IMPNJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax WHXXCKIIMOHHA EMYJICHUA 3a ITpaccTa

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika m1o3a ot 2 ml chabpika:

AKTHBHH BellleCcTBA:

WnakTHBUpaH peKOMOWHAHTEH XMMEPEH CBUHCKHU LIUPKOBHUpYC UM 1, koiTo 1,5 —4,9 RP*
ChIIbpyKa CBHHCKHY ITUPKOBHUPYC THUII 2a, OTBOpPeHA pamKa 3a dereHe 2 (ORF2)

MIPOTENH

WHakTuBrpaH peKOMOMHAHTEH XMMEPEH CBUHCKU LUpKOBUpYC Tull 1, kodTto  1,5—5,9 RP*
ChIbprKa CBUHCKH ITUpKOBUpYC THIl 2b ORF2 nporenn

AJUKYBaHT:

MetaStim, KOiTO ChIBpXKA:

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

*
EI[I/IHI/II_[EI 3a OTHOCHUTCJIHA e(l)I/IKaCHOCT, orpeaejcHa 4pes3 ELISA xonu4ecTBeHO HU3MCPBAHC Ha

aHTUreHa (in vitro Tect 3a e)UKacHOCT), CPaBHEH ¢ pe)epeHTHA BAKCHHA.

ITomo1Hu BemiecTBa:

KauecTBeH chCTaB HA MOMOILIHHUTE
BE€IIECTBA U JIPYITUTE CbCTABKH

Monobasic potassium phosphate anhydrous

Sodium chloride

Potassium chloride

Disodium phosphate anhydrous

Sodium phosphate dibasic heptahydrate

Disodium tetraborate decahydrate

EDTA tetrasodium

Water for injections

bsma xomorenna CMYJICHA.

3. KJIMHUYHA HHOPOPMALIUA

3.1 Bupaose :KMBOTHH, 32 KOUTO € npeanaznayed BJIII

IIpacera (3a yrosisaue).

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/ JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

3a aKTHBHA HMYHH3alu Ha IIpaceTa Cpeily CBUHCKU HUPKOBUPYC TUIT 2, 3a HaMaJIsIBaHEC KOJIMYECTBOTO
Ha BUpPYyCa B KPpbBTa U J'II/IM(I)OI/I,Z[HI/ITG TBbKaHHU, OTACIIAHETO C (I)eKaJ'II/II/ITe " JIC3UUTEC B J'II/IM(I)OI/I,Z[HI/ITG



ThKaHH, CBbp3aHu ¢ nHpekTupane ¢ PCV2. Jlokazana e 3amura cpelly CBUHCKH [TUPKOBUPYCH TUTIOBE
2a,2bwu 2d.

Hauano na umyHuTeTa (32 IBETE CXEMH HA BaKCHHAIMSA): 3 ceAMHLM ciell (ITocaegHaTa) BaKCHHALUS.
IIpoABIHKUTEITHOCT HA UMYHHUTETA (32 IBETE CXEMHU Ha BaKCHHAIMS): 23 CeIMUITH ciieln (TIocieaHaTa)
BaKCHHAITHSI.

3.3 IIporuBomoka3zanus

Hsma.

3.4 ChneuuajHu npexynpe:kaeHust

[a ce BakcMHUpAT caMO 37paBH KUBOTHH.

3.5 Cheuuajnu npeanasHu MepKH NPH ynoTpeda

CrienagHy Tpena3Hu MEepKH 3a 6e3onacHa ynoTpeda Npu BHIOBETE dKUBOTHH, 32 KOUTO €
npennasHayed BJIIT:

Hsma nannyna nagopmanms 3a 6e30macHOCTTa Ha Ta3u BaKCHHA [IpH Hepesu 3a pasmioA. a He ce
M3II0JI3Ba NIPH HEPE3U 3a Pa3IIOL.

CrenmanHy npeanasHi MEpPKH 3a JIMIATa, IpUaraiiy BETepUHAPHUS JEKaPCTBEH NPOAYKT HA dKUBOTHUTE:
He e npunoxxumo.

CroenuanaHy NpeAna3Hy MEpKHU 3a 3allluTa Ha OKOJIHATa cpeja:
He e npunoxxumo.

3.6 HeOnaronpusiTHu peaKkuuu

IIpacera 3a yrosiBaue:

MHoro yectu [ToBumena Temmneparypa (< 2,1 °C, oT3BydaBa B
(noBeue ot 1 Ha 10 TpeTupanu paMKuTe Ha 24 Jaca)
YKUBOTHH): OTOK B MSICTOTO Ha MH)KEKTUpaHe (MEXAy 2-5 cm B

quameTsp; 3a 7 1o 10 qau)?

