INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Equip WNV nmxekunoHnHa eMyJcus 3a KOHE

2. KAYECTBEH U KOJIMYECTBEH CHbCTAB
Besika 1 ml mo3a cpabpika:

AKTHBHO BellIeCTBO:

WHakTrBHpaH BUpYC Ha 3alaJHOHMIICKA Tpecka, mam VM-2 1,0-2,2 RP*
AJI’KYBaHT:
SP oil 4,0%-5,5% (v/Vv)

*OrtHOCUTENHA e(prKacHOCT, OTIpeIeicHa Upe3 in Vitro METO, CPAaBHEH ¢ peepeHTHA BaKCHUHA, KOSITO
€ TIoKa3aJia e(pUKaCHOCT TPH KOHE.

IlomouHu BemecTBa:

KauecTBeH cbCTaB HAa MOMOIIHHUTE BellleCTBA U APYIruTe CbCTaBKHU

Minimum essential medium (MEM)

Phosphate buffered saline

bneno pozoBa Hempo3pauHa eMyYJICHS.

3. KJIMHNYHA HHPOPMALIUA

3.1 Bwupose *KUBOTHH, 32 KOUTO e mpeaHa3HadyeH BJITT

Kose.

3.2 Iloka3anus 3a ynorpeda 3a BceKH BU/ )KMBOTHH, 32 KOITO e NpeJHa3HAYEH MPOAYKTHT
3a akTHBHAa UMYHHU3allUs Ha KOHE, HABBPILWIM 6 Mecela Uil MO-TOJIEMH, CPELy BUpyca Ha
3anagHoHWIcKaTa Tpecka (WNV), 3a HamassiBane Ha Opost Ha KOHETE C BUPEMHUSI ClIe]] 3apa3siBaHe ¢
WNV mam 1 nnu 2 ¥ 3a HaMaJIsIBaHE Ha MMPOABJDKHUTCIIHOCTTA U TCKCCTTA HAa KIIMHUYHUTEC IPU3HAIN
cpery WNV mam 2.

Hauano na HMYHHUTCTA: 3 CCAMUIM CJICT HAYATHUA KYpC Ha BAKCUHAIIUA.

[IpoasmxuTenHOCT HAa UMyHHUTETa: 12 Mecela ciel HayaaHus Kypc Ha BakcuHanus 3a WNV mam 1.
3a WNV mam 2 npoabKUTETHOCTTa HA UMYHUTETa HE € OINpe/eieHa.

3.3 IIporuBomokaszanus
Hawma.
3.4 CoeumnaJHu npeaynpeskieHust

I[a CC BaAKCHMHHPAT CaMO 3ApaBu )KUBOTHH.



3.5 CroeuunajHu Mpeana3sHd MepKH MpH ynorpeda

CrielmaiHy Ipena3Hu MEepKH 3a 6e30macHa ynorpeda mpu BUJIOBETE dKUBOTHH, 32 KOUTO €
npeanaszHayed BJIIT:

Bakcunanmsara Moxe J1a ce HaMEeCH B ChIIECTBYBAIlaTa CEPOCTTUAEMHUOIOTHYHA 00cTaHOBKA. T'hil KaTo
CJIeIBAaKCHHATIMOHHUAT IgM OTroBOp € pSAMIKO CpelaH, eINH IMOI0XKUTENeH pesynrar ot IgM — ELISA
TECT € CEpPUO3EH UHIUKATOP 32 ECTECTBEHO 3apa3siBaHE C BUPyCa Ha 3amaJHOHMUIICKATa Tpecka. [lpu
ChMHEHHE 3a HAJIMYKE Ha 3apasa cien nojoxuTeneH [gM pesynrar, ca HeOOXOJUMH JOITBITHUTEIHA
M3CJIeIBaHMS A0 OKOHYATEIHO OIpeIeNsTHe Jalii >KUBOTHOTO € BAKCHHUPAHO WJIH 3apa3eHo.

He ca HU3BBPIICHU CHCI_[I/I(l)I/I"IHI/I H3CJICABaHMsA, KOMTO Ja JOKa3BaT AaJIM HAJTUYHUTC MalYuHU
AHTHUTCJIAa OKa3BaT OTPULATCIIHO BJIMAHUC BbPXY BaKCUHAIUATA. Hopam/l Tas3u Npu4YrHa C€
MIperopbpYBa Jia HEC C€ BAKCUHUPAT KOHYCTA HAa Bb3pacCT 110/ 6 Mecena.

