ITPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

EVANT cycnensus u pemieHue 3a crpei 3a nmuiera

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB
Bceska noza (0,007 ml) Hepa3peneHa BakCcHHA ChABPKA:

AKTHBHH CyOCTAHIUM:

Eimeria acervulina, mam 003 332 —450*
Eimeria maxima, mam 013 196 — 265*
Eimeria mitis, mam 006 293 — 397*
Eimeria praecox, mam 007 293 —397*
Eimeria tenella, mam 004 276 — 374%*

* bpoli ciopyJrpaHu OOLKCTH, MOTyYeHHU OT MPEXIEBPEMEHHO Pa3BUIIN C€ OTCIA0CHH TUHUH Ha
KOKUUANH, CIIOPEN in Vitro MPOLEAYPUTE HA IPOU3BOAUTEIS B MOMEHTA HA CMECBAHE.

AJUKYBaHT:
Mownrtanug IMS

Jlexo MHHCPAIIHO MACJIO

CKCHIUMIIMCHTN:

KauecTBeH ¢bCTaB Ha MOMOILIHHUTE
BE€IIECTBA U JIPYITUTE CbCTABKH

EVANT (BakcuHa):

Kanues xnopun

Junatpuer Gocdat gogekaxuapar
Kanues auxunporendocoar
Hatpues xsopug

ITommcop6at 80

[Ipeuncrena Boga
HIPRAMUNE T (pa3tBoputen):
bpunsaTHO cnubo (E 133)
Anypa gepero AC (E 129)
Banunun

Mownrtanug IMS

HIPRACELL (pa3rBopuTen):
BpunsatHo cubbo (E 133)
Anypa gepero AC (E 129)
Banunun

Jlexo MUHEPAITHO MacIIo
ITommcop6at 80

Copbutan MOHOOJIEAT

Kanues xnopun

Junatpuer Gocdat goaekaxuapar
Kanues quxuaporendocdar
Hatpues xsopug

Bona 3a urxkekImumn

OxauBane: bsiio MbTHO OKauBaHe.
PastBopuTen: TbMHOKA(SIB Pa3TBOP.



3. KIMHUYHA UHOPOPMALIUA

3.1 BupgoBe :kMBOTHH, 32 KOUTO e npeaHaznayen BJIII

[Iunera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BU/ )KMBOTHH, 32 KOITO e NMpeAHa3HAYEH MPOAYKTHT

3a akTHBHA MIMYHHU3allUs HAa IIMJIETa Ha Bb3PacT OT 1 /IeH 3a HaMaJsiBaHE Ha CTOMAIHO-YPEBHU JIE3UH U
NPOM3BOACTBOTO Ha OOLKMCTH, CBBP3aHO C KOKLMAMO3a, MPUYUHEHa oT Eimeria acervulina, Eimeria
maxima, Eimeria mitis, Eimeria praecox n Eimeria tenella n 3a HamansiBaHe Ha KIMHUYHUTE PU3HALN
(mmapwust), cBbp3anu ¢ Eimeria acervulina, Eimeria maxima v Eimeria tenella.

Havano Ha umyHuTeTa: 2 CEAMUIMN ClE] BAKCUHALIMSL.

IIpoabIKUTETHOCT HA UMYHHTETA: 9 CeIMULIUCIIE]] BAKCUHALMSA B Cpeia, T03BOJIABALA PELUKINpaHE
Ha OOIIMCTH.

3.3 IIporuBomokazaHusi

Hswma.

3.4 ChneunuajHM npexynpeKaeHust

Bakcunata HsiMa 12 npeAnasu BUIOBE, Pa3IMyHH OT NUJIETa, OT KOKLIUANO03a U € e()eKTHBHA CAMO
Cpely IMoCOYeHUTE BUAOBE Eimeria. To3u MpoayKT € MpeaHa3HaueH 32 BAKCUHUPAaHE caMo Ha
KpPaTKOBPEMEHHO JKHMBeely nuieTa. Hama nanHu 3a 3amuTa Ha ITHIIM C TTO-TOJIIMa MPOABIKUTETHOCT

Ha J)KMBOTA, KaTo OBJACIIM HOCAYKK/ TTHIIHU 33 PA3ILION.

I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHH.

3.5 ChnenuajHy NpeANasHH MePKH IPH ynoTpeda

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpy BUIOBETE )KUBOTHH, 38 KOUTO €
npendaszHauexn BJIIT:

TpsOBa CTPUKTHO Aa ce MpHiIara ImoI0BO OTIIICKAaHEe Ha MTUJIeTaTa Mpe3 MEPBUTE 3 CEIMUITH CIICT
BaKCHHAIS.

3a ;1a ce HaMaJIAT MMoJIEBUTE HH(DEKINH, Ce TIPENOPhUBa BCUUKH HOBOM3JIIONCHHU Ja OBbIaT OTCTPAHEHH,
a MOMEIIEHMATA ¥ CBbP3aHOTO 000pyIBaHe, KOETO € B KOHTAKT C BAKCHHHPAHH MIJIETa, TPSOBa 1a ObaaT
MOYUCTEHH B TIEPHO/Ia MKy MTPON3BOACTBEHUTE IIHKIIH.

CrenyaiHy Mpearna3ii MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MIPOAYKT Ha
KHMBOTHHUTC!

Crnen ynorpeba usMmuiite u ne3uH(eKTHpaiiTe phlieTe 1 000pyABAHETO.

