[Version 9,10/2021] corr. 11/2022

IHAPAPTHMA 1

HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
INTRAMAR Lacto 200 mg + 50 mg + 10 mg evdopacTIKO EVOldpNe Yio Boogdn

2. MOIOTIKH KAI ITIOXOTIKH XYNOEXH

Kabe evéopactikn cupryya (3 g) mepiéyet:

ApPUGTIKO GVGTUTIKO:

Apo&ikcihrdivn (og tpwdpikn opo&ikidiivn) 200,0 mg
Klopovravikd o0& (og kKhafoviavikd KaAo) 50,0 mg
[pedviorovn 10,0 mg
"Exdoya:

oroTki] 60vOegon KOO OV KoL GAL®V
GUGTUTIK®OV

Sodium aluminosilicate

Cetostearyl alcohol (type B), emulsifying

Paraffin, white soft

Paraffin, light liquid

Y7ROAEVKO £mC KAPEKITPIVO ELUDOEC EVOOLOTTIKO EVOLDPT O

3. KAINIKEX TAHPO®OPIEX

3.1 Eion {oov

Booegdn (yoraktomapaymyé ayehadeq).

3.2 Ogpamevtikéc gvociels Yo kaOe gidog {mov

INo ™ Bepomeio g KAVIKNG HOOTITIONG, GCUUTEPIAAUPAVOUEVOVY TOV TEPUTTOGEMY TOV GYETI(OVTOL UE
Aowméelg amod ta akdiovba maboyova:

ZToQUAOKOKKOL (GUUTEPIAAUPOAVOUEVEOV TOV GTEAEXDV TTOVL TTaPhyoLV B-AokTtoudon)

Ytpentokokkol (cvumepthopfavopévov tav S. agalactiae, S. dysgalactiae ko S. uberis)

Escherichia coli (copmepiiappavopéveov tov oteley®v Tov mapdyovy B-Aaktoudon)

3.3  Avrevositag

Na unv ypnoponoteital o€ mepintmon vaepevaichnciog 6To SPAcTIKO GLGTUTIKO 1| 08 KATOL0 EKO0Y L.
Na un ypnoiponoteital og (oo pe SomoT@péVT vtepevatctnacio oe avTiBloTikd B-AoKTAUNG.

3.4  Ewwkég mposidomonjcelg

No un xpnoiponoteitol 6€ TEPITTOOELG OV oyetilovtal pe ta Paktipla Tov Yévovg Pseudomonas.

To KTNVIATPIKO PUPUAKEVTIKO TPOIOV TPEMEL VO, XPTOLUOTOIEITOL OV Yo T Bepomeio TG KAVIKNG
UOOTITIONG.

Amo@lyete TN YPNON TOL KTNVIOTPIKOV QPUPUOKELTIKOD TPOIOVTOS GE ayEAeg OmOL Ogv £Youv
amopovmbel oTELEYT GTAPLAOKOKKOV TOL TaPAyoLV B-AdKTOUACT).

"Eyet amoderybei dtactavpovpevn avtoyn LETo&d apoEkiAliving/kAafovAavikod 0EE0g Kot avTIBLoTIKOY
B-Aaxtdunc. H yprion tov ktnviatpucod QoppoKeLTIKOD TPoidovtog mpénet va eEETALETOL TPOCEKTIKAL,



€QOCOV 01 SoKIHEC evancOnaciog £de1&av avtoyn o€ avTiBloTikd B-Aaxtaunc, kabmg evoéyetat vo peiwbel
1 OTOTEAEGHOTIKOTITA TOV.

Ta mepiocotepa oteréyn E. coli mov mapdyovv B-Aaktapdon tomov ESBL kot AmpC umopei vor unv
avaotéALovTal ard T0 GLVILAGHO apo&KIAAivNg Kkat KAaBovAavikol o&éog. O cuVILAGHOG
APOEIKIAAIVIG Kot KAABOLAOVIKOV 0£E0C OV €ival AMOTEAEGUATIKOG EVOVTL TMV GTEAEXDV TOL
Baxtnpiov S. aureus mov givor avlektikd ot pedkiddivn (MRSA).

3.5 Iowirepeg mpo@urdcers kata T ypion

[dwoitepeg mPoLAGEELS Yo TNV ao@OAN ¥pNon ota €161 omv:

H ypfion tov kmmviatpikod QoprokeuTIKoD TPoidovTog TPEneEL va, BacileTol 68 avayvmplor Kol SOKIUESG
gvaoOnoiag tov maboydvov-ctoyoL (Taboydvav otoymv). E@dcov dev etvar epiktd, n Bepaneio tpémet
va Bacifetor oe emdNporoykés TANpoeopieg Kl SmicTOo TG evaiodnoiog Tov Tadoyoveov-cToymV
0€ EMMEDO PAPUOG 1 O TOTIKO/TEPLPEPELNKO EMITEDO.

H ypfion 100 ktnviartptkod QOPROKELTIKOD TPOIOVTOC TPEMEL VA, £IvOl COUPAOVY TPOG TIG EMICTUEG,
e0viKé Kot ePLPEPELOKEG AVTIIKPOPBLOoKES 00T YiEs.

INo ™ Bepameio TpOTNC YpaUUNG TPETEL Vo ypnotponomBel Eva avtiflotikd pe yapunAdtepo Kivouvo
otV emAoyn piKpoflaxng avioxng (xauniodtepn katnyopiac AMEG), epocov n dokiun gvaictnociog
VTOJEIKVVEL OOV OTOTELEGUATIKOTNTA TNG EMAOYNG AVTAG.

Ta avTifloTikd 6TEVOD PAGUATOG E YOUUNAOTEPO KIVOUVO GTNV EMAOYT IKPOPLOKNAG OVTOYNG TPETEL VAL
ypNoonombodv g aywyn TPMOTING YPOUUNS, €POGOV M SOk gvoicHnoiog vrodekvoel mhavi
OTOTEALEGLLATIKOTITO TNG EMAOYNG OVTNG.

