NPUJIOKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIULUHCKUSA TPOAYKT
Nuflor Minidose 450 mg/ml nmxexunoHeH pa3TBOp 3a roBeaa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna no3a (1 ml) ceappika:

AKTHBHA CYyOCTAHUIMA:
Florfenicol 450.00 mg

ExcuunueHnTu:

3a BJIHKS CITUCHK HA EKCIIMITUEHTUTE, BUXK T. 6.1.

3. ®PAPMAINEBTUYHA ®OPMA

Buctbp, 6e31BeTEH 10 KBIT HHKEKLMOHECH Pa3TBOP.

4. KIIMHUYHU JAHHU

4.1. BujoBe :KNBOTHH, 32 KOUTO e npeaHasHayen BMII

T'oBena.

4.2 TepaneBTUYHH NMOKAa3aHHUs, ONIPeeJeHH 32 OTAEJHUTEe BUI0BE ;KHUBOTHH

IMpodunakTrka v NedeHne Ha PECIMPATOPHU MHMEKIUU IPU TOBE/IA, TPUYUHEHU OT YyBCTBUTEIHU
koM florfenicol mukpoopranmsmu: Mannheimia haemolytica, Pasteurella miltocida » Histophilus
somni.

IMpean npoduiIakTHYHOTO MPUIOKEHNE HA NPOYKTa, MH(EeKIuATa TpsiOBa Na Objie J0Ka3aHa B
CTaJI0To.

4.3 TIpoTHBONOKA3aHUS

Jla He ce U3M0I3Ba IIPH BB3PACTHH OULM, IIPEIHA3HAUCHH 32 Pa3IlIoN.

Jla He ce U3IM0JI3Ba IIPH CBPBXYYBCTBUTEIHOCT KbM aKTHBHATA CyOCTaHIMS MM KbM HAKOH OT
CKCIIUIIMCHTUTEC.

4.4 CnenuaJHU NpeANa3sHH MePKH 32 BCEKH BU/I ;KHBOTHH, 32 KOHTO e npegHa3HadyeH BMII
Hswma.

45 CrnenuaJHu npeIna3Hd MepKH MPH ynoTpeda

CrenyaiHy npeanasHi MEpKH 3a )UBOTHUTE IPY ynoTpebaTa Ha MPOAyKTa

IponykrsT TpsOBa j1a ce mpuara Ha 6a3ara Ha TECTOBE 3a YyBCTBUTEIIHOCT, BKJIIOUYCHH B
O(bHHHaHHaTa W HallMOHaJIHA aHTI/lMI/IKpO6I/Ia.]'[HPI TIOJIMTUKH.

Ia He ce npuara npu ycranoseHa pesucrentaoct kbM florfenicol wim npyru amphenicols.
Henpasuinara ynorpeba Ha BeTepHHAPHOMEMIIMHCKHUS IIPOJYKT MOJXKE 1a YBEINYU OaKTepHaHaTa
pesucrerraoct kbM florfenicol umu npyru amphenicols.

[poasmkuTenHaTa WiK MOBTOPHA yHOTpeOa Ha BETEPUHAPHOMEANIIMHCKHUS TIPOLYKT MOXKeE /18 Obie

n30erHara, ypes nNogoOpsiBaHe Ha YIIPABICHYECKUTE IIPAKTUKH BbB (pepMaTa, OYMCTBAIIN U
Je3nH(eKnupany MepKy 1 IpeMaxBaHe Ha CTpeca.

Cuoe [MAJIHU NIPEANa3HU MCPKHU 3a JIMlaTa, Ipuaaraiy BETCPUHAPHOMEANIMHCKUSA NPOAYKT Ha )KUBOTHUTC




IpoxykTsT TpsAOBa Na ce mpuiara ¢ nopuieHo BHMMaHue. Ilpu ciydailHO camouHKeKTHpaHe,
He3a0aBHO Jia ce MOTHPCH MEAMIMHCKM CHBET, KAaTO HA JIeKaps ce MNPeJoCTaBHM JIMCTOBKAaTa 3a
ynoTpeda HiIu eTUKETa Ha IPOLYKTa.

HW306srBaiite TMpeKTeH KOHTAKT HA NPOJYKTa C KOXKaTa, yCTaTa U O4HUTe.

Muiite pblieTe CH ClIe/ NPUITOKECHHETO Ha IIPOIYKTA.

4.6 Heb6aaronpusiTHA peakuy (4€CTOTA U BaXKHOCT)

ITo Bpeme neyeHneTo Moke a ce HabJI0AaBa HAMaJIeHa KOHCYMalusl Ha XpaHa MpH >KUBOTHHTE U
BpEMEHHa I105IBa HA MEKH M3IPaKHEHUs. MHOTO CKOpO clie]| IPHK/IIOUBAHE HA JIEYEHUETO,
TPETHPAHUTE )KUBOTHH CE Bb3CTaHOBSABAT HAIIBJIHO.

