ITAPAPTHMA 1

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED gvécipo evaidprpa yio xoipovg

2.  MOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kabe d6om tov 1 ml mepiéyst:

ApOOTIKO GVGTATIKO:

Avacuvovaouévn Pepoto&ivn 2e g E. coli RP*>1,50
* RP — Zyetikn opaotikodtnta (ELISA)

AVOGOEVIGYVTIKES 0VGi0ES:

Aluminium hydroxide (Al **) 2,117 mg
DEAE-dextran 10 mg
"Exooya:

Mowotiki] 60vOEGT EKOOYMV Kol GAL®OV
GUGTUTIKAOV

Simethicone

Sodium hydroxide

Disodium phosphate dodecahydrate
Potassium chloride

Potassium dihydrogen phosphate
Sodium chloride

Water for injections

YROAEVKO EVOILDPTLLCL.

3. KAINIKEX IIAHPO®OPIEXZ

3.1 Eion {owv

Xoipot.

3.2  OgpamevTikég gvocitelg Yo kG0e gidog Laov

Evepyog avocomoinon xopidiov amd tnv nAkio Tov 2 nUepav yia Ty TpoAnyn g Bvnotudtmrag Kot
N UElmoN TOV KAMVIKOV GOUTTOUATOV TG VOGO TV OONUAT®V (10V Tpokaieital and tnv Pepotosivn
2e mov mopdyetol omd to E. coli) ko va peiwbel n ondiea g nuepnoog avénong tov Pépouvg Kotd
NV SLIpKELN TG TEAKNG TTEPLOdoL UéEYPL TV Seayn, &attiog Aowwméewv amd v E. coli oand mov

mapdyet Petotoéivn 2e, and v nAikia Tov 164 nuepmv.

Eykatdotaon avociog: 3 efdopddeg petd tov epfoilacud.
Avdpkela avociog: 16 efdouddeg uetd tov epPfolaco.

3.3  Avrevositeg

Noa unv ypnowomoteital oce  TEPITTOOTN VIEPELUICONGIOG ©TO JPUCTIKO GLGTOTIKO, OTIG
OVOGOEVIGYVTIKEG OVGIEG 1) GE KATO0 Od TOL EKJOYOL.



3.4 E101kéc mpoELdOTONGELS
Na eppordlovtor povo vy {oa.
3.5 Iowitepeg mPpoPUAAEEIS KATA TN Y P1ioN

Idwaitepeg TPOQLAGEELS Yo TV 0c@aAn ypron oto £idn (owv:

Agv 1oyVet.

Idwaitepeg Tpo@LAGEELS TOL TTPEmel vo Aopavovial amd To GTOUO TOV YOPNYEL TO KINVIOTPIKO
QOPUOKEVTIKO TTPOidV o {ma:

Agv 16y0€L.

Id1oitepec mPoOLAGEELC Y10l TV TPOGTAGLO TOV TEPPAALOVTOC:

Agv 1oyVet.

3.6 AvemOvpnta copfavra

Xoipot:
TToAd cuyvé dleypovn oto onueio g éveonc!, kotdmtmon?, ovEnuévn
Oepuoxpacio’
(>1 oo / 10 vrd Bepancio (ma):
o\ orévio. Avrtidpaon vrepevaicnociog (m.y. EUETOG, KATAKAIOT,

onocpoi, MjBapyog ko amdAelo cuveidnonc?
(<1 Lo / 10.000 vmo Bepancia {oa,

GUUTEPIAAUPAVOLEVDV TWV
LELOVOUEVOV AVAPOPDV):

"Hma pheypovi 6to onueio e éveong (Stopétpov < 5 cm) mov cuvidmg VITOYMPEL EVIOS TPIOV NUEPDY
petd tov epuPfortocud diywg Oepamneia.

Hmo kotdrtoon Kotd Ty nuépo Tov eUBoAacuon.

Mopamphdnke avénon mg Oeppokpacioc katd péyioto 1,1 °C. O Ogppokpacicc emaviidav 6to
(QVOIO0AO0YIKO eVTOG 24 POV,

*Avtidphoeig vrepevarctnoiog pmopel va eppaviotodv péco oe AMya Aemtd petd tov euporiocud. Ta
Lo apyilovv wg enl to mAgioTov va avappdvouvv puéca og epinov 15 Aentd. Xe mepintwon cofoapadv
OVTIOPAGEMY OVOPLANKTIKOD TOTTOV, GUVICTATOL KOTAAANAN oy®yn.

