NMAPAPTHMA 1 : ®YANO OAHIIQN XPHZHZ

ADVOCIN ENEZIMO AIAAYMA 25mg/ml
Alavyéc oTeipo LOATIKO SlaAvpa yia BoosldA Kal Xoipoug

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ KYKAO®OPIAZ KAI
TOY KATOXOY THZ AAEIAZ NMAPArQrHz noy EINAI YMNMEYOYNOzZ TIA
THN ANOAEZMEYzZH TIAPTIAQN 2ZTON EOX, E®OzZON EINAI
AIA®OPETIKOI

Katoyog Absrag KukAogopiag:

Zoetis Hellas SA,

Meooyelwv 253-255

N. Wuxikd 154 51, Attikr}, TnA: 0030210 6791900

NapaoKELAOTNAC
Fareva Amboise, Amboise Cedex, France

Tomnikoc diavopéac ornv Kinpo:

VitaTrace Nutrition Ltd, 2033, ZtpoBoAog, KOmpog. TnA.: +35722426527, ®ak.:
+35722498325, email: reception@vitatrace.com
AAK:CY023V-E

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOz
Advocin gvéoiuo dtdAvua 25mg/ml

3. ZYNOEZH ZE APAZTIKO ( A) ZYZTATIKO(A ) KAI AANEZ OYZIEZ
K&Be 1 ml Tov mpoidvtog mepLEXEL:

ApOOTIKO OLOTATIKS
Danofloxacin 25.00 mg

Exboxa

Monoythioglycerol
Liquified Phenol
Lactic acid
Nitrogen

Sodium hydroxide
Water for injection

4. ®APMAKOTEXNIKH MOP®H
Evéoiuo dLdAvpua.
5. ENAEIZH ( EIZ)

Booeién
Oepamnel0 TWY OVOMVELOTIKWY HOADVOEWY TOL TPOKaAolvTal amd TNV

Manhemian tnv P.multocida Kal TwWv €VTEPLKWY PLOADVOEWY TIOL TIPOKAAODVTAL
and tnv Escherichia coli kat tTnv Salmonella spp.

Xolpot.

Oepane{ad TWYV AVAMVELOTIKWY HOAOVOEWY TIOU TPOKAAoLVTAL amd TNV
P.multocida kot A.pleuropneumoniae Kal TWV EVTEPKWY HOADVOEWY TOL
mpokaAovvTal and tTnv E.coli.
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6.

10.

11.

12,

13

ANTENAEIZEIZ
Kot
ANENIOYMHTEZ ENEPIEIEZ
Agv €xouv mapatnpnOel.
Edv nmapatnprioete onoladAMoTe coBapni avembOpunNTn €vépyela i avemBOuNTN

EVEPYELD TIOL OEV QVAQPEPETAL OTO QUAAO 0BNYLWY XPHAOEWG MAPAKAAOVLE
EVNUEPWOTE TOV KTNVIATPO 0OC.

EIAH ZQQON
Booeldn kat xoipot.

AOZOANOTIATIA KAOE EIAOZ, TPOINOZ KAI OAOZ ( Ol ) XOPHIHzHz

Boo&eldnR. To Advocin unopel va xopnynBel evbouvikd ; evdopAEBLa otn 660N
Twv 1,25 mg/kg cwpatikod Bapoug (1 ml touv dlookevdouatog avd 20 kg
owHaTLkoL Bdpoucg). Oa mpénel va yivovtal 3 xopnyAoelg o€ ava 24wpo. H
Bepanela pnmopel va cuvexloBel yia 2 akdua Nuépec oe Cwa Ta omola dev £xouv
Bepanevtel MAAPWC HMETA TG mpwteC 3 yopnynoelg. Na pnv  eviovtal
nepltocoéteEPa amnd 20ml oto (6o onueio Tov CWPATOC.

Xoipol. To Advocin xopnyeitat pe evdouviki €veon otn 66on twv 1,25 mg/Kg
OWMOTIKOLO Bdpoug (1 ml tov Wlookevdopatog avd 20 kg ocwuaTikod B&poucg).
Mpénel va yivovtal 3 yopnyAoelg oe dtdotnua 24 wpwv. Na pnv eviovtal
nepltocoétepa amnd 5ml oto (6o onuei{o Tov CWHATOC.

