MNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HAUMMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Suvaxyn Circo HHXEKIIMOHHA €MYJICHS 332 CBUHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika 2 ml mo3a chabpika:

AKTHBHO BelIECTBO.

WuakTuBupaH peKOMOWHAHTEH XUMEPEH CBUHCKHU IIUPKOBUPYC THII 1, KOWTO

ChIbpKa CBUHCKHU nupkoBupyc tun 2 ORF2 nporenn 2,3-12,4 RP*

*EnuHULN 32 OTHOCUTENTHA aKTUBHOCT, orpeaeneHu upe3 ELISA meTon 3a KOTu4ecTBEeHO OnpeensiHe
Ha aHTHreHa (in Vitro TecT 3a aKTHBHOCT), CPaBHEH ¢ pe)epeHTHA BAKCHHA.

AIKYBaHTH:

MetaStim cpabpika:

Squalane 8 ul (0,4% viv)
Poloxamer 401 4 ul (0,2% viv)
Polysorbate 80 0,64 pl (0,032% viv)

ITomomHu BemecTBa:

KonnuecTBen cbeTaB, ako Ta3u HH(popManus e
Ba’KHA C OrJIe/l HA IPABUJIHOTO NPHJIATaHe Ha
BeTEPUHAPHUS JeKAPCTBEH MPOAYKT

Thiomersal 0,2 mg

KauecTBeH ¢cheTaB Ha IMOMOIIIHUTE
BelleCTBa U IPYIruTe ChbCTAaBKHU

Monobasic potassium phosphate anhydrous

Sodium chloride

Potassium chloride

Disodium phosphate anhydrous

Sodium phosphate dibasic heptahydrate

Disodium tetraborate decahydrate
EDTA tetrasodium
Water for injections

bsina xoMoreHHa emyJscus.

ITo Bpeme Ha CbXpaHEHHE € Bb3MOKHO Ja CE NOSBH MAJIKO KOJIMYECTBO YEPHA yTalKa U €EMYJICUATA
MOJKE J1a CE€ pa3/ieiu Ha JIBe€ OTAeIHU YacTu. [Ipu paszknamane yepHarta yraiika U34e3Ba U eMyJIicusaTa
OTHOBO CTaBa XOMOT'€HHA.

3. KINHNYHA NTHOOPMALIUA

3.1 Bwunaose :KMBOTHH, 32 KOUTO e npeanaznaden BJIII

CsuHe (3a yrosizase).




3.2 TIloka3zanus 3a ynorpeda 3a BceKH BH/I JKUBOTHH, 32 KOHTO e MpeJHA3HAYEH NPOAYKTHT
3a akTHBHA UMYHHU3aIMs Ha [IpaceTa Ha Bb3pacT OT 3 CEIMUIIH CPEIly CBUHCKH IUPKOBUPYC THIT 2
(PCV2) 3a HamansiBaHe KOJIMUSCTBOTO HA BUPYCa B KPbBTA M JIMM(OUIHUTE ThKaHH U OTACISIHETO C

(hexanuure, npuurHEeHU OT HHPeKwsI ¢ PCV2.

Hayano Ha uMyHHUTETa: 3 CEIMMIIH.
IIpoabmKUTETHOCT HA UMYHUTETA: 23 CEIMUIIN.

3.3 IlporuBomokazanus

Hama.

3.4 ChneuuajHu mpexynpe:KaeHus

[la ce BakcHHHUpAT caMoO 3APaBH KUBOTHH.

3.5 Cneuuajnu npeanasHu MepKH IpH ynorpeoda

Crenmaisy Ipeana3sHd MEpKH 3a 0e3omacHa yoorpeba Opy BUIOBETE JKUBOTHH, 3a KOUTO €
npeaHasnauen BJIII:

He e npunoxumo.

Croenpanady npeanasiyi MEPKHY 3a JIMLATa, IpWiaraly BETepUHApHUs JIEKAPCTBEH IPOJYKT Ha
JKUBOTHHTE:

HpI/I cnyqaﬁHo CaMOUHXKXCKTHUPAHE, He3ab0aBHO Ja €€ NOThbPCU MEAULIMHCKU CBBET, KAaTO Ha JICKApPA C€
npeaoCTaBy JIMCTOBKATa UJINM €CTUKETA HA IPOAYKTA.

