DO®YAAO OAHTTIQN XPHXHX:
Comfortis 140 mg pocopeva d16Kio Y10 6KOAOVG KO YATEG
Comfortis 180 mg pocopeve. d16Kia Y10 GKOAOLG KoL YOTES
Comfortis 270 mg pocopeva d16Kio Y10 6KOAOVG KoL YATEG
Comfortis 425 mg pocopeva 016Kio Y10 6KOAOVG KO YATEG
Comfortis 665 mg pocOueEVa d16KiA Y10 GKOUAOVG
Comfortis 1040 mg pocopeva. d1okio Y10, GKOAOVG
Comfortis 1620 mg pocopeva S16Kia Y10 6KOAOVG

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX [TAPAXKEYHZX I1OY EINAI YIIEYOYNOX I'TA THN
AINOAEXMEYZXH ITAPTIAQN, E©@OXON EINAI AITA®OPETIKOI

Kdtoyoc ¢ ddsiag kukrhopopiag:
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

Topaockevootng LTevLOVVOC Y10 TNV ATEAELOEPMGT TV TOPTIOWV:
Elanco France S.A.S.

26 rue de la Chapelle

68330 Huningue

ToAlia

28 ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX

Comfortis 140 mg pocodpeva diokio 1o GKOAOLG Kot YAUTES
Comfortis 180 mg pocodpeva diokia 1o GKOAOLG Kot YAUTESG
Comfortis 270 mg pocdpeva d16Kio Yo GKOAOLS Kot YUTES
Comfortis 425 mg pocopeva d16Kio Yo GKOAOLS Kot YUTES
Comfortis 665 mg pocopeva diokio Yo GKOAOLS
Comfortis 1040 mg pacopeva diokia yio GKOAOVG
Comfortis 1620 mg pacmpevo d1oKio Yo GKOAOVG

Spinosad

3. 2YNGOEZXZH XE APAXTIKH(EX) OYZIA(EX) KAI AAAA ZYXITATIKA
Kda0e diokio mepiéyet:
ApooTIKO(() 6VOTUTIKO():

Comfortis 140 mg 140 mg spinosad
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

Moodpeva diokia.
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ALGOTIKTO LE EVOOUATOUEVO COATIONW TLO GKOVPO, GTPOYYVAL, EMIMESN S1OKI0 VoL TOD KOPE
YPOUOTOG Y0pig yKom Kot pe auPAVUHEVO GKpOo, Yopig eVvOEiEels amd T pio TAELPA Kot e
€0QYAVON £VOEIEN YPAUUO TAVED TV GAAT TAELPAL.:

140 mg: C
180 mg: L
270 mg: J
425 mg: C
665 mg: J
1040 mg: L
1620 mg: J

4. ENAEIZH(EIY)
Oepomeio Kol TPOANYT TOV TAPACITOGEDY Ao WYoAlovg (Ctenocephalides felis).

Me pia poévo xopnynor tov Tpoidvtoc, 1 TPOANTTIKY| ENIOPACT] EVAVTL VED®V TUPACITOCEDY OPEIleTL
OTNV OMOTEAECUOTIKT OpdoT EVOVTL TOV EVIIMK®OV HLOPPDV, TN LEWOUEVT TOPOY®YT CLYDV Kol SlopKel
£€w¢ ko 4 efoopddsg.

To kKINVIATPIKO PAPUAKEVTIKO TPOTOV Umopel va ypnoyomombei wg péPog e BepamevTiKng
GTPAUTNYIKNG Y10 TOV EAEYYO TNG OAAEPYIKNG O WYOALOLG deppatitidag (FAD).

S. ANTENAEIZEIX

Na unv gpnoiponoteiton o€ 6KOAOVG N YaTeg NAKkiog pikpdTepng TV 14 efdopddmv.
Na unv xpnoLoToLEiTaL GE TEPITTMON YVOOTNG VIEPELAIGONGING GTO SPUCTIKO CLGTATIKO 1 GE
KO0 amd T EKS0Y AL

