INPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HAMMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKHUA TPOAYKT

Zulvac SBV MHXEKIIMOHHA CYCIIEH3HUs 3a TOBEIa U OBIIE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHA cy0cTanus: Konnuectso B 2 ml Konnuecrso B 1 ml
J103a (roBe/a) J103a (OBIIE)

WNuaktusupan Schmallenberg Bupyc,

mram BH80/11-4 RP*>1 RP*>1

AKYyBaHTH:

Aluminium hydroxide 385.2 mg (4 mg AI’") 192.6 mg (2 mg AI*")

Quil-A (Quillaja saponaria saponin 0.4 mg 0.2 mg

extract)

Excunnuenrn:

Thiomersal 0.2 mg 0.1 mg

*OtHocuTenHa epukacHoCT (mice potency test), cpaBHeHa ¢ peepeHTHa BaKCHHA C I0Ka3aHa
e(MKacCHOCT IIPH BUJOBETE KUBOTHH, 32 KOUTO € IPeAHA3HAUCHA.

3a IBJIHMS CIMCHK Ha EKCLIMIIMEHTUTE, BUXK T. 6.1.

3. DAPMAIEBTUYHA ®OPMA

WHxeKkmoHHa cycnieH3usl.

benesnmnkasa mim po30BO OIBETEHA TEYHOCT.

4. KJIMHUYHU JAHHHU

4.1 Bwunose :XKNBOTHH, 32 KOUTO e npeaHa3zHa4veH BMII

T'oBena u oBue.

4.2 TepaneBTHYHU MOKA3aHUS, ONIPeAeJeHH 32 OTAeIHUTE BUI0BE JKUBOTHH

ToBena:
3a akTMBHA UMYHHU3aIlMs Ha TOBEJIa HA BB3pacT HaJ 3,5 Mecela 3a peaynrupane Ha BUpeMusTa™,
CBBp3aHa ChC 3apa3sBaHe ¢ Bupyca Ha llImameHGepr.

Hauano na HMYHHUTCTA: 2 CCAMUIIU CJIC 3aBbPIIBAHC HAa HaYaJIHMA BAKCUHAIIMOHCH KYPC.
HpOZ[’bJ'DKI/ITeIIHOCT Ha UMYHUTCTA: 1 roavHa CJc/ 3aBbpIIBAHC Ha HAYAJIHUA BAKCUHAIIMOHCH KYPC.

Osgle:
3a akTHBHA UMYHHU3aIUs Ha OBIIE Ha Bh3pacT HaJ 3,5 Mecela 3a peylupaHe Ha BUpeMUsITa™,
CBBp3aHa ChC 3apa3sBaHe ¢ Bupyca Ha llImamenGepr.

Havamo Ha umyHUTETA: 3 CEAMUIM Clell BAKCHHAIIVSL.
IIpoabmKATETHOCT HA UMYHUTETA: 6 Mecella Cliel BAKCHHAITHS.

BaKCI/IHaHI/IHTa Ha OBIIC, MPEAHA3HAYUCHU 3a Pa3IUIOa, NP HAYaJIOTO HA 6peM€HHOCTTa, ChI'TTAaCHO
IperoppvYaHaTa cxema, onrmcaHa B T. 49, aie NpeAnu3BUKa HaMaJIIBaHC Ha BI/II)CMI/IflTa’l< n



TpaHCIUIAEHTapHOTO HH(EKTUpaHe, CBbP3aHH ChC 3apa3sBaHe ¢ Bupyca Ha llImanenbepr mo Bpeme
Ha IIPBOTO TPUMeECEUYHe 0T OPEMEHHOCTTA.

*[log HuBOTO Ha OTKpHBaHe upe3 Banuaupan RT-PCR meron npu 3.6 logio RNA copies/ml mia3ma 3a
roeena u mipu 3.4 logio RNA copies/ml mra3ma 3a oBite.

4.3 IIpoTuBOmOKA3aHUA

Hama.

4.4 CrhenuajaHu npeana3Hu MepKH 3a BCEKH BH/I )KMBOTHH, 32 KOUTO ¢ mperHa3HadeH BMII
Jla ce BakcHHHUpAT caMoO 3APaBH KUBOTHH.

Hsama nannuna I/IH(I)OpMaI_[I/IH 3a yHOTpe6aTa Ha Ta3W BaAKCUHA IIPHU CCPOIIO3UTUBHU ) KXUBOTHH,
BKJIIOYMTEITHO TAKWBA C HAUIMYHNA MAailYMHHA aHTHUTENA.

4.5 CnenuajHy mpeana3Hu MepKHU NPH ynoTpeda

CrernnanHu OpeanasHy MEpKH 3a JKHBOTHHUTE TP yIoTpebara Ha MPOIYKTa
He e npunoxxumo.

CHegI/IaJ'IHI/I Opearnasiy MCPKHU 3a JIMara, npujaraiy BETCPUHAPHOMENUITUHCKYA IMTPOJAYKT Ha )KUBOTHUTEC
HpI/I cnyqaﬁﬂo CAMOUWHXKCKTHUPAHE, He3a0aBHO Ja €€ MOTbPCHU MCAUIIMHCKHN CHBCT, KaTO HaA JICKAps CC

IIpe€aoCTaBy JIUCTOBKATa UJIM €TUKETA HAa IIPOAYKTaA.