CrenuaaHu Opeana3Hy MCPKU 3a JIMIaTa, Ipujaraiiy BETCPUHAPHUA JICKAPCTBCH IIPOAYKT Ha
KHUBOTHUTC!

HpI/I cnyqaﬁHo CaMOUHKCKTHUPAHC, He3a0aBHO Ja €€ MOThbPCU MCAUIMHCKHU CBBET, KAaTO HA JICKAPA CC
Ipe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

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

3.6 HeOnaronpusiTHH peakumun

Koune:

PCJIKI/I P CaKIys Ha CBPBbXYYBCTBUTCIIHOCT (BKJIIO‘II/ITGJIHO

(1 mo 10 ma 10 000 Tpernpanu xupoTHK): | TOBPBIIAHE, HAPYHICHA KOOPAMHAIIMA, JICTAPTUA U
3aTpyJHEHO JUIIaHe)!

MHoro penku Xuneprepmus®

(no-mastko ot 1 Ha 10 000 Tpetnpann OTOK Ha MSICTOTO Ha HHXKEKTHPaHE (MMOHSIKOTa CBbP3aHO
KUBOTHH, BKIIFOYUTCIIHO U30IMPAHI ¢ 60JIKa B MACTOTO HAa MH)KEKTHPAHE U JIeKa Jenpecus)’
CHOOIICHHS):

! KakTo ¥ IIpu BCHYKH OCTAHAIM BAKCHHHM, PAIKO M 110 M3KJIIOUEHHUE, MOKE J1a CE MOABAT PEAKIMU Ha
CBPBXUYBCTBUTETHOCT. [IpH 1MosiBa Ha TakWBa peakiuy, He3ab0aBHO Ja ce MPHIIOKH TTOIXOIAIIO0
JICUCHUE.

> Bb3CTaHOBSBAHE B PAMKHTE Ha 2 JIHH.

3 TIpexoaHH IOKATHH Peakuy 1o (opMaTa Ha JIeK, JOKaJIeH OTOK Ha MACTOTO Ha MHKEKTUPAHE CIIE]
BaKCHHaIUs (MakcMMyM | cm B AMaMeThp), KOUTO OT3BYYaBaT CIIOHTAHHO B PaMKHUTE Ha 1 70 2 JHH.

Cro0ImaBaneTo Ha HEONArONMPHUATHY PEAKIIMU € BakKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIeKapcTBEH MpoayKT. ChoOIIeHHATa TPSOBa Aa ce U3MpaIiar, 3a
MPEIOYUTAHE Ype3 BETSPUHAPECH JIeKap, WU Ha MIPUTEXKATEIS Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
MECTHHA MY NPEACTABUTEL, NI HAa HAHMOHAJTHHA KOMIIETCHTCH OpraH 4Ype€3 HallMOHA/JIHaTa CUCTEMA 3a
choOIIaBaHe. 3a ChOTBETHUTE JaHHU 33 BPh3Ka BUKTE CHIIO MMOCIIETHATA TOUKA OT JINCTOBKATA.

3.7 Ymnorpe6a mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUS WM sIiileHOCeHe

BD CMCHHOCT M JIaKTallvA:

Moske ma ce mpuiara 1mo BpeMe Ha OpeMEeHHOCT U JIaKTaIlHsl.

He ca npoBenenu cneunuyHu n3cneaBanus 3a eQuKacHOCT pu OpeMeHHH Koounu. B pesynrar Ha
TOBA HE MOJKE J1a C€ U3K/II0UH, Y€ IIPEeX0HATa UMYHOCYIIpECHs, KOSATO MOXKE J1a ce HaOJIro1aBa 110
BpeMe Ha OpEMEHHOCT, MOXe€ [Ja [IOBJIUsIE Ha IIpYeMa Ha BAKCHHATA.



3.8 Bs3aumogaeiicTBHe ¢ APYrd BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (popMHU HA
B3auUMOJeHcTBHE

Hsima nannyna nadopmanms 3a 6e30macHOCTTa ¥ €pUKACHOCTTA OT ChbBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHHU JIeKapCTBEHU MpoayKTH. [lopaan Tazu npudrHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA TIPEIU WU CJIe]T yIoTpedara Ha IpyT BETEPUHAPEH JIEKapCTBEH MPOAYKT, TPSOBa 1a ce
MIPETICHH CTIOPET HHINBUTYJTHUAS CITydai.