CHC]_[I/IEUIHI/I nopeamnasHy MEPKHU 3a 3alllMTa Ha OKOJIHATa cpeaa:

He e npunoxumo.
3.6 Heb6aaronpusiTHU peaKuuH

CsuHe (3a yrosiBase):

MHoro yectu ToBuena Temneparypa’

(moBeue ot 1 Ha 10 TpeTupanu Bhb3naneHue B MACTOTO Ha IPHIIOKEHHE?,

JKUBOTHH): Boka B MSCTOTO Ha IPHIIOKEHHE’, 3a4epBIBaHE B
MSCTOTO HA HPHJIOKEHHE’, OTOK B MSCTOTO Ha
TIpUIIOKEHHE

Heuectn Peakiuy Ha CBPBXUYBCTBUTEIHOCT (HAIp. IeNpecHs,

(1 7o 10 ma 1 000 TpeTupanu JMapHs MK TOBpbIIaHe)*

JKUBOTHH):

MHoro penku Anadunakcus®

(mo-manko ot 1 Ha 10 000 Tpetupanu

JKUBOTHH, BKJIFOUHUTEIHO U30JIMPAHH

ChOOIIEHUS):

! MIpexonua; HabmonaBa ce npe3 mbpBHUTe 24 yaca cien BakcurarmaTa. Cpenro ¢ 1 °C, Ho Moxe 1a
Hagsumiasa 2 °C mpu oTAenHU cBUHE. ToBa MoBHINIaBaHE CIIOHTAHHO OTIIYMsIBAa B paMKuTe Ha 48 gaca
0e3 eyeHue.

2 [Ipu CIeACMBPTHO H3CITEBAHE HA MACTOTO Ha MPUIOKEHHE, H3BBPIICHO 4 CEIMHII ClIe]
MPIIOKCHIE Ha MOBTOPHA SAMHIYHA 71034 OT BaKCMHATa, MHOTO Y€CTO C€ OTKPHBA JIeK TUM(GOIUTHO-
rpaHyJIOMaTO3¢H Bb3NAIUTEIICH OTIOBOP.



% JlokanHNTE THKAHHHU PEaKIHH OOMKHOBEHO Ca B 30HA C JMAMETHP 10 2 CM B M MOTAT J1a ce
3aJIbpKaT 110 2 THU.

* OGUKHOBEHO OTHIYMSBAT 6E3 JIeYEHHE.

® B ciyuaii Ha TAKMBA PEaKIMK CE MPENopbUBa MOAXO/SIIO JICUCHHE.

Cro0IaBaHeTo Ha HEOIArOMPHUATHH PEaKIUK € BakHO. ToBa MO3BOJISIBA HEPEKHCHAT MOHUTOPHHT Ha
Oe30macHOCTTa HA BETEPUHAPHUS JICKAPCTBEH MPOAYKT. ChOOIIeHHsTa TPSOBA /1a ce U3IpaIiar, 3a
MPENIOYUTAHE Ype3 BETCPUHAPEH JICKap, UM Ha TIPUTEKATENSI Ha Pa3pEIICHUETO 32 ThPrOBUS WK Ha
MECTHUSI My MPEJICTABUTEN, WIIM Ha HAIIMOHAHUS KOMIIETEHTECH OpraH 4pe3 HallMOHATHATA CHCTEMa 33
croOmaBane. 3a ChOTBETHHUTE JJAHHHU 33 BPBh3Ka BIKTE TUCTOBKATA.

3.7 Ynorpeda mo BpeMe Ha OpeMEHHOCT, JIAKTALUS WU siilleHOCeHe

bBesomacHocTTa Ha BETepUHAPHHUS JIEKAPCTBEH MPOIYKT HE € J0Ka3aHa Mo BpeMe Ha OPEeMEHHOCT U
JAKTAITHSL.

BbpeMeHHOCT U JIaKTaIsL:
He ce npuiiara mo Bpeme Ha OpEMEHHOCT U JIaKTaIHsl.

3aImI0a1eMOCT:
Hsama Hanmnuna nHpopmarliys 3a 6€30MacHOCTTa Ha BAKCHHATA MPU HEpe3u 3a pasmiof. [la He ce

H3I0JI3Ba TP HEPEC3U 3a PA3ILIOA.

3.8 BsaumopneiicTBHE ¢ IPYTd BEeTEPUHAPHU JeKAPCTBEHH NMPOAYKTH U APYru GopMH Ha
B3aHMOJeHCTBHE

Hsma Hannuza nHdopmanys 3a 6€30MacHOCTTa U €(UKACHOCTTa OT CbBMECTHOTO M3I10JI3BaHE HA Ta3U
BAaKCHHa C IPYTd BETEPUHAPHU JIEKaPCTBEHU NPOAYKTH. [lopanu Ta3u nmpu4nHa, IPUIAraHeTo Ha Tas3u
BaKCHHA IpeAN WM ciiell ynorpebara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa /1a ce
MPELEHU CIIOPE] NHAMBUYAJTHNS CIy4ai.

3.9 HauwuH Ha NPUJIOKEHHE H 103MPOBKA

MHTpaMyCKyJIHO NPUIIOKEHUE.
IMTpunoxere exna qo3a ot 2 ml Ha mpace B 00J1acTTa Ha IIUSATA 3a]] YXOTO.

CxeMa Ha BaKCHHAIIUS:
EnHo npunokenue ot 3 ceIMUYHA Bb3pacT.

Pasknarere (I)J'IaKOHa L[o6pe npeau MpUIOKCHUC U IEPUOANTHO 10 BPpEME Ha IMpOoLeCa Ha BAKCUHAILIUA.