4.6 HebsaronpusiTHU peaknyu (4ecToTa U Ba:KHOCT)

ToBena:

MHoro decto ¢ Habr01aBaHO TIPEXO/HO TIOBHUINIABAHE HA PEKTaTHATa TeMIIepaTypa ¢ He moBeue ot 1,5
°C mpe3 mppBHTE 48 Haca ciiell BaKCHHAIMATa. MHOTO 9eCTO B IIPOBEICHUTE U3CICABAHUS 32
0€30IacHOCT ca ce TIOSBHIIH JIOKAJTHU PEaKIiy B MSICTOTO Ha HHXEKTHpaHe 1Mo (popmara Ha MajIKu
HWHTPaMYCKYJIHU TPaHyJIOMU C IMaMeThp He HaaBuianamy 0,7 cm, KOUTO U34e3BaT 3a MakcumMyMm 10
JTHUL.

Osgie:

IIpe3 mepBuUTE 24 Yaca ciaea BAKCHHAITUATA MHOTO YECTO € HaOIIogaBaHo MPEXO0IHO IMOBUIIIABaHEe Ha
peKTaHaTa TeMIeparypa ¢ He nosede oT 1.5 °C. MHoOro 4ecto B IPOBEICHUTE U3CIIECIBAHUS 32
0e30IacHOCT ca ce TIOSBHIIH JIOKAJTHU PEeaKIiy B MACTOTO Ha HHXKEKTUpaHe 1o Gpopmara Ha qudy3eH
OTOK WJIX TIOJTKO’KEH TPaHyJIOM C MaKCHMaJIeH quaMeThp 8 cm. Peakiuure ca HaOto1aBaHu B
MPOIBIDKEHNE HA Hal-Manko 47 qHU 1Mo (I)opMaTa Ha I[I/I(by3eH OTOK C TUAMETHP Mo 2 cm.

bpemeHHu oBLie:

MHoro yecto e Ha0IoJaBaHo MPEXOJHO NMOBHUIIABAHE HA PEKTAIIHATA TeMIlepaTypa ¢ He noBeue oT 0,8
°C npe3 mbpBuUTE 4 yaca cien BakCMHALUSA. MHOTO 4ecTo B IPOBEACHNUTE U3CIEeABAaHMS 3a 0€30IIaCHOCT
ca ce MOSIBIIH JIOKAJTHU Peakiy B MSICTOTO HAa MHKEKTUpaHe 1ol popmara Ha 1u(y3eH OTOK WiIn
MIOJIKO’KEH TPaHyJIOM C MaKCHUMaJleH TuaMeThp 8 cm. Peakiunre ca Habmo1aBaHu B IPOIBIDKEHHUE Ha
Hail-mManko 97 auu mox ¢popMaTa Ha MaJIbK OTOK ¢ AuameTsp mox 0,5 cm.

YecToTara Ha HEOIArONpPUATHUTE PEaKIMU CE OTIPENeIis Upe3 cileqHaTa Kiacu(puKaus:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTHpaHu >KUBOTHH, MPOSBSIBAIIY HEOIAroMPUATHH PEAKLINH )

- yectn (oBeye oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTHUpaHU )KUBOTHH)

- He yecTH (1moBeve ot 1, Ho mo-Mainko ot 10 xuBotHH Ha 1,000 TpeTHpaHu >KHBOTHH)

- peaxu (moseue oT 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu KUBOTHN)

- MHOTO peakH (rmo-Manko ot 1 xuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIOYUTETHO U30JIUPAHU
CHOOTIICHHUS ).



4.7 ¥Ynorpeba no BpemMe Ha OpeMEHHOCT, JAKTALUS WU sIHIleHOCeHe

BpemeHHOCT:
Osgie: Hannunute nanHu 3a 0€30MacHOCT TMOKa3BaT, Y€ BaKCHHATA MOXKE O€30MMacHO Ja ce mpuiiara

Inpu 6p€M€HHI/I OBIIC. Moxe Ja C€ U3M0JI3Ba OT BTOPUS MCCCII Ha 6peMeHHOCTTa " I10-HaTaTbK.

T'oBena: be3onacHocTTa 1 epUKAaCHOCTTA Ha BAKCHHATA HE € I0Ka3aHa Py OpEeMEHHHU roBejia.

JlakTanms:
be3omacHocTTa 1 epuKacHOCTTa Ha BaKCHHATA HE € JJOKA3aHa MPH JIAKTHPAIIH )KUBOTHH.

3anIoa1eMOCT:
He e noka3ana 6e3omacHOCTTa M €(pUKACHOCTTA HA BAKCHHATA TPH MBXKH Pa3IlIONHN KUBOTHH.

4.8 B3aumoaeiicTBHe ¢ IPYrd BeTePUHAPHOMEIMUMHCKH NMPOAYKTH U APYru (popMu Ha
B3auMO/JelicTBHE

Hsma manmaaa na(GOpMAaIis 3a 6€301macHOCTTa U €hUKACHOCTTA OT ChBMECTHOTO M3IIOJI3BaHE HA Ta3n
BAaKCHHA C IPYT¥ BETEPUHAPHOMEAMIIMHCKY NpOoAyKTH. [lopanu Ta3u npuduHa, NpuIaraHeTo Ha Ta3u
BaKCHHA IpeAN WM ciie]] ynoTpedara Ha APYT BeTepMHAPHOMETUIIMHCKY MPOAYKT TpsiOBa /1a ce
MPEeHH CIOPEe/] MHANBUAYATHUS CITy4ai.

