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

* OraocutenHa cwna (ELISA Tect)

AJIKYBaHT:
JIexo MuHepaiiHO Macio 104,125 mg

ITomomnu BemecTna:

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

KauecTBeH chCTaB Ha NMOMOIIHUTE BelIeCTBA "
APYIruTe CbCTaBKHU

ITommcop6at 80 0,03 ¢g

CopOuTan MOHOOJIEAT

Hatpues xsopug

Kanues xnmopun

Junatpuer Gocdat goaekaxuapar

Kammer nuxuaporen docdar

Boz[a 3a MHXKCKIINHN

bsina xomorenna emyicusi.

3. KJIMHUYHA UHO®OOPMALIUA

3.1 BupoBe *KHBOTHH, 32 KOUTO e mpexHa3HadyeH BJIII

3aifiiy, BKIYUTEITHO JOMAITHH JTIOOUMIIM (3aiIH HKYIDKETa).

3.2 Iloka3anusi 3a ynorpeda 3a BCeKH BH )KMBOTHH, 32 KOITO € NMpeJHA3HAYEH NMPOAYKTHT
3a akTHBHA UMYHU3aIUs Ha 3aiiu ot 30-IHEBHA BB3PACT HArope C 1ej HaMaisdBaHe Ha CMBbPTHOCTTA
oT xemoparudHa 6onect 1o 3aiirute (RHD), nmpuunaena ot knacuuecku RHD Bupyc (RHDV) n

BapuaHTHU mamose (RHDV?2), BkrounTeIHO CHITHO BUPYJICHTHU IIaMOBE.

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

[IpoasmHKUTETHOCT HA UMYHUTETA: | roIuHA
3.3 IIporuBomoka3zanus

I[a HE CC U3M0JI3Ba MPU CBPBbXTYBCTBUTCIHOCT KbM AKTUBHOTO BCIIECCTBO, 4/[P’KYBAaHTA UJIN KbM HIKOC
OT IIOMOIIIHUTEC BCIIICCTBA.




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

CroernmaiaHy Ipena3sHy MEPKHU 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 mnpoBemeHm HamekOHH TPOYYBAHUS BBPXY MBXKKMA 3alllM 32 BIUSHHETO BBPXY
PENPOAYKTUBHHUTE (PYHKIHH.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUIiaTa, mpujaaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHUTC:

3a notpeburenure:

To3u BeTeprHApEH JeKapCTBEH MPOAYKT ChAbpKa MUHEPAITHO Macio. Ciy4aitHOTO
WHXKEKTUpaHe/CaMOWHKEKTHPaHEe MOXKe Jia TPeTU3BUKA CHITHA 0OJIKa U TI0JyBaHe, 0COOEHO MpH
MH)KEKTUpaHE B CTaBa WM MPBCT U B PEIKH CIIydad € 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 KOJIMYecTBO. AKO OoJIKaTa MpoAbiKaBa moseye ot 12 yaca ciex
MEAMIHUHCKHA MIPETJIE]], TIOThPCETE OTHOBO CHBET OT JIEKapSL.

3a nekapure:

To3m BeTeprHApEH JIEKAPCTBEH MPOAYKT ChIbpAKa MUHEPATTHO Maciio. JlopH Ja ca MH)KEKTHUpaHH
MAaJIKU KOJTMYECTBA, CIYyYaifHOTO MH)KEKTHpaHe C TO3M BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKE Ja
MIpeIn3BHKa M0sIBA HA CHUJIEH OTOK, KOWTO MOXKE HAIpUMED Jia ToBeIe 10 HCXEMHYHA HEKpo3a U JOpU
1o 3aryoa Ha npbct. HeoOxonnma e HE3ABABHA, xoMnieTenTHa Xupypruyecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH MHIM3KS ¥ UPUTaLUs Ha HHKEKTHPAHOTO MSACTO 0COOCHO aKo ca 3acerHaTy IyJinaTa
Ha MPBCTA WIH CyXOKUIHETO.

