JIMCTOBKA

il HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOAYKT
Enpoxcun 100 mg/ml nepopasnen pa3TBop 3a nujeTa U Mynku

Enroxil 100 mg/ml oral solution for chickens and turkeys

2. CncraB
Beexu ml cpappika:

AKTHMBHO BellleCTBO:
Enrofloxacin 100 mg

ITomomnu BemecTBa:
Benzyl alcohol 14 mg

buctsp, xKbAT pa3TBop.

3. Bujose :knBoTHH, 32 KOUTO € npeanasnayen BJIII

[Tunera u myiku.

L &

4. Iloxka3zanus 3a ynorpeda
Jleuennie Ha MH(EKINH, TPUIUHEHH OT CIICHUTE OAKTEPUH, YyBCTBUTEIHN Ha EHPO(]IOKCAIIH.

IInnera

Mycoplasma gallisepticum,
Mycoplasma synoviae,
Avibacterium paragallinarum,
Pasteurella multocida

yiikn

Mycoplasma gallisepticum,
Mycoplasma synoviae,
Pasteurella multocida

5. IIporuBonokazanus
Jla He ce M3M0II3Ba, KOTaTo € Bh3MOXKHA T10sBaTa HA PE3UCTEHTHOCT / KPhCTOCAHA PE3UCTEHTHOCT KbM
(¢ryop0o)XHHOJIOHH B ATOTO, KOETO MPEJCTOM Jia ObJIe TPETHPAHO.

[Ja He ce U3MoJ3Ba MPU CBPbXUYBCTBUTEIHOCT KbM aKTUBHOTO BEIIECTBO, KbM JAPYTH
((1yop0o)XMHOJIOHH WK KbM HSIKOE OT IIOMOIIHUTE BEIIECTBA.
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6. CrnenmnaJHu npegynpexRIeHus

CruenyanHy NpefynpeKACHUs
[Tpu neuenne Ha nndekuu ¢ Mycoplasma spp. Moxe Ja JMICBa epaguKanus Ha MUKPOOPTaHU3MHUTE.

CrienmaiHy Ipeana3sHu MEpPKH 3a O0e30macHa ynotpeda Mpu BUIOBETE KUBOTHH, 32 KOUTO €
npeanaszHayed BJITT:

[Ipenu ynoTtpeda KONEKTOPHUS pe3epBoap TpsiOBa jaa ObJie U3NMPa3HEH, BHUMATEIHO TTOYUCTEH U CIIS]T
TOBA HAITBJIHEH C U3BECTHO KOJIMYECTBO YHCTA BOJIA TIPEIU TOOABIHETO HA M3UCKAHOTO KOJIMYECTBO OT
BeTEpHUHAPHUS JIeKapcTBeH MpoayKT. [lomydeHara cmec TpsiOBa na 0bae pa3owspkana. [Ipeau ymorpeda
KOJICKTOPHHS pe3epBoap TpsaOBa aa ObJie MPOBEPEH BHUMATEIHO 33 HATMYUETO HA MpaxX, o0pa3yBaHe
Ha BOJIOPACIIH U CETUMEHTAIIS.

Jla He ce u3mo3Ba 3a MpoQUITAKTHKA.

OdunmannuTe U JOKaTHI aHTUMHKPOOHH TTOJTUTHKY CJIe/iBa ja Ob/IaT CIia3BaHU MPH yHoTpeda Ha
BETEPUHAPHUS JIEKAPCTBEH MPOIYKT. DIIyOPOXUHOIOHUTE TPsiOBa Ja ce U3IO0JI3BAT 3a JICUCHHE Ha
KIIMHUYHH ChCTOSHUSI, KOUTO Ca ChC C1ab OTTOBOP WK C€ 0YaKBa Jia ca ChC c1ab OTrOBOP KbM JIPyTH
KJIACOBE aHTUMUKPOOHHU CPEJICTRA.

