HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Eurican L4 urXeKIMOHHA CYyCIICH3HUs

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB
Enna no3a (1 ml) ot cycriensusta chappxa:
AKTHBHH BelleCTBa:

WuaktuBupana Leptospira interrogans ceporpymna u ceposap Canicola

TIAM 16070 .o AxTuHoCT criopen EBp. dapm. 447*
WuaxtuBupana Leptospira interrogans ceporpyma u ceposap Icterohaemorrhagiae

HIAM 160009 ... AxtuBHOCT criopen EBp. dapm. 447*
WuaktuBupana Leptospira interrogans ceporpyma u ceposap Grippotyphosa

maM Grippo Mal 1540.......ccooiiiiiiieeeeee s AxrtusHocT criopen EBp. dhapm. 447*
WuaktuBupana Leptospira interrogans ceporpyma Australis u ceposap Bratislava

IIAM 16785 AxtuHOCT criopen EBp. dhapm. 447*

* 2 80 % npoTekuus Ipu XaMCTEPH

Ilomo1mHu BemiecTnBa:

KadecTBeH cCbCTaB HAa MOMOILHUTE BelleCcTBAa H APYruTe CbCTaBKU

Kanuee xnopuo

Hampues xnopuo

Kanues ouxuopoeengpocgham

Jlunampues pocpam, 6e3600¢en

Booa 3a unsicexyuu

OHaJ’ICCL{eHTHa " XOMOI'CHHA CYCIICH3UA.

3. KIMHUYHA UHOPOPMALIUA

3.1 Bwunaose :KUBOTHH, 32 KOUTO € npeanazHavyeH BJIII

Kydera

3.2 TIloka3anus 3a ynorpeda 3a BCeKU BU/I dKUBOTHH, 32 KOITO e NpeJHA3HAYeH MPOAYKTHT

AKTHBHA UMyHH3aIHs Ha Ky4deTa OT 7-CeJ]MUYHA Bh3PacT 3a MPEJAOTBPATIBAHE WM HaMaJsIBAHE Ha
CMBPTHOCTTA, KIIMHUYHUTE PU3HAIH, MHQEKINATA, OaKTepruaiHaTa eKCKpelus, 0bOpeuHuTe
HapyIIeHUs: 1 ObOPEYHUTE JIC3UH, IPHIMHEHHU OT:

- Leptospira interrogans ceporpyma Canicola, ceposap Canicola,

- Leptospira interrogans ceporpymna Icterohaemorrhagiae, cepoBap Icterohaemorrhagiae,

- Leptospira kirschneri ceporpyma Grippotyphosa, cepoBap Grippotyphosa u

- Leptospira interrogans ceporpyna Australis, cepoBap Bratislava.



IToxa3zanue

Ceporpyna/ceposap Kuannnunn Bakrepuanna | BrOpeunu Bbnopeunn
CMBpPTHOCT HNndexnuus
NpU3HALHT eKCKpelus HApyLUIeHUs Je3uH
. . IIpenotBpa- | IlpemoTBpa-
Canicola/Canicola et 5: pea I:: Hamansgsane | Hamanasane | Hamansasane | Hamanssane
TSBaHE TsIBaHE
Icterohaemorrhagiae/ | IIpenorspa- | Ilpegorspa-
g. PEROTEP p p Hamanasane | Hamangsane | Hamanmssane | HamansBane
Icterohaemorrhagiae TaBaHe™* TaBaHe™*
Grippotyphosa/ IIpenorspa- | IIpenorspa-
_pp yp PEAOTEP PEAOTEP Hamanasane | Hamanssane | Hamamasane | HamansiBane
Grippotyphosa TsiBaHe™® TsiBaHe™*
. . IIpenotBpa- | IlpemorBpa- | IIpemorspa- IIpenorspa- IIpenotpa- | IlpemorBpa-
Australis/Bratislava P P P P P P P P P P P P
TSABaHE TSIBaHE TSBaHE TSBaHE TSBaHE TSIBaHE

* 3a Leptospira interrogans ceposap Canicola, Leptospira interrogans ceposap Icterohaemorrhagiae,u Leptospira kirschneri

cepoBap Grippotyphosa, mperoTBpaTsBaHETO Ha CMBPTHOCT U KIMHUYHHU NPH3HALM HE € JOKa3aHo [0 BpeMe Ha

NPOABILKUTECIIHOCTTA HA UMYHUTETA.

Hauano na HMYHHUTCTA: 2 CeaAMUIIM CJICOA BTOpAaTa MHXKCKIUA OT KypCa Ha Ha4YaJIHaTa BAKCHUHAIIMA 3a

BCHUYKHU IIIaMOBC.

HpO,Z[’LJ'DKI/ITCJ'IHOCT Ha UMYHUTCTA!: Haii-MaJIko €¢AHa roiuHa CJICA BTOpAaTa MHKCKIMUA OT KypCa Ha
HayaJlHaTa BaKCHMHAIlUs 34 BCUYKHU IIIaMOBE.

