ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Purevax RC Avoguhomompévo vAkd Kot SIoADTNG Y10, EVEGIILO EVOIDPTLLO

2.  TOIOTIKH KAI TIOXOTIKH XYNOGEXH
Ava d6om tov 1 ml M tov 0,5 ml:

ApPOUoSTIKG GVGTOTIKA:

E&acBevnuévoc epmntoidc pwvotpayetitidag g ydrog (otédeyoc FHV F2)
Adpavorompéva aviryova koivkoimong g vartog (otedéyn FCV 431 ko G1)

' nohvopatiky §6om xuttapokarépyetag 50%

"Exooya:

>10%° CC|D501
>2,0 ELISA U.

HoroTiKi) 60vOeon KOO OV Kol GAA®V
GUGTUTIK®OV

MMocotikn] 6Uvleon av ov TANPOPOPies GVTES
€ival oNUOVTIKES YO TY] 6MOTH YOP1YNCY TOL
KTV TPLKOV QUPUIKEVTIKOD TPOTOVTOS

Avoprlomoiquévo viiko:

Sucrose

Sorbitol

Dextran 40

Casein hydrolysate

Collagen hydrolysate

Dipotassium phosphate

Potassium dihydrogen phosphate

Potassium hydroxide

Sodium chloride

Disodium hydrogen orthophosphate

Monopotassium phosphate anhydrous

Water for injections

ArodvThg:

Water for injections

q.s.1ml#n 0,5ml

Avo@rlomompévo vAMKO: opoloyeve pmel oeatpidto.

AAOTNG: SLowyEg Aypmpo vypo.

3. KAINIKEX TIAHPO®OPIEX
3.1 Eiom {oov

Téitec.




3.2  OgpamevTiKEG EVOEiEELS Yo KAOE gid0og (Dov

Evepyntikn avocomroinon oeg ydtec nhikiog 8 efdouddmv kal avm:
- KT TNG 10YEVOVG PVOTPAYELITIONG TG YATAS Y10 T UEIMON T®V KAVIKOV CUUTTOUAT®V,
- KaTd TG AOTHOENS 0mtd KaAVKOTO Yo TN HEIMON TOV KAVIKOV CUUTTOUATOV.

Eyxotdotaon avociog: 1 eféopdda HeETE TOV apyikod UPoAacuo.
Avdpkela avooiog: 1 £€toc petd tov apykd epufortacud kot 3 £t puetd tov televtaio enaveufoiacud.

3.3  Avrevosigeag

Koapdia.

3.4 Ewwkég mpocidomonjcelg
Na epportdlovior pdévo vy {oa.

3.5 Iowirepeg mpourdéers kata T ypion

[dwaitepec mpo@LAGEELC Yo TRV 0lc@OAN YpNnon ot gion Ldwv:

Koapia.

Idwaitepeg Tpo@LAGEELS TOL TPEmel vo AopBdvovial ard To GTOUO TOV YOPNYEL TO KINVIOTPIKO

QOPULOKEVTIKO TTPOidV oe LMoL

Xe mepinton mov kot AdBog Kavete ovToéveon, va avalnTioete auéom 1aTpikn Bordeta Kot va
eMOeiEeTe 6TOV 10TPO TO EGMKAEIGTO PUALO 0ONYIDV ¥PNGEMG 1 TNV ETIKETO, TOL POPUOKEVTIKOD

TPOIOVTOC.

Id1oitepeg mPoOLAGEELC Y10l TV TPOGTAGLO. TOV TEPPAALOVTOC:

Agv 16y0eL.
3.6 AvemOOunra cvppavra

Tdtec:

Xoyvé
(1 éwc 10 Lma / 100 vro Bepameio (Ha):

AmndOzgi0, avopetio kor vepOepuio
Avtidpaoeig 6to onpeio g éveong (mdvog, Kvnouog,
oidnua)?

Oy cvyva
(1 ¢ 10 {wa / 1.000 vro Bepameio (da):

Avtidpaon vrepevarcinciog’

IToAV ondvia
(<1 {do / 10.000 vrmo Oepomeio Coa,
CUUTEPIAOUPOVOUEVOV TOV  UELOVOUEVOV
ovVOQOPOV):

"Epetoc?

Uduapkel cuovpdwg 1M 2 nuépec.

