INPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH IPOAYKT

DIVENCE PENTA nuoduiu3at v pa3TBOPUTEIT 38 HHKEKIIMOHHA EMYJICHS

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bcesika no3a ot 2 ml ceappka:

AKTHBHHY BellecTBAa:
JKuB aTeHronpaH roBexau pecnupaTopHO-cCHHIMTHAIECH BUpyc (BRSV),

mam Lym-56 10%2 - 10%° CCIDso*
JKus rosexau xeprec supyc tan 1 (BoHV-1) ¢ nBoiina reana

nenenus gE- tk- , mam CEDDEL 10%3 - 107% CCIDso*
MuaktuBrpan roexan mapantdayenna 3 supyc (PI-3), mam SF4 >206,2 EU**

E2 pekoMOWHaHTEH MPOTEHH OT BUPYC Ha TOBEX/1a BUPYCHA TUAPHSI

tun 1 (BVDV-1) >31, 6 EU**

E2 pexomMOWHaHTEH MPOTEHH OT BUPYC Ha TOBEXKa BUPYCHA JIHAPHSI

tun 2 (BVDV-2) >21,0 EU**

I'mukonpotenn E ¢ nenmerus va gE-; TuMuuH KMHA3a ¢ Aenenus Ha tk-
E2: E2 cTpykTypeH rIuKonpoTenH

* Mudexuno3Ha 103a Ha KieTbyHa Kyiarypa 50 %

** ELISA enqnaumum

AKYBaHT:
MownTanug IMS 1,010 g

ITomoiHU BelecTBa:

KavecTBeH chbCTaB Ha MOMOIIHUTE
BEIEeCTBA M IPYTUTE ChCTABKH
JInopuamzar:

JuxanueB hochar

Kenatun

[ 'muanuu

KanueB guxumgpores ¢ocdar
Copbuton

3axapo3a

Pa3zTBOpuTen:

JunatpueB gocdar gonexkaxuapat
Kanues xnopua

Kanuer nuxuapores docdar
Hatpues xnopuj

Boja 3a nHxexkuuu

Jlnounmuszat: Os1 10 KBIT IBAT.
PastBopuTen: Osa npo3padyHa eMyJICHsL.



3. KIMHNYHA UTHOOPMALIUA

3.1 BupgoBe :kMBOTHH, 32 KOUTO e npeanaznayed BJIII

T'oBena.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT
AxTHBHA UMyHHU3aIMs Ha ToBena Haa 10-cemMuyHa BB3pacT:

BRSV u PI-3: 3a HamasABaHe Ha OTAENSHETO HA BUPYCH, XUNIEPTEPMHUATA, KINHUYHNTE PU3HALN
1 6eJIoAPOOHHTE JIC3UU.

BoHV-1: 3a HamansiBaHe Ha OTIEISHETO Ha BUPYCH, XUIEPTEPMUATA U KIMHUYHUTE MIPU3HALU Ha
IBR (MH(EKIINO3eH TOBEKAN PUHOTPAXEHT).

BVDV: 3a HamansiBaHe Ha BUPEMUSATA, XUIIEPTEPMUSITA U JIEBKOIIEHUATA, TpuurHeHu oT BVDV-1
u BVDV-2, u BupycHOTO OTAENsAHE, IpHunHEHO 0T BVDV-2.

AKXTHBHA HMYHH3aIHs Ha IOHHUIM U KpaBH 32 HAaMaJIsIBaHE Ha PaXJaHETO Ha TeleTa ¢
nepcucTupaiia uHpekurs u TpaHcmianenTapaa nadexuus or BVDV (tun 1 u 2).

Hauano Ha umyHurera:
3 ceamuIH cieq 3aBbpIIBaHE HA OCHOBHATA CXeMa Ha BaKCHHAIIWS.

[Moctura ce npeanassane ot TpaHcmaneHTapHa uHdekuus ot BVDV (tun 1 u 2) 3
CeIMUIIM CJIe]] 3aBbPIIBAHE HA CXEMaTa Ha PeBaKCHHALIUS.

HpOI['I:JDKI/ITeJ'IHOCT Ha UMYHUTCTA:
6 Mecena ciiell 3aBbpIIBaHE HA OCHOBHATA CXeéMa Ha BAKCHHAIIHS.
1 ronuHa cnen 3aBBPIIBaHE HA CXeMaTa Ha peBaKCHHAIIHS.

3.3 IIporuBomokazanust

Hsma.

3.4 ChneuuajHu npexynpe:xaeHust

Jla ce BakCHMHUpAT caMO 3/[paBH KUBOTHHU.

3.5 CrheuuajHu mpeana3sHd MepKH MpH ynorpeda

CrenmaiHy Ipeana3sHyi MEPKHU 3a 0e30macHa ynorpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npennasHauen BJIIT:

He e npunoxumo.

CHCLII/IEIJ'IHI/I Opéanasiy MCPKH 3a JuliaTa, mpujaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTC!

3a notpeburenure:

To3u BeTeprHapeH JEKAapCTBEH MPOAYKT ChAbpKa MUHEPATHO Macyo. CirydaltHOTO
WHXXEKTUpaHe/CaMOWHKEKTUPAHEe MOXKe JIa TPeU3BUKA CHITHA 0OJIKa M TIOJyBaHe, 0COOEHO MpH
WH)XCKTHpAHE B CTABa WU MPBCT U B PEIKHU CIIy4au € Bb3MOXKHO JIa Ce 3aryOu 3acerHaTus MpPbCT, aKo



HE € OKa3aHa HaBpeMe JIeKapcKa MOMOII. AKO 0 CIYYaifHOCT CTe MHKEKTUPAHU C TO3U BETCPUHAPCH
JIEKapCTBEH MPOJYKT, TIOTHPCETE CIEITHO CHBET OT JIeKap M HOCETe JINCTOBKaTa ¢ Bac, nopu na e
WHXKEKTUPAHO ChBCEM MAJIKO KOJMUYecTBO. AKO 0OJIKaTa MpoabibKaBa mopeye ot 12 gaca cien
MEAMIIMHCKHS TIPETJIE]], IOThPCETE OTHOBO CHBET OT JICKAPSL.

