IMPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Porcilis PCV ID unxeKuoHHa eMyJIcus 3a rmpaceTa

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Besika no3a ot 0,2 ml chappika:

AKTHBHO BeIlIeCTBO:

Porcine circovirus Tan 2 ORF2 cyOequHUYeH aHTUTEH > 1436 AU!
AIKYBAHTH:

dl-a-tocopheryl acetate 0,6 mg
Light liquid paraffin 8,3 mg

' AHTHTEHHH eIMHULIU, OTIPEIENICHH TIPH i/ Vitro TECT 3a AKTUBHOCT (KOIMYECTBO AHTMI€HHA MAaca).

ITomo1Hu BemiecTnBa:

KauecTBeH chCTaB Ha MOMOILIHHUTE BelleCTBA U APYIruTe CbCTaBKHU

Polysorbate 80

Simethicone

Sodium chloride

Potassium chloride

Disodium phosphate dihydrate
Potassium dihydrogen phosphate
Water for injections

XoMoreHHa, Osu1a 10 TIOYTH Osi1a eMYJICHS CJIeI pa3KiiamiaHe.

3. KJIMHUYHA HHPOPMALIUA

3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHasHadyeH BJITT

IIpacera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J }KMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTBT
3a aKTHBHA HMYHH3alMAd Ha I[IpaceTa, 3a OrpaHn4aBaHC Ha BUPEMUATA, HATPYIIBAHC HA BUPYyCa B
Oenure 1poboBe U MMMGOUAHNTE THKAHU U U3TbYBaHE Ha BUpYyca, NpuunHeHo oT PCV2 undexums.

3a HamassBaHe 3ary0aTa Ha JTHEBHUS MPUPACT U CMBPTHOCTTA, cBbp3aHu ¢ PCV2 undexuusra.

Havano Ha uMyHHUTETA: 2 CEMUIIH CIIE]] BAKCHHAIIHSL.
[IpoabIKUTETHOCT HAa UMYHHTETA: 26 CEIMUIIN CJIE]| BAKCHHAIIHSL.

3.3 IIporuBomoka3zanus

Hswma.

3.4 CoeumnaJHu npeaynpeskieHust
[la ce BakcuHHpAaT caMo 37paBH KUBOTHHU.

3.5 CpoeuunaJHu NpeANa3HU MEPKM NpH ynorpeda



CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE )KUBOTHH, 38 KOUTO €
npendasHauexn BJIIT:
Jlurcea orieHKa Ha PUJIAraHETO Ha BAKCHHATA TIPU HEPE3U.

CrelmanHy IpeIna3Hu MEPKH 3a JINIATa, IPUJIaraiii BeTepHHAPHIS JIEKapCTBEH NPOAYKT Ha
JKUBOTHUTE:

3a notpeburenure:

To3u BeTepuHapeH JeKapCTBEH MPOAYKT ChAbpKa MUHEPAITHO Maciio. CirydaitHOTO
WHXXEKTUpaHe/CaMOWHKEKTHPaHEe MOXKe JIa TPeU3BUKA CHITHA 0OJIKa U TI0JyBaHe, 0COOEHO MpH
WH)KCKTHpAHE B CTABa WU MPBCT U B PEIKHU CITydau € Bh3MOXKHO JIa Ce 3aryOu 3acerHaTus MpPbhCT, aKo HE
€ OKa3aHa HaBpeMe JieKapcKa IMOMOIIL. AKO 10 CITy4aifHOCT CT€ WHXXEKTHPAHH C TO3H BETEPUHAPCH
JIEKapCTBEH NMPOAYKT, IIOTHPCETE CIENIHO CHBET OT JIEKap M HOCETE JINCTOBKaTa ¢ Bac, mopu na e
WH)XEKTHPAHO ChBCEM MAJIKO KOJIMUYECTBO. AKO OOJIKaTa Mpo rbJikaBa mosede ot 12 vaca cien
MEAUIMHCKHS TIPETJIe]], IOThPCETEe OTHOBO CHBET OT JICKAPSL.

3a nekapure:

To3u BeTeprHapeH JEKAPCTBEH MPOAYKT ChIbpKa MUHEPATTHO Macio. JlopH a ca MH)KEKTHpaHH
MAaJIK{ KOJTMYECTBA, CIyYallHOTO WH)KEKTHPaHe C TO3M MPOAYKT MOKE J1a MIPEeIU3BHKa MT0sIBA HAa CHUJIEH
OTOK, KOHTO MO>KE HAIPUMED J1a JIOBEJIE 10 UCXEMUYHA HEKPO3a U JOPH JIO 3ary0a Ha MPBCT.
Heo6xonuma e HE3BABABHA, komnereHTHa Xupyprudecka Hameca. Bb3MOXKHO € Ja ce HaloXu
MHIM3KS ¥ UPUTalus Ha HHKEKTHPAHOTO MSICTO 0COOEHO aKo ca 3acerHaTH IyJmaTa Ha MpbeTa Wik
CYXOXKUJIHETO.

