JMCTOBKA

1. HanmeHoBaHHe HA BeTEPHHAPHHS JIEKAPCTBEH MPOIYKT
Eurican DHPPi-LR

JInouusar ¥ CyCreH3usl 3a MHKEKIIHOHHA CYCIICH3US

2. Cncras

Bceexu 1 ml mosa ceaspxa:

AKTHBHH BelllecTBA:

Jlnodunusar:

ATeHyWpaH BUpYC Ha raHa >10*° CCIDso*
ATeHyHpaH Ky4ellIKd aZIecHOBUPYC THUI 2 >10%5 CCIDso*
ATeHyHpaH Ky4elIKd apBOBUPYC >10*° CCIDso*
AreHynpan BUpYC Ha napanHQIIyeHIa THIT 2 >10*" CCIDso*

* CCIDso: 50% xiteTpuHO KynTypaiiHa HH(EKIHO3HA 1032

CycneH3usi:
Nuaxtuupana Leptospira interrogans canicola KOJIKOTO € He0OX0IMMO 3a e(hHKACHOCT, ChITIACHO
WuaxtuBupana Leptospira interrogans icterohaemorrhagiae (~ Monorpadwust 447** na EBponeiickata ®dapmaxores

I'ukonporennyn Ha Bupyca Ha 0sic >1Ul
**> 80% npoTeKus Mpu XaMCTepH

AKYBaHT:
Aluminium hydroxide 0,6 mg

bexor a0 6J'I€,Z[O)K’BJ'IT J'II/IO(I)I/IJ'II/ISaT " OIIAJICCHCHTHA XOMOI'CHHA CYCIICH3HS.

3. Bupnose :knBoTHH, 32 KOUTO € npeaHasHayed BJIII
Kyuera.
4. IMoka3anus 3a ynorpeda

AKTHBHA IMYHHU3AIIUS CPEIIly T'aHa, aJIeHOBUPO3a, TAPBOBUPO3a, PECITUPATOPHH HH(EKIIUH, IPUIHHEHH
OT BUpyca Ha mapauH(iIyeHIa THI 2, JIENTOCIUpo3a npuyrHeHa ot Leptospira canicola u Leptospira
icterohaemorrhagiae u 6sc.

- MIPEeIOTBPATABAHE HA CMBPTHOCTTA U KIIMHUYHUTE MPU3HAIH, TPUIMHEHN OT BUpYCa Ha TaHa;

- MPEeIOTBPATABAHE HA CMBPTHOCTTA U KIIMHUYHUTE NPU3HALM, IPUYMHEHH OT BUpYCa HA
MH(pEKIINO3€eH XENaTHT o KyJeTara,

- HaMaJsIBaHE Ha KIIMHUYHWUTE TPU3HAIM ¥ BUPYCHOTO M3IIBYUTEIICTBO PU PECITUPATOPHU
WHGEKIUH, TPUUYUHEHN OT Ky4eIIKH aJIeHOBUPYC TUI 2;



- IPEeOTBPATABAHE HA CMBPTHOCTTA, KIIMHUYHATE IPU3HALM U BUPYCHOTO M3IIBYUTEIICTBO,
NPUYUHEHH OT KYYeIIKH ITapBOBHPYC™;

- HaMallsiBaHe Ha BUPYCHOTO M3I'BUUTEIICTBO, IPUYMHEHO OT KYUELIKH MapanHQIyeHIa BUpyc
THII 2;

- IpEeOTBPATBaHE HA CMBPTHOCTTA, KIIMHUYHH TIPH3HANHN, HH(EKINH, GaKTepruaiHa eKCKpenus,
OBOpeyHn HapylIeHus U ObOpeyuHH Jie3un, MpUYMHEeHU oT Leptospira interrogans ceporpymna
Icterohaemorrhagiae;

- MPOJOTBpATABAaHE HA CMBPTHOCTTA M KJIMHUYHHUTE MIPU3HALM, HAMAJIIBaHE HAa HHPEKINS,
OakTepHaIHa eKCKpeIHs, ObOpeuHH HapyIleHus: 1 ObOpEUHH JIe3uu, npuunHeHn ot Leptospira
interrogans ceporpymna Canicola;

5. I[IporuBonokazanus
Hama.
6. CneuuanHu npexynpe:xieHus

Coenpanuy Opeana3sHd MeEpKHM 3a Oe3omacHa ymorpeba Ipd  BUIOBETE JKMBOTHM, 34 KOHTO €
npeanazHadyeH BJIII:

Jla ce BakcWHHpar caMO 3/paBH JKHBOTHH, IPAaBWIIHO oOe3mapasuTeHu Hail-manmko 10 mHU mipean
BaKCHHALMATA.

[Ipu cimydaii Ha ceproO3eH €MU300THYCH PUCK OT JCNTOCIHUPO3a CE€ MPEMOPbUBa PEBAKCHUHAIUS clie]] 6
Mecera.

