INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT
VAXXON ND CLONE nuodunuzat u pa3TBOpUTEN 38 OUHOHA3AJIHA CYCIICH3U 32 IJIeTa
VAXXON ND CLONE nuo¢dunm3ar 3a O4HOHA3aIHa CYCIICH3HUs 3a MIeTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika m03a OT peKOHCTHTyHpaHaTa BaKCHHA ChIbpXKa:

AKTHBHO BeleCTBO:

Bupyc Ha Hrokscwicka 6onect, mam Clone, sxuB areHronpan: 6.0-7.5 logio ELDso*

*ELDso: netamua mo3a 3a emopuoH 50%

IlomoumHu BemecTBa:

KadecTBeH CbCTaB Ha MOMOIIHUTE
BelIECTBA U IPYIruTe CbCTABKH

JIuopuanzar

Copbuton

Kenatun

I'paxos npotenn GT plus

JunaTtpueB BomopozaeH dochaTeH
JTUXUIPAT

PazTBopuTesn (3a n3moJsI3BaHe camo 3a
KAaNKH 32 04H)

Patent Blue V (E131)

BO,Z[a 3a HHXKCKIIUHU

Jlmopumnmsar: 6ee3HNKaB XOMOTCHEH.

Pa3TBOpI/IT€J'I2 IMpO3pavucH CUH Pa3TBOP.

3. KIIMHNYHA UTHOOPMAIIUA

3.1 Bupaose :KMBOTHH, 32 KOUTO e npeaHaznayed BJIII

ITunera

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J }KMBOTHH, 32 KOWTO e NpeJHAa3HAYEH NMPOAYKTHT
3a akTMBHATa MMYHHW3aIMs Ha nuiieta (Opoinepu, ObAeHIM HOCAUYKU M PAa3ILIOHH )KUBOTHH) OT
€HOJHEBHA BH3pacT 3a HaMaJIIBaHE Ha CMBPTHOCTTA M KIIMHUYHUTE MPU3HAIM Ha 32005 BaHe,
Npeau3BUKaHO OT HHQeKnus ¢ BUpyc Ha Hroksackiacka 6omecT.

Hauano Ha umyHuTeTa: 3 CEAMUIIN CIIe]] BAKCUHAIIUSATA

Bpemerpaene Ha umynuterta: 8 cenmunu (Opoitnepu) u 10 cenmunm (ObaeIIN HOCAYKU U PASIIOAHN
’KHBOTHH )

3.3 IIporuBomokaszanus

Hsawma.



3.4 ChoeumnajHu mpeaynpeskIeHus

Jla ce BakCHMHUpAT caMo 3/[paBH KUBOTHHU.

Maifauaute aatutena (MDA) MoraT 3HAYHTETHO /1a TIOTIpedaT Ha Pa3BUTHETO HA AKTHBEH UMYHUTET.
3.5 CroeuuajHu npeana3sHu MepKH NMpu ynorpeda

CrielmaiHy Ipena3Hu MEepKH 3a 6e30omacHa ynorpeda npu BUJIOBETE dKUBOTHH, 32 KOUTO €
npeanaszHadyed BJIIT:

BakcunupanuTe muiera Morar Jja OTAEISIT BaKCHHAIHHA IIaM 10 Hai-Manko 14 qau cien
BaKCHHAIMATA. BakCMHATHUTE IIIaMOBE MOTaT J]a Ce MPEHACST IMPU HEBAKCHHUPAHUTE TTHIICTA.
[IpenacsiHeTO HEe MHIYIMPA KIMHAYHA TTPU3HAIN Ha 3a00JIIBAHETO, HO MOXKE J1a JIOBEJIE 110
cepokonBepcus. CrieaIHA TIPEeAa3Hu MEpKH TPpsIOBa J1a ObIaT B3€TH, 3a Ja ce n30erHe MPEeHACSTHETO
Ha BaKCHHAIHUS I1aM KbM JIPYTH Bb3MPUEMUNBU ITHYH BHIIOBE.

CHGHI/IaHHI/I opearna3Hu MEPKU, KOUTO TDSI6Ba Ja B3E€MC JIMIICTO, ITPpUJIaramnio BETCpUuHApPHUA
JIEKapCTBEH NPOAYKT Ha KUBOTHUTE:

Bakcunara Moxke J1a mpeIu3BUKa JEK KOHIOHKTUBUT Ipu Xopata. MHANBUAYyaIHO MpeAna3HO
o0opyBaHe, ChCTOSIIO CE OT PHKABUIIM U OYHJIA / IIUTOBE 3a JIUIIE, TPSOBA J]a C& HOCH, KOTaTo Ce
paboTu ¢ BeTeprUHAPHUS JIEKAPCTBEH MPOAYKT. MuiiTe 1 Ae3nH(EKITNPaNTe PHIETE CH CICT
MpUJIaraHe Ha BaKCHUHATA.