3a nmekapure:

To3u BeTeprHapeH JEKapCTBEH MPOAYKT ChbpkKa MUHEPATTHO Macio. JlopH 1a ca MH)KEKTHpaHH
MAaJIKU KOJIMYECTBA, CIyYallHOTO MH)XKEKTHPAaHE C TO3M BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE Ja
MpeIM3BHKa MOsIBa Ha CHMJIEH OTOK, KOWTO MOYKE HAIIpUMeED Ja T0BE/IE A0 UCXEMUYHA HEKPO3a U
Jopu 1o 3aryba Ha npbet. Heooxonuma e HE3BABABHA, komnereHTHA XMpypruyecka HaMeca.
BB3MokHO € [1a ce HaJ0KHU MHLIM3US U UPUTaLUs Ha HHXEKTHPAHOTO MACTO 0COOCHO aKo ca
3acerHaTH ITyJnaTa Ha IPbhCTa WIH CyXOKUIHETO.

CHGLU/IaJ'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATA Cpcaa:

He e npunoxumo.

3.6 HeOnaronpusiTHH peakuun

T'oBena:
Muoro gectn Bhb3nanenue Ha MACTOTO HA HHXKEKTUpaHe !,
(roBede ot 1 Ha 10 TpeTrpanu MOBHIIEHA TEMITEPaTypa’
J)KMBOTHH):
Heuectn Peakuus ot anadwiaktuden tui , Hamanenue Ha
(1 10 10 ma 1 000 Tpetnpann miekono6usa 4, Hamanen npuem Ha xpaHa®,
JKHBOTHH): HamasieHa akTUBHOCT” .

! Bb3MOXKHO € /12 ce HabiIIo1aBa JIEKO JI0 YMEPEHO BPEMEHHO Bh3MAIEHHE HA MICTOTO Ha
MHXXEKTHpaHe (¢ Auametsp Ao 14 cM), uniito quaMeTsp Obp30 HaMansBa ciiell 2 AeHa U OTIIyMsBa
cien 2 ceamuny 0e3 JIeyeHue.

2 Cneq BAKCHHHPAHE € Bb3MOYKHO J1a c€ HaOIIoaBa IIOBUIIABAHE HA TEMIIepaTypara (HapacTBa ¢
1,7 °C, a npu HsikoM kUBOTHH 110 2,4 °C). ToBa NMoBHILIEHNE HA TEMIIEpaTypara OTIIyMsBa
CIIOHTaHHO cief 3 AeHa.

3B ciyyvaii Ha aHaUIAKTHYHA PEAKIHS OT OTPEIENEH THUII, 1A CE TIPUIOKH TOIAXOSIIIO
CHUMIITOMAaTUYHO JICUCHHE.

4 InpueMa Ha XpaHa 1 aKTUBHOCTTA IIpU MHCKOHaﬁHH KpaBu Haii-Beue CJIC IIbpBaTa A034.

CpoOmiaBaneTo Ha HEOIATONPUATHHI PEaKINH € BaKHO. ToBa MO3BOJIsIBA HEIPEKHCHAT MOHUTOPUHT
Ha 0€30MaCHOCTTa Ha BETepUHAPHUS JICKAPCTBEH MPOAYKT. CHOOIIeHHATa TPSAOBA J1a CEe U3IPaIIaT,
3a NpeNOoYUTaHEe YPEe3 BETEPUHAPEH JIeKap, WIH Ha MPUTEKATENS Ha Pa3pelICHUETO 32 ThPTrOBUs
WJIM HAa MECTHUS MY TIPEICTaBHUTEN, WM HA HAIIMOHAIHUS KOMIIETEHTEH OpTraH Ype3 HaI[OHAIHATa
CUCTEeMa 3a ChOOIIaBaHe. 3a ChOTBETHUTE JIAHHU 32 BPh3Ka BIKTE JIUCTOBKATA.

3.7 VYnotrpeda nmo Bpeme Ha OPeMEHHOCT, JAKTAIUS U sTiilEeHOCeHe

BDGMCHHOCT W JJaKTaluAg:

Moske ma ce mpuiara 1mo BpeMe Ha OpeMEHHOCT H JIaKTaIlHsl.



3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHe

Hsma nannyna nadopmanus 3a 6e30macHOCTTa M eUKACHOCTTA OT ChbBMECTHOTO U3MOI3BaHE Ha
Ta3M BaKCHHA C IpyTH BeTEPUHAPHHU JICKApCTBEHH NPOAyKTH. [lopany Ta3u npuunHa, MpUIaraHeTo
Ha Ta3W BaKCHHA NPEIN WX cJe]] yrnoTpedara Ha JpyT BeTEePHHAPCH JIEKapCTBEH MIPOIYKT TpsiOBa
Jla ce TMPELeHH CIIope]l MHAUBUIYATHUS CITyYai.

3.9 HayuH Ha NpUJIOKEeHUE U T03MPOBKA

HHTpamMycKyTHO IPUIIOKEHHE.

3a ynorpeba npu roeeaa Haja 10-ceIMUYHA BB3pacT:

OCHOBHA CXeMa Ha BAaKCUHAIIWS: MPHJIOKETE JBE 103U (10 2 ml Besika) ¢ MHTEPBAJI OT 3 CEAMMIIN
MEXIY TSX.

CxeMa Ha peBaKCHHAIIMS: TpSI6Ba Aa CC MPUJIOXKU €IHa 103a OT 2mlc HWHTCPBAJ, HC MO-ABJBI OT 6
MECCIIa CJIE] 3aBbpPIIBAHE HA OCHOBHATA CXEMa Ha BaKCUHAIIUA.

Cxema Ha mocse/iBaliia peBaKCHHAIUS: TPSOBa J1a ce MPUIIOKH €1IHA J103a OT 2 ml ¢ uHTepBa, He
O-IBJBT OT 12 Mecera.

