HNPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

ProteqFlu nmxekunoHHa cycrieH3us

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

Enna mo3a or 1 ml ceappika:

AKTHBHM BellleCTBA:

I'pun A/eq/Ohio/03 [HsNg] pexombGunanTen Bupyc canarypox (VCP2242) .............. >5,31og10 FAIDso*
I'pun Aleg/Richmond/1/07 [H3Ns] pexomOunanTen Bupyc canarypox (vCP3011). .> 5,3 log10 FAIDso*

*vCP cpabprkanue, mpoBepeHo upe3 oommms FAIDsg (diryopecueHTeH aHanu3 Ha MHGEKIIMO3HA 1032
50 %) u gPCR choTtHommeHHe Mexy VCP

AJIKYBaHT:
(O 11 0To] 1 - S SPSSN 4 mg

ITomolHHu BeniecTnBa:

KayecTBeH ¢bCTaB Ha NOMOIHUTE BeIIECTBA U IPYTUTE ChCTABKHU
Hatpues xmopua

Junatpues xuaporeH oprodocdar

MomnoxkanueB docdat, 6e3B0eH

Boga 3a nHxexkuuu

XoMoOreHHa onajaecIeHTHA CYCIICH3UA

3. K/IMHUYHA HTH®OPMALIUA

3.1. BupaoBe :KMBOTHH, 32 KOUTO e npeaHasHauyen BJIII

Kose.

3.2. Tloka3aHus 3a ynorpeda 3a BCeKU BU/I ’KUBOTHH, 32 KOITO e MpeHa3HAYEeH MPOAYKTHT
AKTUBHA UMYHU3AIHS Ha KOHE Clie]] 4-MeceuHa Bh3pacT Cpellly TPHII IPU KOHE 32 pelylupaHe Ha
KJIMHAYHUTE MIPU3HALM U Ha BUPYCHATa EKCKPELUs cie]] 3apa3siBaHe.

Hauano Ha umyHHTETa: 2 CEAMUIIM CIIE/] HAYaIHATa BaKCHHALIUS.

[TpoxbKUTETHOCT HA UMYHHUTETA, U3TPaJicH cie]] MpujiaraHe Ha BaKCHHAITHATa cxema: 5 Mecela clel
IbPBOHAYAIHNS BAKCHHALIMOHEH Kypc U | ToanHa cieq TperaTa BaKCHHALUSI.

3.3. IIporuBonokazaHusi

Hama.

3.4. CneuuanHu npegynpe:xiaeHus

[la ce BakcHMHUpAT caMO 37paBH KUBOTHH.

3.5. Chenuajanu mpeana3sHu MepKHU MpH ynorpeoda

CrenagHy OpeAna3Hu MEepKH 3a 6e3onacHa ynoTpeda Ipu BHOBETE KUBOTHH, 32 KOUTO €

npennasHayed BJIIT:
He e mpunoxumo.




CHCLII/IaJ'IHI/I Opéanasiy MCPKH 3a JUIiaTa, Impujaaraimy BETCpUHAPHUA JICKAPCTBCH NPOAYKT HA ) XUBOTHHUTC:
HpI/I cnyqaﬁﬂo CaMOUWHKCKTHUPAHEC, He3a0aBHO Aa CC MOTbpPCU MCAUIIMHCKU CBHBET, KATO Ha JICKApPA CC
npeaoCTaBu JIMCTOBKATA NJIM CTUKETA HAa IPOAYKTaA.

CrenmanHy npeanasHi MEPKU 3a 3allliTa Ha OKOJIHATa cpefia:
He e npunoxxumo.

3.6. HeosaronpusiTHu peakuun

Komne:

PeleI/I OTOK B MSCTOTO Ha I/IH)KGKTI/IpaHel, IIOBHUIIICHA
TEMIICpATypa Ha KOXKaTa, MyCKYyJIHA CKOBAHOCT,

(1 mo 10 na 10 000 TpeTupaHu KUBOTHH):
0o0JKa B MACTOTO Ha MHKEKTUPaHEe

I[TouIEHa TeMIIEpaTypa’

MHoro penku AoOcIiec B MACTOTO Ha HHIKCKTHPAHE
(mo-manko ot 1 na 10 000 Tpetupanu AnaTtus v HaMaJeH aneTuT’
XKUBOTHH, BKIIOUUTEITHO U30JUPAHH

Peakiys Ha CBPbXYYBCTBUTEIHOCT?
CHOOIICHHS ):

! ipexoieH, OOMKHOBEHO M34€3Ba B PAMKHUTE Ha 4 JIHM; B PEJKH CIIydad OTOKBT MOYKE Jja IOCTHIHE JI0
15—20 cm B quaMeTsp, C MPOIBIIKUTETHOCT 10 2—3 CEAMHMIIN, KOETO MOXKE J]a HAJTOXKHU
CHUMITOMATHUYHO JICUCHHE.

