NMAPAPTHMA |

NMEPIAHWH TQN XAPAKTHPIZTIKQN TOY NMPOIONTOZX
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1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Synulox L.C EvOopaoTIKO evaiwpnua

2. TMOIOTIKH KAI MOZOTIKH £YNGEZH

KdBe evdopaoTikA ouplyya 3g TTEPIEXEL:

ApaoTiKd cuoTATIKA:

Amoxicillin (wg amoxicillin trihydrate) 200 mg
Clavulanic acid (wg potassium clavulanate) 50 mg
Prednisolone 10 mg
"Ekdoxa:

MoloTik oUvBeon €kOOXWV Kal  GAAwWV
OUCTATIKWYV

Calcium Sodium Aluminosilicate (dried)
Emulsifying Wax

White Soft Paraffin

Light Liquid Paraffin

ATTaAOU KPeP/UTTOAEUKOU XpWHATOG EAAILIOEG EVOOUAOTIKO EVAIWPNUA.

3. KAINIKEZ NMAHPO®OPIEZ

3.1 Eidn {wwv

Booe€idr (ayeAddeg o€ TrePiod0 yaAaKTOTTAPAYWYNG).

3.2 OgpatreuTiKEG eVOEigEIG YIa KABE €id0g {Wwou

lMNa xprion o€ KAIVIKEG TTEPITITWOEIG HACTITIONG, CUUTTEPIAGUBAVOUEVWY TWV TTEPITITWOEWYV TTOU
ouvdéovTal ue HOAUVOEIG atTd Ta akoAouBa TTaboydva:

Staphylococci (cupTTepIAQUBAVOUEVWV TWV OTEAEXWYV TTOU TTAPAyouV B-AOKTAPAOEG)
Streptococci (ocupttepiAapBavouévwy Twy S.agalactine, S.dysgalactine kai S.uberis)
Escherichia coli (CUpTTEPIAAPABAVOUEVWV TWV OTEAEXWV TTOU TTAPAYOUV B-AOKTAUACEG)

3.3 Avrevdeigelg

Na pnv xpnoidoTrolEiTal o€ TTEPITITWON UTTEpeuaIobnaiag oto(oTa) dpacTiKO(d) cuoTaTikd(d),
1| o€ KatTo10(0) £€KdOYO(Q).

Na pnv xpnoiyotroigital o€ {Wa Pe YVWOTH uTrepeuaiodnaia ota B-AakTapiké avTiBIoTIKA.

3.4 E18Ikég TTPOEISOTTOINCEIG

Na pnv XpnOIYOTTOIEITAI O€ TTEPITITWOEIG TTOU OXETiICovTal e Pseudomonas.

3.5 IS1aiTepeg TTPOPUAGEEIG KATA TN XPON

IS1aiTeEPES TTIPOPUAGEEISC YIa TNV ACPAAA XPron oTa €idn {wwv:
KaBapioTte pe katdAANAo atroAupavTiko Tnv dkpn TG BnANG TTpIv T Beparreia.
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Odnyieg yia cuveTh Xpnon
To 1poidv Ba TTPETTE va XpNOIKOTToIEITal YIa BepaTTeia TNG KAIVIKAG JaOTITIOAS MOVO.

H xprion Tou 1TpoidvTog Ba TTPETTEl va BacieTal o€ TOTTIKA (TTEPIOXH, ETTITTEOO KTNVOTPOYIKNG
povadag) emdnuiohoyikd dedopéva yia Thv €ualoBbnoia Twv PakTnPiwv-oTOXWY Kal va
AapBdvovTal UTTOYIV Ol ETTICNPEG KAl TOTTIKES AVTIMIKPORBIAKEG TTONITIKEG.

H xprion Tou TTpoidvTog Ba TTPETTEl KaTd TTPoTiNNoN va Bacifetal o€ dOKIYEG EualoBnoiag.

ATTOQUYETE TN XPNAON Tou TTPOIOGVTOG 0€ KOTTAdIa OTTou Ogv €XOUV aTTOPOVWOE OTEAEXN
Staphylococcus 1Tou TTapdyouv B-Aaktaudon. Or krnviatpol Ba TTPETTEl va XPNOoIKWOTToIoUV
avTIBIOTIKA OTEVOU QAoUATOG, AV gival duvaTdyv.

