INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

Equilis Prequenza nmxekumoHHa CyclieH3HsI 32 KOHE

2.  KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika n03a (1 ml) cpappika:
AKTHBHHY BelllecTBA:
Equine influenza Bupycuu mamose:
Alequine-2/ South Africa/4/03 50 AU!
A/equine-2/ Newmarket/2/93 50 AU
1 AHTHTCHHU (107050400041

AKYyBaHTH:

Iscom-Matrix, chabprkarma:

Purified Saponin 375 ug
Cholesterol 125 ug
Phosphatidylcholine 62,5 ng

Ilomo1mHu BemiecTBa:

KadecTBeH chCTaB Ha IOMOLHUTE BelIeCTBA M APYTUTE CHCTABKH
Phosphate buffer

buctpa onanecuuparia cycreH3usl.

3. KIMHUYHA UTH®OPMALIUA

3.1 Bwupose ’KUBOTHH, 32 KOUTO e mpeaHa3HadyeH BJITT

Kose.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BU/ )KMBOTHH, 32 KOITO e NMpeJHa3HAYEH MPOAYKTHT

AxTuBHa HMYHH3al1g Ha KOHC OT Bb3PacCT 6 Mecela Cpeuly HHq)HyeHHa IIpU KOHCTE, 3a HaMaJIIBAHC
KIIMHUYHUTC IIPpU3HAIU U BUPYCHOTO OTACIIAAHEC CIIC I/IH(I)eKI_II/IH.

Hauano na umyHnurera: 2 ceAMULM Cle] TbPBUYHUS BAKCHHAILIMOHEH KYpC.
[IpoabKUTETHOCT HA UMYHUTETa: 5 Mecela cliel IbPBUYHHS BaKCHHALIMOHEH KypC,
1 roguHa cnex mbpBaTa PeBaKCHHAIIHAL.
3.3 IIporuBomokaszanus
Hswma.
3.4 ChneumnajHu npeaynpeskieHust

I[a CC BAKCMHHPAT CaMO 3ApaBH )KUBOTHH.

3.5 CroeuuajHu npeana3Hu MepKH Npu ynorpeda



CrenuanaHy Opeana3sHu MEPKH 3a O0e30macHa ynoTpe0a py BUJIOBETE JKMBOTHH, 34 KOUTO €
npegHaszHauceH BJIIT:

Konuerara He TpsiOBa fa ce BaKCHHUPAT IpeAr HaBbpPIIBAaHE Ha 6 MECEYHA Bh3pacT, 0COOCHO KOraTo
ca pOJICHU OT KOOMIIH, KOUTO ca OWIIM peBaKCHHUPAHU NPEe3 MOCICAHNUTE JIBa MEcela OT
OpeMeHHOCTTA, TIOPaJ Bb3MOKHA HHTEPPEPECHIHS ¢ IPUAOOUTUTE MAHYMHNA aHTUTEIA.

CrielmaiHy IpeIna3Hi MEPKH 3a JIMIATA, IPHUJIaraiii BeTepHHAPHUS JICKAPCTBEH NPOAYKT Ha
JKUBOTHUTE:

IIpu cnyuaitHO caMOMH)KEKTHpaHe He3a0aBHO Jia ce IOThPCH MEIUIIMHCKH ChBET, KaTO Ha JIEKaps ce
MPEIOCTaBU JINCTOBKATA WM €TUKETAa Ha MPOIYKTA.

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

3.6 HeOnaronpusiTHu peaKkuuu

Kome:
Penku OTOK B MACTOTO Ha UHKeKTUpane', Bonka B
2
(1 mo 10 Ha 10 000 TpeTupaHu XKUBOTHH): MSACTOTO Ha MHIKCKTHPAHE".
MBHoro peaku Tpecka®, Jleraprus®, Jlurca Ha aneTur’,
(mo-maiko ot 1 ma 10 000 TpeTupanu KUBOTHH, | Peakuus Ha CBPHX4yBCTBUTEIHOCT .
BKIIIOUHUTEITHO U30JMPAHU CHOOIICHUS):

! uyseH TBBP/I WK MEK OTOK (MAKCHUMYM 5 ¢CM B IHAMETBP), PErPECUPAIL] B PAMKUTE Ha 2 JIHHU.
JlokasHa peakuusi, HaJIBUIIaBala 5 cm ¥ Bb3MOXKHO IIEPCHCTUPAILA TIOBEYE OT 2 THA MOXKeE Ja Ce
HOSIBU B MHOTO PEJIKH CITy4YaH.

