KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM JIMIIEH3 3A YIIOTPEBA Ne0022-2301-13.05.2014

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIWHCKUA ITIPOAYKT
PARVIGEN
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

- JInodummzar (1 no3a) :

AKTHBHA cyOcTaHIHA :

Atenyupan Canine parvovirus (CPV) - mam CPV780916.............. 10°-10” CCIDso*
* 50 % uH}peKuno3Ha 032 3a KJIEThYHA KyATypa

Excuunuent 10 1 nosza

- PastBopuren (1 noza):
Boma 3a HHIKEKIIAH .....oovvnnneeiininiieeeinnnns 1 ml

3a IbJIHUS CHUCHK HA EKCIMIIUCHTUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

JInodunuzat u pa3TBOpUTEN 32 MHIKEKIIMOHHA CYCITCH3HS.

4. KIMHUYHU JAHHHA

4.1 Bupgose XKNBOTHM, 32 KOUTO e mpeaqHazHadyeH BMII

Kyuera.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPeeJeHH 32 OTIeJHUTE BUIOBE ;KUBOTHH

3a aKTMBHA UMyHHU3alLlMsI HAa Ky4eTa 3a MpeJOTBPATABAHE Ha CMBPTHOCTTA U KIIMHUYHUTE IPU3HALA U

HaMaJIdBaHC Ha CKCKpCUHUATa, IPUIMHCHHA OT KYyUCIHIKUS IMapBOBUPYC.
Hauamoro Ha HUMYHHUTCTA 3al104Ba 3 ceaAMUIM CJIC I'bpBaTa BaKCUHAIWA U ITPOABIIIKaBa 10 1 TroauHa.

4.3 IIporuBomokazaHus

I[a HEC CC U3M0JI3BAa MMPU CBPBXUYBCTBUTCIIHOCT KbM aKTUBHATA CY6CTaHLII/I$I WA KbM HSKOH OT
CKCIHUIIUCHTUTC.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHa3HaveH BMII

CJ'ICI[ BaKCHUHALIUA, ) KUBUAT BUPYCCH BAKCHHAJICH IIaM (CPV) MOXKC J1a CC€ pa3snoCTpaHu Cpea
HCBAKCMHUPAHUTC )KUBOTHU 0e3 Ja nMa MaTOJIOr'MYHU U3MCHCHU ITPU TC3U KOHTAKTHU ) XKUBOTHH.

4.5 Cnenuajanu mpeana3Hu MepKHU NPH ynorpeda

CHCLII/IaJ'IHI/I nopeanasdy MCPKH 3a ) KUBOTHHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

I[a CC BAKCHMHUPAT CaMO 3ApaBH KUBOTHU.

HpenoquBa CC )KUBOTHHUTC Ja 6’I>I[aT TPETUPAHU 3a BBTPCIIHU IMapasuTn 10 AHU IIpCan
BaKCHHaIusTa.




CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNW S MPOAYKT HA )KHBOTHUTC
HpI/I cnyqaﬁﬂo CaMOHMHXXCKTHUPAHC, He3a0aBHO Aa CC MOThPCHU MCOAUIIMHCKU CBHBCT, KaTO Ha JICKApd CC
npeaocTaBu JIMCTOBKATa 3a yrIOTpe6a HJIM CTUKCTA Ha MPOAYKTaA.

4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

CJ'ICZ[ II'bpBaTa BaKCUHALMA IIPU MOBCYCTO JKUBOTHU CC Ha6moz[aBa JICK, 6Lp30npexoz[eH OTOK, KOKITO
Hn34e€3Ba CIIOHTAHHO. CJ'ICZ[ BTOpaTa U MOCICABAINUTEC BaKCHMHAIWWU,Ta3UW PCAKLUA € 3HAUYUTCIHO I10-
cnaba. B MmHOro peaKu Ciiydan MOXKE Jia CC€ IOsBU 0onka u C’Lp6e)K. Te3u MNpexXoaHn pCaknuu B
MSICTOTO Ha MHKCKTHPAHC OTHIYMABAT 0e3 neucHueE.

B mHuOro pCeAKHU CiIydan BaKCHUHALMATA MOKC Ja MPCAN3BHKA NPCXOAHA AWApHid, XUIICPTCPMUA HUIIU
cnabocrt. ITonskora ce Ha6J'IIOZ[aBaT pCaKn Ha XUIICPUYYBCTBUTCIIHOCT. B CJlydau Ha aJICpruiyHa HUJIn
aHa(l)I/IJ'IaKTI/I‘-IHa pcaknus € H606XOZ[I/IMO npujaraHne Ha nmoAXOoAsAII0 CUMIITOMATUYHO JICHCHUC.

4.7 VYmnorpeba nmo Bpeme Ha OPEeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe

BpemenHnocr:
Jla He ce u3mon3Ba npu OpEeMEHHU KyJKHU.

JlakTanus:
He ce npenoppuBa npuiaraneTo My o BpeMe Ha KbpPMEHE.

