INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax Myco HHXEeKIIMOHHA eMYJICHSI 32 IipaceTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Bceeku 2 ml no3a chabpikar:

AKTHBHHY BelllecTBA:

WHakTrBUpaH peKOMOMHAHTEH XUMEPEH CBUHCKU LUPKOBHUpYC TUI 1, koto 1,5 —4,9 RP*
ChIIbprKa CBUHCKH ITMPKOBUPYC THIT 2a, 0TBOpeHa paMka Ha yeTeHe 2 (ORF2)

MIPOTENH

MHuakTHBHpaH peKOMOWHAHTEH XUMEPEH CBUHCKH ITMPKOBHUpPYC Tl 1, koiito 1,5 —5,9 RP*
ChIbPIKa CBUHCKH 1TUpKOBUPYC THI 2b ORF2 mpotenn

WuaxtuBupana Mycoplasma hyopneumoniae, am P-5722-3 1,5-4,7RP*
AKYyBaHTH:

MetaStim cbhbppika: 0,4% (v/v)
Squalane 0,2% (v/v)
Poloxamer 401 0,032% (v/v)

Polysorbate 80
*Enuaunna 3a oTHOCHUTENHA eprukacHOCT, onpeneneHa upe3 ELISA KomudecTBeHO H3MEpBaHE Ha
aHTUreHa (in vitro Tect 3a e()UKacHOCT), CPaBHEH ¢ pehepeHTHA BaKCHHA.

ITomo1mHu BemiecTnBa:

KadecTBeH ¢cbCcTaB Ha NOMOIHUTE BeleCTBA U
APYTHM ChCTABKH

Monobasic potassium phosphate anhydrous

Sodium chloride

Potassium chloride

Disodium phosphate anhydrous

Sodium phosphate dibasic heptahydrate

Disodium tetraborate decahydrate
EDTA tetrasodium

Water for injections

bsina xomMoreHHa eMyJcus.

3. KIMHUYHA UTH®OPMALIUA

3.1 Bwupose *KUBOTHH, 32 KOUTO e mpenHa3HadyeH BJIIT

IIpacera (3a yrosisaue).

3.2 Iloka3anus 3a ynorpe0a 3a BceKH BUJ )KMBOTHH, 32 KOITO e NpeJHa3HAYEH MPOAYKTHT

3a aKTHBHA HMYHH3alHA Ha I[IpaceTa CPeuly CBUHCKU HUPKOBUPYC TUIL 2, 3a HaMaJIsIBaHC
KOJIMYCCTBOTO HAa BUPYyCa B KPbBTA U J'II/IM(l)OI/I,Z[HI/ITe TBbKaHH, OTACIAHETO C q)eKam/mTe H JIC3UUTEC B
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TUM(pOUTHUTE ThKaHH, CBbp3aHu ¢ HHPekTHpane ¢ PCV2. /loka3aHa e 3alura cpemly CBUHCKH
IIUPKOBUPYCH TUTIOBE 2a, 2b 1 2d.

3a akTMBHA UMYHH3aLUs Ha TpaceTa cpemy Mycoplasma hyopneumoniae 3a HaMansBaHe Ha
OeoapoOHUTE NIe3nH, CBBp3aHu ¢ HHbeKkTupane ¢ Mycoplasma hyopneumoniae.

Hauano va umyHuTeTa (32 IBETE CXEMH HA BaKCHHAIMSA): 3 ceaAMHLIM ciell (ITocaeJHaTa) BaKCHHALH.
[IpoaBKUTETHOCT HA UMYHHTETA (32 JBETE CXEMH Ha BaKCHUHANNA): 23 ceAMUIM cien (TocieaHara)

BaKCHHaN .

OcBeH TOBa € JI0Ka3aHo, Y€ BAKCHHAIUATA HaMaJIsiBa 3aryOuTe OT HaJ|laBaHe Ha TeJIEeCHA Maca MpH
MOJIEBU YCJIOBUSI.

3.3 IIporuBomokazaHusi

Hsma.

3.4 ChneuuajHy npexynpe:kaeHust

Jla ce BakcHMHUpAT caMO 3[[paBH KUBOTHHU.

3.5 CroeunajHu npeana3Hu MepKH Npu ynorpeda

CrielnatHy IpeIna3Hu MEepKH 3a 6e3omacHa ynotpeda Mpyu BHIOBETE KUBOTHH, 32 KOUTO €
npennasHayed BJIIT:

Hsma nanmyna nadopMarims 3a 6e30macHOCTTa Ha Ta3u BaKCHHA ITPH Hepes3u 3a pasiof. Jla He ce
W3M0JI3Ba MPH HEPE3H 3a PasIuiof.

CoenuanHy npeAna3sHu MEpKH 3a JIMILATa, TpUiaraiiyd BeTepUHAPHU JICKAPCTBEH MPOIYKT HA YKUBOTHUTE:
He e npunoxumo.

