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ITAPAPTHMA 1

MEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IPOIONTOX

Sulfaprex 250 mg/g + 50 mg/g mpdprypa yio poppaKovyo Tpoen yo xoipovs Kot mpofata.

2, MOIOTIKH KAI ITOXOTIKH XYNOGEXH

Kd&Oe g mepiéyet:

APUOTIK( GLOTUTIKA:
Sulfadiazine ..................... 250 mg
Trimethoprim.................... 50 mg
"Exdoya:

IMocotikn cvvBeon av o TAnpopopics
IowoTiki] 6UVOEGT EKIOYOV KoL GAAL®V | GVTEG EIVOL CNUAVTIKES Y10, T1) COGTI|
GULOTUTIK®V XOPNYNON TOL KTNVIUTPLKOD
QUPUIKEVTIKOV TPOIOVTOG

paraffin, liquid
colloidal anhydrous silica
calcium carbonate gs.lg

A€gUKOKITPIVY] KOKKOTONUEVT] GKOVY).

3. KAINIKEX TAHPO®OPIEX
3.1 Eion {oov

Xoipor kot pofata (mptv amd tnVv Evapén Aettovpyiag g LeyoAng Kotiog).
3.2  OgpomevTikég evoeilels Yo ka0g gidog LOwv

Xoipou: [ tn Bepomeion avamvevoTIK@OV AOWMEEDOV TOV TPOKOAOHVTOL OO CTEAEYN TV
Pasteurella  multocida, Actinobacillus pleuropneumoniae, Haemophilus parasuis ol
Streptococcus suis evoicinto ot covApadialivn kot otny Tpiuedompiun.

[péBata (mpwv amd tnv évapén Asuwovpyiag tng peyding xowdiag): Mo ) Ogpameio
OVOTVELGTIKAOV AOmEE®V 7oV mpokohovvtal amd oteéyn ¢ Pasteurella multocida
evaioctnto ot covApadialivny kot otnv Tpiuedompiun.

3.3  AvrevoeiEeag

Na pn ¥pnoLOTOLEITAL OE TEPUTTOCELS VIEPELAITONGING OTIC dPUCTIKEG OVGIES, OE AVO.CTOAEIG
SHOPOPOAIKNG OvayYdong 1| 6€ KAmolo amod Ta £KO0YOL.

No pnv ypnoiponoteital oe {do Le VEPPIKN 1 NTATIKY OVETAPKELDL.

No unv ypnowonoteitor o€ {do e OLUATOAOYIKT SuoKPUGia.

3.4 Ewikég mposidomonoelg

H mpocinyn oeapupoxkodyov tpognc, €faptdrtal amd v KAWIKN Katdotaon tov (hov.
[Ipokeyévov va enttevybeil N cmoTH d0COAOYIM, 1 CLYKEVIPOGOT] TOL CVTLUIKPOPLOKOD TPETEL
V0, TPOGOAPUOGTEL AVOAOYMG KOl 1] KATOVAAMGT VEPOD TPETEL VO Eival EEACPAMSUEVT.

To {do pe pel@pUEVN TPOGANYT TPOPNG KA/ SLOTAPAYUEVT] YEVIKY KATAOTOOT, TPEMEL VA
avTIETOTILOVTAL LLE TAPEVIEPIKT Oy®YN.



3.5 Iowitepeg TPoPLAGEELS KATA TY) (p1ion

Idwitepec mPo@LAGEELS V1o TV aGQAAT YpTion ota €101 Lhwv:Otay givar Suvatdy o cuvdVacUOS
covApadialivng kot Tpiuebompipung va ypnoiponoteiton povo £netta omd Sokuég evastnaciog. Oa
npénel va AapPdvetor vedyn N emionun €Bvikn Kol TOMKN OVTIUIKPOPLOKT TOALTIKY Ot
YPNOYLOTOLEITAL TO TTPOTOV.

H ypnon tov wpoidvtog Ba tpénet vo Paciletol 6Ty TanTOTOINGT KOl 6TOV EAEYY0 EvacOnaciog
Tou(-0V) oToyevopevoL(-av) Taboydvou(-mv) piKpoopyaviopov(-av). Edv avtd dev elvar
eKTo, M Bepoameia Ba mpénel vo Paciletar oe emdNUOAOYIKA dESOUEVA KOL GTN YVAOOT TNG
evoiodnoiog T@v otoyeLOpEVEOV TABOYOVOV GE ENITEDD EKTPOPNG 1| GE TOTIKO/TEPLPEPELNKO
eminedo.

H ypnon tov mpoidvtog tpémel va gival cOUPOVN pe TS emionues, BvViKEG Kol TEPIPEPELOKES
TOALTIKES Y10, TO, OV TLKPOPLoKdL.

Idwitepeg mpopuAGEELS Tov Ttpémet va AapfdvovTot amd To GTOUO TV YOPNYEL TO PUPLOKEVTIKO
poidv oe (Do

ATOpO, LLE YVOOTN DTTEPEVALGHNGIN OTIG OPAUCTIKES OVGIEC TPETEL VO OTTOPEVLYOLV TNV ETAPT] LLE TO
KTNVIOTPIKO QOPLOKELTIKO TPOTOV.

No yepileote 10 KTNVIOTPIKO PUPUOKEVTIKO TPOIOV LE TPOGOYN DOTE VO OTOPEVYETE TNV
éxbeomn cog o€ 0VTO KOTA T OAPKELD TNG TOPASKELNG (LOOTPOPDOV, KOOMG Kot KUTA T S1dpKeLo
YOPNYNONG TV PAPLOKOVY®V {®OTPOP®V 6Ta. (DAL,

No Aaufdavovtol to KOTGAANAe HETPA Yo TV AmOPLYN TNG 014000MG TG OKOVNG KATE TN
SUIPKELD TNG TAPUCKELNC TOV QUPUOKOVY®V {DOTPOQDV.

