JIMCTOBKA
1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOAYKT

AGALAX-S / Aranakc C

2. CbcTaB

B 2 ml ce ceappxar:

Mycoplasma agalactiae inactivated strain N84, ...............cooviiiiiiiinnnn. >3,16 EU *
Mpycoplasma capricolum inactivated strain 27343 e e > 439 EU *
Mycoplasma mycoides subsp. mycoides (LC) 1nact1vated stram HH ........... >336EU *

* EU: ELISA Units

AJUKYBaHT:
Aluminium hydroxide gel (APR)........coooiii 5,18 mg

Kouncepsant:
PhENOL......ceeeeeceee e 5,4 mg

bsna 0o scvimenukasa cycnensus, 1eCHO XOMOSEHUUPAWA ce Ype3 pasKiaujaHe

3. Bupoge ;kMBOTHH, 32 KOUTO ¢ npeaHasHayed BJIII

OBLIE U KO3H.

4, Iloka3anus 3a ynorpeoda

AKXTHBHA MMYHHU3AllUsl Ha OBILIC M KO3W Cpelly KOHTarho3Ha aranakcus, npuuuneHa or Mycoplasma
agalactiae, Mycoplasma capricolum wu Mycoplasma mycoides subsp. mycoides (LC) 3a

HpeI[OTBpaTHBaHe Ha I/IH(I)eKIII/ISI U HaMaJIdIBaHC HaA KJIMHHUYHUTC HpI/I3Ha]_[I/I I/I/I/IJ'II/I JIC3UU Ha
3a00JISIBAHETO..

Havano Ha uMyHHTET: eUH Mecel] clie/I IIpIiaraHe Ha BToparta J103a.
[IpoabmKUTETHOCT HA UMYHUTETA: YETHPHU Mecella clie/l IIpriiarane Ha BTopara /103a.
5. IIpoTuBONOKA3aHUA

HpOTI/IBOHOKaBaHO € BAKCHMHHPAHCTO Ha 60J'IHI/I, XUINICPTCPMHUYHU JKUBOTHU WJIW HaA XUBOTHHU,
IMMOJIOKCHHU Ha CTPEC.

6. CrnenmnajaHu npeaynpexIeHns

CrernmanHu npeayupesKIeHNs
Jla ce BakcHMHUpAT caMO 3/JpaBH KUBOTHHU.

CrenyanHy Opeaa3sHd MeEpKy 3a Oe3omnacHa yrnorpeda Ipy BUIOBETE KUBOTHH, 3 KOUTO €
npennasHauen BJIII:

Crna3BaiiTe 0OM9YaifHNTE aCENTUYHHN YCIOBHS MO BpeMe Ha BAaKCHHAIIHTA.

CHCHI/I&J’IHI/I npeanasHy MEpKHU, KOUTO TDSI6Ba J1a B3EMEC JIMIICTO, IMpujaramo BETCPUHAPHUA JICKAPCTBCH
IPOAYKT HA )KUBOTHUTE:

HpHnaraﬁTe MNpOoAYKTa € NTOBUIICHO BHUMAHUC.



HpI/I cnyqaﬁHo CaMOUHXXCKTHUPAHC, He3a0aBHO Ja CC MOThbPCHU MCAUIMWHCKU CHBCT, KATO Ha JICKaps CC
npeaoCTaBu JIMCTOBKATA UJIM CTUKETA HAa IPOAYKTaA.

CrenuanaHy OpeAna3sHy MEPKH 3a 3allliTa Ha OKOJIHATA CpeJa.

He e mpunoxumo

bpeMeHHOCT M JTaKTaIu.

Mosxe a ce priIara 1mo BpemMe Ha OpeMEHHOCT U JIAKTAIlHs, BBIIPEKH Ue TMPIIaraHeTo MPH KbPMEIITH
JKEHCKH MOXe J1a ObJIe ITOCIIeIBAHO OT ¢1ab0 MOHIKAaBaHe Ha MJICYHATA CEKPEINs, KOSTO Ce
BB3CTAHOBSIBA HAIIBIIHO 3a 1-2 JHU.