Heuectn Epurema (mipe3 mepBuTe 24 daca)
(1 mo 10 Ha 1 000 TpeTnpanu Peaknuu Ha CBPBbX4yBCTBUTEIIHOCT: IIOBPBIIAHE,
JKUBOTHH): HapyIllIeHa KOOPAUHALMS, JIeTaprys U 3aTPYAHEHO

JuiaHe (TTOBEYEeTO )KUBOTHH C€ Bb3CTAHOBSBAT B
pamMkuTe Ha 24 yaca)

* B maboparopHo NpoydBaHe, cien KJIaHHYHO W3CIIeIBaHe Ha MACTOTO Ha WH)KEKTHpaHe, N3BBPIIECHO 2
CEJIMHIIY CJIE]] TIOBTOPHO MPHUJIOKEHNE HA €IHOKPATHA /1032 OT BAKCHHATa, MHOTO YECTO CE€ OTKPHBa
JIEKO TUMQOIUTHO-TPAHYJIOMATO3HO Bh3IAICHHUE.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusITa TpsiOBa Aa ce u3mpaniar, 3a
MpeINoYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHNeTo 3a ThPTOBUS WIH Ha
HAI[MOHATHAA KOMIIETEHTEH OpraH uype3 HallMOHAJTHATa CUCTeMa 3a ChOoOIaBane. 3a ChOTBETHUTE
JTAHHY 32 BpBh3Ka BUXKTE JTUCTOBKATA.



3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEHHOCT, JAKTAIUS WM sIHIleHOCEHe

BbpeMenHOCT ¥ nakTanuys:
He e npunoxxumo.

3.8 Bs3aumogaeiicTBHe ¢ APYru BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMoOJeHcTBHE

Hsma manngna nHGOpManns 3a 6€30MacHOCTTa M epUKACHOCTTa OT ChBMECTHOTO U3IIOJI3BAHE HA Ta3H
BaKCHHA C IpYT'Y BETEpUHAPHHU JIEKapCTBEHU NpoXyKTH. [Topaau Ta3u nprudnHa, IpUIaraHeTo Ha Ta3u
BaKCHHa MPEAM WIN ciie]l ynoTpedara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce
MPELEeHH CIIOpE]l MHIWBUAYAIIHUS ClTyYail.

3.9 HavuH Ha NPUIOKEHUE U JO3MPOBKA

BakcuHnupaiite npacerata UHTPaMyCKYJIHO BbB BpaTa 3aJl YXOTO.

CxeMa 3a BAaKCHHUpaHE ¢ eAUHUYHA J103a:
Enunanuna m03a ot 2 ml Ha mpaceTa Ha Bb3pacT Hall 3 CeAMHIIN.

CxeMa 3a BakCHHUpaHe ¢ pa3fessHe Ha 103aTa:
JIBe mmxekTHpanus, Bcsko o 1 ml, Ha mpacera Ha BB3pacT HaJ 3 AHU, C HHTEPBAT MEXKIY TAX
MPUOIU3UTEITHO 3 CEeMMUIIH.

[Tpu n360p Ha HAYMH 32 O3UPAHE, BKIFOYUTEIHO Bh3PACT HA BAKCHHUPAHE, TPSAOBA J]a CE OTYUTAT
obcrosiTericTBaTa BHB epmara. B cirydanTte, mpu KOUTO HUBOTO Ha MaluMHHUTE aHTUTENa cperry PCV2
Ce OYaKBa Jia ObJIc YMEPEHO BHCOKO MU MHOTO BHCOKO, C€ IPEIOphYBa Ja ce U3I0JI3Ba CXeMa Ha
BaKCHHUPAHE C pa3JieiisiHe Ha JT03aTa WK Jia ce 3a0aBU Bh3PacTTa 32 BAKCHHAIIUS.

Paskmarere L[06pe npeav NMpUIOKCHUC U NIEPUOANYHO 10 BpEME Ha IMMPOoLeCa Ha BaKCUHAILUA.

