MNPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULUHCKUA TIPOAYKT

ERYSENG umkekmoHHa CycnieH3us 3a Ipacera

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Besika mo3a ot 2 ml ceabpika:
AKTHBHA cyOCTaHIUA:
Wuaxtusupan Erysipelothrix rhusiopathiae, mam R32E11 ........... ELISA > 3,34 log; IEsp o *
* |Esp o, maxubunmsa ELISA - 50%
AKyBaHTH:
Aluminium hydroXide ..........cocoiiiiiiiiit 0 0,29 M (QTyMUHTT)
DEAE-dextran
Ginseng
Excuunuenru:
3a IBJIHMA CIHUCHK HA eKCIUITUSHTHUTE, BIXK T. 6.1.
3. DAPMAIIEBTUYHA ®OPMA
MHXeKIMOoHHA CyCTIeH3HUS.
Bene3nukasa cycneH3usl.
4, KJIMHUYHU JAHHU
4.1 BupaoBe :KMBOTHM, 32 KOUTO e npeaHazHayen BMII
Ilpacera.
4.2 TepaneBTHYHHU MOKA3AHUSI, ONIPE/IEJIEHH 32 OTAEJITHUTE BUI0BE KUBOTHHU
3a aKTMBHA UMYHHM3aLlUsl HA MBXKKHU U )KEHCKH TIpaceTa, 32 HaMaJIIBaHE HA KIMHUYHUTE CUMIITOMU
(KOXKHU JIe3UH U BHCOKA TeMIIepaTypa) Ha YepBeHka, npuuuneH ot Erysipelothrix rhusiopathiae,

ceporun 1 u ceporum 2.

Hauajno na MMYHUTCTA. TPU CCAMUIM CIIC 3aBbPIIBAHC HA OCHOBHATA CXCMa HAa BAKCUHAIIWA.

IIpoabIDKUTEIHOCT HA UMYHHUTETA: IICCT Mecena.

4.3 IIpoTuBomoka3aHus

I[a HE CC U3IM0JI3Ba IIPU CBPbXUYBCTBUTCIHOCT KbM aKTUBHATa Cy6CTaHI_II/I}I, AJDKYBAHTUTC WU KbM
HSIKOM OT €KCITUITUCHTHUTE.

4.4 CpoeuuajHu NpeaNna3Hu MePKH 32 BCEKU BH/ ’KUBOTHH, 32 KOUTO e mpegHasHayen BMII
Ja ce BakcMHUpAT caMO 37paBH KUBOTHH.
45 Choeuua/JJHu MpeANa3HUd MePKH MpH ynorpeda

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a ) KMBOTHUTC NIPHU VHOTDe6aTa Ha OpOAYKTA
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He e npunoxumo.

CHCLII/IaJ'IHI/I Opeanasiy MCPKH 3a JUliaTa, Impujaaraimy BETCPUHAPHOMCANINMHCKHA IPOAYKT Ha
XKHUBOTHUTC

HpI/I cnyqafn{o CaMOUHIKXCKTUPAHE, He3a0aBHO Ja €€ MOThbPCU MEAUIMHCKHU CBBET, KATO HA JICKAPA CC
Ipe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

4.6 HeOnaronpusiTHU peakuuu (4eCTOTA U BA5KHOCT)

MHoro gecTu He6HaFOH[2H§ITHI/I peaKIuM.
- JIeko A0 YMCEPCHO BB3NAJICHUC B MACTOTO HAa MHIKCKTUPAHE, KOCTO OOHKHOBEHO OTIyMsIBa B

paMKHTE Ha YSTUPH JTHU, HO B HAKOU CIIy4au MOXeE J1a TIEpCUCTHpPa 10 12 JHU cie]] BAKCHHAIMS ©
Ha0JII0AaBaHO B MPOYYBAHUS 32 0€30ITaCHOCT.

YecT HEOIArONPHUATHY PEAKIIHH
- [IpexoHO MOBHIIABaHE HA TEJIECHATA TEMIIeparypa Ipe3 MbpBUTE 6 Yaca clie/l BAKCHHAIUS, KOSTO
OTIIYMSIBA CITOHTAaHHO B paMKHTE Ha 24 gaca ¢ HaOJI0gaBaHO B MPOYYBAHUS 32 0€30MACHOCT.

MHoOro peaku HeOIAronpUsITHU PEAKIINAN.
- AHadnIaKTHYCH THIT PEaKIUX ca JOKJIAIBaHN B CIIOHTAHHY IOKJIAIHN U CE TIPETIOPHUBA ITOIXOISIIIO0
CUMIITOMAaTUYHO JICUEHUE.

