NNPUJIIOXEHUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo+MH RTU uHXeKIHMOHHA eMYJICHSI 32 CBHHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika 2 ml noza chabpxa:

AKTHBHH BellleCcTBA:

WnakTuBupaH peKOMOMHAHTEH XUMEPEH CBUHCKU LIMPKOBUPYC TUT 1,

ChIbpKaI CBUHCKHU LupKoBupyc Tumn 2 ORF2 nporenn

Wnaxrusupana Mycoplasma hyopneumoniae, mam P-5722-3

2,3-12,4 RP*

1,5-3,8 RP*

*Equaunm 3a oTHOCHUTENHA akTUBHOCT, ELISA kommdaecTBeHO onpeernssHe Ha aHTureHa (in vitro Tect

3a aKTUBHOCT), CPaBHEH C pe)epeHTHA BAaKCUHA.

AIKYBaHTH:
MetaStim chabpxa:
Squalane
Poloxamer 401
Polysorbate 80

TloMo1IHH BemecTBa:

0,4% (v/v)
0,2% (v/v)
0,032% (v/v)

KauecTBeH ¢chCcTaB Ha IOMOIIHHUTE BEIECTBA
U IPYTUTE CHCTABKHU

KoanuecTBeH cheTaB, ako Ta3u MHpopManus
€ Ba)KHA ¢ OrJie]] HAa MPABHJIHOTO MpUJaraHe
HA BeTePUHAPHUS JIeKAPCTBEH NPOAYKT

Thiomersal

0,2 mg

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 eMyJcus.

IIo BpEMC Ha CbXPAaHCHUEC MOXKE [1a CC MOSABU MAJIKO KOJIMYCCTBO YCPHA yTaﬁKa " EMYJICUATAa MOXKC a
CC pa3acin Ha ABC OTACIHU YaCTH. HpI/I pa3KiIamane, uepHaTa yTaﬁKa H34YC3Ba U EMYJICHUATA OTHOBO

cTaBa XOMOI'CHHA.

3. KIMHNYHA THO®OPMALUA

3.1 BupgoBe :KXHBOTHM, 32 KOUTO e MpeaHa3HaveH BJIIT

Csune (3a yrosBase).




3.2 Iloka3anus 3a ynorpe0a 3a BCeKH BU/J )KMBOTHH, 32 KOITO e MpeAHA3HAYEH NPOAYKTHT

3a aKTHBHA MYHH3allUsl HA CBHHE HA BB3PACT OT 3 CEIMUIIM CPEIly CBUHCKH TUPKOBUPYC THIT 2
(PCV2) 3a HamansiBaHE KOJTMYECTBOTO HA BUPYCa B KPBBTA M TUM(OUTHUTE THKaHH U OTACISIHETO C
(exanuure, npuuuHEeHU oT nHpekmsa c PCV2.

3a akTHBHA UMYHHU3aIMs Ha CBUHE HA BB3pacT OT 3 ceaMuIm cpeury Mycoplasma hyopneumoniae, 3a
HaMaJlsBaHe Ha OeJIoAPOOHUTE JIC3UH, CBBP3aHU ¢ MHEKIMs ¢ M. hyopneumoniae.

Hauano Ha uMyHuTeTa: 3 CeIMHUIIN.

IIpoabmKATETHOCT HA UMYHUTETA: 23 CEIMMUIIA.

3.3 IIporuBomokaszanus

Hsawma.

3.4 ChneunajHu npeaynpexaeHus

I[a CC BAKCHMHHUPAT CaMO 3IpaBU )KUBOTHHU.

3.5 CrheuunajHu mpeana3Hu MepPKH NMpu ynorpeda

Croenuandy npeana3sHi MepKH 3a 0e3onacHa ynorpeda IIpyu BUJIOBETE )KUBOTHH, 334 KOUTO €

npendasnaued BJIIT:

He e npunoxxumo.

CHG]_[I/IaJIHI/I npearnasH MCPKHU 3a JJUIara, Impujarainy BETCPpUHAPHUA JICKAPCTBCH MPOAYKT Ha

KHMBOTHUTC!

HpI/I CJ]y‘-IElfIHO CaMOWHXXCKTHUPAHE, He3a0aBHO Ja C€ MOThbPCU MEANIIMHCKHU CHBET, KAaTO Ha JICKaps CC€
mpeaoCTaBy JIMCTOBKATA UJINM €TUKETA HA TIPOAYKTaA.

CrenyanHy Ipeana3sHi MEpKH 3a 3alllHTa Ha OKOJIHATA CPeJia:

He e npunoxumo.