3.3

Hswma.

IIporuBonokaszanus

3.4 CneuuajHu npeaynpe:xieHust

218 CC BaKCMHHPAT CaMO 3paBu )KUBOTHH.

3.5

CneuuaJiHu npeana3Hu MepKku npu ynorpeoda

CrenmaiaHy Ipeana3sHy MEPKHU 3a 0e30IacHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 38 KOUTO €

npennasHauen BJIIT:

Jla ce usmonsBar 0OMYaiHUTE aCEITUYHH MTPOIETYPH.

CHCLII/IaJ'IHI/I Opeanasiy MCPKHU 3a Julara, mpujaaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha

KHMBOTHHUTC!

Hama.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxxumo.




3.6 HeosaronpusiTHu peakuun

Kyuera:
MHoro yectu OTOK B MACTOTO Ha MHKEKTUpaHe', chpbOex?’, 6onKa u
4
(moBeue ot 1 Ha 10 TpeTtupanm xuBoTHH): | TOILIMHA B MACTOTO HA MHXXCKTHPAHC .
Yectn Jleraprus®, anopekcus’ U HOBphILAHE?,

(1 mo 10 na 100 TpeTHpaHu >KUBOTHH):

Heuectn Jluapusi, MyCKyJIEH TPEMOP, BOKAIM3ALIHs, XUIIEPTEPMHUS,
(1 mo 10 na 1 000 TpeTupaHu >KUBOTHU): TaxuKapanAa U TaXHITHEA.
Penxn Peakuun Ha cBpbX4yBCTBUTENHOCT ((anmanHa egema,
6
(1 mo 10 na 10 000 TpeTupaHu KUBOTHH): ypTHKapHs)°©.

! mo-MabK 0T 6 CM, H3ue3Ba B pAMKHTE Ha 8 JTHU

H34e3Ba B PAMKUTE Ha 2 THU

H34e3Ba B PAMKUTE Ha 3 THU

M34Ye3Ba B paAMKUTE Ha 4 THH

MakcuMyMm 39.8 °C, u3ue3Ba B paMKuTe Ha 1 JcH

BKITIOUHTEITHO aHA(MITAKTUYCH IOK, KOUTO MOXeE Ja € )KHBOTO3acTpaniaBani. AKo Bb3HHUKHE TaKaBa
peaxius, He3abaBHO TPsOBA J1a CE MPUIIOKHU MOAXOISIIO JICUCHHUE,

2
3
4
5
6

Cpo01aBaHeTo Ha HEONArompHUATHY PEaKLUHU € BaXKHO. ToBa 1M03BOJIsIBa HENPEKbCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BeTEPUHAPHUS JIeKapCcTBEH MpoAyKT. ChoOIIeHHATa TPsOBa Aa ce U3MpaIiar, 3a
HpeNNoYNTaHe Ype3 BEeTePHHAPEH JIEKap, I Ha IIPUTESKATENS Ha Pa3pelIeHUEeTO 3a ThPTOBHS WIN Ha
MECTHHS My TIPEACTABUTEN, WJIM Ha HAIMOHAJIHNS KOMIIETEHTEH OpTraH upe3 HaI[OHAIHATa CHCTeMa 32
cpobmaBane. BixTre cpiio Touka “JlaHHM 32 Bpb3Ka” OT JIMCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

Hanngnu ca qanau 3a 6€301acHOCT NPU OpEMEHHN KYYKH, BAKCHHHPAHU C TPUBAICHTHATA BaKCHHA HA
Boehringer Ingelheim cpery menrocmuposa, chabpskaia Leptospira Canicola, Leptospira
Icterohaemorrhagiae u Leptospira Grippotyphosa kouto noka3Bar, ue Ta3u BaKCHHA MOXE Jia ce
mpuIara mo BpeMe Ha 6pemenHocT. 3a Eurican L4, koiiTo chabpika IOIMBIHATEIEH HHAKTHBUPAH IIaM
Leptospira Australis, HaMa HanraHM JaHHHK 32 O€30IIACHOCT IPH OPEMEHHHN KYUKH.

3.8 BzammopgeiicTBHE ¢ APYTH BeTePHHAPHH JIEeKAPCTBEHU MPOLYKTH U Apyru ¢popmu Ha
B3auMojeiicTBHe

Hannunu ca gaHHM 3a 0€30MaCHOCT M €(pUKACHOCT, KOMTO JI0Ka3BarT, Y€ Ta3u BAKCHHA MOXKE Ja Oblle
cmecBana ¢ Eurican DAP umu Eurican DAPPi / Eurican DHPPI.

Hannunute qanHu 3a 6€30MacHOCT U e(HUKACHOCT COYAT, Ye Ta3d BAKCHHA MOXe J1a ObJie MpuiaraHa B
CHIMS JeH, HO Oe3 1a Obae cMecBana ¢ Rabisin, mpu xydera ot 12-ceqmudHa Bb3pacrT.

