IMPUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

YURVAC RHD unxkek1noHHa eMyJIcUs 3a 3ail1u.

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika no3a ot 0,5 ml cappika:

AKTHBHO BeleCTBO:
PexombOunanten RHDV?2 Bupycen kancuaen nporeun  OC * > 0,7

* OrrocutenHa cwna (ELISA Tect)

AJUKYBaHT:
JIexo MuHepaiiHO Macio 104,125 mg

ITomomnu BemecTna:

Konu4yecTBeH cbcTaB, aK0 Ta3n HHGoOpMaLust
€ BasKHA C OIJIe/l Ha MPABUJIHOTO NMpHJIaraHe
HA BeTEPUHAPHHUS JIeKAPCTBEH NPOLYKT

KauecTBeH chCcTaB Ha NMOMOIIHUTE BelIeCTBA "
APYIruTe CbCTaBKH

ITommcop6at 80 0,03 ¢g

CopOuTan MOHOOJIEAT

Hatpues xsopug

Kanues xnmopun

Junatpuer Gocdat goaekaxuapar

Kammer nuxuaporen docdar

Boz[a 3a MHXKCKIINMHN

bsina xoMoreHHa emMyJscus.

3. KJIMHUYHA UHO®OOPMALIUA

3.1 BupgoBe *KHBOTHH, 32 KOUTO e mpexHasHadyeH BJIIT

3aifliy, BKIYUTEITHO JOMAIITHH JIOOUMIIH (3alIH [HKYDKETA).

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J )KMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT
3a akTUBHA UMYHH3aIM Ha 32l oT 30-IHEBHA BB3pacT HArope C Iell HaMajsiBaHe Ha CMBPTHOCTTA
ot xemoparu4Ha 6onect no 3aiirute (RHD), nmpuunnena ot knacuuecku RHD Bupyc (RHDV) n

BapuanTHHU wamose (RHDV2), BxirounTenHo CHITHO BUPYJICHTHH LIaMOBE.

Hauano va umynurera: 7 nuu 3a RHDV?2.
14 ogumn 3a RHDV.

[IpoabKUTETHOCT HAa UMYHHTETA: 1 ronruHa

3a macuBHa uMyHH3amus cpemy RHDV?2 (ue e nokaszana cpelly BUCOKOBHUPYJICHTHH I11aMOBE) Ha
MOTOMCTBOTO Ha BaKCHHHUpaHaTa /103a B IPObJDKeHNE Ha Hall-mManko 30 1Hu.

3.3 IIporuBomokazanus

Jla He ce m3MoI3Ba NpY CBPHXYYBCTBUTEITHOCT KM aKTHBHOTO BEIIECTBO, aJP)KyBaHTA WM KbM HSIKOE
OT IIOMOIIIHUTE BEIECTBA.




3.4 ChoeuunajHu mpeaynpesKieHus
Jla ce BakCHMHUpAT caMo 3/[paBH KUBOTHHU.
3.5 CroeuuajHu mpeana3sHd MepPKH NMpH ynorpeda

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTrpebda IIpyu BUIOBETE JKUBOTHH, 38 KOUTO €
npendasHauyexn BJIIT:

C OpeMeHHUTE XKEHCKH TPsOBa 1a ce paboT BHUMATEITHO, 3a Jia ce M30erHe CTPeC U PUCK OT abopT.
He ca mnpoBegeHn HaAeXOHW TMPOYYBAHWS BBPXY MBXKKH 3allld 32 BIMSIHAETO BBPXY
PETPOAYKTUBHUTE (DYHKITHH.