3.6 He0naronpusiTHH peakumun

IIpacera (3a yrosisane):

MpHoro gectn

(noeue ot 1 Ha 10 TpeTupanu
’KUBOTHH):

I[Toumena Temmeparypa’
Br3nanenye B MACTOTO HA TPHIIOKEHHE?,

bonka B MacToTo Ha HpI/IJ'IO)KGHHe3, 3a4YCPBABAHC B MACTOTO Ha
HpI/IJ'IO)KCHI/IC3, OTOK B MsCTOTO Ha l'IpI/IJ'IO)KCHI/Ie3

Heuectn

(1 go 10 ma 1 000 TpeTupanu
JKUBOTHHU):

Peaknuu Ha cBpBXUyBCTBUTETHOCT (HAIpP. ACIPECHs, AUAPHUS
WK moBphiane)’

MHoro penku

(mo-mamko ot 1 Ha 10 000
TPETUPAHH KUBOTHH,
BKJIFOYHMTEIHO U30JIMPAHU
CHOOTIICHMS):

Anapunakcus’




! [Ipexonmna; HabmroaBaHa mpe3 mbpBUTe 24 yaca cien BakcuHarusaTa. Cpenso ¢ 1°C, HO Moxke n1a
HagBumasa 2°C mpu OTAEIHUTE CBUHE. TOBa MOBUILABAHE OTIIYMSBA CIIOHTAHHO B paMKUTE Ha 48
yaca 0e3 JeueHue.

? TIpu HOCTMOPTAIHO U3CIEABAHE HA ThKAHUTE B MACTOTO HA MPUIIOKEHHE, HATPABEHO 4 CeIMUIIN
cjen Tpriaraie Ha MOBTOPHA €IMHUYHA 1032 OT BAKCUHATA, MHOTO YECTO C€ OTKPHUBA JIEK

UM OITUTHO-TPAHYJIOMATO3EH BB3MAINTEIICH OTTOBOP.

3 JokanHHUTE ThKAaHHH peakiui OOMKHOBEHO ca B 30Ha C IMaMEeThp O] 2 Cm U MOTar Ja ce 3aabpKar
0 2 OHH.

* OGUKHOBEHO M34e3BaT Oe3 JeUcHHE.

°B Cly4dail Ha TaKKMBa PEaKLHUU Ce MPETNopbhUYBa MOAXOIAIIO JICUCHUE

Cp0o0I11aBaHeTO Ha HEOIArONPUATHH PEAKIUH € BaxkHO. ToBa M03BOJIsIBA HEITPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa HA BETEpUHAPHHUS JIeKapcTBEH NMPoAYKT. ChoOIIeH s Ta TPSOBA 1a ce U3MPAIIIaT, 33
NPEANOYUTAHE Upe3 BETCPUHAPCH JICKAP, UITH HA MPUTEXKATENS Ha Pa3pellieHHETO 32 ThPrOBUS WIIH Ha
MECTHHS MY TPEACTABUTEI, HJIU Ha HAITMOHAIHUS KOMIICTCHTEH OpraH upe3 HallMOHATHATA CUCTEMA 32
choOIaBane. 3a ChOTBETHUTE JJAHHU 32 BPH3Ka BIDKTE JIUCTOBKATA.

3.7 VYnorpeda mo BpemMe Ha OPEMEHHOCT, JAKTAIUS UJIM siiilleHOCeHe

BezomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0Ka3aHa 1o BpeMe Ha OpeMeHHOCT U
JIAKTAIHSL.

BpemeHHOCT 1 HaKkTanus:
He ce mpuitara mo Bpeme Ha OpeMEHHOCT ¥ JIaKTaIwsl.

3anmiI0as1eMOCT:
Hsama nanmnunaa nHbOpMaIys 3a 6€30MaCHOCTTa OT U3IMOJI3BAHETO HA Ta3HM BAKCHHA MIPH HEPE3H 32

pasmion. [a He ce U3MoI3Ba MpH Hepe3H 3a PasIuio.

3.8 Bs3aumogeiicTBHe C APYTd BeTePUHAPHM JIeKAPCTBEHH NPOAYKTH U Apyru ¢opmMu Ha
B3aUMO/eiicTBHE

Hsama nanmnuna nabopmaryst 3a 6€30mMacHOCTTa U e(PUKACHOCTTA OT ChBMECTHOTO M3MOJI3BaHE HA Ta3n
BaKCHHA C PYTH BeTEPUHAPHHM JEKapCTBEHH MPOayKTH . [lopann Ta3m npuarHa, MpHiIaraHeTo Ha Ta3u
BaKCHHA MpeN WK CJe]l yioTpedbara Ha ApyT BeTEpHHAPEH JEKapCTBEH MPOIYKT TPsOBa 1a ce
MPEIEHU CIOPE] UHIUBUTyaTHUS CIy4a.

3.9 HayuH Ha NpUJIOKEHUE U J03MPOBKA

3a UHTPaMyCKYJIHO IPUIIOKEHUE.
IIpunoxere exna qo3a ot 2 ml Ha CBUHSA, BBB BpaTa 3aJ] yXOTO.

CxeMa 3a BaKCHHAITUS:
EnHo mHXeKkTHpaHe Ha Bb3pacT OT 3 CEAMUIIH.

