MNPUIOXEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUSA TIPOAYKT

Syvazul BTV umxeknnoHHa CyCIIEH3HsI 32 OBIIC U TOBEIA

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcexu ml cpappika:

AKTHBHHU cyOCTAaHUMU®:

WnaxtuBrpan BUpyc Ha Oonectra cuH e3uk (BTV) RP**>1

* MaKCI/IMYM ABa pas3IMiYHU CCPOTUIIa HA UHAKTUBUPAH BUPYC Ha 00JIeCTTa CHUH E3HK:

WuakTuBHpaH BUpYC Ha OosiecTTa CHH e3uK, cepotun 1 (BTV-1), mam ALG2006/01 E1
WuaktuBHpaH BUpYyC Ha OosiecTTa CHH e3HK, cepotun 4 (BTV-4), mam BTV-4/SPA-1/2004
WuakTuBHpaH BUpYC Ha OosiecTTa CHH 31K, cepotun 8 (BTV-8), mam BEL2006/01

** OtHocuTenHa edukacHocT, m3mepeHa upe3 ELISA BB Bpb3ka ¢ pepepeHTHA BAKCHHA, YHSTO
e(ukacHOCT € ToKa3aHa Upe3 MPOBOKAIKS IIPH BUIOBETE KUBOTHH, 32 KOWTO € peaHazHadeH BMIL.

BposT 1 BugpT(OBETE) HA IIaMOBETE, BKIIOYEHH B KPAHIS MPOAYKT, IIe ObaT afanTHpPaHu KbM
TeKyIlara enuIeMHOIOTHYHA 00OCTaHOBKAa KbM MOMEHTa Ha (JOpMYyITHpaHe Ha KpaifHHs TPOAYKT U IIe
ObIIaT MOKA3aHU Ha €TUKETA.

AKyBaHTH:

Anymunnes xuapoxcun (A1) 2,08 mg
IMonynpeuncren canonut ot Quillaja saponaria 0,2 mg
ExcuunuenTu:

Tuomepcan 0,1 mg

3a IBJIHUSA CIUCHK HA EKCHUITMEHTUTE BXK. Touka 6.1.

3. DPAPMALIEBTUYHA ®OPMA

WHXeKMOHHA CyCIIEH3HUS.

Po30B0-0s1a cycrnieH3us1, IECHO XOMOTEHU3UPAllla ce Ype3 pasKialaHe.
4. KJIMHUYHU JAHHHU

4.1. BuaoBe ;KMBOTHH, 32 KOUTO e npeaHasHayen BMII

OBLe u rosesa.

4.2. TepaneBTnlum NMoKa3aHusl, ONPEACJICHHA 32 OTACTHUTE BUI10BC )KUBOTHHU

Osre:

3a akTUBHA I/IMYHI/I321LII/IH Ha OBIIC 3a IIPEAOTBPATABAHC Ha BI/IpeMI/IHTa* 1 HaMaJISIBAHC HAa KIIMHUYHHUTC
MPHU3HAIY U JIE3WH, IPUYHHEHN OT BUpyca Ha O0JIeCTTa CHH €3UK, cepoTurioBe | w/uimm 8, n/umu 3a
HaMaJIIBAaHC HaA BHpCMHHTa* " KIMHUYHUTE ITPU3HAU U JIC3UHU, IPUUYNHEHA OT BI/IpyCB. Ha 60J'ICCTTa
CHUH e3HK, ceporul 4 (KOMOWHAIHSA OT MAKCUMYM 2 CEPOTHIIA).

*Tloa HUBOTO Ha OTKpHBaHe upe3 Bamuaupad meroa Ha RT-PCR npu 1,32 logio TCIDso/ml



Hauano na mmynuTera: 39 qHM cnen NpUKITIOYBaHE HA CXeMarTa 3a IbPBUYHA BaKCHHAIIUS.
IIpoABIKUTEIHOCT HA UIMYHUTETA: €1HA TOAUHA CJIE]] IPUKIIFOUYBAHE HA CXEMATa 33 IbpBUYHA
BAKCHHALUS.

loBena:

3a akTMBHA UMYHH3AIlMA Ha TOBE/IA 32 IPEJOTBPATABaHEe Ha BUpEMUATA*, IpUUMHEHA OT BUpyca Ha
0oJecTTa CHH €3WK, CEpOTHIT | W/¥m 8, W/iinu 3a HaMaJsBaHe Ha BUpEMHUsATa™, MpUInHEeHa OT BUpyca
Ha 0oJiecTTa CHH e3UK, cepoThll 4 (KOMOWHAIUS OT MAKCUMYM 2 CEpPOTHIIA).

*Tlon HMBOTO Ha OTKpHBaHe upe3 Bamuaupan meroa Ha RT-PCR npwu 1,32 logio TCIDso/ml
Hauano Ha umyHurera: 21 IHH ciel NPUKIIIOYBAHE HA CXEMara 3a 'bPBUYHA BAKCHHALHSL.
[MpoABIKUTEIHOCT HA UMYHHUTETA: €IHA TOJIHA CJIe/ IPUKITI0UBaHe Ha CXeMaTa 3a MbPBUYHA
BaKCHHAIIUS.

4.3. TIlpoTuBOMOKA3aHUS

Hsama.

4.4. ChneuuajaHu NpeANa3Hu MePKH 3a BCeKU BH/ ;KMBOTHH, 32 KOUTO e mpeaqnaznayed BMII
[la ce BakcMHUPAT caMO 31paBy KUBOTHH.

AKO ce U3M0II3Ba NIPH APYT'H BUAOBE JOMAIIHU U AWBU MPEKUBHU KUBOTHH, 32 KOUTO CE CUUTA, Ye ca
M3JI0KECHU Ha PUCK OT MH(EKI M, yoTpedara Ipu Te3u BUIOBE TPsOBa Aa ce N3BBPIIBA BHUMATEIHO
U € IPENOPbUYUTEIHO BaKCHHATa J1a Ob/ie TECTBaHA BBPXY MAIBK OpOi )KUBOTHH NpEay MacoBa
BakcuHauusl. HuBoTo Ha epukacHOCT 3a APy BUIOBE MOKE Jla C€ pa3indaBa OT TOBa, HAOII0IaBaHO

IIpu OBLCTE U roBeJAAaTa.

Hsama nanuyna I/IH(I)OpMaLII/ISI 34 U3MO0JI3BAHCTO HAa BAKCHUHATA IIPH OBLIC C HpI/I,I[06I/ITI/I Mal4rHU
aHTHUTCIIA.

Hsama HanmyHa nHbopMalys 3a U3M0JI3BAaHETO Ha BaKCHHATA, Chibpikaia ceporunn BTV4, npu rosena
C TIPUIOOUTH MaYWHN aHTHUTETA.

4.5. CneuuajHu MpeANa3Hd MePKH NPH ynoTpeda

CHeHI/IaHHI/I npeanasH MCPKH 3a ) KUBOTHUTE ITPHU Vnome6aTa Ha OpOoAYKTa

He e npunoxwumo.

CHCgHaHHI/I MpeArna3sHy MCPKH 34 JIUIATA, IpWjIarany BETCPUHAPHOMCAUIIMHCKUSA ITPOAYKT Ha
JKHUBOTHHTC

HpI/I cnyqaﬁHo CaAMOMHXKCKTHPAHE, He3abaBHO Ja CC MOThPCHU MCIUIIMHCKHU CHBCT, KaTO HaA JICKapA CC
MMpeaoCTaBu JIMCTOBKATA UJIM €TUKETA Ha IPOAYyKTa.