CrenyaiHy Mpearna3Hi MepKH 3a JIUIaTa, IPUIaraiy BeTePUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC:

3a moTpeburenuTe:

To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT ChIIbpKa MUHEPAITHO Maciio. Cy4aiiHOTO
WH)XCKTHpaHe/CaMOMHKEKTUPAHEe MOKE J1a TPEIM3BUKA CHITHA 0OJIKa U ITOIyBaHe, 0COOCHO MPU
WH)XCKTHpAHE B CTAaBa WU MPBCT U B PEIKHU CIIy4au € Bb3MOXKHO JIa Ce 3aryOu 3acerHaTHus MPbCT, aKo
HE € OKa3aHa HaBpeMe JIeKapcka oMo, AKO MO CIIy4aiHOCT CTe WHXKEKTHPAHU C TO3H BETCPHUHAPCH
JIEKapCTBEH MPOAYKT, IIOTHPCETE CIENIHO CHBET OT JIEKap M HOCETE JINCTOBKaTa ¢ Bac, mopu na e
WH)XEKTHPAHO ChBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa Mpo rbJiKaBa mosede ot 12 vaca ciien
MEAMIIMHCKHUS MTPETJIe], [IOThPCETE OTHOBO CHBET OT JICKapsL.

3a nexapure:

To3u BeTeprHapeH JeKapCTBEH MPOAYKT ChbpKa MUHEPATTHO Maciio. JlopH a ca MH)KEeKTHpaHH
MAaJIKU KOJTMYECTBA, CIYyYaifHOTO MH)KEKTHpaHe C TO3HM BETEpPUHAPEH JIEKapCTBEH MPOIYKT MOXKeE Ja
MIpeIN3BHKa MT0SIBA HA CWJIEH OTOK, KOWTO MO>KE HAallpUMEDP Jia TOBEE A0 HCXEMUYHA HEKPO3a U IOpH
1o 3aryoa Ha npbct. HeoOxonuma e HE3ABABHA, xoMnieTenTHa Xupypruyecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKU MHIIM3UA U UPUTALKs Ha MHKEKTUPAHOTO MICTO OCOOEHO aKo ca 3aCerHaTry IyJmara
Ha MPBCTA WIN CYXOKUINETO.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxxumo.
3.6 HeOnaronpusiTHu peaKkuuu

3aifliy, BKIFOYUTEITHO JOMAITHU JTIOOUMITH (3alIH JHKYIKETa):

MHOT0 YecTn Bucoka temmeparypa'

Bb3nasnenue B MACTOTO Ha MHKEKTHPaHe”
(roBede ot 1 Ha 10 TpeTupanu

JKHBOTHH):

! Haii-BHCOKOTO MOKa4BaHe Ha MHIMBHyaJlHAaTa peKraiHa Temreparypa € ¢ 1,15°C u cnama 1o
HOpMaJlHAaTa CTOMHOCT ciief, 24 yaca.

2 Mosxe n1a ce HaOmomaBa Bh3najeHue (< 2 cm) B MACTOTO HA MHKEKTHpaHe. Te3M JIOKATHH Peakuu
IIOCTETIEHHO CE Pa3HACST U M3ue3BaT 0€3 1a € He00X0IUMO J1a ce IpuJlara JIe4eHue.

Cro0ImaBaHeTo Ha HEOIArOMPHUATHY PEAKIIMU € BakHO. ToBa MO3BOJSBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPOoayKT. ChoOIeHsTa TpsiOBa 1a ce M3Mpaliar, 3a
MpeAnoYuTaHe Ype3 BETepUHAPECH JeKap, WU Ha MPUTEKATENS Ha pa3pelieHUEeTO 3a ThProBUs, WK Ha
HAI[MOHATHASA KOMIIETEHTEH OpraH upe3 HallMOHAJTHATa CUCTEMa 3a ChoOmaBaHe.3a CbOTBETHUTE
JTAHHY 32 BPB3Ka BUKTE JMCTOBKATA.




3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEeHHOCT, JAKTAIMS WM sIHIleHOCEHe

BDCMCHHOCT W JJaKTarusg:

Moske ma ce mpuiara 1mo BpeMe Ha OpeMeHHOCT U JIaKTaIlHsl.

3.8 B3aumopaeiicTBHe ¢ IPyru BeTEPUHAPHHU Je€KAPCTBEHH NMPOJYKTH U APYru opmMu Ha
B3anMojieiicTBHe

Hsma nannuna nadopmanms 3a 0e30macHOCTTa ¥ €PUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHU JICKAPCTBEHU NPOAYKTH. [Topanu Ta3u npudrHa, IpUIIaraHeTo Ha Ta3|
BaKCHHA MPEAM WIN ciiell ynoTpedara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa 11a ce
NPELEeHN CIOpea WHANBUAYATHHS CITydail.