CrenuanHy OpeAna3sHyl MEpKH 3a 3aluTa Ha OKOJIHATa cpesia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peaknun

Ilpacera:

MHoro gecTtu OTOK B MACTOTO Ha MHXXEKTUpaHe™

(roBede ot 1 Ha 10 TpeTrpanu
’KUBOTHH):

* IpemMMHO CHCTOAIIM Ce OT TBHP/H, HeGOIE3HEHH OTOIH ¢ AUaMeTHp 10 2 cm. YecTo ce HabmoaBa ABydasen Mojen Ha
OTOKa B MSICTOTO Ha HHXKEKTUPaHe, U3pa3sBall] ce B yBeJIMYaBaHEe U HaMaJsBaHe, [IOCIEABAHO OT HOBO yBEJIM4YaBaHE U
HamaisiBaHe Ha pazMmepa. [Ipu HAKOM mpaceTa pa3MepbT Ha OTOKA MOJXKE J1a €€ YBEJINYH 10 6,5 cm n MOXe 1a ce HabIo1aBaT
3adepBsiBaHe W/WIH cTpynen. OToIHTe B MACTOTO Ha MHXKEKTHPAHE M3Ue3BaT HAITBIIHO B PAMKHTE Ha TIPHOIM3UTETHO 7
CEeJIMHUIIM CJIe]] BAKCHHAIUSTA.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIIeHUATa TPsIOBa a ce M3MpaIar, 3a
NpEOYMTaHEe Ype3 BETEPUHAPCH JIeKap, UK Ha TIPUTEKATENs HA Pa3pelIeHUeTO 32 ThPTrOBHS UK Ha
MECTHUS My MIPEJICTABUTE, MIIM Ha HAIIMOHAJHHS KOMIICTEHTEH OpTaH upe3 HallHOHAJHATa CUCTEeMa 32
choOIIaBaHe. 3a ChOTBETHUTE JIaHHU 32 BPbh3Ka BIXKTE CHIIO IMOCIICTHATA TOYKA OT JINCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sliilIEeHOCEeHe
Moske na ce mpuiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIvsl.

3.8 B3zaumopneiicTBHe ¢ APyru BeTEPUHAPHU JeKAPCTBEHH MPOAYKTH U APYru GpopmMu Ha
B3auMo/elicTBHe

Hann4nu ca qanam 3a 6e30nacHOCT M e()UKACHOCT NPH MpaceTa OT 3-CeIMUYHA Bh3PAcT U MO-TOJIEMH,
KOWTO JIOKa3BaT, Ye Ta3M BaKCHHA MOXe Jia Objie cMecBaHa 1 npuiiarana ¢ Porcilis Lawsonia ID (Buxk
Touka 3.9 no-nomny) u/nnm Moxe Aa ObJe npuiiarana, Ho 6e3 na 0b1e cmecBana ¢ Porcilis M Hyo ID
ONCE, n/unu moxe na Ob/ie npuiaraHa, Ho 0e3 1a 0b1e cmecBana ¢ Porcilis PRRS (uaTpagepmanno
MpUiIoKeHue). MsICTOTO Ha PUIIOKEHHE Ha HECMECEHUTE BAKCHHU TpsiOBa Jia ObJie pa3aeseHo OT



Haii-mManko 3 cm. [Ipeau npusiokeHue TpsiOBa Ja ce HalpaBH CIpaBKa C MPOLYKTOBATA JINTEpPaTypa Ha
Porcilis Lawsonia ID, Porcilis M Hyo ID ONCE u Porcilis PRRS.

HeOmaronpusiTHUTE peakiiuy ca OMMMCaHUTE B TOUKa 3.6, ¢ U3KIIIOYCHHUE HA OTOKA B MSCTOTO Ha
WHXKEKTUpaHEe, KaTo MPH HAKOW MpaceTa MaKCHMATHUAT pa3Mep MOXKe Jia IocTUrHe 1o 7 cm. OTOKBT B
MSICTOTO Ha MHXKEKTHPAHE MOXKE JIa TIPOIBIDKH JI0 7 CEMUIM U MHOTO YECTO € TPUIIPYIKEH OT
3auepBsABaHE U KPYyCTU. AKO KpycTaTa c€ OTCTPaHHU, YeCTO MOTaT Jia e HAOII0aBaT HIKOW MaJIKU
YBpeXKIaHUs Ha KoxkaTa. [loBHuIaBaneTo Ha TeMIepatypara B JieHs Ha BakcuHanusarta (cpexso 0,3 °C,
npu oTaeHA TpaceTa 110 2°C) e gecTo.

TemmnepaTypara Ha )KHBOTHUTE C€ Bb3CTAHOBSBA JI0 HOpMaHaTa B paMKHTE Ha 1-2 1HU cief
HaO0JII0/IaBaHUs KK Ha TeMmiepaTypara. He yecto nmpu BakCHHUpAHUTE ITpaceTa Morar ja ce
HaOJIro/IaBaT 3aJe)KaBaHe M HEPa3IOJIOKCHHUE.

Hsma nannuna nadopmanus 3a 6€30macHOCTTa U €UKACHOCTTA OT CHBMECTHOTO M3II0JI3BAHE HA Ta3H
BaKCHHA C JIPYTH BeTEpPUHAPHHU JIEKApCTBEHHU MPOIYKTH, OCBEH [TOCOYEHUTE 1o-rope. [lopaau Ta3u
NpUYMHA, TPUIATaHEeTO Ha Ta3u BaKCHHA MPEJIH WIH clie] ynoTpedaTa Ha JpyT BeTepUHapeH
JIEKapCTBEH NPOJYKT TPsOBa Aa ce MPEeLeHH CIOpe] HHANBUAYAIHUS CIydai.