UectoTara Ha HEOMATONIPHUATHATE PEAKLIMU CE OTIPEIEI Upe3 clieHaTa Kiacu(pukamms:

- MHOTO YecTH (moBeue oT 1 Ha 10 TpeTupaHu )KMBOTHH MTPOSIBSIBAIIY HEOIArOMPUSITHHA PEAKITHH)

- gectu (oede oT 1, HO mo-Manko ot 10 xuBoTHHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTaM Ha 1,000 TpeTHpaHu >KUBOTHH)

- penxu (toBede oT 1, HO mo-mainko oT 10 sxuBoTHH Ha 10,000 TpeTHpaHHU )KUBOTHH)

- MHOTO peaku (Tmo-Manko ot 1 xuBotHO Ha 10,000 TpeTrpaHu >KHBOTHH, BKJIIFOUUTEITHO H30JIUPAHU
CHOOIIIECHH)

4.7 Ynorpe6a mo BpeMe Ha OpeMeHHOCT, JJaKTAalUs WIM sliilleHOCeHe
Moxe na ce mpuiara 1o BpemMe Ha OpeMEHHOCT M JIaKTaLHAL.

4.8 BzaumojeiicTBHE ¢ IPYrd BeTePUHAPHOMEIMIMHCKH NPOAYKTH U APYru ¢gopmMu Ha
B3auUMOJeHcTBHE

Hsma mannuna naGoOpManus 3a 6€30macHOCTTa ¥ €pUKACHOCTTa OT ChbBMECTHOTO U3II0JI3BAaHE HA Ta3U
BAaKCHHA C IPYT¥ BETEPUHAPHOMEAUIIMHCKY NpoayKTH. [lopaau Ta3u npuyuHa, MIpUIIaraHeTo Ha Ta3u
BaKCHHA MPE/IN WM CIIe]l yroTpedara Ha JpyT BeTePHHAPHOMEIMIIMHCKY MTPOIYKT TPsiOBa Ja MPEeLeHH
CIIOpE]l MHAUBUAYATIHUS CIIy4ai.

49 Jlo3a u HAYMH HA MPUJIOKEHHE

MHTpaMyCKyJIHO NPUIIOKEHUE.

OcTaBeTe BakCHHATA J1a IOCTHTHE cTaiiHa Temiieparypa (15 — 25 °C) nmpenu npunarane.
Pazknarere nobpe npeau ynorpebda.

[Mpunaraiite eana g03a ot 2 Ml ype3 HHTPaAMyCKYITHA HHXKEKIHSI B MyCKYJIHTE Ha IIHATA ChIIIACHO
clIe[iHaTa cxeMa:

OcHOBHA BaKCUHAIIUS:




IIpu mpacera Ha BB3pacT 6 Mecena, KOUTO He ca BAKCHHUPAHHU MIPEIr C TO3U MPOIYKT, TpsiOBa fa ce
MIPUJIOKAT JIBE MHXKEKIIMU TIPe3 WHTepBal 3-4 ceIMUIIM elHa OT Apyra. Bropara mmkekuus Tpsa0OBa ia
ce TpwIokH 3-4 ceaMuIly mpenu YndrocBane.

Pepakcunanys:
2-3 ceMUIN MPEIH BCSKO cieaBanio yndrocBane TpsOBa Aa ce MPHI0KH eJHHIYHA HHKCKIIUSL
(mpubamM3uTENHO HAa BCeKu 6 Mecera).

4.10 Ilpeno3upaHe (CHMITOMH, CIIEIIHA MEPKH, AHTHI0TH), AKO € HE00X0THMO

He ca mabnronaBanu HeOMArOMPUATHH PEAKIINH, PA3IMYHA OT CIOMEHATUTE B Touka 4.6, cien
NPUIOKEHUETO Ha 2-KpaTHA JI03a BaKCHHA.

411 KapenreH cpok

Hyna gau.

5. UMYHOJIOI'HYHU OCOBEHOCTH

dapmakoTepaneBTHYHA TPyIa;: HHAKTUBUPAHU OaKTEPHATHH BAKCHHH, CPU3UTICTIOTPHUKC.
Berepunapuomeaununacku Anatomo-Tepanesruuen Koa: QI09AB03

3a CTUMYJIMPAHC Ha aKTUBHA UMYHU3alWA CPCILY CBUHCKH CPU3UTICII.

6. OPAPMANEBTUYHHU OCOBEHOCTH

6.1 CHucbk Ha eKCIHIIHEHTHTE

Aluminium hydroxide
DEAE-dextran

Disodium phosphate dodecahydrate
Ginseng

Potassium chloride

Potassium dihydrogen phosphate
Simethicone

Sodium chloride

Sodium hydroxide

Water for injections

6.2 OCHOBHH HECHBMECTHMOCTH
He cMecRaiite ¢ apyr BeTepuHAPHOMEIUITUHCKH TIPOTYKT.
6.3 Cpok Ha rogHOCT

Cpok Ha rOAHOCT Ha KpalHUs BETEpUHAPHOMEANIIMHCKN IPOIYKT: 2 TOAUHHU.
Cpok Ha FOZHOCT CJie/i MbPBO OTBapsHE Ha ITbPBUYHATA OMAKOBKA: W3IOJ3BaliTe He3a0aBHO.