IIpenopbuBa ce ynorpebdara Ha MHOT0O1030Ba CIIPHHIIOBKA WM OE3UIIICHO YCTPOMUCTBO 3a
WHTPaMyCKYJIHU MHXXEKLNUU. BbB BCEKH Clly4all U3M0J3BANTE yCTPONCTBA 32 BAKCHHUPAHE CHIVIACHO
MHCTPYKLHMHUTE HAa POU3BOAMTEIIS. 3a OC3UTIICHO MPUIIOKEHUE U3ION3BaiiTe O€3UTTICHO YCTPOUCTRO,
moaAXo 110 3a MHTPAMYCKYJIHO MHXKCKTUBHO IIPUJIOKCHHUE HAa 103a OT 2 ml IIpu pace€Ta Ha Bb3pacT OT
3 cenmur. Ciegsaiire WHCTPYKILUUTE HA IIPOU3BOIUTENS, CHCHI/I(i)I/I‘IHI/I 3a HAJIATaHETO, HEOOXOIUMO
3a mpuiIaraHe Ha HeoOxoauMus 00eM Ha J03aTa, ¥ crieun(UIHH 3a MpolecuTe Ha padoTa u
nouncTBaHe. CineaBaiiTe BCHUKH OTpaHUUYEHUS, HAJIOKEH! OT IPOU3BOJUTEINS HA YCTPOHCTBOTO,
cnenu(UYHY 32 Bh3pacTTa Ha )KUBOTHOTO HJIM IPAaHUIIMTE HA TeJecHaTa Maca.

HpHnaraﬁTe BaKCHHaTa aCCIITUYHO.

Ilo BpEMC Ha CBbXPAaHCHUEC MOXKE Jia CC MTOSABHU MAJIKO KOJIMYCCTBO UCPpHA YTafIKa 1 EMYJICUATA MOXKE Oa
CC pa3aciiv Ha ABC OTACIIHU YaCTH.

I1pu paskianiane yepHaTa yTaiika H34e3Ba U eMyJICHSITa OTHOBO CTaBa XOMOT'€HHA.

3.10 CumnrToMu Ha npeno3upaHe (U KOraTo e NpuJI0KUMO — NPOLEeAYPH HA JeiicTBHe IPH
CTIeIHHU CJIy4Yau U AHTHIO0TH)

B moaxpersiy n3cneABaHAs 3a IpeIo3upaHe ca HaOoJaBaHy JIETAPTHs U YYECTeHO nuiiane. B
MSACTOTO Ha MHXEKTHUPAHE MOXE JIa Ce MOSBU MIPEXOCH JIEK OTOK, KOUTO Cce 3aabpka 10 1 JeH.
IIpexonHo moBuIlIaBaHe Ha TelecHaTa Temmeparypa (1o makcumyMm 41,1 °C) moxe na ce mosiBu o 12
yaca.



3.11 CrheuuajHH OrpaHHYEHUs 32 yNOTpeda U CelMAaTHH YCJIOBHS 32 YOTPeda, BKIIYHTETHO
OrpaHUYeHHs 32 YNOTpedaTa HA AHTUMMKPOOHU U MPOTHBONAPA3UTHH BeTePHHAPHU
JIEKAPCTBEHHU MPOIYKTH, C IIeJI 1a ¢e OTPAHHYYN PHCKBT OT Pa3BUTHE HA PE3UCTEHTHOCT

Bcesixo nure, koeTo Bb3HaMepsBa Ja MPOM3BEXkK A, BHACS, IPUTEXKaBa, pa3lpoCTpaHsIBa, MPO/IaBa,
cHabs1Ba U yNnoTpeOsiBa TO3M BETEPHHAPEH JICKAPCTBEH MPOJIYKT, TPSOBA IBPBO Jia Ce KOHCYIITHPA C
KOMIIETCHTHUTE BJIACTH HA CHOTBETHATA IbPKaBa WICHKA OTHOCHO JISHCTBAIUTE BaKCHHAIIMOHHU
MTOJINTUKH, KaTO TE3W IEHHOCTH MOTaT J1a Ob/IaT 3a0paHeHH B IbpKaBa WICHKA Ha IsUTaTa WiIH 9acT OT
HelHaTa TEPUTOPHS, B ChOTBETCTBHE C HAITMOHATHOTO 3aKOHOAATEIICTBO.

3.12 KapeHTHH CpOKOBe

Hyna gun.

4. UMYHOJOI'NMYHA UHOOPMALIUS

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI09AA07
Bakcunata chappka HHAaKTUBHPAH PEKOMOWHAHTEH XMMEPEH CBUHCKH LIUPKOBUPYC THI 1,
eKcrpecupar CBUHCKUS uupkoBupyc tun 2a ORF2 npoTenH 1 MHaKTUBUPaH PEKOMOWHAHTEH XUMEPEH
CBUHCKH IUPKOBHUPYC THII 1, ekcripecupal cBUHCKHs 1uproBupyc tun 2b ORF2 nporenn. Bakcunara
CTUMYJIUPA U3TPAXKIAHETO HA aKTUBEH HMYHHUTET Cpelly MHOXecTBO reHotunose PCV?2 npu cBuHere.
5. DOAPMALEBTUYHU JAHHU

5.1 OcCHOBHH HECbBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepUHAPEH JIEKAPCTBEH NPOAYKT.

5.2 Cpoxk Ha romHoCT

Cpok Ha TOJHOCT Ha KpailHUsS BeTepHHAPEH JIEKapCTBEH MPOAyKT: 18 mecera.
Cpok Ha TOJHOCT CJIe/l TbPBO OTBapsSIHE HAa IbPBUYHATA OMAKOBKA: U3IOJ3BaliTe He3a0aBHO.