2 ghappuc TOVOG KOTh THY YnAdenon, Kvnouog 1| TEPLopIouévo oidnua, mov vroywpet péoa ot 1 1 10

oAV 2 gBdopadec.

3 givon mOavd va amontnOei kotdAAnAn cvprntopatiky Oepaneio.

* uplmg evioc 24 mg 48 opdv.

H avagopd avemBountov coppdviov eivar onuavtikn. Emtpénel tn cuveyn mopoakolovdnon g
0oQAAELNG EVOC KTIVIATPIKOD PAPLOKEVTIKOD TPOTIOVTOC. Ol avapopég TPEMEL VO, ATOGTEAAOVTOL, KOTA
TPOTIUNOT HEG® KTNVIATPOL, £ITE GTOV KATOYO TNG AOENG KUKAOPOPIAG 1] GTOV TOMIKO OVTITPOCWOTO




ToV €lte oTNV €BVIKN apuOdLa apyi HESH TOL £68VIKOD GLGTHLOTOC avaPOoPdc. AvatpéEte otV
TOPAYPOPO «ETOLYEIN EMKOVMVING TOL PVAAOL 00N YLDV ¥P1ONG.

3.7  Xpnion katd TV KONno1, TN Yorovyia 1 TNV ®OTOKid
Noa pnv yopnyeiton kad’ dAn ) didpkela TG KONONS KAl TNE YOAOVYIG.
3.8  Almiemiopacn pe Ao QUPROKEVTIKA TPOTOVTH Kol GALES HOPQOEG dAMAETIOpaoNG

AwBéoipeg mTANPOQOPIEC GYETIKA LE TNV UCPAAELN KoL TNV OTOTEAECUATIKOTITO OTOJEIKVOOVY OTL TO
&V AOY® UPOLIO UTOpPEL VO, aVOLELYVOETOL Kol VL YopryEiTat pe To euPoito tng Boehringer Ingelheim
YOPIC VOGOEVIGYLTIKO KOTA TNG AELYOUUIOG TNE YATOC KoM va, yopnyeital Ty idio nuépa, xwpig va
avaperyvoetat, pe 1o euPoMo pe avocsoevioyutiko g Boehringer Ingelheim kotd g Avooag.
AwBéoipeg mMANPOQOPIEC GYETIKA LE TNV UCPAAELN KO TNV OTOTEAECUATIKOTITO OTOJEIKVOOVY OTL TO
€V AOY® EUPOAIO UTOPEL VO, AVOUELYVDETAL KOl VOL XOPTYEITOL LUE TO EUPOAO YWOPIG AVOGOEVIGKVTIKO TNG
Boehringer Ingelheim katd tng Abecoc.

Agv VITapy oLV TANPOPOPIEC TYETIKA UE TNV OCPAAELN KOL TNV OTOTEAECUATIKOTNTO OTTO TV
TAVTOYPOVT YPNON TOL EUPOAIOD LE 0TOL0ONTOTE GALO KTNVIATPIKO PAPUAKO, EKTOC TOV TPOIOVIMV
OV avaPEPOVTOL Tapamdve. H andeacn yia t xopiynomn tov ev Adyw guPoAiiov mpv 1 LT ™
YOPNYNOT OTOLOVONTOTE AAAOD KTNVIOTPIKOD QUPUAKOV TPETEL VO AAUPAVETOL KATA TEPITTMON.

3.9 Odoi yopiynong ko 6060r0YiM
Y7modopia yopRynon.

Kdvete avaocvotaon tov epforiov amald, £T61 OGTE va Yivel £vo OLOOLOPPO EVOLDPTLLOL LLE
TEPLOPICUEVO CYNUATIGUO 0pPOV.
ORIk EPPAVIoN PETA TNV avOcOOTACT: SLOVYEG EAAPPMG KITPIVO EVULDPM LA,

Metd v avacvoTacn 1oL Avogilomompévon vAkov pe 0,5 ml 1 1 ml tov deAvtn (avdAioya pe 10
emieyuévo uéyebog cuokevaciog) yopnynote pia doom gufoiriov chpemva pe To akdlovbo oynua
guporacuov:

Apycog eUPoAacHOG:
- TPMOTN EVEST): 0O TNV NAKio TV 8 efdopddmv,
- dgvtepn éveon: 3 €wg 4 efdopddeg apyotepa.