Hsma Hanuanaa uHGOpMarus 3a 6€30MacHOCT U €(PUKACHOCT OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHMHA C IPyrH BETEPHHAPHHM JIEKAPCTBEHH IPOAYKTH, OCBEH IMOCOYEHHUTE T10-rope. [lopaau Tasu
NPUYMHA PUJIAraHETO HA Ta3W BAKCHHA IIPEIN WM ClIe] yIoTpebara Ha Ipyr BETEpHHAPEH
JIEKapCTBEH MPOIYKT TPsiOBa J1a Ce MPEIEHN CIIOPEe ] MHANBUIYATHUS CITyqai.

3.9 Hauun Ha NMPUJIO0KECHUE U TO3UPOBKA

Koraro Eurican L4 ce u3mos3Ba caMOCTOSITEIIHO, HHKEKTHPANTE TOIKOXKHO 103a ot 1 ml.



Koraro Eurican L4 ce usmomnssa kato pasreopuren 3a Eurican DAP umu Eurican DAPPI / Eurican
DHPPI, acentu4HO pa3TBOpeTe ChABPKAHUETO HA JIMOPHUIN3aTa ChC CYCIICH3HATa HAa BAKCHHATA
Eurican L4. Pasknarere noope npenu ynorpeda. L{s10To kKosmuecTBO Ha pa3TBOpeHHs (JIaKkoH TpsOBa
Jla ce MPUIIOKH KaTo SAMHUYHA J103a.

TpsOBa 1a ce cieBa ciegHaTa cxema:

Havanna BakcuHamus: HBG WHXXCKIUU NTPE3 UHTCPBAJI OT 4 ceaAMuIu OoT 7-CGL[MI/I‘lHa BB3pPacT.

Pepakcunanus: [Tpunarane Ha efqHa 103a, 12 Mecena ciiel] 3aBbpIIBAaHETO HAa Kypca Ha HadallHaTa
BakcuHanus. Kyderara TpsiOBa j1a ce peBakCHHHUpAT ¢ SIUHUYHA OyCTEepHA JI03a Ha roJIUIHA Oa3a.

3.10 CumnToMu Ha mpeo3upane (M KOraTo € NPUJI0:KUMO — MPOLETYPH HA JielicTBHE MPH
CIELIHH CJIyYau ¥ AaHTHOTH)

Hsima HeOmarompusaTHH peaKIiy OCBEH TE3H, IOCOYEHHU B TOUKA 3.6, HAOJII01aBaHy CIIe]] IIpHUjIarane
Ha 2-KpatHa cBpbxa03a. Ciies] mpeno3upane, OTOKBT U 00JIKaTa B MSCTOTO HA MHXKEKTHPAHETO MOXKE
Jla IPOIBJIKAT MO-IBJIr0. Te3 CUMIITOMHU U34€3BaT B pAMKUTE Hal-MHOro Ha 22 nuu u 10 gHu
CHOTBETHO.

3.11 CneuuajHu orpaHuveHus 3a ynorpeda v crieaJHH YCJI0BHS 32 yNOTPeda, BKJIIOYUTETHO
OrpaHNyYeHMs 32 ynoTpedéaTa Ha AaHTUMHMKPOOHHM M MPOTHBONAPA3ZUTHU BeTePUHAPHHI
JIeKapCTBeHHU NMPOIYKTH, C LieJ 1A ce OTPAHMYHN PUCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e mpuioxumo.
3.12 KapeHTHH CpOKOBe

He e npunoxxumo.

4. NMYHOJIOTHYHA UTHO®OPMALIMA
4.1 BerepuHapeH jJeKkapcTBeH anaToMo-TepaneBTu4eH ko1 (ATCvet Code): QI07ABO1
Bakcuna cpenry Leptospira (MHakTHBHpaHa) P Kydera.

Crien mpunarane BakCHHaTa IpeIU3BUKBAa UIMYHEH OTrOBOp cpeity Leptospira interrogans
ceporpyma Canicola, Leptospira interrogans ceporpyma Icterohaemorrhagiae, Leptospira Kirschneri
ceporpyma Grippotyphosa u Leptospira interrogans ceporpymna Australis u Leptospira interrogans
ceporpymna Icterohaemorrhagiae, ceposap Copenhageni leptospirosis npu kydera, IeMOHCTpHUpPAH Ype3
MPOBOKALIHSI.

[IpenoTBpatsiBaHETO HA CMBPTHOCTTA, KIMHUYHNTE MIPU3HALM, ObOpedHaTa nH}peKuus,
OaxTepuanHaTa eKCKpenns, ObOpedHnTe HApyIIeHUS 1 ObOpeUHUTE NIe3UH, IPUINHEHH OT
Leptospira interrogans ceporpyna Icterohaemorrhagiae, cepoBap Copenhageni, e 1oka3aHo upe3
MPOBOKALMS IBE CEAMHULM cie] BakcuHanuaTa. Obaye, NpoIBbIKUTEIHOCTTa HA UMYHHUTETa CPELTy
TO3HW CepoBap He e Omiia yCTaHOBEHA.