5.3 Cheuuananu ycaoBus 32 CbXpaHeHHe

Jla ce chxpaHsiBa U TpaHCIIOPTHpPA B 0XJIaJieHO cheTosiHue (2 °C — 8 °C).

Ja He ce 3ampa3siBa.

Jla ce ma3u oT CBETJIMHA.

[To BpeMe Ha ChXPaHEHHUETO MOXKE JIa CE MOSBU MAJIKO KOJIMYECTBO YECPHA YTalKa U eMYJICHITa MOXKE
Jla ce paszieny Ha JiBe oTneHu yactu. Clien pa3KialaHe YepHara yTalika u34e3Ba U eMyJICHITa OTHOBO
CTaBa XOMOT€HHA.

5.4 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

[MonuernnenoBu (uaxkonu ¢ Bucoka mrbTHOCT 0T 50 ml, ot 100 ml u ot 250 ml, ¢ xJI0pOOYTHIIOBA
eJacTOMEepHA Tara U 3arevyaTaHy ¢ aTfyMUHHUEBA Karayka.

Kapronena xytus ¢ 1 ¢pmakon ot 50 ml, 100 ml nmum 250 ml.
Kapronena xytus ¢ 10 ¢pnaxona ot 50 ml wium 100 ml.

Kapronena kyTtus ¢ 4 ¢makona ot 250 ml.

He Bcuukn pasMEpu Ha OIMTAKOBKATa Morat Ja 6’BI[aT npeajlaranv Ha masapa.



5.5 CnenuajHu MEPKH 32 YHUII0KAaBAaHE HA HEU3IOJI3BAHU IMPOAYKTH WIHA OCTATBIHA OT THX

BeTCpI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LI[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBHU OTIaabIH.

W3nomn3BaiiTe mporpamMu 3a BpbIIaHe IPY YHAIOKABAHETO Ha HEU3ITOJI3BAHN BETEpPUHAPHU
JIEKAPCTBEHU MPOIYKTH WIHA OCTAThLHM OT TSIX B ChOTBETCTBUE C U3UCKBAHUAITA HA MECTHOTO

3aKOHOJIaTEJICTBO M C BCUYKH HAIIMOHAHHA CHCTEMU 33 ChOMpPaHe, IPIIOKUMHE 32 ChOTBETHHUS
BETEPUHAPCH JIEKAPCTBEH MPOIYKT.

6. HUME HA ITPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

7. HOMEP HA PASPEHIIEHUETO 3A ThPI'OBUSA

EU/2/21/281/001-006.

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

JaTa Ha TEPBOTO M3AaBaHe Ha MUIleH3 3a yrmoTpeda: 11/01/2022.

9. JATA HA TIOCJIEAHATA PEJAKIINA HA KPATKATA XAPAKTEPUCTHUKA HA
NPOAYKTA

10. KIJACHO®UKAILIUA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOJAYKTU
Jla ce oTmycka caMo MO JIEKapcKO MPEeICcaHue.

[Moapo6ua nHpOpMAaIKs 32 TO3M BEeTEPHHAPEH JIEKAPCTBEH MPOAYKT MOXKE Jla HaMepuTe B 0a3ara JaHHU Ha
Cwro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).



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

ITPUJIOKEHHUE I1

APYI'N YCJIIOBUSA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBHUs

Hsawma.



ITPUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE U3IINCBA BBPXY BBbHIIITHATA OITAKOBKA

KAPTOHEHA KYTUAA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax MmKeKunoHHa eMyJICHST

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

2 ml ceabpxar:

VuaxkTuBHpaH peKOMOMHAHTEH XUMEPEH CBHHCKHU IIUPKOBUPYC THII 1, KOWTO ChIBPXKA CBUHCKU
mupkoBupyc Trr 2a ORF2 mporewns (1,5 — 4,9 RP)

WnakTrBUpaH peKOMOWHAHTEH XUMEPEH CBUHCKU LUPKOBHUPYC TUI 1, KOWTO ChABPIKa CBUHCKH
upkoBupyc tun 2b ORF2 npotens (1,5 — 5,9 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 )KUBOTHMU, 3A KOUTO E IIPEJTHA3ZHAYEH BJIII

[Ipacera (3a yrosiBane).

-

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyJIHO IPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
Cren npoOuBane U3MOI3Ball He3a0aBHO.



‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTHPA B OXJIAJIEHO ChCTOSHUE.
Ha He ce 3ampa3sspa.
Jla ce ma3u OT CBETJIMHA.