2makc. 1,5 °C, 3a 1 geH, KaTo U3KIIOUCHUE 2 JIHU.

3 leHs cie] BaKCUHAIUATA.

4 K0OeTO MOXKe J1a U3UCKBA MOIXOSII0 CHMITOMATHYHO JICUCHUE.

CpoOmiaBaneTo Ha HEONATONIPHATHN PEAKIUU € BaXXKHO. ToBa MO3BOJISBA HENIPEKHCHAT MOHUTOPHHT Ha
0e30MmacHOCTTa Ha BETCPUHAPHUS JICKApCTBEH MpOoAyKT. ChOOIIEHUATa TpsOBa Ja Ce M3MpaInat, 3a
MPEINOoYUTaHE Ype3 BETEPHHAPEH JeKap, WiIM Ha MPUTEKATeNs Ha Pa3pelIeHneTo 3a ThProBHs, WX Ha
HAI[MOHATHUA KOMIIETEHTEH OpraH uype3 HallMOHaJTHaTa CUCTeMa 3a ChOOIaBaHe. 3a ChOTBETHUTE JTAHHU
3a Bpb3Ka BIKTE ChHILIO MNOCIAEAHATA TOUKA OT JIUCTOBKATA.

3.7. Ymnorpe6a no Bpeme Ha GpeMEHHOCT, JTAKTAUS HJIHU sIlilleHOCEeHe
Moske z1a ce mpuiiara 1o BpeMe Ha OpeMEHHOCT M JIAKTAITHS.

3.8. BszammopeiicTBHE ¢ IPYTd BeTEPHHAPHHU JIEKAPCTBEHH MPOAYKTH U APYTrH (JOPMH HA
B3aHUMOJeHCcTBHE

Hannunure qanau 3a 6€30MacHOCT ¥ e(pUKACHOCT COYAT, Y€ Ta3h BAKCHHA MOXE J1a ObJIe puiaraHa B
ChIIMsA JIeH, HO 0e3 1a Ob/ie cMecBaHa ¢ HHaKTHBHMpaHa BakckHa Ha Boehringer Ingelheim cperry 6sic.

Bakcunure TpsiOBa Aa ObAAT NpHIATaHU B Pa3IMYHI MECTA.

3.9. HauyuH Ha NIPUJIOKEHHE U T03UPOBKA

HNHTpamMyCKyJIHO IPUIIOKEHUE.

3a mpuiiaraHeTo Ha BaKCHMHATA J1a C€ M3I0JI3BAT CTEPHIHM MaTepuany 0e3 aHTHCENTUYHH CPECTBA
u/unu ne3nH@exkTanTH. BakcuHaTta na ce pa3kiaTu BHUMATEIIHO Ipenu ynorpeoa.

1-°* cxema — BaKCHHAIMsA CpPeLLy T'PUII PH KOHE:

[punoxere eqna no3a (1 ml ot ProteqFlu), upe3 nHTpamycKyIHa HHKEKIHS, 32 IPEANOYUTAHE B
muiiHaTa 00JacT, CIopes ClleHaTa CXeMa:



- I'bPBOHAYAJICH BAKCHHAIIMOHEH KYPC: IIbPBa HHXKEKIINSA OT 5S—6 MeceuHa Bb3pacT, BTopa
AHKEKIN 4—6 CEeIMUIN IT0-KbCHO.

- peBaKkCcHHAIUS: 5 Mecela clie]] MbPBOHAYAIIHUS BAKCUHAIIMOHEH KYPC, MOCIICIBaHA OT TOIUIITHU
OycTep WHKEKIIHH.

B ciry4aii Ha TOBHUITICH PUCK OT 3apa3sBaHe WM HEAOCTATHUCH IMPUEM Ha KOJIACTPa TOIBIHUTEITHA
IbpBOHaYaTHA WHXKeKIws Ha ProteqFlu Moxe na ce nmpunoxku Ha 4 MeceyHa Bb3pacT, MOCIIeABaHa OT
IbJIHATA BAKCHHAIIMOHHA ITporpama (I'bpBOHAYaIeH BaKCHHAIIMOHEH KypC Ha 5—6 MeceuHa Bb3pacT U
4—6 ceaMHMIIM TIO-KBCHO, TIOCIIEIBAH OT PEBAKCHHALIHA).