Ipu MOAKOXKXHOTO NPIIOKCHHE HA IIPOAYKTA C MAKCHMAIIHO npenopbyanust obem (10 ml) moxe na ce
[OSIBM BPEMEHHA JIOKaIHA GOJIKa M KIIMHHYHO BUIMM OTOK Ha MSCTOTO Ha MH)KEKTHpaHeTo. Bonkara
HPOJIbIIKABA HAKOJIKO JHH. OTOKBT Ha MSCTOTO HA HHXKCKTHPAHETO HAMAJISBa IOCTEIICHHO 1 HAIIBJIHO
ce pe3zopbupa 10 61 nen.

Ipu MHTpaMyCKYJIHO NPHIIOKEHUE Ha IPOJYKTa B MAKCHUMaHO npenopbyanus ooem (10 ml) moxe na
ce MOsIBY BPEMEHHa JIOKaJIHa 00JIKa M KIIMHUYHO BUJIMM OTOK Ha MSICTOTO Ha HHXKEKTHpaHeTo. OTOKBT
Ha MSCTOTO HA MH)KCKTHPAHETO HaMaJlsiBa MOCTEIICHHO, HO mep3ucTupa 10 24 nuu. Be3nanutennure
JIE3UU Ha MACTOTO Ha MH)KEKTUPAHETO, HAITOJO0SBAIN HEKPO3a MOXKeE J1a IIEP3UCTUPAT 110 37 JHU Clie]|
HMHKEKTHPAHETO.

4.7 Ynorpeda mo BpeMe Ha OPeMEHHOCT, JAKTAIMS HIH sIiIEHOCEeHe

JlabopaTopHuTE NPOyYBaHHs IIPH KUBOTHUTE HE IOKA3BaT HUKAKBY JJOKA3aTEJICTBA 33 TEPATOTCHHOCT
u derorokcuunoct 3a florfenicol.

IpoyuBaHus Ipu 1a60PATOPHU KUBOTHH HE II0OKA3BaT HUKAKBH JJOKA3aTEJICTBA 33 TEPATOICHHOCT HIIH
(eTOTOKCHYHOCT.

Buusiruero Ha florfenicol Bepxy penpoaykTuBHOCTTa IpHu roBenara u GpeMEHOCTTa He € JOKa3aHo. .
Ilpunara ce caMo cliel PELeHKa I10J13a/PHCK OT OTTOBOPHHUS BETEPUHAPEH JIEKap.

4.8 BzaumojeiicTBHe ¢ Ipyru BeTepHHAPHOMEIUIIMHCKH MPOIYKTH M APYru (OopMH Ha
B3auMojieiicTBHe

He ca u3BecTHm.
4.9 Jlo3a 1 HAYMH HA NPHJI0KEHHE

Moaxoxuo npunoxerne : 40 mg/kg t.m (4 ml/45 kg), exaoxpatHo.
Wurpamyckysino npuioxenue : 20 mg/kg t.m (2 ml/45 kg), aBykparso nipes 48 uaca.

WmxekupsTa TpsOBa Ja ce MOCTaBs caMo BB BpaTta. Jla He ce HIKeKTHpa mosede ot 10 ml Ha eqxo
MSICTO.

Tpﬂ6Ba na Obzie YCTaHOBE€HO MHOI'O TOYHO TEJIECHATa Maca Ha )KUBOTHOTO U Ja C€ ONPEACIN TOYHATa
J103a, 3a 11a CC n30erxe TIPEAO3UPAHETO C TO3U MPOAYKT.

W3non3saiite CTECPHUJICH TaMIIOH IIPEAN U3TCTIITHETO Ha BCAKA 03a. Wznon3Baiite CyXH, CTEPUITHU
WIJIA U CTIPUHIIOBKH.

Tpu uakon ot 250 ml, He u3rersiire no-seue or 25 MHTHU.

4.10 Ipeno3upaHe (CHMIITOMHM, CIIELIHH MEPKH, AHTHI0TH), AKO € HEOOX0AMMO



HsimMa HamM4HK JaHHH.
4.11 KapeHTeH cpoK (KapeHTHH CPOKOBE)

Meco 1 BBTPEIIHH OpTaHu:
- ipu MOAKOKHO npuiiokerue (40 mg/kg T.m): 64 nHu;
- IIpy HHTpaMycKyIHO npuioxenue (20 mg/kg T.m): 37 mun.

Mutsiko: He ce pa3pernaBa 3a ynorpeda mpu >KUBOTHH, YHETO MILIKO € MPEAHA3HAYCHO 3a YOBEIIKa
KOHCYMalMs.

5. DAPMAKOJIOT'MYHU OCOBEHOCTH

dapMmakoTepareBTHYHA IPyIa: aHTHOAKTEPUAJIHH CPEICTBA 3a CHCTEMHa yrotpeba.
Berepunapromenuunacku Anaromo-TepanesrideH Koa: QJIO1BA90.