Xopa ¢ ycTaHOBEHA CBPBbXUYBCTBUTEIHOCT KbM AlyMUHHUEB XUIPOKCUL, THOMEPCAT WIHA CAlOHUHU
TpsAOBa J1a M30SATrBaT KOHTAKT C BETEPHHAPHOMEANIIMHCKUS MPOIYKT.

4.6. HebaaronmpusiTHH peakiuu (4ecTOTa U BajKHOCT)

Pa3BuTHEeTO HA JTOKATHH pEaKkiun B MACTOTO HAa HHIKCKTUPAHE CJICI BaKCHMHAI M CE CpClla MHOI'O
qECCTO.

Eputema, cBBp3aHa ¢ JICK 0 YMEPEH eeM, ce HaOJIrogaBa MHOT'O 9eCTO OT 1 710 6 THU clien
MIPUIIOKEHUETO.



besbore3nen Bb3en, KOHTO MOKE /1a JOCTHTHE 110 3,8 cm AuaMeThbp MpH OBIETEe U 7 cm IUaMeThp MPU
rOB€/laTa, C€ pa3BUBa MHOIO YECTO clell OT 2 10 6 IHU U HaMaJlsBa IIOCTENIEHHO C BPEMETO.

B penxu cmygan Mmoske 1a ce mosiBu abcrec.

IToBeueTo JOKAJIHN peakiiy U3Ue3BaT WK Ce MPEBPBIIAT B ocTarsuuu (< 1 ¢m) 3a 70 auu mpu
oBiiere u 30 THYU MpU TOBENATA, BHIIPEKH Y€ OCTATHYHUTE BBH3JIM MOTAT J1a MEPCUCTUPAT CIe/ TOBA.

B pamkwute Ha 48 yaca ciie BAKCHHAIIHS C€ Cpellla MHOTO Y€CTO MPEXOHO MOBHIIABaHE Ha
peKTanHaTa TeMIlepaTypa, KoeTo He Haasuiasa 2,3 °C.

B PEAKU Ciiydau IIpy OBIC U MHOI'O PEAKHU ClIydau IIPpU roBeaa MOXKE Jia CC Ha6n}0;:[aBa CJIICOHOTO:

- HapymeHus Ha penpoAyKTHBHAaTa cucTeMa: adopT, IepUHATaIHAa CMBPTHOCT WIX
MPEeXIEBPEMEHHO paskKaaHe
- CucTeMHM HapyLIEHHS: anaTHsl, 3a1€KaBaHe, TOBUIIIEHA TEMIIEpaTypa, aHOPEKCHS WM JIETaprusl.

B MHOTO penxu cirydan mpu OBIIE ¥ TOBEAA MOXKE J1a c€ Habto1aBa CIemHOTO:

- HamansBane Ha IPOU3BOJICTBOTO HA MIISIKO

- HeBponoruuHu HapyIIeHUs: Mapain3a, aTakcus, CICNOTa WIIH JIUTICA HA KOOPAUHAIIHS
- Hapymienus Ha nuxareiHara cucreMa: 0enoapoOHa KOHTSCTHSI, TUCITHES

- HapymeHnus Ha XpaHOCMUJIATEITHHS TPAKT: aTOHUS HA ThpOyXa WK TOAyBaHe

- Peakiuu Ha CBPBXYYBCTBUTEIHOCT: C TOBHUILIEHO CIIOHOOTACISIHE

- CwMbpr.

YecTtoTaTa Ha HEOIArOMPUATHUTE PEAKIMHU CE OIpeesis upe3 clieAHaTa KiacuGuKarmsi:

- MHOro yectu (mosede ot 1 Ha 10 TpeTupaHu >KUBOTHH, IPOSIBSIBAILM HEOIATONPUATHHI PEAKLINH )

- yectH (1oBeue OT 1, Ho mo-Manko oT 10 >xuBoTHH Ha 100 TpeTUpaH! KUBOTHN)

- He yectH (oBeye ot 1, Ho mo-Manko oT 10 sxwuBoTHM Ha 1 000 TpeTrpaHu >KUBOTHH)

- peaxu (moseue ot 1, Ho mo-Manko oT 10 >xuBoTHU Ha 10 000 TpeTHpaHu KUBOTHN)

- MHOTro peaku (1mo-manko ot 1 sxuBotHO Ha 10 000 TpeTupaHu KUBOTHHU, BKIIOUYATEITHO U30JIUPaHH
CHOOIIIECHU).

4.7. Ynotpe6a mo BpeMe Ha OpeMeHHOCT, JaKTAlUs WM siiilleHOCeHe
BbpemeHHOCT:

Moske fa ce mmpuiara 1o BpeMe Ha OpeMEeHHOCT.

Jlakrarus:

Moske na ce npuiiara o BpeMe Ha JIaKTalys.

3amIoasieMocCT:

BezomacHocTTa 1 e(hrkacHOCTTA HA BAKCHHATA HE Ca YCTAHOBEHH TPU MBXKKH )KUBOTHH 3a pasimion. B
Ta3W Kareropus )KWBOTHU BaKCHHATa TPSOBa Jja ce TpHIIara caMo cie]] peleHKa MoJi3a/puck ot
OTTrOBOpHUSA BETCPUHAPCH JICKAP I/I/I/IJ'II/I HAalMOHAJTHUTC KOMIICTCHTHH OPraHv OTHOCHO HAC TOAIUTC
MTOJIMTHKY 332 BAKCHHUPAHE Cpelly BUpYC Ha 6osectta cuH e3uk (BTV).

4.8. B3auMmoaeiicTBHe ¢ IPyr" JieKaAPCTBeHH MPOAYKTH U APYrd (JOpMH HA B3auMoOelcTBHE

Hsma nannyna nadopmanus 3a 6e30nacHOCTTa U €()UKACHOCTTa OT ChBMECTHOTO HU3II0JI3BAHE HA Ta3H
BaKCHHA C IPYTH BETEPHHAPHOMEANIIMHCKA NMPoAyKTH. [lopamy Ta3u npuuuHa, mpruaraHeTo Ha Ta3u
BaKCHHa IIPeIy WIHK cliell ynorpedara Ha APYT BeTepUHAPHOMEIUIIMHCKH MIPOIYKT TpsiOBa 1a ce
MIPELEHN CIOPe]l MHANBU Y ATHUS CITydai.



4.9. J[lo3a v HAYWH HA NPUJIOKEHHE
Paskirarere modpe npeau ymorpeda.

OslIe:

[ToKOXHO MPUIIOKEHUE.
[Ipunosxere NOIKOXKHO Ha OBIIE OT 3-MECEUHA Bb3PACT ChIIIACHO CIEAHATA CXEMa:
- IIspBUYHA BaKCHHAIMS: TPUIOKETE ¢IUHUYHA 103a oT 2 ml.

- PeBakcunanus: npuiioxkete eaHa go3a ot 2 ml cuen 12 mecena.

T'oBena:

WHTpamyCKyJIHO IPUJIOKEHHUE.

