"KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3SPEIHIEHHUE 3A ThbPI'OBHUS Ne 0022-2296

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

CANIGEN DHA2PPi /LR
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

- Jlnopunuzat (1 mo3a):
AKTHBHM BelllecTBa:
JKug arenyupan Canine distemper virus (CDV) - mam Lederle

Xus arenyupan Canine adenovirus type 2 (CAV-2) - miam Manhattan
XKus arenyupan Canine parvovirus (CPV) - miam CPV780916
XKue arenyupan Canine parainfluenza virus (CPIV) - miam Manhattan

IMomourHo BemecTBO 10 | 1032
* Nndekuuno3Ha 103a 3a KierbuHa Kynrypa 50%.

- PastBopurein (1 goza ot 1ml):
AKTHBHM BellleCTBA:
NuaktuBupana Leptospira canicola

MuHMManeH TUTBbp, He Ho-Manbk oT 8.33 x 108 Gaxr./ml npeau MHAKTMBMpPAHETO, OCUTypsBall >

MPOTEKIUs **
Nuaktuupana Leptospira icterohaemorrhagiae

MuHuManeH THTBP, He mo-ManbK oT 8.33 x 10 Gakr./ml mpeau MHAKTMBMpPaHETO, OCUTypsBaml >

npoTeknus **

10%-10° CCIDso*
10*-10° CClIDsox
10°- 10" CClIDsox
10°- 10" CCIDso*

80%

80%

WuaxtuBupan Rabies virus, mam VP12 ........................ >11U.

**80% mpoTekuus Npu XxaMmcTepu (cropen TecTa 3a epUKacHOCT, ONMCaH B pernaMmeHT 447 Ha EBponeiickara
dapmakores).

AJISKYBaHT:

3% Aluminium hydroxide gel........c.ccoovveveviieiiiic e 0,1ml

ITomoiiHu BelecTBa:

KauecTBeH cChCTaB Ha MOMOIIHUTE BellecTBa U APYIruTe CbCTABKHU

JInodunusar:

Gelatin

Potassium hydroxide

Lactose monohydrate

Glutamic acid

Potassium dihydrogen phosphate

Dipotassium phosphate

Water for injections

Sodium chloride

Disodium phosphate anhydrous

PastBopuren:

Aluminium hydroxide

Sucrose

Dipotassium phosphate

Potassium dihydrogen phosphate

Tryptone

Water for injections

.HI/IO(bI/IJ'H/BaT 1 pa3TBOPUTCII 3@ MHKCKIITMOHHA CYCIICH3U.
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3. KJIMHUYHA UHOOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHazHayen BJII

Kyuera.

3.2 Iloka3anus 3a ynorpeda 3a BceKH BH/I ’KHBOTHH, 32 KOWTO e MpeHA3HAYEeH NPOAYKTHT

3a akTMBHA UMYHH3aLUs HAa Ky4yeTa:

- MpenoTBpaTsBa CMBPTHOCTTA M KIMHUYHUTE MPHU3HAIM B PE3yJTaT HAa raHa W WHQEKIHO3CH XenaTuT,
NPUYHHEHH OT KyYelllKH aJICHOBUPYC THIT 1;

- TpenoTBparsBa CMBPTHOCTTA W KIMHWYHWATE TNPHU3HALIM, BCIEACTBHME Ha MMapBOBMUpO3a W HamajsiBa
EKCKpeLusiTa OT KyUelllKd TapBOBUPYC;

- HamalsiBa CMBPTHOCTTA U KIMHUYHUTE MPHU3HALM B PE3yJITAT HA PECHUPATOPHO 3a00JsIBAaHE U HaMasBa
EKCKpelnATa Ha IPUYNHSBAIINS TO Ky4elIKH napanH(IyeHa BUupyc;

- HamassiBa MH(EKUMATa U MposiBaTa Ha KIMHUYHN PU3HAIM, TPUYMHEHN OT BUpYyCa Ha 3apa3HaTa Kalllula
(KydemKku aiecHOBUPYC THI 2 B Ky4ellkd apanHQIIyeHIa BUPYC);

- TpeAOoTBpaTsIBa WHPEKTUPAHETO HAa KPBHBTA, YBPESKIAAHETO Ha OBOpEenUTe, M3MCHEHWSATA B ypUHATA,
CMBPTHOCTTA, 00pa3yBaHETO Ha JIE3MM M MpOsiBaTa Ha KIMHUYHHWTE MPU3HALM BCIEACTBHE Ha Leptospira
canicola u Leptospira icterohaemorrhagiae

- MpenoTBparsBa WHQEKIMATA, CMBPTHOCTTA W TpOsSBaTa HAa KJIWHUYHK TPHU3HAIM BCICACTBUEC HA
3a0ossiBaHeTO OsiC.