2-P* cxema —— BaKCHHALMSI Cpelly I'PUIl IPU KOHE U TETaHYC:
Ipunoxere exua go3a (1 ml), upes nHTpaMyCKyJIHA HEKEKITUSA, 3a TIPEATOYUTAHE B IIMTHATA 00IIACT,
CIIOpe cleIHaTa CXema:
- IbpPBOHAYAJICH BaKCHHAIIMOHEH Kypc ¢ ProteqFlu-Te: mppBa nmxekuus ot 5—6 mecedna
BB3pacT, BTOPA MHKEKIHI 4—06 CeMUIH T0-KBCHO.
- peBaKCHHALIMA:
e 5 Mecena ciiesr MbpBOHAYAIHKS BaKCHHAIIMOHEH Kype ¢ ProteqFlu-Te.
e IIOCJIEZIBAHO OT:
O cpemry TeTaHyc: HHXKeKTUpaHe Ha 1 mo3a ProteqFlu-Te mpe3 MakcumaneH HHTEPBAI OT
2 TOJTUHM.
O  cpeuy Ipul [Py KOHE: MHXKEKTHPaHE Ha €/IHA J103a BCsIKa TOJIMHa, choTBETHO ¢ ProteqFlu
wm FroteqFlu-Te, kaTo ce cra3pa MakcHMaieH HHTEPBAI OT 2 TOJAWHH 32 KOMIIOHEHTA Ha
TETaHyC.

B cnyuail Ha moBHIlIEH pUCK OT 3apa3sBaHe WM HEJOCTAaThUeH NMPHEM Ha KOJIACTpa AOMBIHUTENHA
bpBOHAYATHA HHXKeKIHs Ha ProteqFlu-Te mMose na ce mpuitoxku Ha 4-MecevHa Bb3pacT, Moclie/IBaHa
OT I'bJIHATa BaKCHHAIIMOHHA Nporpama (IIbpBOHavYalieH BaKCHHALIMOHEH Kypc Ha 5—6 Mecedna Bb3pact

1 4—6 ceqMUIM MTO-KbCHO, TIOCTIE/IBAH OT PEBAKCHHAIINSA).

3.10. CumnToMM Ha nmpeao3upaHe (M KOraTo e NPUJI0KUMO — MPOLEIYPH Ha JlelicTBHe NPH
CHENIHY CJIy4Yau U AaHTHIOTH)

ITpu nipeo3upane Ha BaKCHHATA HE ca HAOJI0aBaHu HEOIarompHUsATHH PEAKIIMU OCBEH TE€3H, OITUCAHH B
1. 3.6.

3.11 CneuuajHu orpaHuveHus 3a ynorpeda v crieuaJHH YCJIOBHUS 32 yNOTPeda, BKIIOYHTETHO
OrpaHUYEHM 32 YIOTpPedaTa HAa AHTUMMKPOOHHU ¥ NPOTHBONAPA3MTHU BeTePUHAPHHU
JIEKAPCTBEHH MPOAYKTH, € 1[eJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

To3u npoayKT noAsexu Ha 0CBOOOKAaBaHe HA MAPTUANTE OT OQHULIUAIHUS KOHTPOJICH OPraH.

3.12. KapeHTHH CpOKOBe

Hyna nuu.

4, NUMYHOJIOT'HYHA NTHO®OPMALMA

4.1 Berepunapen jJekapcTBeH anaTomo-TepanesTudeH ko (ATCvet Code): QIOSADO02.
Bakcunara npeau3BrUKBa akKTUBEH UMYHHUTET CPEIIy TPHUIl IPH KOHE.

Bakcunamaute njamose vCP2242 u vCP3011 ca pekoMOMHAHTHH BUPYCH canarypox, eKCIpecHparin
xeMarmyTuHuH HA TeH Ha BUpyca Ha TPHII IIpH KOHE, ChOTBETHO Ha mamoBe A/eq/Ohio/03

(Amepukancku mam, Florida sublineage clade 1) u A/eq/Richmond/1/07 (Amepukancku mam, Florida
sublineage clade 2). Ciiex nHOKy/IMpaHe BUPYCUTE HE CE MYJITHIUIMIMPAT B KOHETE, HO EKCIIPecUpar



MIPOTEKTUBHU NMPOTEUHU. B pe3ynTaT Te3n KOMIOHEHTH M3TPAKIAT UMYHHUTET CPEIy BHPYyca Ha TPHIL
npu koue (HsNs).

5. DAPMAIEBTUYHU JAHHU

5.1. OcHOBHH HECHLBMECTHMOCTH

He cmecBaiiTe ¢ aApyr BeTepuHApEH JEKAPCTBEH MTPOIYKT.

