IMPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

BLUEVAC-3 uHXeKIIMOHHA CYCIICH3HUsI 3a OBIIE U F'OBeIa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml chabpixa:

AKTHBHO BeleCTBO:

Bupyc na 6onecrra cun e3uk (BTV), ceporun 3, mam BTV-3/NET2023, unaktusupan.. 104 CCIDso*

* CCIDso: naexkunosna go3a 3a 50% kineTbuHa KyJITypa, eKBUBAJICHTHA HAa TUTHPA MIPeIu
MHAKTHBHPAHETO.

AKYyBaHTH:
ATYMUHUCB XHUIPOKCHIL ©eevvervreeerearreesseesseesssesssesssaseessesssesssessssssssesssesssesssessssssssssssesssssssesssesssanns 6 mg
[peuncted camOHIH (QUIL A) .ooeiiiiiiieieeieese ettt ettt ettt e s e snneenseenseenseas 0,05 mg

IToMolHM BeniecTBa:

KonnuyecTBeH cbcTaB, ako Ta3u nHpopManust
¢ Ba’KHa ¢ OrJie] Ha IPABHJIHOTO NPUJIaraHe
HA BeTePHHAPHHSA JIeKAPCTBEH MPOJYKT

KauecTBeH ¢chCTaB HA MOMOIIHUTE BEIIEeCTBA
U IPYTH ChCTABKH

Tuomepcan 0,1 mg

Harpues xnopuj

Junatpuer docdar

Kanues pocdar

BO,Z[a 3a HHXKCKIIUNU

bsina wnmm po3oBo-0siyia cycnieH3usl.

3. KIMHUYHA UTH®OPMALIUA
3.1 Bupose *KUBOTHH, 32 KOUTO e mpexHasHadyeH BJIIT
Osglie u roeena.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

Osl1ie
3a akTHBHA UMYHH3AIIMs Ha OBIIE C IeJT HAMAISIBAHE HA BUPEMHATA, CMBPTHOCTTA U KITMHUYHUTE

MpU3HALN, TPUIMHEHU OT CEPOTHII 3 HA BUpyca Ha OOJIEeCTTa CHH €3HK.
Hayano Ha uMmyHHTETa: 3 CEAMUIIM CJIe] 3aBHPIIBAHE HA CXeMaTa Ha IbPBUYHATA BAKCHHAITHSI.

[IpoabIKUTETHOCT HA UMYHHTETA: HE € YCTAaHOBEHA.

T'oBena
3a akTHBHAa UMYHHU3allds Ha TOBEIA C I1eJT HaMaJIsiBaHe Ha BUPEMUsITA CPEIy CEPOTHIT 3 Ha BHUpyca Ha
0o0JIeCTTa CHUH €3HK.



Hauvano Ha umyHunTeTa: 3 CEeAMUIM CJIe]l 3aBBPIIBAHE HAa CXeMaTa Ha MbPBUYHATA BAKCHHAITHS.
[IpoabKUTETHOCT HA UMYHUTETA: HE € YCTAHOBEHA.

3.3 IIporuBomoka3zanus

Hswma.

3.4 ChnenuaJHM Npexynpe:KIeHUst

Ja ce BAKCHHUPAT caMO 37]paBH KUBOTHH.

Hsama nannu 3a ynotpebara Ha BAKCHHATA TIPU CEPOTIO3UTHUBHY OBIIE ¥ TOBE/IA, BKIIFOUUTEITHO MIPH
TaKuBa C aHTUTEIA OT MalKara.

3.5 ChnenuajHy NpeANnasHH MePKH IPH ynoTpeda
CrnenunanHy npeana3Hi MepKy 3a 6e30macHa ynorpeda Ipu BUAOBETE XKUBOTHH, 32 KOUTO €

npeanasHaueH BJIIT:
He e npunoxxumo.

CHCLII/IEIJ'IHI/I npéanasoi MCpKHU, KOUTO TD$16Ba Ja B3€EMEC JIMIICTO, IMpujaraimo BETCPUHAPHUSA
JICKAPCTBCH NPOAYKT HaA XXMBOTHHUTC:

IIpu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUITMHCKH CHBET, KaTO Ha JIeKaps ce

IpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTaA.

CrenuanHy npeAnasHyd MEpKH 3a 3aluTa Ha OKOJIHATA cCpesia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peaknun

Osle:

MHoro yectu OTOK Ha MACTOTO Ha UHKEKTHpaHe'

(moBeue ot 1 Ha 10 TpeTupanu OGpasyBaHe Ha Bb3eI4e Ha MACTOTO HA MHKEKTHPaHe”
KUBOTHH):

Yectu

(1 mo 10 na 100 TpeTupanu Tosuiena remneparypa’

JKUBOTHH):

MHoro peaku 3ary0a Ha armeTuT

Peakius Ha CBPBXYYBCTBHTEIHOCT
(mo-manko ot 1 mHa 10 000 TpeTnpanu H PHXIY

JKUBOTHH, BKJIFOUUTEITHO H30JIUPAHU
CHOOIIICHUS):

'HeGosesneH, ¢ tuamMeTsp 10 4 cm, IPOABIDKUTETHOCT 10 9 JIHU, NPEBPBIIA CE BbB Bh3EIUE.
’HeGoe3HeH0, ¢ IMAMETHP 10 4 ¢m, OTIIyMsIBa B paMKHTe Ha 14 1Hu.
3Tlo 1°C, 3a He moBeue oT 72 yaca.