3.9 HayuH Ha NpUJIOKEeHNe W J03MPOBKA
3a UHTpaIepMaIHO IPUIOKEHHE.

[Ipenu na mpumoKuTe BaKCHHATA, ST OCTaBETE Ja JOCTUTHE 10 cTtaiiHa Temreparypa (15 °C — 25 °C) u
paskiateTe q0o0pe mpeau yrnorpeoda.
U36srBaiiTe MHOrOKpaTHOTO IPOOUBAHE.

WnaTpanepmanno npuioxenne Ha 0,2 ml Ha )KHBOTHO, 3a TPEANIOYNTAaHE OTCTPAHU HA BpaTa, 1o
IOBJDKMHATA Ha MYCKYJIMTE Ha I'bp0a MIIM Ha 3a/ieH Kpak ([P BCUUYKU IpaceTa) Wi B IepuaHaIHaTa
obnact (Ipu mpaceTa 3a pasIio]), U3M0I3BalKNU MHOT0/1030BO YCTPOUCTBO 3a O€3UIIIEHO
MHTpaJepMaTHO MPUIOKEHHE Ha TEUHOCTH, MTOIXOAIIO 32 IOCTABIHETO Upe3 “jet-stream” Ha obema
Ha BakcuHaTa (0,2 ml £ 10%) mpe3 enuaepMatHATE CIOEBE HA KOXKATa.

BesonacnoctTa n edukacHocTTa Ha Bakcuna Porcilis PCV ID ca Ounn neMoHCTpHpaHy, H3MOI3BaANKH
ycrporictBo IDAL.

BakcunanHa cxema:
EnnoxpaTHa BakCHHAITHS Ha TIpaceTa OT 3-CEAMHYHA BB3PACT U MO-TOJIEMH, KaTO Ce MPEerophuBa
MOBTOpPHA BaKCUHAIMS clie]] 26 CEAMMUIIU.

Ynompeba cneo cmeceane c Porcilis Lawsonia ID

Porcilis PCV ID mosxe aa ce u3nomn3Ba 3a peKOHCTUTyHpaHe Ha tnoduimsara Ha Porcilis Lawsonia ID
HENOCPEICTBEHO Npeid BAKCHHUPAHE Ha MpaceTa OT 3-CeIMUYHa Bb3pacT U MO-TOJIEMH, KaKTO
cresiBa:

JInopunuzupana Porcilis Lawsonia ID Porcilis PCV ID
50 no3u 10 ml
100 to3u 20 ml

3a IMMPAaBUJIIHO PCKOHCTUTYUPAHE U IPUIIOKCHUC HANIPABCTC CICAHOTO!

1. Ocragere Porcilis PCV ID ga nocturae craiiHa TeMIieparypa u paskiaTeTe J00pe mpeau
ymorpe0a.

2. Hob6asere npubnusutenHo 5-10 ml ot Porcilis PCV ID B nmodunuszara Ha Porcilis Lawsonia ID
M pa3KiareTe 3a KpaTko.

3. UzneiiTe peKOHCTUTYHpaHUsl KOHIEHTPAT OT (priakoHa BEB (urakoHa ¢ Porcilis PCV ID.
PasknaTere ro 3a KpaTko, 3a J1a T'M CMECHTE.

4. W3nonsBaiiTe BakcHMHaIHATa CyCIIEH3Hs B PaMKHUTE Ha 6 yaca ciiel peKoHCTuTyrnpasnero n. Cien

N3TUYAHCTO HA TO3U CPOK OCTATHKBLT OT BAKCUHATA Tp$I6Ba Ja C€ U3XBBPJIN.



Jo3a:

Ennoxpatna mo3a (0,2 ml) ot Porcilis Lawsonia ID, cmecena c Porcilis PCV ID, ce npunara
MHTpaJlepMaIHO BB BpaTa.

BrbHIIEH BUJ ciiel peKOHCTUTYHPaHEe: XOMOT€HHA, Os1a 10 TIOUTH Osy1a eMyJICHs cie]] pasKiIalaHe.

N30srBaiiTe KOHTAMUHALIMS IPY MHOTOKPATHO ITPOOHBAHE.

3.10 CumnTomMHu Ha npeAo3npaHe (M KOraTo e NpPUJI0KMMO — NPOoUeIyPH Ha AelicTBHe IPH
CIICLIHYU CJIy4Yau M AHTHIO0TH)

Hsama paanaan maHHy.

3.11 CheuuajHu orpaHUYeHHUd 32 ynorpeda U crenuaJHU yCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTped6aTa HA AHTUMHUKPOOHHM M MPOTHBONAPA3ZUTHU BeTePUHAPHH
JIEKapCTBEeHH NMPOAYKTH, C LieJI 1A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpuioxumo.

3.12 KapeHTHHU CpOKOBe

Hyna nuu.

4. HUMYHOJIOI'NMYHA UHOOPMALIUSA

4.1 Berepunapen JiekapcTBeH aHaToMo-TepaneBTH4YeH Ko (ATCvet Code): QI09AA07.
[IpoayKThT cTUMyJIHMpa H3rpaKJaHe Ha aKTUBEH UMYHHUTET CPELLy porcine circovirus THII 2 IpU
IpaceTa.