3.9 HavuH Ha NpPUIOKEHUE U JO3MPOBKA

[Ipunosxere 15UI0TO ChABpPKAHKUE Ha CIIpHHIIOBKATa (1 ml) upe3 abI00K0 HHTPAMYCKYITHO
WH)XEKTHpaHe B 00J1aCTTa Ha BpaTa, B ChOTBETCTBHUE ChC CIIEHATA CXEMa!

. HavaJieH BAKCHAIIMOHEH Kypc: MbPBO HHXKEKTUPaHe Ha 6 MeceYHa Bh3pacT, BTOPO
WHXEKTUpaHe 3 710 5 CeIMUIIN MTO-KBCHO.
. PeBakcuHanus: HE3aBUCUMO, Y€ HE € HAITBITHO MTOTBHPICHO, €1HA 33aJOBOJIUTEIHA CTETICH Ha

3aiiuTa Tp$[6Ba Ja C€ NIOCTUTHE CJIC CKCT'OJHO BaAKCMHHUPAHE C 110 €1Ha J03a OT 1 ml.

3.10 CumnTomMHM Ha npeAo3upaHe (M KOraTo e NPUJI0KMMO — NMPoUeIypPH Ha AelicTBHe TPH
CTIeIIHHU CIyYau U AHTHIO0TH)

Cren BakcHHAIMA € 1034, IBOWHO IO-TOJIIMA OT MperopbyaHara, He ca HaOJIloJaBaHu IpyTH
HeOJaronpUATHU peaklii, OCBEH ONMCAaHUTE B pazaen 3.6.

3.11 CpeumnaJHu OrpaHMYEHHS 32 yHOoTpeda M CllelMaIHM YCJIOBHS 32 YOTPe)a, BKIKYNUTETHO
OrpaHNYeHMs 3a ynoTpeb6aTa HA AaHTUMHMKPOOHHM ¥ MPOTHBONMAPA3ZNTHN BeTePUHAPHHA
JIeKapCTBeHH NMPOAYKTH, C IeJ Ja ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Besxko nuue, koeTo Bb3HaMepsiBa J1a MPOU3BEXK/1a, BHACS, IPUTEXKABa, paspoCcTpaHsBa, pojasa,

cHa0/1s1Ba U yroTpeOsiBa TO3M BETCPUHAPEH JISKAPCTBEH MPOAYKT, TPSAOBA ITbPBO Jia CE KOHCYJITUPA C

KOMIIETCHTHHUTE BIIACTH Ha ChOTBETHATA JbPrKaBa WIEHKA OTHOCHO JIefiCTBAIINTE BAKCHHALIMOHHU

MOJIUTUKY, KaTO TE3U JCHHOCTH MOTaT fa ObJaT 3a0paHeH! B Ibp)KaBa YiICHKA Ha IsU1aTa WIK YacT OT

HelfHaTa TepUTOpUs, B ChOTBETCTBHE C HAI[MIOHAIHOTO 3aKOHOJATEIICTBO.

3.12 KapeHTHHU cpoKoBe

Hyna nau.

4. HUMYHOJOTI'NYHA UHO®OPMALUA

4.1 BerepuHapeH JiekapcTBeH aHaToMO-TepaneBTu4eH koa (ATCvet Code): QI0SAA10
VIMyHOJIOTMYHYU TIPOIYKTH 32 €THOKOITUTHH, MHAKTUBUPAHU BUPYCHH BaKCHHHU 32 KOHE.
Bakcunara cTuMynHupa akTHBEH UMYHHTET CpEILy BHpPyca Ha 3aMaJIHOHIIICKATa TPECKA.

5. DAPMAIEBTUYHU JAHHHAU

5.1 OcHOBHM HeCHBMECTHUMOCTH

He cmecBaiiTe ¢ apyr BeTepuHapeH JEKapCTBEH MPOIYKT.

5.2 Cpox Ha rogHOCT

Cpok Ha TOJHOCT Ha KpaiHus BeTepUHAPEH JICKApCTBEH NPOAYKT: 2 TOAWHH.



5.3 CpeuunajHu yc/ja0BHUS 32 CbXpaHeHHe

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

Jla ce ma3u oT CBETJIMHA.