HpenoquBa ce yHOTpe6aTa Ha MHOI'0J1030BH CIIPUHIIOBKH. H3non3Baiite YCTpOﬁCTBaTa 3a
BAKCMHHPAHC CHITIACHO HHCTPYKIHUUTC HA IPONU3BOANUTCIIA. Bakcunara Ja ce npuiara acelTu4Ho.
Ilo BpPEMEC Ha CBXPAHCHUE € Bb3MOXHO Ja C€ IMMOABU MAJIKO KOJIMYECTBO YEPHA YTaﬁKa " eMyJicuAaTa
MOIXKE Jia C€ pa3aC/ii Ha ABC OTACIIHU YaCTH.

HpI/I pasKiIaliaHe YyepHara YTaP'IKa H34YC3Ba U EMYJICHUATA OTHOBO CTaBa XOMOI'CHHA.

3.10 CumnromMu Ha mpego3upane (M KOraTo e NPUJIOKUMO — NPOLEIYPH HA IelicTBHE NPH
CHEUIHU CIyYan M AHTHIOTH)

IIpexomHo moBHIIaBaHe Ha TellecHaTa Temmeparypa (cpeano ¢ 0,8 °C) e HabmonaBano 4 Jaca cien
NpUIIOKEHHE Ha 71032, HaJBHIIaBalla Ba IbTU MpernopbuaHara. Ta3u peakuus CIIOHTaHHO OTIIYMsIBa
B paMKuTe Ha 24 yaca Oe3 JieueHue.

JloxanHuTe ThKaHHU peakiuu oA (popmara Ha OTOK B MSCTOTO Ha IPHIIOKEHHE Ca YECTO CPeIlaHH (c
pasMep 1oa 2 cm B TUaMEThp) U OTIIYMSABAT B pAMKUTE HA 2 THH.



3.11 CneuuajiHu orpaHuveHus 32 yNOTPeda U CHeNHATHH YCJI0BHS 32 YNOTPe®a, BKIIOYUTETHO
OrpaHUYEHMs 32 YIOTpedaTa HAa AHTUMHKPOOHH ¥ MPOTHBONAPA3UTHU BeTePUHAPHHU
JIeKapCcTBeHU NMPOAYKTH, C LieJI 1a ce OTPAHUYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH cpoKoBe

Hyna nuu.

4, HUMYHOJIOI'NYHA UHO®OPMALIUA

4.1 BerepunapeH jexkapcTBeH anatomo-TepaneBTudeH ko (ATCvet Code): QI09AAO07
BakcuHarta chabpika MHAaKTUBHPaH PEKOMOMHAHTEH XMMEPEH CBUHCKU LIUPKOBUPYC TUI 1, KOMTO
ChIBpPKa CBHHCKH nupKoBupyc Tl 2 ORF2 nporeunn. [Ipennaznavena e 1a ctuMynnpa oopa3yBaHEeToO
Ha akTHBeH uMyHHTET cpemy PCV2 npu cBuHe.

5. DAPMALEBTUYHHU JAHHHU

5.1 OcHOBHHM HECbBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepuHapeH JeKapCTBEH MPOAYKT.

5.2  Cpok Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHMs BeTEpHHApEH JIEKapCTBEH NPoayKT: 18 Mecena.
Cpok Ha TOIHOCT cJiesl TbPBO OTBapsHE Ha MbPBHYHATA OMIAKOBKA: M3MOJI3BalTe HE3a0aBHO.

5.3 CneuuajiHu ycj10BHS 32 CbXpPaHeHUe

Ja ce cpxpaHsiBa U TpaHCIIOPTUPA B oxJiazieHo cbeTosiHue (2 °C — 8 °C).
a He ce 3ampassiBa.

Jla ce maszu OT cBET/IMHA.

5.4 Buau cbcTaB HA THPBHYHATA OMAKOBKA

[Monmernnenosu nakonu ¢ Bucoka mrbtHOCT oT 50 ml, 100 ml u 250 ml (25, 50 u 125 no3wm),
3aTBOPEHHU C XJIOPOOYTHUIIOBA €JIACTOMED Tala U 3areyaTaHy ¢ aTfyMHHHEBa Karayka.

Kapronena kytus ¢ 1 ¢pmnakon ot 50 ml (25 no3u), 100 ml (50 no3u) mmu 250 ml (125 mo3m).
Kapronena kytus ¢ 10 ¢aakona ot 50 ml (25 no3u ) unu 100 ml (50 no3n).
Kapronena xytus ¢ 4 ¢maxona ot 250 ml (125 nozwn).

He Bcuukm pa3sMCpu Ha OIMaKOBKaTa Morart aa 6’B,ZlaT npeajlaranu Ha 1masapa.
55 Cl'lelll/la.]'ll-l](l MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJI3BAHU MPOAYKTH UJIM OCTATHIHU OT THX

BerepuHapHHTE IEKapCTBEHU TPOIYKTH HE TPSAOBA Ja OBJAT U3XBBPISHU Ype3 OTMAIHUA BOJH UITH
OUTOBHU OTIIAIBIIH.

