O®YAAO OAHT'TQN XPHXHX
GUARDIAN SR 3,4 mg/ml kdvig kat S1aADTNG Y10 EVEGLLO EVOIDPTILLA Y10, GKDAOVC

1. ONOMA KAI AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX KAI
TOY KATOXOY THX AAEIAY ITAPAXKEYHX I1OY EINAI YIIEYOYNOX I'lA THN
AITIOAEEMEYXH ITAPTIAQN, EOOXON EINAI AIA®@OPETIKOI

Kdroyoc tne ddsioc kukhopopiog:
Elanco GmbH
Heinz-Lohmann-Str. 4

27472 Cuxhaven

T'eppovia

TMopackevaotic VEELHLVOC Y10 TNV ATEAELOEPWOT TOV TOPTIOWV:
Elanco France S.A.S.
26 Rue de la Chapelle, 68330 Huninge, France, ['aAlia

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

GUARDIAN SR 3,4 mg/ml k6vig kot SIeADTNG Yo EVEGILO EVOLDPTLLOL Y10 GKOAOVE
Moxidectin

3. YXYNOEXH XE APAXTIKH(EY) OYXIA(EX) KAI AAAA XYXTATIKA

Ava 100 g pkpocooipmv:

ApPOGTIKO GVOTUTIKO:

Moxidectin 10 g

Metd v avacHotaon e To OAVTN avacvotaong (17 ml) to tedikd evoumpnuo mepiéyel 3,4
mg/moxidectin/ml.

"Exodoya:
Glyceryl tristearate q.s. 100 g

Kévig kot StahdTNG yio VEGLLO EVOLDPTLLAL.
Al y£G Kat Aypwo vypo.

4. ENAEIZH(EIY)

INa mv mpdinym g dpoprrapioong, mov wpokoieitor and 1o mapdoito Dirofilaria immitis oTovg
oKOAOVG.

INa v TpdAnym TV dePUOTIKOV AALOIDGEDV KOl OEPUATITIONG, TOL TPOKAAOVVTOL OO TO TAPAGITO
Dirofilaria repens.

EmmAéov katd tn ottypun g opnynonsg Tov, To MPoidvV €VOEIKVLTOL Yol TNV KOTOTOAEUNOT TNG
poéAvvone amd TPOVOUPEG KOl EVNAAIKEG LOPPES TMOV YUOTPOEVIEPIKMOV mopacitwv Ancylostoma
caninum xou Uncinaria stenocephala.

5. ANTENAEIZEIX

Na pn ypnoiponoleitor 6e GKOAOVG NAKING IKPOTEPNS TOV dMOEKN ERSOUASMV.
Na pn yopnyeitor pe evoopréPra ypnon.



6. ANEINNIOYMHTEX ENEPI'EIEX

Y€ mEPLOPIOUEVO aplOud mePTAOGE®Y, ival duvatdv va, mapatnpndel Tapodikdg eAappvg TOHVOC M
TOPOodIKO N0 oldnpa oty meployn TS éveong 2-3 efdoudoeg petd m Bepamneio.

To kIVIOTPIKO PAPLOKELTIKO TTPoidV eival emiong AGQAAEC Yoo YOPYNON 0 GKOAOLS gvaicinTovg
otV 1Pepuektivn, Kabdg Kol 6€ GKOAOLG GTOVG OTOI0LG Ol SOKIUEG Oviyvevong tov mapocitov D.
immitis (dypo@rhapimon) ivon BetTikéc.

Avtidpdoeic vepevatotnoiog dmwg tomikég (m.y. mpdowmo, PAevvoydvol, modn, Opyels, PAépapa,
yelAn) N yevikevpévo ayyetooidnua, kvidwon, kvnouog 1 avaeuiaéio Lropel va eLQavicTodV 6e TOAD
omdvieg TEPIMTOGELS. Aldppota Kot EUETOG Kot Tapodikn atatia, Tpopog 1 ABapyoc Exovv avapepOel
6€ TOAD OTAVIEG TEPIMTMOGELS.

H ovyvomta tov avemBountmv evepyeidv kabopiletor mg akolovdmg:

- oAb cvyvn (meplocdtepo amd 1 ota 10 {da mapovotdlovy avemBOUNTEC eVEPYELES KATA T SLUPKELN
¢ Bepamneiog)

- ouyvn (teprocotepo amd 1 aArd Arydtepo amd 10 {da ot 100 vrd Beponeia (da)

- un ovvnBopévn (teprocotepo amd 1 aArd Aydtepo amd 10 {da ot 1000 vd Bepaneio Ldar)

- omévia (meprocdtepo amd 1 aArd Ayotepo and 10 {da ota 10.000 vrd Bepaneio Lma)

- oAV omdvia (Aydtepo and 1 ota 10.000 vo Bepomeio Cda, cuuTEPIAAUPAVOUEVOV LELOVOUEVMV
ovVOQOPOV).