6. ANEINNIOYMHTEX ENEPTEIEX

Y10V¢ GKOAOLG, 1) AvemBOUNTN EVEPYELD TTOV TTapaTnpEiTal cLVHBWS lvar 0 £UETOG, TOV eppavileTal
EVTOC TOV TPOTOV 48 mpdOV HETA TN YOPNYNOT KOl TPOKAAEITOL KOt TAco THAvOTNTO AT TOTIKN
enmidpaomn 610 Aemtd évrepo. Trv nuépa N TNV emopévn g yopnynong do6ong spinosad 45-70 mg/kg
COUOTIKOV BAPOVG, 1 TAPATNPNUEVT] CLUYVOTNTO EUETOL GTNV KAWVIKY| SOKIUN HTaV TNG TAENG TOL
5,6%, 4,2% w1 3,6% petd v mpmtn, T debTEpT Kot TV Tpitn Unviaia yopnynon, aviictoryo. H
oVYVOTNTO ELETOV TOV TOPATNPHONKE LETA TNV TPMTN Ko Tr) OeVTEPT YOPNYNON NTOV LEYAADTEPT
(8%) og oKOAOLG OV EAPaY TO OVATATO OP1O TG S0GOAOYING. LTIV TAEIOVOTITO TOV TEPITTOCEMV, O
€UETOC NTOV TOPOSIKOC, NTLOG KO OEV ATALTOVCE CLUTTMUATIKY Oepameia.

Y1ov¢ okdAoLG, ABapyoc, avopeio Kot Siippota fTay Un cuvNOIGUEVES OVETLODUNTES EVEPYELES KOl
LUiKOG TPOLUOG, aTasio Kol ETANTTIKEG KPIOELS NTOV CTAVIES. LE TOAD CTAVIEG TEPUTTOCELG
mapoTnpROnKay TOHPA®GST, LeElUEVN Opaon Kot GALEG 0OQOUALOAOYIKEC SLOTOPAYES.

2T1C YATEG, Po OveEmBOUNTY EVEPYELD TTOV TTOPATNPEITOL LYV ivol 0 EUETOG TOL epPavileTal EVTOg
TOV TPOTOV 48 0pdV amd T YopNynon g 60o1g kot Tpokaieiton katd wdoo mbavotnTa amd
eMidpaoT TOMKA 6T0 AemTO £vigpo. Ty 1010 1| TNV emduevn nuépa. TG Xop1YNong Tov spinosad ce
d6on twv 50-75 mg/kg copatikov Pépovg, | TapATNPOVLEVT] GLYXVOTNTA ELPAVIONG TOV ELETOV
Katomy SoKIUNG 6€ TayKOoLo enimedo frav peta&y 6% kot 11% toug TpdTous TPELg HiVes
Oepamneiog. Xty TAeloyneio TOV TEPITTOCEMY, 0 EUETOG NTAV TAUPOIIKOG, NTLOG KAl OEV UTULTOVGE
CLUUTTOUOTIKY Oepameia.
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AMdeg avemBounTteg eVEPYELEG TOV TOPATPNONKOV GLYVE GTIC YATEG TaV 1| O1dppota Kot 1 ovope&ial.
O MBopyog, 1 aTOAELN KOANG KOTAGTOOTG KOl 1] GLEAOPPOL NTAY OTavi. Ot EMANTTIKES KPIGELS,
ato&io kot poikog TPOHOG TOpaTPHONKAV Kol GVTEC GTTAVIAL.

H cvyvomto tov avemBdountov evepyeimv kabopiletor og axorlovbwng:

- oAb ovyvn (Ttepiocotepo and 1 ota 10 vd Bepaneia {da Tapovctdlovy avemBOUNTES EVEPYELEQ)

- ovyvn (meprocotepo omd 1 aAld Arydtepo amd 10 {da ota 100 vo Oepaneia {har)

- un ovvnOiouévn (meprocdtepo amd 1 aAld Atydtepo amd 10 {ma oto 1000 vio Oepaneio {ha)

- ondvia (teprocotepo and 1 aAld Arydtepo amd 10 {da ota 10.000 vad Bepancia {ma)

- oAb omavia (Ayotepo and 1 ota 10.000 vid Bepancio (do)

Edv mopatnpnoete omolodnmote avemBoun evEPYELN, KO KoL 0V OEV OVOPEPETOL GTO ECMKAEIGTO
®vAro OdNyidv Xphong 1 aUEIBAAETE Y10 TNV OTOTEAECUATIKOTITO TOV (OPUAKOD, Topakaieiche va
EVNUEPDGETE GYETIKMG TOV KTNVINTPO GOC.