5.2. Cpoxk Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUsA BETEpHHAPEH JIEKapCTBEH MPOIYKT: 3 TOAHHU.
Cpok Ha FOZHOCT CJIel MbPBO OTBAPSHE HAa IbPBUYHATA ONAKOBKA: U3I0J3BaiiTe He3a0aBHO.

5.3. CnenuajHm ycJI0BHS 32 ChbXpaHeHHe

Ila ce cpXpaHsBa M TPAHCIIOPTHPA B 0XjaaeHo crerosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

Jla ce masu OT CBETJIMHA.

5.4. BI/I}I H CbCTAaB HA IbPBHYHATA OIIAKOBKA

Tun I cTekieH ¢uakoH.
Kanauka ot OyTuiI0B eracToMep U allyMHHUEBA Karcysa Ha JlakoHa.

Kyrus ¢ 10 ¢naxona ot 1 mo3a.
5.5. CneuuajHu MepKH 3a YHUII0KABAHE HA HEU3MOJI3BAH MPOAYKT HJIH OCTATHIHU OT HEro

BerepunapHuTE JIeKapCTBEHN NPOLYKTH HE TPsAOBa a ObIaT U3XBBPISIHUA Ype3 OTNAIHN BOIU WIM OUTOBU
OTIAJbIIH.

Wznon3BaiiTe nporpaMu 3a BpbLIaHe IPH YHUII0)KABAaHETO HA HEN3IIOI3BAaHU BETCPUHAPHH JIEKAPCTBCHH
MPOAYKTH WM OCTATBIIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOJIATEJICTBO U C
BCUYKH HAlIMOHAIHU CHCTEMH 3a ChOMpaHe, MPHIOKUMH 3a ChOTBETHHUS BETEPUHAPEH JIEKapCTBEH
MIPOAYKT.

6. HUME HA ITIPUTEKATEJISI HA PASPEIIEHUETO 3A ThPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

7. HOMEP HA PASPEHLIEHUETO 3A ThPI'OBUSA

EU/2/03/037/005

8. JATA HA TbPBOTO U3JABAHE HA PAZPEIHIEHUETO 3A ThbPI'OBUA

JlaTa Ha TBPBOTO M37aBaHe Ha pasperieHneTo 3a Thprosus: 06/03/2003



9. JATA HA TIOCJIEAHATA PEJAKIIUA HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

MM/ITIT

10. KIIACHU®UKAIUSA HA BETEPUHAPHUTE JIEKAPCTBEHU ITPOJAYKTHU
Ja ce oTIIycka caMo I10 JIEKapCKO MPEIIUCAHHE.

[Honpobna nnpopmanys 3a TO3M BETEpUHAPEH JEKapCTBEH MPOAYKT MOXKE /1a HaMepuTe B 6a3ara JaHHU
Ha ChI03a OTHOCHO MPOTyKTHTE.



INPUJIOKEHHUE 11
JAPYTI'U YCJIIOBUA U U3BUCKBAHUSA KbM PASPEIIEHUETO 3A THPT'OBUS

Hama



INPUJIOKEHMUE 111

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

10 ¢praxona ot 1 go3a

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

ProteqFlu umKeKIMOHHA CYCIIEH3Hs

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

Enna mosza ot 1 ml ceabpixa:

I'punt A/eq/Ohio/03 [HaNg] (VCP2242) ......ocoeiiiieieeiieeeeies e >5,310g10 FAIDso
I'punt Aleg/Richmond/1/07 [H3aNg] (VCP3011) ..oooviiviiiiiieece e > 5,3 1log10 FAIDs

3. PASMEP HA OITAKOBKATA

10 X 1 ml (10 mo3n).

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

Kone

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

WHTpamycKyTHO IPUIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapeHTeH CpPOK: HyJIa THH.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Crien oTBapsiHE M3MOJI3Bal He3a0aBHO.

‘ 9. CIIEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Jla ce cbxpaHsiBa U TPAHCIIOPTUPA B OXJIAIEHO CHCTOSHHE.
[la He ce 3ampa3ssBa.
Ha ce masu ot cBeT/IHHA.
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‘ 10. HAANUCDHT ,,IPEU YIIOTPEBA NIPOYETETE JIJUCTOBKATA*

[Ipenu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA“

Camo 3a BeTepHHApHOMEIULIMHCKA yIIOTpeoa.

12. HAIIMCHT ,,JJIA CE CBXPAHSIBA JAJIEY OT MOTJIEJA Y HA HEJOCTBITHU 3A
JEITA MECTA*

I[a CC€ ChbXpaHsaBa Oaji€d OT IIorjicaa U1 Ha HEAOCTBITHU 3a A€1a MECTA.