[lpénel vo amopeldyetalr M yopnynom YOAGKTOC 7OV 7TEPLEXEL VTOAEIHOTO OUOEIKIAAIVIC Kot
KAofoviavikod 0&€og oe LOGYKOVG TPV o TN ANEN TG TPoBeGpiag avaUoviS Yo TO oA (EKTOG Ao
TO TPMOTOYAAL), ENEWN B popovoe va Tpokarécel emaoyn Paxtnpiov avOeKTIKOV 6 avTipikpoPloég
0VGIEG BTNV EVTEPIKN LUKPOYA®PIOA TOL LOGYOV Kot ALENIEVT OTEKKPLOT TV PakTnpimv oTo KOTPOvVa.

[dwaitepec mpo@uAGEeic Tov wpémer va AauBavoviol amd To GTOLO TOL YOPNYEL TO KTNVIOTPLKO
oopurakevtikd Tpoidv ce oo

O mevikiAives Kot 01 KEPAAOOTOPIVES EVOEYETAL VO TPOKAAEGOVY VTIEpELALSONTia (ahAepyin) petd amod
£VEQOT), E10TIVOT], KOTATTOGT 1) €T pe To déppa. H vtepevactnoio o mevikiAdiveg pmopel va 0dnynoet
G€ OOTAVPOVUEVEG AVTIOPACEIC [LE KEPUAOOTOPIVES Kot avTioTpo@a. Ot aAAEPYIKES AVTIOPAGELS O
AVTEG TIG OVGieg EVOEETAL KT KapoVE Vo eivarl coPapéc.

Atopo pe yvooti vrepevoicncio og meviKIAAiveg /Kol KEPAAOGTOPIVES TPETEL VAL ATOPEHYOLVV TNV
EMOPT LLE TO KTNVIOTPIKO POPUOKEVTIKO TPOIOV.

Edv spopavicete ovumtopato onwg EdvOnuo petd and €xbeon, (Note 10Tpikn GLUPOLAN Kot
emdei&Te TO PUALO OOMYLDV XPNONG 1] TNV ETIKETA GTO Y1ATPO GOG. To 0idNHe TPOCHTOL, YEMMY Kot
opBoiumv N 1 dvokoAid otV avamvon &ival cofapd GUUTTOUATO KOl OTOLTOVV GUECT TPIKY
OVTILETAOTION).

AVTO TO KTNVIOTPIKO QAPUOKEVTIKO TTPOIOV Hmopel vo, TpoKoAEoeL epeBoUd TOL dEPUATOG KAl TV
LTIV, ATOQUYETE TNV ETOPT TOV TPOIOVTOG LE TO SEPUA KO TO UATIOL LE TEPIMTOOT EXAPNG LE TO
dépua ) ta patia, Eemvvete v tpocsPefinuévn meployn ue dpbovo kabapd vepo.

Ta povtiddkio koeBoplopod 7oL TUPEXOVINL HE TO KTNVINTPIKO QUPUOKEVTIKO TPOTOV TEPIEXOLV
1GOTPOTTLAIKT OAKOOAT, 1 OTTOi0L EVOEYETAL VO TTPOKAAEGEL GE OPIGUEVE ATOUO EPEOIGIO TOV SEPUATOC 1)
TOV LOTIOV.

Koatd 1o ¥e1ptopd 100 KINVINTPIKOD (OPLOKEVTIKOD TPOIOVTOS KOl TO, HOVTIAGKLY KaBoplopov Tpénet
VoL YPNOLOTOEITE HEGH OTOUIKTG TPOCTAGTOG - YAVTLAL.

ITAbvete ta yépla oag PeTd T pNoT TOV TPOidVTOG.

Idwaitepec TPOQLAGEELS Y10 TNV TPOGTAGIC TOV TEPIBEALOVTOC:

Agdopévng g evOEXOUEVNG JTAPAUENG TOV EVOOKPIVIKOD GLGTNUOTOC amd TNV TPedvILoAovT, TO
KTNVITPIKO QOPUOKEVTIKO TPOidV pmopel vo, €ival mKivouvo Yol To yaplo Kot GAAOVS vOPOSLovg



opYOVIGLOVG. ¢ ek TovTOV, TO (Mo oL VITOPANONKOY o€ Bepameio dev Ba Tpémel va £xovv mpdoPaon
o€ VOATIVOVG TOPOVG TIG TPDTEG 12 Dpeg puetd ™ Bepamneia.

3.6  AvemOdunra cvppavra

Booegdn (yohaktomapaymyés ayehddec):
Agv glval yvootd Kavéva.

H avagopd avemBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon g
AGPAAELNG TOV KTNVIOTPIKOD (OPUAKoD. Ot avapopég TPETEL VO OTOGTEAAOVTOL, KOTO TPOTIUNCT HECH
KTNVIATPOL, EITE GTOV KATOYO TNG AOEL0C KUKAOPOPING 1) GTOV TOTIKO UVIITPOGHOTO TOV EITE TNV €0vVKY
appodla apyN LES® TOV €BVIKOD GLOTNUATOG AVAPOPAS. AvatpéEte emiong 6To GOUAAO 0O YLDV YPTIONGS
Yol TOL AVTIGTOLYO GTOLXELD EMKOVOVIOG.

3.7  Xpnion katd TNV KONG1, TN YOAOV)IO 1] TNV MOTOKIM,

Kimon ko yaovyio:
Mmopei va ypnoyomoleital Katd Ty Kdnomn kot Tn yoiovyia.

3.8  AlMiemiopacn pe GArho QOPUAKEVTIKE TPOTIOVTO KOl GALES HOPPEG AANAETIOPOONG

Agv glval yvootr| Kopia.