2 BoJkaTa B MSCTOTO Ha HHKEKTHPAHE MOXKE JIa JIOBEJIE 110 BpEMEHEH (DYHKIMOHAIEH JUCKOMPOPT
(ckoBaHOCT).

3 Tpecka, MOHSIKOTa TIPUAPYIKEHA OT JIETAPTHS U JIMIICA Ha allETHT, MOXE JIa Ce TIOsIBH 3a 1 JieH 110 3
JTHU TIPH U3KITIOYUTEITHA 00CTOSTEIICTBA.

4 BrirounrenHo anadunakcus (moHskora ¢aranna). AKO ce TIOsBU TaKaBa PeaKilis, He3a0aBHO
TpsI0Ba J1a Ce MPUIIOKHU TTOXOMAIIO JICUCHHUE.

CroOmiaBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOIeHusITa TpsiOBa 1a ce u3npaniar, 3a
MpEINoYUTaHE Ype3 BETEPUHAPEH JIeKap, MU Ha MPUTEXATeNs Ha Pa3pelIeHneTo 3a ThProBHs, WM Ha
HAI[MOHATHAA KOMIIETEHTEH OpraH uype3 HallMOHAJTHATa CUCTeMa 3a ChOoOIaBaHe. 3a ChOTBETHUTE
JTAHHY 32 BPB3Ka BUKTE JHCTOBKATA.

3.7 ¥Ynorpeba no BpeMe Ha OPeMEeHHOCT, JTAKTAIMS WM sIHIIeHOCEHe

bpemenHocCT U nakTaIys:
Moske ma ce mpuiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

3.8 BzammopeiicTBHe ¢ IPYTH BeTepHHAPHHU JIeKAPCTBEHN NMPOAYKTH U Apyru (popmu Ha
B3auMojelicTBHe

Hsma nannuna nadopmanms 3a 6e30macHOCTTa M €PUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyT'Y BETEpUHAPHHU JIEKapCTBEHU MPOTYKTH, OCBEH TOCOYEHUTE MO-TOpE.

B3emanerto Ha penieHue 3a N3MOJI3BAHETO HA Ta3W BaKCHHA MPEAN WM Clie]] yroTpedarta Ha ApyT
BETEPUHAPCH JICKAPCTBEH MPOIYKT TPsIOBa Jla ce TPEIeH! CIIope T MHIUBH Y aTHUS CITyYa.

3.9 HauuH Ha NpUJIOKEeHUeE U T03MPOBKA

MHTpaMyCKyJIHO IPHIIOKEHHE.



OcraBeTe BakcHHATA JIa JIOCTUTHE CTaliHa TeMIlepaTypa Ipean yrnorpeoa.

BakcunanponHna cxema:

ITvpsuuen eaxcunayuoner Kypc

[Ipunoxxere 1 go3a (1 ml), upe3 HHTPaAMyCKYyJIHA HHKEKIIMS, CHIJIACHO CJIeIHATA CXEMa:
e [IppBHYEH BaKCUHAIIMOHEH KypC: IIbPBa WHXKEKIHSI HA 6 MECeYHa Bbh3PacCT, BTOPA WHXKEKIH 4
CEJIMUIIM TIO-KbCHO.

Pesaxcunayus

HpenoquBa CC CAHOKpAaTHa 6YCTepHa [03a Aa CC Mpujiara CaMoO Ha KOHC, KOUTO BCUYC Ca MPEMHUHAIN
IIbPBUYCH BAKCUHAIIMOHCH KYPC, H3II0JI3BalKU BAaKCHHH, CbAbPIKAIIU CHIIUTC TUIIOBC BUPYC Ha
I/IH(i)JIyeHHa IIpY KOHETE, BKIIIOYCHU B Ta3 BaKCHUHA. HpI/IeMa CC, 4€ IbPBUYCH BAKCHMHAIIUOHECH KYpPC €
HeO6XOZII/IM IIp1 KOHE, KOUTO HE Ca Oonmu moAXo A0 MMbPBUYHO BaKCUHUPAHU.

