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NEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Stronghold Plus 15 mg/2.5 mg diéAvpa yio eniyvon o onpeio yo yoreg <2.5 Kg.
Stronghold Plus 30 mg/5 mg diéAvpa yio eniyvon o€ onpeio yuo yareg >2.5-5 kg.
Stronghold Plus 60 mg/10 mg didlvpa yio exiyvon og onueio yio yateg >5-10 Kg.

2. MOIOTIKH KAI TOXOTIKH XYNOEXH
Kabe povada d6ong (muméta) mepiéyet:

ApPUGTIKE GUGTOTIKA:

Stronghold Plus didivpa yioo | Tepieydpevo mmérag | selamectin (mg) sarolaner (mg)

eniyvon o€ onpeio (ml)

Iareg <2.5 kg 0.25 15 2.5

Tateg >2.5-5 kg 0.5 30 5

Iateg >5-10 kg 1 60 10
"Exooya:

0.2 mg/ml butylated hydroxytoluene

BA. tov TAfpn KotdAoyo k0O ®V 6TO KEPAALO 6.1

3. DAPMAKOTEXNIKH MOP®H
Alddopa yuo exiyvon oe onueio.

Awwyéc, dypopo mg Kitptvo d1dAvpa.

4, KAINIKA XTOIXEIA

41 Eidnm {oov

Idrec.

4.2  OgpamevTikég evociEelg mpoodopilovrag to £ion Lohwv

TMa yatec pe N o€ kivouvo amod, WKTEG TOPACITAOGELS 0t0 KPOTMVES Kol YWOAAOVC, WEIPES, aKdpEa,

YOOTPEVTIEPIKE VUAT®OT 1} S1PO@IAGPIES. To KTNVINTPIKO QOPUAKEVTIKO TTPOTOV vdEikvUTAL
OTOKAEIGTIKA OTOV OTOLTEITOL TAVTOHYPOVA 1 YPNOT KOTE TOV KPOTOV®V KOl KATA VOGS 1

TEPLGGOTEP®V ATO TO GAAL TOPAEGITO-GTOYOVC,.

Extonapdaoira:

- To ) Bgpameio ko TpoOANYN NG Tapacitwong and yorliovg (Ctenocephalides spp.). To

KTNVITPIKO QUPUAKEVTIKO TPOIOV £YEL AEDT Kal ppuévovoa Bavatnedpo dpdon Evavtt vémv
TOPAGITOCEMV A0 YOALOVG, Y10 S eBoopddes. To TPoidV GKOTOVEL TOLG EVIAKOVS YOAALOLG
TPV YEVVIIOOLV a0Yd, Yo 5 efdoudodes. MEGm TG WOKTOVOL KOt TPOVUUPOKTOVOL dpdomng, TO
€V AOY® KTNVIOTPIKO QOPHOKEVTIKO TPOidv umopel va fononoetl otov meptPailovtikd Eleyyo

TOV VEIGTAUEVOV LOAOVGE®VY amd YOALOLS, og eployEg Omov ta (ma £xovv mpdsfacn).




- To mpoidv pnopel va ypnoyomombei og pEpog g oTpatnykng Bepameiog yio tnv
QVTETOTION TNG OAAEPYIKNG atd YOAAOVG deppatitidog (AYA).

- Oepoancio TOV TAPACITOGE®V 0nd KPOT®VES. To KINVIATPIKO PAPUAKEVTIKO TPOTOV £XEL ALECT
KOl ELPEVOVGO. OKOPEOKTOVO dpdom yia S efdopddeg katd tmwv Ixodes ricinus kot Ixodes
hexagonus ko 4 edopddeg katd twv Dermacentor reticulatus and Rhipicephalus sanguineus.

- Ogpomeio Tng mtodnkTikng yopag (Otodectes cynotis).

- Ogpomeio TV mapacrtd@cemv amd paontikés yeipeg (Felicola subrostratus).

- O kpdtveg Tpémel va £pBouv Ge emapn e ToV EEVIOTN Kol VO EEKIVI|COVY TO YELULA TOVG
TPOKELUEVOL VO, eKTeBOVV 6TNV ovcio sarolaner.

Nnpotoon:

- Ogpomeio TV evidikov vnpuotmdmv (Toxocara cati) Kot eVAMK®OV EVIEPIKOV 0yKLAOGTOU®V
(Ancylostoma tubaeforme).

- [TpdAnyn g dpograpinong mov mpokaieitot oo T0 Dirofilaria immitis, pe pnviaia
xopiyymon.

4.3 Avtevositeag

Na pnv xpnoiponoleitol og YATeG TOL TAGKOLV TAVTOYPOVA ard KAmolo acHéveln Kabmg Kot
eEacBevnuéveg 1 eMmofapeic (oyetikd pe to péyedog kot trnv niuior).

Noa pnv xpnoHonoleitol 6g TEPITTOGCT) VIEPELALGONGING GTA SPUCTIKA GVGTAUTIKA 1] GE KATO0 0o TO.
£KO0Y0L.

4.4 Eidwkég mpogrdomomoeis yio ke gidog {mov
Yuviotdrol, GOUP®VA LE TNV 0pON KTNVINTPIKY TPAKTIKT, OAo To {da NAkiag and 6 unvov Kot Gveo
ov {OVV € TEPLOYEG OTOL VTLAPYEL O EEVIGTNG, VO EAEYYOVTOL Y10 VITAPYOVGES AOIUDEELG OO

Spoprrapimon Tpv amd TV Evopén TPOANTTIKNG ¥PNONG LE TO KTNVINTPIKO POPUAKEVTIKO TPOTOV.

AVTO TO KTNVIOTPIKO PAPLOKEVTIKO TPOIOV dEV £ival OmOTELEGHATIKO KOTd TV evilikmv D. Immitis.
H yopiynon oe {do pe Aolpwén amd evilikeg dSipo@iriapieg, dev é0ece Bépata acpareiog.

[MapdTt 6ev vodekvbovTar GLVNOMG, TO SVVNTUKH OPEAN OO TNV JEVEPYELN TEPLOSIKDV SOKIUMV Y10
Aolp®EN amd S1poPIAapIEg OE LEULOVOUEVESG TEPTMOGELS, Oa Tpémetl va eEetdlovtot amd tov vIeHhivvo
KInviaTpo.

O1 kpoTveg ypetdleTal va EEKIVIGOLV TO YEDO TOVG TAV® GTOV EEVIOTN Y1a Vo ekTeBobV 6TV ovacia
sarolaner. Q¢ ek T00TOL, 1| LETAG0OT] LOAVCUATIKOV KPOT®VOYEVDV AGHEVEIDVY, OV UmopEl va
amoKAEIoTEL

45 Iowitepeg mpo@uAraiers Katd T ypion

Idwaitepeg TpopuAGEels kKatd TN ypnon oe Lho

H ypfion avtod Tou KTNVINTPIKOD POPUUKEVTIKOD TPOIOVTOC EVOEIKVVTAL Y1 YOTEG NAIKIOG
TovAdyioTov 8 fdouddwv Kot Papovg TovAdyiotov 1.25 kg copoatikod Bapovg.

AVT0 TO KITNVIATPIKO QUPUOKEVTIKO TPOIOV TPOOPILETaL LOVO Y10, EPAPLOYT TNV EXPAVELN TOV
déppotoc. Na pnv yopryeitot amd To 6TOU 1] TOPEVTEPIKAL.
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Na pnv yopnyeitot étav to Tpiyope tov {mov givar vypo.

I"a ) Bgpameio g OTOONKTIKNG Whpag, dev Tpémel va epopuoletat Katevheioy 6GTOV 0KOVGTIKO
moPO.

Eivar onpoavtikd 1o mpoiov va yopnyeitol cOpemva pe Tig 0dnyies ¥prions, TPOKELLEVOL VoL AOTPTEL
to {do amd ™ ANy 1 ™ AeiEn tov eapudkov. Edv cupfel onuaviknig tocodtnTog Ayn tov
oapudxov, pmopel va mapatnpnBodv Tapodikés YaoTpEVIEPIKES SlOTAPAYES, OTWS GLEAOPPOLA, EUETOC,
LOAOKA KOTpavaL 1] LEWOUEVT] TPOGAN YT TPOPNS Kol Ba TPETEL KAVOVIKA VL DTTOY®PTGOLV YOPIG
Oepameia.

Ta (oo oto omoia €xet yivel Bepameia, va puAdocovTot pakpld and eotieg QOTIAG 1) AAAES TNYESG
avaeieng yia TovAdyiotov 30 Aemtd 1 PHEXPL VO GTEYVAOGEL TO TPIY®UA TOVC.