H un owaoTr xprion Tou TTPoIOVTOG UTTOPEI va auérjoel ToV ETTITTOAGCUO TWV AvBEKTIKWY OTa -
AaKTaUIKA avTIBIOTIKG BaKTNPiwY Kal JTTOPE va PEIWGCEI TNV ATTOTEAECUATIKOTATA TNG BepaTreiag
ME B-AaKTOUIKA avTIBIOTIKA, AOyw TTBavAg SlaoTaUPOUUEVNG aVTOXAG.

IS1aiTEPEC TTPOQUAGEEIC TToU TTPETTEN VO AauBdvovTal a1rd T0 GTOUO TTOU XOPNYEI TO KTNVIATPIKO
QAPUAKEUTIKO TTPOIOV o€ {wa:

O1 TTeVIKIAIVEG KOl 01 KEQAAOTOTTOPIVEG UTTOPET VA TTPOKAAECOUV UTTEPEUAIoONOCia (aAAEpYia) PETA
atmo €veon, €I0TTvVON, KAtarmroon f €maen Pe To dépua. H utrepeuaicbnoia oTIG TTEVIKIAIVES
MTTOPEI VO 00nyAoel o€ SIa0TAUPOUHEVES AVTIOPATEIG OTIG KEQAAOTTTOPIVES Kal avTioTpo@a. Ol
AAAEPYIKEG AVTIOPAOEIG O€ AUTA TA CUCTATIKA, JTTOPEI OTTOPAdIKA Va gival ooBapEG.

Na pnv xeipieote autd TO TTPOIOV €dv yvwpilete OTI €xeTe euaioBnoia, i €dv oag £xouv
OUMPBOUAEUCEl va PNV XPNOIUOTIOIEITE TETOIA TTOPACKEUAOHATA.

XeIpIoTEiTE auTd TO TTPOIOV HE MEYAAN TTPocOXH, £TOlI WOTE VO aTTOPeUYETOl N £KOeon,
AapBéavovtag OAEG TIG CUVICTWHEVES TTPOPUAAEEIG.

Edv avamTtufete ouumITwATa TO OTToia akoAouBoUv €kBeon, OTTwG évag epeBIOUOS Tou
Oépuatog, Ba TTpéTTel va avalnTAoETE 1aTPIKA CUPPBOUAA Kal va emdeifeTe aTOV 1aTPO QUTAV TNV
TTpocidoTroinarn. Oidnua Tou TTPOCWITTOU, TWV XEIAEWV i TWV YATIWV fj BUGKOAIa OTnV avaTtrvon,
atroTeAOUV TTI0 cORapd CUUTITWHATA KAl ATTAITEITAI AUED 1ATPIKI PEOVTIOA.

Na TTAEveETE Ta XEpPI META TN XPNON.

[01aiTEPEC TTPOPUAGEEIC VIO TNV TTPOOTACIa TOU TTEPIBAAAOVTOC:

Agv 10XUEL.

3.6 AvemOuunTa cuufdvra

Boocidn (ayeAddeg o€ TTEPIODO YAAAKTOTTAPAYWYAG).

Aev gival yvwoTo Kaveva.

H avagopd avemmBuuntwy cupBavtwy civar onuavTikr. ETTpéTTel TN ouvexn TTapakoAouBnaon
NG QACQAAEIaG €vOG KTNVIATPIKOU QAPMOKEUTIKOU TTpoidvTog. O1 avagopég TTpETTEl va
atrooTéANovTal, KAt TTPOTiNNoN HEOW KTNVIATPOU, €iTE OTOV KATOXO ThG AdEIOG KUKAOYOpPIag i
OTOV TOTTIKO QVTITTPOCWTIO TOU €iTE OTNV €0VIKN appodia apxr HEow Tou €BVIKOU GUOTHNATOG
ava@opdg. AvaTpEETe 0TO QUAANO 00NYIWV XPAONG YIa TA AVTIOTOIXO OTOIXEIA ETTIKOIVWVIOG.

3.7 XpAon kard tnv KUNon, Tn yoAouxia | TRV woToOKiA

Kunon kai yaAouxia:
Mrtropei va xpnoigotroinBei katd Tn dIdpKEIa TG KUNONG Kal TG YOAOUXiOG.

3.8 AAAnAemridpaon pE AGAAO  QOPHUOKEUTIKA TIPOIOVTA KOl  GAAEG  MHOP@PES
aAAnAeTridpaong

Agv gival yvwoTn Kapia.
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3.9 0Odoi xopnnynong kai docoAoyia

EvdouaoTiky xpAon. Mpiv va yivel n éyxuon, n OnAn Ba Tpémmel va kaBapilstal kal va
atroAupaiveTal.