3.9  Odoi yopnynong ko d0coroyia,

Evdopaotuch xpnon.

Apuééte 1o mpooPefinuéva tetaptnuopw. Ilptv and v €yyvom, 10 dkpo TG OnAng mpémel va

KkaBaplotel Kot vo amoAvpovOEl Pe TO ECAMOKAEIGTO OTOAVUOVTIKO WOVTIAGKL 1| TOVAKL KaOapiopon

EUTOTIGUEVO pe KATOAANAO amoAvpovTikd. To mepieyopevo piag cupryyag mpénet va yopryeital o€ kbhe

TPooPePANLEVO TETAPTNUOPLO LEG® TOL TOPOL TNG ONANG AUEc®G LETE TO ApUEYLD, OVO SOCTILOTA

12 opdv y1o. Tpic. cuVEXOUEVA OPUEYUATO. ZE TEPITTOOT AOUMDEEDV TOV TPOKOAODVTOL 0td TO fUKTHPLO

Staphylococcus aureus upmopei va omoutnBel peyaAdtepng Sudpkelog oviiPaktnplaxy Bepameio.

Emopévmg, n cuvolikn| dudpkela g Oepaneiog mpénet va ektiundet amd tov kTnviatpo, Oa mpénet dpmg

Vol lval apKeTA LEYAAT 0VTOC MGTE VO, EMLTELYOEL 1| TANPNC VITOYDPNOT TG EVOOUAGTIKNG AOTU®ENC.

3.10 ZopntOpeTe VTEPO0GOA0YINS (KUL, KOTA TEPITTMO, TPMOTES PonOcLeg KoL avTid0TR)

Agv avopévovtol avemiBounTeg VEPYELEC GE TEPITTMGT TVY L0 VTTEPOOCOAOYIOG.

3.11 Eidwkoi mepropiopoi yp1ong Kol E101KEG cuvONKeg ypfione, copmepriopfavopévev
TEPLOPLOLAV GTI| YP1IOT] AVTIUIKPOPLOKAY KU AVTITOPOCLTIKAV KTVIITPIKAOV
POUPLUKEVTIKAV TPOTOVIOV TPOKELUEVOV VO TEPLOPLOTEL 0 KIVOVVOS avATTLENG VIO

Agv 1oy0eL.

3.12 Xpovor avapovig

Kpéag xat edmdipot 1otoi: 7 nuépec.
T'éha: 84 dpeg.

4. OGAPMAKOAOI'IKEX IAHPO®OPIEX

4.1 Koodwkog ATCvet: QJ51RV01
4.2 @appoKodvVOUIKY

H apo&uciddivn eivar supémg pacpotog faktnploktovo B-Aaxtopkd avtiProtikd. To khapfoviovikd o0&
anmevepyomotel TG P-AaKTAUACES. AVTOG 0 GLVOVOAGHOG EIVOL OTOTEAECUATIKOG EVAVTL TMV OPYOVICUDY
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OV TOPAYOLV B-AaKTOUAOT, , EKTOC 0o Ta TEPLocdTEPa Gram apvnTiKa faktipla wov wapdyovv ESBL
kot AmpC.

H mtpedviorovn glvar ovTpAEYLOVAOOEG KOPTIKOGTEPOELDEC,

To Khapovriovikd 0&D o€ GUVELOGHO pE TV AUOEIKIAAIVY gival AmOTEAEGUATIKG IN VItro évavtt evog
€VPEOG PACHLATOG KAVIKA GNUAVTIKOV BakTnpiov, COUTEPIAAUBAVOLEVOVY TMV aKOAOVO®Y 0pYOVIGUMV
7ov oyetilovral cGuVHOMC pe TN HOoTITION TV BOOEOMV:

ZT0QLAOKOKKOL (GUUTEPTAAUPOVOUEVOV T®V GTEAEXDV TOL TOPAYOLV B-AaKTapdor), ekTog omd MRSA)
Yrpemtokokkol (cupmepiiapfavouévey tov S. agalactiae, S. dysgalactiae kot S. uberis)

Escherichia coli (cvpurepthopfavopévov tov oteley®v mov Tapayovy B-AaKTapdon, eEapovpuévov
TV oteEle)®V mov Topdyovv ESBL kot AmpC)

[Mivaxag 1: EAdyiotn avactortikn cuykévipoon - MICg [mg/1] apo&ucdrivig/kiapfoviavikod o&éoc
Yo Baktiplo Tov TPokaAoOV paoTitido o foogldn yaraktonapaymyng oty Togyio (CZ) ko ™
I'eppavio (DE)

E. coli S. aureus NAS* | Str. uberis Str. Str.
dysgalactiae agalactiae
8 1
CZ (2020 - 2023) (n=368) i i (n=667) i i
16 0,5 0,5 0,5 0,03 0,12
DE (2020 - 2021) (n=54) | (n=180) | (n=88) | (n=158) (n=51) (n=28)

NAS: orapvlokokior extog omo Staphylococcus aureus

Ot punyavicpol pikpoPlokng avioyng oe P-Aoxtapeg meptiopfdavovy evCuUOTIK OTOIKOSOUNGT LE
TOPOYOYN B-AUKTOpOCHV, UETAROAT TOV TPOTEVAOV-GTOY®V TOL KLTTOPWKOV Totyduatog (PBPs —
TPOTEIVEG TOV OECUEVOVY TNV TEVIKIAAIVY)) Kot pPeTAPOAEG otV EKEPACT T®V YOVISi®V OV
K®d1Komo100V TIg avTAieg ekpong. H emiktntn avtoyn unopel vo GUoYETIOTEL e YOVIOIOKT HETAAMAAEN 1)
va petadobel optlovtiog HEG®m KIVITMV YEVETIKOV GTOEI®V, .Y, TAAGOI®V. AQEVOG, 1 Tapaymy” B-
AOKTAPOOOV EIVOL 0 GVYVOTEPOG UNYOVIGHOG avToXNG Twv Gram apvntikdv Paktnpiov (.. E. coli mtov
mapdyet B-Aoktapdceg ESBL kot AmpC), apetépov de, n petafoin PBP epappoletor kuping oe Gram
Oetikd Poktrpila (avOektikd ot pebuciddivn otedéyn S. aureus, S. pseudintermedius). Avéioya pe tov
Baocwd pnyovicud avtoyns, Umopel vo TPOoKLYEL SUGTAVPOVUEVT] avToyn o€ GAAo avtilotucd [B-
AOKTAUNG KOl GUVOVTOYN G€ OVTIUIKPOPLOKEG OVGIES 0O GALEC POPUUKOAOYIKEC KAGGELS.

