MHPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIIUHCKUA ITPOAYKT
NOBIVAC PUPPY DP

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna nosa cpabpxa:

AKTHBHH CyOCTAHIIMH:

> 5.0 log 1yTCIDs sxuB Canine Distemper virus (CDV), mam Onderstepoort

> 7.0 log;y TCIDs, sxuB Canine parvo virus (CPV), mam 154

BI/II)YCI/ITC Ca pa3MHOXCHH B KJICTBbYHU KYJITYpH.
Bakcunata CbAbpiKa CTa6I/IHI/IBaT0p n CcjIcau oT aHTI/I6I/IOTI/ILII/I.

ExcuunuenrTu:

3a MBJIHMS COIUCHK HA EKCIUIUEHTUTE, BUXK T. 6.1.

3. OPAPMALEBTHYHA ®OPMA

JInopmimsupana Tabnerka.

4. KJIMHUYHU JAHHHU

4.1 Bupgose KUBOTHM, 32 KOUTO e nmpeaHazHadyeH BMII

Kyuera.

4.2 TepaneBTHYHH NMOKA3AHNS, ONPeIeICHH 32 OTACJHUTE BHI0BE )KMBOTHHU

3a akTUBHAa UMyHH3alMA Ha Kydera cpeiny napsoupycHa uadexnus (CPV) u rana (CDV).
4.3 IIporuBomokazaHus

Hsama.

4.4 CnenuajaHM MpeaNa3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
Jla ce BakcHHUPAT caMO 3[paBH KUBOTHHU.

4.5 Cnenuajany npeana3Hu MepKHU NPH ynorpeda

Cneuuan}m Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa
I[a CC BAKCUHUPAT CaMO 3paBH KNUBOTHU.

CrenmanHy OpeanasHy MEPKH 3a JIMIaTa, Tpujaraiy BeTepUHapHOMEIUIINHCKNS TPOAYKT Ha JKHBOTHUTE
He e npunoxumo.

4.6 HebOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)
Cren BakcMHALUATA, TOAOOHO Ha APYTH MPOAYKTH, ChABPKAIIN Uy>KIH MPOTEHMHU € BH3MOXKHO Jja ce
HabI01aBa yMepeHa aHa(UIaKTHYHA Peakiusl Ha CBPbXUyBCTBUTENHOCT. [Ipu moBevero ciyvan Te3n

pcaKinm ca CaMoorpaHnYaBaliu Cc.

4.7 VYnorpeba nmo Bpeme Ha OPEeMEHHOCT, JAKTAUS UM _SIiilleHOCeHe



He ce npunara o Bpeme Ha OGpeMEHHOCT.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmu Ha
B3aMMO/IelicTBHE

HanwaauTe nanHu 3a 6e30macHOCT M e(hUKACHOCT COYaT, Y€ Ta3d BaKCMHA MOXeE Ja ObJe CMecBaHa U
MpUJIaraHa ¢ MHaKTHBHpaHU Nobivac BAaKCHHU 3a TIOJKOXHO TIPHIIOKUHUE cpelry canine leptospirosis,
NPUYMHEHH OT BCHUYKUTE WJIM HAKOM OT CIeOHHTE cepoTunoBe: L. Interrogans, ceporpymna Canicola,
ceporunn  Canicola, L.,interrogans, ceporpymna Icterohaemorragiae, ceporun Copenhageni,
L.,interrogans, ceporpyna Australis, ceporun Bratislava, L. kirschneri, ceporpyma Grippotyphosa,
ceporun Bananal/Liangguang.

HanuaauTe nanam 3a 6€30MacHOCT W €PUKACHOCT cOYAT, Y€ Ta3h BaKCHHA MOXe Ja ObJe mpuiaraHa
M0 €THO W ChIIO Bpeme, HO Oe3 Ja Obae cMecBaHa C MHAKTUBUpAaHW BakcHHU oT Nobivac cepusita
cpemty Bordetella bronchiseptica.