Pazknartete q)HaKOHa /:[o6pe npeau yHOTpe6a U NEPpUOJUYHO IO BPEME Ha POoIeCa Ha BaAKCUHALIUA.

IIpenopruBa ce yroTpedaTa Ha MHOTOI030BH CITPHHIIOBKH. M3mon3BaiiTe ycTpoiicTBaTa 3a
BaKCHHHUPAHE CHITIACHO HHCTPYKIIMUTE Ha MPOU3BoaUTEN. BakcuHaTa 1a ce mpuiiara acenTuIHoO.

[To BpeMe Ha chXpaHEHHE MOXKE J1a CE MTOSBU MaJIKO KOJIMYECTBO YepHA yTalika U eMyJICHsATa MOXe Ja
Ce pa3/eNy Ha JIBE OTACITHHU YacTH.

IIpu pa3knamane, yepHaTa yTaiika H34e3Ba 1 eMyJICHSATa OTHOBO CTaBa XOMOTEHHA.



3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPUJI0KMMO — NPOoUeIypH Ha AelicTBHe NPH
CIELIHHU CIy4Yau U AHTHI0TH)

4 yaca cies IpUJIOKEHHE Ha JIBOMHA 71032 ce HaOIr01aBa MPEeX0JHO MOBHUILIABAHE HA TeJIeCHATa
temmneparypa (cpeano ¢ 0,8 °C). Toa noBuIIaBaHe CIOHTAHHO OTLIyMsBa B paMKHTE Ha 24 gaca 0e3
JICYCHHUE.

B Ms1cTOTO Ha NpUIIOXKEHKE YecTOo ce HaOlIIo1aBa JIOKallHa ThKaHHA peakiys oA ¢popMaTa Ha OTOK (C

JUaMeTHp 10 2 cm), KOSTO OTIIYMSIBA B PAMKHTE Ha 2 JHU.

3.11 CneuuajHu orpaHUYeHHs 32 ynoTpeda U crenMaJHU YCJIOBHUS 32 yNOTpeda, BKJIAYUTETHO
OrpaHNYeHMA 32 yHoTpedaTa HA AHTUMHUKPOOHM M MPOTHBONAPA3MTHH BeTePUHAPHHI
JIEKapCTBEHHU NMPOAYKTH, C LeJI 1a ¢ OTPAHUYH PHCKBT OT Pa3BHTHE HA Pe3MCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHM cpOKOBe

Hyna nuu.

4. NMYHOJIOI'HYHA UHOOPMALIUS

4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTu4YeH koja (ATCvet Code): QI09AL0S
Bakcunara cbIbpa HHAKTUBUPAH PEKOMOMHAHTEH XUMEPEH CBUHCKH IIUPKOBUPYC THIT 1, ChIIbpKAII
cBuHCKH 1rpkoBupyc tui 2 ORF2 npotenH. BakcuHata chabpika omle nHakTHBHpana Mycoplasma
hyopneumoniae. [Ipegna3zHadeHa e 1a cTUMyIMpa U3TPAXKAAHETO HA aKTHBEH UMYHHTET cperry PCV2
u Mycoplasma hyopneumoniae npu cBuHe

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cMmecBaiite ¢ apyr BeTepUHAPEH JIEKAPCTBEH MPOIYKT.

5.2 Cpok Ha romHoct

Cpok Ha TOOHOCT Ha KpailHHUs BETEpUHAPEH JEKapCTBEH MPOIYKT: 2 TOAUHHU.
Cpok Ha TOIHOCT CJie/l IbPBO OTBapsHE HA IIbPBUYHATA OIAKOBKA: U3I0I3BATE HE3a0aBHO.

5.3 Chenuannu yci10BHA 3a CbXpaHeHHe

[a ce cpxpansiBa U TpaHcIopTHUpa B oxjiaaeHo cberosinue (2 °C — 8 °C).
a He ce 3ampa3siBa.

Jla ce ma3u OT cBEeT/IMHA.

5.4 Buau cbCTaB HA MHPBUYHATA OMAKOBKA

[Nommerunenosu (ruaxonu ¢ BUcoka mrbTHOCT 0T 50 ml, ot 100 ml u ot 250 ml (25, 50 u 125 no3m), ¢
XJIOPOOYTHIIOBA €TaCTOMEPHA Tarla, 3aleYaTaHy ¢ aTlyMHHHACBA KarmaJka.

Kapronena kytus ¢ 1 ¢uakon ot 50 ml (25 mo3u), 100 ml (50 go3u) wiu 250 ml (125 no3wm).
Kapronena kytust ¢ 10 daakona ot 50 ml (25 no3u) mnu 100 ml (50 no3wn).

Kapronena xytus ¢ 4 ¢maxona ot 250 ml (125 no3mn).

He Bcuuku pa3MEpu Ha OIMaKOBKaTa Morar Ja 6’B,Z[aT nmpeajiaranv Ha masapa.