BakcuHamHUAT 1I1aM MOXe 1a 0b/Ie YyCTaHOBEH B OKOJHaTa cpena a0 14 gau. Jluma, o0cmyxBariu
BaKCHMHHPAHU NUJIETA, Tp516Ba Jia cra3BaTt CJICAHUTE OCHOBHU XUTUCHHU ITPUHIUITNA (CMHHa Ha
00JIEKJIOTO, IOCTaBsSHE HAa PHKABUIIM, IOYNCTBAHE U JIe3WH(EKIHUI HAa O0YBKHUTE) U J1a pabOTAT
BHUMATEITHO P ChOMpaHe HA OTHAABIUTE OT )KUBOTHUTE M MOCTENATA HA HACKOPO BAKCHHUPAHUTE
nuJiera.

CrenyanHy OpeAna3sHyd MEPKH 3a 3aliuTa Ha OKOJIHATa Cpesia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peakuun

IMunera (Opoiinepu, ObACIIM HOCAUKH U PA3ILIOIHH KUBOTHH)

MHOTro 4ecTu Kanmma'2

(> 1 sxuBoTHO / 10 TpeTHpaHH KUBOTHH): HaMaieHa akTHBHOCT'

Knartene Ha rinaBaTa'”

Yectn Paspomenu nepa'?
(1 mo 10 sxuBoTHM / 100 TpeTupaHu

[Monuxken Temn Ha pactexa'*
KUBOTHH):

Bykodapunreanno tpenrene'-

!Camo Gpoiinepu

’Mesx Iy IIbpBaTa U BTOpPATa CEAMMIIA CJIE] BAKCUHALMATA, 3a 1 10 4 1Hu
SMesx Iy BTOpaTa U TpeTaTa CeIMHIIA CIe] BAKCUHALUATA, 33 6 JHH
“Mesxmy BTOpaTa M ceMara CeIMHIA CJIe/l BAKCHHALUATA, 33 2 10 33 1HK
STIpe3 mbpBaTa CeAMMIA ClIe] BAKCHHALMATA 3a | Wi 2 THH.

Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIMU € BaKHO. ToBa MMO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPUHAPHUS JIeKapCTBEH MpoAyKT. ChoOIIeHHATa TPSOBa Aa c€ U3MpaIiar, 3a
MPEIOYUTAHE Ype3 BETSPUHAPECH JIeKap, WU Ha MIPUTEKATEIs Ha Pa3pellicHUETO 32 ThProBUs, UK Ha
HAI[MOHAHHS KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMA 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAHHH 32 BPh3Ka BUXKTE ChIIO JIMCTOBKATA.



3.7 ¥Ynorpeb6a no BpeMe Ha OPeMEHHOCT, JJAKTAIMS WM sIHIleHOCEHe
Be3onacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOYKT HE € TOKa3aHa 1Mo BpeMe Ha SHUICHOCCHE.

3.8 B3zaumopneiicTBHe ¢ IPyru BeTEPUHAPHHU JeKAPCTBEHH NMPOAYKTH U APYru GpopmMu Ha
B3auMo/elicTBUE

Hsma manngna nHGOpManns 3a 6€30MacHOCTTa M €UKACHOCTTa OT ChBMECTHOTO M3II0JI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEpPUHAPHHU JIEKapCTBEHHU NMpoaykTH. [lopaam Tazu npudrHa, IpuiIaraHeTo Ha Ta3n
BaKCMHA MPEAM WM ciiell ynoTpedara Ha APYT BeTEpUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce
MIPELIEHN CIOpe] MHANBUIYATHHS CIydail.

3.9 HavuH Ha NpPUJIOKEHNE U J03MPOBKA

[Ipunoxere 1 no3a oT pa3TBOpeHaTa BaKCUHA upe3 Ipy0 clipeill Wiy upes3 Kalka 3a O4d Ha IIMJIeTa OT
1-nHEBHA BB3pAacT.

IIpunarase ¢ kamnka 3a o4u

PexoncTuTyupaiite ¢uiakoHa ¢ BakcuHata, chabpikar 1000 gosu, B 30 ml VAXXON SOLVENT,
JOCTaBeH 3a ynorpeda ¢ mpoaykra. Pazknarere cycnensusta. CBbpikeTe KalkoMepa, J0CTaBeH 3a
ynoTpeba ¢ mpoaykTa u npuioxere enHa kamka (0,03 ml) B eqna Ho3apa WM €JHO OKO. YBepeTe ce,
ye KalkaTa € IperibTHaTa, [IpeJu Ja 0CBOOOANUTE NITHLIATA.