To mepiexoduevo KABe piag oUuplyyag Ba TTPETTEI va eyxEeTal HEOO O KABe TTPOCREPANUEVO
TETAPTNHOPIO, DIG HECOU TNG BNAAG, GUECWS PETA TO ApUEYHa, o€ 12wpa SIOCTAPATA yia Tpia
ouveXOMEVA apuEyaTa.

2& TIEPITTTWOEIG AOINWEEWY TTOU TTpokaAouvTal atmmd Staphylococcus aureus, PTTOPEi va
atraiteital yeyaAutepng diapkelag avTipikpofiakn Beparreia. ETTopévwg, n ouvoAikn didpkeia
TNG Bepartreiag BpiokeTal TNV dIGKPITIKA €UXEPEIA TOU KTNVIATPOU, AN Ba TTpéTTel va gival
QPKETA EKTEVAG WOTE VA dIACPAAIlEl OAOKANPWTIKI UTTOXWPENON TG EVOOUAOTIKAG Aoipwéng.

3.10 Zupmrtwpara utrepdoooloyiag (Kal KATd TTEPITITWON, HETPA AVTIHETWITIONS KAl
avtidoTa)

Aev avapévovTtal avemBuunTa cupBavra petd amrd Tuxaia uttepdoooAoyia.

3.11 EidIKoi Treplopiooi XpRong Kai €151KEG CUVBNRKEG XPHONG, CUNTTEPIAAUBAVOUEVWV
TMEPIOPICUWY OTN XPAON OVTIMIKPORIAKWY KAl OVTITTOPACITIKWY  KTNVIATPIKWYV
QOPMAKEUTIKWY TTPOIOVTWYV TTPOKEINEVOU VA TTEPIOPIOTEI O KivEUVOG avATITUENG AVTOXAS

Aev 1oYUEL.
3.12 Xpévol avapovAg

Kpéag kal edwdlIpol 10Toi: 7 NUEPEG.

dAa: 84 wpeg. Otav o1 ayeAddeg apuéyovTal dUO QOopES TRV NUEPA, TO YAAa uTTopei va dob¢i
yia avlpwTTivn KAtavaAwaorn Pévo atrd 10 7° dpueyua YETA Tnv TeAeuTaia Bepatreia. OtTou
akoAouBeital k&troia GAAN pouTiva apuéydaTog, To YAAa PTTopEi va AauBAavetal yia avopwTrivn
KatavaAwon pévo PeTA atrd Tnv idia Tepiodo atmd Tnv TeAeuTtaia Bepatreia (1T.X. HE 3 QOpPES
dpueyua nuepNCiwg, To yaAa utropei va 606¢i yia avBpwTrivn katavdAwaon oto 11° dpueyua).

4. OAPMAKOAOrIKEZ NAHPO®OPIEZ
4.1 Kwdikdég ATCvet: QJ51RVO1

4.2 PapuakoduvapikAH Amoxicillin gival éva eup€éog @AouaTog BakTnNPIOKTOVO B-AQKTAMIKO
avTiBioTiké. To Clavulanic acid adpavotroii TG B-AakTapdoeg . AuTOG 0 ouvOUaouog Eival
ATTOTEAEOPATIKOG KATA TWV OPYAVIOUWYV TTOU TTAPAYOoUV B-AAKTAPACEG.

H Prednisolone gival éva avTIQAEYUOVWAEG KOPTIKOOTEPOEIDEG.

In vitro 1o clavulanic acid kai n amoxicillin oe cuvduaopo, cival dpacTiké KaTd evog upEOG
QPACPOTOG  KAIVIKWG  ONUAVTIKWY  BoKTnpiwy, ouptrepIAappfavopévy  Twv  akOAouBwv
MIKPOOPYQVICUWY, Ol OTTOi0I €ival ouvhBwg oUVOEDEPEVOI E TN HACTITION TWV BOOEIBWV:

Staphylococci (CUPTTEPIANAUBAVOUEVWY TWV OTEAEXWYV TTOU TTAPAYOUV B-AAKTANAOEG)
Streptococci (cuptrepiAapBavouévwy Twy S.agalactine, S.dysgalactine, S.uberis)
Arcanobacteria (oupTtrepiAapBavopévwy TG A.pyogenes)

Escherichia coli (cuptrepIAapBavopévwy Twv oTEAEXWV TTOU TTaPAyouV B-AAKTANACEG)

4.3 ®apHOAKOKIVNTIKI
Agv gival yvwoTr Kayia.
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5. ®APMAKEYTIKA ZTOIXEIA
5.1 Kipieg acupuBaroTnTeg

Agv 10XUEL.