5. OAPMAIIEBTUYHU JAHHU

5.1 OcHOBHH HECBBMECTHMOCTH

He cmecBaiite ¢ npyr BeTepruHapeH JeKapCTBEH NPOLYKT C U3KIIOYEHUE Ha IOCOUYEHUTE B TOUKa 3.8.
5.2 Cpoxk Ha roaHoCT

Cpok Ha rOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 2 TOAUHU.
Cpok Ha TOJHOCT ciie/l IbPBO OTBapsiHE HA MbPBUYHATA ONIAKOBKa: 8 Jaca.

5.3 CrhenuajaHm ycJa0BHSA 32 CbXpaHeHHe

Ha ce cexpanssa B xmammwiauK (2 °C — 8 °C).
[a He ce 3ampassiBa.
Jla ce ma3u oT npsiKa CTbHYECBA CBETIHHA.

5.4 BI/IZ[ H CbCTAaB HA MbPBHYHATA OIIAaKOBKaA

CrorieH ¢uaxos (tun I) ot 10 ml, 3aTBopeH ¢ HUTpUI-0a3upaHa ryMeHa Tamna U 3aredaraH ¢
AITyMHHUEBA Kalaydka.

PET (nonuerunen tepedranar) puakon ot 20 ml, 3aTBOpeH ¢ HUTpHI-0a3upaHa r'yMeHa Tara 1
3ameyvaTtaH ¢ afyMHUHHEBa Karayka.



Pa3mep Ha omakoBKarTa:

Kapronena kytus ¢ 1 cTbkiieH ¢uakos ot 10 ml.

Kapronena xytus ¢ 10 crpkiienn ¢aakona ot 10 ml.

Kapronena xytus ¢ 1 PET ¢makon ot 20 ml.

Kapronena xytus ¢ 10 PET ¢makona ot 20 ml.

He Bcuuku pazmepu Ha onakoBKaTa MOraT Ja ObJaT NpeAsaraHy Ha rmasapa.

5.5 Cneuuan}m MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJI3BAH MPOAYKT WJIHA OCTATBIM OT HET0

BeTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LZ[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBHU OTHaJabIH.

W3nonssaiiTe mporpaMu 3a BpbIIaHE IPH YHUIIOKABAaHETO HA HEU3IOJI3BAHN BETEPUHAPHU
JIEKapCTBEHHU MPOAYKTH WM OCTAThIH OT TSIX B CbOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKM HALIMOHAIHU CUCTEMH 3a ChOUpaHe, MPUIOKUMH 38 ChOTBETHUS
BETCPUHAPEH JICKAPCTBEH MPOAYKT.

6. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Intervet International B.V.

7. HOMEP(A) HA PASPEIIEHUETO 3A TbPI'OBUA

EU/2/15/187/001

EU/2/15/187/002

EU/2/15/187/003

EU/2/15/187/004

8. JATA HA ITBbPBOTO U3JIABAHE HA PABPEIHIEHUETO 3A THhPTOBUSI

JlaTa Ha TBPBOTO KM3/1aBaHEe Ha pa3pelieHUueTo 3a Thpropust: 28/08/2015.

9. JATA HA ITIOCJTIEJHATA PEJAKIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJIYKTA

(MM/TTIT}

10. KJIACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
/Ja ce oTmycka caMo 10 JIeKapCKO MpeAIIUCaHueE.

[MonpoOHa nHpOpMaIKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOJIYKT MOXKE J]a HAMEpHUTE B 0a3ara JaHHU
Ha Cpro3a otHOocHO npoxykTHTe (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE IT
APYI'U YCJIOBUA U U3BUCKBAHUSA KbM PASPELIIEHUETO 3A ThbPI'OBUSA

Hama



ITPHUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETHKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Porcilis PCV ID unxeKuoHHa eMyJIcus 3a rmpaceTa

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

3a 0,2 ml:
PCV2 ORF2 cybenenuuen antures > 1436 AU

3. PABMEP HA OITAKOBKATA

10 ml
20 ml
10 x 10 ml
10 x 20 ml

4. BUJIOBE )KNUBOTHMU, 3A KOUTO E INIPETHA3ZHAYEH BJIII

[Ipacera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

MaTpagepmaliHO NPUTIOKEHUE.

7. KAPEHTHU CPOKOBE

KapenTeH cpok: HyJia JHU.

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}
Crnen mpoOuBaHe M3IONI3Bai B paMKUTE Ha 8 Jaca.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
[a He ce 3ampa3siBa.
Ja ce masu oT npsAKa CTbHYEBA CBETIHHA.

10



10. HAJIMUCHT ,,JIPEJIU YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[penu ynoTpeda nmpoyereTe IMCTOBKATA.

11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIUCBHT “JA CE CbXPAHSBA JAJIEY OT NIOTVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT NOorjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHME 3A ThbPI'OBUS

Intervet International B.V.