BsanMoselicTBre ¢ Ipyru BETEpHHAPHU JIEKAPCTBEHU IPOAYKTH U APYTHA GOPMHU HA B3aNMMOJIEHCTBHE:

Hsma nannyna nadopmanms 3a 6e30macHOCTTa ¥ €UKACHOCTTA OT CHbBMECTHOTO M3IIOJI3BAHE HA Ta3H
BaKCHHA C IpyTU BETEPUHAPHU JIEKapCTBEHU NpoayKTH. [lopanu Ta3u npuunHa, IpuiiaraHeTo Ha Ta3u
BaKCHHA MIPEAM WIN ciiell ynorpebara Ha APYyT BeTEpUHAPEH JIEKapCTBEH MPOAYKT TpsiOBa a ce
MIpeLeHN CIope]l MHANBUIYaTHUS CIyvail

[Ipeno3upane:
He ce HaOmogaBaT HEOIArOMPHUATHY PEAKIIMU TIPU ABOWHO MPEI03UpaHe Ha MpernopbyaHara 103a

Crenmaiay orpaHrMYeHus 3a ynorpe0a U cHelMalHu YCIOBHS 3a YIIoTpeoa:

[TpunoxxeHue o KOHTPOJI WM HAOJII0IEHHE Ha BETEPUHAPEH JIeKap

OCHOBHM HECHBMECTHMOCTH:
[a He ce u3Moa3Ba KaTO pa3TBOPHUTEN HA XKUBU BAaKCUHU U J1a HE CE CMECBA C JPYTH NPOAYKTH, KOUTO
Morar Aa A0BeAaT 10 NPeLHIuTalus.

7. He0aaronpusaTHu peakuum

OBIIE U KO3H.

Penxu AneprudHu peakuuu*®

(1 mo 10 na 10 000 TpeTupanu
>KUBOTHH):

* Te Morar J1a ce TOsIBAT MPH KUBOTHHU C MPEPa3IoNoKEeHNE, KATO B TO3U CIydail ce mpernopbyBa
JeyeHne, 0a3upaHoO Ha AaHTUXUCTAMUHH MM KOPTUKOCTEPOUIH.

Cpo0mraBaHeTo Ha HEOIATONPUATHU PEAKITHN € BaXKHO. ToBa MO3BOJIsBA HEMTPEKHCHAT MOHUTOPHUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eNe)KNTe HIAKAKBH HEOJIArONPHUSITHU PEaKIMH, BKIFOYUTEIHO U
TaKWBa, KOUTO HE Ca OMMCAHM B Ta3W JINCTOBKA WM MUCITUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOIYKT
He JIeliCTBa, CBPIKETE ce MbpBO ¢ Bamus BerepuHapeH nekap. MoxeTe ChIIo J1a ChoOmaBaTe
HEeOJIarONPUATHYU PEaKIUU Ha IPUTEKATENS Ha Pa3pelICHHETO 32 ThPTOBHS WJIH MECTHHSI
Hpe)ICTaBI/ITe.H Ha HpI/ITe)KaTe.HSI Ha pa3pemeHI/IeTo 3a 'I“I)pI‘OBI/ISI, KaTO U3II0JI3BATC JTAHHUTEC 3a KOHTAKT
B Kpas Ha Ta3u JIMCTOBKA WM upe3 Bairara HanroHaiHa cucTeMa 3a choOIaBaHe:
https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

8. I[osnpomca 3a BCCKU BU/I ’)KUBOTHO, HAYHUHU U ME€TO/1 HA MPUJIOKCHHUE

HO,Z[KO)KHO MMPUIIOKCHUC.


https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

Jlo3a 3a oBUe ¥ KO3H: 2 M| Ha )KKUBOTHO B 3aBUCHMOCT OT CJICIIHUTE MMOKa3aHHs 3a yrnoTpeoa:
o [lpu 3apaBu, HeMH(PEKTUPAHM JKUBOTHM: JIa CE TIPUIIAra P BCHUYKH (MBXKHU U )KCHCKH ) YKUBOTHU
3a pa3MHO)KaBaHe OT Bb3pacT 2 - 3 Mecela.
o [Ipu uH(eKTUPAHU U MPH BUCOKO PUCKOBH KUBOTHH: J]a CE TIpUJIara BTopa 103a, 2 - 4 CeMUITU
CJIe/] ITbpBaTa.
PeBaxcuHanus ce penopbuBa Ha BCEKH 4 - 6 Mecela B 3aBUCHMOCT OT HH(EKITHATA.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

Ja ce BakcMHMpAT caMO 3[paBH KUBOTHH.

Cria3Baiite 0OM9YaifHNUTE ACENTHYHHN YCIOBHSA IO BpEMe Ha BAKCHHAIIHUATA.

[a ce pa3kiatu eHepruyHO Npeau U ciiell ynoTpeoa.

TpsbBa nma ce M3MON3Ba IFUIOTO ChABP)KAHHE Ha (aKoHa clieA OTBapsHeTo My. OCTaHAIOTO BHB
(akoHa ChIbpIKaHNE HE MOXKE J]a C€ M3II0JI3BA 3a APYTra BaKCHHAIIHSL.

10. KapenTHu cpoxoBe

Hyna guu.

