[Exooon 9,03/2022]

ITAPAPTHMA 1

NEPIAHYH TOQN XAPAKTHPIZTIKQN TOY ITPOIONTOX
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1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ProtecTix 40 mg/200 mg Sidhvpa yio eniyvon oe onpeio yuo okvAovg émg 4 kg.

2. MOIOTIKH KAI IIOXOTIKH XYNOEXH
Kd&be muméta tov 0,4 ml mepiéyet:

ApacTiKO(G) 6veTOTIKO(():

Tpdaxhompion 40,0 mg

Iepuedpivn 200,0 mg

"Exdoya:
[owoTkn cvvBeoT ekdOy®V Kot GAA®V IHocotikn cvvBeon av o TANpoPopies avTég
GLOTUTIK®OV gival oNUOVTIKES Y10 TN 60T JOPNY 06T TOV

KTNVIOTPLKOD QUPUUKEVTIKOD TPOIOVTOG

Butylhydroxytoluene (E321) 0,4 mg
N-methyl pyrrolidone 187 mg
Triglycerides, medium-chain
Citric acid (E330)

Alowyég Kitpvomod Sidivpa Yo eniyvon o€ onpeio.
3. KAINIKEX TAHPO®OPIEX

3.1 Eidn {owv

‘al

1.5kg-4kg
Yiodot (dvo tov 1,5 kg émg 4 kg).

3.2 Ogpamevtikég evoeitels Yo ka0 gidog Lmov
Io ™ Ogpameion ko v wpOANYN ™G mapacitoong and yorhovg (Ctenocephalides canis,
Ctenocephalides felis).

Ot yOALot 6TOVG GKOLAOVG Bavatdvovtal Eviog piog nuépag Hetd t Oepaneia. Mia Oepameio amotpénet
TNV TEPATEP® TOPUGITMON 0md YOAALOLE Yoo Téooeplg Bdoudoes. To KTNVIATPIKO QPOPUAKEVTIKO
polov pmopel va ypnoponombel ota mhaicto piog otpatnyikng Oepomeiog yio ™V aAAepytkn amd
YOALOLG Oeppatitida.

To KTNVIATPIKO PAPUOKELTIKO TPOIOV EYEL EUPEVOVTO, OKAPEOKTOVO Kol am®bntiKy dpdon Evavtt Tmv

napacrtoosnv and kpotmveg (Rhipicephalus sanguineus kot Ixodes ricinus yuo téooepic efdouddeg
ko Dermacentor reticulatus yia tpeig efdopddeq).
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Me v armbnon kot ) Bavatoon tov kpotova eopéa Rhipicephalus sanguineus, o mpoidv peidvet
mv mbovotta petddoong tov moboydvov Ehrlichia canis, psidvovrag kat’ avtdv tov 1pdmo tov
Kivouvo epAyimong tov okviov. H peimon tov kivdvvov Exel amoderybei oe peréteg 6t apyilet 3 nuépecg
UETA TNV EQOPLOYT TOV TPOTOVTOG Ko TAPAUEVEL Vi 4 EBSOUAOES.

O1 KpOT®VEC TTOL VTLAPYOVV 1O OTOV CKOAO EVOEYETOL VO, U1 BovoatmBovy eviog 600 Muep®dV PeTd ™
Bepamneia kot vo mapopeivouv mpookoAinuévor Kot opatoi. Emopévmg, katd m otiyur] g Oeponeiog
GULVIGTATOL 1] APAIPEST] TOV KPOTMOV®VY oV Ppickovtal 10N 6Tov 6KOAO, TPOKEEVOL VO AmoPeLyDel 1
TPOGKOAANGT TOLG Kot 1) amopdinon aipaTod.

To ™ Bepomeio Tapacitmwong amd Oeipsg pointkov tomov (Trichodectes canis).

Mia Bepaneia mapéyet anmbnrikn (avtipvintikn) dpdon katd:

- tov okvitov (Phlebotomus papatasi yw 600 eBfdouadeg kot Phlebotomus perniciosus yio tpeig
epoopdoeg),

- TV kovvovmumv (Aedes aegypti yio 600 gfdouadeg kar Culex pipiens yia téooepig efoouadeq),

- TV otaPropvydv (Stomoxys. calcitrans) yia téooepic efdopddes.

Meimon tov kivdvvov Aoipméng amd Leishmania infantum péom petddoong and oxvineg (Phlebotomus
perniciosus) yio £og 3 fdopddec. H emidpaon givon Eppeon kat opeileTal oty dpdon Tov TPoidvTog
KoTé TOV QOpEaL.

3.3  Avrevoeigelg

AOYo Ehherymg Stabéciumv dedopEVmV TO TPOTOV eV TPEMEL VO, XPT|CLULOTOLEITAL GE KOLTAP1a NAKiog
pikpdtepng Twv 7 efSopdd®V 1 cmpatikol Papovg pkpdtepov tov 1,5 kg.

No un p1oYLoTOolEiTaL GE TEPITTMON YVOOTNE VIEPELUITONGING GTO SPUCTIKG GUGTATIKA 1) GE KATO10
£K50Y0.

Na pn ypnowonoteitan o€ yates. H mepuebpivn etvan emkivovvn yia 11§ yarec.

3.4 Ewkég mpogidomonoelg

Eivai duvatd va vmdpéel TpookOAANOT LELOVOUEVOV KPOTOVAOV 1] VOYHOTO HELOVOUEVOY CKVITIMOV M
KovvouTidv. ['a Tov Adyo avtd 1 LETAS0O0T AOUMIDY VOST|LAT®V OO VTO TO TUPACTTO OV UToPEl
va. omokAglstel TANp®S, ov o1 cuvOnKeg gival Suoueveic.

Yuviotatol 1 epoppoyn tng Bepameiog TovAdyiotov 3 NUEPES TPV amd TNV avauevOpevT €kbBeon oty
E. canis. Ocov agopd oty E. canis, peréteg xovv Katadeifet 0Tt 0 pet®UEVOS Kivouvog epALyinong o
okbAovg mov ektédnKav o€ kpdtwveg Rhipicephalus sanguineus polvouévoug pe E. Canis, apyilet 3
NUEPEC LETA TNV EQOPLOYT TOV KTNVIOTPIKOD QOPLAKEVTIKOD TPOIOVTOG KO TAUPUUEVEL Y1d 4 EBOOUAOES.

H dueom mpootacio and viyuato okvitdv dev £xel tekunpiobei. Ot oxdA0L oV £yovv vVIToPANnDel o
Bepameia yia ) peiwomn tov kivdvuvou pdivveng and Leishmania infantum péow petddoong and oxvimneg
P. perniciosus 6o mpénel va pUAGGCOVTOL GE TPOCGTOTEVUEVO TEPIPAALOV KATE T SIGPKELN TV TPMDTOV
24 @paV PETAE TNV apyIKY| EQapLOYT| NG Oepamneiog.

IMo va peliodel n ek véov poAvven amd Ty ePPAvion VEOV YOAL®V, cuviotdtal 1 Oepaneio OA®V TV
oKOA®V o€ éva votkokupld. Ao {ma mov {ovv 6To 1010 voukokvpld Ba mpémel emiong va vofdilovat
oe Oepomeion pe KOTAAANAO KTNVIOTPIKO QUPUOKELTIKO TTpoidv. o v mepautépm peiwon g
nepPailovtikng emPdpuveng, cuvietdral  Tpdcbet yprion kaTdAAnANg meptParlovtikig Oepameiog
KOTO TOV EVIAKOV YOALDV Kol TOV avOrTLEIOK®Y 6Tadimv TOVC.
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To kIMVIOTPIKO PAPULOKEVTIKO TPOIOV TopapéEVeEL OpaoTikd €dv 10 (Mo PBpoyel. Qotdco, Tpénel va
OTOPEVYETOL 1] TOPATETAUEVT), EvTOVN EKOECT OTO VEPOD. Xg MEPUTTMGELS GLYVNG £kBeong 6To vepd, N
EUUEVOVOQ OTOTEAECUATIKOTNTO UTOPEL Vo HEIOEL. Xe aVTEC TIg TEPIMTMOGELG, UNV EMAVIAAUPBAVETE TN
Bepaneio cuyvoTEPQ Omd pio Popd v efdopdda. Edv évag oxdrog ypeldletar TAVGIUO UE GUUTOVAY,
ovtd Bo mPEMEL Vo YivEL TPV AmO TNV EQPOPUOYN TOV KINVIATPIKOD QUPUOKELTIKOD TPOIOVTOG M
TovAdyloToV 2 efdopAdEg PeTd TV epoppoyn, Yia vo PeitictomomBel n amotehecpaTIKOTNTA TOV
KTNVIOTPIKOD QOPUAKEVTIKOD TPOTOVTOG,.

H doxomnn ypfon avIimopacitik®y 1 1 PN TOL TOPEKKAIVEL amd Tig 0dMYieg Tov divovtal oty IIXI1T
umopel vo ov&Noet Tov Kivouvo avamntuéng avOEKTIKOTNTOG KOl VO 00TY|GEL GE LELMUEVT] SPACTIKOTNTA.
H amdéeacn yio m ypnon tov npoidvioc Bo mpénet va Paciletar oty emPePainon Tov TapaciTikod
€ldovg Kat Tov Poptiov 1| ToL KIVdHVOL HLOALVGNG LE Péomn Ta ETONUOAOYIKE YOPAKTPLGTIKA TOV, Y10
k0e {do.

AvBektikdmro oty mepuebpivn €xel avapepbel og yoilovg, kpotwveg (Rhipicephalus sanguineus),
otaPArduvyeg (Stomoxys calcitrans), kovvovmo (Culex pipiens, Aedes aegypti) kot okvimeg (P.
papatasi). H ypfion avtod tov mpoiovtog Bo mpémel va Aaufdvel vaoyn TG TOMKEG TANPOPOPIES
OYETIKA UE TNV gvauctncio TV Tapacitv-cToXwV, 0oL gival daféciues. ZUVIGTATOL 1| TEPULTEP®
OlEPELVNOT TTEPIMTOCEMV THAVOLOYOVUEVNG AVOEKTIKOTNTOG, e TN XPOT KATAAANANG S0y VOGTIKNG
pefoddov. H emPePoropévn avBektikdmmra Bo mpémer vo, avo@EPETal GTOV KATOXO 1TNG GOE10G
KukAopopiag 1 oTig apUddLES apyES.