5.1 dapmakoaIMHAMHYHH CBOICTBA

Florfenicol e curTeTHYeH MUPOKOCIEKTEPEH aHTHONOTHK, €(EKTHBEH cpelly moBedeto ['pam -
ITOJIOXKUTCIIHUA U TpaM - OTpULATEIHU MUKPOOPTaHNU3MH, U30JIMPAHU OT JOMAIIHUTC )KUBOTHH.
Florfenicol moxrucka ciHTe3a Ha IPOTEHHH Ha HUBO PUOO30MH U MMa OaKTEpPHOCTATHYHO JCHCTBHE.
JlaGoparopuure TectoBe mokaseart, ue florfenicol e aktusen Haii-Beue cperny nzonupanu
OaKkTepuaIHH NATOr€HHU MUKPOOPTaHU3MH, IPUUHHSBALIN PECITUPATOPHU 3a00/IBaHUs [P TOBeAaTa
srirouBaiy Mannheimia haemolytica, Pasteurella miltocida u Histophilus somni.

Ipuema ce, e florfenicol e GakrepuocTariden areHt, Ho n3cneaBaHusTa N Vitro reMoHCTpUpaT
GakTepunmaHa aktuBHOCT cpenry Mannheimia haemolytica, Pasteurella miltocida u Histophilus
somni.

Ipu pecnuparopuute nHbEKUHK Ipu roBeaara npranHern ot Mannheimia haemolytica, Pasteurella
miltocida u Histophilus somni ca 6uitui onpejienieHu ClieIHUTE MPEJISITHA, TPAHMYHN HOPMH HA
florfenicol:

- 9yBCTBHTENEH - < 2 pg/ml;

- cpenex - 4 pug/ml;

- ycroituus - >8 pg/ml.

Pesucrentrocrra kbM florfenicol ocroBHO ce xbmxu Ha ediyke cucTemara mopaay CreHUHIHAS
(flo-R) i muo)ecTBO Tpacnopreopu (ACrAB-ToIC). I'eHuTe, KOPECIIOHUPAIIH C TE3W MEXAaHU3MHU
ca KOJAMPaHH B MOJBIDKHH TCHETHYHH SIIEMEHTH.

JlanH#UTE OT HAOIIOJICHUETO BbPXY BH3IPUEMYHBOCTTA HA OCHOBHU TEPEHHH U30JIaTH OT TOBE/IA,
chbupanu mpe3 nepuosa 1995 u 2009 B Esporna nokassar nocrosiuaa akrusaoct Ha florfenicol, 6e3 na
ce OTKPUBAT PE3UCTEHTHH M30JIaTH. B MOCIeHUTE IMTEPATYPHHU JaHHH, €IMH PE3UCTEHTEH M30J1aT

na Pasteurella miltocida e 6un noknansau ot tene B I'epmanust npes 2007.
He ¢ Habro1aBaHa Pe3MCTEHTHOCT KbM APYTH aHTHOHOTHIH. KpBCTOCaHA PE3UCTEHTHOCT KBM
chloramphenicol moxe ma 6b1¢ HabIIOKaBaHA.

Pesucrentroct kbM florfenicol u apyru anTnMukpoGuanuu mpoayKTy € Ouna uaeHTHGUIIPaHa TIPH
Salmonella typhimurium u Ko-pe3ucTeHTHOCT KBbM TpeTaTa reHepanust He(anoCmopHHA ¢
naGmozaBana npu E.coli (pecriupaTopHust 1 XpaHOCMHUIIATENEH TPakT). ToBa He € HABJII0JaBaHO [PH
[PUIIETHUTE TATOrCHH.

5.2 ®dapMakoKHHeTHYHHU 0COOEHOCTH



Crnen napentepaino npuiioxenue florfenicol ce otnens ocHoBHO upe3 yprHaTa U MaJIKO KOJIMYECTBO
ype3 (hekanuuTe, Kato oCHOBeH kKommoHeHT U karo florfenicol amine u florfenicol oxamic acid.
TToAKOKHOTO NPHIIOXKEHHE HA MPOYKTA B Iperopbuanute 1034 : 40 mg/Kg noabpxa BUHCOKH
ruiasmenu Husa Ha florfenicol mpu rosena nan 0.5 pg/ml MIC g 1 1.0 pg/ml 3a 90.7 gaca u 33.8 vaca.
MakcuMatHO HEBO Ha cepyMHaTa KoHueHTpanus (Cmax) e 1.82 pg/ml 3a 7 gaca (Tmax) ciex
HPHIIOKEHUETO.

WHTpaMyCKyITHOTO MPHUIIOKEHHE HA IPOLYKTa B mpernopbyanute g03u: 20 mg/kKg noaspixa BUCOKH
mazmenn usa Ha florfenicol mpu rosena van 0.5 pg/ml, MIC g 1 1.0 pg/ml 3a 48.7 waca u 30.3 gaca
MakcHMalTHOTO HUBO Ha cepyMHara KoHeHrparus (Cmax) e 3.0 pg/ml 3a 6 waca (Tmax) cien
HPHIIOKEHHUETO.