4.9 Jlo3a ¥ HAYMH HA NPUJIOKEHHE
IIpean ymotpeba paskiarere (akoHa.

T'oBena:

3a UHTpaMyCKYJTHO pUJIOKEeHHE (BB BpaTa).

Hayayna BakcuHaIus:

- 3a roBesa Ha BB3pacCT HaJ 3,5 Mecella: MPUIIOKETE IBE A03U OT 2 ml ¢ MHTEPBaI MEXKAY TIX 3
CEIMHIIH.

BycrepHa BakcuHanums:
- [Ipunoxere e n03u OT 2 ml ¢ HHTEPBAT MEXKY TAX 3 CEIMUIIM, HA BCEKH 12 Meceria.

Osle:
3a MoIKOXKHO MPUIIOKEHUE (B aKCHIIapHATA 00JIACT 3a/1 TaKbTs).

HauanHa BakcHHAIHS:

- 3a oBIIE Ha BB3pacT HAJ 3,5 Mecena: mpuitokeTe eaHa mo3a ot 1 ml.

- 3a )KCHCKU OBIIC B PA3ILIOIHA Bh3PACT: NIPUIIOKETE eHA 1032 oT 1 ml, Hali-manko 14 nHu npeau
OIJIOXKTAHE.

Bbycrepna BakcuHanus:
- [Ipu oBIe He MpeHA3HAYCHHU 32 PA3ILION: PUJIOKETE eaHa 1032 OT 1 ml Ha Bceku 6 mecena.
- [Ipm >xeHCKH pa3IiofHU OBIIE: TPUIIOKETE eHa 103a oT 1 ml, Hali-manko 14 mHU npean oIIokKAaHe.

4.10 IIpemo3upane (CHMIITOMM, CHELIHA MEPKH, AHTHI0TH), AKO € He00X0TUMO
He e npunoxumo.
4.11 KapeHnrteH cpok

Hyna gau.



5. NMYHOJIOI'MYHU OCOBEHOCTH
®dapmakoTepaneBTHUHA rpyna: MIMyHOIOIrHYHM IPOIYKTHU 32 MPEKUBHU, HHAKTUBUPAaHA BUPYCHA
BaKCHHa 3a TOBE/A.

Berepunapnomenuuuncku Anaromo-TepanetuueH Koa: QI02AA.

3a cTuMyJIHpaHe Ha aKTUBEH UMYHHUTET cpely Bupyca Ha [lImManenOepr npu rosesia u oBlIe.

6. DAPMAIEBTUYHU OCOBEHOCTH
6.1 Chnucbk HA eKCHUNTHEHTUTE

Aluminium hydroxide

Quil-A (Quillaja saponaria saponin extract)
Thiomersal

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dihydrate

Sodium chloride

Water for injections

6.2 OCHOBHU HECHBMECTHMOCTH

He cMmecBaiite ¢ ApyT BeTepHHAPHOMETUIIMHCKH MPOYKT.

6.3 Cpoxk Ha roaHoCT

Cpok Ha TOAHOCT Ha KpailHHUs BETEPUHAPHOMEIUIIMHCKY IPOIYKT: 1 TOAMHA.
Cpok Ha TOIHOCT cJiell IbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKA: M3MOI3BalTE HE3a0aBHO.

6.4 CrhenuanaHu ycJI0BHA 3a CbXpaHeHHe HA MPOAYKTA

Jla ce cpxpaHsABa U TpaHCIIOPTHpA B 0xJ1aeHo cheTosiHue (2 °C — 8 °C).
[a He ce 3ampa3sBa. Jla ce ma3u OT CBETJIMHA.

6.5 BI/IIl 1 CbCTAB HA MbPBUYHATA OIIAaKOBKa

KapToHeHna kyTus ¢ euH monueTuiieHoB QuakoH ¢ Bucoka mrbTHOCT (HDPE) ¢ x0poOyTriosa rama
Y alyMHHHeEIIa Karmayka, KOuTo cpabpka 50 ml oT BakcuHarta.

l'oBena: Kapronena kytus ¢ 1 ¢aakon ot 50 ml (25 no3n).
Ogue: Kapronena kytus ¢ 1 diakon ot 50 ml (50 mo3n).

6.6 CnenmaJHu MepPKH 32 YHUII0KABAHE HA HEU3MOJI3BAH NPOAYKT HJIM OCTATHLHU OT Hero
Bceku Hensmnon3BaH BeTepUHAPHOMEANIIMHCKY POAYKT HJIM OCTaThLM OT HEro TpsioBa ga ObaaT
YHHUIIOXKCHHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOJATEJIICTBO.

7. TNPUTEXATEJ HA JIMLIEH3A 3A YIIOTPEBA

Zoetis Belgium SA

Rue Laid Burniat 1

1348 Louvain-la-Neuve
BEJIT'U



8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

EU/2/14/178/001

9. JATA HA T'bPBOTO U3JJABAHE/IIOJHOBSBAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha MEPBOTO M3IaBaHe Ha JUICH3 3a ynoTpeda: 06/02/2015
Jlata Ha MOCJEIHOTO MOJAHOBSIBAHE HA JIMIICH3 32 yroTpeba: 15/01/2020

10. JOATA HA ITOCJIEAHATA PEJAKIUSA HA TEKCTA

IMoapodHa uHbopMals 3a TO3H MPOAYKT MOXKE Jla HAMEPUTE Ha MHTEPHET CTpaHuIlata Ha EBporneiickara
Arenrus mo Jlekapcrsara (http:/www.ema.europa.eu/).