5.4 Bl/l}] U CbCTAaB HA MbPBHYHATA OIMAKOBKA

Ennonozora (1 ml) meaHa Tin I cThKIIEHA CIPUHIIOBKA, 3aTBOPEHA ¢ OpOMOOYTHIIOBA TYMEHA Tara.
OnakoBka: KapToHeHa KyTus ¢ 2, 4 win 10 eqH01030BU CIIPUHIIOBKY C UTJIH.

He Bcuuku pasMepu Ha ommakoBKaTa Morar Ja ObJaT Npeiarand Ha masapa.

5.5 ChoenuajHu MepPKH 32 YHUII0:KABAHE HA HEM3MOJI3BAH NPOAYKT WM OCTATHIHU OT HEro
BerepunapHuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObAT U3XBBPISHU Upe3 OTIIaJHU BOIU HITU
OHMTOBH OTITAABIIN.

M3non3BaiiTe mporpaMu 3a BphIlaHe MPU YHUIIIOKABAHETO HA HEM3IIOI3BAHN BEeTEPUHAPHU
JIEKapCTBEHHU MPOIYKTH HITH OCTATHIN OT TSIX B CHOTBETCTBHE C M3UCKBAHUSATA HA MECTHOTO
3aKOHO/IATEJICTBO ¥ C BCHYKH HAIMOHATHU CUCTEMH 33 ChOWpaHe, MPUI0KIMH 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

7. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUSA

EU/2/08/086/004-006

8. [ATA HA I'BbPBOTO U3JABAHE HA PABPEHIEHUETO 3A ThPT'OBUS

JlaTa Ha TEPBOTO M3/IaBaHE HA pa3pelnieHneTo 3a Thpropus: 21/11/2008

9. JATA HA MOCJIEJHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
MNPOAYKTA

JJ/MM/ITTTT

10. KJIACU®UKAIINSA HA BETEPUHAPHUTE JIEKAPCTBEHU IMPOJYKTHU
Ja ce oTimycka camo 1o JIEKapCKO Mpe/IrcaHue.

[MonpoOHa nHbopMaIs 3a TO3M BeTepUHAPEH JIEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nanay Ha Chr03a OTHOCHO MTPOTYKTHUTE.



IMPUJIOKEHHUE I1

APYI'N YCJIIOBUSA N UBNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL

Hama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

Kapronena kytus ¢ 2, 4 nian 10 exHOT030BH IBJIHU CIPMHIOBKH

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Equip WNV nmxekunonHa eMyJcus 3a KOHE

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 ml cpabpxa:

MuakTuBHpaH BUPYC Ha 3allaTHOHIIICKATa Tpecka, mam VM-2  (1,0-2,2 RP)

3. PASMEP HA OITAKOBKATA

2 eMHOJ030BH CIIPHHITOBKH
4 eqHOZ030BH CIIPUHIIOBKU
10 enHOI030BY CIPUHIIOBKH

4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

Komne

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

3a UHTPaMyCKYJIHO MPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTCH CpPOK: HyJIa THH.

| 8. CPOK HA TOJIHOCT

Exp. {MM/TTTT}

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

[a ce cbxpaHsaBa U TPAHCIIOPTUPA B OXJIAICHO ChCTOSHUE.
a ue ce 3ampasspa.
Jla ce ma3u oT CBETJIMHA.



‘ 10. HAJAIMUCHT ,,IPEJAN YIIOTPEGA ITPOYETETE JIMCTOBKATA“

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

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

I[a CC€ ChbXpaHsaBa Oaji€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/2/08/086/004 (2 enHO1030BH CTHKIICHN CIPUHIIOBKH)
EU/2/08/086/005 (4 emHOA030BH CTHKICHHA CIIPUHIIOBKH)
EU/2/08/086/006 (10 exHOa030BU CTHKIICHH CIIPUHIIOBKH)

‘ 15. HAPTHUJIEH HOMEP

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

Cnpmmomca C ¢AMHMYHA 1034

‘ 1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Equip WNV HHXeKITMOHHA eMyJICHs 32 KOHE

vl

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

I/IHaKTI/IBI/IpaH BUPYC HaA 3allaIHOHWIICKATAa TPECKa

‘ 3. HNAPTUJIEH HOMEP

Lot {Homep}

‘ 4. CPOK HA I'OJHOCT

Exp. {MM/ITTT}
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Equip WNV nmxexIimonHa eMyscHs 3a KOHE

2. CncTas
Besika 1 ml no3a ceabpixa:

AKTHBHO BellleCTBO:

WHakTrBHpaH BUpYC Ha 3alaJHOHMIICKA Tpecka, mam VM-2 1,0- 2,2 RP*
AJUKYBaHT:
SP oil 4,0% —5,5% (v/v)

*OrtHOCUTENHA e(prKacHOCT, OTIpeIeIeHa Upe3 in Vitro METO, CPaBHEH ¢ peepeHTHA BaKCHHA, KOSITO
e moka3zayia e(puKacHOCT MPH KOHE.