6. DOAPMAILEBTUYHU OCOBEHOCTH
6.1 ChnucbK HA eKCHUNMEHTUHTE

N-methylpyrrolidone,
Diethylene glycol monoethylether ether

6.2 HecbBMeCTHMOCTH

IIpu nunca Ha AaHHY 32 CHBMECTHMOCT, TO3M BETCPHHAPHOMEIHIIMHCKH IPOAYKT He TpsiOBa aa Obae
CMECBaH C JIPYTH BETEPHHAPHOMEIUIIMHCKH IPOTYKTH.

6.3 Cpok Ha rogHoct

Cpox Ha TOHOCT Ha KpaiHUs BETEpPUHAPHOMEINIIUHCKY MIPOAYKT: 2 FOIMHU
Cpok Ha TOZHOCT CJIe/l TbPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 28 JHH.

6.4. CrnenuajaHy ycJIOBHS 32 ChbXpaHeHHE HA MPOIYKTA

To3u BeTeprHaApHOMEIULMHCKI NPOAYKT HE U3MCKBA HUKAKBY CICLMATHU TEMIIEPAaTypHHU yCIIOBHUS 3a
ChXpaHEHHE.
Jla ce cbXpaHsaBa BBB BBHIIHATA ONMAKOBKA, C LIE] NPEANa3BaHe OT CBETINHA.

6.5 BwuaucbcTaB HAa MBPBUYHATA ONMAKOBKA
50, 100 u 250 ml, 6e3uBeTHH, CTHKIICHH, MHOT0/1030BH (utakonu, Tut 11, 3aTBOpeHu ¢ GpoMOyTHIT
TYMEHH Tallu U 3areyaTaHy ¢ KOJUPaHHU aTyMUHHUEBU KaladKH.

He Bcuuku pasMepu Ha OmaKOBKaTa Morat Ja 6”I>IlaT npeajarany Ha mnasapa.

6.6 CrhenuaaHH MepKH NPH YHHINOKaBaHe HA HEH3IOJI3BAHUS MPOAYKT UIH OCTATHIM OT
Hero

Bceku Hensnon3Ban BETCPUHAPHOMCEIUIIMHCKH NPOAYKT UJIK OCTAThIHU OT HEr0, aKko MMa TaKuBa,
Tp${6Ba na OpaaT YHHUIIOKEHH, B CBOTBETCTBUEC C U3MCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. TIMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Intervet International BV
Wim de Korverstraat 35

5831 AN Boxmeer
The Netherlands

8. HOMEP(A) HA JIMLIEH3A 3A YIIOTPEBA



9. JATA HA TbPBOTO U3JJABAHE / IIOJHOBSIBAHE HA JIMLIEH3

10. JATATA HA IOCJIEJHUS NIPETJIEJ, HA TEKCTA
10-2013
11. 3ABPAHA 3A ITIPOJAXKBA, JOCTABKA U/NJIX YIIOTPEBA

He e npunoxxumo.



ETHKET U JINCTOBKA




A. ETUKET




HNH®OPMALMUSA, KOATO CE U3IIMCBA BbPXY BbHIIHATA OITAKOBKA

Kaproxena kytusi ¢ ¢piaxonu x 50, 100 u 250 ml

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIIMHCKUSA NPOAYKT

Nuflor Minidose 450 mg/ml nrxexunoHeH pa3TBOp 3a TOBEAA
Florfenicol

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCIIUIIUEHTUTE

AxrusHa cy6eranuus: Florfenicol 450 mg/ml

‘ 3. DAPMAILEBTUYHA ®OPMA

HmxekironeH pa3rBop

’ 4. PASMEP HA OITAKOBKA

50 ml.
100 ml
250 ml.

5. BUJOBE ’KUBOTHMH, 3A KOUTO E NIPEJHA3SHAYEH BMII

T'oBena

‘ 6. TEPAIIEBTUYHU INOKA3AHUS

Ipenun ynorpeba npoyeTu TMCTOBKATA.

’ 7. METOA U HAYUH HA TPUJIO)KEHUE

INoakoxHO MM MHTPaMYCKYJTHO Ipriiokerue. [Ipeaun ymorpeba mpodeTu IMCTOBKATA .

| 8. KAPEHTEH CPOK

Meco 1 BBTPENIHN OpTaHH:
- Ipu TOAKOXKHO tpritoxkenue 40 mg/Kg T.M, eqHOKpaTHO: 64 1HU;
- IIpY HHTPaMyCcKyIHO npuioxenue 20 mg/kg T.M, IBykpaTHO: 37 1HU.

Misiko: He ce paspeniaBa 3a yHOTpe6a TIpH )KUBOTHH, YUETO MIIAKO € MPEAHA3ZHAUCHO 3a YOBCIIKaA
KOHCyMalus.