3.9 HayuH Ha NpUJIOKEeHNe U T03MPOBKA

TToKOXHO NPUIIOKEHUE.

[IspBUYHA BaKCHHAIIHS:
[Ipunoxere enna no3a (0,5 ml) moakoxxHO Ha 3aiiu ot 30-THEBHA BB3paCcT HArope.

PeBakcunamus:
PeBakcunmpaiite exeronHo ¢ exna jo3a (0,5 ml) upes moIKoKHO MHKEKTHPAHE.

OcraBeTe BakcHHATa J1a IOCTUTHE cTaliHa TeMIlepaTypa npean yrnorpeoa.
Pazkmnarere noOpe npenu npuiarase.

3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpHJI0KMMO — MPOLEeAYPH HA JeiicTBHe IPU
CIELIHHU CIYy4Yau U AHTHI0TH)

Crnen npuiaraHeTo Ha S5-KpaTHa 71033, HEe ca HaOJIOJaBaHU JPYTd HEOJArONPHUSITHU PEaKIMUu OCBEH
CIIOMEHATHUTE B TOUKa 3.6.

3.11 CneunuajHM OTpaHUYeHH 32 YNOoTpeda U crenMaJIHi yCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIIOTpPedaTa Ha AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKAPCTBeHH MPOAYKTH, € 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHe HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHH cpOKOBe

Hyna nxu.

4. NMYHOJIOI'MYHA UHOOPMALIUA

4.1 BeTepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):

QIOBAYV.

Bakcunara e npeaHa3HaueHa 3a CTUMYJIMpaHe Ha akTuBeH uMyHHUTeT cpeary RHDV u RHDV2,

nacuBeH UMyHHTET cpenry RHDV?2. [TacuBHUAT HMyHHTET cpelly BUCOKOBUPYIEeHTHUS mamM RHDV?2
He e TecTBaH. [lo-MnaanTe ca ecTECTBEHO 3alIUTEHU cpemy knacudeckuss RHD Bupyec.



AKTHBHOTO BEIIIECTBO BhB BAKCHHATA € peKOMOMHAHTHUSA KaricueH npoteud RHDV2, kolito ce
CBBbp3Ba C Moao0HH Ha BupycH yactuuu (VLPs).

5. DAPMAIIEBTUYHU JAHHHAU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiiTe ¢ Apyr BeTepuHApEH JEKaApCTBEH MPOIYKT.

5.2 Cpoxk Ha rogHoCT

Cpok Ha TOJHOCT Ha KpailHUA BeTEpPUHAPEH JIEKapCTBEH MPOIYKT: 1 ToanHa.
Cpok Ha TOZHOCT cle/l IbPBO OTBApsIHE HA MbpBUYHATA onakoBka: 10 Jaca.

5.3 Chenuannm yci0BHsA 32 CbXpaHeHHe

[a ce cexpansaBa u TpaHcopTHpa B oxianeHo cberosuue (2 °C — 8 °C).
Jla He ce 3ampassiBa.
Ja ce cpxpaHnsiBa QiakoHa BbB BHHIITHATA OMAKOBKA, C [1eJ PE/a3BaHe OT CBETIHHA.

5.4 Bwuawu cbCcTaB Ha MBPBUYHATA ONIAKOBKA

®nakonu ot 0e3uBeTHO cThKI0 THM I ¢ 0,5 ml (1 go3a) u 5 ml (10 mo3m).
dakOHHUTE ca 3aTBOPEHH C I'YMEHa 3allyIlaika i alyMHHHCBA Kamadka.

®nakonu ot 6e3usereH PET tun I ¢ 20 ml (40 go3u) u 100 ml (200 go3m).
drakoHUTE ca 3aTBOPEHH € T'yMEeHa 3aIlyliaika 1 aTlyMHHHEBa Karavka.