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcHOBHH HECHBMECTHMOCTH

He cmecnaiite ¢ npyr BeTepruHApEH JIEKapCTBEH MPOAYKT C U3KIIOYCHNE Ha CTOMEHATUTE B TOUKa 3.8
Mo-Tope.



5.2  Cpok Ha rogHOCT

Cpok Ha TOJHOCT Ha KpailHUsA BETEpUHAPEH JEKapCTBEH MPOIYKT: 2 TOAHHU.
Cpok Ha TOZHOCT CJIe/l MbPBO OTBApSHE Ha IbPBUYHATA OMAKOBKA: U3IOJ3BaiiTe He3a0aBHO.

5.3 Cneuuannu yciaoBusi 3a CbXpaHeHHe

Ila ce cpXpaHsBa M TPAHCIIOPTHPA B oXjaaeHo cherosaue (2 °C — 8 °C).
[a He ce 3ampasspa.

[a ce masu ot cBeT/IMHA.

54 Bujau cbCcTaB HA NBPBUYHATA ONAKOBKA

Tun I crekienu prakoHu ¢ XJTOpOYTHIIOBH TYMEHH Talld, 3all€9aTaHu ¢ ATyMUHHEBH KallayKy.

ITnactmacoBa kytusi ¢ 10 ¢uakoHa (cTbki0) ¢be cycnensus (1 ml).
ITnactmacoBa kytusi ¢ 50 ¢akoHa (cTbki0) cbe cycnensus (1 ml).

He Bcuuku pasmepu Ha ommakoBKaTa Morart Ja ObAaT MpeyiaraHu Ha ma3apa.
5.5 ChoenuajHu MepKH 32 YHUIIO:KABAHE HA HEM3MOJI3BAHM NMPOAYKTH UM OCTATBHIU OT TAX

BerepunapuuTe gexapcTBEHH MPOIYKTH HE TPAOBa 1a ObIAT U3XBBPISHU Upe3 OTIIaJHU BOJIN HITH
OHMTOBH OTIANBIIH.

W3nomnzBaiite IporpamMu 3a BpbIIAHC [TPU YHUIIOXKXABAHCTO Ha HCU3IIOJI3BAHN BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTHU W OCTAaThUHU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MECTHOTO

3aKOHO/ATEJICTBO ¥ C BCUYKH HAIIMOHATHHU CUCTEMH 33 ChOMpaHe, IPUIIOKUMHU 32 ChOTBETHHS
BETEPUHAPECH JICKAPCTBEH MPOIYKT.

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

Boehringer Ingelheim Vetmedica GmbH

7. HOMEPA HA PASPEHIEHHUETO 3A ThPI'OBUS

EU/2/23/293/001
EU/2/23/293/002

8. IATA HA I'bPBOTO U3JABAHE HA PABPEIIEHUETO 3A ThbPIOBUS

31/03/2023

9.  JIATA HA OCJIEJHATA PEJAKLMS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

10. KIACHOPUKAIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU NPOAYKTHU

I[a CC OTITyCKa CaMO IIO0 JICKapCKO MpEATIUCaHunEC.



IToapoOHa uHOpMaLKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B 0a3ara
nmannau Ha Chro3a otHocHo mpoaykrute (https://medicines.health.europa.eu/veterinary).



INPUJIOKEHHUE |1
JAPYI'N YCJIOBUA U U3BNCKBAHUSA KbM PASPEHIEHUETO 3A ThbPI'OBUSA

Hama



HNPUJIOKEHHE |11

ETUKET U JINCTOBKA



A.ETUKETH

10



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

[TnactmacoBa kyTtus ¢ 10 cTpkiIeHN (uakoHa, chabpxkamy mo 1 ml cycnensus
ITnactmacoBa KyTus ¢ 50 cTbkieHu (IakoHa, ChAbpKaIM 1Mo 1 ml cycrneHsus

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Eurican L4 urXeKIMOHHA CYCIICH3HUs

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

3a mo3a (1 ml):
WuakTuBupann Leptospira maMoBe™ ..........ocevvevvevveiveseennenn. aKTHBHOCT ChIyIacHO EBp. @apm. 447**

“Leptospira interrogans, ceporpyna u ceposap Canicola, Icterohaemorrhagiae, Grippotyphosa,
ceporpyma Australis, cepoap Bratislava
**> 80 % npoTeKIHs IPH XaMCTEPH

3. PABMEP HA OITAKOBKATA

10X 1 mo3za: 10x 1 ml
50 x 1 mo3a: 50 x 1 ml

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

Kyuera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HO,Z[KO)KHO MMPUIIOKCHUC.

‘ 7. KAPEHTHUM CPOKOBE

|8. CPOK HA TOJIHOCT

Exp. {mn/mMm/rrIT}
Cren oTBapsiHe, U3M0JI3Bail He3a0aBHO.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

I[a CC CbXpaHsBa U TPAHCIOPTHPA B OXJIAZICHO CbCTOSHUC.