DIVENCE TETRA moxe aa ce u3Mmoi3Ba 3a MocjiaeIBallyd peBaKCUHALIMY CJIe/l BAKCUHAIUS C
DIVENCE PENTA, ako HsMa JOIBIHUTENHA HYXa OT 3amura cpemty IBR.

DIVENCE IBR MARKER LIVE Mmose na ce u3no3Ba 3a MOCieIBally PeBAaKCUHALIUHU CIIE]T
BakcuHanusi ¢ DIVENCE PENTA, ako HsaMa TOmbJIHUTENHA HykAa OT 3auuTa cpeiry BRSV, PI-3
u BVDV.,

DIVENCE TRI moxe n1a ce n3nosi3sa 3a MocJeBally PEeBAKCUHALINH CJIE BAKCUHALUA C
DIVENCE PENTA, ako HAMa TOTBIHUTEIHA HYX/1a OT 3ammTa cperry BVDV, korato nma
TaKaga.

Hauwn Ha npunoxenue:
M30srBaiiTe KOHTAMIHAIFS 110 BpeMe Ha pEKOHCTUTYHpaHe U yrmoTpeda. 3a MpuiroKeHue
W3IIOJI3BANTE CaMO CTEPUIIHU UTTTH U CIIPUHIIOBKHU.

Pekoncrutyupaiite tnodunmzara ¢ 1sU10TO ChIIbPKAHUE HA TPEIOCTABCHHS Pa3TBOPHUTE, 32 Jia
MONTyYUTE eMYJICHS 32 MH)KEKTHPaHe.

PexoHcTuTyMpaHaTa BakcHHA € Osi1a 0 KBJITA eMYJICHSL.
OcTtaBeTe BakCHHATA J1a IOCTUTHE TeMIieparypa ot +15 mo +25 °C npenu mocTassHe.

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPUJI0KUMO — NPOUeIyPH Ha AelicTBHe IPH
CTICIIHYU CIYyYau U AHTHI0TH)

He ca Ha6J'IIO,Z[aBaHI/I APYTH HCXKCIIAHU PCAKIIUN OCBCH OIMMCAHUTEC B TOYKaA 3.6.



3.11 CneunuajHM OTpaHUYEeHH 32 yNoTpeda U crielMaJIHU yCJIOBHUS 32 ynoTpeoa,
BKJIIOUMTEJIHO OTPAaHUYCHHUS 32 yOoTpedaTa Ha aHTHMHKPOOHHN M NPOTHBONAPA3UTHU
BeTEePHHAPHH JICKAPCTBEHU NPOAYKTH, € IeJ1 1A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA
PE3HCTEHTHOCT

Bcesiko nuie, koeTo Bb3HaMepsBa Ja MPOU3BEXK A, BHACS, IPUTEXKaBa, pa3lpoCTpaHsIBa, MPO/IaBa,
cHa0zsBa ¥ ynoTpeOsiBa TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT, TPSIOBa IBPBO /1A CE KOHCYJITHpa
C KOMIIETEHTHHUTE BJIacTH Ha ChOTBETHATA JIbpKaBa YJIeHKa OTHOCHO JeiCTBAIIUTE
BaKCHHAIIMOHHY TIOJIMTHKH, KaTO T€3W AEWHOCTH MOTaT Jia ObaaT 3a0paHeHu B IbpXKaBa YieHKa Ha
[s1aTa WIK 9acT OT HEMHATa TEPUTOPHS, B CbOTBETCTBHE C HALIMOHAIHOTO 3aKOHOAATEIICTBO.

3a TO3M MPOIYKT MOXKE J]a C€ U3UCKBA OCBOOOXKIaBaHE Ha MapTUaaTa OT OQUIIHATTHHS KOHTPOJICH
oprad B CbOTBETCTBUE C HANMOHAJTHUTE U3UCKBAHUA.

3.12 KapeHTHH cpOKOBe

Hyna nuu.

4. HUMYHOJOI'NYHA UHOOPMALIUS

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI02AH
3a cTuMyJIUpaHe Ha aKTUBEH UMYHHUTET CPEIy TOBEXKAU PECIIHPATOPHO-CUHIIUTHAJIEH BUPYC
(BRSV), rosexxnu xeprec Bupyc tutt 1 (BoHV-1), roexnn napanndnyenna 3 supyc (PI-3) u
BUpPYC Ha roBexxaa BupycHa auapus tun 1 u 2 (BVDV-1 u BVDV-2).

IIpoabmKUTETHOCTTa HA UMYHUTETA 32 €IHA FOANHA cJie IOBTOPHOTO BakcupaHe cpenty BRSV u
PI-3 ce 6a3upa Ha pe3ynTaTuTe OT CEPOIIOTUIHUTE U3CIICTBAHISL.

3a roBekau Xepriec BUpyC TUN 1 BaKCHHUpPAHUTE )KUBOTHU MOraT Jia ce pasrpaHuyaT oT
JKUBOTHHTE, NH(EKTUPAHU Ha II0JIETO, IOpagu MapkepHaTa genenus (gE-), mocpencrsom HannyHu
Ha [1a3apa KOMIUIEKTHU 3a JUarHOCTHKA.

3a BVDV BakcuHara chappika caMoO IMyHOT€HEH TIuKonpotenH B2, nammden 8 BVDV-1 u
BVDV-2. CnenoBatenHo, Thif KaTO BAKCHHANIAATA HE WHAYIIUPA IPOU3BOICTBO HAa aHTHUTEIA
cpelty Ipyr npoteut, HanuueH npu BVDV-1 u BVDV-2, koiito e pasnuueH ot E2 (MapkepHa
BAaKCHHA), BAKCHHUPAHUTE )KUBOTHU MOTAT Aa C€ PasrpaHuyaT OT KUBOTHUTE, NHPEKTUPAHU Ha
MIOJIETO, TIOCPEICTBOM HAJIMYHM Ha Ma3apa KOMIUIEKTH 3a IHAarHOCTHKA.