Edv mapotnpioete onolodnmote avemBOUNTN EVEPYELD, QKOO KOL OV OEV UVUPEPETOL GTO ECMOKAEIGTO
DVvArlo Odnyudv Xphiong 1 oUEPBEAETE Yo TV ATOTEAECUATIKOTITO TOV PAPUAKOL, Topakaieice va
EVIUEPDOETE GYETIKMG TOV KTNVIATPO GOG.

7. EIAH ZQQN

XKk0lot, nhkiog peyoivtepng tov 12 gfdopddmv.

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

To KNVIATPIKO PAPUAKELTIKO TPOiOV mpémel va, yopnyeitor og doorn 0,17 mg po&dektivng ava kg
COUOTIKOD PAPOvg MG Lovodoon Le vroddpia £veon, oniadn ce 66on 0,05 ml tehucod evarmpnpoatog
Y éveon ovd kg copatucod Papovs. Otav yopmyeitor €vidg evog pnvog amd v évopén g
dpaocTNPOTNTOS TOV EVOLIUECHOV EEVIOTMV (KOLVOLTIL®V), TO TTPOidv €xel amodei&el Eviovn/emipovn
OTOTEAECUATIKOTNTA Y10 OAN TNV EMOYIKY| TEPIOd0 TOV KIVOUVOL TPOGPOANS amd dpoPLhapi®act Tov
mpoKaieitar amd to mapdolto D. immitis Kol Yoo TNV EKONAMOT OEPUATIKMY OAAOUDGEMY TTOV
mpokalovvTal amd 1o Tapdotto D. repens otnv Evpdnn.

Eripovn TpoAnmTiky omOTEAEGUATIKOTNTO TOV KTNVINTPIKOV QOPUOKEVTIKOD TPOTOVTOE KOTE TMV
nmopoacitov 4. caninum xou U. stenocephala dev €xel amodetyDei.

ITpoxeévou yio avamtuypévoug okvAovg ndkiog peta&y 12 gfdouddwv €og 9 unvav, npénel vo
oKoAovBeital 1 ToPaKATo dtodkacio Yo T YopNyNon Tov TPoidvtos. Apyikd, To TPoidv yopnyseital
otV TANPTN S001M TOLv GVoTaBEVTOG TPoidvTog mov vroloyiletar pe Pdon 10 copatikd PApog Tov
oKOAOL TN otiyun g Bepomeiag. Na punv yopnyeitor vrepdocoroyio Adym avapuevorevng LEALOVTIKNG
avénong PBapovc. Adym g tayeiog pLeETaPOANG TOL COUATIKOD BAPOVG, TOL OVAUEVETOL GE KOVTAPLL
niiog 12 efdopddmv, mbovov va amortnbel pio emmiéov Bepomeio v va eEacpoicBel mAnpng
npootacia. To mpoidv mpémel va yopnyeitoan pe Pdon v ektipmomn tov Kwwdhvov amd tov vrehiuvo
KTnvioTpo. XN cvvéyeln, N enoylaky Oepameio pmopel vo copmintel pe Tov €TNo10 EXAVEUPOALOGUO
TOV GKOA®V.



O mapokdto nivokag umopet va ypnotpomoinel wg odnyog yio v akpipn docoroyia.

Yopotikd papoc  Xopnyovpevog 6YKOG Y ONoTIKO Bapog Xopnyovpevog
GKVAOL (mL) teMko¥ GKVAOL o0ykog (mL) TeEMKOV
(kg) TPOIOVTOG (kg) TPOidVTOg

1 0,05 35 1,75

5 0,25 40 2,00

10 0,50 45 2,25

15 0,75 50 2,50

20 1,00 55 2,75

25 1,25 60 3,00

30 1,5 65 3,25

Xe okbAovg Bapvtepovg and 65 kg mpémer va yopnyeiton 0,25 mL ovd emmAiéov 5 kg coupatikod
Bépovg.

Edv o docoioyio Tov KINVIATPIKOD QUPLOKEVTIKOD TPOTOVTOG YIVETAL OE TEPITTMGT| OVTIKATAGTACNG
KATOL0L AALOV GKEVAGHATOG UNVIBTOG TPOANTTIKNG Bepaneiag, TOTE 1 YopNyNoN TG TPMTNS 6OGNE TOL
TPEMEL va, Yivel evtog evog unvog amd T tedevtaio Bepamneiol.