Idwitepec mpouAdEeic mov mpémet va Aaufavovtol oo TO GTOUO TOL YOPNYEL TO QUPUOKEVTIKO

mpoidv oe Loa

To wpoidv elvan emPrafég petd amd Kotdnoon. Kpatnote 1o mpoidv otnv apyiki Tov GLGKELAGIL
LEYPL TN XPNOT], TPOKELUEVOL VO amoTpamel 1| dueon mpdcPaon o avtd and Ta moudid. Ot
YPTCLLOTONUEVES TUETEG B0l TPEMEL VAL ATOPPITTOVTOL OUECMG. L€ TEPIMTMOT] TOV KATA AAB0G
vrapet Katdmoon, va avaintioete apécms otpikn fordeia Kot va emdeiete oToV 10TPO TO
€0ADKAEIGTO POALO 0INYLDOV YPNCEWMS 1] TNV ETIKETA TOL POPLOKEVTIKOD TPOIOVTOC.

To mpoidv avtd evdéyetar vo TPoKaAEGEL EpEBIGUO GTA PATLO. ATOPUYETE TNV EMAPT LLE TO LATIOL,
GUUTEPTAAUPAVOLEVTG KOL TNG ETOPTS TOV XEPLOV UE T LATIO. ATOQPOYETE TNV GUECT) EXAPT] LLE TO
{do oto omoio xet yivel Oepameia, Péxpl va 0TEYVMOGEL 1] EMPAVELD eQapproyng. [TAbveTe Ta ¥épra cag
petd and Kabe ypnon ko Eemiouvete apécmg TuxdV VIOAEIOTO POpUaKoV, To ontoia Exovv £pbet og
EMOON HE TO OEPHLO, LE CamOVVL Kot vEPO. Xe epintwon tuyaiog £kBeong Tov patidv, EemAvvete ta
pértio apéomg pe vepd ko {ntnote wtpikn| fondeta.

Ta mondid dev emttpéneton va mailovv pe Tic vo Oepameia yateg yio 4 dpeg petd ) Bepamneia.
Yvviotdrol 1 Oepaneia Tov {Oov To Bpadv. Tnv nuépa g Bepaneiag, Ta {da mov £xovv vroPAnbei
o Oepameia, dev Bo TPEMEL VAL KOHOVVTOL OTO 1010 KPERATL [LE TOVS IO1OKTNTEG, 10104TEPA LE TO TTOUOLA.

Atopa pe evaicOnTo dépua N V@Ot oAAepyia o€ KTNVIOTPIKE @ApLaKe avTob Tov gidovg, Oa Tpémet
va xepilovtal To KTNVINTPIKO POPUAKEVTIKO TPOIOV LLE TPOGOYN).

To npoidv eivan e&apeTikd veiekto. Na dratnpeitar pokpld amd mnyég Oepuotnrag, omvonpeg,
youvh eAOYQ 1 GAAEG TTNYEG aVAPAEENG.

4.6 AvemOOunrteg evépyereg (coyvoTnTa Kol cofapotnta)

H ypfion tov KTnviaTpikol QoppoKELTIKOD TPOTOVTOG UTopel VoL 00N YNCEL GE NTTLO KOl TOPOIKO
KVNopo oty meployn epapuoyns. Oyt cvyvd, £xovv mapatnpndel Nmia €mg HETPLE CAOTEKIN GTO
onueio epapuoync, epunua Kot Kpon oléAov amd T0 GTOUA.

H ocvyvomrta tov avemBountov evepyeiomv kabopiletar mg akorovbmg:

- TOA0 ovyvn (meprocotepo and 1 ota 10 {da mapovctalovy avemBOunteg evépyeleg katd )
dudpkela tng Oepameiog)

- ouyvn (Tteprocdtepo amd 1 aAld Aryotepo and 10 {oa ota 100 {oa)

- un ovvnOopévn (tepiocdtepo amd 1 aAdd Aryodtepo amd 10 {da ota 1000 {ha)

- ondvia (mteprocdtepo amd 1 aAld Arydtepo and 10 {da ota 10.000 {dha)

- TOAD omavia (Ayotepo omd 1 ota 10.000 {oa)>

4.7  Xpnfon Katd TNV KONG1, TN Yorlovyia 1] TNV ®OTOKI
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H aocpdieto Tov KTNVIATPIKoD QapUaKELTIKOL TPoidvTog dev Exel amoderyBel katd ) ddpKela TG
KOMoNg Kot TG yorovyiog 1 o€ (da mov tpoopilovrar yio avamapaywyn. Qotdco, n selamectin
Bewpeital acPaAng Yo ypion o€ YATES avamopaymyNs, £yKveg kot Onidlovoec. Evd 1 acodieio g
ovoiag sarolaner dev £xet a&loloyn0ei og yateg avamapaywync, Eykveg 1 ONAalovoeg, omod
gpyooTnplokés pehéteg pe sarolaner oe apovpaiovg kot KovvéALD OV SOMIGTOONKAY TEPATOYEVETIKES
emdphoeLs.

XPNGUOTOWOTE TO TPOTOV LOVO GUUPMOVOL LLE TNV EKTIUNGT 0PELOVS/KIVOHVOL amtd Tov vtevduvo
KTNviatpo.

4.8 AlMniemopacsis pe GALO QUPRUKEVTIKA TPOIOVTA KO AAAEG nopPEg arlAnAienmidpacng
Koatd m dudpxeta kAvikng dokipng mediov, dev mapatnprinkay oAANAETOPAcES LETAED 0VTOV TOV
KTNVIOTPIKOD OPUAKOD KOl T®V GLVAB®S YPNCILOTOIOVUEVAOV KTIVIATPIKAOV QOPUAKEVTIKOV
TPOTIOVTMV.

4.9 Aocoloyio kou TPpOTOS YOPNYNONG

Eniyvon og onueio (Spot-on).

To Stronghold Plus 6o mpémet va yopnysiton mg epdmal eniyvon o€ onpeio (Tomkn popuoyn),

oOuPOVa LE TOV akOAovbo Tivaka (Tov avtioTtotyel 6to eldytoto tov 6 mg/kg selamectin kot 1 mg/kg
sarolaner).

Yopatiko | Hepreyopevo IMePekTIKOTNTO KO 0PLONOS TOV TITETAOV Y10 Y0P yNon
Bapog mALTOg Stronghold Plus Stronghold Plus Stronghold Plus
yarog (ml) 15 mg/2.5 mg 30 mg/5 mg 60 mg/10 mg
(kg) (kiTpvo Komdxy) (ropToKuAl KOTAKL) (mpaoIvo KomdKy)
<2.5 0.25 1

>2.5-5 0.5 1

>5-10 1 1
>10 KatdAiniog cuvdvoopoc mnetdv

Tpomoc Kol 060 YOPNYNGNC

Epopuoletor tomukd oto 6€ppa, otny PAcn Tov TPaYA0D UTPOcTA amd T ®ponAdtes. H miméta O
npEneL va, aparpedel 0md TNV TPOCTATEVTIKY] GUCKEVAGIN AUECMG TPLV TN XOPNYNOT.

Kpatovtag tnv mméta katokopuea, TEcTe oTafepd TO KOTAKL Y10l VO, GTIUCEL
1N oEPAYida TOV ATAIKATEP, OTI GUVEXELD, OPOLPESTE TO KOTOKL..

Xwpiote 10 Tpiyoua 6T fdon Tov avyéve TG YAToS, UTPOGTE 0md TIg
OUOTAATEG, LEXPL VO ELPAVIOTEL [0l LKPY] ETLPAVELD TOV SEPHLOTOC.
Epoppoote 1o dkpo g mmétag ansvbeiog 610 dEpua, yopic pacdl.




ITiéote v muéta otabepd 3-4 opég Yia va 0dEIICEL TO TEPLEXOLEVO OE £Val
onueio. Amo@iyete TNV eman HeTa&d Tov TPOIOVTOG Kot TV SayTOAMY Gag.

IMopodikég aebntikéc emdpAcElS UTOPEL VO ELPAVIGTOVY GTO GNUEID EQUPLOYNG, OTMG 1) TPOCOPIVA
GLYKOAANGN 1 ovOPO®OT TOV TPYDUATOS, MTOPOTNTA 1) AEVKE ENPA VITOAEIULOTA, O1 0TT0iEg GLVIOME
VIOY®POVV UEGO O€ 24 DPEG LUETA TNV EQUPLOYT TOV TPOiOVTOG. Ot EMOPAcELS aVTEG deV emnpedovy
TNV 0GQAAELD 1] TIV OTOTEAEGUATIKOTITO, TOV KTIVIOTPIKOD QUPUAKEVLTIKOD TPOIOVTOG,.

