IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IPOIONTOX



1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

Ingelvac MycoFLEX gvéotipo evaumpnpa yio xoipovg

2.  MOIOTIKH KAI IOXOTIKH XYNOEXH
Kda0e 660om tov 1 ml mepiéyet:

APUGTIKO GVGTOTIKO:
Mycoplasma hyopneumoniae, otéleyog J, adpavomompévo: > 1 RP*

* Tyetikn dpactikotnta (dokiur] ELISA) amd cvykpion pe £va euBOAo avopopaic.

AV0GOEVIGYVTIKT] 0VGi0:
Carbomer: 1 mg

"Exodoyo.:

IMoroTiKi] 6UvOEo EKOOY MV KOl GALOV GUGTUTIK®OV

Sodium chloride

Water for injections

Aroyég Emg eAappa 1p1dilov, podoypP®IO EMG KOPE YPDUNTOG EVOLDPT L.

3. KAINIKEX IAHPO®OPIEXZ

3.1 Eion loov

Xoipot (mayvvopevol xoipot 1 LEAAOVTIKOL YEVVITOPESG LEXPL TNV TPDTY OYElR).
3.2 OgpamevTikég gvocitelg yua kG0e gidog {dov

Mo v evepyntikn avoconoinon tv xoipmv omd tnv nikia Tov 3 efSopddmV Kol TV TEPLOPIGUO TOV
TVELLOVIKGOV aAAothoemv Enetta omd Aoiuwén amd to Mycoplasma hyopneumoniae.

Eykatdotaon avociog: 2 gfoopadeg petd tov euPoracuod
Aupkela avooiog: 26 gpdopadec.

33 Avtevoeilelg

Koapia.

3.4 E101kéc mpoEtdoTON|GELS

Na gpportdlovror povo vym Loa.

3.5 Idwitepeg mpo@uAracers KaTa T ypnon

Idwaitepec TPOPLAGEELS Y0 TNV ac@aAn yprion ota. £id1 Ldwv:
Agv 1oyvet.

Idwitepec mpo@uAGEelc mov mpémer vo. AaufBdvovtor amd To GTOUO OV YOpPNYEL TO KINVIOTPKO
QOPUAKEVTIKO TTPOoioV og {da:
Agv 1oyvet.




[Swaitepec mpo@LAGEELC Yo TNV TPOooTaGio TOL TEPPGAAOVTOC:
Agv 1oyvet.

3.6 AvemOopnta copfavra

Xoipot:

[ToAd omévia Avagula&ia

(<1 &wo / 10.000 vrod Bepaneio (Do, cuumepAaUPovoIEVEV TV Oidnpa oto onueio g
LELOVOUEV®VY OVOPOPDV): éveonc

EpvOpdmra 610 onueio g
éveong’

AvEnuévn Bepuoxpacio
oohporoc!

Ba mpénel va avTLETOTICETOL CUUTTOUATIKA (.. ETvePPiv).
[Moapodikod pe didpetpo €wg 4 cm, propel vo SLpKEGEL £0G KOt 5 NUEPES.
[apanpeitor povo oe GUVOVAGHO LE TO OIdNUA 6TO oNuelo TG Eveong.
Méon avénon 0,8 °C, mov dwupket £mg kot 20 dpeg petd tov epfortacuo.

AW N =

H avagopd ovemBountov coppdviov sivor onupoavtiky. Emitpéner ™ ouvveyn mapokolobOnon tng
ACPAAELNG EVOG KTNVIOTPIKOD QUPUOKEVTIKOD TPOTOVTOS. Ol avapopEc TPEMEL VO AMOCTEALOVTAL, KOTH
TPOTIUNOT LEG® KTNVIATPOL, EITE GTOV KATOYO TNG AOELNG KUKAOPOPING 1) GTOV TOTIKO AVTITPOGMITO TOL
gite otnv €0vikn apuoddia apyn LEC® TOL OVIKOD GLUGTALOTOC AVAPOPES. AVOTPEETE GTO PUALD 0O YOV
YPNOMG Y1 TO AvTioTOLYO GTOLYElD EMKOVOVIOC.

3.7 Xpnon kKatd TV KON 61, TN Yorovyio ] THV @oToKix

Konon kot yorovyio:
Agv 1oyvet.

3.8 Alinienidopaon pe GAAO QUPUAKEVTIKA TPOIOVTA KoL GAAEG HOPPES AAMNAETIOpAONG

AwBéoipec TANPOPOPIEg GYETIKA LE TNV AGPAAELD KOL TNV TOTEAEGLLOTIKOTITO OTOGEIKVOOVY OTL TO €V
AOY® epuPfoio pmopel va avapryvoetor pe to Ingelvac CircoFLEX tng Boehringer Ingelheim kot va
yopnyeitat o€ va LOvo onpeio Eveonc.