[IspBara peBakcuHanus (TpeTaTa 103a) Ce U3BBPILBA 5 Mecela cie/ IbPBUYHIS BAKCHHALMOHEH
Kypc. Pe3ynraTsT oT Ta3u peBakcHHAIUS € UMyHHUTET, KOWTO MpOAb/bKaBa MmoHe 12 mecerna.

BTopaTa PEBaKCUHAIUA CE U3BBPIIIBA 12 Meccla CJIC ITbpBaTa pCBAKCUHALIHA.

[IpenoppuBa ce nepuoanvHa yrnorpeda npe3 HHTepBai OoT 12 Mecena Ha IMoIX0/sIa BAKCHHA CPEILy
uH(ITyeHIa Ipyu KOHeTe, Chabpikalia mamose A/equine-2/South Africa/4/03/ u A/equine-
2/Newmarket-2/93, 3a 1a ce moarbpkaT HUBaTa HA UMYHUTET KbM KOMITIOHCHTUTE Ha MHQIIyCHIIaTa
(BWK cxemara).

V1l o w2 5 3 12 4 12 V5
0 1 & 15 30 mcadhs
Scheme1
Prequenza Prequens Prequerza Prequerza Prequerza
Te Te Te
Scheme 2
Peequerza Prequerss Prequenzs Prequerea Prequersa

B city4aii Ha TIOBHIIIEH PHCK OT HH(EKIMS WK HEAOCTAThUCH IIPHEM Ha KOJAacTpa, MOKeE J1a Ce
TPUJIOKK JTOIBIHATEIHA ITbpBa MHYKEKIINSA Ha BB3PACT 4 Mecella, ocieIBaHa OT IIbIHa
BaKCHHAIMOHHA Mporpama (IbPBUYEH BAKCHHAIIMOHEH KypC Ha Bb3pacT 6 Mecena u 4 CeIMHIIA TI0-
KBCHO).

3.10 CumnTomMHM Ha npeAo3npaHe (M KOraTo e NPHJI0KMMO — NPoueIypH Ha AelicTBHe IPH
CIICIIHHU CJIy4Yau M AHTHIO0TH)

Crnen mpwitarane Ha IBOMHa J103a OT BaKCHHATa He ca HaOII0aBaHN APYTU CTPAaHUYHU €(eKTH,
Pa3INyYHU OT ONKCAHUTE B TOUKa 3.6, ¢ U3KIIIOYEHHE Ha JIEKa JAETIPECHS B JIEHs HA BAKCUHALMATA.

3.11 CneuuajHu orpaHUYeHHUd 32 ynoTpeda U cenuaJHU YCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHNYeHMs 32 ynoTpedbaTa Ha AaHTUMHMKPOOHH M NIPOTHBONAPA3HTHU BeTePUHAPHH
JIEKapCTBEeHH NMPOAYKTH, C LeJI A ce OTPAHMYN PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

To3u IMPOAYKT MOAJIC)KH Ha OCBO60)KZ[aBaHe Ha NapTUauTe OT O(i)I/IHI/IaJ'IHI/HI KOHTPOJICH OpTraH.

3.12 KapeHTHH cCpOKOBe



Hyna quu.

4. UMYHOJOI'NMYHA UHOOPMALIUS
4.1 Berepunapen JiekapcTBeH aHaToMo-TepaneBTu4eH koja (ATCvet Code): QI0SAAOI.

3a cTUMyNUpaHe Ha aKTUBEH UMYHHUTET cpellly HH(IyeHIIa IPU KOHETe.

5. DAPMAIEBTUYHU JAHHU

5.1 OcHOBHM HECHBMECTHUMOCTH

He cmecBaiiTe ¢ aApyr BeTepuHapeH JEKapCTBEH MPOIYKT.

5.2 Cpoxk Ha romHoCT

Cpok Ha TOJHOCT Ha KpailHUS BEeTEPUHAPEH JICKAPCTBEH MPOJIYKT: 2 TOAMHU.
5.3 Chenuananm yca0BHsA 32 CbXpaHeHHe

Ja ce cpxpansBa B xnagumHuK (2 °C — 8 °C).