‘ 13. HUME HA ITIPUTEXATEJISA HA PASPEINIEHUE 3A ThbPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

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

EU/2/03/037/005

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}

11



MHUHUMYM UHO®OPMAILIUSA, KOATO TPABBA A BBJAE U3IIMCAHA BBPXY MAJIKA
OITAKOBKM BJIII, KOUTO CBABPKAT EJUHUYHA J1O3A

diaakon

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

ProteqFlu ”

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

1 mo3a

| 3. MAPTUJEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJHOCT

Exp. {mm/rrrIT}
Crien oTBapsiHe M3IM0JI3Bail HE3a0aBHO.
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B. IUCTOBKA
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JIMCTOBKA

1. HaumeHoBaHue HA BeTepUHAPHUS JTeKAPCTBEH NPOIYKT

ProteqFlu umKeKIMOHHA CYCIIEH3Hs

2. CncraB

Enna nosza ot 1 ml ceanpixa:

AKTHBHM BellleCTBA:

I'punt A/eq/Ohio/03 [HsNg] pekomOrHanTeH Bupyc canarypox (VCP2242) ............ > 5,3 10g10 FAIDso*
I'punt Aleg/Richmond/1/07 [H3Ns] pexomOunanTen supyc canarypox (VCP3011)......> 5,3 log10 FAIDsg

* VCP cvabpxanue, nposepeHo upe3 ooumsa FAIDs (oTuetenu mo dayopeceHTeH MeToq
uHdekmo3nu 103u 50 %) u qPCR crotHOMIeHNEe Mexay VCP.

AJIKYBaHT:
L0 14 0T 1 - ST 4 mg

XoMmoreHHa OIaJICCIICHTHA CYCIICH3UA

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

AKTHBHa UMYHH3allMs HA KOHE CJIe]] HABbPIIBaHE Ha 4-MeCeYHa Bh3PacCT CPEIly IPHUIl IIPU KOHE 3a
penyluupaHe Ha KIMHUYHUTE MIPU3HALIM U HA BUPYCHATa EKCKPELUs Ce 3apa3siBaHe.

Hadano Ha umyHHTETA: 2 CEMUIIM CJIE/] HAYaTHA BAKCHHAIIHS.

[IpoapoxuTeTHOCT HA UMYHHTETA, (hOPMHpaH ciel IpuiaraHe Ha BAKCHHAIHATA CXeMa: 5 Mecela ciief
IbPBOHAYATHHS BAKCHHAIIMOHEH KypC M | TOMHA Clle/] TpeTaTa BaKCHHAIIHSL.

5. IIporuBonokazanus
Hsama.
6. CrnenuajaHu npeaynpexieHus

I[a CC BAKCHMHHPAT CaMO 3paBu JKUBOTHHU.

CrenyaiHy npearna3Hi MepKH, KOUTO TPsSOBa Jia B3eMe JIMIETO, MPUJIaralio BeTePUHAPHUS JICKapCTBEH
OPOAYKT Ha XXUBOTHHUTC:

HpI/I cnyqaﬁHo CaMOUHXKCKTHUPAHC He3a0aBHO Ja C€ NOTbpPCU MCAUIIMHCKU CBBET, KAaTO HaA JICKAPA CC
IIpe€aOCTaBU JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTaA.

bpeMeHHOCT M TaKTalMsA:
Mosxe nma ce mpuiiara 1mo BpemMe Ha OpeMEHHOCT U JTaKTaITusl.
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BzanmoseiicTBye ¢ Ipyryu BETEpUHAPHU JCKAPCTBEHU MIPOAYKTU U APYTU HOpMH Ha B3aMMOJICHCTBHE:
He e nabnronaBaHo B3aMMOAEHCTBHE IPH €AHOBPEMEHHO MPUIIOKEHUE HA BAKCHHATA, HO B Pa3JINYHO
MSICTO, C HHaKTUBUpaHa BakcuHa Ha Boehringer Ingelheim cpemry 6sic.

IIpenosupane:
IIpu npeno3upane Ha BaKCHHATA He ca HaOII0aBaHN HEOJIaroMpysATHN PEAKITHH OCBEH TE3H, OMMMCAHU B

,,HeOIaronpusTHA peakuu’ .

OCHOBHU HECHBMECTUMOCTH:
[la He ce cmecBa ¢ IpyTH BeTePUHAPHU JIEKAPCTBEHU TPOIYKTH.