Pa3mepu Ha omakoBKaTa:

Kapronena xytus ¢ 10 crekienn ¢iakona ¢ 1 qo3a (0,5 ml).
Kapronena xytus ¢ 1 cTpkier ¢aakod ¢ 10 go3u (5 ml).
Kapronena xytus ¢ 1 ¢pmnakon ot PET ¢ 40 no3u (20 ml).
Kapronena xytus ¢ 1 daakon ot PET ¢ 200 go3u (100 ml).

He Bcuukn pasMEpu Ha OIMTaKOBKATa MOrat Ja 6’L,Z[aT npeajlaranv Ha masapa.
5.5 Cnelmamm MEPKH 32 YHUIIOKABAHEC HA HEU3ITOJI3BAHHU MPOAYKTH UJIH OCTATHIU OT THX

BerepunapHuTe JeKapCTBEHH MPOIYKTH HE TPsAOBa 1a ObJaT N3XBBPJISHU Ype3 OTIIaHU BOIU MU
OHMTOBH OTIIAABIIN.

W3nonssaiiTe mporpaMu 3a BpbIIaHE IPY YHUIIOKABAaHETO Ha HEU3IOJI3BAHN BETEPUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTAThLM OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCHYKH HAIlMOHAJIHH CUCTEMH 3a ChOHpaHe, MPUI0KUMHU 32 ChOTBETHUS
BETCPUHAPEH JICKAPCTBEH MIPOAYKT.



6. HUME HA IIPUTEXXATEJISI HA PASPEIIEHUETO 3A ThbPI'OBUSA

LABORATORIOS HIPRA, S.A.

7. HOMEP(A) HA PASPEHIIEHUETO 3A ThPI'OBUA

EU/2/23/298/001

EU/2/23/298/002

EU/2/23/298/003

EU/2/23/298/004

8. [ATA HA I'bPBOTO U3JABAHE HA PASPEIHLIEHHUETO 3A ThbPI'OBUS

Jara Ha mppBOTO M3AaBaHe Ha pa3pelieHneTo 3a Tbprosus: 11/09/2023

9. JATA HA TIOCJIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTUKA HA
NPOAYKTA

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIJEKAPCTBEHU ITPOAYKTHU

I[a CC OTITyCKa CaMo II0 JICKapCKO MPEAIIMCaHune.

IMoxpo6Ha nH(pOpMaIHs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE /1a HaMepuTe B 6azaTa TaHHH
Ha Crro3a otHocHO niponayktute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE I1

APYI'N YCJIOBUSA U UBUCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

CHEHU®UYHU N3NCKBAHUS OTHOCHO ®PAPMAKOJIOTUYHATA BAUTEJHOCT:

OJlbX 3anmcBa B 0a3zaTta JaHHU 3a (hapMaKoJIOTHYHa OAUTETHOCT BCUYKH PE3YJITATH U U3XOIH OT
npolieca Ha yIpaBjiIeHUE HAa CUT'HAJA, BKIIOUUTETHO 3aKJIF0OUSHUE 38 ChOTHOIIEHUETO MOI3a-PUCK, ChC
CJIeJIHAaTa YECTOTa: €3KETOHO.



IMPHUJIOKEHME I11

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAILIUSA, KOATO CE U3IIMCBA BBPXY BBHIIIHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

YURVAC RHD unxek1MoHHa eMyJICUs 32 3aillu.

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika no3za ot 0,5 ml ceappixa:

Pexombunanrer RHDV?2 Bupycen kancunes npoteun  OC * > 0,7
* Ornocutenna cuna (ELISA Tecr)

‘ 3. PASMEP HA OITAKOBKATA

10 x 1 mo3a (0,5 ml).
10 no3um (5 ml).

40 no3m (20 ml).
200 mo3u (100 ml).

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

3aiiry, BKIIOYUTEITHO JOMAIITHH JIFOOMMITH (3alIH HKYIKETA).

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

7. KAPEHTHHM CPOKOBE

Kapenten cpok: Hyna nau.

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHE M3MO3Bak B pamkute Ha 10 gaca.

10



‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa 1 TpaHCIIOPTHPA B OXJIAIEHO ChCTOSHUE.
a ue ce 3ampasspa.
Ja ce chxpansiBa (prrakoHa BbB BHHIIHATA ONTAKOBKA, C IS MTPe/a3BaHe OT CBETIUHA.