BroHIeH By ciie] pEeKOHCTUTYHUPaHE: MPO3pavdeH CUH Pa3TBOP

IIpunarane ¢ rpy0 cupeit

Bakcunata Moxe Aa ce mpuiara ype3 Ipy0 cipei ¢ moMoIITa Ha MoAXOISII0 YCTpOoicTBO. BrkTe
MHCTPYKUUHUTE Ha MPOU3BOAMTEINSI OTHOCHO A€3MH(EKIHA U MOAAPHKKA Ha YyCTPOMCTBOTO.
YcTpoHcTBOTO 32 cripeid TpsibBa Aa JocTaBs Kanka ¢ pazmep Haii-manko 100-150 mukpomertpa.
PexoncTutynpaiite muodmimsara ¢ Boja ¢ 100po KadecTBO (HaIp. 0€3 XJIop W/ Ae3nH(DEKTaHTH).
W3mepere npaBuinHusa 00eM BoJa, Taka 4e BCAKA ITHLA Ja ITOJyYH €IHa 103a OT BakcuHarta. Tosa
3aBHUCH OT M3II0JI3BAHOTO YCTPOMCTBO U OpOs HAa NTULMTE, KOUTO TPsiOBa 1a ObaT BAKCUHUPAHHU.

Broaiien BUI CJIC PCKOHCTUTYHPAHC: IPO3PAYCH KBJITCHUKAB Pa3TBOP

3.10 CumnToMu Ha npexo3upaHe (M KOraTo € MPUI0KHUMO — MPOLEAYPH HA JieiicTBHE MpH
CTIENIHH CAyYau ¥ AaHTHIO0TH)

Kamnsae, 6ykodapuHreamHo TpenTeHe, CEKpeT OT HOca, KJIATeHEe Ha TiIaBaTa WIN AUCITHES MOXe J1a
ce Ha0JIro/1aBaT MEX/Ty €1Ha U JIBE CEAMMIIU CJie]] nmpuwiaraneto Ha 10-kpatHa cBpbx03a. Te3n
CUMITOMH M34€3BaT CJe]l BTopaTa CeAMMIIA CJIe]] BAKCUHAIUATA 0€3 IOMBIHUTEIHO JICUCHHE.

3.11 CneunuajHM OTpaHUYeHHs 32 yNoTpeda U creMaJIHU yCJIOBHUS 32 yNOTpe0da, BKJIIOYHATETHO
OrpaHNYeHMs 32 ynHoTped6aTa Ha AaHTUMHMKPOOHH M NPOTHBONAPA3NTHU BeTePUHAPHH
JIEKAPCTBEHH NPOAYKTH, € 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

Bcesixo nune, koeTo Bb3HaMepsBa Aa IPOU3BEXkK A, BHACH, IPUTEkKaBa, pa3lpoCTpaHsIBa, IPo/1aBa,
cHa0zsBa ¥ ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT, TPsIOBa IBPBO /1a Ce KOHCYJITHpA C
KOMIIETCHTHUTE BJIACTH Ha ChOTBETHATA JbPKaBa WIEHKA OTHOCHO JIeiCTBAINTE BaKCUHALIMOHHU
HOJIUTUKY, KaTO TE3U JEHHOCTH MOTraT Ja ObJaT 3a0paHeH! B Jbp)KaBa WiICHKA Ha IsU1aTa WIK YacT OT
HeHaTa TepUTOPHUS, B ChOTBETCTBUE C HALIMOHAIIHOTO 3aKOHOAATEICTBO.

To3u MMPOAYKT MOIJIC)KU Ha OCB060)KZ[aBaHe Ha MapTUAUTE OT O(i)I/ILII/Ia.TIHI/ISI KOHTPOJICH OpTaH.

3.12 KapeHTHHU cpoKoBe



Hyna quu.

4. NUMYHOJOTI'NYHA UH®OPMALUA
4.1 BerepuHapeH JiekapcTBeH aHaToMo-TepaneBTu4eH koja (ATCvet code): QI01ADO0O6

3a cTuMynMpaHe Ha aKTUBHUS UMYHHUTET Ha TIJIETa OT €IHOJHEBHA Bb3PACT CPEIly BUpyca Ha
Hroksichiicka 6onect. BakcuHaTa chiibpika sxuB aTeHtoupaH mam Clone Ha Bupyc Ha Hiokschiicka
Oomecr.

5. DAPMAIIEBTUYHU JAHHU
5.1 OCHOBHHM HECHLBMECTHMOCTH

He cmecBaiite ¢ apyr BeTepruHapeH JeKapcTBEH NPOIYKT, OCBEH Pa3TBOPUTENS, JOCTABEH 3a yHOTpeba
C BETepUHAPHUS JIEKAPCTBEH MPOAYKT (KamKH 33 O4H).

5.2 Cpoxk Ha rogHOCT

Cpok Ha TOJHOCT Ha KpailHUs BeTEpUHAPEH JIEKapCTBEH MPOIYKT: 2 TOANHU
Cpok Ha FOZHOCT CJIel PeKOHCTUTYUPAHE B CbOTBETCTBHE C MHCTPYKIUUTE: 4 yaca
Cpok Ha FOJHOCT Ha Pa3TBOPUTENS: 5 TOAUHU

5.3 Chenuananm yci10BHA 32 CbXpaHeHHe

JIlnodpunusar:

Ja ce cpxpansBa 1 TpaHCIIOpTHpa B oxJaaeHo cserosaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

Jla ce ma3u oT CBETJIMHA.

