INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Nobivac DP PLUS nuno¢wuimm3zaT 1 pa3TBOpHUTEN 32 MHKEKIMOHHA CYCIICH3HS 32 KydeTa (Ky4eHIa)

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika no3a (1 ml) ot pekoHCTUTYHpaHaTa BAKCHHA ChABPXKA:

AKTHBHHY BellecTBAa:

JKus arenyupan canine distemper virus mam Onderstepoort: 103! — 10%°> TCIDso*
JKuB pexoMOMHaHTEH canine parvovirus mam 630a: 10>! — 10%7 TCIDsp*

* TpkaHHO KyATypanHa uHpeKo3Ha 1o3a 50%

IlomouHu BemecTBa:

KauecTBeH cheTaB Ha MOMOIIHUTE BeIIeCTBA U APYIUTE CHbCTAaBKHU

Juodunuzam:
Hydrolysed gelatine

Pancreatic digest of casein

Sorbitol

Disodium phosphate dihydrate

Pazmeopumen:
Disodium phosphate dihydrate

Potassium dihydrogen phosphate

Water for injections

JInodpunuzat: mouTH OSIT UM KpeMaB LIBSIT.

PaztBoputen: 6uCTHp, O3IBETEH pa3TBOP.

3. KJIMHUYHA HH®OPMALUA

3.1 Bwupose *KUBOTHH, 32 KOUTO e mpexHa3HadyeH BJIII

Kyuera (kyuenna)

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/ }KMBOTHH, 32 KOITO e NpeJHa3HAYEH MPOAYKTHT
3a akTUBHA HMYHH3alWd Ha KydCHIIa OT 4 CCIAMHUYHA Bb3pacCT U II0-I'0JICMHU 3a MPEAOTBpATABAaHE HA
KJIMHAYHUTE [IPU3HALM U CMBPTHOCTTA OT MH(EKLUS ¢ BUpyca Ha TaHa MpH KydeTaTta 1 HHPEKIHs C
Ky4eIIKH TapBOBHPYC U 32 MPEIOTBPATABAaHE HA OTACISHETO Ha BUPYyCH ciiell HH(eKLus ¢ BUupyca Ha

raHa InpH Ky4erara 1 cjel HHPEKIUs ¢ Ky4elIKH apBOBUPYC.

Hauazo na umyHnurera: 3a BUPYC Ha raHa npu Kyderara:7 IHH,
3a Ky4eIllK1 apBOBUPYC: 3 THHU.

HpO,I[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!: 8 CCIAMMUIIN.

3.3 I[IporuBomokazaHus



Hswma.

3.4 ChnenuaJHM Npexynpe:KIeHust

Ja ce BakcMHHMpAT camMo 3IpaBU KUBOTHH.

3.5 ChnenuajHy NpeANasHH MePKH NPH ynoTpeda

CrenyaiHy npeana3Hd MepKH 3a 0e30IacHa yIoTpeda Ipu BUIOBETE JKUBOTHH, 3a KOUTO €
npeadazHayeH BJIIT:

[MomydeHnuTe yMepeHu 10 BUCOKHA HUBA HA MAHYMHU aHTUTENA CPElly BUpPyca Ha TaHa NPU KydeTaTa
MOrar Jia MOHWXKaT e()UKACHOCTTA Ha TPOJYKTa CPEIlly T'aHa MPH Ky4deTara.

OOWKHOBEHO ce MPEeNnopbyuBa BCSIKO KyUueHIIE 1a Ob/Ie BAKCHHUPAHO C TO3H MPOAYKT HA 6-ceIMHUYHA
BB3pacT. B ciryuanrte, KOraro chIecTByBa BUCOK PHCK OT MH(EKIIUS ¢ KyYeIIKH TApBOBUPYC H/HIH
WHQEKIHS C TaHa TIPU Ky4eTaTa, ce MpenopbyBa KydeHara Jia 0bJIaT BAKCHHUPAHU TI0-paHo, HO HE
npeau 4-ceIMUYHA Bb3pacT. PyTHHHUTE BaKCMHAIIMY C OCHOBHU BaKCHHU CpEIIly raHa MpH KydyeTara,
KydeIllka TapBOBUPO3a, 3aPa3eH XeMaTuT MpH KydeTaTa U pecupaTopHa 00JeCT, MPUINHEHN OT
UHQEKIHS C aJICHOBUPYC THII 2, TpsiOBa Jia ce MpUIIarar, KakTo € IOCOYCHO B JIMCTOBKHUTE HA TE3H
MPOAYKTH.