T'oBena:

OTOK Ha MSICTOTO Ha HHKEKTUPAHE'
OGpasyBaHe Ha Bb3€NUE HA MSICTOTO
WHKEKTUpaHe’

MHoro yectu
(mosede ot 1 Ha 10 TpeTHpaHW )KUBOTHH):

Ha




Penxu

3
(1 mo 10 na 10 000 TpeTupaHH KUBOTHH) Hopuuiena rewmreparypa

MHoro penku
(mo-manko ot 1 ma 10 000 TpeTHpaHu >KHBOTHH,
BKJIIOUMTEITHO M30JIMPAHU CHOOIICHHSI)

3ary0a Ha aneTuT
Peaknus Ha CBPBXYyBCTBUTEITHOCT

'HeGosesHeH, ¢ tuaMeThp 10 9 cm, IPOABIDKUTEIHOCT 10 6 JIHU, NPEBPBIIA CE BbB Bh3EIUE.
’He6one3neHo, ¢ quameTsp ot 0,5 10 9 cm, oturymsisa ipu 25% OT )KMBOTHHTE B paMKuTe Ha 21 JHMU.
3Tlo 1°C, 3a He moBeue oT 24 yaca.

CroOmaBaHeTo Ha HEOIATONPUATHHI PEAKIIUU € BaXHO. T0 MO3BOJIsIBA HEIIPEKhCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusTa TpsiOBa aa ce u3mpaniar, 3a
MpeINoYUTaHe Ype3 BETEPUHAPEH JIeKap, WU Ha MIPUTEXATENs Ha Pa3pelIeHneTo 3a ThProBUs, MM Ha
HAIMOHATHAA KOMIIETEHTEH OpraH uype3 HallMOHAJTHATa CUCTeMa 3a ChOoOIaBaHe. 3a ChOTBETHUTE
JTAHHY 32 BPB3Ka BUKTE JMCTOBKATA.

3.7 VYmnorpeda no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sliillEeHOCeHe

BpemeHHOCT:
Moske aa ce mpuiiara 1o BpeMe Ha OpeMEHHOCT IPY OBIIC U KPaBH.

JlakTanms:
He ce odakBa orpuriateseH epekT BpXy MICKOHAIOSI IPH IpHUJIaraHe Ha BAKCHHATA TIPU OBIIE MalKh
Y KpaBHU IO BPEME Ha JaKTaIusl.

3aImI0aeMOoCT:
Be3omacHocTTa Ha BAKCHHUTE HE € YCTAaHOBEHA NIPU MBXKKH KUBOTHHU 3a pasrwiof. [Ipu tazu

KaTeropusl *XUBOTHH BaKCHMHATa TPsiOBa Jla ce IpHilara caMmo ciiej MpeLeHKa 1moj3a/prucKk ot
OTrOBOPHUS BETEPUHAPEH JIeKap W/WIIN HAalMOHATHUTE KOMIICTEHTHHU OPTaHM Ha JeiicTBAIINTE
BAaKCMHALIMOHHU MOJUTHKHU CpeIly BUpyca Ha OojiectTa cuH e3uk (BTV).

3.8 B3aumoaeiicTBHe ¢ ApPYIrH JieKAPCTBeHH NMPOAYKTH U APYru (POPMH HA B3auUMo/elicTBHe
Hsma nannuna nadopmanms 3a 0e30macHOCTTa ¥ €pUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPHHAPHU JICKAPCTBEHU NPOayKTH. [Topanyu Ta3u npudnHa, IpUIaraHeTo Ha Ta3u
BaKCHHA IIPEAN WM Clie]l yrmoTpedara Ha IpyT BeTepHHAPEH JIEKapCTBEH NPOAYKT TpsiOBa 1a ce
MIpeLeH: CIOPEe] MHANBUAYAHUS CITy4ai.

3.9 HayuH Ha NpUJIOKEeHNeE U T03MPOBKA

Paskmarere /:[06pe npeau yrIOTpe6a. I[a CC BHMMABA [id HC CC HAPYIIXU LCJIOCTTA HA q)HaKOHa Ha
IIOBEYEC OT €IHO MJACTO. )la CC BHMMaBa Jia HE C€ 3aMbpCH.