PasrBopuren:
[a ce cpxpansBa npu tTemneparypa nog 25 °C.
Jla He ce 3ampa3siBa.

5.4 Bwuau cbcTaB Ha MBPBHYHATA ONMAKOBKA

Jlmodmnmzar:

Tun I crekien ¢uakon, ceabpkamr 1000, 2000 unn 2500 mo3u. PnakoHBT € 3aTBOPEH C T'yMEHa
3amymIajgka ¥ alTfyMUHHEBa Kanayka.

PaszTBopuren:
[MonmuerunenoBa OyTwika, chabpkama 30 ml. drakoHBT € 3aTBOpEH C TyMEHA 3amlylialika

ATYMHWHHUEBA KalladyKa.

OnakoBka:

Kapronena kytus, cpabprxaina 10 ¢guakona ot 1000 no3u auoduan3aT 1 KapToHEHA Ky THS,
chabspikaiia 10 oytunku ot 30 ml VAXXON SOLVENT u 10 xankomepa.

Kapronena xyrtus, ceappxaiia 10 ¢pnakona ot 1000 no3u nuodunmsar.

Kapronena xyrtus, ceappkama 10 gpnakona ot 2000 no3u nuodunmsar.

Kapronena kytus, cpabpxaia 10 ¢uakona ot 2500 no3u auoduiIn3ar.

He Bcuukn PpasMEpu Ha OIMAaKOBKATa MOrat Ja 6’B,Z[aT npeajiaranv Ha masapa.

5.5 Cnelmamm MEPKH 32 YHUIIOKABAHC HA HEU3IMOJA3BAHU MPOAYKTH UJIH OCTATHIHU OT THX



BerepunapHuTe JCKapCTBEHU MPOIYKTH HE TPsOBa 1a ObIaT N3XBBP/ISHHU Ype3 OTIIaHH BOIH MU
OUTOBHU OTIIAIBIIH.

W3nomspaiite IporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3NOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU IMPOAYKTH UJIX OCTATHIHN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO

3aKOHOAATCJICTBO M C BCHMYKH HallMOHAJITHU CUCTEMU 3a C'b6I/IpaHe, IIPUIIOKHUMU 32 CHbOTBETHHU A
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

6. NME HA IIPUTEKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

1Z0O S.r.1. a socio unico

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

EU/2/24/326/001-004

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

22/11/2024

9.  JIATA HA IOCJEJIHATA PEJAKLUSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJYKTA

10. KIJACH®UKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHU TPOJAYKTHU
Jla ce oTIycka caMo MO JIEKapcKO MpeIucaHue.

[Moapo6Ha nHpOpMAaIKs 32 TO3U BEeTEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKE J1a HAMEpUTE B Oa3ara JaHHH
Ha Cbro3a oTHOCHO nponykTute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE IT

APYI'U YCJIOBUA U U3BNUCKBAHUS KbM PASPEIIEHUETO 3A ThbPT'OBUA

Hsama



ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A.ETUKETH



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIITHATA OITAKOBKA

Kapronena kyrust (1nopuiansar)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VAXXON ND CLONE nuno¢unusat 3a o4HO-Ha3alHa CyCIeH3Hs 3a IHJIeTa

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

2Kug arenronpan mam Clone Ha Bupyc Ha Hroxsiceiacka 6onect (NDV): 6.0-7.5 logio ELDso Ha no3a

3. PABMEP HA OITAKOBKATA

10 x 1000 mo3u
10 x 2000 mo3u
10 x 2500 mo3u

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

IInnera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

OuHO-HAa3aTHO

7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}
Crenn peKOHCTHTYHPAHE U3MOJI3Bal B paMKHUTE Ha 4 daca.

‘ 9. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCTIOPTHPA B OXJIQJIEHO ChCTOSHUE
Ja He ce 3ampassiBa.
Ha ce ma3u ot cBeTIMHA.

10



‘ 10. HAJAINMUCHT ,,IPEJAN YIIOTPEBA 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 ChbXpaHsBa JaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUS

Jloro Ha gupmaTa

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/24/326/001 (muodumzar: 10 daakona ot 1000 mo3u, pazrBopuren: 10 6ytuiku oT 30 ml)
EU/2/24/326/002 (muodmnmzar: 10 daakona ot 1000 mo3m)
EU/2/24/326/003 (muodmnmzar: 10 daakona ot 2000 1o3m)
EU/2/24/326/004 (muodwmmmzat: 10 durakona ot 2500 103m)

‘ 15. NMAPTHUJAEH HOMEP

Lot {Homep}

11



NHOOPMAIUSA, KOATO CE U3IIMCBA BBPXY BBbHIIITHATA OITAKOBKA

Kapronena kytust (pa3TBopuTeJt)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VAXXON SOLVENT o4HO-Ha3aJIeH pa3TBOPUTEN 3a KUBU BAaKCUHH 3a NTULU

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

‘ 3. PASMEP HA OITAKOBKATA

10 x 30 ml

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

IInnera

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYUHUA HA ITPUJIOKEHUE

OuyHO-Ha3aTHO

7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cexpansBa mpu Temrepatypa mox 25 °C.
Ha ue ce 3ampasspa.