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

He e npunoxumo.
3.6 HeOnaronpusiTHu peaKkuuu

3aifliy, BKIFOYUTEITHO JIOMAITHU JTFOOUMITH (3alIU JHKYIDKETa):

MHOT0 YecTn Bucoka temmeparypa'

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

’KUBOTHH):

! Haii-BHCOKOTO NOKa4yBaHE Ha MHAMBHMIyalHaTa peKTanHa TemmepaTtypa € ¢ 1.15°C u cmaga 1o
HOpMaJTHaTa CTOMHOCT ciiey] 24 Jaca.

2 Mosxe n1a ce HaOmomaBa Bh3najeHue (< 2 cm) B MACTOTO HA MHKEKTHpaHe. Te3M JIOKATHH Peakyu
MOCTENIEHHO Ce pa3HaCAT U U34e3BaT 0e3 J1a € HeoOXOAMMO J1a Ce MpHIIara JeucHue.

Cro0IaBaHeTo Ha HEOIArONMPHUATHY PEAaKIMU € BakKHO. ToBa MO3BOJSBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BEeTEPUHAPHUS JIeKapCTBEH MPoAyKT. ChoOIIeHHATa TPSOBa Aa c€ U3Mpariar, 3a
MIPEIOYUTAHE Upe3 BETCPUHAPECH JICKap, WU Ha MIPUTEKATEIs Ha Pa3pellicHUETO 32 ThProBUs, U Ha
HAI[MOHAHUS KOMIICTCHTEH OpraH Ype3 HallMOHATHATAa CUCTEMa 3a ChOOIaBaHe.3a CbOTBETHUTE
JIAaHHU 32 BPH3Ka BHIKTE JINCTOBKATA.




3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEHHOCT, JJAKTAIMS WM sIHIleHOCEHe

BDCMCHHOCT W JJaKTalusg:

Moske ma ce mpuiara 1mo BpeMe Ha OpeMeHHOCT M JIaKTaIlwsl.

3.8 BzaumopeiicTBHe ¢ IPYTH BeTepHHAPHH JIEKAPCTBEHN NMPOAYKTH U Apyru ¢popmMu Ha
B3auMo/eiicTBHe

Hsma nannuna nadopmanms 3a 0e30macHOCTTa ¥ €PUKACHOCTTA OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C IpyTy BETEPUHAPHU JIEKapCTBEHU NpoayKTH. [lopanu Ta3u npuunHa, IpuiiaraHeTo Ha Ta3u
BaKCHHA IIPEAN WM Clie]l yrmoTpedara Ha IpyT BeTepHHAPEH JIEKapCTBEH NPOAYKT TpsiOBa 1a ce
NPELEeHN CIIOpea HHANBUAYATHHS CITydail.

3.9 HayuH Ha NpUJIOKEeHNe U T03MPOBKA

HO,I[KO)KHO MMPUIIOKCHUC.

IIbpBUYHA BaKCHUHALIMS:
IIpunoxere enna nosa (0,5 ml) mogkoxkHO Ha 3afiu oT 30-AHEBHA BB3pacT HArope.

PeBakcunanus:
PeBakcunampaiite exxeromno ¢ exna go3a (0,5 ml) upe3 moaK0KHO HHKEKTHUPAHE.

OcraBeTe BakcHHATA J1a JIOCTUTHE CTaiiHa TeMIlepaTypa npean yrnorpeoa.
Paskiiarere 100pe nmpeau npuiarase.

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e NPUJI0KMMO — NPOoUeIyPH Ha AelicTBHE IPH
CIIeIHYU CIy4Yau U AHTHI0TH)

Crnen mpuiaraHeTo Ha S5-KpaTHa 71033, HEe ca HaONI0JaBaHW IPYTH HEOJArONPHUSATHU PEaKIUU OCBEH
CIIOMEHATHUTE B TOUYKA 3.6.