[pu HsKOM KyUeHIIa BAKCHHAIHUSAT IaM Ha Ky4elIKHs TApBOBHPYC MOXKeE J1a O'bJie OTKPHUT BHB
¢exanuute 10 8 1HU cinel BakcuHanusATa. [loHskora To3u BUpyC MOKe J1a ce IIPeHece U P IpyTH
KydeTa WIH KOTKH, HO 0€3 1a IPUUYMHsIBA KJIMHAYHU IpU3HaLuU Ha 3a0omnsaBaHe. [Ipu KoTkuTe BUPYCHT
MOYKeE J]a ce OTJEINS J0 5 IHU U Jia ce MpeHece TPH IPYTH KOTKH, 0e3 J1a MPUYUHSIBA PU3HAIM Ha
3a0osiBaHe. BUpychT Ha raHa Mpu KydeTara He ce MpeHacsi OT BAKCHHUPAHU Ky4eHIIa.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, mpujaaraimy BETCPpUHAPHUA JICKAPCTBCH NPOAYKT Ha
KHUBOTHHUTC!

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHC, He3a0aBHO Ja €€ MOThbPCU MCAUIMHCKHU CBBET, KATO HA JICKAPA CC
npeaoCTaBu JIMCTOBKATA NJIM CTUKETA HAa IPOAYKTaA.

CroenuanaHy NpeAna3Hy MEpKHU 3a 3allliTa Ha OKOJIHATa cpeja:
He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

Kyuera:

MHnoro uectu OTOK B MACTOTO Ha I/IH)KCKTI/IpaHel.

(moBeue ot 1 Ha 10 TpeTUpaHH )KUBOTHH):

Penku Jleraprus®.

(1 mo 10 Ha 10 000 TpeTupaHu KUBOTHH):

Mmnoro peaAKu P CaKIus Ha CBp’bX‘IyBCTBI/ITGIIHOCT3.

(rmo-manko ot 1 "Ha 10 000 TpeTrpaHu KUBOTHH,
BKIIFOUUTEITHO U30JIUPAHH ChOOIIICHUS ):

! Mairbk, 6e30051€e3H€eH 0TOK (< 1 ¢cm B JUaMeThp) B pAMKHMTE Ha ITbpBATa CEAMMIIA CIIE]
BakcuHanusATa. OTOKBT I U3Ue3HE HATBITHO B PAMKHTE Ha HIKOJKO JHHU.

2 B paMKkuTe Ha 4 4aca cjieJl BAKCHHAIIUATA.

3 BrarounTenno anaduuakcus (monsxora daranna). AKO ce TOSBH TaKaBa PeaKiys, He3a6aBHO
TpsiOBa J1a ce MPUIIOKH MOJXOSIIO JICUCHHE.

C’I)06I_L[aBaHGTO Ha He6HaFOHpI/IHTHI/I pCaKknuun € BaXXHO. ToBa mo3BossiBa HCIMIPCKBCHAT MOHUTOPHHT Ha
0Oe30macHOCTTa Ha BCTCPUHAPHUS JICKAPCTBCH IMPOAYKT. CT)O6H.[GHI/I$IT3 TpSI6Ba Ja CC u3npaliar, 3a
MPEANIOYUTAHC YPC3 BETCPUHAPCH JICKAp, UJIN HAa IPUTCKATCIII Ha Pa3pClICHUCTO 34 ThbpTOBUs, NI HA
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HallMOHAJIHUA KOMIICTCHTCH OpTraH 4YpE3 HallMOHaJIHaTa CUCTEMA 3a C'bO6IlIaBaHC. 3a ChbOTBETHHUTE
JaHHU 3a Bpb3Ka BUKTC JIMCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sliillEeHOCeHe
BesomacHocTTa Ha BeTepHHAPHUS JICKapCTBEH MPOIYKT HE € JIOKa3aHa 10 BpeMe Ha OPEMEHHOCT.