7/ EIAH ZQQN

2KOAOL Kot YOTEC.

8. AOZOAOI'TATTA KAGE EIAOZ, TPOIIOZ KAI OAOX(OI) XOPHTHXHX
Amo6 otOUATOC YPNOT).
2KOAOL:

To KTVIATPIKO QUPHAKEVLTIKO TPOTOV TPEMEL VAL YOpNYEITAL GOUPMVA, e TOV 0kOAovBo Tivaka dote
eEacpariotel 0TL Ba d000vV dooelg Tv 45—-70 mg/kg copatikod Bapovg yio GKOAOLGS:

Yopatiko papog okvrov (kg) AplOpog SIGKIMV Kl TEPLEKTIKOTNTA SLGKIOV
(mg spinosad)
2,1-3 1 x 140 mg d1okio
3,1-3,8 1 x 180 mg diokio
3,9-6 1 x 270 mg dwokio
6,1-9,4 1 x 425 mg dwokio
9,5-14,7 1 x 665 mg diokio
14,8-23,1 1 x 1040 mg dwokio
23,2-36 1 x 1620 mg diokio
36,1-50,7 1 X 1620 mg dioxio + 1 x 665 mg diokio
50,8-72 2 x 1620 mg dwokia

ldrec:
To KTVIATPIKO PUPHAKEVLTIKO TPOTOV TPEMEL VAL YOpNYEITAL GOUPMVA, LiE TOV 0kOAovBo Tivaka dote
va eEaopaiiotel 0T Bo 50000V dooelg Tv 50-75 mg/kg copatikov Bapovg Yo YATES:

Yopotiko papog yarag (kg) ApOpog SIGKIMV Kl TEPLEKTIKOTNTA SIGKIOV
(mg spinosad)
1,9-2,8 1 x 140 mg dioxio
2,9-3,6 1 x 180 mg diokio
3,7-5,4 1 x 270 mg dioxkio
5,5-85 7T 1 x 425 mg diokio

T ydtec pe copotikd Bapog ydroc méve and 8,5 kg: yopnynote Tov amapaitnto cuvovacud

dloKimv.

22




H vroiewmodpevn eviopoktdévoc tkavoTnTa Tov Tpoidvtog dtapkel Emg Kot 4 gfdopdde LeTd omd pio
puévo yopnynon. Edv emoavepoaviotodv yorriot nv té€taptrn efoopdda, to ddotnua tng Bepomeiog
umopel va pelwbel €mg kot 3 nuépeg 6Tovg okvAOVG. [ ydteg, To TApeg didotnpa 4 efSopddmv
avapeoa otic Oepomeiec Oa mpémel va Tnpeital, AKOUO Kot 0V ETOVERPAVIGTOOV YOALOL (e€auntiog
TEPIOTACIOKNG ELOPPADC LELOVUEVIG SLOPKOVG ATOTEAEGUATIKOTITOG) TTPLV TNV OAOKAN PO ToV 4
ePSopadwV.

Ava{ntote KTNVIaTPIKT GLUPBOVAT Y10 TANPOPOPIES OYETIKA LE TN BEATIOTN OTIYUN Vo EEKIVIOETE TN
Oepaneia pe 10 v AOY® TPOTOV.
9. OAHIIEXTTA TH XQXTH XOPHI'HXZH

To KINVIATPIKO PAPUAKEVTIKO TPOTOV TPETEL va yopnyeitan pali pe to oynto 1 apéowg petd. H
S1apKELN TNG OMOTELEGLOTIKOTNTOG LTopel va, petmBel edv 1 06om yopnynOei oe ddeto cTopdyt.

T va 0106 QoAMGETE TN LEYIOTY ATOTEAECUATIKOTNTO, 6V TPOKANOEl £eTOC EVTOC piog MPOG amd T
Yop1ynon kot to 010kio eivat opatd, enavardfete yopnymviog oAdKANp1 060n. Edv mapareipbei
Kol SO0, YOPMNYNOTE TO TPOIOV TNV EXOUEVN POPA TTOL Bal TOL TPOGPEPETE TPOPT KoL apyicTe Eavd
70 unviaio mpdypappe S6GEV.

