KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A THhPT'OBHUS C BJIII Ne 0022-2744

1. HAMMEHOBAHUE HA BETEPUHAPHUS IEKAPCTBEH ITIPOAYKT
INTROFLOR-100 ORAL, 100 mg/ml pasteop 3a mpuiarane BbB BOJa 3a IMHEHE 33 CBUHE M IITHIIN
2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

1 ml ceabpika:

AKTHBHO BellleCTBO:
Florfenicol 100 mg

ITomomHu BemecTBa:

KauecTBeH ¢hCTaB HA MOMOILIHUTE KoanuecTBeH cbeTaB, ako Ta3u nHGoOpMaus
BellleCTBA U IPYTUTE ChbCTABKH € BayKHA € OrJie]l HA MPABUJIHOTO MpUJIaraHe
HA BeTEPHHAPHHS JIeKAPCTBEH MPOIYKT

Macrogol 300

biienoxbaT pasreop.

3. KINMHUYHA UHOOPMALIUS

3.1 Bwunaose :KUBOTHH, 32 KOUTO e npeanazHayen BJIII

CBHTE U IITHLIH.

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I ’KUBOTHH, 32 KOWTO e MpeIHa3HAYeH NPOAYKTHT
CauHe: JieueHHe Ha PECIIMPATOPHU 3a0ossaBaHus, cBbp3anu ¢ Actinobacillus pleuropneumoniae,
Pasteurella multocida, Salmonella choleraesuis u Streptococcus suis type 2.

[ITuim: neyeHre Ha PecMpaTOPHU 3a00IsiBaHus (aepocakynuT), mpuunHenu ot E. coli u
KOJIUCTIETUIIEMUS TIpH OpOUIIepHTe.

3.3 IIporuBomoka3aHus

[a He ce U3M0I3Ba IPU CBPBXIYBCTBUTEIHOCT KbM aKTHBHOTO BELIECTBO.

3.4 CneuuajaHu npenynpe:xieHus

MenrkameHTo3HaTa BoAa TpsiOBa Ja ObJie €AMHCTBEHUS M3TOUYHHUK Ha BOJA 3a MTUCHE.

AKO TOBa HE € Bb3MOXHO, THEBHATA [103a TPsIOBa Ja ce pa3/ieiy Ha JBe U J1a Ce Npuiara BEAHBX Ha 12
Jaca.

EsxenneBHO TpsiOBa Jja ce MPUTOTBSAT NIPECEH Pa3TBOP U MEAUKAMEHTO3HA BOAA.

Axo B paMKUTE Ha 48 4Jaca OT HAYAJOTO HA JIEYEHHETO HE CE IIOCTHUTHE ITOJIOKUTENIEH KIMHUYEH
OTTOBOp, IUarHo3aTa TpsiOBa Ja ce mpepasriea.

35 CrnenuajHu npeana3Hyu MepKH MpH ynorpeoda

CrenmaiHy Ipeana3sHi MEPKHU 3a Oe30lacHa ynorpebda IIpyu BUA0BETE )KUBOTHH, 38 KOUTO €
npengasgayey BJIII:
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JleuenneTo TpsOBa Ja 3amoYHe He3abaBHO CIieT IUATHOCTUIIMPAHE Ha PECITUPATOPHO 3a00IIsIBAHE.

CrenyaiHy npena3Hi MEPKH 3a JIMIATa, IPHUIarainiy BeTepUHAPHS JICKAPCTBEH IPOJAYKT Ha dKUBOTHUTE:
Xopa ¢ ycTaHOBEHA CBPBXUYYBCTBUTEITHOCT KbM (DIOPPEHUKOI WITH TIOJMETHIICH TIIUKOJI TPOBa J1a
M305TBAT KOHTAKT C BETEPUHAPHUSA JICKAPCTBEH MPOIYKT.

[Mopaau Bb3MOXXHOCT OT Bb3HMKBAHE Ha YyBCTBUTEIHOCT U KOHTAKTEH JCPMATHUT, TUPCKTHHUST
KOHTaKT C KOXKaTa TpsOBa Jia ce u30srBa Mpy NPUIIOKEHNE Ha IPOIyKTa. [la ce M3MUAT phleTe ciiel
pabota ¢ mpoayKTa.