M3non3Baiite nporpamMu 3a BpbIIaHE MPU YHUIIIOKABAHCTO HAa HEU3IIOJI3BAaHU BETCPHUHAPHA
JICKAPCTBCHU NPOAYKTHU WIN OCTATHUU OT TAX B ChOTBETCTBHUC C U3UCKBAHUATA HA MECCTHOTO
3aKOHOJATCJICTBO U C BCUMYKH HallTHOHAJIHU CUCTEMHU 3a C'I)GI/IpaHe, IMPUJIOKHUMU 3a CbOTBECTHHUA
BCTCPUHAPCH JICKAPCTBCH IMPOAYKT.



6. HUME HA TPUTEXATEJISA HA PASPEHIEHUETO 3A ThbPI'OBUS

Zoetis Belgium

7. HOMEP(A) HA PABPEHIEHUETO 3A ThPT'OBUS

EU/2/17/223/001-006

8. JATA HA ITBPBOTO U3JJABAHE HA PASPEHIEHHUETO 3A ThbPI'OBUSA

Jlata Ha IBPBOTO M3aBaHe Ha pa3pemieHneTo 3a Thprovus: 07/02/218.

9. JATA HA NOCJIEJHATA PEJAKLHHUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

{JUYMM/TTTT}

10. KIJACH®UKAIIUSA HA BETEPUHAPHUTE JIEKAPCTBEHHU NIPOAYKTHU
Jla ce oTmycka camo 1o JIeKapcKo MpeuCaHue.

IToapobHa uHpopMaIKs 3a TO3M BETEPUHAPEH JIEKAPCTBEH MPOAYKT MOKE JIa HaMepUTe B 6a3aTa JaHHU
Ha Cwro3a otHocHO mpoayktute (https://medicines.health.europa.eu/veterinary).



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

MNPUJIOKEHHUE I1
APYI'N YCJIOBUA N U3BUCKBAHUSA KBM PASPEHIEHUETO 3A ThPI'OBUA

Hswma.



IPUJIOKEHME II1

ETUKET U JIUCTOBKA



A. ETUKETH



NHOOPMAILUSA, KOATO CE U3IINCBA BbPXY BHbHIIHATA OITAKOBKA

Kapronena kyrus

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo HHXeKIIHOHHA eMYJICHS

2. KOJIMYECTBO HA AKTUBHUTE BEINIECTBA

Besika 2 ml mo3a chabpika:
WHakTrBUpaH peKOMOMHAHTEH XUMEPEH CBUHCKHU LIUPKOBHUPYC TUI 1, KOWTO ChABPKa CBUHCKH
upkoBupyc tun 2 ORF2 nmporenn 2,3-12,4RP

3. PASMEP HA OITAKOBKATA

1 x 50 ml (25 mo3m)
1 x 100 ml (50 mo3m)
1 x 250 ml (125 no3u)

10 x 50 ml (25 mo3u)
10 x 100 ml (50 mo3m)
4 x 250 ml (125 mo3u)

‘ 4. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJIHA3HAYEH BJIII

CauHe (3a yrosiBate).

‘ 5. TEPAIIEBTUYHU IIOKA3AHUA

‘ 6. HAYUHMU HA ITPUJIOKEHUE

WHTpaMyCKyITHO IIPUII0KEHHUE

7. KAPEHTHHU CPOKOBE

KapeHnTeH cpok: Hyna THH

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrr}
Cren mpoOuBaHe M3MONI3Bai He3a0aBHO.

10



9. CIIEHUAJIHU YCJI0OBUS 3A CbXPAHEHUME

Jla ce cbxpaHsBa U TPAHCIIOPTHPA B OXJIJICHO ChCTOSHUE.
[a He ce 3ampassiBa.
Jla ce mas3u OT CBET/IMHA.

10. HAANUCHT ,,IPEAU YIIOTPEBA NPOYETETE JIJUCTOBKATA“

[Ipenu ynorpeba npodereTe JIUCTOBKATA.

11. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTepHHAPHOMEIUIINHCKA yIIOTpeoa.

12. HAANHUCHT “AA CE CbXPAHSBA JAJIEY OT IMOI'VIEJA U HA HEAOCTBITHU
3A JEITA MECTA”

I[a CC ChbXpaHsdBa AaJIed OT Horjieaa 1 Ha HEAOCTHIIHU 3a A€1a MECTaA.

13. HMME HA IIPUTEXXATEJISI HA PASPEINIEHUE 3A ThbPI'OBUSA

Zoetis Belgium

14, HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBHUSA HA BJIII

EU/2/17/223/001 (1 x 50 ml)
EU/2/17/223/002 (1 x 100 ml)
EU/2/17/223/003 (1 x 250 ml)
EU/2/17/223/004 (10 x 50 ml)
EU/2/17/223/005 (10 x 100 ml)
EU/2/17/223/006 (4 x 250 ml)

15. NAPTUIAEH HOMEP

Lot {Homep}

11




NHOOPMAIUA, KOATO TPABBA JIA BbJAE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

HDPE ¢aakonn (125 doses)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo HHXEKIIHOHHA €MYJICHSI

-

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIECTBA

Besika 2 ml mo3a chabpika:
WnakruBupan pekomObuHanted xumeper PCV tun 1, xolito ceabpska PCV tun 2 ORF2 npotenn
23-124RP

‘ 3. BUJOBE ’)KUBOTHMU, 3A KOUTO E IIPEJJTHA3HAYEH BJIII

CeuHe (3a yrosBase).