Ja =He ce 3ampazsBa.

Jla ce ma3u oT CBETJIMHA.

5.4 BI/IZ[ U CbCTAaB HA MbPBHYHATA OIIAKOBKA

Tun I crekinenu gmakonu ot 1 ml (1 go3a), 3aTBOpEeHH ¢ XaJIOTC€HOOYTHI TYMEHA Tala  3arevyaTaHu C
ATyMHHHUEBA KallavKa.

Tun I cTekiieny, penBapuTeIHO HATbIHeHH cpuHIoBKY OT 1 ml (1 no3a), ceappxkamu OyTaio ¢
XaJOTeHOOYTHIIOB Kpail ¥ 3aTBOPEHHU C XaIOT€HOOYTHIIOBA Tara.

Pasmepu Ha onakoBKkara:
Kapronena xytus c¢10 crbkinenu ¢uakona ot 1 ml (1 gosa).
Kapronena kytus ¢ 1, 5 wm 10 mpeasaputeHo HambiiHEeHN cripuHIOBKY oT 1 ml (1 mo3a) ¢ urim.

He Bcuukn PpasMECpu Ha OIMTAaKOBKATa MOrat Ja 6’I:I[aT npeajlaranv Ha masapa.
5.5 Cnelma.lmn MEPKHU 32 YHUIIOKABAHE HA HEU3ITOJA3BAHHU MPOAYKTH UJIH OCTATHIUHU OT THX

BeTepI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LZ[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU U
OUTOBH OTHaabIH.

W3nomspaiite I[IporpamMu 3a BpbIIaHEC IIPU YHUIIIOKABAHCTO HAa HCU3NOJI3BAHNU BETCPUHAPHU
JICKAPCTBCHU MMPOAYKTH UM OCTATHIHN OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO M C BCHMYKH HAITMOHAJIHU CUCTEMU 3a C’bGI/IpaHe, IIPUIIOKHUMU 3a CbOTBETHU A
BCTCPUHAPCH JICKAPCTBCH MMPOAYKT.

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

Intervet International B.V.



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

EU/2/05/056/001-004

8. JATA HA I'BPBOTO U3JJIABAHE HA PASPEHIEHUETO 3A ThbPI'OBUS

[arta Ha mppBOTO M3AaBaHe Ha pa3peuieHueTo 3a Tbprosus: 08/07/2005.

9. JATA HA IOCJIEAHATA PEJAKLIUS HA KPATKATA XAPAKTEPUCTUKA HA
NNPOAYKTA

{(MM/TTTT}

10. KITACHUPUKALIUS HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOAYKTHU
[la ce oTmycka caMo 1o JIEKapCcKO MpeIIUCaHHE.

IMoxpoOHa nHpopMalKs 3a TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU
Ha Cbro3a orHocHO npoxykTute (https://medicines.health.europa.cu/veterinary).



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

IMPUJIOKEHHUE IT
APYI'U YCJIOBUA U U3BUCKBAHUSA KbM PASPELHIEHUETO 3A ThPI'OBUS

Hsama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE N3IIMCBA BbPXY BHbHIITHATA OITAKOBKA

KAPTOHEHA KYTHUA ¢ 10 ¢praxona
KAPTOHEHA KYTHUSA ¢ 1, 5 nau 10 npeqBapuTeIHO HATBJIHEHH CIPUHIIOBKH

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Equilis Prequenza nHxekumoHHa CycrieH3us

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika noza ot 1 ml chabspxa:
Alequine-2/ South Africa/4/03 50 AU
A/equine-2/ Newmarket/2/93 50 AU

3. PASMEP HA OITAKOBKATA

10 x 1 mo3a

1 mo3a B mpeABapUTEIIHO HATBJTHEHA CITPUHIIOBKA

5 x 1 no3a B mpeIBapUTEITHO HAITBJIHEHH CIIPUHIIOBKH
10 x 1 mo3a B peIBapUTEITHO HAIIBJIHCHHA CITPHUHIIOBKH

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

Komne.

