INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac SBV uHXeKIIMOHHA CYCIICH3HS 33 TOBE/Ia U OBIIC

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

AKTHUBHM BellleCcTBa: Besika 2 ml go3a Besika 1 ml 1o3a (oBuxe)
(rosena) cpabpIKa: ChbAbpIKa:

WnaxtuBupan Schmallenberg Bupyc,

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

*OrHocuTeNnHa euKacHOCT (mice potency test), cpaBHeHa ¢ pepepeHTHa BaKCHHA C
J0Ka3aHa e()UKACHOCT MPH BUJIOBETE )KUBOTHH, 32 KOUTO € IMPEHA3HAYCHA.

AJKYBaHTH:

Aluminium hydroxide 385,2 mg (4 mg AI’Y) 192,6 mg (2 mg AI*)
Quil-A (Quillaja saponaria saponin 0,4 mg 0,2 mg

extract)

ITomolHHu BeniecTBa:

KauecTtBeH chcTaB HA KoJsnyecTBeH ¢bCTaB, aK0 Ta3W HH(OPMAIUS € BAXKHA C
NMOMOIIHHUTE BellecTBa orJjeJ HA MPaBUJIHOTO MPUWJIaraHe HA BeTePUHAPHUS
ApPYTruTe CHCTABKH JIeKapCcTBeH MPOAYKT
Besika 2 ml go3a (roBena) Bcesika 1 ml no3a (oBue)
ChIbpiKa: ChAbpxKA:
Thiomersal 0,2 mg 0,1 mg

Potassium chloride

Potassium dihydrogen phosphate

Disodium phosphate dihydrate

Sodium chloride

Water for injections

bene3nnkapa ninn PO30BO OLBETCHA CYyCIICH3U.

3. KIMHUYHA UHOPOPMALIUA

3.1 BupaoBe :KMBOTHH, 32 KOUTO e npeaHaznayed BJIII

T'oBena u oBLE.

3.2 Iloka3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

ToBena:
3a akTHBHA UMYHHU3allAs Ha TOBEIa Ha BB3pAcT Haa 3,5 Mecella 3a peaylupade Ha BUpeMusTa®,
CBBbp3aHa ChC 3apassBaHe ¢ BUpyca Ha [lImanenoepr.

Haugano Ha uMmyHHUTETa: 2 CEAMUIIM CJIe/] 3aBhPIIBAHE HA CXeMaTa 3a HadaJlHa BaKCHHAITHS.
[IpoabKUTETHOCT HA UMYHUTETA: | TOMHA ClIe/ 3aBbPIIBAHE HA CXeMaTa 3a HaualHa BaKCHHAITUS.



Ogre:
3a akTHBHA UMYHHU3allAs Ha OBIIE Ha BH3pacT HAJ 3,5 Mecena 3a peyIupane Ha BUpeMusaTa™,
CBBbp3aHa ChC 3apassBaHe ¢ BUpyca Ha l[lImanenoepr.

Haugano Ha umyHHUTETa: 3 CEAMUIIM CJIe]] BAKCHHAIIHS.
IIpoABIHKUTEITHOCT HA UMYHUTETA: 6 Mecela Ciel BAKCHHAITHS.

Baxcunanusra Ha oBle, IPeAHA3HAYEHH 3a PA3ILIO, IPeaU HauaJloTo Ha OPEeMEHHOCTTa, ChITIaCHO
npenopbyaHaTa cxema, orrcana B T. 3.9, e npeIu3BruKa HaMallsiBaHe Ha BUpeMUsTa™ u
TpaHCIUIALIEHTApHOTO MH(EKTUpaHe, CBbP3aHH ChC 3apa3sBaHe ¢ Bupyca Ha LllmanenOepr mo Bpeme

Ha I'bPBOTO TPUMECCUUC OT 6peMeHHOCTTa.

*[log HMBOTO Ha OTKpUBaHe upe3 Banuaupan RT-PCR metox mpu 3,6 logio RNA konus/ml nnasma 3a
roseaa u npu 3,.4 logio RNA xonus/ml mazma 3a oBie.

3.3 IIporuBomoka3zanus

Hsma.

3.4 ChnenuajHH Npexynpe:KIeHHsI
Jla ce BAKCHHUPAT caMO 37]paBH KUBOTHH.

Hsama nannuna I/IH(l)OpMaI_[I/IH 3a yrIOTpe6aTa Ha Ta3W BaAKCUHA IPHU CCPOIIO3UTUBHU )KUBOTHH,
BKITIOYMTEITHO TaKMBa C HAIMYHU MAaYMHN aHTUTEIA.

3.5 ChnenuajHy NpeANasHH MEPKH IPH yIoTpeda
CroenunanHy npeana3Hi MepKy 3a 6e3omacHa ynorpeda Ipu BUAOBETE XKUBOTHH, 32 KOUTO €

npeanasHaueH BJIIT:
He e npunoxxumo.