‘ 4. HAYUHMU HA TPUJIOKEHUE

i.m.
[Ipenn yrmoTtpeba mpoverere TUCTOBKATA.

5. KAPEHTHHU CPOKOBE

KapenTen cpok: Hya 1HU

| 6. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Crnen npoOuBaHe U3I0JI3Bal He3a0aBHO.

‘ 7. CIIEIMAJIHH YCJIOBUS 3A CbXPAHEHUE

Ja ce cbxpaHsiBa U TPAHCIIOPTUPA B OXJIAJEHO ChCTOSIHUE.
[a He ce 3ampa3sssa.
Ja ce ma3u oT cBeTJIMHA.

‘ 8. NME HA TIPUTEXATEJISA HA PASPEIIEHUETO 3A ThPT'OBUS

Zoetis Belgium

12



| 9. TAPTHJEH HOMEP

Lot {Homep}

13



MUHUMYM UHOOPMAILIUA, KOSATO TPABBA JIA BbJE U3IINCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPKAT EAUHUYIHA J1O3A

HDPE ¢aakonu (25 uau 50 no3m)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo

-

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIECTBA

WnaktuBupan pekomOuHanTeH xumeper PCV tun 1, xoiito ceabpika PCV tun 2 ORF2 nporenn
2,3-12,4RP

‘ 3. IHAPTUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrr}
Cuien npoOuBaHe U3MOJI3Bail He3abaBHO.

14



B. JMCTOBKA

15



JIMCTOBKA
1. HaumeHnoBaHMe Ha BeTepHMHAPHUS JeKaAPCTBEH MPOAYKT

Suvaxyn Circo HWHXCKIIMOHHA EMYJICUA 34 CBUHC

2. CbcraB

Besika 2 ml mo3a chabpika:

AKTHBHO BelleCTBO:

HHuakTHBHpaH peKOMOWHAHTEH XUMEPEH CBUHCKH ITUPKOBUPYC THTI 1, KOHTO

ChIbpKa CBHHCKH LMpKoBupyc tun 2 ORF2 npotenn 2,3-12,4 RP*

*ENWHALIA 32 OTHOCHTEITHA aKTUBHOCT, onpeaenieHu upe3 ELISA mMeTon 3a KOTHIeCTBEHO OTIPEIeIsTHE
Ha agTHrena (in Vitro TecT 3a akTHBHOCT), CpaBHEH ¢ pe)epeHTHA BaKCHHA.

AUKYBaHTH:

MetaStim cpappika:

Squalane 8 ul (0,4% viv)
Poloxamer 401 4 ul (0,2% viv)
Polysorbate 80 0,64 pl (0,032% viv)

TloMomHO BelecTBO:
Thiomersal 0,2 mg

bsina xoMoreHHa emyJscus.

Ilo Bpeme Ha ChbXpaHEHUE € Bb3MOKHO Ja CE NOSIBU MAJIKO KOJIMYECTBO YEPHA yTalKa U EMYJICUATa
MOJKE J1a CE€ pa3/ieiu Ha JIBE€ OTAeIHU YacTh. [Ipu paszknamane yepHaTa yraiika U34e3Ba U eMyJicusaTa
OTHOBO CTaBa XOMOT'€HHA.

3. Bugose ;kMBOTHH, 32 KOUTO e NipeaHazHauedH BJIII

CsuHe(3a yrosiBase).

4. Iloka3zanmus 3a ynorpeda

3a akTHBHA UMYHHU3aIMs Ha [IpaceTa Ha Bb3pacT OT 3 CEIMUIIM CPeIly CBUHCKH IUPKOBUPYC THI 2
(PCV2) 3a HamansiBaHe KOJIMUECTBOTO HA BUPYCa B KPHBTA M JIMM(OUIHUTE THKAHHU M OTACISHETO C
(hexanuure, npuurHEeHU OT HHPeKwsI ¢ PCV2.

Hauano na umynurera: 3 CeIMHIIA.

[IpoabmKUTETHOCT Ha UMYHHUTETA: 23 CEAMMULIN.

5. IIpoTuBoNOKa3aHUA

Hswma.
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6. CrnenmaJiHu Npeaynpe:KIeHus

Crelnuainy IpeayupekIeHusl:
Jla ce BakcMHUPAT camo 3/JpaBU KUBOTHHU.

CrenuanHy npeAna3Hy MEpKH, KOUTO TPsAOBa Aa B3eMe JIMLETO, MPUJIAraiio BeTepUHAPHUS
JIeKapCTBEH NPOAYKT Ha )KUBOTHHUTE!