‘ 10. HAJANMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJIOCTBITHA
3A JIEIJA MECTA”

I[a CC€ ChbXpaHsaBa OaJi€d OT IIorjicaa U Ha HEAOCTHITHU 3a J€1a MECTA.

13. HMME HA IPUTEXATEJIA HA PASPEIIEHUME 3A ThbPTOBUA

LABORATORIOS HIPRA, S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/23/298/001 (1 n03a)
EU/2/23/298/002 (10 103u)
EU/2/23/298/003 (40 1031)
EU/2/23/298/004 (200 x03u)

15. HAPTHUJIEH HOMEP

Lot {Homep}

11



NHOOPMAILIUSA, KOATO TPABBA JJA BBJIE U3IIMCAHA BbHPXY ITbPBUYHATA
OITAKOBKA

DJIAKOH C 200 103H.

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

YURVAC RHD unxek1MoHHa eMyJICUs 32 3ai1u.

2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

Besika no3a ot 0,5 ml ceappika:

Pexombunanten RHDV?2 Bupycen kancuaen nporenn  OC * > 0,7
* Ornocurenna cuna (ELISA tecr)

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

3aifiiy, BKIFOYUTEITHO JTOMAITHU JTIOOUMITH (3alIH JHKYIKETA).

4. HAYUHUA HA ITPUJIOKEHUE

TToIKOKHO TIPUITOKEHHE.
[Ipenu ymotpeda nmpoyereTe IUCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapenTten cpok: Hyna nau.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MOI3Bak B pamkute Ha 10 gaca.

‘ 7. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAIEHO CHCTOSHUE.
Jla He ce 3ampa3siBa.
Ja ce chxpansiBa (prrakoHa BbB BHHIIHATA ONTAKOBKA, C TSI MTPe/a3BaHe OT CBETIUHA.

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

LABORATORIOS HIPRA, S.A.

12



‘ 9. ITAPTUJIEH HOMEP

Lot {Homep}

13



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

®JIAKOH C 1 103A, 10 103U 1 40 TO3U.

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

YURVAC RHD unxeknnoHHa eMyJICHS 32 3aiITH.

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Besika no3a ot 0,5 ml ceappika:

Pexombunanten RHDV?2 Bupycen kancuaen nporenn  OC * > 0,7
* Orunocurenna cuna (ELISA tecr)

‘ 3. NAPTUJAEH HOMEP

Lot {Homep}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
Crnen oTBapsHe U3n0a3Bail B pamkute Ha 10 yaca.

14



B. JUCTOBKA

15



JIMCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

YURVAC RHD unxeknnoHHa eMyJICHS 32 3aiITH.

A Cnbcras
Bcesika no3a ot 0,5 ml ceappika:

AxTHBHO BemecTBO: PekomOunanTer RHDV?2 BupyceH karcuieH npoTenH oCc*>0,7
* Ornocutenna cuna (ELISA tecr)

AmKyBaHT: JIeko MUHEPAITHO MacyIo 104,125 mg

bsina xoMoreHHa emyJscus.

3. Bunose :XMBOTHH, 32 KONTO e npegHa3Haved BJIII

3aifliy, BKIFOYUTEITHO JTOMAITHU JTIOOUMITH (32l JHKYIDKETA).

4. IToxa3zanus 3a ynorpeoda
3a akTHBHA UMYHU3aIUs Ha 3aiiu ot 30-THEBHA BH3PACT HArope C 1ejl HaMalsIBaHe Ha CMBbPTHOCTTA
oT xeMoparudsa Oosect 1o 3aiiure (RHD), mpuuannaena ot knacudecku RHD Bupyc (RHDV) u

BapuaHTHU mamoBe (RHDV?2), BkItoUnTETHO CHITHO BUPYJICHTHU IIAMOBE.

Haugano na umynurera: 7 mau 3a RHDV?2.
14 nuu 3a RHDV.