3ABPAHA 3A ITIPOJAXKBA, CHABJISIBAHE U/NJIM YIIOTPEBA

He e npunnoxxumo.


http://www.ema.europa.eu/

MNPUJIOKEHHUE I1
MHNPOU3BOAUTEJI HA BUOJOTNYHO AKTUBHATA CYBCTAHLIUSA U
IMPOU3BOAUTEJ OTTOBOPEH 3A OCBOBOX/JIABAHE HA
IHHAPTUJATA

YCJIOBUS NJIN OTPAHUYEHMSA B JIMHEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIU CE 10 NIPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MJICOK

APYI'U YCJIOBUS 1 UBNCKBAHUA KBM JIMHEH3A 3A YIIOTPEBA



A. TIPOU3BOJIUTEJI HA BUOJIOI'MYHO AKTUBHATA CYBCTAHLIUA U
IMPOU3BOJUTEJ OTTOBOPEH 3A OCBOBOKJABAHE HA ITAPTUIATA

HMe u agpec Ha mpou3BOAUTEISI HA OMOJOTMYHO aKTHBHATA CYOCTAHIINA:

Zoetis Manufacturing & Research Spain, S.L.
Ctra. de Camprodon, s/n°

Finca La Riba

Vall de Bianya

Gerona, 17813

HUCITIAHUA

HMme 1 agpec Ha MpoM3BOAUTENS, OTTOBOPEH 32 0CBOOOXKIABAHETO Ha MMAPTUINTE 3a MPoaaxoa:

Zoetis Manufacturing & Research Spain, S.L.
Ctra. de Camprodoén, s/n°

Finca La Riba

Vall de Bianya

Gerona, 17813

HUCITAHUA

b. YCJOBUS NN OI'PAHUYEHUS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIMU CE JO HPEJJVIATAHETO WIHU YIIOTPEBATA MY

I[a CC OTITyCKa CaMO IIO JICKapCKO MPEANMCAHHNC.

B crotBercTBUE ¢ wi. 71 Ha [lupextura 2001/82/EC na EBponeiickus mapiameHT u ChBeTa KakTo €
W3MEHEHA, TbPKABUTE WICHKU WICHKH MOTaT B ChOTBETCTBHE C HAIIMOHAIHOTO 3aKOHOIATEICTBO J1a
3a0paHsAT MPOU3BOICTBOTO, BHOCA, ChXPaHEHME, ITpoIakdara, ToCcTaBKaTa H/WiH yrnorpedaTa Ha
UMYHOJIOTHYHH BeTEpHHAPHOMEANIIMHCKA MPOAYKT Ha [sJIaTa CH TEPUTOPHS WM HA YacT OT Hes, aKo
YCTaHOBSIT, 4€:

a) MPWJIAraHETO HAa BETCPUHAPHOMETUITMHCKUS MTPOIYKT HA )KUBOTHH ITI€ TIONIPEYH Ha
M3ITBIHCHUETO Ha HAIMOHATHA MTPOrpamMa 3a IMarHOCTHKA, KOHTPOJI WIX eIMMUHUPAHE Ha
3a00JISIBaHUSATA T10 )KUBOTHUTE, WJIH IIIE CH3/1a/Ie TPYAHOCTH MIPH YCTAHOBSIBAHE OTCHCTBUETO
Ha KOHTaMUHAIHS [TPH KUBH KUBOTHHU, TIPU XPAHUTEITHH WIIH APYTH IPOAYKTH, TTOITyIEHU
OT TPETUPAHH KUBOTHHU.

0)  3abossABaHUWATA, 32 KOWUTO € MpeAHa3HaueH MPOTyKTa C I[eJl HOBHIaBaHe Ha UMYHHUTETA 110
rojsiMa CTENeH OTChCTBAT Ha TEPUTOPHATA 32 KOSITO CE OTHACH.

B. CTATYC HA MJCOK

AKTUBHATa cyOCTaHIUs € ¢ OMOJOTMYCH MPOU3XO/] U € MPeJHA3HAYCHA 32 U3TPaXKIaHe HA aKTUBCH
UMYHHUTET, KaTo He nonaja B ooxsata Ha Pernmament (EC) No 470/2009.

Excuunuenture (BKIIOUYUTETHO a)KyBaHHUTE), TOcoUYeHH B T. 6.1 Ha KpaTkaTa xapakTepucTuka, ca
WK pa3pelieHy cyOcTaHny, 3a kouto B Tabnuia 1 Ha [Ipunoxennero kpM Pernament (EC) No
37/2010 He ce usuckar MJICOK unu ce pa3riexaar kaTo Heromnaamm B o0xeara Ha PerimamenT
(EC) No 470/2009, xoraTo ca BKJIFOUCHH B TO3U BETCPUHAPHOMETUITUHCKA TTPOTYKT.