6.4. CnenuajaHu yCJI0BHA 32 ChbXpaHeHHE HA MPOAYKTA
Ila ce chXxpaHsBa ¥ TPaHCIIOPTHPA B 0XjIageHo cherostaue (2 °C — 8 °C).

Ha He ce 3ampa3sBa.
Jla ce mas3u OT CBETJIMHA.



6.5 Bua u cbecTaB HA MIbpPBUYHATA OIIAKOBKA

®dnakonn ot GesnBeTHO cTHKI0 TUM | or 20, 50 mu 100 ml. dnakoHuTe ca 3aTBOPEHH C TyMeHa
3aIyIranKa U alfyMUHUEBa Karayvka.
Iomuerunenosu (PET) 6ytuiaxu ot 20, 50, 100 1 250 ml.

Pa3mepu Ha omakoBKarta:

Kapronena xytus ¢ 1 crekien ¢urakod ¢ 10 gosu (20 ml).
Kapronena xytus ¢ 1 cTekiaen ¢uakos ¢ 25 gosu (50 ml).
Kapronena kytus ¢ 1 cTekiieH ¢aakon ¢ 50 mo3u (100 ml).

Kapronena xytus ¢ 1 PET 6yrmika, ceappskara 10 mosu (20 ml).

Kapronena kyrtus ¢ 1 PET Oyruika, ceappxaria 25 go3u (50 ml).

Kapronena kyrtus ¢ 1 PET Oyruika, ceaspxaria 50 go3u (100 ml).

Kapronena kytusi ¢ 1 PET Oytuika, chabpxaiia 125 go3u (250 ml).

He Bcuuku pa3mepu Ha OmakoBKaTa Morar Jia ObJar npe/Jiaraiy Ha rmasapa.

6.6 CnenuaJHn MepKH 32 YHUIII0’KABaHE HA HEU3MOJI3BAH MPOAYKT HJIH OCTATHIHU OT HET0
Bceku Hen3noa3BaH BeTepUHAPHOMEIUIIMHCKH TIPOAYKT WIIM OCTATBIM OT HEro, TpsioBa 1a ObaaT
VHUIIOKEHU, B CbOTBETCTBHE C U3UCKBAaHUITA HA MECTHOTO 3aKOHOATEIICTBO.

1. NMPUTEXATEJ HA JIMIIEH3A 3A YIIOTPEBA

LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

8. HOMEPHA JIMIIEH3A 3A YIIOTPEBA

EU/2/14/166/001-007

9. JATA HA TbPBOTO U3JABAHE/IIOJHOBSBAHE HA JIMINEH3A 3A YIIOTPEBA

Jlata Ha ITBPBO M3[aBaHe Ha JIMICH3 3a yrnorpeba: 4/07/2014
JlaTa Ha MOCJIETHOTO TIOTHOBSIBAHE HA JIMIIEH3 33 yoTpeoa:

10. [JATA HA NIOCJUIEJHATA PEJAKLUS HA TEKCTA

[MoapoOHa uH(pOpMAIKs 3a TO3U MPOLYKT MOKE J]a HAMEPUTE Ha MHTEPHET CTpaHuIiata Ha EBporeiickaTa
Arennus o Jlekapcrsata http://www.ema.europa.eu/.

3ABPAHA 3A ITPOJAXBA, CHABJISABAHE U/HWUJIN YIIOTPEBA

He e npunoxxumo.


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

HNPUJIOKEHHUE I1
INPOU3BOJUTEJI 1 HA BUOJIOT'MYHO AKTUBHATA CYBCTAHLUSA U
IMPOU3BOJUTEJI, OTTOBOPEH 3A OCBOBOXJIABAHE HA
ITAPTUJIATA

YCJIIOBUA NJIN OTPAHUYEHMNS B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHAIIHA CE 10 NPEAJATAHETO NJIA YIIOTPEBATA MY

CTATYC HA MICOK



A.  NIPOU3BOIUTEJIN HA BUOJIOITMYHO AKTUBHATA CYBCTAHIIMA U
NPOU3BOJAUTEJ OTT'OBOPEH 3A OCBOBOKJIABAHE HA ITAPTUIATA

Hme n aApec Ha MPOU3BOAUTCIISA HA OMOJIOTMYHO aKTHUBHATA CV6CTaHHI/I$I2
LABORATORIOS HIPRA, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN

LABORATORIOS HIPRA, S.A.
Carretera C-63, km 48.300,
Poligono Industrial El Rieral
17170 Amer (Gerona)

SPAIN

HmMme u aapec Ha IPOU3BOAUTEIS, OTTOBOPEH 32 OCBO60)KI[aBaHCTO Ha MapTUuamTe 3a lT[)OI[a)K6a:

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

17170 Amer (Girona)

SPAIN

B. VYCJOBUSA UJIHA OT'PAHUYEHUA B JIMIIEH3A 3A YIIOTPEBA HA BMII,
OTHACHIIMU CE 10 INIPEJJIATAHETO UM YHHOTPEBATA MY

I[a CC OTITYCKa CaMo IIO JICKapCKO MPCATIUCAHNC.

B cpotBercTBue ¢ wi. 71 Ha Jupextusa 2001/82/EC na EBponetickust mapiameHT u ChbBeTa KakTo €
U3MEHEHA, JbP)KaBTe WIEHKH MOraT B CbOTBETCTBHE C HAI[MOHAJHOTO 3aKOHOATEIICTBO J1a 3a0paHsIT
IPOU3BOJCTBOTO, BHOCA, CbXpaHEHHE, IpoJak0ara, JOCTaBKaTa M/MiK ynoTpedaTa Ha UMYHOJOTMYHH
BETEPUHAPHOMEIUIIMHCKY NIPOAYKT Ha IsJIaTa CH TePUTOPHUS WIIM HA YacT OT Hesl, aKO YCTaHOBSIT, Ye:

a) MIPHUJIATaHETO HA BETEPUHAPHOMETUIIMHCKYS MMPOYKT HA )KMBOTHH I TONPEYH HA
M3ITBIHEHNETO Ha HAallMOHATHA ITPOrpaMa 3a IUarHOCTHKA, KOHTPOJI WM eTMMAHUpPaHEe Ha
3a00JIIBaHUSATA 110 )KUBOTHHTE, WIIH 111 Ch3/1aJIC TPYIHOCTH IPU YCTAHOBSBAHE OTCHCTBUETO
Ha KOHTAMUHAIUS TIPH JKUBHU )KUBOTHHU, TIPH XPAHUTEITHHU WM IPYTH MPOAYKTH, TIOITYICHU
OT TPETHPAHH KUBOTHH.

0)  3aboysBaHMATA, 32 KOUTO € MPeIHA3HAYEH MPOIYKTa C I1eJT OBHUIIABaHEe HA HMYHHUTETA J10
roJisiMa CTeleH OTChCTBAT Ha TEPUTOPHSATA 32 KOSITO CE€ OTHACH.

C. CTATYC HA MJICOK

AxTuBHaTa cyOcTaHuus € ¢ OMOJOrMYEH MPOU3X0/ U € MIpeJHa3HaYCHA 32 U3TPaKJaHe Ha aKTUBEH
HMYHUTET, KaTo He nonaja B ooxeara Ha Pernament (EC) No 470/2009.

ExcriummenTuTe (BKIIOUATEITHO aJKyBaHHUTE), TOCOYeHH B T. 6.1 Ha KpaTkara XxapakTepucTuka, ca
WK pa3perreHn cyOcTanInm, 3a Kouto B Tadnuma 1 Ha [Ipunoxennero kM Permament (EC) No
37/2010 e ce m3uckBatr MACOK wmim ce pasriexaar kaTo Hemomnaaany B o0xBara Ha PermaMeHT
(EC) No 470/2009, xorarto ca BKJIIOYEHH B TO3U BETEPUHAPHOMEAUIMHCKY TTPOIYKT.



INPUJIOKEHHUE III

ETUKET U JINCTOBKA



A. ETUKET



HNH®OPMAIUA, KOATO CE U3IIMCBA BbPXY BHbHIIHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

KAPTOHEHA KYTUSI, (20 ml, 50 ml, 100ml u 250ml)
BYTHUJIKATA (100 ml, 250 ml) ®JIAKOHA (100 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITUHCKUA ITPOAYKT

ERYSENG umkekmoHHa CycnieH3us 3a mpacera

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHIIUA

Wuaxtusupan Erysipelothrix rhusiopathiae, mam R32E11 ............ ELISA > 3,34 log, IEsp o™
* |Esp o, maxubunmsa ELISA - 50%

3. DPAPMAINEBTUYHA ®OPMA

MHXeKIIMOHHA CyCIIEH3USL.

‘ 4, PABMEP HA OITAKOBKATA

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

‘ 5. BUJOBE )KUBOTHU, 3A KOUTO E NIPEJHA3ZHAYEH BMII

IIpacera.