[pu ciyyaifHO caMOMHKEKTHpaHe, He3a0aBHO JIa c€ TIOTHPCH METUIIMHCKHU CHBET, KaTO Ha JIeKapsi ce
NPEAOCTABHU JIMCTOBKATA WIIN €TUKETA Ha IPOAYKTA.

bpeMeHHOCT M naKTanus.

BesomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € T0Ka3aHa 1o BpeMe Ha OpeMEeHHOCT U
JIAKTaITHS.

He ce npuiiara rmo Bpeme Ha OpEMEHHOCT U JIaKTaIHs.

3amioasemMoct:
Hsima manmmgaaa wHGOpMAaITUs 32 6€30IacHOCTTa Ha BAKCHHATA TIPU HEpe3u 3a pa3ruion. [a He ce

U3II0J13Ba ITPU HEPE3H 3a PasILIo].

B3aHMOI[eI>iCTBPIe C APYI'M BETCPUHAPHU JICKAPCTBCHU MMPOAYKTH U APYI'H (bODMI/I Ha B3aHMOIIeI>iCTBPIe:
Hsma nannuna nHdopmanus 3a 6€30MacHOCTTa U €PUKACHOCTTa OT ChBMECTHOTO M3IIOJI3BaHE HA Ta3H
BAaKCHHA C IPYTU BeTEpPUHAPHU JIEKapCTBEHHU NPoAyKTH. [lopany Ta3um npuuuHa, IpuilaraHeTo Ha Ta3u
BaKCHHA MPE/IN WIN clie]] yoTpedara Ha JpyT BeTepHHAPEH JISKapCTBEH MPOIYKT TpsOBa 1a ce
MPELEHU CIIOPE NHAMBUYAJIHNS CIydai.

IIpenosupane:
IIpexomHo MoBHIIaBaHEe Ha TellecHaTa Temmneparypa (cpemno ¢ 0,8 °C) e HabmomaBano 4 gaca cien

MIPUJIOKEHHE Ha /1032, HaJ[BUIIIaBallla JIBa IbTU IpenopbuaHaTa. Ta3u peakius CIIOHTaHHO OTIIYMSBa
B paMKuTe Ha 24 Jaca 0e3 JeueHue.

JlokamHUTE THKAHHY pEeaKIuy 1moja (hopMaTa Ha OTOK B MSICTOTO Ha IPHIIOKEHHE Ca YECTO CpPElIaHy (c
pasMep 1moa 2 cm B JUaMeThp) U OTUIYMSABAT B paMKUTE Ha 2 JTHH.

OCHOBHM HECHBMECTUMOCTH:
He cMmecBaiite ¢ apyr BeTeprUHApEH JIEKAPCTBEH MPOIYKT.

1. HeOsaronpusaTHu peakuuu

CauHe (3a yrosiBate):

Mmuoro dyectu [ToBumiena TeMHepaTypa1

(noBeue ot 1 Ha 10 TpeTupanu Bh3nasneHue B MACTOTO Ha IPHIIOKEHHE?,

KUBOTHH): BoJlKa B MACTOTO Ha TIPUIIOKEHNE, 3auepBABaHE B
MSICTOTO Ha NPHJIOKEHHE’, OTOK B MSCTOTO Ha
pHIOKeHHE

Heuectn Peakuinm Ha CBpBXUYBCTBUTENHOCT (HAIp. JETpECHs],

(1 mo 10 ma 1 000 TpeTupanu JWapys WK TIOBpbInane)’

’KHUBOTHH):

MHoro penku Anadunaxcus (TexXKa aTeprudHa peaKius)’

(mo-manko ot 1 Ha 10 000

TPETHUPaHH KUBOTHH, BKIIFOYUTEITHO

W30JIMpaHH ChOOLICHUS):
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! Ipexonna; nabmonaa ce npes mbpBuTe 24 yaca ciien BakcuHaruaTa. Cpenno ¢ 1 °C, Ho MosKe 12
Haasumasa 2 °C mpu oTAeaHH cuHe. ToBa CIIOHTaHHO OTITYMsIBa B paMKHUTE Ha 48 daca 0e3 JieueHue.
2 TIpu ceCMBPTHO H3CIIEABAHE HA MACTOTO HA TIPHIIOKEHHE, H3BBPIICHO 4 CEIMUIN CIIe]
MIPUJIOKEHHUE HA TIOBTOPHA €IMHUYHA /1032 OT BAKCHHATA, MHOTO Y€CTO CE€ OTKPUBA JIEK TUMQOIUTHO-
rpaHyJIOMaTO3€H Bb3NAIUTENIEH OTTOBOP.

3 JlokayHUTE THKAHHY PEaKIHH OOMKHOBEHO Ca B 30HA C JMAMETHP MO 2 CM B M MOTAT J1a Ce
3aabpKaT 0 2 JTHH.

* OGUKHOBEHO OTHIYMSBAT 6E3 JIeYeHHUeE.

> B cyuait Ha TaKMBa PeaKIUK Ce MPEnopbuBa MOAXO/SIIO JIEUeHHE.