OAHTIEZ A TH ZQZTH XOPHIHzH

Booe&l6A.
Na pnv eviovtal neploodtepa and 20ml oto (6o onueio Tov CWUATOC.

Xoipotl.
Oa mpémnel va yivovtal 3 xopnyrioelg avd 24wpo. Na unv eviovtal meploodTepa
and 5ml oto (6o onueio Tov CWHATOC.

XPONOzZ ANAMONHz

Booe&16n
Kpé€ac Kal edwydLuol totol: 5 nuEPEC
F&AQ: 2 NUEPEC

Xoipot
Kpéac kKat edwdiuol Lotol:3 nuépec.

EIAIKEZ ZYNOHKEZ AIATHPHZHzZ
Noa anmobnkedeTal o€ Bepuokpaoiec pikpdTEPEC TwWY 30°C.
Awdpkera ZwAG

MeTd Tto dvolyua Tou @laAtdiov kat tn AAYn TnS mMpwTnG ddong amd avtd, To
nmpoildév Ba mpEnel va KatavaAwvetal o€ dldotnua 4 Bdouddwv.

.EIAIKH ( EZ ) MPOEIAONOIHZH ( EIZ)

Na euAdyeTtal pakpld amnd naldid.

Na mMAéveTE TA YEpPLla oag HETA amd KABE xpnon.

H napatetapévn xoprynon avTiBLOTIKWY HLAC CUYKEKPLHMEVNG OUAdaC pmopel
Va €XEL ATOTEAECHA TNV AvATTLEN AVOXNG OE €va BaKTNPELOKO MANBLOUO.
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14.

15.

OL @BOPOKLVOAOVEG TPEMEL v Ypnoldomowoivtal poévo yia tn BOepameia
KALVLKWV

KATAOTACEWY OL OmoleC €xOuv QVTAMOKPLOEl MEPLKWG N AVAPEVETOL va
QVTATIOKPLOOUY HEPLKWG O GAAEC KATNYOPLEC AVTIHMIKPORBLOKWY OLGLWV.

Edv elvat duvatdv, n xprion Twv @BopoklvoAovwy mpénel va Baolletal o€
dokLpEC evaloBnaiag.

Oa mpénet va  AauBdveTtat vméyn N avTIHIKpoPLakh TOALTIKH, OTav
xpnotpomnote(tal To mpoidv. H xprion Tou mMPoldvTog €KTAC TWV 08NYLWY TOU
neptAauBdvovtat otn M.X.M., mbavéy va avioel tnv avtiotaon Twv
Baktnpiwv oTIC  @BOPOKIWWOAGVEC Kol  umopel va  MPEWWCOEL TNV
QMOTEAEOUATIKOTNTA TNG Oepamelag He AAAEC KLWOAOVECG AdYyw mOAVAC
dlaotavpoluevNG avOEKTIKOTNTAG.

Mmopel va xpnotuormownBsi oe €ykva BooeLdn.

Ta anoteAéopaTta TNG davopAofakivng otnv avamnapaywyr Twv Xolpwv dev
€xouv agloAoynOel.

EIAIKEZ MPO®YAAZEIZ ANOPPIVHZ ENOzZ XPHZIMOMNOIHOENTOZz
KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOZ H AAANQN YAIKQN noy
MPOEPXONTAI ANO TH XPHZH TOY NMPOIONTOZ, AN YINMAPXOYN

2upBoLAgVBE(TE TOV KTnViaTpd 0ag ywa TOov TPOMOo amdppwync Twv
XPNOLUOTIOLNBEVTWY QAPUAKWY. Ta HETPA aLVTA ATMOCKOTOOV CTNV MPOooTaC(
Tou nEPLBAAAOVTOC. G.

Ol AEZEIZ «ANOKAEIZTIKA TIA KTHNIATPIKH XPHZH» KAI Ol OPOI

‘H Ol MNEPIOPIZMOI NOY IZX'YOYN ZIXETIKA ME TH AIAGEZH KAI TH
XPHZH, av vtapyouv

Na xopnyel{tal ue KTNVLATPLKA cuvTayh.

