INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUSA JIEKAPCTBEH ITPOAYKT

ERYSENG PARVO unxekunoHHa CycleH3Hs 3a IpaceTra

2. KAYECTBEH U KOJIMYECTBEH CHCTAB
Besika 1o3a ot 2 ml chabpika:
AKTHBHH BellleCTBA:

WuakTrBHpaH CBUHCKH NapBOBUPYC, maM NADL-2 > 1,15 RP*
Wnaxrusupan Erysipelothrix rhusiopathiae, mam R32E11 > 3,34 logy [Esp o, **
* RP, orHocurenna aktuBHOCT (ELISA).
** 1Eso o maxubmmmst ELISA - 50 %.

AKYyBaHTH:

Aluminium hydroxide 5,29 mg (amyMHUHUI)
DEAE-dextran

Ginseng.

IToMolHM BeniecTBa:

KauecTBeH ¢chcTaB Ha MNOMOIIIHUTE
BeIIECTBA U IPYIUTE CbCTABKHU

Disodium phosphate dodecahydrate

Potassium chloride

Potassium dihydrogen phosphate

Simethicone

Sodium chloride

Sodium hydroxide

Water for injections

benesnukaBa cycneH3usl.

3. KIMHUYHA UHOPOPMALIUA

3.1 BupaoBe :kMBOTHH, 32 KOUTO € npeanaznayed BJIII

IIpacera.

3.2 Iloxa3anus 3a ynorpeda 3a BCeKH BH/J JKMBOTHH, 32 KOWTO e NpeJHa3HAYEH NMPOAYKTHT

3a akTHBHA UMYHH3alIMs Ha KEHCKH TpaceTa 3a Mpe/na3BaHe Ha MOTOMCTBOTO CpeIy
TpaHCIUIalleHTapHa WHPEKIHS, TPUINHEHA OT CBUHCKH MapBOBUPYC.

3a akTHBHAa UMYHHU3aLlMs HA MBXKKH 1 KEHCKH MpaceTa, 3a HaMaJIsiBaHE Ha KIIMHUYHUTE CUMITOMHA
(KOKHHM JIe3WH ¥ BUCOKA TeMIIEpaTypa) Ha YepBeHKa, PUUUHEHA OT Erysipelothrix rhusiopathiae,
cepotun 1 u cepoTumn 2.

Havano na umyHunTeTa:
CBUHCKH MTapBOBUPYC: OT HAYAJIOTO HA TECTAIMOHHHUS TIEPUOI.
E. rhusiopathiae: Tpu ceIMUIIM CJIe] 3aBbPIIBaHE HA OCHOBHATA CXEMa Ha BaKCHHALIMS.
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[IpoabIKUTETHOCT HA UMYHHUTETA!

CBHHCKY MTapBOBHUPYC: BAKCUHAIUATA OCUTYPsIBa 3alllTa Ha IJI0/IA 3a IsU1aTa MPOABIDKUTEITHOCT Ha
OpeMenHocTTa. PeBakcuHaius TpsiOBa J1a ce U3BBPIIBA MTPEIU BCCKU TeCTAIIHOHECH MIEPHO/T, BUKTE
TOuKa 3.9.

E. rhusiopathiae: BaxcuHalysITa nIpe/na3sa OT YepBEHKA 10 MOMEHTA Ha IpEopbUUTeIHATA
MOBTOPHA BaKCHHAITUS (IIPUOIM3UTEITHO MIECT MECeIa CJie]] OCHOBHATA CXeMa Ha BAKCHHAIIHS ), BHIKTE
Touka 3.9.

3.3 IIporuBomokazaHusi
Jla He ce u3Moa3Ba IPU CBPHXIYBCTBUTEIHOCT KbM aKTHBHHTE BEIIECTBA, aJ[PKYBaHTUTE WIH KbM
HSKOE OT TIOMOIITHUTE BEIIeCTRA.

3.4 ChneunuajHH npexynpe:KIeHust

)la CC€ BaKCMHHPAT CaMO 3paBu )KUBOTHH.

3.5 CroeunajHu npeana3Hu MepKH Npu ynorpeda

CrernmaiaHy Ipeana3sHy MEPKHU 3a 0e30I1acHa ynoTpebda IIpyu BUAOBETE )KUBOTHH, 32 KOUTO €
npendaszHauexn BJIIT:

He e npunoxxumo.

CrenyaiHy Mpearna3Hi MepKH 3a JIUIaTa, IPUIaraiy BeTepUHAPHUS JeKapCTBEH MPOAYKT Ha
KHMBOTHHUTC!

[Ipu cnyuaitHO caMOMH)XEeKTHpaHe, He3a0aBHO /1a C€ TTOThPCH METUIIMHCKH ChBET, KaTO Ha JIeKaps ce
MIPEIOCTaBH JINCTOBKATA UJIM €TUKETAa Ha MPOAYKTA.

CrenyaiHy npearna3Hd MepKH 3a 3alliiTa Ha OKOJIHATA cpejia:

He e npunoxxumo.

3.6 HeOnaronpusiTHu peakumun

IIpacera.
MHoro yectn Bb3nanenue B MACTOTO Ha NPUIIOKEHHE!
(nmoseue ot 1 Ha 10 TpeTupanu
KUBOTHH):
Yectn [MoBunIeHa TeMIepaTypa’

(1 mo 10 na 100 TpeTHpaHu )KUBOTHU):

MHoro penku AHadnIakTHYeH THI peaknns (TeXKa alepruaHa
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Jleka 1o ymepeHa Bb3MajaeHue B MSACTOTO HA MHKEKTUPAHE, KOSTO OOMKHOBEHO OTINYMSBA B PAMKHTE
Ha YCTHPHU JHH, HO B HAKOW CIIydau MOXKE Ja MPOIBIDKH 0 12 THU ciien BaKCHHAITUATA.