[Ipu ciyvaifHo pa3nuBaHEe BbPXY KOKaTa, 3aCErHATHs YUacThK J1a ce u3IUiakHe ¢ BoAa. [Ipu ciygaitHo
rornajaHe B OYUTE, Ja C€ M3IIAKHAT He3a0aBHO ¢ OOMIHO KOJHUYECTBO BOJIA.

WunuBuayamHo npeanazHo o0opyABaHe, ChCTOSIIO Ce OT MPEANa3Hu PbKaBHIIU, TPIOBa J1a c€ HOCH,
KOTaTo ce pabOTH C BETEPUHAPHUS JIEKAPCTBEH MPOIYKT.

CrenumanHy npeanasHi MEPKU 3a 3aIlliTa Ha OKOJIHATa cpejia:
Ynorpebara Ha TO3M BETEPHUHAPEH JIEKANICTBEH NPOAYKT MOXE Jja IPECTABIISIBA PUCK 32 CYXO3EMHHUTE
pacTeHus, IMaHOOAKTEPUUTE U TIOA3EMHUTE OPTaHU3MH.

3.6 He0uaronpusiTHu peakuun

CBHHE U OTHUIN:

C Hem3BecTHa 4ecToTa [lormkeHne Ha KOHCYMAIHATa HA XpaHa U BOJa U

(He MOXe a3 ObJie ompe/esieHa OT pasMekBaHe Ha ()eKanuuTe Wiy auapus.’

HaJTUYHHUTE JAHHU):
! TpeTnpanuTe KUBOTHH CE BE3CTAHOBABAT OBP30 M HAIBIIHO CJIE]] PEKPATIBAHE HA JICIEHUETO.

CsuHe
Yectn [uapusi, nepuaHaiHo U PEKTATHO 3a4ePBsIBaHE/OTOK
(1 1o 10 Ha 100 TpeTHpaH# KUBOTHH) ¥ TIPOJIAIIC HA PEKTYMA.

2TIpexoaHH.

CpoOmmiaBaHeTo Ha HEOIATONPUATHU PEAKIIMU € BaKHO. ToBa MO3BOIIsSIBa HEMPEKbCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETEPUHAPHHUS JIEKapCTBEH MpoaykT. ChoOleHusTa TpsOBa Jla ce M3Mpallnar, 3a
MPEJIIIOYUTAHE UPe3 BETEPUHAPEH JIeKap, WM Ha MPUTEKATEIIS Ha Pa3pelIeHUETO 3a ThPIOBHsI MM Ha
MECTHUS My MPEJICTABUTEN, WIIA Ha HAIIMOHAJHUS KOMIIETCHTCH OpPTaH upe3 HAllMOHAJHATA CUCTEeMA 3a
choOIIaBane. 3a ChOTBETHUTE JJaHHU 33 BPh3Ka BUKTE CHIIO TOUKa 16 OT JIMCTOBKATA.

3.7 Ynorpebda mo BpeMe Ha OPEMEHHOCT, JIAKTALUSA WIH SIIICHOCeHe

Bbe3omacHocTTa Ha BeTepuHAPHUS JIEKAPCTBEH IPOAYKT HE € I0OKa3aHa IPH CBUHE U NTHIIM M0 BpeMe Ha
OpeMeHHOCT, JTaKTaIusl, AUIEHOCEHE WU MPH KUBOTHHU, TIPeHA3HAUEHH 32 Pa3IlIoz.

BpeMeHHOCT U JIaKTaIUs:
He ce npenopbuBa npuiaraHeTo o BpeMe Ha OPEMEHHOCT U JIAKTaI[usl.

Ity HOCauKH:
He ce pa3pemiaBa ynorpedara mpu nTUIM, KOUTO IPOU3BEKIAT WIH Ca IPETHAZHAYCHH JTAPOU3BEKIAT

sfIa 32 KOHCyManus OT Xopa.

3anI0ageMOCT:
Ceune: /la He ce U3MOI3Ba P HEPE3H, MTPETHAZHAUCHH 32 PA3ILION.