HOZ[KO)KHO MPUIIOKCHUC.
H'I)pBH‘lHa BaKCcuHanus

OBIIe Ha BB3pacT 2 U IIOBEUYE MeceLa:

IIpunoxere aBe m03u OT 2 ML MOAKOKHO C MHTEPBAT MEXIY TSIX OT 3 CEAMUITH.

T'oBenia Ha BB3pacT 2 ¥ IOBEYE MEcela:

IIpunosxere aBe 1034 OT 4 ML MOAKOXKHO C UHTEPBAT MEXAY TSIX OT 3 CEAMMUIIN.
PeBakcunanus

He e ycranoBeHo.



3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — MPOLEAYPH HA JieiicTBHE MpH
CIELIHH CJIyYau ¥ AHTHIOTH)

Cren mpuiiarane Ha JIBOMHa 71032 He ca HaOJII0JaBaHi HEOJIarOMPHUATHN PEeaKIUU, Pa3IUUHU OT
OIMCAaHUTE B TOYKa 3.6.

3.11 CneuuajHu orpaHUYeHUsd 32 ynoTpeda U cenMaJHU YCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AHTUMHMKPOOHHM M MPOTHBONAPA3ZUTHU BeTePUHAPHHI
JIEKApCTBEHH NMPOAYKTH, C LeJI 1A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Bcesixo nuie, koeTo Bb3HaMepsBa Ja MPOU3BEXkKIa, BHACS, IPUTEXKaBa, pa3lpocTpaHsBa, IPo/IaBa,

cHa0zsBa ¥ ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH NPOIYKT, TPsIOBa IBPBO /1A Ce KOHCYJITHpa C

KOMIIETEHTHUTE BJIACTH HA CHOTBETHATA AbPKaBa YJICHKA OTHOCHO JEHCTBAIUTE BAaKCHHALIMOHHU

TIOJIUTUKH, KaTO TE3U JISHHOCTH MOTaT Jia ObJIaT 3a0paHeHu B bp)KaBa WiCHKa Ha IsIaTa WK YacT OT

HellHaTa TepUTOpHS, B ChOTBETCTBHUE C HAI[IOHAIHOTO 3aKOHOJATEJICTBO.

3.12 KapeHTHH CpOKOBe

Hyna nuu.

4. NMYHOJIOTHYHA HTH®OPMALUA

4.1 Berepunapen JiekapcTBeH aHaToMo-TepaneBTu4eH koja (ATCvet Code): QI04AA02
3a ctuMynUpaHe Ha aKTUBHUS IMYHHUTET Ha OBIIETE W TOBEJaTa CPEIly CEpOTHII 3 Ha BUpyca Ha
0oJecTTa CHH €3HK.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHoBHM HECHBMECTHUMOCTH

He cmecBaiite ¢ aApyr BeTepuHapEH JEKapCTBEH MPOAYKT.

5.2 Cpoxk Ha roaHOCT

Cpok Ha TOJHOCT Ha BETEpUHAPHUS JICKApPCTBEH MPOYKT: 18 Mecera.
CpoK Ha TOTHOCT CJIe ITEPBOTO OTBApsSHE HA MbPBUYHATA OmakoBka: 10 Jaca.

5.3 CrhenuanaHu yca0BHSA 32 CbXpaHeHHe

Ja ce cpxpansiBa 1 TpaHCIIOPTHpa B 0XiafeHo cherosiaue (2°C — 8°C).
[a He ce 3ampa3siBa.
Jla ce ma3u OT CBETJIMHA.

5.4 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

®nakonu ot nmonuetwieH ¢ Bucoka mrbTHOcT (HDPE) ot 52 mL, 100 mL mnu 252 mL cbe 3amymanku
0T OpOMOOYTHII U ATyMUHHEBH OOKATKH.

Pa3mepu Ha onakoBKkara:

Kapronena xyrtus ¢ 1 ¢makon, cpapprkam 52 mL
Kapronena xytus ¢ 1 duakoH, ceappxant 100 mL
Kapronena xyrtus ¢ 1 ¢umakon, ceapprkant 252 mL



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

BerepunapHuTe JeKapCTBEHU MPOIYKTH HE TPsOBa 1a ObAaT N3XBBP/ISHU YPe3 OTIIaHH BOIU MU
OUTOBH OTIIAIBIIH.

W3nomn3BaiiTe mporpaMu 3a BpbIlaHe IPY YHAIIOKABAHETO HA HEU3ITOJI3BAHN BETepUHAPHU
JIEKapCTBEHU MPOAYKTH HIIH OCTATHIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO U C BCUYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETCPUHAPEH JIEKAPCTBEH MPOIYKT.

6. NME HA ITIPUTEXKXATEJISAA HA PASPEHLIEHUETO 3A ThPI'OBUSA

CZ Vaccines S.A.U.

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUS

EU/2/24/331/001-003

8. JATA HA I'bPBOTO U3JABAHE HA PASPEHIEHHUETO 3A ThbPI'OBUSA

JlaTa Ha TBPBOTO M3/1aBaHe Ha pa3penieHueTo 3a Thpropus: {JJ/MM/TTTT}.