5.2 Aidpkeia wAg

Aldpkeia (WAG TOU KTNVIOTPIKOU QOPUAKEUTIKOU TTPOIOGVTOG CUP@QWYVA HE Tn OUCKEUOCia
TTwAnong: 18 unveg.

5.3 181aiTepeg TTPOPUAGEEIG KATA TN QUAAEN TOU TTPOIOVTOG

Na unv QuAdcoetal o€ Beppokpacia yeyaAutepn Twy 25 °C.
Na euAdooeTtal o€ ENPo PEPOG.

5.4 ®uon Kal oUvBeon TNG OTOIXEIWSOUG CUCKEUATIOG

EvdouacTikég oUplyyeg atrd TTOAUAIBUAEVIO XAUNAAG TTUKVOTNTOG CUCKEUAOHEVEG O XAPTIVO
KOUTIG TTou TTEPIEXOUV 3, 12, 24 11 300 ouUpIyyEG.

MTropei va unv KUKAOQOPoUV OAEG Ol CUOKEUAOTIEG.

5.5 EIBIkéG Trpo@uAddeis amoppiPng €vOG HN  XPNOIMOTIOINOEVTOG KTNVIATPIKOU
QOPMOKEUTIKOU TTPOIOVTOG | AAAWV UAIKWV TTOU TTPOEPYOVTOl OTTé T XPRON TOu
TTPOIGVTOG, AV UTTAPXOUV

Ta edpuoka dev TTPETTEI va ATTOPPITITOVTAI JECW TwV AUPATWY 1) TWV OIKIOKWY aTToBAATWY.
XPNOIYOTTOINOTE  TTPOYPAPMATA  EMIOTPOPAG  QAPHAKWY  yIa TNV amoppiyn  un
XPNOIMOTTOINGEVTWY  KTNVIOTPIKWY  QAPMOKEUTIKWY  TTPOIOVIWY 1 GAAWvV  UAIKWv  TTOU
TTPOEPXOVTAl ATTO TN XPON TOUG OUP@WVA WE TIG TOTTIKEG OTTQAITHOEIS KAl JE TUXOV €BVIKG
OUCTHAPATA CUAAOYAG TTOU I0XUOUV YIA TO OXETIKA KTNVIATPIKA QOPUAKEUTIKA TTPOIOVTA.

6. ONOMA TOY KATOXOY THZ AAEIAZ KYKAODOPIAZ

ZOETIS HELLAS S.A.

7. APIOMOZ(OI) AAEIAZ KYKAODOPIAZ

AAK EANGDag: 128025 /14-12-2018/K- 0077404
AAK KuTtrpou: 16347

8. HMEPOMHNIA NMPQTHZ ErKPIZHZ

EANGSa: 08/06/1999
Kotrpog: 15/11/1995

9. HMEPOMHNIA TEAEYTAIAX ANAOEQPHIHX THX TMEPIAHWYHZ TQON
XAPAKTHPIZTIKQN TOY MNPOIONTOZ

06/2023

10. TAZINOMHZH TQN KTHNIATPIKQN ®APMAKEYTIKQN MPOIONTQN

Na xopnyeital yévov Pe KTNVIATPIKI) CUVTAyH.

NETITOUEPEIG TTANPOPOPIES VIO TO €V Adyw KTNVIATPIKO PAPUAKEUTIKO TTPOIGV €ival dIaBECIuES

oTn Baon dedopévwy NG EE yia Ta KTnviatpikd mpoiovTa
(https://medicines.health.europa.eu/veterinary).
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NMAPAPTHMAIII

ENMNIZHMANZH KAI ®YAAO OAHIQN XPHZEQZ

7118



A. ENIZHMANZH
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NAHPO®OPIEZ NOY MNPEMNEI NA ANATPA®ONTAI ZTHN EZQTEPIKH ZYZKEYAZIA

XdpTivo KourTi

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ

Synulox L.C EvdopaoTIKO evaiwpnua

[ 2. IYNOEZH IE APAZITIKH(EZ) OYZIA(EZ)

KdaBe oupiyya trepiéxel : Amoxicillin (wg amoxicillin trihydrate ) 200 mg
Clavulanic acid (wg potassium clavulanate) 50 mg
Prednisolone 10 mg

3. ZYZKEYAZIA

3 oUpIYYES
12 oupiyyeg
24 ouplyyeg
300 oUpiyyeg

| 4. EIAOZ(H) ZQOY(QN)

Boocidn (ayeAddeg o€ TTEPIOdO YAAAKTOTTAPAYWYNAG).

| 5. ENAEIZEIS

| 6.  OAOI XOPHIHEHE

EvéopaoTikn) xprion.