Koraro e Bp3M0xHO, ynorpebaTta Ha (hJIyOpOXHHOJIOHHU TPSOBA J1a CTaBa CJE] TECT 3a
YYBCTBUTCIIHOCT.

Ynotpebara Ha BeTepUHAPHHUS JIEKAPCTBEH MPOAYKT U3BBH MoKa3aHusaTa, faneHu B KXII, moxe na
YBEITNYHW pa3npoCTPaHEHUETO Ha OaKTEepHH, PE3UCTEHTHU KbM ((IIyopO)XHHOIOHU B MOXKeE Jia HaMaJIH
e()eKTUBHOCTTA Ha JICUCHUETO C IPYT'H XMHOJIOHU IMOPATH Bb3MOXKHOCT 3a KPhCTOCAHA PE3UCTEHTHOCT.
OT MbPBOHAYATHOTO pa3peliaBaHe 3a ThProBHsI Ha CHPOQIIOKCAIMH MPH JOMAITHH NITHITH,
CBIIIECTBYBA IIUPOKO Pa3MpOCTPpaHEHA MOHMKEHA 4yBCTBUTETHOCT Ha E. COli kbM (uryopoxuHoIOHNUTE
Y TI0SIBa HA PE3MCTEHTHH MUKPOOpPraHu3MHu. [loKiiajiBaHa € pe3UCTEHTHOCT ChIIO TaKa IMPU
Mycoplasma synoviae B EC.

Crenuanaiy npeana3Hu MEPKH, KOUTO TpAOBa J1a B3eMe JIULIETO, IPUIArall0 BETEPUHAPHUS
JIEKAPCTBECH NPOAYKT HA )KUBOTHHUTE:

Xopa ¢ U3BECTHA CBPBXUYBCTBUTEITHOCT KbM ((DITyOpo)XHWHOJIOHHU TpsOBA /1a M30STBAT KOHTAKT C
BETEPUHAPHUS JIEKAPCTBEH MPOIYKT.

M30srBaiite KOHTAKT C KOXKAaTa U OYUTE.

Wznnaknere He3a0aBHO BCAKAKBU CIEAM OT MPOIYKTA OT KOXKATa WIA OYUTE C BOJIA.

W3muiiTe ppIeTe U KOKaTa, KOATO € OWiia B KOHTAKT Clief] ynorpedaTa Ha BeTepUHAPHUS JIEKapCTBEH
MPOAYKT.

He TpsioBa na ce siyie, nue wiv MyIi 1Mo BpeMe Ha yrnotpebaTa Ha BETepUHAPHUS JICKAPCTBEH MPOJYKT.

IITunm HocauKu:
Jla He ce u3Mmos3Ba Mpy NTHUITH B TIEpHUOa HA STIMIICHOCEHE M B PAMKHUTE Ha 2 CEAMUIIM MPEIN HA4YaI0TO
Ha AULIEHOCHUS NIEPUO/L.

B3aHMOI[efICTBHe C APVYIu BETCPUHAPHU JICKAPCTBCHHU NNPOAYKTH U APYI'U d)ODMI/I Ha B3aHMOI[eI71CTBPIe:
In vitro, antaroHu3bpM € HaOJIOIaBaH IPH €HOBPEMEHHATa yroTpeba Ha (hITyOpOXMHOJIOHH
0aKTepUOCTATHYHN AHTUMUKPOOHU areHTH KaTO MaKPOJIUIN WITH TETPAUKINHYA U (PEHUKOIH.
EnHOBpeMEHHOTO MPHUIIOKEHUE Ha BEILIECTBA, ChAbPHKAIIY aATyMUHUN WK MarHe3uil MOXKe J1a HaMau
pe3opbmmsiTa Ha eHpoQIIOKCAIIHH.