Y& mEPInT®ON amovsiag Kvohvov TauTdypovng AoIH®mENG pe WYOAAOVG, KPOT®VEG N/Kal okvimeg, Oa
TPETEL VO YPNCLUOTOLEITAL VAL TPOTOV GTEVOD QPAGHOTOC.

3.5 Idwitepeg Tpo@urdiers kaTa T prion

Idwitepec TPoPLAGEELC Yo TV 0GQOAN ¥prion ota gidn Lhmv:

Oa mpémeL Vo AAUPAVETOL LEPLUVA, DOTE VO OTOPEVYETOL 1) EXAPT| TOV TEPIEYOUEVOL TG TUTETOC UE TOL
UATIL 1] TO GTOMO TOV ATOSEKTN-CKOAOV.

Oa wpémet va Aapaveton LEPLUVE, MGTE TO TPOIOV VA YOPMYELTOL LE CWGTO TPOTO, OTMG TEPTYPAPETOL
oV mopaypapo 3.9. Idwitepa Oa Tpémet va amopedyetal To YA IO TNG TEPLOYNS OTOV EQUPUOGONKE
T0 TTPOidV, 0G0 and 10 (MO, 6TO 0Toi0 YopMYNONKE, 660 Kol ad {da e TO OTOlo EPYETAL GE ETAPT).

No un ypnowonoteiton o€ ydtec.

To wpoidv avtd givar e&otpetivd To&kd yio Tig yateg kot Oo uropovoe va amofei porpaio e€antiag g
WWuitepng PLGIOAOYIONG TMV YOTMV, Ol OTOIEC AdVVATOVV VO LETAPOAIGOVV OPICUEVES OVGIESG, OTIMG M
nepuedpivn. Ta va mpoototéyete Tig Yateg and Tuyaio Ekbeon 610 TPOidV, OTOUAKPOVETE TOVG VIO
Bepaneio. GKOAOLG amd TIG YOTEG HETA TNV EQOPLOYT TNG Bepameiog, Mg OTOL VO GTEYVAGEL 1] TEPIOYN
EQUPLOYNG TOV TPOo1ovToc. Eivar onuavtikd va Pefarmbeite 611 o1 yateg de Oa yAeiyovy to okdLO otV
ePOYN Omov ePapuooTnke avtd T0 TPoidv. Edv avtd cvuPei, avalntiote auéomc KTNVINTPIKT
ovupovAn.
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Yopupovievteite ToV KTNVIOTPO GOG, TPV YPTOLLOTOGETE TO TPOTOV G€ GppwaoTtovg 1 e&asBevnévoug
oKOAOLG.

Idwaitepec mpo@LAGEELS TOL TPEmel vo AouavovTal amd To (TOUO TOL YOPNYEL TO KINVINTPIKO
QOPUAKEVTIKO TTPOo1oV oe {da.:

Atopa [e YVOOoTO 16TOPIKO vIEpeELAITONGiag Tov dépLatog propei va eivat dtaitepa evaicOnta og avTd
TO KINVIOTPIKO PUPLOKEVTIKO TPOTIOV.

Ta wvplapye KAWIKGA CUUTTOMOTO, TO OTol0 o€ EENIPETIKA OMAVIEG TEPWMTMOES UTOPEL va
EUPAVIGTOVV, glval Topodikol oioOnTnplakoi epebicpol Tov SEPUITOC OTOC LLPUNYKIAGHO, oicOnua
KOOGOV 1 LOVSLOC AL

ATd T1g epyaoTnplakés LeAETES GE KOLVEMD Ko ETIIVES e TO €kdoyo N-peBvlomvuppoildovn
dwmotddnkav evoeilelg epPpvotolikodtrag. To KIMVIHTPIKO PAPLOKELTIKO TPOiOV Ogv TPEMEL VAL
yopnyeitan amd €ykveg yovaikes Kot yovaikeg yia Tig onoieg vdpyet vroyia eykopoocvvie. Katd tov
YEWPIGUO TOV KTNVINTPIKOD QUPLOKEVTIKOD TPOIOVTOC OO YUVAIKES OVATOPUy®YIKNG nAkiag, Oa
TPETEL VAL YPTCYLOTOLEITAL TPOCHOTIKOG TPOGTATEVTIKOC EE0TAOUOG OV amoteAeitan omd yavtia. Ot
€YKVEC YUVOIKEG KOl Ol YOVOIKEG Y10, TIG OTTOIEC VITAPYEL VITOY I, EYKVUOGVVNG Oa TPETEL VAL OTOPELYOLY
™V queon emaen e 1o vd Bepomeio (o Yo 12 dpeg PETA TNV EPAPLOYT TOV TPOIOVTOG,.

O yepopds twv vro Bepaneio (Omv Ba mpémel va amoeebyeTol Yo TovAdyiotov 12 dpeg petd v
EQAPHOYT TOV TPOiIdVTOG. ¢ €k TOVTOV, GuVIcTATUL 1| Bgpamneia Tov {dov to Ppddv. Ta vid Bepaneia
{da dev TPEMEL VAL EMITPEMETOL VO KOWWOVVTOL UE TOVG WOOKTATEG TOVE, EIOIKA T TOUOLA.

Mo vo amotpéyete v mpdsPacn TOV TUOIDV OTIS TIMETEG, OLOTNPNOTE TNV TMMETA GTIV OPYIKN
cuoKevaoio PHEYPL va ivar EToun yuo ¥p1on Kol amoppiyTe AUECHOC TIG (PN CILOTOMUEVEG TTETEG.
Amoplyete TV €m0 LETAED TOL KTNVIOTPIKOD (POPUOKEVTIKOD TPOIOVTOG KOl TOV SEPUOTOC, TMV
LOTIAV 1) TOV GTOHOTOC.

Mnyv tpdte, Tivete N Komvilete kaTd T S1GPKED TG EQAPULOYNG.

[M\Ovete ta y€plo eTUEADG LETE TN YPTON.

Ye mepintoon toyaiog dafpoyng Tov dEPUOTOC, EETADVETE AUECHE LLE GOTOVVL Kal VEPO.

Edv to xtnviatptkd Qoppokentikd mpoiov e1I6EADEL TUYOI0 GTO LLATLO, TPETEL VO, TOL EEMAVVETE EMUEADC
pe vepo. Edv o epebiopog tov d€puatog 1 TV HOTIOV EMUEVEL, avalNTHOTE OUECMG LUTPIKT] GUUPOVAN
Kot emdeifeTe oTOV 10TPO TO PUALO 0INYIOV XPNONG.

Mnyv katomivete To Tpoidv. Ze nepintwon mov katd Ao vapéel KaTAmooT, va avalnTHoETE AUECHS
wTpikn Pondeln ko vo, emdeifere otov 1WTPd TO EOAAO OdMYLDV ¥PNONC N TNV ETIKETA TOL
QOPUOKEVTIKOD TTPOTOVTOG.

AVTO TO KINVINTPIKO QOPUOKEVTIKO TPOTOV TepLéyel foutvAvdpo&vToAovdAo, TO 0moio Umopel va.
TPOKOAECEL TOTIKEG OEPUATIKES avTIOpdoels (.. deppotitida €€ emapng) N epediocpud TV 0POBUAU®Y
KoL TV PAEVVOYOV@V.

ISwitepeg TPOPLAGEELS Y10 TV TTPOGTAGIN TOV TEPBAAAOVTOG:
[No v amoevyn avemBountov evepyeldv og LOPOPLOVG OPYUVIGLOVG, OEV TPEMEL VAL EMTPETETAL GTOVG
OKOAOVG VO EIGEPYOVTAL GE EMPAVELNKE VOOTA V1o 48 dpeg petd ™ Beponeio.

AlAeg TPOQLAAEELS:

O 51000 6TO KTNVINTPIKO QUPUOKEVTIKO TPOTOV £ivorl SuVATO VO, pNoEL KNAOEC KOTA TNV ETOPT TOV
UE OPLoUEVA DAIKE, OTIMG OEPLM, VOACUATO, TAOCTIKG KOl AOKOPICUEVEG EMUPAVEIEG. AQNOTE TNV
TEPLOYN EPUPUOYNG VO GTEYVMGEL, TPV EMTPONEL 1] EXAPT| LE TETOLOL EIOOVS VAIKA.

3.6 AvemOounta coppavro

YxOAOL
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Oy ovyva (1 éog 10 Coa / 1.000 vo Kvnoudc oto onueio epapproyng, aAloyn tpry®dyv 6To
Oepaneia {oa): onueio epappoyng (.. Mmaapo Tpiyouo oto onueio
EPAPUOYNG)
‘Epeon
Eravia (1 éog 10 {da / 10.000 vto Ep0Onpa oto onpeio epappoyns, reypovi oto onpeio
Bepaneia {da): EQUPLOYNS, TPLYOTTMON GTO OTUEID EQOUPLOYTS
Aldppoto
IToAd omavia (<1 {wo / 10.000 vrd Avénuévn evasOnoia Tov déppatog (Evsipo, Tpiyiuo)?
Oepaneia {oa, copmepropPavopévov ARBapyoc!
TOV UELOVOLEVOV OVAPOPDV): Awrtapayn cvumepipopds (d1éyepon, avnouyia, ykpivia,
neprotpopiéc)t 23
AwTapayn Tov TENTIKOL GLGTALATOS (VITEPGIEAOPPOL,
uelopévn opeln)t >3
Nevporoyikd GUUTTOUATO, (7). U1 PUCIOAOYIKT
kivnon, cvondoeig)t 23

1 yevikd vroympet ovtdpata, ? tapodicd, *ce ordrovg vaicOntovg oty mepuedpivn

H dnAnmpiaon petd and axodoio Ayn ard to 6ToUe 68 GKVAOVG elvar amiBavn, aAld pumopel va
ovuPel o€ TOAD GTAVIEC TEPITTOCELS. XE VT TNV TEPITTMOOT], UTOPEL VL ELPAVIOTODYV VEVPOLOYIK
CUUTTOUATO OTMG TPOUOG Kal ANBapyos. H Bepancio mpémet va eivar cupntopotikn. Agv vrdpyet
YV®OGTO €101KO avTidoTO.