BJ'ICI[O PO30Ba HCPO3paYHa CMYJICHA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayed BJIII
Kose.
4. IToxa3zanus 3a ynorpeoda

3a akTHBHA UMYHHM3allMs Ha KOHE, HABLPIIWIKN 6 Mecela Wi IO-TOJIEMH, CPEIIly BUpyca Ha
3anagHoHMIckara Tpecka (WNV), 3a HamassiBaHe Ha Opost Ha KOHETEe C BUPEMUSI Clie]| 3apa3sBaHe ¢
WNV mawm 1 unu 2 1 3a HamansBaHe Ha MPOABIDKUTEITHOCTTA U TEXKECTTa HA KIIMHUYHHUTE MPU3HALIN
cpemry WNV mam 2.

Haugasno Ha umyHHUTETa: 3 CEMUIM CIe] HAYaTHUS KypC Ha BaKCHHAIIHS.
IIpoasixuTenHocT Ha UMyHHTETA: 12 Mecena ciel HadaaHusl Kypc Ha BakcuHarust 3a WNV mam 1.
3a WNV mam 2 npoabKUTETHOCTTa HA UMYHUTETA HE € ONPE/IesICHa.

5. IIporuBonokazanus
Hsama.
6. CnenuaJiHu mpexynpexaeHus

CroenuanHy OpeaynpeskICHUS:
Jla ce BakcHMHHpAT caMO 3[paBH KUBOTHH.

CrenuaiHy OpeAna3Hu MEepKH 3a 6e3onacHa ynoTpeda Ipu BUIOBETE KUBOTHH, 38 KOUTO €
npeaHaszHaveHn BJIIT:

Baxcunanusara Moxe J1a ce HaMecH B ChIIECTBYBalllaTa CEpOEIUIEMUOJIOrHYHa 00cTaHOBKa. T'bil KaTo
CJIeIBAKCUHAIMOHHUAT IgM 0TroBOp € psAKO CpellaH, eAUH NoJaoXkuTeneH pesynraT oT IgM — ELISA
TECT € CEPHO3€H MHINKATOp 3a ECTECTBEHO 3apa3sBaHe C BUpyca Ha 3alaJHOHUIICKaTa Tpecka. [lpu
CbMHEHHE 3a HaJM4YHUe Ha 3apa3a cie[ 1noyoxxutesieH IgM pesynrar, ca HEOOXOIUMHU AOIbIHUTETHH
M3CJIEIBAHNA A0 OKOHYATEIHO OIpEENIsIHE Jalli )KUBOTHOTO € BAKCHHUPAHO HJIM 3apa3eHo.
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He ca n3BbpieHn cierupuIHr U3CICIBAHNS, KOUTO 1a JOKA3BaT Al HATMIHUTE MAIUHN
aHTHUTEJa OKa3BaT OTPUIIATEITHO BIMSHUE BhPXY BakcuHauATa. [lopaau Tazu npuunHa ce
MpenopbYBa J1a HE CE€ BAKCMHUPAT KOHYETa Ha BB3pacT Hoj 6 Mecena.

VYnorpebara vHa Equip WNV HamainsiBa Opost Ha )KHBOTHUTE C BUPEMHS CJIE/I ECTECTBCHO 3apa3siBaHe,
HO HE Mpe/na3Ba CHCTEMHO OT Hesl.

CHeHI/IaHHI/I npeanasHy MEpKU, KOUTO TDSI6Ba Ja B3€MEC JIMIICTO, ITpujIaramo BETCPUHAPHUA
JICKAPCTBCH NPOAYKT HaA XUNBOTHHUTC:

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHC, He3a0aBHO Ja €€ MOThbpPCU MECAUIMHCKHU CBBET, KATO HA JICKAPA CC
peaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

CrenuanHy npeAnasHyd MEpKH 3a 3aluTa Ha OKOJIHATa cpesia:
He e npunoxumo.