Kotd 1o yeipopd tov KINVIATPpIKoD QOPUOKEVTIKOD TPOIOVTOG TPEMEL VO YPNCLOTOLEITL
OTOLKOG TTPOGTATEVTIKOG E0MAMGOG OV amotereital and pdoka (copewvae pe EN140FFP1),
Yavtia, podyo pYaciog Kol TPOGTATEVTUK YOUALE.

AmopOyete ™V emOEN HE TO OéppHo Kot TO UATIO. XE TEPIMTMON EMAPNG, TAVVETE TNV
extelelpévn meployn apécws e vepo.

Mnv koanvilete, TpdTE N TVETE KATA TO XEPICUO AVTOD TOL KTINVIATPIKOD QOPUIKELTIKOD
TPOIOVTOC.

Edv petd v éxbeomn eueoviotodv cvpmtopate 6nwog eEavinuata, ovalntioTte ITptkn
Bonbela ko emdeilete avtég TIg TPoewonomoels. OO TOV TPOCHTOV, TOV YEMDY | TOV
LOTIOV KOl OUGKOMO GTNV avoTvon €ival GoBopd CUUTTMOUOTH TOV ATOLTOVY GUEGT] LOLTPIKY|
QpovTioa.

Idw0itepec TPOQLAGEELS Y10 TV TPOSTAGI TOV TEPPAAAOVTOC:
Agv 1oyvet.

3.6 AvemOOunto coppavrta
Xoipot kot wpdPata (mpv amd v Evapén Asttovpyiag TG UeYAANS Kothiag):

IToAb omdvia Kpvotariiovpia, apotovpio

(<1 Lo / 10.000 vr6 Oepameio | ATOPPOEN TOV OLPOTOMTIKOD GLGTNLOTOG
(oo,  ovpmeprapfavousvev | AArepyucr avtidpoon'

TOV HEPOVOLEVAYV avoeopdV): | Novrtia, éuetoc, didppola

' Me mbavég Sepuatikés exdnhoocelg
Edv gpoaviotel omoladnmote amd avTég TIC EKOMMADCELS, 1) Ay®YN TPEMTEL VO SIUKOTEL.

H avagopd avemBountov coupaviov sivar onuavtikh. Enttpénet  ocvuveyn mopokolovdnon
™G OOQUAELNG €VOG KTNVIATPIKOV (QUPUOKEVTIKOD Tpolovtog. Ot avoapopés mpémel va
OTOCTEALOVTOL, KATA TPOTIUNOT UEGM KTNVIATPOV, EITE GTOV KATOYO TNG AOENG KUKAOPOPING
1N OTOV TOTIKO AVTITPOCMOTO TOL €ite 6TV €BVIKN apuddia apyn LESH TOV £BVIKOD GUGTAUATOG
avapopds. Avatpéfte emiong oI OTOWELDON GLOKELOCIO YO TO OVTIIOTOLO, GTOUXEIN
EMKOVOVING.



3.7 Xpnon Katd v KO 61, TN YoAOVYi0 )| THV ®OTOKiN

Konon:
Na unv ypnoponoteital kad’ OAn tn dibpkela TG KONOMG 1) GE VEOYVA.

ToAovyia:
Na unv yopnyeitar o€ {da ta omoio mapdyovv yaia yio ovOpOTIVY KOTOVAA®OT).

3.8 Alkniemidopaon pe GAAC QUPUOKEVTIKA TPOIOVTO. Kol aAleg RopeLc
alinienidopaong

Noa un yopnyeitor tavtdypova pe mopo-apvoPevioikd o&d (PABA) kot ta mopdymya avto
(mpoxaivn, Peviokaivn, TeTpakaivn, ...) Kol YEVIKG vo un yopnyeiton pe ovoieg 1 {0OTpoPEg Tov
éxouv PABA 1/ kot @oA1ko 0&.

Noa pn yopnyeiton Tantdypova, Pe amd ToL GTOUOTOS AVTITNKTIKA 1] 0EIVOTOMTES 0VPOV.

3.9 Oodoi yopriynong kor docoroyio

Xpnon evtog g Tpoeng

Aocoloyio: 1 ovvictdpevn docoAroyion eivar 30 mg ocuvvdvacuévng dpactikng (25 mg
covApadialivn kot 5 mg tpuebompiun) avé kg copatikov Bépovs / nuépa yo S nuépes. Avtod
eoduvapel pe 1 g tov mpoidvtoc avd 10 Kg copoaticod Bapovg / nuépa.

INoa ™ dtacedaion g opbng docoroyiag, To oOUTIKO Papog TPEMEL Vo TpocdlopileTal e 0G0
10 duvatdv peyarvtepn axpifeta.

H wpocinyn g eapuakovyov tpoeng e€aptdtol amd v KAWIKN katdotaor tov (dov. T
TNV EMTEVEN TNG COGTNG dOGOAOYING, EVOEXETAL VO ATALTEITOL TPOGOPLOYY] TNG CVYKEVIPWOONG
covApadialivng kot Tpuebompipng avoroywe.