CHCLII/IEIJ'IHI/I Opeanasiy MCPKH 34 3allliTa Ha OKOJIHATa Cpcaa:

He e npunoxxumo.
3.6 HeOnaronpusiTHu peaKkuuu

ITunera:



Hama

Cro011aBaHeTo Ha HEOIATONPUSATHHU PEaKIuU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BEeTePUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIeHuATa TPsOBa Ja ce M3MpaIar, 3a
NpeoYrTaHe Ype3 BETEPUHAPEH JIeKap, WK Ha TIPUTEkKATEN sl HA pa3pelieHueTo 3a ThPTrOBHS WK Ha
MECTHUS My MTPEJICTABUTE, MIIM Ha HAIIMOHAJHHS KOMIICTEHTEH OpTaH upe3 HallHOHAJHATa CUCTeMa 3a
choOIIIaBaHe. 32 ChOTBETHHUTE JIAHHU 3a BPh3Ka BIDKTE ChIIIO TOYKA JIMCTOBKATA.,

3.7 VYmnorpeba no Bpeme Ha OPEeMEHHOCT, JAKTAIUS WU sliillEeHOCeHe

IITuny HocauKwy:

be3omnacHocTTa Ha BETEpUHAPHOMEUIIMHCKUA MPOAYKT HE € JJ0Ka3aHa Mo BpeMe Ha gifiieHoceHe. Jla
HE C€ M3IO0JI3BA MPH NITUIK B IEPUOJIA HA SHIIEHOCEHE WM B paMKUTE Ha 4 CeIMHUIY PeIy Ha4aI0To
Ha SUIIEHOCHUS TIEPUO/I.

3.8 B3zaumopneiicTBHe ¢ IPyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYyru GpopmMu Ha
B3anMojieiicTBHe

Hsma nannyna nadopmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChbBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C IpyTU BeTepUHAPHOMEANLIMHCKH MPOoXyKTH. [lopaan Ta3u npuunHa, MpuiIaraneTo Ha Ta3u
BaKCHHA MPEAM WK ciiell ynorpedara Ha APYT BeTepUHAPHOMEIUIIMHCKY IPOAYKT TpsiOBa Aa ce
MIPELEHN CIOpe] MHANBUIYATHHS CIydail.

He Tps6Ba na ce M3noa3BaT aHTUKOKIUAWIHN CyOCTaHIINY WK IPYTH BEIIECTBA C AaHTHUKOKITUIUIHA
aKTHUBHOCT 4Ype3 XpaHEHE WK MKMEHE Ha BOJA B MPOIBIKEHNUE HA TIOHE 3 CEAMMUIIM CIe
BAKCMHUPAHETO Ha MWIETATa C TO3U NPOAYKT. B pOTHBEH cilydaii, IpaBUIHATA PEIUIMKALMS Ha
OOITUCTHUTE BHB BAKCMHATA U TIOCJIEIBAIIIOTO Pa3BUTHE HA CTAOWIICH UMYHUTET MOXKE Jia ObJie
BB3NPENATCTBAHO. [[pOaBbIKUTENHOCTTAa HA IMYHHUTETA 3aBUCH OCBEH TOBA OT CpeliaTa, KOsiTo
M03BOJISIBA PEUKIMPAHE HA OOLMCTH, MOPAJIN KOETO B3EMAHETO Ha PENIEHUE 32 U3IOJI3BAHE HA
HSKAKBU aHTUKOKIUAMHHY CYOCTaHIIUU B 3-CEIMUYHHS MIEPHOJ CJIe] BaKCHHAIMS TPSIOBa Ja B3eMe
MpeABU MOTEHIUATHOTO HETATUBHO BIMSIHUE BbPXY MPOIBIKUTEIHOCTTA HA UMYHHUTETA HA TO3U
MPOIYKT.

3.9 HavuH Ha NPUIOKEHNE U J03MPOBKA

3a mepopaHo MPUIIOKEHHUE.
HauyuHbT Ha NPUIIOKEHHUE € Ype3 Ipyd crpei.

Cxema Ha BaKCHHAITHS:
Enna no3a Bakcuna (0,007 ml) 3a muera Ha Bb3pacT Haj 1 JieH.

Ilpunoxenue:
HaunasT Ha IpHITOKEHHE € Upe3 TPyO crpeil ¢ M3MoJI3BaHe Ha TTOIXOIAII0 YCTPOMCTBO (TOCTABSH 00eM:

28 ml/100 nunera, pazmep Ha kanka: 200 — 250 pm u paboTHO Hansrane: ot 1,5 1o 3 Oapa).

[Ipenu na 3amovHeTe MOATOTOBKATA HA PAa3TBOPA 3a HAIIPBCKBAHE CE YBEpETe, e pas3nosarare ¢ YUCT
CBJl C JIOCTAaThUYCH KallalUTET 3a NPUTOTBSIHE Ha pa3peleHaTa CyCIeH3Hs Ha BakcHHaTa. Paspenere
BaKCHHATa chbe ChoTBeTHHS 00eM Ha pastBoputenss (HIPRAMUNE umun HIPRACELL) u Boza, KakTo €
NIOKAa3aHo B clie/(Bamara tabimma:

Ho3n Bona Bakcuna Pa3TBopuTes Oomo
1000 223 ml 7 ml 50 ml 280 ml
5000 1115 ml 35 ml 250 ml 1 400 ml

10 000 2 230 ml 70 ml 500 ml 2 800 ml




Pasknarere ¢uiakona ¢ pasreopurens (HIPRAMUNE T unu HIPRACELL). Pa3penete chbabpikaHueTo
Ha (pr1aKkoHa ¢ YKCTa BOJIA ChC CTaifHa TeMIlEpaTypa B TIOAXOISIII Ch.