H avagopd avembountov coppdviov eivar onuavtiky. Emitpénel t cvuveyn mapokorovOnon g
ACPAUAELNG EVOG KTIVIOTPIKOD POPUOKEVTIKOD TPOidvVTog. Ol avapopEg TPEMEL VA, OTOGTEAAOVTAL, KOTA
TPOTIUNOTN UESH KINVIATPOL, EITE GTOV KATOYO TNG ASEWNG KUKAOQOPIOG 1) GTOV TOTIKO OVTITPOGHOTO
TOV gite otV €Bvikn appodia apyn HESH Tov £BViKoD GLGTAATOG AVaPOPAS. Avatpééte eniong 6To
QOALO OONYIDV YPNONG Y10 TO OVTIGTOLYO GTOLYEIN ETUKOVMVING.

3.7  Xpnon katd TV Kvnon, T yorovyia 1) TNV ®OTOKiM

Kbdnon kot yorovyio

H ac@dielo To0 KTNVIOTPIKOD QOPUOKEDTIKOD TPOTOVTOC dgv €xel amodelybel oe okdAovg Katd ™
dudpkelo ¢ kdmong M ™¢ yorovyiog, 1 o€ (do mwov mpoopilovtal Yoo avomopaymyn. Amd Tig
EPYOOTNPLOKEG LEAETEG GE KOLVEAMD Kol EMIpVES pe TO €kdoyo N-peBvromvuppoldovn dramictdOnKav
evoeigelg epPpvoto&ikotnrag. To mpoidv va yopmyeitar pOVOV GOUPMOVO e TNV EKTIUNON 0QEAOVG-
KvdOvoL amd Tov vevbduvo KTnviaTpo.

3.8  AlMniemiopaocn pe Ao QUPRAKEVTIKA TPOTOVTA KOl GAAES HOPPES AAANAETIOPAONS
Agv gival yvoot Kapio.
3.9 Odoi yopiynons ku 6060A0Yid

Atdlopa yio emiyvon o€ onueio uovo yuo eEmtepikn ypron. Eeapudote udévo o dbicto déppa. Ta
Loa mpénet va Quyilovton pe akpifeta mpv and  Beponeio.

H e\éyiotn docoroyia eivor 10 mg/kg copatucon Bapovg tpdaxionpion kot 50 mg/kg copotucon
Bapovg meppuedpivn, Tov wwodvvauet pe 1 mméta tov 0,4 ml yio éva pikpd okdro (> 1,5 kg éoc 4 kg)
N onoia ovtioTolyel o€ 66om 10-27 mg/kg cwpatikol Bapovg yudakionpidn kat 50-133 mg/kg
oOUOTIKOD Bdpovg mepuedpivn.

I okvlove ave tov 1,5 ke fmc 4 ko:
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Bydhte pio muméra amd m cvokevacio. Kpatmote v mméta og dpbia BEom Ko TeploTpEYTe TO KOTAKL.
Awywpiote To TPiYOUO AVAUEGO OTIC ®UOTAATEG LEYPL VO EIVOL OPATO TO dEPLA.

TonobBethoTe TO GKPO TN TMETAG GTO JEPLO, KO TECTE GTADEPE APKETES POPES Y10 VO AOELAGETE TO
meplEXOUEVO amevbeiog oto dEpuaL.

Ny

=

Y mepintmon mopacitoong and eheipeg pulnticol THTOV, GLVIGTATOL TEPAUTEPM KTNVIATPIKY EEETAON
30 nuépeg petd ) Bepameio, kabbg opiopéva Lda propet va ypelactovy dgvtepn Bepamneio.

INo v Tpoctacio evog okOAoL Ko’ OAN TN dtdpkeln TNE TEPLOSOL TNG oKViTag, 1) Oepaneio Oo Tpémet
va cuveyiletar pe ouvémela Kad' OAN TN d1dpKELD TG TEPLOSOV.

H vrodocoloyia Bo pmopodce va 0dNY1GEL GE OVATOTEAEGLLOTIKY YPNOT Kol UTOPEL VO, EDVONGEL TNV
avamTuén avOeKTIKOTNTOG,

3.10 Zvpmroporte vTEPO0GOLOYiNS (KUl KATA TEPIMTOON, HETPO. AVTIRLETAOMTIGNS KOL OVTIOOTO)
Agv mapatnpnOnkay avemifOunTo KAWVIKE COUTTOUOTO G VYIEIC EVAAIKOVG GKOAOVG 1) KOVLTAPL0, GTOVG
omoiovg yopnynonke 60om mevtamidcio tng Oepamevtikng 60ong. To d1o wyvel kat Yo To KovTtafio
TV onoimv 1 untépa Elafe d6on Tpimhdcia TG BepaneuTiKig 606NG TOL GLVOLAGLOL YIOOKAOTPIONG
/ mepuebpivng. H coPapdtnto tov deppotikod eEavOUOTOC TOV UTOPEL LEPIKEG POPES VO, ELPAVIOTEL
07O oNUEl0 EPaPUOYNS, LEAVETAL [LE TNV LTTEPSOGOLOYIA.
3.11 Eidwkoi wepropiopoi yp1ong Kot e101kég cuvOnKkeg yprong, sopmeprioppfoavopiveov
TEPLOPIOUAV GT1] Y P61 AVTIUIKPOPLOKAV KOl OVTITOPUCITIKAV KTNVINTPLKOV

QPUPUOKEVTIKAV TPOIOVTOV TPOKEPUEVOD VU TEPLOPLOTEL 0 KivOUVOg avamTuEng avroyng

Agv 1oyvet.

3.12 Xpovor avapovig

Agv 1oydet.

4. DAPMAKOAOT'TIKEX ITAHPO®OPIEX

41 Kaoowkog ATCvet: QP53AC54

42 ®oppoxodvvoprk

To kMVIaTPIKO PAPULOKEVTIKO TPOIOV €ival £va eEMMOPAGITOKTOVO Y10l TOTIKY| ¥PNON TOV TEPIEXEL
YdokAompidn Kot mepuedpivr. Avtdg 0 CLVOVLAGHOG OpO. MG EVIOUOKTOVO, OKOPEOKTOVO Kol
ammOnTIKo.

H yudaxrompion eivar éva eEOmOPAGITOKTOVO, TOV GVIAKEL GTNV OUAS0 TOV YAMPOVIKOTIVOAIK®V
ovoldv. Xnuika pmopei vo tagivounei g yAwpovikotivolkn vitpoyovovidivi). H yudakionpion eiva

OPOOTIKN KATG TOV EVIAMK®V YOAAMV KOl TOV TPOVOUUEIKGOV oTadinv tov WyoAlwv. Extdg amd tnv
dpdion g WdaKAOTPIONG EVAVTL TV EVAMKOV YOAL®V, €Yl AmOdEXDEL 1] ATOTELEGHATIKOTNTA EVOVTL
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TOV TPOVOUPIKOV oTAdiwmV TV YOAAOV 610 TtepBdAiov tov vd Ogpameio katowkidiov (wov. Ta
TPOVOLPIKE GTASI GTO AUEGO TTEPIPAAAOV TOV GKVAOL Bavotdvovion HETA omd emaen pHe &va vTd
Oepaneion {mo. H yudaxhompion eppavilel vynAr GLYYEVELD HE TOVG VIKOTIVEPYIKOVS LTTOJOYEIS
OKETVAOYOAIVIC OTN LETAGVVOTTIKY TEPLOYT TOV KEVIPIKOV VELPLKOD cLGTH0TOG (KNX) Tev WyoAlov.
H emikeipevn avacToAr] TG YOAVEPYIKNG UETAOOONC OTO EVIOUN £XEL MG OMOTEAEGO, TV TAPGAALON
Kot Tov Bdvaro.

H meppebdpivn avikel oy kamnyopia tomov I tav mupebpocddv aKapeoKTOVOV Kot EVIOUOKTOV®V
KoL £YEL EMIONG am@ONTIKN dpACT). XT0 GTOVOLAMTA Kol GTO 0CTOVOLAL, TO, TUPEBPOEIdN emnpediovv
TOVG NAekTpoevaicHnTovg dStavAovg Tov vatpiov. Ta Tupebpoeidn ovopdlovial ETioNE «OVAGTOAEIG TV
OVOIKT®V S100A®V», Kot EMNPEACOLY TOVG dIOAOVG VOTPIOL HECH TNG EMPPAGVVONG TOV AELTOVPYIDV
NG EVEPYOTOINGNG KoL TNG OMEVEPYOTOINGNG, TOL £XEL GOV GUVETELN TNV LIEPIEYEPOT] Kot ToV Bdvato
TOV TAPUGITOV.

>0V GUVOLOCUO TV dVO OVCLAOY, £xEl amodelydel 6Tt 1 WOAKAOTPION AElTOVPYEL (OC EVEPYOTTOUNTNC
TOV YayyAMov Tov apfpomddny Kol ETOUEVOC 0VEAVEL TNV OTOTEAECUATIKOTNTO TG TEPUEDPIvIC.

To KIVITPIKO PAPLAKEVTIKO TPOTOV Tapéyel amwOnTiKy (avtipwlnrikn) dpdon kotd Tov Phlebotomus
perniciosus (>80% yia 3 Bd0UAdES), TOV KOLVOLTLDOV Kol TOV KpoTdveV. Ta dedopéva nediov amd o
eVONIKN TePLoyn €0e1&ov OTL TO KTNVIWNTPLKO (QOPLOKEVTIKO TPOIOV LEWMVEL EUUEGH TOV Kivouvo
uetadoong g Leishmania infantum oamo poivouéveg oxvineg (Phlebotomus perniciosus) yio émg kot 3
ePdoudoes, LeldVOVTAG £TGL TOV Kivouvo Agicuavinong oe okvAovg mov Edafav Bepameia.