IIpoabHKUTETHOCT HA UMYyHUTETA: | TOMMHA

3a macuBHa nmyHm3aIws cperry RHDV?2 (#e e mokaszaHa cperry BUCOKOBUPYJICHTHH IIaMOBE) Ha
MOTOMCTBOTO Ha BaKCHHUpaHaTa /1032 B MPOIbJLKEHUE Ha Hail-manko 30 qHu.

5. IIporuBonokazanus

Jla He ce M3Mo3Ba IPU CBPHXUYBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO, a/DKYBaHTa UM KbM HIKOE
OT MOMOIIIHNUTE BEIIECTBA.

6. CrnenmajHu npegynpexIeHus

CrenyanHy NpeaynpeskJIcHNS:
I[a CC BAKCHHHPAT CaMO 3paBu KUBOTHH.

CrenuanaHy Opeana3sHu MEpPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeaHaszHaucH BJIIT:

C OpeMeHHUTE XKEHCKH TPsOBa Jla ce paboTH BHUMATEITHO, 32 Jia ce M30erHe CTPeC U PUCK OT abopT.
He ca npoBenenyn HaieK THU MPOYYBAHUS BBPXY MBIKKH 3aiIIN 32 BIUSIHUETO BHPXY
PENPOAYKTUBHUTE (PYHKIINU.

16



CrenyaiHy NpeAna3Hil MEpKH, KOUTO TpsOBa Ja B3eMe JULETO, IPUJIAraiio BeTepuHapHHs
JEKapPCTBEH NMPOAYKT Ha )KUBOTHUTE:

3a moTpeburenuTe:

To3u BeTeprHAPEH JIEKApPCTBEH NPOLYKT ChIbpKa MUHEPAIHO Macio. CIy4aifHOTO
MHXEKTHpaHe/CaMOMH)KEKTHPaHe MOXKe J1a IPEJU3BHKA CHITHA OOJIKa M OAyBaHe, 0COOCHO IPH
MHXEKTHPAHEe B CTaBa WIM IPBCT U B PEIKH CIIydan € Bb3MOKHO J1a Ce 3aryOu 3acerHaTus MphCeT, ako
HE € OKa3aHa HaBpeMe JIeKapcka moMoul. AKO MO CIIy4ailHOCT CTe MHKEKTHPAHU C TO3H BETEpUHAPEH
JIEKapCTBEH MPOJYKT, IIOTHPCETE CIEIIHO ChBET OT JeKap M HOCeTe JIMCTOBKaTa ¢ Bac, nopu na e
WH)XEKTHPAHO CHBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoIbiiKaBa moBede ot 12 gaca cief
MEIUIMHCKHUS TIPETJie]], MOThPCETE OTHOBO CHBET OT JICKapS.

3a nekapure:

To3u BeTepuHApEH JEKAPCTBEH MPOAYKT ChIBpPKa MUHEPAIHO Maciio. Jlopu a ca MHKEKTHPaH!
MaJK{d KOJUYECTBA, CIy4YalHOTO MHXEKTUPAHE C TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Aa
MpeAn3BUKA MOsBa Ha CUJIEH OTOK, KOMTO MOKE HalpuMep J1a JOBEAE JO UCXEMUYHA HEKPO3a U JOpU
1o 3aryba Ha npbeT. Heooxomuma ¢ HEBABABHA, koMiieTeHTHa XUpyprudecka HaMmeca. Bb3MoxHO
€ J1a ce HaJIOXKU MHIIM3KS U UPUTANUS HAa HHKEKTUPAHOTO MSICTO OCOOEHO aKO ca 3aCerHaTH IyJiara
Ha TIPBHCTA WIH CyXOKUITHETO.

CrienmatHy Ipeina3Hu MEPKH 3a 3allliTa Ha OKOJIHATA cpefia:
He e npunoxumo.

bpemeHnHOCT U nakTaIMS:
Moske ma ce mpuiiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

BsaumoneiicTBue ¢ Apyru BETEPUHAPHU JICKAPCTBEHU IPOIYKTH U APYTH hOPMU HA B3aMMOJICHCTBHUE:!
Hsma nannyna nadopMmanms 3a 6e30macHOCTTa ¥ e)UKACHOCTTA OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPHUHAPHHU JIeKapCTBEHU MpoayKkTH. [lopaay Tazu npudrHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IIPEIU WM CJIe] yIioTpedara Ha IpyT BETEPUHAPEH JICKapPCTBEH MPOAYKT TPSOBaA 1a ce
MpeleH! CIOPEA UHIUBUTYATHUSI CITy4dai.