Pasknatere dnakona c Bakcunara (EVANT) u paspenere cbabpp:kaHHEToO ¢ pa3TBOpuTens u Boaa. Cren
paspexxaHe ce nojyyaBa BHOJIETOBA CYCIIEH3US.

Hanbnuere pesepBoapa Ha yCTpOICTBOTO 3a NpPBbCKaHE € LSAJIOTO KOJMYECTBO OT IPUTOTBEHATa
CYCIICH3MsI Ha BAKCHHATA.

Ionabprkaiite cycneH3usTa Ha pa3peAeHaTa BaKCHHA IOCTOSIHHO B XOMOT€HHO ChCTOSHUE C IIOMOIITa
Ha MarHuTHa ObpKaJika, JOKaTO BaKCMHATa He ObJie IPUIIOKEHa upe3 rpy0 crpei Ha MuIeHIara.

3a 1a mogoOpuTe eTHOPOAHOCTTA HA BAKCHHALIMATA, APBKTE MUJICHIIATa B KYTHSATA 32 TPAHCIIOPTUPaHE
noHe 1 yac, 3a ja MOrat 1a HOrbJIHAT BCUYKU KallKi OT BaKCHHATa.

Crnen ToBa BHUMATENHO BbpPHETE NMICHLATA NPH HOBOU3IIONEHUTE M NPOABIDKETE ¢ OOMYaiiHUTE
NPaKTUKU U TPIKU.

YcTpolcTBOTO TpsiOBa Aa ce MOYKNCTBA Ciie Besika yrnorpeda. BikTe HHCTpYKIMUTE HA TPOU3BOIUTEIS,
3a Jja TapaHTUpaTe NpaBUiIHATa Ae3HH(EKIUI U TOAIPHKKA HA YCTPOHCTBOTO.

3.10 CumnTomMHu Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NPoUeIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHIOTH)

Cﬂe)_'[ IMPUWJIIOKCHUCTO Ha TE¥XKKa CBPBHXI03a (10—KpaTHa) 4e€CTO C€ Ha6J’I}O)IaBaT JICKHU, IMPEXOAHU
KIIMHUYHU TIPpU3HAI Ha KOKOUINO03a 0e3 HIKaKBU MOCICACTBUA BbPXY KpaﬁHaTa e(i)eKTI/IBHOCT.

3.11 CnenuajHM OTpaHUYEeHHUS 32 YNOTpeda U CTeNMAJIHU yCJIOBHS 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHNYeHMs 32 ynHoTpebaTa Ha AHTUMHMKPOOHH M MPOTHBONAPA3NTHU BeTePUHAPHH
JIEKAPCTBEHH MPOAYKTH, € 1[eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH CpOKOBe

Hyna gan.

4. NUMYHOJOTI'NYHA HTHO®OPMALUA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI01ANO1.
3a cTuMyJNUpaHe Ha aKTHBEH UMYHHUTET Cpelly KOKIHIAN03a, IpUuInHeHa ot Eimeria acervulina,
Eimeria maxima, Eimeria mitis, Eimeria praecox v Eimeria tenella.

5. DAPMAIEBTUYHHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cwmecBaiite ¢ Apyr BETEpHMHAPDHOMENMIMHCKU IPOAYKT, C H3KIIOYEHHE Ha Pa3TBOPUTEIS,
NPEIOCTaBEH 3a yHOoTpeda ¢ MpoAyKTa.

5.2 Cpoxk Ha roaHoCT

EVANT:
Cpok Ha TOJHOCT Ha KpailHUs BeTEpUHAPHOMEANIIMHCKY NpoAyKT: 10 mecena
Cpok Ha TOJHOCT cllefl pa3peXkaaHe B CbOTBETCTBHUE ¢ MHCTpyKuuuTe: 10 vaca.

HIPRAMUNE T (pa3tBOopuTe):
CpoK Ha TOJHOCT Ha KpailHUs BETCPUHAPHOMEAMIIMHCKY IPOAYKT: 2 TOIUHH.
HIPRACELL (pa3tBopuren):




Cpox Ha TOHOCT HA KpalHHs BETEPUHAPHOMEANUIIMHCKY IPOIYKT: 2 TOAMHH.
5.3 CrhenuanaHu yca0BHSA 32 CbXpaHeHHe

Ja ce cexpaHsaBa u TpaHCIIOpTHpa B oxjianeHo ceerosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

5.4 Bua u cbeTaB Ha MIbpBUYHATA OIIAKOBKaA

EVANT:
Besnpernu crhrkinenn dhaakonu tai I, ceabpxkamu 7 ml, 35 ml wiu 70 ml cycnensus (1000, 5000 u 10
000 mo3wm), 3aTBOpPEHU C THIT | MOTUMEPHH €TaCTOMEPHH 3aITyIIAJIKN M aTyMUHHUECBU KaIlTauKH.

HIPRAMUNE T ¢ HIPRACELL (pa3rBOpuTen)
[omunponunenosu ¢uakonu, ceabpxkamuy 50 ml, 250 ml u 500 ml pazrBopuren, 3aTBopenu ¢ tun |
MOJIMMEPHU €JTACTOMEPHH 3aITyIIaIKH ¥ aTyMUHUEBH KalauKH.

Pasmepun Ha onakoBKaTa

Kapronena kytus ¢ eaun (uaakodn EVANT, ceappkam; 7 ml (1000 mo3u) u enuH ¢1akoH
HIPRAMUNE T, csapprkant 50 ml.

Kapronena kytus c emun ¢uakon EVANT, cpabpxam 35ml (5000 no3m) m enun QuakoH
HIPRAMUNE T, cbabpxar 250 ml.