5.5 ChoenuajaHu MepKH 32 YHUIIIOKABAHE HA HEM3MOJ3BAaHN MPOAYKTH HJIH OCTATHIM OT TAX

BerepunapHuUTe JI€KapCTBEHU MPOIYKTH HE TPsIOBa 1a ObJaT U3XBBPJISHHU UPe3 OTIAIHU BOJIU WU
OUTOBHU OTIIAIBIIH.

W3znomn3BaiiTe mporpamu 3a BpbIlaHe pY YHUIIIOKABAHETO HAa HEM3MOI3BaHN BETEpUHAPHU
JIEKapCTBEHHU TIPOIYKTH HIIM OCTATHIIN OT TAX B CHOTBETCTBHE C U3MCKBAHUATA HA MECTHOTO

3aKOHO/IaTEJICTBO U C BCHUKH HAIlMOHAIHU CUCTEMH 3a ChbOMpPaHe, MPUII0KUMHU 32 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A ThPT'OBUSA

Zoetis Belgium

7. HOMEPA HA PASPEHIEHUETO 3A ThbPI'OBUS

EU/2/15/190/001-006.

8. JATA HA ITBPBOTO U3JJIABAHE HA PABPEHIEHUETO 3A ThPI'OBUS

Jlara Ha mbpBOTO M3/1aBaHe Ha pa3pemeHneTo 3a Thprosus: 06/11/2015.

9.  JIATA HA IOCJIEJHATA PEJAKIMS HA KPATKATA XAPAKTEPHCTUKA HA
MPOAYKTA

10. KJACHPUKAIIUA HA BETEPUHAPHUTE JEKAPCTBEHU TPOAYKTHU
Ja ce oTirycka caMo 110 JIEKapCKO MIPEAUCaHHE.

[Monpo6Ha nHpOpMAaIKs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOIYKT MOJKE J1a HaMepuTe B 0a3ara TaHHU
Ha Cpro3a orHOCHO npoayktuTe (https://medicines.health.europa.eu/veterinary).



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

HPUJIOKEHHUE 11
APYI'N YCJIOBUS N U3BNCKBAHUSA KBM PASPEILIEHUETO 3A THhPI'OBUS

Hsawma.



NMPUJIOXKXEHUE I1I

ETUKET U JIUCTOBKA



A. ETUKETHA



NHOOPMAILIMSA, KOATO CE U3IINCBA BbPXY BHbHIIIHATA OITAKOBKA

Kapronena kyTus

1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOJAYKT

Suvaxyn Circo+tMH RTU unxekunoHHa eMyJIcHs

2. KOJINYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika 2 ml no3a chabpxa:

WHakTuBHpaH peKOMOWHAHTEH XMMEPEH CBUHCKY [IUPKOBUPYC THII 1,

ChIbpaKaL] CBUHCKU IMpKoBupyc THI 2 ORF2 npoTtenn 23-124RP
Wnaxtusupana Mycoplasma hyopneumoniae, am P-5722-3 1,5-3,8 RP

3. PASMEP HA OITAKOBKATA

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

10 x 50 ml (25 no3m)
10 x 100 ml (50 mo3m)
4 x 250 ml (125 mo3m)

‘ 4. BUJOBE )KUBOTHHM, 3A KOUTO E NIPEJJTHA3ZHAYEH BJIII

CauHe (3a yrosiBale).

‘ 5. TEPAIIEBTUYHU ITIOKA3AHUS

‘ 6. HAYUHU HA TPUJIOKEHUE

3a MHTPaMyCKYJIHO TIPHIIOKCHHE.

7. KAPEHTHH CPOKOBE

KapenTen cpok: Hyna qHU.

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
Crnen npoOuBaHe U3IOJI3Bai He3a0aBHO.

10



9. CIIEHUAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cpxpaHsBa U TPAHCIIOPTHPA B OXJIAIAEHO ChCTOSHUE.
[a He ce 3ampassBa.
[Ha ce mas3u ot cBeTIMHA.

10. HAMIUCHT ,,JIPEJU YIIOTPEBA ITIPOYETETE JIUCTOBKATA“

[Ipenu ynorpeba npodereTe TMCTOBKATA.

11. HAMIUCHT “CAMO 3A BETEPUHAPHOME/IMIIUHCKA YIIOTPEBA”

Camo 3a BeTepHHapHOMEAUILIMHCKA yIIOTpeoa.

12. HAIIMUCHT “JIA CE CbXPAHSIBA JAJEY OT MOTJIEJA M HA HEJOCTBITHA
3A JIEHA MECTA”

Ja ce cpxpaHsaBa ganed OT Iorjena W Ha HeJIOCTHITHH 3a JIela MecTa.