[Ipunoxere HHTPAMYCKYJIHO Ha TOBEJa OT 2-MeCe4Ha Bb3pacT IpH HETPETUPAHU IPEAn TOBa
’KMBOTHH WM OT 3-MeceuHa Bb3pacT IIPH TEJIeTa, POJCHU OT TOBeJa C UMyHHTET, ChIVIACHO CIeHaTa
cxema:

- H’LpBI/I‘lHa BaKCHHANUsA: IPHUITOKETE ABC 103U OT 4mlc HUHTCPBAJI OT 3 CCOMMUIIN.

- PeBakcunarus: npuioxere eaHa go3a ot 4 ml ciien 12 mecerna.
4.10. Ilpeno3upane (CHMITOMH, CIEIIHA MEPKH, AaHTHAOTH), AKO € He00X0TUMO

Cren nprIto’KeHUE Ha JBOMHA J103a HE ce HAOII0AaBaT APYTH HEOAaroNpUsTHH PEaKIuu, Pa3THdHU OT
[I0COYEHUTE B TOouka 4.6.

4.11. KapeHTeH cpok

Hyna gau.

5. NMYHOJIOI'MYHU OCOBEHOCTH

®dapmakoTepaneBTH4Ha rpyna: VIHaKTUBHpaHU BaKCUHH CpeLly BUpyca Ha 00JecTTa CHH €3UK 3a
OBIIE.
Berepunapnomenuuuncku Anatomo-Tepanestuuen Kog (ATC): QI04AA02.

3a cTUMyJIMpaHe Ha aKTUBEH UMYHUTET MPH OBIIC U TOBeIa cpelry cepotunone 1,4 w/umu § Ha
0oJecTTa CHH €3WK, CBBP3aHH C T€3H, ChABPIKAIIN CE BHB BAKCHHATA (KOMOHHAIIMSA OT MAaKCUMYM
2 ceporumna).

6. OAPMALHEBTUYHHU OCOBEHOCTU
6.1. Chnucbk Ha eKCIUITHEHTHTE

AJTyMHHHEB XUJIPOKCU

IMonynpeurcren canonut ot Quillaja saponaria
Tuomepcan

Kanues xnopug

Kanmnes quxunporen gocdar

Junatpues xuaporeH docdar, 6e3B01eH
Hatpues xiopun

CHIMKOHOBO aHTHIICHHUTEIN BEIIECTBO

Bopa 3a uHxexkunn



6.2. OCHOBHH HECHBMECTHMOCTH
He cMmecBaiite ¢ Apyr BeTepHHAPHOMEAUITUHCKH TPOIYKT.
6.3. Cpok Ha rogHOCT

CpOK Ha TOJTHOCT Ha KpallHUSI BETEPUHAPHOMEAULIMHCKY IPOAYKT: 2 TOAUHM.
CpoK Ha TOJTHOCT cief MbPBO OTBapsHE Ha MbpBUYHATA onakoBka: 10 yaca.

6.4. CrnenuajaHu ycJOBHS Ha CbXPaHeHHE HA MPOAYKTA

Ila ce cbxpaHsBa M TPaHCTIOPTHPA B oxJaaeHo cherosaue (2 °C — 8 °C).
[a ce ma3u oT 3aMpB3BaHe.

Jla ce ma3u OT CBETJIMHA.

[a ce cbxpaHsBa B OpHTHHAIHATA OMTAKOBKA.

6.5. BI/U] 1 CbCTAaB HA MbPBUYHATA ONIAKOBKa

besugeren ¢uakoH ot nonunponuieH, chabppkamt 80 ml wiu 200 ml, cbe 3amymanka ot
OpoMOyTHIIOBA I'yMa THI [, XepMeTHYHO 3aTBOPEHA C alyMHHUEBA KalladKa.

Pa3zMepu Ha omakoBKHUTE:

Kaptonena kytus ¢ 1 diakon, chabpxarnt 80 ml.
Kapronena kyTus ¢ 1 dakoH, chabpskamny 200 ml.

He Bcuuku pa3Mepu Ha OmakoBKaTa MOTAT Ja ObJlaT MpeiaraHy Ha a3apa.

6.6. Cneuna.mm MEPKHU 32 YHUIOKABAHE HA HEU3IIOJA3BAH MPOAYKT WJIH OCTATHIHU OT HEIO0
Bceku Hensnon3san BCTCPUHAPHOMCIUITUHCKU IMPOAYKT HUJIM OCTATBIU OT HETO TpSI6Ba aa 6’bI[aT
YHUINOKXCHU B CbOTBETCTBUEC C UBMCKBAHUATA HA MECTHOTO 3aKOHOJATCIICTBO.

7. NMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

LABORATORIOS SYVA, S.A.

C/ Marqués de la Ensenada 16

28004 MADRID

NCITAHUA

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/18/231/001-012

9. JATA HA ITbPBOTO N3JJABAHE/ITIOJJTHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha MBPBOTO M3aBaHe Ha JMIeH3 3a yrmorpeda: 09/01/2019

10. [JATA HA NIOCJIEJHATA PEJAKIIMS HA TEKCTA

[Moxpo6Ha nHpOPMALIHS 3a TO3U MPOAYKT MOXKE Ja HAMEPUTE HAa HHTEPHET CTPAHUIIATa HA
EBponeiickaTa arenims o gekapcrara http://www.ema.europa.eu/
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3ABPAHA 3A TIPOJAKBA, CHABJISIBAHE U/NJIN YIIOTPEBA

Bcsko nume, koeTo Bh3HaAMeEpsIBa Ja MPOU3BEkKAa, BHACS, IPUTEKABa, MPOTaBa, CHAOIsIBA U
yIIOTpeOsiBa TO3HU BETEPUHAPHOMETUITUHCKU MIPOIYKT, TPSOBA IIHPBO JIa CE KOHCYITUPA C
KOMITETEHTHUTE BJIACTH Ha CHOTBETHATA JIbpPXKaBa WIEHKa, OTHOCHO JIEHCTBAIMTE BAKCUHAIIMOHHU
MTOJINTHKH, KaTO T€3H JIEHHOCTH MOTaT Aa Obaar 3a0paHeHu B IbpiKaBa YJeHKa — Ha [sJ1aTa HIH 4acT
OT HEeWHAaTa TEPUTOPHSI, B CbOTBETCTBUE C HAIIMOHATHOTO 3aKOHOIaTEJICTBO.



MNPUJIOXEHHUE II
MNPOU3BOJUTEJ HA BUOJIOTI'NMYHO AKTUBHATA CYBCTAHLI A U
IMPOU3BOIUTEJI, OTTOBOPEH 3A OCBOBOXKJABAHE HA ITAPTU/JIATA

YCJIOBUA NJIK OT'PAHUYEHMUS B JIMHEH3A 3A YIIOTPEBA HA BMII,
OTHACAIIU CE 1O NPEJJIATAHETO WM YIIOTPEBATA MY

CTATYC HA MJICOK



A. INPOU3BOAUTEJ HA BUOJIOI'NYHO AKTUBHATA CYBCTAHLIUA N
MMPOU3BOAUTEJL, OTTOBOPEH 3A OCBOBOXJIABAHE HA TAPTUJATA

Hme n aapeC Ha IPOMU3BOAUTEIIA HA OMOJIOTUYHO AKTHBHATA Cy6CTaHgH$I

LABORATORIOS SYVA, S.A
Parque Tecnoldgico de Leo6n
C/ Nicostrato Vela M15-M16
24009 Leon

HUcmanus

Hwme 1 afpec Ha IPOU3BOAMTEINS, OTTOBOPEH 38 OCBOO0KIABAHETO HA MAPTHIUTE 3a Mpoaaxoa

LABORATORIOS SYVA, S.A.
Parque Tecnoldgico de Ledn

C/ Nicostrato Vela M15-M16
24009 Leon

Ucnanusa

b. YCJIOBUA NJIX OT'PAHUYEHMWSA B JIMIHEH3A 3A YIIOTPEBA HA BMII,
OTHACSAIIMN CE 10 HPEAJIATAHETO WU YIIOTPEBATA MY

I[a CC OTIIyCKa CaMoO IIO JICKapCKO IMpeAINMCaHnC.