11



Jla He ce 3ampassiBa.
Jla ce ma3u oT CBETJIMHA.

‘ 10. HAANUCHT ,,IPEJN YIIOTPEBA TIPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCHT ,,CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA“

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNWUCHT ,JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA“

I[a CC€ ChbXpaHsBa JaJji€d OT IIorjieaa U Ha HCAOCTBITHU 3a J€1a MECTA.

‘ 13. HME HA TIPUTEXXATEJISI HA PASPEHIEHUETO 3A ThbPI'OBUSL

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/23/293/001 10 X 1 no3a
EU/2/23/293/002 50 X 1 no3a

‘ 15. TAPTHUJAEH HOMEP

Lot {Homep}

12



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKHN
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA J1O3A

CrpineH QuakoH, ceabpxai 1 ml cycnensus

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Eurican L4 IH

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Leptospira interrogans
1 ml

| 3. TAPTUJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJHOCT

Exp. {mmn/mMm/rrIT}

13



B. JUCTOBKA

14



JIMCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Eurican L4 umkeKIMOHHA CYCIIEH3US

2. CbcraB
Enna nosa (1 ml) ot cycnensusita cbappika:
AKTHBHH BelllecTBa:

WuaktuBupana Leptospira interrogans ceporpyma u cepoap Canicola

HIAM 16070 ...oiiiiiiiie s AxktusHoCT criopen EBp. dapm
WuaxTuBupana Leptospira interrogans ceporpyma u ceposap Icterohaemorrhagiae

HIAM 16069 ....oiiiiii AxtusHOCT criopent EBp. dhapm
WuaktuBupana Leptospira interrogans ceporpyna u ceposap Grippotyphosa

maM Grippo Mal 1540.......ccooiiiiiiiieeeee s AxrtuBHocT cniopen EBp. dpapm
WuaxtuBupana Leptospira interrogans ceporpyma Australis u cepopap Bratislava

HIAM 16785 AxtusHOCT criopent EBp. dhapm

*> 80 % mpoTeKIus Ipu XaMcTepu

OnanecueHTHa 1 XOMOI'CHHA CYCIICH3Us.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII
Kydera
4, Iloka3anus 3a ynorpeda

AKXTHBHA HMYHH3aIMs Ha Ky4deTa OT 7-CeJMUYHa Bh3PacT 3a MPEAOTBPATIBAHE MM HaMAJIsIBaHE
CMBPTHOCTTA, KIIMHUYHUTE TPH3HAIM, MHPEKINATA, OaKTepUaTHaTa eKCKpeIus, ObOpeuHHTEe
HapyIICHUs U ObOPEUYHUTE JIC3UH, IPUUUHEHH OT:

- Leptospira interrogans ceporpyma Canicola, cepoap Canicola,

- Leptospira interrogans ceporpyna Icterohaemorrhagiae, cepoBap Icterohaemorrhagiae,

- Leptospira kirschneri ceporpymna Grippotyphosa, cepoBap Grippotyphosa u

- Leptospira interrogans ceporpyma Australis, ceposap Bratislava.

15
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Tloxa3zanue
Ceporpyna/ceposap Kiannnunn Bakrepuanna | BpOpeunu Bbnopeunn
CMBpPTHOCT HNndexuus
NpU3HALHT eKCKpelus HApyLIeHUs Je3uH
. . IIpenotBpa- | IlpenoTBpa-
Canicola/Canicola et 5: pea I:: Hamansgsane | Hamanasane | Hamansasane | Hamanssane
TsIBaHE TsIBaHE
Icterohaemorrhagiae/ | IIpenorspa- | Ilpegorspa-
g. PEROTEP p p Hamanasane | Hamangsane | Hamamssane | HamansBane
Icterohaemorrhagiae TaBaHe™* TaBaHe™*
Grippotyphosa/ IIpenorspa- | IIpenorspa-
_pp yp PEAOTEP PEAOTEP Hamanasane | Hamanssane | Hamamasane | HamansiBane
Grippotyphosa TsiBaHe™® TsiBaHe™®
. . IIpenotBpa- | IlpemorBpa- | IIpemorspa- IIpenorspa- IIpenotspa- | IlpemorBpa-
Australis/Bratislava P P P P P P P P P P P P
TSABaHE TSIBaHE TSBaHE TSBaHE TSBaHE TSBaHE

* 3a Leptospira interrogans ceposap Canicola, Leptospira interrogans ceposap Icterohaemorrhagiae u Leptospira kirschneri

cepoBap Grippotyphosa, OpeaAOTBPaTABAHETO HAa CMBPTHOCT U KIIMHWYHU IPU3HAIU HE € 1OKAa3aHO I10 BpEME Ha

NPOABJDKUTEIIHOCTTAa HA UMYHUTCTA.

Haugano Ha uMyHHUTETa: 2 CEAMUIIM CIIe]] BTOpaTa MHXKEKITHSA OT Kypca Ha HadajaHaTa BAaKCHHAIIUA 32

BCHUYKHU IIIaMOBC.