‘ 7. XPONOI ANAMONHZ

Xpbvog avauovng:

Kpéag kai edwdIuol 10Toi: 7 NUEPEG.

FdAa: 84 wpeg, dSNAAdN 7 apUEYHATA PE APMEYMA 2 @opEéG TNV nuEpa A 11 apuéypara pe
appeypa 3 opEG TNV NUEPQ.

‘ 8. HMEPOMHNIA AH=HZ

Exp. {pp/eeee}

‘ 9. EIAIKEZ 2YNOHKEZ AIATHPHZHZ

Na unv euAdooeTal oe Bepuokpaaia peyaAuTepn Twy 25 °C.
Na @uAdooeTal o€ ENpd PEPOG.

‘ 10. Ol AEZEIZ «AIABAZTE TO ®YAAO OAHINQN XPHZHZ MPIN AMNO TH XPHZH»

AlaBdoTe T0 UANO 0dNyIWY XpAOoNG TTPIV aTTd TN XPAHON.
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11. Ol AEZEIZ «<AMNMOKAEIZTIKA IN'A KTHNIATPIKH XPHZH»

ATTOKAEIOTIKA IO KTAVIATPIK XPHON.

12. Ol AEZEIZ «<NA ®YAAZZIETAI E OEZH, THN OIOIA AEN BAEMNOYN KAI AEN
NMPOZEITIZOYN TA MNAIAIA»

Na euAdooetal o Béon, TNV oTToia dev BAETTOUV Kal Bev TTPOOEYYiCouv Ta TTaIdIA.

‘ 13. ONOMA TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ

ZOETIS HELLAS S.A.

‘ 14. APIOMOI AAEIAZ KYKAODOPIAZ

AAK EANGDag: 128025/14-12-2018/K- 0077404
AAK KuTtrpou: 16347

‘ 15. APIOMOZ MNAPTIAAZ

Lot {apiBudc}
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EAAXIZTEZ ENAEIZEIZ NOY MNPENEI NA ANATPA®ONTAI ZTIZ MIKPEZ ZTOIXEIQAEIZ
2YZKEYAZIEZ

ZU0piyya TToAuaiBuAeviou

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NPOIONTOZX

Synulox L.C

‘ 2. TOZOTIKA ZTOIXEIA TQN APAZTIKQN OYZIQN

KdaBe alpiyya TTepIEXEL:
Amoxicillin 200 mg
Clavulanic acid 50 mg
Prednisolone 10 mg

‘ 3. APIOMOZ MNMAPTIAAZ

Lot {apiBudc}

‘ 4. HMEPOMHNIA AH=HZ

Exp. {up/ecee}
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B. ®YAAO OAHI'IQN XPHZHZ
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®YAAO OAHINQN XPHZHZ

1. Ovopacia Tou KTNVIOTPIKOU POPHUOKEUTIKOU TTPOIOVTOG
Synulox L.C EvOopaoTIKO evaiwpnua

2. Xoveeon

Kdbe evdouaoTIKA ouplyya 39 TTEPIEXE! :
ApaoTIKG CUCTATIKA:

Amoxicillin (wg amoxicillin trihydrate): 200 mg
Clavulanic acid (w¢ potassium clavulanate): 50 mg
Prednisolone: 10 mg

ATTaAOU KPeU/UTTOAEUKOU XPpWHATOG EAAILDOES EVOOUAOTIKO EVAIWPNUA.

3. Eidon {wwv

Boocidn (ayeAddeg o€ TTEPiIOdO YAAAKTOTTAPAYWYNAG)

4. OgpaTreuTIKEG eVvOEigeEIg

lMa xprion o€ KAIVIKEC TTEPITITWOEIG ACTITIOAS, CUUTTEPIAANBAVOUEVWIV TWV TTEPITITWOEWY TTOU
ouvdéovTal he HOAUVOEIS atrd Ta akdAouBa kupia TTaboyova :

Staphylococci (CUPTTEPIANAUBAVOUEVWY TWV OTEAEXWV TTOU TTAPAYOUV B-AAKTANAOEG)
Streptococci (cupTtreplAauBavouévwy Twy S.agalactine, S.dysgalactine, S.uberis)
Escherichia coli (cuptrepiAapaBavopévwy Twv OTEAEXWY TTOU TTAPAYOUV B-AOKTANACEG).