CrienmanHy Ipena3Hi MEPKH, KOUTO TPsiOBa Ja B3eMe JUIIETO, MPUIIAranio BEeTepUHAPHUS
JIEKApCTBEH MPOAYKT Ha >KUBOTHUTE:

[Ipu cygaifHO caMOMHXEKTHpaHe, He3a0aBHO J1a ce TIOThPCH MEIUIIMHCKH CHBET, KAaTO Ha JIeKaps ce
MIPEIOCTAaBU JINCTOBKATA UJIHM €TUKETAa Ha MPOAYKTA.

CrenuanHy npeAnasHyl MEpKH 3a 3aliuTa Ha OKOJIHATa cpefia:
He e npunoxumo.

3.6 HeOnaronpusiTHH peaknun

T'oBena:
MHoro yectu [NoBumena TemMneparypa!
(moBede ot 1 Ha 10 TpeTHpaHu JKMBOTHH): I"paHyJIOM B MACTOTO HA MH)KEKTHPaHE’

TIpexonno, ¢ He moseye ot 1,5 °C, B Ipoab/KEHHE HA 10 2 JTHH.
MuTpamycKyaHu ¢ auaMeTsbp 10 0,7 cm, KOUTO OTHIyMsBAT 3a MakcuMyM 10 mHu.

(0):)i(K

[NoBumena TemMneparypa!
OTOK B MACTOTO Ha UHKEKTUpaHe’
I'paHyJIOM B MSICTOTO HA MHKEKTHpaHe”

MHoro yectu
(roBede ot 1 Ha 10 TpeTHpaHU JKUBOTHH):

TIpexomno, ¢ He noseue ot 1,5 °C, B IpoabIDKEHUE Ha 10 24 yaca.



2[ludy3eH OTOK MK TIOAKOKHK IPAHYJIOMH C IMAMETHP 10 8 cm. Peakimure Moxe J1a ce HabIoaaBaT
Haif-Manko 47 gHu nox ¢popmara Ha AUy3eH OTOK C AUAMETHP NOA 2 cm.

Bbpemennn osiie:

MHoro yecTu [MoBumena TemMneparypa!
(roBede ot 1 Ha 10 TpeTHpaHU JKMUBOTHH): OTOK B MACTOTO Ha MH)KEKTUpAHE?
["paHyJI0M B MACTOTO Ha MHXKEKTHPaHE’

Tpexoano, ¢ He noseye ot 0,8 °C, B IPOABIDKEHHE HA J10 4 Yaca ciie/l BAKCHHAIUATA.
2JTu(y3eH OTOK MU MOJKOKHH IPaHyJIOMH C JUAMETHP 10 8 cm. Peakuuure MoXke 1a ce HabIro1aBaT
Hai-Manko 97 mHu 1o (hopMaTa Ha MaJIKH TPaHyJIOMHU ¢ AuaMeThp mox 0,5 cm.

Cro0I1maBaHeTo Ha HEONArONMPHUATHY PEAKIIMU € BakKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BeTEPUHAPHUS JIeKapcTBEH MpoAyKT. ChoOIIeHHATa TPsOBa Aa c€ U3MpaIiar, 3a
MPEIOYUTAHE Upe3 BETCPUHAPECH JIeKap, WU Ha MIPUTEKATEI Ha Pa3pelICHUETO 32 ThPrOBUS WIH Ha
HAI[MOHATHHUS KOMIIETCHTEH OpraH Ype3 HallMOHAJTHATA CUCTEMa 3a ChOOIaBaHe. 3a ChOTBETHUTE
JIAaHHU 32 BPH3Ka BHKTE JINCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS WU sliiLlEeHOCEeHe

BpemeHHOCT:
Osgire: Moxe 11a ce U3MoJI3Ba OT 2-pusl Mecell Ha OPEMEHHOCTTA U CIIS/ TOBaA.

loBena: bezomacHocTTa M e(pUKACHOCTTA HA BAKCHHATA HE ca JIOKa3aHU PU OPEMEHHU roBeja.

JlakTanms:
BesomacHoctTa 1 ehrkacHOCTTa Ha BAKCHHATA HE Ca JIOKA3aHU TPH JIAKTHPAIIHY )KUBOTHH.

3aII01eMOCT:
BesomacHocTTa 1 e(hrKacHOCTTa Ha BAKCHHATA HE Ca JIOKA3aHU TPU MBIKKH PA3ILIOHU )KUBOTHH.