B crorBerctBue ¢ un. 71 va upexrusa 2001/82/E na EBpomneiickust mapaamenT u ChBeTa KakTo €
M3MEHEHa, TbPIKaBUTE WICHKH MOTaT B ChOTBETCTBUE C HALIMOHATHOTO 3aKOHOJATEIICTBO Aa 3a0paHaT
MPOM3BOJCTBOTO, BHOCA, CbXPAHEHUETO, IpoJax0aTa, JocTaBKaTa U/ ynotpedarta Ha
MMYHOJIOTUYHH BETEPUHAPHOMEUIIMHCKH IPOAYKTHU Ha LsA1aTa CH TEPUTOPHUS WM HA YacT OT Hed,
aKO YCTaHOBAT, 4€:

a) MNpuiIaraHeTo Ha BETCPUHAPHOMCANLMHCKUSA IMTPOAYKT HA JKUBOTHHU LIC MOMNPCYN HAa UBIIBIIHCHUCTO
Ha HallMOHa/IHA IporpamMa 3a AMarHoCTuKa, KOHTPOJI WJIN CJIMMHUHUPAHEC Ha 3200 sIBAHUATA 1O
JKUBOTHUTEC, UJIN IIC€ Ch3AaAC TPYAHOCTU NNPU YCTAHOBABAHC OTCHCTBUCTO HAa KOHTAMHHAIIHA TPpU
JKUBH )XKMUBOTHH, IIPHU XPAHUTCIIHU WX APYTH NPOAYKTH, IOJYUCHH OT TPECTUPAHU JKUBOTHHU.

6) 33.6OH5{B3.HI/IHTa, 3a KOUTO € MPCAHA3HAYCH NPOAYKTHT C LI TIOBUIIIABAHC HAa UMYHUTETA, 10
ToJisiMa CTCIICH OTCHCTBAT HA TCPUTOPUATA, 3a KOATO CC OTHACA.

VYroTtpebata Ha TO3M BETEPUHAPHOMETUIIMHCKH TIPOAYKT € pa3pelieHa eIMHCTBEHO MPU 0COOCHUTE
YCIIOBHS, YCTAHOBEHH OT 3aKOHOIATENICTBOTO Ha EBporeiickara 00IHOCT OTHOCHO KOHTPOJIa Ha
0oJIeCTTa CUH €3HK.

[MpuTexaTensaT Ha TO3M JMLEH3 3a ynoTpeda TpsoBa na nHPpopMupa EBponeiickaTta KOMUCHS OTHOCHO
MapKeTHHIOBUTE UIAHOBE 3a BETEPUHAPHOMEANLIMHCKUSA MPOAYKT, TUIIEH3UPAH C HACTOAIIOTO
peleHue.

B. CTATYC HA MJICOK

AXTHBHaTa CyOCTaHIIUs € ¢ OMOJOTHYEH MPOU3XOJ U € IPeAHAa3HAUYeHA 32 U3TPaKIaHE Ha AaKTHBEH
UMYHHTET, KaTo He mormaaa B ooxsara Ha Permament (EC) Ne 470/20009.

Excrummenture (BKIIFOUUTENHO aJKyBaHTHTE), TocoveHu B T. 6.1 Ha Kparkara xapakTepucTuka, ca
WJTU pa3pelieHu cyOcTaHIiy, 3a kKouto B tTadummna 1 Ha [Ipumoskennero kM Permament (EC)

Ne 37/2010 ne ce m3uckBat MJICOK, unu ce pasriiexxaar kaTo Hermomnajanw B 00xBata Ha Permament
(EC) Ne 470/2009, xoraTo ca BKIIOYEHH B TO3H BETEPUHAPHOMEIUIIMHCKU MTPOAYKT.



NPUIOXEHHUE |11

ETUKET U JINMCTOBKA
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A. ETUKET
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HHOOPMALMA, KOATO CE U3IIUCBA BbPXY BHbHIIIHATA OITAKOBKA

Kytus ¢ 1 ¢pnakon ot 80 ml
Kytusi ¢ 1 daakon ot 200 mli

1. HAMMEHOBAHUWE HA BETEPUHAPHOME JUIIMHCKUSA ITPOAYKT

Syvazul BTV uHXeKIMOHHA CYCIIEH3Hs 3a OBIIC U rOBE/Ia

2. CbABPKAHUE HA AKTUBHATAUTE CYBCTAHLUUAN

Bcexu ml cpappika:
AKTHBHHU cyOCTaHIMH:

WuakTuBHpaH BUpYyC Ha OosiecTTa CHH e3ukK, ceporun 1 (BTV-1), mam ALG2006/01 E1
RP*>1

NuaktuBHpaH BUPYC Ha OosiecTTa cHH e3uK, ceporun 4 (BTV-4), miam BTV-4/SPA-1/2004
RP*>1

WuaktuBrpan BUpYyC Ha OosecTra cuH e3uk, ceporun 8 (BTV-8), mam BEL2006/01
RP*>1

* OrHOCHTENHA eHUKacHOCT, n3MepeHa upe3 ELISA BBB Bpb3Ka ¢ peepeHTHa BaKCHHA, YU STO
e(hMKaCHOCT € JI0Ka3aHa upe3 MPOBOKAIMs TP BUOBETE )KUBOTHH, 32 KOUTO € IpeaHazHadeH BMIL.

AJKYBaHTH:

Anymunnes xuapokcun (A1) 2,08 mg
IMonymnpeuncren canounH ot Quillaja saponaria 0,2 mg
Excuunuenru:

Tuomepcan 0,1 mg

3. GAPMALHEBTUYHA ®OPMA

HNHxeK1noHHA CyCIIeH3US

‘ 4. PASMEP HA OITAKOBKATA

80 ml
200 ml

‘ 5. BUJIOBE ’)KUBOTHMH, 3A KOUTO E IIPEJHA3ZHAYEH BMII

OB1I€e U1 roBeIa

| 6. TEPANEBTHUYHM INOKA3AHMSI |

| 7. METOJ Y HAYMH HA TPUJIOKEHUE |
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Ogiie: [TogkoXHO MPHITOKECHUE.
I'oBena: MIHTpamMyCKyJIHO IPUIIOKEHUE.
[Ipenu ymoTpeba mpodyeTH IUCTOBKATA.

8. KAPEHTEH CPOK /KAPEHTHU CPOKOBE

Kapenren cpok: /KapeHTHU CpOKOBe: HyJia THH.