CrenuanHy npeAna3sHyl MEpKH 3a 3aliuTa Ha OKOJIHATa cpesia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peaknun

IIpacera 3a yrosiBaue:

MHoro yectu [loBumena Temmnepatypa (< 2,1 °C, oTurymsiBaHe B
(nmoBeue ot 1 Ha 10 TpeTupanu paMKHTe Ha 24 daca)
’KHBOTHH): OTOK B MACTOTO Ha WHXKEKTHpaHe (MEeXKIy 2-5 cm B

nraMeTsp; 3a 7 1o 10 mam)?

Heuectn Epurema (mpe3 mbpBute 24 yaca)
(1 mo 10 ma 1 000 TpeTupanu Peakrny Ha CBPBXIYBCTBUTEIHOCT: TIOBPBITIAHE,
JKUBOTHH): HapyIIeHa KOOPAWHAIUS, IETAPTHS U 3aTPYAHEHO

JquiaHe (TIOBeYeTo )KUBOTHH C€ Bb3CTAHOBSBAT B
pamkure Ha 24 gaca)

* B mabopatopHo MpoydBaHe, MPH Clie] KIAHUIHO U3CIIEABAHE HA MSCTOTO HAa HMHXEKTHpAaHE,
U3BBPIICHO 2 CEAMUIIN CIIe MOBTOPHO MPUIIOKEHUE Ha SIUHUYHA 1032 OT BAKCHHATA, MHOT'O YECTO
Ce OTKPUBA JIeK JTUM(OIUTHO-TPAHYJIOMATO3CH Bh3MAIUTEIICH OTTOBOP.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusITa TpsiOBa Aa ce u3mpamniar, 3a
MIpeINoYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHneTo 3a ThPrOBUS WK Ha



HallMOHAJIHUA KOMIICTCHTCH OpTraH 4YpE3 HallMOHaJIHaTa CUCTEMA 3a C'bO6IlIaBaHe. 3a ChOTBETHHUTE
JaHHU 3a Bpb3Ka BUXXTEC JIMCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTALUS WU siiLlEeHOCEeHe

bpeMeHHOCT 1 JIaKTamms:
He e npunoxxumo.

3.8 BsaumogaeiicTBHe ¢ APYru BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMOJeHcTBHE

Hsma Hanngna nHGOpManns 3a 6€30MacHOCTTa M epUKACHOCTTa OT ChBMECTHOTO U3IIOJI3BAHE HA Ta3H
BaKCHHA C IpYT'Y BETEpUHAPHHU JIEKapCTBEHU NPOoXyKTH. [Topaau Ta3u nprudrHa, IpUIaraHeTo Ha Ta3u
BaKCHHA MPEAM WK ciiell ynoTpedara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce
MPELEHH CIOpE] MHIMBUAYAIHUS Cllydai.

3.9 HayuH Ha NPUIOKEHNE U JO3MPOBKA

BakcuHupalite npacerata UHTPaMyCKYJIHO BbB BpaTa 3aJl YXOTO.

Cxema 3a BaKCMHHpaHEe ¢ ¢IMHAYHA JI03a:
Enunanuna m03a ot 2 ml Ha mpaceTa Ha Bb3pacT Hall 3 CeAMHIIM.

Cxema 3a BAKCUHHpaHE ¢ pa3JieisHe Ha JI03aTa:
JIBe nHkeKkTupaHusi, BCsiko 1o 1 ml, Ha mpaceTa Ha BB3PacT HaJ 3 JIHU, C UHTEPBAT MEXKIY TIX
MPUOIUZUTEITHO 3 CEAMHUITH.

ITpu u300p Ha HAYWH 3a TO3UPAHE, BKIFOUUTEIIHO Bb3pacT Ha BAKCHHUPAHE, TPSAOBA J1a CE OTUNUTAT
oOcrosTencTBara BbB epmata. B cinyyanrte, mpy KOUTO HUBOTO HA MAWYMHHUTE aHTHTENA CPEIIy
PCV2 ce ouyakBa 1a 0’b/1¢ yMEpEHO BHCOKO MM MHOTO BHCOKO, C€ IIPEIOPhYBa Jla Ce U3IO0JI3Ba CXeMa
Ha BaKCHHHUPAHE C pa3zielisTHe Ha J03aTa WK J1a ce 3a0aBU Bh3pacTTa 3a BAKCHHAIIHS.

Pasknarere noOpe npeau npuiioKeHHe W IEPUOJUTHO 110 BpeMe Ha Mpolieca Ha BaKCHHAIHS.