3.11 CneunuajHM OrpaHUYeHHs 32 ynoTpeda U crielMaJIHU yCJIOBHS 32 yOTpe0da, BKJIIOYHTETHO
OrpaHNYeHMs 32 ynorped6aTa Ha AaHTUMHMKPOOHH M NPOTHBONAPA3UTHU BeTePUHAPHH
JIeKapCcTBeHHU NMPOAYKTH, C IeJ Ja ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpunoxumo.

3.12 KapeHTHH cpoKOBe

Hyna guu.

4. UMYHOJIOI'MYHA UHOOPMALIUA

4.1 BerTepunapen JiekapcTBeH aHaToMO-TepaneBTH4YeH Ko (ATCvet Code):

QIOBAYV.

BakcuHara e npelHa3HauY€Ha 32 CTUMYJIMPAHE Ha akTuBeH uMyHUTET cpenty RHDV u RHDV?2.

AKTHUBHOTO BEIIIECTBO BHB BaKCHMHATa € PEKOMOMHAHTHIS KaricuaeH npotend RHDV?2, koiito ce
CBBbp3Ba C Moao0HH Ha BupycH yactiuu (VLPs).



5. DOAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiiTe ¢ aApyr BeTepuHapeH JE€KapCTBEH MPOIYKT.
5.2 Cpoxk Ha rogHoCT

Cpok Ha TOZHOCT Ha KpailHUA BETEpUHAPEH JIEKapCTBEH MPOIYKT: 1 ToanHa.
Cpok Ha TOJHOCT clie/l IbPBO OTBApsIHE HA TbpBUYHATA onakoBka: 10 Jaca.

5.3 Chenuannm yci0BHA 32 CbXpaHeHHe

[a ce cexpansaBa u TpaHcmopTupa B oxianeHo ceerosuue (2 °C — 8 °C).
Jla He ce 3ampazsBa.
Ja ce cpxpansBa (hrakoHa BbB BHHIIHATA OMIAKOBKA, C IS MIPe/Na3BaHe OT CBETINHA.

5.4 Bwuau cbCcTaB HAa MBPBUYHATA ONIAKOBKA

®dakonu ot 0e3nuBeTHO cThkiIo THM I ¢ 0,5 ml (1 go3a) u 5 ml (10 go3wm).
dnakoHHTE ca 3aTBOPEHH C I'yMEHa 3alyllaika i alyMUHHEeBA Karadka.

®nakonu ot 6e3uBereH PET tun I ¢ 20 ml (40 go3u) u 100 ml (200 go3m).
®dnakoHUTE ca 3aTBOPEHH € T'yMeHa 3aIlylIalika 1 aTlyMHHHEBa Karavka.

PasMepu Ha omakoBKaTa:

Kapronena xytus ¢ 10 crekienn ¢iakona ¢ 1 go3a (0,5 ml).
Kapronena xytus ¢ 1 cTpkien ¢aakod ¢ 10 go3u (5 ml).
Kapronena xytus ¢ 1 ¢pmakon ot PET ¢ 40 mo3u (20 ml).
Kapronena xytus ¢ 1 daakon ot PET ¢ 200 go3u (100 ml).

He Bcuukn PpasMEpu Ha OITaKOBKATa MOrat Ja 6’L,Z[aT npeajlaranv Ha masapa.
5.5 Cnelmamm MEPKH 32 YHUIIOKABAHEC HA HEU3IOJI3BAHHU MPOAYKTH UJIM OCTATHIHU OT THX

BerepunapHuTe nekapcTBEHH MPOIYKTH HE TPSOBA J1a ObJAT 3XBBPISHU Upe3 OTITaJHU BOIU HITU
OHMTOBH OTIIAABIIH.

Wznon3BaiiTe nmporpaMu 3a BpblIaHe NPH YHUII0KABAHETO Ha HEU3IIOI3BaHU BETEpUHAPHH
JIEKapCTBEHU MPOAYKTH WM OCTAThLM OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCHYKH HAIlMOHAJIHH CUCTEMH 3a ChOMpaHe, IPUI0KUMHU 32 CHOTBETHUS
BETCPUHAPEH JICKAPCTBEH MPOAYKT.