Omov avapéveTol Tapovsio VYNADOV ETTESOV OAVTICOUATOV UNTPIKNG TPOELELGTC EVAVTIH TV
GLGTATIKOV pvoTpayelitidag 1 kaAvkoiov (m.y. o€ yatdkio nAkiog 9 £wg 12 efdopddwv yevvnuéva
amod ydteg mov giyov gpPforactel Tpv amd TV KONOTM Ka/r| l)ov TPONYOOUEVT] YVOGTY| 1| EVOEYOLEV
éxbeon oto(a) maboyovo(a)), To apykd epPforiard oynua TpEnel va kabvotepel uEypt TNV NAIKio TV
12 efdopdomv.

Enavepfoiacpog:
- 0 TPMTOG EMAVEUPOMAGHOG TPETEL VO TTpaLy LoToTTon el £va £T0C PETE TOV apy ko epfoiiacuo,
- enakoAovbot emavepfortaciol: TPEmEL va TPAYUATOTOMOOVY e HECOMAGTHHATH £0C TP £TN).

3.10 ZopntoOpoTte vTEPO0cOLoYias (KUl KUTA TEPITTOON, HETPO. UVTINETAOMIONG KUl OVTIO0TO)
Agv &yel mapotnpnOet dAdo avemBOuNTo SLUPAV EKTOC OO eKEIVA TTOL 1ON AvVaEEPONKAY GTNV

Tapdypoo 3.6 «AvemfBounta copPdvroy, ektoc amd Ty vrepepuia, 1 onoia prwopel vo dSlopkEEL
kot e€aipeon m¢ 5 Nuépeg.



3.11 Ewdwkoi mepropropoi yp1ong Kot £101KEG cuvONKeg ypiions, copmepriopfavouévev
TEPLOPLOUAOV GTI] YPGT] OVTLUIKPOPLOKOV KAl OVTITUPUGLTIKAOV KTNVIITPLKOV
PUPRUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS UVATTLENG AVTOYNS

Agv 1oyveL.
3.12 Xpovor avapovig

Agv 1oyvet.

4, ANOXOAOI'IKEX IAHPO®OPIEX
41 Kaoodwog ATCvet: QI06AHO8

Eupoiio kotd e 10yevoie prvotpayetitiong tng yaTag Kot TS KAOAVKOTmoNg g YOTo .

[Ipokadel evepynTiki avocio KOTA TOL EPTNTOIOD TNG PVOTPOYENTIONG TNE YATOUG KO TOV KUALKOTIOD
™mg¢ ydTog.

Amodeiynke OTL TO KINVINTPIKO PUPUAKEVTIKO TPOTOV UELDVEL TNV UTEKKPLOT TOL KAAVKOIOD TNG
YATOG OTNV EYKATAGTACN 0VOGiaG Kot Yia, £va, £T0¢ UeTd Tov epufoltacud.

5. OAPMAKEYTIKA XTOIXEIA
51 Kopieg aocvppoatotnTeg

No unv avoueryvoetal He GAAO KTNVILTPIKO PAPLOKO EKTOC TOV O10ADTY, 0 0moiog dtotifetan yio
YPNOMN HE OVTO TO KTNVINTPIKO QUPHOKEVTIKO TPOIOV KOl EKTOG OGOV OVAPEPOVTAL TAPOUTAV® GTNV
Tapdypoeo 3.8.

52  Awpkero {ong

Avdpxera {ONG TOL KTNVINTPIKOV QUPUAKEVTIKOD TPOIOVTOG CULLPMVA LLE T1 GVOKELAGIO TOANONGC:
18 pnvec.
Augprela {ong petd v ovachoTasT COUE®VA LE TIG 0dNYies: dueomn ypnon.

5.3 Iowirepeg mpo@urdéers kata T @OLaEN TOV TPOIOVTOG

Na puidooetal kot va petagépetol og yoyeio (2 °C — 8 °C).
Na puAICCETAL TPOGTUTEVUEVO OO TO POC.
Na pnv xatoydyetot.

54  ®von ko 6OVOEGT TNS GTOLYELDIOVS CVGKEVUGINGS

Tomov [ yvaivn erédn mov mepiéxel 1 d66m Avoeiiomompuévov VAIKOL kot THmov I yuddwvn edAn mov
nepiéyet 1 ml 1 0,5 ml StoA0Tn, KAEIGUEVEG LE TOUN ELOGTOUEPOVG POVTLAIOD Kol GPPUYIGUEVEG LE
KéAvUHO aAov VIOV 1| TAAGTIKOV.