9. JIATA HA IOCJIEJHATA PEJAKLUS HA KPATKATA XAPAKTEPUCTHKA HA
MPOJIYKTA

{(MM/TTTT}

N3KJIIOYUTEJHU OGCTOATEJICTBA:

Pa3pemennero 3a ThproBus € MPEAOCTABEHO MPY U3KIIOYUTETHH 00CTOSTEIICTBA U TIOPaIN TOBA
OIIEHKATa € U3BBPIIeHA B3 OCHOBA Ha CIIEI[MAIHN H3UCKBAHUS OTHOCHO TOKYMEHTAIIHATA.
W3BbpIiieHa € caMo OrpaHUYeHa OlICHKA Ha Ka4eCTBOTO, 0€30MaCHOCTTA WK €(hUKACHOCTTA ITOPATU
JIUTICaTa Ha M3YCPIATeTHA JaHHU OTHOCHO Ka4eCTBOTO, 0€30IaCHOCTTA WK e(h)UKACHOCTTA.

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[la ce oTmycka caMo 10 JIEKapcKo MpeIIUCaHte.

[MonpoOHa wHbopMaIs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTe B 0a3ara JIaHHU
Ha Crro3a otHOCHO mpoayktute (https://medicines.health.europa.cu/veterinary).



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

HNPUJIOKEHHUE I1

APYT'U YCJIOBUA U UBUCKBAHUA KbM PABPEIHLIEHUETO 3A ThPI'OBUS



JAPYTI'N YCJIOBUA U UBUCKBAHUSA KbM PAZPEHIEHUETO 3A ThPI'OBUA

CIHEHN®UNYHU 3AABJIKEHUSA 3A U3ITBJJHEHUE HA MEPKU CJIEJ]
NPEJOCTABSHE HA PASPEIIEHUE 3A THPT'OBUS ITPU N3KJIIOUYUTEJIHHU

OBCTOSATEJICTBA

ToBa e ooOpeHne pY U3KITIOYUTEITHH 00CTOSTENCTBA U B ChOTBETCTBHE ¢ 4. 25 oT Pernament (EC)

Ne 2019/6, nputexarensar Ha pa3pelIeHUETO 3a ThPTOBUS MPEIpUeMa CIICHUTE MEPKH, B PAMKHTE Ha

0OSIBEHUTE CPOKOBE:

Onucanne

Kpaen cpox

TpsiOBa na ce mpenocTaBsAT pe3yyITaTUTe OT MPOYUYBAHUS B PEATHO BpeMe Ha
CTaOMITHOCTTA HA BaKCUHATA 3a Iepro A0 27 Mecela, 3a Jia e MOTBbPAU
MPETEHIUATA 32 2-TOIUIICH CPOK HA TOIHOCT. BCAKO yCTaHOBEHO
OTKJIOHEHHE OT CTIeIMpUKANUATa TPSOBa 1a 0BIe choOIeHo He3a0aBHO Ha
EBpornetickaTta areHIus mo JeKapcTaara.

Ampun 2027 1.

TpsiOBa ma ce mpeaoCTaBAT pe3yNTaTUTE OT MPOYYBAHUS Ha CTAOUITHOCTTA
Ha akTHBHOTO BerecTBo (BTV-3 anturen) 3a nepuon o 24 mecena, 3a 1a
Ce MOTBBP/IM MPETCHIIMATA 32 CPOKA Ha TOAHOCT. Besko ycTaHOBEHO
OTKJIOHEHHE OT crienudukarmsara Tpsiosa ma 0b11e cho0IeHo He3abaBHO Ha
EBporneiickara areHuus o JeKapcTBara.

Hoemspu 2026 T.

B nonbiHeHne KbM 3aKOHOBUTE U3UCKBAHMSI, IPUIIOKUMU 32
CHOOIIaBaHETO HAa HEONIATOMPUATHN PEAKIINH, OT 3asIBUTEIIS CE€ M3WCKBA Ja
M3BBPINBA CIICIIHAJICH MOHUTOPHHT M OIICHKA Ha CICAHUTE MPEATIONaracMu
HEOJIarONPHUATHU PEAKIUU: €(PEKTH BbPXY MPOU3BOJICTBOTO HA MIISKO TIPH
roBeJIaTa.

Cenrtemspu 2025 1.

TpH6Ba Ja CC MPOBCAC MPOYUBAHC HA MPOABJLDKUTCIHOCTTA HA UMYHUTCTA
IIpU OBLEC U I'OBCAa U Aa CC MPCAOCTABAT JaHHW BEAHAra mom 6’B,Z[aT
HaJIMYHHU.

Anyapu 2027 1.