Me Bdon ™ cvvietdpevn d66n Kot Tov apliud kat o Bépog Tmv mpog aymyn {dwv, N akpiPnic
KOO UEPIV] CUYKEVIP®GT] TOV KTNVIATPLKOD QUPUAKEVTIKOD TPOIOVTOG TPEMEL Vo LITOAOYILETO
GUUO®VA LLE TOV TOPAUKAT® TOTO:

mg KTnNviaTpikon 100 mg ktnviatpucon Méoo copatikd Bapog (kg)
QPOPHOKELTIKOD  _  QUPHOKEVTIKOD TPOIOVTOG X TV {HoV Tov TPIKELTOL VI
poiovtog / kg /kg Z.B. avd pépa vrofAnfovv og aymyn
TPOOPTG Méon nuepnota TpocAnyn tpoeng tov (owv (kg)
MéBodog xoprynong:

Avopryvoete pe m {0oTpopn KOTA Tr SLAPKELN TUPOCKELNG. XTN JAdIKAGI0 KOKKOTOINoNG
GULVIGTATOL VO TOPACKEVACGTEL TO Uiypa pe otpd petaloy 5 -10 Aentdv oe Oeppokpacio wov dev
vrepPaiverl tovg 75°C.

3.10 XZopntopotoe vaEPO0GoA0YiNS (KUl KOTA TEPITTMON, HETPU AVTIUETOTICNS KOl
ovTidoTa)

Y nepintoon vrepdocoroyiag, To akdAovOa cuuTTOUATO UTopel va TapatnpnBovv:

- ZOUTTOMOTO o0 TO TEXTIKO: vouTia, EUETOC, avopesia, O1appola.

- ZOUTTOUOTO OO TO OVPOTONTIKO: KPLGTAAAOLPIaL.

- Metafoléc Tov aomomTIKo, 0TtmS Opoufokvttaponevia | AeVKOTEVia.
Y& mepinton GoPapng VTEPOOGOAOYING, ATOCVPETE TNV AYWYT|, YOopNYEioTE APOOVO vEPO Kot
QoA 0ED



3.11 Ewdwoi wepropiopoi xprong Kot E0IKES GUVONKES Yp1oNs, sopmeptiopfavopuivov
MEPLOPICUAV  OT1] %P6  CUVILIKPOPLOKOV KOl  OVTITOPUCITIKOV  KTINVITPIKOV
QUPROKEVTIKADV TPOIOVTOV TPOKEPUEVOV VU TEPLOPLOTEL 0 KivOUVog avanTuEng avroyng

To cuYKEKPEVO KTNVIATPIKO QOPUAKEVTIKO TPOTOV TpoopileTar va ypnoionombel yio tnv
TOPOCKELT] POPLAKOVYOV TPOPTG.

3.12  Xpdbvog avapovic:
Xoipot:
- Kpéog kot edmdyot iotoi: 3 nuépeg.

[IpoPata (mpiv amd v Evapén Aettovpyiag e HeydAng Koiag):
- Kpéag kot edddyot iotoi: 4 nuépeg
- T'éha: Agv emtpémeton ) yprion o€ {da TOV TOPAYOVY YAAQ Y10, VOPOTIVY KATAVAA®OT).

4. DOAPMAKOAOTI'TIKEX ITIAHPO®OPIEXZ
4.1 Kwduog ATCvet: QJOIEW10
4.2 DopPOKOOIVVOULKT

H coviadialivn gival éva Baktnploototikd avTiBloTiko mov dpa UaAoKapovTag TV cOVOEoT
TOV PETUPOPEDY POAKOV 0EEOC TOV LOVOKAPPBOVOAMK®DV EVOTHTMOV, TOVL EIVOL OTOPAITTEG YioL
v obvheomn vovkdeikav o&éwv. H dpdon avtr givatl cuvéreia g dopikng avoloyiog petaly
™G covAadialivng kat tov popiov mapaptvopevionon o&éog (PABA).

O1 Y0 gvaroelg dpovv dadoykd oty dta Paktnproky eviopatiki 086 mov odnyel ot cvvheon
TOL TETPADIPOPOALKOV 0EEDG, 1 omoial ivar Eva {mTiko Prpa Yo TV odvBeon Tov Paktnplakod
DNA. H 6pdomn avt €yl ¢ amoTtéAeca Lo, GUVEPYIKN ovTIfaxTnploky dpdon 1 onoia &xet
amodeybel 1000 in vitro 660 Kol in vivo.

In vitro, n évwon sivar evepyn KoTd:

[ToAv evaicOnta:

Gram apvntkd: Pasteurella multocida, Actinobacillus pleuropneumoniae, Haemophilus
parasuis.

Gram Oetikd: Streptococcus suis

4.3 @ oppoOKOKIVITIKI

H covAigadialiviy yopnyovuevn omd 1o 6TOU0 0TOpPOPATaL YPTYOPO., GE LOVOYOOTPIKG (dho Kot
dtavépetat € OAOLG TOVG 16T00C. To TOGOGTO BEGUEVOTNG TMV TPMTEIVAOY TOL TAAGUATOS Eivat
peta&n 20 kol 50% oopemva pe kdmoleg mnyég kol mive and 90%, copupove pe diiec. Ta
emineda ota veppd givor VYNAOTEPA OO TOL TAGGHOTOC, EVA GTO OEPHO, TO NAP KOl TOVG
TveEOUOVEG €lval HOVO EAoppac younAotepn. MetafoAriletal oto Nmop O OKETLM®UEVO
Tapdywya Kol, o€ pikpotepo Pabud oe vopoévimpéva mapdywya. O ypdvog nuicelog {oNg
givan 2,9 dpeg 6Tovg X0ipovs. ATEKKPIVETAL KUPIMG LE TO VEQPAQ, LECH GTEPUUOTIKNG StROnong
KoL GOANVOPLOKNG ATEKKPIoNC. X 24 mpeg amofaiietal e to ovpa t0 50% g ddomnc.