IMiaotikd kovti mov mepiéxet 10 eraieg g 1 666mg Avopihomompévov vAkov kat 10 eréAeg Tov 1 mi
ST,

IMiootikd kovti mov mepiéyet 50 erdAeg e 1 66om¢g Avo@iiomonuévov vikoy kat 50 eidieg Tov 1 ml
ST,

[Mhaotikd kovti mov mepiéyet 10 réreg g 1 d6omg Avopiiomompévov vVAKoL kat 10 priieg Tov

0,5 ml drodvT.

[Mhaotikd kovti mov mepi€yet S0 réreg g 1 d6omg Avopiiomompévov VAIKOL kat 50 PLiieg Tov

0,5 ml drodot.



Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEG.

5.5 E10wkég mpo@uAaEels amdppryng vog ui yPrGLHOTOIN0EVTOg KTVIATPIKOD QUPIOKEVTIKOD
TPOIOVTOG 1] GALOV VAKAV TOV TPOEPYOVTOL 0.0 T1) Y PIGT TOV TPOIOGVTOS, UV VAP OVY

Ta pappoxo dev TPEMEL VO ATOPPITTOVIOL HECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.
Xp1MGILOTOGTE TPOYPAUUATO EXIGTPOPNS POPUAK®V Y10 TV OTOPPIYT 1N XPNOOTONOEVTDV
KTNVIOTPIK®V POPUOKEVTIKOV TPOIOVI®V 1| GAA®V VAIK®V OV TPOEPYOVTOL OO TN YPNOT TOVG
COUPMOVO, LE TIC TOTIKEG OTOITNOELG KOt UE TUYOV EOVIKA GLGTILOTO GLAAOYNG TOV 1GYVOVV Y1d TO
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTO.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/04/051/001-004

8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Hpepounvia Ing éykpiong: 23/02/2005

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

MM/EEEE

10. TAEINOMHZIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yopnysitor pévov pe KTNVIOTPIKT GUVTOYT.

Agmtopepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv ivar dtabéoieg ot
Baom dedopévev e EE yia to ktviatpikd mpoidvta (https:/medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA II
AAAQOI OPOI KAI AITAITHXEIX THX AAETIAY KYKAO®OPIAX

Koavévag



ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX



A. ENIIXHMANXH



IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

IMhaotiko kovti 10 grai®@v Avo@riomotpévov vAIKoU Kot 10 grai®v otaivTn
IMhaotiko Kovti 50 PraA®V AwoPLAoTopéVOD VAIKOU Kot S0 grai®v otaivTn

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Purevax RC Avogtlomompévo vAko Kot SIOADTNG Yo EVECILO EVOIDPT 0L

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Ava d6om tov 1 ml tov 0,5 ml:
FHV (otéheyoc F2) > 10*° CCIDso
FCV (oteléym 431 ko G1) >2,0 ELISA U.

3.  XIYZKEYAXIA

Avoprhomompévo vAko (10 x 1 86om) + dodvtng (10 x 1 ml)
Avoprhomompévo VAo (50 x 1 66om) + dodvng (50 x 1 ml)
Avogprrorompévo vAko (10 x 1 66om) + daivng (10 x 0,5 ml)
Avogrrorompévo vAko (50 x 1 66om) + daivng (50 x 0,5 ml)

4. EIAOX(H) ZQOY(QN)

Tértec.

| 5.  ENAEIZEIZ

‘ 6. OAOI XOPHI'HXHX

Ymodopia ypnon.

‘ 7. XPONOI ANAMONHX

‘ 8. HMEPOMHNIA AHEHX

Exp. {nm/uw/eeee}
Metd v avaciotaon, duesn ypnon.

‘ 9. EIAIKEYX XYNOHKEX AIATHPHXHX

Noa puAdcoeTal KO VO LETAPEPETOL GE YUYELO.
No puAACCETAL TPOGTOTEVUEVO OO TO PG,
Noa punv katoyvyetol.
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‘ 10. OI AEEEIX «<-AIABAXTE TO ®YAAO OAHTTQN XPHXHX ITPIN AITIO TH XPHXH»

AwBdote 10 PUALO 0NV YPAONG TPV O T YPNO).