Kapronena xytus ¢ emun ¢unakoH EVANT, cpabpxam 70 ml (10 000 no3m) m eauH Quakon
HIPRAMUNE T, csappxkarnt 500 ml.

Kapronena xkytwst ¢ enur ¢irakod EVANT, ceapprkart 7 ml (1000 mo3n) u equn prmakor HIPRACELL,
chabpikar 50 ml.

Kapronena kytus c emun ¢uakon EVANT, cpabpxam 35ml (5000 no3m) m enun QuakoH
HIPRACELL, cpappxan 250 ml.

Kapronena xytusi ¢ emun ¢mnakoH EVANT, cpabpxam 70 ml (10 000 mo3m) m eauH Quaxon
HIPRACELL, cpabprkamnt S00 ml.

He Bcuuku pasMepu Ha OnmakoBKaTa Morar ja ObJaT IpeJiarany Ha masapa.

5.5 ChenuajHu MepPKH 32 YHUIIOKABAHE HA HEU3MO0JI3BAHU MPOAYKTH UJIH OCTATBHIH OT TAX
BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3non3eaiiTe mporpaMu 3a BphIaHe IPU YHUIIIOKABAHETO HA HEU3ITOJI3BAHN BETCPUHAPHU
JIEKaPCTBEHHU MPOIYKTH U OCTATHIU OT TSIX B CHOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO ¥ C BCUYKH HAIIMOHATHU CUCTEMH 33 ChOMpaHe, IPUIOKUMH 32 ChOTBETHHUS
BETEPHHAPEH JICKApPCTBEH IPOIYKT.

6. HNME HA ITPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUSA

EU/2/18/233/001-006



8. JATA HA I'BPBOTO U3JJABAHE HA PASPEIIEHUETO 3A ThbPI'OBUS

[laTa Ha TEPBOTO U3AaBaHe Ha JMuUIleH3 3a yrnoTpebda: 05/02/2019.

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
IMPOAYKTA

{(JUYMM/TTIT}

10. KIACHUDPUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[la ce oTmycka caMo 10 JIEKapcKO MpeIIUCaHHe.

[TonpoOHa nHpOpMAaNKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOYKT MOXKE J]a HAMEpHTE B 0a3ara JaHHU
Ha Cpro3a orHOocHO npoxykTute (https:/medicines.health.europa.eu/veterinary).



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

IMPNJIOKEHHUE I1

APYI'N YCJIIOBUA U UBUCKBAHUA KBbM PASPEIHIEHUETO 3A ThPI'OBUs

Hsama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH
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NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHbHIITHATA OITAKOBKA

Kapronena kytust

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

EVANT cycnensus u penieHue crpen 3a nuiera.

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika no3za (0,007 ml) Hepaspenena BakcuHa chappixka: CIEAHUAT OpOH CIIOPYIUPATH OOIUCTH:

Eimeria acervulina, mam 003 332 -450
Eimeria maxima, mam 013 196 — 265
Eimeria mitis, mam 006 293 - 397
Eimeria praecox, mam 007 293 -397
Eimeria tenella, mam 004 276 — 374

‘ 3. PASMEP HA OITAKOBKATA

Enun dnakon cse 7 ml (1000 mo3u) EVANT u enun durakon ¢ 50 ml HIPRAMUNE T (pastBoputen).
Enun ¢nakon ¢ 35 ml (5000 no3u) EVANT u enun daaxon ¢ 250 ml HIPRAMUNE T (pa3tBopuren).
Enun ¢nakon cbe 70 ml (10 000 no3u) EVANT u equn ¢aakxon ¢ 500 ml HIPRAMUNE T
(pazTBOpHTEN).

Enun gnakon cbe 7 ml (1000 mo3u) EVANT u enun diakon ¢ S0 ml HIPRACELL (pa3tBoputen).
Enun dguakon ¢ 35 ml (5000 mo3u) EVANT u enun daakon ¢ 250 ml HIPRACELL (pa3tBopurenn).
Enun ¢gnakon cbe 70 ml (10 000 no3u) EVANT u egun ¢uakon ¢ 500 ml HIPRACELL
(pazTBOpHTEN).

‘ 4. BUJOBE )KUBOTHWU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

IInnera.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

3a mepopaHO MPUIIOKEHHE.
MacoBo 00MKHOBEHO HanpbCKBaHE.

7. KAPEHTHUM CPOKOBE

KapenTeHn cpok: HyJa JHU.

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
Crnen paspexxaane, u3noassail B pamkute Ha 10 yaca.

11



‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJIEHO ChCTOSHUE.
Ha He ce 3ampasspa.

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[penu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT Iorjicaa 1 Ha HEAOCTBITHU 3a I€1a MECTA.

‘ 13. HMME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPTOBUA

LABORATORIOS HIPRA, S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBHUA HA BJIII

EU/2/18/233/001 (1 000 no3u)
EU/2/18/233/002 (5 000 mo3m)
EU/2/18/233/003 (10 000 mo3n)
EU/2/18/233/004 (1 000 no3n)
EU/2/18/233/005 (5 000 no3n)
EU/2/18/233/006 (10 000 mo3n)

‘ 15. NMAPTUJAEH HOMEP

Lot {Homep}

12



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

®daakon ¢ BakcuHa 3a 1000 niau 5000 xo3m

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

EVANT

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Bcesika no3za (0,007 ml) Hepaspenena BakcuHa chappika: CIEAHUAT OpOH CIIOPYIUPATH OOIUCTH:

Eimeria acervulina, mam 003 332 -450
Eimeria maxima, mam 013 196 — 265
Eimeria mitis, mam 006 293 - 397
Eimeria praecox, mam 007 293 -397
Eimeria tenella, mam 004 276 — 374

‘ 3. NAPTUJIEH HOMEP

Lot{nomep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Crnen paspexxaane, u3nonassail B pamkute Ha 10 yaca.