12



‘ 10. HAJAINMUCHT ,,IPEJAN YIIOTPEBA 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 ChbXpaHsBa JaJji€d OT IIorji€aa U Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A ThPI'OBUS

Jloro Ha gupmaTa

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS HA BJIII

EU/2/24/326/001 (muodumzar: 10 dpaakona ot 1000 mo3u, pazrBopuren: 10 6ytuiku ot 30 ml)

‘ 15. MAPTUJAEH HOMEP

Lot {Homep}

13



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

ETuxer Ha ¢uiakona c auoduinusar

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

VAXXON ND CLONE

2. KOJNMYECTBO HA AKTUBHUTE BEILIECTBA

1000 no3u
2000 mo3mu
2500 mo3m
NDV 26,0 logio ELDso Ha no3a

‘ 3. ITAPTUJIEH HOMEP

Lot {Homep}

‘ 4. CPOK HA I'OJHOCT

Exp. {mMm/rrrT}
Crenn peKOHCTHTYHPAHE U3MOJI3Bal B paMKHUTE Ha 4 daca.

14



NHOOPMAILIUSA, KOATO TPABBA JJA BB/JIE N3TIMCAHA BBPXY ITBPBUYHATA
OITAKOBKA HA PASTBOPUTEJIA

ETukeT Ha MoJIMEeTHIEHOBA 6yTn.m<a

1. HNME HA PA3TBOPUTEJIA

VAXXON SOLVENT ouyHO-Ha3aJIeH pa3TBOPHUTEI 32 KUBU BAKCUHU 3a TITHITH
30 ml

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

‘ 3. HAYUHM) HA ITPUJIOKEHUE

[Ipenu ynotpeba mpoyerere INCTOBKATA

‘ 4. CPOK HA T'OJHOCT

Exp. {mMm/rrrT}

‘ S. CIHEHUAJIHHA YCJIIOBUA 3A CbXPAHEHUE

[a ce cpxpansBa npu Temneparypa nog 25 °C

‘ 6. NME HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA

Jloro Ha upmara.

‘ 7. NAPTUJAEH HOMEP

Lot {nomep}
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B. JUCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

VAXXON ND CLONE nuoduimmzar 3a OUHOHA3aTHA CYCIICH3HS 32 THJICTa

VAXXON ND CLONE nuodunuzat u pa3TBOpUTEN 38 OUHOHA3AJIHA CYCIICH3UsI 32 MIJIeTa
2. Cnbcras

Besika 103a OT peKOHCTUTYHpaHaTa BAKCHHA ChIIbpiKa:

AKTHBHO BelleCTBO:

Bupyc Ha Hroksacsiicka 6onecr, mam Clone, xuB ateHtonpas: 6.0-7.5 logio ELDso*

*ELDso: netanmHa 1o3a 3a eMopuoH 50%

JImodpunmsar: 6ee3HNKaB XOMOTCHEH.
PastBopuTen: mpo3payeH CHH pa3TBOP.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnavyen BJIII
ITunera
4. Iloka3anus 3a ynorpeda

3a akTUBHATAa UMYyHH3AIMs Ha TiieTa (Opoinepr, ObISITN HOCAYKN U PA3IUIOAHH JKUBOTHH) OT
€JIHOJHEBHA BH3PaCT 32 HAMAIIIBaHE HAa CMBPTHOCTTA M KIIMHUYHUTE MPU3HAIM Ha 3a00JsIBaHE,
MPEIM3BUKAHO OT MHQEKIMATa ¢ BUpyC Ha Hioksichiacka OoiecT.

Haugano Ha umyHHUTETa: 3 CEAMUITH CJIC]] BAKCHHAITHSTA
Bpemetpaene Ha umynureta: 8 cenmuiy (Opoitnepu) u 10 ceamunu (ObAEIN HOCAYKH U Pa3ILIOHU
JKUBOTHH)

5. IIporuBonokazanus
Hswma.
6. CnenuaJiHu mpexynpexaeHus

CrienmanHy IpeaynpesKIeHHS
Jla ce BakcMHHpAT caMO 3[IpaBH KUBOTHH.

MalunHuTe aHTUTEIIA (MDA) MOraT 3HAYUTCIHO Ja IOMpeYaT Ha pa3BUTUCTO HAa AKTUBCH UMYHUTCT.