H tpruebompiun yoprnyoduevn amnd 10 oToU 0moppoPiTal YpNyopa. (EKTOG UNPUKAGTIKMOV), UE
UEYIOTN CLYKEVTPp®ON TAGGHOTOG o€ 2-4 wpeg. H katavoun givor gupeia e GAovg ToVG 16TONG
Kol To VYpd Tov cduatos. Ol CLYKEVIPMGEIS GTOVG 10TOVG Eival LYNAOTEPEG Omd TOL
TAUCUOTOG, EOIKA GTOVG TVEVHOVEG, OTO Mo Kot To veppd. To mocootd déopevong tov
TPOTEIVOV TOV TAGGpaTog eitvar amd 30 g 60%. MetaPolriletar oto Nmap pe ofeidmon Kot
emokorovdn cvlevén. Amekkpivetar Kupimg He Ta VEPPO (LECH GTEPAUATIKNG dnOnong Kot



EVEPYOL COANVOPIOKNG OMEKKPIONG) Kol ALYOTEPO UE TO KOTMpavo. Méca ot 24 dpeg
amoPaiietal pe Ta ovpa to 75% tng 660mg, kot t0 85-90% oe 3 pépeg HECH TV OVPWV KOl
Tov Kompdvav. O xpovog nuoeiag Long Tov mapoteivetal, S0TNPOVTOS OTOTELEGLOTIKEG
GLYKEVIPOGELS Yo 12 dpec. Ot cuyKeEVIpMGELG 6T0 Yoka givan cuviBmg petadd 1 kot 3,5 popég
VYNAOTEPES AT O, TL GTO TAAGLLAL.

210V X0ipovg, LETA TNV TPATN YopNynon enttevydnke otabepn cvykévipwon petasd 12 ko
120 opmv, pe cuvorikn| dudpkela 108 wpav. Ot pHéyioTeG CLYKEVTIPMGEIS TOV EMTELYONKAY GE
otafepomomuévn katdotoon (Cmaxss) Mrav 11,32 mg /ml ko 0,656 g /ml yw 1
covApadialivn kot Tpiuebompiun aviictoryo, Ve 01 HECES GUYKEVIPAOGELS GTNV 1010 TEPI000
(Css) qrav 8,71 ug / ml covAeadialivng kot 0,5 mg / ml tpuebonpiung. O ypdvog nuceiog
{ong omoudKpLVONG VTOAOYIGTNKE OTL NTAV TOUPOUOLOG Yo Ta dVo @dapuaka (3,26 h ywo
covApadialivn kat 2,59 h yua tpiuebompivn).

5. ®APMAKEYTIKA XTOIXEIA
5.1 Kvpieg acopfatétnreg

AOY®D TG 0TOVGIOG HELETOV GUUPBOTOTNTOC, OLTO TO KTNVIATPIKO POPUOKEVTIKO TPOTOV gV
TPEMEL VO OVOUELYVOETOL UE GAAL KTNVITPLKG QAPUOKEVTIKG TPOIOVTa.

5.2 Avdpkera Cong

Aldpkelo {ONG TOL KTNVINTPIKOD POPLOKELTIKOV TPOIOGVTOS GUUPOVO LE TN GLOKELOGIO
noOAnong: 3 ém.

Avdpketo {oNg LETE TO TPAOTO AVOLYLA TG GTOWYEIDOOVE GUCKELOGING: 3 UNVEG.

Aldpkelo {ong PETA TNV EVOOUATOGT TOV GTH TPOPT] 1] GE LITO LOPPT] CLUTNKTOV Y10l YO1POLG;
55 nuépec.

Atdprelo {oMg PETA TNV EVOMUATMGN TOL OTN TPOQN 1] GE VIO HOPPT COUTAKIOV Yo TO
TpoPata Tpv TV Evapén Aertovpylag tng Heyding kokiag: 50 nuépes.

5.3 Idwitepeg Tpo@uAGEELS KaTA TN PVAAEN TOV TPOiIGVTOG

To ev AMOy® KTNVIOTPIKO QUPUAKEVTIKO TPOIOV OV amaltel 1dtaitepeg cuvOnkeg Deppokpaciog
Yo T UAAEY TOL.

54 Dvon KoL 6UVOEST] TS GTOLELDMO0VS GLUOKELUGIOG

Yarot amd yopti TOAMATADV OTPOCEDV, HE EOMTEPIKO GAKO ONO YOUNANG TUKVOTNTOG
moAvatBvAévio. Ot 6akot (amd 10 EcmTEPIKO TPOG T0 EEMTEPIKO) OmapTilovTon omod:

- DOALO YoUNANG TUKVOTNTOG TOALALBVAEVIOV

- DVALO YOPTIOL KPOPT NHUETEKTAGLO

- DVALO YOPTIOV KPOPT NUETEKTAGILO

- DVALO YaPTIOD KPOPT METEKTAGLO

- DVYALO YopTIOD LE EMICTPWOT).

MéyeBog cuokevaciog:
2akog Twv 25 KIAmv.

5.5 Ewwéc mpo@urdiers oamoppwyng pn  APNOIHOTOMOEVTOS  KTNVIHTPLKOD
QUPUIKEVTIKOV TPOTOVTOS 1] GAAMV VAIK®OV TV TPOEPYOVTUL OTO TN P10 TETOL0V EI60VG

TPOIOVIOV, UV VITAPYOVY

Ta, @dpuoxo dev TPETEL VA, OTOPPITTOVIOL LECH TOV ADUATOV | TOV OIKIAKDV OTOBANTOV.