’[IpexoJHO MOBHUIIABAHE HA TEJIECHATA TEMIIEPATyPa B PAMKHUTE Ha ITbPBUTE 6 yaca Ciej
BaKCHHAIUATA, KOETO CIIOHTAHHO OTIIYMSBa B paMKUTE Ha 24 Jaca.

3[IpenopbuBa ce MOAXOAANIO CHMITOMATHYIHO JICYCHHE.

Cro0ImaBaHeTo Ha HEONArOMPHUATHY PEAKIIMU € BakKHO. ToBa MO3BOJISIBA HEMPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa HAa BETEPUHAPHUS JIEKapCTBEH MPOAYKT. ChoOIeHUATa TPsIOBa Ja ce M3MIpaIar, 3a
MIPEJIMOYUTAHE Upe3 BETCPUHAPECH JICKap, WU Ha IPUTEKATEIS Ha Pa3pellICHUETO 32 ThPrOBUS WIH Ha
MECTHHSI My TPEJICTABUTEI, HJIM HA HAITMOHAHHS KOMIICTCHTEH OpPraH upe3 HallMOHATHATAa CUCTEMA 32
choOIIaBaHe. 3a ChOTBETHHUTE JIAaHHU 32 BPh3Ka BIXKTE JIUCTOBKATA.

3.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTAIUS WU sTiillEeHOCeHe

bpeMeHHOCT M JTaKTallHsA:
Moske aa ce mpuara 1o BpeMe Ha OpeMEHHOCT U JIAKTaIlHsl.

3.8 Bs3aumogaeiicTBHe ¢ APYru BeTePHUHAPHH JeKAPCTBEHHN MPOAYKTH U APYru (pOpMHU HA
B3auUMOJeHcTBHE

Hannunu ca naHHN 3a 6€30MacHOCT M €pUKACHOCT, KOMTO JI0Ka3BaT, 4e Ta31 BAKCHHA MOXKE J1a Obae
cmecBana u npwiarasa ¢ UNISTRAIN PRRS (kpaero Tazu BakcHHaTa € pa3perieHa) B €IHO MSICTO Ha
WH)XEKTUpaHE.

Tps0Ba 1a ce HanpaBy cripaBka ¢ nmoaykToBaTa nHGopMmarms Ha UNISTRAIN PRRS npenau
MIpHUjIaraHe Ha CMECEHHUTE MPOAYKTH.

Cwmecenoto npunoxenne Ha UNISTRAIN PRRS u ERYSENG PARVO tpsi0Ba na ce uznona3sa camo
NpY BaKCHHUPAHE Ha )KUBOTHU MIpeau YU(PTOCBAHE.

3a cMeceHa ynorpe0a, Ha4alloTO W MPOABIDKUTEITHOCTTa HA IMYHUTETa Ha TAPBOBUPYCHUS
KOMITOHEHT ¥ Ha4aJIOTO Ha UMYHUTETA Ha €PU3HIICITHAS KOMIIOHEHT Os1Xa IMOKa3aH! KaTo
EKBHBAJICHTHH Ha oHe3H, onpenenenu 32 ERYSENG PARVO mnpu camocTosiTeniHa ynorpeoa.
B’preKI/I TOBa, HC € U3CJICABaHA NPOABJDKUTCIIHOCTTA HA UMYHHUTETA HA CPUSUTICTIHUA KOMIIOHCHT
CcJie]l CMeceHa ynoTpeoa.

Hsima Hannuna nHdopmanus 3a 6€30MacHOCT U e(pUKACHOCT OT ChbBMECTHOTO U3IIOJI3BAaHE HA Ta3U
BaKCHHA C JPYTH BETEpHHAPHHU JIEKapCTBEHU NMPOTYKTH, OCBEH ITOCOUYEHUTE Mo-rope. [lopanu Ta3u
NpUYMHA, IPUIAraHeTO Ha Ta3d BaKCHHA MpPEIH WM ciell yrnorpedara Ha APYT BeTepUHAPCH
JIEKapCTBEH MPOJYKT TPsIOBA Ja ce MPELeHH CIIope]] HHANBUAYIHUS CIyqai.

3.9 HauuH Ha NpUJIOKEeHNE U T03MPOBKA

OcraBeTe BakcHHATA J1a JOCTUTHE cTaiiHa Temrieparypa (15 °C- 25 °C) nmpenu npunarase.
Paskmnarere nobpe npenu ymorpeda.

[Ipunaraiite enna no3a ot 2 ml upe3 HHTpaMyCKyJIHa MH)KEKLUSI B MyCKYJIUTE Ha LIIUATA ChITIACHO
ClIeJIHaTa CXeMa!

OcHOBHA BaKCHHAIIHS:

ITpu mpacera Ha BB3pacT 6 Mecela, KOUTO He ca BAKCUHUPAHU MPEIU C TO3U MPOIYKT, TPSAOBA 1a ce
TPUIIOKAT JIBE MHXKEKIIMHU TIPe3 HHTepBal 3-4 CeMUIIM ellHa OT JApyra. Bropara uHxekius TpsoBa aa
ce IPUIOKH 3 - 4 ceIMHULIN TIpeay YUPTOCBAHE.

PeBakcunanus:
2 - 3 cenMHUIM IIPeIN BCAKO CJIABAINO YH(PTOCBaHE TPSAOBa /1a c€ MPHUIIOKHU €ANHIYIHA HHIKEKITHS
(mpubam3uTeNHO HAa BCeKU 6 Mecera).



