MHNPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

RESPIPORC FLUpan HIN1 unxekunoHHa cycleH3Hs 3a Ipacera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besika 1o3a ot 1 ml chabpika:

AKTHBHO BeleCTBO:

WnaxtuBupan influenza A Bupyc/doBemku

Hlam:  A/Jena/VI5258/2009(HIN1)pdm09 >16 HU'

THU - XEMAarifyTHHUpPAIU €IUHULIA.

AJI’KYBaHT:
Kap6omep 971P NF 2 mg

ITomomHu BemiecTBa:

KonnyecTBeH cbeTaB, ako Ta3u nHGOpMAaNus e
BA’KHA € OrJIe]l HA MPABUJIHOTO NMPUWJIaraHe Ha
BeTEePUHAPHUS JIEeKAPCTBEH NMPOAYKT

KadecTBeH ChCTaB HA MOMOIIIHUTE
BelIeCTBA U IPYIrUTEe CbCTABKHU

Thiomersal 0.1 mg

Sodium chloride solution (0.9%)

BI/ICTpa A0 JICKO MBbTHA, YCPBCHUKABA 10 6ne;[o—p0303a CyCIICH3UA.

3. KIIMHNYHU JTAHHHA

3.1 BupaoBe :kMBOTHH, 32 KOUTO e npeanaznayed BJIII

IIpacera.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BUJ ;KUBOTHHU, 32 KOWMTO € MpeIHA3HAYEH MPOAYKTHLT
AKTHBHA UMYHH3alUs HA IIpaceTa ciel §-ceAMUYHA Bh3pacT cpeiry nanneMuynus HIN1 cBuHcku
TPUIICH BUPYC C 1S TOHMKABaHE HAa BUPYCHOTO HATOBapBaHe Ha OeIuTe ApOoOOBE M BUpyCHATa

eKCKpeIusl.

Hauano na HMYHHUTCTA: 1 ceaMuia CJIea IbPBUYHOTO BaKCUHUPAHE.
HpOI[’LJI)KPITeHHOCT Ha UMYHUTECTA: 3 MeEccla CJICa MbPBUYHOTO BaKCUHHUPAHE.

3.3 IIporuBomokaszanus

Hsma.

3.4 ChneuuajHM npexynpekaeHust

[la ce BakcMHUpAT caMO 37paBH KUBOTHH.

3.5 CroeuuaJHu npeana3Hu MepKH Npu ynorpeda

CrernmanaHy Ipeana3sHy MEPKHU 3a 0e30acHa ynoTpebda IIpyu BUAOBETE JKUBOTHH, 32 KOUTO €
npendasHauexn BJIIT:




He e npunoxumo.

CrieluajiHy IpeIna3Hu MEPKH 3a JIMIATa, IPHUIaraiii BeTepHHAPHIS JICKAPCTBEH NPOAYKT Ha
’KHBOTHUTE:

[Ipu cnyuaitHO caMOMH)XEeKTHpaHe, He3a0aBHO /1a CE MTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA WJIM €TUKETA Ha MPOAYKTA.

CrenyaiHy npearna3Hi MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxxumo.
3.6 HeOnaronpusiTHu peaKkuuu

Bupose xxuBoTHH, 3a KouTo € npennasHaueH BJIII: mpacera.

Yectu OTOK B 06acTTa Ha MHXKEKTUpaHe'
(1 mo 10 ma 100 TpeTupanu INoBumaBaHe Ha TeMIepaTypara’.
JKUBOTHH):

! pexoieH 0TOK /10 2 cm?, 0T3By4aBa B PAMKUTE Ha 5 JIHU.
? TIpex0/IHO MOBHUIIIABAHE HA PEKTAIIHATA TEMIIEPATYPA, KOETO HE HAIXBBpPIIs 2 °C, He MPOIbKaBa
HoBeYE OT €/IUH JIeH.

Cro0maBaHeTo Ha HEOIATONPUATHHU PEaKIIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha BeTEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TPSOBa Aa ce U3Mpariar, 3a
NpeoYnTaHe Ype3 BETEPUHAPEH JIeKap, WM Ha TIPUTEkKATENs Ha pa3pelIeHUeTo 32 ThPTOBHS, MU Ha
HAI[MOHAHHUS KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMA 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAHHH 32 BPh3Ka BUXKTE CHILO JIUCTOBKATA.