2/5



3.8 BzammopaeiicTBHE ¢ IPYTH BeTePUHAPHU JIeKAPCTBEHH MPOAYKTH U Ipyru ¢gopmMu Ha
B3anMojieiicTBHe

Hsma Hanu9YHU TaHHH.
3.9 Hauux Ha npuIo;KeHHE U 103HPOBKA
ITepopasHo - pa3TBOp 3a MpHJIaraHe BbB BOJIA 3a MHECHE.

MeI[HKaMeHTO?;HaTa BOJAa Tpﬂ6Ba Ja € NPsICHO NPUTOTBEHA BCCKU JICH, TOYHO MPCaN IMPCAIaraneTo u
Ha )XMBOTHHUTC U Aa 6’I)I[6 CANMHCTBCH U3TOYHUK HA BOJIA 3a MUCHE MPE3 LCIHA IICPHUOJ HAa TPCTUPAHE.

Caune: 10 mg ¢pnopdpenukon/kg T.m. 3a 5 mocnenoarenuu auu wim 0.1 ml Introflor-100 oral/kg
T.M./JICH.

Orumw: 20 mg dnophernkon/kg T.M. 3a 3 mociaemosarenun quu win 0.2 ml Introflor-100 oral/kg
T.M./JIeH TIpy TTUIH mox 4-ceqmuana Be3pacT u 0.4 ml Introflor-100 oral/kg T.m./nen tpu nrumm Ha
4-ceqMUYHA BB3PACT.

[IpueMbT Ha MEIMKAMEHTO3HA BOJIa 3aBUCH OT KJIMHUYHOTO ChCTOSIHHE HA )KHUBOTHUTE. 3a MOJTy4aBaHe
Ha TpaBUJIHATA JIO3UPOBKA MOXKE J]a C€ HAJIOKU KOHIICHTpalusATa Ha (iopdeHukon aa obae
CHOTBETHO KOPHUTHPAHA.

Bb3 0CHOBaA Ha IpEMOPBUYKUTEIIHATA 7I03a U OPOSI U TelleCHATa Maca Ha )KUBOTHHTE, KOUTO Iie ObaaT
TpeTUpaHH, TOYHATA JTHEBHA KOHIICHTPAIUs Ha BETEPUHAPHUS JICKAPCTBEH MPOIYKT TPsiOBa Aa ce
M3YMCITH ChIVIACHO clienHarta hopmyia:

ml BeTepuHapeH JEKapCTBEH cpenna TenecHa Maca (Kg) na
nponykt/Kg TenecHa maca Ha X = JKMBOTHHTE, KOUTO I ObAAT
JIcH JIeKyBaHU = ml  BeTepuHapeH
JIEKapCTBEH TMPOAYKT Ha
Cpenna nHeBHA KOHCyMaIus Ha Boja (L/>KUBOTHO) JUTHP BOJIA 3a MHEHE

3a fa ce n30erHe NpuiIaraHeTo Ha MO-HUCKA WK TI0-BUCOKA 71032, )KUBOTHUTE, KOUTO 1€ ObIaT
TpeTHpaHu, TpsOBa ja ObJaT pa3jeiicH! Ha IPYIU ChC CXOJHA TEJIeCHA Maca U Jio3aTa TpsiOBa 1a Obje
M3YHCIICHA 3a BCSKA TPYIa HHIUBUIYAITHO.

[MomxoasamioTo KONMMYECTBO MEAMKAMEHTO3Ha BOJa TpsOBa Jga Oble NPUTOTBEHO Ha 0a3a Ha
eXelHeBHATa KOHCYMaIlus Ha BOJA.

3a rapaHTHpaHe Ha MpaBWIHA JIO3UPOBKA TeJieCHaTa Maca TpsOBa Jia ce ONpeled Bh3MOXKHO Haki-
TOYHO.

[IpemopruBa ce U3MOI3BAHETO HA TIOXOASIIO KATHOPHUPAHO U3MEPBATEIHO 000pYABaHE.

3.10 CumnroMu Ha mpeno3upane (M KOraTo e NPUJI0:KUMO — MPOLEYPH HA JieiicTBHE MPH
CIELIHHU CIy4Yau U AHTHIO0TH)

HpOI[’LJ'DKI/ITeJIHOTO TPETHUPAHE BOAU 10 IMOHMKXaBaHC KOHCyMallyiATa Ha XpaHa, HO HE U J10
ABJIITOCPOYHU HeGJ’IaFOHpI/IHTHI/I peaKknunu.