Mrmnopet va avartoyfei avioyn omv mepuebpivn kot eivar yvootd 611 1 avtoyn eKONADVETOL GE
LEHOVOUEVES 1 TOAAOTAEG UETOAAGEES NG KVOpuog Béomg-otdyov TG, TV MAeKTpogvaichntwv
StvAwV Tov vaTpiov, Tov cuviBwg avagépovtal wg avtoyn knockdown (petdAiaén kdr 1y skdr). AAAot
Unyoviopol avamtuéng avtoyng mepthapupdvovv v mayvven ne emdepuidag kot TN UETABOAKN
vOEKTIKOTNTO LEGM TNG VIEPEKPPUCTIC TOV UETAROAKDY LOVOOEVYEVACHOY TOL KuToYpouUaTog P450,
TOV EGTEPACMV KL TOV S-TPAVGPEPAGDY TNG YAOLTAOEIOVIC.

43  ®appoKoKIVNTIKY

To KtMvViaTpkd QOPUOKELTIKO TPOIOV evOEiKVLTOL Yoo dePUOTIK) Yopnynon. Metd omd tomikn
EPUPHOYY| 6€ GKOAOVG, TO OLAAVLO KOTAUVEUETOL YPTYOPO GTNV EMPAVELL TOV CONOTOG TOV {mov. Kat
01 300 JPUCTIKEG OVGIEC TAPAUEVOVY OVIYVEDGIUEG GTO SEPUO. KoL TG TPiYES TOL VIO Bepamneio {DOL i
4 gfoopadec.

OCeleg deppotikés perétes og apovpoiovg kot {Da-0TOY0VE, LEAETEG VITEPOOGOLOYIOG KO KIVITIKNG
0pov £xovV KoTadEIEEL OTL | GULGTNUATIKT OTOPPOPT|GT KoL T®V 6V0 SPUCTIKMY OVGLMOV UETH TNV
EQAPHOYT o€ AOIKTO dEpLa Elvar YOoUNAT], Tapodikn Kot dev oeTileTal Le TNV KAWVIKY
OTOTEAEGUATIKOTI|TCL.

Hepiporhovtikég WO10TNTES

To KTNVIOTPIKO PAPUOKEVTIKO TPOIOV dEV TPEMEL VAL EIGEPYETAL GTOV VOPOPOPO opilovta KaOMS avTd
evoéyetan va, gtvor emkivouvo yio Toug yyBeic kat Tovg vdpoOPlovg opyavicpovs. I'a Tovg VLo Bepaneia
OKOAOVG, avaTpEETE OTNV TOPAYPPO 3.5.

Ta, Tpoidvta mov TEPE)ovY YLWdakAOTPioN Kot wepuedpivn sivarl to&ikd yuo T pEMGOOES.

5. OAPMAKEYTIKA XTOIXEIA

51 Kopieg aocvppatotnTeg
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AOY® EMAEYNG HEAETOV A.CLUPATOTNTOG, TO TOPOV KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO,
OVOUETYVOETOL E GALND KTNVIOTPIKE POPUUKEVTIK TPOTOVTOL.

52 Awpksia {ong

Avdprera {ong Tov KTNVIOTPIKOL GOPUOKEVTIKOD TPOIOVTOS COLG®VA LE TN GLGKEVAGia TOANoNg: 18
i?&/;iala NG HeTd TO TPAOTO AVOLYUA TG GTOYEIDMOOVS GUGKELOCING: ALEST XPOT

5.3 Idwitepeg mpouraters kaTd T OLAEN TOV TPOIGVTOG

Na unv yoyetor 1 KoToyoyeTot.

Na puAdoccovTal o1 TAETEC GTNV APYIKT] GLGKELAGIO Y10l VO TPOGTATEDOVTOL OO TO PMG KOL TNV

vypacia.

5.4  ®von km cVUVOEST TNS GTOLYELDOOVS CVOKEVUGING

Tonog mepiéxt;: Agvkn mméta omd TOAVTPOTLAEVIO.

YKo tng 0evTePOYEVODS daxeliokog and PET/PE/alovpivio/surlyn (aopaieiog yio
GLOKELOGING: Ta014) TOV TEPIEYEL pia TTETO.

Meyébn cvokevacidv: Zvokevaocieg mov wepiéyovv 1, 2, 3, 4, 6, 12 ko 24 munérec.

Mmnopei va. unv Kokho@opohv OAEG Ol GLCKEVOGIEG.

55  Ewkég mpo@uiaiers amoppiyng evog un yproonotn0évtog KTNviaTpikov
QUPUIKEVTIKOV TTPOIOVTOGS 1] AAA®V VAIK®OV TOV TPOEPYOVTAL U6 T1) YP1]O1] TOV TPOIOVTOG,
av vapyovv

Ta, @dpuoxo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV | TOV OIKIAKDOV OTOPANTOV.

To kTNVIATPIKO PAPUAKELTIKO TPOTOV dEV TPEMEL VO EIGEPYETOL GTOV VOPOPOPO opilovta kKabdc M

nepuedpivn ko 1 yudoakAompidn evoéyetor va givan emkivouves yia Toug 1ybeig Kot Alovg vopoflovg

0pYOVIGLLOVG,.

XPNOYLOTOOTE TPOYPAUIOTO ETIGTPOPTC QUPUAK®OV Y10 TV ATOPPLIYT U1 XPTCILOTO0EVTOV

KTNVIOTPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAAMV DAIK®MOV TOV TPOEPYOVTAL OO TN XPTOT) TOVG

COLPMOVO, LLE TIG TOTIKEG OTOTNGELG KO LLE TUYXOV €0VIKA CUGTAHOTA GLAAOYNG TTOV 1GYVOLY Y1d TA

GYETIKA KTNVINTPIKE POPUOKEVTIKA TPOIOVTAL.

6. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Beaphar B.V.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

A A K Kompov: CY00876V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

29/1/2024
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9. HMEPOMHNIA TEAEYTAIAYX ANAOEQPHXHY THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

10. TAEINOMHZIH TQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTQN

EAMGSa: No yopnyeital povov e KTNVIATPLIKT GUVTOYT.
Kozpog: Na yopnyeitot LOVOV LE KITNVIOTPIKT GOVTAY.

Agmtopepeic TANPOoPOpieg Yo TO €V AOY® KTIVIOTPIKO PUPUOKEVTIKO TPoioy givar Slabéciueg ot
Bdaon dedopévav g EE yo ta ktnviatpikd mpoidvra (https://medicines.health.europa.eu/veterinary).
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ITAPAPTHMA 11

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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IMIAHPO®OPIEX IIOY MPEIEI NA ANATPA®ONTAI *THN EEQTEPIKH
LYEZKEYAZIA
{KOYTI}

l 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ilpocbio oyn: ProtecTix 40 mg/200 mg didivpa yo eniyvon o€ onueio Yo GKHAOVG

Hiow wlevpa ProtecTix 40 mg/200 mg duddvpa yio, exiyvon o€ onpeio yio okdAoVG Emg 4 kg

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

Kd&0e muméta tov 0,4 ml mepiéyet:

40 mg ydaxiompion
200 mg wepuedpivn

3. YXYXKEYAXIA

1x0,4ml
2x0,4ml
3x0,4ml
4x0,4ml
6 x0,4 ml
12 x 0,4 ml
24 x 0,4 ml

| 4. EIAOX(H) ZQOY(QN)

tal

1.5 kg -4 kg

| 5. ENAEIZEIZ

[[a kovTtid: avtod to Keipevo yia Ty Tpochia oy (LOvo) Tov KovTLoD. |

* @ovaT®VEL KPOTAOVESG, YOALOLG Kol POgipeg pulnTikod THTOo

* AtwBel KpOTOVES, KOVVOVTLO, GKVITTES Kol GTAPAOUVYES

* Meidvel Tov Kivouvo PETAd0ONG TG AEIGLOVIMOTG TOL GKOAOL Kol TNG EPALYIOOTG TOV GKUAOV

Eixovoypduuara 6 mopooitwv, oni. kpotwveg, worlol, pOsipes puvlitikod tomov, kovvoLTia, OKVITES
K1 otofAouvyeg

[T kovutid: avtd 10 Keipevo yia to wiow PEPOS (LOVO) TOV KOLTIOV |
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- Ogpameio Kot TPOANY”N TV YOI OV Yia 4 gfdopddec. Mmopel va ypnoipomombel mg puépog g
oTpatnNYIKnG Bepameiog yo tov Eleyyo ™G aArepykng and Yoilovs deppatitidag (AYA).

- E€oeiper pBeipeg pulnrtucod tomov.

- AnwBei ko Bavatdvel Toug kKpoTwVeS Yo 3 1 4 efSouddeg avaloya [e To 100G TV Kpotdvmv. Ot
KPOTMVEG TOV VTLAPYOLY 101 GTOV GKOAO evo€yeTal va U BavatmBoly evtdg 600 nuepOV UETE TN
Bepameio Ko va mapopeivouy TpockoAinévol kot opatol. Emopévac, katd tn otryun g Oepaneiog
GULVIGTATOL 1 APAIPEST] TOV KPOTOVAOV TOV PBpicKovTal 101 6ToV 6KOAO, TPOKELLEVOL VA aropevyDet
1N TPOGKOAANOT TOVG Kot 1) amopvlnon aipatog.

A0l TIc oKVInEG, TO KOLVOVTL KOt TIG OTABAOUVYEG Yia dStdoTnue petaly 2 kot 4 efdouddwv.

- Mewdvel tov kivouvo peTadoong tng AEicpavimong Tov okOA0L (Yia £0¢ kot 3 BOOUAdES) KO TNG
ephyimong tov okvAOL (V1o £0¢ Kot 4 €BOOUAdES).

6. OAOI XOPHI'HXHX

Eniyvon o onueio. Movo yio emtepikn ypnon

Xprnowonomote pio muéta yo T Bepaneio evOg GKOAOD.