9. CIIEHUMAJIHU NNPEAYIIPEXKJIEHUSA, AKO E HEOBXOJUMO

[Ipenu ynoTpeba nmpoyerw JTUCTOBKATA.

10. CPOK HA T'OAHOCT

I'onen no {mecer/roauna}
Crnen oTBapsiHE M3M0I3Bail B pamkuTe Ha 10 gaca.

‘ 11. CHEIUAJIHHU YCJOBUSA HA CbXPAHEHUME HA ITPOAYKTA

Ja ce cpxpaHsiBa U TPaHCIIOPTHUPA B OXJIAJICHO CHCTOSHUE.
[a ce masu ot 3aMpB3BaHe.

Ja ce masu ot cBeTNIMHA.

[a ce cpxpaHsBa B OpUruHajgHaTa OMaKOBKa.

12. CHELHAJIHU MEPKHU 3A YHUILIOKABAHE HA HEU3ITOJI3BAH NPOAYKT
NJIN OCTATBHBIU OT HET'O, AKO UMA TAKHUBA

VHumoxapane: IMMpOYECTHU JINCTOBKATA.

13. HAJIUCBHT ,,CAMO 3A BETEPUHAPHOME/UILINHCKA YIIOTPEBA“ 1
YCJIOBUA NJIN OTPAHUYEHUSA OTHOCHO PA3ITPOCTPAHEHHUETO U
YIHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BCTCPUHAPHOMCAUIIMHCKA yHOTpe6a. I[a CC OTITYCKa CaMO I1O JICKAPCKO MPpCAINMCAaHUC.

BHoC®HT, npuTexaBaHeTo, NpoaaxkdaTta, CHaOASBaHETO W/ WK YyHIOTpeda Ha TO3H
BETEpPUHAPHOMEIUIIMHCKHU MPOIAYKT MOTAT Jia ObJIaT 3a0paHeH! B Ibp)KaBa WiCHKa, Ha [sy1aTa Wil
9acT OT HelfHaTa TepuTopHs. BIK JTMCTOBKATA 3a NOMBIHUTENHA HH(OpMAIHSL.

14. HAMIUCHT ,,JA CE CbXPAHSBA JAJIEY OT IIOIVIEJA 1 HA HEJOCTBIIHU
3A JTEIDA MECTA*“

Ja ce cpxpansBa gayed OT MOrjieaa U Ha HEAOCTHITHY 3a Jella MecTa.

15. HUME U AJJPEC HA TIPUTEXATEJISI HA JIMIIEH3A 3A YIIOTPEBA

LABORATORIOS SYVA, S.A.
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C/ Marqués de la Ensenada, 16
28004 MADRID
NCITAHUA

16. HOMEP HA JIMIIEH3A 3A YIIOTPEFA HA BMII

EU/2/18/231/001-012

17. TNAPTHUJAEH HOMEP

IMaptupa {HOMEp}
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NHOOPMALMSA, KOATO TPABBA A BbJAE N3IIMCAHA BbPXY MAJIKH
OIMAKOBKHN BMII, KOUTO CbAbPXKXA EJUHUYIHA 103A

®naxon ot 80 ml
®diakon ot 200 ml

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHOMEJUIIMHCKUA ITPOAYKT

Syvazul BTV uHXeKIMOHHA CYCIIEH3Hs 3a OBIIC U rOBE/Ia

‘ 2. CbAbPKAHUE HA AKTUBHATAUTE CYBCTAHIUAN

Bceku ml chabpxa:
AKTHBHH cy0CTaHINN:

WuaktuBrpan BUpYyC Ha OosecTra CHH e3uK, cepotun 1 (BTV-1), mam ALG2006/01 E1
RP*>1

WuakTuBHpaH BUPYC Ha OosiecTTa CHH e3uK, ceporun 4 (BTV-4), mam BTV-4/SPA-1/2004
RP*>1

WNuakTuBHpaH BUPYC Ha OosiecTTa CHH e3uK, ceporumn 8 (BTV-8), mam BEL2006/01
RP*>1

* OtHOCHUTENHA e(DUKACHOCT B CpaBHEHHE C pepepeHTHA BaKCHHA.

‘ 3. DPAPMAINEBTUYHA ®OPMA

MHxeKIIMOHHA CyCIIEH3HSI.

‘ 4. PASMEP HA OITAKOBKATA

80 ml
200 ml

‘ 5. BUJOBE )KUBOTHMH, 3A KOUTO E IPEJHA3HAYEH BMII

OBI1I€E U rOBEA.

‘ 6. METOJ 1 HAYUH HA TPUJIOKEHUE

Ogue: [1oakoxKHO NpUIIOKEHHE.
I'oBena: MIHTpamMyCKyJIHO IPUIIOKEHNUE.
IIpenu ynotpeda nmpoyery TUCTOBKATA.

‘ 7. KAPEHTEH CPOK /KAPEHTHU CPOKOBE
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KapenTen cpok: /KapeHTHH cpokoBe: HyJa JTHH.

‘ 8. CHENUAJIHU ITPEAYHNPEXJIEHNA, AKO E HEOBXOJINMO

Pazknarere nobpe npenu ynorpeoda.
[penu ynoTpeda mpovyeTy JTUCTOBKATA.

9. CPOK HA I'OJHOCT

Tl'onen mo {mecer/roauna}
Crnien oTBapsiHE M3M0I3Ball B paMkuTe Ha 10 gaca.

10. CIHHELIUAJIHU YCJIOBU S HA CbXPAHEHUE HA ITPOAYKTA

Jla ce ma3u oT 3aMpb3BaHeE.

Ja ce cpxpaHsiBa U TPAHCIIOPTHUPA B OXJIAJICHO CHCTOSHUE.
Jla ce ma3u OT CBET/IMHA.

[a ce cpxpaHsBa B OpUTHHAIHATA OITaKOBKA.

11. CIHHIEHUAJIHA MEPKH 3A YHUILNIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIU OT HEI'O, AKO UMA TAKHUBA

VHumosxaBase: IIPpOYECTHU JINCTOBKATA.

12. HAJAIIUCHT ,,CAMO 3A BETEPUHAPHOMEJUNINHCKA YIIOTPEBA“
YCJIOBUSA NJIX OT'PAHUYEHUSA OTHOCHO PA3IIPOCTPAHEHHUETO N
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BETCPUHAPHOMCIUIIMHCKA yHOTpe6a. I[a CC OTITyCKa CaMO IIO JICKApPCKO MpEANMCaHune.

13. HAJAIIUCHT ,,JA CE CbXPAHSABA JAJIEY OT ITIOTJVIEJA 1 HA HEJOCTBITHU
3A IEHA MECTA*

Ha CC ChXpaHsABa AaJICY OT 1IorjicAa U Ha HEAOCTBIIHU 3a ACLla MCCTA.

14. NME U AJIPEC HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

LABORATORIOS SYVA, S.A
C/ Marqués de la Ensenada, 16
28004 MADRID

UCITAHUA

15. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

EU/2/18/231/001-012
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‘ 16. IHAPTUJIEH HOMEP

[Maptuna {HOMEp}
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B. JIUCTOBKA
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JIMCTOBKA:

Syvazul BTV nHkeKIHOHHA CyCcleH3Hs 3a OBIle U roBeaa

1. HUME U ITIOCTOAHEH AJIPEC HA IIPUTEKATEJISA HA JIMIEH3A 3A YIIOTPEBA
U HA ITIPOU3BOAUTEJISA, OTT'OBOPEH 3A OCBOBOX/JIABAHE HA ITAPTHUJIATA,
AKO CA PA3JIMYHHN

[IpuTeskaTell Ha TUIEH3a 32 yIoTpeha.