ITPHUJIOKEHHUE I11

ETUKET U JINCTOBKA



A.ETUKETH

10



NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytus (52 mL, 100 mL u 252 mL)

1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

BLUEVAC-3 uHXeKITMOHHA CYCIICH3US

2. KOJNYECTBO HA AKTUBHUTE BEIIECTBA

Bceexn ml cpabpika:
Bupyc na 6onecrra cun e3uk (BTV), ceporun 3, mam BTV-3/NET2023, unaktusupas.. 10%° CCIDso*

* CCIDso: madexmmo3na qo3a 3a 50% kieTbuHa KyATypa, EKBUBAJICHTHA HA TUTHPA MPEIH
WHAKTUBUPAHETO

3. PABMEP HA OITAKOBKATA

52 mL
100 mL
252 mL

4. BUJOBE )KUBOTHU, 3A KOUTO E IPEJHA3ZHAYEH BJIII

OBlie 1 rosea.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

HOI[KO)KHO MMPUIIOKCHUC.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 8. CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
Crnen oTBapsHe U3NOa3BaiTe B pamkute Ha 10 gaca.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

[a ce cbxpaHsIBa U TPAHCIIOPTHPA B OXJIAJICHO ChCTOSHUE.
Ja He ce 3ampassiBa.
Jla ce ma3u oT CBETJIHHA.

11



‘ 10. HAJNMUCHT ,JIPEU YIIOTPEBA IIPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA Y HA HEJJOCTBITHA
3A JJEIJA MECTA”

I[a CC ChbXpaHsBa AaJjicd OT Norjiecaa U Ha HCAOCTHITHU 3a 1€1[a MCCTaA.

‘ 13. HWME HA IIPUTEXXATEJISI HA PABPEIIEHUETO 3A ThPI'OBUS

CZ Vaccines S.A.U.

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

EU/2/24/331/001
EU/2/24/331/002
EU/2/24/331/003

‘ 15. NAPTHUJIEH HOMEP

Lot {Homep}

12



NHOOPMAIMSA, KOATO CE U3IIMCBA BBPXY ITBPBUYHATA OITAKOBKA

®jakoH o1 52 mL, 100 mL u 252 mL

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

BLUEVAC-3 uHXeKITMOHHA CYCIICH3US

2. KOJMYECTBO HA AKTUBHUTE BEILIECTBA

Bceexu ml cpabpika:
Bupyc Ha 6onecrra cun e3uk (BTV), ceporun 3, mam BTV-3/NET2023, unakrusupan.. 10%° CCIDso*

* CCIDso: naexkunosna go3a 3a 50% KineTbuHa KyJITypa, eKBUBAJICHTHA HAa TUTHPA MIPeIu
MHAKTUBUPAHETO

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

OB1ie 1 rosea.

4. HAYUHUN HA ITPUJIOKEHUE

TTonkoXHO MpUTOXKEHUE
[Ipenu ynotpeba npoyerere JINCTOBKATA.

5. KAPEHTHU CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 6. CPOK HA TOJIHOCT

Exp. {mm/rTIT}
Crnen oTBapsHe U3MNON3BaiiTe B pamkute Ha 10 gaca.

‘ 7. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsiBa 1 TPaHCIIOPTHPA B OXJIaJICHO CHCTOSIHHUE.
[la He ce 3ampa3ssBa.
Ja ce masu ot cBeT/IMHA.

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

CZ Vaccines S.A.U.

9. NAPTUJIEH HOMEP

13



Lot {nomep}
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B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

BLUEVAC-3 uHKeKITHOHHA CYCIICH3HS 3a OBIIC U TOBEIa

A Cnbcras

Beeku ml chabpika:

AKTHBHO BeleCTBO:

Bupyc na 6onecrra cun e3uk (BTV), ceporun 3, mam BTV-3/NET2023, unakrtusupan. 10%3 CCIDso*

* CCIDso: naexkunosna go3a 3a 50% KineTbuHa KyJITypa, eKBUBAJICHTHA HAa TUTHPA MIPeIu
MHAKTHBUPAHETO

AKYyBaHTH:

ATYMUHUCB XUIPOKCHIL ..venveeuteneeenteeeastansenseentansesseensenseassansesstensessesnsansesseensessesnsessesnsensessesnsensens
[Ipeuncren camonuH (Quil A)

ITomouHu BemecTBa:
B2 00) Y (S5 o107 1 (OO USRS 0,1 mg

bsina unm po3oBo-0siia cycreH3usl.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII

OBIIe U TOBeA.

4. Iloka3anus 3a ynorpeda

Oslie
3a akTHBHA UMYHH3AIIMs HA OBIIE C IeJT HAMAISIBaHE HA BUPEMHATA, CMBPTHOCTTA U KITMHUYHUTE

MPU3HAIN, TPUYMHEHU OT CEPOTHIT 3 HA BUpYyca Ha OOJIECTTa CUH €3UK.
Haugano Ha umyHunTeTa: 3 cCeqMUIM CJIe]l 3aBbPIIBAHE HAa CXeMaTa Ha MbPBUYHATA BAKCHHAITHUS.
[IpoabKUTETHOCT HA UMYHHTETA: HE € YCTAaHOBEHA.