CrenuyaaHy Opeana3Hu MEPKH 3a Oe30macHa ynoTpe0a py BUIOBETE JKUBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

BakcuaupaHuTe IHIIeTa MOTAT Ja OTACIIST BAKCHHATHIS IIaM JI0 Haii-Majako 14 mHu cien
BaKCHHAITMATA. BaKCHHAHUTE IIIAMOBE MOTAT JIa CE MPEHACAT IIPH HEBAaKCUHUPAHWUTE ITHAJICTA.
[IpenacsiHeTO HEe MHIYIMPA KIMHAYHY TTPU3HAIN Ha 3a00JIIBAHETO, HO MOXKE /1 JIOBEJIE 110
cepokoHBepcus. Crernuanyy mpeana3sHd Mepku TpsiOBa 1a ObJIaT B3€TH, 3a J1a ¢ N30CeTHE MPEeHACITHETO
Ha BaKCHHATHAS [I[aM KbM JPYTH BB3IMPUEMIHUBY IITHYH BUIOBE.
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CrenmanHy IpeIna3Hu MEPKH, KOUTO TPsiOBa Ja B3eMe JHUIIETO, MPUJIATranio BeTepUHAPHUS
JIeKapCTBEH NPOAYKT Ha KUBOTHUTE:

Bakcunara Moxke 1a mpeIu3BUKa JEK KOHIOHKTUBUT IIpu Xopata. MHAMBUAYyaIHO MpeAna3HO
o0opyBaHe, ChCTOSIIO CE OT PHKABUIIM U OYMJIA / IIUTOBE 3a JIUIIE, TPSOBA J]a C& HOCH, KOTaTo Ce
paboTu ¢ BeTeprUHAPHUS JIEKAPCTBEH MPOAYKT. MuiiTe 1 Ae3nH(EKITNPaNTe PHIETE CH CICT
MpuUjaraHe Ha BaKCHHATA.

BakcuHamHUAT 1I1aM MOXe 1a 0bJIe yCTaHOBEH B OKOJHaTa cpena a0 14 gau. Jluma, o0cmyxBariu
BaKCHMHHPAHU NUJIETA, Tp516Ba Jia cra3BaTt CJICAHUTE OCHOBHU XUTUCHHU ITPUHIOUITNA (CMHHa Ha
00JIEKJIOTO, TIOCTaBsSHE HAa PhKABUIIM, IOYNCTBAHE U JIe3WH(EKIHI HAa O0OYBKHUTE) U J]a pabOTAT
BHUMATEITHO P ChOMpaHe HA OTHAABIUTE OT )KUBOTHUTE M MOCTENATA HA HACKOPO BAKCHHUPAHUTE
nuJiera.

It HOCauKH:
be3omacHocTTa HA BETEpUHAPHUS JICKAPCTBEH MPOAYKT HE € JoKa3aHa 10 BpeMe Ha SHIEHOCCHE.

BsaumoneiicTBre ¢ Apyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ IpyTru (HOPMHU HA B3aMMOJCHCTBUE!
Hsma nannyna nadopMmanms 3a 6e30macHOCTTa ¥ epUKACHOCTTA OT ChbBMECTHOTO M3MOJI3BAHE HA Ta3H
BaKCHHA C JIPYTH BETEPUHAPHHU JIeKapCTBEHU MpoaykTH. [lopaan Tazu npudrHa, IpuiIaraHeTo Ha Ta3u
BaKCHHA IIPEIU WM CJIe] yIioTpedara Ha IpyT BETEPHUHAPEH JICKaPCTBEH MPOAYKT TPSIOBa 1a ce
MpeleH CIope] UHAUBUYAIIHUS CIy4ai.

IIpenosupane:
Kamnsae, OykodapuHreamHo TpenTeHe, CEKPET OT HOca, KIIATCHE Ha Ti1aBaTa WA JUCITHES MOXE Jia

ce HaOJIro1aBaT MKy €THa M IBE CEIMUIIN Ciiea priaraneTo Ha 10-kpaTHa cBpbxa03a. Te3n
CHUMIITOMH M34€3BaT cJie]l BTopaTa Ce/IMUIIA Clie]] BAKCHHAINUATA Oe3 IOMBJIHUTEITHO JICUeHHe.

CrhenuaiaHy OrpaHUMYEeHHUs 33 YHOTpeOa U clielMalHy YCIOBHsI 3a yroTpeoba:

Bcesixo nure, koeTo Bb3HaMepsBa Ja MPOU3BEXK A, BHACS, IPUTEXKaBa, pa3lpoCTpaHsIBa, MPO/IaBa,
cHa0zsBa 1 ynoTpeOsiBa TO3U BETEPUHAPEH JIEKAPCTBEH MPOIYKT, TPSIOBa IBPBO /1a Ce KOHCYJITHpA C
KOMIIETEHTHUTE BJIACTH Ha ChOTBETHATA JbPKaBa WIEHKA OTHOCHO JIeHCTBAIINTE BAKCHHALIMOHHU
MOJTUTHKH, KaTO T€3H JEHHOCTH MOTaT Ja Ob/aT 3a0paHeHy B AbprkaBa WieHKa Ha Is1aTa WIHA 9acT OT
HellHaTa TepUTOPHS, B ChOTBETCTBHE C HAI[IOHAIHOTO 3aKOHOJATEIICTRBO.

To3u MPOAYKT MOAJICKH Ha OCBOOOKIaBaHe HA MAPTUANTE OT O(UIIHAIIHUSA KOHTPOJICH OpraH.

