KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
KBM PA3SPEIHIEHHUE 3A ThPI'OBHUS Ne 0022-1804

1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

AGALAX-S / Aranaxc C

2. KAYECTBEH U KOJIMYECTBEH CBHCTAB
B 2 ml ce champikar:

AKTHBHH BelleCTBA:

Mycoplasma agalactiae inactivated strain N84................coooiiiiiiiiinin.. > 3,16 EU*
Mpycoplasma capricolum inactivated strain 27343..........ccciiiiiiiiiiiiien, > 4,39 EU*
Mpycoplasma mycoides subsp. mycoides (LC) inactivated strain HH ............... > 3,36 EU*

* EU: ELISA Units

AJIKYBaHT:
Aluminium hydroxide gel (AP). ..o 5,18 mg

ITomolxHu BeniecTnBAa:

KoanuecTBeH CbCTaB, AaKO Ta3u nH(l)opMaum[ (¢
BasKHA C Or1J1€¢/1 HA IIPABUJIHOTO MPUJIaraHe Ha
BETCPUHAPHUSA JIEKAPCTBEH IIPOAYKT

KauecTBeH chcTaB Ha MNOMOIIIHUTE
BE€IIECTBA U JIPYTUTE CbCTABKH

Phenol 5,4 mg

Potassium chloride

Sodium chloride

Disodium phosphate

Potassium dihydrogen phosphate

Water for injections

bsna J0 XBJITCHHUKABA CYCIICH3Us, JICCHO XOMOT'CHHU3HPAIlla C€ YPE3 pa3KJIalllaHEC

3. KIMHUYHA UHOOPMALMS

3.1 Bwunaose :KUBOTHH, 32 KOUTO e mpeanazHaueH BJIIT

OBLE U KO3H.

3.2 TIloka3aHus 3a ynorpeda 3a BceKH BU/I )KHBOTHH, 32 KOWTO e MpeHA3HAYeH MPOAYKTHT
AKTUBHA MMYyHH3aIUsl HA OBIIE M KO3M Cpelly KOHTarno3Ha arajiakcuisi, mpuduHeHa oT Mycoplasma
agalactiae, Mycoplasma capricolum w Mycoplasma mycoides subsp. Mycoides (LC), 3a

Hpe)IOTBpaTSIBaHe Ha I/IHq)eKHI/IH U HaMaJIIBAHC HaA KJIMHHUYHUTC HpI/I3HaHI/I I/I/I/IJ'II/I JIC3BUU Ha
3a00JIIBAHETO.

Haugamno na HMYHHUTCTA: CAUH MECCL CJIC IMpUJIaraHe Ha BTOpaTa A034a.
HpO,I[”bJ'DKI/ITCJ'IHOCT Ha UMYHUTCTA: YCTUPHU MCCCLa CIICA MprujiaraHe Ha BTOpaTa A03a.

3.3 IIporuBomokazaHus



HpOTI/IBOHOKa?)aHO € BAKCHMHHPAHCTO Ha 60J'IHI/I, XUINICPTCPMUYHU KUBOTHU WJIA Ha KHUBOTHH,
IMMOJIOKCHHU Ha CTPEC.

3.4 CneuuajHu npexynpe:KaeHus
Jla ce BAKCHHUPAT caMO 37]paBH KUBOTHH.
3.5 CneuuajHu npeqnazHu MepKH NpH ynorpeda

Crenuaany Opeana3sid MEPKH 3a Oe3omacHa ynoTpe0da Mpy BUIOBETE )KUBOTHH, 34 KOUTO €
npeanasz"HayeHd BJIIT.

Jla ce BakcMHUPAT camo 37]paBy KHUBOTHH.

[Ipenn na ce u3noJ3Ba BakCMHATa € MPENOPBUMTENHO 3aTOILIIHETO M JI0
TeMIepaTypara Ha HOMEIIECHUETO, KbAETO 1€ C€ U3BbPIIN BaKCUHALUATA

TpsOBa ma ce W3MOM3Ba IIOTO ChIbP)KaHWE HA (PIIAKOHA CJIEA OTBAPSHETO

My. OcTaHanoTo BB (IIlakoHa ChABPKAaHUE HE MOXKE Ja Ce M3IOII3BA 3a Apyra

BakcuHaius. Cra3BaiiTe OOWYAHUTE aCENTUYHU YCJIOBHUS IO BpEME Ha
BaKCHHAIMATA.

CrenuagHy OpeAna3Hu MEpKH 3a JINIAaTa, pUJaraliy BeTepUHAPHHS JEKaPCTBEH MPOIYKT Ha
JKUBOTHUTE:

[a ce nmpunara npoaykra ¢ IOBUILIEHO BHUMAaHHE.

[Tpu ciaywaiiHO caMOMH)KEKTUpaHe, He3a0aBHO Ja ce MOThPCH MEAMIMHCKH ChBET, KaTO Ha JieKaps ce
MIPeI0OCTaBU JIMCTOBKATa UM €TUKETa Ha MPOAYKTa.