Havanoro Ha mpoTeKuusTa 3arnousa:

2 ceaMHMITH ClieT ITbpBaTa BakcuHanus cpeiry L.icterohaemorrhagiae;

3 ceamuim cien mbpBaTa Bakcunanus cpenty CDV, CPV, CAV-2 u 6sc;

4 cemmury cien mbpBaTta BakcuHanms cpeury CAV-1 u CPIV;

5 ceaMuIM e ITbpBaTa BakcuHaiws cperty L.canicola.

HpO,H'bH)KI/ITeJ'IHOCTTa Ha UMYHUTETA € 10 1 roavHa CJIC IIbpBaTa BaKCHMHAIMA 3a BCUYKHUTC KOMIIOHCHTH.

3.3 IIporuBomoka3aHus

)Ia HE CC U3M0JI3BA IMPU CBPBXYYBCTBUTCIIHOCT KbM AKTHBHUTC Cy6CTaHHI/II/I, aJUKyBaHTa WJIM KbM HSIKOH OT
CKCIIMITMCHTHUTC.

3.4 Cneuuajnu npexynpe:KaeHus

Crieqr BakCHHAIIWS, XUBUTE BUPYCHH BakcuHaitHU mamoBe (CAV-2, CPV) Mmosxe 1a ce pasmocTpaHsT Cpej
HEBAKCUHUPAHUTE )KUBOTHU 0€3 J1a ce Ha0JII01aBaT MaTOJOTHYHU U3MEHEHUS MPH T€3W KOHTAKTHH YKUBOTHHU.

3.5 CneuuajHu npeanasHu MepKH NpH ynorpeda

CroenmanHy npeana3sHu MepKu 3a Oe3omacHa ynorpe0a Ipy BHOBETE JKUBOTHHU, 32 KOUTO € MPEeJHA3HAUCH
BJIII:

)la CC€ BaKCMHHPAT CaMO 3ApaBu )KUBOTHU.
HpenoquBa C€ XXUBOTHHUTE aa 6’L,[[aT TPECTUPAHU 3a BbTPCIIHU ITapa3nuTu 10 JHHW TIPEAN BaKCUHANUATA.

CHCL[I/IaJ'IHI/I IIpeana3Hy MEpPKHU 3a JIuiiaTa, mpujaraiy BETCpUHApHUA JICKAPCTBEH NPOAYKT HA JXKUBOTHUTE.
HpI/I CHy‘IaﬁHO CaMOWHXXCKTHUPAHE, He3a0aBHO Ja C€ IMOTbpCU MCIUIMHCKH CBHBET, KaTO Ha JICKaps C€
mpe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

CrienmatHy Ipena3Hu MEPKH 3a 3aIlIiTa Ha OKOJIHATA cpefa:
He e mpuioxumo.




3.6 Heb0saronpusiTHu peakumu

Kyuera:

Yectn IMoayBaHe Ha MACTOTO Ha MHXekTHpane? ®, Bh3maneHne Ha

(1 no 10 ma 100 Ttpermpanm | MsacToro Ha uHkektupanel® 3 | emeM Ha MACTOTO Ha

JKUBOTHH): umxektupane® 2 3, Oyuka Ha MACTOTO Ha UH)ekTupane® 24
Jleraprus®

Penxu Bonka Ha msacToTo Ha umxektmpane® # 3 mpypuryc Ha

(1 mo 10 ma 10000 MSCTOTO Ha MHKeKThpane® 3

TPETUPAHU KUBOTHH): Xuneprepmus', anopexcus’*

HapymieHnus Ha XpaHocMmWiIaTenHaTa cuctema® —(mamp.
IHAPHsL, TIOBPBIIAHE)

Peakuysi Ha CBPBXYYBCTBHTENHOCT® (Hamp., aHaHIAKCHS,
alepruyHa KOJKHA PEakius, Karo allepruueH  eJeM,
YPTHKApHAJICH EPUTEM, AJIEPTHUYEH MIPYPHUTYC)