OCHOBHH HECHBMECTUMOCTH:
Jla He ce cMecBa ¢ HAKOM JPYT BETEPUHAPEH JICKAPCTBEH MPOJTYKT, OCBEH Pa3TBOPUTEIS, JIOCTABEH 32
yrotpeba ¢ BeTepUHAPHUS JICKAPCTBEH MPOAYKT (KaIKH 3a O4H).

7. HeOnaronpusiTHu peakuuu
[Munera (6poiinepu, ObACIIM HOCAYKU U PA3IIIOAHU KUBOTHH)

Mtoro yectr (> 1 xuBoTHO / 10 TpETUPaHU KUBOTHH):
Kamuna', HamaneHa akTuBHocT! > K1aTeHe Ha riiaBara'”

Yectu (1 g0 10 xuBoTHH / 100 TpeTUpaHU )KUBOTHH):

Paspowenu nepa', monmxken Temn Ha pacrexa'?, Gykopapunreanto rpenrene'’
'Camo Gpoiinepu

Mesx 1y mbpBaTa U BTOpaTa CEJMHUIIA CJIE/l BAKCHHAIMATA, 3a 1 10 4 1HU
3Mesx 1y BTOpaTa M TpeTara ceIMHUIA CJIE] BAKCHHALIUATA, 3 6 THU

“Mexy BTOpaTa U ceMara CeIMHIA CJIe/l BAKCHHAIUATA, 33 2 10 33 1Hu

S[Ipe3 mbpBaTa CeMUIIA ClIE] BAKCHHALMATA 33 1 WK 2 JHHU.
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Cro01maBaHeTo Ha HEONArOMPHUATHY PEAaKIMU € BaKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHU PEAKITUH, BKIIOYUTEITHO 1
TaKHBa, KOUTO HE Ca OMUCAHH B Ta3H JMCTOBKA HJIM MUCIIUTE, Y€ BETEPUHAPHUS JICKAPCTBCH MPOAYKT
He JeiicTBa, CBBbpIKETE ce MbpBO ¢ Bamms BeTepuHapeH nekap. MoskeTe chLIo Ja choOIaBaTe
HeOJIaronpUsTHH PEaklluK Ha MPUTEXKATEIST Ha Pa3pellieHHETO 32 ThPTOBHUs, KATO U3IOJ3BATE JaHHUTE
3a KOHTaKT B Kpasi Ha Ta3W JINCTOBKA WK upe3 Barrata HanpioHaimHa cucrema 3a cboOIaBaHe:
{moapoOHOCTH 32 HAIMOHAIHATA CUCTEMA | .

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

IIpunoxkere 1 mo3a OT peKOHCTUTYHpaHaTa BAaKCHHA Ipe3 Tpy0 CIpei WiTn dpe3 Karka 3a O9H Ha
nuieTa oT 1-JHeBHA Bb3pacT.

9. CbBeTH 32 IPaBUJHOTO MPWJIATAHE HA MPOAYKTA

IIpunarase ¢ kamnka 3a o4u

PexoncTuTyupaiite ¢uiakoHa ¢ BakcuHata, chabpikar 1000 gosu, B 30 ml VAXXON SOLVENT,
JOCTaBeH 3a ynorpeda ¢ mpoaykra. Pazknarere cycnensusta. CBbpikeTe KalkoMepa, J0CTaBeH 3a
ynoTpeba ¢ mpoaykTa u npuioxere enHa kamka (0,03 ml) B eqna Ho3apa WM €HO OKO. YBepeTe ce,
ye KallkaTa € IperiabTHaTa, [IpeJu Ja 0CBOOOANUTE NITHLIATA.

BroHien BUI CJICH PCKOHCTUTYHPAHC: MIPO3PA4YCH CUH Pa3TBOP.

Ipunarane ¢ rpy0 cmpeit

Bakcunata Moxe Aa ce mpuiara ypes3 Ipy0 cipei ¢ moMomITa Ha NoAXOISII0 YCTPOoicTBO. BrkTe
MHCTPYKLUHUHUTE HAa POU3BOAMTEINSI OTHOCHO A€3MH(EKIHA U MOAIPHKKA Ha YyCTPOMCTBOTO.
YeTpoicTBOTO 3a Cripeid TpsAOBa 1a JocTaBs Kamka ¢ pasmep Hail-manko 100-150 Mmukpometpa.
Pexoncrutyupaiite nuodunmzara c Boga ¢ 400po KauecTBo (Hamp. 0e3 XJI0p W/uiH Je3nH(pEeKTaHTH).
Wzmepere npaBuiHus 00eM BoJa, Taka ye BCsAKa NTHLA Ja MTOTyYH €AHa 103a OT BakcuHarta. ToBa
3aBUCH OT U3MOJI3BAHOTO YCTPOHCTBO M OpOsl Ha ITUINTE, KOUTO TPsAOBa 1a ObJaT BAKCHHUPAHH.

BroHien BU CJIC PCKOHCTUTYHPAHC: IPO3PAYCH KBJITCHHUKAB Pa3TBOP.