3a emaoBpemenHa yrorpeda ¢ UNISTRAIN PRRS mpu cBuHE 3a BB3MPOU3BOICTBO OT 6 MeceuHa
BB3pact, cMeceHoTo npmwiokerne Ha ERYSENG PARVO u UNISTRAIN PRRS tps6Ba na ce
W3II0JI3Ba CaMO MPU BaKCUHHUPAHE Ha )KUBOTHH Mpeau Y ToCBaHE.

TpsiOBa aa ce crma3BaT CACIHUTE MHCTPYKIUU: ChabpKaHueTo Ha enuHuueH ¢iiakon ¢ UNISTRAIN
PRRS TpsibBa 1a ce cMecu cbe ChabpkanueTo Ha eauaudeH (aakon ¢ ERYSENG PARVO.
Enuangna no3a (2 ml) oT cMeceHnTe BakCHHU TPsOBA J1a Ce HHKEKTHPA 3a TIEPUO/T OT 2 yaca
HHTPaMyCKYJIHO.

UNISTRAIN PRRS ERYSENG PARVO
10 no3u + 10 no3m (20 ml)
25 nmo3u + 25 no3m (50 ml)
50 no3u + 50 no3m (100 ml)

3.10 CumnToMu Ha npeno3upaHe (A KOraTo € NPUI0KHUMO — NMPOLEAYPH HA JieiicTBHE MPH
CIELIHH CJIyYau ¥ AHTHIOTH)

He ca naOsiromaBaHM HEONAroNPHUATHU pEaKlWH, Pa3IdYHM OT CIIOMEHATUTE B Todka 3.6, cien
MIPUIIOKEHUETO HA 2-KpaTHA J103a BaKCHHA.

3.11 CneuuajHu orpaHUYeHUsd 32 ynoTpeda U crenuaJHU yCJIOBHUS 32 yNoTpeda, BKJIIOYUTETHO
OrpaHUYEHM 32 YIOTPedaTa HAa AHTUMMKPOOHU U NPOTHBONAPA3MTHU BeTePHHAPHHU
JIEKapCTBEHH NMPOAYKTH, C LeJI A ce OTPAHMYH PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e mpuiioxumo.

3.12 KapeHTHH cpOKOBe

Hyna nuu.

4. HUMYHOJIOTI'NYHA UHOOPMALIUSA

4.1 BerepuHapeH JiekapcTBeH aHaTOMO-TepaneBTH4YeH Ko (ATCvet Code): QI09ALO1

3a cTUMyJUpaHe Pa3BUTUETO HA aKTUBEH UMYHUTET IPH MpaceTa cpeuty E. rhusiopathiae 1 CBUHCKI

apBOBHUPYC

5. DOAPMALIEBTUYHU JAHHU

5.1 OcHOBHH HECHLBMECTHMOCTH

He cmecnaiite ¢ npyr BeTepuHapeH JiekapcTBeH npoaykt ¢ uzkimouenne Ha UNISTRAIN PRRS.

5.2 Cpoxk Ha rogHocT

Cpok Ha TOJHOCT Ha KpailHUs BETEpUHAPEH JIEKapCTBEH MPOIYKT: 2 TOANHU.

Cpok Ha rOZHOCT CJiel IbPBO OTBAPsSIHE HAa IbPBUYHATA ONIAKOBKA: M3I0JI3BaiiTe He3a0aBHO.

Cpox Ha rogHocT cien cMecBane ¢ UNISTRAIN PRRS: 2 gaca.

5.3 Crhenuananu yca0BHSA 32 CbXpaHeHHe

Jla ce cpxpaHsaBa U TpaHCIIOpTHpa B oxianeHo cberossaue(2 °C — 8 °C).

Ha ue ce 3ampasssa.
Jla ce ma3u oT CBETJIMHA.



54 Buja u cbeTaB Ha MIbPBUYHATA OIIAKOBKAaA

®nakonu ot Oe3nBeTHO crThkiIo TN I or 20, 50 u 100 ml. ®dmakoHuTEe ca 3aTBOPEHH C T'yMEHa
3amymrajka ¥ alTfyMUHHEBa Karnavka.
[Monuerunenoru (PET) 6ytunku ot 20, 50, 100 u 250 ml.

Pa3mepn Ha onmakoBKaTa:

Kapronena xytus ¢ 1 crpkien ¢uakod ¢ 10 qo3u (20 ml).
Kapronena xytus ¢ | cTpkien ¢unakod ¢ 25 nosu (50 ml).
Kapronena xytus ¢ 1 cTekien ¢nakos ¢ 50 gozu (100 ml).

Kapronena xytus ¢ 1 PET Oytunka, ceabpxamia 10 no3u (20 ml).

Kapronena xytus ¢ 1 PET Oytuika, cpabpkamia 25 nosu (50 ml).

Kapronena kytus ¢ 1 PET 6ytunka, ceaspikamna 50 go3u (100 ml).

Kapronena xytus ¢ 1 PET Oytuika, ceappikaria 125 no3u (250 ml).

He Bcuuku pazmepu Ha onakoBKaTa MOTaT Ja ObJaT npesiaraHy Ha rasapa.

5.5 CneuunajiHu MepKH 32 YHHII0:KABAHE HA HEU3MOJI3BAHU MPOAYKTH HJIU OCTATBUM OT THAX
BerepunapHuTe JIeKapCcTBEHN IPOLYKTH HE TPsIOBa a ObJaT U3XBBPISTHH Ype3 OTIMAaTHU BOIU WU
OUTOBH OTIIAIBIIH.

Wznon3gaiite nporpaMu 3a BpblIaHe NPH YHUIIO)KABAHETO HA HEU3IIOI3BaHU BEeTepUHAPHH
JIEKapCTBEHU MPOAYKTU MM OCTATBLH OT TAX B ChOTBETCTBHE C M3HUCKBAHHATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKY HAIIMOHAHU CUCTEMH 32 ChOMpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEpUHAPEH JIEKAPCTBEH MPOAYKT.