13. HME HA ITIPUTEXATEJISA HA PASPEIIEHUE 3A ThPT'OBUS

Zoetis Belgium

14. HOMEPA HA PABPEHIEHUETO 3A ThPI'OBUS HA BJIIT

EU/2/15/190/001 (1 x 50 ml)
EU/2/15/190/002 (1 x 100 ml)
EU/2/15/190/003 (1 x 250 ml)
EU/2/15/190/004 (10 x 50 ml)
EU/2/15/190/005 (10 x 100 ml)
EU/2/15/190/006 (4 x 250 ml)

15. NAPTHIEH HOMEP

Lot {nomep}

11




NHOOPMAIUA, KOATO TPABBA 1A BbJIE U3IIMCAHA BbPXY ITbPBUYHATA
OITAKOBKA

HDPE ¢aaxonu (125 no3u)

‘ 1. HAUMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo+tMH RTU unxekunoHHa eMyJIcHs

-

‘ 2. KOJINYECTBO HA AKTUBHUTE BEIIECTBA

Bcska 2 ml mo3a cpabpixa:

WNnaktuBupan pekomOuHanTer xumepen PCV tun 1, ceapprkam PCV tun 2

ORF2 nporenn 23-12,4RP
Wnaxtusupana Mycoplasma hyopneumoniae, mam P-5722-3 1,5-3,8 RP

‘ 3. BUJOBE KUBOTHMU, 3A KOUTO E ITPEJJTHASHAYEH BJIII

CeuHe (3a yrosiBane).

‘ 4. HAYNHU HA TPUJIOKEHHUE

1.m.
Ipenu ymorpeba mpodereTe INCTOBKATA.

5. KAPEHTHH CPOKOBE

KapenTen cpok: Hyna qHU.

| 6. CPOK HA TOJIHOCT

Exp. {mMm/rrTT}
Crnen npoOuBaHe U3IOJI3Bai He3a0aBHO.

‘ 7. CIIEIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cpxpaHsiBa U TPAaHCIIOPTHPA B OXJIAJCHO CHCTOSIHUE.
[a He ce 3ampasssa.
Jla ce mas3u OT CBETJIMHA.

‘ 8. NME HA NIPUTEXATEJISA HA PASPEIIEHUETO 3A ThbPI'OBUS

Zoetis Belgium

12



‘ 9. IHAPTUJAEH HOMEP

Lot {nomep}

13



MUHUMYM HHOOPMAILIUA, KOATO TPABBA JJA BbJE U3IIMCAHA BbPXY MAJIKH
OITAKOBKM BJIII, KOUTO CBABPXAT EJUHUYHA 103A

HDPE ¢aakonu (25 uiau 50 no3m)

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Suvaxyn Circo+MH RTU

-

‘ 2. KOJINYECTBO HA AKTUBHUTE BEIIECTBA

WuaktuBupan pekomounanTeH xumeper PCV tum 1, ceabpikamnt PCV tum 2
ORF?2 npotenn 2,3-12,4RP
Wnaxrtusupana Mycoplasma hyopneumoniae, mam P-5722-3 1,5-3,8 RP

| 3.  TAPTHJEH HOMEP

Lot {nomep}

| 4. CPOK HA TOJIHOCT

Exp. {mMm/rrrr}
Crnen mpobuBaHe U3MONI3Bail He3a0aBHO.

14



B. INCTOBKA
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JJMCTOBKA
1. HaumeHoBaHMe Ha BeTepHMHAPHUS JIeKAPCTBEH NMPOAYKT

Suvaxyn Circo+tMH RTU unxekunoHHa eMyJICHs 32 CBUHE

2. CncraB

Besika 2 ml mo3a cpbppika:

AKTHBHH BelllecTBa:

WHakTHBUpaH peKOMONHAHTEH XUMEPEH CBUHCKU LINPKOBUPYC THII 1,

ChIBpKaL] CBUHCKU IMpKoBupyc THI 2 ORF2 npotenn 2,3-12,4 RP*

Wnaxtusupana Mycoplasma hyopneumoniae, am P-5722-3 1,5-3,8 RP*

*Enuauim 3a oTHOcUTeNHA akTUBHOCT, ELISA konnuectBeHo onpeensHe Ha aHTUreHa (in vitro TecT
3a aKTUBHOCT), CpaBHEH C pepepeHTHA BaKCHHA.

AKYyBaHTH:

MetaStim chabpixa:

Squalane 0,4% (v/v)
Poloxamer 401 0,2% (v/v)
Polysorbate 80 0,032% (v/v)

ITomomHM BenecTBa:
Thiomersal 0,2 mg

bsina xoMoreHnHa eMyJcus.

ITo Bpeme Ha CbXpaHEHUE MOKE J1a CE MOSIBU MaJIKO KOJIMYECTBO YEPHA yTallka U eMYJICHITa MOXKE J1a
ce pa3fenu Ha JABE OTICIHU YacTH.

IIpu pasknamane, yepHaTa yTaiika u34e3Ba U EMYyJICHITa OTHOBO CTaBa XOMOI'€HHA.

3. BugoBe ;kMBOTHH, 32 KOUTO e npeaHazHaueH BJIII

CauHe (3a yrosiBaue).