IIpenosupane:
He ca naGmoaBany KIIMHUYHA CUMIITOMH Ha MIpeIo3upaHe Ipy MIIeTa U MyWKH, TPeTUPaHU

CHOTBCTHO C JO3HU OO0 10 1 6 ObTU IMO-BUCOKHU OT TCPAINICBTUYHUTC OTO3U.
YHOTpe6aTa Ha q)ﬂyopOXHHOJ'IOHI/I I10 BpEMC Ha paCTCKHUA MEPHUO/ € ChIIPOBOACHA CbC 3HAYUTCIIHO U
MPOABJKUTEIIHO ITOBUITAaBAHE HA IIpUEMa Ha BOJa 3a IMMCHE, Mopaii KOETO MOXKE 1a CC IMMOBUIIIN U
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ImprueMa Ha aKTUBHOTO BCIICCTBO, BEPOATHO ABJDKAIIO CE€ HA BUCOKA TEMIIEpATypa, U TOBa
MOTCHIIMAJIHO MOXKE Ja UMa BPBb3Ka C YBPEKAAHE HA CTABHUSA XPYILISIIL.

OCHOBHU HECHBMECTUMOCTH
[Ipu nunca Ha maHHU 32 ChBMECTUMOCT TO3W BETepUHAPEH JIEKAPCTBEH MPOAYKT HE TPsAOBa 1a Obie
CMECBaH C APYTr'd BETEpUHAPHU JIEKAPCTBEHU MTPOTyKTH.

7/ Heb0naronpusiTHu peakuuu
[Iunera, myiku:
He ca uzBecTHu.

CpobmaBaHeTo Ha HEOJIAropUATHY PEAKLIUH € BaXHO. ToBa 103BOJIsIBa HENPEKHCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha MPOAYKTA. AKO 3a0€IeKUTe HAKAKBU HEOJArONpHUsTHU PEAKIUH, BKIIOYUTEIIHO U
TaKMBa, KOUTO HC Ca OMMKMCAaH! B Ta3W JIMCTOBKA UJIXU MUCJIIUTEC, UC BETCPUHAPHUA JICKAPCTBCH MMPOAYKT
HE JIHiCTBa, CBBPIKETE Ce ITbpBO ¢ Bamus BeTepuHapeH ekap. MokeTe ChIIo 1a ChoOmaBaTe
HeOIaronpuaTHY PeakL Ha MIPUTEKATEIS Ha Pa3peIICHUETO 3a ThPTOBUS UM MECTHUS
MIpeICTaBUTEN Ha MIPUTEXATeNs Ha pa3pellieHHeTo 3a ThProBUsl, KaTo U3IMOI3BaTe JaHHUTE 32 KOHTAKT
B Kpast Ha Ta3M JIMCTOBKA WM 4pe3 BamaTta HanpoHanHa cucTeMa 3a choOIaBaHe:
https://kvmp.bfsa.bg/phv

8. Jlo3upoBKa 3a BCeKM BU/ JKUBOTHO, HAYMHU U METO/ HA NPUJIOKEHUe
IIpunarane BbB BOJa 3a IIUEHE.
10 mg enpodnokcannn/kg TemecHa Maca Ha JieH 3a 3—5 MOCIeIOBATEeTHH JTHH.

Tperupane B IpoabDKEHUE HA 3—5 MOCIEIOBATEIIHU JIHH, 32 5 TIOCICIOBATESIHHU THU IIPH CMECEHU
WHQPEKIMHA U XPOHUYIHU TIPOTPECUBHU POPMHU. AKO HE € MOCTUTHATO KIIMHHUYHO TOA00pEHNUE B
pamkuTe Ha 2—3 HU, TPsIOBa Ja ce OOMUCIIN Bh3MOXKHOCTTA 32 aJITCpHATHBHA aHTUMHUKPOOHA
Teparnus, 0a3upaHa Ha TECTOBE 33 UYBCTBUTEIHOCT.