4.3  @®uppokoKvnTIKY

Agv givatl yvoot.

Heprfarriovtikég 1016TNTES

H mpedviloddvn evdéyetar vo. dratapdéet To evOOKPIVIKO GOGTI O, ETOUEVMG UTOPEL VO EIval ETKivouvN
Yo TOL Yapta kol GAAOVG LOPOPLOVE OpYAVIGHODG.

5. DOAPMAKEYTIKA XTOIXEIA

5.1 Kopieg acvppatotnreg

Agv 1oyVeL.

52  Awpkewo {ong

Aldpketo {ONE TOL KTNVIATPIKOV QOPHOKEVTIKOD TPOIOVTOC GCOUPMVOA, LIE TN GLOKEVAGIa TdANoNG: 18

Hnveg.
Avgpxera {ong LeTd 1o TPOTO AVOryUa TG OTOLYEIDMOOVS GUGKELOCING: GuEST YP1ON.
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5.3 Idwitepec mpo@uracers katd T @OLaEN TOV TPOTOVTOG

Na puldcoetal o€ Oepuokpacio pkpotepn tov 25 °C.
Na puidcoetal o€ Enpd pépog,.

54  ®von ko 6OVOEST TNG GTOLYELDOOVS CVGKEVUGINGS

[poyepopuévn evdopaotikn cvpryya 4,5 ml ond LDPE pe nopo LDPE, koAwvépo LDPE kan éufoio
LDPE.

MéyeBoc cuokevaociog:

Xaptvo xovuti pe 24 cHpryyec.

Xdaptvo kovti pe 24 opryyes kot 24 amoAVHOVTIKG LOVTIAGKLO EUTOTIGUEVA. LLE OIBAVLOL IGOTTPOTVAIKNG
aAK0OANG 65% Kot OyKo (2,4 ml/pavtiddkt) yia tov Kobopiopd tov Oniov.

Mmropei va v KuKAOQOpoLV OLEG 0L GUGKEVAGIES.

55 E10kég TpouAaelg amoppuyng evog pun ypnoiomo0£viog KTNVIOTPLKOD QUPOKEVTIKOD
TPOIOVTOG 1] GALOV VAIKAOV TOV TPOEPYOVTUL 0.TO T1] Y PIGT TOL TPOIOVTOGS, UV VITAPYOVY

Ta eapuaxo dev TPETEL VO OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

AVTO TO KINVWITPIKO QOPUOKEVTIKO TPOIOV dev MPEMEL VO LOADVEL T VdoTA, KaBMG 1 mpedviloAdvn
umopel va glvan emkivouvn yia ta yapto Kot GAA0LG vOpOPLovg 0pyovIGLOVG.

XpNGUOTOMGTE TPOYPAUUATO EMOTPOPNS QUPUAK®V Yol TNV amoOppyn Un xpnoipomombévioy
KTNVIOTPIK®OV QOPUUKEVTIKOV TPOIOVIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG
CUUPMOVO, IE TIG TOTIKEG OMALTAOELS Kol UE TUYXOV €BVIKG GLOTALOTO GLAAOYNC TTOL 1GYXVOVV Yo TO
GYETIKA KTNVINTPIKE QAPUOKEVTIKA TPOTOVTOL.

6. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Bioveta, a.s.

7. APIOMOZ(OI) AAEIAX KYKAO®OPIAXZ
Ap1Bpo6g Aderog Kukhogopiog otnv Kompo: CY00966V

8. HMEPOMHNIA INPQTHX EI'KPIXHX
Huepopnvia 1ng éyxpiong:14/4/2025

9. HMEPOMHNIA TEAEYTAIAYX ANAOGEQPHXHYX THX IEPIAHYHX TQN
XAPAKTHPIZTIKOQN TOY ITPOIONTOX

{MM/EEEE}
10. TAZEINOMHZH TOQN KTHNIATPIKOQON ®APMAKEYTIKQN ITPOIONTQN
Na yopryeitar pOvov pe KINVIOTPIKE GLVTAYT).

Aemtopepeic TANPOPOPIES Y10 TO €V AOYM KTIVIOTPIKO QUPUOKEVTIKO TPoiov gival Slabéaiueg ot
Bdon dedouévav g EE yia to ktnviatpikd mpoidvta (hitps://medicines.health.europa.eu/veterinary).



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

IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX



A. ENIXHMANXH



IHAHPO®OPIEX ITIOY IPEITEI NA ANAI'PA®ONTAI XTHN EZEQTEPIKH
XYXKEYAXIA

{Kovti pg povrirdxia}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

INTRAMAR Lacto 200 mg + 50 mg + 10 mg gvoopacTIKO EValdp L

| 2. LYNOEXIH IE APAXTIKH(EX) OYZIA(EL)

Kdabe evoopaoctikr| cupryya (3 g) mepiéyet:

Apo&ikthrdivn (og Tpdpikn opoSikiAiivn) 200,0 mg
Kiapoviaviko o0& (w¢ kKhafovAavikd KdA10) 50,0 mg
[pedvilordvn 10,0 mg

3. EYZKEYALIA

24 evOOUUCTIKEG GUPLYYES
Kd&be cvokevacio mepthapupavel 24 amoAvUOVTIKE LOVTIAAKLN EUTOTICUEVO LE OLAAVLLO, IGOTPOTVAIKNC
aAKOOANG 65% xat’ 6yko Yo Tov Kabopiopd Tamv nAdv.

| 4. EIAOX(H) ZQOY(QN)

Booegdn (yoraktomapaymyég ayehadeq).

