiototya. H cuyvotnta gpétov mov napatnpnbnke Petd tnv TpdTN KoL T1) SEVTEPT XOPYNON NTOV
peyorvtepn (8%) oe okOAoLS OV EAaPav TO AVATOTO OP1lo TNG S0GOAOYING. ZTNV TAELOVOTNTA TOV
TEPIMTAOCEWDY, O EETOG NTAV TAPOOIKOC, NTTLOG KOl OEV OTALTOVGE CLUTTOUOTIKY Oepameia.

Eravia NTov 1 EREAVIoT) GAA®V aVETIBVUNTOV EVEPYELDYV GTOVG GKOAOVG, OTT®MG 0 Muikdg Tpopoc,
ABapyoc, avopeéia, odppota, otaio Kol EMANTTIKEG KPIOELS. X€ TOAD GAVIEG TEPIMTMOGELG
TapaTnPENONKay TOHEA®GT, HELUEVN OpaoT] Kot AAAES 0QOAALOAOYIKEG dLOTUPOYES.

2T1G YATEG, Lo aVETIOOUNTN EVEPYELD TOV TTAPOTNPEITOL GLYVE givar 0 EUETOC TOV gpaviletal evtog
TOV TPAOTOV 48 ®POV PETE TN YopNyNoN TS d00TG Kul TPOKaAEiTaL Kot mhoa TihavotnTa omd
enidpaon Tomkd oto AemtO £vigpo. Ty 1010 1) TNV exdpeVT NUEPA TNG XOP1YNOTNG TOL spinosad g
d6om v 50-75 mg/kg copaTiKov BAPOVE, 1) TOPATPOVUEVT] GUYVOTNTO ELPAVIONS TOV ELETOD
Katdm SOoKLUNG 6€ TayKOoo eninedo NTav peta&d 6% kot 11% 1toug TpdTOVS TPELS PVES
Oepamneiog. Xty TAeloYNQio TOV TEPITTOCEMY, 0 EUETOG NTAV TAPOIIKOG, NTLOG KOl OEV OTOITOVCE
CLUTTOUATIKY Oepameio.

AlAeg avemBOUNTEG EVEPYEIEG TTOVL TTAPATNPNONKAV GLYVA OTIS YOTEC TOV 1] O1GppOola Kot 1) avopesia.
O MBapyog, N om®AELN KOANG KOTAGTOONG Kot 1) VIEPPOAIKN GlEAdpPOl NTAV Oavia. Ot EMANTTIKESG

Kpioglg mopaTnPHONKOV Kol ALTEG GTAVLOL.

H ocvyvomto tov avembountov evepysidv kabopiletol wg axorlovbmg:
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- moA¥ ovyvn (Tepiocdtepo amd 1 ota 10 {da Tapovstdlovy avemBOUNTEG EVEPYELES KAUTA TN
duapkela g Oepameiog)

- ovyvn (tepiocotepo and 1 aAAdd Arydtepo amd 10 {ha ota 100 {dha)

- un ovvnOwopévn (mepiocdtepo amd 1 aAld Atydtepo amd 10 (oo ota 1000 Cma)

- onavw (teplocdtepo amd 1 addd Ayotepo and 10 {oa ota 10.000 (ma)

- woAD omavio (Ayotepo amd 1 ota 10.000 {da,mtepthapfavopuéveoy LEPOVOUEV®Y OVAPOPDV)

Edv mapoatnpnioete omotadnmote cofapn avemBOUNT evépyela | AAAEG OVEMIOVUNTEG EVEPYELEG TTOV
OEV AVOPEPOVTUL GTO TUPOV PLAAASIO, EVILEPMDGTE TOV KTNVIATPO GOGC.
7. EIAH ZQON

2K0OAOL Kot YOTEG.