3.8 Bs3aumogaeiicTBHe ¢ APYru BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auMoJelicTBHE

Hanuunute nanHu 3a 6€30MacHOCT coYaT, Y€ Ta3u BaKCHHA MOXe Ja Objie pujlaraHa B ChIIHs JSH, HO
0e3 1a ObJIe cMecBaHa ¢ BaKCHMHUTE OT cepusita Nobivac, chabspikaiiu Bordetella bronchiseptica u
BUPYCHU KOMITOHEHTH Ha MapanH(IIyeHIaTa Mpu KydeTara 3a MHTPaHA3THO MPUIIOKEHHE.
EdwukacHocTTa cnien eqHOBpeMeHHa yrioTpeOa He € TecTBaHa. CleIoBaTeIHO, BIPEKH Ye
0e30macHOCTTa Ha eJTHOBPEMEHHATa YIoTpeda € JoKa3aHa, BETepUHAPHHAT JIeKap TpsOBa 1a B3eMe
TOBa MPEABHI, KOTATO PellaBa Jja mpuiiara MpoyKTHTe eTHOBPEMEHHO.

Hsma nannyna nadopManms 3a 6€30macHOCT U €PUKACHOCT OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHa C JIpYT BETEPHHAPEH JIEKaPCTBEH MPOAYKT, OCBEH IMOCOYEHHTE TIo-rope. BzemaneTo Ha
pelIeHNe 3a U3MOJI3BAaHETO Ha Ta3W BAaKCHHA NMPEAM WM ciiell yrorpebara Ha APYT BeTepuHAPEH
JIEKapCTBEH NPOJYKT TPsIOBaA Ja ce MpeLeHH CIope] MHANBUAYAIHUS CIydai.

3.9 HayuH Ha NpUJIOKEHHE U 103UPOBKA

[ToakoKHO MPUIIOKEHUE.

[Tpunoxere eqna no3a (1 ml) Ha KydeHna ot 4 ceMUYHA BB3PACT U MO-TOJIEMH.
Pexoncrutympaiite guakona, chabpxan] THOQUIN3ATA, C TPEJIOCTABCHUS PA3TBOPHUTEIL.

VYBepere ce, 4ye TMOPUIU3ATHT € HAITBJIHO PEKOHCTUTYUPAH MpeIu ynoTpeoa.

[Tpunoxxere LANOTO ChABPKaHUE HA (IIaKOHA.

PexoHCcTUTYHpaH MPOAYKT: CycIlieH3usl ¢ 0JIeI0PO30B MK PO30B LIBSAT.

3.10 CumnTomMM Ha npeao3upaHe (M KOraTo € NPUJI0KMMO — MPoLeIyPH Ha AelicTBHE MPH
CIIeIIHHU CIyYau M AHTHIO0TH)

He ca mabnronaBany HEOIArONPUATHA PEAKIINH, PA3IMYHA OT CIOMEHATHUTE B T. 3.6, ciex

npuiaraneTo Ha 10-rTH MO-BUCOKA /1032 OT BaKCHHATA.

3.11 CneuuajHu orpaHuYeHUs 32 ynoTpeda U crnenuaJHi YCJIOBHUS 32 yNOTpeda, BKJIIOYUTETHO
OrpaHUYeHHs 32 yNoTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3MTHH BeTePHHAPHU
JIEKAPCTBeHH! MPOAYKTH, € 1eJ1 A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3HCTEHTHOCT

He e npunoxumo.

3.12 KapeHTHHU cpoKoBe

He e npunoxumo.

4. HMYHOJIOI'MYHA UH®OPMAIIUSA
4.1 BerTepuHapeH JiekapcTBeH aHaToOMO-TepaneBTH4YeH Ko (ATCvet Code): QI07ADO3.

BakcunaTa cTUMynMpa aKTUBEH HMYHHUTET IPH Ky4eHIa cpeury MHQEKUUH ¢ Ky4ellKd TapBOBUPYC U
C BUpPYC Ha raHa nmpu Kyderata. [lomydyeHuTe MaifuHN aHTHUTENA CPEIly KydelIKd apBOBUPYC HE



mpeyaT Ha epUKaCHOCTTa Ha TO3M MPOAYKT. IMyHHUTET cpemry BUpyca Ha raHa IpH KydeTara ce
MOCTHUTA MIPH KUBOTHHU Ha 4-CeIMIUYHA BH3PACT C HUCKU 0 YMEPEHH HUBA HA MaYMHU aHTHUTENA.

5. OAPMAIIEBTUYHU JAHHHU
5.1 OCHOBHH HECHLBMECTHMOCTH

He cMmecBaiite ¢ Apyr BeTepuHAPEH JEKAPCTBEH MPOIYKT C U3KIIIOUEHUE HA PA3TBOPUTEIIS, IPEIOCTABEH
3a yrnorpeba ¢ BETEpHUHAPHUS JIEKAPCTBEH MPOIYKT.