~

| 5. ENAEIZEIZ

| 6.  OAOI XOPHTHZHY

Evdopaotuc xopriynon.

7. XPONOI ANAMONHX

Xpovog avapovig:
Kpéag kat edmodipot 1otoi: 7 nuépsc.
I'éAa: 84 opeg.

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to TpdTO dvorypa AecT ypnom.



9. EIAIKEX XYNOHKEX ATATHPHXHX

Na purdooetal o€ Oeppoxposcio pucpotepn tov 25 °C.
Na puidcoetal o€ Enpd pépog,.

‘ 10. OI AEZEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPTOT.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

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

Na pvidooetal o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovv Ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Bioveta, a.s.

Aoyotvmog

‘ 14. APIOMOI AAEIAYXY KYKAO®OPIAX

ApBpog Aderag Kukhogopiag otnv Kompo: CY00966V

‘ 15. APIOMOZX ITAPTIAAX

Lot {ap1Buog}
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ITAHPO®OPIEX I10Y IIPEIIEI NA ANAI'PA®ONTAI XTHN EZQTEPIKH
YXYXKEYAXIA

{Kovti yopig pavrihaxia}

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

INTRAMAR Lacto 200 mg + 50 mg + 10 mg gvOOHOGTIKO EVAIDPTLOL

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

Kabe evéopactikn cupryya (3 g) mepiéyet:

Apo&ikihiivn (og tpdpikr| apo&ikidiivn) 200,0 mg
Khapoviavikd o0& (wg kKhafoviavikd kdAlo) 50,0 mg
[pedvilordvn 10,0 mg

3. TYEKEYAXIA

24 evOOUUCTIKEG GUPLYYES

| 4. EIAOX(H) ZQOY(QN)

Booe1dn (yohoktomopoymy£Eg ayeAAdEC).

~

| 5. ENAEIZEIZ

| 6. OAOI XOPHTHIHE

Evdopaotuc xopriynon.

7. XPONOI ANAMONHX

Xpovog avapovig:
Kpéag kar edmdipot 1otol: 7 nuépec.
TI'éia: 84 opeg.

‘ 8. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd to TpdTO dvorypa GUeEST| YPIOoN.
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9. EIAIKEX XYNOHKEX ATATHPHXHX

Na purdooetal o€ Oeppoxposcio pucpotepn tov 25 °C.
Na puidcoetal o€ Enpd pépog,.

‘ 10. OI AEZEEIX «<AIABAXTE TO ®YAAO OAHI'TQN XPHXHX ITPIN AITIO TH XPHXH»

Awpaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPTOT.

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

ATOKAEIOTIKA Y10, KTNVIOTPIKNY YPNoM.

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

Na pvrdooetal og Béon, v onoia dev PAETOLY Kot dev mpooeyyilovy ta mandid.

13. ONOMA TOY KATOXOY THX AAEIAX KYKAO®OPIAX

Bioveta, a.s.

Aoyotvmog

‘ 14. APIOMOI AAEIAYXY KYKAO®OPIAX

Ap1Buo6g Aderog Kukhogopiog otnv Kdmpo: CY00966V

‘ 15. APIOMOZX ITAPTIAAX

Lot {ap1Buog}
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EAAXIXTEX TAHPO®OPIEX I1OY ITPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

{Etwéta — copryya}

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

INTRAMAR Lacto

‘ 2. IHOXOTIKA XTOIXEIA TQN APAXTIKQN OYXIQN

Apo&uidiivn 200,0 mg/cOpryya
Khapoviavikd o&d 50,0 mg/copryya
[pedvilordvn 10,0 mg/cupryya

‘ 3. APIOMOZX ITAPTIAAX

Lot {ap1Buog}

| 4. HMEPOMHNIA AHEHX

Exp. {uweeee}
Metd 10 Tp®dTO dvorypa dpeon xpron.

Aoyotvmog
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B. ®YAAO OAHI'TQN XPHXHX
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OYAAO OAHI'IQN XPHXHX

1. Ovopooio TOV KTNVIHTPLKOD QOPUUKEVTIKOD TPOIOVTOG

INTRAMAR Lacto 200 mg + 50 mg + 10 mg gvdopactikd evoidpnuo yio foogdn
2. XovOeon

Kabe evéopactikn cupryya (3 g) mepiéyet:

ApPUGTIKO GVGTUTIKO:

Apo&ikthrdivn (og tpdpikn opo&ikidiivn) 200,0 mg
Klopovravikd o0& (og kKhafoviavikd KaAo) 50,0 mg
[pedviorovn 10,0 mg

YroAevKo £m¢ KAPEKITPIVO EAADOES EVOOLOCTIKO EVOLDPT AL
3. Eion {oov

Booe1dn (yohoktomopoymy£Eg ayeAAdEC).

4. OepamevTiKég evoeitelg

INo ™ Bepomeio g KAVIKNG HOOTITIONG, GCUUTEPIAAUPAVOUEVOY TOV TEPUTTOGEMY TOV GYETI(OVTOL e
AomEeig mov €xovv mpokAnOet amd ta axdAovba waboyova:

ZToQUAOKOKKOL (GUUTEPIAAUPAVOUEVOV TOV GTEAEXDV TOL TTaPayoLV B-AakToudon)

Ytpentokokkol (cvumepthopPavopévov tav S. agalactiae, S. dysgalactiae kot S. uberis)

Escherichia coli (copmepiiappavopévov tov oTtelex®v mov Tapdyovy B-Aoktopdon)

5. Avtevoeilelg

Na pnv ypnowponoteital o€ mepintmon vaepevaichnciog 6To dPASTIKO GLGTUTIKO 1| 08 KATOLo EKO0Y L.
Na pn ypnoiponoteital og (oo pe SomoT@pévn vtepgvatctnacio og avTiBloTikd B-AoKTaunG.