9. CIIEHUAJIHU NPEAYTPEXIEHUS, AKO E HEOBXOJUMO

Buumarenno nplxmaraﬁTe TIPpOAYKTa, KaTo n30srBare WHUOUACHTHOTO CAMOUHIKEKTUPAHE.
W30srBaiite JUPCKTCH KOHTAKT HA MPOJYKTa C KOXaTa, ycTara U OUUTE.



Muiite pbleTe CH CIIe/ IPUIOKEHHUE Ha IPOIYKTa.
Ipemu ynotpeba npodyeTH TMCTOBKATA.

10. CPOKHATOJHOCT

Tonen o {mecen/romuna}
CpoK Ha TOAHOCT CJIe/l MbPBO OTBAPSIHE HA IbPBUYHATA OMAKOBKA: 28 THU

11. CHEIMAJIHU YCJIOBUS 3A CbXPAHEHHUE

Tozu BETCPUHAPHOMEANIIMHCKN IPOAYKT HE U3HMCKBA HUKAKBHU CIICIUAIHU TEMIICPATYPHHU YCIOBU 3a
CbXpaHCHHUE.
)Ia HE CbXpaHsABa BbB BbHIIIHATA ONIAKOBKA, C LICJI IIPEAINIa3BaHe OT CBETINHA.

12. CHELUWAJIHU IPEANA3HU MEPKHU ITPU YHUIIIOKABAHE HA HEU3IIOJI3BAH
MNPOAYKT MM OCTATBIMU OT HEI'O, AKO UMA TAKHUBA

Bceeku Hensmnon3san BETCPUHAPHOMEIUIUHCKH ITPOAYKT WJIK OCTaThLM OT HETO, aKO MMa TaKHBa,
Tpﬂ6Ba Ja 6’[))18.T YHHUIIOXKEHU, B CBOTBETCTBUE C NU3NUCKBAHUATA HA MECTHOTO 3aKOHOJATEJICTBO.

13. HAAIUCBHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA” U
YCJIOBHUA NN OTPAHUYEHUS OTHOCHO PABITIPOCTPAHEHUETO U
YIHOTPEBA, AKO E IIPUJIOKUMO

Camo 3a BETCPUHAPHOMCEOUILIMHCKA yr[m‘pe6a. IIa C€ OTIIyCKa CaMo M0 JICKAPCKO IpEAITUCaHUE.

14. HAJIUCHT “JA CE CbXPAHSIBA JAJIEY OT [OLJIEJA U HA HEJOCTBITHUA
3A JIELIA MECTA”

/:[a C€ CbXpaHsABa Jajie4 OT NOoIJi€/la U Ha HEAOCTBIIHU 3a JI€lla MeCTa.

15. MME U IIOCTOSAHEH AJIPEC HA IIPUTEXATEJISA HA JIMIIEH3A 3A YIIOTPEBA

Intervet International B.V.
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

’ 16. HOMEP(A) HA IMIIEH3A 3A YIIOTPEBA

l 17. TIAPTUJEH HOMEP

IMaptuna {Homep}



HNH®OPMALUSA, KOATO CE U3IIMCBA BbPXY ITbPBUYHATA OITAKOBKA

®jaxonu x 50, 100 u 250 ml

‘ 1. HAMMEHOBAHUE HA BETEPUHAPHOMEJUIUMHCKHUSA NPOAYKT

Nuflor Minidose 450 mg/ml umxeKIMOHEH pa3TBOP 3a roBeja

‘ 2. CbAbPKAHUE HA AKTUBHUTE CYBCTAHIIMU 1 EKCHUITUEHTUTE

AxuusHa cy6cranmms: Florfenicol 450 mg/ml

l 3. DAPMAIEBTUYHA ®OPMA

WHKeKIoHeH pa3TBop

l 4. PABMEP HA OITAKOBKATA

50 ml
100 ml
250 ml

l 5. BUJAOBE ’KUBOTHMH, 3A KOUTO E NIPEJHA3ZHAYEH BMII

T'oBena

l 6. TEPAIIEBTUYHU INOKA3AHUS

Ipenu ynorpeba npoyeTH JIMCTOBKATA.

’ 7. METOA U HAYMH HA TPUJIO)KEHUE

Ipenu ynorpeba npouety nuctoBkata. [101K0XKHO MM MHTPAMYCKYJIHO IPHUIIOKEHHE.

8. KAPEHTEH CPOK

Meco 1 BBTPEIIHH OpraHu:
- Ipu MOAKOKHO npuiiokerue 40 mg/kg T.M, enHOKpaTHO: 64 nHH;
- IIpY MHTPaMyCKyIHO npuioxenue 20 mg/kg .M, 1BykpaTtHO:37 AHU.

Miisko: He ce paspeluapa 3a yrnoTpeda Ipu XKHUBOTHH, YHETO MIISKO € NMPEJHA3HAYEHO 33 YOBEIIKa
KOHCyMaIys.