4. Iloka3zanmus 3a ynorpeda

3a akTUBHA HIMYHHU3alUs HAa CBUHE HA BB3PACT OT 3 CEAMUIIN CPEILy CBUHCKU IIUPKOBHUPYC THII 2
(PCV2) 3a HamansBaHe KOJMYECTBOTO Ha BUpyca B KPBBTA U TUM(POUIHUTE ThKAaHU U OTIEISTHETO C
(dexanuure, npuuUHEeHU OT nHGekusa c PCV2.

3a akTUBHA MMYHHU3alUs HA CBUHE HA BB3pacT OT 3 ceamuim cpeuty Mycoplasma hyopneumoniae, 3a
HaMaJIsiBaHe Ha OenoApoOHUTE JIe3uH, CcBbp3aHu ¢ uHpekiws ¢ M. Hyopneumoniae.

Hauano na umynurera: 3 ceaMHILIH.
IIpoabIKUTENHOCT HA UMYHHUTETA: 23 CeIMUITH.

5. IIpoTuBonoOKa3zaHus

Hsawma.
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6. CrnennaJiHu npeaAynpe:KIeHus

CHe]_[I/IaJIHI/I OpEAYTIPCIKIACHUA
ﬂa CC BAKCHMHHPAT CaMO 3IpaBU ) XUBOTHHU.

CrenmanaHy npeana3sHyu MEPKH, KOUTO TPsAOBa Ja B3eMe JIMIIETO, IPHJIATrall0 BETEpUHAPHHUS JIEKAPCTBEH
MIPOJAYKT HA SKUBOTHHTE:

[Ipu cnyyaitHo caMOMHKEKTUPaHe, He3a0aBHO J1a Ce MOTHPCH METUIIMHCKH ChBET, KATO Ha JICKaps ce
MPEIOCTABH JINCTOBKATA WIIM €TUKETA HA TPOAYKTA.

BpeMenHocT 1 1aKTamus:

BbezomnacHocTTa Ha BeTepUHAPHUS JICKAPCTBEH MPOIYKT HE € I0Ka3aHa 1o BpeMe Ha OpeMEeHHOCT U
JIAKTaLIMSL.

He ce npuiara rmo BpeMe Ha OpEMEHHOCT U JIaKTaIvsl.

3aImIoa9eMOCT:
Hsma Hanmnunaa nHbopMalys 3a 6€30MacHOCTTa OT U3I0J3BAHETO HA Ta3W BaKCHHA MTPH HEPE3H 3a

PpasmIon. I[a HC CC U3M0JI3BA IMPU HECPE3U 3a PA3IIOA.

BsauMosieiicTBre ¢ IpyrH BETEPUHAPHU JIEKAPCTBEHH TPOJIYKTH M IPYTH (GOpPMHU Ha B3aMMOJICHCTBHE:!
Hsma nannuna nadopmanus 3a 6€30MacHOCTTa U €(UKACHOCTTa OT CbBMECTHOTO M3MOJI3BaHE HA Ta3H
BaKCHHA C IPYTU BETEPUHAPHU JIEKapCTBEHU NPOAYKTH . [lopanu Ta3u npuynHa, OpuiaraHeTo Ha Ta3u
BaKCHHA TPEeH WK CJe]l yioTpedara Ha IpyT BeTEpHHAPEH JEKapCTBEH MPOIYKT TPsOBa 1a ce
MIPELIEHH CTIOpe] MHAUBUAYAIHUS CITyqai.

IIpenosupane:
4 qaca cien MPWIOXKEHUE Ha TBOMHA J03a ce HAa0JII01aBa MPEeX0IHO MOBHINIABAHE HA TEJIECHATA

temmeparypa (cpeano ¢ 0,8 °C). Toa noBuIIaBaHe CIOHTAHHO OTLIyMsBa B paMKHTe Ha 24 yaca 6e3
JICYCHHUE.

B Ms1cTOTO Ha NpUIIOXKEHNE YeCTO ce HaOJIIo1aBa JIOKalIlHa ThKaHHA peakiys oA ¢popMaTa Ha OTOK (C
JUaMeTHp 10 2 cm), KOSTO OTIIYMSIBA B PAMKHTE Ha 2 JHU.

OCHOBHM HECHBMECTUMOCTH:
He cMmecBaiite ¢ qpyr BeTepUHAPEH JIEKAPCTBEH MPOIYKT.