3.7 Ymnorpe6a mo BpeMe Ha OpeMEHHOCT, JJAKTAIUS WM sTiileHOCeHe

Moxe na ObJie U3ON3BaH M0 BpeMe Ha OPEMEHHOCT JI0 TPU CEIMHIIN MPEIU 04aKBaHOTO ONpAacBaHe U
10 BpeMe Ha JIaKTaIvsl.

3.8 Bs3aumopaeiicTBHe ¢ APYru BeTePUHAPHM JE€KAPCTBEHM MPOAYKTH U APYru (popMHU HA
B3auMoOJeHcTBHE

Hsma nannuna nadopmanms 3a 6e30macHOCTTa ¥ €UKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C JIpYTH BETEpUHAPHHU JIeKapCTBEHHU NMpoaykTH. [lopaau Tazu npudnHa, NpuiIaraHeTo Ha Ta3u
BaCKMHa MPEAM WU ciell ynoTpedara Ha APYT BETEpUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa Ja ce
MIPELICHN CIIOPE] MHANBUIYATHHS CIydail.

3.9 HauuH Ha NpUJIOKEeHNeE W J03MPOBKA

3a HHTPaMyCKYJIHO TIPIIIOKECHUE.

[Ipacenua:
2 uHXeKTupaHus 1o eana ao3a (1 ml) ot Be3pact 56 qHH, ¢ HHTEPBAI OT 3 CEAMULIN MEXKTY

IIPUIIOKCHUATA.

He e npoydena edukacHOCTTa Ha peBaKCHHUPAHETO U IO Ta3W MPUYMHA HE ce Mpejyiara cxema 3a
pEeBaKCHHAIHSL.

[TonydenuTe OT MalikaTa aHTUTENA MIPH MIpaceHla B3aumoeiicrsar ¢ Mmexuupanus ot RESPIPORC
FLUpan HIN1 umynwurer. Haii-o01110 morydeHuTe OT MaifkaTta aHTUTENa, KOUTO ca HHAYIHPAHU OT
BAaKCHHALIMATA, IPUCHCTBAT 32 MIEPUO]] OT OKOJIO 5-8 CEAMMIIN CIIE]] paXKIaHETO.



B ciydaun Ha eKCTo3uIys Ha CBUHETE C aHTUT'CHHU (MJIH OT TOJIEBU HH(MEKITUY W/UITA BAKCHHAIHS)
aHTHUTENaTa, KOUTO CE MpeaBaT Ha MpaceHIaTa MOraT Jia B3aUMOJICHCTBAT C aKTUBHATA UMYHU3AIIHS
KbM 12-ceqMuyHa Bh3pacT. B TakuBa ciyyau npaceHnaTa TpsoBa qa Ob1aT BAKCHHUPAHU CIIE]
12-ceqMudHa BBH3paCT.

CBuHE MaliKu:
[IspBUYHA BakcHHAIWSL: 2 HHKEKTUPAHUS C 10 exHa no3a (1 ml) ¢ uHTepBan oT 3 cCeMUIIT MEKITY
MHKEKTHPAHUITA U 10 3 CSAMUIM MPEAX OUaKBAaHOTO OIPACBAHE MJIM 10 BPEME Ha JIAKTALIUS.

E(i)I/IKaCHOCTTa Ha peBaKCUHANUATA C CAHOKpATHA N103a HC € U3CJIC/IBaHa 1 CJICA0BATCIHO HE CC
nmpeajara Cxema 3a p€BakCuHalus ¢ €IHOKpaTHa 1034 3a IMO-HaTaThIIHU 6peMeHHOCTI/I.

3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — MPOLEAYPH HA JielicTBHE MpH
CIIELIHH CJIyYau ¥ AaHTHIOTH)

He ca u3BecTHH.

3.11 CnenuajHM OrpaHUYeHHs 32 YNoTpeda U CreMaJIHU yCJIOBHS 32 yNOTpe0da, BKJIIOYUTETHO
OrpaHUYEHMS 32 YIOTPedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHHU
JIeKapCcTBeHHU NMPOIYKTH, C IieJ A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHH CpOKOBe

Hyna quu.

4. NMYHOJIOTHYHA THO®OPMAIMA

4.1 Berepunapen jiekapcTBeH aHaToMo-TepanesTu4eH ko (ATCvet Code):
QI09AAO03.

MIMyHOJIOTMYHH TPOIYKTH, UHAKTUBUPAHU BUPYCHU BAKCUHU 32 IIPACETA, BUPYC HA CBUHCKU T'PUIL.