5. PAPMANEBTUYHU JAHHU

5.1 OCHOBHHM HECHLBMECTHMOCTH

He cmecBaiite ¢ npyr BeTepruHApEH JIEKapCTBEH MPOAYKT C U3KIIOUCHNE Ha Pa3TBOPUTEIS,
MPEIOCTAaBEH 3a YIOoTpeda ¢ BETCpUHAPHUS JICKAPCTBEH MPOYKT.

5.2 Cpoxk Ha roaHOCT
Cpok Ha TOJTHOCT Ha KpaiiHUs BeTEpPHHAPEH JICKApPCTBEH MPOAYKT: 18 mMecena.

Cpok Ha TOJHOCT Ha Pa3TBOPHUTENS KAaTO KpaeH MPOAYKT: 3 TOIUHH.
Cpok Ha TOJHOCT cJie/l PeKOHCTUTYHPaHE B CbOTBETCTBHE C HHCTPYKIMUTE: 2 Jaca.



5.3 ChenuanaHu yca0BHSA 32 CbXpaHeHHe

[a ce cpxpansBa 1 TpaHcOpTHpa B oxJaaeHo ceerosaue (2 °C - 8 °C).
[a He ce 3ampa3siBa.
[a ce masu ot cBeT/HHA.

54 Bl/l}] U CbCTAaB HA MbPBHYHATA OITAKOBKA

Jlnodunmzat: ®nakonu ot 10 mnm 50 ml ot cTekito Tun 1, chabpxkamu 5 qo3u, 10 mo3m mim 20
JTO3H1, 3aTBOPEHH ¢ OPOMOOYTHIIOBH T'yMEHH 3aITyIIAIKA U 3alledaTaHu C aTyMUHUCBU KallauKH.

PastBopuren: nonuerunenosu (PET) ¢pnakonu ot 10 ml, 20 ml umu 50 ml, 3aTBopenu ¢
OpoMOOYTHIIOBH I'YMEHH 3allylIaJIK{ U 3alleYyaTaHy ¢ alyMUHHEBH Kalayuky.

PasMepu Ha omakoBKaTa:

Kapronena xyrtus, cpabpikamia 1 ¢iaakoH ot 5 go3u muodunmsar u 1 ¢guakon ot 10 ml
Pa3TBOPHUTEIL.

KaproneHna kytus, chabpxaina 1 ¢paakon ot 10 go3u muodunuzar u 1 dakon ot 20 ml
pa3TBOpHUTEIL.

KaproneHna kytus, chabpxaina 1 ¢piaakon ot 20 go3u muodunuzar u 1 duakon ot 40 ml
Pa3TBOPHUTEIL.

He Bcuukn PasMEpu Ha OITaKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha masapa.

5.5 CrhenuajaHu MepKH 3a YHHUIOKAaBaHe HA HEM3I0J3BaHN NPOAYKTH MJIH OCTATHIM OT
TAX

BerepunapHuTe JeKapCTBEHU MPOIYKTH HE TPSOBa 1a ObIaT N3XBBPJISHHU Ype3 OTIIaIHU BOIU WU
OWTOBH OTMAIBIIN.

M3non3BaiiTe mporpaMu 3a BpblIlaHE IPU YHUII0KABAHETO HA HEWU3IOJI3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTHU WUJIM OCTaTbUM OT TSIX B CBOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO

3aKOHO/ATENICTBO ¥ C BCHYKH HAIMOHATHHU CUCTEMH 33 ChOMpaHe, MPUIOKIMH 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOYKT.

6. HNME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.

7. HOMEP(A) HA PASPEIHIEHHUETO 3A ThPI'OBUSI

EU/2/24/307/001-003

8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TEPBOTO W3/1aBaHE Ha pa3penieHneTo 3a Trproeus: 09/04/2024

9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA
HA ITPOAYKTA



10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU

Ja ce oTimycka camo 10 JIEKapCKO Mpe/IicaHue.

[TonpoOHa nH(pOpMAaINHS 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nmaaHn Ha Chro3a otHocHO npoaykruTte (https://medicines.health.europa.eu/veterinary).



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

NNPUJIOKEHMUE 11
APYI'U YCJIIOBUA N UBNCKBAHUA KBbM PASPEHIEHUETO 3A ThPI'OBUs

Hama.



HNPUJIOKEHUE I11

ETUKET U JINCTOBKA



A. ETUKETHN



NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY BBbHIIIHATA OITAKOBKA

Kapronenn kytun

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

DIVENCE PENTA nuo¢unuzart 1 pa3TBOpUTEN 32 HHKEKIIMOHHA EMYJICHS

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Bcesika mo3a ot 2 ml ceappika:

JKuB aTeHIOMpPaH TOBEXIN PECIMPATOPHO-CHHIIMTHANICH BUpyc (BRSV),

maM Lym-56 10%2 - 10%5 CCIDso
2Kus rosexnu xeprmec Bupyc tun 1 (BoHV-1) ¢ aBoiina renna

nenenus gB- tk-, mam CEDDEL 1053 - 107¢ CCIDs
MuaktuBrpan roexan mapantdayenna 3 supyc (PI-3), mam SF4 >206,2 EU

E2 pekoMOnHaHTEH MPOTEHH OT BUPYC Ha TOBEXK/1a BUPYCHA TUApHUS

tun 1 (BVDV-1) >31,6 EU

E2 pexoMOuHaHTEH IIPOTEUH OT BUPYC Ha F'OBEX/1a BUPYCHA JUapHsI

tun 2 (BVDV-2) >21,0 EU

‘ 3. PABMEP HA OITAKOBKATA

Enun daakod ot 5 no3u noduinsar ¥ eaud ¢uaakod ot 10 ml pasrBopurent.
Enun dnakon ot 10 go3u nuodwmnmsar u enuH duiakon ot 20 ml pa3tBopuren.
Enun duakon ot 20 no3u moduimsar u eauH ¢uiakon ot 40 ml paztBopurer.

