JIMCTOBKA
1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOAYKT

CANIGEN DHA2PPi /LR, nroduian3aT u pa3TBOPUTEI 3a HHKCKIIMOHHA CYCIICH3HSI

2. CbcTaB

- Jlmopummzar (1 goza):
AKTHBHH BelllecTBAa:

JKup arenyupan Canine distemper virus (CDV) - mam Lederle .....................10%° - 10*° CCID50 *
JKus arenyupan Canine adenovirus tun 2 (CAV-2) - mam Manhattan ............ 10*° - 10%° CCID50 *

JKus arenyupan Canine parvovirus (CPV) - mam CPV780916 .....................10%0 — 10%8 CCID50 *
JKus arenynpan Canine parainfluenza virus (CPIV) - mam Manhattan .............10%° — 10%° CCID50 *

* NudeknmosHa 103a 3a Ki1eTh4yHa Kynrypa 50%.

- PastBopuren (1 mo3a ot 1 ml):

AKTHBHH BelllecTBOA:

NuaktuBupana Leptospira canicola

MuHuMasIEH THTEBD, He mo-ManbK ot 8.33 x 10 6akr./ml npean unakTuBMpaneTo, ocurypssan > 80%
MPOTEKIUs **

WuaktuBupana Leptospira icterohaemorrhagiae

MuHMMaleH TUTBP, He 0-ManbK oT 8.33 x 108 6axr./ml npeau unakTuBMpanero, ocurypsaam > 80%
npoTeknus **

Nuaktuupan Rabies virus,mam VP12...............ooeeeee, >11.U.

**80% mpoTeKLus NpH XaMCTepH (cropes TecTa 3a e(hUKaCHOCT, ONUCAH B periaMeHT 447 Ha
EBpomneiickara papmaxores).

AJI'KYBaHT:
3% Aluminium hydroxide gel..........cooveveiieiiiiiiiece e, 0,1 ml

®apmMakoTepaneBTHYHA TPyIIa: )KMBa BUPYCHA BaKCHHA.

3. Bupose :kxnBoTHH, 32 KOUTO € npeaHasHauen BJIII
Kyuera.
4, IMoka3anus 3a ynorpeda

3a akTHBHA UMYHH3AllMA Ha Ky4eTa:

- Ip€aoTBpaTsdBa CMbPTHOCTTA U KIIMHUYHUTE IIPU3HAIU B PE3YJITAT HA raHa U I/IH(i)eKIlI/IO?,eH X€aTur,
MNPUYIUHCHHA OT KYUYCIIKH aICHOBHUPYC TUIT 1;

- [IpeaoTBpaTsiBa CMbPTHOCTTA U KIIMHUYHUTC IIPU3HAIU, BCJICACTBUC HA TIAPBOBUPO3aTa W HaMaJisdBa
EKCKpELHITa OT Ky4€EIIKN [TapBOBUPYC;

- HaMaJIsIBa CMbPTHOCTTA U KIIMHUYHUTEC IPU3HAILIA B PE3YJITAT HA pECIUPATOPHOTO 3a009BaHe U
HaMaJIsIBa CKCKpPCUHATA Ha NPUIMHABAINA 'O KYYCIIKN HapaI/IH(bJ'IyCHL[a BHUPYC;

- HAMaJIsIBa I/IH(beKHI/IHTa U IIposdBaTa Ha KIIMHUYHU NIPpU3HAIU, IPUYWHCHU OT BUPYCa Ha 3apa3HaTa
Kaluuia (Ky4elKd aJeHOBUPYC THI 2 M Ky4elIKH NapanH(iyeHa BUpyc);

- [IpeaO0TBpaTsBa I/IH(beKTI/IpaHeTO Ha KpbBTA, YBPCIKIAAHCTO Ha 6’b6pel_[I/ITe, HU3MCHCHUATA B YpHUHATA,
CMBPTHOCTTA, 06pa3yBaHeT0 Ha JIC3WU U MPOoABaTa Ha KIIMHUYHUTE ITPU3HALIN BCJIICACTBUC Ha
Leptospira canicola u Leptospira icterohaemorrhagiae;

- [IpeaoTBpaTsBa I/IH(l)eKI_[I/IHTa, CMBPTHOCTTA U MIPOABATA HA KIIMHUYHU NIPU3HALIK BCICACTBHUC HA
3a00J151BaHETO OsIC.
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HauanoTo Ha nmpoTeknusTa 3ano4sa:

2 ceIMUITH ClIe]l TbpBaTa BakcuHanus cpenry L.icterohaemorrhagiae;

3 cenmuiu cien mppBata Bakcunanus cpenty CDV, CPV, CAV-2 u 6sc;
4 ceamury cien mepBara BakcuHanwms cpeiry CAV-1 u CPIV;

5 ceamuIM ciien mbpBaTa BakcuHaIws cpenty L.canicola

HpOI[’bJ'DKI/ITCJ'IHOCT Ha IMYHHTETA. 10 1 ronuna cuen IIbpBaTa BaKCMHAUA 3a BCUYKHUTE KOMIIOHCHTH.