IIpenoppuBa ce ynorpebdara Ha MHOT0O1030Ba CIIPHHIIOBKA WM OE3UIJICHO YCTPOMCTBO 3a
MHTPaMYCKYJIHU MHXXEKLUU. BbB BCEKU Clly4all U3M0J3BANTE yCTPONCTBA 3a BAKCHHUPAHE CHIVIACHO
MHCTPYKLUHMHUTE HAa POU3BOAMTEIIS. 3a OC3UTIICHO MPUIIOKEHUE U3IO3BaiiTe O€3UTTICHO YCTPOUCTBO,
MOJXOIAIIO 38 MHTPAMYCKYJITHO HHXEKTUBHO IPWIIOKEHHE Ha 7103a OT 2 ml Ipu mpaceTa Ha Bb3pacT
ot 3 ceqmuru. CnenBaiite WHCTPYKIUUTE HA IIPOU3BOIUTENS, CHGHI/I(I)I/IT-IHI/I 3a HASITAaHETO,
HEo0XOIUMO 3a IpujlaraHe Ha HeoOXOoOUMHA 00eM Ha [103aTa, U CIICHU(PUYHH 3a IPOLIECUTE Ha paboTa
u nouyrictBane. CrnenBaiiTe BCHUKN OTPaHUYEHHS, HAJTOKEHU OT MPOU3BOIUTENS Ha YCTPOMCTBOTO,
cnenM(UYHY 32 BH3pacTTa Ha KUBOTHOTO HJIM IPAaHUIIMTE HA TEIecHAaTa Maca.

HpHnaraﬁTe BaKCHHaTa aCCIITUYHO.

Ilo BpEMC Ha CBbXPAaHCHUEC MOXKE Jia CC ITOSABHU MAJIKO KOJIMYCCTBO UCPHA YTafIKa 1 EMYJICHUATA MOXKE Oa
CC pa3aciiv Ha ABC OTACIHU YaCTH.

I1pu paskianiane yepHaTa yTaiika H34e3Ba 1 eMyJICHSTa OTHOBO CTaBa XOMOT'€HHA.

3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpuJI0KUMO — NPOUeAYPH HA JeiicTBHe IPH
CTIeIHHU CJIyYau U AHTHIO0TH)

B nmoaxpersiy n3cneABaHAs 3a peIo3upaHe ca HaOfoJaBaH| JIETAPTHUS U YUECTeHO nuiiane. B
MSICTOTO Ha WH)KEKTHPaHe MOJKE JIa Ce MOSBU MPEXOIeH JIEK OTOK, KOWTO ce 3aabpiKka 10 1 jeH.
IIpexonHo moBUIlIaBaHe Ha TelecHaTa Temmeparypa (1o makcumym 41,1 °C) moxe na ce mosiBu o 12
yaca.



3.11 CrheuuajHH OrpaHHYEHUs 32 yNOTpeda U CelHAaTHH YCJIOBHS 32 YOTPeda, BKIIOYNTETHO
OTpaHNYeHNs 32 yNOTPedaTa HA AHTUMHKPOOHHN M MPOTHBONMAPA3UTHU BETEPUHAPHHI
JIEKAPCTBEHHU MPOTYKTH, C I[eJI 1a ¢e OTPAHHYYN PHCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

Besko nuie, koeTo Bb3HaAMEpPsIBa Ja MIPOU3BEXkKAA, BHACSH, IPUTEKABA, Pa3lpOCTpaHsBa, IIpoJiaBa,
cHa0zsBa M ynoTpeOsiBa TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT, TPsIOBa IBPBO /1a Ce KOHCYJITHpa C
KOMIIETEeHTHUTE BJIACTH HA CbOTBETHATA AbPKaBa WICHKA OTHOCHO JEHCTBAIIUTE BaKCHHAIIMOHHN
MOJTUTHKH, KaTO T€3H JEHHOCTH MOTaT Ja Ob/aT 3a0paHeHy B AbprkaBa WiIeHKa Ha Is1aTa WK 9acT OT
HellHaTa TEPUTOPUS, B CbOTBETCTBHE C HAL[MIOHAIHOTO 3aKOHOJATEIICTBO.

3.12 KapeHTHH CpOKOBe

Hyna gan.

4. HMYHOJIOI'MYHA UH®OPMAIUSA
4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Koa (ATCvet Code): QI09AL08

Bakcunata cbappika HHAaKTUBUPAH PEKOMOWHAHTEH XUMEPEH CBUHCKU LIMPKOBUPYC THI 1,
eKcrpecHpail CBUHCKUS nupkoBupyc tun 2a ORF2 npoTenH v MHAKTUBUPAH PEKOMOMHAHTEH
XMMEPEH CBHHCKHU LIMPKOBUPYC TUN 1, eKcIpecHupal CBUHCKUS nupkoBupyc tun 2b ORF2 nporens.
BakcunaTa chappika ChIIO 3alUTHU AaHTUTEHHU OT UHAKTUBUpaHa Mycoplasma hyopneumoniae.
Baxcunara ctuMmynupa u3rpakJjaHeTo Ha aKTUBEH UMYHHUTET Cpelly MHOXecTBO reHoTunose PCV2 u
Mycoplasma hyopneumoniae ipu CBUHETE.