8. AOXOAOITA T'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXEHX
Xopnynon oo TOL GTOUATOC.
2KOAOL:

To KTNVIATPIKO PUPUAKEVTIKO TPOTOV TPEMEL VAL YopTYEITAUL COLPOVA [1E TOV 0kOAOLOO TTivaka MoTE
eEaocpariotel 0TL Ba doBovv ddcelg Twv 45—70 mg/kg copaTikov BApovg Yo GKOAOVG:

Yopatikd papog (kg) oxdrov Ap1Opdg 16KIMV KOl TEPLEKTIKOTNTA OLGKIOV
(mg spinosad)
1,3-2 1 x 90 mg dwokio
2,1-3 1 x 140 mg diokio
3,1-3,8 1 x 180 mg diokio
3,9-6 1 x 270 mg diokio
6,1-9.4 1 x 425 mg diokio
9,5-14,7 1 x 665 mg diokio
14,8-23,1 1 x 1040 mg diokio
23,2-36 1 x 1620 mg diokio
36,1-50,7 1 X 1620 mg diokio + 1 x 665 mg diokio
50,8-72 2 x 1620 mg diokia

Tdrec:
To KTNVIATPIKO PUPUAKEVTIKO TPOTOV TPEMEL VAL YopTYEITAUL COUPOVA [IE TOV 0kOAOLOO TTivaka MoTE
va eEacpaiiotel 0TL Ba doBovv d6celg Twv 50-75 mg/kg compatucod Bapovg Yo yaTeg:

Yopotkd Bapog yarag (kg) Ap1Opdg SoKimMV KOL TEPLEKTIKOTNTA O1GKIOV
(mg spinosad)
1,2-1,8 1 x 90 mg dokio
1,9-2,8 1 x 140 mg diokio
2,9-3,6 1 x 180 mg dwokio
3,7-5,4 1 x 270 mg d1okio
5,5-8,5 1 x 425 mg diokio

1o ydteg pe copotikd Pépog taveo and 8,5kg, yopnynote Tov anapaitnTo cLVOLAGUO SoKimV.

H vroAewmdpevn eviopoktovog tkavotnta Tov Tpoldvtog dlopkel £mg kat 4 efdonadec uetd amd pio
uévo yopnynon. Eav eroaveppaviotovv yorrot tnv té€taptn efdopdda, to didotnua tng Oepaneiog
umopel va pelodel £mg kot 3 nuépec 6ToVg okLAOVG. [ Tig YdTeg TO TANpE SrdoTio ToV 4
eBOOLAd OV avipesa oTIC Bepameieg TPEMEL VoL TNPEITOL, KO KOL OV ETOVELPOVIGTOVV YOALOL
(e&ortiog mePIOTOCIOKNG EAAPPOGUELOVUEVTG SLOPKOVG ATOTELEGLATIKOTITOC) TPV TNV OAOKANP®OOT)
v 4 efdouddmv.
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Avo{ntioTte KTNVINTPIKT GLUBOVAT Y10 TANPOPOPIEC GYETIKA UE TN PEATIOTN GTIYUN Vo EEKIVIOETE TN
Oepaneio pe 10 v AOY® TPOIOV.
9. OAHTIEX I'TA TH XQXTH XOPHTHZH

To KTNVIOTPIKO PUPLOKEVTIKO TPOTOV TPEMEL va yopnyeiton poli pe to eayntd 1 auécmg peta. H
SLIPKELN TNG OMOTEAEGUOTIKOTNTAG UTopel va petmbel edv n doom yopnynbei oe ddel0 oTopdyL.

I'a va 5106QaAGETE TN LEYIOTY OTOTEAECUATIKOTNTO, GV TPOKANDOEl £UETOC EVTOC [HOC MPOG amd T
¥opNyNoN Kot 1o dlokio gival opatd, emavardfete yopnydvtoag olokinprn 66cm. Edv mapoieipbei
Kol SO0, YOPTYNOTE TO TPOIOV TNV EXOUEVT GOP TTOL Bal TOL TPOGPEPETE TPOPT Kal apyiote Eavd

70 Unvioio mTpOypapLLe 0OGEMV.

To KINVIATPIKO PUPUAKEVTIKO TPOTOV TPETEL VOL YOPTYEITOL LE AOPAAELD OV UMViaia S10GTHLOTO
GTNV TPOTEWVOLEVT dOOM.

Ta diokia Comfortis givol pacmpeva kot e0YeuaTo, 6Tovg okvAlove. Edv o oxdAog 1) 1 ydto apveital
v anevbeiog yopnynon Tov S1oKiov, UTOPEITE VO TO EVOOUATMOGETE GTNV TPOPT 1] VO. TO JOPNYNOETE
oamevdeiog avolyovtag 1o oTdpa TOV (DO Kol TOTOOETMOVTAG TO 0TO TGW UEPOG TNG YADGGAS TOV.