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

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TIOTJIEJA M HA HEJJOCTBITHA
3A JTEIJA MECTA”

I[a CC€ ChbXpaHsBa JaJi€d OT IIorjieaa U Ha HEAOCTBITHU 3a A€1a MECTA.

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

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUA HA BJIIL

EU/2/21/281/001 (50 ml)
EU/2/21/281/002 (100 ml)
EU/2/21/281/003 (250 ml)
EU/2/21/281/004 (10 x 50 ml)
EU/2/21/281/005 (10 x 100 ml)
EU/2/21/281/006 (4 x 250 ml)

‘ 15. NMAPTHUJAEH HOMEP

Lot {nomep}



NHOOPMAIMSA, KOATO TPABBA 1A BBJIE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

HDPE ®JIAKOHH (250 ml)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH TIPOAYKT

CircoMax MHXeKunoHHA eMYJICHS

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

2 ml ceabBpxar:

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

WnaktuBupan pekomOrHanTeH xumeper PCV tun 1, koiito cpappxa PCV tum 2b ORF2 nporenn (1,5 —
5,9RP).

‘ 3. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

[Ipacera (3a yrosisane).

-

‘ 4. HAYUHUA HA ITPUJIOKEHUE

1.m.
IIpeau ymoTpeda mpoyeTH JTUCTOBKATA.

5. KAPEHTHUM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 6. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
Cren mpoOuBaHe M3MONI3Bal He3abaBHO.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cpxpaHsBa 1 TPaHCIIOPTHPA B OXJIAIEHO ChCTOSHUE.
Jla He ce 3ampassiBa.
Ha ce ma3u ot cBeTIUHA.

‘ 8. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

Zoetis Belgium



‘ 9. ITAPTUJIEH HOMEP

Lot {Homep}



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY MAJIKN
OITAKOBKM BJII1, KOUTO CBABPKAT EJUHUYHA JO3A

HDPE ®JIAKOHMH (50 ml nju 100 ml)

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

CircoMax

-

‘ 2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

MuakxtuBupan pekomornnanTeH xumeper PCV tum 1, koiiro ceabpka PCV tumr 2a ORF2 mpotens (1.5 —
4.9 RP) u PCV tun 2b ORF2 npoteus (1.5 — 5.9 RP).

‘ 3. ITAPTUJAEH HOMEP

Lot {nomep}

| 4. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
Cren npoOuBaHe H3MOI3BaliTe HE3a0aBHO.



B. JUCTOBKA



JIUCTOBKA

1. HanmeHoBaHUe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

CircoMax WHKEKITHOHHA eMYJICHSI 3a TIpaceTa

2. CncTas
Bcesika no3a 2 ml ceabpixka:

AKTHBHH BellleCcTBA:

WnakTHBUpaH peKOMOWHAHTEH XUMEPEH CBUHCKHU LIUPKOBHUpYC UM 1, koiTo 1,5 —4,9 RP*
ChIIbpyKa CBHHCKHY ITUPKOBHUPYC THII 2a, OTBOpPeHA pamKa 3a deteHe 2 (ORF2)

[POTEUH

WHakTuBrpaH peKOMOMHAHTEH XMMEPEH CBUHCKU LUPKOBUpYC Tull 1, kodTto  1,5—5,9 RP*
ChIbpiKa CBUHCKH ITUpKOBUpYC THIl 2b ORF2 nporenn

AJKYBaHTH:

MetaStim, KOiTO ChIBpXKA:

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

%k
Enunnna 3a otHocuTenHa eukacHocT, onpenenena upe3 ELISA konmudecTBeHO n3MepBane Ha

aHTUreHa (in vitro Tect 3a e()UKacHOCT), CPaBHEH ¢ pe)epeHTHA BaKCHHA.

bsma xomorenna CMYJICHA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII

IIpacera (3a yrosisaue).

4. IToxa3zanus 3a ynorpeoda

3a aKTHBHA UMYHH3AIIM HA TpaceTa CPelly CBUHCKH IMPKOBUPYC THII 2, 32 HAMAJISIBAHE KOJTHUECTBOTO
Ha BHpPycCa B KPbBTA ¥ JIMM(OUIHHUTE THKAHH, OTAEISIHETO ¢ (peKaIunUTe U JIE3UUTE B TUMQPOUIHUATE
THhKaHM, CBBp3aHu ¢ nHpekTrpane ¢ PCV2. JlokasaHa e 3alura cpelly CBUHCKH ITUPKOBUPYCH TUIIOBE
2a,2b u 2d.