5.2 Cpok Ha roaHOCT

Cpok Ha TOJHOCT Ha KpailHus BETepUHAPEH JICKapCTBEH NPOAYKT (TMopuiIn3at): 2 TOAUHU.
Cpok Ha TOJHOCT Ha KpaitHUS MPOAYKT Pa3TBOPHUTEN: 4 TOANHU.
Cpok Ha TOJHOCT cJie/l peKOHCTUTYHPAaHE B CHbOTBETCTBUE C HHCTpYKUMUTE: 30 MUHYTH.

5.3 Crhenuananu ycjaoBHs 32 CbXpaHeHHe

Jlnodunusar:

Ja ce cexpanssa B xmamuiauK (2 °C — 8 °C).

Ja ue ce Tpancnoptupa mpu Temneparypa uam 30 °C.
a He ce 3ampasspa.

Jla ce ma3u OT CBETIIMHA.

PaztBopuTen:
He m3uckBa crienuaaHy yCIOBHS 33 ChXpaHEHHUE.

54 Bua u cbeTaB Ha MIbpBUYHATA OIIAKOBKaA

Jlmodumnmsar:

Tun [ npo3padeH cThKICH (uIakoH OT | 71032, 3aTBOPEH ¢ XJIOpOOyTHIIOBA T'yMEHA Tara U aTyMHHACBA
Karayka.

PaztBopuren:
Tun I mpo3pauen crrkieH (Graakon oT 1 ml, 3aTBOpeH ¢ OpOMOOYTHIIOBA TyMEHA Tara U alyMUHHEBA

Karma4dka.

Pa3mepn Ha onmakoBKaTa:

- IlnactmacoBa kyTus ¢ 5 X 1 q03a (makoH oT BakcuHaTta U 5 ¢iakoHa, chabpkamu 1 ml ot
pasTBOpUTEIIS.

- IlmactmacoBa kyTus ¢ 25 X 1 mo3a ¢rakoH OT BakcuHaTa U 25 ¢uiakoHa, chabpskariy 1 ml ot
pa3TBOpHTEISL.

He Bcuukm paszMepu Ha OormakoBKaTa Morat Ja Ob/aT IpeJiarany Ha mas3apa.
5.5 ChoenuajJHuU MepKH 32 YHUII0:KABAHE HA HEM3MOJI3BAHHU NPOAYKTH WM OCTATHIHU OT TAX

BetepunapHuTe JIeKapCTBEHH MPOIYKTH HE TPsiOBa /1a ObIaT M3XBBHPIISTHA UPe3 OTIATHU BOIH WU
OHMTOBH OTIIAABIIH.

N3nosn3BaiiTe nporpamMu 3a BpbIllaHE MPU YHUIIIOKABAHETO HA HEU3IOA3BAHU BETEPUHAPHU
JIEKaPCTBEHHU NMPOAYKTHU WUJIM OCTaTBbLU OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOATEJICTBO U C BCUYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUI0KIMH 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.



6. HUME HA IIPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Intervet International B.V.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBU s

EU/2/20/265/001-002

8. JATA HA TbPBOTO U3JABAHE HA PAZPEIHIEHUETO 3A THPI'OBUA

[arta Ha mppBOTO M3AaBaHe Ha paspeuieHueTo 3a Tbprosus: 09/12/2020.

9. JATA HA IIOCJIEAHATA PEJAKILIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NNPOAYKTA

{(MM/TTTT}

10. KJIACHPUKALINSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTU
[a ce oTmycka caMo 10 JIEKapCcKO MpeIIUCaHHE.

[Tonpo6ua nudopmanus 3a TO3M BETEpPHHAPEH JEKAPCTBEH MPOIYKT MOXKE J1a HaMepuTe B 6a3ara JaHHH Ha
Cnro3a otHocHO npoayktute (https://medicines.health.europa.eu/veterinary).



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

IMPNJIOKEHHUE I1

APYI'N YCJIOBUA U U3BNCKBAHUSA KbM PASPEHIEHUETO 3A ThPI'OBUSA

Hama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

KYTUs
ITnactmacoBa KyTus ¢ 5 X 1 103a piakoH OT BakcuHATa ¥ 5 ¢uiakoHa X 1 ml oT pa3TBOpUTEIIS.
[InactmacoBa kyTus ¢ 25 X | go3a duiakon ot BakcuHaTa U 25 diakoHa x 1 ml ot pa3rBopuTens