‘ 4. BUJIOBE )KNBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

T'oBena.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyJIHO IPUIIOKEHHE.

7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.



| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Cren peKOHCTUTYHPAHE U3MOI3BANTE B paMKHUTE Ha 2 Jaca.

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Jla ce cpXpaHsiBa U TPaHCIIOPTHPA B OXJIaJIeHO cheTosiHue. [la He ce 3ampasssa. [la ce masu ot
CBETJIHHA.

‘ 10. HAJINMUCHT ,,JIPEJU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA ynmpe6a.

12. HAJAIIUCBHT “JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA 1 HA
HEJAOCTDBIIHUA 3A JELHA MECTA”

I[a CC ChbXpaHsBa Aajied OT Morjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

‘ 13. HUME HA IIPUTEXXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUSA

LABORATORIOS HIPRA, S.A.

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

EU/2/24/307/001 (5 no3u)
EU/2/24/307/002 (10 103u)
EU/2/24/307/003 (20 1031)

‘ 15. NMAPTHUJAEH HOMEP

Lot {Homep}



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EJUHUYHA JO3A

DaakoH ¢ auoduausar (5 no3u, 10 xo3u wam 20 103m)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

DIVENCE PENTA nuodunuzat

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Besika mo3a ot 2 ml chabpika:

XKus arenroupan BRSV, mam Lym-56 10°2 - 10%° CCIDs
JKus BoHV Tun 1 ¢ gBoiina renna genenus gE- tk-, mam CEDDEL 1053 - 107¢ CCIDs
Wuaxtusupan PI-3 Bupyc, mam SF4 >206,2 EU

E2 pekomOunanten npotend or BVDV-1 >31,6 EU

E2 pexomOunanTen nmpoter or BVDV-2 >21,0 EU

3. CBHJIbPXKAHUE CITIPSIMO MACA, OGEM WA BPOM HA EAUHUYHUTE JIO3U |

5 no3u
10 mo3m
20 mo3u

‘ 4. NAPTUJIEH HOMEP

Lot {nomep}

|5. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crenn peKOHCTHTYHPAHE U3MOI3BATE B paMKHUTE Ha 2 Jaca.



NHOOPMAIUSA, KOATO TPABBA JJA BBJE U3IINCAHA BBPXY ITbPBUYHATA
OITAKOBKA (ETUKET) HA PA3STBOPUTEJIA

®aakoH ¢ pazteoputea (10 ml, 20 ml uau 40 ml)

1. HAUMEHOBAHUE HA PASTBOPUTEJIAA

Pazteopuren 3a DIVENCE PENTA

2. CBIABPXKAHUE CIIPSIMO MACA, OGEM WX BPOM HA EJJMHUYHUTE 103U |

10 ml
20 ml
40 ml

‘ 3. IMAPTUJIEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}



B. IUCTOBKA



JINCTOBKA
1. HaumeHoBaHHe HA BeTepHUHAPHHS JIEKAPCTBEH NMPOAYKT

DIVENCE PENTA nuoduiu3at v pa3TBOPUTEIT 38 HHKEKIIMOHHA eMYJICHS

2. CbcTaB
Bcesika mo3a ot 2 ml ceappika:

AKTHBHU BelllecTBA:
JKuB aTeHIOMpPaH TOBEXIN PECIMPATOPHO-CHHIUTHANICH BUpyc (BRSV),

mam Lym-56 1032 - 10%° CCIDso*
JKus rosexau xepnec supyc tan 1 (BoHV-1) ¢ nBoiina reana

nenenus gB- tk-, mam CEDDEL 1053 - 1076 CCIDso*
WnaxtuBupan rosexxau napanndayenua 3 supyc (PI-3), mam SF4 >206,2 EU**

E2 pekoMOnHaHTEH MPOTEHH OT BUPYC Ha TOBEXK/1a BUPYCHA TUAPHUS

tun 1 (BVDV-1) >31,6 EU**

E2 pekoMOnHaHTEH MPOTEHH OT BUPYC HA TOBEX/1a BUPYCHA TUAPHSI

tun 2 (BVDV-2) >21,0 EU**

I'mukonpoteun E ¢ nenerust Ha gE-; TiMuIUMH KMHA3a ¢ Aeieius Ha tk-
E2: E2 cTpykTypeH riIMKonpoTenH

* Nudexunosna no3a Ha Ki1eTbuHa Kynrypa 50%

** ELISA equuuu

AJIKYyBaHT:
MonTtanug IMS 1,010 g

JInodunmsat: 051 10 KBIT MBST.
PasrBoputen: Osijia mpo3pavyHa eMyJICHSL.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHaveH BJIII
T'oBena.
4. IToxa3zanus 3a ynorpeoda

AKTHBHA UMyHH3aINs Ha ToBena Haa 10-cemMuyaHa BB3pacT:

BRSV u PI-3: 3a HamansBaHe Ha OTAENAHETO HA BUPYCH, XUIIEPTEPMUATA, KITMHUYHUTE IPU3HALN U

0enoAPOOHUTE JIC3UH.

BoHV-1: 3a namansiBaHe Ha OTAENSHETO Ha BUPYCH, XUIIEPTEPMHUATA U KIMHUYHUTE MPU3HAIM Ha

IBR (uH(]EKIIM03eH TOBEXKAN PHHOTPAXEHT).

BVDV: 3a nHamanaBaHe Ha BUPEMHATA, XUTIEPTEPMHUATA U JIEBKOIIEHUATA, TprunHeHn oT BVDV-1 u
BVDV-2, u BupycHOTO OoTIENsIHE, TpUYMHEHO OT BVDV-2.

AxTHuBHA MMYHH3allMs Ha FOHUIW U KPaBU 3a HaMaJIIBAHE Ha paXAaHETO Ha TEJICTa C IICPCUCTHUPaIIa

nHGEKIHs U TpaHcIuianenTapia napekuus or BVDV (tum 1 u 2).