6. HNME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.

7. HOMEP(A) HA PABPEIIEHUETO 3A THhbPI'OBUS

EU/2/14/167/001-007

8. JIATA HA ITBbPBOTO U3JIABAHE HA PASPEHIEHUETO 3A ThPTOBUS

Jlata Ha TEPBOTO M3/1aBaHe HA pa3penieHneTo 3a Thproeus: 08/07/2014

9. JATA HA NIOCJIEJHATA PEJAKIUSA HA KPATKATA XAPAKTEPUCTHUKA HA
MMPOAYKTA

{JUUMM/TTIT}

10. KIJACHUOUKAIUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOJAYKTHU
Jla ce oTImycka camo 10 JIEKapCKO Mpe/IrcaHme.

[MonpoOHa nHOpMans 3a TO3U BETEPUHAPEH JICKAPCTBEH MPOYKT MOXKE Jla HAMEpHUTE B 0a3ara JaHHU
Ha Cwro3a orHocHO npoaykruTte (https://medicines.health.europa.eu/veterinary).



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

IMPUJIOKEHHUE I1

APYTU YCJIOBUA U UBUCKBAHUA KbM PASPEILIEHUETO 3A ThPI'OBUSA

Hsama



IMPUJIOKEHUE I11

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAIUSA, KOATO CE NU3IIMCBA BbPXY BHBHIIHATA OITAKOBKA

KAPTOHEHA KYTHU4, (20 ml, 50 ml, 100 ml u 250 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

ERYSENG PARVO unxeKIImoHHA CyCIICH3US

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Bcesika mo3a ot 2 ml ceappka:

WHakTuBHpaH CBUHCKH NapBoBUpYC, maM NADL-2 > 1,15 RP*
WHaKTHBUPAH Erysipelothrix rhusiopathiae, mam R32E11 > 3,34 log, IEsg o™ *
*RP - orHOocuTenHa aktuBHOCT (ELISA)

** TEs0 o, maxuoumusa ELISA - 50 %

‘ 3. PASMEP HA OITAKOBKATA

10 o3u (20 ml)
25 no3u (50 ml)
50 mo3u (100 ml)
125 mo3u (250 ml)

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

Ilpacera.

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA TPUJIIOKEHUE

WHTpaMyCKyIIHO MIPHIIOKEHHE.

‘ 7. KAPEHTHHM CPOKOBE

KapeHTeH CpOK: HyJIa THH.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Cren mpoOuBaHe M3IONI3Bal He3a0aBHO.

‘ 9. CIIEHUAJIHU YCJIIOBUA 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAIEHO ChCTOSHUE.
a ue ce 3ampasspa.
Jla ce ma3u oT CBETJIHHA.
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‘ 10. HAJAINMUCHT ,,JIPEJAU YIIOTPEBA ITPOYETETE JIMCTOBKATA“

[penu ynoTpeda nmpoyereTe IMCTOBKATA.

‘ 11. HAJAIIUCHT “CAMO 3A BETEPUHAPHOMEJINIIMHCKA YIIOTPEBA”

Cawmo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

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

I[a CC ChbXpaHsBa AaJjicd OT NOorjicaa U Ha HCAOCTBIIHU 3a [IC1a MCCTaA.

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

LABORATORIOS HIPRA, S.A.

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

EU/2/14/167/001 10 po3u
EU/2/14/167/002 25 no3u
EU/2/14/167/003 50 no3n
EU/2/14/167/004 10 no3n
EU/2/14/167/005 25 no3u
EU/2/14/167/006 50 no3n
EU/2/14/167/007 125 no3u

15. NMAPTHUJAEH HOMEP

Lot {Homep}
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NHOOPMAIMSA, KOATO TPABBA 1A BBJIE U3IIMCAHA BbPXY I'TBPBUYHATA
OITAKOBKA

BYTHUJIKATA (100 ml, 250 ml) u ¢paxon (100 ml)

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUA JTEKAPCTBEH ITPOAYKT

ERYSENG PARVO unxeKIIMOHHA CYCIICH3US

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Besika mo3a ot 2 ml ceappxa:

MHakTUBHUpaH CBUHCKH MTapBOBUPYC, ImaMm NADL-2 > 1,15 RP*
vHaKTUBUpaH Erysipelothrix rhusiopathiae, mam R32E11 > 3,34 logy [Esg o, **
*RP - orHocuTenHa aktuBHOCT (ELISA)

** TEs0 o, maxuounmus ELISA — 50 %

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

IIpacera.

4. HAYUHU HA ITPUJIIOKEHUE

HaTpamyckyiHa ynotpeoa.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

5. KAPEHTHUM CPOKOBE

KapenTeH cpok: HyJia JHU.

| 6. CPOK HA FOJIHOCT

Exp. {mMmm/rTIT}
Cren mpoOuBaHe M3ITONI3Bal He3a0aBHO.

‘ 7. CIIEIIMAJIHU YCJIOBUS 3A CbXPAHEHUE

Ja ce cpxpaHsBa U TPaHCIIOPTHPA B OXJIAIEHO CHCTOSHUE.
Jla He ce 3ampa3siBa.
Ja ce ma3u ot cBeTIMHA.

‘ 8. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A ThPI'OBUSA

LABORATORIOS HIPRA, S.A.