I'.  JAPYI'M YCJIOBUSA U UBUCKBAHUA KbM JIMIIEH3A 3A YIIOTPEBA

[purexaTensaT Ha TULEH3 32 ynoTpeda TpsOBa 1a mpeanpreMe cleIHUTe MepKH (0T
EMEA/V/C/002781/11/006):

Jla ce mpenocTaBsAT pe3yNTaTUTE OT TECTOBETE 3a KOHTPOJ Ha IbpBaTa MapTHIa OT IpoaykTa Zulvac
SBV, npousBeneH ¢ HOBUsI OCHOBEH ITOCEBEH MaTeprai (M ChOTBETHHUS PabOTEH IOCEBEH MaTepual).



INPUJIOKEHHUE III

ETUKET U JINCTOBKA
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A. ETUKET
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NHOOPMAILIMSA, KOATO CE U3IINCBA BbPXY BHbHIIIHATA OITAKOBKA

KAPTOHEHA KYTHUS

1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKHUSA TPOAYKT

Zulvac SBV uHXeKITMOHHA CYCIICH3HS 3a TOBEA U OBIIC

2. CBbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

AKTHBHA cyOCTaAHIIUSA: KoauuyecTtBo B 2 ml KoauuyecTBo B 1 ml
J03a (ropeaa) J103a (oBIIE)
WnaktuBupan Schmallenberg Bupyc, = RP >1 RP>1

mam BH80/11-4

3. DAPMAIIEBTUYHA ®OPMA

I/IH)KCKLII/IOHHa CYyCIICH3US.

4. PASMEP HA OITAKOBKATA

50 ml

5. BUJOBE KUBOTHMU, 3A KOUTO E IIPEJJHA3HAYEH BMII

T'oBena u oBIIE.

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 7. METOJ 1 HAYUH HA ITPUJIOKEHUE

l'oBena: MHTPaMyYCKYJIHO IPHIIOKEHHE.
OBIIe: MOJKOKHO MPHIIOKECHHUE.

[Ipenu ynoTtpeba mpovyeTy TUCTOBKATA.

8. KAPEHTEH CPOK

KapeHteH cpok: HyJia THH.

9. CIIEHUMAJIHU TPEAYIIPEXKJIEHUS, AKO E HEOBXOAMMO

[penu ymoTpeda mpovyeTH JTUCTOBKATA.

12



10. CPOK HATOJHOCT

l'onen mo {mecernyroanna}
Cren mpoOWBaHe M3MONI3BANTE HE3a0aBHO.

‘ 11. CHENMWAJIHU YCJIOBHUSA 3A CbXPAHEHUE

[a ce cpxpaHsIBa U TPAHCIIOPTHUPA B OXJIAICHO CHCTOSHUE.
Ja He ce 3ampassBa. Jla ce ma3u OT CBETJIMHA.

12. CHEIUAJIHU MEPKHU 3A YHUILTOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_[O)KaBaHel Ipo4Y€eTH JTUCTOBKATA.

13. HAAIUCHT “CAMO 3A BETEPUHAPHOMEJIUNILUHCKA YIIOTPEBA” U
YCJIOBUA NN OTPAHUYEHHUA OTHOCHO PAZIIPOCTPAHEHUETO N
YIHHOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTepHHApHOMEIUIIMHCKA yroTpeda. Ja ce oTimycka caMo 1o JeKapcKo MpeniucaHume.

14. HAJIMUCBHT “JIA CE CbXPAHSIBA JIAJIEY OT IOTJIEJA U HA HEJOCTBITHU
3A JIELA MECTA”

I[a CC ChbXpaHdBa JaJied OT Iorjieaa U Ha HCAOCTHITHU 3a A€1a MECTa.

‘ 15. HMME U IIOCTOSHEH AJPEC HA IIPUTEXXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJIT'UA

16. HOMEP HA JIMIIEH3A 3A YIIOTPEGA HA BMII

EU/2/14/178/001

‘ 17. NAPTHUIEH HOMEP

Lot {Homep}

13



MMUHUMYM HHO®OPMAILIUS, KOSATO TPABBA JIA BbJE U3IINCAHA BbPXY
MAJIKHM OITAKOBKHA BMII

®JAKOHH (50 ML)

1. HAUMMEHOBAHUME HA BETEPUHAPHOMEIUIIUHCKHUSA TPOAYKT

Zulvac SBV MHXEKIIMOHHA CYCIIEH3HUs 3a TOBE/a U OBIIC

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHLUSA

WnaktuBupan Schmallenberg Bupyc (RP > 1/ no3a)

3. CBJIBPXKAHUE CIIPSIMO MACA, OBEM WJIHA BPOM HA EJUHUYHUTE 103U

50 ml

‘ 4. HAYUHU HA TPUJIOKEHUE

IM (roBena)
SC (oBre)

| 5.  KAPEHTEH CPOK

Kapenren cpok: Hyna aHu.

| 6. MAPTHUJEH HOMEP

Lot {Homep}

| 7. CPOK HA TOJIHOCT

l'onen mo {mecernyroamnna}
Cren mpoOwBaHe M3ITONI3BalTE HE3a0aBHO.

‘ 8. HAJAIMCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUIIMHCKA YIIOTpeoda.