5. I[MporuBonokazanus

I[a HE CC M3IM0JI3Ba IPU CBPbXYYBCTBUTCIHOCT KbM aKTMBHUTEC BCIICCTBA, aJ)KyBaHTa MJIM KbM HAKOI
OT IIOMOIITHUTC BCIICCTBA.

6. CrnenmajaHu npegynpexIeHus

CrennanHy npeaynpesKaeHHs:

Crien BakcHHAIIMS, )KUBUTE BUPYCHU BakcuHaiHU maMoBe (CAV-2, CPV) Moke na ce pa3nocTpaHsT
Cpell HeBaKCMHUPAHUTE KUBOTHHU 0€3 Aa ce HaOroAaBaT MaTOJIOTHYHN U3MEHEHHS TIPH TE3U
KOHTAaKTHH KHBOTHH.

/[a ce BakcMHMpAT camo 3paBU KUBOTHH.

CrenuaaHy Opeana3sHu MEPKH 3a Oe3omacHa ynoTpe0a MpH BUIOBETE )KUBOTHH, 34 KOUTO €
npeanasz"HaueHd BJIIT:

[IpenopwyBa ce )KUBOTHUTE Ja OBbJAT TPETUPAHU 3a BBTPEIIHYU mapa3uT 10 qHu npenu
BaKCHHAIMATA.

B cnyuait Ha aHaUIaKTUYEH MIOK, 1a ObJe Ha3HAUYEHO CUMIITOMATHYHO JICUeHHE.

CrenuaaHy Opeana3siu MEPKH, KOUTO TpAOBa Jia B3eMe JULIETO, IPUIArallo BeTEpUHAPHIS
JIEKAPCTBEH NPOAYKT Ha )KMBOTHHTE.

[pu ciayyaitHO cCaMOMHKEKTUPaHEe, He3a0aBHO J1a Ce MOThPCH MEIUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MPEIOCTaBH JTUCTOBKATA MJIM €TUKETA HA TIPOIYKTa.

BpemMeHHOCT:
He ce mpuara mo Bpeme Ha OpeMEHHOCT.

JlakTamus:
He ce mpenopbuBa npuiaraHeTo My o BpeMe Ha JIaKTaIlusl.

BsaumozeiicTBre ¢ APYry BETEpUHAPHHM JIEKAPCTBEHH NPOAYKTH U IPYTru (OPMHU Ha B3aUMOJICHCTBHE:
Hsma Hannyna nHpopmaius 3a 6€301acHOCTTa U ePUKACHOCTTa OT ChBMECTHOTO HM3IOJI3BaHE Ha Ta3u
BaKCHHA C IPYTH BETEpUHAPHU JIEKAPCTBEHM MPOAYKTU. [lopany Ta3u npudnHa, mpuiaraHeTo Ha Ta3H
BaKCHHa MPeIy I Clie yHoTpedara Ha IpyT BeTepUHApEH JIEKapCTBEH NPOAYKT TPsIOBa /1a ce IpeLeHU
CHope] MHAMBUIYAIHUS CIy4ai.

IIpenosupane:
Hecerokpatno npego3upane Ha CANIGEN DHA2PPI /LR He Bou 10 HEONMArompusaTHA PEaKIUH,

OCBEH Te3H, IOCOYEHHU B T. ,,HeOnaronpusTau peaxium’”.

OCHOBHH HECHBMECTHMOCTH:
[Ipu nunca Ha TaHHK 32 CBBMECTUMOCT, TO3M BETEPHHAPEH JIEKAPCTBEH NPOLYKT He TpsiOBa J1a ObJie
CMECBAaH C JPYI'd BETEPUHAPHU JIEKAPCTBEHU NIPOITYKTH.
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7. Heb6naronpusiTHu peakuuu

Kyuera:!