‘ 5. CBIABPKAHUE CITIPAIMO MACA, OBEM WJIH BPOM HA EIMHAYHUTE JI03U ‘

1 000 mo3m
5 000 mo3m

13



NHOOPMAIUSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA

®daakon ¢ BakcuHa ¢ 10 000 no3u

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

EVANT cycnensus crpeil 3a nmunera.

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Besika mo3a (0,007 ml) Hepaspenena BakcuHa chabpika: CIEAHUAT OpOH CIIOPYIUpPaId OOLUCTH:

Eimeria acervulina, mam 003 332 -450
Eimeria maxima, mmam 013 196 — 265
Eimeria mitis, mmam 006 293 - 397
Eimeria praecox, mam 007 293 -397
Eimeria tenella, mijam 004 276 - 374

3. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

ITunera.

‘ 4. HAYUHU HA ITPUJIIOKEHUE

3a mepopaiHO MPUIIOKEHHE.

I'py6 crpeti.

Ha ce cmecu ¢ HIPRAMUNE T unmun HIPRACELL (pa3tBopuren).
[penu ynoTpeda mpoyeTH TUCTOBKATA.

‘ 5. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Cren pa3pexnane, w3mo3Bail B pamkute Ha 10 gaca.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJICHO ChCTOSHUE.
Ja He ce 3ampassiBa.

‘ 8. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.

14



‘ 9. IMAPTUJIEH HOMEP

Lot {Homep}

‘ 10. CBHABPXKAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U

10 000 mo3m
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NHOOPMAIUSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA (ETUKET) HA PASTBOPUTEJIA

DaakoH ¢ pazteoputea ot 50 ml, 250 ml uiam 500 ml: Hipramune T

1. HAUMEHOBAHUE HA PASTBOPUTEJIA

HIPRAMUNE T pa3tBopuTen 3a opajieH cipei 3a muieTa

2. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

ITunera.

3. METOA 1 HAYUH HA TPUJIOKEHUE

[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

| 4. CPOK HA TOJHOCT

Exp. {mm/rTIT}

‘ 5. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAIEHO ChCTOSHUE.
Ja He ce 3ampassiBa.

‘ 6. HUME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

LABORATORIOS HIPRA, S.A.

‘ 7. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 8. CBIABPKAHUE CITIPAIMO MACA, OBEM WJIHW BPOM HA EIMHAYHUTE /103U

50 ml
250 ml
500 ml
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NHOOPMAIUSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA (ETUKET) HA PASTBOPUTEJIA

DaakoH ¢ pazteoputena ot 50 ml, 250 ml uan 500 ml: Hipracell

‘ 1. HAUMEHOBAHUE HA PASTBOPUTEJIA

HIPRACELL pa3tBopuTen 3a OpaJieH clipeil 3a mujieTa

‘ 2. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

ITunera.

3. METOA 1 HAYUH HA TPUJIOKEHUE

3a mepopanHo npuioxeHue. ' pyo crpei.
[Ipenu ynoTpeba npoyeTH JIUCTOBKATA.

| 4. CPOK HA TOJHOCT

Exp. {Mmm/rTIT}

‘ 5. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJICHO ChCTOSHUE.
Ja He ce 3ampassiBa.

‘ 6. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

LABORATORIOS HIPRA, S.A.

‘ 7. NAPTUJAEH HOMEP

Lot {nomep}

‘ 8. PASMEP HA OITAKOBKATA

50 ml
250 ml
500 ml

17



B. IHCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT
EVANT cycnieH3us u pelieHue crpei 3a nujieTa.
A Cbcras

AKTHBHU CyOCTaHIINH:
Besika mo3a (0,007 ml) HepaspeaeHa BakCHHA ChIbpKa

Eimeria acervulina, mmam 003 332 —450%*
Eimeria maxima, mam 013 196 — 265%*
Eimeria mitis, tmam 006 293 — 397*
Eimeria praecox, ujam 007 293 —397*
Eimeria tenella, ijam 004 276 — 374%*

* bpoli criopy/MpaHy OOLUCTH, TOJyYSHH OT TPEKICBPEMEHHO Pa3BUIIM €€ OTCIA0CHU JIMHIH Ha
KOKLUINH, CIIOPE] in Vitro mpoueaypuTe Ha MPOU3BOJUTENS B MOMEHTA HA CMECBAHE.

Cycnensus: bsita MbTHaA CyCIICH3HS.
PasrBopuren: ThMHOKaEeHUKAB pa3TBOP.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayeH BJIII
IIunera.
4. IToxa3zanus 3a ynorpeoda

3a akTHBHA UIMYHU3aIUs Ha TTUJIETa HAa Bh3PacT OT | JICH 3a HaMaJsiBaHE Ha CTOMAIIHO-YPEBHU JIC3UH U
NPOM3BOACTBOTO Ha OOLKCTH, CBBP3aHO C KOKLWAMO3a, IpHYUHEHA oT Eimeria acervulina, Eimeria
maxima, Eimeria mitis, Eimeria praecox v Eimeria tenella, v 3a HamaJisBaHe Ha KJIMHUYHUTE TPU3HAITU

(mmapus), cBbp3anu ¢ Eimeria acervulina, Eimeria maxima u Eimeria tenella.
Hauano na umyHuTeTa: 2 CEIMUIIM CIIe]] BAKCHHHpAHE.