3.8 Bs3aumogaeiicTBHe ¢ APYrd BeTePHHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (popMHU HA
B3auUMoOJeHcTBHE

Hsma nannynaa nadopManms 3a 6e30macHOCTTa M eUKACHOCTTA OT ChbBMECTHOTO M3IIOJI3BaHE HA Ta3H
BaKCHHA C IPYTY BETEpUHAPHU JIEeKapCTBEeHU NpoAykTu. [lopanu Ta3u npuunHa, MpUiIaraHETo Ha Ta3u
BaKCHHA MPEAM WK ciiell ynoTpedara Ha APYT BeTepUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa J1a ce
MIPELeH! CTIOPe/ MHANBUIYATHHS CIydai.

3.9 HavuH Ha NPUIOKEHUE U JO3MPOBKA

[penu ynotpeba pasknarere GruakoHa.

T'oBena:
3a HHTPaMyCKYITHO TIPIIIOKCHHE (BBB BpaTa).

Havanna BakcuHanms:
3a rosena Ha BB3pacT Hax 3,5 Mecerna: MpUiIoKeTe ABE 03U OT 2 ml ¢ HHTEepPBa MEXKITY TSIX TPH
CEIMUIIH.

BycrepHa BakcuHanus:
[punoxere nBe 1031 OT 2 Ml ¢ HHTEPBAT MEXKY TAX TPH CEIMUIIN, BCSIKA TOIMHA.

Ogle:
3a MoaKOKHO MPHIIOKEHHE (B aKCHIIapHAaTa 00J1acT 3a1 JaKbTs).



Hauanna BakcuHanus:

3a oBIIe Ha BB3paCT HaA 3,5 Mecena: MPUIIoKETe eaHa go3a oT 1 ml.

3a KEHCKU OBIIE B pa3IlIO{HA BB3PACT: MPUWIIOKETE eHa 1032 oT | ml, Hali-manko 14 qHu npenu
OTLTOXKIaHE.

BycrepHa BakcHHanus:

[Ipu oBIle HE MpeMHA3HAYEHU 32 Pa3ILIoJ: MPUIIOKETe eaHa 032 oT 1 ml Ha Bceku 6 mMecena.
[Ipu >KeHCKHU pa3IIOHH OBIIE: IPUIOKETE eIHa 103a oT 1 ml, Hali-Manko 14 THU npeau BCSIKO
OTUTOKIAaHE.

3.10 CumnTomMH Ha npeAo3NpaHe (M KOraTo e NPHJI0KUMO — NPoUeIypH Ha AelicTBHe IPH
CIICLIHHU CIy4Yau U AHTHI0TH)

He e npunoxxumo.

3.11 CneuuajHu orpaHUYeHHUd 32 ynoTpeda U crenMaJHU YCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHNYeHMA 32 ynHoTped6aTa Ha AHTUMHMKPOOHH M IPOTHBONAPA3UTHU BeTePUHAPHH
JIeKapCcTBeHHU NMPOIYKTH, C LieJ 1A ce OTPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxxumo.

3.12 KapeHTHH CpOKOBe

Hyna nuu.

4. NUMYHOJIOTHYHA HTHO®OPMALIUA
4.1 BerepuHapen JiekapcTBeH anaTomo-TepaneBTu4eH koa (ATCvet Code): QI02AA

3a cTUMyJUpaHe Ha aKTUBEH UMYHUTET cpelly Bupyca Ha LlImanenOepr npu roeesa 1 oBIIE.

5. DOAPMALIEBTUYHU JAHHHU

5.1 OcHOBHH HECHbBMECTHMOCTH

He cmecBaiite ¢ Ipyr BeTepUHAPEH JIEKaPCTBEH NPOAYKT.
5.2 Cpoxk Ha rogHocT

CpOK Ha rOgHOCT Ha KpaﬁHHﬂ BCTCPUHAPCH JICKAPCTBCH MMPOAYKT: 1 roauHa.
CpOK Ha TOAHOCT CJICA IbPBO OTBAPAHE HA IIbPBUYHATA OIMMAKOBKA: M3I0JI3BaiiTe HE3a0aBHO.

5.3 Crhenuananu yca0BHSA 32 CbXpaHeHHe

Jla ce cpxpaHsaBa U TpaHCIIOpTHpPA B oxjianeHo ceerosaue (2 °C — 8 °C).
[a He ce 3ampassiBa.

Jla ce ma3u OT CBETIIUHA.

5.4 Bwuawu cbcTaB Ha MBPBHYHATA ONMAKOBKA

Kapronena xytus ¢ | nonueruneHoB ¢uakos ¢ sucoka mrsTHOcT (HDPE) ¢ xnopoOytunosa tana u
aIyMHHHeIa Kanayka, KOuTo cbabppka 50 ml oT BakcuHara.

IloBena: Kaprounena kytus ¢ 1 ¢aakon ot 50 ml (25 no3u).
Osgue: Kapronena kytus ¢ 1 ¢makon ot 50 ml (50 mo3m).