6. HNME HA IIPUTEKATEJISA HA PASPEHLIEHUETO 3A ThPT'OBUSA

LABORATORIOS HIPRA, S.A.

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

EU/2/23/298/001
EU/2/23/298/002
EU/2/23/298/003
EU/2/23/298/004



8. IATA HA I'bPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThbPI'OBUS

Jara Ha mppBOTO M3aBaHEe HA pa3pemeHneTo 3a Teprosus: 11/09/2023

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NPOAYKTA

10. KJACHUPUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTH

Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHHE.

IMoxpoOHa nH(bopMaIrs 3a TO3M BETEPUHAPECH JEKAPCTBEH NMPOAYKT MOXKE J1a HAMEpUTE B 0a3ara JaHHU
Ha Cbro3a orHocHO npoaykTute (https://medicines.health.europa.eu/veterinary).



IMPUJIOKEHHUE I1

APYTU YCJOBUA U UBUCKBAHUA KBbM PABPELLIEHUETO 3A ThPI'OBUS

Hsama.



IMPHUJIOKEHME I11

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAILIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIIHATA 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:

PexombOunanrer RHDV?2 Bupycen kancuaen nporens  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 M3MOI3Bak B pamkute Ha 10 gaca.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCTIOPTHPA B OXJIAIEHO ChCTOSHUE.
a ue ce 3ampasspa.

10



I[a CC€ CbXpaHsABa q)HaKOHa BbB BbHIIHATa OITAKOBKA, C LECJI IMMPEAIIa3BaHe OT CBECTIIMHA.

‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA yHOTpe6a.

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

I[a CC ChbXpaHsaBa Oaji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 13. HME HA IPUTEXATEJIA HA PASPEIIEHUE 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 1031)
EU/2/23/298/003 (40 103u)
EU/2/23/298/004 (200 xo3u)

‘ 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 3aiIu.

2. KOJIMYECTBO HA AKTUBHUTE BEIHIECTBA

Besika no3a ot 0,5 ml ceappika:

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 ymotpeda nmpoyereTe IUCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapenTten cpok: Hyna nau.

| 6. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren oTBapsiHE M3MO3Bak 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}
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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 RHDV2 Bupycen kancuaen nporeun ~ OC* > 0,7
* Orunocurenna cuna (ELISA tecr)

‘ 3. INAPTUJAEH 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 oC*>0,7
* Ornocutenna cuna (ELISA tecr)

AmKyBaHT: JIeko MUHEPAITHO MacyIo 104,125 mg

bsina xomorenna emyicusi.

3. Bunose :KMBOTHM, 32 KOUTO e npeanasnayen BJIII

3aifiiy, BKIFOYUTEITHO JTOMAIITHU JTIOOUMITH (32l JHKYIDKETA).

4. Iloka3anus 3a ynorpeda
3a akTHBHA UMYHHU3aLWs Ha 3aiinu ot 30-1HEBHA BB3pacT HArope ¢ IeJl HaMajsiBaHe Ha CMBPTHOCTTA
ot xemoparuyiHa oonect 1o 3aiirute (RHD), npuunnena ot knacuuecku RHD Bupyc (RHDV) n

BapuaHTHU mamoBe (RHDV?2), BkItoUHTETHO CHUITHO BUPYJICHTHU IIAMOBE.

Hauano na umynurera: 7 mau 3a RHDV?2.
14 nam 3a RHDV.

[IpoapxUTeTHOCT HA UMYHHTETA: 1 ronvuHa

5. IIporuBonokazanus

[a He ce U3M0M3Ba MPU CBPBXUYBCTBUTEIHOCT KbM aKTHBHOTO BEILIECTBO, a[)KYBAHTA MUIIM KbM HIKOE
OT MTOMOIIIHHATE BEIIECTBA.

6. CrnenmaJHu npexynpexIeHus

CHCLII/IaJ'IHI/I OpCAYNPEKIACHUA !
I[a CC BAKCHHHPAT CaMO 3paBu KUBOTHH.