Yectu (1 no 10 na 100 TpeTupaHu )KMBOTHH):

12.3 pr3nanenue B MACTOTO Ha MHKeKTUpaHe >3, eneM B

1,24

OTOK B MACTOTO HA UHXEKTUPAHE
MACTOTO Ha MHKekTupanel 2 3, Gyuka B MACTOTO Ha MHKEKTUPAHE

Jleraprus’

Penxu (1 mo 10 ma 10 000 TpeTrpanu )KUBOTHH):

123 npyputyc B MSCTOTO Ha MHKeKTHpaHe™

BoJka B MACTOTO HAa MHXKEKTHPAHE
Xumneprepmus', anopekcus’*
Hapyenuns Ha xpanocMuiatennara cucrema’ (Hanp. quapusi, NOBPbIIAHE)

Peakuys Ha CBPBXUYBCTBUTEIHOCT® (Hamp., anaduIakcus (TeXKa GopMa Ha alepruyHa PeaKius),
anepruvHa KO)KHA Peakiysi, KaTo aieprideH eaeM (oayBane), ypTHKApHAICH EpHTEM
(3auepBsiBane), aiepruyeH MPypuTyc)

! Mpexonen (a, o, n)

2 JIex (a, 0, n)

$OTHIyMsABa CHOHTAHHO B paMKMTE Ha 7 10 14 nnu
4 OTurymsBa CHOHTaHHO

® B ciyuaii Ha anepruyna WM aHaQUIaKTHYHA PEaKIUs TPSIOBA 1 ce MpHIIara MoaXO0IsII0
CUMITOMATHYHO JIEUEHUE

CpobmiaBaHeTo Ha HEOIATONPUATHHN PEAKIINU € BayKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3omacHOCTTa Ha MPOAYKTa. AKO 3a0eneKuTe HAKAKBU HEOIATOMPUSATHH PEAKIINH, BKIIOYHTEITHO 1
TaKWBa, KOUTO HE Ca OIMMCAaHU B Ta3u JINCTOBKA WX MUCJIIMTC, Y€ BETCPUHAPHUSA JICKAPCTBCH IIPOAYKT
He JIefiCTBa, CBBPIKETE ce MbpBO ¢ Bammus BerepuHapeH nekap. MoxeTe ChIIo J1a choOmanaTe
HEONArONPUATHU PEaKIiy Ha TIPUTEKATEIS Ha Pa3pelIeHHeTo 32 ThPTOBHS WM MECTHUS
MMPEACTABUTECII HA IPUTEKATEIIA Ha pa3pCIICHUCTO 3a ThbProBUA, KaTO U3IMOJI3BATC JaHHUTC 3a KOHTAKT
B Kpasi Ha Ta3M JIMCTOBKA WK upe3 Bamnata HallMOHamHa cucTema 3a CchOOIIIaBaHE:

Bulgarian Food Safety Agency

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

8. I[o3np0m<a 3a BCCKHU BU/I JKUBOTHO, HAYUHU U ME€TO1 HA MPUJIOKCHUE

Crnient pa3tBapsiHe Ha nnoduinsupanara ¢ reuata ceeraka Ha CANIGEN DHA2PPI /LR, eqna nosa
OT BaKCHHATa Ce MpuJIara MoJK0XHO MO CIeJHaTa cXeMa:

OcHOBHA BaKCHHAITUS

ITepBara Bakcunamus ¢ CANIGEN DHA2PPI /L ce nipaBu npu KydeHIia Ha 8 CeIMUYIHA Bb3PACT.
Bropara Bakcunarmst ¢ CANIGEN DHA2PPI /LR ce npaBu 3 wiu 4 ceIMHITN TO-KBCHO, TPH KyUeHIIa
Ha 12-ceMHUYHA Bb3PACT.

[Ipu HanMYMe Ha BUCOK TUTHP HA MAailUMHU aHTHUTENA Ce MPENnophuBa TpeTa BaKCHHAIMS cien 3 uiu 4
CEIMULIN.

PeBakcunanms
T"ogumHaa BakcuHa.

9. CbBeTH 32 NPABUJIHOTO NMPUJIATraHe HA MPOAYKTA
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https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

Ja ce BakcHHHpAT caMO 3[paBH KUBOTHH.

10. KapenTtHu cpoxoBe

He e npunoxumo.