IIpenosupane:
Crnen npunaraHeTo Ha 5-kpaTHa Ji03a, HE ca 3a0elisa3aHd JIPYrd HEOJIaronmpUsSTHH PEaKIUH OCBEH

CITOMEHATHUTE B TOUKa “HeOmaronpusatau peakiym’”.

CrenuaigHy OrpaHUYECHHUs 32 YIOTpeba U clielMalHy YCIOBHsI 3a yrorpeoba:
He e npunoxxumo.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiiTe ¢ aApyr BeTepuHapeH JEKapCTBEH MPOIYKT.

7. HeOnaronpusiTHu peakuuu

3aiiliy, BKIYUTEITHO JIOMAITHU JIOOUMITH (3l JKYIDKETa):

MHOT0 YecTH Bucoka temmeparypa'

Bh3nasenue B MACTOTO HA MEDKEKTHPAHE?
(nmoBeue ot 1 Ha 10 TpeTupanu

’KHUBOTHH):

! Haii-BHCOKOTO NOKa4yBaHE Ha MHAMBHMIyalHaTa peKTamHa TemmepaTtypa € ¢ 1,15°C u cmaga 1o
HOpMaJTHaTa CTOWHOCT ciief] 24 Jaca.

2 Mosxe 1a ce HaOmomaBa Bh3najeHue (< 2 cm) B MACTOTO HA MHKEKTHpaHe. Te3M JIOKATHH Peakuu
MOCTENIEHHO CE pa3Hac ST W U34e3BaT 0e3 Ja € HeoOXOAMMO J1a Ce MpHiIara JcucHue.
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Cro0I1maBaHeTo Ha HEOIATONPHSITHU PEAKIMH € BaKHO. TOBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JICKAPCTBEH MPOIYKT. AKO 3a0€iIe)KUTE HAKAKBH HEOJIAroNMpUATHH
peaKkiuyu, BKJIIOYMTEIIHO M TaKWBa, KOMTO HE Ca ONHCAHM B Ta3W JUCTOBKA WM MUCIHTE, 4e
BEeTEPHUHAPHHS JIEKAPCTBEH MPOJYKT HE JIEHCTBA, CBBPIKETE Ce MbPBO ¢ Bamus BeTepuHapeH jekap.
MoskeTe ChIIO Ja ChOOMaBaTe HEOJIATONPHUITHU PEAKIMK HA MPHUTEXKATENIs Ha pPa3pelICHUETO 3a
THPrOBUSI WJIM MECTHHS MpPEJCTaBUTENl Ha MPHUTEXKATENs Ha pa3pelieHueTo 3a THProBUs, KaTo
W3M0JI3BaTe JIAHHUTE 332 KOHTAKT B Kpas Ha Ta3W JIMCTOBKA WK 4pe3 Bammara HanmoHanHa cucteMa 3a
choOIaBane: {OAPOOHOCTH 332 HAIIMOHAIHATA CHCTEMA } .

8. Jo3upoBKa 3a BceKHM BH/I (KUBOTHO, HAYMHM ¥ METO/l HA MPUJIOKEHUEe
TToiKOXXHO NPHUIIOKEHUE.

[IspBUYHA BaKCHHAIIHS:
IIpunoxere exra mo3a (0,5 ml) momkoxHO Ha 3aiiy ot 30-THEBHA BB3pacT HArope.

PeBakcunanus:

PeBakcunmpaiite exeronto ¢ eana jo3a (0,5 ml) upe3 moIKoKHO MHKEKTHPAHE.
9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

OcraBeTe BakcHHATA JIa JIOCTUTHE CTaliHa TeMIlepaTypa Ipean yrnorpeoa.
Pazknarere noOpe npenu yrnorpeoda.