9. ITAPTUJIEH HOMEP
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Lot {Homep}

‘ 10. PA3MEP HA OIIAKOBKATA

50 po3u (100 ml)
125 no3u (250 ml)

13



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

BYTUJIKATA (20 ml, 50 ml) u gaaxonu (20 ml, SO ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

ERYSENG PARVO

2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

MHakTuBHUpaH CBUHCKH MTapBOBUPYC, IaMm NADL-2 > 1,15 RP*
WHAKTHBUPAH Erysipelothrix rhusiopathiae, mam R32E11 > 3,34 log, IEsg o™ *
*RP - orHocuTenHa aktuBHOCT (ELISA)

** TEs0 o, maxuoumusa ELISA - 50 %

‘ 3. IMAPTUJIEH HOMEP

Lot{nomep}

‘ 4. CPOK HA T'OJHOCT

Exp. {mm/rTIT}
Cren mpoOuBaHe M3IONI3Bal He3a0aBHO.

‘ 5. PABMEP HA OITAKOBKATA

10 no3u (20 ml)
25 no3u (50 ml)
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B. IMCTOBKA
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JIUCTOBKA

1. HaunmeHoBaHWe Ha BeTepHHAPHHUSA JIEKAPCTBEH MPOAYKT

ERYSENG PARVO wHXEKITMOHHA CYCIICH3HS 3a IpaceTa

2. CncTas
Bcesika mo3a ot 2 ml ceappka:

AKTHBHH BelllecTBOA:
WHakTrBHpaH CBUHCKH NapBoBUpYC, maM NADL-2 >1,I5RP *
Wuaxtusupan Erysipelothrix rhusiopathiae, mam R32E11 > 3,34 log, IEsp o, **
* RP, orHocutenna aktuBHOCT (ELISA)
** TEs0 o, maxuoumusa ELISA - 50 %

AIKYBAHTH:
Aluminium hydroxide 5,29 mg (amymuHUR)

benesnukapa cycrneH3usl.

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

3a aKTHBHA UMYHH3AIIMs HA )KEHCKU MpaceTa 3a NMpeJIna3BaHe Ha IOTOMCTBOTO CPEILy
TpaHCIUIaNleHTapHa HHPEKIHS, TPUYNHEHA OT CBUHCKH MaPBOBUPYC.

3a akTHBHA UMYHU3AIMs HA MBXKHU 1 JKSHCKH MpaceTa, 3a HaMaJsiBaHEe Ha KIIMHUYHUTE CUMITOMHU
(KOXKHM JIe3UH B BICOKA TeMIIepaTypa) Ha YepBeHKa, IPUIUHCHA OT Erysipelothrix rhusiopathiae,
ceporutt 1 u ceporwit 2.

Havano Ha umyHUTETA:
CBHHCKH MTapBOBHPYC: OT HAYAJIOTO HA T€CTAIIIOHHUS TIEPHO/.
E. rhusiopathiae: Tpu cemMuIIy ciel 3aBbPIIIBaHE HA OCHOBHATA CXEMa Ha BaKCHHAIIHS.

IIpoaABJIDKUTEIHOCT HA UMYHHUTETA:

CBUHCKH ITapBOBUPYC: BAKCHHAITUATA OCUTYPSIBA 3aIlMTa Ha 10/ 32 IsyIaTa PO b/DKUTEIIHOCT Ha
OpeMenHocTTa. PeBakcuHaius TpsiOBa Jla ce U3BBPIIBA MTPEIU BCCKU TECTAIIHOHCH MIEPHO/T, BUKTE
Touka “J[03MpoOBKa 32 BCEKH BUJ )KUBOTHO, HAUMHHA U METO]T Ha TIPIIIOKCHHE .

E. rhusiopathiae: BakcuHaIMATA TIPE/TIa3Ba OT YEPBEHKA 10 MOMEHTA Ha MIPEIOphUNTETHATA
MOBTOPHA BaKCHHAIUS (IIPUOIM3UTEITHO IIECT MECeIa CJie]] OCHOBHATA CXeMa Ha BAKCHHAIIHS ), BIKTE
Touka “J[03UpOBKa 3a BCEKU BUJ )KUBOTHO, HAUMHU U METOJ HA IIPUIIOKEHHE .

5. IIporuBonokazanus

I[a HE CC U3M0JI3Ba IIPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHUTE BCIICCTBA, a/[PKYBAHTHUTC UJIN KbM
HAKOC OT IIOMOIIHUTEC BCIICCTBA.
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6. CneuuaJiHu mpexynpexaeHus

CrenuanHy OpeaynpesKICHUS:
Jla ce BakcMHUPAT 3paBH KUBOTHHU CaMO.

CrenuaaHy Opeana3iu MEPKH 3a Oe30macHa ynoTpe0a py BUIOBETE JKUBOTHH, 34 KOUTO €
npendasHauyexn BJIIT:
He e npunoxumo.

CHCLII/IEIJ'IHI/I npéanasi MCpKHU, KOUTO TD$16Ba Ja B3CMEC JIMIICTO, IMpujaraimo BETCPUHAPHUSA JICKAPpCTBCH
OPOAYKT HaA JKMBOTHUTC:

HpI/I cnyqaﬁﬂo CaMOUWHKCKTHUPAHC, He3a0aBHO Ja CC MOThbPCU MECAUIIMHCKHU CBBET, KATO HA JICKAPA CC
npeaoCTaBu JIMCTOBKATA WJIM CTUKETA HAa IPOAYKTaA.

CrenmanHy npeanasHi MEpPKU 3a 3alliTa Ha OKOJIHATa cpefia:
He e npunoxxumo.

bpeMeHHOCT M TaKTaIHsA:
Moske aa ce mpuiiara 1o BpeMe Ha OpeMEHHOCT U JIaKTaIlHst

BsaumoneiicTBue ¢ Apyru BeTepUHAPHU JICKAPCTBEHU NPOAYKTH B ApyTH (DOPMHU Ha B3aMMOJCHCTBYE!
Hanuunu ca nanam 3a 6€30MacHOCT U €PUKACHOCT, KOUTO J0Ka3BaT, Y€ Ta3U BAKCHHA MOXeE J1a ObIe
cmecBana u nipwiarada ¢ UNISTRAIN PRRS (kbaero Ta3u BakcHHa € pa3pelicHa) B €IHO MICTO Ha
umKekTHpane. TpsOBa 1a ce HampaBH cripaBka ¢ nmoaykroeara uadopmaius Ha UNISTRAIN PRRS
TIpeIy TIpuiIaraHe Ha CMECEHUTE MPOTyKTH.