6. TEPAIIEBTUYHHU ITIOKA3AHUSA

7. METOA 1 HAYUH HA ITPUJIOKEHHUE

[Ipenu ynoTtpeba npoyeTn TUCTOBKATA.
MHTpaMyCKyJTHO MPIITIOKEHUE

8. KAPEHTEH CPOK

KapenTeH cpok: Hyna JHU.

9. CIHEHUAJIHU MTPEAYHPEXIEHNS, AKO E HEOBXOJIUMO
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10. CPOK HATOJHOCT

Tlonen mo {meceryroawna}
Cren mpoOuBaHe M3IOI3BANTE He3a0aBHO.

11. CHEINHUAJIHU YCJIOBUs 3A CbXPAHEHUE

Jla ce cpxpaHsBa U TPaHCIIOPTUPA B 0XJIaCHO ChCTOSTHUE.
[a He ce 3ampassba.
[la ce ma3u ot cBETINHA.

12. CHEIWWAJIHU MEPKU 3A YHUIIOKABAHE HA HEM3IIOJI3BAH TPOAYKT
NJIM OCTATHIMU OT HEI'O, AKO UMA TAKHUBA

yHI/IH_IO)KaBaHe: MMpoYCTH JIUCTOBKATA.

13. HAANUCBHT “CAMO 3A BETEPUHAPHOMEJINIIMUHCKA YIIOTPEBA” 1
YCJOBUA UK OTPAHUYEHUSA OTHOCHO PA3BIIPOCTPAHEHUETO U
YIIOTPEBATA, AKO E IPUJIOKUMO

Camo 3a BeTeprHapHOMEMIIMHCKA yrioTpeda. [la ce oTiycka caMo 10 JIEKapCKO MpeIrcaHue.

14. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA U HA HEJOCTBITHUA
3A JIEIJA MECTA”

I[a CC ChbXpaHsBa Jaji€d OT IIorjieaa U Ha HCAOCTHITHU 3a A€1a MECTA.

15. HUME U ITOCTOSHEH AJPEC HA IIPUTEXATEJIA HA JIMIEH3A 3A YIIOTPEBA

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

17170 Amer (Girona)

SPAIN

16. HOMEPA HA JIMIEH3A 3A YIIOTPEGA HA BMII

EU/2/14/166/001
EU/2/14/166/002
EU/2/14/166/003
EU/2/14/166/004
EU/2/14/166/005
EU/2/14/166/006
EU/2/14/166/007

17. TAPTHUJIEH HOMEP

ITapTuga
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MUHUMYM HHO®OPMAIUA, KOSATO TPABBA JA BB/JIE U3IIMCAHA BbBPXY
MAJIKA OITAKOBKH BMII, KOUTO CbABPKAT EAUHUYHA JO3A

BYTHJIKA (20 ml, 50 ml), ®JIAKOH (20 ml, 50 ml)

1. HAMMEHOBAHMWE HA BETEPUHAPHOME/IMITMHCKUA ITPOAYKT

ERYSENG nnxekIMoHHa CyCIIeH3Hs 3a paceTa

2. KOJIMYECTBO HA AKTUBHATA CYBCTAHIMA

Wuaxtusupan Erysipelothrix rhusiopathiae, mam R32E11 ............. ELISA > 3,34 log; IEs o, *
* |Esp o, maxubunmsa ELISA - 50%

3. CBIABP)KAHUE CIIPAMO MACA, OBEM WJIHW 5POM HA EAMHAYHUTE JI03U

10 mo3u (20 ml)
25 mo3u (50 ml)

‘ 4, HAYYH HA ITPNJIOKEHUE

HaTpamyckyiHo.

5. KAPEHTEH CPOK

KapeHnTeHn cpok: Hyna JHU.

6. NAPTUJAEH HOMEP

ITaptuna

7. CPOK HA T'OJHOCT

Tonen mo {mecery/roauHa}
Cren mpoOHBaHe M3MONI3BANTE HE3a0ABHO.

‘ 8. HAIIMUCHT “CAMO 3A BETEPUHAPHOME/IMIIMHCKA YIIOTPEBA”

Camo 3a BeTeprHApHOMEIUITMHCKA yIIoTpeoa.
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B. IUCTOBKA
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JIUCTOBKA:
ERYSENG umxexkuuoHHa CycneH3Hs 3a IpaceTa

1. NME N ITIOCTOSHEH AJIPEC HA IPUTEXATEJIS HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHU

IIpurekaTen Ha IWIIEH3a 32 YIIOTpeOa M IPOM3BOINUTEI OTTOBOPEH 32 OCBOOOKIABAHE HA MAPTHIATA:

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

17170 Amer (Girona)

SPAIN

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJINLHUHCKUA IIPOAYKT

ERYSENG umkeKknuoHHa CYCIICH3HS 3a IIpaceTa

3. CbABbP/KAHUE HA AKTUBHATA CYBCTAHIUA U EKCHUIIMEHTUTE
Besika 103a ot 2 ml cabpika:

AKTHBHA CyOCTaHIMA:
Wnaktusupan Erysipelothrix rhusiopathiae, mam R32E11 ........... ELISA > 3,34 log; I1Esp o, *
* |Esp o, maxubunmsa ELISA - 50%

ExcuunuenTu:

AIUMINTUM RYATOXIE ... 5,29 mg (amymunmii)
DEAE-dextran

Ginseng

benesnukasa HWHKCKIIMOHHA CYCIICH3U

4, TEPAIIEBTUYHMU ITIOKA3AHUA
3a aKTMBHA IMYHH3AIHs HA MBXXKH W )KEHCKH TIpaceTa, 3a HaMaJsiBaHe Ha KJIMHUIHUTE CHMITTOMHE
(xoXkHM JIe3H M BUCOKA TEMIIEpaTypa) Ha uepBeHka, npuurHeH ot Erysipelothrix rhusiopathiae,

ceporun 1 u ceporun 2.

Hagano Ha umyHHuTETA! TPpHU CEAMUIIN CJIEA 3aBbPIIBAHEC HA OCHOBHATa CXEMa HAa BaKCHHAIUA.

IIpoABDKUTETHOCT HA UMYHHTETA: IIIECT MECEIa

5. MMPOTUBOITIOKA3AHUA

I[a HEC CC U3MO0JI3Ba IPU CBPBbXTYBCTBUTCIHOCT KbM aKTUBHATA CY6CTaHI_II/I}I, KbM a/I’KYBaAHTUTC WUJIHA
KbM HIKOH OT CKCIIUITUCHTHUTC.

6. HEBJATOIIPUATHU PEAKIIMH

MHoro gecTu He6JIaFOH[2PI§ITHI/I pEeaKIuu.
- JIeko A0 YMCEPCHO BB3NAJICHUC B MACTOTO HAa MHIKCKTUPAHE, KOCTO OOHKHOBEHO OTIIyMsIBa B

paMKHTE Ha YSTUPH JTHU, HO B HAKOU CIIydau MOXeE J1a TIEpCUCTHpa 10 12 JHU cie]] BAKCHHAIMS ©
HaOJIF0gaBaHO B MPOYYBAHUS 32 0€30ITaCHOCT.
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YecT HEOIArONPHUATHH PEAKIIHH
- [IpexoHO MOBHMIIABaHE HA TEJICCHATA TEMIIEpaTypa Mpe3 MEPBUTE 6 yaca ciell BAKCUHAIUS, KOETO
OTIIIYMsBa CITOHTAHHO B paMKHTE Ha 24 gaca ¢ HaOJII0MaBaHO B MPOYUIBAHUS 32 0€30MACHOCT.

MHoOro peku HeOIAronpUsITHU PEAKIINAN.
- AHadnIaKTHYCH THIT PEakIUX ca JOKJIAIBaHN B CIIOHTAHHY IOKJIAIHN U CE TIPETIOPHYUBA ITOIXOISIIIO0
CUMIITOMATUYHO JICUYECHHUE.

UYecroraTa Ha HEOJIArONPUATHUTE PEAKIMU CE ONPEeIIsl Upe3 cileJHaTa Kiacu(pukaus:

- MHOrO 4ecT (moBeue oT | Ha 10 TpeTupaHu KUBOTHH, IPOSIBSIBALLM HEOIATOMPUATHH PEAKLIUH 10
BpEMe Ha Kypca Ha €JIHO JIeUEHHE)

- gectu (moBede oT 1, HO mo-Manko ot 10 xuBoTHU Ha 100 TpeTHpaHU KUBOTHH )

- He yecTH (moBeue oT 1, Ho mo-manko ot 10 xuBoTHH Ha 1,000 TpeTHpaHu )KUBOTHH)

- penku (moseue ot 1, HO mo-mainko ot 10 xuBoTHM Ha 10,000 TpeTHpaHu KUBOTHHN)

- MHOTO peakH (rmo-manko ot 1 xxuBotHO Ha 10,000 TpeTupaHu )KMBOTHH, BKIIFOUYUTEITHO N30JINPAHH
CHOOIIICHN).

AKo 3a0€e1e)KUTE HIKAKBH He6JIaF0pI/I$ITHI/I PCaKIuu, BKIIIOYUTCIIHO U TaKKMBa, KOUTO HE Ca OITMCAaHU B
Ta3u JIUCTOBKA UJIKX MUCIUTEC, Y€ BETCPUHAPHOMCAUITUHCKUS IIPOAYKT HE pa6OTI/I, MOJIA Aa YBEAOMUTC
Bamms BCTCPUHAPCH JICKAP.