Hsma nanmuuna mHdopMmarus 3a 6e30macHOCT U epUKACHOCT OT ChBMECTHOTO HW3IION3BaHE HA Tasu
BaKCHHA C JIDYI'M BETEPUHAPHOMEIUIIMHCKUA MPOAYKTH, OCBEH MOCOYeHUTe mo-rope. Ilopamu Tasm
MpUYMHA, TMpWJIaraHeTo Ha Ta3d BaKCMHA Tpeau WM clej  yrnorpebaTa Ha  JIpyr
BETEPUHAPHOMEIUIIMHCKY TIPOAYKT TPSIOBA J1a Ce MPELEH!U CIIOPE]] MHIUBUTyaTHHS CITyJa.

4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

[NoaxoxHo npunoxkenne Ha 1 no3a (1ml) pa3TBopeHa BakcuHa ¢ pa3rBoputen Nobivac Diluent niu ¢
BakcuHH Nobivac Lepto unu Nobivac L4.

4.10 IIpemo3dmpane (CHMIITOMHM, CHIEIIHA MEPKH, AaHTUI0TH), AKO € He0OX0AUMO

He ca Ha6J'IIOZ[aBaHI/I He6J’IaFOHpI/I${THI/I pCaKuuu Mpu NprujiaraHeTo Ha 10 obTH ITO-BHCOKA J03a OT
npernopbyaHaTa.

4.11 KapeHTen cpok

He e npunoxumo.

S. UMYHOJIOTUYHU OCOBEHOCTH

dapMakoTepaneBTHYHa TpyIa: BUPYCHA BaKCHHA.
Berepunapromenuunacku Anatomo-TepanestrueH Koa: Q107ADO1.

6. OAPMALNEBTUYHU OCOBEHOCTH

6.1 Cnucbk Ha eKCHUIINEHTHTE

Sorbitol 25 mg
Hydrolysed gelatin 12,5 mg
Pancreatic digest of casein 12,5 mg
Disodium phosphate dehydrate 0,062 mg
Water for injections 1o 0,5 ml

6.2 OCHOBHHM HECHLBMECTHMOCTH
He ca usBectHu.

6.3 Cpok Ha romHoct



CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 TOONHU.
CpOK Ha roAHOCT CJICH pa3TBapdHE B CbOTBECTCTBHUC C UHCTPYKIIUUTEC! 30 MHHYTH.

6.4. CrenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA
Ha ce cexpanspa B xnaquiaukK (2 °C — 8 °C).

Ja ce masu OT 3aMpb3BaHe.

Ja ce masu OT cBeTJIUHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONTAKOBKA

CTbKIICH (l)HaKOH OT XUAPOJUTHUYHU CTHKIIO, 3aTBOPCH C XaHOFeH6YTI/IJ'IOBa Tama MW 3arncdaTtaH C
ATYMHWHHUCBA KOAWPAaHa Kallavyka.

Kaptonenu mm mnactmacosu (PET) kyruu, ceaspxanm 5, 10, 25 u 50 ¢nakona BakcuHa Nobivac
Puppy DP x 1 no3a.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIHU OT HEI'0

Bceku HemsmonsBaH BCTCPUHAPHOMCAUIIMHCKA TIPOAYKT WM OCTAaThbLU OT HEIO TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU B CHbOTBCTCTBUC C U3UCKBAHUATA HA MECTHOTO 3aKOHOJATCICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V

Wim de Korverstraat 35

5831 AN BOXMEER

The Netherlands

8. HOMEP(A) HA IMIIEH3A 3A YIIOTPEBA

0022-1888

9. JATA HA ITbPBOTO U3JJABAHE/IIOJTHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
24/10/2012

10. JATA HA NIOCJIEJHATA PEJAKIUS HA TEKCTA
01/2022

3ABPAHA 3A ITPOJAKBA, CHAB/ISIBAHE UW/HWJINA YIIOTPEBA

He e npunoxumo.