11. CrneumajHu ycJIOBHS 32 CbXpaHeHHUe
Jla ce cpxpaHsBa Jajed OT IOIIeaa U Ha HeJOCTBITHY 32 JIela MecTa.

Ila ce chxpaHsBa ¥ TPAHCIIOPTHPA B oxJaaeHo cherosaue (2 °C — 8 °C).
[a He ce 3ampassba.
Jla ce ma3u oT CBETJIHHA.

Jla He ce M3MOoJI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe]] U3TUYaHEe CPOKa Ha TOJIHOCT,
II0COYEH BbPXY €THUKET.

Cpok Ha TOJHOCT Ha KpaiiHHs BeTepUHApeH JieKapcTBEH NpoayKT: 18 mecerna.
Cpok Ha FOJHOCT e/l pa3TBapsiHe, CHIVIACHO yKa3aHUATA: U3I0JI3BaliTe He3a0aBHO.

12. Cneunamm npeamnasii MEPKHU IIPA YHUIIIOKAaBaAHE

BerepruHapHUTe JIeKapCTBEHH POIYKTH HE TPAOBA a ObJaT U3XBHPISHH UPE3 OTIMATHA BOJIU HITH
OUTOBHU OTMAIBIIH.

W3non3Baiite mporpamu 3a BpblIaHe P YHUIIOKABAHETO HA HEU3IOI3BaHU BETEPUHAPHU JIEKAPCTBEHU
MPOAYKTH WIN OCTATBIHU OT TAX B CHOTBETCTBHE C M3UCKBAHUATAa HA MECTHOTO 3aKOHOAATEJICTBO U C
BCUYKH NPUIIOKUMH HAllHOHAHU CHCTEMH 3a chOupane. Te3n MepKH Iie MOMOTHAT 3a ONa3BaHe Ha
OKOJIHATa cpefa.

ITonmraiite Bamus BeTepuHapeH Jiekap Kak Ja YHUIIOKUTE HEHYKHU BETEPUHAPHHU JIEKAPCTBEHU
MPOJYKTH.
13. Kaacuduxanus Ha BeTEpUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMpPCAITUCaHuC.

14. Homepa Ha pa3pellieHHeTO 32 THPIOBHS U Pa3MepH ONAKOBKHU

0022-2296
IMnacrmacosa kytus ¢ 10; 50; 100 dnakona.

JInodunmzat

3 ml croriten ¢uakoH chabpikail 1 103a TnoduIH3HpaHa 9acT OT BakcuHata. DIaKOHBT € 3aTBOPEH C
eJlacTHYHa TYMEHa 3alylianka U alfyMUHHeBa Kanayka.

PastBopuren
3 ml ctekiieH daakon chabpxkany 1 Ml Teuna yact. @nakoOHBT € 3aTBOPEH € €NACTUYHA TYMEHA

3ammymiaika ¥ aTlyMUHHEBa Karmadka.

He Bcuukn pa3MEpu Ha OIMAKOBKATa MOTraT aa 6’B,Z[aT npeayiarany Ha ma3sapa.
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15. [laTa Ha nmocJjieAHATa peJaKIus HA TeKCTa
01/2025

Hoapo6Ha I/IH(I)OpMaHI/IH 3a TO3U BECTCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPHUTEC B 633aTa JaHHU
Ha Cpro3a otHocHO mpoxaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 32 BpB3Ka

HDI/ITG)K&TGJ‘I Ha pa3spCUICHUCTO 34 THbPIrOBUA U IIPOU3BOAUTCII, OTTrOBApAIlL 34 OCBO60)KI[aBaHeTO Ha
Ha[)TI/IZ[I/I:

VIRBAC

lére avenue 2065m LID

06516 Carros

OPAHIINA

MecTHU npeicTaBUTEIN U JAHHH 32 BPb3Ka 3a ChOOIIaBaHe HA IPEIIoIaracMyu HeOJIarOnpUsITHH
peaKIIH:

EPI'OH MUJIAHOBA EOO/]

c. bepnoxuuna 2222, Codwuiicka odnact

Peny6nuka bearapus

Ten: + 359 359888215520

ergonood@gmail.com

3a BcsikakBa HH(pOpMaIMs OTHOCHO TO3HM BETEPHHAPEH JICKAPCTBEH MPOIYKT, MOJIS CBBPIKETE CE C
MECTHUSI TIPEICTAaBUTEI Ha IIPUTEKATEIS Ha Pa3pelieHHeTO 32 THPTrOBHSL.

m Recoverable Signature

X

[-P KPACMWP 3/IATKOB
OVPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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