Hauano Ha umyHureTa:
3 ceqMUIM CiIell 3aBbPIIBAaHE HA OCHOBHATAa CXeMa Ha BaKCHHAIIHSL.

[Toctura ce mpenmnaspane OT TpaHcILIalieHTapHa nHGekuus or BVDYV (tum 1 u 2) 3 ceamunu cien
3aBBpIIBaHE HA CXeMaTa Ha PeBaKCHUHAIINSI.

HpO,Z[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!:
6 MEcCCIia CJI€ 3aBbPIIBAHEC HA OCHOBHATa CXEMa Ha BaKCHUHAIUA.
1 roavHa CJC 3aBbpPIIBAHC Ha CXEMAaTa Ha pCBAKCHUHAIIUA.

5. IIporuBonokazanus
Hsama.
6. CrnenmaJHu npexynpexIeHus

I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHH.

CrenyaiHy npeAna3sHy MEpKHU, KOUTO TPsAOBA Ja B3eMe JUIIETO, IPHUIIAranio BeTePHHAPHUS JICKAPCTBEH
OPOAYKT HA JKMBOTHUTC:

3a notpeburenure:

To3u BeTepuHapeH JeKapCTBEH MPOAYKT ChAbpKa MUHEPAITHO Macio. CirydaitHOTO
WH)XEKTUpaHe/CaMOMH)KEKTUpaHEe MOYKe Ja MIpeJU3BUKa CUITHA 00JIKa U MOyBaHe, 0COOEHO MpH
WH)XEKTUpAHE B CTaBa WU MPBCT U B PEIKH CIIyyaH € Bb3MOXKHO Ja Ce 3aryOH 3acerHaThs IPBCT, aKo
HE € OKa3aHa HaBpeMe JIeKapcKa MOMOIII. AKO IO CIyYaiHOCT CTe HHXKEKTUPAHU C TO3W BETEpHUHAPEH
JIEKapCTBEH MPOJYKT, TIOTHPCETE CIENTHO ChBET OT JIeKap M HOCEeTe JINCTOBKaTa ¢ Bac, nopu na e
MH)XEKTUPAHO ChBCEM MAJIKO KOJIM4YecTBO. AKO OoNKarta MpoabiKaBa mmoseye ot 12 yaca cien
MEIUIUHCKHUS TIPETJIe]], MOThPCETEe OTHOBO CHBET OT JIEKapS.

3a nekapure:

To3u BeTeprHapeH JEKAPCTBEH MPOAYKT ChbpKa MUHEPATTHO Macio. JlopH a ca MH)KEKTHpaHH
MAaJIKU KOJIMYECTBA, CIYyYailHOTO MH)KEKTHpaHe ¢ TO3U BETEpPUHAPEH JIEKAPCTBEH MPOIYKT MOXE Ja
MIpeIN3BHKa M0SIBA HA CUJIEH OTOK, KOWTO MOK€ HAaIIpUMeEp Ja TOBEAE A0 UCXEMUYHA HEKPO3a U
nopu 1o 3aryba Ha npbet. Heooxonuma e HE3BABABHA, komniereHTHA XMpypruiecka HaMmeca.
BB3MOKHO € J1a ce HaJ0KK MHIIM3US ¥ UPUTALIUS Ha MHKEKTHPAHOTO MACTO 0COOEHO aKo ca
3acerHary myJmnara Ha MPbCTa WIK CyXOKUIUETO.

BpeMeHHOCT U JIaKTalsl:
Mosxe nma ce mpuiiara 1mo BpemMe Ha OpeMEHHOCT U JTaKTaITusl.

BsaumoneiictBue ¢ ApPYIrM  BETEPUHAPHHU JEKAPCTBEHM NPOAYKTH M Opyrd  QopMu  Ha
B3aMMOJCHCTBHC:

Hsama nannuHa wHOpMaIusa 3a 6€30MacHOCTTa U €PUKACHOCTTa OT ChbBMECTHOTO M3IIOJI3BaHE Ha
Ta3W BaKCUHA C JPYr'd BETEPUHAPHU JIEKAPCTBEHU NpoAyKTH. [lopaau Ta3u npu4MHa, NpUIaraHeTo
Ha Ta3u BaKCHHA TIPEIN WK CJIe]] YIIOoTpeOaTa Ha APyT BEeTEPUHAPEH JICKapCTBEH MPOIYKT TPsIOBa Aa
ce TIPETICHH CIIOPeT MHIUBUIYTHUS CIydai.

IIpenosupane:
He ca HabmromaBaHM apyru HeXKeENaHW PeaklUK OCBEH CIIOMEHATHTE B Touka “HeGmaronpusTHu
peakuun’”.



CrenuajaHy orpaHMYeHNs 3a YIIOTpeOa M CIIelMaJHy YCJIOBUS 3a yIoTpeOa:
Besiko nuie, K0eTo Bb3HAMeEpsiBa Jia IIPOM3BEXK/Ia, BHACS, IPUTEKaBa, pa3npocTpaHsiBa, po1aBa,
cHa0J1sBa 1 ynoTpeOsBa TO3U BETCPUHAPEH JIEKAPCTBEH MPOAYKT, TPSIOBA MMBPBO Jla C€ KOHCYITHPA
C KOMIICTEHTHHTE BJIaCTH Ha ChOTBETHATA IbprKaBa YICHKa OTHOCHO JCHCTBAIINTE BAKCUHAIIMOHHHI
MOJIUTUKH, KaTO TE3W ACHHOCTH MOTaT Ja ObJaT 3a0paHeHH B IbprKaBa 4iCHKA Ha LsjaTa WM 4acT
OT HelfHaTa TEPUTOPUS, B ChOTBETCTBUE C HAITMOHAITHOTO 3aKOHOJIATEIICTBO.