5.5 CnenuajHu MEPKH 32 YHUII0KAaBaAaHE HA HCU3IOJI3BAHU IMPOAYKTH WIHA OCTATBIHA OT THX

BeTCpI/IHapHI/ITe JICKAPCTBCHU NPOAYKTHU HC TpH6Ba Ja 6’LI[aT HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTIaabIH.

W3nomssaiite IporpamMu 3a BpbIIaHC IIPU YHUIIIOKABAHCTO HAa HCU3NOJI3BAHU BETCPUHAPHU
JICKAPCTBCHU IMMPOAYKTH UJIX OCTATHIHN OT TAX B CbOTBETCTBUE C UBMCKBAHUATA HA MECTHOTO
3aKOHOAATCJICTBO M C BCHYKH HallMOHAJTHU CUCTEMU 3a C'b6I/IpaHe, IIPUIIOKHUMHU 32 CHbOTBETHHUA
BCTCPUHAPCH JICKAPCTBCH MPOAYKT.

6. HUME HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A ThPI'OBUSA

Zoetis Belgium

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

EU/2/14/178/001

8. [ATA HA I'bPBOTO U3JABAHE HA PASPELHIEHUETO 3A ThbPI'OBUS

JlaTa Ha TEPBOTO W3/1aBaHEe Ha pa3penieHneTo 3a Trpropus: 06/02/2015

9. JATA HA INOCJIEJHATA PEJAKIIMSA HA KPATKATA XAPAKTEPUCTHUKA HA
HPOAYKTA

{(MM/ITTT}

10. KIJACHO®UKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHU NPOJAYKTHU
Jla ce oTmycka caMmo 1O JIEKapcKO MPeIIcaHue.

IMoxpo6Ha nHpoOpMaIHs 32 TO3H BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXE ]a HaMepuTe B 6azaTa JaHHH
Ha Cplo3a otHocHO niponyktute (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE IT

APYI'N YCJIIOBUSA U U3BNCKBAHUSA KBbM PASPEIIEHUETO 3A ThPI'OBUSL



3AABJIZKEHUA 3A OCBIIECTBABAHE HA MEPKMU CJIEJL IIPEJOCTABSIHE HA

PA3ZPEHIEHHUE 3A ThbPI'OBUSA

HpI/ITe)KaTeJ'IHT Ha pa3pCUICHUC 3a TbPrOBUs TpSI6Ba Aa nmpeaAnprucMe B paMKUTC Ha YCTAaHOBCHUA

MIEPHO]T CIICTHATE MEPKHU:

[Ie 6B1AT IPEOCTABEHU PE3YIATATUTE OT KOHTPOIHHUTE TECTOBE HA
MPOAYKTa Ha mbpBara naptuaa Zulvac SBV, npousseieHa ¢ HOBUS IJ1aBeH
MMOCEBEH BUPYC (M CHOTBETHHUS PabOTEH IIOCEBEH BHUPYC).

Onucanue Kpaen cpok

[Mputexarensat Ha pa3pelieHne 3a ThProBus TpsAOBa 1a u3mbiaHN cnegqaute | Cren

mepku (ot EMEA/V/C/002781/11/006): MPOU3BOJCTBOTO
Ha ITbpBaTa

napTuga ¢ HOBUA
T'J1aB€H ITOCCBCH

BHPYC.




ITPHUJIOKEHHUE I1I

ETUKET U JINCTOBKA



A.ETUKETH
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KAPTOHEHA KYTUAA

NHOOPMAIUSA, KOATO CE U3IINCBA BbPXY BBbHIIIHATA OITAKOBKA

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac SBV MHxeKIMoHHA CYyCTICH3USI.

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

AKTHBHHU BellecTBa: Bceska 2 ml no3a

(roeena) cbabpiKa:

Wuaxtusupan Schmallenberg Bupyc, RP>1
mam BH80/11-4

Besika 1 ml 1o3a (oBue)
ChIBpIKA:
RP>1

3. PABMEP HA OITAKOBKATA

50 ml

4. BUJIOBE )KNUBOTHMU, 3A KOUTO E INIPEJTHA3ZHAYEH BJIII

T'oBena u oBIIE.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

I'oBena: MHTPaMyCKYITHO MPHIIOXKEHNE.
OBlI€e: MOJKOKHO MPUIIOKECHHUE.

7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 8. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}
Cren npoOuBaHe U3MOI3Ball He3a0aBHO.

‘ 9. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cpxpaHsiBa 1 TPaHCIIOPTHPA B OXJIaJICHO CHCTOSIHHUE.
[la He ce 3ampa3ssBa.
Ja ce masu ot cBeT/IMHA.
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‘ 10. HAJAINMUCHT ,,IPEJAN YIIOTPEBA ITPOYETETE JIMCTOBKATA*

[penu ynoTtpeda npoyereTe IMCTOBKATA.