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITPOAYKT

Nobivac DP PLUS nuodunu3ar u pa3TBOPUTE 38 HHKEKIIHOHHA CYCIICH3HUS

2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Besika mo3a (1 ml) ceabpxa:
JKus arenyupan canine distemper virus mam Onderstepoort: 103! — 10%° TCIDso
JKuB pexombunanTen canine parvovirus mam 630a: 10! — 10%7 TCIDs

3. PABMEP HA OITAKOBKATA

5 x 1 no3a BakcuHa, BKJItounTeHO 1 ml pa3rBopuTen.
25 x 1 mo3a BakcHHa, BKIFOUMTENHO 1 ml pa3rBoputen

‘ 4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Kyudera (kydeHma)

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

‘ 7. KAPEHTHHM CPOKOBE

| 8. CPOK HA ITOJIHOCT

Exp. {mm/rrrIT}

Crnen peKOHCTUTYHpaHE U3I0I3Ball B paMKuTe Ha 30 MUHYTH.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cpxpaHsBa B XJIQJMIHUK.

[a He ce TpancniopTupa npu Temneparypa Hax 30 °C.
[a He ce 3ampa3siBa.

Jla ce ma3u OT CBETJIMHA.
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‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUE 3A ThbPI'OBUS

Intervet International B.V.

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

EU/2/20/265/001 (5 x 1 mo3a; 5 x 1 ml)
EU/2/20/265/002 (25 x 1 no3a; 25 x 1 ml)

‘ 15. HMAPTUJAEH HOMEP

Lot {Homep}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKHA

ETUKET HA ®JIAKOHA HA BAKCHUHA (JIMO®UJIM3AT - 1 no3a)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Nobivac DP PLUS E E

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

1 no3a
2Kus arenyupan canine distemper virus
JKuB pexoMOMHAHTEH canine parvovirus

‘ 3. ITAPTUJIEH HOMEP

Lot{nomep}

‘ 4. CPOK HA IT'OJHOCT

Exp. {mm/rTIT}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKHA

ETUKET HA ®JIAKOHA HA PA3TBOPUTEJIA (1 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

PaztBoputen 3a Nobivac DP PLUS a E

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

1 mo3a

‘ 3. NAPTUJIEH HOMEP

Lot{nomep}

| 4. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
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B. IMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Nobivac DP PLUS nuoduin3ar u pa3TBOPHUTEN 3a MHKCKIIHOHHA CYCIICH3HS 3a Ky4eTa (KydeHIa)

2. CnbcraB

Bcesika no3a (1 ml) oT pekoHCTUTYHpaHaTa BAaKCHHA ChbpiKa:

AKTHBHHY BellecTBAa:

JKus arenyupan canine distemper virus mam Onderstepoort: 103! — 10%°> TCIDso*
JKuB pexoMOMHaHTEH canine parvovirus mam 630a: 10>! — 10%7 TCIDsp*

* TpkaHHO KyATypanHa uHpeKro3Ha 1o3a 50%

JInonnmzat: mouTH OSIT MIIN KpEeMaB LIBSAT.

PastBopuTen: OMcThp, OE3UBETEH Pa3TBOP.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

Kyudera (kydeHra).

4. Iloka3anus 3a ynorpeda

3a akTHMBHA MMYHHU3aIUs Ha Kyd4eHIa OT 4 CeIMUYHA BB3PACT M MO-TOJIEMHU 3a MPEAOTBPATIBaHE HA
KIIMHUYHUTE MPU3HAIM U CMBPTHOCTTA OT MH(EKIMA ¢ BUpyca HA raHa MpH KydeTrata ¥ WHPEKIUS C
KYYelIKH ITapBOBUPYC M 3a MPEJAOTBPATIBAHE HA OTJENSHETO Ha BUPYCH ciie]] MHQEKIHsS ¢ BUpyca Ha
raHa Ipy KyderaTa U cie] HHPEKIUs ¢ Ky4elllKd ITapBOBUPYC.

Hauano Ha umyHurera: 3a BUPYC Ha raHa IIpH Ky4yeraTa:/ IHU;
3a Ky4eIlIKH MapBOBUPYC: 3 THM.

HpO,I[’BH)KI/ITCJ'IHOCT Ha UMYHUTCTA: 8 CCAMUIIN.

5. IIporuBonokazanus
Hsama.
6. CnenuaJiHu mpexynpexaeHus

CroenyanHy OpeaynpeskICHUS:
Jla ce BakcHMHHpAT caMO 3[IpaBH KUBOTHHU.