BbpemeHHOCT U NakTaIus:

Bakcunara Moxke /1a ce mpuiiara 1o BpeMe Ha OpeMeHHOCT | JIaKTarHs.

He ca npoBenenn cienuduuHu U3cieBanus 3a eQUKacHOCT IpH OpeMeHHH KoOwn. B pesynrar Ha
TOBa HE MOKE JIa C€ M3KIIFOYH, Y€ PEX0JHATa UMYHOCYIIPECHS, KOSTO MOXE Jla ce Ha0IIto1aBa 1mo
BpeMe Ha OpEMEHHOCT, MOJKE JIa TIOBJIMsIE Ha MTpHieMa Ha BaKCHHATA.

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ NpyTH HOPMHU HA B3aMMOJICHCTBHUE:
Hsama nannyna nadopMarus 3a 6€30MaCHOCTTa U €PUKACHOCTTa OT ChBMECTHOTO U3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHHU JIeKapCTBEHU MpoaykTH. [lopaam Tazu nprudrHa, mpuiIaraHeTo Ha Ta3u
BaKCHHA IPEIH WIH cJiell yroTpedara Ha IpyT BETEpHHAPEH JIEKapCTBEH MPOAYKT TPsOBa 1a ce
MpeleH CIope] UHAUBUYAIHUS CIy4ai.

CrenuajaHy OrpaHMYeHNs 3a YIIOTpeOa ¥ CIIelMaJHy YCIOBUS 3a yooTpeOa:

Bcesixo nurie, koeTo Bb3HaAMeEpsBa Ja MPOU3BEXK A, BHACS, IPUTEkKaBa, pa3lpOCTpaHsIBa, MPOJaBa,
cHa0/1sBa U yroTpeOsBa TO3M BETCPUHAPEH JICKAPCTBEH MPOAYKT, TPSOBA ITPBO JIa CE KOHCYJITUPA C
KOMIICTCHTHUTE BJIACTH Ha CbOTBETHATA JAbPKaBa WICHKA OTHOCHO JCHCTBALIUTE BAKCHHALIMOHHU
MOJIMTUKH, KaTO T€3H JCHHOCTH MOTraT Ja ObIaT 3a0paHeHHU B AbprKaBa WICHKA Ha Isj1aTa WK 9acT OT
HellHaTa TepUTOPUS, B ChOTBETCTBUE C HAI[MOHAIHOTO 3aKOHOJATEIICTRO.

OCHOBHH HECHBMECTHMOCTH:
He cmecBaiite ¢ npyr BeTepuHApEH JE€KapCTBEH MPOAYKT.

7 HebsaronpusiTHu peakumun

Koune:

Penxu (1 mo 10 ma 10 000 TpeTupaHu )KUBOTHH):

Peakmust Ha CBpBXUyBCTBUTEIHOCT (BKIIIOUMTENTHO MOBPBIIAHE, HAPYIIIEHA KOOPAMHALINS, JIETAPTHS H
3aTpyJHEHO JUIIaHeE)!

MHoro peaku (mo-manko ot 1 Ha 10 000 TpeTHpaHu KUBOTHH, BKIIIOYUTEITHO W30JUPAHH
CHOOIIECHUS):

-Xuneprepmus’

-OTOK Ha MACTOTO Ha MHKEKTHPaHe (MOHAKOra CBBP3aHO ¢ 0O0JIKa B MACTOTO HA MH)KEKTUPAHE U JIEKa
nernpecus)’

! KakTo ¥ IIpu BCHYKH OCTAHAIM BAKCHHHM, PAIKO M 110 M3KJIIOUEHHUE, MOKE J1a CE MOSABAT PEAKIHU Ha
CBPBXYYBCTBUTEIIHOCT. [IpH 1M0sBa Ha TaKMBa PEaKIUK, HE3a0aBHO Ja C€ IMPUIIOKU IOIXOSIIO
JIEUEeHHUE.
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2 Bb3CTaHOBSBAHE B PAMKHUTE Ha 2 JIHHU.
3 TIpeX0qHY JIOKAIHU PEAKIUHK Mol hopMara Ha JIeK, JIOKaJIeH OTOK Ha MSICTOTO Ha MHKEKTHPAHE CIIE
BaKCHHaIUs (MakcHMyM | cm B AMaMeThp), KOUTO OT3BYYaBaT CIIOHTAHHO B PaMKHUTE Ha 1 70 2 JHH.