5. DOAPMAIEBTUYHU JAHHU
5.1 OcHOBHM HECHBMECTHUMOCTH
He cmecBaiite ¢ qpyr BeTEpUHAPEH JIEKAPCTBEH IPOAYKT.

5.2 Cpoxk Ha romHocT

Cpok Ha TOTHOCT Ha KpailHUsS BeTEpHHAPEH JIEKapCTBEH MPOAyKT: 18 mMecera.
CpoKk Ha TOJIHOCT CJIE/I TbPBO OTBAPSIHE HA TbPBUYHATA OMAKOBKA: U3IMON3BaiiTe He3a0aBHO.

5.3 CnenuajHu yciaoBus 3a CbXpaHeHUue

Ja ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo cserosaue (2 °C — 8 °C).

[a He ce 3ampassiBa.

Jla ce ma3u OT CBETJIMHA.

ITo Bpeme Ha ChXpaHEHNETO MOXKE /1A Ce TOSIBU MAJIKO KOJIMYECTBO YEepHA yTalKa U eMyJICHITa MOXKE
Jla ce pa3fenu Ha J1Be oTaenHu yactu. Criesl pa3kiallaHe YepHarta yTalika u3ue3Ba U eMyJICHsTa
OTHOBO CTaBa XOMOT€HHA.

5.4 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

[MonuernenoBu ¢uaxkonu ¢ Bucoka mrbTHOCT 0T 50 ml, ot 100 ml u ot 250 ml, ¢ xJI0pOOYTHIIOBA
eJIacTOMEpHa Tarlla M 3aleyaTaly ¢ alyMHUHUEBa Karayvka.

Kapronena kytus ¢ 1 duakon ot 50 ml, 100 ml uu 250 ml.
Kapronena xytus ¢ 10 ¢naxona ot 50 ml wium 100 ml.
Kapronena kytus ¢ 4 ¢akona ot 250 ml.



He Bcuukm pazMepn Ha ormakoBKaTa Morar Ja Ob/aT IpeiaraHy Ha masapa.
5.5 CroenuajJHU MepKH 32 YHUII0:KABAHE HA HEM3MOJI3BAHHU NPOAYKTH WM OCTATHIHU OT TAX

BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPSOBa 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomspaiite IIporpamMu 3a BpbIIaHC IMIPU YHUIIIOKABAHCTO HAa HECU3NOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTHU UKW OCTATHLU OT TAX B CbOTBETCTBUEC C U3UCKBAHUATA HA MECTHOTO

3aKOHOJIaTEJICTBO M C BCUYKH HAIIMOHAHH CHCTEMU 33 ChOMpPaHe, IPIIOKIMHE 32 ChOTBETHHUS
BETEPUHAPCH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXKATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

7. HOMEP HA PAZPEIIIEHUETO 3A ThPI'OBUAA

EU/2/20/264/001-006

8. JATA HA TbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUSA

JlaTa Ha TEPBOTO W3/1aBaHE Ha pa3pemieHneTo 3a Trprosus: 09/12/2020.

9. JIATA HA IOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJYKTA

10. KJIACH®UKAIIUA HA BETEPUHAPHUTE JJEKAPCTBEHU TPOAYKTHU
Ja ce oTIrycka caMo I10 JIEKapCKO IIPEIIUCAHHE.

[MonpoOHa nHbOpMaIKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOJIYKT MOXKE Jla HAMEpHUTE B 0a3ara JaHHU
Ha Cpro3a otHOocHO npoxykTute (https://medicines.health.europa.eu/veterinary).



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

IMPNJIOKEHHUE I1

APYI'N YCJIOBUSA N U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

Hsawma.



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kyrust

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax Myco NHxeKunoHHa eMyJIcHs

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

2 ml ceabBpxar:

WHakTrBUpaH peKOMOWHAHTEH XUMEPEH CBUHCKH IIUPKOBUPYC TUT 1, KOWTO ChbpPIKa CBHHCKH
mupkoBupyc Trr 2a ORF2 nporewns (1,5 — 4,9 RP)

WnakTrBUpaH peKOMOWHAHTEH XUMEPEH CBUHCKU LUPKOBHUPYC TUII 1, KOWTO ChABPIKa CBUHCKH
uupkoBupyc tun 2b ORF2 mpotens (1,5 — 5,9 RP)

Wnaxtusupana Mycoplasma hyopneumoniae, mam P-5722-3 (1,5 — 4,7 RP)

3. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

10 x 50 ml
10 x 100 ml
4 x 250 ml

‘ 4. BUJIOBE )KNUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

[Ipacera (3a yrosisane).

-

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

MHTpaMyCKyJIHO IPUIIOKEHHE.

7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.
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| 8. CPOK HATOJHOCT

Exp. {mecer/ronuna}
Cren mpoOuBaHe M3ITONI3Bal He3a0aBHO.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsiBa 1 TPaHCIIOPTHPA B OXJIaJICHO CHCTOSIHHUE.
[la He ce 3ampa3ssBa.
Hda ce ma3u oT cBeTIUHA.