XpNOWONOmMote  MPOYPAUUOTO  EMOTPOPNS  QPOPUAK®V Yoo TNV omdppyn  Un
YPNOWOTOINOEVTOV  KTNVIOTPIKOV  QOPUOKEVTIKOV TPOIOVIOV 1 GAA®V VAIK®V 70V
TPOEPYOVTAL OO TN XPNOT TOVG CULPOVA HE TIS TOMKEG OMOLTNCEL KOl pe TuXOV €Bvikd
GULGTILLOTO. GLALOYNS IOV 1GYVOVV Y10 TO GYETIKA KTIVIOTPIKE POPUOKEVTIKA TPOTOVTAL.

6. ONOMA TOY KATOXOX THX AAETAY KYKAO®OPIAX

LABORATORIOS CALIER, S.A.

7. APIOMOZXZ(OI) AAEIAYX KYKAODPOPIAX

A.A K. EALGda: 86537/23-09-2021/K-0204102
A.A K. Kdnpov: CY00759V

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia 1ng éykpiong (EALGSa): 31/05/2019
Hpepopnvia 1ng éykpiong (Kompov): 25/07/2021

9. HMEPOMHNIA TEAEYTAIAY ANAOEQPHXHY THX INNEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

07/2025

10. TAZEINOMHZH TON KTHNIATPIKOQN ®APMAKEYTIKQN ITPOIONTQN
Noa yopnyeiton povov e KITviaTpik GUVTOYT).
Agmropepeic TANPoPopieg Yo T0 €V AOY® KTNVIATPIKO QOPHOKEVTIKO TPoidv givol SabEaiieg

o1 Paon dedopévav g EE o ta ktnviatpikd mtpoiovta
(https://medicines.health.europa.eu/veterinary).



https://medicines.health.europa.eu/veterinary

ITAPAPTHMA I1I

EINIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



IHIAHPO®OPIEX IIOY IIPEIIEI NA ANAT'PA®ONTAI XTH XTOIXEIQAH XYXKEYAXIA
—XYNAYAXMENH EHNIEXHMANXH KAI ®YAAO OAHT'TON XPHYHY

{ZAKOI TQN 25 KG}

| 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITIPOIONTOX |

Sulfaprex 250 mg/g + 50 mg/g mpouLypa yio popproKkovyo motpor| yio xoipovg Kot tpdPata

| 2. LYNOEXH |

Kd&0e g mepiéyer :

ApaocTiKéG ovoies:
Sulfadiazine .................coeee. 250 mg
Trimethoprim........................ 50 mg

"Exdoya:

IowTiki] ovvBeon ekdoyOvV Kov GAr@V
GUGTUTIKOV

paraffin, liquid

colloidal anhydrous silica

calcium carbonate

A€VKOKITPIVT] KOKK®DOMG OKOV).

| 3. LYIKEYAZIA

25 kg

| 4. EIAH ZQQN

Xoipot kot wpdPata (mpv amd TV Evapén Aettovpyiog TG HEYAANG KOWATNG).

| 5. OEPAIIEYTIKEX ENAEIZEIX

OgpamevTikéc evocitelg

Xoipot: ['o TN Bepomeio. AVATVELGTIKOV AOWUMEEDV TOV TPOKAAOVVTAL OT0 GTEAEYT TMV
Pasteurella  multocida, Actinobacillus pleuropneumoniae, Haemophilus parasuis xo1
Streptococcus suis gvaicOnta ot covAeadialivn kot otny Tpyedompiun.

[péBata (mpv omd tnv évapén Asuwtovpyiag tng peyding xowdiag): Mo ) Oepameio
OVOTTVELOTIKOV AOU®MEEDY TOL TpokaAovvtol ond otedéyn g Pasteurella multocida
evaiotnto oe covieadialivn kot Tpruebompiumn.

| 6. ANTENAEIEEIX |

Avtevositeg

No pn ¥p1oILOTOLEITOL GE TEPIMTMGELS VIEPELOUICONGING OTIC dPACTIKEG OVOiES, GE




OVOGTOAELG S1HOPOPOAIKNG AVOY®YACTG 1] € KATOL0 OO T, EKO0YO.
Na punv ypnowonoteitat o€ {dA Le VEQPIKT 1 NTOTIKT OVETAPKELXL.
Noa unv ypnoyonoteiton 6€ (Mo Le OUATOAOYIKT dueKpacia.

| 7. EIAIKEX ITPOEIAOIIOIHXEIX

Edwkéc mpourdacerg

[Switepeg TpopuAGEELC:

H mpdoinyn oapuaxkodyov tpoeng, e€aptdtor amd v KAWIKY Kotdotaon tov (dov.
[Ipokeyévov va enttevybei N 6moTA d0GOAOYIM, 1| GLYKEVIPOGT] TOL CVTIUIKPOPLOKOD TPETEL
VO TPOGAPUOGTEL AVOAGY®S KO 1] KOTAVAAMGT VEPOU TPEMEL VoL gival eEQCOOMGUEVT).

Ta (oo pe pelpévn TPOGANYN TPOPNG KON STOPOYUEVN YEVIKY KATAGTOGN, TPEMEL VO
OVTIHETOTILOVTAL LLE TOPEVTEPIKT] OYOYT).

[Switepec TpoQLAGEELS Yo TNV 0o@aAn yprion ota €161 (daov

Orav givar dSvvatdv o cuvdvacpog covApadtalivng kot Tpuedompipng va xpnoonoleital Hovo
émerto omd SoKIUEC evactnaiog.

H ypnon tov mpoidvtog Ba mpénet vo Paciletol 6Ty TanTOTOiNoT Kot 6ToV EAEYY0 Evacinaciog
Tou(-0V) otoyevdpevoL(-av) Taboydvou(-ov) pKkpoopyaviopov(-ov). Edv avtd dev elvan
eQIKTO, M Bepameio Oo mpénetl vo Paciletar oe emdNUOAOYIKA SESOUEVE, KOL OTN YVAOCT| TNG
evotodnoiog Tov otoyevopevov Tafoyovov ce eTITEdD0 EKTPOPNG 1| GE TOMIKO/TEPLPEPELOKO
eminedo.