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpaMyCKyIIHO MIPHIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapenreHn cpok: HyJia JHU.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Jla He ce 3ampa3siBa.
Jla ce ma3u oT CBETJIMHA.
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‘ 10. HAJNMUCHT ,JIPE/U YIIOTPEBA IPOYETETE JIUCTOBKATA*

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.

11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'[0TpC6a.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT TMOTJIEJA Y HA HEJIOCTBITHA
3A JJEIJA MECTA”

I[a CC€ ChbXpaHsBa Oaji€d OT IIorjicaa 1 Ha HEAOCTBITHU 3a AC€1a MECTaA.

13. HUME HA IPUTEXATEJIA HA PASPEIIEHUME 3A ThbPTOBUA

Intervet International B.V.

14. HOMEPA HA PABPEIIEHUETO 3A ThbPI'OBUS HA BJIIT

EU/2/05/056/001 (10 dakona)

EU/2/05/056/002 (10 npeaBapUTeIHO HAITBIHEHH CIIPUHIIOBKH)
EU/2/05/056/003 (1 mpenBapuTEeTHO HAITBITHEHA CIIPHHIIOBKA)
EU/2/05/056/004 (5 ipenBapUTEITHO HATBIHEHN CIIPUHIIOBKH)

15. HAPTHJIEH HOMEP

Lot {Homep}

11



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKM ITbPBUYHHU OITAKOBKH

ETHKET 1 ml ¢pnaxon, 1 ml npeaBaputessHo HATbJIHEHA CIPUHIIOBKA

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

Equilis Prequenza ”

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

JBa equine influenza BupycHu mjama.

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mm/rrrIT}
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B. IMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Equilis Prequenza uH)xeKIMOHHA CYCIICH3HS 32 KOHE

A Cnbcras

Besika no3a (1 ml) ceabpika:

AKTHBHM BellleCTBA:

Equine influenza Bupycuu mamose:
Alequine-2/ South Africa/4/03 50 AU!
A/equine-2/ Newmarket/2/93 50 AU

! Anturennu ELISA enuHunm

AIKYBAHTH:

Iscom-Matrix, chabprkalna:

Purified saponin 375 ug
Cholesterol 125 ug
Phosphatidylcholine 62,5 pug

bBuctpa onaneciupaiia CycreH3us.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII
Komne.
4. Iloka3anus 3a ynorpeda

AKTHBHa UMYHH3allMs Ha KOHE OT Bbh3pacT 6 Mecera cperry nH(pIyeHIa MpU KOHETE, 32 HaMaJIsIBaHe
KIMHAYHUTE IPU3HAIM U BUPYCHOTO OTJIEIISTHE CIIe]] HH(EKITHSL.

Haugano nHa umyHHTETA: 2 CeIMHUIH Ce MEPBUYHIS BAKCHHAIIMOHEH KYPC.
IIpoabKUTETHOCT HA UMYHUTETA: 5 MEceIa CJea MbPBUIHIS BaKCHHAIIMOHEH KypC,
1 ronuHa cnen MbpBaTa peBaKCHHAIHS.

5. IIporuBonokazanus
Hsama.
6. CnenuaJiHu mpexynpexaeHus

CHCLII/IEIJ'IHI/I OpEAYINPEKIACHUA:
I[a CC BAKCHMHHPAT CaMO 3paBU JKUBOTHH.

Crenmanny Ipeana3siy MEPKH 3a Oe30IacHa ynoTpebda IIpyu BUAOBETE )KUBOTHH, 38 KOUTO €
npennasHauen BJIII:
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KonueraTa He TpsOBa 1a ce BAKCHHUPAT MPEAN HABBPIIIBAHE HA 6 MeceuHa Bh3pacT, 0COOCHO KOTaTo
ca pOJICHU OT KOOWITH, KOWTO ca OWJIN pEBAaKCHHUPAHU ITpe3 MOCIIeTHHUTE JIBa Mecela OT
OpeMeHHOCTTa, TOPaJu Bh3MOXKHA UHTEPHEPEHITUS C IPUI0OUTUTE MAYMHHA aHTHUTENA.