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

EU/2/15/187/001 (1x 10ml)
EU/2/15/187/002 (10x 10ml)
EU/2/15/187/003 (1x 20ml)

EU/2/15/187/004 (10x 20ml)

15. NMAPTHUJAEH HOMEP

ITaptuna {HOMEp}

11




MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
II'bPBNYHH OITAKOBKH

OJIAKOHIM OT 10 1 20 ML

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Porcilis PCV ID

-

‘ 2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

PCV2 ORF2 cybenuHu4eH aHTUTEH

10 ml
20 ml

3. NAPTUJAEH HOMEP

ITaptuna {HOMEp}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
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B. JIMCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Porcilis PCV ID umxeKIHOHHA eMyJICHS 3a IIpaceTa

A Cbcras
Bcesika no3a ot 0,2 ml ceappxa:

AKTHBHO BellleCTBO:

Porcine circovirus tum 2 ORF2 cyOenuHudeH aHTUICH > 1436 AU!
AKYyBaHTH:

dl-a-tocopheryl acetate 0,6 mg
Light liquid paraffin 8,3 mg

11AHTI/II"CHHI/I CAWHUIIU, OTIPCACIICHU TIPpH In Vitro TECT 3a KOJIMYECTBO aHTUT€HHA Maca.

MHxexkimoHHa eMyJicHsl.
XoMoreHHa, Osi1a JI0 MOYTH Osil1a eMYJICHS CIe]T pa3KiIanaHe.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
IIpacera.
4. IToxa3zanus 3a ynorpeoda

3a akTHBHA UMYHU3AIIMs Ha MPACceTa, 3a OrpaHUYaBaHE Ha BUPEMUSATA, HATPYTIBAHE HA BUPYyCa B
oenute 1poboBe U TUMGOUIHUTE ThKaHU M U3JbUBAaHE HAa BUpYca, mpuunHeHo oT PCV2 undekius.
3a HaMaJsiBaHe 3ary0aTa Ha JHEBHHUS IPUPACT U CMBbPTHOCTTA, CBbp3anu ¢ PCV2 undeknusra.

Hauano Ha umyHuTeTa: 2 CEAMUIIM CIE] BAKCUHALIUS.
IIpoABIHKUTEITHOCT HA UMYHUTETA: 26 CEMUIIH CIIC]] BAKCUHAIIHS.

5. IIporuBonokazanus
Hsma.
6. CrnenmaJHu npexynpexIeHus

CrienmanHy IpeaynpesKIeHHS
Jla ce BakcHHHpAT caMO 3[IpaBH KUBOTHHU.

CrenmanaHy Ipeana3sHy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUIOBETE )KUBOTHH, 38 KOUTO €
npendasHauexn BJIIT:
Jlurcea orieHKa Ha MPUIAraHETO Ha BAKCHHATA TIPU HEPE3U.

CrenuanaHy OpeAna3Hy MEpPKH, KOUTO TpsOBa Jia B3eMe JIUIIETO, NIPUJIArallo BeTepUHApHUs JEKapCTBEH
OPOAYKT Ha KUBOTHUTE:
3a notpeburenure:

14



To3u BeTeprHAPEH JIEKAPCTBEH MPOIYKT ChIIbpKa MUHEPAITHO Macio. Cy4aifHOTO
WHXKEKTUpaHe/CaMOWHKEKTHPAHE MOXKe JIa TPEeTU3BUKA CHITHA OOJIKa U TI0lyBaHe, 0COOEHO MpH
WH)XCKTHpAHE B CTAaBa WU MPBCT U B PEIKHU CITyYau € Bh3MOXKHO JIa Ce 3aryOu 3acerHaTus MphCT, aKo HE
€ OKa3aHa HaBpeMe JieKapcKa IMOMOIIL. AKO 10 CITy4aifHOCT CT€ WHXKEKTHPaHH C TO3H BETEPUHAPCH
JIEKapCTBEH MPOJIYKT, TIOTHPCETE CIEITHO CHBET OT JIeKap M HOCETe JINCTOBKaTa ¢ Bac, nopu na e
WHXEKTHPAHO ChBCEM MAaJIKO KOHYECTBO. AKO O0JIKaTa mpoabbKaBa roBede oT 12 gaca ciien
MEAUIMHCKHS TIPETJIe]], IOThPCETEe OTHOBO CHBET OT JICKAPSL.

3a nmekapure:

To3u BeTeprHapeH JEKapCTBEH NPOAYKT ChbpakKa MUHEPATTHO Maciio. JlopH a ca MH)XKEKTHUpaHU
MAaJIK{ KOJIMYECTBA, CIyYallHOTO MHKEKTHPAHE ¢ TO3M MPOAYKT MOXKE 1a IPEIU3BHKA [10sIBA HA CUJIEH
OTOK, KOHTO MO>KE HAaIpUMEp J1a JIOBEJIE 10 NCXEMHUYHA HEKPO3a U JOPH JIO 3ary0a Ha MPBCT.
Heo6xonuma e HE3BABABHA, komnereHTHa Xupyprudecka Hameca. B3MOXKHO € 1a ce HaloXu
MHIM3US ¥ HPUTalus Ha HHKEKTHPAHOTO MSICTO 0COOEHO aKo ca 3acerHaTH IMyJIaTa Ha MpbeTa Wik
CYXOKUJIHETO.

CrienmatHy Ipeina3Hu MEPKH 3a 3allliTa Ha OKOJIHATA Cpesia:
He e npunoxumo.