‘ 10. HAJNMUCHT ,JIPE/U YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynotpeba nmpoyeTn TUCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

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

I[a CC ChbXpaHsaBa OaJji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUE 3A ThbPT'OBUA

Zoetis Belgium

14. HOMEPA HA PABPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/20/264/001 (50 ml)
EU/2/20/264/002 (100 ml)
EU/2/20/264/003 (250 ml)
EU/2/20/264/004 (10 x 50 ml)
EU/2/20/264/005 (10 x 100 ml)
EU/2/20/264/006 (4 x 250 ml)

‘ 15. NMAPTHUJAEH HOMEP

Lot {momep}
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NHOOPMAIUSA, KOATO TPABBA JJA BBJE U3IIMCAHA BBPXY ITbPBUYHATA
OITAKOBKA

HDPE daakonu (250 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH TIPOAYKT

CircoMax Myco MHkXeKITMOHHa eMYJICHSI

‘ 2. KOJMYECTBO HA AKTUBHUTE BEIIECTBA

2 ml chabpIKar:

MuaktuBupan pekomorHanTeH xumeper PCV tum 1, koitTo chaspika PCV i 2a ORF2 nporenn (1,5 —
4,9 RP).

Wuaktusupan pexomOuHanTen xumeped PCV tun 1, koiito chappika PCV tun 2b ORF2 npoteuns (1,5 —
5,9 RP).

Wnaktusupana Mycoplasma hyopneumoniae, mam P-5722-3 (1,5 —4,7 RP).

‘ 3. BUJAOBE )KUBOTHMH, 3A KOUTO E IPEJHA3ZHAYEH BJIII

[Ipacera (3a yrosisane).

-

‘ 4. HAYUHUA HA ITPUJIOKEHUE

1.m.
IIpeau ymoTpeda mpoyeTH JUCTOBKATA.

5. KAPEHTHHM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mecer/ronuna}
Cren nmpoOuBaHe M3MONI3Bal He3abaBHO.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Jla ce cbXxpaHsBa U TPAHCTIOPTHPA B OXJIA/IEHO ChCTOSHHE.
[la He ce 3ampa3ssBa.
Ja ce masu ot cBeT/IMHA.
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8. NME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

‘ 9. ITAPTUJIEH HOMEP

Lot {HOMED}
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MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKHA
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

HDPE ¢aaxonu (50 ml nau 100 ml)

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax Myco

-

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

WnaktuBupan pekomOuHanTeH xumeped PCV tum 1, xoiito ceabpxa PCV tun 2a ORF2 nporeunn (1,5 —
4,9 RP) u PCV tun 2b ORF2 nporeus (1,5 — 5,9 RP).
Wnaxtusupana Mycoplasma hyopneumoniae, uam P-5722-3 (1,5 — 4,7 RP).

‘ 3. MHHAPTUJAEH HOMEP

Lot {Homep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mecery/ronuna}
Cren nmpobuBaHe M3MONI3Ball He3abaBHO.
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B. JUCTOBKA
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JIUCTOBKA

1. HanmeHoBaHHe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

CircoMax Myco HH)XEKITHOHHA eMYJICHS 3a TIpaceTa

2. CnbcraB
Bceeku 2 ml no3a ceabpxar:

AKTHBHH BellleCcTBA:

WnakTuBUpaH peKOMOWHAHTEH XUMEPEH CBUHCKHU LIUPKOBUpYC Tl 1, koiTto 1,5 —4,9 RP*
ChIIbpyKa CBUHCKHY ITMPKOBHUPYC THUTI 2a, OTBOpeHA paMka Ha yeTeHe 2 (ORF2)

HPOTEUH

WHakTuBUpaH peKOMOMHAHTEH XMMEPEH CBUHCKU LIUPKOBUpPYC TuIl 1, koTto  1,5—5,9 RP*
ChIIbprKa CBUHCKHU upkoBupyc T 2b ORF2 npoTtenn

Wnaktusupana Mycoplasma hyopneumoniae, am P-5722-3 1,5—-4,7RP*
AJKYBaHTH:

MetaStim cpabpika:

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

*Enuaunna 3a oTHOCHUTENHA eprukacHOCT, onpeneneHa upe3 ELISA komndecTBeHO H3MEpPBaHE Ha
aHTUreHa (in vitro Tect 3a e)UKacHOCT), CPaBHEH ¢ pehepeHTHA BAKCHHA.

bsina xoMoreHHa emyscus.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII

[Ipacera (3a yrosisane).

4. Iloka3anus 3a ynorpeda

3a aKTMBHA UMyHH3allys Ha IpaceTa Cpelly CBUHCKH LIUPKOBUPYC THII 2, 3a HAMaJIsIBaHE
KOJIMYECTBOTO HA BUPYCA B KPBBTA U TUM(OUIHUTE THKAHU, OTJACISIHETO ¢ (PEKATUUTE U JIC3UHUTE B
nuMdounIHITE ThKaHH, CBBbp3aHu ¢ nHpekTupane ¢ PCV2. JlokazaHa e 3auTa cpelly CBUHCKH
IIUPKOBUPYCH TUTIOBE 2a, 2b 1 2d. 3a akTHBHA IMYHH3AITNS Ha mpaceTta cpeuty Mycoplasma
hyopneumoniae 3a HamansiBaHe Ha O€JIOAPOOHHTE JIE3UH, CBhP3aHH ¢ HHpEKTHpaHe ¢ Mycoplasma
hyopneumoniae.