11. CpoenuaJiHU yCJIOBHS 32 CbXpaHeHHe

Ia ce coxpansBa B xuaawiHuk (2 °C - 8 °C).

[a He ce 3ampa3siBa.

[a ce cpxpaHnsiBa janed OT NOTJea U Ha HEAOCTHITHH 32 JIela MecTa.

3amazeTe OpUrMHaIHAaTa OMAaKOBKA.

[a He ce M3M0I3Ba TO3HM BETEPHHAPEH JIEKAPCTBEH MPOIYKT CIIE] U3THYaHE CPOKA Ha TOIHOCT,
MMOCOYEH BHPXY KapTOHEHATa OIMAKOBKa CIie/l CPOKa Ha rofHOoCcT. CPOKBT HAa TOTHOCT OTroBaps Ha
MOCIIETHUS JCH OT TO3H Mecell.

Cpok Ha rOJIHOCT CJIe/l TbPBO OTBapsiHE HAa IIbPBUYHATA OMAKOBKA: U3IOJ3BaliTe HE3a0aBHO.

12. Cpoenma/jHM NpeANa3sHH MepPKHU NPH YHHLIOKABaHe

BerepunapHuTe JIeKapCTBEHH MPOYKTH HE TPsAOBa J1a ObJaT U3XBBPJISHHU YPEe3 OTIIaJHU BOIU MU
OMTOBHU OTMAIBIIN.

W3non3BaiiTe nporpamu 3a BpbILIAaHE IIPU YHUI[OKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHHU ITPOJYKTH WA OCTaThLM OT TSIX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOAATEJICTBO ¥ C BCHYKH MPHIOKAMHU HAIIMOHAITHU CHCTEMU 32 chOupaHe. Te3n Mepku 1ie
IIOMOT'HAT 32 OIa3BaHE HA OKOJIHATA Cpela.

[TonuTaiiTe Bamus BeTepuHapeH Jiekap Kak Ja YHUIIOXKUTE HEHYKHU BETEpUHAPHU JIEKAPCTBEHU
MPOAYKTH.

13. Kaacudukxanus Ha BeTepUHAPHUTE JIEKAPCTBEHN MPOAYKTH

[a ce otmmycka camo 1o JIeKapcKo MpeITuCcCaHne.

14. Homepa Ha pa3pelieHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU

0022-1804

®d1akoHU: XUAPOJUTHYHN Oe31BETHU CThKIeHHU onakoBku, Tur Il or 50 ml, 100 ml u 250 ml u
MOJIUIPOTIIICHOBH onakoBKK oT 100 ml u 250 ml.

3aTBap$[He: 6pOMO6yTI/IJ'IOBa ryMCHa 3alyniajika Tun I, 3areyaTaHa ¢ aJlyMUHHUCBA Kallavka.

He Bcuukm pa3mepu Ha ommakoBKaTa MOTat Aa ObAaT MpeaiaraHd Ha ma3apa.
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15. /laTa Ha nocjieAHaTa peJaKus Ha TeKCTa
07/2024

ITonpoOHa mH(pOpMAanHS 3a TO3M BETEPHHAPEH JIEKAPCTBEH MPOIYyKT MOXKE J]a HaMepuTe B O6a3ara
nannu Ha Chro3a otHocHO npoaykrute (https://medicines.health.europa.eu/veterinary).

16. JlaHHH 3a Bpb3Ka

HDI/ITG)K&TGJ‘I Ha pa3spCIICHUCTO 3a ThPIroBUsi.
Laboratorios Syva S.A.

Calle Marques de la Ensenada, 16

28004 Madrid

Spain

[IponsBoauTEN, OTTOBAPSIIIL 32 OCBOOOXKIABAHETO HA MAPTUIH.
Laboratorios Syva S.A.

Parque Tecnologico de Leon

Calle Nicostrato Vela M15-M16.

24009 Leon

Spain

MecTHH nIpecTaBUTENN U JaHHH 332 BPH3Ka 3a ChoOIaBaHe Ha IpearnogaracMi HeOJIaronpusITHA
peaximu:

»PAPMA CUC ” OO/

rp. [lnoBaus, yiu. [Togodunep ['eopru Koror 1

Bbwarapus, 4000 I1noBaus

Tem: + 359 58/604-266

E-mail: farmasys@abv.bg

3a BCsKaKBa I/IH(l)OpMaLII/ISI OTHOCHO TO3HU BETCPUHAPCH JICKAPCTBCH IMPOAYKT, MOJISI, CBBPIKETEC CC C
MCCTHUS MPEACTABUTE Ha MTPUTCIKATEIA Ha PA3SPCHICHUETO 3a ThProBuUs.

X

[-P KPACMWP 3/IATKOB
OVPEKTOP HA ANPEKLNA KBAM



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