3.11 CneuuanHu orpaHnvyeHus 3a ynorpeda v crielaJHH YCJIOBHS 32 YNOTPeda, BRIIOYHTETHO
OrpaHNYeHMs 32 ynoTpedaTa HA AaHTUMMKPOOHHM M MPOTUBONAPA3ZUTHU BeTePUHAPHHI
JIEKapCTBEeHH NMPOAYKTH, C [eJI 1A ce OTPAHUYHM PHCKBT OT Pa3BUTHE Ha Pe3MCTEHTHOCT

3a IpuIIoXKEeHUE caMO OT BETEpUHAPEH JIeKap.

3.12 KapeHTHM CpOKOBe

Meco v BbTpEIIHU OpPTaHu:
Csune: 20 nuu.
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Iltnim: 7 nuu.
He ce pa3pemaBa ynorpebara mpy NTHITHA, KOUTO IPOU3BEKIAT W Ca MpeaHA3HAYCHU Ja TPOU3BEKAAT
sAI1a 382 KOHCYMAaIMsl OT XOpa.

4, DPAPMAKOJIOTHYHA HHOOPMALIUA

4.1 Berepunapen JiekapcTBeH aHaToMo-TepaneBTu4deH koja (ATCvet Code): QI01BA90
AHTHOaKTepHaIHU 32 CHCTeMHA yroTpeba, ampeHnKonH, hIopPeHnKO.

4.2 dapMaKkoIMHAMHKA

OopHeHUKOIBT € MUPOKO CIEKThbPEH CHHTETHUEH aHTHOMOTHK OT (heHOJI0BaTa IpyIa, KOiTo e
aKTUBEH cpelly noeueTo [ pam-nonoxurennu u ['paM-oTpunateanu 6akTepuun, H30JUPaHA OT
JIOManIHuTE )KUBOTHA. PropdeHnKonbT AeiicTBa Ype3 HHXHONpaHe Ha CHHTE3aTa Ha IPOTEHHHUTE Ha
pub030MHO HUBO U € 0aKTepHOCTATHUK. BhIpekn ToBa, OakTepUIIIHATA My aKTUBHOCT € Omia
JeMOoHCTpHpaHa in vitro cpenty Actinobacillus pleuropneumoniae u Pasteurella multocida, xoraro
¢drnopdernkoTbT puchecTBa B KoHIeHTparuu Hag MIC 3a 12 gaca.

4.3 DdapMaKOKHHETHKA

Crexr MTHTPaMyYCKYJTHO U TIEPOPATHO MPUIIOKEHUE (IIopPEeHUKOIBT OBP30 ce pe3opOupa 1 MHUPOKO ce
pasnpocTpadsaBa B ThBKAHUTEC U TCIICCHUTC TCUHOCTH; IJIa3MEHATA U TbKaHHAaTa KOHICHTPAllUN Ha
AKTUBHOTO BEILIECTBO Ca CIIEIOBATEIHO MO-BUCOKH OT MUHUMAJIHATa HHXUOMpAIa KOHIICHTPALHSL,
HeoOxoaMMa 3a IN Vitro nHXuOMpaHe Ha pacTexa Ha MUKPOOPTaHH3MHUTE.

Bucoku koHIeHTpamy ca OMii yctaHoBeHH B ObOperuTe, Oenus qpo0, MUKOYHHS MEeXYp, MyCKYJIHTE
U CHPIIETO, B YepBaTa, OpOHXUATHHSI CEKPET, ypUHATA H )KITbUKATa; HUCKH KOHIIEHTPAIINH Ca
YCTAaHOBEHU B IIepEOPOCTIMHATHUTE TEUHOCTH U MO3bYHATa ThKaH.

B opranusma ¢uiopdeHNKoIbT IpeThpIsiBa YacTHYHA OHOTpaHCc(opManus; MOBEYe OT MOJIOBHHATA OT
IPUIIOAKEHATA J103a CE OT/ENs B HeIpOMEHeHa (popMa, OCHOBHO € ypUHATa U B MAJIKH YacTH C
dexanuure.