Tps6Ba BuHaru 1a cte yBepeHH, ue 1s1aTa NpuIoKeHa 103a € mpueTa. MeaukaMeHTO3HaTa BoJia
TpsiOBa J1a € MPSCHO MPUTOTBEHA BCEKHU JICH, TOYHO MPe/U MpeJjilaraHeTo i Ha )KuBOTHHUTE. Bosmara 3a
IHeHe TpsOBa /1a ce cMecBa ¢ IPOIyKTa Ipe3 Lesus IepHoJl Ha TpeTupaHne, 0e3 Ja UMa Hallu4eH ApyT
W3TOYHMK Ha BOZA 3a MMEHe. 3a TapaHTHpaHe Ha MPaBUIIHA T03MPOBKA TeJleCHaTa Maca Tps0Ba Ja ce
OIpEeJIENH Bb3MOKHO Hali- TOYHO.

Wznon3Baiite caMo npecHu, NpeABAPUTEIHO IPUTOTBEHU NPEAN HAYaJIOTO Ha TPETUPAHETO Pa3TBOPH,
BCekH JieH. BonocHabnsBamuTe cucreMu TpsAOBa Ja ObJaT NpOBEPSIBAaHM PETYISAPHO, 33 1a CE OCUT'YPH
TOYHO KOJIMYECTBO MPOAYKT. M3mpasHere cuctemara u s Ha'bJIHETE ¢ MEIMKaMEHTO3HA BO/Ia MIPEIU
3all0yBaHe Ha TpeTUpaHeTo. B3 0OCHOBA Ha MpenopbhUMTENHATA 1032 U OPOs M TelleCHaTa Maca Ha
XKHUBOTHHUTE, KOUTO LIe ObJAT TPETUPAHHU, TOYHATA THEBHA KOHLIEHTPALKs Ha BETEPHUHAPHUS
JIEKapCTBEH MPOAYKT TPsAOBa J1a c€ U3YHCIIN ChITIACHO CIIeAHATa popMmya:

06w o6em (Ml) Ha
0,1 = BeTeprHApHUS JICKAPCTBEH
MIPOJIYKT 3a JICH

OO01110 KOJTMIECTBO Cpennata TemecHa Maca
TOTHIN (kg)

BeTepuHapHUAT JIEKaPCTBEH MPOAYKT MOXKE J1a Ob/Ie MOCTABEH JUPEKTHO B KOJICKTOPHHUS pe3epBoap
WK BBB BOJIaTa 4pe3 TIOMIIA 3a JI03UpaHe.
TpsbBa na ce BHUMAaRBA Al [is71aTa MPEIBUICHA JI03a ¢ IPHETa.

315


https://kvmp.bfsa.bg/phv

[penopbuBa ce M3MOI3BAHETO HA TIOAXOIAINO KaTHOPUPaHO U3MEPBATEITHO 000pYyIBaHE.

9. CbBeTH 32 IPAaBUJIHOTO NPWJIATAHE HA MPOAYKTA

Mouts, BIXKTE TOUKa 8.

10. KapeHTHH cpokoBe

ITunera: Meco u BbTpEIIHU OpraHu: 7 JHHU.
[yitku: Meco u BeTpentHu opranu: 13 gam.

Jla He ce U3M0I3Ba NPHU NTULM, KOUTO NMPOU3BEKAAT WIH ca IpeAHa3HAYEHH J1a POU3BEXKIAT silia 3a
KOHCYMaIIus OT X0pa.

Jla He ce mpuiara B paMKUTe Ha 2 CEIMHUIIM TIPS HAYaJI0TO Ha SHIIEHOCHUS ITEPHO.

11. CrnenuanaHu ycJI0BHS 32 CbXpPaHeHUe

Jla ce cbxpaHsBa Jaed OT MOTjie/ia ¥ Ha HeAOCTHITHY 3a JIela MecTa.