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a Mpy BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHaszHauceH BJIIT:

ITonyuenuTe yMepeHHu 10 BUCOKHA HMBA Ha MAaWIMHM aHTHUTEJIA CPEIly BHUpyca Ha raHa IpH KydeTaTa
MOTaT Jia TOHMXAT e()UKaCHOCTTA Ha MIPOAYKTa CPEIly TaHa MPH KyJdeTara.

OOHUKHOBEHO CE MPEMOphUYBa BCAKO KyUeHIIE Aa ObI¢ BAKCHHUPAHO C TO3H MPOAYKT Ha 6-cemMHUYIHA
BB3pacT. B ciydante, Korato ChIeCTBYBa BUCOK PUCK OT HH(EKIHSI ¢ KY4CIIKH TAPBOBUPYC H/UITH
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WHQEKIHS C TaHa TIPU KyJeTaTa, ce MpenopbhyBa KydeHIara Jia 0b/1aT BAKCHHUPAHU TI0-paHo, HO HE
npenu 4-ceIMUYHA Bh3pacT. PyTHHHUTE BaKCMHAIINY C OCHOBHU BAaKCHHU CpEIly raHa MpH KydeTara,
Ky4YeIllka TapBOBUPO3a, 3aPa3eH XEMaTUT MPHU KydeTaTa U pecupaTopHa 00JeCT, MPUIUHEHU OT
WH(EKIUS C aJIECHOBUPYC THII 2, TpsiOBa Ja ce mpujiaraT, KakTo € IIOCOYCHO B JINCTOBKUTE HA TE3U
MPOAYKTH.

[Ipu HKOM KyueHIIa BAKCHHAIHUAT LIaM Ha Ky4eHIKHs IapBOBHPYC MOXKE /1a Ob/ie OTKPHUT BHB
(exanuute 10 8 THU ciel BakcuHaIMATa. [[oHSAKOTa TO3U BUPYC MOXKE JIa ce TIpeHece U MPH JAPYTH
KydeTa Wi KOTKH, HO 0e3 Jja MPUYMHABA KJIMHUYHY MPU3HAIM Ha 3a00isBaHe. [Ipu KOTKHUTE BUPYCHT
MOYKE J]a ce OTAENA A0 5 IHU U J1a ce MpeHece IpH IpYry KOTKHU, 0e3 1a MPUYUHIBA NPU3HALM Ha
3a0onsBane. BupychbT Ha raHa npu KyderaTa He ce MPEeHacsl OT BAKCHHUPAHH KyUeHLIA.

CrieluaiHy Ipena3Hi MePKHU, KOUTO TPsiOBa Ja B3eMe JUIIETO, IPIJIATAIIO BETEPUHAPHUS JICKAPCTBEH
IPOAYKT HA )KUBOTHHTE!

[Ipu cnyuaitHO caMOMH)KEeKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

BpemeHHOCT:
be3omacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa 1o BpeMe Ha OpeMEHHOCT.

BsaumosieiicTBre ¢ IpYru BETEpUHAPHU JICKAPCTBEHU MPOAYKTH M IPYTU HOPMH Ha B3aHMOJICHCTBHE:
Hannunurte naHHM 3a 6€30MaCHOCT COYAT, Ye Ta3d BAaKCHHA MOXKE J1a O'b/ie IpUIaraHa B ChIIMS JCH, HO
0e3 na Obpae cMecBaHa ¢ BakcMHHTE OT cepusita Nobivac, ceabpikaim Bordetella bronchiseptica n
BUPYCHH KOMIIOHCHTH Ha apanH(IyeHIaTa MpH KyyeTaTa 3a HHTPaHA3aJIHO MTPUIIOKCHUE.
EduxacHocrra ciexn eqHoBpeMeHHa ynorpebda He e TectBaHa. Clie/JoBaTeIHO, BBIIPEKHU Ye
0e30MacHOCTTa Ha €IHOBPEMEHHATA yroTpeda ¢ JoKa3aHa, BETCPUHAPHUAT JeKap TpsiOBa a B3eMe
TOBA MPEJBH/I, KOTaTo pellaBa Ja Mpuiara NpoyKTHTE eHOBPEMEHHO.

Hsma vanngna nHGOpManns 3a 6€30MacHOCT U e(pUKACHOCT OT ChbBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIpYT BETEPUHAPEH JIEKAPCTBEH MPOAYKT, OCBEH IOCOUYEHHSI ITO-TOPE.