‘ 11.  OI AEEEIX «<AIIOKAEIXTIKA I'lA KTHNIATPIKH XPHXH>»

ATOKAEIOTIKA Y10 KTNVIOTPIKT XP1ON.

12.  OI AEEEIX «NA ®YAAXXETAI XE OEXH, THN OITOIA AEN BAEIIOYN KAI AEN
NNPOXEITIZOYN TA ITAIAIA»

Na puAdooetol og 0éom, TV onoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadId.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

14.  APIOMOI AAEIAYX KYKAO®OPIAX

EU/2/04/051/001 Avogilomompévo viko (10 x 1 66om) + dodvtng (10 x 1 ml)
EU/2/04/051/002 Avogilomomnpévo viko (50 x 1 66om) + dodvtng (50 x 1 ml)
EU/2/04/051/003 Avogiromompévo vikd (10 x 1 66om) + drodvtng (10 x 0,5 ml)
EU/2/04/051/004 Avogilomompévo vAko (50 x 1 66om) + d1akvtng (50 x 0,5 ml)

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}

11



EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAN AOPLAOTOHEVOD DALKOV

1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

7

Purevax RC

2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1 860m
1 ml%0,5ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Ouoc}

‘ 4, HMEPOMHNIA AHEHX

Exp. {nm/nw/eeee}

12



EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

DraAn O1OAVTY

1. ONOMAZXIA TOY AIAAYTH

7]

Purevax RC dtodv1tng

2. NNOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

1 ml4 0,5 ml

‘ 3. APIOMOZX ITAPTIAAX

Lot {apBuoc}

‘ 4, HMEPOMHNIA AHEHX

Exp. {nm/uw/eeee}

13



B. DYAAO OAHI'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

Purevax RC Avo@iiomompévo vAIKO kol SIOADTNG Y10 EVEGTUO EVOLDPTLLOL

2. XovOeon
Avd 6601 tov 1 ml 1 tov 0,5 ml:

ApPOUoSTIKE GVGTOTIKA:
Avo@rromompévo VAKO:

E&acBevnuévog epmntoidg prvotpayetitidoag tng yarog (otéheyog FHV F2) > 10*° CCIDs,'
Adpavomompéva avtryova Kahvkoioong g yatog (otedéyn FCV 431 kot G1) > 2,0 ELISA U.
AwAvThg:

Water for injections g.s. 1 mln0,5
ml.

' nolvopotiky 86om kuttopokaiiépysag 50%.
AvoPrromompévo vAMKO: opoloyeve pmel oearpioto.
AADTNG: StovyEC dypmuo vypo.

3. Eion Loov

Tditec.

4, OepamevTiKég evosielg

Evepynrtikn avocomoinon oe yateg nAtkiog 8 eBOOHAdmVY Kol AV®:

- KOTA TNG 10YEVOLS PVOTPOXELTIONG TNE YOTOS Yid TN LEl®OT TV KAVIKOV GUUTTOUATOV,

- Katd TG AoimENg amd KaAvKoio Yo TN UEl®ON TOV KAVIKOV GUUTTOUATOV.

Eyxotdotaon avociog: 1 eféopdda HeETd TOV apyikd uPoAlacud.

Aupxeta avooiog: 1 €1o¢ petd tov apykd epforiacud kot 3 € petd tov televtaio emavepfoiacuo.

5. Avtevoeigeag

Koapdia.

6. Ewdwkég mposidomonjoelg
Na eppordlovror povo vy {oa.

Idwritepec mpouAdEeic mov wpémet va Aaufdvovtol amd To GTOUOo TOL YOPNYEL TO KTNVIaTPLkd
QopuakeLTKd Tpoidv oe {dau:

Y& mepinToT oV KOTA AAD0G KAVETE AVTOEVEST), VO, avalNTHOETE AUECMG 10TPIKT| Ponbeia kot va
emdeiEeTE OTOV 10TPO TO ECHOKAEIGTO PVAAO OOMYLDV YPNOEWMS 1} TNV ETIKETO TOL PUPLOKEVTIKOV
TPOIOVTOC.

15



Eyxvpocivn kot yolovyio:
Noa pnv yopnyeiton ko’ dAn ) didpkela TG KONONE KAl TG YOAOVYIdG.

AlMnenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:

AloBéoipeg TANPOPOPIEC GYETIKA LE TV ACPAAELD KOL TIV OTOTEAEGLOTIKOTITA TOOEIKVOOVY OTL TO
&V AOY® UPOAO UmopEl Vo, avoueryviETaL Kal vo. xopryeitor pe o euPorto e Boehringer Ingelheim
YOPIG VOGOEVIGYLTIKO KOTA TNG AEVYOiaG TNG YUTOS KoM va, yopnyeital tnv {610 nuépa, xwpig va
VOPELYVOETOL, IE TO EUPOMO e avosoevioyuTikod T Boehringer Ingelheim kotd tng Avooag.
AloBéoipeg TANPOPOPIEC GYETIKA LE TV ACPAAELD KOL TIV OTOTEAEGULOTIKOTITA TOOEIKVOOVY OTL TO
&V AOY® EUPOAIO UTOPEL VOL VOLELYVDETOL KOl VOL XOPTYEITOL LE TO EUPOALO YWD PIG OVOGOEVIGYVTIKO TNG
Boehringer Ingelheim katd tng Avocac.

Agv VIapYOVV TANPOPOPIES GYETIKA [LE TNV OCQAAELD KO TNV ATOTEAEGLLOTIKOTNTO OO TNV
TAVTOYPOVI YPNOM TOL EUPOAIOD pE 0TOL0INTOTE GALO KTNVIATPIKO PAPUAKO, EKTOC TOV TPOIOVIMV
OV avapEpPovToL Tapandve. H andpacn yia t xopnynon tov ev Adyw euPoAiov mpv 1| HeTd T
YOPNYNOT OTOLOVONTTOTE AAAOD KTNVIOTPIKOD QUPUAKOD TPETEL VO AUUPAVETAL KOTA TEPITTMON.

Ynepdocoroyia:
Agv &yel mapotnpnOet dAdo avemBOuNTo SLUPAV EKTOC OO eKEIva TOL 1ON AvaEEPONKAY GTNV
TOPAYPOPO «AvemBOUNTA CVUPAVTAY, EKTOG amd TV vepOepioa, 1 omoio UTopel va dloupkEGEL Kot

e€aipeon €mg 5 nuépeg.

Kvpiec acvufaromreg:

No unv avoperyvoetol PHe GAAO KTNVIATPIKO PAPUOKO EKTOG TOV S10ADTY, 0 0oiog dtoTifeTan yo
YPNOM LE OUTO TO KTNVIATPIKO POPLOKEVLTIKO TPOTOV Kol EKTOG OCMV OVOPEPOVTAL TOPOTEAVED CTNV
TAPAYPOPO KAMNAETIOpAON He AAAL POPLOKEVTIKG TPOTOVTA KOl AAAEG LOPPEG QAANAETIOPACTICY.

7. AvemOOpunta cvppavra
Tdtec:

- Zoyva (1 ém¢ 10 {do./ 100 vrd Oepameia {ha): Anddeia, avope&ia kot vepOeppio!
Avtidpdoeig 6to onpueio g £veong (Tdvog, kvnouog, oidnua)?

- Oyt ovyva (1 émc 10 Lo/ 1.000 vred Oepomeia (ha): Avtidpaon vrepevarcOnoiog?

- TToA0 omdvia (<1 {do / 10.000 vr6 Bepaneia (Do, CLUTEPIAUUPBOVOLEVOV TOV LELOVOUEVOV
avaop®v): Epetogt

! Swapkel covndwg 1M 2 nuépec.

2 ghappic TOVOC KATG TNV YNAGPNON, KWNGUAG 1| TEPLOPIGUEVO 0idNpa, TOL VIOYWPEL péoa oe 1 1 To
TOAD 2 EBSOUADES.

3 givon mBavo va amontnOei kotdAAnAn copuntopatiky Oepancio.

4 xupiog evtoc 24 éog 48 wpdv.