6. E1dwkéc mpogidomonijosig

E1dwkéc mpoeldomomGELc:

Na. pn ¥pNoYOonoLEITaL 68 TEPMTMGELS TOL oyeTiCovTat pe To faktipia Tov yévoug Pseudomonas.

To KINVIATPIKO PUPUAKEVTIKO TPOIOV TPEMEL VO, YPNOLULOTTOIEITOL OV Yo TN Bepomeion TG KAVIKNG
UOoTITIONG.

Amo@lyete TN YPNON TOL KINVIOTPIKOV QPUPUOKEVLTIKOD TPOIOVTOS o€ ayEAEG OMOL Ogv £(OuV
amopovmBbel oTELEYT GTAPLAOGKOKKOV TTOL TOPAyoLV B-AdKTOUACT).

"Eyet amoderybei dtoctavpovpevn avtoyn LeETo&d apoEkiAdivig/kAafoviavikod 0EEog Kot avTiBLoTIKOY
B-Aaxtdunc. H yprion tov ktnviatpikod Qopuokevutikod mpoioviog mpénet va. eEeTaleTol TPOcEKTIKA,
€QOCOV 01 SoKIES evancOnaciog £de1&av avtoyn o€ avTiBloTikd B-Aaxtaunc, kabmg evoéyetat vo pelwbel
1N OMOTEAEGHATIKOTNTA TOL.

Ta meprocdtepa oteréyn E. coli mov mapdyovv B-Aaxtapdon tomov ESBL kow AmpC pmopel vo unv
avaoTEALOVTAL 0O TO GLVOVAGHO apOEIKIAAIVIG Kat KAaBovAavikoD 0&éog. O cLVIVAGHOG
ApOEIKIAAIVIG Ko KAABOLAOVIKOD 0EE0C SV €ival AMOTEAEGUATIKOG £VOVTL TMV GTEAEXDV TOL
Baktnpiov S. aureus mov givar avBektiKd otn pebuiddivn (MRSA).

[S1aitepec TPOELAGEELC Yio TNV ao@aAr ¥prion ota £idn (hwv:
H ypfion tov kmviatpikod QopuokeLTIKOD TPoiovTog TpEnel va, Baciletol 68 avayvadplor Kot SOKIUES
gvoioOnoiag Tov Taboydvov-ctoYoL (Taboydvev otoymVv). E@dcov dev etvar epiktd, n Bepaneio Tpémet
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va Baciletor og eMONUOAOYIKESG TANPOPOPIES KO dlamicTwaon e evalodnciog Tov Taboydvmv-ctdywv
o€ EMMES0 PAPUOG 1 OE TOTIKO/TEPLPEPELOKD EMITEDO.

H ypfion 100 ktnviatpikod QopROKELTIKOD TPOIOVTOS TPEMEL Vo, £IvVOL COLPOVY TPOG TIC EMIGTEC,
€0VIKEC Kot TEPLPEPELOKEG AVTIUIKPOPLOKES 00T YiEC.

I'a ) Bepaneia TpdT™G Ypopupung tpémel va ypnoponombei éva avtifrotikd pe yapunidtepo kivovvo
oV emAoyN piKpoPlaxng avioxns (xauniodtepn katnyopiac AMEG), epocov n dokiun gvarctnociog
VTOJEIKVVEL TOOVT| OTOTELECUATIKOTNTO TNG EMAOYNG AVTNG.

Ta avTifrotikd otevod PAGUATOS Le YOUNAOTEPO KIVOLVO GTNV EMAOYT IMKPOPLOKNG OVTOYNG TPETEL VL
ypnowonombodv g aywyn TPMOTING YPOUUNS, €POGOV M dokiun evoicHnoiog vrodevoel mhavi
OTOTEAEGLOTIKOTITO TNG EMAOYNG OVTNAC.

[pénet va amo@evyeTOL 1] YOPNYNOT TOL ATOPANTOL YAAAKTOG TOV TEPIEYEL VITOAEIUUATO, AUOEIKIAAIVI G
Kol KAaBovAavikod 0E€og og Hooyovg mpv amd tn ANEN g mpobecpiag avapovig yio o YaAa (eKTOg
amd 1o TPOTOYOAQ), €mMeW Bo UTOPOVGE VO TPOKOAEGEL €MAOYN Paxtnpiov ovOEKTIK®V of
AVTYIKPOPLOKEC OVGIEC OTNV EVIEPIKN UIKPOYA®PIdO TOL HOCGYOV KOl OLENUEVN OTEKKPIOT] TV
Baxtnpiov ota KOTPOvVa.

[Swaitepec Tpo@LAGEEIC oV mpémet va AapPdvovtal omd To dToo Tov YopNYEl TO KINVIATPIKO
©OPUOKEVTIKO TPOTOV og {ha:

O1 TeviKIAlveg Kal 01 KEQOAOGTOPIvEG EVOEYETAL VO TTPOKAAEGOVV VIEpELAITON Gl (aAlepyin) HLETA amd
£VeON, E16TIVOT|, KOTOTTOoN | e pe To déppa. H vepevactneio o mevikiAdiveg pmopel va 00 ynoet
G€ OOTAVPOVUEVEG AVTIOPACEIC GE KEQPUAOOTOPIVES Kot avTioTpopa. Ot aALEPYIKEG AVTIOPAGELS GE
OTEG TIG OVTiEg EVOEETAL KT Kapos va etvon coPapés.