14



B. IUCTOBKA

15



JIMCTOBKA:
Zulvac SBV HH:KeKIIMOHHA CyCIIEH3Ms 32 FOBeJIA U OBIIe

1. HUME U IIOCTOSIHEH AIPEC HA ITPUTEKATEJISAA HA JIMIEH3A 3A YIIOTPEBA
N HA ITPOU3BOJAUTEJIS, AKO TE CA PA3JINYHU

IIpurexaren Ha JMIeH3a 3a yIIoTpeoa :

Zoetis Belgium SA
Rue Laid Burniat 1
1348 Louvain-la-Neuve
BEJIT'UA

IIpon3BoanTEN, OTTOBOPEH 3a OCBOOOK/IABAHE HA ApTUAATA!

Zoetis Manufacturing & Research Spain, S.L.
Ctra. de Camprodoén, s/n°

Finca La Riba

Vall de Bianya

Gerona, 17813

UCITAHUA

2. HAUMMEHOBAHUME HA BETEPUHAPHOMEJUIIUHCKUSA TPOAYKT

Zulvac SBV HHXEKIIMOHHA CyCIICH3U 3a TOBE/Ia U OBIIC

3. CbABbPKAHUE HA AKTUBHATA CYBCTAHIMA U EKCIIMITMEHTUTE

AKTHBHA cyOcTanus: Kouau4yectBo B 2 ml KouauuyectBo B 1 ml
J103a (roBeaa) 71032 (0BIIE)

WnaxtuBupan Schmallenberg Bupyc,

mam BH80/11-4 RP*>1 RP*>1

AJIKYBaHTH:

Aluminium hydroxide 385.2 mg (4 mg AI’") 192.6 mg (2 mg AI’")

Quil-A (Quillaja saponaria saponin 0.4 mg 0.2 mg

extract)

Excuunuenru:

Thiomersal 0.2 mg 0.1 mg

*OrtHocuTelHa eukacHOCT (mice potency test) cpaBHeHa ¢ pedhepeHTHA BaKCHHA ¢ JOKa3aHa
e(hMKaCHOCT IPU BUOBETE )KUBOTHH, 332 KOUTO € ITPeIHA3HAUCHA.

4. TEPAIIEBTUYHU IIOKA3AHUA

Torena:
3a akTMBHA UMYHHU3aIlMs Ha TOBE/IAa HA BB3pacT HaJ 3,5 Mecema 3a peaynrpane Ha BUpeMusiTa™,
CBBp3aHa ChC 3apas3sBane ¢ Bupyca Ha llImanenGepr.

Haugano na HMYHHUTETA: 2 CECIMUIIU CJIC] 3aBbPIIBAHC HA HAYaJTHUA BAaKCHHAIIMOHEH KYypPC.
HpOI[T;JDKI/ITe.HHOCT Ha UMYHUTCTA: 1 roaviHa CJIC 3aBbpIIBAHC HA HAYAJIHUA BAKCMHAIIUOHEH KYPC.

Osrie:
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3a aKTHBHA IMYHH3aLlMs Ha OBLIE Ha BB3PACT Hax 3,5 Mecela 3a peaylupaHe Ha BUpeMusaTa™,
CBBp3aHa ChC 3apa3siBaHe ¢ Bupyca Ha llImanenbepr.

Hauano na HMYHHUTCTA: 3 CCAMUIM CIC BaKCHUHAIIMA.
HpOL[’BJ'DKI/ITGJ'IHOCT HAa UMYHUTCTA: 6 MEcCe€a CJaca BaKCHMHaAIA.

BakcuHanusita Ha OBIle, IPeHA3HAYCHH 3a PA3ILUIO, IPEAN HaYalloTo HA OPEeMEHHOCTTA, ChIIIACHO
npenopbyaHaTa cxema, OrMcana B T. 8, e mpeu3BrKa HaMalsiBaHe Ha BUpeMusTa* u
TpaHCIUIAIIEHTAPHOTO HH(EKTUpaHe, CBbP3aHH ChC 3apassBaHe ¢ Bupyca Ha llImanenoepr mo Bpeme
Ha IIPBOTO TPUMECEUHE OT OPEMEHHOCTTA.

*[log HuBOTO Ha oTKpHBaHe upe3 Banuaupan RT-PCR meroxn npu 3.6 logl0 RNA copies/ml mia3ma
3a roseda u pu 3.4 logio RNA copies/ml mra3zma 3a oBrie.

S. INPOTUBOIIOKA3AHUA

Hsawma.

6. HEBJIATOIIPUSATHU PEAKIIUN

T'oBena:
MHoro decto ¢ Hab01aBaHO TIPEXO/THO TIOBHUINIABAHE HA PEKTaTHATa TeMIIepaTypa ¢ He moBeue ot 1,5

°C mpe3 mbppBUTE 48 Haca ciiell BaKCHHANMATa. MHOTO 9eCTO B IIPOBEICHUTE U3CIICABAHUS 32
0€30IacHOCT ca ce TIOSBHIIH JIOKATHU PEaKIiy B MSICTOTO Ha HHXKEKTHpaHe 1Mo (opmara Ha MajIKu
WHTPaMyCKYJTHH TPaHyJIOMH C AMaMeThp He Haasuinasai 0,7 cm, KOUTO U34e3BaT 3a MakcuMyM 10
JTHUL.