LABORATORIOS SYVA, S.A.
C/ Marqués de la Ensenada, 16
28004 MADRID

HUCITAHI

[IpousBoauTes, OTTOBOPEH 3a OCBOOOIK/IaBaHE HA IAPTUIATA .

LABORATORIOS SYVA, S.A.
Parque Tecnoldgico de Leodn

C/ Nicostrato Vela M15-M16
24009 LEON

NCITAHUA

2. HAMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIMHCKUSA ITPOAYKT

Syvazul BTV uHXeKInoHHA CyCITEH3Hs 32 OBIIE U rOBe/Ia

2] CbABbP/KAHUE HA AKTUBHUTE CYBCTAHIUUN U EKCUUIIMEHTUTE
Bcexu ml cpappika:

AKTHBHH CYyOCTAHI[HM*:

WnakxtuBupan Bupyc Ha Oonectra cuH e3uk (BTV) RP**>1

* MaKCI/IMyM ABa pas3jIMiYHU CCPOTUIIa HA NHAKTUBUPAH BUPYC Ha 0oJlecTTa CHH €3HK:

WNuakTuBHpaH BUPYC Ha GosiecTTa CHH e3uK, cepotun 1 (BTV-1), mam ALG2006/01 E1
WuaktuBHpaH BUpYyC Ha OoyiecTTa CHH e3uK, cepotul 4 (BTV-4), mam BTV-4/SPA-1/2004
WuaktuBHpaH BUpYyC Ha OosiecTTa CHH e3uK, cepotun 8 (BTV-8), mam BEL2006/01

** OTHOCHTENHA eUKACHOCT, u3Mepena upe3 ELISA BBB Bpb3Ka ¢ pedepeHTHA BaKCHHA, YUSATO
e(ukacHOCT € ToKa3aHa Upe3 MPOBOKAIKS IIPH BUIOBETE KUBOTHH, 32 KOWTO € TpeaHazHadeH BMIL

BposT n Buga(oBere) Ha jaMoBeTe, BKIIOUYEHH B KpalHUS MPOYKT, IIe ObJaT afarnTUPaHd KbM
HACTOSIATA EMHUIEMHUOJIOTYHA 00CTAHOBKA KbM MOMEHTA Ha ()OpMyJTUpaHe HA KPaHUS NMPOYKT U
e ObJAaT IIOKa3aHU Ha ETUKETA.

AKyBaHTH:

Anymunues xuapokcu (A% 2,08 mg
IMonynpeuncren canonut ot Quillaja saponaria 0,2 mg
Excuunuenru:
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Tuomepcan 0,1 mg

P030B0-0si11a CycIieH3us, TIECHO XOMOT€HH3UPAIIa Ce upe3 pasKialiaHe.

4. TEPAIIEBTUYHU IIOKA3AHUSA

Osle:

33, AKTHBHA UMYHU3allUs HAa OBIIC 3a MIPEAOTBPATABAHEC HA BI/IpeMI/ISITa* 1 HaMaJIsIBAHC HAa KIIMHUYHUTC
MIPU3HAIM 1 JIC3UH, IPUIUHEHH OT BUpyca Ha 0oJiecTTa CHH €3UK, CEpOTUTIOBe | W/uim 8, u/wim 3a
HaMaJIsIBAaHC Ha BI/IpeMI/IHTa* 1 KIMHUYHUTE MMIPU3HALIHU U JIC3UU, IPUINHCHU OT BUPYCa Ha 60J‘I6CTTa
CHUH €3UK, cepoTHl 4 (KoOMOMHAIMSI OT MAaKCUMYM 2 CEPOTHIIA).

*Tlon HMBOTO Ha OTKpHBaHe upe3 Bamuaupan meroa Ha RT-PCR npwu 1,32 logio TCIDso/ml

Hauano Ha umyHnuTera: 39 qHM cneq NpUKITIOYBaHE HA CXeMara 3a IbPBUYHA BaKCHHALUS.
[IpoaBIHKUTETHOCT HA UMYHHUTETA: €Ha TOJIMHA CJIe]l MPUKITI0YBaHe Ha cCXeMaTa 3a IbPBUYHA
BaKCHHALUS.

I'oBena:
3a akTMBHA UMYHHM3AllMA Ha TOBE/IA 32 PEJOTBPATIBaHEe HA BUPEMHUATA*, IPUUYMHEHA OT BUpycCa Ha

0oJecTTa CHH €3WK, CEpOTHIT | Wiy 8, W/Hinu 3a HaMaJsBaHe Ha BUpEeMHUATa™, MpUInHEeHa OT BUpyca
Ha OoJiecTTa CHH €3uK, cepoTHIl 4 (KOMOMHAIMSA OT MaKCUMYM 2 CEPOTHIIA).

*TTo1 HUBOTO Ha OTKpHBaHe upe3 Bamuaupan meTo Ha R T-PCR mnpu 1,32 logio TCIDso/ml

Hauano na HMYHHUTCTA: 21 JAHU CJIC MMPUKITIOYBAHC HAa CXEMaTa 3a IbpBUYHA BAKCUHAILUA.
HpO,Z[”bJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA: €JHA TOAHA CJIC MPUKIOYBAHC HAa CXEMaTa 3a IIbpBUYHA
BaKCHHaIIWsI.

5. INPOTUBOIIOKA3AHMUSA

Hama.

6. HEBJIAT'OITPUATHU PEAKIINN

Pa3Burunero Ha J0KaNHU peaklun B MACTOTO Ha MHIKCKTUPAHC CJIC BAKCHHAIMA CC CPCIla MHOI'O
qECCTO.

Eputema, cBBp3aHa c JIeK 10 yMepeH efieM, ce Habmro1aBa MHOTO 4ecTo oT 1 1o 6 ITHU cien
HPUIIOKEHUETO.

besbore3nen Bb3en, KOUTO MOKe /1a JOCTUTHE 710 3,8 cm AuaMeThp MpH OBLETE U 7 cm JUaMeTsp NpU
roBefaTa, ce pa3BHBa MHOTO YECTO cJeA OT 2 10 6 JHU M HaMalsiBa MOCTENIEHHO C BPEMETO.

B penku ciaydau Moxe a ce nosBU a0cuec.

[ToBe4eTo JOKAIHH PEaKIMy N349€3BaT WM Ce MPEBPBINAT B ocTaThynu (< 1 ¢m) 3a 70 nuu npu
oBiere 1 30 AHYU IIpU roBenaTa, BBIIPEKH Y€ OCTAThYHUTE B3/ MOT'aT J1a IEPCUCTUPAT CIIE/ TOBA.

B pamkuTte Ha 48 yaca cien BakCHHAIIUS CE€ Cpellla MHOTO YECTO MPEX0IHO MOBUIIIaBaHE Ha
peKTanHaTa TeMIieparypa, KoeTo He HajBumasa 2,3 °C.