H avagopd avemBountov coppdviov eivar onpavtikn. Exitpénet tn cuveyn moapokoiovdnon g
ao@dAelag evog mpoidvtoc. Edv mapatnprioete omoladnmote avemBOunt evEPYELD, OKOLO KOl oV OgV
OVOQEPETOL OTO EGOKAEITTO PUAAO 0INYIDV YPNOTG N AUPIPAALETE Y10 TNV OMOTEAEGLLATIKOTITO TOV
QopuaKov, mapoKaAeichs vo ETIKOIVOVIGETE, KATApPYAS, LE TOV KTNViaTpd coc. Mmopeite emiong va
avaQEPETE OTOLOONTOTE AVETIOOUNTO GLUPAVTE GTOV KATOYO TNG AEL0C KUKAOPOPING 1| GTOV TOTTIKO
AVTITPOCHOTO TOVL KATOYOV TNG GOE10C KLKAOPOPING YPTCIUOTOUDVTAG TO GTOLYEIN EXKOVOVING GTO
TEAOG VTOV TOV PVALOL 0O YLDV YPHONG T} LEC® TOL EBVIKOD GOG GLGTILLUTOS OVAPOPUS.
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8. Aocoloyia Yo kKG0g €id0g, TPOTOS Kol 0001 Yopnynong

Ymodopia yopnynon.

Metd Vv avoovetact Tov Avogilomomuévov vAkov pe 0,5 ml v 1 ml tov deAvtn (avdAioyo pe T0
emieypévo néyebog cuokevaciog) yopnynote pia 60om guforiov cHppova pe To akdolovbo oy
gUPOALAGLOV:

Apykds epolacpog:
- TPAOTN £veon: amd TV nAkia Tov 8 gfdouddmv,
- devtepn éveon: 3 €wg 4 efdopddeg apyotepal.

Onov avapévetol mapovsio VYNAD®VY ETTEOOV AVIICOUATOV UNTPIKNG TPOELEVGTG EVAVTIO TV
GLOTUTIKAOV PVOTPOYELTIONG 1 KOAVKOI0D (.. o€ yatdxkio nAMkiog 9 éo¢ 12 efoopadmv yevvnuéva
amo yateg mov giyov epPorlactel Tpv amd TV KONOT Ko/ YoV TPOTYOOUEVT] YVOGOTI 1] EVOEYOLEV
éxBeon oto(a) maboyovo(a)), To apykd epPforiard oynua Tpénet va kabvotepel péypt Tnv nAKio TV
12 efoopdowmv.

Enaveppfoioacpdc:
- 0 TPMOTOG EMOVEUPOMAGLOC TPETEL VO TPy Latomotn el Eva £T0¢ LETA TOV apyIKO ERPOALACO,
- enokolovbol emavepfoAacpol: Tpémel vo TpayLoToTotBo0V e HEGOSIOOTHUATO MG TPl £T1).

9. Oonyieg Yo ™) 66T YopRyNoN

Kdvete avaovotaon Tov eppforiov amald, £T61 GGTE va YiveL £VO OLOIOLOPPO EVOLDPTLO HE
TEPLOPIOUEVO CYNUATIGLO appO.
ORTIKN ELPAVION UETA TNV AVACVGTOOT: SLOVYES EAAPPDOC KITPLVO EVOLMDPT LA

10. Xpévor avapoviig

Agv 1oyvet.

11. Ewwkég ovvOikeg dtotipnong

Na puAdooetol o 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadLd.

Na puldooetal kot vo petagépetal o€ yoyeio (2 °C - 8 °C).

Noa @UAACTETOL TPOSTATEVUEVO OO TO POC.

No punv katayoyeToL.

Noa un ¥pnoLonoleital ovTd TO KTNVINTPIKO QOPUOKEVTIKO TPOIOV HETA TNV NUepounvia ANENG Tov
ovoypAQETOL GTO KOVTL Kot 6T PLIAN LeTd To Exp.

Aldpketa {ONG HETA TNV AVOGVOTACT] COLP®VA LLE TIG 0ONYie: Aueon xpnon.

12. Ewwkég mpo@uracers amoppryng

Ta eapuaKo dev TPETEL VL OTOPPITTOVTOL LECH TOV ADUATOV 1] TOV OIKIAK®OV OTOPANTOV.
XPpNOOTOINOTE TPOYPAULOTO ETICTPOPTC PAPUAK®OV Y10, TNV ATOPPIYN U1 XPNCLOTOOEVTOV
KTNVIOTPIK®V QOPLOKEVTIKOV TPOIOVT®V 1 GAADV DAIKOV TOV TPOEPYOVTAL OO T XPNOMN TOVG

GUUPMOVE, LLE TIG TOTIKEG ATOITNOELG KOl e TUYOV 1oybovTa eBvikd cuoTHUATO GLAAOYAG.
Ta pé€Tpa 0VTE ATOGKOTOVY GTIV TPOCTAGiK TOV TEPPAALOVTOG.
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13.  Ta&vopunon TOV KTNVWWTPIKAOV QUPPUIKEVTIKAV TPOIOVTOV

Na yopryeitar HOVoV e KTNVIOTPIKE GUVTAYT).