3a TO3U MPOIYKT MOXKE Jla C€ U3UCKBA OCBOOOKIaBaHEe Ha MapTHaaTa OT O(PHUIMATHUSI KOHTPOJICH
OpraH B ChOTBETCTBHEC C HAITMOHATHUTE U3MCKBAHMUS.

OCHOBHH HECHBMECTHMOCTH:
He cwmecBaiite ¢ apyr BeTepWHApeH JIEKapCTBEH NPOAYKT C H3KIIOYEHHE Ha pa3TBOPUTEINS,
MPEIOCTAaBEH 3a YIOTpeda ¢ BETCpUHAPHUS JICKAPCTBCH MPOYKT.

7/ HebsaronpusiTHu peakumun

T'oBena:

Msoro yectu (moseye ot | Ha 10 TpeTHpaHu KUBOTHH):
Bh3nasieHue Ha MACTOTO HA MH)KEKTUPAHe', oBHUIIEHa TeMIiepaTypa’
Heuectu (1 mo 10 ma 1 000 TpeTHpaHu >KHBOTHH):

Peaxuus ot anadunaktiueH tun’, Hamanenue Ha miuekogo6usa .

Hamanen npuem Ha xpana®, Hamanena akTuBHOCT® .

! Bp3MOXKHO € 11a ce HaOIoaBa JIEKO J10 YMEPEHO BPEMEHHO Bb3NAJIEHHE HA MACTOTO Ha
WHXEKTUPaHE (C AuaMeThp 10 14 cM), 9uiiTo TnaMeThp ObpP30 HaMalsIBa Cliel] 2 IcHa | OTIIyMsIBa
cien 2 cenMuny Oe3 JeUeHHeE.

2 Cneq BAKCHMHHPAHE € Bb3MOYKHO J1a c€ HaOIIoaBa IIOBUIIABAHE HA TEMIlepaTypara (HapacTBa ¢
1,7 °C, a mpu usxon )kuBoTHH 110 2,4 °C). ToBa moBuIeHNE Ha TEMIIepaTypara OTIIyMsBa
CIIOHTaHHO cliel 3 neHa.

3B cnyuaii Ha aHaQUIAKTHYHA PEAKIUS OT OIPENEIIEH THIL, I CE IPUIOKH MOIXOISIIIO
CUMITOMATUYHO JICUCHUE.

4 Ipuema Ha XpaHa M aKTUBHOCTTA NP MIIEKOJIAiHN KPaBU Hali-Bede CiIe]| bpBaTa 103a.

CroOmiaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaXHO. ToBa MO3BOJISBA HENIPEKHCHAT MOHUTOPUHT
Ha 0e30macHOCTTa Ha MPOAYKTa. AKO 3a0€Te)KUTE HIKAKBH HEOIArONIPUATHH PEaKIIHH,
BKITIOUHTEITHO Y TAKWBA, KOMTO HE ca OMMCAHU B Ta3W JIUCTOBKA MJIM MUCIUTE, Y€ BETCPUHAPHHUS
JICKapPCTBEH NMPOAYKT HE JICHCTBA, CBBPKETE Ce TbPBO ¢ Barwms BerepuHapeH jaekap. MoxeTe ChIIo
Jia choOIaBare HeOIAaroNpUsITHU PEakIiK Ha MIPUTEKATEIS Ha pa3pelICHUETO 32 ThPTOBUS WITH
MECTHHUS MPEJICTABUTEI Ha TIPUTEKATENSI HA Pa3pelIeHUETO 32 ThProOBHS, KaTO M3IOJI3BATE JIAHHUTE
3a KOHTAaKT B Kpasi Ha Ta3M JUCTOBKA WK Ype3 Bamara HanoHanHa cucreMa 3a ChoOIaBaHe:
{moIpoOHOCTH 32 HAIIMOHATHATA CUCTEMA }.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE

WHTpamMycKyJIHO IPUIIOKEHHUE.
3a ynorpeba npu roseaa Haj 10-cenmMuyuHa BB3pacT:


https://www.ema.europa.eu/documents/template-form/qrd-appendix-i-adverse-event-phv-mss-reporting-details_en.docx

OcHoBHa cxeMa Ha BaKCHUHAINMA: IPHUIIOXKETC IBC 103U (HO 2ml BCﬂKa) C UHTCpPBAJI OT 3 CCAMHUIIN
MCXKAOY TAX.

CxeMa Ha peBaKCHHALIUS: TpSI6Ba Aa CC MPUJIOXKU €IHa 103a OT 2mlc HWHTCPBAJ, HC MO-ABJBI OT 6
MECCIIa CJIE] 3aBbPIIBAHE HA OCHOBHATA CXEMa Ha BaKCUHAIIUA.

Cxema Ha mocse/iBaia peBaKCHHAIUS: TPSOBa Jla ce MPUIIOKH €lIHA J103a OT 2 ml ¢ uHTepBa, He
IO-ABJIBT OT 12 Mecelia.

DIVENCE TETRA Mo3e 1a ce M310J3Ba 3a MOCJIEABAIY PEBAKCUHAIINY CJIE[] BAKCUHAIIU C
DIVENCE PENTA, ako HiMa JOOBIHUTENHA HY>KIA OT 3amuTa cpenry IBR.

DIVENCE IBR MARKER LIVE Mose 1a ce M310/13Ba 3a MOCIEABAIIN PEBAKCHHALINN CIIE
BakcuHanus ¢ DIVENCE PENTA, ako HIMa JOBIHUTENHA HYXIa OT 3amuTa cpemy BRSV, PI-3
u BVDV.

DIVENCE TRI Mo3ke fa ce M3moJ3Ba 3a IOCIEABAIH PEBAKCUHAIINH CJIES BAKCUHAIUS C
DIVENCE PENTA, ako HAMa JOIBJIHUTEIHA HYKA OT 3amura cpeiry BVDV, koraro uma
TaKaBa.