H avagopd oavemBOountwv coppdviov eivar onpoavtiky. Emutpénet m ocvveyn mopoakoiobOnorn g
UOQUAELNG EVOC KTNVIOTPLUKOD QOPUAKEVTIKOD TTPOidvTog. O ovapopEG TPETEL VAL AMTOGTEAALOVTAL, KATH
TPOTIUNOTN HECH KTNVIATPOV, EITE GTOV KATOYO TNG GOE0G KUKAOPOPIOG 1| GTOV TOTIKO VTIITPOCHOTO
TOV gite oTNV €0vIKN aprddio apy LEG® TOL EBVIKOD GLGTHUATOG AVOEOPAS . AvaTpeLte 6T PUALASI0
TNG CLGKEVAGIOG Y10 TO AVTIGTOL( O GTOLYEID EMKOVOVIOG.

3.7 Xpion katd TNV KONG61), TN YorAov)ia 1] TNV ®OTOKIN

H aocedielo 100 KINVIOTPIKOD QAPLOKELTIKOD TTPOTOVTOG 0V £xel amoderyfel Katd 1 dldpKeLo TG
KONONG TNG YOAOLYiOG.

Kinon kot yorovyia:
Agv cuvioTdtal 1 (pNoT KAaTd T d1dpKeLn TG KOMONG Kot YOAOLYiaG.




3.8 Alniemiopaon pe ALY QUPUOKEVTIKA TPOTOVTO KAl AALES HOPPES UAMAETTIOPUGTG

Agv vrtdpyovy TANPOPOPIES GYETIKA LLE TNV OCPAAELN KL TNV OTOTEAEGLOTIKOTNTO OO TNV YPNOT| TOV
gv A0y gpuPoiiov pe omolodnmote dALO KTnviaTpikd @dppoako. H amdeaocn yia ) yopnynon tov gv
AOY® gUPoAiov TPV 1 HETA aTd T YOPTYNOT OTOLOONTOTE GAAOL KINVIOTPIKOD QapUaKov, Oa mpémet
va Aapfdvetal kotd mepintmon.

3.9 Oodoi yop1ynong kot docoroyia

Evdopvikn yprion.

Aopnote 10 epPodio va EABeL og Beppokpacio dwpoatiov (15 °C-25 °C) mpv amd ™ yoprynon.
AvoxKiviote KoAd Tpv oo T ypnon.

Xopnynote pio udvo gvdopvikn éveon tov 1 ml 6tovg PG Tov TPAYNAOL.
3.10 ZopmrtONOTO VTEPIOGOA0YINS (KOl KATA TEPITTMGT, PETPU UAVTIHETMOTIONG KOL AVTIOOTA)

Agv vtapyovv dabéciueg TANpoPopiec.

3.11 Ewwoi mepropicpoi ypnong ko dkés ocvvhikeg ypinong ovumepriopfavopévev
TEPLOPIOCUAOV  OTN  YPNGT  OVTIUIKPOPLOKDOV KOl  OVTITOPUOLTIKOV  KTNVIWTPLKAOV
PUPUIKEVTIKAV TPOTIOVTMOV TPOKELPEVOV VO, TEPLOPLOTEL 0 KIVOUVOG avATVUENS UVTOYNS

Agv 1oy0et.

3.12 Xpodvor avapovig

Mndév nuépec.

4. ANOXZOAOTI'IKEX IAHPO®OPIEX

4.1 Kaodwkog ATCvet: QI09AB02.

To guPorio, mov amoteheitar omd avacvvovaGuUEVN Pepotolivn 2e, dlEYEipEL TV EVEPYNTIKY avVOoia
évavtt g to&ivng VT2e 1 omoio Tapdyetol omd ToV OLTloA0YIKd TopdyovTa TS VOGOU TOV OL0NIOTOG
o1ovg yoipovs. Ta epforlacpéva Loa eivar og BEon va eEovdetepmdvouy v to&ivn VT 2e.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg aocvppotétnTeg

No unv avoperyvoeTal PHe GAAO KTNVINTPIKO PAPUAKO.