‘ 11. HAJIUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAJIIIUCBHT “JA CE CbXPAHSBA JAJIEY OT NNIOIVIEJA U HA HEJOCTBITHU
3A JEIIA MECTA”

I[a CC ChbXpaHsaBa OaJji€d OT IIorjieaa U1 Ha HCAOCTHITHU 3a A€1a MECTA.

‘ 13. HUME HA IPUTEXATEJIA HA PASPEIIEHUETO 3A THhPI'OBUs

Zoetis Belgium

14. HOMEPA HA PASPEHIEHUETO 3A ThbPT'OBUS

EU/2/14/178/001

‘ 15. NAPTUJAEH HOMEP

Lot {Homep}

12



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

®JIAKOH (50 ML)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Zulvac SBV

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

WuaktuBupan Schmallenberg Bupyc

50 ml

‘ 3. ITAPTUJIEH HOMEP

Lot {nomep}

|4 CPOK HA TOJIHOCT

Exp. {mMm/rrrT}
Cren npoOuBane U3M0I3Ball He3a0aBHO.
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B. JUCTOBKA
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JIUCTOBKA
1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

Zulvac SBV uHXeKIIMOHHA CYCIIEH3Hs 33 FOBEa U OBIIC

2. CbcraB
AKTHUBHHM BellleCTBA: Besika 2 ml no3a Besika 1 ml 1o3a (oBue)
(roBena) chabpIKa: ChAbpPKA:
Wuaxtusupan Schmallenberg Bupyc,
mam BH80/11-4 RP*>1 RP*>1

*OtHocuTenHa epukacHOCT (mice potency test) cpaBHeHa ¢ ped)epeHTHa BaKCHHA C JOKa3aHa
e(UKacHOCT TIPH BUJIOBETE )KUBOTHH, 32 KOUTO € IpeTHA3HAUCHA.

AKYBaHTH:

Aluminium hydroxide 385,2 mg (4 mg AI’Y) 192,6 mg (2 mg AI*)
Quil-A (Quillaja saponaria saponin 0,4 mg 0,2 mg

extract)

IMomomHu BelecTBa:
Thiomersal 0,2 mg 0,1 mg

bene3nnkaBa miM po30BO OLBETCHA CYCIICH3HSI.

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnayen BJIII

T'oBena u oBIIE.

4. Iloka3anus 3a ynorpeda

T'oBena:
3a akTHBHAa UMYHU3AIMs HAa TOBEJIa Ha BB3pacT HaJ 3,5 Mecella 3a pelylupaHe Ha BUpeMusiTa™,

CBBbp3aHa ChC 3apa3siBaHe ¢ Bupyca Ha LlImanenbepr.

Hauano na HUMYHHUTCTA: 2 CCAMUIIU CJIC/ 3aBBPIIBAHC HA CXEMaATa 3a HavdaJIHa BaKCUHAIHA.
HpO,Z[”bJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA! 1 ToAuHa CJIC 3aBbPIIBAHC Ha CXEMaTa 3a Ha4YaJIHA BaAKCUHAIIU.

Osle:
3a akTHBHA UMYHHM3aIlMs Ha OBIIE HA BH3pacT HaJ 3,5 Mecena 3a peylnupane Ha BUpeMusiTa®,

CBBp3aHa ChC 3apas3sBaHe ¢ Bupyca Ha llImanenGepr.

Hauano na HUMYHHUTCTA: 3 CCAMMIM CJICA BaKCHMHAIIMA.
HpO,Z[’LJ'DKI/ITeJ'IHOCT Ha UMYHUTCTA!: 6 MEcCfC1a CJICa BaKCHMHAIIMA.

Bakcunarnmsra Ha OBIle, IPEAHA3HAYCHH 32 PA3ILUIO, PEAX HA4aJloTO Ha OPEeMEHHOCTTA, ChIIIACHO
npenopbyaHaTa cxema, OTrcaHa B T. 8, e MpeIM3BHUKa HaMallIBaHe Ha BUpeMUATa™ u
TpaHCIUIAIICHTApPHOTO UH(EKTUpaHe, CBbP3aHH ChC 3apa3siBaHe ¢ Bupyca Ha llImaneHOepr mo Bpeme
Ha ITbPBOTO TPUMECEUUE OT OPEMEHHOCTTA.

*[log HMBOTO Ha OTKpUBaHe upe3 Banmuaupan RT-PCR metox mpu 3,6 logio RNA xomums/ml mna3ma 3a
roeena u npu 3,4 logio RNA konus/ml mia3ma 3a osrie.
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5. IIporuBonokazanus

Hsama.

6. CrnenmaJHu npegynpexIeHus

CHCHI/IaHHI/I OpCaAyHIpCKIACHUA:

I[a CC BAKCHMHHPAT CaMO 3paBu KUBOTHHU.