BakcunaTa cTuMynupa akTuBeH UMyHUTET cpeiny noaoouus Ha (H1N1)pandemic09 Bupyc Ha
cBuHCKH Tpun A/Jena/VI5258/2009. Ts naaynupa HeyTpaIM3upau U HHXUOUPAIIH
XeMarjlyTHHaLuATa aHTUTeNa cpelly To3u noatun. M30poeHurte no-10ay OTTOBOPH Ha aHTHUTEINA Ca
JOKYMEHTUPAHH IIpU Ipacera 0e3 mpenazeH oT MaikaTa UMyHHUTeT. HeyTpanusupamy aHTurena B
cepyMa ce yCTaHOBSIBAT IpHU MoBe4e OT 75% 0T UMyHH3UPAaHUTE MpaceTa KbM JIeH 7 clie MbPBUYHA
MMYHH3aLKs U ce 3abpXKaT IpH rnoseye oT 75% OT npacerara B IPOAbIKEHUE Ha IOBEYE OT

3 mecena. Muxnbupamy xeMarayTHHALUATA aHTUTeNA ce ycTaHoBsBat npu 15-100% ot
MMYHHU3UpaHHUTE MpaceTa KbM JIeH 7 cliell TbpPBHYHA UMYHH3aIYs 1 W34e3BaT pH MMOBEYETO )KUBOTHU
B pamMkuTe Ha 1 10 4 ceAMUIIN MO-KHCHO.

EdukacHocTTa Ha BakcHHATa € MPOyYeHa MPH MIPOYUYBAHUS C J1a0OpaTopHa CTUMYJIAIHS Py IpaceTa
0e3 mpeajeHy OT MaiKaTa aHTHTENA U € JIOKa3aHa 3a CIIeIHUTE IIIaMOBe:

FLUAV/Hamburg/NY 1580/2009(HIN1)pdm09 (qoBemku mponsxon),
FLUAV/swine/Schallern/IDT19989/2014 (HIN1)pdmO09 (cBUHCKH TPOU3X01) U
FLUAV/sw/Teo(Spain)/AR641/2016 (HIN1)pdmO09 (cBuHCKHU mpou3xoxn).

5. PAPMANEBTUYHU JAHHU

5.1 OCHOBHHM HECHLBMECTHMOCTH



He cmecBaiiTe ¢ aApyr BeTepuHapEH JEKapCTBEH MPOIYKT.
5.2 Cpoxk Ha rogHoCT

Cpok Ha roZJHOCT Ha KpaiHusl BeTepUHAapEH JIEKapCTBEH NPOIYKT: 2 TOAUHMU.
Cpok Ha rOZHOCT cliel MbPBO OTBapsAHe Ha ¢uakona: 10 yaca.

5.3 Chenuananm ycaoBHs 32 CbXpaHeHHe
[a ce cpxpansBa B xnagunHuk (2 °C — 8 °C).
[a ce masu ot 3amMpb3BaHe.

)la CC Inasu (i)HaKOHa BBB BbHIIHATAa KAPTOHCHA OINMaKOBKaA C LCJI IMPEAIIa3BaHe OT CBCTJIMHA.

5.4 Bwuau cbCTaB Ha MBPBHYHATA ONMAKOBKA

PET ¢uakon: (hnaxon 25 ml ot monmetmiieH Tepedranar (polyethylene terephthalate - PET)
thnaxon 50 ml or PET
LDPE Oytunku: oyrmika 50 ml ot monuermien ¢ aucka mwrbTHOCT (LDPE)

CrbkiieHd GIakoHW:  CTHKICHHU (uakoHu 25 ml, cThkiI0 THII |

3amymanka: 3amymanku ot 6poMOyTHIOBa TyMa
Kamauku: ANyMUHUECBY Kanlauku ¢ (IaHel]

PasMepu onakoBKu::

Kapronena kytus ¢ 1 PET daakon ot 25 g03u (25 ml) mu 50 go3u (50 ml) ¢ rymeHa 3amymiajika u
Karauka c pranerr.

Kapronena xytus ¢ | LDPE Oytunka ot 25 no3u (25 ml) wnu 50 go3u (50 ml) ¢ rymena 3amymanka u
Kamadka ¢ (piaserr.