To KTNVIATPIKO POPUAKEVTIKO TPOTOV TPETEL VO YOPpMYEITAL LE ACOAAELD OVE LUNVICio S1GTHILOTOL
OTNV TPOTEWVOUEVT dOON.

Ta Siokio. Comfortis etvor pocopeva Kot e0yevata yio okvilovs. Edv o okdAog 1 1 ydta apveitol tnv
amevbeiog yopnynon Tov d1oKiov, UTOPEITE VO TO EVEMUATDOCETE GTIV TPOPN 1 VO, TO YOPTYOETE
oamevbeiog avolyovtag 1o oTopa Tov {HOL Kol TOTOBETMVTAG TO 6TO TGW UEPOS TNG YADGGUG TOV.

10. XPONOZX(OI) ANAMONHX

Agv 1oybetl.

11. EIAIKEX XYNOHKEX AIATHPHXHXZ

Na puidooetar og 0¢om, Tnv omoia dev PAEmOLY Kot dev Tpooeyyilovy Ta Tondid.

Na pn gpnopomoteitol avtd 10 KINVINTPIKO PUPUOKEVTIKO TPOIdV LETA omd TV NUEPOUNVio ANENG
7oV avaypapetal 6to Kouti petd to EXP. H nuepounvia Anéemg cvpmintel pe tnv tehevtaio nuépa
TOV GLYKEKPIUEVOL pnva. PvAdocete T cvokevacio TOToL blister 6To e€mTEPKd KOLTI Y100 VL
TPOGTATEVETAL OO TO POC.

12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)

Ewdw| mposdonoinon(eig) yia kébe gidog {dov:
[Ipémet va xopnynOel € GAoVG TOVG GKLAOVG KO TIG YOTEG TNG O1KIOG.

O1 yOALOL TV KOTOKIOIWV cLYVA LETaPEPOVTOL 6TO KaAGDOL Tov (dov kot og onpeio 6ov cuvHBwS
ooy OTmE 6€ YUY KoL VPUCUATIVES ETPAVEIEG, TO om0l dtav Eekvioel 1 Bepamneio Oo Tpémet va
WYEKOOTOVV, OE TEPITTOGT EVIOVIG TOPAGITOOTG, LE TO KOTAAANAO EVIONOKTOVO Ko va kabapilovtot
GUYVAL.

O yoAlot pmopel va e£aKoAoVBNGOVY VO LITAPYOVY Y10 KATO10 YPOVIKO SLAGTILLO LETA TN XOPNYNoN
TOV TPOTOVTOG AOY® NG EEEMENC TV 10N LITAPYOVOOV VOUE®Y (pupae) o€ EVIAKES YOAAOVG, GTO
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nmepBarrov. H taxtikny unviaio Oepamreia pe Comfortis dtakodmtel Tov kKOKAO {ONE TOV YOAA®DV Kot
umopel givol amapaitn yio Tov ELeyy0 Tov TANOLGHOD TV YOAAWDYV GE OTITIO TOL £(0VV HLOAVVOEL.

Ewdwn poguAiaén yia ) yoprynon ota {da:
Na yopnyeiton pe Tpocoyn 6€ GKOAOLG Kol YATES e TPoUTdpyovoa eXAnyia.

Agv pmopel vo dobel axpipng 6ocoroyia yia ptkpovg okdlovg wov Luyilovy Arydtepo amod 2,1 kg kot
v yateg mov {uyiCouv Ayotepo and 1,9 kg. Zvvendmg, dev mpoTteiveTal YOP1YNOT TOV TPOIOVTOG GE
UIKPOTEPOVE GKOAOVG Kol LUKPOTEPES YOTEC.

[Ipémet va akorovBeitan 1 TpoTEWOUEVT] SOGOAOYIML.
Idwaitepec mpo@LAGEEIS TOL TPEmel vo AoUBavovTal omd TO GTOUO TTOL YOPNYEL TO KINVIOTPLKO

QopUaKeLTIKO TPOTOV o8 (Dot
H kot AdBo¢ katdmoon pumopel vo tpokaiésel avemBOUNTEG EVEPYELEG.

Ta wond1d dev mPEMEL VAL EPYOVTOAL GE EXAPT] LE TO KTNVIATPIKO QOPLOKEVTIKO TPOIOV.