Hagano Ha umyHHnTETa (32 ABETE CXEMH Ha BaKCHHAINWSA): 3 ceAMHUIM ciief (ToceiHaTa) BaKCHHAIUS.
[IpoabmKUTETHOCT HA UMYHHUTETA (32 IBETE CXEMH Ha BaKCHHALM): 23 ceAMUIM ciiel] (oceqHaTa)
BaKCHHALUS.

5. IIporuBonokazanus

Hsama.



6. CneunuaJiHu mpexynpexaeHus

CHCLII/IEIJ'IHI/I OpeAYINPEKIACHUA !
I[a CC BAKCHMHHPAT CaMO 3paBH JKUBOTHH.

Crenuanny npeana3sHd MEpKH 3a 0e30macHa yrorpeba Ipy BUIOBETE )KUBOTHH, 3a KOUTO €
npeanasHaueH BJIIT:

Hsama nanunyna nadopMalus 3a 0€30IaCHOCTTa Ha Ta3W BaKCHHA IIPH HEpe3H 3a pas3iuion. Jla He ce
M3II0JI3Ba TIPU HEPE3H 3a Pa3ILIo.

CrenuaiaHy OpeAna3Hu MEPKH, KOUTO TPsOBa Ja B3eMe JIUIIETO, IPWIATaIll0 BETEpUHAPHU JICKaPCTBEH
IOPOAYKT Ha )KUBOTHUTE:
He e npunoxxumo.

CrienmatHy Ipeina3Hu MEPKU 3a 3allliTa Ha OKOJIHATA cpefia:
He e npunoxumo.

bpeMeHHOCT 1 JIaKTallHs:
He e npunoxumo.

BsaumoneiicTBre ¢ Apyru BETEePUHAPHU JICKAPCTBEHU IPOAYKTH ¥ IpyTru (DOPMHU HA B3aMOJCHCTBUE:
Hsma nannynaa nadopManms 3a 6e30macHOCTTa ¥ e)UKACHOCTTA OT ChBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IPYTH BETEPUHAPHHU JICKApCTBEHU NPOayKTH. [lopaau Ta3u npuynHa, IpuUIaraHeTo Ha Tasu
BaKCHHA TIPEIU WU CJIe] yIoTpedara Ha IpyT BETEPHUHAPEH JIEKApPCTBEH MPOAYKT TPSOBaA 11a ce
MIPELeH! CTIOpe]l MHANBUIYATHHS CIydai.

IIpenosupane:
B noakpersny u3cneABaHus 3a MpeI03upaHe ca HaOI0JaBaH| JISTAPTHs U YYECTCHO nuIiane. B

MSCTOTO Ha MHKEKTHPaHE MOXKE Ja Ce MOsIBU IPEXO0/IeH JIeK OTOK, KOWTO ce 3aibpika 10 1 JeH.
[IpexonHo moBHIIaBaHe Ha TeJdecHaTa Temreparypa (10 makcumyM 41,1 °C) moxe na ce mosiBu 10 12
yaca.

Criernua Hy OrpaHWYCHHUS 32 YIOTpeOa U CIieMaIHy YCIOBHsI 3a yroTpeba:

Bcesixo nure, koeTo Bb3HaMepsBa Ja MPOU3BEXK A, BHACS, IPUTEXKaBa, pa3poCcTpaHsIBa, MPO/IaBa,
cHab/1sBa U yroTpeOsBa TO3M BETEPHHAPEH JIEKaPCTBEH MPOAYKT, TPSOBA IIBPBO /1a C€ KOHCYIITUPA C
KOMIICTCHTHUTE BJIACTH HA CHOTBETHATA JIbPKaBa WICHKA OTHOCHO JICHCTBAIUTE BAKCHHAIIMOHHU
MOJIUTUKY, KaTO TE€3U JICHHOCTH MOTaT Ja OblaT 3a0paHeHH B IbpKaBa WICHKA Ha Is/1aTa WIK 9acT OT
HellHaTa TepUTOPUS, B ChOTBETCTBUE C HAI[MOHAIHOTO 3aKOHOIaTEIICTRO.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiiTe ¢ aApyr BeTepuHApEH JEKapCTBEH MPOITYKT.