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

C OpemMeHHUTE JKEHCKH TPpsIOBa Ja ce pab0TH BHUMATETHO, 3a JIa C€ M30ETHE CTPEC U PUCK OT adOopT.
He ca mpoBemeHW HameKIHW TNPOYYBAHHWS BBPXY MBXKKH 3allli 3a BIMSHHETO BBPXY
PENPOIYKTUBHUTE (HYYHKITHH.

CrieluaiHy IpeIna3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JIUIIETO, MPUIIATANIO BEeTCPUHAPHHUS
JCKAPCTBECH NPOJIYKT HA YKHUBOTHHUTE:
3a moTpeburenuTe:

16



To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT ChIIbpKa MUHEPAITHO Maciio. Cy4aiiHOTO
WHXXEKTUpaHe/CaMOWHKEKTHPAHEe MOYXKe JIa ITPeU3BUKA CHITHA 0OJIKa M TI0JyBaHe, 0COOEHO MpH
WH)XKCKTHpAHE B CTABa WU MPBCT U B PEIKHU CITydau € Bh3MOXKHO JIa Ce 3aryOu 3acerHaTus MpPbhCT, aKo
HE € OKa3aHa HaBpeMe JIeKapcKa MOMOII. AKO O CIYYaifHOCT CTe WHXKEKTUPAHU C TO3U BETEPUHAPCH
JIEKapCTBEH MPOJIYKT, TIOTHPCETE CIENTHO CHBET OT JIeKap U HOCEeTe JINCTOBKaTa ¢ Bac, nopu nia e
WHXEKTHPAHO CHBCEM MAaJIKO KOHYECTBO. AKO O0JIKaTa mpoabbKaBa IoBede oT 12 gaca ciief
MEAUIMHCKHS TIPETJIe]], IOThPCETEe OTHOBO CHBET OT JICKAPSL.

3a nmekapure:

To3u BeTeprHApEH JEKAPCTBEH MPOAYKT ChbpaKa MUHEPATTHO Maciio. JlopH J1a ca MH)KEKTHpaHU
MAaJIKU KOJIMYECTBA, CIy4allHOTO MH)KEKTHPAaHE C TO3H BETEPUHAPEH JIEKapCTBEH MPOIYKT MOXKeE Ja
MIpeIn3BHKa MOsIBA HAa CHUJIEH OTOK, KOWTO MOXKE HAIpUMeED Jia TOBeIe 10 HCXEMUYHA HEKpo3a U JOpU
1o 3aryba Ha npbct. HeoOxonuma e HE3ABABHA, xoMnieTenTHa Xupypruyecka Hameca. Bp3MokHO
€ J1a ce HaJIOXKH MHIM3KS U UPUTaLUs Ha HHKEKTHPAHOTO MACTO OCOOCHO aKo ca 3acerHaTy IyJinaTa
Ha MPBCTA WIH CyXOKUIHETO.

CrenmanHy npeanasHi MEPKU 3a 3allliTa Ha OKOJIHATa cpefia:
He e npunoxxumo.

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

BsaumoneiicTBue ¢ Apyru BETepUHAPHU JIEKAPCTBEHU MPOAYKTH U ApyTH (DOPMHU Ha B3aMMOJCHCTBYE:!
Hsma nannyna nadopMmarms 3a 6e30macHOCTTa ¥ e)UKACHOCTTA OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BeTEPHHAPHHU JICKapCTBEHU NMpoaykTH. [lopaau Ta3u npuyrHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IIPEIU WU CJIe] yIoTpedara Ha IpyT BETEPHUHAPEH JICKAPCTBEH MPOAYKT TPSIOBaA 1a ce
MIPELeH! CTIOPEe MHIANBUIYATHHS CITyJIai.