16.HMEPOMHNIA THZ TEAEYTAIAZ EMKPIZHZ TOY ®YAAOY OAHINQN XPHZEQZ

08/04/2019

17. Ol AEZEIZ «NA ®YNAAZZETAI ZE OEZH, THN OIOIA AEN BAEINOYN KAI

AEN MPOZEITIZOYN TA MNAIAIA>»

Ta @laAidla eivatl og ocuokevaoia Twv 50ml, 100ml kat 250ml.
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NMAPAPTHMA 2 : EZQTEPIKH 2YZKEYAZIA

NMAHPO®OPIEZ NOY MNMPEMNEI NA ANATPA®ONTAI ZTH ZTOIXEIQAH
2YZKEYAZIA

E=ZQTEPIKH ZYZKEYAZIA 50ml & 100ml & 250ml

ADVOCIN ENEZIMO AIAAYMA 25mg/ml
| 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ
Advocin gvéailugo dldAvpa 25mg/ml yia Booeldn kat xolpoucg.

2. ZYNOEZH ZE APA:ZTIKO KAI AANAA ZYZTATIKA
K&Be 1 ml Tov mpoldvTog meEPLEXEL:

ApaOTIKA CLOTATLKG
Danofloxacin 25.00 mg

Exboxa

Monoythioglycerol
Liquified Phenol
Lactic acid
Nitrogen

Sodium hydroxide
Water for injection

3. ®APMAKOTEXNIKH MOP®H |
Evéoluo dldAvpa.

|4. >YZKEYAZIA |
dLaAidLla Twv 50ml, 100ml kot 250ml.

|5. EIAOZ(H) ZQOY(QN) |
Booeg1dr} Kat xoipot.

|6. ENAEIZH(EIZ) |

Booeibn
Oepanelad TWYV AVATMVELOTIKWY HOAOVOEWY TIOU TPOKAAoLVTAL amd TNV

Manhemian kot Tnv P.multocida KAl TwWv EVTEPIKWY HMOADVOEWY TOL
npokaAovbvtal and tTnv Escherichia coli kal Tnv Salmonella spp.

Xolpot.

Oepanelad TWYV AVATMVELOTIKWY HOAOVOEWY TIOU TPOKAAoLVTAL amd TNV
P.multocida koL A.pleuropneumoniae Kal TwWV EVTEPIKWY HOADVOEWV TOL
mpokaAovvTal and tTnv E.coli.

ANTENAEIZEIZ
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Kapia

ANENIOYMHTEZ ENEPIEIEZ

Agv €xouv Ttapatnpnoei.

Edv TtapatnprioeTe OTIOINONTIOTE AVETIOUUNTN EVEPYEIQ, AKOUO KOl av OgV ava@EPETAl
OTO €0WKAEIOTO PUANO OdNyIV Xprong 1 AU@IBAAAETE yia TNV OTIOTEAECHUOTIKOTNTO TOU
QOPUAKOUL, TIOPAKOAEICOE VO EVNUEPWOETE OXETIKWE TOV KTNVIATPO 0aC.

|7. TPOMOZ KAI OAOZ(0l) XOPHIHZHE |

Boo&eldni. To Advocin unopel va xopnynBel evbouvikd ; evoopAéBLa otn 660N
Twv 1,25 mg/kg ocwpatikod Bapoug (1 ml touv dlookevdouatog avd 20 kg
OWMOTIKOO Bdpoug). Oa mpémnel va yivovtal 3 xopnynoelg oe avd 24wpo. H
Bepamnela pnopel va ocuvexloBel yia 2 akdua Nuépec oe Cwa Ta omola dev £xouv
Bepanevtel MAAPWC METE TG mpwteC 3 yopnynoelg. Na pnv  eviovtal
neplogdTepa and 20ml oto (6o onuelo Tov CWPATOG.

Xoipot. To Advocin xopnyeital pe evbopvikn éveon otn 66on twv 1,25 mg/Kg
OWHOTIKOO Bdpoug (1 ml tov WlookevdopaTtog avd 20 kg ocwuaTikod B&poug).
Mpénel va yivovtal 3 yopnynoelg oe dtdotnua 24 wpwv. Na pnv eviovtal
neplogdTeEPa and 5ml oto (dlo onueio Tov CWHATOC.

