INPNJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

YURVAC RHD unxkeknnoHHa eMyJICHs 3a 3ailH.

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

AKTHBHO BeleCTBO:
PexombOunanten RHDV2 Bupycen kancuaen nporenn  OC * > 0,7

* OraocutenHa cwna (ELISA Tect)

AJIKYBaHT:
JIexo MuHepaiiHO Macio 104,125 mg

ITomomiHu BelecTBa:

Konu4yecTBeH cbcTaB, aK0 Ta3n HHGopManus
€ BayKHA C OIJIe/l Ha MPABUJIHOTO NpHJIaraHe
HA BeTEPUHAPHHUS JIeKAPCTBEH NPOLYKT

KadecTBeH chCTaB Ha MNOMOIIHUTE BeIeCTBA
U APYIruTe CHhCTAaBKHU

[Tommcopbar 80 0,03 ¢g

CopOutan MOHOOJIEAT

Hatpues xmopua

Kanues xnopua

JunatpueB docdaT nogexaxuapar

Kanues nuxuapores pochar

BO,Z[a 3a MHXKCKIITNN

bsina xoMoreHHa emMyJcus.

3. KIMHUYHA HTH®OPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIIT

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

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH MPOAYKTHT
3a akTHBHA UMYHH3alKs Ha 3aiinu ot 30-1HEBHA BB3pacT Harope ¢ Iejl HaMajsiBaHe Ha CMBbPTHOCTTa
ot xemoparu4Ha 6onect no 3aiirute (RHD), mpuunnena ot knacuuecku RHD Bupyc (RHDV) n

BapuaHTHU mamoBe (RHDV?2), BkirounTeTHO BUCOKO BUPYJICHTHHU ILIAMOBE.

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

[IpoabKUTETHOCT HA UMYHHTETa: 1 ronvHa

3a macuBHa uMyHHU3aus cpemy RHDV?2 (He e nokaszana cpely BUCOKO BUPYJIEHTHH 1IaMOBE) Ha
MOTOMCTBOTO Ha BAKCHHUPAHUTE KUBOTHU B NMPOIBIDKEHHE Ha Hali-Manko 30 1Hu.

3.3 IIporuBomokaszanus

Jla He ce m3MoI3Ba PY CBPHXIYyBCTBUTEITHOCT KbM aKTHBHOTO BEMIECTBO, aJP)KyBaHTA WM KbM HSIKOE
OT IIOMOIIIHUTE BEIECTBA.



3.4 ChoeunajHu mpeaynpeskIeHus
Jla ce BakCHHUpAT caMO 3/[paBH KUBOTHHU.
3.5 CroeuuajHu mpeana3sHd MepKH NMpH ynorpeda

CrenmanaHy peana3sHy MEPKHM 3a 0e30I1acHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npendaszHauyex BJIIT:

C OpeMeHHUTE )KEHCKH TpsiOBa J1a ce paboTH BHUMATEIIHO, 32 JIa c€ M30erHe cTpec U pucK oT abopT.
He ca npoBeneHn HafgexXIHU IPOYUYBAHUS BBPXY MBKKHU 3aHLIM 38 BIMSAHUETO BPXY PEIPOIYKTUBHHUTE
¢$hyHKIHN.

CHCLII/IEIJ'IHI/I npéanasoi MCpKHU, KOMTO ’I’D$16Ba Ja B3EMC JIMIICTO, IMpujaraino BETCPUHAPHUSA
JICKapPCTBCH NPOAYKT HA JKMBOTHUTC:

3a notpeburenure:

To3u BeTepuHapeH JeKapCTBEH MPOAYKT ChAbpKa MUHEPAITHO Macio. CirydaitHOTO
WHXKEKTUpaHe/CaMOWHKEKTHPAHEe MOXKe JIa TPeTU3BUKA CHITHA 0OJIKa M TI0lyBaHe, 0COOEHO MpH
MH)KEKTUpaHE B CTaBa WM MPBCT U B PEIKH CIIyyaH € Bb3MOXKHO Ja Ce 3aryOH 3acerHaThs IPBCT, aKo
HE € OKa3aHa HaBpeMe JIEKapcKa MOMOII. AKO MO CIy4alHOCT CT€ MHKEKTUPAHU C TO3U BETEPUHAPEH
JIEKapCTBEH MPOAYKT, IIOTHPCETE CIENIHO CHBET OT JIEKap M HOCETE JINCTOBKaTa ¢ Bac, mopu na e
MH)XEKTUPAHO ChBCEM MAJIKO KOJIM4YecTBO. AKO OoJiKaTa MpoabiKaBa rmoseye ot 12 yaca ciex
MEAMLUHCKHA MIPETJIE]], TIOThPCETE OTHOBO CHBET OT JIEKapsL.

3a nekapure:

To3u BeTeprHApeH JEKAPCTBEH MPOAYKT ChbpKa MUHEPATTHO Maciio. JlopH Ja ca MH)KEKTHpaHU
MAaJIKU KOJTMYECTBA, CIYyYailHOTO MH)KEKTHpaHe C TO3HM BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXE Ja
MIpeIn3BHKa M0sIBA HA CHUJIEH OTOK, KOWTO MOXKE HAIpUMED Jia ToBeIe 10 HCXEMHYHA HEKpo3a U JOpU
1o 3aryoa Ha npbct. HeoOxonuma e HE3ABABHA, xoMnierenTHa Xupypruyecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH MHIM3KS U UPUTalus Ha HHKEKTHPAHOTO MACTO 0COOSHO aKo ca 3acerHaTH IyJmaTa
Ha MPBCTA WIH CyXOKUIHETO.

CHGLII/IaJ'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATa Cpcaa:

He e npunoxumo.
3.6 HeOnaronpusiTHu peaKkuuu

3aifiiy, BKIFOYUTEITHO JTOMAITHU JTIOOUMITH (32l JHKYIKETa):

MHOrO YecTH Bucoka Temmeparypa’

Bh3nasnenue B MACTOTO HA MEDKEKTHPAHE?
(moBeue ot 1 Ha 10 TpeTupanu

AKHUBOTHH):

MHoro penkn Anopexcust®, Jleraprus®
YpesHa crasza’

(mo-manko ot 1 mHa 10 000 TpeTupanu Kymora®

YKUBOTHH, BKJIFOUHTEITHO U30JUPAHH
CHOOIIICHHS ):

' Jlo 1.15 °C , BpbluaHe Ha HOPMAJIHHUTE CTOMHOCTH B pamkute Ha 24.> Moke na ce HaburonaBa
BB3nasicHHue (< 2 cm) B MACTOTO Ha MHKEKTHpaHe. Te3u JIOKaTH! peakiMy MOCTENEHHO Ce pa3HacaT 1
n34e3Bar 0e3 Ja e HeoOX0AUMO JAa ce Ipujara JeUeHHUe.

3 TIpexomHo.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BEeTEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TPSOBa Aa ce U3mpaIiar, 3a



MpEINoYUTaHEe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHneTo 3a ThProBHs, MIIK Ha
HAI[MOHATHHAA KOMIIETEHTEH OpraH upe3 HallMOHATHATa CUCTEMa 3a ChoOmaBaHe.3a CbOTBETHUTE
JTAHHY 32 BPB3Ka BUXKTE JUCTOBKATA.

3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIleHOCeHe

BDGMCHHOCT W JJaKTaluAg:

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

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHHU JIEKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMo/eiicTBHue

Hsma nannuna nadopmanms 3a 0e30macHOCTTa M €pUKACHOCTTA OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHU JICKAPCTBEHU NPOayKTH. [lopanu Ta3u npudnHa, IpUIIaraHeTo Ha Ta3u
BaKCHHA IIPEAN WM clie]l yrmoTpedara Ha IpyT BeTepHHAPEH JIEKapCTBEH MPOAYKT TpsiOBa 1a ce
NPELEeHN CIOPe ] HHANBUAYATHHS CITyqai.