Havano Ha umyHHnTeTa (32 ABETE CXEMHU Ha BaKCHHAINNSA): 3 ceAMUIM cief (TocieiHaTa) BaKCHHAITHUS.
[IpoabKUTETHOCT HA UMYHHUTETA (32 ABETE CXEMH Ha BaKCHHAIM): 23 ceAMUIM ciiel (oceqHaTa)

BaKCHHaILIMA.

OcBeH TOBa € JOKa3aHO, Y€ BAKCHMHaUsATa HaMaJIsiBa 3ary61/1Te OT HaJJJaBaHEC Ha TCJICCHA Maca IIpu
MOJICBU YyCJIOBHH.
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5. IIporuBonokazanus

Hsama.

6. CneunuaJiHu mpexynpexaeHus

CrienmanHy IpeaynpesKIeHHs:
Jla ce BakcHMHHpAT caMO 3[IpaBH KUBOTHHU.

CrenuaaHy Opeana3siu MEPKH 3a Oe3omacHa ynoTpe0a py BUIOBETE JKUBOTHH, 34 KOUTO €
npeaHaszHauceH BJIIT:

Hsama nannyna nadopMarus 3a 0€30MaCHOCTTA HAa Ta3W BaKCHHA MIPU HEpe3H 3a pa3muion. Jla He ce
U3MOJI3Ba MIPU HEPE3U 32 PA3ILIOJ,.

Crenmanay Ipeana3sii MEPKH, KOUTO TPsIOBA [a B3EME JIMLIETO, IPUIATAIO BETEPUHAPHMUS
JIEKAPCTBEH MPOAYKT HA >KUBOTHHUTE:
Hsama.

CrenmanHy npeanasHi MEPKU 3a 3allliTa Ha OKOJIHATa Cpefia:
He e npunoxxumo.

BbpeMenHoCT 1 nakTanys:
He e npunoxxumo.

BsaumoneiicTBue ¢ Apyru BeTEpUHAPHU JICKAPCTBEHU NPOAYKTH M ApyTH (hOPMHU Ha B3aMMOICHCTBYE:!
Hsama nannyna nadopMarus 3a 6€30MacCHOCTTa U €PUKACHOCTTA OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C IPYTH BEeTEPUHAPHHU JICKapCTBEHU NpoaykTH. [lopaau Ta3u npuynHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IIPE WJIH cJiell yroTpedara Ha IpyT BETEpHHAPEH JIeKapCTBEH MPOAYKT TPsOBa 1a ce
MpeleH! CIOope] UHAUBUYAIHUS CIy4ai.

IIpenosupasne:
B noxkpersny n3ciaeaBaHus 3a IpeIo3upane ca HabojaBany JeTaprus U yIecTeHo auirane. B

MSICTOTO Ha WH)KEKTUPaHE MOJKE JIa CE IMOSBU MPEXOJICH JICK OTOK, KOHUTO Cce 3aJbpiKa 1o 1 JieH.
IIpexomHo mMoBHINIaBaHE Ha TeJIecHaTa Temieparypa (mo makcumyMm 41,1 °C) moxe ma ce mosiBu a0 12
yaca.

CrenuaiaHy OrpaHUYEeHHUs 33 yHoTpeba U clielMalHy YCIOBHsI 3a yrorpeoba:

Bcesixo nuie, koeTo Bb3HaMepsBa Ja MPOU3BEXK A, BHACS, IPUTEXKaBa, pa3poCTpaHsIBa, MPO/IaBa,
cHa0zsBa 1 ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH NPOIYKT, TPsIOBa IBPBO /1a Ce KOHCYJITHpA C
KOMIIETEHTHUTE BJIACTH Ha ChOTBETHATA JbPKaBa WIEHKA OTHOCHO JIeHCTBAIINTE BAKCHHALIMOHHU
MIOJTUTHKH, KaTO T€3H JEHHOCTH MOTaT Aa ObaT 3a0paHeHy B AbprkaBa WieHKa Ha Is1aTa WIHA 9acT OT
HellHaTa TepUTOPHS, B ChOTBETCTBHE C HAI[IOHAIHOTO 3aKOHOJATEIICTRO.

OCHOBHHM HECHEBMECTHUMOCTH:
He cmecBaiiTe ¢ aApyr BeTepMHAPHOMEIUIIMHCKH MPOYKT.