N
RJ(F

Mopapével amoterecpoticd dv o okviog Ppayel. apéyel TpovopEoKkTOVO dpAcT KATE TOV YOAL®V
070 Gueco mepPiAiov T@v okVA®V ov vrofdAiloviol oe Bepoameio. No punv ypnoyomoleitol o€
KouTdfla nhkiog kdto tov 7 efdopddwv 1 pe Bapog pkpdtepo and 1,5 kg. Xe mepintmon eyKupocvvng
1 YoAoLYi0G, VO XPTCLUOTOIEITOL LOVO GOUPMVA LE T GLUBOVAT VTEELHVVOL KTNVIATPOV.

| 7. XPONOI ANAMONHY |

8. HMEPOMHNIA AHEHE |

Exp. {pweeee}

‘ 9. EIAIKEX XYNOHKEX AIATHPHXHX

No pnv yoyeta 1] KaToyOyeTolL.
No euAdcoETOL TNV 0PYIKT) CLGKELOGIN Y10l VO, TPOGTATEVETAL ATO TO YOS KL TV VYPUGia.

‘ 10. OI AEZEIX «-ATABAXTE TO ®YAAO OAHT'TQN XPHXHZX ITPIN AITIO TH XPHXH» ’

APAcTE TO PUALO 0INYIOVY ¥PNONG TPV OO TN XPNOT).

‘ 11. OI AEEZEIX «<AIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» ‘

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPTOT).
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12. OI AEZEIX «NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
ITPOXEITIZOYN TA ITATAIA»

Na puidooetar o€ 0€on, v onoia dev PAETOLY Kot dev mpooeyyilovv Ta maldd.

‘ 13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

‘ 14. APIOMOI AAEIAYX KYKAO®OPIAX

A.A.K Kormpov: CY00876V

‘ 15. APIOMOZX ITAPTIAAX

Lot {ap1Buog}
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{®oxkehiokog}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ProtecTix

tad

1.5 kg -4 kg

‘ 2. MNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

40 mg Imidacloprid(e)
200 mg Permethrin(e)
0,4 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/eeee}

Mezé to mpaTo avoryua, aueon ypron e TIETOS
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Ihméra}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

ProtecTix

tad

1.5 kg -4 kg

‘ 2. MHNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

40 mg Imidacloprid(e)
200 mg Permethrin(e)
0,4 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Bpoc}

‘ 4. HMEPOMHNIA AHEHX

Exp. {u/eeee}
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B. PYAAO OAHI'TQN XPHXHX
No ypnoponoreitor Ko 1o TG 4 TEPLEKTIKOTNTESG
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O®YAAO OAHT'IQN XPHXHX
AVTO TO EUALO 0OMYIDV YPNONG EYEL OYEINOTEL KO Y10 TIG 4 TEPLEKTIKOTNTES/ LEYEDT oL TOV TOV
TPOIOVTOC.

1. Ovopacio ToV KTNVIHTPIKOD POPULAKEVTIKOD TPOIOVTOg
ProtecTix didAvpa yio emiyvon oe onpeio yio okviovs éoc 4 kg.
ProtecTix d1dAvpa yio emiyvon og onueio yuo oxviovg dvo tov 4 kg éoc 10 kg.

ProtecTix didAvpa yio emiyvon og onueio yio okviovg dve tov 10 kg émg 25 kg.
ProtecTix didAvpa yia emiyvon og onpeio yia okdAovs dve tov 25 kg émg 40 kg.

2. 2vvlheon

Kd&0e Aevkn mimétta nepiéyet:

ApacTtiki ovoia 'Exdoya:
IMocotnto, | Twidaxhompid | Tlepuebpivn | Butylhydro N-
(ml) n (mg) (mg) xytoluene | methylpyrr
(mg) olidone
(mg)
ProtecTix émg 4 kg 0,4 40,0 200,0 0,4 187
ProtecTix > 4 kg ém¢ 10 kg 1,0 100,0 500,0 1,0 468
ProtecTix > 10 kg £mg 25 kg 2,5 250,0 1250,0 2,5 1170
ProtecTix > 25 kg ¢mg 40 kg 4,0 400,0 2000,0 4,0 1872

Awovyéc Kitpvomo didAvpa yia entyvon og onpeio.

3. Eion {oov

alkakakal

1.5 kg - 4 kg 4-10kg 10-25kg 25- 40 kg

4, OgpomevTIKEg EVOEilelg

INo ™ Oepomeia kor v mpOANyYN ¢ mapacitwong amd yoriovg (Ctenocephalides canis,
Ctenocephalides felis).

O1 yOAAot 6Tovg oKVAOVG Bavatdvovtat gvtog piag nuépag petd ) Bepaneio. Mia Ogponeio amotpémet
TNV TEPUITEP® TOPUGITMON omd YOALOLS Yo Téooeplg ERdouddeg. To KTNVIATPIKO POPUAKEVTIKO
Polov pmopel va. ypnouonombei ota mhaiclo piog otpatnyikng Oepameiog yio tnv 0AAEPYIKT Ao
YOALOLG deppatitida.

To KTNVIATPIKO PAPUUKELTIKO TPOIOV EYEL EUUEVOVOH OKOPEOKTOVO KOl OT@ONTIKY OpAcT) EVOVTL TV
napacrtooenv and kpotmveg (Rhipicephalus sanguineus kot Ixodes ricinus yu téocepig efdopddeg
ko Dermacentor reticulatus yio tpeig efdopddeg).

Me v armbnon kot ) Bavatoon tov kpodtova eopéa Rhipicephalus sanguineus, to mpoidv peidvet
mv mbavotnto petddoong tov maboyovov Ehrlichia canis, ueidvovtag kat’ avtdv tov tpodmo Tov
Kivouvo gpAyimong tov okviov. H peimon tov kivdvvov Exel amoderybel oe peréteg 6t apyilet 3 nuépeg
UETA TNV EQOPLOYT| TOL TPOTOVTOG Kot TapalEVeL Yo 4 eBSOUAOES.
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O1 kpOT®VES TOL VTLAPYOVV MO GTOV GKOAO eVOgyeTaL Vo U BavatmBolv evidg 600 nuepdV pHetd ™
Oepamneio kot vo Tapopeivovy mpookoAinuévor Kot opatoi. Emouévmg, katd m otiyun g Oepomeiog
GULVIGTATOL 1] APAIPEST] TOV KPOTOV®VY OV Ppickovtal 10N 6Tov 6KOAO, TPOKEUEVOD VO AToPeLyDel 1
TPOCGKOAANGN TOVG Kal 1] ATopO{NGn CiLOTOC.

't Bepaneio Topacitmong omd eOipeg pulntikod tomov (Trichodectes canis).

Mia Bepaneia mapéyet anmbnrikn (avtipvintikn) dpdon Katd:

- tov okvitov (Phlebotomus papatasi ywa 600 efdoudadeg kou Phlebotomus perniciosus yia tpeig
ePoouGoES),

- TV kovvovmumv (Aedes aegypti yio 600 gdouadeg kar Culex pipiens yia téooepig f6ouadeq),

- TV otaPropvyodv (Stomoxys calcitrans) yio téocepic efoopades.

Mzeiwon tov kvdvvov Aoipméng amd Leishmania infantum péom petddoong and oxkvineg (Phlebotomus
perniciosus) ywo £o¢ 3 Bdopdades. H emidpaon eivor £upeon kol o@eiletol 6T dpAct TOL TPOIOVTOG
KOTA TOV POPEal.

5. Avtevoeigelg

No unv ypnotponolgitol € kovtdfia nAkiog Kotm tov 7 efdouddnv 1 pe fapoc pkpdtepo amd 1,5
kg.

No un ypnoLonoleital 6€ mePInT®ON LIEPELAIGHNGIOC GTO SPAGTIKA GLUGTATIKA 1] GE KOTO0 £KO0YO.
Na pn gpnowonoteitan o€ yateg. H mepuebpivn etvar emkivovvn yia 11§ yarec.

6. Ewwkéc mpogidomon)oelg

Ewwéc Tpostdomocelc:

Eivai duvatd va vmdpéel TpookOAANOT LELOVOUEVOV KPOTOVAOV 1] VOYHOTO HELOVOUEVOY CKVITIMV M
KovvouTidv. ['a tov Adyo avtd 1 LETAG00T AOUMIDY VOST|ULAT®V OO VTO T TOPACTTO OV UTopel
va. omokAglstel TANp®S, ov o1 cuvOnKeg gival Suoueveic.

Yuviotatol 1 epoppoyn tng Bepamneiog TovAdyiotov 3 NUEPEG TPV amd TV avapevOpevT €kbBeon oty
E. canis. Ocov agpopd otV E. canis, peléteg £xovv katadei&etl 011 0 HEIMUEVOS KivOUVOG EPAYImONG G
okvAoVG oL ekTEONKaV og Kpdtwveg Rhipicephalus sanguineus poivopévoug pe E. Canis, apyilet 3
NUEPEC LETA TNV EQOPLOYT TOV KTNVIOTPIKOD QOPLAKEVTIKOD TPOIOVTOS KO TAPAUUEVEL Y1a. 4 EBOOUAIES.

H dueom mpootacio and viyuato okvitmv dev £xel tekunpiwbei. Ot oxdAoL oV £yovv voPAndei o
Bepameia yia ) peiwon tov kvdvuvou pdivveng and Leishmania infantum péow petddoong and okvimneg
P. Perniciosus 0o mpémetl va puAGGGOVTOL GE TPOGTATEVUEVO TEPPBUALOV KOTH TN SIUPKELD TV TPDTOV
24 @paV PETAE TNV apyIKY| EPOpLOYT| TNG Oepamneiog.