OePOmTEVTIKO GYNLLOL

YoAlot kot kKpOTwve

Mo Tov BEATIOTO EAEYYO TOV TOPACITOGEDV OO TOV KPOTMOVA Kl TOV YOALO, TO KTNVIATPIKO
QOPUOKEVTIKO TPOTOV Oa TPEMEL va yopnyeiTal 6€ Unviaio SICTHUATO KOl VO GUVEYLGTEL 1] YOP1YNON
KaTd TNV EMOYIKT TEPT0G0 TOL YOALOL 1)/KaL TOV KPOT®VA, U PAOT TIG TOTIKEG EXIONUMOAOYIKES
KOTOOTACELS.

Metd ) xopNynom Tov mpoidvTog, o EVIjAIKOL YOAAOL 6T0 (Mo Bavatmvovtal péca o€ 24 mpec, dev
mapdyovtal Pidciuo avyd Kat ot Tpovoueeg (ov Ppickoviat povo oto mepPdAiov) emiong
Bavotdvovtal. AvTd GTOUOTA TNV AVATOPOY®YN TOV YOAA®V, GTTAEL TOV KOKAO {m1NG TOV YOAL®V Kol
umopei va fondncet otov mepParloviikd ELEYX0 TMV VPIGTAUEV®OV LOADVOE®VY AmO TOVG YOAAOLC, GE
TEPLOYEC OTOL Ta {da, Eyovv TPOSPaoT.

[MpdAnyn g dipoprrapiwong

To wpoidv umopei va, xyopnynOei kad’ dAn ™ dtdpkela TOV YPOVOL 1} TOLAGYLIGTOV UEGH GE £VOL UIVOL
amo Vv Tpdn £kbeon Tov {MOV GE KOLVOLTLO, KoL GTI GLVEYELD KAOE Uiva uExpt T0 TEAOG TNG ETOYXNG
TV Kovvoumidv. H telikn d0om Ba mpémel va yopnyeital péca oe Eva, unva, HETA TV TeEAeVTOia,
éxbeon ota kovvoimia. Edv mapoaieiphei  yoprynon wog 66omg kot extunkuviel to unviaio ypoviko
dloTue Hetald TV d0cEmV, TOTE 1| AUEGT YOPTYNCT TOL TPOIOVTOC KOl 1] GLUVEYLGT) TOV UNVIaiov
TPOYPOAUUATOG XOp1YNoNG o edayiotomomacouvy TV ThavoTnTe, avarnTuéng EVAMKOV LOPPOV TOV
TOPAGITOV.

Kotd v avtikatdotaon GAAOD TpoidvTog Yio TV TPOANYT] TOV SIPOPIAGPI®OV GE VA TPOYPALLLLN
TPOANYNG NS dpoPirapimong, 1| TpdT dOCT TOV TPOidvTog Oa Tpémel va, d0bsi uéoa og Eva, unva
amo TV TEAgvTain 00T TOV KTNVINTPIKO OPUUKEVTIKO TPOTOVTOC TOV AVTIKOTAGTAONKE.

Ogpaneio LOAMVEEDV amd VIHOTMOON KOl 0yKUAOGTOUO.
Mio gpdmag 66om Tov TPoidvTog o Tpémetl va yopnyeital. H avaykn kot 1 cuyvotnTo EXoVIANYNG TG
Oepamneiog, O Tpémel va yivetor cOUPOVA e TN YVOUN TOV 0EPATOVTOC KTNVIATPOUL.

O¢pamneio amd TIC LOONTIKES WEIPES
Mia gpdma 66om Tov TPoidvTOoC ol TPEMEL VAL yopnyEitaL.

Oepameio TNG OTOMKTIKNG WAPOS

Mia gpdma 66om Tov TPoidvTog o Tpémel va yopnyeital. Avalnteiote Tepaltépm KINVIOTPIKN
g&étaon 30 nuépeg peta ™ Oepameia, yio vo TpocdlopIoTEL oV Lo SEVTEPT YOPTYNOT Elvorl
omapoitn.

4.10 Ymepdocoroyia (COUATAOUATA, HETPO. AVTILETAOTICNGS, OVTIOOTH), EAV Eival OTOPAITNTO

KAwvikd, dev mopatnpiOnKoay onUovTIKES avemiBoUNTEC EVEPYELES GE YOTAKLO Omd TNV NAIKIA TV 8
gBoonddwv ota omoin yopnynonKe HEXPL Kot G S PopEG N LEYLGTN CLVICTMUEVT] BEPATELTIKY] OOON
TOV TTPOTOVTOC, £1C KoL Yia 8 cuveydevec Bepaneiec oe dtouoTpaTo TOV 28 NUEPDOV, EKTOC 0md i
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HEROVOUEVT YATO, GTNV om0l dTav YopnynOnke 5 opéc 1 LEYLIOTN GUVIGTAOUEVT dOOT), ELPAVICE
TOPOJIKA, LITEPEVALGONGiL TNV aEN, avdpBwon Tav TprYdV, pudpiaon Kot o Tpdpo. Avtd,
vroydpnoav xwpis Bepansio.

Metd amd tuyaio KOTATOo oG TAPOVS 00GNG TOV TPOTOVTOS, TAPOIIKES YOCTPEVTIEPIKES
STapayéc, OT®S GLlEAOPPOLA, LOANKA KOTPAVA, EUETOC, KOl LELOUEVT] KATOVAAMOT| TPOPNG UTOPEL vaL
ouppodv, wotdco avtd Ba Tpénet va emAvBovv ywpig Bepamneia.

411 Xpovog(oy) avopoviig

Agv amotteitot.

5. OAPMAKOAOI'IKEX IAIOTHTEX

DoppokobepamevTikn opddn: AVIITOPAGITIKA TPOIOVTO, EVIOUOKTOVO KOl EVTOLOOTMONTIKA,
LOKPOKVKAIKEG AOKTOVEG, GLVIVAGUOL.
kwdwog ATCvet : QPS54AASS.

51 ®appokodvvepmkés 1010TNTEG

H selamectin givat éva nui-cvvBetikd mapdywyo g opdadag tov afepuektiveov. H selamectin
TOPOAVEL KAU/T] GKOTAOVEL £vaL VPV PAGHO OCTOVOLA®V TOPAGiTOV Tapepfaivovtog otnv
AYOYLOTNTA TOV SIOADY YA®PIOV TOVE, TPOKOAMVTAG SLTOPAYT OTNV PUGLOAOYIKN
vevpodwPifact. Avtd avacTELAEL TNV NAEKTPIKT SPACTNPLOTNTO TOV VEVPIKOV KLTTAP®Y TMV
VIUOTOOMV KoL TOV PUTKOV KUTTAP®V TV apBponddmv, e amoTéAecpa TV Tapdivon 1/Kot Tov
6avatd Toug.

H cehapextivn £yl evAkokTOvo, @OKTOVO KOl TPOVUUPOKTOVO dpdion Evavtt TV YOAA®V. g ek
TOVTOV, OTAEL AMOTEAEGLOTIKG TOV KOKAO {oNG TV YOA®V oKOTOVOoVTag eViAMKeES (entl Tov {MOov),
TPOLAUPAVOVTOG TNV EKKOAAYT TOV VYDV (emtl Tov (DO Kol 6TO TEPIPAALOV TOV) KO GKOTMVOVTOG
T1G TPOVOUQES (LOvo oto TtepiPaiiov). Ta voleippata and To Kotowkidln ta oroia gival VIO aywy”
e tn selamectin, ckot®VoOLV T AVYE TOV YOAA®V KoL TOV TPOVOLPDY TOV OEV EIYOV TPONYOLUEV®G
extebel otn selamectin kot emopévmg avtd propet va Pondd otov meptParloviikd Eleyyo TV
VQIOTAUEVOV HOADVOE®V amd TOVG YOALOLGS, G TePLoyES Omov ta. {da Exovv npdoPaon. H selamectin
giva dpaotikn Evavtt Tov evilikev yoilwov (Ctenocephalides spp.), kabdg Kot EvavTt Tov akapemv
(Otodectes cynotis), tov yeipav (Felicola subrostratus) kat tmv yaoTpeVIEPIKGOY VUAT®IDV
(Toxocara cati, Ancylostoma tubaeforme). "Eyet eniong anodeiyfei dpaotnprotnta Katd tmv
TPOVLUPGDV TV dtpoPildpimv (D. immitis).

IMa toug yoAlovg, ) Evapén g amotedecpatikdTnTag EEKva péca o€ 24 dpeg LETA TNV EQAPUOYN
TOV TPOTOVTOG KOl SlapKel 5 efSopAdEC.