Kdabe ovokevaocia mepiéyer moxidectin 10% pikpocaipeg kot @rodidio S1aAdTN ovacHoTAONS E
BeAdveg yia amaywyn aépa Kol cOPLyyo.

Odnyiec yio TNV avacHoToon:

1.

93]

10.

Apykdg, ¥pNOLOTOIOVTAG T GUPLYYa Kot TN PeAdva HeTa@opds vypov, yivetal avappoenon
UEPOVG TOL OLOADTN OVOCVOTOONG Omd TO QOAdI0 pHe AlgADT)] O0vacOGTOONS YO TO
GUARDIAN SR 3,4 mg/ml kévig kot SAOTNG Yoo EVECIHO EVOLOPMUO Y10 GKOAOUG.
ZNUEIOVETOL OTL OC OOAVTNG OVOGVOTACTG OEV TPEMEL VO YPMNOLUOTOLEITOL SHADTNG KAmolon
GAAOL POPUAKOL.

X ovvéyela, N Pekdva amayoyng aépa giodyetar oto eaiidio GUARDIAN SR 3,4 mg/ml
KOVIG Kot SAVTNG Yo EVEGLO Evaudpnua Yoo okOAoVG Moxidectin, dote va dtevkoAvvOel 1
¢€0d0¢ aépa amd avTd Kot GTN GUVEYELN TOV TPOIOVTOG.

2 ovvéyewn, o OAvTNG ovachoTaong He TN ovplyya Kor T Peldva HeTaopds LYPOL
petapépetor pe apyd pvdud oto erarioro GUARDIAN SR 3,4 mg/ml kdvig Ko d1aAdTng Yo
EVEGLUO evaldpnua Yoo ckOAovg Moxidectin. XnueidveTot 0Tt €dv 1 LeETAQOPA YiVEL LE YPTYOPO
pLOUo, TdTE Eva TN TOL SEAVOTOG UTopel va vepyeIcEL.

Mol oroxkAnpwBel M petapopd ToL SAVTN OvVACVGTACNG, aPalpovvIal ot dv0 PeAdveg
OTOY@YNS 0€Pal KOl LETAPOPES LYPOL OO TO PLAAISIO e TIG KPOCPAIPES.

To étroipo evaudpnpa avokwveitor Eviova, £0¢ 0Tov dNUovpyNBel Eva OLO0YEVES EVOLDPTLLOL.

To evoudpnuo oaenvetor vo mopapeivel oe mpepion TovAdylotov yu 10 Aemtd émg OTOL
amopakpLvvhoHV ot pueydleg PUCAAIdES aépaL.

H npuepopnvia avapiéng xotaypdeetoal oto QA0 HE TIC HKPOCOAIPES, TPOKELLEVOL VA
VROAOYIOTEL 1) O1dpKELD (ONG TOV EVOL®PT|LATOC.

[Ipwv amd xéBe yprion TOovL £TOOV EVOIOPTUOTOC, OVTO TPEMEL Vo avakiveital Eavd, doTe va
EMTVYYAVETOL £VO. OLLOLOYEVES EVOLDPTLLOL.

To £étouo evoudpnua Tpémel va yopnyeitol apéows PETA TNV TANPOon g ovptyyas. Edv n
yopnynomn kabvoTtepnoEL, TOTE MPEMEL VO OVOKLVEITAL EAAPPA 1 CLPLYYA TPV OO TNV EVEOT),
®oTe vo dlatnpeiTol £€vo. OLOLOYEVES EVOLOPMUO TOV UIKPOSOAp®V kKot vo eEacpaiileTor
aKpipng docordynon.

I'a ™ yoprynom ocvviotdral 1 gpMoN KOTAAANANG anooTelp®UEVNS avptyyos pe Pelova 18 G 1
20 G x 1 inch yia ) yoprynon.

(Beddva 20 G yio okbAOVG copoTKOD Papovg pikpotepov amd 20 kg kot PBeddva 18 G yw
oKOAOVG couaTIKOL Bépovg tovidyiotov 20 kg).



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

To KNVIATPIKO QAPLOKELTIKO TTPOIOV TPEMEL VA YOPMYEITOL LOVO GE GKVAOVG, Ol omoiot PBpébnkav
apvntikoi oe eE€Taon Yo TNV Tapovcio AoIHmENS 0md TO TaPAGLTO TG dpoPLAapimoNg.