Cro0ImaBaneTo Ha HEONArOMPHUATHY PEAKIIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTAa. AKO 3a0€NIeKnTe HIKAKBH HEOIAroMpusATHN PEaKIT|H, BKITIOIUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MUCIUTE, Y¢ BETEPHUHAPHHUS JICKAPCTBEH MPOITYKT
He JieiicTBa, CBbpXKETe ce TbPBO ¢ Barmms BeTeprHapeH Jiekap. MoskeTe chIIo J1a cho0IIaBaTe
He6HaFOHpI/I$[THI/I p€aKknrun Ha MECTHUS IMPEACTABUTEI HA IMTPUTCKATEIA Ha PA3PCHICHUETO 3a
THPTOBUSI, KATO U3IIOJI3BATE JAHHUTE 32 KOHTAKT B Kpas Ha Ta3W JINCTOBKA WU upe3 Baiarta
HAI[MOHAIHA CUCTEMA 33 ChOOIIIaBaHe.

8. I[o:mpomca 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHUE

3a UHTPaMYyCKYJTHO MIPHUIOKEHHE.

[Ipunosxere sUI0TO ChABPKAHKE Ha cripuHIIOBKATa (1 ml) upe3 abI00K0 HHTPAMYCKYIHO
WHXXEKTUpaHe B 00JIACTTa Ha BpaTa, B ChOTBETCTBHE ChC CIIETHATA CXEMa.:

° Hauasnen BakcHHAIIMOHEH KypC: TFPBO HHXKEKTHpAHE Ha 6 MecedHa Bb3pacT, BTOPO
UHXEKTUpaHe 3 10 5 ceIMULIU MO-KbCHO.
° PeBakcunanus: HeE3aBUCKUMO, Y€ HE € HAITBIIHO MOTBBPICHO, €/IHA 3aI0BOJIUTEIHA CTETICH Ha

3amura Tp5[6Ba Ja C€ IOCTUTHE CJIC] CKCT'OJJHO BAKCMHHUPAHE C 110 €1Ha J03a OT 1 ml.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAHE HA MPOAYKTA

He e npunoxxumo.

10. KapenTHu cpokoBe

Hyna quu.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe
Jla ce chxpaHsiBa Jjajied OT MOTJIeia U Ha HEAOCTHITHY 3a JIella MecTa.

Ja ce cexpaHsaBa u TpaHCIIOpTHpa B oxjianeHo cberosaue (2 °C — 8 °C).

[la He ce 3ampa3ssBa.

[a ce masu ot cBeT/IMHA.

Jla He ce M3M0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe]] U3TUYaHe CPOKa Ha TOJIHOCT,
MOCOYEH BHPXY €TUKET ciea Exp.

12. ChnennajaHu nNpeana3sHu MePKHU MPHU YHUIII0KABAHE

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

W3nomspaiite IIporpamMu 3a BpbIIaHEC IMPU YHUIIIOKABAHCTO Ha HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTH WX OCTATHIN OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
3aKOHOOATCJICTBO U C BCUYKHU IPUIIOKUMHU HAIITUOHATIHU CUCTEMU 3a C’b6I/IpaHe. Te3n MECPKH 1IC
IMOMOT'HAT 34 OIla3BaHC HAa OKOJIHATa cpeaa.
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13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
EU/2/08/086/004 — 006

Ennonozosa (1 ml) meaHa Tvn | cTHKIIEHA CIIPUHIIOBKA, 3aTBOpEHA C OpoMOOyTHUIOBa TYMEHA Tara.
OmakoBka: KapToHeHa KyTus ¢ 2, 4 win 10 e1H01030BY CITPUHIIOBKH C UTJIH.

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

15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA

JJ/MM/ITTT

[Honpobna unpopmanys 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKE /1a HaMepuTe B Oa3arta
JaHHU Ha Cbro3a OTHOCHO IIPOAYKTHTE.