CHG]_[I/IaJIHI/I Opeanasdiyu MEpKH, KOHMTO TDSI6Ba Jda B3CMC JIMIICTO, Mpujaaramo BETCPHHAPHHUIA JICKAPCTBCH
IOPOAYKT HA )KUBOTHUTE.

HpI/I CHy‘-IﬁfIHO CaAMOUHKXCKTHUPAHE, He3abaBHO Ja CC MOTHPCU MCAUIIMHCKH CBHBCT, KATO Ha JICKAps CC
npeaocCTaBu JIMCTOBKATA WM €TUKETA HA IPOJAYKTaA.

BbpemeHHoCT:
Moske ia ce mpuiara 1o BpeMe Ha OpeMeHHOCT.

B3aumoseiicTBre ¢ Ipyrd BETEPUHAPHU JICKAPCTBEHU MPOJIYKTH M APYTrU ()OPMU HA B3aUMOJICHCTBUE:
Hsma nanmnynra nHbOpMaIms 3a 6€30IacHOCT U €PUKACHOCT OT ChBMECTHOTO M3IOJI3BaHE HA Ta3u
BaKCHHA C IPYT'H BETEPUHAPHH JIeKapCTBeHU NMpoayKTH. [lopaay Tasu mpuunHa, IpujiaraHeTo Ha Ta3H
BaKCHHA IIPEIU WU CJIe] yIoTpedara Ha IPyT BETePUHAPEH JISKAPCTBEH MPOAYKT TPsAOBa Jia ce
MIPEIeHN CIIOpe]l MHAUBHyaTHHsI CIydaii.

IIpenosupane:

HpI/IHaFaHeTO Ha I1O-BHUCOKa J103a OT MPECIOPHUYUTEIIHATA MOXKE [1d IPUYNHU JICKA JACTIPECHUA, KAKTO U
MIPEXOaHA JIOKaJTHA pEAKIH.

OCHOBHHM HECHBMECTUMOCTH




[pu numica Ha JaHHUW 32 CHBMECTUMOCT TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT He TpsiOBa J1a Obie
CMECBaH C APYTH BETEpUHAPHU JIEKAPCTBEHH MTPOAYKTH.

7/ HebnaronpusiTHu peakuuu

Kyuera:

Peaxu (1 10 10 na 10 000 TpeTMpaHu ;KUBOTHH): Peakius Ha CBPBX4yCTBUTEIHOCT

Mmuoro peaxn (mo-majko ot 1 Ha 10 000 TpeTupaHu JKMBOTHH, BKJIKYNTEJIHO H30JIHPAHU
choOuenns): Peakius B MACTOTO Ha MHKEKTUPaHETO, OTOK B MACTOTO HA MH)KEKTHPAHETO?,

Xuneprepmusi.

! M3suckBama chbOTBETHO CUMIITOMATHYHO JICYEHHE.
2 Cnab Obp30npexoieH 0TOK, mopaau Hanuuuero Ha aluminium hydroxide.

CroOmaBaneTo Ha HEOIATONPUATHH PEAKIMU € BaKHO. ToBa 1MO3BOIIIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha MPOIYKTa. AKO 3a0eJIe)KUTe HIKAKBU HEOJNArONPHUITHU PEaKkiy, BKIIOUUTEIHO U
TaKHhBa, KOUTO HC Ca OIIMCAaHH B Ta3H JIMCTOBKA WUJIN MUCIIUTEC, Y BeTCpI/IHapHI/ISIT J'IeKapCTBCH HpO}Z[yKT
HE JeiicTBa, CBBpPXKETEe ce MBbpBO ¢ Bamms BerepuHapeH Jiekap. Moxkere ChINO na ChOOIIaBaTe
HEOJIaroNMPHUATHU PEAKIINH Ha IPUTEKATENSI Ha Pa3pEIeHUETO 33 THPTOBHS WIIM MECTHUS MTPEICTABUTEI
Ha NpUTEKATECIIA HAa PA3PCHICHUETO 3a ThbPTrOBUA, KaTO M3IOJI3BATC JaHHUTC 3a KOHTAKT B Kpas Ha Ta3u
JINCTOBKA WM upe3 Bamata HanuoHanHa cuctema 3a ChOOIIIaBaHe:
https://kvmp.bfsa.bg/index.php/ba/reqisters/veterinarnomedicinski-producty.

8. ).IO3I(IPOBK3 3a BCEKH BH/I )KUBOTHO, HAYMUHHU U METOA HA NMPUJIOKCHUE
HH)KGKTHpaﬁTe no3a ot 1 mi IIOJAKOXXHO CBI'TTACHO CJI€JHaTa CxXema:

Haganna BakcuHaIUS:

JIBe MH)KEKTHPaHUS MPpe3 UHTEPBaJ OT 4 CEIMULIH, OT 7-CEJMUYIHA BB3PacCT.

