NEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

HIPRABOVIS SOMNI/Lkt gvéoipo yoAdkTopa yio foogidn

2. IOIOTIKH KAI IOXOTIKH XYNOEXH

Kdabe d6on (2 ml) mepiéyet:

APUOSTIKA GUGTOTIKA:
Mannheimia haemolytica, opdtumog Al, otéleyog 2806, leukotoxoid ELISA > 2,8 (¥)
Histophilus somni, otéleyog Bailie, Adpavomomuévoc. MAT > 3,3 (*%)

(*) Kat’ ehdyioto, 10 80% tov guforachiviav kovikiov tapovsidlovy tiun ELISA > 2.0, pe péon
Ty ELISA > 2.8

(**) Kat’ erdyioto, to 80% toov gufoiacdiviov kovikhov mapovoidlovv tiun logs MAT > 3.0, pe
péon tun logy MAT > 3.3

AV0OGOEVIGYUTIKO:
Yypn mtoapagivn 18,2 mg

"Exdoya:

IMocoTtikn} cvvOesn av o1 AANPOPOPiES AVTEG
gival oNUOVTIKES Y10 TN 6®OGTY] LOP1Y161] TOV
KTNVIOTPLKOD QUPRIKEVTIKOV TPOIOVTOG

oroTiki] 60vOegon KOO OV Kol AAA®V
GUGTUTIKAV

Thiomersal 0.2 mg

Sorbitan monooleate

Polysorbate 80

Sodium alginate

Calcium chloride (dehydrate)

Simeticone

Water for injections

Polymyxin B

YTOALELKOL YPDOUATOC, OLOLOYEVES YOALKTOLOL.

3. KAINIKEX TIAHPO®OPIEX

3.1 Eion loov

Booegn

3.2  OgpamevTikég gvocitels Yo kG0e gidog {dov

IMa tov 1eplopiopd TV KMVIKGV GCUUTTOUATOV KOl TOV TVELLOVIKOY GAAOIDGEMY TOV TPOKAAOVVTOL
and v Mannheimia haemolytica, opotumog Al kot tov Histophilus somni, ctovg pocyovg and v

nAikio Tov 2 pnvov.

Eyxotdotaon avooiog: 3 efdoudadeg



Avpxela avooiog: dev Exetl eakpiPmbel
3.3  Avrtevoeileig

No unv ypnolonoteitol 6 TEPITTO®ON YVOOTAG VREPELOICONGING OTA SPUCTIKG GLOTATIKE, GTNV
OVOGOEVIGYVTIKN OVGia 1| G OTO0ONTOTE A0 T EKSOY.

3.4 Ew1kég TPOELOOTOMGELS
Na eppordlovror povo vym Loa
3.5 Iowitepeg mpoPUAGEELS KATA TN Yp1ioN

ISwaitepec mpo@LAGEELC Yo TV 0c@OAN Yphion ota gion (dwv:

Na unv ypnowonoteitar o€ {do mov givar Awofapn yio v nAkia Tovg fépoc.

Idwaitepeg TpoeuAGEEIC Tov Tpémel vo Aaufdvoviol ard To GTOLO TOV YOPNYEL TO KINVINTPIKO
0opuLaKeLTIKO TPoidv ce Lo

IIpog Tov yprot:

To mpoidv avtd TepLEyel TapaPVELAL0. X TepimT®on Tuyaiag Eveong/ avtoéveong pmopet va mpokAnOel
£€viovog Ovog Kot €£0idnom, WTépmg av 1 €veon yivel oe ApBpwon N o€ dAKTVAO. Xg OmAvieg
TEPIMTMOGCELG AVTO UTOPEL VAL EXEL OC OTOTELEGUA ATADOAEL TOV SAKTOAOV, €QvV dev mapaoyebel dpeon
OTPIKN GPOVTIOaL.

Av kot Adbog cag xopnynOel avtd o TPOiIdV, BKOUO KOl OV | TOGOTNTO €ival TOAY pikpn, {ntiote
apéomg 1aTpikn ovpPfouvlin, &xovrag pali oag to GO0 Odnyimv Xprong.

Edv o moévog empeivel yuo mepiocdtepo and 12 mpeg petd v wtpikn e€€taon, (NTHote Kot TaAL TPk
cupBovAn.

IIpog Tov wTpod:

Avto 10 TPOioV TEpLEYEl mapapvéralo. Tvyaio éveon pe owtd To TTPOIdV, OKOUN Kol GE UIKPEG
TOGOTNTEC, EVOEYOUEVMG VO TPOKOAEGEL EvTovn €£010MoM, 1 omtoia, UTopel T.)., Vo £XEL MG ATOTEAEG L
IOYOLUKT VEKP®OOT), OKOUA Kot amdAgln daktOAov. Arorteitan 1 AMEZH g€eidicevpévn yelpovpyikn
QPOVTION Kol EVOEYOUEVMOC TPMIUTN SLAVOIEN KOl EKTAVOT TNG TEPLOYNG OV EYIVE 1| £VECT], OLOLTEPWMG
OTAV QPOPA TN PAYO. TOV SAKTOAOL 1) TOV TEVOVTOL

Idwoitepec mpoLUAGEELS Yo TV TPOGTAGia TOL TEPBAAlovTOC:

Agv 1oy0et.
3.6 AvemOounta copfavro

Booedn:

[ToAd cuyva

(>1 oo / 10 vrd Bepameio (oa):

AvEnuévn Beppoxpacia
Oidnua oto onueio g éveong’

Xoyva

(1 éwg 10 Cwa. / 100 vrod Bepameia
{oa):

Amabsio’, Avopeéio’, Karddiym?