Xe mepintmon mov katd AdBog vrdpel Katdmoon, va avalnTnoete auécmc wTpikn fondeta kot vo
eMOEIEETE OTOV 1ATPO TO ECAOKAEITTO PVAAO OOMNYLDV YPNOEWDG 1] TNV ETIKETO TOV POPLOKEVTIKOV
TPOIOVTOC.

Noa TAdveTe T r€pLa 6o¢ LETE TO YEPIGUO TOV TPOIOVTOC.
Eyxvpoctvn kot yolovyio:

ATO TIG EpYOOTNPLOKEG LEAETEC OE EMIPVES KO KOVIKAOLG dev damiotadnkay evoei&elg tepatoyéveog,
eUPPLOTOEIKOTNTAG, TOEIKOTNTAG OTN UNTEPQL.

H aoc@pdieia tov spinosad dev €xet amoderyBel enapkdg yio Tovg OnAvkovg GkdAoLE oL KvoPopovy. H
ac@diela Tov spinosad yia Tic OnAvkEC yYaTeg TOL KvoPopovv dev Exel aloroynOet.

To spinosad ekkpiveTal 6T0 TPOTOYAAN KOl GTO YAAL TV YOAOVYOVVI®Y GKOAMVY KO, GUVETADG,
Bewpeitar 611 T0 spinosad ekkpiveTal 6TO TPOTOHYOAD KL TO YOAO TV YOAOLYOVVTI®V YaT®V. EQdcov
TO TPOIOV deV EYEL AmodelyOel ACPAAES Yo TOVE VEUPOVG CKOAOVS Kol TIC VEOPES YATES TOL ONAGLovV,
Oa pémet va ypnoomolEital Kot TV KOMoT KOt TN YOAOLYio, COUG®VA LE TNV EKTIUNON
0PEALOVC/KIVOUVOL 0o ToV VTTELOVVO KTNViATPO.

Tovomon
Epyaomploxéc peAéteg oe eMILEC Kl KOVIKAOLG 0V £Y0VV TAPOLGLAGEL KAVEVO GTOLYEID

OTO10.GONTTOTE EMIOPACNG GTNV AVATAPOYWYIKN IKOVOTITO GE APGEVIKA Kol ONAVLKA.

H aoc@dieia avtod Tov Tpoidvtog dev ExEl ATOSELYTEL Y100 TOVG APCEVIKOVS GKVUAOVE KOl TIC YATEG TOV
YPNOLLOTOLOVVTOL Y10l OVOTTOPOLY Y]

AlMniemdpdoelc pe GAAD QOPUOKEVTIKA TPOTOVTO Kol GAAES LOPPES AAANAETIOPACTG:

To spinosad &yel amodetybel 0T1 eivan vwdcTPOUA Yo TV P-yAvkompwteivn (PgP). Xvvenwmg, to
spinosad pmopei va ahAniemidpdost pe dAla vrootpmpota g PgP (m.y. diyo&ivn, doopovfikivn) kot
TOAVAOC VoL EVIGYDGEL TIG AVETBVUNTEG EVEPYEIEC OLTDV TOV HOPIMOVY 1 VO S1oKIVOLVEDGEL TNV
OTOTEAECUATIKOTNTA TNG Bepomeiag,.

ExBéce1c mov cuvtaydnkov petd tnv £yKpion g KukAoQopiag Tov TPoIdVTOC Kot LETE amd
TanToYpovn ypnon tov Comfortis pe VYNARY 66N PEPUEKTIVIG EKTOS TV EYKEKPIUEVMV EVOEIEE®V
(‘off- label’) £de1&av Ot 01 GKVAOL TOPOVGIAGAY TPOUO/CTOGUOVE, GLEAOPPOL/VTTEPPOALKT EKKPION
odlov, emAnmTikég Kpioels, atosio, podpiaoT, TOPAMON Kol ATMOAELN TPOGOVATOAIGLOV.

Ynrepdoooroyia (CUUTTOUATO, LETPO AVTIUETOTIONS, OVTIOOTO):
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Agv vrapyet 0100010 avTidoTo. Xe mepinTmon averBounTemv KMviKov evdeitemv, to {(dho Ba mpénet
va axolovOncel cuumtopatikn Beponeio.