HpO,Z[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!: Haii-MaJIko C¢AHa roJiuHa CJICA BTOpAaTa MHXKCKIMWA OT KypCa Ha
HadaJiHaTa BaKCHHaIWA 3a BCUYKH IIIaMOBC.

5. IIpoTuBOMOKA3aHMS
Hsama.
6. CnenuaJiHu npeaynpexaeHus

Jla ce BakcHHHpAT caMO 3[paBH KUBOTHH.

CHCLII/IaJ'IHI/I Opeanasi MCPKH 3a Oe3omacHa VHOTDC63 OpH BUAOBETC JKUBOTHH, 34 KOUTO €

npendaszgauexn BJIIT:

Jla ce u3moy3BaT OOMYaitHUTE aCeITUYHU IPOIECAYPH.

BpemeHnHoCT:

Hanuunu ca naHHH 32 6€30MacHOCTTA IIPH OPEMEHHHU Ky4YKH, BAKCHHHPAHH C TPHBAJICHTHATA BAKCHHA
Ha Boehringer Ingelheim cpemry nenrocnuposa, ceabpxania Leptospira Canicola, Leptospira
Icterohaemorrhagiae u Leptospira Grippotyphosa kouto goka3Bar, 4e BAKCHHATa MOKE J[a Ce Tpuiiara
0 BpeMe Ha OpemenHocT. 3a Eurican L4, KoiTo chabpiKa IOIMBIHUTEICH HHAKTHBUPAH IIaM
Leptospira Australis, HsMa HanrYHKM JaHHHK 32 O€30IIACHOCT IIPH OPEMEHHHN KYUKH.

BsaumoieiicTBre ¢ Pyry BETEpUHAPHU JCKAPCTBCHHU MPOAYKTH 1 APYTH HOPMH Ha B3aMMOJICHCTBHE:
Hannuuu ca gaHHM 3a 6€30MaCHOCT M €PUKACHOCT KOUTO JJOKA3BaT, Ue Ta3h BaKCHHA MOXeE J1a Ob/Ie
cmecBana ¢ Eurican DAP umu Eurican DAPPI / DHPPI.

Hanuunure qanHu 3a 6€30MacHOCT U e(hUKACHOCT COYAT, Y€ Ta3d BAKCHHA MOYXe Ja ObJie MpuiaraHa B
ChIIMA JeH, HO Oe3 1a ce cMecBa ¢ Rabisin, mpu kydera ot 12-ceqMuyHa BB3PAcCT.

Hsima manmmana nHGOpManys 3a 6€30MacHOCT U e(UKACHOCT OT ChBMECTHOTO M3ITOJI3BaHE HA Ta3H
BaKCHHA C IPyrd BETEPUHAPHHU JIEKAPCTBEHH TPOJIYKTH, OCBEH IMOCOYeHUTE 1o-rope. [lopaau Ta3u
NPUYMHA PUJIAraHEeTo Ha Ta3W BaKCHHA MTPEIN WM ClIe]l yroTpebara Ha Ipyr BeTepHHAPEH
JIEKapCTBEH MPOIYKT TPAOBA J1a Ce MPEIEHH CIOPE HHANBUIYTHUS CITydaid.
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IIpenosupane:
Hsima HeOmarompusaTHH peaKIiuy OCBEH TE3H, TOCOUEHHU B TOUKa ,,HeOmaronpusTHr peakimm *,

HAOJI0JaBaHU CJIe]l IpUlaraHe Ha 2-KpaTHa cBpbx03a. Cien nmpeao3upane, OTOKBT U OoJIKaTa B
MSICTOTO Ha WHXKEKTHPaHE MOKE JIa MPOABIDKAT MO-ABIT0. Te3u CUMIITOMY M34e3BaT B paAMKHUTE Haii-
MHoro Ha 22 guu ¥ 10 gHM CHOTBETHO.

OCHOBHU HECHBMECTUMOCTH:
He cMecBaiite ¢ apyr BeTeprHapeH JeKapCTBEH IPOAYKT ¢ M3Kiouenne Ha Eurican DAP unmu Eurican
DAPPi / DHPPI.

1. HeOnaronpusiTHu peakuuu
Kyuera:

- Mpmuoro gectu (moBede ot 1 Ha 10 Tpetupanu >kxuBoTHH): OTOK B MACTOTO Ha HHXKEKTHpaHE (I10-
MaJbK OT 6 CM), KOMTO M3ue3Ba B paMKHTE Ha § THU, ChbpOEK, KOMTO n3ue3Ba B paMKUTE Ha 2
JTHH, OOJIKa H TOIIMHA B MSCTOTO Ha WHXKEKTUpAHE, KOUTO U34e3BaT B paMKHUTE Ha 4 JHH.

- Yectu (1 no 10 Ha 100 TpeTupanu xuBoTHH): JleTaprus, KosATO U34€3Ba B paMKUTE Ha 3 THH,
AQHOpEKCHS U NMOBPBIIAHE, KOUTO U34€3BaT B PAMKHUTE Ha 2 JHH.