10. KapenTHu cpokoBe

Hyna gau.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Jla ce chxpaHsiBa Jjajied OT MOTJIe/Ia U Ha HEAOCTHITHY 3a Jiella MecTa.
Ja ce cexpaHsaBa u TpaHCIIOpTHpa B oxianeHo ceerosaue (2 °C — 8 °C).
a He ce 3ampassna.

I[a CC CbXpaHsBa (bHaKOHa BBB BBHIIIHATA OIIAKOBKA, C LCJI MPEATNIa3BaHC OT CBCTJIMHA.

lla HE C€ U3II0JI3Ba TO3M BETCPUHAPCH JICKAPCTBEH IMMPOAYKT CJICA U3THUYAHE CPOKa HAa IT'OJHOCT,
IMOCOYCH BHPXY CTUKECTA U KapTOHA.

Cpok Ha TOJHOCT clie/l TBPBOTO OTBApsHE Ha MbpBUYHATA omakoBka: 10 gaca.

12. ChnenmnajHu npeana3sHu MePKHU MPHU YHUIIIOKABAHE

BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPHU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTHU UKW OCTATHLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MCCTHOTO
3aKOHOJATCJICTBO U C BCUYKHU MPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a c1361/1paHe. Te3n MCPKH 1IC
IMOMOT'HAT 3a OIla3BaHC HAa OKOJIHATa Cpcaa.
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[MonmTaiite Bamus BetepuHapeH jekap win (papMarieBT Kak Jia YHUIOKUTE HEHY)KHH BETCpUHAPHH
JIEKApCTBEHU MPOIYKTH.

13. Kaacudukanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelieHHeTo 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/23/298/001-004

PasMepu Ha omakoBKaTa:

Kapronena xytus ¢ 10 crpkiienn ¢aakona ¢ 1 goza (0,5 ml).
Kapronena kytus ¢ 1 cTbkiieH ¢uakos ¢ 10 go3u (5 ml).
Kapronena xyrtus ¢ 1 ¢pmakon ot PET ¢ 40 no3u (20 ml).
Kapronena xytus ¢ 1 ¢pmnakon ot PET ¢ 200 no3u (100 ml).

He Bcuuku pasMepu Ha orakoBKaTa Morar fia Ob/aT MpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa
{(MM/TTTT}

[MonmpoOHa nHbopMalys 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nanay Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KS.TCJ'I Ha paspCuiCHUCTO 3a THhPTrOBHA W MPOHU3BOAMTCII, OTTOBAPAIIL 34 OCBO60)KI[3B3H€TO Ha
OapTHau U JaHHHW 3a BPB3Ka 3a C’I)O6H_IaBaHe Ha npeanojaracMu He6ﬂaFOHDI/I$ITHI/I PCAKIIMH:

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

17170 Amer (Girona) UCITAHUSA
Ten. +34 972 43 06 60

MecTHU IIpeACTABUTENH U JJAHHHM 34 BPh3Ka 32 ChOOIIaBaHE Ha IPeAnoJaracMu HeOJaronpusITHA
pCaAKIIUU:

3a BcakakBa HH(GOpMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT, MOJIS, CBBPIKETE CE C
MECTHUS MPEACTABUTEI HA MPUTEKATENS HA PA3PEIICHUETO 32 ThPrOBUSL.
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Belgié/Belgique/Belgien
HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIE

Tel: +32 09 2964464

Peny0smka buarapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Ten: +34 972 43 06 60

Ceska republika

HIPRA SLOVENSKO, s.r.0.
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 Diisseldorf
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

EArada
HIPRA EAAAX AE.

Aeswo. AOnvav 80 & Mnpiovov 2-4,
104 41 Kolwvdc - AOGHNA - EAAAX

TnA: +30 210 4978660
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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

BELGIETel: +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 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0



Espaiia

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

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +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

Kvmpog

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

17170 Amer (Girona)

SPAIN

Tnhi: +34 972 43 06 60

Latvija

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

17170 Amer (Girona)

SPANIJA

Tel. +34 972 43 06 60

21

Polska

HIPRA POLSKA Sp.z.0.0.

Ul Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

ARBUSET, Produtos Farmacéuticos ¢ Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

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)
ESPANJA

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

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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