CrenmanHy npeanasHi MEPKH 3a 3aIUTa Ha OKOJIHATA Cpeia:
He e npunoxxumo.

3.6 He0uaronpusiTHu peakuun

OBII€E ¥ KO3H.

Penku AneprudHu peaknun™

(1 mo 10 ma 10 000 TpeTupanu
’KUBOTHH):

* Te Morar J1a ce TOsIBAT MPH KUBOTHHU C MPEAPa3IoNokKeHNe, KaATO B TO3U CIydaid ce MpernopbuBa
JeyeHne, 0a3upaHoO Ha AaHTUXUCTAMUHH WM KOPTUKOCTEPOUIH.

Cro0ImaBaHeTo Ha HEOJArOMPHUATHY PEAKIINHU € BakHO. ToBa MMO3BOJIsIBA HEMPEKHCHAT MOHUTOPHMHT Ha
0e30MacHOCTTa Ha BETEPUHAPHUS JIeKapcTBeH MPpoayKT. ChoOIeHusTa TpsiOBa a ce u3mpariar, 3a
NPENOYMTAHE YPE3 BETEPUHAPCH JIeKap, UIIK Ha TIPUTEKATENsI HA Pa3pelIeHUETO 32 ThPTrOBUS WK Ha
MECTHUS My MPEJICTABUTEN, MJIH HA HAIIMOHATHHS KOMIIETCHTCH OpraH upe3 HallMOHAJHATA CUCTEeMa 3a
choOIaBane. 3a ChOTBETHUTE JaHHH 32 BPh3Ka BIKTE CHIIO TOUKa 16 OT MHCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OpeMEHHOCT, JIAKTALUS WU sTiileHOCeHe

BpeMeHHOCT U JIaKTaIus:

Moxe 1a ce mpuiara o BpemMe Ha OpeMEHHOCT U JIaKTaIl|sl, BBIIPEKH Y€ MPIIAraHeTO MPU KbPMEIIH
KEHCKH MOXXe n1a ObJie TOCIeABAaHO OT CiIad0 TMOHWKABaHE HA MJIEUYHATA CEKperus, KOSITO Ce
BB3CTAHOBSIBA HAITLIIHO 3a 1-2 JHU.

3.8 BzaumopaeiicTBHE ¢ APYTH BeTePHHAPHU JIeKAPCTBEHU NPOAYKTH U Apyru ¢opmMu Ha
B3auMoOJelicTBHE



Hsma nanmuHa uHbOpManus 3a 6e30MacHOCTTa U e()UKACHOCTTa OT CHbBMECTHOTO M3MIOJI3BAHE HA Ta3H
BaKCHHA C IPYTH BETEPUHAPHU JIEKAPCTBEHH MPOAYKTH.. [lopann Ta3m npudrHa, IpUIaraHeTo Ha Ta3H
BaKCHHA IIPEJIU WK Clie] yoTpedara Ha JpyT BETePHUHAPEH JICKAPCTBEH MPOIYKT TPAOBa Ja Ce MPELCHU
CIIOpEe]l MHANBUAYATHUS CIIydail

Ja He ce m3Moa3Ba KaTO Pa3TBOPHUTEN HA KUBU BAKCHHU.

3.9 HauuH Ha PUIOKEHUE U TO3HPOBKA

Tloik0XHO NPHUITIOKEHUE.

IIo3a 3a OBLI€ M1 KO3H: 2 ml Ha )KMBOTHO B 3aBHCHMOCT OT CICOHUTC ITIOKa3aHMUsA 3a YHOTpe6a'

[pu 3apaBu, HeMH(GEKTHPAHN KUBOTHH: J]a C€ MpUIara pyu BCUYKH (M’b)I(I(I/I W JKCHCKH) XKUBOTHH 32
pasMHOXaBaHe OT Bb3pacT 2-3 Mecera.

[Ipu uHQEKTUPaHU U PU BHCOKO PHCKOBH XMBOTHHU: JIa CE MpUJIara BTopa J03a, 2-4 CeIMUIN CIe]
bpBaTa.

PeBakcunanms ce mpenophuBa Ha BCEKH 4-6 Mecena B 3aBUCUMOCT OT HH(EKITHATA.

3.10 CumnTomu Ha mpeao3upaHe (M KOraTo € NPUJIOKUMO — MPOLEAYPH HA AeiicTBHE MPH
CIELIHH CIYy4Yau U AHTHI0TH)

He ce naOmronaBat HeOmaronpusATHY peaky IPU IBOMHO MPeJO3UpaHe Ha NpenopbyaHaTa 103a

3.11 CneuuanHu orpaHu4yeHus 3a ynorpeda u crieuajHH YCJI0BHUS 32 yNOTPeda, BKIIOYHTETHO
OrpaHUYeHMs 32 YOTpedaTa Ha AHTUMMKPOOHHU U NPOTHBONAPA3MTHH BeTePHHAPHU
JIEKAPCTBEH! NMPOAYKTH, € 1ieJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

[Ipunoxenue Moa KOHTPOI WM HAOMIOEHUE Ha BETEPUHAPEH JIeKap.