52 Awpkero Cong

Augpreta {ONG TOL KTNVIATPIKOV QAPUAKEVTIKOD TPOIOVTOS COUPMVA LLE T1 GLCKELAGIO TOANONG:

3 ypévia

Avdpxera {ong HeTd TO TPOTO AVOryUa TG OTOYEIDMO0VS Guckevaoiag: 10 dpec.

5.3 Iowitepec mpo@urdiers katd T @OLAEN TOV TPOIGVTOG

Noa pvidooetal kot vo petapépetal og yoyeio (2 °C — 8 °C).

No punv Katonyvyetol.
No puAIcoETAL TPOGTOTEVUEVO OO TO POC.



54 ®@bon kal 6HVOES TS GTOLYELDOOVS CVOKEVUGIUG

Droridio molvaBvieviov (PET) tov 10, 50, 100 kot 250 ml.
Ta @oAidwo eival Khelopéva e ELaoTikd TOU Bp®UoBouTuAiov Kot KamdKt oAovuviov.

Xaptwvo kovuti pe 1 @larioo 10 d6cewv (10 ml).
Xaptivo kouti pe 10 graridwe 10 d6cemv (10 ml).
Xaptwvo kovuti pe 1 @larioo 50 dd6cewv (50 ml).
Xaptwvo kovuti pe 1 raAido 100 d6cemv (100 ml).
Xaptvo kovuti pe 1 rarido 250 d6cemv (250 ml).

Mmropei va, unv KuKAOQPOpPOUV OLEG 0L GLOKEVAGIES.

5.5 Edwég Tpoura&elg amoppryng evog pun ypnoipomot0£viog KTNVIOTPIKOD QUPUOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKOV TTOV TPOEPYOVTUL OO T1) Y P1)G1] TOL TPOIOGVTOS, AV VTAPYOVY

Ta @dpuoxo dev TPETEL VO, OTOPPITTOVTOL LECH TOV ADUATOV | TOV OIKIHKDOV OTOPANTOV.
XPNOIUOTOGTE TPOYPAUUNTO ETOTPOPNC PAPUAK®Y YO TNV AmOPPIYN UN YPNOWOToInBEVTOV
KTNVIOTPIK®OV QPOPUUKEVTIKOV TPOIOVTIOV 1 GAADV VLAIK®V OV TPOEPYOVTIOL OO Th YPNOT TOVG
CUUPMOVO, L€ TIG TOTIKEC OMOLTNOELS Kol Ue TuXOV €0vikd GLGTAATA GLAAOYNG TTOL 1oYHOLY YU T
GYETIKA KTNVITPIKE QAPLOKEVTIKA TPOTOVTOA.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

EU/2/17/214/001-005

8. HMEPOMHNIA NIPQTHE EI'KPIXHX

Hpepounvia Ing €yxpiong: 17/08/2017

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXHX THX TIIEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITIPOIONTOX

{HH/MM/EEEE}

10. TAZEINOMHXIH TOQN KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN
Noa yopryeitar LOVOV e KTNVIOTPIKT GLVTAYT].

Agntopepeic TANPoeopies Yot To €V AOY® KINVIOTPIKO QAPUAKELTIKO TPoiov givan dabéoiueg otn Pdaon
dedopévav g EE yua o kinviatpikd mpoidvta (https://medicines.health.europa.eu/veterinary).



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

ITAPAPTHMA 11

AAAQOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

Kavévac.



ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. EINIXHMANXH



IMAHPO®OPIEX I1OY ITPEIIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA

Xaptivo kovti pe Qrariowo 10 x 10 d66sv
Xaptivo kovti pe grariown 10, 50, 100 1 250 d6cemv

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED gvécipo evaidprpa yio xoipovg

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

Kabe d60om tov 1 ml mepiéyet:
Avacuvvdovaouévn Pepoto&ivn 2e g E. coli RP>1,50

3. YYXKEYAXIA

10 d6ceig (10 ml)

50 06c¢1g (50 ml)

100 d60¢1g (100 ml)
250 d60¢1c (250 ml)
10 x 10 d6c¢€15 (10 ml)

4. EIAOX(H) ZQOY(QN)

Xoipot.