CrenyaiHy npeana3Hi MepKH, KOUTO TPsOBa Jia B3eMe JIMIETO, MPUJIaralio BeTePUHAPHUS JICKaPCTBEH
OPOAYKT HA JKMBOTHUTC:

HpI/I cnyqaﬁﬂo CaMOUWHKCKTHUPAHC He3a0aBHO Ja C€ NOTbpPCU MCAULMHCKU CBBET, KATO HaA JICKAPA CC
mpeaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

bpeMeHHOCT 1 JIaKTalHs:
Mosxe nma ce mpuiiara 1mo Bpeme Ha OpeMEHHOCT U JTaKTaITusl.

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JICKAPCTBEHU NPOAYKTH B ApyTH (DOPMHU Ha B3aMMOJCHCTBUE!
Hsma nanmyna nadopMmarms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChbBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C IPYTU BETEPUHAPHU JICKAPCTBECHU MPOAYKTH, OCBEH TOCOYCHUTE MO-TOPE.

Bsemanerto Ha pelieHue 3a U3MOJI3BAHETO HA Ta3W BAaKCHHA MPEIH WIH CIe]] yroTpedara Ha JpyT
BETEPHUHAPEH JIEKAPCTBEH MPOIYKT TPSAOBaA J1a ce MPELeHH CIIope] MHAUBUAYATHHS CITyqai.

IIpenosupane:
Cren mpuiiarane Ha JIBOMHa 71033 OT BaKCHHATa HE ca HaOJIF01aBaHu APYTH CTPaHUYHH e(DEKTH,

pa3IMYHU OT OMMCAHHUTE B TOYKA ,,HeOmaronpusTH peakun™, ¢ N3KJII0OUYEHNE Ha JIeKa JETpecus B
JICHS Ha BaKCUHAIUATA.

OCHOBHY HECEBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepuHApEH JE€KapCTBEH MPOAYKT.

7/ HebsiaronpusiTHu peakumun

Komne:
Penkn Orok B MscTOTO Ha umkekTupane', Bonka B

2

(1 g0 10 ma 10 000 TpeTHpaHU KHUBOTHH): MACTOTO Ha MHIKCKTUPAHE".
MHoro penku Tpecka?, Jleraprus®, JIurnca Ha aneTur’,
(mo-manko ot 1 ma 10 000 TpeTupany kuBoTHH, | Peakiys Ha CBPBXUYBCTBUTEIHOCT?.
BKIIIOUHUTEITHO U30JIMPAHH CHOOIICHHS):

! Indysen TBHpA WM MEK OTOK (MAKCUMYM 5 M B IMAMETB), pErpecupant B pAMKHUTE Ha 2 THH.
Jlokanna peakiysi, HaIBUIIIABAINA 5 Cm ¥ B3MOXHO IEPCUCTHPAIIA [TOBeYe OT 2 JTHA MOXKE Jia ce
MOSIBM B MHOTO PEJKH CITydaw.

2 BonkaTa B MACTOTO Ha HEIKEKTHPAHE MOXKE JIa JIOBEJIE 10 BpEMEHEH (DYHKIMOHAIEH JUCKOMpOPT
(cxoBaHOCT).

3 Tpecka, IIOHAKOTa IPUAPYXKEHA OT JIETAPIUs U JIUIICA Ha alleTUT, MOXKE JIa Ce MOsBHM 3a 1 1eH 1 10 3
JTHYU TIPU U3KITFOYUTEITHH 00CTOSTEIICTBA.

4 BxmounTenno aHaduiakcus (MOHsAKora paTtanHa). AKO ce NOSBU TaKaBa peakuys, He3a0aBHO
TpsIOBa J1a Ce MPHIIOKH TIOIAXOASAIIO JICUCHHE.