[ToA) omdvio

Avaguloxtico) TOmov avtidpaon®




(<1 Lo / 10.000 vrd Oepancio {ma,
CUUTEPIAAUPAVOUEVOV TOV
LELOVOLEV®V OVOPOPDV):

"Ewc 2 °C, vroympei petd 4 nuépsc.

2 Mdpetpog 1 émg 7 cm, Oo eéopaviotel 1) Oa peimdel capmg oe uéyebog viog 14 nuepmdv. Metd
devTEPT YOoPNYNON EVOEYETOL VO EMEIvEL EG Kot 4 EBOOLAOES.

3"Hmio, voympel evrog 4 nuepdv.

* Qo mpémet va yopnysitar KatdAAnAn GoPTTOUOTIKY Oepomeion OTMC OVTUGTOUIVIKE 1) KOPTILOVN 1) OF
7O GOPUPEC TEPITTAOCELS AOPEVAALV.

H avagopd averbountov coppdviav eivar onpavtiky. Exitpénet  cuveyn mapakorlobnon g
OCQAAELNG EVOC KTNVIATPIKOD QOPUOKEVTIKOD TTPOTOVTOG. Ot avapopEc TPEmEL Vo AmocTEALOVTAL, KOTA
TPOTIUNOT LEG® KTNVIATPOL, EITE GTOV KATOYO TNG AOEL0G KUKAOPOPLG <1 GTOV TOTIKO AVTITPOCHTO
ToV> gite oV €Bvikn apudda apyn LECH TOL EBVIKOD GLGTHLATOG OVAPOPAG

3.7  Xpion kata v Kinon, T yorlovyia 1 TNV ®OTOKIA

Kinon kot yadovyio
Na unv ypnoionoteital katd T S1dpKeLo TNG KOMONG KAl TG YOAOLYIG

3.8 Aliniemidopaon pe GAAO QUPUAKEVTIKA TPOIOVTA KoL AAAES HOPPES UAMAETIOPOONG

Agv VTapy ovV TANPOPOPIEG GYETIKA LE TNV UCPAAELN KOL TNV OTOTEAECUATIKOTNTO OO TNV PG TOV
gv MOy gpuforiov pe omolodnTote GAL0 KTNvVaTpkd @dpuoko. H andeacn yia ) yopnynon tov &v
AOY® epforiov TPy 1 PHETA ATO TN XOPNYNOT OTOOVINTOTE AALOL KTNVIATPIKOD QUpPHAKOL, Oa Tpémet
va Aappavetol Kotd mepintwoon.

3.9 Odoi yopnynong kot 60coroyia

Y7modopia yprion.

Booegdn: 2 ml / {odo

ZUVIGTOUEVO guPoilakd TpdypoLLLoL

Xopnyeiote pia 66om (2 ml) avd poécyo oty Nhkia tov 2 unvav. Metd ond 21 nuépec Oa mpémnel va

gmovaAneOsi n yopnynon wog doong tov 2 ml. Eufolidote 1oug HOGYOVS e VITOdOPLa EVEGT) GTNV TPO-
opomiatiain ydpa. Etvar mpotipdtepn n dedtepn 6001 va yoprnyeitol oto avtifeto mAdyto.

[pw ™ yopfynon, 1o eufdio mpémel vo agrvete va Ospuavdsi oty Oeppoxpacio tov 15-20° C.
Avoxwveiote KoaAd pwv T ¥pNon. Amo@uyete TNV €TUOAVVOT] TOV TPOIOVTOG KOTA TN YPNON TOV.
Xprnoyonoteiote LOVO amOCTEPOUEVES BEAOVES KOl GUPLYYES YLOL T XOPYNOT).

O guporiacpog mpoteivetar va AapuPavel ydpo Tpv amd mTeptddovg stress (Hetapopd, opodonroinon...).
To gpuPoiiaxod mpdypappa 0o mpénet va Exel ohokAnpwbei 3 efdopadeg mpv amd TéToteg TeEPLOSOLS. Agv
€XEL TEPLYPOPEL M TTPOGTAGIN, OTNV TEPITTOOT OV TO gUPoAlokd Tpdypappe £xel oOAoKANpmOel og
dotnpa Atyotepo amod 3 gfOOUAdES TPO TNG TEPLOJOV stress.