7. HeOnaronpusiTHu peakuuu

[Ipacera 3a yrosiBane:

MHoro yectu [ToBumena Temneparypa (< 2,1 °C, oTmrymsiBaHe B

(roBede ot 1 Ha 10 TpeTupanu pamkuTe Ha 24 4aca)

JKUBOTHH): OTOK B MSICTOTO Ha MHXXEKTHpaHe (MeXIy 2-5 cm B
quameTsp; 3a 7 1o 10 qau)

17



Heuectn Eputema (mpe3 mepBuTe 24 daca)

(1 mo 10 Ha 1 000 TpeTnpanu Peaknuu Ha CBpBbXUyBCTBUTEIHOCT: MOBPBLIAHE,

JKUBOTHN): HapylleHa KOOpAUHALMS, JIETAPTHs U 3aTPYAHEHO
JuiaHe (II0BeYeTo JKUBOTHH C€ Bb3CTAHOBSBAT B
pamMkuTe Ha 24 yaca)

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTA. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUATHU PEAKITUH, BKIIOYUTCITHO 1
TaKWBa, KOUTO HE Ca OIMCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETEPUHAPHUS JICKAPCTBCH MPOTYKT
HE JICHiCTBA, CBBPXKETE ce MMbPBO ¢ Bamus BeTepuHapeH ekap. MoxeTe ChIIo /1a ChOOIaBaTe
HEOJIArONPUSATHYU PEaKIIMU Ha IPUTEKATEIS Ha PA3PEIICHUETO 32 ThPTOBUS KAaTO U3IIOJI3BATE JAaHHHUTE
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Barrata HanpioHamHa cucrema 3a cboOIaBaHe:
{moIpOOHOCTH 32 HAIIMOHATTHATA CUCTEMA }.

8. Jo3upoBKka 3a BceKM BH/I (KHBOTHO, HAYMHM ¥ METO/l HA MPUJIOKEHUE
WHTpaMyCcKyIIHO MPHUIOKEHNE BB BpaTa 3a]l yXOTO.

Cxema 3a BAKCHHUpAHE C eAMHUYHA 034!
Enunanuna m03a ot 2 ml Ha mpaceTa Ha Bb3pacT Hall 3 CEAMHIIN.

Cxema 3a BAKCHHHpaHE ¢ pa3JieisHe Ha JI03aTa:
JIBe nHkeKkTupaHusi, BCsiko 1o 1 ml, Ha mpaceTa Ha BB3pacT HaJ 3 JJHU, C UHTEPBAT MEXKIY TAX
MPUOIUZUTEITHO 3 CEAMHUITH.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAHE HA MPOAYKTA

ITpu u300p Ha HAYWH 3a TO3UPaAHE, BKIFOUUTEIHO Bb3pACT Ha BAKCHHUPAHE, TPSAOBA Jla CE OTUYNUTAT
oOcTosiTencTBata BbB pepmara. B ciaydanTe, Ipu KOUTO HUBOTO HA MAWYMHUTE aHTUTEIIA CPEIILY
PCV2 ce ogakBa ma 6b1¢ yMEepeHO BUCOKO WITM MHOTO BHCOKO, CE€ TIPETIOPHUBA Jia CE€ U3IOJI3Ba cXeMa
Ha BaKCHHHUPAHE C pa3/ielisTHe Ha J03aTa WK J1a ce 3a0aBU Bh3pacTTa 3a BaKCHHAIIHS.

Paskiiarere 1o0pe mpein MpUIIoKEHNUE U TIEPUOMYHO [0 BpeMe Ha Mpoleca Ha BAKCHHAIHS.
[penopbuBa ce ynorpedara Ha MHOTO/1030Ba CIIPHHIIOBKA WM OE3UTIICHO YCTPOMCTBO 3a
MHTPaMYCKYJIHU WH)KEKIMU. BB BCEKH Cllydail H3M10I3BalTe yCTPOWCTBA 32 BAKCMHUPAHE ChITIACHO
WHCTPYKIUHUTE Ha IPOU3BOAMTEIS. 3a OS3UTIICHO MPUIIOKEHUE U3ION3BaliTe OE3UTIICHO YCTPOUCTRO,
HOAXOMAIIO 32 HHTPAMYCKYJIHO HH)KEKTHBHO NPUJIOKEHHE Ha 1032 OT 2 ml mpu mpaceTa Ha Bb3pacT
ot 3 ceamunu. CnenBaiiTe MHCTPYKIMHUTE HA TPOU3BOIUTEINS, CIICHIU(HYHHM 32 HAJISTAaHETO,
HE00X0MMO 3a TpUiiaraHe Ha HeoOXoauMus 00eM Ha J103aTa, U CIIeIU(UIHU 3a IPOIIECUTE Ha padoTa
U IIOYHUCTBAHEC. CHCZ[BafITe BCHYKHU OI'paHUYCHHA, HAJTOKCHU OT IIPOMU3BOAUTCIIA HA yCTpOﬁCTBOTO,
crienM(UYHY 32 Bh3PACTTa HA dKHUBOTHOTO WJIM MPAHUIIMTE Ha TeecHata maca. [Ipunaraiite BakcuHaTAa
acenTu4HO. [To BpeMe Ha ChbXpaHEHHE MOXKE JIa CE MOSBU MAJIKO KOJMYECTBO YepHA yTaiKa 1
eMyJICHsITa MOKE JIa ce pasZielii Ha JIBE OT/EHHU YacTu. [Ipu pa3kianiane yepHara yTaiika n3de3sa u
eMYJICHSATA OTHOBO CTaBa XOMOTCHHA.