’ 9. CHENUAJIHU NPEAYINIPEXAEHUSA

H36siraiiTe MHIMIEHTHO caMOUHKeKTHpaHe. [Ipeau ymorpeda npoueTH JIMCTOBKATA.

| 10. CPOK HA TOJHOCT

Tonen o :{mecen/roauna):



Cren mbpBO OTBapsiHE Ha OMAKOBKaTa: 28 THU

11. CIIEHUAJIHU TPEAITASHU MEPKU ITPU CbXPAHEHUE

To3u BeTeprHaApHOMETUIIMHCKH IPOAYKT HE U3HCKBA HUKAKBH CIELIMATIHU TEMIIEPAaTypHH yCJIOBHUS 32
ChXpaHEHHUE.
/la He cbXpaHsABa BBB BHHIIHATA ONIAKOBKA, C LIEJ MPEANa3BaHe OT CBETIIHHA.

12. CHEIMAJIHU 3A YHUIIIOXKABAHE HA HEU3IIOJI3BAH MPOAYKT WJIN
OCTATBHIU OT HEI'O, AKO UMA TAKUBA

Bceku Hensnon3Ban BETCPUHAPHOMCEIUIIMHCKH MPOAYKT UJIM OCTAThLHU OT HErO, ako MUMa TaKuBa,
TpﬂGBa Ja 6’bZ[aT YHHUIIOKECHH, B CbOTBETCTBUEC C U3UCKBAHUATA HA MECTHOTO 3aKOHOAATCIICTBO.

13. HAAIIUCBHT “CAMO 3A BETEPUHAPHOMEJUIIUHCKA YIIOTPEBA” U
YCJIOBUSA NN OTPAHUYEHUS OTHOCHO PABITPOCTPAHEHHUETO U
YHOTPEBATA, AKO E IPHJIOKUMO

Camo 3a BeTepHHapHOMEIMIMHCKA ynoTpeba. Jla ce oTiycka caMo MO JEKapCKO MPEeIIUCaHue.

14. HAJIMUCHT “JA CE CbXPAHSIBA JAJIEY OT [OIJIEJA U HA HEJOCTBITHHA
3A JIELIA MECTA”

[Ia CC CbXpaHsABa Jaji€y OT NorJie/ia U Ha HEOCTHIIHU 3a A€a MECTa.

15. HMME U IIOCTOSAHHUS AAPEC HA YIIPABJIEHUE HA IPUTEXXATEJIA HA
JIMIIEH3A 3A YIIOTPEBA

Intervet International BV
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

16. HOMEP(A) HA JIMIIEH3A 3A YIIOTPEBA

|

17. MAPTUJAEH HOMEP

Taprupna {Homep}







B. IUCTOBKA




JUCTOBKA 3A :
Nuflor Minidose 450 mg/ml nrkeKuMOHEH pa3TBOP 3a roBeza

1. UME U TIOCTOSIHEH AJIPEC HA IPUTEXKATEJISI HA JIMIIEH3A 3A YIIOTPEBA
1 HA TPOU3BOJUTEJIA, AKO TE CA PA3JIMYHHU

H[!HTC)KaTeJI Ha JIUIICH3a 3a ynomeﬁa .
Intervet International BV

Wim de Koerverstraat 35
5831 AN BOXMEER
The Netherlands

IIpousBoauTeny, OTTOBOPHU 332 OCBOOOK/IABAHE HA MAPTH/IATA.
Intervet International GmbH

Feldstrasse 1A

85716 Unterschleissheim

Germany

Schering-Plough Sante Animale
La Grindoliere, Zone Artisanale
F-49500 Serge

France

2. HAUMEHOBAHUE HA BETEPUHAPHOMEIUIIMHCKUSA TIPOAYKT
Nuflor Minidose 450 mg/ml umkekioneH pa3rBop 3a rope/a

3. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIMU U EKCUUIIMEHTUTE
Bucrtbp, 6e31BereH 10 KBIT pa3TBop, crabpikant 450 mg Florfenicol/ml

4. TEPAIIEBTUYHU MMTOKA3AHUSA

TpodunakTrKa 1 JeICHUE HA PECIUPATOPHU HHGEKIMH [IPU TOBE/Ia, IPUYNHEHH OT
MuKpoopraumsmu, gyscteutensnu keM florfenicol: Mannheimia haemolytica, Pasteurella miltocida n
Histophilus somni. IIpequ mpodiakTHIHOTO IPHIIOKEHNE HA IPOAYKTA 3a00IsBaHETO TPsIOBa 1a
ObJie JJ0Ka3aHo B CTa0TO.

5. TTPOTHBOIIOKA3AHMUS

/:[a HE CC€ U3I10J13Ba IPU BB3PaCTHU 6I/IHI/I, Nnpe€aHa3Ha4Y€HU 3a pasIlIon.
)Ia HE C€ U3I0JI3BA IIPU CBPBXYYBCTBUTCIIHOCT KbM aKTHUBHATA Cy6CTaHLII/[$[ WA KbM HSKOW OT
CKCUUIIUCHTUTE.