H ovoia Sarolaner givot axapeokTdVOg Kol EVIOLOKTOVOS KOl AVIIKEL GTNV 01KOYEVELD TG iS0Xazoline.
O apy1Kdg 6TOY0G TNG dPACTC TNG 0LGING sarolaner GTo EVTONO KO GTO AKAPED EIVOL O AEITOVPYIKOG
ATOKAEIGHOG T®V GUVIESEUEVOV TVADTAOV OlOA®V YAwpiov (GABA-vmodoyeig Kot yAovtapvikol
vrodoyeic). H ovsia Sarolaner pmhoxdpet tovg GABA kot yAovtapukobg muAmTong StadAovg yAmpiov
OTO KEVIPIKO VEVPIKO GUOTNUA TOV EVIOU®MV KOl T®V 0Kapewv. H dtokon| autdv TV vtodoyémv and
v ovcia sarolaner, TpoiapuPavel Tnv TpdGANYM 1OVIGV YAwpiov amd toug GABA katl yAOLTOUIKODS
TLAWDTOVG JIVAOVG 1OVIMV, LE ATOTEAEGHA TNV aENUEVT d1€yEPOT) TV VELP®V Kat TO BAvaTto Tov
napdottov-otoyov. H ovoia sarolaner mopovoidlel vynmAotepn AELTOVPYIKT OTOTELEGULOTIKOTITO GTOV
ATOKAEIGUO TV VTOSOYEDV TOV EVIOUMV/AKAPEDV, GE GUYKPLION UE TOVG LITOSOYEIG TV ONANCTIKOV.
H ovcia sarolaner 6gv avtidpd pe yvmotéc BE6e1c SEGUEVONG TG VIKOTIVIG TOV EVIOUOKTOV®V 1)
arov GABA-gpyikdv eviopoktovev, 0nmg To neonicotinoids, fiproles, milbemycins, avermectins,
and cyclodienes. H ovcia sarolaner givat dpactikn évavtt tov evniikov yoilov (Ctenocephalides



spp.) kabmg emiong Kot dapdpmv 1860V kpotdvev dnmg To. Dermacentor reticulatus, Ixodes
hexagonus, Ixodes ricinus, xat Rhipicephalus sanguineus.

I tovg kpdTwveg (1 ricinus), n évoapén g anotelecpatikdmtog EeKva péca og 24 dpeG PETA TV
EQOPLOYY TOV TPOTOVTOG KOl SlopKeL Eval pival.

5.2 ®appoxokivnTikd cTolyEia

Metd and tomkn xopnynon tov Stronghold Plus, 1660 1 ovoia selamectin 6o kot 1 sarolaner
amoppoPavToL Kadd, ne péoeg Tinég Prodrobecipotnrag 40.5% war 57.9% avrictoyo kot StovEpovron
OLOTNKA. XTIG YATESG, TOGO0 1| ovcia Selamectin 660 kot 1 sarolaner, awotelovV yapnAng kGOopong
ovcieg pe peydieg Tipég xpovov nuicelag Cong, 12.5 nuépeg kot 41.5 nuépeg avrtiotoya, petd and
TOTIKN XOPNYNON.

11 yarteg, 1 KOpla 000G omEkKpiong thg selamectin givat ta kdmpova ko 1 mietoymeia givor n
untpikn ovoio. H tavtoroinon towv petaforitdv g selamectin ota kompava, £6€1&e 0L N
petafolikr kdOapon cvpuPaidel emiong oty anékkpion. H kbpia 086¢ anékkpiong e ovsiog
sarolaner givai 1 amoPoAn He Ta YoANQOpa TNG UNTPIKNG sarolaner, [LE TN GLVEIGPOPA TNG LETAPOAMKNG
KkéBaponc.

6. DOAPMAKEYTIKA XTOIXEIA
6.1 Katahloyog ekdéymv

Butylated hydroxytoluene
Dipropyleneglycol monomethyl ether
Isopropyl alcohol

6.2 AovpPatoéTnTeg

Agv givon yvoot kopia.

6.3 Awdpkera Cong

Augpxetra (NG TOL KTNVIATPIKOD QOPLOKEVTIKOD TPOIOVTOG COLPMVA [LE T GUCKEVAGTN TOANONG:
30 pnvec.

6.4 Iowitepeg mpo@uvraéers katd T @OLAEN TOV TPOIOVTOG

dvidooete ot Beppoxpacio pikpodtepn twv 30 °C.
Mnv agaipeite v muméta and v Koyén (blister) puéypt va ypnoyomroindei 1o Tpoidv.

6.5 ®@von km cHVOEST TG GTOLYELMIOVS GVCKEVUGIUG

Hudwopovn amd moAvmpomurévio coAnvapla (Tméteg) piog 60616, CUGKEVAGUEVO, LEHOVOUEVO GE
koyéreg (blisters) aiovpviov kot aiovpviov/PVC.

Ta KaTAKIO TOV TIMETOV EXOVV TNV 0KOAOLOT YPOUATIKT KOJIKOTOINoT:

IMréteg Tov 0.25 ml tov mpoidvtog pe Kitpva kamdkia Tov Tepieyovy 15 mg selamectin kot 2.5 mg
sarolaner

IMréteg Tov 0.5 ml tov Tpoidvtog pe moptokaAl kamdkia wov weptéyovv 30 mg selamectin kot 5 mg
sarolaner

ITéteg Tov 1 Ml Tov mpoidvtog pe Tpdovo kamdkie mov meptéyovyv 60 mg selamectin kot 10 mg
sarolaner



To pappakevtiKd mpoidv dlatifetal 6e GLOKELOGIES TOV TPLUOV MTETOV (OAa TO pLey€On mmétag) Kot
v &L mneTdv (0ho Ta pueyédn mmétag) tomofetnuéveg oe YAPTIVA KOVTLA.
Mmropei va unv kukAo@opodv OAEG 01 GLGKEVAGIES.

6.6 Edikéc mpopulaters amoppryng £vog ypnonomo0EvTog KTNVIHTPIKOD QUPROKEVTIKOD
TPOIOVTOG 1] GAA®V VAKOV TOV TPOEPYOVTOL U0 T1] YP1)C1] TOV TPOIGVTOS, AV VTLAPYOLY

Ka6e pn ypnoomomBév kmviatptkd QoppokeuTikd Tpoidv 1 pn xpnopomombévia vroreippatd tov
TPENEL VO, ATOPPITTOVTIOL COUPOVO, LLE TIG IOYVOVOES EBVIKEG AMOTNGEL.

To Stronghold Plus dev mpénet va e16€pyetar 6Tov vVOPoPOPO opilovta kKabd avTd gVvOE ETAL VAL Elvar
emkivouvo yia tovg 1yBeig Kot dArlovg vOpOPLovg opyavicpovs. Ot Adel0L TEPLEKTES Kot TUYOV
vroieippata, Oa Tpénel va anoppintovror pall pe To oKk amoppippoTa yio vo omoeevyet mbavn
HOALVGT TV VIATIVOV PEVUATOV.

7. KATOXOZX AAEIAX KYKAO®OPIAX

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve

BEATTO

8. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/2/16/204/001-006

9. HMEPOMHNIA ITPQTHX ETKPIXHX/ANANEQYXHY THX AAEIAX

Hupepounvia 1™ éykpiong: {HH/MM/EEEE}

10. HMEPOMHNIA ANAGEQPHEHE TOY KEIMENOY
{MM/EEEE}

Aentopepeic MANPoEOpies Yo TO €V AOY® KTNVIATPIKO POPUOKEVTIKO TPoidV dtoTifevtan oTov
dkrvoko tomo tov Evponaikod Opyavicpod ®appdkmv hitp://www.ema.europa.eu/.

AITATOPEYXH NQAHXHX, AITAOEXHY KAI/H XPHXHX

Agv 1oy0el


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

ITAPAPTHMA 11
A. MHAPATQT'OX YIHEYOYNOX I'TA THN AITOAEXMEYXH TQN ITAPTIAQN
B. OPOI H NIEPIOPIXMOI ITIOY A®OPOYN TH ATAGEXH KAI TH XPHXH

I. ENAEIZH TQN ANQTATOQN OPIQN KATAAOIIIQN (AOK)
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A. IAPATQI'OX YIIEYOYNOZX I'TA THN AHOAEEMEYXH TQN ITAPTIAQN

‘Ovopa kot d1evfuvon tov mopay®yov(wv) Tov gival vTenduvog(ot) yio TNV aTodECUELCT TV
ToPTIdV

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEATTO

B. OPOI H IIEPIOPIXMOI THX AAEIAY KYKAO®OPIAL, IOY A®OPOYN TH
ATAOEXH KAI TH XPHXH

Noa yopnyeitat HOVOV e KTNVIOTPIKT GUVTAYY.