3.9 HauuH Ha NpUJIOKEeHNE U T03MPOBKA

HO,I[KO)KHO MMPUIIOKCHUC.

[IspBUYHA BaKCHHAIIHS:
[Ipunoxere enna nosa (0,5 ml) mogkoxxHOo Ha 3aiiu ot 30-THEBHA BB3pacT HAarope.

PeBakcunamus:
PeBakcunmpaiite exeronno ¢ exna jo3a (0,5 ml) upe3 moIKoKHO HHKEKTHPAHE.

OcraBeTe BakcHHATa J1a IOCTUTHE cTaliHa TeMIlepaTypa Ipean yrnorpeoa.
Pazkmarere noOpe npenu npuiarase.

3.10 CumnTomMH Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NMPoUeIyPH Ha AelicTBHE TPH
CIELIHHU CIy4Yau U AHTHI0TH)

Crnen npuiaraHeTo Ha 5-KpaTHa 71033, HE ca HaOJIOJaBaHU JPYrH HEOJArOoNPHUSITHU PEaKIMUu OCBEH
CIIOMEHATHUTE B TOUKa 3.6.

3.11 CneunuajHM OTpaHUYeHH 32 YNoTpeda U crenMaJHi YCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIIOTPedaTa Ha AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKapCTBEHH MPOAYKTH, C LieJI A ¢ce OTPAHMYH PUCKDBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpuioxumo.

3.12 KapeHTHH cpOKOBe

Hyna nau.

4. HWMYHOJJIOIT'NYHA HH®OPMALUA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code):

QIOSAV.



Bakcunara e nmpenHa3HadeHa 3a CTUMYJIHpaHe Ha akTuBeH uMyHHUTET cpenty RHDV u RHDV?2, n
nacuBeH UMyHHTET cpenty RHDV?2. [TacuBHUMAT MMYHHTET cpellly BUCOKOBUPYIEeHTHUS maMm RHDV?2
He e TecTBaH. [lo-MnanuTe 3aiiiy ca ecrecTBEHO 3alUTeHU cpenty kinacuueckuss RHD Bupyc.
AKTHUBHOTO BEIIIECTBO BHB BaKCHMHATA € PEKOMOMHAHTHISI KaricuaeH npotend RHDV?2, koiito ce
CBBP3Ba ¢ 1Mog00HU Ha BUpycH yacturn (VLPs).

5. DAPMAIEBTUYHHU JJAHHHAU

5.1 OcHOBHH HECHLBMECTHMOCTH

He cmecBaiite ¢ npyr BeTepruHapEH JE€KapCTBEH MPOAYKT.

5.2 Cpoxk Ha roaHoCT

Cpok Ha TOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 1 roauHa.
Cpok Ha TOJHOCT ciie/l TbPBO OTBapsiHE HA IMbpBUYHATA onakoBka: 10 Jaca.

5.3 ChenuanaHu yca10BHA 32 CbXpaHeHHe

[a ce cpxpansBa 1 TpaHCIIOpTHpA B oxJageHo ceerosiaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.
[a ce cpxpansBa ¢uiakoHa BbB BHHILIHATA ONIAKOBKA, C LIEJI NPEANa3BaHe OT CBETINHA.

5.4 BI/I}I U CbCTAaB HA MbPBHYHATA OIIAKOBKA

®nakonu ot 6e31BeTHO cTHKIO THI I ¢ 0,5 ml (1 mo3a) u 5 ml (10 mo3m).
drakoHUTE ca 3aTBOPEHH € TyMEHa 3alyIlalika 1 aTlyMHHUEBA Karavka.