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHEZHX

Evdopwikn xpnon.

7. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

‘ 8. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to TpdTo dvorypa ypnon eviog 10 opec.



9. EIAIKEX XYNOHKEX AIATHPHXHX

Na @UAACCETOL KOt VO LETOPEPETUL GE YLYETLO.
No punv Katoydyetot.
Noa puAAcoETAL TPOGTOTEVUEVO OO TO PG,

‘ 10. OI AEEEIX «<AIABAXTE TO ®YAAO OAHTTQN XPHXHX IIPIN AITIO TH XPHXH»

Awfaote T0 PUALO 0INYIOV XPNOTG TPV 0T TN YPNOT).

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

ATOKAEIOTIKA Y100 KTNVIOTPIKN (PNOM.

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

Na puidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

13. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

14. APIOMOI AAEIAY KYKAO®OPIAX

EU/2/17/214/001 (10 86ceic (10 ml))
EU/2/17/214/002 (50 86ce1¢ (50 ml))
EU/2/17/214/003 (100 36ce1g (100 ml))
EU/2/17/214/004 (250 36ce1c (250 ml))
EU/2/17/214/005 (10 x 10 860e1¢ (10 ml))

‘ 15. APIOMOZX ITAPTIAAX

Lot {apBuoc}
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IMAHPO®OPIEX IIOY ITPEIIEI NA ANATPA®ONTAI XTH XTOIXEIQAH XYXKEYAZXIA

®roriowo 100 1 250 d66s@V

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED gvécipo evaicdpmpa yio xoipovg

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

Kabe d6om tov 1 ml mepiéyet:
Avacuvvdovaouévn Pepoto&ivn 2e g E. coli RP>1,50

3. EIAOX(H) ZQOY(QN)

Xoipot.

‘ 4. OAOI XOPHI'HXHX

Evdopwikn xpnon.
AwPaote T0 POALO 0INYIOV XPNOTG, TPV ATO TN YPNON.

‘ 5. XPONOI ANAMONHX

Xpovog avapovig: Mndév nuépec.

‘ 6. HMEPOMHNIA AHEHX

Exp. {up/ecee}

Metd to TpidTo dvorypa ypnon evtog 10 opec.

7. EIAIKEYX XYNOHKEX AIATHPHXHX

Na QUAACCETOL KOl VO LETOPEPETUL GE YVYETLO.
No unv Katoydyetot.
Na puAAcoETAL TPOGTUTEVUEVO OO TO PMC.

8. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

‘ 9. APIOMOZX ITAPTIAAX

Lot {apOuog}

11



10. TMEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

100 d6c¢€1G (100 ml)
250 660¢1g (250 ml)

12



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

Orariowo 10 1 50 366V

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

VEPURED

2. MMOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Avaovvdvaouévn Pepoto&ivn 2e e E. coli RP > 1,50 avd ml.

‘ 3. APIOMOX ITAPTIAAX

Lot {apOuoc}

‘ 4. HMEPOMHNIA AHEZHX

Exp. {up/ecee}

Metd to mpdTo dvorypa yprion evtog 10 opec.

5. HNEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KAT' APIOMO AOXEQN

10 d6ceic (10 ml)
50 d6c¢1g (50 ml)

13



B. ®YAAO OAHT'TQN XPHXHX

14



OYAAO OAHI'IQN XPHXHX

1. Ovopacio ToOL KTNVIITPIKOD QUPUIKEVTIKOD TPOIOVTOg

VEPURED gvécipo evaidpmpa yio xoipovg

2. 2ovleon

Kdabe d60om tov 1 ml mepiéyet:

APOOTIKO GVGTATIKO:

Avacuvdvaouévn Pepoto&ivn 2e tov E. coli RP*>1,50

*RP — oyetikn dpootikdtnra (ELISA)

AVOGOEVIGYVTIKES 0VGI0EG:

Aluminium hydroxide 2,117 mg (apyiiio)
DEAE-dextran 10 mg

YTOAEVKO EVEGILO EVOLDPTLLOL.

3. Eion Lowv

Xoipot.