Kapronena xkytus ¢ 1 cTbkiieH ¢urakoH ot 25 1o3u (25 ml) ¢ rymMena 3amyinaika ¥ Karmaduka ¢ (aHerl.

He Bcwuku pa3mepu Ha oImakoBKaTa MOTaT Aa OBJAT MpeiaraHy Ha ma3apa.
5.5 ChoenuajJHU MepKH 32 YHULI0:KABAHE HA HEM3MOJI3BAHHU NPOAYKTH WM OCTATHUHU OT TAX

BerepunapHuTe JeKapCTBEHHU MPOIYKTH HE TPSOBa 1a ObIaT N3XBBPJISHU YPe3 OTIIaIHU BOIU MU
OMTOBHU OTMAIBIIN.

M3nosn3BaiiTe mporpaMu 3a BpbIIAHE NIPU YHUILIOKABAHETO HA HEU3IIOI3BAaHNU BETEPUHAPHU
JIEKAPCTBEHHU ITPOIYKTH WIHA OCTATBLM OT TSIX B ChOTBETCTBUE C M3UCKBAHUATA HA MECTHOTO
3aKOHO/ATENICTBO ¥ C BCHYKH HAIIMOHATHHU CUCTEMH 33 ChOUpaHe, MPUI0KUMH 32 ChOTBETHUS
BETEPUHAPEH JIEKAPCTBEH MPOIYKT.

6. HNME HA ITIPUTE/KATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Ceva Santé Animale

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

EU/2/17/209/001-005

8. JATA HA I'bPBOTO U3JIABAHE HA PASPEHIEHHUETO 3A ThbPI'OBUS



JlaTa Ha TBPBOTO M3/1aBaHE Ha pa3pelIeHUETOo 3a Thproeus: 17/05/2017
9. JIATA HA IOCJIETHATA PEJJAKIIUS HA KPATKATA XAPAKTEPUCTUKA HA
MPOAYKTA

{JU/MM/TTIT}

10. KJIACHP®PUKAIIUA HA BETEPUHAPHUTE JEKAPCTBEHU ITPOAYKTHU
Ja ce oTIIycka caMo I10 JIEKapCKO MPEIIUCAHHE.

ITonpoOHa nH(pOpMaNKs 3a TO3H BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHTE B Oa3ara
nmaaHu Ha Chro3a otHocHO npoaykruTte (https://medicines.health.europa.eu/veterinary).



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

MNPUJIOKEHUE 11
APYI'U YCJIIOBUSA U UBNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUS

Hama



IPUJIOKEHUE III

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Kapronena kytus 3a 25 ml, 50 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITIPOAYKT

RESPIPORC FLUpan HIN1 uHXeKITHOHHA CYCTICH3US

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Besika mo3a ot 1 ml ceappika:
WuaktuBupan influenza A Bupyc/doBeIIKu
Iam: A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU!

'HU — xemariiy THHUpAIK €THHUIIN.

‘ 3. PABMEP HA OITAKOBKATA

25 ml (25 no3m)
50 ml (50 mo3m)

‘ 4. BUJIOBE )KNBOTHMU, 3A KOUTO E INIPETHA3ZHAYEH BJIII

IIpacera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHHN HA ITPUJIIOKEHUE

WHTpaMyCKyIIHO MIPHIIOKEHHE.

7. KAPEHTHUM CPOKOBE

KapenTeH cpok: HyJia JHU.

| 8. CPOK HA TOJIHOCT

Exp. {mm/rrrIT}

Cren oTBapsiHE M3MO3BaTe B pamkute Ha 10 gaca.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja ce ma3u oT 3aMpb3BaHe.
Ha ce mas3u oT cBeTIUHA.

10



10. HAJAINUCHT ,,IPEJIN YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.

‘ 11. HAJIIUCDHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA”

Camo 3a BCTCPUHAPHOMCANIIMHCKA y1'IOTpC6a.