Agv VTaPYOVV TANPOPOPIES TYETIKA LIE TV OCPAAELL KOL TV OTOTEAECUATIKOTNTO OO TNV TOVTOYPOVN
¥PNOMN TOL EUPOAIOV LE 0TO10INTTOTE GALO KTNVINTPIKO PAPHOKO, EKTOG TOL TPOIOVTOG TOL OVALPEPETOL
napomave. H omdeacn yuw ) yopnynon tov &v A0ym eufoliov mpv omd M uetd T xopnynom
OTO10VONTOTE GAAOD KTNVIOTPIKOD QOPUAKOV TPETEL V. AdpPaveTal KaTd TepinTmon.

39 0doi yopNyNo1S KOL 00G0A0YIN
Evdopvikn yprion.

Ama éveon pog 66omg (1 ml), katd mpotiunon otov TpaYNAo TV Yoipwv amd v Nikia tov 3
eBoopGO®V.

AvVoKIVIoTE KOAG TPV Ao T Ypnon.

Amoguyete TNV EMPOAIVVOT KOTA TN XPION.

Amo@iyete TNV ToAAATAN d1dTPTON.

O1 cvokevég epufoliocuov Ba TPEMEL va PNGLLOTOOVVTOL COUP®VO [E TIG 0OMYIEG TNG CLOKEVNG TOV
TPEYOVTOL 0TO TOV KOTAOKELOOTY. Enteita amd cwotd yeipiopnd, cOLemva LE TG odnyieg avaéne, o
0o mpémel vo, vapéel dwappon. Te mepinTmon dappong | AavOucUEVOL YEIPIGHOD TOV TPOIOVTOG, M)
QLN TTPETEL VO aoppipOet.



Xpnoyomotote €£OMAIGUO TOV AMOTPEMEL TNV TOALVOPOUNGT TOV KINVIOTPIKOD (OPUUKEVTIKOD
TPOIOVTOC.

Orav avapryvoeton pe 1o Ingelvac CircoFLEX
e Eupoidlete povo yoipovg amd tnv nAkio tov 3 BSopddmv.

Orav avauryvoetor pe 1o Ingelvac CircoFLEX, Oa mpémel va ypnoyomoteitat 0 mapakatm e£0mAMoHOg:

. Xpnowomoiiote i01ov Oykov cvokevacieg yia 1o Ingelvac CircoFLEX kot yio to Ingelvac
MycoFLEX.
. Xpnoonomote o mTPo-amooTEP@UEVT] BEAdVa peTapopas. Ot TPo-amocTEP®UEVG PEAOVEG

petopopds (motomomuéveg kotd CE), elvar cuvnfog Swnbéoipeg péow twv mpopndevtdv
Tpkod eEomAouoD.

INo va e&aopoiiotel N coot) avapiln, aKolovnoTe To TOPUKAT® TEPLYPAPOUEVE faTaL:

1.  Xvvdéore ) po ayypn g BeAdvag petapopds otn erdAn gppoiiov tov Ingelvac MycoFLEX.

2. - Xuvdéote TV GAAN oyun g PeAdvag petagopds otn @uiAn eufoiliov tov Ingelvac

CircoFLEX.

- Meragépete 10 guporo Ingelvac CircoFLEX otn oudin tov gpporiov Ingelvac MycoFLEX.
Edv ypelootel, méote ehappd T @udAn tov guPoiriov Ingelvac CircoFLEX, ywn va
O1EVKOADVETE TN LETAPOPAL.

- Metd v mAnpn petagopd tov mepieyopévov tov Ingelvac CircoFLEX, amocuvoéote ko
amoppiyte TN PEAOVO LETAPOPES KO TNV KEVH OLAAN Tov guPolriov Ingelvac CircoFLEX.

3. T ™ ocwot avauén tov suforiov, ovaxwvinote eAagpd ™ QAN tov gupoiiov Ingelvac
MycoFLEX, éwg 6Tov TO piyLo OTOKTHGEL OLOLOYEVEG TOPTOKOAL £G KOKKIVAOTO ypouc. Katd
™ Jdkacia Tov EUPOALNGHOD, O TPETEL VO TOPUKOAOVOEITOL 1] OLLOLOYEVELN GTO YPDLLOL TOV
UIYHOTOG Kol VoL S1OTPEITOL LE GLUVEYT OVOASELGT).