5. OAPMAIEBTUYHUA JAHHU
51 OCHOBHH HECHLBMECTHMOCTH

IIpu nurca Ha TaHHU 32 CHBMECTHUMOCT TO3U BETEPUHAPEH JIEKAPCTBEH MPOAYKT He TpsiOBa /1a Obae
CMECBaH C JAPYTH BETEpUHAPHU JIEKAPCTBEHH MPOIYKTH.

5.2 Cpoxk Ha roaHoCT
Cpok Ha TOJHOCT Ha KpailHUS BETEPUHAPEH JIEKApCTBEH IMPOTYKT: 2 TOJIVHHU.
Cpok Ha TOJHOCT CIie/T TbPBO OTBApsSIHE HA ITbPBUYHATA OMAKOBKA! 28 nmHu.

CpoK Ha TOJJHOCT CJIe/l pa3TBapsiHe B ChOTBETCTBUE C MHCTpyKIuuTe: 24 Yaca.
5.3 CrheumaJjHu ycjoBHs 32 CbXpaHeHUe

[a ce cpxpansBa npu Temneparypa mox 25 °C.
Jla ce ma3u oT CBETJIMHA.

54 Buja ¥ cbCcTaB HA NBPBUYHATA ONAKOBKA
Bytuiku ot monuerwiieH ¢ Bucoka mrstHOCcT (HDPE) ot 100 1 1000 ml,
3aTBopeHu ¢ HDPE kamauku Ha BUHT U alyMUHHUEBO 3alieyaTBaHE.

Kyrust ¢ 12 0ytuiku x 100 ml.
Kyruus ¢ 12 6ytiaxu x 1000 ml.
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He Bcwuku pasmepu Ha oImakoBKaTa MoOTaT Aa ObAaT MpeaiaraHd Ha ma3apa.

55 Cneunamm MepKI/l 3a ynnmomanane Ha HEU3IIO0JI3BAaHU l'[pOI[yKTPI HUJIA OCTATBHIH OT THAX
BeTepI/IHapHI/ITe J'IeKapCTBeHI/I HpOIlyKTI/I HC TpSI6Ba aa 6’LI[aT I/I3XB’pr'IHHI/I qpe3 OTIHagHUu BOAU WU
OUTOBHU OTIAIBIIH.

M3non3Baiite mporpamMu 3a BpbIIAHE MPH YHHUIIOKABAHETO HA HEUBNOJI3BaHU BETEPUHAPHU
J'IeKapCTBCHI/I HpOILyKTI/I UK OCTAaThIIHU OT TAX B CBOTBCTCTBHUC C H3HCKBAHHUATA Ha MCECTHOTO
3aKOHOOATCIICTBO M C BCHUYKM HAIOIWOHAJIHU CHUCTEMHU 3a C’bGHpaHe, HpI/IJ'IO}KI/IMI/I 3a CBOTBCTHHUIA
BETEPUHAPEH JIEKAPCTBEH IIPOIYKT.

6. HUME HA ITIPUTEXATEJS HA PASPEHHIEHUETO 3A THPI'OBUS

Interchemie werken "De Adelaar” B.V.

7. HOMEP(A) HA PASPEIIIEHUETO 3A ThPTOBUSI

0022-2744

8. JATA HA IbPBOTO U3JABAHE HA PASPEIHIEHUETO 3A ThbPI'OBUS
27/06/2017

9. JATA HA NOCJIEAHATA PEJAKIIUS HA KPATKATA XAPAKTEPUCTHUKA HA
ITPOAYKTA

01/2026
10. KIJACU®PUKALIUA HA BETEPUHAPHUTE JIEKAPCTBEHHU ITPOAYKTHU
Ja ce oTmycka caMo IO JIEKapcKo MPeHUCcCaHue.

[Tonpo6Ha nH(MDOpMAaIUs 32 TO3M BETEpUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HAMEpUTE B 0azaTa NaHHU
na Crro3a otHocHo nipoaykrute (https://medicines.health.europa.eu/veterinary).

11.2.2026 r.

X

A-P KPACUMWP 3/TATKOB
AWNPEKTOP HA ANPEKLNA KBAM
Signed by: KRASIMIR YANKOV ZLATKOV
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