1. HeOnaronpusiTHu peakuuu

Koune:

Penxu

(1 7o 10 na 10 000 TpeTupaHu KUBOTHH):

OTOK B MSCTOTO Ha I/IH)KCKTI/IpaHel, MOBHUIICHA TCMIICPATypa HAa KOKaTa, MyCKYJIHa CKOBAHOCT U
00JIKa B MSACTOTO HA HWHXXCKTHUPAHC

[ToBumeHa TeMrepaTypa’

MHoro penku

(mo-maiko ot 1 Ha 10 000 TpeTHpaHu )KUBOTHHU, BKIFOUYUTEITHO H30JIUPAHU ChOOIICHHMS):

AOcrtec Ha MACTOTO Ha HHXKCKTHPAHE

Aratus 1 HaMaJIeH aHCTI/IT3

PeaKLII/ISI Ha CBp’I:X‘lyBCTBI/ITCJ'IHOCT4

! mpexo/ieH, OGMKHOBEHO W34U€3Ba B PAMKMTE Ha 4 IHH, B PEIKHU CIIy4ad OTOKBT MOXKE Ja JOCTHIHE JI0
15—20 cm B auaMeThp, C MPOIBIKUTEIHOCT 10 2—3 CEAMMIIM, KOETO MOXKE Ja HaJIO0XKH
CHUMIITTOMATHYHO JICYCHHE.

2makc. 1,5 °C, 3a 1 1eH, KaTo H3KJIIOUeHHe 2 JHHU.

% lens cie/l BaKCHHALUATA.

# K0eTO MOKe J]a M3MCKBa MOAXO/IAII0 CHMIITOMATHYHO JICIEHHE.

Cro0ImaBaHeTo Ha HEOArOMPHUATHY PEAKIIMU € BakKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€TIeKUTEe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOUUTECITHO 1
TaKWBa, KOUTO HE ca OIMCAHU B Ta3H JIMCTOBKA, WIIM MHUCJIHTE, Ye BETEPUHAPHUSAT JICKAPCTBEH MPOIYKT
HE JICHCTBA, CBPIKETE ce MbPBO ¢ Bamus BeTepuHapeH jiekap. MoxeTe ChIIo J1a ChOOIaBaTe
HEOJIArONPUSATHYU PEaKIMU Ha MECTHHS MTPEJICTABUTEN HA MIPUTEKATEIS Ha Pa3pellICHUETO 3a ThPTrOBHS,
KaTO M3MOJI3BATe JAHHUTE 32 KOHTAKT B Kpas Ha Ta3W JINCTOBKA WK Ype3 Barrara HanimoHamHa cuctemMa
3a cro0IIaBaHe.

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

1-°* cxemMa — BaKCHHAIMSA CPeLLy TPUII P KOHE:

Ipunoxere eqna g03a (1 ml ot ProteqFlu), upe3 nHTpaMycKyTHA HHXKEKITUS, 32 TIPEAMOYHTAHE B

miMiiHaTa 00JIacT, CIopesT CIIeHATA CXeMa!

- IbPBOHAYAJICH BAKCHHAIIMOHCH KypC: ITbPBa MHXKEKIHMS 0T 5—6 MeceuHa Bb3pacT, BTOpa
WHXXEKIH 4—06 ceIMHUIIN TIO-KBhCHO.

- peBaKkCcHHAIUS: 5 Mecela ciie]] MbPBOHAYAIIHUS BAKCUHAIIMOHEH KYPC, MOCIIEIBaHa OT TOIUITHU
OycTep MHKEKITHH.
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B citydaii Ha IOBUIIIEH PHCK OT 3apa3siBaHE WM HEJIOCTAThUCH PUEM Ha KOJIACTpa TOMBIHUTEITHA
IbpBOHAYaTHA WHXKeKIws Ha ProteqFlu Moxe na ce nmpunoxku Ha 4 MeceuHa Bb3pacT, MOCIIeABaHa OT
IbJIHATA BAKCUHAIIMOHHA TTporpama (I’bpBOHAYaJICH BaKCHHAIMOHEH KypC Ha 5—O6 MecedHa Bbh3pacT U
4—6 ceaMHMIIM TIO-KBCHO, TOCIIEIBAH OT PEBAKCHHALIUA).

2-P* cxemMa — BaKCHHAIUSA Cpelly I'PUI NPH KOHE U TeTaHYC:
Ipunoxere equa go3a (1 ml), upes nHTpaMyCKyJIHA HEKEKITUSA, 3a TIPEAMOYUTAHE B IIMTHATA 00JIACT,
CIIOpEJ CieTHaTa CXema:
- I'bPBOHAYAJICH BaKCHMHAIIMOHEH Kypc ¢ ProteqFlu-Te: mppBa nmkekuus ot 5—6 mecedna
BB3PACT, BTOpa HHXKEKLUSI 4—06 ceaMHIHU O-KbCHO.
- peBaKCHHAIIHSL:
e 5Mecena cien mppBOHaYaTHHUA BaKCHHALMOHEH Kype ¢ ProteqFlu-Te.
e  TIOCJICZBAHO OT:
O  cpeiny TeTaHyc: HHKekTUpaHe Ha 1 mo3a ProteqFlu-Te mpe3 MakcumaiieH HHTEpBaj OT
2 TOIVHU.
O  cpeuly rpun NpH KOHE: MHKEKTHPaAHE Ha €Ha /1032 BCsAKA TONHA, CbOTBETHO C
ProteqFlu wiu FroteqFlu-Te, kato ce cna3zsa MakcuMaleH HHTEPBAJ OT 2 TOJMHH 32
KOMITOHECHTA Ha TeTaHYC.