4.8 BzamMmopeiicTBHe ¢ IPYT¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

Hsama nammuna I/IH(l)OpMaLII/IH 3a 0€30MaCHOCTTA U e(l)I/IKaCHOCTTa OT CBbBMCCTHOTO M3II0JI3BAHC Ha Ta3nu
BaKCHHa C APYTHU BETCPUHAPHOMCAUIIMHCKU IPOAYKTH. Hopazu/l Ta3u MpUYIrHaA, IpUJIaraHeTo Ha Ta3u
BaKCHUHa IPpCaAu WIIN CJICO yHOTpe6aTa Ha Apyr BCTCPUHAPHOMCIUIIMHCKHU IMMPOAYKT TpSI6Ba Ja c¢€
npeucHu Criopea MHAUBUAYAJITHUA cnyqaﬁ.

I[a HE CC CMCCBa C APYT BETCPUHAPHOMCAUILIMHCKU ITPOAYKT.

4.9 [lo3a 1 HAYMH HA IPUWJIOXKEHHE

Crnien pasTBapsiHe Ha noduinsupanara ¢ reunata cberaBka Ha PARVIGEN, enna mo3a ot
BaKCHHATa CE MpHJIara NOAKOKHO I10 CJIe[HATa cXeMa:

OcHoBHa BaKCHHaAlIUiA

Ot 8 ceqMHuuHa BB3pacT ce NPaBIT 2 BaKCUHALMU B 3 - 4 ceIMUYEH UHTEPBAJL.

HpI/I HaJIMYMUC HAa BUCOK TUTHP Ha MallunHM aHTHUTEA CS peropbYBa TPCTa BaKCUHALINA CIICA 3-4
CEMHIIH.

Pepakcunarus
lNonuiHa BakcuHa.
4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOX0UMO

HeceroxpatHo npenosupane Ha PARVIGEN He Boay 1o Apyru peakiuu, pa3IuyHU OT CIIOMEHATUTE
no-rope. Bux 1.4.6.

4.11 KapeHTen cpok

He e npunoxumo.



S. UMYHOJIOTUYHHU OCOBEHOCTH

dapMakoTepaneBTUYHa TpyIa: )KMBa BUPYCHA BaKCHHA.
Berepunapromenuunacku Anatomo - Tepanestuuen Koa: QIO7ADO]1
- 3a cTUMyJMpaHe Ha aKTUBEH UMYHHUTET CpEIly TapBOBHPO3a NP KydeTa.

6. OAPMALNEBTUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUINEHTHTE

Jlnodunmsar:

Gelatin

Potassium hydroxide

Lactose monohydrate

Glutamic acid

Potassium dihydrogen phosphate
Dipotassium phosphate

Water for injections

Sodium chloride

Disodium phosphate anhydrous

PastBopuTen
Water for injections

6.2 HecLBMeCTHMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BETCPUHAPHOMCAUTTUHCKN IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C JPpYyrd BCTCPUHAPHOMCIUTTUHCKHU TIIPOAYKTH.

6.3 Cpok Ha romHoct

CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCIAUIIMHCKA IPOAYKT: 2 TOOWHMU..
CpOK Ha rOAHOCT CJICH pa3TBapdHE B CbOTBECTCTBHUC C UHCTPYKIIUUTEC! H3II0JI3BaiiTe He3a0aBHO.

6.4. CrenuanaHu yCJI0BHA 32 CbXPaHEHHE HA MPOAYKTA

Ha ce cbxpaHsBa U TpaHCIIOPTHpa B oxiageHo cberosnue (2 °C — 8 °C).
Ja ce masu OT 3aMpb3BaHe.

Ja ce masu OT cBeTJIUHA.

6.5 Bwuau cbcraB HAa NBPBHYHATA ONIAKOBKA

Croriten ¢nakon T L.

Enactruyna rymena 3amyluanika.

AJIYMI/IHI/IeBa Kalra4dka..

[TnactmacoBa kytus ¢ 10; 50 u 100 ¢rakona.
He Bcnuku pazmepn Ha omakoBKaTa MoraT Ja ObJat npeiiaraHy Ha masapa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHEC HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku HensnomsBax BCTCPUHAPHOMCAULIMHCKHA MMPOAYKT UJIK OCTAThUH OT HETO, TpSI6Ba Ja 6’I>I[aT
YHUIIOKCHU, B CHbOTBCTCTBUC C UBMCKBAHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.



7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Virbac S.A.

1** avenue — L.I.LD — 2065 M

06516 Carros

FRANCE.
Tel : 33 04 92 08 73 02 Fax:33 049208 73 48 E-mail : dar@virbac.fr

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
Ne(0022-2301-13.05.2014
9. JATA HA ITbPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha TBEPBO M3NIaBaHe Ha JHIIEH3 3a yroTpeda: 09/03/1999 r
JlaTta Ha moclieIHO TIOJHOBSIBAHE HAa JIMIEH3 3a yrnorpeba: 13.05.2014

10. JATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA

15/04/2014

[MoxpoOHa nHpOpManys 3a TO3W MPOIYKT MOXKeE Ja HAMEPUTE Ha HHTEPHET CTpaHuIlaTa Ha EBponelickara
Arennus no JlekapctBara http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXKBA, CHABJIAIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

H3IIBJIHUTEJIEH JIHPEKTOP