6. HEBJIATOIIPUATHU PEAKLIUA

TTo BpeMe Ha IIEpHO/IA Ha JICUCHHE MOXKE Jia ce HAOII0/1aBa HaMalleHa KOHCYMAIHs Ha XpaHa py
JKUBOTHHUTE U BPEMCHHA I10SIBA HA MEKHW U3NPAKHCHUS.

Mmnoro CKOpPO CJI€ MPUKIIOYBAHE HA JICUCHUETO, TPETUPAHUTE )KUBOTHU CE€ BH3CTAHOBABAT HAIIBJIHO.
TIpu MOAKOKHOTO MPUIIATAHETO HA MPOAYKTAa B MaKCHMAIHO Ipernopbuanust odem ot 10 ml moxe na
ce MOSBH BPEMEHHA JIOKalHAa 0OJKAa M KIMHMYHO BHAMM OTOK Ha MSCTOTO HA WHXEKTHPAHETO.
Bonkara TIpoaBbJKaBa HAKOJIKO JTHHU. OTOKBT Ha MSCTOTO Ha WHXEKTUPAHETO HaMaJIABa IMOCTETICHHO U
ce pe3opbupa HambJIHO 10 61 AHU.



Ipu MHTPaMyCKYJIHO NPHIIOKEHUE Ha POYKTa B MAKCHUMAIIHO penopbuanus ooem ot 10 ml, moxxe
Jia ce TTOSIBU BPEMEHHA, JIOKaJIHa 00JKa ¥ KIIMHUYHO BUIMM OTOK Ha MACTOTO HA WH)KEKTHPAHETO.
OTOKBT Ha MACTOTO HA MH)KEKTUPAHETO HaMaJlsiBa MOCTEIICHH , HO TEP3UCTHpPa 10 24-1si IeH.
Bp3nanurenHuTe JIe3UU Ha MACTOTO Ha MH)KCKTUPAHETO, HAMo100sBally HEKpo3a MOXE 1a
NIep3UCTHUPAT A0 37-Ms JIeH CIe] HHXEKTUPAHETO.

AKo 3a0enexuTe HIKaKBO CEPHO3HO BB3JCHCTBHE WM APYrH e()eKTH, BCICACTBUE OT ynoTpebaTa Ha
to3u BMII, kouto He ca ommcaHM B Ta3W JIMCTOBKA, MOJNsA He3a0aBHO Ja yBepoMHTe Bamms
BETEpHHAPEH JIEKap.

7. BUJOBE ) KUBOTHH, 3A KOUTO E INTPEJJHA3HAYEH BMII
ToBena.
8. 1O3UPOBKA 3A BCEKH BUJI )KUBOTHO, METOA U HAYWH HA ITPUJIAT AHE.

TMoakoxuo npunokenue: 40 mg/kg t.m. (4 ml/45 kg), eanokparo.
Wurpamyckysro npunoxenue: 20 mg/kg t.m.(2 ml/45 kg), nBykparHo mnpe3 48 4aca.

WmxekuusTa TpsOBa a ce MOCTaBU. caMo BB BpaTa. Jla He ce nmkekTupa nosede ot 10 ml Ha exro
MSICTO.

Tpﬂ6Ba Ja 6’[)):[6 YCTaHOBE€HO MHOI'O TOYHO JKHUBOTO TETJIO HA )KUBOTHOTO U J1a C€ ONPEAC/IA TOYHATa
J103a, 3a 1a C¢ nzberxe TIPEAO3UPAHETO € TO3U MPOAYKT.

9. CBBET 3A IIPABUJIHO TPUIOKEHUE

V3non3BaiiTe CTEpHIICH TAMIIOH IPEAX M3TErVISHETO Ha BCska jo03a. M3moisBaiite CyXH, CTEPHIHH
WM U cupuHioBkr. He npobusaiite moBeue ot 25 mbTH el (aakon ot 250 ml.

10. KAPEHTEH CPOK

Meco 1 BBTpENIHN OpraHH:
- ipu mozkoskHO npuitoxkerne 40 mg/kg .t.m. (4 ml/45 kg ) : 64 nau;
- npu uHTpaMyckyiHo npuioxenne 20 mg/kg .r.m. (4 ml/45 kg t.m.) : 37 auu.

Musiko: He ce pa3pelnasa 3a yrnotpeda npu TaKTHPAIIM )KUBOTHH, YMETO MIIIKO C€ M3I10JI3Ba 32
YOBCIIKAa KOHCYyMalusi.

11. CHELIUAJIHHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA
Jla ce cbxpaHsBa jajiey OT [OTJIe/ia ¥ Ha HEJOCTBIIHY 3a JIela MecTa.

To3u BeTepHHAPHOMETUIIMHCKH POAYKT HE H3MCKBA HUKAKBY CIICIMAIHN TEMIIEPATyPHHU YCIOBHS 32
ChXpaHEeHHE.