Atopa pe yvootn vrepevaicncio og TEVIKIAAIVEG /KoL KEPOUAOGTOPIVEG TTPETEL VA, OTTOPELYOLY TNV
EMOPT LLE TO KINVIOTPIKO POPUOKEVTIKO TPOIOV.

Edv spopavicete ovuntopata onwg eEdvOnua petd and €kBeomn, {note 10Tpikn GLUPOVLAY, Kot
emdei&Te TO PUALO OOMYLDV XPNONG 1| TNV ETIKETA GTO Y1ATPO GOG. To 0idNpa TPOoHTOL, YEMMY Kot
opOoiumv N M dvokoAic oV avoamvon €ivol cofoapd GUUATOUOTE KOl OTOITOOV GUECN UTPIKA
OVTILETAOTION).

AVTO TO KTNVIOTPIKO QUPUOKELTIKO TTPOIdV pmopel va TpoKaAéoel epeBiopd Tov SEPUATOG Kol TV
HOTIOV. ATOQOYETE TNV EMOPT TOV TPOIOVTOG LE TO SEPUO. KL TO UATIOL L€ TEPIMTOOT EXAPNG LE TO
dépua N ta patia, Eemvvete v TpocsPefAnuévn meployn ne dpbovo kabapd vepo.

Ta povtiddxkio kofopiopod Tov TAPEXOVIOL HE TO KINVIOTPIKO (OPUOKEVTIKO TPOIOV TEPIEXOLV
1COTPOTVAIKT] OAKOOAT, 1 OTTOi0L EVOEYETAL VO TPOKOAEGEL GE OPIGUEVO ATOUA EPEOIGHO TOV SEPLATOG 1)
TOV LOTIOV.

Katd to yepiopd tov kmvieTpikod QopUoKeLTIKOD TPOidVTOG Kl To LOVTIAAKIN KoOoplopoh mpémnel
VoL YPNOHOTOEITE HEGH OTOUIKTG TPOCTAGIOG - YAVTLAL.

[TAvete ta gépro Gog LETA TN XPTOT TOV TPOIOVTOG,.

Idwaitepec mpo@LAGEELC Yo TNV TPOGTAGIO TOL TEPPEGAAOVTOC:

Agdopévng g evoeXOUeEVNC JTAPAENG TOV EVOOKPIVIKOD GLGTAUNTOC amd TNV TpedviLoAovr, TO
KTNVIOTPIKO POPUUKELTIKO TTPoidv pmopel va eivor emkivouvo yia o yapla kot dAAovg vOpOPLovg
opyavicpovg. g ek To0ToL, Ta (Mo Tov VIoPANONKav o€ Bepancio dev Ba Tpémel va Exovv mpdcPaon
6€ VOUTIVOVG TOPOVG TIC TPMTEG 12 Mpeg uetd ) Bepameio.

Eyxvpocvvn kot yoiovyio:
Mmopei va xpnGIHLOTOIEITOL KATA TV KONGN Kol T YOAoUYia.

AMNAeTidpaot ue QAL QOPUOKEVTIKO TPOTOVTA Kol GAAEC LOPQEC OAANAETIOpOCTC:
Ayvootn.

Yrepdocoroyia:
Agv avapévovtol avemBounteg vEpyeleg 6 TEPITTMOT TVY L0 VITEPOOCOAOYING.

Kopiec acvupatdtnrec:
Agv 16y0eL.
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7. AvemOopunta coppavra

Booegdn (yoroktomoapaymyéc ayeAGdE):.
Agv givar yvootd Kavéva.

H avagopd avemBountov coppdviov eivar onuavtikny. Emtpénel ™ ovveyn mopakoiovdnon g
acpdrelag evog Tpoidvioc. Edv mapatnprioete onotadnmote avemBouuntr evEPYEL, AKOUA KOl OV OEV
OVOPEPETOAL GTO EGMKAEITTO PUAAO 0OMNYLDV YpNoNG 1 AUPBAALETE Y10 TV OTOTEAEGLOTIKOTITO TOV
oapudrov, mopakaAeiche va emikotvovioete, Katapyds, Le Tov ktnviatpd coc. Mmopeite emiong va
AVOQEPETE OTOLAONTOTE OVETIOVUNTO, GUUPAVTO OTOV KATOYO TNG (OGS KUKAOPOPING 1| GTOV TOTIKO
AVTITPOGMOTO TOL KOTOYOV TNG GOE0G KVKAOPOPING YPNOULOTOIDVTOS TO GTOLEIN EMKOWVMVING GTO
TEAOG aVTOD TOV POAAOV OdNYIDV YPHONG, N UEC® TOV €BVIKOD GOG GLOTALATOS avaPOopPas: EBvikdc
Opyaviopog Papudakmv, Tni: 213 2040213, Email: vetpharmacovigilance@eof.gr.

Kompog

Kmmviatpicéc Yanpeoieg

1417, Aevkwoia, Konpog

Web: http://www.moa.gov.cy/moa/vs/vs.nsf
email: pharmacovigilance@vs.moa.gov.cy

8. Aocoloyia yio ka0 €id0g, TPOTOS KL 0001 YOpP1YNONG

Evdopactikny ypnon.
To mepieyduevo piag cvpryyag mpémel va yopnyeitoan og ke mposPefinuévo teTaptnuoplo HEGH TOL
TOPOL TG ONANC apuéc®G HETA TO GpUEYLLA, AVASIHGTIUOTO 12 pdV Yo TPiot GUVEYOUEVA APUEYUATO.