7. BUJOBE )KUBOTHMU, 3A KOUTO E NTPEJHA3HAYEH BMII

Ilpacera.

8. JO3UPOBKA 3A BCEKHU BU/I ZKUBOTHO, METO/l 1 HAYUH HA IIPUJIAT'AHE
MHTpaMyCKyITHO MPUIIOKEHHE.

IMpunaraiite equa mo3a ot 2 Ml upe3 HHTPaMyCKyITHA HHXKEKIHS B MyCKYJIMTE Ha IIUATA ChIIIACHO
cleaHaTa cxema:

OcHOBHA BaKCHHAIIHS:

ITpu mpacera Ha BB3pacT 6 Mecela, KOUTO He Ca BaKCHHUPAHH MPEIU C TO3U MPOIYKT, TpsiOBa aa ce
MIPHUJIOKAT JIBE WHIKCKIIMU NIPe3 UHTEPBaJ 3-4 CEJIMUIM €/IHA OT JApyra. Bropara mmkeknus TpsaOBa ia
ce IpUIoKH 3-4 ceaMuIly mpeau 4yndrocBaHe.

PeBakcunanus:
2-3 ceMMIIM IIPeIU BCSIKO cieaBalio yndrocBaHe TpsAOBa Ja ce NPUIOKH SIUHIHYHA HHIKCKIIUS

(mpubnu3uTETHO HAa BCEKU 6 Mecera).

9. CBBET 3A IIPABUJIHO INTPUJIOKEHUE

OcraBeTe BakcHHAaTa J1a IOCTUTHE cTaiiHa Temmepatypa (15 — 25 °C) npeau npunarase.
Paszkmarere mobpe npeau ynorpeda.

10. KAPEHTEH CPOK

Hyna nuu.
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11. CIEHNUWAJIHM YCJIOBUSA 3A CbXPAHEHHUE HA ITPOAYKTA

Ja ce cpxpansiBa ganed OT NOrJieAa U Ha HEAOCTHITHH 32 JIela MECTa.

Jla ce cpxpaHsBa U TpaHCTIOpPTUpa B oxJaieHo cherosiHue (2 °C — 8 °C).

[la He ce 3ampa3sBa

Jla ce ma3u OT CBETJIMHA.

Jla He ce W3MoJI3Ba TO3M BETEPUHAPHOMEIMIIMHCKH MPOIYKT CJeJ]] W3THYaHE CPOKa Ha TOIHOCT,
MIOCOYEH BBPXY eTukeTa, cnen "['ogen no:"

Cpok Ha TOHOCT CJiel MbPBOTO OTBApSIHE HA OTIAKOBKATa: U3MOJI3BaiTe HE3a0aBHO.

12. CIHIELUWAJIHA NPEAYINPEXIEHUS

CrenpaaHy Ipeana3sii MEPKH 32 BCEKU BUJI JKHBOTHH, 32 KOUTO € npeanasHaded BMIT:
[a ce BakcMHHMpAT camMo 3/IpaBU KUBOTHH.

Crenmaniy Ipeana3sii MEPKH IIpU yorpeoda:
He e npunoxxumo.

CrenyaiHy npearna3Hi MepKH 3a KUBOTHHTE MPH yIoTpedaTa Ha IPOIYKTa:
HpI/I cnyqafmo CaMOUHKXCKTHUPAHC, He3a0aBHO Ja €€ MOThbpPCU MCANIMHCKU CBBET, KATO HA JICKAPA CC
pe€aoCTaBu JIMCTOBKATa UJIM €TUKETA Ha IIPOAYKTa.

BpeMeHHOCT 1 nakTarms:
Moske ma ce mpuiiara 1mo BpeMe Ha OpeMEHHOCT U JIaKTaIlHsl.

BsaumoneiicTBue ¢ Apyru BeTEpUHAPHOMEAUIIMHCKY MPOAYKTH U APYTH (OPMH Ha B3aUMOJICHCTBHE:
Hsma manngna naGOpManms 3a 6€30MacHOCTTa M epUKACHOCTTa OT ChBMECTHOTO U3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyTU BETEpUHAPHOMEANLIMHCKY NPoayKTH. [lopaau Ta3u npudmHa, IpUIaraHeTo Ha Tas3u
BaKCHHA MPEAM WK ciiell ynorpebara Ha APYT BeTepUHAPHOMEAUIMHCKY IPOAYKT TPsIOBa Aa MpeLeHn
CIIOpE MHAMBUIyAJTHUS CITydail.

IIpenosupane (CUMITOMH, CIIEIIHA MEPKH, AHTUIOTH):
HukakBu HEOMAronpUATHA PEAKIINH, PA3IMYHA OT CIIOMEHATUTE Beue B Touka "HebnaronpustHu
peaknuu'’, HE MOTaT J1a Ce OYaKBaT CJIe]] MPUIOKCHUETO Ha 2-KpaTHA 1033 BaKCHHA.