Hsama nannuna I/IH(l)OpMaLII/IH 3a yrIOTpe6aTa Ha Ta3W BaKCUHA IIPU CCPOINO3UTUBHU )KUBOTHH,
BKJIFOUMTEIIHO TaKMBa ¢ HAJTMIHA MaHYWHU aHTHUTENA.

CrielmaiHy Ipena3Hi MEPKH 3a JIMIATa, IPHUIaraiiy BeTePUHAPHOMEIUIIMHCKYS TPOAYKT Ha
JKUBOTHUTE:

[Ipu cnyuaitHO caMOMH)XEKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH CHBET, KaTO Ha JIeKaps ce
MIPEIOCTaBU JINCTOBKATA UM €TUKETAa Ha MPOIYKTA.

BpemeHHoOCT:
Osgire: Moxe J1a ce U3IoJI3Ba OT 2-pusl Mecell Ha OPEMEHHOCTTA U CIIS/ TOBA.

loBena: bezomacHoCTTa M e(hUKACHOCTTA HA BAKCHHATA HE ca JIOKa3aHU IPU OPEMEHHU roBeja.

JlakTanms:
Bbe3omacHocTTa M ehKacCHOCTTA Ha BaKCHHATA HE ca JJOKa3aHH MPH JIAKTHPAIIH KUBOTHH.

3anI0ageMOCT:
BesomacHocTTa 1 e(hrKacHOCTTa Ha BAKCHHATA HE Ca JIOKA3aHU TPU MBIKKH PA3IUIOHU )KUBOTHH.

BsaumoneiicTBre ¢ Apyru BeTepUHAPHU JICKAPCTBEHU IPOAYKTH ¥ NPYyTH (DOPMHU HA B3aMMOJICHCTBHUE:
Hsama nannyna nadopMarus 3a 6€30MacCHOCTTa U €PUKACHOCTTA OT ChBMECTHOTO U3ITOJI3BAHE HA Ta3H
BaKCHHA C JIpYT BETEPHHAPEH JIeKapCTBEH NMpoaykT. [lopaau Ta3u npuunHa, MprjlaraHeTo Ha Ta3H
BaKCHHA IIPEH WIH cJiell yroTpedara Ha IpyT BETEpHHAPEH JIEKapCTBEH MPOAYKT TPsOBa 11a ce
MpeleH! CIope] UHAUBUYaIHUS CIy4ai.

OCHOBHY HECEBMECTUMOCTH:
He cmecBaiite ¢ npyr BeTepruHapeH JeKapCTBEH MPOAYKT.

7 HebsaronpusiTHu peakumun

T'oBena:

MHoro gectu (moBeue oT 1 Ha 10 TpeTupaHu >KUBOTHH):
I[Mosuiiena Temmeparypa’
['paHysioM B MSICTOTO HA MHDKEKTHPAHE?

TIpexonno, ¢ He mosede ot 1,5 °C, B IpoabKEHHE HA 10 2 JTHH.
MuTpamyckyaHu ¢ auaMeTsbp 10 0,7 cm, KOUTO OTHIyMsBAT 3a MakcuMyM 10 gHu.

(0):)i(K

MpHoro gectr (moBede oT 1 Ha 10 TpeTrpaHu )KMBOTHH):
IMoBuinena TemnepaTypa’

OTOK B MACTOTO Ha MH)KEKTHPAHE”

['paHyJIOM B MSICTOTO Ha MH)KEKTUPAHE”
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TIpexonno, ¢ He moseye ot 1,5 °C, B npoxbkenne Ha 10 24 Jaca.
2Jlupy3eH OTOK WM MOJKOKHH TPaHyJIOMH C JMAaMETHP 10 8 cm. Peaknuure Moxe J1a ce HabImoaaBaT
Hai-manko 47 mau ox opmata Ha TUdy3eH OTOK ¢ TUAMETHD IMOa 2 cm.

Bbpemennn osiie:

MpHoro gectr (moBede oT 1 Ha 10 TpeTrpaHu )KMBOTHH):
IMoBuinena TemnepaTypa’

OTOK B MACTOTO Ha MH)KEKTHPAHE”

['paHyJIOM B MICTOTO Ha MH)KEKTUPAHE”

TIpexonno, ¢ He moseye ot 0,8 °C, B npoab/rkeHne Ha 10 4 yaca.
2[ludy3eH OTOK MK TIOAKOKHK IPAHYJIOMH C IMAMETHP 10 8 cm. Peakiuure Moxe J1a ce HabI01aBaT
Haif-Manko 97 aHM mox ¢popmara Ha MaJIKv TpaHyJIOMH ¢ AuameTsp nox 0,5 cm.