T'oBena
3a akTHBHA UMYHHU3AIIMs Ha TOBEJa C IIe] HaMaJsiBaHEe Ha BUPEMUSTA CPEIly CEpOTHUI 3 Ha BUpyca Ha
0o0JIeCTTa CHUH €3HK.

Haugano na HUMYHHUTCTA: 3 CCaAMUIIM CJICA 3aBbPIIBAHC HA CXCMATa HAa MbpPBUYHATA BAKCUHAIIUA.

[IpoabKUTETHOCT HA UMYHHTETA: HE € YCTAaHOBEHA.

5. IIporuBonokazanus
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Hsama.

6. CrnenmaJHu npexynpexIeHus

CrenyanHy NpeaynpeskJICHNS:
I[a CC BAKCHHHPAT CaMO 3paBu JKUBOTHH.

Hsama gannu 3a ynotpebara Ha BaKCMHATA TIPY CEPOTIO3UTUBHU OBIIE M TOBENa, BKIIOUUTEITHO IPU
TaKWBa C aHTHUTENA OT MaiiKaTa.

CrenanaHy OpeaasHyu MEpKH 3a Oe3omnacHa yrnorpeda IIpy BUIOBETE JKUBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:
He e npunoxxumo.

CrienmatHy Ipena3Hu MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPUJIAranio BEeTepUHAPHUS
JIEKApCTBEH MPOYKT Ha >KUBOTHUTE:

[Ipu cnyuaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETAa Ha MPOAYKTA.

Bbpemennocr:
Mosxe nma ce mpuiiara 1mo Bpeme Ha OpeMEHHOCT TIPH OBIIE U KPaBH.

JlakTanms:
He ce odakBa orpuriatesneH epekT BpXy MICKOHAIOSI IPH IpHUJIaraHe Ha BAKCHHATA TIPU OBIIE MalKh

" KpaBH 110 BpEME Ha JIaKTallus.

3annoaseMocT:

besomacHocTTa Ha BaKCHHUTE HE € YCTAaHOBEHA IPU MBXXKH KUBOTHH 3a pa3iuion. [lpu Tta3u
KaTeropusi )XKUBOTHU BaKCHHATa TPsiOBa Jja ce mpuiiara caMmo CJie/ MPEIeHKa MoJ3a/pUcK OT
OTTOBOPHHMSI BETEPUHAPCH JICKAp W/WIM HAITMOHATHATE KOMIICTEHTHH OPTaHH Ha JISHCTBAINTE
BaKCHHAITMOHHM TTOJUTHKHU CPEITy BUpyca Ha Oosectra cuH e3uk (BTV).

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ pyTru (hOPMHU HA B3aMMOJCHCTBUE:
Hsma nannyna nadopMmanms 3a 6e30macHOCTTa ¥ e)UKACHOCTTA OT ChBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHHU JIeKapCTBEHU NMpoayKTH. [lopaan Tazu nprudrHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IIPEIU WM CJIe] yIioTpedara Ha IpyT BETEPHUHAPEH JICKaPCTBEH MPOAYKT TPSIOBa 1a ce
MpeleHd CIope] UHAUBUYAIIHUS CIy4ai.

IIpenosupane:
Crnen mpuiiarane Ha JIBOMHA 71032 HE ca HAOJI0JaBaHU HEOJIarOMPHUSTHU PEaKIUU, Pa3IUIHU OT

OTIMCaHUTE B TOUKA ,,HeOmaronpusa oy peakium ™,

CrnenuaigHy OrpaHUYEeHHUs 33 YOOTpeba U clielMalHy YCIOBHsI 3a yroTpeba:

Bcesixo nune, koeTo Bb3HaMepsBa Aa MPOU3BEXkK A, BHACH, IPUTEkKaBa, pa3lpoCTpaHsIBa, IPo/1aBa,
cHaOzsBa 1 ynoTpeOsiBa TO3U BETEPHHAPEH JIEKAPCTBEH MPOIYKT, TPSIOBa IBPBO /1a Ce KOHCYJITHpA C
KOMIIETCHTHHUTE BJIACTH HA ChOTBETHATA JbP)KaBa WIEHKA OTHOCHO JIefiCTBAINTE BAKCUHALIMOHHU
HOJIUTUKY, KaTO Te3U NEHHOCTU MOraT fa ObJiaT 3a0paHeH! B Jbp)KaBa WiICHKa Ha IsUI1aTa WIK YacT OT
HellHaTa TEPUTOPUS, B CbOTBETCTBUE C HAI[MIOHAIHOTO 3aKOHOJATEIICTBO.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTepruHapeH J€KapCTBEH MPOAYKT.