Cwmecenoro npunoxkeane Ha UNISTRAIN PRRS u ERYSENG PARVO tpsi6Ba 1a ce u3moi3Ba caMmo
NPY BaKCHHUPAHE Ha )KHBOTHU MPEIN Y (TOCBAHE.

3a cMeceHa ynorpeba, Ha4alloTO W MPOABIDKUTEITHOCTTa HA IMYHUTETa Ha TAPBOBUPYCHUS
KOMIIOHEHT ¥ HAa4aJl0TO Ha UMYHUTETA Ha CPU3MIICITHAS KOMIIOHEHT Osixa IMOKa3aHU KaTo
eKBUBAJICHTHH Ha oHe3H, onpenernend 32 ERYSENG PARVO mpu camocrositensa yrnorpeoa.

B’preKI/I TOBa, HE € U3CJICABaHA NPOABIDKUTCIIHOCTTA HA UMYHUTETA HA CPUSUTICIIHUA KOMIIOHCHT
cJIell CMECEHa ynoTpeoa.

Hsma Hanngna nHpOpManns 3a 6€30macHOCT U €(PUKACHOCT OT CbBMECTHOTO M3IOJI3BAaHE HA Ta3H
BaKCHHA C IpYT'H BETEpHHAPHHU JIEKaPCTBEHU MPOIYKTH, OCBEH ITOCOYEHHS MTO-TOPE.

[lopanu Ta3u npuyrHa, NpUJIATaHETO Ha Ta3W BAaKCMHA NPEeau WM ciie] yrnoTpedaTta Ha IpyT
BETEPUHAPEH JIEKapCTBEH MIPOAYKT TPsiOBa J1a ce MPELeHH CIIopel MHANBUIYaTHUS CITyYai.

IIpenosupane:
HukakBu HEOMAronpUATHA PEAKINH, PA3IMYHHA OT CIIOMEHATUTE Beue B Touka "HeOnaronpustHu

peaknuu'’, He MOTaT J1a C€ OYaKBaT Clie ] MPUIOKEHNETO Ha 2 KpaTHA /1032 BAKCHHA.

OCHOBHU HECHBMECTUMOCTH:
He cmecnaiite ¢ npyr BeTepuHapeH JekapcTBeH npoaykt ¢ uzkmouenne Ha UNISTRAIN PRRS.

7/ HebsaronpusiTHu peakumun

IIpacera.

Muoro gyectu(roBede ot 1 Ha 10 TpeTrpaHu )KUBOTHH):

Bnb3nanenue B MICTOTO Ha l'IpI/IJ'IO)KCHI/ICl
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Yectu (1 mo 10 Ha 100 TpeTHpaHu KUBOTHH):

[NoBumena TemMneparypa’

Muoro penku (rmo-manko ot 1 Ha 10 000 TpeTupanu KUBOTHH, BKIIOYUTESITHO U30JIUPAHT
CHOOIIICHHS ):

ARaduUIaKTHUEH TUIT peakiys (TeXKKa allepruiHa peakuus) >

Jlexa 1o ymepeHa Bb3najaeHue B MSACTOTO Ha MHKEKTUPAHE, KOSTO OOMKHOBEHO OTIIYMSBA B PAMKUTE
Ha 4 THW, HO B HAKOW CITydad MOJKE JIa TIPOABIKH 10 12 THM clie]] BaKCHHAIIAATA.

IpexoHO OBUIIABAHE Ha TEJIECHATA TEMIIEPATypa B PAMKHUTE Ha IIPBUTE 6 Yaca ClieH
BaKCHHAIUATA, KOETO CIIOHTAHHO OTIIYMsBa B paMKHUTe Ha 24 Jaca.

3[IpenopbuBa ce MOAXOAANIO CHMITOMATHYHO JICYCHHUE.

Cro0maBaHeTo Ha HEOIATONPUATHHN PEaKIUU € BaKHO. ToBa MO3BOJISIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha TIPOAYKTa. AKO 3a0€NIeKUTe HIKAKBU HEOIArONMPUSATHN PEAKITUH, BKIIOUUTCITHO 1
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA MIJIM MHUCITUTE, Y€ BETEPHUHAPHUS JIEKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MMbPBO ¢ Bammst BeTeprHapeH jiekap. MokeTe ChINo 1a chobmaBare
HEOJIArONPUATHU PEaKIUU Ha TIPUTEKATEIIS Ha Pa3pelICHHETO 32 ThPTOBHS WM MECTHHS
MIPEJICTABUTEI Ha MTPUTEKATEIS Ha Pa3pelICHHETO 32 ThProBHsI, KATO U3IOJI3BATE JAHHUTE 32 KOHTAKT
B Kpas Ha Ta3W JINCTOBKA WU Upe3 Bamrara HanmoHamHa cucTeMa 3a choO0IaBaHe: {ImoApoOHOCTH 3a
HaIlMOHATHATA CHCTEMA }.