3.12 KapeHTHHU CpOKOBe

Hyna nau.

4. UMYHOJIOI'MYHA UHOOPMALIUA

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

QI04AB 1 QI03AB

AGALAX-S e nHaKkTHBHpaHa BaKCHHA, NIPeJHA3HAYEHA 332 aKTHBHA MMYHHU3aIlMs Ha OBIIE W KO3HU
Cpelly KOHTarno3Hara arajakcusi, npuuuHeHa ot Mycoplasma agalactiae, Mycoplasma capricolum
u Mycoplasma mycoides subsp. mycoides

5. DAPMAIIEBTUYHU JAHHHU
5.1 OcCHOBHHM HeCHLBMECTHMOCTH

[a He ce u3Moa3Ba KaTO Pa3TBOPUTEN HA KUBU BAKCHHHM U JIa HE CE CMECBA C APYTH MPOAYKTH, KOUTO
MOTaT Jia IOBEAAT J0 MPeUUIUTAIIS.

5.2 Cpoxk Ha rogHocT
Cpok Ha TOOHOCT Ha KpaiHWS BETEpHHAPEH JIEKAPCTBEH MPOAYKT: 2 TOAMHHU OT AaTaTa Ha MPOU3BOICTBO

MIPH MIPETIOPhYAHNTE YCIOBUS HA ChXpaHEHHE.
Cpok Ha TOJHOCT ciie/I TPBO OTBApsIHE HA ITbPBUYHATA OMAKOBKA: M3IOJI3BaiiTe HE3a0aBHO.



5.3 CpeuuajHH yc/JI0BHUS 32 CbXpaHeHHe

[Ha ce cpxpanssa B xnaaunauk (2 °C - 8 °C).

[a e ce 3ampa3ssBa.

[la ce cpxpaHsBa Ha HEIOCTBIIHY 3a Je1la MECTa.

54 Bujau cbCcTaB HA NBPBUYHATA ONAKOBKA

DaKkoHN: XUAPOIUTHIHH Oe31BETHH CTHKIIeHN omakoBKky, Tum Il ot 50 ml, 100 ml u 250 ml u
MOJHUIPONIICHOBH onakoBKU oT 100 ml u 250 ml.

3arBapsHe: OpoMoOyTHIIOBA TyMeHa 3amymanka Tur [, 3aneyarana ¢ aryMrHHEBa Kanayka.

55 CroenuajHun MEPKH 32 YHHIIOKABAaHE¢ HA HEU3IIOJI3BAHU NMPOAYKTH WM OCTATBIHU OT TAX

BerepunapHuTe NeKapCcTBEHH MPOTYKTH HE TPAOBA 1a ObJAT U3XBBPISTHHI Upe3 OTIIATHU BOIH HITH
OMTOBHU OTHAIBIIN.

W3non3Baiite mporpamu 3a BpbIaHe IPU YHHUIIOKABAHETO HA HEU3IIOI3BAaHU BETEPUHAPHU JIEKAPCTBEHU
NPOAYKTH MM OCTaThLUU OT TSAX B CHOTBETCTBHE C M3MCKBAHMATA HA MECTHOTO 3aKOHOMAATEJICTBO U C

BCHUYKHM HAIlMOHAIHU CHUCTEMHU 32 ChOWpaHe, MPWIOKHUMH 32 CHOTBETHHUS BETEpUHAPEH JIEKapCTBEH
IIPOJYKT.

6. HNME HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A ThbPI'OBUS
Laboratorios Syva S.A.

7. HOMEP(A) HA PASPEILIEHUETO 3A ThbPTOBUSI

0022-1804

8. JATA HA ITbPBOTO N3JJABAHE HA PABPEIIEHUETO 3A ThPI'OBUS
JlaTa Ha TBPBOTO M37aBaHe Ha paspernenneTo 3a Thproeus: 02/10/2007.

9.  JIATA HA MOCJIEJHATA PEJAKIMSI HA KPATKATA XAPAKTEPUCTUKA HA
MPOJIYKTA

07/2024
10. KIIACHO®UKALUA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOJAYKTHU
[a ce oTmycka camo 10 JIEKapCKO MpeIcaHue.

[MToapo6Ha nHdpOpMaIKs 32 TO3H BETEPUHAPEH JIEKAPCTBEH MPOIYKT MOXKE J]a HAMEpPHTE B Oa3aTta JaHHH
Ha Crro3a otHocHO npoayktute (https://medicines.health.europa.eu/veterinary).

X

[-P KPACUMWP 3/IATKOB
OWPEKTOP HA ANPEKLINA KB/



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