12. HAJIMNUCHT “JIA CE CbXPAHSIBA JIAJIEY OT TOTJIEJA U HA HEJJOCTBITHA
3A JIEIJA MECTA”

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

‘ 13. HWME HA IIPUTEXXATEJISI HA PASPEIIEHUME 3A ThbPI'OBUS

Ceva Santé Animale

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

EU/2/17/209/001 (25 no3u PET daakomn)
EU/2/17/209/002 (50 no3u PET ¢nakon)
EU/2/17/209/003 (25 no3u cTBKIIEH (IIaKoH)
EU/2/17/209/004 (25 no3u LDPE OyTuika)
EU/2/17/209/005 (50 no3u LDPE 6yTtunka

‘ 15. NMAPTHUJAEH HOMEP

Lot {Homep}

11



NHOOPMAIUSA, KOATO TPABBA 1A BBJIE U3IIMCAHA BbPXY ITBPBUYHATA
OITAKOBKA

®daakoH ot 50 ml

1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

RESPIPORC FLUpan HIN1 uHXeKITHOHHA CYCTICH3HUS 3a IpaceTa

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

WnaxtuBupan influenza A Bupyc/dosenky, mam A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU

‘ 3. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

[Ipacera.

‘ 4. HAYUHUA HA ITPUJIOKEHUE

ILM.

‘ 5. KAPEHTHUM CPOKOBE

KapenTeHn cpok: HyJa JHU.

| 6. CPOK HA TOJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsHe U3NON3BaiiTe B pamkute Ha 10 gaca.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CBXPAHEHUE

Ha ce cbxpaHsiBa B XJIaJUITHUK.
Ja ce ma3u oT 3aMpb3BaHe.
Jla ce ma3u oT CBETJIMHA.

‘ 8. NME HA IIPUTEXKXATEJIS HA PASPEIHIEHUE 3A THhPTOBUSA

Ceva Santé Animale

‘ 9. NAPTUJIEH HOMEP

Lot {Homep}

12



MHUHUMYM UHO®OPMAILIUA, KOATO TPABBA JA BBJAE U3IIMCAHA BBPXY
MAJIKH OITAKOBKMU BJIII, KOUTO CBABPKAT EAJUHUYHA JO3A

®daakonu ot 25 ml

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

RESPIPORC FLUpan HINI1

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

WnaxtuBupan influenza A Bupyc/dosemku, mam A/Jena/VI5258/2009(HIN1)pdm09: > 16HU

‘ 3. NAPTUJIEH HOMEP

Lot {nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rrrIT}

Crnen oTBapsHe U3NON3BaiiTe B pamkute Ha 10 gaca.

13



B. JUCTOBKA

14



JINCTOBKA:

1. HaumeHoBaHHe HA BeTepHUHAPHHS JIEKAPCTBEH NMPOAYKT

RESPIPORC FLUpan HIN1 unxekunoHHa cycleH3Hs 3a Ipacera

2% CbcraB

Besika no3a ot 1 ml chabpika:

AKTHBHO BellIECTBO:

WuaktuBupasn Influenza A Bupyc/4oBemiku

lam:  A/Jena/VI5258/2009(HIN1)pdm09 > 16 HU!

' HU — xeMarJiy TMHUpALIU €MHULIH.

AJUKYBaHT:
Kap6omep 971P NF 2 mg

IlomomuHu BemecTBa:
Tuomepcan 0,1 mg

BI/ICTpa [0 JICKO MbTHA, YCPBCHUKABA 10 6nez[0—p030Ba CyCIICH3UA.

3. Bunose :XNBOTHH, 32 KONTO e npegHazHayeH BJIII
Ilpacera.
4. IToxa3anus 3a ynorpeoda

AKTHBHa UMYHH3allMs Ha MpaceTa cie]] 8-ceIMUYHA Bb3pacT cpelly nanaeMudnus Bupyc Ha HIN1
nH(ITyeHIa ¢ 11eJ TOHWKaBaHe Ha BUPYCHOTO HAaTOBAapBaHe Ha Oemus Apo0 M eKCKpenusaTa Ha BUpYyca.

Haugano na HUMYHUTCTA: 1 ceamMuna CJICA MbPBUYIHOTO BaKCUHUPAHEC.
HpOlI’I).H)KI/ITeHHOCT Ha UMYHUTECTA: 3 MEcCeCla CJICa MbPBUYHOTO BaKCUHHUPAHE.

5. IIporuBonokazanus
Hswma.
6. CnenuaJiHu mpexynpexaeHus

CrienmanHy IpeaynpesKIeHHS
Jla ce BakcMHHpAT caMO 3[IpaBH KUBOTHH.

CrernmaiaHy Ipeana3sHy MEPKHU 3a 0e30I1acHa ynoTpebda IIpyu BUAOBETE )KUBOTHH, 32 KOUTO €
npendasHauexn BJIIT:
He e npunoxxumo.