2T0VG OKOAOVG, TOpaTNPNONKE OTL 1) GLYVOTNTA EULETOV TNV NUEPO TNG LOPYNONGS TG dOONC 1| TNV
EMOUEVT] ALEAVETOL GE GLVAPTNON UE TN 000M. O éuetog mpokoieital koTd mwhoo mBavoTnTo ATd
TOTIKN EMidpaoN 010 AenTO Eviepo. Otav yopnyeitor peyolutepn amd TV TPOTEWOUEVT] dOOT], O
éuetog amotehel TOAY koo coumtopa. Otav 1 d6on NTav 2,5 eopéc LeyaldTeEPN OO TNV
TPOTEWOUEVT, TO spinosad TPOKAAESE ELETO OTA TEPLOGATEPH GKLALA.

>10V¢ 6KOAOLG, o€ 000¢Elg Emg 100 mg/kg copoatikod Bapovg ava nuépa yia 10 nuépeg, to uévo
KAMVIKO GOUTTO LA VTEPOOCOA0YIG NTOV 0 EUETOC, CLVIHBWG 2,5 dPEC LETA TN Yoprynon. Hma
avénon mapovsiacay ta enineda Tov evivpov ALT (Alaviviki] ApvoTpavepepacT)) 6€ OAOVG TOVG
oKOAOVG 6TOVG OToiovg yopnynonike Comfortis, aAld ot Tywég g ALT enéotpeyoav oto Kovovikd
emimedo v 241 nuépoa. Iapatnpndnke, eniong, pocPoAmidmor (GYNUATIGHOC KEVOTOTI®MY GTOV
AEPOELN 16TH), 1| OTTOL0, MOTOGO, OEV GYETIGTNKE UE TNV EUPAVIOT] KAVIKOV EVOEIEEMV GE GKOAOVG
GTOVG OTOI0VG TO TPOTOV YopMNYEiTAL Y10 S1ACTNUN EMG KAl 6 UNVOV.

Y116 yarteg, petd omd dmag yopnynon mov Eemépace Kotd 1,6 QopEG T HEYIOTI EVOEIKVUOUEVT] OO0
(vmepdocoroyia), To spinosad TpokdAEsE EUETO TEPIMOV OTIG HIGES YOTES KAOMDS Kot KatdOAnym,
Pnuotiopd/Aoydviace kot coPapr SLippolo 68 GTAVIEC TEPUTTOCELS.

2115 yatec, o€ dooelg and 75 émg 100 mg/kg copatikov Papovg ava nuépa yio S nUEPES YOPTYOVLEVESG
o€ unviaia Baon yio mepiodo EEL uUNvav, 1 o cuyvy KAVIKY £vOEiEn mov mapotnphdnke ftav o
éuetoc. Akoun, mapotnpnnke peimon Aync Tpoeng otic Inlukég yatec mov Elafav v vymAotepn
3001, ®oTOG0 dgv TOPATNPNONKE ONUAVTIKY UEI®OT TOV COUATIKOD Tovg Bapovg. [Tapatnpnonke,
eniong, POSEOMTId®ON (GYNUATICHOG KEVOTOTIOV 0T KHTTOPO TOL NTUTOC, TOV EXVEPPIOIOV Kol
Tov mvebpova). Emimiéov, mapatnpnbnke didyvtn NToToKLTIOPIKY VITEPTPOPIN OTIC OPCEVIKEC Kol
OnAvkég YATEG Ko TO EDPMUA AVTO GUGYETIOTNKE LIE T GLYKEVIP®GOT LYNAOTEPOL UEGOL OPOL PAPOLG
Nnatog. Qotd6G0, dev VANPYE Kapia EVOEIEN OTIC KAVIKEG TOPATPNGELG KOl OTIC PloymnpiKég
TOPUUETPOVG TTOV VO LTOSNAMVAY TN SVGAELTOVPYIC, TOV OPYAVOV.

13. EIAIKEXZ IPO®YAAZEEIZ AITOPPIYHX ENOX XPHZIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKOQN IOY
ITPOEPXONTAI AIIO TH XPHXH TOY ITPOIONTOX

Ta @dppoKe dev TPEMEL VAL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAKDOV OTOPANTOV.