4. Xopnynorte pa draé 66on (2 ml) tov piypotog EVOORDTKA ava Y0ipo, aveSapTiTMG COUATIKOD
Bapovg. ['a ) yopnynon, ot cuckevEg epfoiaciol Ba TPEmet va YPNGULOTOLOVVTAL OOV LIE
TIG 00MYIEG TNG GLGKELNG TOL TAPEXOVTOL QIO TOV KOTAUGKEVOOTH.

Mo va egaocpoalotel 1 cwotn avapén pe tig eudieg TwistPak, axolovbnote ta Pripota wov

TEPLYPAPOVTOL TAPOKAT®:

1. Heprotpéyte Kol aparpéote TV kKOKKIVN Pdon tng euidng Ingelvac MycoFLEX, mpokeipévou
vo  eupaviotel 10 ovotnua ovvdeone. H  kdékkwvn Pdon pmopsi va  ypnopomowmnOei
avamodoyvpiopévn, yia vo otabet 1 euain Ingelvac MycoFLEX avdmoda.

[eprotpéyte Kan apoapéoste v Tpdoivn Paon e euaing Ingelvac CircoFLEX.

2. HeproTpéyte Ko E0OVYPAPPIGTE T AKPO TNG GVVIESNS TOV dVO PLUADY, HEXPL VO AGPAAIGOVV.

3. IMéote o1a0epd TIG QLdAec, HEYPL VA, AKOVUMNGEL M pio TV GAAN TANp®G. ‘Eva «icAtoy
emPefardvel 0TL o1 PLAAES givar GuVOEdEUEVEC.

4. Heprotpéyte TIC 500 PLaAeg eUPoAiov de&lOGTPOPQ, Y10 VO OAOKANPAOCETE T1 GOVOEST] TV dVO
OLADV.

5. INa va dtucearicete ) cOGTN OVAUEN, OVASTPEYTE apYd TIG KAEWOWOUEVEG OLAAEC, LEYPL TO

UiyHo vo amokTiGEL OPOIOUOPPO TOPTOKOAL TPOG KOKKIVMTO ypdpo. Katd tn dadikacio tov
eUPoOAMOCUOV, 1 OLOLOYEVELD GTO YPMUO TOVL piypotog Oa mpémel vo mapoakoiovbeital Kot va
dtatnpeitat e cvuveyn avadgvon.

6. Xopnynote pia droé 66om (2 ml) Tov piynatog eVOouvikKa avd yoipo, ave&aptiTeg COUATIKOD
Bapovg. ['a ™ yoprynon, ot cuokevéc epPfoilacpod Oa TPETEL VO YPTGILOTOLOVVTOL GOUPOVEL
LLE T1G 00N YiEG TNG CLGKEVTG TTOL TOPEYOVTOL OO TOV KOTACKEVAOT).

XpNOYOTOMoTE TO TANPES TEPIEXOUEVO TOL Hiypatog euPoriov apéomg petd tnv avauén. Kabe
aypnotonointo piypo 1 vroleippata Oo TPEMEL Vo amoppinTovTal COUE®VO UE TG 10YD0VCES EOVIKEC
OTTOLTHOELG.

YvpPovievteite emiong to VAL 0dNYIDV xpnong tov Ingelvac CircoFLEX, mpwv amd ™ yopfynomn tov
OVOUEULYILEVOV TPOTIOVTOC.
3.10 XvpntOpoTo VTEPS0GOL0YINS (KUl KOTA TEPITTOGT, HETPU AVTIHETOTIGCNS KOl 0VTid0TH)



‘Emeita amd yoprynon tov euporiov og d6on 4-mAdoio amd TN GUVIGTAOUEVN, OV Exovv Tapatnpn el
GAA avemBounTo CVUPAVTE EKTOC OO OVTA TOV TEPLYPAPOVTAL TNV TOPdypopo 3.6.

3.11 Ewwkoi wepropiopoi ypfiong kou €0kég ovvOnkeg ypnong, ovumeprropfovopévev
MEPLOPICUAV  GTI  YPNON OVTIUIKPOPLOKAV KOl  UVTITOPUCLTIKAV  KINVIATPIKOV
PUPUIKEVTIKOV TPOTOVTMV TPOKELREVOV VO, TEPLOPLETEL 0 KIVOUVOG avaATVENS VIO S

Agv 1oyvet.

3.12  Xpovor avapoviig

Mndév nuépec.

4. ANOXZOAOTI'IKEX TAHPO®OPIEX

4.1 Kodowkiog ATCvet: QI09AB13

To gupodrio avtod mpoopiletarl, yio vo Sieyelpel TNV avanTLEN EVEPYNTIKAG AVOGOAOYIKNG OTAVINGNG GTO
Mycoplasma hyopneumoniae ctovg yoipovg.