B3emaHeTo Ha peleHNe 3a U3M0JI3BAHETO HA Ta3H BaKCHHA MPEAM WM ciiell ynorpebara Ha Apyr
BETEPHUHAPEH JICKAPCTBEH MPOIYKT TPSAOBa J1a ce MPEeLeHH CIIope] MHANBUAYATHHS CITyqai.

IIpenosupane:
He ca naGmromaBanyu HEOIArONMPHUATHH PEAKIINH, PA3TUIHA OT CTIOMECHATHTE B T. ,,HeOmaronpustHu

peaknum’, cien nprwiaraseTo Ha 10-IrbTH MO-BUCOKA 7032 OT BAKCHHATA.

OCHOBHH HECHBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepuHapeH JeKapCTBEH MPOIYKT C U3KIIIOYCHUE HA PA3TBOPHUTEIIS, IPEIOCTABEH
3a ynorpeba ¢ BEeTepUHAPHUS JIEKAPCTBEH MPOAYKT.

7. HebnaronpusiTHu peakuuu

Kyuera:

MHoro yectn OTOK B MACTOTO Ha MHXKEKTUPAHE'.

(roBede ot 1 Ha 10 TpeTupaHU JKUBOTHH):

Penxu Jleraprus>.
(1 mo 10 ma 10 000 TpeTnpaHu )KMBOTHH):

MHoro peaku Peakiuys Ha CBPBXYYBCTBUTETHOCT .

(mo-manko ot 1 Ha 10 000 TpeTUpaHu KUBOTHH,
BKJTFOUHMTEITHO M30JIMPaHU CHOOIICHHUS ):

' Mansk, 6e36051e3HeH 0TOK (< 1 cm B JUaMeThp) B PAMKUTE Ha ITbPBATA CEIMMIIA CIIE
BakcHHanuATa. OTOKBT L€ N3YE3HE HAITBIHO B pAMKHUTE HA HAKOJIKO JHH.
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2 B pamkwuTe Ha 4 yaca cie/l BAKCHHAIUATA.
3 BrmrounTenHo aHadunakcus (monskora ¢gatanna). AKo ce TOSBH TaKaBa Peakiys, He3a0aBHO
TpsiOBa J1a Ce MPIIIOKH TIOJAXOASIIO JICUCHHE.
Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIINU € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0Oe30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArOMPUATHN PEaKITUH, BKITIOUUTEITHO
TaKWBa, KOUTO HE Ca OIMCAHH B Ta3W JINCTOBKA WJIM MUCITUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JICHCTBA, CBPXKETE ce TbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChoOIaBaTe
HEOJIAarONPUSATHYU PEaKIIMU Ha IPUTEKATEIS Ha PA3PEIICHUETO 32 ThPrOBUs, KATO U3ITOJI3BATE JAHHUTE
3a KOHTAaKT B Kpast Ha Ta3W JUCTOBKA WK Ype3 Barara HamoHanHa cucteMa 3a ChoOIaBaHe:
{moIpoGHOCTH 32 HAIIMOHATTHATA CUCTEMA | .
8. Jlo3upoBKa 3a BCeKH BH/l JKHBOTHO, HAYMHH M METO/ HA MPUJIOKEHHE
TToiKOXXHO NPHUIIOKEHUE.
[Ipunoxere enna no3a (1 ml) Ha ky4yeHna ot 4 ceAMUYHA BB3PACT U MO-TOJIEMH.
Pekonctutyupaiite duiakona, chabpiKail JIMoQUIH3aTa, C IPEIOCTABEHHS Pa3TBOPUTEN.

[Ipunoxere msI0TO ChABPKAHKUE HA (PIIAaKOHA.

PexoHCTUTYMpPaH IPOAYKT: CyCIIeH3Us ¢ 0Je10p030B HIIH PO30B IIBAT.

9. CobBeTH 32 IPABUJHOTO NPWIATAHE HA MPOAYKTA

VYBepere ce, ue THOPUIN3ATHT € HAITBIHO PEKOHCTUTYHPAH Mpeau yrnorpeoda.

10. KapeHTHHU cpokoBe

He e npunoxxumo.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

Jla ce cpxpaHnsBa faned OT IOIJIeAa U Ha HEJOCTBIIHMU 32 JIela MeCTa.

Jlnodpunuzat: [a ce cpxpansBa B xnaguiauk (2 °C — 8 °C)._[la He ce TpaHcopTHpa MpU TeMIIEpaTypa
Hay 30 °C. [la He ce 3ampa3sBa.

I[a C€ I1a3u OT CBCTJIMHA.