®nakonn ot 6e3rBereH PET trm [ ¢ 20 ml (40 mo3u) m 100 ml (200 no3wm).
drakoHUTE ca 3aTBOPEHH € T'yMEHA 3aIylalika i aTlyMHHUCBA KaravKa.

Pa3mepu Ha omakoBKaTa:

Kapronena xytus ¢ 10 crpkiienn ¢iakona ¢ 1 goza (0,5 ml).
Kapronena kytus ¢ 1 cTbkiieH ¢uakos ¢ 10 go3u (5 ml).
Kapronena xytus ¢ 1 daakon ot PET ¢ 40 mo3u (20 ml).
Kapronena xytus ¢ 1 ¢pmnakon ot PET ¢ 200 no3u (100 ml).

He Bcuuku pasMepn Ha OmakoBKaTa Morar fia Ob/aT MpeAsiaraHy Ha masapa.
5.5 CuoenuajJHuU MepKH 32 YHHII0:KABAHE HA HEM3MOJI3BAHH NMPOAYKTH WM OCTATBIHU OT TAX

BeTepI/IHapHI/ITe JICKaAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’L,Z[aT HU3XBBPJIAHU UPE3 OTIIAAHU BOJAU WA
OuTOBH OoTIHaabIIn.

M3non3BaiiTe mporpaMu 3a BpbllaHE IPU YHUIII0KABAHETO HA HEWU3IOJ3BAHU BETEPUHAPHU
JIEKapCTBEHHU NMPOAYKTHU WUJIM OCTaThLUM OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATENICTBO ¥ C BCHYKH HAIMOHATHYU CUCTEMH 33 ChOMpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HUME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.



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

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 PASPEHIEHUETO 3A ThbPI'OBUSA

[ara Ha mppBOTO M3aBaHe Ha pa3pelieHneTo 3a Tbprosus: 11/09/2023

9. JATA HA NOCJIEAHATA PEJAKIMS HA KPATKATA XAPAKTEPUCTUKA HA
HNPOAYKTA

10. KJIACHUPUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

[a ce oTmycka camo 10 JIEKapCKO MpeanrcaHue.

IMonpoOHa nH(popMaIUs 3a TO3M BETCPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HaMEepUTe B 0a3ara TaHHU
Ha Cpro3a otHOocHO npoxykTute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE I1

APYI'N YCJIOBUSA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

CHEHU®UYHU N3NCKBAHUS OTHOCHO ®APMAKOJIOTUYHATA BAUTEJHOCT:

O/JlbX 3anmcBa B 0a3zaTta JaHHU 3a (hapMaKoJIOTHYHA OAUTETHOCT BCUYKH PE3YNITAaTH U U3XOIH OT
npolieca Ha yIpaBJieHUe Ha CUT'HAJA, BKIIOUYUTETHO 3aKJII0OUSHUE 38 ChOTHOIIEHUETO MOI3a-PHUCK, ChC
CJIeJIHAaTa YECTOTa: €3KETOHO.



INPUJIOKEHUE I11

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIITHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

YURVAC RHD unxekioHHa eMyJicus 3a 3aiiu.

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcesika no3za ot 0,5 ml ceappixka:

PexomOunanten RHDV?2 Bupycen kancuuen nporeus  OC * > 0,7
* Ornocutenna cuna (ELISA Tect)

‘ 3. PASMEP HA OITAKOBKATA

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

40 no3m (20 ml).
200 mo3wu (100 ml).

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

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

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

TToikOXXHO NPHUIIOKEHUE.

7. KAPEHTHHM CPOKOBE

Kapenten cpok: Hyna gau.

| 8. CPOK HA TOJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsHe U3Noa3Bail B pamkute Ha 10 yaca.

10



‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAIEHO CHCTOSHUE.
Ja He ce 3ampassiBa.
Ja ce cpxpansBa (prrakoHa BbB BHHIIIHATA ONIAKOBKA, C TSI MTPe/Ia3BaHe OT CBETIUHA.