15



CrenyaiHy Mpearna3Hi MepKH, KOUTO TpsOBa Jia B3eMe JIMIETO, MPUJIAralio BeTCPUHAPHUS
JICKAPCTBCH IMPOAYKT HA XXUBOTHUTC! JIWIATA, ITpUIaraiiy BETCPUHAPHOMEANIMHCKUA ITPOAYKT Ha
KHMBOTHHUTC!

HpI/I cnyqaﬁHo CaMOUWHKCKTHUPAHC, He3a0aBHO Aa CC MOThbpPCU MCAUIIMHCKHU CBBET, KATO HA JICKApPA CC
peaoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

CroenuanHu Opeana3sHyd MEPKH 34 3all[iTa Ha OKOJIHATA Cpefa:
He e npmiosxumo.

BDCMCHHOCT W JJaKTalusg:
Moke Ja 6’]::)_'[6 HM3IIOJI3BAaH IO BpEMC Ha 6peMeHHOCT A0 TpU CSAMUIH MMPEAN OUaKBAHOTO OIpaCBaHC U
I10 BPpEMC Ha JIaKTalus.

BsaumoneiicTBue ¢ Apyru BETEPUHAPHU JICKAPCTBEHU IPOAYKTH U ApYyTH (DOPMHU HA B3aMMOJICHCTBHUE:!
Hsma nHanmyna nadopMmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChBMECTHOTO M3IOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHHU JeKapCTBEHU MPpoayKTH. [lopaan Tazu npudrHa, MpuiIaraHeTo Ha Ta3u
BaCKHMHA TIPEU WM CJIe] yIioTpedara Ha IpyT BETEPUHAPCH JEKAPCTBEH MPOAYKT TPSIOBaA 1a ce
MIPELeH! CTIOPEe] MHANBUIYATHHS CIydai.

IIpenosupane:
He e u3BectHo.

CrernmaiaHy orpaHrMYeHus 3a ynorpe0a U cHellMalHu VCIOBUS 3a YIIoTpeoa:
He e npunoxxnmo.

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

7/ HebsaronpusiTHu peaknmun

Bunose xuBOTHH, 3a KOUTO € ipeaHa3HaueH BJIIT: mpacera.

YecTtun OTOK B 061acTTa Ha MHXKEKTUpaHe!
(1 mo 10 ma 100 TpeTupanu INoBumaBaHe Ha TeMIepaTypara’.
KUBOTHH):

! TIpexoaen oTok 10 2 cm®, 0OT3ByuYaBa B pAMKMTE Ha 5 JTHU.
2 [IpexoHO NMOBHMIIABAaHE HA PEKTAIHATA TEMIIEPATYPA, KOETO He HaaxBhpis 2 °C, He MpoAbIKaBa
1oBeYEe OT eIMH JICH.

Cro0ImaBaneTo Ha HEOJArOMPHUATHY PEAKIUHU € BakHO. ToBa IMO3BOJIsABA HEMPEKHCHAT MOHUTOPHHT Ha
0€e30ImacHOCTTa Ha MPOAYKTa. AKO 3a0elIe/KNUTe HAKAKBH HEOIATONPUATHH PEaKIMHU, BKIIFOUYMTEIHO 1
TaKWBa, KOUTO HE Ca OMMCAHHU B Ta3W JIMCTOBKA WJIH MUCITUTE, Y€ BETCPUHAPHUS JICKAPCTBEH MPOTYKT
He JIeiicTBa, CBBPIKETE Ce IHPBO ¢ Barms BeTeprHapeH jiekap. MoKeTe ChIo 1a ChoOIIaBaTe
HeGHaFOHpI/IHTHI/I peaKHI/II/I Ha HpI/ITe)KaTe.HSI Ha paspemeHHeTo 3a 'I"prOBI/ISI, KaTO U3II0JI3BATC JAHHUTEC
3a KOHTaKT B Kpas Ha Ta3W JINCTOBKA WK upe3 Bariata HarpioHamHa cucTemMa 3a choOIIaBaHe:
https://kvmp.bfsa.bg.

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

3a HHTPaMyCKYJTHO MIPHUIOKEHHE.

IIpacenmna:
2 WHKEKTUPaHHU 10 enHa 103a (1 ml) oT BB3pact 56 qHU, ¢ HHTEPBAJ OT 3 CEAMUITA MEXKIY

HNHXKXCKIITUUTC.
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He e npoydeHa edukacHOCTTa Ha peBaKCHHUPAHETO U IO Ta3u MPUYMHA HE ce Mpejyiara cxema 3a
pEeBaKCHHAIIHS.