OCHOBHU HECHBMECTUMOCTH:
He cmecBaiite ¢ aApyr BeTepMHAPHOMEIUIIMHCKH MPOYKT.

13. CIHIELUAJIHU MEPKWU 3A YHULLIO’)KABAHE HA HEN3IIOJI3BAH ITPOAYKT
NJIM OCTATHBIMU OT HEI'O, AKO UMA TAKHUBA

BMII He Tpsi6Ba 1a ObAaT U3XBBPIASHU C OUTOBU OTHAIBIU WU OTIAHU BOJIH.
[Tonuratite Baus BeTepuHapeH jiekap wid ¢papMaleBT KakBo Ja npaBute ¢ HeHyxHute BMIL. Tesu
MEpKH IIe IIOMOTHAT 3a ONa3BaHe Ha OKOJHATA CPefa.

14. JATATA HA IOCJIEAHATA PEJAKIUA HA TEKCTA

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TO3U NPOAYKT MOXKE J1a HAMCPUTC Ha UHTCPHCT CTPAHUIIATA HaA EBpOHeﬁCKaTa
Arenrus o Jlekapcrsarta http://www.ema.europa.eu/.

15. JOI'BJHUTEIHA NTHO®OPMALIUA

Pa3M€DI/I Ha OImaKoOBKaTa:
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Kapronena xytus ¢ 1 crekien ¢urakos ¢ 10 gozu (20 ml).
Kapronena kytus ¢ 1 cTekiieH ¢aakon ¢ 25 no3u (50 ml).
Kapronena kytus ¢ 1 cTekiieH ¢aakon ¢ 50 no3u (100 ml).

Kapronena kyrtus ¢ 1 PET Oyruika, ceaspxarua 10 go3u (20 ml).
Kapronena kyrtus ¢ 1 PET Oyruika, ceappxaria 25 go3u (50 ml).
Kaprounena kytus ¢ 1 PET Oytuika, ceabspxaria 50 go3u (100 ml).
Kapronena kytusi ¢ 1 PET Oytuika, ceaspxaiia 125 go3u (250 ml).

He Bcuuku pasmepu Ha ormakoBKaTa Morat Aga ObJaT MpeajiaraHy Ha ma3apa.

3a Bcska I/IH(l)OpMaI_II/IH OTHOCHO TO3U BETCPUHAPHOMCIAUIIMHCKU MMPOAYKT, MOJISI CBBPIKCTC CE C
TCPUTOPUATIHUA MPCACTABUTCII HA MPUTCIKATCIIA HA JIMLICH3a 3a yrIOTpe6a.

Belgié/Belgique/Belgien
HIPRA BENELUX NV
Tel. (+32) 09 2964464

Lietuva
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Peny6smmka bearapus
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Luxembourg/Luxemburg
HIPRA BENELUX NV
Tel: (+32) 09 2964464

Ceska republika
HIPRA SLOVENSKO, s.r.0.
Tel. (421) 02 32 335 223

Magyarorszag
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Danmark
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Malta
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Deutschland
HIPRA DEUTSCHLAND GmbH
Tel. (+49) 211 698236 — 0

Nederland
HIPRA BENELUX NV
Tel. (+32) 09 2964464

Eesti
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Norge
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

EMGd0
HIPRA EAAAS AE.
Th: (+30) 210 4978660

Osterreich
HIPRA DEUTSCHLAND GmbH
Tel. (+49) 211 698236 — 0

Espafia
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Polska
HIPRA POLSKA Sp.z.0.0.
Tel. (+48) 22 642 33 06

France
HIPRA FRANCE
Tél. (+33) 0251 80 77 91

Portugal

ARBUSET, Produtos Farmacéuticos e
Sanitarios De Uso Animal, Lda

Tel. (+351) 219 663 450

Hrvatska
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Romania
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60
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Ireland

LABORATORIOS HIPRA, S.A.

Tel: (34) 972 43 06 60

Slovenija
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Island

LABORATORIOS HIPRA, S.A.

Tel. (34) 972 43 06 60

Slovenska republika
HIPRA SLOVENSKO, s.r.0.
Tel. (421) 02 32 335 223

Italia
Hipra Italia S.r.1.
Tel. (+39) 030 7241821

Suomi/Finland
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Kvbmpog

LABORATORIOS HIPRA, S.A.

Tel. (34) 972 43 06 60

Sverige
LABORATORIOS HIPRA, S.A.
Tel. (34) 972 43 06 60

Latvija

LABORATORIOS HIPRA, S.A.

Tel. (34) 972 43 06 60
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