3.10 Xvprtopote vaEPdOGOA0YiNG (KU KATA TEPITTMO, HETPA AVTIUETOTLCNG KOL AVTIOOTO)

Agv mapotnpnOnkay GAAES avemBOUNTEG EVEPYELEG TEPAY OOV AVOPEPOVTL GTNV EVOTNTA 3.6 LETA TN
yopNyNnon d6eNg STAAGIOG TS GUVIGTOUEVNG.



3.11 Ewowkoi mepropiopoi yp1one kKo £101KES oLVONKES PioNS, supTePLAapufavopséveov
TEPLOPLOUAY OTI| YP1IOT] UVTIHIKPOPLOKAY KO AVIITUPUGLTIKAOV KTIVIOTPIKAV
QUPLIKEVTIKOV TPOIOVTOV TPOKELUEVOD VU TEPLOPLOTEL 0 KIVOUVOS AvATTUENS OVTOYMS

Agv 1oVt

3.12 Xpoévor avopovig

Mnodév nuépeg.

4. ANOXOAOTI'IKEX TAHPO®OPIEX
4.1 Kaodwog ATCvet: QI02AB

Aeyeipel mv evepynrtiky ovooia katd towv Mannheimia haemolytica A1 kat Histophilus somni.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopeg acopporotnreg

Na punv avopryvoetat pe GAAo oAt 1 vOGOA0YIKO TPOIOV

5.2 Awpkero Long

Atdpxero {®NG TOV KTNVINTPIKOD QOPUUKEVTIKOD TPOIOVTOG GUUPMOVE LE T GLOKEVAGIN TOANONG: 18
i?(\;;isw {ong oV TPOIOVTOG UETE TO TPMTO GVOLYUA TNG GTOEIMOOVS cuokevaciag: 10 dpeg

5.3 Iowitepeg mpo@uAdEels KaTd ™) @OAAEN TOV TPOidVTOg

Na puidooetar kot vo, petagépetal o€ yoyeio (2°—8 °C).

Na punv katoyvyetol.

Na puAdcoETOL TPOGTUTELUEVO OO TO POC.

5.4 ®von ka1 cHVOEST TG OTOLYELDOOVS CVOKEVAGILOG

O mepiéxtng anoteAeitan amd tomov | dypopo yodiva eloridio tov 20 ml (10 d6cewv) kor tomov 11
dypopo yodiwvo erodidie tov 100 ml (50 d6cewv), Tomov | ELacTIKA TOUATO KOl KOTAKLO GAOLUVIOD.

2VOKEVACIEG:
Xdaptivo kovuti pe 1 yodAvo eroridio towv 10 d6cewv.

Xaptwvo kovuti pe 1 yodivn euain tov 50 docemv.
Mmropel va unv Kokho@opohv OAEG 01 GLGKEVAGIES.

5.5 Ewwkég mpo@ulaiels amdppyng €vog Ui yp1oIHoTo|0EVTOS KTNVINTPLKOV QUPREKEVTIKOV
TTPOIOVTOG 1] GALMV VAIKAV TOV TPOEPYOVTUL OTO T1] (PG TOVL TPOIOVTOS, UV VITAPYOLY

Ta pappoke dev TPEMEL VO OTOPPITTOVTOL HECHD TMOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

XPNOYLOTOMOTE TPOYPALLOTH ETGTPOPTG POPUAK®OV Yi0L TNV ATOPPIYN U XPTCILOTOOEVTOV
KTNVIOTPIKOV QAPHOKEVTIK®OV TPOIOVTOV 1] GALDY DAIK®OV TOL TPOEPYOVTAL Amd T XPTON TOVG
GOLPOVA LLE TIC TOTIKEG AUITHOELG KO ILe TUYXOV EOVIKA CUGTIOTO GLAAOYNC TOV 1GYVOVV Y10, TO.
GYETIKA KTNVITPIKE PAPLOKEVTIKA TPOTOVTO.



6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

LABORATORIOS HIPRA, S.A.

7. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX
A.A K. Konpov: CY00740V

A.A K EAAGdac: 49730/20-07-2007/K-0218701
8. HMEPOMHNIA ITPQTHX EI'KPIXHX

Huepounvia Ing éyxpiong: 18/04/2019
Huepopnvia Ing éyxpiong EALGSa: 20/07/2007

9. HMEPOMHNIA TEAEYTAIAYX ANAGEQPHXHX THX IEPIAHYHX TQN
XAPAKTHPIZTIKQN TOY ITPOIONTOX

11/2024

10. TAZEINOMHZIH TOQN KTHNIATPIKON ®APMAKEYTIKQN ITPOIONTQN
Na yoprnyeitatl LOVoV Le KINVIOTPIKT GLVTOYT.

Agmtopepeic TANpoPopieg Yo 1O €V AOY® KTNVIOTPIKO QOPUOKEVTIKO TPoidv givar dabéoieg otn fdaon
dedopevav g EE yu ta ktnviatpikd mpoidvta (https://medicines.health.europa.cu/veterinary).