To3n BCTCPpHUHAPCH JICKAPCTBCH IMPOAYKT HE M3MCKBA HUKAKBU CIICLIUATIHU YyCJIOBUSA 3a CbXPAaHCHUEC.
Jla He ce M3MOI3Ba TO3M BETEPUHAPEH JIEKAPCTBEH MPOIYKT CJeI N3THYaHEe CPOKa Ha TOTHOCT,
MMOCOYEH BHPXY €TUKETa U KapToHeHaTa KyTus ciex EXp. CpokbT Ha TOAHOCT OTTOBApS Ha ITOCIIEIHHS
JIEH OT TO3U MEcell.

Cpok Ha TOOHOCT cJiel TbPBOTO OTBapsiHE HA MbPBUYHATA OMAKOBKa: 3 Mecera.

CpoK Ha TOIHOCT CJeN pa3pek/iaHe B ChOTBETCTBUE C MHCTPYKIIUUTE: 24 daca.

12. Cneuna.mm npeamnasii MEPKHU IPA YHUIIIOKaBaHE

BerepunapHuTe jgekapcTBEHH MPOIYKTH HE TPSAOBa J1a ObAAT U3XBBPIISHH Ype3 OTIIATHH BOIH UITH
OHUTOBH OTIANBIIN.

W3non3BaiiTe nporpamu 3a BpbIIAHE [IPU YHUIOKABAHETO HA HEU3IIOJI3BAHU BETEPUHAPHU
JIEKAPCTBEHU NPOLYKTH WM OCTATBLHU OT TAX B CbOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKH MPHIIOKMUMHU HAIIMOHAHU CUCTEMU 32 chOupaHne. Te3n MepKH 1ie
[IOMOTHAT 32 OIIa3BAHE HA OKOJIHATA CPena.

[TonuTaiiTe Bamms BeTepuHapeH Jekap Kak Ja YHUIIOKUTE HEHY>KHU BETEPUHAPHU JICKAPCTBEHU
NPOAYKTH.

538 Kaacudukanus Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

I[a CC OTITYCKa CaMO II0 JICKApPCKO MPEAINMCAaHnC.

14. Homepa Ha pa3penieHneTo 3a TBProBusi U pa3MepH ONAKOBKH

Ne 0022-1972
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100 ml kexubapen cTokiteH ¢urakon Tui 111 ¢ monumponuiIeHoBa 103upalia Karnayka B KapTOHeHa
KYyTHSL.
1000 ml monueTnIeHOBA OYTHIIKA C BUCOKA IUTHTHOCT U MOJUIIPOITMICHOBA MEPHTETHA Yallla.

He Bcuukm pa3mepu Ha omakoBKaTa MOTaT Aa ObJAT MpeajaraHy Ha masapa.

15. JlaTa Ha mocjieHATA pelaKIUsa HA TeKCTa

08/2025

[Honpo6Ha mH(OpMans 3a TO3U BETEPUHAPEH JEKapCTBEH MPOIYKT MOXKE Ja HamepuTe B 0azara
nanau Ha Chro3a otHOcHO nponyktute (https://medicines.health.europa.eu/veterinary).

16. JlaHHHU 32 BPb3Ka

[puTexaTen Ha Pa3PEICHUETO 3a ThPIOBUSL:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

IIpounsBozmTeN, OTroBapsANI 32 0CBOOOKAABAHETO HA NAPTUM:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Stralle 5, 27472 Cuxhaven, I'epmanwst

MecTeH npecTaBuTeN U IaHHU 33 BPB3Ka 3a ChOOIIaBaHe Ha MPEAIOIaraeéMu HeOJaronpusTHI
peaKIuH:

Kpka bearapus EOO/]

rp. Codus

Ten: +359 2 962 34 50

En. noma: info.bg@krka.biz

3a BCsAKakBa I/IH(l)OpMaLII/IH OTHOCHO TO3H1 BETCPUHAPCH JICKAPCTBCH NPOAYKT, MOJIA, CBBPIKETC CC C
MCCTHUSA MPEACTABUTEI HAa MMPUTEKATEIIA HAa pa3pCIICHUCTO 3a ThProBUs.

25.9.2025 .

X

[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/M
Signed by: KRASIMIR YANKOV ZLATKOV
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