ITonyuenuTe OT MalikaTa aHTUTENA MPU IIpaceHIia B3aumoeictear ¢ Meauupanns oT RESPIPORC
FLUpan HIN1 umynuret. Haif-o01m10 nonyyeHuTe OT Maiikata aHTUTENa, KOUTO ca HHAYLMPAHU OT
BaKCHUHALMATA, IPUCHCTBAT 3a IEPUOJL OT OKOJIO 5-8 CeAMUIIM CIIE]] Pa’KAAHETO.

B cnyuan Ha ekcrio3uIysi HA CBUHETE C AHTUTCHH (HJTU OT MOJICBH MH(EKIIUU U/WITH BAKCUHAITHS )
aHTHUTEJaTa, KOUTO Ce MpeaaBaT Ha IpaceHIaTa MoraT J1a B3anMOIEHCTBAT ¢ aKTUBHATA MMYHHU3AIINS
KbM 12-cenmMuyHa BB3pacT. B TakuBa cirydau mpaceHmnara TpsoBa 1a 6b1aT BAKCHHUPAHU CIIE]]
12-ceqMuyHa BB3pacT.

CBuHe Mailku:
IIspBrYHA BakCHHANNSL: 2 HHXKEKTHPAHUS C 110 eaHa mo3a (1 ml) ¢ uHTepBai OT 3 CeaMUIT MEKITY
WH)KEKTHPAHUATA U 10 3 CEIMUITN MPEAN OYaKBAHOTO OIPACBAHE WIIH IO BPEME Ha JIAKTAIIS.

E(I)I/IKaCHOCTTa Ha p€BaKCHHaIUATA C €AHOKpaTHA 103a HE € U3CJIC/IBaHa 1 CJICI0BATCIIHO HE CC
nmpeajara cxema 3a p€BakCuHalus ¢ €IHOKpaTHa 1034 3a IMO-HaTaThIIHU 6peMeHHOCTI/I.

9. CbBeTH 32 IPaBUJIHOTO NMPUJIATaHe HA MPOAYKTA

Hama.

10. KapenTHu cpokxoBe

Hyna quu.

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

Ha ce cexpanssa B xnamuiauK (2 °C — 8 °C).
Jla ce masu ot 3aMpb3BaHe.
Jla ce chxpaHsiBa BbB BHHIIIHATA KAPTOHEHA OMAKOBKA C IIeJT peia3BaHe OT CBETIHHA.

2121 HE C€ U3II0JI3Ba TO3M BETCPUHAPCH JICKAPCTBEH IMMPOAYKT CJICA U3THUYAHE CPOKa Ha IT'OJHOCT,
IMOCOYCH BBHPXY €CTUKETA U KapTOHA CJICH ,, EXp . CpOK’LT Ha rOJAHOCT OTTOBaps HAa NOCJICAHUA NICH OT
TO3U MECCII.

Cpok Ha TOJHOCT ciIe IbPBO OTBApSIHE HA TbpBUYHATA onakoBka: 10 Jaca.
12. CrenmaJTHu Npeana3Hl MEPKH IPH YHHUIIIOKABaHe

BeTCpI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’LZ[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

W3nomnsBaiiTe mporpaMu 3a BphIIaHe IPH YHALIOKABAHETO HA HEM3ITOJI3BAHN BETEPUHAPHH JIEKAPCTBEHH
MPOIYKTU MM OCTATBLM OT TSIX B ChOTBETCTBUE C M3UCKBAHUITA HA MECTHOTO 3aKOHOJJATEJICTBO U C
BCHUYKH MPUIOKUMH HAIIMOHAIHU CHCTEMH 32 ChbOupaHe. Te3n MepKH Iie IIOMOTHAT 3a Olla3BaHe Ha
OKOJTHAaTa Cpefa.

ITonwuraiite Bamus BeTeprHapeH ekap Kak Ja YHUIOKUTE HEHYKHU BETEpUHAPHU JIEKAPCTBEHH
IIPOYKTH.
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13. Kuaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IO JICKAPCKO IMPCAINMUCAaHnC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKHU
Paspermienne 3a Teprosus Ne EU/2/17/209/001-005.