Osgie:

IIpe3 mepBuUTE 24 Yaca ciaea BAKCHHAITUATA MHOTO YECTO € HaOIIogaBaHo MPEX0IHO IMOBUIITaBaHEe Ha
peKTaHaTa TeMIeparypa ¢ He nmoBede oT 1.5 °C. MHOro 4ecto B MPOBEICHUTE U3CIIEIBAHUS 32
0€e30IacHOCT ca ce TOSBHIIH JIOKAJTHU PEeaKIiy B MACTOTO Ha HHXKEKTUpaHe 1o popmara Ha qudy3eH
OTOK WJIX TIOJTKO’KEH TPaHyJIOM C MaKCHMaJIeH quaMeThp 8 cm. Peakiuure ca HaOto1aBaHu B
MPOIBIDKEHNE HA Hal-Manko 47 qHU Mo Q)opMaTa Ha I[I/I(by3eH OTOK C TUAMETHP Mo 2 cm.

bpemenHu oBLie:

MHoro yecto e Ha0IoJaBaHo MPEXOJHO MOBHUIIABAHE HA PEKTAIHATA TeMIlepaTypa ¢ He noBeue oT 0,8
°C npe3 mppBuTe 4 yaca cien BakCHHALUs. MHOTO 4ecTo B IPOBEACHUTE U3CIeABAaHMA 32 0€30II1aCHOCT
ca ce MOSBIIM JIOKAJTHU Peakiy B MSICTOTO HAa HHKEKTUpaHe 1o ¢popmata Ha TU(y3eH OTOK WIH
MIOJIKOYKEH TPAHyJIOM C MaKCUMalleH JuaMeThp 8§ cm. PeakuunTe ca HaOIOAaBaHU B IPOJABIDKCHUE HA
Haii-Manko 97 aHu mox ¢popmara Ha MalTbK OTOK ¢ quaMeTsp mon 0,5 cm.

YecToTaTa Ha HEONMATONPUSTHUTE PEAKLINH CE ONPEIEIs Ype3 ClIeAHATa Kiacu(PUKaLH:

- MHOTO 4ecTH (moBeue oT 1 Ha 10 TpeTHpaHM )KUBOTHH, MPOSIBSIBAILY HEOIArOMPUATHI PEAKIINH )

- yectr (oBeue oT 1, Ho mo-mainko ot 10 xuBoTHH Ha 100 TpeTUpaHU )KUBOTHH)

- He gecTH (1moBeue ot 1, Ho mo-Mainko ot 10 xuBotHH Ha 1,000 TpeTHpaHu >KHBOTHH)

- peaxu (roseue ot 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu )KUBOTHH)

- MHOTO peakH (rmo-Manko ot 1 xuBoTHO Ha 10,000 TpeTupaHu >KUBOTHH, BKIIOUUTETHO U30JIMPAHU
CHOOIIICHUS ).

AKo 3a0eeXnTe HIKAKBU HG6JIaI‘OHpI/I$ITHI/I peaKkuuu, BKIIOYUTCIIHO U TaKMBa, KOUTO HE Ca OIIMCAHU B

Ta3M JINCTOBKA WJIM MHUCIUTE, Y€ BETEPUHAPHOMEIUIIMHCKUS POAYKT He pabOTH, MOJIS 1a YBEIOMHUTE
Bamus BetrepuHapeH Jiekap.
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7. BUJOBE KUBOTHM, 3A KOUTO E IIPEJJHA3HAYEH BMII

T'oBena u oBILE.

8. JAO3UPOBKA 3A BCEKU BU/J{ ’KUBOTHO, METO/J 1 HAYUHU HA IIPUJIAT'AHE

T'oBena:
3a UHTPaMyCKYJTHO IPUJIOKEeHHE (BBB BpaTa).

Havanna BakcuHanms:
- 3a roBesa Ha Bb3pacT HaJ 3,5 Mecela: MPUIIOKETe JIBE A03U 0T 2 ml ¢ HHTepBaI MEXKAY TIX 3
CEeIMUIIH.

BbycrepHa BakcuHanus:
- [Ipunoxkere e n03u OT 2 ml ¢ HHTEPBAJ MEXKIY TAX 3 CEIMUIIM, HA BCEKH 12 Meceria.

Osle:
3a MoIKOXKHO MPUIIOKECHUE (B aKCHIIapHATa 00JIACT 3aJ1 JTaKbTs).

Havanna BakcruHanus:

- 3a oBIIE Ha BB3pAcT HAJ 3,5 Mecera: mpuiiokere eaHa m103a ot 1 ml.

- 3a )KCHCKU OBIIC B PA3ILIOIHA Bh3PACT: IPUIIOKETE eHA 1032 oT 1 ml, Hali-manko 14 nHu npeau
OTLTOXKIAHE.

bycrtepna Bakcunanus:
- [Ipu oBIe He MpeHA3HAYECHN 3a PA3ILION: PUJIOKETE eaHa 03a oT 1 ml Ha Bceku 6 mecena.
- Ilpm »eHCKH pa3IIoNHU OBIIE: MPHIIOKETE eaHa 103a oT 1 ml, Hali-Manko 14 mHU TIpean OIUTOXKTaHE.

9. CBBET 3A IPABUJIHO ITPUJIIOXKEHUE

[penu ynotpeba pasknarere (aakoHa.

10. KAPEHTEH CPOK

Hyna nuu.

11. CHELNUAJIHU YCJOBUS 3A CbXPAHEHHUE HA ITIPOJAYKTA

Ja ce chxpaHsBa aned OT MOrJie/ia ¥ Ha HeJOCTHITHH 32 Jielja MECTa.

Jla ce cexpansaBa U TpaHCIIOpTHPA B oxjianeHo cberosaue (2 °C — 8 °C).