B peaAKu Ciiydau Ipu OBLC U MHOT'O pCAKH ClIydau IIPpU roBCa MOXKE Jia CC Ha6J'IIO)IaBa CIICOHOTO!:

- HapymeHnus Ha penpoAyKTHBHATA cHcTeMa: abopT, IEpUHATAIHA CMBPTHOCT WIIN
MPEXKIEBPEMEHHO paKAaHe
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- CucTeMHHU HapyIICHUS: amaThsl, 3aJIe)KaBaHe, TIOBHUIIICHA TEMIIEpaTypa, aHOPEKCHS FITH JICTapTHsl.
B MHOTO peaku cirydyan mpu OBIIE M TOBEA MOXKE /1a c€ HaOJIf01aBa CIEIHOTO:

- HamansBane Ha IPOU3BOJACTBOTO HA MIISIKO

- HeBponornuHu HapymeHUs: Mapain3a, aTakCus, CICNOTa UITH JITICA HAa KOOPAWHAIIHS
- HapymeHus Ha auxarteHaTa cucTeMa: 0enopoOHa KOHTECTH S, UCITHES

- HapymieHus Ha XpaHOCMUJIATENTHUSI TPAKT: ATOHUS Ha ThpOyXa MM NOyBaHEe

- Peaknuu Ha CBPBXYYBCTBUTEIHOCT: C TOBUIICHO CIFOHOOT/ICISTHE

- CwMbprT.

YecTtoTaTa Ha HEOIArONMPUATHUTE PEAKIMHU € OIpeeNis upe3 cleAHaTa KiacuGuKarmsi:

- MHOro yectu (mosede ot 1 Ha 10 TpeTupaHu )KUBOTHH, MIPOSIBSABAILN HEOIArONPHUATHU PEAKIINH)

- yectH (1oBeue OT 1, HOo mo-manko oT 10 sxuBoTHH Ha 100 TpeTUpaHU KUBOTHH)

- He yectH (oBeye ot 1, Ho mo-Manko oT 10 sxuBoTHM Ha 1 000 TpeTrpaHu >KUBOTHH)

- peaxu (moseye ot 1, Ho mo-Manko ot 10 xuBoTHU Ha 10 000 TpeTHpaHu KUBOTHH)

- MHOTO pefku (mo-manko ot 1 sxuBotHO Ha 10 000 TpeTupaHu KUBOTHHU, BKIIOUATEITHO U30JIUPaHH
CHOOIIEHN ).

AKxo 3a0eiexnuTe HIKaKBU He6JIaFOHpI/I$[THI/I peaKkiuny, BKIIOYUTCIIHO U TaKMBa, KOUTO HE Ca OIMMCAaHU B
Ta3M JINCTOBKA, WU MUCIIUTE, Y€ BETEPUHAPHOMEAULMHCKUAT IPOAYKT HE AeiiCTBa, MOJIS
yBeJoMuUTE Baius BeTepruHapeH Jiekap.

7. BUJIOBE )KUBOTHMH, 3A KOUTO E IIPEJHA3HAYEH BMII

OBI1I€e ¥ rOBeA.

8. JAO3UPOBKA 3A BCEKHU BU/JI ’KUBOTHO, METOl U HAYNHU HA ITPUJIAT'AHE

Paskitarere mo0Ope npeau ymnorpeda.

Ogue:

[ToKOXHO MPHUITIOKEHUE.
[Tpunoxere MOAKOKHO HA OBIE OT 3-MeCEYHA Bh3PacT ChITIACHO CIE/IHATA CXeMa:
- IIppBuYHA BaKCHHAIMS: IPUIIOKETE eAUHINYHA 1032 oT 2 ml.

- PeBakcunanus: npuinoxere efHa jg03a ot 2 ml cien 12 mecena.

I'oBena:

WNHTpamyCKyIJIHO NPUJIOKEHHUE.

[Ipunosxere HHTPaMyCKyJIHO Ha TOBEIa OT 2-MECEUHA Bb3PaCT IIPU HETPETHPAHU MIPEIHU TOBA
KUBOTHH HJIM OT 3-MeCeYHa BB3PACT IPH TeJeTa, POJCHN OT TOBEAA C MMYHHUTET, ChIIIACHO CIIeIHaTa
cxema:

- IIespBHuHA BaKCHHAIHS: TIPUIOXKETE ABE A03M OT 4 ml ¢ MHTEPBAT OT 3 CEAMMITH.

- PeBakcunanus: npuinoxere eqaa n03a ot 4 ml cien 12 mecena.

). CBBET 3A IIPABUJIHO INTPUJIOKEHUE

Paskiiarere mo0Ope npeau ymnorpeda.
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10. KAPEHTEH CPOK /KAPEHTHH CPOKOBE

Hyna nau.

11. CHEIHUAJIHHU YCJIOBUA 3A CbXPAHEHHUE HA ITIPOJAYKTA

Ja ce cpxpaHsBa Janed OT IOIIeaa M Ha HeJIOCTBITHH 3a JIela MecTa.

Jla ce cbxpaHsBa ¥ TpaHCTIOPTHpA B oxyajeHo cherosiaue (2 °C — 8 °C).
Jla ce ma3u oT 3aMpb3BaHe.

Jla ce mas3u OT CBETJIMHA.

[a ce cbxpaHsaBa B OpUTHHAIHATA OMAKOBKA.

[la He ce u3Mo3Ba TO3KM BETEPUHAPHOMEAUIIUMHCKY POIYKT CIIE] U3TUYaHE CPOKa Ha TOIHOCT,
MIOCOYEH BBPXY KapToHa ciel ,,l'oaeH 10, CpoKbT Ha TOJHOCT OTTOBApPS HA MOCIETHUS IEH OT TO3HU

MCCCI.

Cpox Ha TOJTHOCT clie[] TbPBO OTBApSHE Ha MbPBUYHATA onakoBka: 10 gaca.

12. CHEIWMAJIHU PEAYHNPEXIEHUA

CrenpaliHu IpeayIpekISHNs 38 BCEKA BUJ] JKMBOTHH, 34 KOUTO € IIpeanasHaued BMIT:

[a ce BakcmHUpAT caMO 3[IpaBH KUBOTHH.

AKo ce u310J3Ba NpU APYTH BUIOBE JOMAIIHU U AWBH MPEKUBHU KUBOTHHU, 32 KOUTO CE CUUTA, Y€ ca
M3TI0’KEHN Ha PUCK OT HH(pEKnHs, yrmoTpedara mpu Te3u BUIOBE TPSOBa Jja ce N3BBPIIBA BHUMATEIHO
U € MPENopPhUYUTEITHO BaKCHHATA J]a O'bJIe TECTBaHA BBPXY MAIbK OpOii )KHBOTHHU TIPEU MacoBa
BakcuHanus. HUBOTO Ha epUKAaCHOCT 3a Py BUAOBE MOXKE JIa CE pa3jinyaBa OT TOBa, HAOII01aBaHO
MIpHU OBIIETE U FOBEATA.

Hsama nanmyna nH(OpManys 3a U3MOI3BaHETO HA BAKCHHATA MPH OBIIE C MPUIO0OUTH MalidnHH
aHTHTENA.

Hsva mamrara nHGOpMAITUS 32 U3M0I3BAaHETO HA BAKCHHATA, Chabpikama cepotun BTV4, mpu rosena
C IpUI00UTH MAafUNHU aHTHUTENIA.