5. Avrevdeigeig

Na unv XpnoIJoTToIEiTal O€ TTEPITITWON UTTEPEUAIoONCiag ato(oTa) dpacTIKO(G) cuoTaTikO(A),
f o€ k&molo(a) ékdoxo(a).

Na pnv xpnoigotroigital o€ {wa Pe yvwoTA uttepeuaiocbnaia ota B-AakTapikéG avTiBioTiké.

6. EI0IKéG TTpOEIBOTTOINCEIG

EIBIKEG TTPOEIDOTTOINTEIC:
Na pnv XpnOIYOTTOIEITaI O€ TTEPITITWOEIG TTOU OXETiICovTal e Pseudomonas.

[S1aiTEPEC TTPOQUAGEEIC VIO TNV ag@aAf xprian oTa €idn {wwv:
KaBapioTte pe katdAAnAo atmroAupavTiké Tnv dkpn NG BNANG TTpIv Tn Beparreia.

Odnyieg yia ouvetn Xpion

To 1Tpoidv Ba TTPETTEN va XpnolyoTTolEiTal yia Bepartreia TNG KAIVIKAG JaoTiTidag pévo.

H xprion tou 1rpoiévtog Ba TTpétel va BaoifeTal 0 TOTTIKA (TTEPIOXH, ETTITIEDO KTNVOTPOWPIKNG
povadag) emdnuioloyikd dedouéva yia TNV euaiodBnoia Twv BakTnpPiwv-oTOXWV Kal va
AapBavovTal uTTéyYn o1 ETTICNPES KAl TOTTIKEG AVTIMIKPORIAKES TTONITIKEG.

H xprion Tou Tpoiévtog Ba trpétrel katd TTpoTiunon va BacideTal o€ dOKIPES euaiobnaiag.

ATTOQUYETE TN XPAON TOU TIPOIOGVTOG O€ KOTTAdIO OTToU Ogv €XOUV OTTOMOVWOEI OTEAEXN
Staphylococcus 1Tou TTapdyouv B-Aaktaudon. Or kTnviarpol Ba TTPETTEl va XPNOIKMOTToIoUV
avTIBIOTIKA 0TEVOU PAouaTog, Av gival duvaTov.

H un owoTr Xprion Tou TTPOIOVTOG JTTOPEI va Augnoel TOV EMITTOAACHO TwWV avOEKTIKWY OTa [3-
AQKTOMIKA avTIBIOTIKA BAKTNPIWY KAI UTTOPEI VO MEIWOEI TNV ATTOTEAECUATIKOTNTA TNG BEpaTTEiag
ME B-AaKTOUIKA avTIBIOTIKA, Adyw mBavAg dlacTaupouuevng avToxig.

[S10iTEPEC TTPOQUAGEEIC TTOU TTPETTEl Va AapBdvovTal atrd To ATOUO TTOU XOPNYEL TO KTNVIATPIKO
QAPUAKEUTIKO TTPOIOV 0€ wa:
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O1 TTeVIKIAIVEG Kl 01 KEQAAOTTTOPIVEG UTTOPET VO TTPOKAAETOUV UTTEPEUAIoONGia (OAAEpYia) PETA
TNV £VEDN, EI0TTVOI, KATATTOON A £TTAPN ME TO OEpua. H uTtepeuaiobnaoia oTIG TTEVIKIAIVEG UTTOPET
va odnynoel oe dlaocTaupoUpeveg avTIOPAoEIS OTIC KEPOAOOTTOpiveg Kal avTioTpoa. Ol
aAAepYIKES avTIOPATEIC OE AQUTA Ta CUCTATIKA, UTTOPEi oTTOPadIKA va gival coBapég.

Na pnv xeipiCeote autd TO TTPOIOV €AV yvwpideTe OTI £xeTe euaioBnaoia, | €dv cag €xouv
OUMPBOUAEUOEI va PNV XPNOIKOTTOIEITE TETOIO TTAPACKEUATHATA.

XelpioTeite autd TO TTPOIOV e PEYAAN TTpocoxn, €101 WOTE va aTmo@elyeTal n €kOeon,
AauBéavovtag OAEG TIG CUVICTWHEVEG TTIPOPUAAEEIG.