IIpenosupane:
Cren mpuiaraHeTo Ha S-KpaTHa 11033, HE ca 3a0elsa3aHd APYTH HEOJIaronmpUsATHH PEaKIMH OCBEH

CITOMEHATHUTE B TOUKa “HeOiaronpuarau peakiym’”.
CrenuaiaHy OrpaHUYEHHUs 32 YIOTpeba U clielMalHy YCIOBHsI 3a yrorpeoba:
He e npunoxxumo.

OCHOBHH HECHBMECTHMOCTH:!
He cmecBaiite ¢ aApyr BeTepuHapeEH 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 peKTanHa TemmepaTtypa € ¢ 1.15°C u cmaga 1o
HOpMaJTHaTa CTOMHOCT ciiey] 24 Jaca.

2 Mosxe n1a ce HaOmomaBa Bh3najeHue (< 2 cm) B MACTOTO HA MHKEKTHpaHe. Te3M JIOKATHN Peakyuu
IIOCTETICHHO Ce pa3Hac AT U U34e3BaT 0e3 Jla € HEeoOXOAMMO J1a Ce MpHiIara JcucHHe.

Cro01maBaneTo Ha HEOIATONPHSITHU PEAKITMH € BaYKHO. TOBa MO3BOJISIBA HENPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa HA BETEPUHAPHHUS JICKAPCTBEH MPOIYKT. AKO 3a0€Ne)KUTe HIKAKBU HEOIAronpusTHH
peaKiuy, BKJIIOYUTEIHO U TAaKMBa, KOUTO HE Ca OMUCAHU B Ta3W JMUCTOBKA WIM MHCIUTE, 4e
BETEPUHAPHUS JICKAPCTBEH MPOJYKT HE JEHCTBA, CBBPKETE Ce MBbPBO ¢ Balus BeTepuHapeH Jiekap.
MoskeTre ChINO Ja choOmaBaTe HEONATONMPHUATHH pPEaKlIWH Ha TPHUTEXATels Ha pa3pelIeHrneTo 3a
TBPTOBHSI WJIM MECTHHS TPEACTABUTEN Ha TMPHUTEXKATeNs Ha pa3pelieHHeTo 3a THProBHSA, KaTo
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W3M0JI3BaTe JIAHHUTE 332 KOHTAKT B Kpas Ha Ta3W JIMCTOBKA WM 4pe3 Bammara HanpoHanHa cucteMa 3a
choOIIaBaHe: {IOAPOOHOCTH 3a HAIlMOHATTHATA CUCTEMA }.

8.  Jlo3upoBka 3a BceKH BH/I ;KMBOTHO, HAYMHHN M METO/] HA TMPUJIOKEHHE

[ToakoxHO IpUIOKEHHE.

IIbpBUYHA BaKCHUHALIMS:
[Ipunoxere enna no3sa (0,5 ml) moakoxxHo Ha 3aiiu ot 30-THEBHA BB3pacT HAarope.

PeBakcunamus:

PeBakcunmpaiite exeronno ¢ eana jo3a (0,5 ml) upe3 moIK0XKHO MHKEKTHPAHE.
9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

OcraBeTe BakcHHATA JIa JIOCTUTHE CTaliHa TeMIlepaTypa Ipean yrnorpeoa.
Paszkmarere mobpe npeau ynorpeda.

10. KapeHTHHU cpokoBe

Hyna nau.

11. ChenmnaJiHu yCJOBHS 32 CbXpaHEeHHe

Jla ce cbxpaHsBa Jjajed OT MOIJIea M Ha HeJOCTHIIHM 3a Jela MecTa.
a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo cserosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

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

213 HE C€ U3II0JI3Ba TO3M BETCPUHAPCH JICKAPCTBEH MMPOAYKT CJICA U3THUYAHE CPOKa HAa I'OJJHOCT,
IMOCOYCH BBHPXY €TUKETA U KapTOHA.

Cpok Ha TOJHOCT ciie/l MBPBOTO OTBApsHE Ha MbpBUYHATA omakoBka: 10 gaca.