‘ 10. HAJNMUCHT ,JIPE/U YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

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

I[a CC ChbXpaHsBa AaJjicd OT Norjicaa U Ha HCAOCTHITHU 3a 1€1a MECTaA.

‘ 13. HWME HA IIPUTEXATEJISI HA PASPEIIEHUE 3A ThbPI'OBUS

LABORATORIOS HIPRA, S.A.

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUA HA BJIIL

EU/2/23/298/001 (1 n03a)
EU/2/23/298/002 (10 1031)
EU/2/23/298/003 (40 103u)
EU/2/23/298/004 (200 n0311)

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}

11



NHOOPMAIMSA, KOATO TPABBA 1A BBJIE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

®JIAKOH C 200 1O3H.

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH TIPOAYKT

YURVAC RHD unxkeknnoHHa eMyJcHs 3a 3ailH.

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Besika mo3a ot 0,5 ml ceabpika:

Pexombunanten RHDV2 Bupycen kancuaen nporenn  OC * > 0,7
* Orunocurenna cuna (ELISA tecr)

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

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

4. HAYUHUA HA ITPUJIOKEHUE

TToIKOKHO TIPUITOKEHHE.
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapenTten cpok: Hyna nau.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MOI3Bak B pamkute Ha 10 gaca.

‘ 7. CIIEHUAJIHHA 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 IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSL

LABORATORIOS HIPRA, S.A.

12



‘ 9. IMAPTUJIEH HOMEP

Lot {Homep}

13



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

®JAKOH C 1 103A, 10 103U U 40 TO3U.

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

YURVAC RHD unxeknuoHHa eMyJICHS 3a 3aiITu.

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Besika mo3a ot 0,5 ml ceabpika:

Pexombunanten RHDV2 Bupycen kancuaen nporenn  OC * > 0,7
* Orunocurenna cuna (ELISA tecr)

‘ 3. HNAPTUJAEH HOMEP

Lot {Homep}

|4 CPOK HA TOJIHOCT

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

14



B. IUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHHe Ha BeTepHHAPHHUS JIEKAPCTBEH MPOAYKT

YURVAC RHD umxeknnoHHa eMyJICHS 3a 3aHiITu.

A Cnbcras
Bcesika no3za ot 0,5 ml ceappxka:

AxTHBHO BemecTBO: PekomOunanTen RHDV?2 BupyceH karcuaeH mpoTenH oCc*>0,7
* Ornocutenna cuna (ELISA tecr)

AmkyBaHT: Jleko MUHEpPaIHO MaciIo 104,125 mg

bsina xoMoreHHa emyJcus.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayeH BJIII

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

4. IToxa3zanus 3a ynorpeoda
3a akTHBHA UMYHHM3alUs Ha 3aiiu ot 30-THEBHA Bh3pacT HArope C 1ejl HaMalsBaHe Ha CMBbPTHOCTTA
oT xeMoparudsa Oosect 1o 3aiure (RHD), mpuumnaena ot knacudecku RHD Bupyc (RHDV) u

BapuaHTHU mamoBe (RHDV?2), BkimtounTeTHO CHITHO BUPYJICHTHU IIIaMOBE.

Haugano na umynutera: 7 mau 3a RHDV?2.
14 numn 3a RHDV.

[IpoapKUTETHOCT HA UMYHHTETA: 1 ronrHa

3a nmacuBHa nMyHu3aus cpeury RHDV?2 (He e noka3aHa cpelly BUCOKO BUPYJICHTHH IIaMOBE) Ha
MTOTOMCTBOTO Ha BAKCHHUPAHUTE )KUBOTHU B IIPOABIKEHNE Ha Hail-Manko 30 aHH.

5. IIporuBonokazanus

[la He ce U3M03Ba [IPU CBPBXIYBCTBUTEIHOCT KbM aKTUBHOTO BEILIECTBO, a[KyBaHTa WM KbM HIKOE
OT MOMOIIIHNUTE BEIIECTBA.