9. CbBeTH 32 IPaBUJHOTO MPWJIATAHE HA MPOAYKTA

U36sareaiite KOHTaMUHaIus 1o BpEMC Ha pCKOHCTUTYUPAHE U yHOTpe6a. 3a MPUIIOKCHUC
M3II0JI3BAUTE CaMo CTCPWJIHU UTJIA U CIIPUHIJOBKH.

PeKOHCTHTpraﬁTC J'II/IO(l)I/IJ'II/IBaTa C IJIOTO CbABPIKAHNUEC HA MTPEAOCTABCHUA PAa3TBOPUTECII, 3a Aa
MOJIYYUTC CMYJICHUS 3a UHIKCKTUPAHC.

Pexoncrutynpanara BakcuHa € Osi1a 10 )KBbJITA EMYJICHS.

OcTtaBeTe BakCHHATa Jla JOCTUTHE TeMIieparypa ot +15 o +25 °C npeau nocrassHe.

10. KapeHTHHU cpokoBe

Hyna quu.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

[a ce cpxpansiBa faned OT NOrJieAa U Ha HEAOCTHITHHU 32 JIea MecTa.

[a ce cpxpansBa 1 TpaHCIOpTHpa B oxJdaaeHo ceerosaue (2 °C - 8 °C).

Ha ue ce 3ampa3sspa.

Jla ce ma3u OT CBETJIHHA.

[a He ce U3M0I3Ba TO3M BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIE]] U3TUYaHE CPOKA Ha TOIHOCT,
MMOCOYEH BHPXY €THKeTa Ha (urakona cien ,,['omen 0. CpoKbT Ha TOTHOCT OTrOBaps Ha

IMOCJICAHUA JIC€H OT TO3U MECCII.

Cpok Ha TOJHOCT CJIe/l PeKOHCTUTYUPaHe, ChIVIACHO yKa3aHHsTa: 2 Jaca.
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12. ChnenmnajaHu Npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIATHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nonssaiiTe mporpaMu 3a BpbIaHe IPH YHUII0XKABAaHETO HA HEU3IOI3BAHN BETEPUHAPHU
JIEKAPCTBEHHU IIPOJYKTU WIHA OCTATBLM OT TSIX B CbOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUYKU MPUIIOKUMH HAIIMOHAIHN CHCTEMH 32 ChOHMpaHe.

Te3n MepkH 111e MOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA CPEa.

[MommTaiite Bamust BetepuHape jiekap win (GapMaIieBT Kak Jia YHUIIOKUTE HEHYKHH
BETEPUHAPHHU JIEKAPCTBEHU IIPOLYKTH.

13. Kuacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

HowMmepa Ha paspemenuero 3a Teprosust: EU/2/24/307/001-003

Pa3mepu Ha onmakoBKaTa:

Kapronena xyrtus, cpabpkamia 1 ¢iaakoH ot 5 no3u muodunusar u 1 guaxon ot 10 ml
pa3TBOpHTEIL.

Kapronena kytus, chabprxaina 1 ¢piakon ot 10 go3u muodunuzar u 1 diakon ot 20 ml
pa3TBOpHTEI.

Kapronena xytus, cpabpkamia 1 ¢iaakon ot 20 no3u nuodpunuszat u 1 ¢unakon ot 40 ml
pa3TBOpHTEI.

He Bcuukn PasMEpu Ha OITAKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha mmasapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

IMoapo6ua mHpOpMaIMA 3a TO3M BEeTEpPUHAPEH JICKAPCTBEH MPOIYKT MOXKe Ja HaMmepuTe B Oa3ara
nmaaau Ha Cpio3a otHOocHO npoaykTtuTte (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCiCHUECTO 34 ThbProBUsd W IMPOU3BOAUTEI, OTTOBAPAIIL 34 0CB060)KI[aBaHeT0 Ha
napTHUau:

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

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

MectHN OpEACTAaBUTCIIM U JJAHHU 3a BPH3Ka 3a C’bO6EaBaHC Ha npcarnojaracMu HC6JIaFOH[21/I5[THI/I
PCAKIIUU:
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3a BcgkakBa MH(GOPMAINSI OTHOCHO TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHUS MPEICTABUTEII Ha IPUTEKATENs HA Pa3pELIeHUETO 3a ThPrOBUSL.

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

BELGIE

Tel: +32 09 2964464

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

17170 Amer (Girona)

SPAIN

Ten: +34 972 43 06 60

Ceska republika

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

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

EA\rada

HIPRA EAAAZ AE.

Aewe. ABnvov 80 & Mnptovov 2-4,
104 41 Kohwvog - AOGHNA - EAAAX
TnA: +30 210 4978660

22

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

BELGIQUE

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

BELGIE

Tel: +32 09 2964464

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



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 Farmacé&uticos ¢ Sanitarios

De Uso Animal, Lda
Portela de Mafra e Fontainha - Abrunheira
2665 — 191 Malveira - PORTUGAL

7 rue Roland Garros, Batiment H
44700 - Orvault -
FRANCE

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

Kvbmpog

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

17170 Amer (Girona)

SPAIN

TnA: +34 972 43 06 60
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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)
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

17. JlombanuTeana nHGopManus

3a rosexan xeprec Bupyc tan 1 (BoHV-1), BakcuanpaHuTe )XKHBOTHH MOTAT J]a CE€ pasTpaHnyar OT
JKUBOTHHTE, MHPEKTHPAHU HA TIOJIETO, IOpaau MapkepHata nenerms (gE-), mocpenctBom HanmnaHN
HAa Ta3apa KOMIUICKTH 32 JIUarHOCTHKA.

3a BVDV BakcuHaTa ChIbpka caMO HIMYHOTCHEH IIHKONpoTenH B2, naymdaen 8 BVDV-1 u

BVDV-2. CnenoBaTeiHO, BAKCHHHPAHUTE JKHBOTHHA MOTAT J]a CE€ pa3rpaHrdaT OT KUBOTHHUTE,
WH(PEKTUPAHU Ha MOJIETO, TOCPEJICTBOM HAJIMYHU HA Ma3apa KOMIUICKTH 33 JUarHOCTHUKA.
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