12. ChenunaJIHU NpeANa3HA MePKH NPH YHUILOKABaHe

BeTepI/IHapHI/ITC JICKAPCTBCHU NNPOAYKTHU HC TpSI6Ba Ja 6’LI[aT HU3XBBPJAHU YPE3 OTIIAAHU BOJAU U
OuTOBU OTIaabIH.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPU YHUII0KABAHETO Ha HEU3II0JI3BaHU BETCPUHAPHU
JIEKaPCTBEHU MPOAYKTH WM OCTaThLH OT TSIX B CBOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPWJIOKUMH HAllMOHAIHU CUCTEMH 3a chOupane. Te3u MepKH wie
TIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA CPEJa.

[onuTaiite Bamus BerepuHapeH jekap win papMaleBT KaK Ja YHUILOKUTE HEHYKHH BETepUHAPHH
JIEKapCTBEHU TPOAYKTH.

13. Kaacudukanusi Ha BeTepUHAPHUTE Je€KAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCAINMUCaHnC.
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14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

EU/2/23/298/001-004

Pa3smepu Ha omakoBKaTa:

Kapronena xytus ¢ 10 crpkiienn ¢iakona ¢ 1 gosza (0,5 ml).
Kapronena xytus ¢ 1 cTpkien ¢aakod ¢ 10 go3u (5 ml).
Kapronena xytus ¢ 1 daakon ot PET ¢ 40 mo3u (20 ml).
Kapronena kytus ¢ 1 duakon ot PET ¢ 200 go3u (100 ml).

He Bcuukm paszMepn Ha OrmakoBKaTa Morar fa Ob/aT NpeAsiaraHy Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

{(MM/TTTT}

[MoapoOHa nHpOpMAIKS 32 TO3U BETCPHHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B Oa3ara
nanau Ha Cpro3a otHOcHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurekaTen Ha pa3pelIeHUeTo 3a ThPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA

NnapTuanu U JaHHU 3a BPH3Ka 3a c1ao6gaBaHe Ha npeanojaracMmn HCGHaI‘OH[ZI/IHTHI/I pCaKIUu:

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

17170 Amer (Girona) UICITAHUSA

Ten. +34 972 43 06 60

MectHHI OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpéanojgaracMmn He6J’IaFOHDI/IHTHI/I

pCaKIUN:

3a BcskakBa MH(pOpPMAIHS OTHOCHO TO3H BETEPUHAPEH JICKAPCTBEH MPOJIYKT, MOJIS, CBEPIKETE CE C
MECTHHSI [IPEICTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHHETO 38 ThPTOBHSL.

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

BELGIUM

Tel: +32 09 2964464

Lietuva

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

17170 Amer (Girona)
ISPANIJA

Tel: +34 972 43 06 60

Peny6auka bnarapus
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HUCTIAHUA

Tem: +34 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Nieuwewandeling 62

9000 Gent

BELGIUM

Tel: +32 09 2964464
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Ceska republika

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335223

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

17170 Amer (Girona)
SPANYOLORSZAG

Tel: +34 972 43 06 60

Danmark

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

17170 Amer (Girona)

SPANIEN

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

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Eesti

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

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

Norge

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

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

EA0LGoa

HIPRA EAAAZ ALE.

Aewo. ABnvov 80 & Mnpiovov 2-4,
104 41 Kolwvdc - AOGHNA - EAAAX
Tnhi: +30 210 4978660

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

Polska

HIPRA POLSKA Sp.z.0.0.

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

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Portugal

ARBUSET, Produtos Farmacéuticos ¢ Sanitarios
De Uso Animal, Lda

Portela de Mafra ¢ Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel: +351 219 663 450
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Hrvatska

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Romania

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

17170 Amer (Girona)

SPANIA

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

Slovenija

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

17170 Amer (Girona)

SPANIJA

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

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

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANJA

Puh/Tel: +34 972 43 06 60

Kvnpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZITANIA

TnA: +34 972 43 06 60

Sverige

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

17170 Amer (Girona)

SPANIEN

Ten. +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Ten. +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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