5. OAPMAKEYTIKA XTOIXEIA

5.1 Kvpieg acopfatétnreg

No pumv avaperyvoetal pe Ao ktnviatpikd edppoko ektog tov Ingelvac CircoFLEX tng Boehringer
Ingelheim.

5.2 Avdpkela Lomg

Aldpketo. CoNG TOL KINVIOTPIKOD QOPHAKEVTIKOD TPOIOVTOC GOUQMVO, L€ TN GUCKEVOGIO TAOANCNG:
2 ém.

Avdpxelo {ong HeTd To TPOTO Avoryua TG 6TOEIDNd0VS cuokevaciog: 10 mpeg.

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

Na puidooeton kot vo petapépetal o€ yoyeio (2°C - 8°C).

No punv xatoyvyetat.

Na puAdcoeToL TPOGTUTELUEVO OO TO POC.

5.4 ®von ka1 6HVOEGT TG OTOLYELDOOVS CVOKEVUCING

Diideg and morvardvrévio vyming mokvotntag (HDPE) tewv 10 ml (10 66c¢1g), SO ml (50 d6c¢e1c),
100 ml (100 d6c¢e1c) 1 250 ml (250 660e15) 1 Praieg TwistPak amd moAvaBviévio vynAng TLKVOTNTAG
(HDPE) twv 10 ml (10 d60c¢15), 50 ml (50 d6c¢1c), 100 ml (100 d6ce1g) 1§ 250 ml (250 d60c¢1g). Kdbe
O18AN oepayileTon pe TOUA omd YAOPOPOLTOALO KAl AAKAPIGTO COPAYIGHO AAOVUIVIOV.

Xdaptvo kovuti pue 1 1 12 gidres.

Mmropei va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.



5.5 Ewwéc mpoouraiels omoppuyng &vOog un (PNOLHOTOMOEVTOG  KTNVITPLKOV
POPRUKEVTIKOD TPOTIOVTOG 1] AAL®OV VAIKAV TOV TPOEPYOVTAL U0 TN YPNGT TOV TPOIOVTOG,
av vIapyovv

Ta pdppoka dev TPEMEL VA, ATOPPITTOVTIOL LECH TOV AVUAT®V 1 TOV OIKIOKOV OTOBANTOV.

XpNOYOTOOTE TPOYPAUUNTO EMIOTPOPNG POPUAK®V YLOL TNV OmOpPIyYn Un YpNoorombévioy

KTNVIOTPIKOV (POPUOKEVTIKOV TPOIOVI®OV 1 GAADV VAIKGOV TTOV TPOEPYOVTOL amd T YPNON TOLG

COUPMOVO UE TG TOTIKEG OALTNOELS Kol UE TVYXOV €0VIKG GLOTAUATO GLAAOYNC TTOL 1GYVOVY YlO. TO

GYETIKA KTNVITPIKE PAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Boehringer Ingelheim Vetmedica GmbH

7. APIOMOZX(0OI) AAEIAY. KYKAO®OPIAX

Ap1Buog Adsrog Kukhopopiog otnv EALGda: 34881/22-05-2015/K-0182301

ApBpoc Adetag Kukhogopiag omnv Korpo: CY00193V

8. HMEPOMHNIA IMNPQTHXE ET'KPIXHX

Huepounvia Ing éyxpiong oty EAAGSa: 24/11/2009

Hpepounvia Ing éyxpiong otnv Korpo: 08/10/2009

9. HMEPOMHNIA TEAEYTAIAX ANAGEQPHXIHX THX IIEPIAHYHX TQN

XAPAKTHPIZTIKQN TOY IIPOIONTOX

06/2025

10. TAZEINOMHXIH TON KTHNIATPIKQN ®APMAKEYTIKQN ITPOIONTOQN

AT, BE, BG, CY, CZ, DK, DE, EE, EL, ES, FR, HR, HU, IS, IT, LT, LU, LV, NL, PL, PT, RO, SE,
SI, SK, UK:

Noa yopnyeitor LOVOV Le KINVIOTPIKT GLVTAYY.

IE:

Na yopnyeitot ympig KTNVIATPIKN GUVTOYT.

Aemtopepeic TANPOPOPIES Y10 TO EV AOYM KTNVIATPIKO QUPUOKEVTIKO TPoiov gival dtabéoipeg otn faon
dedopévov g EE o ta ktnviatpikd mpoidvto (https://medicines.health.europa.eu/veterinary).