10. XPONOX ANAMONHX

Agv 1oy0et.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetal o Béomn, TV omoia dev PAETOLY Kat dev Tpoceyyilovv Ta TaLdd.

Na pn ypnoonoteitatl 0vTd To KTNVINTPIKO QOPUOKEVTIKO TPOIOV PETA 0o TNV Nuepounvio Anéng
OV avaypapeTatl 6To Kouti. H nuepopmvio ANENG avaeépetot oTnV TEAELTAIN IUEPO TOV U VL.
DvLdcceTe T GLOKELVAGIN TOTOVL blister 610 €EMTEPIKO KOVTL Y10l VO TPOGTAUTEVETAL OO TO PG

12. EIAIKH(EX) ITPOEIAONIOIHXH(EIYX)

Ewwm mpogdonoinon(eig) yio ke gidog otdyoc:
[Ipémet va xopnynOel oe GAOVG TOLG GKOAOLG Kl TIG YATEG TNG O1KinG.

Ot YyOALOL TV KATOWKIOI®V GLYVE LETAPEPOVTOL 6TO KAAGOL Tov {MDOov Kot o€ onueia 6oV cLVNB®G
Sloflovv OTmg G oAl Kol VOUCUATIVEG ETIPAVELES, TO omoia Otav Eekvnoetl 1| Bepameia Oa mpémel va
YEKAGTOVV, GE TEPIMTOON EVIOVIG TAPUGITOONC, LE TO KOTAAANAO EVTOUOKTOVO Kot vo. KaBapilovtot
GUYVAL.

O yoAlot umopet va e£aKoAovBcovV Vo VITAPYOVY Y10 KATO0 YPOVIKO SIACTNHO LETA TN YOPNYNon
TOV TPOTOVTOG AOY® NG EEEMENG TV 10T VTTAPYOVGMOV VOUPGV (pupae) o€ eVAKEG YOAAOVG, GTO
neppaiiov. H taxtikn unviaio Oepaneio pe Comfortis dtokomtel tov kOkAo (NG T@V YOAL®Y Kot
umopel givon amapoitntn yo tov EAeyyo Tov TANBLGHOD TV YOHAL®V GE GTiTIO TOV £XOVV LOALVOEL.

Ewwmn mpo@draén ya t yoprynon oto (oo
Na yopnyeitat e Tpocoyn 6e GKOAOLS Kot YUTES e TPoLThpyovod ETANyia.
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Agv pmopet va dobei akpipng docoroyia yio pikpovg okvAovg Tov {uyilovv Atydtepo amd 1.3 kg kot
Yo yateg wov Luyilovv Aydtepo amd 1,2 kg, Zuvenmg, 0ev TPOTEIVETAL YOPTYNON TOL TPOIOVIOS GTOVG
UIKPOTEPOVG GKVAOVE KOt TG KPOTEPES YATEG.

[Ipénet va axorovBeitol n Tpotevdpuevn S0GoA0Yid. .

E1d1kn tpooviaén mov wpénet va AauBdvetor amd to T1pdomTo Tov YopNnYEel To 0dpuoko oto (da:
H xatd AdBog kotdmoon propei va TpokaAEsEl avemBOUNTES EVEPYELEC.

Ta wondid dev TPEMEL VoL EPYOVTOL GE EMAPT] LLE TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

Y mepintwon mov kotd Adbog vrdpéel katdmoon, vo, avalnTioete apéocms wTptkn Pondeta kot vo
emdeiEeTe GTOV 1UTPO TO ECMOKAEIGTO PVAAO OOMYLDV YPNOEWDS 1] TNV ETIKETO TOV QUPLOKEVTIKOD
TPOIOVTOC.

Noa TAOVETE TOL XEPLO GOG PETE, TN XOPNYNOT TOL TPOIOVTOG,.

Xopnynon katd tn S1dpKeLd THG EYKVIOGVVNG KOl THG YaAovyiag:

e epyaoTNPLOKEC LEAETEG OE EMIPVEC Kol KOVIKAOLE dgv damiotadnkay evoei&elg tepatoyéveong,
euppvotolikdtnTag, ToSIKOTNTAG OTN UNTEPA

H acpdieia tov spinosad dev €xet amoderybel enapkdg yio Tovg OnAvkoHg ckOAOLE ToL KvoPopovy. H
aoc@diela Tov spinosad yia TG YOTES TOV KVOPOPOLV dev €xel a&loroynOei.