4. OepoamevTiKég evosierg

Evepyog avocomoinon xopidiov amd tnv nAkio Tov 2 nuepav yia Ty TpoAnyn g Bvnoiudtrag Kot
T HEi®oN TV KAVIKOV CUUTTOUAT®V TNG VOGOV TwV odNUdtov (Tov tpokaieital amd v fepotosivn
2e ov mapayetor amd to E. coli) kKo va peiwbel 1 andAglo Tov NUEPGLOL KEPAOLS PApovg KOTA TNV
SlapKel TG TEMKNG TEPLOOOL GTNV (ACT AoUDEE®V L TNV Topaywyn Petoto&ivng 2e and to E. coli
UEXPL TV GQayn amd TV NAKia tov 164 nuepdv.

Eykotdotaon avociog: 3 gfdopddeg petd tov epfoiiocpo.

Awgpketlo avociog: 16 gfdopadeg petd Tov uPoilacuo.

5. Avtevoeigeag

Noa punv ypnotponoieital og mepintmon vrepevausnciog ota dpacTIKG GCLOTATIKG, 6TO TPOGOETO 1 GE
K010 OO TO, EKO0YOL.

6. Ewdwkég mposidomonjoelg

Ewwéc mpoeidomomoeic:
Na epportdlovtor pévo vy {oa.

Eyxvpoctvn kot yorovyio:
H aoc@dieia Tov KTNVIOTPIkoD QopUaKeLTIKOD TPoidvTog dev Exel amodelydel Katd T dLapKeELO TNG
Agv cuvioTdTon 1) XPNON KATA TN SLAPKELD TNG KONONG KOl YOAOVYiOG.

15



AlMnAenidpaon pe GAAL QOPLOKEVTIKA TPOTOVTA Kol AALEG HOPPES aAANAETIOpAOTC:

Agv VTap)ovV TANPOPOPIEG GYETIKA LE TNV OCPAAELO KOL TNV OTOTEAECUATIKOTNTA OTO TV ¥P1 oM TOV
gv AOym gpPoiiov pe omolodnmote dALO KTnviaTpikd @dppako. H amdeaocn yia ) yopnynon tov &v
AOY® gpPoiiov TPy N PHETA OO T OPTYNOT OTO0ONTOTE AAAOD KTNVINTPIKOD (papudkov, Bo mpénet
va Aappdvetot Katd mepintwon.

Kvpiec acvpPardomreg:

H aoc@dielo 100 KINVIOTPIKOD QAPLOKELTIKOD TTPOTOVTOG 0V £xel amoderyfel Katd Tn dldpKeLo TG
KONoNG TG Yorovyiog.

Agv cuvioTdTo 1) ¥PNON KATA TN SLAPKELD TNG KONONG KOl YOAOVYiOG.

7. AvemOdpunta cvppavra

Xoipot:

IToAv cuyva (>1 {do / 10 vrd Bepaneio {ma):

dlreypovn g 0éong éveong!, kataotol?, avénuévn Bepuoxpacio’

IToAv omdvia (<1 o / 10.000 vid Oepameia {da, CLUTEPTAAUPAVOUEVOY TOV UELOVOUEVOY
avVaPOPAOV):

Avtidpaon vrepevoicOnaciog (.. uetoc, kotdkiion, onocpoi, Af0apyog kot ordAsio cuveidnong?

"Hma pheypovi 6to onueio e éveong (Stopétpov < 5 cm) mov cuvidmg VITOYMPEL EVIOS TPIOV NUEPDY
petd tov epfortocud diywg Oepameia.

Hmo kotddAwym katd v nuépa Tov eufoilocpod.

Mopamprdnke avénon mg Oeppokpacioc katd péyioto 1,1 °C. O Ogppokpacicc emaviidav 6to
QLGLOAOYIKS EVTOC 24 WPDV.

*Avtidphoeig vrepevatctnoiog pmopel va eppaviotodv péco oe AMya Aemtd petd tov euporiocud. Ta
oo apyilovv wg eni To mAeioTOV VO ovappdvovy PEca og mepimov 15 Aemtd. Xe nepintwon cofapmdv
OVTIOPAGE®MY OVOPLANKTIKOD TOTTOV, GUVICTATOL KOTAAANAN Oepameia.