Pasmepu onakoBkH:

Kapronena kytus ¢ 1 duakon ot noaueruieH tepedriaar (PET) ¢ 25 go3u (25 ml) wiu 50 mo3u

(50 ml) c rymena 3amymianka u Kanadka c (iaaHen.

Kapronena xytus ¢ 1 Oytuinka ot nonuetuieH ¢ Hucka mrsTHOCcT (LDPE) ¢ 25 no3u (25 ml) nnn

50 mo3u (50 ml) ¢ rymeHa 3amyiiaiaka ¥ Karmadka ¢ QJiaHerl.

Kapronena xkytus ¢ 1 cTbkiieH ¢uakoH ¢ 25 g03u (25 ml) ¢ ryMeHa 3amyIiajika U Kanadka ¢ ¢JiaHel.

He Bcwuku pa3mepu Ha OoImakoBKaTa MOTaT Aa ObJaT MpejiaraHy Ha ma3apa.

15. JlaTa Ha mocJjiefHATa pefaKIUs HA TEKCTA

{A/MM/TTTT}

[MonpoOHa nHbopMaIs 3a TO3M BeTepUHAPEH JEKapCTBEH MPOAYKT MOXKE Jia HaMepuTe B 0a3ara
nmanHu Ha Chro3a orHocHO npoaykruTe (https://medicines.health.europa.eu/veterinary).

16. JlanHu 32 Bpb3Ka

IIpurexaren Ha pa3pellleHUETO 3a ThPrOBUsL M IAHHU 34 BPH3Ka 33 CHOOIIAaBaHe Ha IIPEAIIOIaracMu
HEOJIarONpUITHHA PEAKIIUHN:

Ceva Santé Animale

10 av. de La Ballastiére

33500 Libourne

France

Ten.: 00 800 3522 11 51

E-mail: pharmacovigilance@ceva.com

[Ipou3BoUTE, OTTOBAPSIIIL 32 OCBOOOKTABAHETO HA MTAPTUIH:
IDT Biologika GmbH

Am Pharmapark

06861 Dessau-Rosslau

Germany

Ceva-Phylaxia Veterinary Biologicals Co. Ltd.
Szallas u. 5.

1107 Budapest

Hungary

17. JdombjaHuTteaHa HH(OpMAIUS

BakcunaTa ctTuMynupa akTuBeH UMyHUTET cpelny noaoonus Ha (HIN1)pandemic09 Bupyc Ha
cBuHCKH rpun A/Jena/VI5258/2009. Tst unaynmpa HeyTpalIu3upalv 1 HHXUOUPAIIT
XeMarJlyTHHaLUATa aHTUTeNa cpelly To3u noatuin. M30poeHure no-101y OTTOBOPU Ha aHTUTENA ca
JOKYMEHTUPAHH IIpHU IpaceTta 0e3 mpenazeH oT MaiikaTa MMyHHUTeT. HeyTpanusupamy aHTuTena B
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cepyMa ce yCTaHOBSBAT IIpU MoBede oT 75% 0T UMyHHU3UpAaHUTE IIpaceTa KbM JIeH 7 cllel IbpBUYHA
UMYHH3alKs U ce 3abpXKaT IpH 1noseue oT 75% oT npacerara B IPOAbIKEHUE HAa IOBEYE OT

3 Mecena. Muxubupamy xeMarayTHHaLUATa aHTUTeNA ce ycTaHoBsBat npu 15-100% ot
UMYHH3HUpaHUTE IIpaceTa KbM JI€H 7 Clie IbPBUYHA MMYHH3ALMsl U U34€3BaT PU MOBEYETO )KUBOTHH
B pamMKHTe Ha 1 110 4 ceaAMUIIN MO-KHCHO.

EdukacHocTTa Ha BakcHHaTa € pOydYeHa MpU MPOYYBaHHS ¢ JTa0OpaTOpHA CTUMYJIAIHS IIPH IIpaceTa
0e3 npenasieHu OT MaiKaTa aHTUTENA U € JJOKa3aHa 3a CJICJHUTE IaMOBE;

FLUAV/Hamburg/NY 1580/2009(HIN1)pdm09 (uoBerku npousxon),
FLUAV/swine/Schallern/IDT19989/2014 (HIN1)pdmO09 (cBuHCKH ITpou3Xx0n) U
FLUAV/sw/Teo(Spain)/AR641/2016 (HIN1)pdmO9 (cBUHCKHU mpou3xon).
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