7. HeOsaronpusaTHu peakuun

CeuHe (3a yrosBase):

Mmuoro dyectu I[ToBumena Temmeparypa’
(nmoseue ot 1 Ha 10 TpeTupanu Br3nanenue B MACTOTO Ha HpHJ‘IO)KGHI/Iez,

KHBOTHH): Boska B MACTOTO Ha IPHIIOKEHNE’, 3aUepBABAaHE B MSCTOTO HA
TIPHUIOKEHHE’, OTOK B MACTOTO HA TPHIIOKEHHE

Heuectn Peaknum Ha cBpBXUYBCTBUTETHOCT (HAIP. ACIPECHS, AUAPUS
4

(1 go 10 ma 1 000 TpeTupanu WIIH [IOBPBIIAHE)

JKUBOTHHU):

MHoro penku Anapunakcus (TeKKa alepriuuHa peakius)’

(mo-mamko ot 1 Ha 10 000
TPETUPAHH KUBOTHH,
BKJTIOUUTEITHO U30JIMPAHU
CHOOIICHUS ):
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! [Ipexonmna; HabmroaBaHa mpe3 mbpBUTe 24 yaca cien BakcuHarusaTa. Cpenso ¢ 1°C, HO Moxke n1a
HagBuasa 2°C npu OTAEIHUTE MpaceTa. ToBa MOBHUILIABAHE OTIIYMSBA CIIOHTAHHO B paMKHUTE Ha 48
yaca 0e3 JeueHue.

? TIpu HOCTMOPTANIHO U3CIeABAHE HA ThKAHUTE B MACTOTO HA MPUIIOKEHHE, HATIPABEHO 4 CeIMUIIN
cJen mpriaraie Ha MOBTOPHA €IMHUYHA 1032 OT BAKCUHATA, MHOTO YECTO C€ OTKPHUBA JIEK

UMD OITUTHO-TPAHYJIOMATO3EH BB3MAINTEIICH OTTOBOP.

3 JokanHHUTE ThKAaHHH peakiui OOMKHOBEHO ca B 30Ha C IMaMEThp O] 2 Cm U MOTar Ja ce 3aabpKar
0 2 OHH.

* OGUKHOBEHO M34e3BaT Oe3 JeUcHHE.

°B Cly4dail Ha TaKKMBa PEaKLHUU Ce MPETNopbhUYBa MOAXOIAIIO JICUCHUE

Cpo01aBaHeTo Ha HEOIArONMPHUATHH PEAKLUH € BakHO. ToBa M03BOJIsIBa HEMPEKHCHAT MOHUTOPHHT Ha
Oe3o0macHOCTTa HAa MPOAYKTa. AKO 3a0eNeXNTe HAKAKBU HEONAaroNpHsATHA PEaKIUU, BKIFOUUTETHO U
TaKKWBa, KOUTO HE Ca OIMCAaHU B Ta3u JIMCTOBKA WM MUCIIUTC, Y€ BETCPUHAPHHNA JICKAPCTBCH NIPOAYKT
HE JICCTBa, CBBPXKETE ce MHPBO ¢ Bamms BerepuHapeH jiekap. MoxeTe ChINo 1a ChoOIaBaTe
HeONMaronpusATHU PeaKui Ha TIPUTEXKATEN Ha Pa3pellIeHUETO 32 ThPTOBUS WIH MECTHHS
MIPEICTaBUTEN Ha IPUTEKATENSI HAa Pa3pEIeHUETO 3a ThPrOBHUs, KaTO U3ITOJI3BATE JAHHUTE 32 KOHTAKT
B Kpasi Ha Ta3M JIICTOBKA WK upe3 Bamara HanmoHanHa cucTeMa 3a cho0maBane: {ogpoOHOCTH 32
HaI[MOHAJIHATA CUCTEMA }

8. I[O3I/II)0BK3 3a BCCKH BU/I )KUBOTHO, HAYUHHU U METO/ HA MPUJIOKCHHUE

3a HHTPaMyCKYJTHO IPUIIOKCHHUE.
EnHokpaTHO MHTpaMyCKYJTHO MPHJIOKEHNE BBB BpaTa 3a]l yXOTo 110 eqHa 103a (2 ml) Ha mpace Ha
BB3PACT HaJ 3 CEIMUIIH.

9. CbBeTH 32 NPAaBUJIHOTO NMPUJIAraHe HA NPOIYKTA

PazknareTe ¢urakona modpe npeny ynorpeda v MepHOIUTHO 0 BpeMe Ha Ipolieca Ha BaKCHHAIIHSL.
Bakcunara ja ce nmpuiara acenTHYHO.

IpenopbuBa ce ynorpedara Ha MHOTO/I030BH CIIPUHIIOBKH. V3M0N3BaiiTe ycTpOoiicTBaTa 3a
BaKCUHHPAHE ChIIIACHO WHCTPYKIIMUTE HA TIPOU3BOUTEIS.

Ilo BpPEMEC Ha CBbXPAHCHUE MOXKE 1a CC MOSABHU MAJIKO KOJIMYCCTBO YCPHA YTaﬁKa " EMYJICUATA MOXKEC Ia
Ce pasJeNu Ha JIBe oTAeNHu yacTh. [Ipu pa3kiaiane, yepHaTa yTaiika H34e3Ba U eMYJICHITa OTHOBO
CTaBa XOMOTCHHA.

10. KapenTHu cpokxoBe

Hyna nuu.