H avagopd avembBountov copPdviav eivar onuovtikr. Emitpénel m cvveyn moapakoiovOnomn tng
AoQUAELNG EVOG TPOTOVTOC. EdvV mapatnpoete onotodnToTe avemBounTn eVEPYELD, OKOUM KoL oV OEV
OVAPEPETOL OTO EGOKAEIGTO PUAAO 00T YLDV YPNONG N CUPIPAALETE YO TNV OTOTEAEGLOTIKOTITO, TOV
QapUaKoV, Topakaieicte va emikovmvnoete, katapyds, Le Tov Ktnviatpd cag. Mmopeite emiong va
OVOQEPETE OTOLOONTOTE AVEMBOUNTO GLUPAVTO GTOV KATOYO TNE AdEL0C KUKAOPOPING 1] OTOV TOTIKO
OVTITPOGMOTO TOL KATOYOL TNG AOEC KUKAOPOPING YPNOUOTOIMVTAC TO GTOLYEIN EMKOVMVING OTO
TEAOG OLTOV TOL PVUALOL OONYIDV XPNOTG, N HECH TOV EBVIKOV GOG GUOTHUATOG OVOPOPAC: {oTolKElN
€0VIKOO GLUGTNATOG AVOPOPAC).

8. Aocoloyia Yo kKG0g €id0g, TPOTOS KAl 0001 Yopnynong
Evdopvikn yprion.

Xopnynote pia povo gvoopikn éveon tov 1 ml otovg pdec tov TpayiAov.

9. Oonyieg Yo ™) c®GTI| YopRyNnon

Aopnote to euporio va €lBet oe Bepuokpacio Sopatiov (15 °C-25 °C) mpwv amd ™ xopnynon.
AvoKIviioTe KOAG TPV ato T Xpnon.
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10. Xpodvor avapoviig

Mndév nuépeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na puAdooetol o B6om, TV omoia dev PAETOLY KoL dev Tpoceyyilovv Ta TadLd.

Na puidooetal kot vo petapépetal og yoyeio (2 °C — 8 °C).

No punv Katonyvyetol.

Noa @UAGCCETOL TPOSTATEVUEVO OTTO TO POC.

Na pn ypnoyomoteitor ovtd TO KITNVINTPIKO PAPUOKEVTIKO TPOIOV UETH TNV Muepounvia Anéng mov
ovoypdoeetor otnv etikéta petd {ovvtopoypagio nuepounviog Ancemc}. H muepounvia Angewmg
GUUTIMTEL e TNV TEASLTOLN NUEPO TOV GUYKEKPIUEVOL UV

Avgpxera {ong petd 1o TpdTo dvorypa Tov auecov meptékt: 10 dpeg.

12. Ewwkég mpo@uracers amoppryng

To eapuoaxe dev TPEMEL VOL ATOPPITTOVTOL HECH TOV AVUATMV 1 TOV OIKIOKOV OTOPANTOV.

XpNOIUOTOGTE TPOYPAUUNTO EMOTPOPNC PAPUAK®Y YO TNV AmOPPIYN UN YPNOOTOINOEVTOV
KTNVIOTPIK®OV QOPUAKEVTIKOV TPOTOVTIOV 1 GAADV VAIK®V 7OV TPOEPYOVIOL GO TN YPNOT TOVG
GOUQ®VA LLE TIC TOTIKES OTOLTIOELS KO LE TUYOV 1oyvovTo €0vikd cvatipata cvAloyns. Ta pétpa avtd
OTTOGKOTOVV GTNV TPOGTOGI0 TOV TEPPAAAOVTOG.

YopPovievbeite Tov KTNVIATPO O©OC TOV  QOPUOKOTOL0 GOC Yo TOV TPOMO omdppyng Twv
YPTOILOTONOEVTOV QOPUAK®V.
13. Ta&véunon TOV KITNVIETPIKOV QUPLIKEVTIKOV TPOTOVI®V

Na yoprnyeital LOvov e KTNVIOTPIKT GLVTAYY.