Jla He ce 3ampa3ssiBa. Jla ce masu OT CBETIUHA.

Jla He ce U3MmoJI3Ba TO3U BETEPUHAPHOMEIUIIMHCKH TPOIYKT CIIE] U3TUYaHE CPOKA Ha TOTHOCT,

MOCOYEH BBPXY €TUKETa clel ,,l oneH no*.

CpoKk Ha TOZHOCT Clie/T TBPBOTO OTBApSIHE HA OMAKOBKATa: M3MOJI3BaliTe HE3a0aBHO.

12. CHELOUAJIHU NPEAYHPEXJIEHUSA
Jla ce BakcHHUPAT caMO 3paBH KUBOTHH.

CHC]_[I/IaJ'IHI/I OPSAYIPESKICHUS 32 BCCKU BUJI )KMBOTHH, 32 KOUTO ¢ MpeaHazHaueH BMII:
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Hsama nanuuna I/IHq)OpMa]_II/Iﬂ 3a yHOTpe6aTa Ha Ta3W BaKCUHA IPpU CCPOIIO3UTUBHU JKUBOTHH,
BKJIIOYMTEIIHO TAKWBA C HAIMYHN MAailYMHHM aHTHUTENA.

ChenuanHu npeAna3Hy MEPKH 3a >KHBOTHUTE IPU yHOTpebaTa Ha MPOAYKTA:
He e npunoxxumo.

CrielinajiHy npe/na3Hy MePKH 3a JIMIaTa, Ipuiaraiiy BeTepUHAPHOMEIUIIMHCKUS TPOAYKT Ha
’KUBOTHUTE:

[Ipu cnyyaitHO caMOMH)KEKTHpaHe, He3a0aBHO /1a Ce MOThPCH METUITMHCKH ChBET, KaTO Ha JeKaps ce
MPEIOCTaBH JINCTOBKATA WM CTUKETA Ha TPOAYKTA.

bpemeHHOCT:
Ogne: HammuauTe manHy 3a 6€30I1acHOCT ITOKa3BaT, Ue BaKCHMHATA MOXe 0€301MacHO Ja ce Ipuiara

npu OpeMeHHM oBIle. MOKe J1a ce M3MO0JI3Ba OT BTOPHS Mecel] Ha OPEMEHHOCTTA M MO-HATATHK.
Tosena: besonacHocTTa U e(pUKACHOCTTA HA BAKCHHATA HE € JI0OKa3aHa Ipu OPEMEHHHU rOBeJa.

JlakTanus:
be3omacHocTTa M1 epKacHOCTTa Ha BaKCMHATA HE € JOKA3aHa MPH JIAKTHPAIIH )KHBOTHH.

3anmI0a1€eMOCT:
He e mokxazana 6e30macHOCTTa U €PUKACHOCTTA HA BAKCHHATA MTPH MBKKH Pa3IUIOAHH KUBOTHH.

BsaumorneiicTBue ¢ Ipyru BeTepUHAPHOMEINIIMHCKY TPOAYKTH U IpyTH GopMH Ha B3aUMOJECTBHE:
Hsma nannuna nadopmanus 3a 6€30MacHOCTTa U €(UKACHOCTTA OT CbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyT BETEPHHAPHOMEAULINHCKN NPOoAYKT. [lopany Ta3u mpuduHa, MpUIaraHeTo Ha Ta3H
BaKCHHAa MpeIy WK ciell ynoTpedara Ha IpyT BETEpHUHAPHOMEANIIMHCKY IPOAYKT TpsAOBa /1a ce
MIPELeHU CIIOpe UHANBUIYATHUS CIydail.

OCHOBHHM HECHBMECTUMOCTH.:
He cmecaaiite ¢ APYT BETCPUHAPHOMCIUIIUHCKU ITPOAYKT.

13. CHELUWAJIHU MEPKH 3A YHUILIO)KABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHLU OT HET'O, AKO UMA TAKUBA

BMII e Tpsi6Ba ga ObAAT U3XBHPISHU C OUTOBH OTIIAIBIIN WIIA OTTIAHHA BOJIH.
ITonuraiite Bamus BeTepuHapeH JieKap KakBo Aa Ipasute ¢ HeHykHute BMII. Te3u Mepku 1ie nmoMorsar
3a Oa3BaHE Ha OKOJIHATA Cpefa.

14. JATATA HA IOCJIEJHATA PEJAKIUA HA TEKCTA

IMoapo6Ha nHpOpMAIKs 32 TO3U BETEPHHAPHOMEIUIIUHCKHU MPOIYKT MOXKE /1a HAMEPUTE Ha HHTEPHET
ctpannuata Ha EBponelickata Arennus no Jlekapcrsata (http:/www.ema.europa.eu/).

15. JOI'bJIHUTEJIHA HUHO®OPMAILUSA

Zulvac SBV ce npemiara B kapToHeHa KyTHsI ¢ 1 monueTmieHoB (iakoH ¢ Bucoka mrsTHOCT (HDPE)
¢ XJIOpOOYTHIIOBA Tala U alyMUHUEBA Karaydka, KOHTo chabprka 50 ml oT BakcuHara.

I'oBena: Kapronena kytus ¢ 1 ¢makon ot 50 ml (25 mo3m).
Osie: Kapronena kytust ¢ 1 daakon ot 50 ml (50 go3m).
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