16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCiCcHUCTO 34 ThPIrOBHA W MPOU3BOAMTECII, OTTOBAPAIIL 3a 0CBO60)KI[3B3HCTO Ha
HnapTuau:

Zoetis Belgium
Rue Laid Burniat 1

1348 Louvain-La-Neuve
benrus

MecTHU IpeACTABUTENH U JJAHHM 34 BPh3Ka 32 ChOOIIaBaHE HAa IPEANoJaraeéMu HeOJaronpusaTHA
pCaKIUN:

Belgié/Belgique/Belgien Lietuva
Zoetis Belgium Zoetis Belgium
Mercuriusstraat 20 Mercuriusstraat 20
BE-1930 Zaventem 1930 Zaventem
Tél/Tel: +32 (0) 800 99 189 Belgija

Tel: +370 610 05088
Peny6auka bunarapus Luxembourg/Luxemburg
Zoetis Belgium Zoetis Belgium
Rue Laid Burniat 1 Mercuriusstraat 20
1348 Louvain-La-Neuve 1930 Zaventem
benrus Belsch
Tem: +359 888 51 30 30 Tél/Tel: +32 (2) 746 80 11
Ceska republika Magyarorszag
Zoetis Ceska republika, s.r.o. Zoetis Hungary Kft.
namesti 14. fijna 642/17 Csorsz u. 41.
CZ 150 00 Praha HU-1124 Budapest

Tel: +420 257 101 111 Tel.: +36 1 224 5200

16



Danmark

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn

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

Deutschland

Zoetis Deutschland GmbH
Schellingstr. 1

DE-10785 Berlin

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

Eesti

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgia

Tel: +370 610 05088

EA0LGoa

Zoetis Hellas S.A.
DOpaykokkAnoidg 7, Mopovot
EL-15125 Attikn

TnA: +30 210 6791900

Espaiia
Zoetis Spain, S.L.

Parque Empresarial Via Norte Edificio n°1

¢/ Quintanavides n°13
ES-28050 Madrid
Tel: +34 91 4191900

France

Zoetis France

10 rue Raymond David
FR-92240 Malakoff

Tél: +33 (0)800 73 00 65

Hrvatska

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2

HR-10000 Zagreb

Tel: +385 1 6441 462
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Malta

Agrimed Limited

Mdina Road, Zebbug ZBG 9016,
MT

Tel: +356 21 465 797

Nederland

Zoetis B.V.

Rivium Westlaan 74

NL-2909 LD Capelle aan den [Jssel
Tel: +31 (0)10 714 0900

Norge

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kebenhavn
Danmark

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

Osterreich

Zoetis Osterreich GmbH
Floridsdorfer Hauptstr. 1

AT-1210 Wien

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

Polska

Zoetis Polska Sp. z o.0.
ul. Postepu 17B

PL - 02-676 Warszawa
Tel.: +48 22 2234800

Portugal

Zoetis Portugal Lda.
Lagoas Park, Edificio 10
PT-2740-271 Porto Salvo
Tel: +351 21 042 72 00

Romaénia

Zoetis Roméania S.R.L.

Expo Business Park, 54A Aviator
Popisteanu, Cladirea 2, Etaj 1-3,
Sector 1,

Bucuresti, 012095 - RO

Tel: +40785019479
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Ireland

Zoetis Belgium S.A. (Irish Branch)

2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800

Island

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Kgbenhavn
Danmorku

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

Italia

Zoetis Italia S.r.1.

Via Andrea Doria 41M,
IT-00192 Roma

Tel: +39 06 3366 8111

Kvnpog

Zoetis Hellas S.A.
DpayroxkAinoiig 7, Mapovot
15125, Attikn

EMéda

TnA: +30 210 6791900

Latvija

Zoetis Belgium
Mercuriusstraat 20
1930 Zaventem
Belgija

Tel: +370 610 05088
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Slovenija

Zoetis B.V.

Podruznica Zagreb za promidzbu
Petra Hektorovica 2,

10000 Zagreb,

Hrvasgka

Tel: +385 1 6441 462

Slovenska republika

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

150 00 Praha

Ceska republika

Tel: +420 257 101 111

Suomi/Finland

Zoetis Finland Oy

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

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

Sverige

Zoetis Animal Health ApS
Oster Alle 48

DK-2100 Képenhamn
Danmark

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

United Kingdom (Northern
Ireland)

Zoetis Belgium S.A. (Irish Branch)
2nd Floor, Building 10,
Cherrywood Business Park,
Loughlinstown,

Co. Dublin,

IE — Dublin D18 T3Y1

Tel: +353 (0) 1 256 9800
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