I'' ENAEIEH TQN ANQTATQN OPIQN KATAAOIIIQN (AOK)

Agv amatrtouvTat.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXEQX

12



A. EIIIXHMANXH
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IIAHPO®OPIEX I1OY IIPEIIEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

XdapTivo kovti

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Stronghold Plus 15 mg/2.5 mg diéAvpa exiyvong oe onueio yia yateg <2.5 kg
Stronghold Plus 30 mg/5 mg dwéAvpa exiyvong e onueio yio yateg >2.5-5 kg
Stronghold Plus 60 mg/10 mg didlvpa exiyvong oe onueio ya yateg >5-10 kg

selamectin/sarolaner

2. YYNGOEXH XE APAYXTIKO KAI AAAA ZYXTATIKA

15 mg selamectin/2.5 mg sarolaner
30 mg selamectin/5 mg sarolaner
60 mg selamectin/10 mg sarolaner

3. OAPMAKOTEXNIKH MOP®H

Awdvpa yuo eniyvon oe onueio.

4. YYXKEYAXIA

3 Zoinvapla
6 XoAnvapia

0.25 ml
0.5 ml
1ml

5.  EIAOX(H) ZQOY(QN)

Térreg

| 6. ENAEIZH(EIX)

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Eniyvon oe onpeio.
Awpaote T0 GUALO 0OMNYLDOV YPNONG, TPV ATO T YPTON.

14



| 8. XPONOX ANAMONHX

‘ 9. EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

Awfdote T0 UALO 0OMYLDV YPNCEDS, TPV OO TH XP1 oM.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pnvag/étog}

‘ 11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooete ot Beppoxpacia pikpdtepn twv 30 °C.
Mnv agaipeite 1o coinvaplo and to blister péypt tn ypron Tov TPoidvTog.

12.  EIAIKEX IPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHGENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITO TO ITPOION,AN YITAPXOYN

Andépprym: defdote 10 GUALO 0O YLDV YPONG.

13.  OI AEEEIX «<AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
MEPIOPIEMOI ITOY IZXYOYN ZXETIKA ME TH AIAGEXH KAI TH XPHZH, av
VTAPYOVY

ATOKAEIOTIKA Y10 KTVIOTPIKT YPNOoN - VO S1oTifeTon HOVOV e KTNVIATPIKT cuvVTayn.

14. OI AEEEIX «NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEITIOYN KAI AEN
ITPOXEITIZOYN TA ITAIAIA»

Na purdococetor g B¢om, v omoia dev PAETOVV Ko dev Tpoceyyilovy ta Tandid.

15. ONOMA KAI AIEYOYNXH TOY KATOXOQY THX AAEIAYX KYKAO®OPIAX

Zoetis Belgium SA
Rue Laid Burniat 1

15



1348 Louvain-la-Neuve
BEAT'IO

16. APIOMOX(OI) AAEIAX KYKAO®OPIAX

EU/2/16/204/001 (3 X 0.25 ml)
EU/2/16/204/002 (6 x 0.25 ml)
EU/2/16/204/003 (3 x 0.5 ml)
EU/2/16/204/004 (6 x 0.5 ml)
EU/2/16/204/005 (3 x 1 ml)
EU/2/16/204/006 (6 x 1 ml)

17. APIOMOX ITAPTIAAX ITAPAT'QI'HX

[aprtida {ap1Opog}

16



EAAXIZTEX ITAHPO®OPIEX [TOY ITPENEI NA ANATPA®ONTAI ETIE KYWEAEX
(BLISTERS

KYYEAH (BLISTER)

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Stronghold Plus didAvpa yio eniyvon og onpeio yio yateg
Stronghold Plus didAvpa yio eniyvon og onueio yio yateg
Stronghold Plus didAvpa yio eniyvon og onueio yio yateg

( <2.5kg >25-5kg >5-10kg

selamectin/sarolaner

2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Zoetis Belgium SA

3. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

0.25 ml
0.5 ml
1mil

| 4. APIOMOX MAPTIAOX

Lot {op1Ouoc}

‘ 5. HMEPOMHNIA AHEHX

EXP {uvag/étoc}

‘ 6. OI AEEEIX «<AITIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y100 KTVIOTPIKNY PN o).

17



EAAXIXTEX HAHPO®OPIEX ITIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

IHIIETEX

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Stronghold Plus <2.5 kg
Stronghold Plus >2.5-5 kg
Stronghold Plus >5-10 kg

2. INEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

0.25 ml
0.5 ml
1ml

| 3. OAOX(OI) XOPHTHEZHX

&

| 4. XPONOX ANAMONHEX

| 5. APIOMOX IIAPTIAAYL

Lot {apOuoc}

‘ 6. HMEPOMHNIA AHEHX

EXP {uvag/étoc}
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B. ?YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'TQN XPHXHX I'TA:
Stronghold Plus 15 mg/2.5 mg dwéAvpa yie exiyven o onpeio yo yareg <2.5 Kg.
Stronghold Plus 30 mg/5 mg wéAvpa yre exiyven o onpeio ywo yareg >2.5-5 kg.
Stronghold Plus 60 mg/10 mg dwarvpa ywa exiyvon o€ onpeio yw yares >5-10 kg.

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAX ITAPAT'QI'HX I1IOY EINAI YIIEY®OYNOZX I'TA THN

AITIOAEEMEYXH ITAPTIAQN XTON EOX, E@OXON EINAI AIA®OPETIKOI

Kdatoyoc e ddsioc KukAo@opiog Kol Topoy®yoc vrevbuvoc yia tnv ameAevfipmon TV TopTidmV:

Zoetis Belgium SA

Rue Laid Burniat 1,

1348 Louvain-la-Neuve

BEATIO

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
Stronghold Plus 15 mg/2.5 mg diéAvpa yio eniyvon o€ onpeio yio yareg <2.5 Kg.
Stronghold Plus 30 mg/5 mg diéAvpa yio eniyvon o€ onpeio yuo yareg >2.5-5 kg.
Stronghold Plus 60 mg/10 mg didlvpa yio exiyvon og onueio yio yateg >5-10 Kg.

selamectin/sarolaner

3. YXYNOEXH XE APAXTIKO(A) XYETATIKO(A) KAI AAAEX OYXIEX
Kabe povada d6omg (muméta) mepiéyet:

ApOOTIKG GVOTATIKA:

Stronghold Plus didlopa yioo | Tepieydpevo mmétag | selamectin (mg) sarolaner (mg)
eniyvon o€ onpeio (ml)

I'dreg <2.5 kg 0.25 15 25

I'dreg >2.5-5 kg 0.5 30 5

Idreg >5-10 kg 1 60 10
"Exooya:

0.2 mg/ml butylated hydroxytoluene
AldAopo yo eniyvon og onpeio.
Awwyég, dypopo mg Kitptvo S1dAva.
4, ENAEIZH(EIYX)

IMa yatec pe N o€ kivouvo amod, WKTEG TOPAGITOGELS ATd KPOTMVES Kol YOAAOVG, YEIPES, OKAPEQ,
YOOTPEVTIEPIKE VUOT®ON 1| Stpo@IAGples. To KTNVINTPIKO QOPUAKEVTIKO TPOTOV EVOEikvLTOL
OTOKAEIGTIKA OTOV OOUTEITOL TAVTOYPOVA 1 YPNOT KOTE TWV KPOTOV®VY Kot KATA VO 1
TEPLGGOTEP®V A0 TO GAAN TOPAGITA-GTOYOVC.

Extonapdaoira:

- To ) Bgpameio ko TpoOANYN TG Tapacitwong and yorhovg (Ctenocephalides spp.). To

KTNVIOTPIKO PUPLOKEVTIKO TPOTOV EYEL AUEST] KO ELLEVOVCA, Bavatnedpo dpdon EvavTl vEmV
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TOPAGITOCEMV A0 YOALOVG, Yo 5 efdopdades. To Tpoldv GKOTOVEL TOLG EVIAIKOVS YOAAOVLG
TPV YEVVNOGOLV aVY4, Yia 5 gfdopdadec. Mécm g @oKTdVOL Kot TPOVLUEOKTOVOL dpaons, TO
€V AOY® KINVIOTPIKO QopHOKeEVTIKO Tpoidv pumopei va fonbnocetl otov mepiPailoviikd Ereyyo
TOV VPIGTAUEVOV HOADVGEWDY amd YOAAOVS, 6 TEPLOYES dmov T (da Exovv TpocPao.

- To wpoidv propet va ypnotponombBel og pépog g otpatnyikng Bepaneiog yio tnv
OVTILETOMION TNG AALEPYIKNG amd YOuAAovg depuatitidag (AYA).

- Bepoancio TOV TAPACITOGE®V 0O KPOT®VES. To KTNvViaTpkd QaproKELTIKO TPOTOV £XEL AEON

KOl ELPEVOVGO. OKOPEOKTOVO dpdom yia S efdopddeg katd tmv Ixodes ricinus kot Ixodes
hexagonus ko 4 edopddeg katd twv Dermacentor reticulatus and Rhipicephalus sanguineus.