IIpoABIHKUTEITHOCT Ha UMYHHTETA: 9 CeIMUIIN Clie] BAKCHHAIWS B Cpejia, MIO3BOJIABAIA PEITUKITUPAHE

Ha OOMCTH.

5. IIporuBonokazanus

Hsama.

6. CrnenuaJiHu mpexynpexaeHus

CHCLII/IaJ'IHI/I OpCAYNPECKIACHUA

BakcuHara HAMa J1a Ipeana3y BUA0BE, Pa3INYHM OT ITUJIETa, OT KOKIUIH03a U € €PEKTHUBHA CAMO CPEIILy
mocoueHuTe BUIOBE FEimeria. To3W TIPOAYKT € TIpPeAHA3HAYCH 3a BaKCMHUpPAHE caMO Ha
KpaTKOBPEMEHHO JKMBeellly nuieta. HaMa qanHu 3a 3aiuTa Ha NTULU € TO-TOJIsIMa TPOIBIIKUTEITHOCT

HAa JKMBOTA, KaTO OBJACIIM HOCAYKK/ ITHUIIM 33 PA3ILIOL.
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CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npexHaszHaueH BJIIT:

Jla ce BakCHHMpPAT caMO 3/JpaBH MTUJICTA.

TpsOBa CTPUKTHO Aa ce MpHiIara ImoI0BO OTIIICKAaHEe Ha MTUJIeTaTa Mpe3 MEPBUTE 3 CEIMUITH CIICT
BaKCHHAIH.

3a 1a ce HaMaJIAT MOJIEBUTE MH(MEKITHH, Ce TIPETIOPhUBa BCHUKH HOBOU3IIONICHH J1a ObIaT OTCTPAHEHU,
a MOMEIIEHUATA ¥ CBbP3aHOTO 000PY/IBaHE, KOSTO € B KOHTAKT C BAKCUHHPAHU MIJIETa, TPSAOBaA 1a ObIaT
MOYUCTECHH B TICPUO/Ia MEXK/Ty TPOU3BOACTBCHUTE IIUKIIH.

CrieluaiHy Ipena3Hi MEPKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIJIATAIIO BETEPUHAPHUS JICKAPCTBEH
OPOJIYKT HA )KUBOTHHTE!
Crnen ynorpeba usMmuiite u ne3uH(eKTHpaiiTe phlieTe 1 000pYABAHETO.

IItnuy Hocaukwu:

be3omnacHocTTa Ha BETEpUHAPHOMEUIIMHCKUA MPOAYKT HE € JJ0Ka3aHa Mo BpeMe Ha gillieHoceHe. Jla
HE Ce U3M0JI3Ba IIPU MTULIU B NIEPHOJIa HA STHIIEHOCCHE WU B paMKUTE Ha 4 CEAMUIIM MPEIU HA4aI0To
Ha SULEHOCHUS TIEPUOJ.

BsaumosneiicTBue ¢ Ipyru BETEpUHAPHU JEKAPCTBEHU IPOAYKTH U APYTH (hOPMH Ha B3aUMOIEHCTBUE:
Hsama nannyna nadopMarus 3a 6€30MaCHOCTTa U €PUKACHOCTTAa OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHOMEAUIIMHCKH MPOAYKTH. [lopaau Ta3u npuunHa, MPHIAraHeTo Ha Ta3u
BaKCHHA TIPEU W CIIe/ yIoTpedara Ha IPYyT BETCPUHAPHOMETUIIMHCKH MTPOAYKT TpsOBa 1a ce
TIPETIeH CTIOPE HHINBUTYTHUS CITydai.

He tps6Ba ma ce m3mon3BaT aHTUKOKIUIUHHN CyOCTaHITUN WIIA JPYTH BEIIeCTBA ¢ aHTUKOKIIMINHAHA
aKTHBHOCT Ype3 XpaHECHE WK ITHEHEe Ha BOJa B MPOABDKCHIE Ha TIOHE 3 CEAMUITH CIIe]] BAKCHHUPAHETO
Ha TWIeTaTa C TO3W MPOAYKT. B MpOTHBEH Ciydaid, MpaBWJIHATA PEILTAKAIMS Ha OOITUCTHUTE BHB
BaKCHHATa WM TOCJC/ABAIOTO Pa3BUTUE HA CTAOWICH UMYHUTET MOXKE Ja ObJlie BB3NPEIATCTBAHO.
IIpoabmKUTENHOCTTa HA UMYHUTETA 3aBUCH OCBEH TOBA OT CPElaTa, KOSITO MO3BOJIABA PEIUKINPAHE Ha
OOITUCTH, TIOPATU KOSTO B3EMAaHETO HA PEIICHUE 32 M3TI0JI3BaHE HAa HIKAKBH AaHTUKOKIIUIHHA CYOCTaHITUN
B 3-CeIMHUYHUS TIEPHOJ CJIe]] BaKCHHAIUA TPsAOBa Na B3eMe TPEABHI IOTEHITHATHOTO HETATHBHO
BJIMSIHUE BHPXY MPOABIDKUTEITHOCTTa HA IMYHUTETa Ha TO3W TPOIYKT.

IIpenosupane:
Crnen npUIOKCHHETO Ha TeXKa CcBpbxao3a (10-kpaTHa) 4ecTo ce HaONIOMABaT JICKH, MPEXOTHHU

KJIMHAYHY TIPU3HAINM HA KOKIMIM03a 0e3 HIKAKBU IMOCIEICTBHSI BhPXY KpaiiHaTa e(eKTHBHOCT.