7 HebsaronpusiTHu peakumun

IIpacera 3a yrosiBane:

MHoro yectu [ToBumena Temmeparypa (< 2,1 °C, oT3BydaBa B
(nmoBeue ot 1 Ha 10 TpeTupanu paMKuTe Ha 24 daca)
YKUBOTHH): OTOK B MSICTOTO Ha MH)KEKTUpaHe (MEXIy 2-5 cm B

quameTsp; 3a 7 1o 10 qHu)

Heuectn Eputema (mpe3 mepBuTe 24 daca)

(1 mo 10 Ha 1 000 TpeTnpanu Peaknyn Ha CBpBbXUyBCTBUTEIHOCT: MOBPBLIAHE,
JKUBOTHN): HapylleHa KOOpAWHALMS, JIETAPTHs U 3aTPYAHEHO




JaumaHe (TIOBeYeTo JKUBOTHH C€ Bb3CTAHOBSBAT B
pamkure Ha 24 gaca)

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOYUTCITHO 1
TaKWBa, KOUTO HE Ca OIUCAHU B TA3W JIMCTOBKA VI MUCIUTE, Y€ BETEPUHAPHUS JICKAPCTBCH MPOTYKT
HE JIeHiCTBa, CBBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH ekap. MoxeTe ChIIo /1a ChoOIaBaTe
HeOIaronpusTHA PEaKIUK Ha MPUTEKATEIIST Ha Pa3pellieHHETO 32 ThPTOBHUS KaTo U3IOJI3BATE TAHHUTE
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Barrata HarpioHamHa cucrema 3a choOIaBaHe:
{moIpoOHOCTH 32 HAIIMOHATHATA CUCTEMA }

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

I/IHTpaMyCKyJ'IHO MMPUJIIOKCHUC BBB BpaTa 3a1 yXOTO.

CxeMa 3a BAaKCHHUpaHE ¢ STUHUYHA /103!
Enuanuna mo3a ot 2 ml Ha mpaceTa Ha Bb3pacT HaJl 3 CEAMUIIH.

Cxema 3a BaKCHHHMpaHe ¢ pa3/ieisHe Ha J103aTa:
JIBe mmxekTHpanus, Bcsko o 1 ml, Ha mpacera Ha BB3pacT HaJ 3 AHU, C HHTEPBAT MEXKIY TAX
MPUOIM3UTEITHO 3 CEeMMUIIH.

9. CobBeTH 32 IPABUJIHOTO NPWIATAHE HA MPOAYKTA

[Tpu n360p Ha HAYMH 32 JO3UPAHE, BKIOYUTEIHO BH3PACT HA BAKCHHUPAHE, TPSAOBA Ja CE OTYUTAT
obcrosiTencTBaTa BHB epmara. B cirydanTte, mpu KOUTO HUBOTO Ha MaluMHHUTE aHTUTENA cperry PCV2
ce OYaKBa Jia ObJIc YMEPEHO BHCOKO HIIU MHOTO BHCOKO, C€ IPEIOphYBa Ja ce U3I0JI3Ba CXeMa Ha
BaKCHHHpPAHE C pa3/IeisiHe Ha J103aTa WK Jia ce 3a0aBU Bb3PACTTa 32 BAKCHHAIHSL.

Paskmarere L[06pe npeav NpUIOKCHUC U NIEPUOANYHO 11O BpEME Ha IMMPOLECa Ha BaKCUHALIUA.

[IpenopbuBa ce ynorpebdaTa Ha MHOT'0Z[030Ba CIPHUHIIOBKA MJIK OE3HUIIEHO YCTPOMCTBO 3a
UHTPaMYCKYJHU UHXEKIUU. BbB BCeKH cllydail U3MOA3BaNTE yCTPONUCTBA 32 BAKCHHUPAHE CHIVIACHO
WHCTPYKITUUTE HA TIPOU3BOUTENS. 3a OC3UTIICHO MPUIIOKEHUE H3MO0I3BaliTe 0E3UTIIEHO YCTPOUCTBO,
MOJIXOISIIIIO 33 MHHTPAMYCKYJIHO MHXCEKTUBHO NMPUJIOKEHHE Ha J103a OT 2 ml MpH mpaceTa Ha Bb3pPacT OT
3 ceqmuiu. CienBaiTe HHCTPYKIIMUATE HA MTPOU3BOAMTEIS, CIICIIUPUUHH 3a HAJATAHETO, HEOOXOAMMO
3a MpujiaraHe Ha HeoOXoquMus 00eM Ha J103aTa, U cienn(UIHH 32 TIPOIECUTE Ha paboTa u
nounctBane. ClieIBaiiTe BCUYKH OTPAaHUUICHUS, HAJIOXKEHU OT MPOU3BOIUTEIIS HA yCTPONCTBOTO,
CreI(pUYHYU 3a Bb3PacTTa Ha )KMBOTHOTO MJIM IPAHUIIUTE Ha TEJICCHATA Maca.

IIpunaraiite BAKCUHATa ACEITUYHO.

ITo Bpeme Ha chXpaHEHHE MOXKE J1a C€ MOSIBU MAJIKO KOJMYECTBO YEPHA yTallka U eMyJICUATa MOXKE Ja
ce pas3zieNid Ha JABE OTIEHM YacTH. [Ipu pa3kiainane uepHaTa yTraifka n3de3Ba U eMyJICUsITa OTHOBO
CTaBa XOMOT€HHA.