Edv avamTtigeTe CUUTITWUATO TO OTToid aKOAouBouv £kBeor, OTTwG évag €peBICUOSG Tou
OépuaTtog, Ba TpéTTel va avalnTACETE IATPIKA CUPPBOUARA Kail va TTIOEILETE aTOV 1ATPO AUTAV TNV
TTpocidoTToinon.. Oidnua Tou TTPOCWTTOU, TWV XEIAEWV A TwV HaTIwy | SUCKOAIa aTnv avaTrvor,
aTTOTEAOUV TTI0 CORAPE CUUTITWHATA KAl OTTAITEITAI GPECN IATPIKI) PEOVTIOA.

Na TAéveTe Ta xépia META TN XProN.

Evkupoouvn Kail yaAouyia:

Mrtropei va xpnaoigotroinBei kard Tn didpKela TG KUNONG Kal TNG yaAouxiag.
AMNNAeTTiOpaon_ue GAAO QapUAKEUTIKG TTPOIOVTA KAl AAAEC HOP@EC aAANAeTTIOpaONG:

Agv gival yvwoTn Kapia.
7. AvemOuunta cupBdavra

Booeidn (ayeAddeg o€ TTEPiodO YAAAKTOTTAPAYWYNAG).
Agv gival yvwoTé Kavéva.

H avagopd avemmBuunTwyv cupBavtwy civar onuavtikr. EmTpémel Tn ouvexr] TapakoAouBnon
TNG AOQPAAEIOG VOGS TTPOoIdVTOG. EAv TTapaTtnpioeTe OTTOIAdATTOTE AVETTIOUUNTN EVEPYEIQ, KOO
Kar av Ogv avo@EépETal OTO €0WKAEIOTO QUANO odnyiwv Xpnong 1 au@IBAAAETE yia TNV
QATTOTEAEOUATIKOTNTA TOU QAPPAKOU, TTAPAKOAEICOE va ETTIKOIVWVAOETE, KATAPXAG, ME TOV
KTnviatpd cag. MTTopeite €TTiong va avag@EPETE OTTOINBNTTOTE AVETIOUUNTA CUPBAvTa OToV
TOTTIKO QVTITTPOOWTTO TOU KATOXOU TnG AdEIaG KUKAOQOPIAG XPENOIUOTTOIWVTAG TA OTOIXEId
ETMIKOIVWVIaG OTO TEAOG auToU TOU QUAAOU 0dnylwv xprRong, rn HMéow Tou €BvIKOU oag
OUCTHHATOG avagopdg.

EBvikdg Opyavioudg Gapudkwyv
Meooyeiwyv 284

GR-15562 XoAapyog, ABrRva

TnA: + 30 21 32040213

e-mail: vetpharmacovigilance@eof.gr
lotéToTrOG: http://www.eof.gr

8. Aoocoloyia yia kabs €idog, TPOTTOG KAl 050i XopAynong

EvdouaocTikh xprion.

To TepiexOpeEVO KABe piag ouplyyag Ba TpETTel va eyxéeTal H€oa o€ KABe TTpooBefAnpévo
TETAPTNUOPIO, BIA HECOU TNG BNANG, AUECWG PETA TO APPEYUA, O 12wpa dlIacTAPATA yia Tpia
ouveXOPEVA appéypaTa.

2€ TTEPITTTWOEIG AoIpwEEwyY TToU TTPpoKaAouvTal ammd Staphylococcus aureus, ptTopei va
atraiTeital yeyaAutepng didpkelag avTiyikpofiakr Bepatreia. ETTopévwg, n ouvoAikr didpkeia
NG Oepatreiag oTnV OIOKPITIKA EUXEPEIA TOU KTNVIATPOU, OAAG Ba TTPETTEl va €ival QPKETA
EKTEVNG WOTE va dIacPaifel OAOKANPWTIKN UTTOXWENON TNG EVOONAOTIKAG AOINWENG.

9. Odnyigg yia Tn CWOTA Xopriynon

Mpiv va yivel n €yxuon, n BnAR Ba TTpétel va KaBapileTal Kal va atTOAUMaiveTal.
10. Xpoévoil avapovig
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Kpéag kal edwdIUoI I0TOI: 7 NUEPEG.
FdAa: 84 wpeg, dSnNAadN 7 apUEYMATA PE APHUEYMO 2 Qopég TNV nuépa i 11 apuéypata pe
appeypa 3 QopEg TNV NUEPQ.