/8. XPONOZ ANAMONHZ=

Boo£16n
Kp€ag Kat edwydLuol Lotol: 5 nUEPEC
F&AQ : 2 NUEPEC

Xoipot
Kp€ag kat edwdipol totol: 3 nuépeg.

|9. EIAIKH(EZ) MPOEIAOMNOIHZH(EIZ), EAN EINAI ANTAPAITHTH(EZ) |

Na puAdyeTaLl pokpld amd moLdLd.

Na mAéveTe Ta x€pLa oag HeTA amd K&Be xprion.

H napatetapévn xopAynon avtiBLOTIKWY MLAC CUYKEKPLHMEVNG OUAdaC pmopel
Va EXEL ATIOTEAECHA TNV AvATTLUEN AvOoXNG O€ éva BaKTNELOKO MANBLOUO.

OL @BOPOKLVOAOVEG TPEMEL v Ypnoldomowoivtal pévo yia tn Oepameia
KALVLKWV

KATAOTACEWY OL OmoleC €xOuv QVTATOKPLOE! MEPLKWG N AVAPEVETOL va
QVTATIOKPLOOUY HEPLKWG O GAAEC KATNYOPLEC AVTIHMIKPOBLOKWY OLGLWV.

Edv elvat duvatdv, n xprion twv @BopoklvoAovwy mpénel va Baolletal o€
dokLpEC evaloBnaoiag.

Oa mnpénelt va AapBdvetar vmdyn N avTiHkpoBlak TOALTIKH, O6Tav
xpnotpomnote(tal To mpotdv. H xprAon Tov mpolovTog €KTOC TWV 0dNYLWVY ToU
neptAauBdvovtat otn M.X.M., mbavéy va aviroelt Ttnv avtiotaon Twv
Baktnplwv oTIC  @BOPOKIWWOAGVEC Kol  pmopel va  MPEWWOEL TNV
anoTeAeOMOTIKOTNTA TNG Oepamelag He AAAEG KLWOAOVEG AOYw mOavrig
dlaoTtavpoluevNG avBEKTIKAOTNTAG.

Mmiopel va xpnotuomnolnBsi oe £€ykva BooeLdn.

Ta amoTeAéouaTta TNG dAvoPAOEQKLYNG OTNY avanapaywyr Twyv xolpwv dev
€xouv agloAoynOel.
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| 10. HMEPOMHNIA AH=ZHz

Huepopnvia ARENG :

MeTd Tto dvolyua tou @LaALldiov Kat Tn Afyn tTng mPpwTnG déong amd avtd, TO
npoldv Ba nmpénel va KatavaAwvetol o€ dldotnua 4 eBdouddwv.
| 11. EIAIKEZ ZYNOHKEZ AIATHPHZHzZ |

Na anmobnkedeTal o€ Bepuokpaoiec pikpdTEPEC TwWVY 30°C.

12. EIAIKEZ NMPOSYANAZEIZ ANMOPPIVHZ ENOZ XPHZIMOINOIHOENTOz
KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ 'H AAAQN YAIKQN
NMOY NMPOEPXONTAI ANMO TO NMPOION,AN YINAPXOYN

ZupBovAgvBeiTe TOV KTNVIOTPES 0OC YLla TOV TPOMO aANdPPLYNS TWV
XPNOLHOTOLNOEVTWY PAPUAKWY. Ta HETPA ALTA AMOCKOTOUY 0TNV MpoaTacia
TOL TMEPLBAAAOVTOC.

13. Ol AEZEIZ <ANOKAEIZTIKA lNA KTHNIATPIKH XPHZH» KAI Ol
OPOI 'H Ol MNEPIOPIZMOI NMOY IZX'YOYN ZXETIKA ME TH AIAGEZH
KAI TH XPHZH, av vtapyouv

ATIOKAELOTIKA Yyl KTNVATPLKA xpnon - va datiBstal pévov PE KTNVIOTPLKA
ouvtayn.