6. CrnenmaJHu npexynpexIeHus

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

CrenuanaHy Opeana3sHu MEpPKH 3a 0e3omacHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npeaHaszHaucH BJIIT:

C OpeMeHHUTE KEHCKH TPsOBa J1a ce paboTH BHUMATEITHO, 32 JIa Ce U30ETHE CTPEC U PUCK OT adopT.
He ca npoBeneHyn HaeKTHU IPOYYBAHUS BbPXY MBKKH 3aiIIN 3a BIMSIHUETO BHPXY
PENPOAYKTUBHUTE (PYHKIINU.

16



CroenumanHy npeana3Hi MEepKH, KOUTO TPsOBa Ja B3eMe JIMIETO, IPUJIAraiio BeTepUHAPHUSL
JEKapCTBEH NMPOAYKT Ha )KUBOTHUTE:

3a notpeburenure:

To3u BeTeprHAPEH JIEKAPCTBEH NPOLYKT ChIbpKa MUHEPAIHO Macio. CIy4aiiHOTO
MHXEKTHpaHe/CaMOMIKEKTHPAaHe MOXKeE J1a IPEeJU3BHKA CHITHA OOJIKa M OAyBaHe, 0COOCHO IPH
MHXEKTHPAHE B CTaBa WIM IPBCT U B PEIKH CIIydad € Bb3MOKHO J1a e 3aryOu 3acerHaTus MphCeT, ako
HE € OKa3aHa HaBpeMe JIeKapcka moMoul. AKO Mo CIIy4ailHOCT CTe€ MHKEKTHPAHU C TO3H BETEpUHAPEH
JIEKapCTBEH MPOAYKT, IOTHPCETE CHELIHO CHhBET OT JICKap U HOCETe JIMCTOBKaTa ¢ Bac, mopu na e
WH)XEKTHPAHO CHBCEM MAJIKO KOJIMYECTBO. AKO OOJIKaTa MpoIbihKaBa moBede ot 12 gaca cief
MEIUIUHCKHUS Tperie]], IOTbPCETe OTHOBO CHBET OT JIEKaps.

3a nekapure:

To3u BeTeprHapeH JEKAPCTBEH MPOAYKT ChIbpAkKa MUHEPATTHO Maciio. JlopH a ca MH)KEKTHUpaHH
MAaJIK{ KOJIMYECTBA, CIyYailHOTO MH)KEKTHpaHe C TO3H BETEPUHAPEH JIEKapCTBEH MPOTYKT MOXKeE Ja
MIpeIn3BHKa MOsIBA HAa CHJIEH OTOK, KOWTO MOXKE HaIpUMeED Jia ToBeIe 10 HCXEMHYHA HEKpo3a U JOpU
1o 3aryoa Ha npbet. Heobxonuma e HE3ABABHA, xoMmieTeHTHa XUpypriudecka Hameca. Br3MokHO
€ J1a ce HaJIOXKH MHIM3KS U UPUTalus Ha HHKEKTHPAHOTO MACTO 0COOCHO aKo ca 3acerHaTy IyJmaTa
Ha MPBCTA WIH CYXOKUIHETO.

CrielmaTHy Ipena3Hu MEPKH 3a 3allliTa Ha OKOJIHATA cpejia:
He e npunoxumo.

bpeMeHHOCT M TaKTaIHA:
Mosxe nma ce mpuiiara 1mo Bpeme Ha OpeMEHHOCT U JTaKTaITHsl.

BsaumoneiicTBre ¢ Apyru BETepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ IpyTrH (DOPMHU HA B3aMMOJCHCTBUE:
Hsma nanmyna nadopMmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BEeTEPUHAPHHU JICKapCTBEHU NMpoaykTH. [lopaau Ta3u npuyrHa, IpUIaraHeTo Ha Ta3u
BaKCHHA TIPEIU WU CJIe] yIoTpedara Ha IpyT BETePHUHAPEH JICKapPCTBEH MPOAYKT TPsIOBaA 1a ce
MIPELeH! CTIOPe MHANBUIYATHHS CIydai.