11. ChenmnaJiHu yCJIOBHUS 32 CbXpPaHEeHHe

[a ce cpxpaHsiBa faned OT Noriieaa U Ha HEAOCTHITHY 32 ela MeCTa.

Jla ce cpxpaHsBa U TpaHCIIOPTHpPA B 0XJageHo cheTosiHue (2 °C — 8 °C).

[a He ce 3ampassiBa.

Jla ce mas3u OT CBET/IMHA.

[la He ce U3M0I3Ba TO3U BETEPHUHAPEH JIEKapCTBEH NMPOIYKT CJIe/l U3THYaHEe CpOKa Ha FOJHOCT,
MIOCOYCH BbPXY KapTOHEHATa KyTHs U BbpXY (prakoHa cien Exp. CpokbT Ha TOIHOCT OTTOBapst Ha
MOCTIEIHNUS ICH OT TO3HM Mecell.

CpOK Ha TOAHOCT CJICA MBbPBOTO OTBAPAHE HAa IbPBUYHATA OIIAKOBKA: M3M0JI3Ball He3a0aBHO.
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12. CrhennaJiHu NPeANa3HA MePKH NPH YHUILIOKaBaHe

BerepunapHuTe jekapcTBEHHU MPOIYKTH HE TPsOBa 1a ObJaT U3XBBPISTHHE Upe3 OTMaIHU BOJIU UITH
OWTOBM OTHATBIIH.

M3non3BaiiTe mporpaMu 3a BpblllaHe NPH YHUILIOKABAHETO HA HEU3IIOI3BaHU BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH UM OCTATHLM OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/IATEJICTBO M C BCHUYKH IPIJIOKUMH HAIMOHATHY CHCTEMH 3a chOupane. Te3n Mepku 1me
IIOMOT'HAT 3a OIla3BaHE HAa OKOJIHATA Cpe.a.

ITonuTaiiTe Bamus BeTepuHapeH JeKap Kak A3 YHUIIOXKUTE HEHYKHU BETEPUHAPHU JEKAPCTBEHU
MPOAYKTH.

13. Kuiacupukanusi Ha BeTepHHAPHHUTE JIEKAPCTBEHH NMPOAYKTH

I[a CC OTITyCKa CaMO II0 JICKApCKO MpEAINMrCcaHune.

14. Homepa Ha pa3pelnieHHeTO 32 THPTOBUS U Pa3MepH ONAKOBKHU
EU/2/15/190/001-006.

Kapronena kytust ¢ 1 ¢mnakon ot 50 ml (25 no3u), 100 ml (50 mo3u) umm 250 ml (125 mo3m).
Kapronena kytus ¢ 10 pmakona ot 50 ml (25 go3n) mmu 100 ml (50 mo3m).

Kapronena kyTus ¢ 4 diaxona ot 250 ml (125 mo3n).

He Bcnuku pa3MEpu Ha OIMaKOBKATa MOorar Ja 6’L,Z[aT npeayiaranv Ha masapa.

15. JlaTa Ha mocJiefHaTa pelaKIUs HA TeKCTa

[MonpoGHa uHMOpMAaITKs 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT MOXKEe Ja HaMepuTe B 0aszara
nanan Ha Chro3a otHocHO npoaykTute (https://medicines.health.europa.eu/veterinary).

16. /lanuu 3a Bpb3Ka

IIpuTexaren Ha pa3spelllcHUETO 3a ThPrOBHS U MPOU3BOJMUTEN, OTTOBAPIL 32 OCBOO0XKIaBaHETO HA
nNapTHUIN:

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

MectHHn OpEACTAaBUTCIN M TAHHHW 3a BPH3Ka 34 C’BO6H_IaBaH€ Ha npeanojaracMu H€6HaFOHDI/IHTHI/I
pCaKIu:

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

Ten: +359 888 51 30 30

Ceska republika

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

CZ 150 00 Praha

Tel: +420 257 101 111

Danmark

Zoetis Animal Health ApS
Oster 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

EAlhada

Zoetis Hellas S.A.
Ddpaykokkinouis 7, Mapovot
EL-15125 Attwn

TnA: +30 210 6791900

Espaiia
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 1Jssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster 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 o.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
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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
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

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

Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

Kvnpog

Zoetis Hellas S.A.
Ddpaykokkinouis 7, Mapovot
15125, Attucn

EXLada

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088

17. JlonmbanuTeana nHopmanus

Romaénia
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.
namésti 14. fijna 642/17

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

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

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

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 K&penhamn
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

Baxcunara cbabpxa HHaKTUBHPAaH PeKOMOMHAHTEH XUMEPEH CBUHCKU [IMPKOBUPYC THII 1, ChIBpKAII
cBUHCKH 1upKoBupyc tun 2 ORF2 nporenn u unaktusupana Mycoplasma hyopneumoniae.
[IpennazHaveHa e 1a CTUMYJHpa U3TPAXKIAHETO Ha akTUBEH uMyHUTeT cpeuty PCV2 u Mycoplasma
hyopneumoniae ipu CBUHE.
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