CrenuanaHy Opeana3Hd MEPKH 33 JKHBOTHHUTE IIPH VHOTDe6aTa Ha IIPpOAYKTa:

He e npunoxumo.

CHCgHaHHH NPEAITasHy MEPKHU 3a JUlaTa, rnpujiaraimy BETEPUHAPHOMEAUITUHCKNA TPOAYKT Ha
JKHMBOTHHTC:

HpI/I cnyqaﬁHo CaAMOUMHIKCKTHPAHC, He3a0aBHO Ja CC MOThbPCHU MCAUIIMHCKHU CBBCT, KAaTO HaA JICKapA CC
nmpeaoCTaBu JIMCTOBKATA UJIM €TUKETA HAa IPOAYKTaA.

Xopa ¢ ycTaHOBEHA CBPBbXUYBCTBUTEIHOCT KbM AlyMUHHUEB XUIPOKCUJ, THOMEPCAT WIH CAllOHUHU
TpsOBa J1a U30rBaT KOHTAKT C BETEPHHAPHOMEANIIMHCKUSA MPOIYKT.

BpemeHHocCT:

Mosxe Ja Cc¢ IIpuJiara 1o BpeMe Ha 6p€MeHHOCT.

JlakTamms:
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Moske J1a ce mpuiiara rmo BpeMe Ha JIaKTarusl.

3amIoaseMocCT:

Be3omacHocTTa 1 e(hUKacCHOCTTA HA BAKCHMHATA HE Ca YCTAHOBEHH IPU MBXKKH )KUBOTHHM 3a pa3iuion. B
Ta3W KaTeropus >KHBOTHH BaKCHHATA TPsOBA Ja ce Mpuiiara ciel MpereHKa moi3a/prcK OT OTTOBOPHHS
BETEPUHAPEH JIEKap W/WJIM HAMOHATHUTE KOMIIETEHTHA OPTaHH OTHOCHO HACTOSIIUTE MOJUTHKH 32
BaKCHHHpaHe cpemnry BUpyc Ha Oornecrra cuH e3uk (BTV).

BsaumoneiicTBue ¢ TH BETEPUHAPHOMEIUITMHCKN OPOJIYKTU B i (OpMH Ha B3aNMOJEHCTBHE:
Hsma nannynaa nHdopmarys 3a 6€301acHOCTTa M €(PUKACHOCTTa OT ChbBMECTHOTO M3MOI3BaHE HA Ta3U
BaKCHHA C IPYTH BETEPHHAPHOMEIUIIMHCKY IPponyKTH. [lopamy Ta3u npudiHa, mpuiaraHeTo Ha Ta3u
BaKCHHA MPEJIU WU CIIe] yIoTpedara Ha IPyT BETEPUHAPHOMEUIIMHCKU TIPOIYKT TpsiOBa Ja ce

MPELEHU CIOPE] UHIUBYIy ATHUS CITydail.

IIpeno3upane (CUMIOTOMH, COEIIHA MEPKH, AaHTUIOTH):

Crnen npuiioxeHHe Ha ABOMHA 71032 HE ce HaOMIo1aBaT APyry HEOIaronprusaTHA PEaKUH, Pa3IHdHH OT
te3u, criomeHatu B ,,HEBJIAT OITPUATHM PEAKIIUI .

OCHOBHU HECHBMECTHUMOCTH

He cmecBaiite ¢ apyr BeTeprHHAPHOMEIUIIUHCKH IPOIYKT.

13. CHEHNUAJIHU MEPKH 3A YHUILIOXKABAHE HA HEU3MOJI3BAH ITPOJAYKT
NJIN OCTATHIM OT HEI'O, AKO UMA TAKHUBA

BMII He TpsiOBa 1a 6baT U3XBBPISHHE Ype3 OUTOBU OTIAIBIIN WK OTIAIHU BOJIH.

ITonuralite Bamus BeTepuHapeH Jiekap KakBo Aa npasure ¢ HeHyxHuTe BMII. Te3u mepku me
IIOMOTHAT 32 OTIa3BaHe Ha OKOJIHATA Cpejia.

14. JATATA HA IIOCJIEJJHATA PEJAKIMSA HA TEKCTA

[ToxpoOHa nHpOpMALHs 32 TO3U BETEPUHAPHOMEIMIIMHCKHU ITPOIYKT MOXKE J1a HAMEPUTE HAa HHTEPHET
cTpanuiata Ha EBporneiickara areHius 1o jgekapctara http://www.ema.europa.eu/.

15. JONBbBJHUTEJIHA HHO®OPMALUA

Pa3mepu Ha onakoBkara:
Kapronena xytus ¢ 1 daakon, ceaspskart 80 ml.

Kapronena kyTus ¢ 1 dakoH, chabpskang 200 ml.

He Bcwukm pasmepu Ha ormakoBKaTa MoraT Aa ObJar Nmpejiarany Ha ma3apa.

Bcesiko nuie, koeTo Bh3HaAMepsiBa Ja MPOU3BEkK/Ia, BHACS, IPUTEXKABA, IPOJIaBa, CHAOIBa U
ynotpe0sBa TO3U BETePHHAPHOMEANIIMHCKY MPOAYKT, TPSOBA ITFPBO /1a C€ KOHCYIITHPA C
KOMITETEHTHUTE BJIACTH HA ChOTBETHATA JbPKaBa WIEHKA OTHOCHO JIEHCTBANMTE BAKCUHAIIMOHHU
MOJINTHKH, KaTO T€3U JIEHHOCTU Morar Ja ObJaT 3a0paHeHH B JbpikKaBa WiICHKAa — Ha [sUI1aTa WU 4acT
OT Hel{HaTa TePUTOPHS, B CHOTBETCTBHIE C HAIMIOHAITHOTO 3aKOHOIAaTEJICTBO.
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3a Bcska I/IH(i)OpMaHI/ISI OTHOCHO TO3U BETCPUHAPHOMCIUIIMHCKU ITPOAYKT, MOJISI CBBPIKETE CC C

TepUTOPHUATHUS NIPEACTaBUTEN Ha IPUTEXKATells Ha JIMLEH3a 3a ynoTpeba

Belgié/Belgique/Belgien
laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Peny6auka bbarapus
laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Ceska republika

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Danmark

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid
Deutschland

Virbac Tierarzneimittel GmbH
Rdgen 20

DE-23843 Bad Oldesloe

Tel: +494531 805 111

Eesti

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

EALGoa

CEVA EAAAX EITIE

Ayiov NwoAdov 15

EL-17455 — AAIMOX

Tel: +302109851200

Espafia

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

France

Exploitant:

Laboratoires Biové

3 rue de Lorraine

62510 Arques

Hrvatska

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Ireland

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

island

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid
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Lietuva

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid
Luxembourg/Luxemburg
laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid
Magyarorszag

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Malta

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Nederland

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Norge

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Osterreich

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Polska

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Portugal

iapsa portuguesa pecuéria, Ida

Av. Do Atlantico, n? 16 — 112 piso- Escrit6rio 12

PT-1990-019 Lishoa

Romania

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Slovenija

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Slovenska republika
laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid



Italia

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Kvrpog

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Latvija

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid
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Suomi/Finland

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

Sverige

laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid

United Kingdom (Northern Ireland)
laboratorios syva, s.a.

C/ Marqués de la Ensenada, 16
ES-28004 Madrid