BDCMCHHOCT W JJaKTausg:
Moxke Ja CC mpujara 1o BpeMe Ha 6peMCHHOCT H JJaKTalu:.

BzaumoneiicTBre ¢ Apyru BETEPUHAPHU JICKAPCTBEHU POAYKTH U NPYyTH (DOPMHU HA B3aMMOJCHCTBUE!
Hanwunu ca nanam 3a 6€30MacHOCT U €(PUKACHOCT MPH ITpaceTa OT 3-CeIMUYHA Bh3PaCT U MO-TOJICMH,
KOHWTO JIOKa3BaT, Y€ Ta3W BaKCHHA MOXKe Aa Obje cMecBaHa U mpuiarana ¢ Porcilis Lawsonia ID (Bux
Touka 3.9 mo-moiy) W/uiau MoXke aa ObJie IpuiaraHa, Ho 6e3 ga 0bae cmecBana ¢ Porcilis M Hyo ID
ONCE, n/unu Mmoxe na Ob/ie npuiarasa, Ho 0e3 aa 0b1e cmecBana ¢ Porcilis PRRS (uaTpanepmanno
MIPUIIOXKEHHUE ). MCTOTO Ha MIPIIIOKCHIE HA HECMECCHNTE BAKCHHH TPsIOBa fa ObAe pa3neieHo OT
Haii-maniko 3 cm. [Ipenu npunokeHue TpOBa a ce HalpaBH CIIPaBKa ¢ MPOYKTOBATa IUTepaTypa Ha
Porcilis Lawsonia ID, Porcilis M Hyo ID ONCE u Porcilis PRRS.

HebmaronpustHuTe peakiiuy ca omucaHuTe B ToUkKa 3.6, ¢ M3KIIOYSHNE Ha OTOKA B MSACTOTO Ha
WH)KEKTUPaHe, KaTO IPH HAKOM [IPaceTa MaKCUMAIHUAT pa3Mep MOXe J1a 1ocTUurHe 10 7 cm. OTOKBT B
MACTOTO Ha MHXKEKTHpaHE MOKE Aa MPOABIDKH J0 7 CEAMHULN U MHOTO YECTO € MPUAPYKEH OT
3auepBsBaHe U KPyCcTH. AKO KpycTaTa ce OTCTPaHH, YeCTO MOraT Jia ce HabIogaBaT HIKOU MaJIKu
yBpeKAaHuA Ha KoxkaTa. [loBuiiaBaHeTo Ha TemmnepartypaTa B JeHs Ha BakcuHarusra (cpeano 0,3 °C,
npu oTAenHH npacera 10 2°C) e gecTo.

TemnepaTtypara Ha )KHBOTHHUTE Ce Bb3CTAHOBSBA /10 HOpMaJHATa B paMKUTe Ha 1-2 nHU ciief
Habro1aBaHusI MUK Ha TeMrepaTypara. He yecto npu BaKCHHUpaHUTE TIpaceTa MoraT Ja ce
HabJroaBaT 3ajie’kaBaHe U HEPasMoIoKEeHHE.

Hsma nannuna nadopmanys 3a 6€30macHOCTTa U epUKACHOCTTa OT CbBMECTHOTO M3II0JI3BaHE HA Ta3H
BaKCHHA C IPYTH BETEPHUHAPHH JIEKaPCTBEHU MPOAYKTH, OCBEH MocoyeHuTe no-rope. Ilopanu tazu
MPUYMHA, IPUJIaraHeTo Ha Ta3W BaKCHHA MPEId WM ClIe]] yIoTpedaTa Ha IpyT BETEPHUHAPEH
JIEKapCTBEH NPOLYKT TPsAOBa Ja ce MpeLeH: CIope] MHANBUIYAIHUS CIyqai.

OCHOBHU HECHhBMECTUMOCTH:
He cmecpaiite ¢ APYT BETCPpHUHAPCH JICKAPCTBCH IMMPOAYKT C U3KIIFOUYCHUC HA TIOCOYCHUTE IO-T'Ope.

7/ HebsiaronpusiTHu peakumun

Ilpacera:

Mmnoro gyectu OTOK B MACTOTO Ha I/IH)KCKTI/IpaHCﬂ<

(roBede ot 1 Ha 10 TpeTupanu
’KUBOTHH):
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* IpemMMHO CHCTOAIIM Ce OT TBHP/H, HeGOIE3HEHH OTOIH ¢ AUaMeTHp 10 2 cm. YecTo ce HabmoaBa ABydasen Mojen Ha
OTOKa B MSICTOTO HAa HIDKEKTHUPaHE, U3Pa3sBalll Ce B yBEINYaBaHEe U HAMAJsIBaHe, OCIEIBAHO OT HOBO yBEJINYaBaHE 1
HaMaJIsiBaHe Ha pa3Mepa. [Ipu HAkoM mpacera pa3MepbT HAa OTOKA MOJKE J]a Ce YBEIIMYH 0 6,5 cm U MoXe Jia ce HaboaBar
3adepBsiBaHe W/WIH cTpynen. OToIHTe B MACTOTO Ha MHXKEKTHPAHE U3Ue3BaT HAITBIIHO B PAMKHTE Ha IIPHOIM3UTETHO 7
CEIMHIIM CJIC/l BAKCHHALIMATA.