To spinosad ekkpiveTol 6T0 TPOTOYOAN KOl GTO YAAN TOV YOAOVYOVUVTOV GKOAMV KO, GUVETMG,
Bempeitar 6T T0 spinosad EKKPIVETOL GTO TPOTOYOAL KOL TO YEAN TV YoAoLYOoOVTOV YaTmdv. Epdcov
T0 TTPOTIOV dev £xel amodel el aoPUAEC Yo TOVGVEAPOVSG GKOAOVS Kol TIG VEAPES YATES TOV ONAGLovYV,
Oa Tpémel va pNoIHOTOLEITOL KOTA TV KOT|ON Kot TN YoAoVYio, COLPOVA LLE TV EKTIUNON
0PEAOVG/KIVOVVOV amtd ToV LITEHOLVO KTNVIATPO.

Tovomro
Epyaotnplakés perétec o€ apovpaiovg Kot KOLVEALL OV £YOVV TAPOLGLAGEL KOVEVO GTOLYELD

OTOL0GONTTOTE EMIOPACTG OTIV OVOTOPAYDYIKT] IKAVOTNTA GE APCEVIKE Kol OMAVKA.

Acpdieln avToL TOL TPOTOVTOG deV EYEL AMOOELYTEL Y10 TOVG APCEVIKOVG GKVAOVS KOl TG YATES TOV
YPNOLOTOLOVVTOL YLOL OVOTTOLPOY Y.

AMNAeTiIOpOoN UE QAL OAPLOKO KOl QALEC LOPOEC OAANAETIOpOCNC:

To spinosad &yet amodetyei 6T1 eivar vdoTpmpa Yo v P-yAvkompwteivn (PgP). vvendg, to
spinosad pmopei va oAANAETIOpacel pe GALo vrootpmdpota ¢ PEP (w.y. dryo&ivn, do&opovfikivn) kat
TOAVAC VO EVIGYDGEL TIC OVETIOVUNTEG EVEPYELEG AVTMV TOV LOPI®V N VaL S10KIVILVEDGEL TV
amoTeEAESUATIKOTN T TNG Oepameiag.

Ex0éoe1c mov cuvtdydnkov petd tnv £ykpion g KukAoopiog Tov TPoidvVTog Kot LETE amd
Tavtdypovr yprion Tov Comfortis pe VYNARY 360N PEPUEKTIVIG EKTOG TV EYKEKPLUEV®V EVOEIEE®V
(‘off- label”) €de1&av 6TL 01 GKOAOL TAPOVSCINGAY TPOLO/CTAGLOVG, CLEAOPPOLN/VTTEPPOAIKT EKKPLOT
o0A0V, emANTTIKEG Kpioelg, ata&ia, Luopiaot, TOEAWMGT) KOl ATOAELN TPOGAUVATOAIGIOV.

Yrepdocoroyia:
Agv datiBetar ovtidoto. e nepintwon avembounTmv KAVIKoOV evdeitemv, To (Mo Tpémel vo
akolovbei cupntopoTiKn Oepamneio.

ITapatnpnOnke 6TL 1| CLYVOTNTO ELETOV GTOVG GKVAOLG TNV NUEPO TNG XOPTNYNONG TS oM 1 TV
emopévn avédvetal € cuvdptnon pe T do6on. O €uetog mpokaAgitan katd oo ThavoTnTa ond
TomIKN eMidOpaon 610 AemTo Eviepo. Otav yopnyeital peyadlvtepn amd TV TPOTEWVOUEVT dOOT], O
£uetog amoteAel moAD kowvd cvurtopo. Otav 1 d6on Nrav 2,5 eopéc peyarvtepn ond v
TPOTEWOEVT] , TO spinosad TPOKAAESE ELETO GTO, TEPLGGOTEPT, GKVALG.
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210VG oKOAOVG, o€ 86oelc £mg 100 mg/kg copoticod Bdpovg avd nuépa yuo 10 nuépeg, To uoévo
KAMVIKO cOunTopo vIepdocoroyiag NTay o Euetog, cuvhiwg 2,5 dpeg petd tn yopnynon. Hmwo
avénon mapovciocay ta enineda tov evivpov ALT (Alaviviky APvoTpoavepepacoT)) 6€ OAOVG TOVG
oKOAOVC 6TOVG OToiovg yopnynOnke Comfortis-, aArd ot Tipég g ALT enéotpeyav ota KovoviKa
enmineda v 24 nuépa. [Mapatnpndnke, eniong, ocEOMTIO®ONG (GYNUATIGUOS KEVOTOTIOV GTOV
AELPOELDN] 16TO), 1] OTTOl0, MOTOGO, OEV GYETIOTNKE UE TNV EUPAVIOT KAVIK®DV EVOEIEE®V GE GKOAOVG
GTOVG OTOIOVG TO TTPOIOV YOPMYELTAL Y10 SIAGTNLO £0C Kol 6 UNvaV.