Cro0maBaHeTo Ha HEOIATONPUATHHI PEaKIIUU € BaKHO. ToBa MO3BOJISBA HETIPEKHCHAT MOHUTOPUHT Ha
Oe3o0macHOCTTa Ha MPOAYKTa. AKO 3a0eIeKUTe HAKAKBU HEOIATONPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKWBa, KOUTO HE Ca OMMCAHH B Ta3W JINCTOBKA MJIM MUCITUTE, Y€ BETEPUHAPHUS JIEKAPCTBEH MPOIYKT
HE JIeliCTBa, CBBPIKETE ce MbPBO ¢ Baius BeTepuHapeH jiekap. MoKeTe ChIIO 1a ChOOIIaBaTe
HEOJIArONPUSATHYU PEaKIIMU Ha IPUTEKATEIS Ha PA3pEIICHUETO 32 ThPrOBUs, KaTO U3ITOJI3BATE JAHHUTE
3a KOHTAKT B Kpast Ha Ta3M JUCTOBKA WK Ype3 Bamara HanpoHanHa cucreMa 3a ChoOIaBaHe:
{moapoOHOCTH 32 HAIMOHATHATA CHCTEMA }.

8. I[o:mpomca 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

T'oBena:
3a HHTPaMyCKYITHO TIPIIIOKCHHE (BBB BpaTa).

Havanna BakcuHanms;
3a rosena Ha BB3pacT Hax 3,5 Mecera: MpUiIoKEeTe ABE 03U OT 2 ml ¢ HHTEepPBa MEXKITY TSIX TPH
CEJIMUIIH.

Bbycrepna Bakcunanus:
[Ipunoxxere nBe n03u OT 2 ml ¢ MHTEPBAI MEKIY TAX TPH CEAMMIIU, BCSIKA TOJMHA.

Osgle:
3a MoaKOKHO MPIIIOKEHHE (B aKCHIIapHATa 00J1acT 321 JaKbTS).

Hayanna BakcuHanus:

3a oBIIe HA BB3pACT HAA 3,5 Mecena: mpuIokeTe eaHa 103a oT 1 ml.

3a JKEHCKH OBILIE B Pa3IlIoIHA Bb3PACT: MPUIIOKETE ¢IHa 103a oT 1 ml, Hali-manko 14 quu npenu
OILIOXKIAHE.

BycrepHa BakcnHanus:

[Ipu oBIIe HE MpeIHA3HAYEHH 3a PA3ILIo/: NPUIOXKeTe eaHa 103a oT 1 ml Ha Bceku 6 Meceria.
[Ipu >keHCKH pa3IuIoHU OBIIE: PUIIOKETE e1Ha 103a oT 1 ml, Hali-manko 14 mHU npean BCIKO
OILJIOXKaHE.

9. CbBeTH 32 IPABUJHOTO NPWIATAHE HA MPOAYKTA

[Ipenn ynotpeba pasknarere aakoHa.
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10. KapeHTHHU cpokoBe

Hyna gan.

11. Chnenuajanu ycJIoBHs 32 CbXpaHeHHe

Ja ce cpxpansBa faned OT MOTJieia M Ha HEAOCTHITHY 3a JIelia MecTa.

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

[a He ce 3ampa3siBa.

Jla ce ma3u OT CBETJIMHA.

Jla He ce M3MoI3Ba TO3HM BETEPUHAPEH JIEKAPCTBEH MPOIYKT CIIe] N3THYaHE CPOKa Ha TOTHOCT,
MIOCOYEH BBPXY eTukeTa ciex Exp.

CpOK’BT Ha TOAHOCT OTTOBaps Ha MOCJICAHNA ICH OT TO3U MCCCII.

Cpok Ha TOTHOCT clie/I TPBO OTBApsIHE HA ITbPBUYHATA OMAKOBKA: U3ITOJI3Bail HE3a0aBHO.

12. ChenuaJIHu NpeANa3HA MePKH NPH YHUINOKABAHE

BerepunapuuTe nexapcTBEHH MPOIYKTH HE TPAOBa 1a ObOaT U3XBBPISTHU Ype3 OTIIaTHU BOIU HITU
OMTOBHU OTMAIBIIN.

W3znon3BaiiTe nporpaMu 3a BpblaHe IPY YHUI0KABAHETO Ha HEU3IIOJI3BaHU BETCPUHAPHU
JIEKapCTBEHU NMPOJYKTH UM OCTAThLM OT TSIX B ChOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY NPUWJIOKUMH HAIlMOHATIHU CHUCTEMH 3a chOupane. Te3u MepKH wie
MIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA Cpea.

[onuTaiite Bamus BerepuHape jekap win ¢papMaleBT KakK Ja YHUIIOKUTE HEHY>KHU BeTepUHAPHH
JIEKapCTBEHU MPOIYKTH.