14. ApOpoi doc1og KOKLOQOPIOG KOl GVGKEVUGIEG
Ap1Bpoi ddelag kokhoeopiog: EU/2/17/214/001-005

Meyébn cvokevaociog:

Xaptvo kovuti pe 1 @raAido [ToivarBvrévio (PET) 10 d6cemv (10 ml).
Xaptvo kovuti pe 10 groridia PET 10 d6cewv (10 ml).

Xaptwvo kovuti pe 1 grarioo PET 50 docewv (50 ml).

Xaptwvo kovti pe 1 @rarioo PET 100 66cewv (100 ml).

Xaptvo kovuti pe 1 graAido PET 250 d6cewv (250 ml).

Mmopei va, unv KokAo@opoHV OAEC 01 GLCKEVUGIEC.

15. Hpepounvia tedevtaiog avade®@pnong Tov GUALOV 00NYLOV YPNONS
{HH/MM/EEEE}

Aentopepeic TANPoPopieg Y10 TO €V AOYM KITNVIOTPIKO QOPUAKEVTIKO TPoidv gival dtabéotpeg otn Paon
dedopévarv g EE yua ta ktnviatpikd tpoidvta (https://medicines.health.europa.eu/veterinary).
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16. Xtovycio emKkovoviog

Kdroyoc tng ddsiog KukAoQopiog TopacKeLaoTNC VTELHVVOC Y10 TNV aT0OEGUEVGT] TOV TOPTIOMV Kol
OTOLYEL0 EMKOVAOVIOS Y10 TNV 0VOPOPd THOVOLOYOOUEVOV OVETIOOUNTMOV EVEPYELDV:

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170- AMER (Girona)

SPAIN

TEL: +34 972 43 06 60

I'a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV KTNVINTPIKO PUPLOKEVTIKO TPOTOV, TapakaieicOs
va anevBuvOeite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOL TNG AOELG KLKAOQOPING.

Tomkol ovTUTPOoMTOL Kol GTOUYEI0 ETIKOVMVIOS Y10 TNV ova@opa THovoloyoduevemy ovemtfountwyv
EVEPYELDV:

Belgié/Belgique/Belgien Lietuva

HIPRA BENELUX NV LABORATORIOS HIPRA, S.A.
Nieuwewandeling 62 Avda. La Selva 135

9000 Gent 17170 Amer (Girona)
BELGIUM ISPANTJA

Tel: +32 09 2964464 Tel: +34 972 43 06 60
Penybauka bnarapust Luxembourg/Luxemburg
LABORATORIOS HIPRA, S.A. HIPRA BENELUX NV

Avda. La Selva 135 Nieuwewandeling 62

17170 Amer (Girona) 9000 Gent

NCITAHWA BELGIUM

Ten: +34 972 43 06 60 Tel: +32 09 2964464

Ceska republika Magyarorszag

HIPRA SLOVENSKO, s.r.0. LABORATORIOS HIPRA, S.A.
Zochova 5, Avda. La Selva 135

811 03 Bratislava, 17170 Amer (Girona)
SLOVENSKO SPANYOLORSZAG

Tel: +421 02 32 335 223 Tel: +34 972 43 06 60
Danmark Malta

LABORATORIOS HIPRA, S.A. LABORATORIOS HIPRA, S.A.
Avda. La Selva 135 Avda. La Selva 135

17170 Amer (Girona) 17170 Amer (Girona)

SPANIEN SPANJA

Tel: +34 972 43 06 60 Tel: +34 972 43 06 60
Deutschland Nederland

HIPRA DEUTSCHLAND GmbH HIPRA BENELUX NV

Am Wehrhahn 28-30 Nieuwewandeling 62

40211 Diisseldorf 9000 Gent

DEUTSCHLAND BELGIUM

Tel: +49 211 698236 -0 Tel: +32 09 2964464
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Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

E\rada
HIPRA EAAAX AE.

Aewo. ABnvav 80 & Mnpiovoo 2-4,
104 41 KoAwvog - AOGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821
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Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Polska

HIPRA POLSKA Sp.z.0.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

ARBUSET, Produtos Farmacéuticos e Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel:+351 219 663 450

Roméania

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIJA

Tel: +34 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.o.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANJA

Puh/Tel: +34 972 43 06 60



Kvbmpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZITANIA

TnA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Tel. +34 972 43 06 60
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Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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