IIpwv v évapén g Bepaneiag pe to mpoidv, ot mpocsPePAnuévol oxvrol Ba Tpémel va Bepamevovtal
YL TNV OTORAKPLVON TOV EVAAIKOV TOPACITOV Spo@Aapidong Kot TPOoVOLPOV (LIKPOPIALPIES).
Avtég o1 Oepameiec Oa mpémetl va mpaypatorotohvtol Lo TV eLOHVN KTNViaTPOUL.

10. XPONOX ANAMONHX

Agv gpappoletor.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na pvrdcocetor og B¢om v onoia dev PAEmoVY 1] dev mpoceyyilovv Taudid.

Metd v avachoTact Tov, To Tpoidv wpénet va dtatnpeiton 28 nuépec o Beppoxpacio 2°C - 8°C.
Noa pnv katoyvyetat.

Mn gpuidooete o Beppoxpacio peyarvtepn and 25°C.

DuAdooeTe TNV ApYIKT EEMTEPIKY] YAPTIVI GLCKEVAGIN Y10l VO TO TPOGTATEVGETE AMO TO PMG.

12. EIAIKH(EY) TIPO®YAAEEIX

[daitepeg TpouAGEELS oV Tpémet va AauBdvovTol amd To GTOLO TOV YOPNYEL TO POPLAKEVTIKO TPOIOV
oe (oo

No amo@edyetal 1 EXAPN LE TO SEPLUA KOL TO LATLOL

Na TAévovtal ta xéplo LETA TN PN o).

Na yopnyeiton pe mpocoyn, dote va amo@evyfel 1 tuyaio avtoéveon. Xe mepimtmon Tuvyoiog
ovtoéveons, (ntMote apécmc wTpik oLUPovAn, &yxovtag pali coag to EOALO odNyldV YpHoNG.
Avtietoniote Ka0e 10101TEPO GCUUNTOLA LLE CLUTTOUOTIKTY Oepameio.

Eyxvpocivn:
Mmopei va ypnoiponomBet katd ) d1dpketa tng KONoNC.

Yrepdocoroyia (cuumtdpata, HETPA OVIIUETOTIONG, OVTIiO0TA):

Xe mepinov o010 oo Tov (dov, ota onoia yopnyndnke 10 edpuroko oe ddon ion N pHeyaldTepn TOV
0,17 mg avéd kg copatikov Pdpovg (cvviotdpevn 86om) Kot ota meplocotepa (do oTo. omoio
yopnynonke 1o edppako ce d6omn ion 1 peyarvtepn tov 0,50 mg avd kg copotikod Pdpovg (dniadn
TPUALGLO 1] TEPLGGATEPT TNG GLVICTOUEVNG), TOPATNPNONKE 1| dNuovpyio TEPLYEYPUUUEVOV HIKPOD
UEYEDOVE KOKKIOUOTOOMV GALOIDCEDY 0TV TEPLoyn ¢ éveone. H péon Paputnta tov aAloidcewv
yopaxktnpiotnke o¢ "elappd" ota {ma, Ta omoia Elapav 66on ion N peyordtepn tov 0,17 mg avd kg
copatkol Papovg, kot "pétpia ota Lda, Ta omoia Elafav door ion 1 peyarvtepn Tov 0,50 mg.

Acvpupatdreg:

No punv ovopryvoetot pe GALEG QUPLOKEVTIKEG OVGIEC.

13. EIAIKEX ITPO®YAAZEIX AIIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX '‘H AAAQN YAIKQON TOY
IMMPOEPXONTAI ATIO TH XPHZH TOY ITPOIONTOX

Ké0e un ypnoporombév ktnviatptkd QoprakevTikd mpoidv 1 Un ¥pNoLomotnfévia VITOAEIUUATAE TOV
TPENEL VO, ATOPPITTOVTIOL GCUUPOVO LUE TIG LOYVOVCES EOVIKEG ATOTNGEL.



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

09/2020

15. AAAEX ITAHPO®OPIEX

T'o omoladnToTe TANPOPOPio. GYETIKA LE TO TOPOV KTNVINTPIKO QUPUAKEVTIKO TPoidv, TapaKaAeicOe
va arevBuvieite 6TOV TOMIKO AVTITPOSHOTO TOV KATOXOV TNE ASEL0C KUKAOPOPIOG.

Tomukdg Avtimpdownog:

EAANKO EAAAX A.E.B.E.

Aewpdpoc Mecoyeiov 335, 152 31 Xardvopt, Attiki
TnA.: +30 213 006 5000
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