13. Kaacuduxanusi Ha BeTepUHAPHUTE JeKAPCTBEHH MPOIYKTH

I[a CC OTITYCKa CaMO IIO JICKAPCKO MPCAINMCaHunC.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMAKOBKHU
EU/2/14/178/001

Kapronena xytus ¢ | nonaueruneHoB ¢uakos ¢ sucoka mrsTHOCT (HDPE) ¢ xnopoOytunosa tana u
aJlyMUHHEBA Karadyka, KOuTo ceappika 50 ml oT BakcuHaTa.

l'oBena: Kapronena kytus ¢ 1 ¢guaxon ot 50 ml (25 no3m).
Osgue: Kapronena kytus ¢ 1 ¢makon ot 50 ml (50 no3m).
15. JlaTa Ha mocJiefHATa pefaKIUs HA TEKCTA
{MM/ITIT}

[MoapoOHa uHpOpMAIKS 32 TO3U BETCPHHAPEH JICKAPCTBEH MPOIYKT MOXKE J]a HAMEpUTE B Oa3ara
nanHu Ha Chro3a oTHOCcHO mpoayktute (https://medicines.health.europa.eu/veterinary).
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16. /lanHu 3a Bpb3Ka

HDI/ITC)KaTeJ'I Ha paspCIICHUCTO 34 ThbpIroBHA M JAHHHU 34 BPH3Ka 34 C’BO6H_IaBaHC Ha npéanoJjaracMu

HEOJIArONpUITHHA PEAKIIUHN:
Zoetis Belgium

Rue Laid Burniat 1
1348 Louvain-La-Neuve
benrus

Belgié/Belgique/Belgien
Tél/Tel: +32 (0) 800 99 189
pharmvig-belux@zoetis.com

Peny06smka buarapus
Tem: +359 888 51 30 30
zoetisromania@zoetis.com

Ceska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Danmark
TIf: +45 70 20 73 05
adr.scandinavia(@zoetis.com

Deutschland
Tel: +49 30 2020 0049
tierarzneimittelsicherheit(@zoetis.com

Eesti
Tel: +370 610 05088
zoetis.estonia(@zoetis.com

EA\LGOa
TnA: +30 210 6791900
infogr@zoetis.com

Espaiia
Tel: +34 91 4191900
regulatory.spain(@zoetis.com

France
Tél: +33 (0)800 73 00 65
contacteznous(@zoetis.com

Hrvatska
Tel: +385 1 6441 462
pv.westernbalkans(@zoetis.com

Ireland
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com
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Lietuva
Tel: +370 610 05088
zoetis.lithuania@zoetis.com

Luxembourg/Luxemburg
Tél/Tel: +32 (2) 746 80 11
pharmvig-belux(@zoetis.com

Magyarorszag
Tel.: +36 1 224 5200
hungary.info@zoetis.com

Malta
Tel: +356 21 465 797
info@agrimedltd.com

Nederland
Tel: +31 (0)10 714 0900
pharmvig-nl@zoetis.com

Norge
TIf: +47 23 29 86 80
adr.scandinavia@zoetis.com

Osterreich
Tel: +43 (0)1 2701100 100
tierarzneimittelsicherheit@zoetis.com

Polska
Tel.: +48 22 2234800
pv.poland@zoetis.com

Portugal
Tel: +351 21 042 72 00
zoetis.portugal@zoetis.com

Romaénia
Tel: +40785019479
zoetisromania@zoetis.com

Slovenija
Tel: +385 1 6441 462
pv.westernbalkans@zoetis.com
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Island
Simi: +354 540 8000
icepharma@icepharma.is

Italia
Tel: +39 06 3366 8111
farmacovigilanza.italia@zoetis.com

Kvmpog
TnA: +30 210 6791900
infogr@zoetis.com

Latvija
Tel: +370 610 05088
zoetis.latvia@zoetis.com

Slovenska republika
Tel: +420 257 101 111
infovet.cz@zoetis.com

Suomi/Finland
Puh/Tel: +358 10 336 7000
laaketurva@zoetis.com

Sverige
Tel: +46 (0) 76 760 0677
adr.scandinavia@zoetis.com

United Kingdom (Northern Ireland)
Tel: +353 (0) 1 256 9800
pvsupportireland@zoetis.com

HDOI/IBBOI[I/ITCJL OTTrOoBap4II 3a 0CB060)KI[aBaHeTO Ha IMapTuam:

Zoetis Manufacturing & Research Spain S.L.

Carretera De Camprodon S/n
La Vall De Bianya

17813 Girona

Ucnanus

17. [JdombjaHuTteaHa HH(pOpMAIUSA

3a cTUMynUpaHe Ha aKTUBEH UMYHUTET cpellly Bupyca Ha LlImanenbepr npu roeesia 1 OBIIE.

20


mailto:icepharma@icepharma.is
mailto:infovet.cz@zoetis.com
mailto:farmacovigilanza.italia@zoetis.com
mailto:laaketurva@zoetis.com
mailto:infogr@zoetis.com
mailto:adr.scandinavia@zoetis.com
mailto:zoetis.latvia@zoetis.com
mailto:pvsupportireland@zoetis.com

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