10. KapenTHu cpokxoBe

Hyna nuu

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

I[a CC ChbXpaHsBa AaJjicd OT Norjicaa U Ha HCAOCTHIIHU 3a 1€1a MECTaA.

JInodunmsar:
Jla ce cpxpaHsaBa U TpaHCIIOpTHpa B oxianeHo cberosiaue (2 °C — 8 °C).
[a He ce 3ampa3siBa.

Jla ce ma3u OT CBETJIMHA.

PaszTBopuren:
Ja ce cexpansBa mpu Temrepatypa mox 25 °C.
a ue ce 3ampa3sspa.

Jla He ce M3MO0JI3Ba TO3H BETEPUHAPEH JIEKAPCTBEH MPOMYKT CIIe]] U3TUYaHe CPOKa Ha TOJIHOCT,
MocoYeH BupXy eTukeTa ciesl Exp. CpokbsT Ha TOTHOCT C€ OTHACS IO MOCTICTHNS ICH Ha TO3H Mecell.
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CpoKk Ha FOJIHOCT CJie/l PEKOHCTUTYUPAHE ChIIIACHO YKa3aHusTa: 4 yaca.

12. ChnenmnajaHu npeana3sHu MePKU MPHU YHUIII0KABAHE

BerepunapuuTe nekapcTBEHH MPOIYKTH HE TPAOBa 1a ObJaT U3XBBPISHU Upe3 OTITAJHU BOIU HITU
OUTOBHU OTIIAIBIIH.

W3nomssaiite IIporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3MOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU MPOAYKTHU UKW OCTAThLU OT TAX B CbOTBETCTBUC C U3UCKBAHUATA HA MCCTHOTO
3aKOHOOATCJICTBO U C BCUYKHU MNPUIIOKUMHU HAITUOHATIHU CUCTEMU 3a C’b6HpaHe. Te3n MECPKH 1IC
IMOMOT'HAT 3a OIla3BaHC HAa OKOJIHATa Cpeaa.

[MonuTaiite Bammst BetepuHapeH jekap win (papMalieBT Kak Jia YHUIIOKUTE HEHYKHH BEeTepUHAPHH
JIEKAPCTBEHHU IIPOLYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE Je€KAPCTBEHH NMPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMMCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUS U pa3MepH ONMMAKOBKH

EU/2/24/326/001-004

Kapronena kytus, chabprxkaina 10 ¢guakona ot 1000 qo3u auoduansaT u KapToHEHa Ky THs,
ceabpkama 10 gurakona ot 30 ml VAXXON SOLVENT u 10 kankomepa.

Kapronena xyrtus, ceappxkamia 10 ¢puaxona ot 1000 no3u nuodunmsar.

Kapronena kytus, cpabpxaia 10 dguakona ot 2000 no3u auoduIM3ar.

Kapronena xyrtus, ceappxamia 10 gpnakona ot 2500 no3u nuodunmsar.

He Bcwuku pa3mepu Ha ormakoBKaTa MOTat Aa ObJaT MpejiaraHu Ha ma3apa.

15. I[aTa Ha 1nocjeaHaTa peJaKkiuusa Ha TEKCTa

[TonpoOHa nH(pOpMAaNHS 3a TO3H BETEPUHAPCH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpHTE B 0a3ara
nmanay Ha Chro3a OTHOCHO TIPOIyKTUTE (https.//medicines.health.europa.eu/veterinary).

16. /lanHu 3a Bpb3Ka

IIputekaTen Ha pa3peIIEHUETO 38 ThPTOBUS
17O S.r.1 a socio unico, Via San Zeno, 99a, 25 124 Brescia, UTanus
Nwmeiin: info@vaxxinova.it

JlaHHM 33 BpB3Ka 32 ChOOIIABAHE HA IPEANOJaracMy HEOJArOIPUSTHU PEAKIIUH:
17O S.r.1. a socio unico, Via San Zeno 99a, 25 124 Brescia, tanus

Ten. +39 030 2420583

Wmeitin: farmacovigilanza@jizo.it

IIpousBoauTel, OTrOBapsILl 3a 0CBOOOKIABAHETO HA IMAPTUIH:
1ZO S.r.1. a socio unico, S.S. 234 per Cremona Km 28,2 — 27013, Chignolo Po (PV), Utanus
Wmetin: info.chignolo@vaxxinova.it
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17. [JdombjanuTteaHa HH(poOpMAIUSA

3a CTUMYJIMPAHC Ha AKTUBHUA UMYHHUTCT HA MWJICTA OT CJTHOJAHCBHA Bb3PAaCT CPCIly BUPYCa Ha
Hroksicwacka 60onect. Bakcunara ChAbpPiKa )XUB aTCHIOUPAH IaM Clone Ha BHUPYC Ha Hioxscreicka

OoJrecT.

21



	КРАТКА ХАРАКТЕРИСТИКА НА ПРОДУКТА
	ПРИЛОЖЕНИЕ II
	A. ЕТИКЕТИ
	B. ЛИСТОВКА