Jla ce cbxpaHsiBa BbB BBHIIHATA, C II€]1 IPE/INa3BaHe OT CBETIHMHA.

Jla He ce U3M0M3Ba Clie]] U3THYAHE HA CPOKA Ha TOJJHOCT, IIOCOYEH BbPXY CTHKETA.

CpoK Ha TOJHOCT CIIe]l ITbPBO OTBapsIHE:28 THH.

12. CHEHUAJHHU NPEAYNPEXJIEHUS

Crienmaniy npe/rnasHi MepKH 3a JKMBOTHHUTE [IPH YIIOTpeOaTa Ha MPOIyKTa:

IpoaykThT TpsIOBa [a ce MpIIara Ha OCHOBATA Ha TECTOBE 3@ YCTaHOBSIBAHE HAa YYBCTBHUTEIHOCT,
BKJIIOYCHH B O(HIMATHATA U HALMOHAIHA aHTUMHKPOOUAIIHH MOJUTHKH.

Ja He ce npunara rnpu ycranoseHa pesucrentaoct kuM florfenicol wim npyru amphenicols.




HemnpagenHaTa ynorpeda Ha BeTepHHAPHOMEIUIMHCKHS IPOXYKT MOKE [ yBEIUYN OaKTepHAIHATA
pesucrentroct kbM florfenicol wim npyru amphenicols.

IMpoxbmkuTenHaTa UM NOBTOPHA YOTpeda Ha BETEPHMHAPHOMEUIIMHCKUS IPOLYKT MOXKeE 1a ObJe
n30erHara, ype3 nofoOpsiBaHe Ha yHPABICHUECKUTE IPAKTUKU BbB (hepMara, MOUHCTBALIY U
Ie3nH(bEKIUpaIy MEepKU U IIpeMaxBaHe Ha cpeca.

CroenuaiHy _npejuia3sHy MEpPKHM 33 JIMIATa, NpHIaraniyd BETEPUHAPHOMEIMIMHCKHS HPOAYKT Ha
KHBOTHHUTE:

IIponykrsT TpsibBa na ce mpuiara ¢ IOBHIICHO BHUMaHME. [Ipu cilydailHO CaMOHMH)XEKTHUpaHE
He3a0aBHO Ja ce NMOTHPCH MEIMIMHCKM ChBET, KaTO Ha JeKaps Ce NpPeJOCTaBH JMCTOBKATa 3a
ynorpeba MM €THKETa Ha IPOJIYKTa.

W30srBaiite TMPEKTeH KOHTAKT HA MPOIYKTa BbPXY KOXKaTa, ycTaTa U o4nTe. MUiiTe phIeTe CH Cle]
MPUIIOKEHNE Ha TPOLYKTa.

VYnorpeba 110 BpeMe Ha OPEMEHHOCT M JIAKTAIUs:

IMpoyuBanus npu 1a6OPaTOPHU KMBOTHH HE MOKA3BaT HUKAKBH JOKA3aTEJICTBA 32 TEPATOreHHOCT HIIH
(eTOTOKCHYHOCT.

Buusauero Ha florfenicol Bbpxy penpoaykTHBHOCTTa Hpu roBefata u GpeMEHOCTTA He € JJOKa3aHo. .
Ilpunara ce caMo cliel PELeHKa I10J13a/PHCK OT OTTOBOPHHUS BETEPUHAPEH JIEKap.

HecbmecTumocTH:
I1pu yMrca Ha JaHHH 32 CbBMECTUMOCT, TO3U BETEPHHAPHOMEMIIMHCKU MIPOAYKT He TpsibBa 1a Obie
CMECBaH C IPYTH BETEPMHAPHOMEIUIIMHCKH IPOTYKTH.

13. CHELMUAJIHU MEPKU 3A YHUIILIOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
WK OCTATHBIHU OT HEI'O, AKO UMA TAKHBA

BMII 1e tpsi6Ba 1a ObaaT H3XBHPIISHA Ype3 OUTOBHM OTIABIM UK OTIIAJHU BOJIM.

14, JATATA HA IIOCJIEJHATA PEJAKIUSI HA TEKCTA

10.2013

15. JOIN'bJHUTEJHA UH®OPMALUSA

®nakonu x 50, 100 u 250 ml.

He Bcruku pasmepu Ha OMTAKOBKATa MOTaT Jia ObJIaT Mpe/ularaHy Ha rasapa.

Cuient oTBapsiHe Ha ()JIaKOHa, CIa3BaiiTe JaTaTa ciejl IbPBO OTBApsiHE Ha (JIAKOHA, IOCOYEHA BBPXY

eTPIKGTa.IIaTaTa 3a YHUIIOXKaBaHE HA OCTAHAJIOTO KOJIMYECTBO OT NPOAYKTA CJI€] U3TUYAHC HA TO3U
CpOK Tpﬂ6Ba Jla C€ U3MHKCBA Ha CICHUATHO MACTO BBPXY €TUKETA.