H ypnon tov mpoidvtog mpémel va gival cOUPOVN He TIG eMionUES, BVIKEG Kl TEPIPEPELOKEG
TOALTIKES Y10, TO, OV TLUKPOPLOKEL.

Ewducég mpopuAdéelg mov mpémet vo AapBdvovtol amd T0 GTOUO oV YOPNYEL TO QOPUAKEVTIKO
npoiov ota oo

Atopa pe YvooTn vrepevalcincio 6T SpaCTIKEG OVGIES TPEMEL VAL ATOPEVYOLV TNV EXAON LE
TO KINVIOTPIKO POPUOKEVTIKO TPOTIOV.

No yepileote 10 KINVIOTPIKO QUPUOKEVTIKO TPOIOV LE TPOGOYN DOTE VO OTOPEVYETE TNV
éBeom cog o€ 0VTO KATA T OEPKELD TNG TAPACKELTG LOOTPOPDOV, KOOMG Kot KOTA T dSdpKeLol
YOPNYNONG TWV PAPUOKOVY®V {®OTPOP®V 6Ta, (DAL

No Aapfdavovtol to KOTGAAN S HETPA Yo TNV Amo@LYN Tng 01dd0ong TG oKOVNG Katd
SIAPKELD TNG TAPUCKELNC TOV QUPUOKOVY®Y {OOTPOPDV.

Koatd 10 yeipiopd tov Kmviatpikod QopUOKELTIKOD TPOIdVTOG TTPETEL VA YPNCILOTOLEITOL
OTOUKOG TTPOCTATEVTIKOG £E0MAMGOG OV amoteleital omd pdoka (coppova pe EN140FFP1),
YavTia, podyo EPYOCIOG KO TPOGTATEVTIKG, YOUALA.

Amoplyete ™V emOEN HE TO OEpHO Kot TO UATIO. XE TEPIMTMON EMAPNG, TAVVETE TNV
extebeluévn meployn apéowg e vepo.

Mnv koanvilete, TpdTe N TivETE KATA TO YEPIOUO GLTOL TOL KTINVIATPIKOD QOPUOKEVTIKOD
TPOIOVTOC.

Edv petd v éxbeon eueoviotodv cvpmtopate onmg sEavinuata, ovalnmote 1oTpikn
Bonfela ko emdeibete avTéG TIg TPoeonomoelg. OldNpHa TOL TPOCHTOV, TV YEMDV 1] TOV
LOTIOV, Kol SLVOKOAIN GTNV 0vVaTVoT| €ival GoPapd COUTTMUOTO TOV ATALTOVYV AUECT| LULTPIKN
QpovTida.

Konon:
Noa unv ypnowonoteiton ko’ 6An ™ didpKelo TG KONONG 1 GE VEOYVA.

CoAovyia:
Noa unv yopnyeitar € {da T 0mwoia Tapdyovv yoAa yio avOpdITIVY KoTavaimaon.
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AMnAenidpaon pe GAAC QUPUAKEVTIKA TPOIOVTO KOl GALEG LOPPEG:

Na pn yopnmyeitor tavtdypova pe mapa-optvoPevioikd o&h (PABA) kol ta mapdywyo
(mpokaivn, Bevlokaivn, teTpaKaivn,...) Kol YEVIKA Vo umv yopnysiton pe ovoieg 1| {OOTPOPEG
mov €govv PABA 1] / kot golkd o&p.

Na pn yopnyeitat tawtdypova e amd ToL GTOLATOG AVTITINKTIKE 1} 0&vOTOINTEG OVPWV.

Ynrepdocoroyia:

Ye mepintwon vAEPOOGOAOYING, TO 0KOAOLOO CUUATOMOTE UmOpEl Vo TapatnpnOovv:
ZounTOPOTO oo To TETTIKO: votia, Epetoc, avopeéio, o1dppola.

SOUTTOUOTO OTO TO OVPOTOUNTIKO: KPUGTAAAOLPICL.

Metoforéc Tov oyomomTikoy, Omwg Opopupoxvtaponmevia 1| Agvkomevia. Xe mepimTmON
cofapng vVePdOCcOAOYING, ATOGVUPETE TNV ay®YN, Xopnyeiote ApBovo vepd Kot POAKS 0&V.

Ewdwoi mepropiopoi ypnong kot e1dkég cuvOnKeg yprong:

To cLYKEKPEVO KINVIATPIKO QUPUAKEVTIKO TPOTOV TpoopileTor va ypnoiorombel ylo thv
TOPOUCKELT] POPLAKOVYOV TPOPTG.

Kvpieg acvpPatdmreg:

AOY®D TNC 0TOVGING HLEAETOV GUUPOTOTNTOC, OVTO TO KTINVINTPIKO POPUAKEVTIKO TPOTIOV Ogv
TPETEL VAL OVOLELYVOETOL LE GAAL KTNVITPLKO QAPLOKEVLTIKA TPOIOVTA.

| 8. ANEIIIOYMHTEX XYMBANTA |

Avem@opunrta copfavra

Xoipot kot wpdPata (mpv amd v Evapén Aettovpyiag Tng UEYAANS Kothag):

IToAd omdvia Kpvotariiovpia, apotovpio

(<1 Lo / 10.000 vrd OBepameio | ATOPPAEN TOV OLPOTOMTIKOD GLGTLATOG
(oo,  ovpreprapfavopsvev | AAkepyicr avtidpoon'

TOV HEPOVOLEVOV avopopdV): | Noavrtia, éuetoc, didppota

' Me mbavéc Sepuortikég exdnidoetg
Edv gpoaviotel omoladnmote amd avTég T EKOMMADGEILS, 1) AymYN TPEMTEL VOL SIUKOTEL.