IIpenosupane:
Cren mpuiaraHeTo Ha S-KpaTHa 1103a, HE ca 3a0elsa3aHd APYTH HEOJIaroNmpUsATHH PEaKIMH OCBEH

CITOMEHATHUTE B TOUKa “HeOiaronpuatau peakiym’”.

CrenuaiaHy OrpaHUYEeHHUs 33 YOOTpeOa U clielMalHy YCIOBHsI 3a yroTpeoba:
He e npunoxxumo.

OCHOBHY HECHBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepruHapEH JE€KapCTBEH MPOAYKT.

7/ HebsaronpusiTHu peakumun

3aiiIm, BKIIOYUTEITHO JOMAITHH JIFOOMMITH (3aMIH HKYIKETA):

MHOT0 YecTu Bucoka Temmeparypa’
Br3nanenue B MscC

(moBede ot 1 Ha 10 TpeTupanu )
TOTO Ha HHXCKTHPaHE

JKUBOTHH):

MHoro penkn Anopexcust®, Jleraprus®
UpesHa crasa’

(mo-maiko ot 1 Ha 10 000 TpeTupanu Kyrora®

YKUBOTHH, BKJIFOUHTEITHO U30JUPAHH
CHOOIICHHS ):

"o 1.15 °C , BpbIaHe Ha HOPMATHATE CTOMHOCTH B PAMKHTE Ha 24.
2 Moske 1a ce HaOmogaBa Bh3naneHue (< 2 cm) B MACTOTO HA MHKEKTHPaHE. Te3U JIOKAJHU PeaKIuK
IIOCTEITIEHHO CE Pa3Hac ST U U3ue3BaT 0e3 J1a € HeoOX0JUMO Ja ce Ipuilara JIeueHHe.
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3 TIpexomHo.

Cro0miaBaHeTo Ha HEOIATONMPHUATHU PEaKIMU € BAXKHO. TOBa IMO3BOJISIBA HEITPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JICKAPCTBEH MPOIYKT. AKO 3a0€iIe)KUTE HAKAKBH HEOJIArompUATHH
peaKiuy, BKIIOYHUTEIIHO M TAaKWUBAa, KOMTO HE Ca OMHCAHW B Ta3W JIMCTOBKA WM MUCIUTE, 4e
BETEpUHAPHHUS JICKAPCTBEH NPOJYKT HE JCUCTBA, CBBPIKETE Ce MMbPBO ¢ Bamus BerepuHapeH liekap.
MoskeTe ChINO Ja ChOoOMaBaTe HEOJIATONPHUITHU PEAKIMK HA MPHUTEXKATENIs Ha pPa3pelICHUETO 3a
THPrOBUSI WJIM MECTHHS TPEACTABUTE] HA MPUTSIKATENI Ha Pa3pelicHUETO 3a ThProBHS, KaTo
W3II0JI3BATE JIAHHUTE 33 KOHTAKT B Kpasi HA Ta3M JINCTOBKA WK 4pe3 BamaTta HanmoHallHA cucTeMa 3a
choOmaBaHe: {OAPOOHOCTH 32 HAIIMOHAIHATA CHCTEMA } .

8. Jo3upoBKka 3a BceKM BH/I (KHBOTHO, HAYMHM ¥ METO/l HA MPUJIOKEHUE
TTok0XXHO NPUIIOKEHUE.

IIbpBUYHA BaKCHUHALIMS:
IIpunoxere exra mo3a (0,5 ml) monkoxHO Ha 3aiiy ot 30-THEBHA BH3pacT HArope.