- Ogpomeio Tng mtodnkTikng yopag (Otodectes cynotis).
- Ogpomeio TV mapacrtd@cemy and poontikés yeipeg (Felicola subrostratus).

- O kpétveg Tpémel va EpBovv o emapn pe Tov EEVIOTY| Kot Vo EEKIVIIGOVY TO YELLLA TOVG
TPoKEWEVOL va ekteBovv oty ovcia sarolaner.

Nnpotoon:

- Ogpomeio TV evidikov vnuotmdmv (Toxocara cati) Kot EVAMK®OV EVIEPIKOV 0yKLAOGTOU®V
(Ancylostoma tubaeforme).

- [TpdAnyn g dpograpinong mov mpokaieitat ard To Dirofilaria immitis, pe pnviaia
xopiynon.

5. ANTENAEIZEIX

Noa pnv xpnoHonoleitol og TEPITTOOT VIEPEVAIGONGING 6TA SPUCTIKA GVCTOTIKA 1| GE KATO0 Omd Ta
£KO0Y0L.

Na pnv xpnoiponoleitol og YITeG ToL TAGYKOLV TAVTOYPOVA and Kamolo acHéveiln Kobmg Kot
eEacBevnuéveg 1 eMmofopeic (oyetikd pe to péyebog kan tnv niuwior).

6. ANEINNIOYMHTEX ENEPI'EIEX

H ypfion tov KTnviatpikol QoproKELTIKOD TPOTOVTOG UITOPEL VO 001 YNIGEL GE NTLO KOl TOPOITKO
KVNopuo oty meployn epaproyns. Oyt cuyvd, &xovv mapatnpndeil Nma Eog pétpla olmnexio 6To
onueio epapuoync, epuinpa Kot EKpon olEAOL amd To GTOUOL.

H ocvyvomrta tov avembBountov evepyeiomv kabopiletor og akorovbwg:

- TOAD ovyvn (meprocotepo and 1 ota 10 {da mapovcialovy avemBOunteg vEPyELEg KATA T
dudpkela tng Oepameiog)

- ouyvN (TeplocdTepo amd 1 aArd Aryotepo and 10 {oa ota 100 {oa)

- un ovvnBopévn ((mteprocotepo amd 1 aiid Aryotepo omd 10 (oo ota 1000 {ma)

- onavia (meplocotePo amd 1 aAld Ayotepo and 10 {wa ota 10.000 {da)

- TOA0 omavia (Aydtepo omd 1 ota 10.000 {oa)

Edv mapatnpnoete omoladnmote coPapn 1 GAAN avemBOUNTN EVEPYELD TTOL OEV AVUPEPETAL GTO TOPHV

@OALO 0OMYLOV ¥PONG, TOPAKOAEIGOE VO EVILEPDOETE TYETIKMG TOV KTNVINTPO GO,

7. EIAH ZQOQN
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I'drec.

8. AOXOAOI'IA I'TA KAGE EIAOZ, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Eniyvon o€ onueio (Spot-on).

To Stronghold Plus 8o mpémetl va yopnyeitoan og epdnal eniyvon o onueio (Tomkn epapuoyn),
oLHP®VA LE ToV akOAovBo mivaka (Tov aviietoryel 6to eldyioto Tov 6 mg/kg selamectin kot 1 mg/kg

sarolaner).
YXopatiko | Hepreyopevo IePLeKTIKOTNTO KO 0PLONOS TOV TUTETAOV Y10 10PN yNoN
Bapog mALTog Stronghold Plus Stronghold Plus Stronghold Plus
yarog (ml) 15 mg/2.5 mg 30 mg/5 mg 60 mg/10 mg
(kg) (KiTpvo KomTaKL) (ropTOKOAL KOTAKL) (npaowvo Kamak)
<2.5 0.25 1

>2.5-5 0.5 1

>5-10 1 1
>10 KatdAiniog cuvdvoopdc mmetdv

YOrAhol KO KPOTOVES

I'a Tov BEATIOT0 £AEYY0 TOV TAPACITAOGEDV OO KPOTMVES KOl YOAAOVG, TO KTNVINTPLKO
QOPUAKEVTIKO TPOTOV Ba TPémeL va yopnyeital oe unviaio SIOCTHLATO KOl VO GUVEYLGTEL 1] XOP1YNoN
KATO TNV EMOYIKY] TEPTI0G0 TOV YOAAWDV 1/KOL TOV KPOTOVAV, e BACT TIG TOTIKES EMLONUMOAOYIKEG
KOTAGTACELS.

Metd ™ op1ynon Tov TPoidvog, ol EVALKol yHAAoL 6To (Mo Bavatmdvovtor péoa og 12-24 mpeg,
dev Topayovtol fudcipa owyd Kot ot TpovOpees (Tov Bpickovtar povo oto mepidiiov) emiong
Bavotdvovtal. AvTd GTOHOTA TNV AVATOPAY®YT TOV YOAA®V, 6Tdel TOV KOKAO {ONg ToV YOAL®V Kot
uropei va fondnoet otov mepPailoviikd ELEYY0 T®V VEIOTAUEVOV HOADVGE®V OO TOVG YOAAOVG, O
TEPLOYES OOV Ta {ha Eyovv TPOSPaoT).

Hpéinyn g dporiapimong

To npoidv pmopet va xopnynOel kb’ 6An ) drdpkela Tov ¥POVOL 1| TOLAGYIGTOV LEGA GE £VOL UV
amo TV TpdT £kBeom Tov MOV GE KOLVOLTLX Kol TN GLVEXELD KAOE Pva LEYPL TO TEAOG TNG EMOYNG
TV Kovvoummv. H telikn| d0om Ba mpémel va yopnyeitor péco og Eva pnva, HETA TNV TEAELTAIN
éxBeon ota kovvoomia. Edv mapoieipOei  xoprynon wog d6omng kot emunikoviel to punviaio xpoviko
duonua peta&d Tev d00EmV, TOTE 1) AULEST YOPTYNOT TOL TPOIOVTOG KoL 1) GLUVEYLCT) TOV PUNVIioV
TPOYPAUUATOG YOp1YNoNS Ba eAayiotomomaoouvy TV TBavoTTe OVATTLENG EVAMKOV LOPPDV TOV
TOPAGITOV.

Kot v aviikatdotoon GAAov TpoidvTog yio TV TPOANYT TV SIPOPIAGPL®V GE VO TPOYPOALLLLN
TPOANYNG NS dpoPrrapimong, 1 TPATN dOCT Tov TPoidvTog Oa Tpémet va, d0bei péca oe Eva pnva
amo TNV TEAELTAL0 OO TOL KTNVINTPIKO PUPUOKEVTIKO TPOIOVTOG TOV OVTIKOTOCTAONKE.

Ogpameio pOAOVEEMVY U0 VIIHATOO KO AYKVAOGTORO
Mia gpdmag 66om Tov Tpoidvtog Ba Tpémet va yopnyeitar. H avaykn kot  cuyvotnto eXoviAnyng e

Oepaneiog, O Tpémel va yivetor cOUPOVA [E TN YVOUT TOV OgpAmTOVTOg KTVIATPOUL.

Ozpaneia amd TIG pOoNTIKES Yeipeg
Mia gpdmag 660m Tov TPOoidVTOC ol TPEMEL VO yopnyeitat.

Ogpameia TNG OTOINKTIKNG YOPUSG
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Mia gpdmag 6601 10V TPOidVTOG B0 TpEMEL vau yopyeitat. Avalnteiote TEPUITEP® KTIVIOTPIKY
eEétaon 30 nuépeg puetd ) Bepaneia, yio vo Tpocdlopilotel av pia dgvuTepn Yoprynon ivat
amopaitnT.

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

AVTO TO KTNVIATPIKO PUPUOKEVLTIKO TTPoidv mpoopiletal LOVO Y10 EPOPLOYT GTNV EMPAVELL TOV
dépuatoc. Na pnv yoprnyeitat amd to 6TOHa 1] TOPEVTEPIKAL.

Na pnv yopnyeiton 6tav to piympe tov {dov givor vypo.

I'a ) Bepameio TG ®TOONKTIKNG Whpag, dev Tpémetl va epopuoletar Katevheioy 6GTOV 0KOVGTIKO
opo.

Etlvot onpavtikd to mpoidv va yopnyeitar cOUQva. e Tig 0dnyies xpnomns, TPOKEEVOL Va. omoTpamnel
to {do omd ™ Ay 1 ™ Aei€n tov pappdkov. Edv cupfel onpovtikng mtocodTntag Anymn tov
QOPHAKOV, puropel va Tapatnpndodv Topodikés YaoTpeVTEPIKES O10TAPUYES, OTWG GLEAOPPOLA, ELETOC,
HoAokd KOTpava 1 Letwpévn TPOSANYT TPOPNS Kot Bl TPEMEL KAVOVIKA VO DTTOYWPNCOVY YMPIG
Bepamneia.