H avagopd avemBountov coupaviov eivar onuavtikh. Enttpénet  cuveyn mopoakolovdnon
g ac@dAelag evog mpoidvtog. Edv mopatnpnoete omoladnmote avemBountn evépyeta, axoua
KOLL 0V OEV OVOPEPETAL GTIV TOPOVGA EMCLULOVGT 1] AUPPAAAETE Y10, TNV OTOTELECUATIKOTITA
TOV QUPUAKOL, TaPAKOAEICHE VO ETKOIVOVIAGETE, KOTOPYAS, LLE TOV KTNVioTpd coc. Mropeite
emiong va ovapépete omoladnmote ovemBounta copuPdvio otov KAToxo NG 0dging
KUKAOQOPIOG 7N OTOV TOMIKO OVIPOCHOTO TOL KATOYOL 1TNg Gdswg  KukAoQpopiog
YPNOYLOTOIDVTOG T GTOLYEl EMIKOV@Viag Tov Oa Ppeite otV mapodoa ETCNUAVOT), 1] LECHD
TOV €0VIKOV GOG GLGTAUATOS AVOPOPAC.

EXLGda

EBvikog Opyaviopog @appudxov

Meooyeimv 284

GR-15562 XoAapydc, ABMva

TnA: +30 21 32040213

e-mail: vetpharmacovigilance@eof.gr

Iototomog: http://www.eof.gr

Konpog

Kmviwatpikég Ynnpeoieg

1417, Agvkwoia, Konpog

Web: http://www.moa.gov.cy/moa/vs/vs.nsf
email: pharmacovigilance@vs.moa.gov.cy
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| 9. AOXOAOITA I'TA KAQGE EIAOX, OAOI KAI TPOITIOX XOPHI'HXHX |

Aocoloyia Yo KaOg €100g, 0001 Ko TPOTOG YOPNYNONS

Xprion eviog Thg TPOPNG

Aocoroyia: 1 ocvvictdpevn docoroyia eivor 30 mg cvvdvacuévng opactikng (25 mg
covApadialivn kot 5 mg tpuebompiun) avd kg copotikov Bdpovg / nuépa ya S nuépeg. Avtd
woduvapel pe 1 g tov Tpoidvtoc avd 10 Kg copoatucod Bapovg / nuépa.

["a ) dtasedion g opbnig docoroyiag, To copatikd Bapog Tpénel vo TpocdiopileTal e 66O
70 duvatdv peyordvTepn axpifeta.

H wpocinyn g papuakovyov tpoeng e&aptdrol amd TV KAVIKN katdotoor tov (dov. T
TNV EMTEVEN TNG CMOGTNG OGOAOYING, EVOEXETAL VO ATALTEITOL TPOGAUPLOYY| TNG CUYKEVIPWOONG
covApadialivng kot Tpuebompiung avaroywe.

Me Bdon ™ cvvieTdpevn d66M Kot Tov aplfud kat o Bépog TV Tpog aymyn {dwv, N akpiPnig
KaOMUEPIV] GLYKEVIP®GT] TOV KTNVIATPLKOD QUPUAKEVTIKOD TPOIOVTOG TPEMEL Vo bIToAoyileTan
GUUO®VA LLE TOV TOPAUKAT® TOTO:

mg KTNVTPIKo 100 mg xnviaTptkod Méoo cwpatikod Bapog (kg)
QUPUOKEVTIKOD  _  QUPHOKEVTIKOD TPOIOVTOG X TV {OoV oV TPdKELTAL VO
npoiovrog / kg /kg 2.B. avé pépa vroPAnbovv ce aywyn
TPOPTG Méon nuepnota TpdcAnyn Tpoeng tov (dwv (kg)
Mé6odog yoprynong:

Avapuyvoete pe tn {moTtpoen Katd T SGpKELN TOPUCKELNC. TN O1001KOCI0 KOKKOTOINGoNG
GULVICTATOL VO TAPACKEVAOTEL TO pPiypHo pe atpd petady 5 -10 Aentdv og Beppokpacio mov dev
vrepPatvet tovg 75°C.

| 10. OAHT'IEX IT'TA TH XQXTH XOPHI'HXH |

Oodnyieg Yo T cmoTi] Yop1ynon

|11. XPONOI ANAMONHX

Xpovor avapoviig

Xoipot:

Kpéag kot edddyot totoi: 3 nuépeg.

[IpoPata (mpiv amd v Evapén Aettovpyiag g peyding kokiag): Kpéag kot edddpot 1otoi: 4
NHEPES

[aAa: Agv emrpémeton 1 ypron oe {OA TOV TAPAYOLY YA Y10 VOPAOTIVY KOTAVAA®GT).

| 12. IATIAITEPEX TIPO®YAAZEEIX KATA TH ®YAAEH TOY MIPOIONTOX |

Iowitepeg TPOPLAAEELS KOTA T1) QUAIEN TOV TTPOIOGVTOG

Noa puidooetal o€ 0éom, TV onoio dev PAETOLY Kot dev TPooeyyilovy Ta Al
To &v AOY®D KTNVIOTPIKO QOPUOKEVTIKO TPoidy dgv amattel Wdiaitepeg cvvOnkeg Beppokpacio