8. I[03I/IPOBK3 3a BCCKHU BU/I )KUBOTHO, HAYUHU U ME€TO/1 HA MPUJI0KCHUE

[Ipunaraiite enna g03a ot 2 ml Upe3 HHTPaAMyCKYyJIHA HHXKEKIMS B MYCKYJIHTE Ha IIUTA CHIIIACHO
clieTHaTa CXema:

OcHOBHA BaKCHHAIIKS:

IIpu npacera Ha BB3pacT 6 Mecelia, KOUTO HE Ca BAKCUHMPAHU IPEAU C TO3U IPOLYKT, TpsIOBa Aa ce
NPUIIOXKAT JIBE€ MHXEKIIUHU Tpe3 UHTepBall 3-4 ceMUIM eHa OT Apyra. Bropara umxexuus TpsOBa aa
ce npuioxu 3-4 cenMuIy npean Y TocBaHe.

PeBakcunanms:
2-3 ceIMUIY MPEAN BCAKO CIISABAINO YA(TOCBAHE TPIOBA /1a CE MPUIOKU SAMHUIHA WHKCKITHS

(mpubnM3UTETHO HAa BCEKU 6 Mecera).

3a eqHoBpemenHa ynotpebda ¢ UNISTRAIN PRRS npu cBuHe 32 BE3MPOU3BOJACTBO OT 6-MeCcevHa
BB3pacT, cmeceHoTo npuioxenne Ha ERYSENG PARVO u UNISTRAIN PRRS TpsibBa na ce
W3M0JI3Ba caMO NPY BaKCHHUPAHE HA JKUBOTHH Mpeu YH(TOCBaHE.

Tps0Ba ga ce cra3BaT CIeHUTE HHCTPYKIMHU: ChAbpKaHUeTo Ha eanHuueH (aakon ¢ UNISTRAIN
PRRS TtpsibBa na ce cmecu cbe chabpxkanneTo Ha enuandeH ¢uiakod ¢ ERYSENG PARVO.

Enuanuna mo3a (2 ml) oT cMeceHuTe BakCHHHU TpOBa J1a Ce MHKEKTUPA 32 TIEPUOJT OT 2 yaca
UHTPaMyCKYJITHO.

UNISTRAIN PRRS ERYSENG PARVO
10 no3u + 10 mo3u (20 ml)
25 no3u + 25 no3u (50 ml)

50 no3u + 50 mo3u (100 ml)
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9. CbBeTH 32 IPAaBUJIHOTO NPHJIATAHE HA MPOAYKTA

OcraBeTe BakcHHaTa ja 1OCTUTHE cTaiiHa Temmepatypa (15 °C — 25 °C) npenu npumnaraHe.
Paszkmarere mobpe npean ynorpeda.

10. KapeHTHHU cpokoBe

Hyna gan.

11. ChenunaJiHHU yCJOBHS 32 CbXpaHEeHHe

Ja ce cpxpansBa fajed OT MOTJieia ¥ Ha HEAOCTHITHY 3a JIella MecTa.
Jla ce cpxpaHsaBa U TpaHCIIOpTHpPa B oxjianeHo cberosaue (2 °C — 8 °C).
Ha ue ce 3ampa3sssa.

Jla ce ma3u OT CBETJIMHA.

Jla He ce W3Mo3Ba TO3HM BETEPUHAPEH JICKAPCTBEH MPOIYKT CIIE] U3TUYaHE CPOKa Ha TOTHOCT,
MOCOYEH BhPXY €THUKETa U KapToHeHaTa KyTHs cien Exp. CpoKbT Ha TOJHOCT OTTOBAps HA MOCIIEIHUS
JICH OT TO3H Mecell.

Cpok Ha TOJHOCT CIIe/T TbPBOTO OTBAPSHE HA IbPBUYHATA OIMAKOBKA: M3IIOJI3BATe HE3a0aBHO.

Cpox Ha rogaoct cien cmecBane ¢ UNISTRAIN PRRS: 2 gaca.

12. ChenunaJIHu NpeANa3HA MePKH NPH YHUIOKABAHE

BeTepI/IHapHI/ITC JICKAPCTBCHU NPOAYKTHU HC TpSI6Ba Ja 6’])}_'[3T HU3XBBPJIAHU YPE3 OTIIAAHU BOJAU WA
OuTOBU OTHaabIH.

W3nomn3BaiiTe mporpaMu 3a BpbIIaHe IPY YHUAIIOKABAHETO HA HEU3ITOJI3BAHN BETEpPUHAPHU
JICKaPCTBEHU MPOIYKTH WU OCTATHIHU OT TSIX B CHOTBETCTBUE C M3UCKBAHUSATA HA MECTHOTO
3aKOHOJATCJICTBO U C BCUYKHU MNPUIIOKUMHU HAITUOHATIHU CUCTEMHU 3a C’I)6I/IpaHe. Tes3n MCPKH 1IC
MIOMOTHAT 32 ONIa3BaHE Ha OKOJIHATA CPEJIa.

[Tonwuraiite Bamms BeTepuHapeH jiekap Kak Jia YHUIIOKUTE HEHY)KHU BETEpUHAPHU JIEKAPCTBCHH
NPOLYKTH.

13. Kaacupukanus Ha BeTepUHAPHHUTE JeKAPCTBEHH MPOAYKTH

Ja ce oTmycka camo 1O JIEKapCKO MpeanrcaHue.

14. HomMepa Ha pa3pelieHHETO 32 THProBUs U pa3MepH ONMMAKOBKH

Howmepa Ha paspemienuero 3a Teproeusi: EU/2/14/167/001-007

Pasmepu Ha onakoBkaTa:

Kapronena xytus ¢ 1 crpkien ¢uakod ¢ 10 qo3u (20 ml).

Kapronena xytus ¢ 1 cTpkien ¢unakos ¢ 25 nosu (50 ml).
Kapronena xytus ¢ 1 cTekien ¢akos ¢ 50 gozu (100 ml).