9. Odnyieg Yo ™) c®GTI) YopRYNON

Apuééte 1o mpooPePinuévo tetaptnuopo. [pv amd v €yyvon, 10 dkpo ¢ ONANg mpémel va
rxaBoaplotel Ko va amoivpavOel e T0 ECOKAEIOTO OMOAVUOVTIKO HOVTIAGKL 1| Tavakl Kafoplopon
EUTOTIGUEVO pE KATAAANAO amoAlvpavtikd. To mepieyduevo piag cupryyag mpenet va yopryeital o€ kade
pocPePAnuévo TeTopTNUOPLO HEGH TOL TOPOL TNE ONANG AUECHG UETA TO APUEYUN, KATH SLOCTHUATO
12 opdv petd amd tpio cuveYOUEVA OPUEYLLOTO.

Ye mepintoon Aowdéewv mov mpokarovvtar omd To Paxtipro Staphylococcus aureus umopei va
amortnOel peyolvtepng odpkelag avtifaktnploky Oepaneia. Emopévog, n ocuvolikn didpkelo g
Oepaneiog mpémel va extiundei amod tov kTnviatpo, Oo Tpémel OUC Vo gival apKeETH UEYOAT 0VTOC MOTE
va emtevyBel  TANPNG LTOYDOPNON TNG EVOOUAOTIKNG AoTHmENG.

10. Xpoévor avapoviig

Kpéag kat edmodipot 1otoi: 7 nuépsc.

T'éha: 84 dpeg.

11. EIAIKEX XYNOHKEX AIATHPHXHX

Na purdcoetal o€ 0éon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tondid.

Na purdcoetal o€ Oeppoxpacio pucpotepn tov 25 °C.
Na guAdooetol og EnNpod péEpog,.

Noa pnv xpnoonoteital outd To KTNVINTPIKO QOPLOKEVTIKO TPOIOV HETA TNV Muepopnvia AENG mov
avaypaeetol otny eTikéTa Kot 1o Kouti petd to EXP. H nuepopnvia AMEng eivan 1 tedevtaio nuépa

TOL AVAYPOUPOLEVOL UV
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Aldpketo {ONe PLETA TO TPMTO AVOLYLLO TNG GTOLYELMOOVS GVCKEVAGIAG: AUEST) YPNOT).
12. Ew0wkég mpo@uracels amoppryng

Ta eapuaxo dev TPETEL VL OTOPPITTOVTOL HECH TOV AVUATOV 1) TOV OIKIUK®V OTOPANTOV.

AVTO TO KINVWTPIKO QOPUOKEVTIKO TPOidV dev mPEMEL Vo LOADVEL Ta VdaTa, KaBmG 1 mpedviloAdvn
umopei va glvar emkivouvn yia ta Wapto Kot GAAOLS VOPOBLOVE 0PYOVIGLOVG.

XPNGOTOMGTE TPOYPAUUOTO ETMOTPOPNS QUPUAK®OV YL TNV amdOppyn Un YpNoiomombévioy
KINVIOTPIK®OV QOPUUKEVTIKAOV TPOIOVIOV 1 GAADV VAIKGOV OV TPOEPYOVTOL amd T YPNON TOLG

GUUPMOVO, [LE TIG TOTMIKES ATOLTNGELS KOl LE TUYOV 1oybovTa eBvikd cuothuata cuAloyne. Ta pétpa avtd
SLVUPBEALOVY GTNV TPOGTAGIN TOL TEPPAAAOVTOC,.

Zouppovievteite TOV KINVINTPO GOG Y10 SLVOTOTNTES OTOPPIYNG TV OYPNCILOTOINTOV KTNVINTPIKDV
TPOIOVIMV.

13. Toa&vépnon TOV KTNVIOTPIKOV QUPRIKEVTIKOV TPOTOVTMV

Noa yopnyeitor pévov pe KTNVIOTPIKT GUVTOYT.

14.  Ap1Opoi o105 KUKAOQPOPIUS KUl GUGKEVUGIEG

Ap1Bpog Aderog Kukhopopiog otnv Kdmpo: CY00966V

MéyeBoc cuokevaociog:

Xaptivo kouti pe 24 cvpryyes.

Xaptvo kovuti pe 24 cOpryyec Kot 24 amoAVLOVTIKG, LOVTIAGKIO EPUTOTIGUEVO, LE AV

10OTPOTVMKNG OAKOOANG 65% Kot dyKo (2,4 ml/pavtidaxt) yuo tov kafapiopd twv OnAdy.
Mmropei va, v KuKAOPOpPOUV OLEG Ol GLOKEVAGIES.

15. Hpepopnvia teievtaiog avade®pnong 1oV QUALOV 03NYIAV YP1ONG
14/04/2025

Aentopepeic TANPOPOPIES Y10 TO €V AOY® KTNVIATPIKO QUPLOKEVTIKO TPoioy gival dlabéaiueg ot
Bdon dedopévav e EE yio ta ktnviatpikd tpoidvra (https://medicines.health.europa.eu/veterinary).

16. Xroygia emkovoviog

Katoyog e ddstog KuKAOQOPiog Kol TopaoKeLOoTHE VTELOVVOC Y10 TV AT0OEGUEVOT TOV TOPTIOWV
KOl 0TOLYELO EMKOVOVINGS Y10 TNV ava@opd THOVOAOYOD UEVOV GVETIHOUNTOV EVEPYELDV:

Bioveta, a.s., Komenského 212/12, 683 23 Ivanovice na Hané, Togyikr Anpoxpartio

A. + 420517 318 911

E-mail: reklamace@bioveta.cz

IMa va mAnpoopndeite yio To TOPOV KINVIATPIKO POPUAKEVTIKO TPOTOV, Topakaieiche va
EMKOIVMVNGETE LLE TOV TOMIKO OVTITPOGMIO TOV KATOYOL TG AOEL0G KUKAOPOPING.

17. Alheg minpo@opisg

Heprpariovtikég 1010TNTES

H mpedviloAdvn evdéyetan va dlatapdEet To evOOKPIVIKO GUGTILLO, ETOUEVMG UTOPEL VoL Elval emKivovvn
Yl TOL Wapta Kol GAAOVG LOPOPLOVE OpPYAVIGLOVG,.
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