11. EIAIKEZ £YNOHKEZ AIATHPHZHZ
Na euAdooetal o Béan, Tnv otToia dev BAETTOUV Kai Ogv TTpoaeyyifouv Ta TTaIdIA.

Na unv euAdcoetal o€ Beppokpaaia peyaAutepn Twy 25 °C.

Na euAdoaoeTtal o€ ENPoO PEPOG.

Na un xpnoipoTrolgitTal autd TO KTNVIATPIKO QAPHUAKEUTIKO TTPOIOV PETA TNV nuEpopnvia ARENg
TTOU avaypd@eTal oTnV TIKETA PETA TO EXp. H nuepounvia ANEEWS CUNTTITITEI JE TNV TEAEUTAIO
NUEPA TOU OUYKEKPIUEVOU UAVA.

12. Ei1dikég Trpo@uAddeig amoppiyng

Ta @apuaka dev TTPETTEI VO ATTOPPITITOVTAI HECW TWV AUPATWVI] TWV OIKIOKWY ATTORARTWV.
XPNOIYOTTIOINOTE  TTPOYPAMUMOTA  ETTIOTPOPNG  QAPUAKWY  yia TNV améppiyn N
XPNOIMOTTOINGEVTWY  KTNVIATPIKWY  QAPMOKEUTIKWY  TTPOIOVTWY A GAAWV  UAIKWV  TTou
TTpoépXovTal aTTd TN XPAON TOUG CUPQPWVA HE TIG TOTTIKEG ATTAITAOEIS KAl JE TUXOV IoXUovVTa
€BVIKG ouoTAuaTa cuAAoyng. Ta YéTpa autd aTTooKOTTOUV OTNV TTPOCTAGIA TOU TTEPIBAAAOVTOC.
ZUMPBoUAeUBEiTE TOV KTNViaTpd GGG 1 TOV QAPUAKOTIOI0 Cag yia Tov TPOTIO améppiyng Twv
XPNOIUOTTOINBEVTWY POAPUAKWY.

13. Taivounon Twv KTNVIOTPIKWYV QUAPHAKEUTIKWY TTPOiOVTWYV

Na xopnyeital pévov pe KTnVIaTpIKr) cuvtayn.

14. ApiBpoi ade10g KUKAOPOPIag Kal CUOKEUAOIES

AAK EAANGDag: 128025 /14-12-2018/K-0077404
AAK KuTtrpou: 16347

2UOKEUAOIEG:

Kourti trou trepiéxel 3, 12, 24 1 300 evOOUACTIKEG OUPIYYEG.

TToU TTEPIEXEl 3, 12, 24 1} 300 evOOUACTIKEG OUPIYYEG.

MTropei va unv KUKAOQOPOUV OAEG OI CUOKEUAOTIEG.

15. Huepounvia teAgutaiog avaBewpnong Tou @UAAOU 0dnyiwv XpRong

06/2023

NETTTOUEPEIG TTANPOPOPIES YIa TO €V AOYW KTNVIATPIKG PAPPOKEUTIKO TTPOIOV gival dIaBETINES

oTn Baon dedopévwy NG EE yia Ta kKTnviatpikd mpoiovTa
(https://medicines.health.europa.eu/veterinary).
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16. ZTolxeia emMIKOIVWVIOG

Kd&Ttoxoc Tnc  dadeiaC  KUKAOQOPIOC KOl OTOIXEIO  ETMKOIVWVIOC VIO TNV avagopd
TBavoAoyoUuEVWY avETTIOUUNTWY EVEPYEIWV:

ZOETIS HELLAS S.A.
dpaykokkAno1as 7, Mapouaoi
15125, ABrva, EAAGSa

TnA: +302106791900

Fax.: +30 210 6748010
E-mail: infogr@zoetis.com

MNapaokeuaoTrC UTTEUBUVOC Via TNV aTTEAEUBEPWON TWV TTAPTIOWV:
Haupt Pharma Latina S.r.l.

Strada Statale 156 Dei Monti Lepini Km 47600

Latina

04100

ITaAia

TomKOC  avTimpoowTtto¢  otnv__ KUTTpo  Kal _ OTOIXEIO  ETMKOIVWVIOC  VIa TNV avagpopd
T0avoAoyoUUEVWY QVETTIOUUNTWY EVEPYEIWV:

VitaTrace Nutrition Ltd,

2033, Z1pbBoAog,

Neukwaoia, Kutrpog

TnA: +357 22 426527

Fax: +357 22 498325

E-mail: reception@vitatrace.com
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