OCHOBHM HECHBMECTUMOCTH
He cmecBaiiTe ¢ Japyr BeTepHHAPEH JIEKAPCTBEH MPOJYKT, C HU3KIIOYCHHEC HA Pa3TBOPHUTEINS,
NPEZIOCTaBEH 32 YIoTpeda ¢ MPoayKTa.

7. HeOnaronpusiTHu peakuuu
ITunera.

Hama

Cro0I1maBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArOMPUATHU PEAKITUH, BKIIOUUTECITHO 1
TaKWBa, KOUTO HE Ca OIMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETEPUHAPHUS JIEKAPCTBCH MPOTYKT
HE JICHCTBA, CBBPXKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChoOIaBaTe
HEOJIArONPUATHYU PEaKIUU Ha TIPUTEKATEIIS Ha Pa3pelICHHETO 32 ThPTOBHS WM MECTHHS
MIPEJICTABUTEI HA MTPUTEKATEIS Ha Pa3pelICHHETO 32 ThPrOBHS, KATO U3IOJI3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3W JINCTOBKA MM Upe3 Bamrara HannoHaiiHa cucTema 3a choOIaBane: {IoApoOHOCTH 32
HallMOHATHATa CHCTEMA }
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8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

Enna no3a Bakcuna (0,007 ml) 3a munera Ha Bb3pacT oT 1 JieH.
3a mepopaiHO MPUIIOKEHNE.
HaunabT Ha mpuiiokeHue € upes3 rpyo crpei.

9. CobBeTH 32 IPABUJHOTO NPWIATAHE HA MPOAYKTA

HauunbT Ha npuIto’keHUE € Upe3 Ipy0 cripeii ¢ M3MoI3BaHe Ha IOAXO0 A0 YCTPOUCTBO (IocTaBsiH 00eM:
28 ml/100 munena, pasmep Ha kanka: 200-250 pm u pabotHo Hajsrase: ot 1,5 no 3 6apa). [Ipenu na
3aloYyHeTe MOJAroTOBKAaTa Ha Pa3TBOpa 3a HANPBCKBAHE CE yBEpPETE, Ue pasnoyiaraTe ¢ YUCT ChJ C
JIOCTaThUEH KalalUTeT 32 IPUTOTBSHE Ha pa3pe/ieHaTa CycleH3Msl Ha BakcuHata. Pa3penere BakcuHara
cbe choTBeTHUS 00eM Ha paztoputreist (HIPRAMUNE nnu HIPRACELL) u Boga, KakTo € moka3aHo
B ClleiBalaTa Tabauna:

J03H1 BOJA BAKCHUHA PastBopuren OBIIO
1000 223 ml 7 ml 50 ml 280 ml
5000 1115ml 35ml 250 ml 1 400 ml
10 000 2 230 ml 70 ml 500 ml 2 800 ml

Paszkmarere dmakona ¢ pazrsopurens (HIPRAMUNE T unn HIPRACELL). Pa3penere chappxaHueToO
Ha (pylakoHa ¢ BoJa ChC CTaliHa TEMIepaTypa B MOIXOSI ChI.

Pasknatere dnakona c Bakcunara (EVANT) u paspenere cbabpp:kaHHeTo ¢ pa3TBOpuTens u Boaa. Cren
paspexxaHe ce nojy4yaBa BHOJIETOBA CYCIIEH3US.

Hanbnnaere pesepBoapa Ha yCTPOHCTBOTO 3a MPBCKAHE C ISVIOTO KOJIMYECTBO OT IPUTOTBEHATA
CYCIICH3MsI Ha BAKCHHATA.

[lonabprkaiite cycneH3usTa Ha pa3peAeHaTa BaKCHHA IOCTOSIHHO B XOMOT€HHO ChCTOSHUE C IIOMOIITa
Ha MarHuTHa OBbpKajKa, JOKAaTO BakCHMHaTa He ObJe MPUIOXKEeHa upe3 Ipy0o HampbCcKBaHE Ha
MWIEHIATA.

3a 1a mogoOpuTe €THOPOAHOCTTA HA BAKCHHALIMATA, APHKTE MUJICHLIATa B KYTHSTA 32 TPAHCIIOPTUPaHE
noHe 1 gac, 3a 1a Morar J1a oreJIHaT BCHYKU KallKy OT BaKCHHATA.

Crnen ToBa BHHUMATENHO BbpPHETE NMJICHLATA NPH HOBOU3JIIOIEHUTE M NPOABIDKETE ¢ OOMYaiHHUTE
HPaKTUKU U TPIKU.

YcTpolicTBOTO TpsIOBA 1a CE IOYKMCTBA CIIE] BCsIKa yoTpeda. BikTe MHCTPYKITMUTE HA IPOU3BOTUTEIIS,
3a Jla rapaHTUpaTe MpaBUIHATA AC3UH(EKIU U MOIAPHKKA Ha YCTPOHUCTBOTO.
10. KapeHTHHU cpokoBe

Hyna gan.

11. Chnenuajanm ycJIoBHs 32 CbXpaHeHHe

Ha ce cbxpansBa ganey OT NOrjieAa U Ha HEAOCTHITHY 3a Aella MecTa.

Jla ce chxpansiBa 1 TpaHCTIOPTHpPA B oXJageHo cheTosHue (2 °C — 8 °C). [la He ce 3ampazsBa.

CpoK Ha TOJHOCT ciell pa3pekaaHe B ChOTBETCTBUE ¢ UHCTpYyKuuTe: 10 vaca.