10. KapenTHu cpokoBe

Hyna quu.
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11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpansiBa faned OT NOrJieAa U Ha HEAOCTHITHH 32 JIela MeCTa.

[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).

[a He ce 3ampa3siBa.

Ha ce ma3u oT cBeTIUHA.

[a He ce U3M0I3Ba TO3HU BETEPHHAPEH JIEKAPCTBEH MPOLYKT CIE] U3TUYaHE CPOKA Ha TOIHOCT,
MOCOYCH BHPXY KapTOHEHaTa KyTHs U (JiakoHa ciien ,,Exp..

Cpox Ha TOHOCT CJIEA IBPBOTO OTBApsSHE HAa IBPBUYHATA ONIAKOBKA: M3IOJI3Ball He3a0aBHO.

12. ChenunaJIHU NpeANa3HU MePKH NPH YHUILOKABAHE

BerepunapuuTe nexapcTBeHH MPOIYKTH HE TPAOBa 1a ObIAT U3XBBPISHHU Upe3 OUTOBU OTMAABLIN WIIN
OTHaJHU BOJU.

W3nomn3BaiiTe mporpaMu 3a BphIIaHe IPY YHAIOKABAHETO HA HEU3ITOJI3BAHN BETEpUHAPHU
JIEKapCTBEHU MPOAYKTH M OCTATHIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEICTBO M C BCHYKH MPUIOKUMHU HAIIMOHAIHU CHCTEMU 3a ChOupaHne. Te3n Mepku 1ie
MOMOTHAT 3a OMa3BaHe HA OKOJIHATA Cpelia.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IIicaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKHU
EU/2/20/264/001-006.

Kapronena xytus ¢ 1 ¢pmakon (HDPE) ot 50 ml, 100 ml nm 250 ml.
Kapronena kytus ¢ 10 piakona (HDPE) ot 50 ml uau 100 ml.
Kapronena xytus ¢ 4 ¢pnakona (HDPE) ot 250 ml.

He Bcwuku pa3mepu Ha ommakoBKaTa Morat aa ObAaT MpeajiaraHu Ha ma3apa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiusa Ha TEKCTa

[MoapoOHa mHpOpMAIKS 32 TO3U BETCPHHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B Oa3ara
nanHu Ha Cbro3a oTHOCHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. lanHu 3a Bpb3Ka

IlpurexkaTel Ha pa3pelIeHUETO 3a ThPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0KIABAHETO HA
OapTHuad U JaHHHW 3a BPB3Ka 3a C’I)O6H_IaBaHe Ha npeanojaracMu He6ﬂaFOHDI/I$ITHI/I PCAKIIMHN

Zoetis Belgium

Rue Laid Burniat 1

1348 Louvain-La-Neuve
BEJITUS
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https://medicines.health.europa.eu/veterinary

Belgié/Belgique/Belgien
T¢l/Tel: +32 (0) 800 99 189
pharmvig-belux(@zoetis.com

Peny06sauka boiarapus
Ten: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz(@zoetis.com

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

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

Eesti
Tel: +370 610 05088
zoetis.estonia@zoetis.com

ElLGda
TnA: +30 210 6791900
infoer(@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain@zoetis.com

France
T¢l: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

Island
Simi: +354 540 8000
icepharma@jicepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Lietuva
Tel: +370 610 05088
zoetis.lithuania(@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux(@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

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

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit(@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal(@zoetis.com

Romania
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz(@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva(@zoetis.com
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Kvmpog Sverige

TnA: +30 210 6791900 Tel: +46 (0) 76 760 0677
infoer(@zoetis.com adr.scandinavia@zoetis.com

Latvija United Kingdom (Northern Ireland)
Tel: +370 610 05088 Tel: +353 (0) 1 256 9800
zoetis.latvia@zoetis.com pvsupportireland@zoetis.com

17. JdombjaHuTteaHa HH(pOpMAIUSA

BakcuHara cbibpika HHAKTUBUPAH PEKOMOMHAHTECH XMMEPEH CBHHCKH ITUPKOBUPYC THIT 1,
eKcrpecupail cCBHHCKUS nupkoBupyc tun 2a ORF2 npoTenH u MHAKTUBUPAH PEKOMOMHAHTEH
XHUMEPEH CBUHCKH LIUPKOBUPYC TUII 1, eKCIpecHpalll CBUHCKHUS 1upkoBupyc Tun 2b ORF2 nporeunH.
BaxkcuHara chrbpiKa ChINO 3alIUTHA aHTUTCHU OT WHAKTUBUpPaHa Mycoplasma hyopneumoniae.
Bakcunara cTuMynupa u3rpakJJaHeTO Ha aKTUBEH UMYHHUTET CPEelly MHOXeCTBO TeHoTurnoBe PCV2 n
Mycoplasma hyopneumoniae ipu CBHHETE.
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