Cro01aBaneTo Ha HEOIArOMPUATHH PEaKLUH € BakKHO. ToBa MO3BOISIBA HEMIPEKbCHAT MOHUTOPHHT Ha
0e3omacHOCTTa Ha MPOAYKTa. AKO 3a0eJe’KUTe HIKaKBU HEOJaronpuATHH PEaKLUUH, BKIIOYUTEIHO U
TaKWBa, KOMTO HE Ca ONMCAHM B Ta3H JHCTOBKA WIIM MUCIIHTE, Y€ BETEPUHAPHUS JIEKaPCTBEH MPOTYKT
He JieficTBa, CBBbpIKETE ce MBPBO ¢ Bamms BerepuHapeH Jekap. MoseTte ChIIo 1a cho0IIaBare
HeOJIaronpusATHH PEAKLIUH Ha IPUTEXKATENS Ha Pa3pPEIIeHNETO 3a ThPTOBUS WM MECTHUS
IpEICTaBUTEI Ha TIPUTEKATENS Ha PAa3peIICHHETO 3a ThPrOBUsL, KaTO U3I0JI3BAaTe JAHHNUTE 32 KOHTAKT
B Kpas Ha Ta3u JINCTOBKa WM upe3 Bamara HalmoHanHa cucTema 3a choOImaBane: {1oIpoOHOCTH 3a
HaIlMOHAJIHATA CUCTEMa }

8. I[O3I/Ip0BRa 3a BCCKHM BU/I ’)KUBOTHO, HAYUHHU U ME€TOA HA NIPUJIOKEHHUE

MHTpaMyCKyJIHO NPUIIOKEHUE.
Enna mo3a (2 ml) Ha cBHHS Ha BB3PACT OT 3 CEAMHUIIM, TIPHIIOKEHA UPe3 €THOKPATHO HHTPAMYCKYITHO
WHXEKTUPaHE BbB BpaTa 3a]1 yXOTO.

9. CbBeTH 32 NPABUJIHOTO NMPUJIATaHe HA MPOIYKTA

Paskmarere ¢akoHa 1o0pe mpeay MpritoKeHre 1 IEPUOIMYHO IO BpeMe Ha IpoIeca Ha BaKCHHAIHS.
Baxcunara ia ce nmpuiiara acenTHYHO.

[IpenopruBa ce ynoTpebara Ha MHOTOI030BHU CIIPUHIIOBKH. M3Mon3Baiite ycTpoliicTBara 3a
BaKCHHUPAHE CHIIIACHO HHCTPYKIIUUTE HA TIPOU3BOIUTEIIS.

ITo BpeMe Ha ChXpaHEHHE € BE3MOXKHO J1a CE TIOSBH MAJIKO KOJMYECTBO YepHA yTaiKa M eMyJICHITa
MOJKE /1a Ce pa3/iesid Ha IBE OTAEIHHU YacTH.

[Ipu pa3kiamane yepHaTa yTaiika u34e3Ba U eMyJICHSITa OTHOBO CTaBa XOMOT'CHHA.

10. KapenTHH cpoKoBe

Hyna nuu.

11. CrnenmuajHu ycJIOBHS 32 ChbXpPaHeHHe

[la ce cpxpaHsBa Janed oT Morjeia U Ha HEAOCTBITHY 3a JIela MecTa.

Ja ce cpxpaHsBa U TpaHCIIOPTUPA B oxJiazieHo cbeTosiHue (2 °C — 8 °C).

Ja He ce 3ampa3ssBa.

Jla ce ma3u OT CBET/IMHA.

[la He ce U3MOI3Ba TO3M BETEPHUHAPEH JIEKapCTBEH MPOIYKT CJie]l U3THYaHe CPOKa Ha TOJHOCT,
IIOCOYEH BBbPXY BBHIIHATA ONAKOBKAaTa M BHPXY (uiakoHa cien Exp. CpokbT Ha rOJHOCT OTroBaps Ha
HOCJIEHUS AE€H OT TO3H MeECell.

CpOK Ha TOAHOCT CJICA MBbPBOTO OTBAPAHE HAa IbPBUYHATA OIIAKOBKA: M3II0JI3BaiTE HE3a0aBHO.
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12. Chenmnajnu npeanasHu MePKHU NPH YHULIO:KABaHe

BerepunapHuTe jekapcTBEHH NPOIYKTH He TPsAOBa /1a ObAaT U3XBBPISHH Ype3 OTIAaIHI BOIHN UITH
OWTOBM OTHAIBIIH.

W3nonssaiiTe mporpamMu 3a BpbIllaHE IIPH YHUIIOKABAHETO HA HEU3IOI3BaHU BETCPUHAPHU
JIEKapCTBEHU NPOAYKTH WIN OCTATBUU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOZATEJICTBO U C BCHUKHU MPHJIOKMUMH HALIMOHAIHU CUCTEMH 3a chOupaHne. Te3u MepKku e
MTOMOTHAT 3a OIIa3BaHE Ha OKOJIHATA CPena.