Ja He ce u3mon3Ba TO3M BETCPUHAPHOMEAMULIMHCKU MPOAYKT CJel M3TUYaHE Ha CPOKa Ha T'OJIHOCT,
MOCOYEH BhPXY KapTOHEHaTa KyTHs 1 eTuKeTa. JlaraTta Ha M3THYaHe Ha CPOKa Ha BaJMIHOCT C€ OTHACS
3a MMOCIIEAHNA JI€H OT TO3U MECEIL.
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12. ChenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’I>I[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UIIH
OuTOBU OTHaabIH.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHU MPOAYKTH MM OCTATHIH OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKHU TPUJIOKUMH HAIIMOHATHN CHCTEMH 32 chOupaHe. Te3u MEepKH Iie
MMOMOTHAT 3a OMa3BaHe Ha OKOJIHATA Cpelia.

[Tonuratite Bamus BeTepuHapeH jiekap uid ¢papMalieBT KakBo Ja paBute ¢ HeHykHuTe BMII. cpokbT
Ha TOJHOCT C€ OTHACH JI0 MOCIEAHHS JeH OT IIOCOYCHHS MECETI.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCAINMUCaHnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU

Homepa Ha pa3pernieHreTo 3a ThproBus :
EU/2/18/233/001-006

pa3MepH OaKOBKU:
Kapronena kytus ¢ eaun (uaakod EVANT, ceappkamy 7 ml (1000 mo3u) u enuH (¢1akoH
HIPRAMUNE T, ceappxant S0 ml.

Kapronena kytus ¢ eamn ¢umakon EVANT, ceappkam 35ml (5000 gosu) u enun Quakon
HIPRAMUNE T, cbabpxant 250 ml.

Kapronena kytus ¢ emun ¢uakon EVANT, ceappkam; 70 ml (10 000 mo3u) u enuH ¢rakoH
HIPRAMUNE T, csappaxkarnt 500 ml.

Kapronena kytws ¢ enux ¢urakod EVANT, ceapprkant 7 ml (1000 mo3n) u equn pmakorn HIPRACELL,
chabpxkan 50 ml.

Kapronena kytus ¢ emun ¢umakon EVANT, ceappkam 35ml (5000 gosu) u enun Quaxon
HIPRACELL, chabpxkant 250 ml.

Kapronena xytuss ¢ emmn ¢umakon EVANT, ceappxam 70 ml (10 000 mosn) m emwH irakoH
HIPRACELL, cpawpsxamnt S00 ml.

He Bcuukm pazmepu Ha omakoBKaTa Morar fia ObJIaT IpeasiaraHy Ha masapa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiuusa Ha TEKCTa
{JU/MM/TTIT}

IMoxpo6Ha nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKeE J]a HaMepuTe B 6azata
nanau Ha Chro3a oTHOCHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurekaTel Ha pa3pelIeHUETO 3a THPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA
NnapTuanu U JaHHU 3a BPH3Ka 3a c1)o6gaBaHe Ha npeanojaracMmn HCGHaI‘OHQI/IHTHI/I pCaKIIUM:
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https://medicines.health.europa.eu/veterinary

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

17170 Amer (Girona) SPAIN
TEL:+34 972 43 06 60

MectHHN OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpéanojaracMmn H€6J'IaFOHDI/ISITHI/I

pCaKIUu:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKApCTBEH MPOTYKT, MOJISl, CBBPIKETE CE C

MCCTHUS MPCACTABUTECII HA MMPUTCIKATCIIA Ha PA3PCHICHUCTO 3a ThbProBUs.

Belgié/Belgique/Belgien
HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Peny0auka bnarapust
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITAHUA

Tem: +34 972 43 06 60

Ceska republika

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

Danmark

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

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Disseldorf
DEUTSCHLAND

Tel: +49 211 698236 -0

Eesti

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

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

23

Lietuva

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

17170 Amer (Girona)
ISPANIJA

Tel: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIUM

Tel: +32 09 2964464

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

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Malta

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

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Norge

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

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60


tel:+34

EApGoa Osterreich
HIPRA EAAAZ AE. HIPRA DEUTSCHLAND GmbH
Ag0@. AOnvav 80 & Mnpiovov 2-4, Am Wehrhahn 28-30
104 41 Korhoviog - AOGHNA - EAAAX 40211 Diisseldorf
TnA: +30 210 4978660 DEUTSCHLAND
Tel: +49 211 698236 - 0

Espaiia Polska

LABORATORIOS HIPRA, S.A. HIPRA POLSKA Sp.z.0.0.

Avda. La Selva 135 Ul. Wincentego Rzymowskiego 31
17170 Amer (Girona) 02-697 Warszawa - POLSKA
ESPANA Tel: +48 22 642 33 06

Tel: +34 972 43 06 60

France Portugal

HIPRA FRANCE ARBUSET, Produtos Farmacéuticos € Sanitarios
7 rue Roland Garros, Batiment H De Uso Animal, Lda

44700 - Orvault - Portela de Mafra e Fontainha - Abrunheira
FRANCE 2665 — 191 Malveira - PORTUGAL

Tel: +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

Kvnpog

LABORATORIOS HIPRA, S.A.
Aewedpoc Ao ZEAPa 135, Apep
TCpdva 17170

Iomavia

TnA: +34 972 43 06 60

24

Tel:+351 219 663 450

Romania

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)

ESPANIJA

Puh/Tel: +34 972 43 06 60

Sverige

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

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60



Latvija United Kingdom (Northern Ireland)

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

17170 Amer (Girona) 17170 Amer (Girona)

SPANIJA SPAIN

Tel. +34 972 43 06 60 Tel: +34 972 43 06 60

25



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТИ
	B. ЛИСТОВКА