Kapronena xytus ¢ 1 PET OyTunka, ceabpxama 10 nos3u (20 ml).
Kapronena xytus ¢ 1 PET Oytuika, cpabpikamia 25 nosu (50 ml).
Kapronena kytus ¢ 1 PET 6ytunka, ceaspikamna 50 go3u (100 ml).

19



Kapronena xytus ¢ 1 PET 6ytunka, ceaspkama 125 mo3u (250 ml).

He Bcuukn pasMCpu Ha OITAaKOBKATa MOrat Ja 6’B,I[aT npeajiaranv Ha masapa.

15. I[aTa Ha 1nocjaeaHaTa peJaKkiusa Ha TEKCTa

(JUYMM/TTTT}

IMToxpoOHa nHpOpMaIHs 32 TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYKT MOXKeE J]a HamepuTe B 6azata
nanHu Ha Chro3a oTHOCHO mpoaykrute (https://medicines.health.europa.eu/veterinary).

16. /lanHwu 3a Bpb3Ka

IIpurekaTen Ha pa3pelIeHUETO 3a ThPrOBHS M IPOU3BOIUTEN, OTTOBAPSIIL 32 OCBOO0XKIABAHETO HA
napTuau U JaHHU 3a BPH3Ka 3a c1>o6gaBaHe Ha npeanojaracMmn He6HaI‘OHQI/IHTHI/I pPCaKIIUM:

LABORATORIOS HIPRA, S.A.
Avda. la Selva, 135

17170 Amer (Girona) SPAIN
TEL:+34 972 43 06 60

3a BcskakBa MH(pOpPMAIHS OTHOCHO TO3H BETEPUHAPEH JICKAPCTBEH MPOYKT, MOJIS, CBEPIKETE CE C
MECTHHSI [IPEeICTAaBUTEN Ha MIPUTEXKATEIS Ha Pa3pelIeHHeTo 3a ThPrOBHSL.

MecTHU IpeACTABUTENH U JJAHHHM 34 BPh3Ka 32 ChOOIIAaBaHE Ha IPEANoJaracMyu HeOJaronpusITHA
pCaKIUU:

Belgié/Belgique/Belgien Lietuva

HIPRA BENELUX NV LABORATORIOS HIPRA, S.A.
Nieuwewandeling 62 Avda. La Selva 135

9000 Gent 17170 Amer (Girona)
BELGIUM ISPANIJA

Tel: +32 09 2964464 Tel: +34 972 43 06 60
Peny06iuka boarapus Luxembourg/Luxemburg
LABORATORIOS HIPRA, S.A. HIPRA BENELUX NV

Avda. La Selva 135 Nieuwewandeling 62

17170 Amer (Girona) 9000 Gent

UCITAHUA BELGIUM

Ten: +34 972 43 06 60 Tel: +32 09 2964464

Ceska republika Magyarorszag

HIPRA SLOVENSKO, s.r.o. LABORATORIOS HIPRA, S.A.
Zochova 5, Avda. La Selva 135

811 03 Bratislava, 17170 Amer (Girona)
SLOVENSKO SPANYOLORSZAG

Tel: +421 02 32 335 223 Tel: +34 972 43 06 60
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Danmark

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel: +34 972 43 06 60

Deutschland

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 - 0

Eesti

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
HISPAANIA

Tel: +34 972 43 06 60

EArGoo
HIPRA EAAAY AE.

Agw@. AOnvov 80 & Mnpiovov 2-4,
104 41 Ko,roviég - AOGHNA - EAAAX

TnA: +30 210 4978660

Espaiia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

ESPANA

Tel: +34 972 43 06 60

France

HIPRA FRANCE

7 rue Roland Garros, Batiment H
44700 - Orvault -

FRANCE

Tél: +33 02 51 80 77 91

Hrvatska

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
SPANJOLSKA

Tel: +34 972 43 06 60

Ireland

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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Malta

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANJA

Tel: +34 972 43 06 60

Nederland

HIPRA BENELUX NV
Nieuwewandeling 62
9000 Gent

BELGIUM

Tel: +32 09 2964464

Norge

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

TIf: +34 972 43 06 60

Osterreich

HIPRA DEUTSCHLAND GmbH
Am Wehrhahn 28-30

40211 Diisseldorf
DEUTSCHLAND

Tel: +49 211 698236 — 0

Polska

HIPRA POLSKA Sp.z.0.0.

Ul. Wincentego Rzymowskiego 31
02-697 Warszawa - POLSKA
Tel: +48 22 642 33 06

Portugal

ARBUSET, Produtos Farmacéuticos e Sanitarios
De Uso Animal, Lda

Portela de Mafra e Fontainha - Abrunheira

2665 — 191 Malveira - PORTUGAL

Tel:+351 219 663 450

Roménia

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIA

Tel: +34 972 43 06 60

Slovenija

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANDJA

Tel: +34 972 43 06 60



Island

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANN

Simi: +34 972 43 06 60

Italia

Hipra Italia S.r.1.
Enrico Mattei, 2
25030 Coccaglio (BS)
ITALIA

Tel: +39 030 7241821

Kvnpog

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
IZITANIA

TnA: +34 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Avda. La Selva 135
17170 Amer (Girona)
SPANIJA

Tel. +34 972 43 06 60
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Slovenska republika
HIPRA SLOVENSKO, s.r.0.
Zochova 5,

811 03 Bratislava,
SLOVENSKO

Tel: +421 02 32 335 223

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)
ESPANJA

Puh/Tel: +34 972 43 06 60

Sverige

LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPANIEN

Tel. +34 972 43 06 60

United Kingdom (Northern Ireland)
LABORATORIOS HIPRA, S.A.
Avda. La Selva 135

17170 Amer (Girona)

SPAIN

Tel: +34 972 43 06 60
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