211¢ yateg, petd omd dma yopnynon mov Eemépace kotd 1,6 opég T HEYIOTN EVOEIKVVOUEVT] OO
(vmepdocodroyia), To spinosad TPOKAAEGE ELETO MEPITOV OTIG PGES YATEG KAOMDG Kot KATAOAYT),
Prnuatiopd/ Aaydviacua kot copfapn| 616ppoto 6€ GIAVIEC TEPUTTMOELS.

211¢ yarteg, o€ dooelg omd 75 émg 100 mg/kg copatikod Bapovg avd nuépa yio S UEPES XOPNYOVUEVES
oe unviaio Baon v mepiodo EE1 unvav, n KAvikn évoeiEn mov tapatnpninke cuyvotepa NTav o
éuetoc. Axoun, mapatnpnbnke peimwon AMynmc tpoeng otic Inivkéc yateg mov Elafav v vymAdtepn
3001, ®GTOCO dgV TOPATNPNONKE CNUOVTIKH HEIDMOT) TOV COUATIKOD TOVG Bapous. [Tapatnpnonke,
eniong, POoEOMTIO®ON (oYNUATICUOS KEVOTOTI®MV 6T KOTTAPO TOV NTTOTOG, TV EMVEPPLOIOV Kol
Tov Tvevpova). EmumAéov, mopatnpniOnke didyvtn NroTtoKLTTOPIKY VIEPTPOPIO OTIS APCEVIKES KOl
ONAvKEC YATEG KO TO EDPNUN OVTO GUGYETIGTNKE LE T GLYKEVIPOGT VYNAOTEPOL UEGOVL OPOV BAPOLG
Nratog. Qotdc0, dev VANPYE Kapio EVOEIEN OTIG KAVIKEG TAPATNPOELS KO OTIG Ploynpkég
TOPALETPOVE TTOV VO, VITOINAMVAY T1 SVGAEITOVPYIC TOL OPYAVOUL.

13. EIAIKEX [TIPO®YAAEEIX AITIOPPIYHYE ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKON IIOY
IPOEPXONTAI AIIO TH XPHZH TOY ITPOIONTOX

Ta pdppoka dev TPETEL VO, ATOPPITTOVIOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

YvpPovievbeite Tov kNviaTpd cag Yo TOV TPOTO AmOPPIYNS TOV Xpnotpornombéviov papudkoy. Ta
HETPOL AVTA ATOCKOTOUV GTNV TPOCTAGIO TOL TEPPAAAOVTOC,.

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

XPHXEQX

Aemtopepeic TAnpopopieg yia 1o Topdv Tpoiov datifevral otov diktvakd Tomo Tov Evpamaiko
Opyaviopov @apudkov ot devbvvon (http://www.ema.europa.eu/).

15. AAAEX TAHPO®OPIEX
XapTIveg GLOKELUGIEG TTOVL TTEPLEYOLV POKEAIGKOVS 31 6 HochUEVOVY doKi®V 0 KabEvac.
Mmropei va unv KuKAOPOPOUV OLEG Ol GLUOKEVAGIES.

IMo omoladnmote TANPOPOPin: GYETIKG. LLE TO TAPOV KTNVINTPIKO PAPUOKEVTIKO TPOIOV, TapaKoAEicOe
va argvbuvheite 6TOV TOTIKO AVTITPOGOTO TOV KATOYXOL TNG AAELNG KUKAOQOPING.
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