Cro0mmaBaHeTo Ha HEONArONPHUATHY PEAKIIMHU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKuTe HAKAKBU HEOIATONPUATHH PEAKIIHU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA WIJIM MUCITUTE, Y¢ BETEPHUHAPHHUS JICKAPCTBEH MPOITYKT
HE JIeHiCTBa, CBBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIOo J1a ChoOIaBaTe
HeOJIaronpUsTHH PEaKIuK Ha MPUTEKATEIIS Ha Pa3pelIeHHETO 33 ThPTOBHUS, KATO U3IOJI3BATE JAHHUTE
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Barrata HanpioHamHa cucrema 3a cboOIaBaHe:
{moIpoOGHOCTH 32 HAIIMOHATTHATA CUCTEMA } .
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8.  Jlo3upoBka 3a BceKH BH/ ’KHBOTHO, HAUMHHN M MeTO/ Ha NIPUJIOKEHHE
Enna nosa (1 ml). MaTpamyckymHO IpHIIOKEHHE.

BakcunanmoHnHa cxema:

Ilvpeuuen gaxcunayuonen Kype

[Ipunoxxere 1 go3a (1 ml), upe3 HHTPaAMyCKYyJIHA HHKEKIIMS, CHIJIACHO CJIeIHATA CXEMa:

e [IppBHUEH BaKCUHAIIMOHEH KypC: IIbPBa WHKEKIHSI HA 6 MECeYHa Bbh3PacT, BTOPA WHXKEKIH 4
CEJIMUIIM TIO-KbCHO.

Pesaxcunayus

[IpenopbuBa ce emHOKpaTHA OycTepHa J103a Ja ce Ipuiiara caMo Ha KOHe, KOUTO Beue ca PEeMUHAIN
IbPBUYEH BAKCUHAIIMOHEH KYpPC, U3IMOJI3BAWKH BAKCHHU, ChIbPKAIX CHUIUTE TUIIOBE BUPYC Ha
uH(IIyeHIa MPY KOHETe, BKIIIOYEHH B Ta3H BakcuHa. [Ipuema ce, ue mbpBUYCH BAKCHHAIIMOHEH KYPC €
HEOOXOUM TP KOHE, KOUTO HE ¢a OMJIM TOIXOASIIO0 ITbPBUYHO BAKCHHUPAHHU.

[IppBaTa peBakcuHams (TpeTaTa 103a) c€ U3BBPILBA 5 Mecela ciiel] MbPBUYHUS BAKCHHAILIMOHEH
Kypc. Pe3ynraTsT oT Ta3u peBakCHHAIUS € UMyHHUTET, KOWTO MpOAb/bKaBa MmoHe 12 mecena.

BTopaTa pEBaKCUHAIUA C€ U3BBPIIIBA 12 Meccla CJICA ITbpBaTa pCBAKCUHALIHA.

[IpenopbuBa ce neproanydHa yrnorpeda npes nHTepBal oT 12 Mecela Ha MOAXO/ISIIA BAKCHHA CPEIILy
uH(ITyeHIa Ipu KOHETe, Chabprkalia mamose A/equine-2/South Africa/4/03/ u A/equine-
2/Newmarket-2/93, 3a 1a ce moJIbp>KaT HUBaTa HAa UMYHHUTET KbM KOMIIOHEHTHTE Ha MH(]IyeHIaTa
(BmK cxemara).

V1l o w2 5 3 12 4 12 V5
] 1 & 12 30 moaths
Scheme1
Premenza Prequensa Prequerza Praquerea Prequer=a
Te Te Te
Scheme 2
Prequerza  Prequerza Preqenz Prequersa Prequereza

B cnydaii Ha TIOBHIIIEH PUCK OT HH(EKIIHS UK HEAOCTATHUCH MTPUEM Ha KOJACTPa, MOXKE J1a Ce
TPUJIOXKK JTOIIBIHATEHA ITbpBa MHYKEKIINSA Ha BB3PACT 4 Mecella, MocaeIBaHa OT IIbIHa
BaKCHHAIIMOHHA MporpaMa (IIbpBUYEH BaKCHMHAIIMOHEH KypC Ha Bb3pacT 6 Mecela u 4 ceIMHIIN TI0-
KBCHO).

9. CobBeTH 32 IPABUJIHOTO NPWJIATAHE HA MPOAYKTA

OcraBeTe BakcHHATA JIa JIOCTUTHE CTaliHa TeMIlepaTypa Ipean yrnorpeoa.