2opPovievbeite Tov kKTNViaTPd Gag Yo TOV TPOTO ATOPPIYNC TOV YPNCILOTOMOEVTOV Pappakwy. Ta
HETPA VTA ATOGKOTOUY GTNV TPOGTAGIN TOV TEPIBAALOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAXZ EI'KPIZHX TOY ®YAAOQY OAHTIQN
XPHXEQYX
Agntopepeic TANPoeopieg Yio 10 TapdV TPOIOY KTNVINTPIKO PUPHOKEVLTIKO TPoiov dtutifevtal otov

dkTvakd 1010 Tov Evponaikod Opyoviopuov Gapudkwoyv otn diebbovven http:// www.ema.europa.eu/.
10/09/2021

15. AAAEX IIAHPO®OPIEX
XAapTiveg CLOKEVAGIEG TTOL TTEPLEYOLV PUKELICKOVE 3 1} 6 LACOUEV®V S1oKIOV 0 KaBEVaC.
Mmopei va, unv KukAOQOopoOV OAEG 0L GLCKEVAGIES.

I'a omoladnmote TANPOPOPIa GYETIKA LLE TO TOPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaleicOs
va argvbuvheite GTOV TOTIKO AVTITPOCHTO TOV KATOYOL TNG AOEL0G KuKAOPOPiag.

25


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

	1. ΟΝΟΜΑ ΚΑΙ ΔΙΕΥΘΥΝΣΗ ΤΟΥ ΚΑΤΟΧΟΥ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ ΚΑΙ ΤΟΥ ΚΑΤΟΧΟΥ ΤΗΣ ΑΔΕΙΑΣ ΠΑΡΑΣΚΕΥΗΣ ΠΟΥ ΕΙΝΑΙ ΥΠΕΥΘΥΝΟΣ ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΠΑΡΤΙΔΩΝ, ΕΦΟΣΟΝ ΕΙΝΑΙ ΔΙΑΦΟΡΕΤΙΚΟΙ
	2. ΟΝΟΜΑΣΙΑ ΤΟΥ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	3. ΣΥΝΘΕΣΗ ΣΕ ΔΡΑΣΤΙΚΗ(ΕΣ) ΟΥΣΙΑ(ΕΣ) ΚΑΙ ΑΛΛΑ ΣΥΣΤΑΤΙΚΑ
	Δραστικό(ά) συστατικό(ά):

	4. ΕΝΔΕΙΞΗ(ΕΙΣ)
	5. ΑΝΤΕΝΔΕΙΞΕΙΣ
	6. ΑΝΕΠΙΘΥΜΗΤΕΣ ΕΝΕΡΓΕΙΕΣ
	7. ΕΙΔΗ ΖΩΩΝ
	8. ΔΟΣΟΛΟΓΙΑ ΓΙΑ ΚΑΘΕ ΕΙΔΟΣ, ΤΡΟΠΟΣ ΚΑΙ ΟΔΟΣ(ΟΙ) ΧΟΡΗΓΗΣΗΣ
	9. ΟΔΗΓΙΕΣ ΓΙΑ ΤΗ ΣΩΣΤΗ ΧΟΡΗΓΗΣΗ
	10. ΧΡΟΝΟΣ(ΟΙ) ΑΝΑΜΟΝΗΣ
	11. ΕΙΔΙΚΕΣ ΣΥΝΘΗΚΕΣ ΔΙΑΤΗΡΗΣΗΣ
	12. ΕΙΔΙΚΗ(ΕΣ) ΠΡΟΕΙΔΟΠΟΙΗΣΗ(ΕΙΣ)
	13. ΕΙΔΙΚΕΣ ΠΡΟΦΥΛΑΞΕΙΣ ΑΠΟΡΡΙΨΗΣ ΕΝΟΣ ΧΡΗΣΙΜΟΠΟΙΗΘΕΝΤΟΣ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ Ή ΑΛΛΩΝ ΥΛΙΚΩΝ ΠΟΥ ΠΡΟΕΡΧΟΝΤΑΙ ΑΠΟ ΤΗ ΧΡΗΣΗ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	14. ΗΜΕΡΟΜΗΝΙΑ ΤΗΣ ΤΕΛΕΥΤΑΙΑΣ ΕΓΚΡΙΣΗΣ ΤΟΥ ΦΥΛΛΟΥ ΟΔΗΓΙΩΝ ΧΡΗΣΕΩΣ
	15. ΑΛΛΕΣ ΠΛΗΡΟΦΟΡΙΕΣ