Yo T QUAGSEN.
No pn gpNoLHOTOLEITAL 0VTO TO KTNVINTPIKO POPLOKEVTIKO TPOoidV HeTd amd TV nuepounvia
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MEng mov avaypdeetal oty €TIKETO PETA {ouvTopoypapio nuepounviag Anéeog AHE}. H
nuepounvia AMEemg cupmintel pe TV TeEAeLTAiN NUEPO TOV GLYKEKPIUEVOL U VL.

| 13.  EIAIKEX IPO®YAAEEIZ AIIOPPIVHE |

E10wkég Tpo@uracers amoppryng

Ta papuake dev TPEMEL VO ATOPPITTOVTOL HEGHD TOV AVUATOV 1 TOV OIKIOK®OV ATOBAATOV.
XPNOWOTOMOTE  TPOYPALLATO  EMGTPOPNG  QOPUAK®OV Yy TNV oamdppwym  un
YPNOWOTOMNOEVTOV  KTNVIOTPIKAOV  QOPUOKEVTIKOV TPOIOVTIOV 1 GAA®V VAK®V  mTov
TPOEPYOVTOL OO TN YPNOT TOVS GUUPMOVO, LE TIG TOTIKEG OMOLTIOELS Kol UE TUYOV €BVIKd
GLGTIUOTO GUAAOYNG OV 1oXVOLY YOl TO GYETIKE KTNVIATPIKE QappoKeLTiKd mpoiovta. Ta
HETPO aVTA Bo TpémeL Vo GLUPAALOVY GTNV TPOooTaGia Tov TEPPAALOVTOG.

YvpPovievbeite tov kmviaTpd cag 1| TOV PAPUOKOTOLO GOG Y10 TOV TPOTO OTOPPYNG TOV
YPNOYLOTONOEVTOV PAPLAK®YV.

14. TAZINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN
MPOIONTON

Ta&vopnoen TV KTNVIATPIKAOV QUPLIKEVTIKOV TPOIOVT®V

Na yopnyeitor LOvoV e KTNVINTPIKT GLVTOYT.

| 15. APIOMOZX(OI) AAEIAY KYKAO®POPIAY KAI XYXKEYAXIEX

A.A K. EAAGda: 86537/23-09-2021/K-0204102
A.A K. Komnpov: CY00759V

Yvokevaoieg
2axot Tov 25 KiAdv

16. HMEPOMHNIA THX TEAEYTAIAX EI'KPIXHY THX XYYNAYAXMENHX
ENNIXHMANXHYE KAI ®YAAOY OAHI'TQN XPHXHX

Hpepopnvia g tehevtaiog £YKPLONS TG GVVOVOEOCUEVIG EMGTLAVOTS KOL QVLAOV
0N 1OV xp1IoNS

07/2025

Aentouepeic TANPOPOPIES Yo TO €V AOY® KTIVINTPIKO QUPLOKEVTIKO TPoidv gival S100EG1UEG
ot Paon dedopévav g EE o ta ktmviatpikd mtpoiovta
(https://medicines.health.europa.eu/veterinary).

| 17. YXTOIXEIA EHIKOINQNIAX

Kdatoyoc tne 4de10¢ KUKAOQOPIOg, TOPUoKEVAGTAS VIEVOVVOC Y10 THY GTOOEGUEVGT] TOV
ToPTId@V:

LABORATORIOS CALIER, S.A.

c/o. Barcelonés 26, Pla del Ramassa

08520 Les Franqueses del Valles, BARCELONA,

IZXITANIA
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https://medicines.health.europa.eu/veterinary/select-language?destination=/node/210934

EA\Goa:

Tomikoc avTimpdom®TOC:
PROVET AE.:

AEQO®OPOX EAEY®EPIAY 120
TK 45500, EAEOYZA, lodvviva
A: 302105508500

E-mail: vet@provet.gr

Ztoryelo EMKOVMVINC Y10, TNV avVoQopd THavoLoyOULEVAOV aVETIOOUNTMV EVEPYELDV:
PROVET S.A.

®éon Bpayko, Actpdmupyoc

19300 Attikr, EALGSQ

TnA: +30 210 55 08 777

E-mail: pv@provet.gr

Kvnpocg:

Tomikoc avTimpdo®TOC:

2roryslo EMKOWVMVINC Y10, TNV avVoQopd THavoLoyOULEVAOV aVETIOVOUNTMV EVEPYELDV:
PANCHRIS FEEDS (VETERINARY) LTD.

I'6pdiov Agopov 15,

Blounyovikn Iepoyn Apoadinmov

Adpvaxa

TnA: +24813333

E-mail: pharma.safety@panchris.com

INo omoladnmote TANPOPOPIn, GYETIK LE TO TOPOV KTNVINTPIKO PAPUUKEVLTIKO TPOIOV,
napokoieiche va amguBuvleite 6TOV TOMIKO OVTITPOGOTO TOL KATOXOL TNG ASELNG
KukAopopiag.

| 18. AAAEX TAHPO®OPIEX

| 19. OI AEZEIX «KAIOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKG Y100 KTNVIOTPIKT XPT oM.

| 20. HMEPOMHNIA AHEHX

EXP {univog/étog}

Adpkelo {oNG LETA TO TPMTO AVOLYLLOL TOV TG GTOLXEMOOVG GUOKEVAGIOG: 3 U VES.

Atdpreto (oNG LETA TNV EVEOUATOGT TOL GT TPOPT| 1] 6€ VIO LOPPT] CUUTNKTOV Y10, YO1POLG:
55 nuépec.

Awdprela {oMg HETE TNV EVOOUATWOOT TOL GTN TPOPN 1| GE VIO HOPPN CLUTNKT®V Yo TO
npoPota Tpv TV Evapén Asrtovpyiag Tng ueyding kokiag: 50 nuépec.

| 21. APIOMOX ITAPTIAAX

oprtido{apOuods}
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