7/ HebsiaronpusiTHu peakumun
Oslie:
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Muoro gectu (rmoBede oT 1 Ha 10 TpeTHpaHU )KHBOTHH):

OTOK Ha MSCTOTO HAa MH)KEKTHpaHe'

O6pa3yBaHe Ha BB3CI4YC HA MSACTOTO Ha I/IH)KCKTI/IpaHC2

Yectu (1 mo 10 Ha 100 TpeTupanu >KUBOTHH):

[NoBumeHna Temneparypa’

MHoro penku (mo-manko ot 1 Ha 10 000 TpeTrpaHu >KUBOTHH, BKIIOYUTEIIHO N30JIUPAHH
CHOOIICHHS ):

3ary0a Ha aneTuT

PeaKLII/ISI Ha CBPbXYYBCTBUTCIIHOCT

"He6onesneH, ¢ auaMersp 10 4 ¢cm, IPOABILKUTETHOCT 10 9 JIHM, NPEBPBIIA CE BbB Bh3EIIUC.
*HeGos1e3HEH0, ¢ TMaMETHP 10 4 ¢cm, OTIIYMsBa B paMKUTe Ha 14 Hu.
3T1o 1°C, 3a He moBeue oT 72 Yaca.

T'oBena:

Mmuoro dectu (rmoBede ot 1 Ha 10 TpeTHpaHu )KHBOTHH):

OTOK Ha MSCTOTO Ha MH)KEKTHpPaHe'
OGpasyBaHe Ha Bb3€I4€ Ha MACTOTO Ha MHKEKTHPAHE”

Penxu (1 mo 10 Ha 10 000 TpeTupaHu >KUBOTHH)

[MouieHa TemMreparypa’

Msoro penku (mo-manko ot 1 nHa 10000 TpeTHpaHM >XWBOTHH, BKJIIOUUTEITHO H30JHMPAHU
CHOOIIICHM)

3ary0a Ha ameTut
Peakiust Ha CBPBX4yBCTBUTEITHOCT

'HeGosesHeH, ¢ tuaMeThp 10 9 cm, IPOABIKUTEIHOCT 10 6 JIHU, NPEBPBIIA CE BbB Bh3EIUE.
’HeGonesneno, ¢ quametsp ot 0,5 10 9 cm, oTiymsiBa npu 25% 0T KUBOTHUTE B paMKUTE Ha 21 jHU.
3Tlo 1°C, 3a He moBeue oT 24 yaca.

Cro0miaBaHeTo Ha HEOIATONPUATHHI PEaKIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3o0macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HIKAKBU HEOIArONPUATHH PEAKIIHU, BKIIOYUTEITHO U
TaKuBa, KOUTO HE Ca OMKCAHU B Ta3U JUCTOBKA WJIM MUCIUTE, Y€ BETCPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH Jiekap. MokeTe ChINo aa chobmaBare
HeOIAroNprUATHU PEeaklny Ha MIPUTEXKATENS Ha Pa3pelIeHHETO 32 ThPTOBHS WIH MECTHHS
MIPEJICTABUTEN Ha MTPUTEXKATENS Ha Pa3pelIeHneTo 3a ThProOBH, KaTO N3IOJI3BATe JAHHUTE 34 KOHTAKT
B Kpas Ha Ta3 JINCTOBKA WU Ype3 Bamrara HanmoHamHa cuctema 3a cho0IaBaHe: {moapo0HOCTH 3a
HAI[MOHAIHATA CHCTEMA }

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

H’prl/I‘lHa BaKCHHaNusa

OBIIe Ha BB3PaACT 2 U MOBEYE MECEIA:

IIpunoxere aBe m03u OT 2 ML MOAKOKHO C MHTEPBAT MEXIY TSIX OT 3 CEAMUITH.
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T'oBenia Ha BB3pacT 2 ¥ IOBEYE Mecelia:

IIpunoxere aBe 1034 OT 4 ML MOAKOXKHO C HHTEPBAT MEXAY TSIX OT 3 CEAMMUIIN.
PeBakcunanus

He e ycranoseHo.

9. CbBeTH 32 NPABMJITHOTO NPHJIATAHE HA MPOAYKTA

Pasknatere no6pe npeau ynorpeda. Jla ce BHMMaBa 12 He ce HApyIIH LEJI0CTTa Ha (JlaKoHa Ha
MOBeUe OT €AHO MsIcTO. [la ce BHMMaBa J1a He c€ 3aMbpCH.

10. KapenTHu cpokxoBe

Hyna quu.

11. Chnenuajanm ycJIoOBHs 32 CbXpaHeHHe

Ja ce cpxpaHnsiBa maned OT NOrJieAa U Ha HEAOCTHITHH 32 JIea MEeCTa.

Ja ce cpxpansiBa 1 TpaHCIIOPTHpa B 0XjageHo cherosiaue (2°C — 8°C).

[a He ce 3ampa3siBa.

[a ce masu ot cBeT/IHHA.