10. KapeHTHHU cpokoBe

Hyna gan.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

I[a CC€ CbXpaHsBa Oaji€d OT IIorjicaa U1 Ha HEAOCTBITHU 3a A€1a MECTaA.
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Ja ce cexpanssa B xmamuiauK (2 °C — 8 °C).
[la He ce 3ampa3sBa.
Ha ce masu ot cBeT/IMHA.

[a He ce U3MoJ3Ba TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT ClIE]l U3TUYAHE CPOKa HA TOJHOCT,
MMOCOYEH BHPXY eTHKeTa ciies] Exp. CpoKbT Ha TOAHOCT OTTOBAps Ha MOCISTHIS JIEH OT TO3U MECell.

12. ChenunaJIHU NpeANa3HA MEePKH NPH YHUINOKABAHE

BeTCpI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJAHU YPE3 OTIIAAHU BOJAU U
OuTOBU OTHaabIH.

W3znon3BaiiTe nporpaMu 3a BpbliaHe IpY YHUI0KABAHETO Ha HEU3II0JI3BaHU BETCPUHAPHU
JIEKapCTBEHU NPOJYKTH UM OCTaThIM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATENICTBO U C BCUUKU IPUIOKUMU HallMOHAJIHU CUCTEMH 3a chOupane. Te3u MepkH e
MIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA CPENa.

[onuTaiite Bamus BerepuHape jekap win (papMaleBT KaK A2 YHUIIOKUTE HEHY>KHH BeTepUHAPHH
JIEKapCTBEHU MPOIYKTH.

13. Kuacupukanusi Ha BeTepUHAPHHUTE JTeKAPCTBEHH NPOAYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMUCaHnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
EU/2/05/056/001-004

Pasmepu Ha onmakoBKaTa:
Kapronena xytus c10 creknern ¢urakona ot 1 ml (1 mo3a).
Kapronena kytus ¢ 1, 5 wm 10 mpeasaputerHo HambiiHeHN cripuHIOBKY oT 1 ml (1 mo3a) ¢ urim.

He Bcuukn PpasMCpu Ha OIMAaKOBKATa MOrat Ja 6’B,I[aT npeajlaranv Ha masapa.

15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA
{MM/TTIT}

[TonpoOHa nH(pOpMAaNKS 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHUTE B Oa3ara
nmanuay Ha Cwro3a otHOCHO TipoxykTute (https://medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIpurtexxaTen Ha pa3pelIeHUETO 3 ThPrOBHS M IPOU3BOAUTE, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA
MapTUIY U JAHHHM 34 BPh3Ka 33 ChOOIIABaHE HAa IPEANOIaracMi HEOJArONpHIATHU PEAKIUH:
Intervet International B.V., Wim de Korverstraat 35, 5831 AN Boxmeer, The Netherlands

Belgié/Belgique/Belgien Lietuva

Tél/Tel: + 32 (0)2 370 94 01 Tel: + 37052196111
Peny0auka bnarapust Luxembourg/Luxemburg
Ten: + 359 28193749 Tél/Tel: + 32 (0)2 370 94 01
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Ceska republika
Tel: + 420 233 010 242

Danmark
TIf: +45 44 82 42 00

Deutschland
Tel: + 49 (0)8945614100

Eesti
Tel: + 37052196111

E))rGoa
TnA: +30 210 989 7452

Espaiia
Tel: +34 923 19 03 45

France
Tél: + 33 (0)241228383

Hrvatska
Tel: + 38516611339

Ireland
Tel: +353 (0) 12970220

Island
Simi: + 354 535 7000

Italia
Tel: +39 02 516861

Kvbmpog
TnA: + 30210 989 7452

Latvija
Tel: +37052196111

Magyarorszag
Tel.: +36 1 439 4597

Malta
Tel: +39 02 516861

Nederland
Tel: + 32 (0)2 370 94 01

Norge
TIf: +47 55 54 37 35

Osterreich
Tel: +43 (1) 256 87 87

Polska
Tel.: +48 22 18 32 200

Portugal
Tel: + 351 214 465 700

Roménia
Tel: +4021 3118311

Slovenija
Tel: +3851 6611339

Slovenska republika
Tel: + 420 233 010 242

Suomi/Finland
Puh/Tel: + 358 10 2310 750

Sverige
Tel: + 46 (0)8 522 216 60

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 2970220
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