! Mpexones (a, o, n)

2 JIex (a, 0, u)

$ OTHIyMsABa CHOHTAHHO B paMKMTe Ha 7 10 14 nnu

4 OTurymsBa CHOHTaHHO

® B ciyyaii Ha aneprudHa Win aHaQUIaKTHYHA PEAKIUs TPAOBA 1a ce MpMIIara MoAXOASAI0 CHMITOMATHYHO
JIeueHne

CpoOIIaBaHeTO Ha HEOJArONPHATHA PEAKIUM ¢ BaKHO. ToBa TO3BOJISIBA HEMPEKHCHAT MOHUTOPHHI Ha
0e30MmacHOCTTa Ha BETCPUHAPHUS JIEKAPCTBEH NpOAyKT. ChoOmIeHHATa TpsaOBa Jla ce H3Mmpamar, 3a
MMPEANIOYUTAHC YPE3 BCTCPHUHAPCH JICKAp, WJIMW Ha NPHUTCKATCIIA Ha PaspClICHUCTO 3a ThProBUA HIIUW Ha
MECTHHSI MY MpPEACTaBUTEN, WIA Ha HAI[MOHAIHHUS KOMIIETCHTCH OpraH uYpe3 HallMOHAJHATa CHCTEMa 3a
cboOIaBane. 3a ChOTBETHHUTE JAHHH 32 BPb3Ka BIKTE JINCTOBKATA.

3.7 Ymnorpeda mo BpeMe Ha OPeMEHHOCT, JJAKTAIUS WIH sliilleHOCeHe

bpeMeHHOCT:
[a He ce u3non3Ba npu OpEMEHHH KyUKH.

JlakTamus:
He ce nmpenoppuBa npuiaraHeTo My Mo BpeMe Ha KbpMEHE.

3.8 B3ammopeiicTBHe ¢ JAPYrH BeTEPHUHAPDHH JeKAPCTBEHH TMPOAYKTH W Jpyru ¢opmMu Ha
B3auMojelicTBHe

Hsama nanmuuna wHpopmanus 3a 06e30macHOCTTa M e(pUKACHOCTTA OT CHBMECTHOTO H3IIONI3BaHE Ha Ta3u
BAaKCHMHA C JIPyTW BETEPUHAPHU JIEKapCTBEHW NpoxykTu. [lopamu Ta3w mpuumHa, NpUIaraHeTo Ha TasM
BaKCHHA TIpeIM WK cje] yrnoTrpebaTa Ha JIpyr BeTEpUHApPEH JIEKapCTBEH MPOJYKT TPsiOBa Jia ce MpEIeHU
CIIOpE/ MHANBUTyaTHUS CITydail.

3.9 HauyuH Ha IPpHJIOKEHHNE U T03UPOBKA

Cnen pastBapsiHe Ha JgHoduiusnpanara ¢ teqnata cheraBka Ha CANIGEN DHA2PPi /LR, eana mo3a ot
BaKCHHATA C€ MpHJIara Mo IKOKHO IO CIIe/IHATA CXeMa:

OcHOBHA BaKCHHAITUS

[TepBara Bakcunarms ¢ CANIGEN DHA2PPI /L ce npaBu npu Ky4eHIa Ha 8 CeIMUYHA Bb3PaCT.

Bropara Bakcunarms ¢ CANIGEN DHA2PPi /LR ce nmpaBu 3 nim 4 ceaMuiy NMo-KbCHO, IPU Ky4YeHIA Ha
12-ceamuuHa BH3pacT.

[Ipn Hasmure Ha BHUCOK TUTHP HAa MAalYMHU aHTUTENA C€ NPENopbhYBa TpeTa BaKCHHAUMA ciex 3 wiu 4
CEIMUIIH.




Pepakcunanms
I'oguiina BakcuHa.

3.10 CumnroMu Ha mpeao3upaHe (M KOraTo € MPUWIOKHMO — MPOIEeIypPH HA JeiicTBUE NMPH CHELIHH
CJYYau M AaHTUIOTH)

Hecerokparno mpenosupane Ha CANIGEN DHA2PPi /LR me Bomm mo crpanwydM e€(peKTH OCBEH TE3d
OCOYeHH 1o-rope. Bux 1.3.6.