ITonuraiite Bamus BeTepuHapeH JIeKap Kak Jja YHULIOKUTE HEHYKHU BETEPUHAPHHU JICKAPCTBEHU
MPOAYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOAYKTH

Jla C€ OTITyCKa CaMO II0 JIEKAPCKO MMPEAITMCaHunE.

14. Homepa Ha pa3penieHHETO 32 THPrOBUS U pa3MepH ONAKOBKHU
EU/2/17/223/001-006.

Kapronena xytus ¢ 1 diakon ot 50 ml (25 mo3u), 100 ml (50 mo3n) wmm 250 ml (125 no3n).
Kapronena kytus ¢ 10 pmakona ot 50 ml (25 no3u ) umu 100 ml (50 mo3m).

Kapronena kytus ¢ 4 diakona ot 250 ml (125 mo3n).

He Bcuuku pasmepu Ha omakoBKaTa MOTaT Aa OBbAAT MpejJiaraHu Ha ma3apa.

15. laTa Ha mocJiefHATA pedaKI[Usl HA TEKCTA
{OJ/MM/TTTT}

TToapo6Ha uHpopMaIKs 3a TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKe Jla HaMepHuTe B 6asaTa
nanau Ha Chro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHu 3a BpB3Ka

HDI/ITC)KaTCJI Ha Pa3spCUICHUCTO 34 THPIrOBUA U IPOU3BOAUTCII, OTTOBAPAIIL 34 OCB060)KIIaBaHCTO Ha
HapTuau:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve

benrus

MecTHH OpeAcTaBUTEIN U JaHHH 32 BPh3Ka 3a CT)06HIaBaHC Ha npeanojaracMu H€6HaFOHDI/IﬂTHI/I
pCaKIUU:

Belgié/Belgique/Belgien Lietuva

Zoetis Belgium Zoetis Belgium
Mercuriusstraat 20 Mercuriusstraat 20
BE-1930 Zaventem 1930 Zaventem
Tél/Tel: +32 (0) 800 99 189 Belgija

Tel: +370 610 05088
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Peny0auka bearapus
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-La-Neuve
benrus

Tem: +359 888 51 30 30

Ceska republika

Zoetis Ceska republika, s.r.o.
nameésti 14. fijna 642/17

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
@ster Alle 48

DK-2100 Kgbenhavn

TIf: +45 70 20 73 05
adr.scandinavia@zoetis.com

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

Tel: +49 30 2020 0049
tierarzneimittelsicherheit@zoetis.com

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

EAlLada

Zoetis Hellas S.A.
dpaykokkinouic 7, Mapovot
EL-15125 Attwkn

TnA: +30 210 6791900

Espafia

Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1,
¢/ Quintanavides n°13

ES-28050 Madrid

Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Luxembourg/Luxemburg
Zoetis Belgium
Mercuriusstraat 20

1930 Zaventem

Belsch

Tél/Tel: +32 (2) 746 80 11

Magyarorszag
Zoetis Hungary Kft.
Csorsz u. 41.
HU-1124 Budapest
Tel.: +36 1 224 5200

Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den IJssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
@ster Alle 48

DK-2100 Kgbenhavn
Danmark

TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1
AT-1210 Wien

Tel: +43 (0)1 2701100 100

tierarzneimittelsicherheit@zoetis.com

Polska

Zoetis Polska Sp. z 0.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00


mailto:tierarzneimittelsicherheit@zoetis.com

Hrvatska
Zoetis B.V.

Podruznica Zagreb za promidzbu

Petra Hektorovica 2
HR-10000 Zagreb
Tel: +385 1 6441 462

Ireland

Zoetis Belgium S.A. (Irish Branch)

2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1
Tel: +353 (0) 1 256 9800

island

Zoetis Animal Health ApS
@ster Alle 48

DK-2100 Kgbenhavn
Danmorku

Simi: +45 70 20 73 05
adr.scandinavia@zoetis.com

Italia

Zoetis ltalia S.r.l.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

Kvnpog

Zoetis Hellas S.A.
DpayroxkkAnoiig 7, Mapovot
15125, Attuc

EAGda

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. donmbianurtenHa undopmanus

Roménia

Zoetis Romania S.R.L.

Expo Business Park, 54A Aviator Popisteanu,
Cladirea 2, Etaj 1-3, Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479

Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvaska

Tel: +385 1 6441 462

Slovenska republika

Zoetis Ceska republika, s.r.o.
namesti 14. ¥ijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

Bulevardi 21 / SPACES
F1-00180 Helsinki/Helsingfors
Suomi/Finland

Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige

Zoetis Animal Health ApS
@ster Alle 48

DK-2100 Képenhamn
Danmark

Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,

Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

BakcuHarta cbappika MHHaKTHBUPaH PEKOMOMHAHTEH XMMEPEH CBUHCKU LIMPKOBUPYC THI 1, KOWTO
ChIbpKa CBHHCKHU nupkoBupyc tun 2 ORF2 npotenn. [IpenHa3nadena e qa cTuMynupa o0pa3yBaHEToO

Ha akTHBEeH UMyHHTET cpemy PCV?2 npu cBuHe.
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