10. KapeHTHHU cpokoBe

Hyna gan.

11. ChenmnaJiHHU yCJOBHS 32 CbXpaHEeHHe
[a ce cpxpaHsBa faned OT IOIJIeAa U Ha HEJOCTBHIIHU 32 JIela MECTa.

[a ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo ceerosaue (2 °C — 8 °C).
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Jla He ce 3ampassiBa.

[la ce ma3u oT CBETINHA.

[la He ce u3noa3Ba TO3M BETEPUHAPEH JIEKAPCTBEH NPOIYKT ClIeA U3THYaHE CPOKa Ha FOJTHOCT, [IOCOUEH
BBbpPXY KapTOHEHaTa KyTus U Quakona cien ,,Exp..

Cpok Ha rOZJHOCT CJIel IBPBOTO OTBAPSIHE HA ONAKOBKATa: U3I0JI3Bail He3a0aBHO.

12. ChenunaJIHU NpeANa3HA MePKH NPH YHUILOKABAHE

BerepuHapHuTe JIeKapCTBEHN POIYKTH HE TPSAOBA J]a ObJIaT U3XBBPISHH Ype3 OTIAHH BOJU WIH OUTOBH
OTHAAbLU.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHE IPY YHUAIIOKABAHETO HA HEU3ITOJI3BAHN BETEpUHAPHU
JIEKAPCTBEHU MPOIYKTH WIHA OCTAThLHM OT TSIX B ChOTBETCTBUE C U3UCKBAHUITA HA MECTHOTO
3aKOHO/ATEICTBO U C BCHYKH MPUIOKUMHU HAIIMOHAIIHU CHCTEMU 3a ChOupaHe. Te3n Mepku 1ie
MIOMOTHAT 32 OlIa3BaHE Ha OKOJIHATA CPEJa.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO IMPCAINMCaHunC.

14. Homepa Ha pa3peleHHeTO 32 THProBUs H Pa3MepH ONIAKOBKHU
EU/2/21/281/001-006.

Kapronena xytus ¢ 1 ¢pmakon (HDPE) ot 50 ml, 100 ml nm 250 ml.
Kapronena xyrtus ¢ 10 ¢pnakona (HDPE) ot 50 ml wnu 100 ml.
Kapronena xyrus ¢ 4 ¢pmakona (HDPE) ot 250 ml.

He Bcuukn PpasMEpu Ha OITAaKOBKATa MOrat Ja 6’L,I[aT npeajiaranv Ha masapa.

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

IMoxpoOHa nH(pOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKeE J]a HamepuTe B 6azata
nanau Ha Cpro3a oTHOCHO mpoayktute (https://medicines.health.europa.eu/veterinary).

16. /lanHwu 3a Bpb3Ka

IIpuTtexkaTel Ha pa3pelIeHUeTo 3a ThPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0KIABAHETO HA
NnapTuau U JaHHU 3a BPH3Ka 3a c1>o6gaBaHe Ha npeanojaracMmn HC6H8.I‘OH[2I/IHTHI/I pPCaKIIUM:

Zoetis Belgium
Rue Laid Burniat 1
1348 Louvain-La-Neuve

BEJITUA
Belgié/Belgique/Belgien Lietuva
Tél/Tel: +32 (0) 800 99 189 Tel: +370 610 05088

pharmvig-belux@gzoetis.com zoetis.lithuania@zoetis.com



https://medicines.health.europa.eu/veterinary
file://corp.zoetis.com/sfs/zahreg/Sarolaner/Cats%20(TopCat)/variations/012%20SH+%20April%202024%20-%20N.%20cati/pharmvig-belux@zoetis.com
mailto:zoetis.lithuania@zoetis.com

Peny0auka bnarapust
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

EALada
TnA: +30 210 6791900
infogr@zoetis.com

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

France
Tél: +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(@icepharma.is

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

Kvnpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com
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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

Roménia
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

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

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com
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17. [JdombjaHuTteaHa HH(OpMAIUA

BaxkcuHara cbIbpika HHAKTUBUPAH PEKOMOWHAHTECH XMMEPEH CBHHCKH ITUPKOBUPYC THIT 1,
eKcrpecupai CBHHCKUS nupkoBupyc tiun 2a ORF2 npoTenH 1 MHAaKTUBUPAH PeKOMOWHAHTEH XUMEPEH
CBHHCKH ITUPKOBUPYC THM 1, eKcripecupant cBUHCKHs nupkoBupyc tuil 2b ORF2 nporenn. BakcnnaTa
CTUMYJIMpa U3rPaKIaHETO Ha aKTUBEH UMYHHUTET CPEIly MHOXeCTBO reHotunose PCV2 npu cBunere.
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