Epopuoletor tomukd oto 6€ppa, otnv BAcn Tov TpayAoL UTpootd amod Tig wpomidtes. H muméta Oa
pémel vo apoipedel amd TV TPOSTATEVTIKY) CLCKELOGIO APECOS TTPLV T1| YOPTYNOT).

Kpatdhvrag v muméta kataxdpueo, miecte otadepd 1o KamdKt Yo vo. GTAcEL
1N oEPayida TOV ATAIKATEP, OTI GLVEXELD, APOLIPESTE TO KOTAKL..

Xwpiote 10 Tpiyopa o1 Pdor Tov avuyéva TG YOTOS, UTPOCTE omd TIg
OUOTAATEG, UEXPL VO ELPOAVIOTEL [0l LKPY| ETLPAVELD TOV JEPHOTOG.
Epopuoote 1o dkpo g mmétag ansvbeiog 610 déppa, yopic pacdd.

[Miéote v mméra otabepd 3-4 EOpEC Yo va 0dEIAGEL TO TEPIEYOUEVO GE EVal
onueio. Amo@iHyete TV ema®n LETAED TOV TPOIOVTOC KOl TV S0 TOAWDV GOC.

IMopodikég aobntiéc emdpAcEIS UTOPEL VO ELPAVIGTOVV GTO GNUEID EPUPLOYNS, OTMG 1] TPOCSWOPIVY|
GLYKOAANGN 1 ovOPO®ON TOL TPYDUOTOG, MTAPOTNTA 1) AEVKA ENPA VIOAEIUOTO, 01 0TT0ieg GVVHOW®S
VIOY®POVV UEGOH OE 24 DPEG PETA TNV EPOPLOYT TOV TPOidVTOG. Ot EMOPAcELS aVTEG dev ennpedovv
TNV OGQAAELD 1 TNV OTOTEAEGHOTIKOTITO TOV KTIVIOTPIKOD PUPHOKEVTIKOV TPOTIOVTOG,.

10. XPONOX ANAMONHZX

Agv amotteiton.

23



11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdcoetot g Béom, v omoia dev PAETOVV Ko dgv Tpoceyyilovv Ta Toudid.

duvrdooete o€ Beppokpacio pukpodtepn Tov 30 °C.

Mnv agaipeite v muéta and v Koyén (blister) puéypt va xpnopomombei to mpoiov.

Na pn ypnotponoleitol avtd To KINVINTPLIKO QOPUOKEVTIKO TPoidv Hetd and v nuepounvia ANéng
nov avaypdeetot oto blister petd to EXP.

12.  EIAIKH(EX) TIPOEIAOIIOIHXH(EIX)

Edw) mposdomomoels yio kébe €d0¢ o10)0C:

H yprion avtod Tov KINVINTPIKod PopUakeLTIKOD TPOIOVTOG EVIEIKVLTAL Yl YOTEG NAIKiNG
TovAdyotov 8 efdopddwv Kat Bapovg TovAdyiotov 1.25 kg copotikod Bapovg.

O kpoTveg ypetdleTar va EEKIVIIGOVV TO YEDUO TOVS TAV® GTOV EEVIOTN Y1a Vo eKTEBOVV TNV ovGia
sarolaner. Q¢ €K TOVTOV, 1] HETAOOCT LOAVGUATIKMOV KPOTMVOYEVAOV a.oOEVELDV, OV UTOPEL Vo
amokAglotel.

Ta (oo oto omoia £xet yivel Bepameia, va puAdccovToL pHoKpld ond eotieg POTIAG 1) GAAES TNYES
avaeieng yio TovAdyiotov 30 Aemtd 1 LEYXPL VO GTEYVAOGEL TO TPTYWOUE TOVG.

Yuviotdrtol, GOUEOVA LE TNV 0pON KTNVIATPIKY TPAKTIKT, OAo To {da NAkiag and 6 unvodv Kot Gveo
ov {ouV € TEPLOYES OTOL VTLAPYEL O EEVIGTNG, VAL EAEYYOVTAL Y10 VITAPYOVT O AolUwEN arnd
Spoprrapimon Tpv amd TV Evopén TPOANTTIKNG ¥PNONG LE TO KTNVIATPIKO POPUAKEVTIKO TPOTOV.

AVTO TO KTNVIOTPIKO PAPLUOKEVTIKO TPOTIOV SV EIVOIL OTOTEAEGLOTIKO KOTh TV eviihikov D. immitis.
H yopnynon oe {da pe Aoipwén amd evilikeg dSipoiiapies, dev é0ece Béparta acpareiog.

[oapoTt dev vodetkvbovTal cuVNO®G, Ta SLVNTIKE 0PEAT ATd TNV SlEVEPYELD TEPLOITKADV SOKIUDV Y10l
AolpmEn amd S1poPIAapleg OE LEUOVOUEVESG TEPTMOGELS, Ba Tpémet va eEetdlovTot amd tov veHBvvo
KTnviatpo.

Idwitepec mpo@uAdéeic mov mpémet va AauBdvovtal ard To ATOUO TOL YOPNYEL TO KTNVIATPKO
oopurakeutikd Tpoidv og Lo

To wpoidv eivan emPrafég petd amd Kotdnoon. Kpatote 1o mpoidv otnv apyiki Tov GLGKELOGIN
UEYPL TN XPNOT|, TPOKELUEVOL VO, AOTPOTEL 1| dpeon mpdcPacn og avtd and Ta Tadid. Ot
YPTCLOTOUNEVES TTETEG B0l TPETEL VAL OOPPITTOVTOL OUECHC. LE TEPIMTMOT] TOV KATA AdB0g
vrap&et Katdmoon, va avoaintioete apuécmg 1oTpikn fondela kKot vo emideifete 6ToV 1Tpd TO
€0ADKAEIGTO POALO 0ONYIDV XPIOEMG 1 TNV ETIKETO, TOV QPOPLOKEVTIKOD TPOIOVTOG.

To wpoidv avtd evoEyeTar Vo TPOKAAEGEL EPEDIGUO OTA PATLOL ATOPOYETE TNV ETOPT LE TO UATIO,
GUUTEPTAOUPAVOUEVTG KOL TNG ETOPNC TOV XEPLDOV UE T HATIO. ATOPOYETE TNV GUECT) ETAPT LLE TO
{do oto omoio &xet yivel Oepameia, pEYPL va oTEYVMOGEL 1) eMPAveLn epappoyns. [TAdvete ta xépla Gog
petd and Kabe ypron ko Eemlovete apécmg TuXOV VITOAEIpOTA PapudKov, To onoia Exovv Epbel og
EMOEN UE TO OEPLLO, LE CATOVVL KOl VEPO. Xg TepinTon Tuyaiog £kBeong Tov patidv, Semivvete Ta
pértio apéomc pe vepd kot {ntnote wtpikn| fondeia. Atopo pe evaicOnto dépua N Yveot oAiepyio
0€ KTNVIOTPIKA GAPHOKE 0VTOD TOL €i00vg, Ba mpémet va xelpilovTial To KTNVINTPIKO (op LOKEVTIKO
TPOIOV LLE TPOGOYN.

Ta mondid dev emttpéneton vo mailovv pe Tic Vo Bepameio yaTec Yo 4 dpeg LeTd T OBepaneia.

Yvviotdrol 1 Oepaneio Tov (Oov To Bpadv. Tnv nuépa g Bepaneiag, To {da Tov £xovv vroPAnOsel
o€ Oepameia, 6gv o TPEMEL VAL KOLLOVVTOL GTO 1010 KPERATL [LE TOVG OIOKTNTEG, 13104TEPO LE TO TTOUOLA.
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To mpoidv eivar eEarpetid evpAekto. Na dwatnpeital pokpld amd mnyég Bepuodtntog, omvonpeg,
youvr] eAOYa 1 GAAeg TNYEG avapAEENG.

Eyxvpoovvn kot yolovyio:

H aocodieto Tov KTvVaTpkoy QaploKeLTIKOV TPoiovtog dev £xel omodetyel katd T ddpKela TG
KOMoNG Kot TG yorovyiog 1 o€ (da mov mpoopilovtar yio avamapaywyr. Qotdco, | selamectin
Bewpeitarl acPaAg yia xprion o€ YATESG avamapay®yngs, £ykves kot Onidlovoes. Evod n acedieia g
ovoiag sarolaner dev €xet a&loloyn0ei og yateg avamapay®ync, £ykveg 1 OnAalovoes, amd
gpyootnplokés peréteg pe sarolaner 6e apovpaiovg Kot KovvéAL OV SIOMGTOONKAY TEPATOYEVETIKES
emOpoELs.