PaztBoputen: To3u BeTEpUHAPEH JIEKAPCTBEH MPOAYKT HE U3MCKBA HUKAKBU CIICLUATHU
TEMIIEPaTypHU YCIOBUS 3a CbXpaHEHHe.

I[a HC CC U3M0JI3Ba TO3HU BECTCPUHAPCH JICKAPCTBCH MPOAYKT CJICA U3THUYAHE CPOKA HAa TOJAHOCT,
IIOCOYCH BBPXY €CTUKETA. CpOK’bT Ha TOAHOCT OTroBaps Ha IMOCJICOAHUA JCH OT TO3U MECECII.

Cpok Ha TOJHOCT CJIe/I PEKOHCTUTYUPAHE, ChIIIACHO yKa3aHuATa: 30 MUHYTH.
12. ChnenmnajHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU UIIH
OuTOBU OTHaabIH.
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W3nomn3BaiiTe mporpaMu 3a BpbIIaHE IPY YHUAIIOKABAHETO Ha HEU3ITOJI3BAHN BETEpPUHAPHU
JIEKAPCTBEHU MPOIYKTHU WIHA OCTAThIHM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO U C BCUYKH MPUIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHe. Te3n Mepku 1ie
IOMOTHAT 3a OINa3BaHe Ha OKOJIHATA Cpeaa.

[NonuTaiite Bamms BeTepuHapeH jiekap win ¢papMaleBT Kak Ja YHUIIOKUTE HEHYKHI BeTepUHAPHH
JIEKapCTBEHU IPOAYKTH.
13. Kuacupukanusi Ha BeTepUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 10 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelnieHHeTo 32 THPrOBUS U Pa3MepH ONAKOBKHU
EU/2/20/265/001-002

Pa3mepu Ha onmakoBKaTa:

- [ImactmacoBa kyTtus ¢ 5 x 1 mo3a ¢nakoH ot BakcuHarta u 5 (puakoHa, ceappkamu 1 ml ot
pa3TBOpUTEIIS.

- [InactmacoBa kytus ¢ 25 x 1 103a (j1akoH OT BakcHHaTa 1 25 ¢iakoHa, chabpkany 1 ml ot
Pa3TBOPUTEISL.

He Bcuuku pasMepn Ha OmakoBKaTa Morar fia Ob/aT NpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa
{(MM/TTTT}

[MonpoOHa wHbopMars 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara JJaHHU
Ha Crro3a otHocHO npoayktute (https://medicines.health.europa.cu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurekaTel Ha pa3pelIeHUETO 3a THPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA

HapTUIM U JaHHU 33 Bpb3Ka 3a ¢hOOIIaBaHe HA IPEoIaracMy HeOJaronprusITHU PEAKIIUN:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Penybauka bnarapust Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
Ceska republika Magyarorszag

Tel: +420 233 010 242

Danmark
TIf: + 45 44 82 42 00

Deutschland
Tel: +49 (0)8945614100

Tel.: +36 1439 4597

Malta
Tel: +39 02 516861

Nederland
Tel: +32 (0)2 370 94 01
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Eesti
Tel: + 37052196111

Elrada
TnA: +30 210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 3851 6611339

Ireland
Tel: + 353 (0) 12970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvnpog
TnA: +30 210 989 7452

Norge
TIf: + 47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Romaénia
Tel: +4021 3118311

Slovenija
Tel: + 3851 6611339

Slovenska republika
Tel: +420 233 010 242

Suomi/Finland

Puh/Tel: + 358 10 2310 750

Sverige
Tel: +46 (0)8 522 216 60

Latvija United Kingdom (Northern Ireland)
Tel: + 37052196111 Tel: + 353 (0) 1 2970220

17. JdombjanuTteaHa HH(pOpMAIUA
Bakcunara cTuMynupa akTUBEH UIMYHUTET IIPU KyYeHI[A cCpelry HH(EKIIMU C KYyUYeIlIKH apBOBUPYC U C
BHPYC Ha TaHa NpH KydeTara. [lomydyennuTe MailunHu aHTUTENA CPeIly Ky4delIky TapBOBUPYC HE MpedaT

Ha e(pUKAaCHOCTTa Ha TO3W MPOAYKT. IMyHHUTET cpelly BUpyca Ha raHa MpH KydeTaTa ce TIOCTUTa MPU
JKUBOTHU Ha 4-CeIMUYHA Bh3PacT C HUCKH JI0 YMEPEHH HUBA HA MaYMHH aHTHUTENIA.
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