- Heuectu (1 mo 10 Ha 1 000 TpeTupanu *XUBOTHN): uapus, MyCKyJIeH TPeMOp, BOKaJIH3alus,
xuneprepmus (Makcumym 39,8° C, mpoapinkaBaiia Haii MHOTO | JIeH), TaXUKapIusl U TaXHUITHES.

- Penxu (1 go 10 ma 10 000 TpeTrpanu >kuBOTHH): Peakinuu Ha CBPBXUyBCTBUTEIHOCT ((aruanHa
ezeMa, ypTHKapusl), BKIIOUYUTEIHO aHAQHIAKTHYECH MIOK, KOUTO MOJXKE /1 €
JKUBOTO3acTpalaBail. AKO Bb3HUKHE TaKaBa peakiys, He3abaBHO TPsOBa Ja ce MPUIIoXKU
HOJXOJIIO JICUEHHE.

CpoO11aBaHeTo Ha HEOIArONPHUSITHH PEAKIMK € BaKHO. TOBa MM03BOJISIBA HENPEKbCHAT MOHUTOPHHT HA
0e30MacHOCTTa Ha MPOAYKTa. AKO 3a0€JIeKUTE HIKAKBU HEONArONpUsITHA PEAKIMH, BKITFOUHTEITHO U
TaKWBa, KOUTO HE Ca OIMMMCAaHU B Ta3W JINCTOBKA UJIX MUCJIIUTE, UC BETCPUHAPHUAT JICKAPCTBCH IMMPOAYKT
He JIeHCTBa, CBBbPIKETE ce MbpBO ¢ Barus BeteprHapeH jiekap. MoxeTe ChlIo Ja cholIaBare
HeOIaronpUsATHH PEaKUK HA MPUTEKATEIIS Ha Pa3pEIICHUETO 3a ThPrOBUS HJIA MECTHHS
HpEICTaBUTEN Ha MPUTEKATEIIS HA Pa3pEIICHUETO 3a ThPrOBHUS, KATO M3IOJI3BaTe TAaHHHUTE 32 KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WM 4Ype3 BamaTta HanoHanHa cucteMa 3a cho0IaBaHe: {oJpoOHOCTH 3a
HAI[MOHAIHATA CHCTEMA }

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO1 HA MPUJI0KCHUE

Koraro Eurican L4 ce u3mosi3Ba caMOCTOSTEIIHO, HHXEKTUPANUTE MOKOKHO g03a oT 1 ml chriaacHo
clleqHaTa cxema:

Hauvanna BakcuHanus: /[Be WHXXEKIMH MTPe3 MHTEPBAJ OT 4 CEJIMUIIU OT 7-CEIMUYHA BH3PacT.
PeBakcunanus: [Ipunarane Ha enHa 103a 12 Mecena ciie/] 3aBbPIIBAHETO HA Kypca Ha HadallHaTa
BakcuHanus. Kyderara TpsiOBa 1a ce peBakCHHHUpAT ¢ €IUHUYHA OyCTEpHA JI03a Ha roJIUIIHA 6a3a.
9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

Koraro Eurican L4 ce usmomn3sBa karo pasreopuren Ha Eurican DAP wau Eurican DAPPi / DHPPI,
aCeNTUYHO Pa3TBOPETE ChIBPKAHUETO HA THO(DMIN3aTa ChC CYCIICH3MATa Ha BakcrHaTa Eurican L4.
Pazkmarere mobpe npeau ynorpeda. Lsu1oTo komudecTBo Ha pa3TBOpeHHs (PirakoH TpsOBa ma ce

IMMPUJIOKH KaTO CAMHUYHA 1034a.
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10. KapenTHu cpokoBe

He e npunoxxumo.

11. Crhenmnajnu yc/0BHS 32 ChbXpaHeHHe

Ja ce cpxpansBa fajed OT MOTJeia U Ha HEAOCTHITHY 3a JIella MecTa.

Ila ce cpXpaHsBa M TPAHCIIOPTHPA B oXjaaeHo cherosaue (2 °C — 8 °C).

[a He ce 3ampa3siBa.

Jla ce masu OT CBETIIMHA.

Jla He ce u3Moa3Ba TO3HM BETEPUHAPEH JICKAPCTBEH MPOIYKT CIIe] U3TUYaHE CPOKa Ha TOJTHOCT,
MOCOYEH BHPXY €TUKeTa cief ,,BExp.*.

Cpok Ha TOJHOCT CIie/l TbPBOTO OTBAPSHE HA IbPBUYHATA OITAKOBKA: U3IIOJI3Bail He3a0aBHO.

12. CnenuaJnu npeanasHd MEPKH NP YHUILOKABaHe

BerepunapuuTe nekapcTBEHH MPOIYKTH T€ TPAOBa 1a ObAAT U3XBBPIISHU Ype3 OTIIATHU BOIU UITH
OUTOBHU OTIIAIBIIH.