CroOmiaBaneTo Ha HEOIATONPHUATHHN PEaKIINH € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe30macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HAKAKBU HEOIATOPUSATHH PEAKIINU, BKIIOYUTEITHO U
TaKUBa, KOUTO HE Ca OMKCAHU B Ta3U JUCTOBKA WJIM MUCIUTE, Y€ BETCPUHAPHHUS JICKAPCTBEH MPOIYKT
He JICHCTBA, CBPXKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIIo J1a ChOOIIaBaTe
HeOIAronprATHU pPeakllny Ha MECTHHS MTPEICTABUTEN Ha MIPUTEXATENS Ha Pa3pelIeHneTo 3a
TBPTOBHSI, KaTO M3IIOJI3BATe JaHHUTE 32 KOHTAKT B Kpasi Ha Ta3M JINCTOBKA FITH upe3 Bamrarta
HaI[MOHATHA CUCTEMa 33 CHOOIIIaBaHe.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUE

3a HHTpaIEePMAITHO TIPUIIOKEHNE.

Hutpanepmanto npuioxenue Ha 0,2 ml Ha )KUBOTHO, 3a IPEATIOYUTAHE OTCTPAHU Ha BpaTa, 1o
IBJDKMHATA Ha MYCKYJIMTE Ha I'bp0a MU Ha 3a/ieH Kpak (IIpyU BCUUYKH MpaceTa) Wi B IiepuaHaaHaTa
obmact (Tpu TpaceTa 3a pasInuion), U3IMOI3BAKH MHOTOJJ030BO YCTPOHUCTBO 3a OC3UTIICHO
HUHTPAJCPMATHO MPUIOKECHNE Ha TEYHOCTH, ITOIXOIIIO0 32 JOCTABAHETO Upe3 “jet-stream’ Ha obema
Ha BakcuHata (0,2 ml + 10%) npe3 enuaepManHuTe CIOEBE Ha KOXKaTa.

Besonacnocrra u edukacHocTTa Ha BakcuHa Porcilis PCV ID ca Ounu geMoHCTpUpaHy, N3MO0I3BAHKH
ycrporictBo IDAL.

Bakcunanna cxema:
EnHoKpaTHa BakCHHAIIUS Ha TIpaceTa OT 3-CeJIMUYHA Bb3PacT U MO-TOJIEMH, KaTo Ce MPernopbuBa
MMOBTOpHA BaKCHHAITUSA clie] 26 CEIMMUIIH.

Ynompeba cneo cmeceane c Porcilis Lawsonia 1D

Porcilis PCV ID Mose aa ce u3mo/3Ba 3a peKOHCTUTyupaHe Ha auoduiauzaTa Ha Porcilis Lawsonia ID
HETNOCPE/ICTBEHO MPE/IN BAKCMHUPAHE Ha MpaceTa OT 3-CeIMUYHA Bh3PAcT U MO-TOJIEMH, KAKTO
clesiBa:

JImopunmmsupana Porcilis Lawsonia 1D Porcilis PCV ID
50 no3u 10 ml
100 mo3mu 20 ml
3a MpaBMIIHO PEKOHCTUTYHPAHE U MPUIIOKEHHUE HApaBeTe CIEIHOTO:
1. Ocrtagete Porcilis PCV ID na mocturie craiina Temreparypa U paskiarere Jo0pe npeau
ynotpeba.
2. Hob6asete npudausutento 5-10 ml ot Porcilis PCV ID B nuodunusara Ha Porcilis Lawsonia ID
Y pa3KiaTeTe 3a KpaTko.
3. UzneiiTe peKOHCTUTYyHpaHUsi KOHUEHTPAT OT (prakoHa BbB ¢utakoHa ¢ Porcilis PCV ID.
PasknaTere ro 3a KpaTtko, 3a Jia T'M CMECHTE.
4, M3non3BaiiTe BakcHHATHATA CYCIICH3MS B paMKUTE Ha 6 "aca cie peKoHCTuTynpaneTo u. Cien

M3TUYAHETO HA TO3U CPOK OCTAaTBKBT OT BAKCHHATA TPSIOBA J1a C€ U3XBBPIIH.
Jlo3a:
Ennoxparna no3a (0,2 ml) ot Porcilis Lawsonia ID, cmecena ¢ Porcilis PCV ID, ce npunara

HUHTPAaACPMAJIHO BbB BpaTa.

Broamien BU CJIC] PCKOHCTUTYHMpPAHC Ha BaKCUHATA: XOMOI'CHHA, Ost1a J10 IIOYTH Ost1a EMYJICHUs CIIC]
pasKiamaHe.

N30srBaiiTe KOHTAMUHALIMS IPU MHOTOKPATHO TPOOHMBAHE.
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9. CbBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

IIpenu ma mpmiIokuTe BAaKCHHATA, S OCTABETE J]a JOCTUTHE 10 cTaiiHa TeMrreparypa (15 °C —25 °C) u
paskiarere qo0pe mpeau yrorpeoa.

M36sTBaiiTe MHOTOKPATHOTO ITPOOUBAHE.