ITpu ciryyaii, KOraTto BeTepHHAPHUS JIEKap 0YaKBa BHCOKO HUBO HA IOJYYEHH OT MaiikaTa aHTHUTea U
HAYaJTHUAT BaKCHHAIIMOHEH KypC € HalpaBeH npean 16-ceMu4Ha Bb3pacT, TPETOTO HHKEKTHPAHE C
u3noi3BaHe Ha BakcuHa Ha Boehringer Ingelheim, ceabpikaiia Bupyca Ha raHa, aeHOBUPYC H
MapBOBUPYC CE€ TPENOpBhYBa OT 16-ceIMUYHA BB3pacT, Hali-MaJIKo 3 CEJIMUIIN CJIe BTOpaTa
WHKCKIIHS.

PeBakcuHamms:
[Ipunarane Ha eqHa 103a 12 Mecera ciell Ha4aTHAS BaKCHHAIMOHEH KYPC.
Kyderara TpsiOBa J1a ce peBaKCUHHUPAT ¢ SAMHUYHA OycTep /103a, BCIKa MOJUHA.

2 ChbBeTH 32 NPAaBMJIHOTO NMpPHUJIarane Ha NPOAYKTa

Ja ce mpunarat oOn4aifHUTEe aCeNTHYHH MPOLIEAYPH.

3a UHKEKTHPaHE Jla Ce U3I0JI3BaT CTEPUIHM MaTepraii 03 HAJTMUKe Ha AHTUCETITULIA W/HIH
ne3nH(PEKTaHTH.


https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

10. KapeHTHH cpokoBe

He e npunoxxumo.

11. CpoenuaJHu ycJIOBUS 32 CbXpPaHeHHe

Ila ce chXpaHsBa M TPaHCIIOPTHpa B oXianeHo cherosuue (2 °C — 8 °C).
a He ce 3ampassiBa.

Jla ce ma3u OT CBETIMHA.

12. Crneumnajnu npeanasHd MEPKH NPH YHULIOKABAHE

BerepuHapHuTe IEKapCTBEHU TPOYKTH HE TPAOBA Ja ObJAT U3XBHPISHH Ype3 OTIMAHHA BOIU UK
OUTOBH OTIIAIBIIH.

W3znon3Baiite nporpaMu 3a BpbLIaHe IPH YHHUII0)KaBAaHETO HA HEU3IIOI3BaHU BETepUHAPHU
JIEKapCTBEHU MIPOAYKTH HIIM OCTATBILIM OT TSX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO U C BCUUKHU MPHIIOKMUMHU HAIIMOHAIHU CUCTEMH 3a chOupaHne. Te3u MepKH 1ie
[IOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpela.

13. Kuaacudukanusi Ha BeTEPUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApPCKO IMpEAIMCaHune.

14. Homepa Ha pa3pelieHHETO 32 THPIOBUSI U Pa3MepPH ONAKOBKHU
0022-2205

10 x 1 go3a: 10 dpaakona x 1 mo3a nuodunmsat u 10 gpuakona x 1 ml cycnensusi.
50 x 1 go3a: 50 daakona x 1 qo3a auodummsat u 50 paakona x 1 ml cycnensusi.
He Bcuuky pa3Mepu Ha OIakoBKaTa Morar Jia ObJaT MpeAaraHu Ha rasapa.

15. JlaTta Ha moc/ieaHATa peJaKIMs HA TEKCTA

03/2024

[HonpoGHa nH(OpManus 3a TO3KU BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Jja HamepuTe B 0azara
nannau Ha Cpro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. [lanuHwu 3a BpB3Ka

HDI/ITG)KaTeJ'I Ha PA3pCUICHUECTO 34 THhProBUI.
Boehringer Ingelheim Animal Health France SCS



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

29 Avenue Tony Garnier
69007 Lyon,
Opanuys

HDOI/ISBOHI/ITGJ'I, OTroBapiIll 3a OCBO60)KIlaBaHCTO Ha DapTUau.
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes, 99 Rue de I'Aviation

69800 Saint Priest

®paHuus

MectHu OpeACTABUTCIIN U JaHHU 34 BPH3KaA 34 cso6maBaHe Ha npearojgaracMu HebJ1ar OPUATHU
pECaKIMu:

Penyb6smka bearapus

Boehringer Ingelheim RCV GmbH & Co KG Buena

AHRCVAnimalHealthPV.AT @boehringer-ingelheim.com

+359 2 958 79 98

3a BcsAKakBa I/IH(i)OpMaLII/Iﬂ OTHOCHO TO3H1 BETCPUHAPCH JICKAPCTBCH MPOAYKT, MOJISA, CBBPIKETC CC C
MECTHHU NPEACTABUTEI Ha MMPUTEKATEIIA Ha pa3pCUICHUETO 3a ThPrOBUL.

17. [dombanurtesiHa ungopManus

H Recoverable Signature

X

[-P KPACMWP 31ATKOB
AWNPEKTOP HA AVPEKU A KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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