W3non3saiite IIporpamMu 3a BpbIIaHC IMPU YHUIIIOKABAHCTO HAa HCU3NOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTHU WX OCTATHIHN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a C’I)GI/IpaHe. Tes3n MCPKH 1IC
IMOMOT'HAT 34 OIla3BaHC HAa OKOJIHATa cpcaa.

ITonuTaiiTe Bamus BeTepuHapeH JeKap Kak J1a YHHUILOKUTE HEHY>KHU BETCPUHAPHU JIEKAPCTBEHU
NPOAYKTH.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Ja ce oTmmycka camo 1o JeKapcKko NpeanucaHue.

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TO3U BCTCPUHAPCH JICKAPCTBCH NPOAYKT MOXKE 1a HAMCPUTC B Oaszara
nmannn Ha Chrosa otHocHo mpoaykrute (https://medicines.health.europa.eu/veterinary).

14. Homepa Ha pa3pelieHHETO 32 THPIOBUS H Pa3MepPH ONAKOBKHU

EU/2/23/293/001
EU/2/23/293/002

ITnactmacoBa kyTus ¢ 10 ¢urakona (cTeKII0) ¢be cycrensus (1 ml).
[TnactmacoBa kytus ¢ 50 ¢makoHa (cTbki0) ¢be cycnensus (1 ml).

He Bcuuku pasMepn Ha OmmakoBKaTa Morar fia Ob/IaT MpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa
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16. JlanHu 3a Bpb3Ka

HDI/ITC)KS.TCII Ha paspCIICHUCTO 3a ThProBUA.
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'epmanus

IIpon3BoanTed, OTrOBAPSIIL 32 OCBOOOXKIABAHETO HA MAPTUIU:

Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes
Rue de I'Aviation

69800 Saint Priest
®paHuus

MectHHN OpEACTAaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1>06maBaHe Ha nmpéanojaracMmn He6J’IaFOlT[)I/ISITHI/I

pCaAKIIUu:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tél/Tel: +322 773 34 56

Penybauka bharapust

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien, Aecrpus

Tel: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.o.
Purkynova 2121/3

CZ-110 00, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics
A/S

Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: + 45 3915 8888

Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Wien, Austrija

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tel/Tel: +32 2 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & CoKG
Magyarorszagi Fidktelep

Lechner O. Fasor 10.

H-1095, Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, il-Germanja
Tel: +353 1 291 3985

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950
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Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Wien, Austria

Tel: +372 612 8000

EALGoa

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, I'eppavia
TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espana,
S.AU.

Prat de la Riba, 50

08174 Sant Cugat del Vallés (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél : +33 472 72 30 00

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien, Austrija

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

Island

Vistor

Horgatin 2

210 Garodabeer

Simi: + 354 535 7000

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Via Vezza d'Oglio, 3

20139 Milano

Tel: +39 02 53551

Norge

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kgbenhavn S
TIf: +47 66 85 05 70

Osterreich

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. J6zefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: +48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Avenida de Padua, 11

1800-294 Lisboa

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Wien, Austria

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Wien, Avstrija

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, 0.z.

Dr. Boehringer Gasse 5-11
A-1121 Wien, Rakusko
Tel: +421 2 5810 1211

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360
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https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Kvnpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, ['eppovia
TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Dr. Boehringer Gasse 5-11

A-1121 Wien, Austrija

Tel: +371 67 240 011

17. JdombianutenHa undopmanus

Sverige

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kegbenhavn S

TIf: +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein, Germany
Tel: +353 1 291 3985

BeTrepunapen jekapcTBeH aHaToMo-TepaneBTu4eH koja (ATCvet Code): QI07ABO1.

Bakcuna cpenry Leptospira (MHakTuBHpaHa) IpH Kydera.

Cren npunarase, BaKCHHAaTa IPEeJU3BUKBA KIMYHEH OTTOBOP CpPEILy JIEITOCIIUPO3a

Leptospira interrogans ceporpyna Canicola, Leptospira interrogans ceporpyma Icterohaemorrhagiae,
Leptospira kirschneri ceporpyma Grippotyphosa, Leptospira interrogans ceporpyma Australis u
Leptospira interrogans ceporpyna Icterohaemorrhagiae, ceposap Copenhageni leptospirosis npu

Ky4deTa, ICMOHCTPUPAH YPC3 NPOBOKAIUA.

[IpenoTBparsiBaHeTO HA CMBPTHOCTTA, KIMHUYHUTE MTPU3HAIM, ObOpedHaTa nHpeKus,
OakTepHarHaTa eKCKpenus, ObOpeYHNTE HAPYIICHUS U ObOPEUHUTE JIC3UH, IPHYUHEHU OT
Leptospira interrogans ceporpyna Icterohaemorrhagiae, ceposap Copenhageni, e 1oka3aHo upe3
MPOBOKAIUS JIBE CEJMHMITA ciie]] BakcuHalmaTa. Q6ade, IpoIbIDKUTEITHOCTTa HA UMYHHUTETA CPETy

TO3H CepoBap He € Ouiia yCTaHOBEHA.
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