IMo va peliodel n ek véov poAvvon amd Ty ePPAvion VE@V YOoAl®V, cuviotdtal 1 Oepaneio OA®V TV
oKOA®V o€ éva votkokupld. Ao {ma mov {ovv 6To 1010 voukokvpld Ba mpémel emiong va vofdilovot
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o€ Oepameio pe va KoTdAANA o Tpoiov. I'a v mepattépw peiwon g mepParlovtikig empdpovvonc,
ocuviotdral n Tpochetn yprion KatdAANAng tepiParrloviikr|g Bepaneiog Katd TV eVAAMK®OV YOAL®Y Kot
TOV aVoTTUELONKOV GTASIMV TOVG,

To KTNVIOTPIKO PAPUAKELTIKO TPOTOV TOPAUEVEL dPpaoTIKO €0V To (Mo Ppoyel. QQoTOG0, TPEMEL VoL
OTOPEVYETOL 1] TOPATETAUEVT), EvTOVN EKBECT OTO VEPO. Xg MEPUTTMGELS GLYVNG £kBeong 6To vepd, N
EUUEVOVOO OTTOTEAECUATIKOTNTO UTopel va pelmBel. Xe avTég TIC TEPIMTAGELS, UNV emavaiapuPdvete
Bepamneia cuyvotepa amd pia popd v efdopdda. Edv évag oxdiog yperdletar TAVGIUO LE GAUTOVAY,
ovtd Bo TPEMEL VO YivEL TPV AO TNV EQPOPUOYN TOV KINVIATPIKOD QUPUOKELTIKOD TPOIOVTOG M
TOVAdIoTOV 2 EPOOUAdEG META TNV EQOPLOYN, Yia Vo Pedtictomombel 1 omoTeAecUATIKOTNTA TOV
KTNVIOTPKOD POPUOKEVTIKOD TPOTOVTOG.

H doxomn yprion avtimapacitik®dy 1 1 PN Tov TopekkAivel amd Tig 0dnyieg mov divovral oty IIXIT
pmopel va ov&noet Tov Kivouvo avantuéng avBekTikdTnTOG Kol VoL 001YNGEL GE LEWOUEVT OPOCTIKOTNTA.
H amdé@aon yia m yprion tov wpoidviog Ba mpénet va Paciletor oty emPefaincn Tov mopaciTikoy
€100V¢ KO TOV POPTIOL 1} TOL KIVIVLVOL HOAVLVONG LE PACT T EMONUOAOYIKE YOPOKTNPLGTIKA TOV Y10
kd0e {do.

AvBektikdmro oty Tepuedpivn €xet avaeepbel oe yorlovg, kpotwveg (Rhipicephalus sanguineus),
otavAdpvyeg (Stomoxys calcitrans), xovvovma (Culex pipiens, Aedes aegypti) xar okvineg (P.
papatasi). H ypnon avtod tov mpoidviog Oo mpémel va AapPaver vmoyn Tig TOTIKEG TANPOPOPiES
OYETIKA UE TNV gvauctncio TV Tapacitev-cToXw0V, 0oL gival dabécyues. ZUVIGTATOL 1| TEPAULTEP®
O1EPEHVNOT TEPITTOCEMY TOAVOALOYOVLEVNG OVOEKTIKOTNTOGC, LE TN XPNOT] KOTAAANANG Sl0yVOGTIKNG
ueboddov. H emiPePoropévn avbektikdmra 0o mpémel va avoQEPETOL GTOV KATOXO NG GOEWG
KukKAopopiag 1 oTig apUOdLES apyES.

Idwaitepec mPo@LAGEELS YO TNV Ac@aAN ¥prion oto £id1 Ldwv:

Oa mpémet vo AapPAveTol HEPLUVA, DOTE VO OTOPEVYETOL 1) EXAPY| TOV TEPIEXOUEVOL TNG TITETAS LLE TO.
UATIOL 1} TO GTOLLOL TOV ATTOOEKTN-OKVAOV.

Oa mpémel va AouPavetar uépuva, Kot TN YOpPHYNOoT TOV KTNVINTPIKOD QUPUOKEVTIKOD TPOIOVTOC.
[Swiitepa Bo mpémet var amopevyeTAL TO YAEIWO TG TTEPLOYNG OOV EQOPLOCHNKE TO TPOIOV, TOGO ATd
10 {0, 6TO Omoio yopnyNONKe, 660 KoL amd (Mo e T omoio EPYETAL GE EMAPT.

Na pn ypnoponoleitor o€ yares.

To wpoidv avtd givar e&orpetind To&kd yio Tig yateg kot Oo uropovoe va amofei potpaio e€antiag g
WBiTePNG PLGIOAOYIOG TMV YUTMY, Ol OTOIEC AdVVATOVY VO, LETAPOAIGOVY OPICUEVEC OVGIES, OTTMG M
nepuedpivn. I'a va mpootatéyerte Tig Yateg and Tuyaia kbeon 6to TPOoidy, AMOUAKPOVETE TOVS VIO
Bepaneion GKOAOLG amd TIG YOTEG HETA TNV EQOPLOYT TNG Bepameiog, g OTOL VO GTEYVAGEL 1] TEPIOYN
EQapPHOYNG TOV TPOoTovTog. Elvar onpavtikd va Befoarmbeite 611 ot ydteg de Ba YAelyovv 10 GKOAO GTNV
ePOYN OmOv €PapuUoOoTKE aLTd TO TPoldv. Edv avtd cvuPei, avalntiote auéom KTNVINTPIKN
cuppovAn.

Onwg woyvel pe kdbe mapaoitoktovo mpoidv, 1 GLYXVR Kol 1 ETAVOAOUPavOpevVn yxpnom &vog
eEOTOPACITOKTOVOL 0d TNV 1010 KaTnyopia Umopel va, 0dNyHoEL 6TV avanTuén avOekTIKOTNTOG.

YvpPovievteite Tov KTNVIOTPO GOGC, TPLV YPTOULOTOIGETE TO TPOIOV GE APPOGTOVG 1|
e&aobevnuévoug orxdiovg.

Idwiitepec mpo@LAGEELS TOL Tpémel vo. Aapdvovial amd To GTOLO TOL YOPNYEL TO KINVIOTPKO
QOPUOKEVTIKO TPoidv ot (wa.:
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Atopa pe yvootd 1otopikd vrepevatstnoiag tov dEppatog pmopei va givor wiaitepa evaicHnta e avtd
TO KINVIOTPIKO PUPLOKEVTIKO TPOTIOV.

Ta wvplapye KAWIKA CLUTTOMOTO, TO OTolo o€ EEOIPETIKA OMAVIEG MEPMTMCEL WTOPEL Vv
EUPAVIGTOVV, givon mapodikol arsOntnplaxoi epebicpol Tov dépuatog OTMG PopUNYKIOoUa, aictnua
KOOGOV 1] LOVSIOC AL

ATd T1g epyaoTnplakés LEAETES GE KOLVEALD KOl ETTIUVES e TO £k00y0 N-pebBviomvuppoidovn
dwmotddnkav evoeilelg epPpvotolikodmrag. To KTMVIATPIKO PAPLOKELTIKO TPOiOV Ogv TPEMEL VAL
yopnyeitan amd €ykveg yuvaikes Kot yovaikeg yla Tig onoieg vdpyel vroyia eykvpocvvne. Katd tov
YEWPIGUO TOV KTNVIUTPIKOD QOPLOKEVTIKOD TPOIOVTOG OO YUVAIKES OVATOPOY®YIKNG nAkiag, Oa
TPENEL VO, YPTCLOTOIEITOL TPOCOTIKOG TPOCSTATEVTIKOG EE0TAMGHOG TTOL amoTeELEiTAL amd yavTio. Ot
€YKVEC YOVOIKEG KOl Ol YOVOIKEG Y10l TIG OTTOIEC VITAPYEL VITOY O EYKVUOGVVNG Ba TPETEL VA OTOPELYOLV
™V queon emaen pe 1o vd Beponeio (o Yo 12 dpeg PETA TNV EPAPLOYT TOV TPOIOVTOG,.

O yepopds tov vro Bepaneio (omv Ba mpémel va amopevyeTon Yo TovAdylotov 12 dpeg petd v
EQAPLOYY| TOV TPOidVTOG. 26 €K TOVTOV, GuVicTATol 1| Bgpaneia Tov {dov to Ppddv. Ta vrd Bepaneia
{da dev TPEMEL VAL EMITPEMETOL VO KOWWOVVTOL UE TOVG IOOKTHTEG TOVG, EIOIKA T TOUOLA.

Mo vo amotpéyete v mpdsPacn TOV TUBIDV OTIS TMETES, OLTNPNOTE TNV TWIMETA GTNV OPYIKN
cuoKevaoio PHEYPL va eivar EToun yuo ¥p1omn Kol amoppiyTe AUECHOC TIG (PN CILOTOMUEVEG TITETES,
Amoplyete TV €m0 UETAED TOL KTNVIOTPIKOD (POPUOKEVTIKOD TPOIOVTOG KOl TOV SEPUOTOC, TMV
LOTIAV 1) TOV GTOHOTOC.

Mnyv tpdte, Tivete N Komvilete kaTd T S18pKELD TNG EQAPULOYNG.

[M\Ovete ta y€plo eTUEADS LETE TN YPTON.

Ye mepintoon toyaiog dafpoyng Tov dEPUOTOC, EETADVETE AUECHE LE GOTOVVL Kal VEPO.

Edv to xtnviatptkd Qoppokentikd mpoiov EIGEADEL TV GTO LLATLO, TPETEL VO, TOL EEMAVVETE EMUEADS
pe vepo. Edv o epebiopog tov dépuatog 1 TV HOTIOV EMUEVEL, avalNTOTE OUECMS LUTPIKT] GUUPOVAN
Kot emdeifeTe oTOV 10TPO TO PUALO 0OINYIOV YPNONG.

Mnyv katozmivete 10 mpoidy. Xe mepintmon mov Katd AdBog vapiel KoTAmoon, avalnTioeTe aUécms
oTptkn Ponbela Kot emdei&eTe GTOV 10.TPO TO PUALO 0ONYIOV YPNONG 1 TNV ETIKETA TOV PUPUOKEVTIKOD
TPOIOVTOC.

AVTO TO KTNVITPIKO QUPUOKEVTIKO TPOiOV TEPLEYEL POVTVA VIPOELTOLOVOALD, TO OO0 UTOPEL VO
TPOKOAECEL TOTIKEG OEPUATIKEG avTIdpdoels (.. depuotitida €€ emapng) N epediocpud TV 0POBUAU®Y
KoL TV PAEVVOYOV@V.