14. Ol AEZEIZ «<NA ®YNAAZZETAI ZE OEZH, THN ONOIA AEN BAEMNOYN
KAI AEN NMPOZEITIZOYN TA MNAIAIA>»

15. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ
KYKAO®OPIAZ

Katoxocg Absrac KukAogopiag:

Zoetis Hellas SA, Meooyeilwv 253-255
N. Wuxikd 154 51, Attikr}, TnA: 0030210 6791900

Tomnikoc diavopéac ornv Kinpo:

VitaTrace Nutrition Ltd, 2033, ZtpdBoAocg, Konpog. Thl.Q +35722426527, Faj.Q
+35722498325, emailQ reception@vitatrace.com

| 16. APIOGMOZ(OIl) AAEIAZ KYKAO®OPIAZ |
AplBuoc Adslag KukAogoplac Kompou A.A.K.: CY023V-E

|17. APIOMOZ MAPTIAAZ MAPAMQrH: |
ApLB. maptidag
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TNMMAPAPTHMA 3 : ZTOIXEIQAHZ ZYZKEYAZIA

EAAXIZTEZ NMAHPO®OPIEZ MNMOY MNPEMNEI NA ANATPA®ONTAI ZTIZ MIKPEZ

2TOIXEIQAEIZ ZYZKEYAZIEZ

ETIKETA ( ®IAAIAIO ) 50ml & 100ml & 250ml

ADVOCIN ENEZIMO AIAAYMA 25mg/mlywa xoipoug kai BoosLdn.

1.

ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ |

Advocin evéaiuo dtdAvua 25mg/ml

2.

ZYNOEZH ZE APAZTIKO KAI AAAA ZYZTATIKA

K&Be 1 ml tov mpoidvtog mepLeExeL:

Danofloxacin 25.00 mg

4.

SYZKEYAZIA |

Ta @laAidla eival og ocvokevaoia Twv 50ml, 100ml kat 250ml.

5.

EIAOZ(H) ZQOY(QN) |

Booeldn kat xoipot.

6.

TPOMOZ KAI OAOZ(Ol) XOPHIHzZHz |

Me evOopULIKA 1} EVOOPAERL Evean.

AloBdoTe TO ECWKAELOTO QUAAO 0ONYLWVY XPrioNG TPLv TN XPron.

7.

HMEPOMHNIA AHZHZ

Huepopnvia ARENG :

Metd TOo dvolypa Touv QLaAldiov kKat Tn AQYn TG MPWwING 8éong amnd avtd, TO
MPOLOY Ba MPEMEL VA KATAVAAWVETAL 0 SldoTnUa 4 EBOOUAdWY.

8.

EIAIKEZ ZYNOHKEZ AIATHPHzZHZz |

Na anoBnkedeTal o Bepuokpaoiec plkpdTEPEC Twv 30°C.

9.

Ol AEZEIZ «<ANOKAEIZTIKA IlNA KTHNIATPIKH XPHZH» KAI Ol
OPOI 'H Ol NEPIOPIZMOI MNOY IZX'YOYN ZXETIKA ME TH AIAGEZH
KAI TH XPHZH, av vmtapyouv

ATIOKAELOTIKA yia KTnvlatplkr xprnon. Xopnyeital pe ovvtayn ktnviatpov. Na
@uLAdooeTal oe B€an TNV omola v BAEMOLY Kol dev poasyyiCovv Ta aLdLA

10. ONOMA KAI AIEYOYNZH TOY KATOXOY THZ AAEIAZ

KYKAO®OPIAZ

Katoyog Adsrag KukAogopiag:

Zoetis Hellas SA, Meooyeiwv 253-255
N. Wuxikd 154 51, Attikr}, TnA: 0030210 6791900
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Tonikoc diavouéac oTnv Konpo:

VitaTrace Nutrition Ltd, 2033, ZtpdBoAoc, Kompog. Thl.Q +35722426527, Faj.Q
+35722498325, emailQ reception@vitatrace.com

|11. APIOMOZ(O0l1) AAEIAS KYKAO®OPIAZ |
AplBuoc Adslag KukAogoplag Kompou A.A.K.: CY023V-E

|12. APIOMOZ MAPTIAAZ NMAPAMQrH: |
Ap1B. naptidag
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