B cnyuaii Ha mOBUIIEH PUCK OT 3apa3sBaHe WK HEAOCTAThUCH MIPUEM Ha KOJIACTpa NOIBJIIHUTEIHA
IbpBOHaYaIHa HHKeKIMs Ha ProteqFlu-Te Moxxe na ce npuiioku Ha 4-MeceuHa Bb3pacT, ITOCIICABaHA
OT IThJIHATA BAKCHHAIIMOHHA MTporpama (I’bpBOHAYaJIeH BaKCHHAIMOHEH Kypc Ha 5—6 Mecedna Bb3pacT
1 4—6 cenMUIH MO-KbCHO, MTOCIEBAH OT PEBAKCHHAIIHS).

9. CbBeTH 32 MPABHJTHOTO NMPUJIATAHE HA MPOAYKTA

3a mpuaraneTo Ha BaKCHHATA Ja CE€ M3MOJI3BAT CTCPIIIHA MaTepHaIN 0€3 aHTHCENITHIHH CPECTBA
u/vunm ne3uHdperTanTH. Pa3TBOpeHaTa BakKCHHA J]a ¢e pa3KJIaTH BHUMATEITHO Ipeu ynorpeoa.
HHTpaMyCcKyIIHO MIprIoKeHUe (MTPEMOPBYUTEIHO B MUitHATa 0071aCT).

10. KapenTtHu cpoxoBe

Hyna quu.

11. Chnenuajanu ycJIOBHS 32 CbXpaHeHHe
Jla ce cpxpaHsiBa ey OT MOrJie/ia M Ha HeJIOCTHITHH 32 JIela MecTa.

Ila ce cpXpaHsBa M TPAHCIIOPTHPA B oXJaaeHo cherosaue (2 °C — 8 °C).
[a He ce 3ampa3ssBa.

I[a C€ I1a3u OT CBCTJIMHA.

Jla He ce M3MO0JI3Ba TO3H BETEPHHAPEH JIEKAPCTBEH MPOAYKT Cle]| M3TUYaHEe CPOKaA Ha TOJHOCT, TOCOYEH
BBPXY €THKETA Ha KapTOHA U ()JIAaKOHA CIIe]T CPOKa Ha TOJIHOCT.

CpoKk Ha TOJIHOCT CJIE/I TbPBOTO OTBapSIHE HA OMAKOBKATa: U3MOJI3BalTe He3a0aBHO

12. Chnenuajnu npeanasHd MEPKH NP YHUIOKABaHe

BeTepI/IHapHI/ITC JICKAPCTBCHU NNPOAYKTHU HC TpH6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBHU OTIaabIIH.
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W3nomn3BaiiTe mporpaMu 3a BphIIaHE IPY YHAIIOKABAHETO Ha HEU3ITOJI3BAHN BETEPUHAPHU
JIEKAPCTBEHU MPOIYKTH WIHA OCTAThIM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHO/ATEJICTBO M C BCHYKH MPUIOKUMHU HAIIMOHATHU CHCTEMU 3a ChOupaHe. Te3n Mepku 1ie
TIOMOTHAT 32 OIIa3BaHEe Ha OKOJIHATA CPE/a.

ITonuTaiiTe Bamust BeTrepuHapeH jeKap Kak Ja YHUILOKUTE HEHY>KHH BETEpUHAPHU JIEKAPCTBEHU
MIPOTYKTH.

13. Kaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

BeTepHHapeH JICKAPCTBCH MPOAYKT, OTITYCKAaH 110 JICKAPCKO IMPCANMMUCAaHNC.

14. Homepa Ha pa3pelIeHHETO 32 THPrOBUs U Pa3MepH ONMAKOBKH
EU/2/03/037/005

Kytus ¢ 10 ¢aakona ot 1 go3a.

15. JlaTta Ha mocjegHaTa peJaKlUUs HA TEKCTA
MM/ITIT

[MonmpoOua nHbopMaIs 3a TO3M BETEpUHAPEH JIEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B 6a3ara JJaHHU
Ha Cbr03a OTHOCHO MPOAYKTHUTE.