Aleg TPOQLAGEELC:

A€SOUEVOD OTL TO KTNVIOTPIKO POPUAKEVTIKO TPOIOV givarl EMKIVOLVO Y1a TOLG VOPOPLOVS OPYAVIGHOVG,
ot Vo Oepameion oKOAOL dgv TMPEMEL O KOl TEPINTMOON VO EIGEPYOVIOL OE EMPAVELOKE VOATO
0TO10VONTOTE TOHTTOV Y10, TOLAAYIGTOV 48 MPEG puetd tn Oepameia.

O d1A0TNG 6TO KTNVIATPIKO POPUAKELTIKO TTPOTOV givat Suvatd Vo aproeL KNAIOES KOTA TNV ETAQT] TOV
UE OPLoUEVE DAIKE, OTIMG OEPUM, VOACUNTO, TAOCTIKG KOl AOKOPICUEVEG ETLPAVEIEG. APNOTE TNV
TEPLOYN EQUPUOYNC VO GTEYVMGEL, TPLV EMLTPOTEL 1] EXAPT| UE TETOLOL EIOOVE VAIKA.

Eyxvpocvvn kot yorovyia:

H acedieta Tov KTNVIOTPIKOD QOPUAKEVTIKOD TPOTOVTOg dgv €xel amodelybel oe okdAove Katd ™
dupkelo g kodmong M ™G yorovyiag, 1 o€ (do mov mpoopiloviar Yo avomapoymyn. Amd Tig
EPYOOTNPLOKEG LEAETEG GE KOVLVEALD KOl EMIHVES pe TO €kdoyo N-peBvromuppoldovn dramicTdONKay
evoeifelg euPpvotoéikomrac. To mpoidv va yopnyeital LOVOV GOUPMOVO, LE TNV EKTIUNGN 0QELOVC-
KvdOvoL amd Tov vevbuvo KTnviaTpo.

Yrepdocoroyia:
Agv mapophOnkay avemBiunTo KAMVIKG GUUTTOUATO GE VY1 KOLTAPLa 1] EVIIAKOVE GKOAOLG TOV

extédnKav o€ mevtoamAn docoroyia (5X) 1 6€ KOLTAPLX TOV OTOI®V 01 UNTEPES VITOPANONKAY GE
Oepaneio pe TpmAn docoroyia (3X) TOL KTNVIATPIKOD POPUAKEVTIKOD TPOIOVTOG.
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Kvpieg acvpfatdmreg
AOY® EMAEYNG HEAETOV A.CLUPATOTNTOG, TO TOPOV KTNVIATPIKO POPUAKEVTIKO TPOTOV OEV TPEMEL VO,
OVOUETYVOETOL E GALND KTNVIOTPIKE POPUUKEVTIK TPOTOVTOL.

7. Avem@ounta coppavra
Yoot
Oy ovyva (1 €wg 10 oo/ 1.000 v Kvnopog oto onpeio epappoyng, ahioyn tpydv cto onpeio
Oepomeio {da): €PAPUOYNG (T.x. MTopd Tpix®e 6TO OUEID EPAPLOYNG)
‘Epeon
Eravia (1 éog 10 {da / 10.000 vd Bepancion | EpvOnpa oto onpeio epappoyng, reypovi oto onpeio
{oa): EPOPLOYNG, TPYOTTM®GCT 0TO oMueio EPAPLOYNS
Atdppota

[Told omévia (<1 {do / 10.000 v Oepancio. | AvEnuévn evarcOncio tov Séppatog (Evoipo, Tpiyipo)t
{da, copmepthapfovorévay Tmv

: 1
LLELLOVOUEVOV AVAPOPAOV): Afbapyog

Awtapoyn copneplpopds (diéyepon, avnovyia, ykpivia,
nepioTpoPéc)t 23

AwTapoyn Tov TENTIKOD CLGTNUATOS (VITEPCLEAOPPOLLL,
uetopévn opegn)t> 3

Nevporoyikd copnT®pRoTo (). 1L PLOLOAOYIKY Kivnon,
ovondoeig) 23

1 yevikd vroympet ovtdpata, ? tapodikd, *ce ordrovg vaicOntovg oty mepuedpivn

H dnAnmpiaon petd and axodoio Ayn oo To 6TOU0, 6 GKVAOVG eival amifavn, aAld pwmopel vo
ovuPel o€ TOAD GTAVIEC TEPITTAOCELS. XE OVTY| TNV TEPIMTMOOT], UTOPEL VAL ELPOVIOTODV VEVPOLOYIK
CUUTTOUOTO OTMG TPOUOG Kal ANBapyos. H Bepancio mpémet va eivar cupntopotikn. Agv vrdpyet
YV®OGTO E101KO aVTIO0TO.

H avagopd avembountov coppdviov eivar onuavtiky. Emitpénel ) cuveyn mopoakoiovdnoen g
AcQAAELOG EVOC KTNVIOTPIKOV PUPUAKEVTIKOD TPOTOVTOG. Ot avapopEg TPEMEL VA ATOCTEAAOVTOL, KOTA
TPOTIUN O™ HEGH KTNVIATPOL, E1TE GTOV KATOYO TNG ASEWG KUKAOQOPIOG 1) GTOV TOMIKO OVTIUTPOGHOTO
ToV gite oV €Bvikn apurodia apyn HEc® Tov £Bvikoy cuoTHaTOg avapopds. Avatpélte emiong 6To
QOALO OONYIDV YPNONG Y10 TA OVTIGTOLY0, GTOLYEIN ETKOIVMVING,

EALGSa: EBvikog Opyavioudc @apudkomv, TnA: 213 2040213, Email: vetpharmacovigilavce@eof.gr
Kbnpog: Tototomoc: http://www.moa.gov.cy/moa/vs/vs.nsf

8. Aocoloyia Yo KaOg €i00g, TPOTOS KAl 0001 Yop1ynong

A060/.0y1K0 GYHua. KoL GOVIGTOUEVY EAdyioth doan yio, kGOe mepiektikdtnTo. Tov ProtecTix didlvua yio
EMyvON € ONUEIO:

Méyeg0og oxvrov IIpoiov Yo yprion Oykog | Imdaxrompion | Ileppedpivn
(ml) | (mg/kg (mg/kyg
COUUTIKOV COUUTIKOV
papovg) papovg)
<4 kg ProtecTix <4 kg 0,4 To ghdyioto 10 | To eldyroto 50
>4 kg <10 kg ProtecTix >4 kg xon < 10 kg 1,0 10 - 25 50 - 125
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>10kg<25Kkg |ProtecTix > 10 kg ka1 <25 2,5 10 - 25 50 - 125

kg
>25kg <40 kg | ProtecTix > 25 kon <40 kg 4,0 10-16 50 -80

Eniyvon oe onueio.

9. 0donyieg Yo ™) cGTI LOp1YNON

I oxkviovg Gvo Tov 1.5 kg fmc 10 kg:

Bydhte pio mméta amd ™ cvokevocio. Kpatote v mméta og dpbia BEom ko TEPIOTPEYTE TO KOTAKL.
Awyopiote 10 TplyoOUa OVAPEGH OTIC OUOTAATES UEXPL VA £ival 0paTd TO OEPLLAL.

TomoBetnote T0 AKpPO TG TUTETOG GTO dEPHOL Kot TECTE oTABEPE APKETEG POPES Yo VAL 0OELBGETE TO
neplexopevo anevbeiog oto déppua.

<
R

INo oxkviovg Gvo Tov 10 kg fmc 40 kg:

Bydite pio mméta amd ™ cvokevocio. Kpatmote v mméta e 0pOia 0Eon kol TEPIOTPEYTE TO KATAKL.
EEKIVOVTAG 0T0 TOV MO TOV GKVAOL GOC, SL0Y®PIGTE TO TPIYMLO KoL TIECTE TO TEPLEYOLUEVO TNG TUTETOGC
o€ Téoogpa onpein Katd pKog e TAGTNG TOL GKVAOV GO, TEAEL®VOVTAS 0T Bdon g ovpds. Mnv
epappolete vePPOAKY] TOGOTNTA SWHAVUOTOS GE OMOLOONTOTE oNEi0 OV B PTOpPOVsE Vo, EYEL MG
OTOTELEC O LEPOG TOV SOAVATOG VOl TPEEEL OO TNV TAEVPA TOL GKOAOV.

7 -
A ™M 1

TN 6)ove Tovg okvroLG:
Epappoote og dBicro 6éppa. Ta {wa npénet va Quyilovton pe akpifeia tpv and ) Bepansio.

INo vo pelimdei n ek véov poOALVGN 0o TNV ELPAVIOT VEOV YOAA®V, cuvieTtdtal 1 Oepaneio AV TV
oKOA®V o€ éva votkokupld. AAAa {ma mov {ovv aTo 1010 voukokvpld Ba mpémel emiong va vofdilovTat
o€ Oepameia pe £va KoTdAANAo mpoiov. [a v meportépm peimon g tepforioviikng emPdpovong,
ouvvietdral n Tpochetn ypron KatdAANANG TepPailovTikig Oepameiog Kot TV EVAAMK®OV YOAL®Y Kot
TOV avonTLELOKAOV 0TSOV TOVG.

Y mepintmon mopacitoong amd eoeipeg poinTikoD THTOV, GLVIGTATOL TEPAULTEP® KTNVITPIKY EEETAON
30 nuépeg petd ) Bepameia, kabdg opropéva {da umopel va ypelactovy deutepn Bepameia.

INo v Tpootacio evog okdAoL Ko’ 6AN TN dtdpkela TG TEPLOSOL TNG oKVitag, 1) Oepaneio Bo Tpémet
va cuveyiletar pe ovvémela Kad' OAN TN d1dpKeLo TG TEPLOSOV.