Jla He ce M3M0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT ClIe]] U3TUYaHe CPOKa Ha TOJIHOCT,
MIOCOUYEH BBPXY €TUKETa/KapToHa cjie]] cpoka Ha ToJHOCT. CPOKBT Ha TOJHOCT OTTOBApPS Ha ITOCIIETHUS

JCH OT TO3HU MECCII.

CpoKk Ha TOJTHOCT CJIe/ TEPBOTO OTBApSHE HA MEPBUYHATA OnakoBka: 10 daca.

12. ChnenmnajaHu npeana3sHu MePKHU MPHU YHUIII0KABAHE

BerepunapuuTe nekapCcTBEHH MPOIYKTH HE TPSOBA 1a ObJaT U3XBBPISHU Upe3 OTIIAJHU BOIU HITU
OUTOBH OTIIAIBIIH.

W3nomspaiite mporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3NOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTHU UKW OCTATHLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MECCTHOTO
3aKOHOJATCJICTBO U C BCUYKHU IPUIIOKUMHU HAITUOHAIHU CUCTEMU 3a C’L6I/IpaHe. Tesu MCPKH 1IC
IIOMOT'HAT 3a OIla3BaHC Ha OKOJIHaTa cpcaa.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JeKAPCTBEHH NPOAYKTH

Jla ce oTimycka camo 0 JIEKapCKO Mpe/IrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THPIroBUS U pa3MepH ONMMAKOBKHU
EU/2/24/331/001-003

Pa3M€DI/I Ha OIMaKoBKaTa:
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Kapronena xytus ¢ 1 dmakon, ceappikant 52 mL
Kapronena xytus ¢ 1 dmakon, ceappikant 100 mL
Kapronena xytus ¢ 1 ¢makon, ceappska 252 mL

He Bcuukm pasMepn Ha OmmakoBKaTa Morar fia Ob/IaT MpeAsiaraHy Ha masapa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa
{(MM/TTTIT}

ITonpoOHa nH(pOpMAaIKS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEPHUTE B 0a3ara
nannau Ha Cwio3a otHOcHO mipomaykTuTe (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpuTexaTen Ha pa3pelICHUETO 32 ThPrOBUS U IPOU3BOAMTE, OTTOBAPSIIIL 3a 0CBO60)KI[aBaHeTO Ha
IapTuav U JaHHU 34 BPH3Ka 3a cxoGgaBaHe Ha MpeamnojaracMmu HGGHaFOHQI/IﬂTHI/I PCAKIINUN:

CZ Vaccines S.A.U.

A Relva s/n — Torneiros
36410 O Porrifio
Pontevedra

Ucnanms

Ten: +34 986 330 400

MecTHH IpEICTABUTESIN M JAHHU 3a Bph3Ka 3a c1,061uaBaHe Ha MpeJoaaracMy HeOIaronpusTHA
pPCaKIIUum:

Belgié/Belgique/Belgien Ceska republika
Kernfarm B.V. Ceva Animal Health Slovakia S.r.o.
De Corridor 14D 3621 ZB Prievozska 5434/6a, 821 09
Breukelen Bratislava
Nederland/Pays-Bas/Niederlande Slovenska republika

Tél: +31 (0) 346 785 139 Tel: +421 918975177
Magyarorszag Danmark

Ceva-Phylaxia Zrt. Ceva Animal Health A/S
Szallas Utca 5, 1107 Porschevej 12 — 7100
Budapest X Vejle

Magyarorszag Danmark

Tel.: +36 305731284 TIf: +800 3522 11 51
Deutschland Nederland

Ceva Tiergesundheit GmbH Kernfarm B.V.
KanzlerstraB3e 4 De Corridor 14D 3621 ZB
40472 Diisseldorf Breukelen

Deutschland Nederland

Tel: +800 3522 11 51 Tel: +31 (0) 346 785 139
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Osterreich

Ceva Tiergesundheit GmbH
Kanzlerstrafie 4

40472 Diisseldorf
Deutschland

Tel: +800 3522 11 51

Polska

Ceva Animal Health Polska Sp. Z o.0,
Ul. Stefana Okrzei Nrla, 03-715
Warsaw

Polska

Tel.: +800 3522 11 51

Portugal

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espanha

Tel: +34 986 330 400

Italia

Fatro S.p.A.

Via Emilia, 285

40064 Ozzano dell Emilia (BO)
Italia

Tel: +39 051 6512711
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Espaifa

Vetia Animal Health, S.A.U.
A Relva s/n — Torneiros
36410 O Porrifio

Pontevedra

Espana

Tel: +34 986 330 400

France

Melchior Santé Animale S.A.S
5 rue Victor Hugo, 69002
Lyon

France

Tél : +33 6 18 1503 91

Slovenska republika

Ceva Animal Health Slovakia S.r.o.
Prievozska 5434/6a, 821 09
Bratislava

Slovenska republika

Tel: +421 918975177