14. ApOpoi dos1og KUKAOQOPLNS KUl GVGKEVUGIES
EU/2/04/051/001-004

[MhaoTikd Kovti Tov mepthapPavet:

10 x 1 866m Avogrromompévov LAKOD Kot 10 x 1 ml doAddtn 1
50 x 1 d6om Avoeiiomompévou vAKoL kat 50 x 1 ml dtahdtn 1
10 x 1 860m Avoerromompévov vAKov kot 10 x 0,5 ml dteAvtn 1
50 x 1 d6om Avopriomompévou vAkoL kat 50 x 0,5 ml dtaAv.

Mmopei va, unv KoKAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepopnvia teievtaiog avade®pnong Tov QUALOV 03NYIAOV YP1ONG

MM/EEEE

Aentouepeic TANPOQOPIES Y10 TO €V AOY® KTNVIATPIKO QOPLOKEVTIKO TPoidv eivar dtabécies ot
Baon dedopévav g EE yio ta kmviozpikd tpoiovta (https://medicines.health.curopa.eu/veterinary).
16. Xroyeio emkovoviag

Kdroyog g dogtoc kukiopopiag:

Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein
T'eppovia

Tapackevootc VIEVOLYOC Y10 TNV OTEAEVOEP®OT TOV TOPTIOWV:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de 1'Aviation

69800 Saint-Priest

ToAlia

Tomkol ovIUTPOCMTOL KOl GTOYEI0 EMKOWVAOVINC Y10, TNV 0vVopopd TOavoLoyoOLEVOV avETIOOUNTWOV
EVEPYELDV:

Belgié/Belgique/Belgien Lietuva
Boehringer Ingelheim Animal Health Belgium SA Boehringer Ingelheim RCV GmbH & Co KG
Tél/Tel: +322 773 34 56 Lietuvos filialas

Tel: +370 5 2595942

Peny0imka Boarapus Luxembourg/Luxemburg
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health Belgium SA
Tel: +359 2 958 79 98 Tél/Tel: +32 2 773 34 56
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Ceska republika
Boehringer Ingelheim spol. s r.0.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Animal Health Nordics A/S
TIf: + 453915 8888

Deutschland
Boehringer Ingelheim Vetmedica GmbH
Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

E)\ada
Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espaiia, S.A.U.

Tel: +34 93 404 51 00

France
Boehringer Ingelheim Animal Health France, SCS
Tél: +33 472 72 30 00

Hrvatska
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Animal Health UK Limited
Tel: +353 1 291 3985

Island
Vistor hf.
Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health Italia S.p.A.
Tel: +39 02 53551
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Magyarorszag

Boehringer Ingelheim RCV GmbH & CoKG
Magyarorszagi Fioktelep

Tel: +36 1 299 8900

Malta
Boehringer Ingelheim Animal Health UK Limited
Tel: +44 1344 746957

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Tel: +31 20 799 6950

Norge
Boehringer Ingelheim Animal Health Nordics A/S
TIf: +47 66 85 05 70

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80105-6880

Polska
Boehringer Ingelheim Sp. z 0.0.
Tel.: +48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Tel: +351 21 313 5300

Roménia

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Tel: +386 1 586 40 00

Slovenska republika
Boehringer Ingelheim RCV GmbH & Co KG, o.z.
Tel: +421 2 5810 1211

Suomi/Finland
Vetcare Oy
Puh/Tel: + 358 201443360


https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Kvnpog Sverige

Boehringer Ingelheim Vetmedica GmbH Boehringer Ingelheim Animal Health Nordics A/S
TnA: +30 2108906300 TIf: +46 (0)40-23 34 00

Latvija United Kingdom (Northern Ireland)
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health UK Limited
Latvijas filiale Tel: + 44 1344 746957

Tel: +371 67 240 011

17.  Alheg minpo@opisg

AmodeiyOnke O6TL T0 TPOIOV PEIMVEL TNV ATEKKPIOT] TOL KOAVKOTOU TNG YATAG OTNV €YKATAGTACT)
avooiog Kot Yo €vo, €10 PHETA ToV ERPollac .
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