10. Xpovor avapovig

11. EIAIKEX XYNOHKEX AIATHPHXHX

Noa puidooetal o€ 0éom, TV omoio dev PAETOLY Ko dev TPooeyYilovy Ta Al
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No pnv yoyetat 1 KaToyOyeTal.
No puAGcoETAL GTOV APYIKO TEPLEKTT Y10 VO TPOGTUTELETUL GO TO PMG KO TNV VYPOGid.

Na pn gpnoponoteitan ovtd 10 KTNVIATPIKO GOPUAKEVTIKO TPOidV Petd omd v nuepounvia Anéng
OV AVOYPAPETAL OTT] CLGKELAGIOL.

12. Ewdwkég mpo@uracelg amoppryng

Ta papuake dev TPEMEL VO ATOPPITTOVTOL HEGHD TOV AVUATOV 1 TOV OIKIOKOV AToBANTOV.

To kNVIaTPIKO PAPUAKELTIKO TPOTOV eV TPEMEL VO EIGEPYETOL GTOV VOPOPOPO opilovta kKabdc M
meppedpivn Kot 1 dakAompidn evdgyetan va. givar emkivovuveg yuo Toug 1ybeic Ko dGAlovg vdpoPlovg
OpYAVIGHLOVG,.

XPNOUYLOTOOTE TPOYPAUIOTO ETIGTPOPTC PUPUAK®OV Y10 TNV ATOPPLIYT] U1 XPTCILOTOOEVTOV
KTNVITPIKOV QOPUOKEVTIKOV TPOIOVI®V 1] GAAMV DAIK®MV TOV TPOEPYOVTAL O TN XPTOT) TOVG
CULPMOVO. LLE TIG TOTKEG AOTNGELS KO PLe TuYOV 1oybovta eBvikd cuotipata cvirioyns. Ta pétpa

0T OTOGKOTOVV GTNV TPOGTAGIO TOL TEPPAAAOVTOG,.

YvpPovievbeite Tov KTNVIATPO GAG 1] TOV POPLAKOTOLO GOG Y10, TOV TPOTO AmdppIyng Tmv
APNOWOTONOEVTOV PAPUAK®YV.

13.  Ta&vépnon TOV KTNVWWTPIKOV QUPRIKEVTIKAV TPOIGVTOV
Na yopnyeiton HOVO Le KTNVIOTPIKY] GUVTOYT].

14.  ApOpoi 610G KUKAOPOPIOG KUl GVCKEVUGIEG

A.AK Kompov: CY00876V

Yvokevaociec mov mepEyouv 1, 2, 3, 4, 6, 12 kot 24 mnéteg, GLOKEVACUEVEG EEYMPIOTO GE PUKEAIGKO
acoieiag yio Toadid. Mmopel vo v KuKAOQPOpoUV OAEG 01 GLGKEVOGIES.

15.  Hpepopnvia 1erevtaiog ava@e®pnong Tov GUALOV 001 YLIOV YPNONG
29/1/2024

Aentouepeic TANPOPOPIES Y1 TO €V AOYM KTNVIOTPIKO PAPUOKEVTIKO TPoioV gival Slabéciueg ot
Baon dedopévov g EE yia ta ktnviatpucd mpoiovta
https://medicines.health.europa.eu/veterinary

16. Xtoyeia emkowvoviog

Kdatoyoc tne Gdeiac KukAoQopiag
Beaphar B.V.

Drostenkamp 3

8101 BX Raalte

Kato Xopeg

IMopoaokevaotg VITEVBVVOC Y10 TNV OTEAELOEPOON TOV TOPTIO®V:
Beaphar B.V.

Oude Linderteseweg 9

8102 EV Raalte
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Kato Xopeg

Tomkoi ovTITpdSMTOL KO GTOUYEIN EMIKOVMVIOE Y10 TNV 0VOPOPQ THAVOAOYODUEV®Y OVETIODUNTOV
EVEPYELDV:

Beaphar Hellas LTD

Koo Horopd 14

Néo Poyuco

Attikn, 15451

Abnva

EALGOO

E: info@beaphar.gr

T: +30 210 67 26 480

17. Alleg minpogopisg

INo omoladnmote TANPOPOPia, GYETIKE LLE TO TOPOV KTNVIUTPIKO PAPUOKEVLTIKO TPOIOV, TapaKoreiche
va argvBouvleite GTOV TOTIKO AVTITPOGOTO TOL KATOYOL TNG ASEWNG KUKAOQOPING.

26 |26


mailto:info@beaphar.gr

	ΠΑΡΑΡΤΗΜΑ Ι
	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	1. ΟΝΟΜΑΣΙΑ ΤΟΥ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	2. ΠΟΙΟΤΙΚΗ ΚΑΙ ΠΟΣΟΤΙΚΗ ΣΥΝΘΕΣΗ
	3. ΚΛΙΝΙΚΕΣ ΠΛΗΡΟΦΟΡΙΕΣ
	4. ΦΑΡΜΑΚΟΛΟΓΙΚΕΣ ΠΛΗΡΟΦΟΡΙΕΣ
	5. ΦΑΡΜΑΚΕΥΤΙΚΑ ΣΤΟΙΧΕΙΑ
	6. ΟΝΟΜΑ ΤΟΥ ΚΑΤΟΧΟΥ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	7. ΑΡΙΘΜΟΣ(ΟΙ) ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	8. ΗΜΕΡΟΜΗΝΙΑ ΠΡΩΤΗΣ ΕΓΚΡΙΣΗΣ
	9. ΗΜΕΡΟΜΗΝΙΑ ΤΕΛΕΥΤΑΙΑΣ ΑΝΑΘΕΩΡΗΣΗΣ ΤΗΣ ΠΕΡΙΛΗΨΗΣ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	10. ΤΑΞΙΝΟΜΗΣΗ ΤΩΝ ΚΤΗΝΙΑΤΡΙΚΩΝ ΦΑΡΜΑΚΕΥΤΙΚΩΝ ΠΡΟΪΟΝΤΩΝ

	ΠΑΡΑΡΤΗΜΑ ΙΙ
	ΕΠΙΣΗΜΑΝΣΗ ΚΑΙ ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣHΣ
	Α. ΕΠΙΣΗΜΑΝΣΗ
	1. ΟΝΟΜΑΣΙΑ ΤΟΥ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	2. ΣΥΝΘΕΣΗ ΣΕ ΔΡΑΣΤΙΚΗ(ΕΣ) ΟΥΣΙΑ(ΕΣ)
	3. ΣΥΣΚΕΥΑΣΙΑ
	4. ΕΙΔΟΣ(Η) ΖΩΟΥ(ΩΝ)
	5. ΕΝΔΕΙΞΕΙΣ
	6. ΟΔΟΙ ΧΟΡΗΓΗΣΗΣ
	7. ΧΡΟΝΟΙ ΑΝΑΜΟΝΗΣ
	8. ΗΜΕΡΟΜΗΝΙΑ ΛΗΞΗΣ
	9. ΕΙΔΙΚΕΣ ΣΥΝΘΗΚΕΣ ΔΙΑΤΗΡΗΣΗΣ
	10. ΟΙ ΛΕΞΕΙΣ «ΔΙΑΒΑΣΤΕ ΤΟ ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ ΠΡΙΝ ΑΠΟ ΤΗ ΧΡΗΣΗ»
	11. ΟΙ ΛΕΞΕΙΣ «ΑΠΟΚΛΕΙΣΤΙΚΑ ΓΙΑ ΚΤΗΝΙΑΤΡΙΚΗ ΧΡΗΣΗ»
	12. ΟΙ ΛΕΞΕΙΣ «ΝΑ ΦΥΛΑΣΣΕΤΑΙ ΣΕ ΘΕΣΗ, ΤΗΝ ΟΠΟΙΑ ΔΕΝ ΒΛΕΠΟΥΝ ΚΑΙ ΔΕΝ ΠΡΟΣΕΓΓΙΖΟΥΝ ΤΑ ΠΑΙΔΙΑ»
	13. ΟΝΟΜΑ ΤΟΥ ΚΑΤΟΧΟΥ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	14. ΑΡΙΘΜΟΙ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	15. ΑΡΙΘΜΟΣ ΠΑΡΤΙΔΑΣ
	1. ΟΝΟΜΑΣΙΑ ΤΟΥ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	2. ΠΟΣΟΤΙΚΑ ΣΤΟΙΧΕΙΑ ΤΩΝ ΔΡΑΣΤΙΚΩΝ ΟΥΣΙΩΝ
	3. ΑΡΙΘΜΟΣ ΠΑΡΤΙΔΑΣ
	4. ΗΜΕΡΟΜΗΝΙΑ ΛΗΞΗΣ
	1. ΟΝΟΜΑΣΙΑ ΤΟΥ ΚΤΗΝΙΑΤΡΙΚΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	2. ΠΟΣΟΤΙΚΑ ΣΤΟΙΧΕΙΑ ΤΩΝ ΔΡΑΣΤΙΚΩΝ ΟΥΣΙΩΝ
	3. ΑΡΙΘΜΟΣ ΠΑΡΤΙΔΑΣ
	4. ΗΜΕΡΟΜΗΝΙΑ ΛΗΞΗΣ

	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ
	1. Ονομασία του κτηνιατρικού φαρμακευτικού προϊόντος
	2. Σύνθεση
	3. Είδη ζώων
	4. Θεραπευτικές ενδείξεις
	5. Αντενδείξεις
	6. Ειδικές προειδοποιήσεις
	7. Ανεπιθύμητα συμβάντα
	8. Δοσολογία για κάθε είδος, τρόπος και οδοί χορήγησης
	9. Οδηγίες για τη σωστή χορήγηση
	10. Χρόνοι αναμονής
	11. ΕΙΔΙΚΕΣ ΣΥΝΘΗΚΕΣ ΔΙΑΤΗΡΗΣΗΣ
	12. Ειδικές προφυλάξεις απόρριψης
	13. Ταξινόμηση των κτηνιατρικών φαρμακευτικών προϊόντων
	14. Αριθμοί άδειας κυκλοφορίας και συσκευασίες
	15. Ημερομηνία τελευταίας αναθεώρησης του φύλλου οδηγιών χρήσης
	16. Στοιχεία επικοινωνίας
	17. Άλλες πληροφορίες