XPNGUOTOWOTE TO TPOTOV LOVO GUUPMOVE, LLE TNV EKTIUNGT 0QEAOVS/KIVOHVOL amtd Tov vtevhuvo
KTNviatpo.

AMnAemdpboelc pe GALO QUPUOKEVTIKA TPOTOVTO Kot BALES HOPQES aAANAETIOpAOTG:

Koatd m dudpxela kKAvikrg Sokipng mediov, dev mapatnpnonkay oAANAETdpacels LETAED oLTOD TOV
KTNVIOTPIKOY OPUAKOD KOl TOV GUVHOWOE YPNCILOTOLOVUEVOV KTNVIOTPIKOV QOPUAKEVTIKOV
TPOIOVTMV.

Yrepdoocohoyia (CUUTTOUATO, HETPO AVTLUETOTIONG, OVTIOOTA):

KAwvika, dev mapotnpinkay onuoviikég avembOunTes evEPyeLeg 68 YaTdKio amd TV nAkio Tov 8
eBdopddwv ot omoia yopnyNONKe HéxPL Kot £0G S Popég 1 HEYIOTN GLVIGTAOUEVT BepamevTiKn d6om
TOV TPOTOVTOG, £MG Kol Yio 8 cuveyoueves Bepaneieg o daotiuata TV 28 NUEPDOV, EKTOG amd i
HeHOVOLEVT] YATA, GTNV omoio dTav yopnyRONKe 5 eopéc 1 LEYIGTN CUVIGTOUEVT] OOGT), ELPAVICE
TOPOJIKA, VIEPEVALGONGlL TNV 0EN, avopBwon TV TpLYdV, pudpicot kot o TpopHo. Avtd,
vroydpnoav xwpig Bepansio.

Metd amd tuyoio KATETOoT oG TATPOVG 0OGNG TOL TPOTOVTOS, TAPOSIKES YUGTPEVTEPIKES
SoTapayEc, OTWS GLEAOPPOLN, LOACK(A KOTPOVA, EUETOC, KOl LELMUEVT] KOTAVIAMOT| TPOPNG UTOPEL va
ouppodv, wotdco avtd Oa mpénet va emAvbovv ywpig Oepamneia.

13. EIAIKEX IPO®YAAZEEIX AIIOPPIYHX ENOX XPHXIMOIIOIHGENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITIO TH XPHXH TOY ITPOIONTOX

Ta @dppoxe dev TPENEL VO, ATOPPITTOVTIOL LEGH TV AVUAT®V 1] T®V OIKIOKAOV ATOPATOV.

H selamectin pnopei va ernpedost apvntikd Tovg v3POPLOVE OPYUVIGHOVG,

O1 dde101 TePLEKTEG KO TVYOV LIOAEIHpOTA, B0 TpEner va amoppintoviot pali Le To 0IKloKA
amoppippata yio va omo@evyfel mbavi HoAvver TV VIATIVOV PELUATOV.

Zvppovievdeite Tov KTNVIATPO GAG Y10 TOV TPOTO OTOPPIYNG TV YpMoiponomBéviov papudkov. Ta
HETPOL GVTE OTOCKOTOVV GTIV TPOCTAGiO, TOV TEPPAAAOVTOC.

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

Aentopepeic mMAnpoeopieg yio Tov mapov mpoidv 610tibeval 6Tov SIKTLOKO TOTO Tov Evporaikon
Opyovicpot @appdakov ot devbvven http://www.ema.europa.eu/.

15. AAAEX TAHPO®OPIEX

H selamectin givan £va nui-cuvBeTicd mopdywyo tng opddog Tov apepuektivav H cehapextivn €xet
EVNAIKOKTOVO, MOKTOVO KOl TPOVUPOKTOVO dPACT EVOVTL TV WYOAL®V. dG €K TOVTOV, GTUEL
ATTOTELECUATIKA TOV KUKAO {®1G TOV YOAL®Y GKOTMVOVTOG EVAALKES (emti Tov {dov), Tporapfdvovtog
TNV EKKOAQYT TOV avY®V (emtl Tov {OOoV Kol 6To TEPIPAALOV TOV) KOl GKOTMVOVTOG TIG TPOVOUPES
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(povo oto mepPdiiov). Ta voreippoto omd To KATOIKISI To 0oia lvatl VIO aywYN e TN
selamectin, ckoT®VOLV T AVYA TOV YOAL®V KOl TOV TPOVOLO®V OV OEV EIXOV TPONYOLUEVMS
extebel ot selamectin kot emopévmg owtd propet va fondd otov meptParioviikd Eleyyo T@v
VOIOTAUEVOV LOADVGEDV 0O TOVG YOAAOVG, G Teployég Omov ta (da &xovv mpdcPacn. H selamectin
giva dpaotikn Evavtt Tov evidikev yoilov (Ctenocephalides spp.), kabdg Kot Evavt Tov akapewy
(Otodectes cynotis), tov yeipav (Felicola subrostratus) kot Tov YaoTpeVIEPIKOY VUATOIDV
(Toxocara cati, Ancylostoma tubaeforme). ‘Eyet eniong anodeydei dpaotnpiomto Katd tov
TPOVOLOOV TOV dpo@ildpiov (D. Immitis).

I"a toug yoAlovg, ) évapén g amotelecpatikdtrag Eekivd péoa o€ 24 dpeg PETA TNV EQAPLLOYN
TOV TPOTOVTOG Kot dtapkel 5 efdopadec.

H ovocia sarolaner givat okapeoKTOVOS Kol EVIOUOKTOVOS Kol OVI|KEL GTNV O1KOYEVELD TG isoxazoline.
H ovoia sarolaner givat dpactiky Evavit tav evidikov yorlov (Ctenocephalides spp.) kabmg emiong
Kot d10popov 100V Kpotmdvav 0rtmg to. Dermacentor reticulatus, Ixodes hexagonus, Ixodes ricinus,
ko Rhipicephalus sanguineus.

IMa tovg kKpdTwveS (1 ricinus), n évapén TG omoTEAECUOTIKOTNTAG EEKIVA HEGO O 24 DPEG HETE TNV
EQOPLOYT TOV TPOTOVTOG KOl SLPKEL Eval pival.

To mpoidv dwutifetar o€ CLOKEVAGIES TV TPV TIET®V (OA To. LeYEON MmETOG) Kot TV EEL TUTETMV
(6Aa ta peyédn mmétac). Mmopel va pnv KukAo@opovv OAEG 01 GUGKELUGIES.

[No omoladnmote TANPoPopio GYETIKA LE TO TAPOHV KTNVIATPIKO POPLUUKEVTIKO TPOTOV, TapuKaieicOe
va omevBuvOegite GTOV TOTIKO OVTUTPOCOTO TOV KATOYXOL TG Adelg KVKAOPOopiag.
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Ceska republika
Zoetis Ceska republika, s.r.o.
Tel: +420 257 101 111

Danmark
Orion Pharma Animal Health
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Deutschland
Zoetis Deutschland GmbH
Tel: +49 30 330063 0
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Tel: +370 610 05088
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TnA.: +30 210 6791900
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Zoetis Belgium SA
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Tel: +361 224 5222
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Agrimed Limited
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Zoetis B.V.
Tel: +31 (0)10 714 0900
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Orion Pharma Animal Health
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Espafia
Zoetis Spain, S.L.
Tel: +34 91 4191900

France
Zoetis France
Tél: +33 (0)810 734 937

Hrvatska
Zoetis Netherlands Holdings BV
Tel: +385 1 644 1460

Ireland
Zoetis Belgium SA
Tel: +353 (0) 1 256 9800

Island
Icepharma hf.
Simi: +354 540 80 00

Italia
Zoetis Italia S.r.l.
Tel: +39 06 3366 8133

Kvbzpog
Zoetis Hellas S.A.
TnA.: +30 210 6791900

Latvija
Oriola Vilnius UAB
Tel: +370 610 05088
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Polska
Zoetis Polska Sp. z 0.0.
Tel: +48 22 2234800

Portugal
Zoetis Portugal, Lda.
Tel: +351 21 042 72 00

Romania
Zoetis Romania SRL
Tel: +40 21 202 3083
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Zoetis Netherlands Holdings BV
Tel: +385 1 644 1460

Slovenska republika
Zoetis Ceska republika, s.r.o.
Tel: +420 257 101 111
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Puh/Tel: +358 (0)9 4300 40
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Orion Pharma Animal Health
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United Kingdom
Zoetis UK Limited
Tel: +44 (0) 845 300 8034
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