3.11 ChnenmuajaHu orpaHUYeHHUs 32 yNoTpeda M CHENHAJIHH YCJOBHUS 32 yNoTpeda, BKIIOYHTETHO
orpaHiyeHuss 3a ynorpedata Ha AaHTUMHKPOOHM M MNPOTHBONAPA3UTHH BeTePHHAPHH
JIEKAPCTBEHU MPOAYKTH, € L[eJI 12 ce OTPAHUYHU PUCKDBT OT Pa3BUTHE HA PE3UCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHM CpOKOBe

He e mpunoxumo.

4. UMYHOJIOT'HMYHA UH®OPMALIUSA

4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4ueH ko1 (ATCvet Code): QIO7AIOL
dapmakoTepaneBTHYHA rPyMa: )KUBa BUPYCHA BAKCHHA.

- 3a cruMmynupaHe Ha aKTUBEH HWMYHHUTET Cpelly raHa, HH(EKIHO3CH XeMaTHT, I[apBOBUPO3a,
napanH}pIyeHIa, JIenTocnupo3a u osic.

5. DAPMAIIEBTUYHU JAHHHA

5.1 OcHOBHH HECHBMECTHMOCTH

[Tpu nurica Ha AaHHY 38 CHBMECTUMOCT TO3M BETEpUHAPEH JIEKapCTBEH NMPOJIYKT He TpsiOBa Ja ObJie cMecBaH
C IpyTH BeTepUHAPHU JIEKAPCTBEHU MPOIYKTH.

5.2  Cpok Ha TogHOCT

Cpok Ha rOZJHOCT Ha KpaiHus BETepUHApPEH JICKApCTBEH NPOAYKT: 2 TOANHHU.
CpoK Ha TOJIHOCT CJIe/l pa3TBapsiHe B ChOTBETCTBUE C MHCTPYKIUHTE: M3IIOJI3BaliTE HE3a0aBHO.

5.3. CneuuajHu ycja0BHUsI 32 CbXpPaHEHHe

Jla ce chXpaHsBa U TPAHCIIOPTUPA B oxJiageHo cherosinue (2 °C — 8 °C).
[a He ce 3ampasssa.

Jla ce ma3u OT CBETJIMHA.

54 Bua ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA

CrbkieH ¢uakoH T |.

Enactryna rymeHa 3amymaika.

AnyMyHUEBA Kanadka.

[InactmacoBa kytus ¢ 10; 50 u 100 ¢akona.
He Bcuuku pasmepu Ha onakoBKaTa MOTaT Ja ObJaT IpeAjaraHy Ha rasapa.



55 CnenuajHu MEPKHU 32 YHUII0KABAHE HA HEU3IOJI3BAHH IPOAYKTH WIH OCTATBIM OT THX

BerepunapHuTe nekapCcTBEHU MPOIYKTH HE TPsOBa a ObIAT U3XBBPJSHU 4Ype3 OTHAJHU BOJIU WM OUTOBU
OTHAgBIH.

WsnonsBaiiTe mporpaMu 3a BpbIaHE NPH YHHIOXKABAHETO HA HEW3IIOI3BAHU BETEPUHAPHHU JIEKAPCTBEHH
MPOYKTH WU OCTATHLHU OT TAX B CHOTBETCTBUE C U3UCKBAHMSITA HA MECTHOTO 3aKOHOJATEJICTBO U C BCUUKHU
HAI[MOHATHA CUCTEMH 3a ChbOMpPaHe, MPUIIOKHMHA 332 CHhOTBETHHS BETEPHHAPEH JIEKapPCTBEH MPOIYKT.

6. HUME HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

VIRBAC

7. HOMEP(A) HA PABPEHIEHUETO 3A ThPI'OBUSI

0022-2296

8. JATA HA I'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThPI'OBUSL

JlaTa Ha TBPBOTO M3/1aBaHEe Ha pa3penieHueTo 3a Thpropus: 09/03/1999

9. JATA HA MOCJEJHATA PEJAKLUSI HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

01/2024
10. KIACUOUKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
Ja ce oTmycka caMo 1O JIEKapcKO MpeNrcaHue.

INonpoOHa nHbOpMAaIKs 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE Jla HaMepuTe B 0azara JTaHHM Ha
Cpro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).

J-P BAIEHTHH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JIUPEKTOP


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