16. /JlaHHH 3a Bpb3Ka

IIpurexaTen Ha pa3pelIeHUETO 32 ThPrOBHS:
Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

I'epmanus

HDOI/I3BOI[I/IT€JI, OTTOBApIILL 34 OCB060>KI[aBaHeTO Ha mapTuaun:
Boehringer Ingelheim Animal Health France SCS

Laboratoire Porte des Alpes

Rue de I'Aviation

69800 Saint-Priest

®paHuus

MecTHH TIpEICTaBUTENN M TaHHU 32 BPB3Ka 3a ChOOIaBaHe Ha MpeIoiaracMu HeOIaronpusITHI
peakiuu:

Belgié/Belgique/Belgien Lietuva
Boehringer Ingelheim Animal Health Belgium SA Boehringer Ingelheim RCV GmbH & Co KG
Tél/Tel: + 32 2 773 34 56 Lietuvos filialas

Tel: +370 5 2595942

Peny06smka boarapus Luxembourg/Luxemburg
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health Belgium SA
Tel: +359 2 958 79 98 Tél/Tel: + 32 2 773 34 56
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Ceska republika
Boehringer Ingelheim spol. s r.o.
Tel: +420 234 655 111

Danmark
Boehringer Ingelheim Animal Health Nordics A/S
TIf: + 453915 8888

Deutschland
Boehringer Ingelheim Vetmedica GmbH
Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Tel: +372 612 8000

E)MGda
Boehringer Ingelheim Vetmedica GmbH.
TnA: +30 2108906300

Espaiia
Boehringer Ingelheim Animal Health Espafia, S.A.U.
Tel: +34 93 404 51 00

France
Boehringer Ingelheim Animal Health France, SCS
Tél: +33 472 72 30 00

Hrvatska
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +385 1 2444 600

Ireland
Boehringer Ingelheim Animal Health UK Limited
Tel: +353 1 291 3985

Island
Vistor hf.
Simi: + 354 535 7000

Italia
Boehringer Ingelheim Animal Health Italia S.p.A.
Tel: +39 02 53551

Kvmpog

Boehringer Ingelheim Vetmedica GmbH
TnA: +30 2108906300
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Magyarorszag

Boehringer Ingelheim RCV GmbH & CoKG
Magyarorszagi Fidktelep

Tel: +36 1 299 8900

Malta
Boehringer Ingelheim Animal Health UK Limited
Tel: +44 1344 746957

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Tel: +31 20 799 6950

Norge
Boehringer Ingelheim Animal Health Nordics A/S
TIf: +47 66 85 05 70

Osterreich
Boehringer Ingelheim RCV GmbH & Co KG
Tel: +43 1 80105-6880

Polska
Boehringer Ingelheim Sp. z 0.0.
Tel.: + 48 22 699 0 699

Portugal

Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.

Tel.: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Viena - Sucursala Bucuresti

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Tel: +386 1 586 40 00

Slovenska republika
Boehringer Ingelheim RCV GmbH & Co KG, o.z.
Tel: +421 2 5810 1211

Suomi/Finland
Vetcare Oy
Puh/Tel: + 358 201443360

Sverige
Boehringer Ingelheim Animal Health Nordics A/S
TIf: +46 (0)40-23 34 00


https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Latvija United Kingdom (Northern Ireland)
Boehringer Ingelheim RCV GmbH & Co KG Boehringer Ingelheim Animal Health UK Limited
Latvijas filiale Tel: + 44 1344 746957

Tel: +371 67 240 011

17. donmbJHHUTeJHA HH(pOPMAIHA
BaxcuHaTa npean3BUKBa aKTUBEH UMYHHUTET CPELy I'PUII IIPU KOHE.

Bakcunamaute njamose vCP2242 u vCP3011 ca pekoMOMHAHTHH BUPYCH canarypox, eKCIpecHpariu
xeMarnmyTuHuH HA reH Ha BUpyca Ha TpHII IIpH KOHE, ChOTBETHO Ha mamose A/eq/Ohio/03
(Amepuxkancku mam, Florida sublineage clade 1) u A/eq/Richmond/1/07 (Amepukancku mam, Florida
sublineage clade 2). Ciiex nHOKyJIMpaHe BUPYCUTE HE CE€ MYJITHIUIMIMPAT B KOHETE, HO EKCIIPecupar
NPOTEKTUBHH NPOTEHHU. B pe3ynrar Te3u KOMIOHEHTH M3TPaKIaT MIMYHHUTET CpPEILy BUpyca Ha TPHIT
npu xkoue (HsNs).
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