PeBakcunanus:

PeBakcunupaiite exeronto ¢ eana go3a (0,5 ml) ype3 moaIK0KHO HHKEKTHPAHE.
9. CbBeTH 32 NPABUJIHOTO NMPUJIATaHe HA MPOAYKTA

OcTraBeTe BakCHHATA JIa JIOCTUTHE CTalfHA TeMITepaTypa Ipeau ynorpeoa.
Pazknarere noOpe npenu yrnorpeoda.

10. KapenTHu cpokoBe

Hyna quu.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

[a ce cpxpaHnsiBa faned OT NOrJieAa U Ha HEAOCTHITHH 32 JIea MECTa.
[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).
a ue ce 3ampassna.

I[a CC ChbXpaHsaBa q)HaKOHa BbB BbHIIHATA OITAKOBKA, C LCJI IMMPEAIIa3BaHe OT CBECTIIMHA.

I[a HE CC U3M0JI3BA TO3HU BETCPUHAPCH JICKAPCTBCH MPOAYKT CJICA U3THUYAHE CPOKA HAa T'OJHOCT,
IMOCOYCH BHPXY €TUKETA U KapTOHA.

CpOK Ha TOAHOCT CJICA IIbPBOTO OTBAPAHC HA IbPBUYHATA OIIAKOBKaA! 10 gaca.

12. ChenunaJIHu NpeANa3HA MEePKH NPH YHUILOKABAHE

BerepuHapHuTe JeKapCTBEHHU MPOIYKTH HE TPsOBa 1a ObAaT H3XBBP/ISHU YPe3 OTIIaIHH BOIH MU
OUTOBH OTIIAIBIIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IIPHU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHNU BETCPUHAPHU
JICKAPCTBCHU IMMPOAYKTH UJIHX OCTATHIHN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOJATCIICTBO U C BCUYKHU MPUIJIOKUMHA HALITUOHATIHU CUCTECMHU 3a C’L6I/IpaHe. Tes3n MCPKH 1IC
IMOMOT'HAT 34 OIla3BaHC HAa OKOJIHATa Cpcaa.
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[MonmTaiite Bamus BetepuHapeH jekap win GpapMarieBT Kak Jia YHUIIOKUTE HEHYKHH BETepUHAPHH
JIEKAPCTBEHU MPOIYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IrcaHue.

14. Homepa Ha pa3pelnieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/23/298/001-004

PasMepu Ha omakoBKaTa:

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

He Bcuukm pasMepn Ha OmmakoBKaTa Morar fa Ob/aT NpeAsiaraHy Ha masapa.

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

[MonmpoOHa nHbopMalys 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HAMepuTe B 0a3ara
nmanuay Ha Cwio3a otHOCHO TipomykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

HDI/ITC)KS.TCJ'I Ha paspCuiCHUCTO 3a THhPTrOBHA W MPOU3BOAMTECII, 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) UCITAHUA
Ten. +34 972 43 06 60

MecTHU IPEACTABUTENIH U JJAHHM 34 BPh3Ka 32 ChOOIIaBaHE Ha IPEANoJaracMyu HeOJaronpusITHA
pCaAKIIUU:

3a BcakakBa HH(GOpPMAIHI OTHOCHO TO3H BETEPUHAPEH JIEKAPCTBEH MPOTYKT, 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

Peny06smka bearapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
NCITAHUA

Ten: +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

E\rada
HIPRA EAAAX AE.

Aewo. ABnvav 80 & Mnpidvov 2-4,
104 41 Kolwvog - AGHNA - 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

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

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

Kvbmpog

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

17170 Amer (Girona)

IZITANIA

TnA: +34 972 43 06 60

Latvija

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

17170 Amer (Girona)

SPANIJA

Tel. +34 972 43 06 60
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Polska

HIPRA POLSKA Sp.z.0.0.

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

Portugal

HIPRA ANIMAL HEALTH PORTUGAL,
PRODUTOS FARMACEUTICOS, LDA
Portela de Mafra, 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



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