10. KapenTHu cpokoBe

Hyna gan.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpansBa fajied OT MOTJe/ia U Ha HEAOCTHITHY 3a JIella MecTa.
Ja ce cpxpansiBa B xnaquHuk (2 °C — 8 °C).

a ue ce 3ampasspa.

I[a CC a3y OT IIpsKa CJIbHYCBA CBCTIIMHA.

[Ja He ce U3MmoJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT ClIe]l M3TUYAHE CPOKa HA TOJHOCT,
MOCOYEH BHPXY €TuKeTa ciep Exp.

CpOK Ha TOAHOCT CJICA IbPBOTO OTBAPSAHC HA IbPBUYHATA OIIAKOBKaA! 8 gaca.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUILOKABAHE

BerepuHapHuTe JCKapCTBEHU MPOIYKTH HE TPsIOBa 1a ObaaT H3XBBP/ISHU YPe3 OTIIaHU BOIH MU
OUTOBHU OTIIAIBIIH.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPU YHUI0KABAHETO Ha HEU3II0JI3BaHU BETCpUHAPHU
JIEKapCTBEHU MPOAYKTH WM OCTaThLU OT TSIX B CBOTBETCTBHUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPWJIOKUMH HAIlMOHAIHU CHUCTEMH 3a chOupane. Te3u MepKH 1ie
MIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA CpPea.

[onuTaiite Bamus BeTepuHapeH jekap win (papMaleBT Kak Ja YHUILIOKUTE HEHY>KHU BeTepUHAPHH
JIEKapCTBEHU IPOAYKTH.

13. Kuacupukanusi Ha BeTepHUHAPHHUTE JIeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo TI0 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3pelieHHeTO 32 TbProBUs H Pa3MepH ONAKOBKHU
EU/2/15/187/001-004.
Kapronena xytus ¢ 1 wim 10 ¢pnakona ot 10 nim 20 ml.

He Bcuukm pasMepu Ha ormakoBKaTa Morar fa Ob/aT IMpeAsiaraHd Ha masapa.
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15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa

{(MM/TTTT}

ITonpoOHa nH(pOpMAaNHS 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nanuay Ha Cwro3a otHOCHO TipoaykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

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

apTUIH:
Intervet International B.V.

Wim de Korverstraat 35
5831 AN Boxmeer
The Netherlands

gaHHI/I 3a Bpb3Ka 3a c1)06gaBaHe Ha npcanojaracMmn He6HaFOHQI/I§ITHI/I PCAKIIUU:

Belgié/Belgique/Belgien
MSD Animal Health Belgium BV-SRL
Tél/Tel: + 32 (0)2 370 94 01

Penyb6smka bearapus
Intervet International B.V.
Ten: + 359 28193749

Ceska republika
Intervet s.r.o.
Tel: +420 233 010 242

Danmark
MSD Animal Health A/S
TIf: + 45 44 82 42 00

Deutschland
Intervet Deutschland GmbH
Tel: +49 (0)8945614100

Eesti
Intervet International B.V.
Tel: + 37052196111

E\LGda
Intervet Hellas A.E.
TnA: + 30210 989 7452

Espaiia
Merck Sharp & Dohme Animal Health S.L.
Tel: +34 923 19 03 45

France
Intervet S.A.S / Intervet / MSD Santé Animale
Tél: + 33 (0)241228383

Lietuva
Intervet International B.V.
Tel: + 37052196111

Luxembourg/Luxemburg
MSD Animal Health Belgium BV-SRL
Tél/Tel: + 32 (0)2 370 94 01

Magyarorszag

Intervet Hungaria Kft./ Intervet Hungaria
Ertékesitd Kft.

Tel.: +36 1 439 4597

Malta

Intervet International B.V.

Tel: +39 02 516861

Nederland
MSD Animal Health-Intervet Nederland B.V.
Tel: + 32 (0)2 370 94 01

Norge
MSD Animal Health Norge AS
TIf: + 47 55 54 37 35

Osterreich
Intervet Ges.mb.H.
Tel: +43 (1) 256 87 87

Polska
Intervet Sp. z o.0.
Tel.: + 48 22 18 32 200

Portugal
MSD Animal Health Lda.
Tel: + 351 214 465 700


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

Hrvatska

Intervet International B.V. podruznica u
Republici Hrvatskoj

Tel: + 3851 6611339

Ireland
Intervet (Ireland) Limited
Tel: + 353 (0) 1 2970220

Island
Vistor hf.
Simi: + 354 535 7000

Italia
MSD Animal Health S.r.1.
Tel: +39 02 516861

Kvbmpog
Intervet Hellas A.E.
TnA: + 30210 989 7452

Latvija

Intervet International B.V.
Tel: + 37052196111

17. JlombanuTeaHa nHGoOpMaNus
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Romaénia
Intervet Romania S.R.L.
Tel: +4021 3118311

Slovenija

Intervet International B.V.
Podruznica u Republici Hrvatskoj
Tel: + 3851 6611339

Slovenska republika
Intervet s.r.o.
Tel: +420 233 010 242

Suomi/Finland
MSD Animal Health Oy
Puh/Tel: + 358 10 2310 750

Sverige
MSD Animal Health Sweden AB
Tel: + 46 (0)8 522 216 60

United Kingdom (Northern Ireland)
Intervet (Ireland) Limited
Tel: + 353 (0) 1 2970220
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