KPATKA XAPAKTEPHCTHKA HA IPOAVKT
KBM JINIEH3 3A YOHOTPEBA No 0022-2887

1. HAUMEHOBAHHWE HA BETEPUHAPHOMEAUIHUHCKHA ITPOAYKT
Interflox-100, 100 mg/ml niKexuuoHeH pasTeop 3a roeejia, OBHE, KO3H H CBHHE
2. KAYECTBEH U KOJHWYECTBEH CHCTAB

1 ml cpBpoKa:
AKTHBHA cyOCTAHIHA:

Enrofloxacin......c...oocecceneiinn, 100,0 mg
FErcnpnientn:
B-0YTAHOM...ccvvveevrecercrrenenn. 30,0 Mg

3a OBJIHHA COHCHK HA eKCLNHEHTHTE, BIDK T. 6.1.
3, GAPMAIIEBTHYHA $POPMA

WHaeKUHOHEH pasTBOp.
bucThp, cnabo scbaTeHHKaB pasTBop, 663 BHAMMHE CyCOEHAHPAHU YACTHLIH,

4, KIIHMHWYHA JAHHI
4.1 Buaose suBotHO, 32 KOoUTO € npegnaznaven BMII
Towvena, oBug, K031 U CRHHE,

4.2 TEPRBGBTH‘]H]! NMOKAZAHMH, OOPeACIeHH 3a OTALIGINTE BHAOBE JKHBOTHH

Lorenxa
JIG‘!GH.HE Ha HH(];)GI{L[HH Ha JUXATSIHHTE IBTHILLA, HpH‘{HHGHH oT ‘-lyBCTB!dTel'IHH KbM erO[}JJIOKCEH_EHH

wamoee Ha Pasteurella multocida, Mannheimia haemolytica w Mycoplasma spp.

Jleyenue Ha OCTLD rEHEPATIM3NPAH MACTHT, MPHYHHEH OT YYBCTBUTEMHH KbM €HPO(IOKCALHH [LAMOBe
Ha Escherichia coll.

fJeuenre Ha HHOEKUMH HE XPaHOCMHEIATENHHMA TPAKT, IPHYMHEHHM OT UYBCTBUTENIHH KbM
eHpoduIOKCAlMH WamMoBe Ha Fscherichia coli.

JleueHKe Ha CeNTHLEMMS, MPUUHHEHA OT YyYBCTBHTE/IHH KbM eHpoduioKcaunH wanMose Ha Ischerichia
cofi.

JleweHwre Ha OCThP MHMKOONA3MeH apTPHT, MPUYHHEH OT YyBCTBHTENHH KbM €HPOJNIOKCALMH [IAMOBE
na Mycoplasma bovis Tipu roBefia Ha BE3PACT NOA 2 TOJHHMN.

Oemne
Jeuenre Ha undexkuME HA XPAAOCMHNATENHHA TPAKT, NPHYMHEHH OT UYBCTBHTETHH KBbM

enpodraokcauny wamoee Ha Escherichia coli.

JlewenHe Ha CeOTHLEMMSA, NPUUMHEHA OT TYBCTBUTENTHH KBM eHPOQIIOKCALMH IaMoBe Ha Escherichia
coli.

JleweHue Ha MACTHT, HPAYKMHCH OT YYBCTBUTEIHHM KBM eHpoQUIOKcallMH wamore Ha Staphylococciss
aureus U Escherichia coli.

Koan
Jleuerne Ha HHGOEKITHM HA AHXATEIHHTe MBTHINA, NPHYHHEHH OT YyBCTBHTENIHH KbM eHpoduIoKcalliuH
HAMOBEe Ha Pasteurella mudtocida " Mannheimia haemolytica.
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JleveHne Ha WMHGEKUMH HA XPAHOCMWIATETHHA TPAKT, NPHUMHEHH OT UYBCTBUTEIHH KbM
enpodokcanin wamose Ha Fscherichia coli.

JleueHue Ha CENTULEMYS, MPHUHHEHA OT YYBCTBHTENHK KbM eHpo(iokcalliH wamose Ha Escherichia
coli.

JleueHye Ha MACTHT, NIPUUAHEH OT YYBCTBHTETHH KBM €HPOGIIOKCALMH [IAMOBE HA Staphylococcus
aureus v Escherichia coli.

CsHpe

Jleuenve Ha wH(EKIIH Ha AMXATEIHUTE MBTHINA, NPHYHHEHH OT HyBCTBHTENHH KbM eHpodurokcaLH
wamose na Pasteurella multocida, Mycoplasma spp. w Actinobacillus pleuropnetnnoniae.

Jeueriie Ha nHbEKIMU HA THKOUHHUTE [TLTHLIA, TIPHMMHEHH OT 4YBCTBMTEITHM KbM eHpohOKCATTHH
mamoBse Ha Escherichia coli.

Jleyedtie Ha CIEAPOLHNEH METPHUT-MACTHT-aranaKkcHs (MMA) cuHapoM, TPHMHHEH OT YYBCTBATENTHH
KBM eHpo{IOKCaHH LAMOBE HA Escherichia coli 7 Kliebsiella spp.
Jleuenne Ha FAQEKLMH Ha XPAHOCMHIIATENHHS TPAKT, IPHUMHEHH OT TYBCTBHTE/HA KbM eHpodIIOKCaLHH
wamose Ha Escherichia coli.

JlevcHwe HA CENTHIEMWS, TPHUHHEHA OT YyBCTBHTEIHH KBM eHpO(IIOKCAIHH Wwamose Ha Fscherichia
coli.

4.3 ITpoTHBONOKA3ARHS

Ila He ce M3MOA3BA NPH CBPHXUYBCTBHTEIHOCT KBM €HPOGUIOKCALIMH WITH APYFH (hIyOpOXMHONOHH
HAH KbM HAKOH 0T eKCTIMITHEHTHTE.,

Z[a HE CC M3D0J3BA MPH NOoAPacTBallM KOHE, NOpalii Bh3MOKHO YBDSKAAHE HA CTABHITT XPYHIAL

4.4 Cnenuanuu npeInazHu MePKH 32 BCCKH BUJI KHBOTHI, 32 KOHTO € IpeAHasHAYeH BMIi
Hama.
4.5 CrneyuajIun npeInasHy MepKH npa ynorpebda

CrieUaTHy NpeJNa’Hy MepKy 3a SKUBOTHUTE OpH VHOTDEG&T& Ha NpoayKTa

Ilpu ymorpeba Ha MpojyKTa TPIOBA A C€ B3GMAT [OA BHMMaHWe O(GMIMANHATA U MECTHATA
AHTAMUKPOOHA IOAUTHKA.

®ayopoxnHoaounTe TPAGBA Aa ¢e MPIIATAT €aMo 32 JeYeHHe HA KIMHMYHN ChCTOSHAMA, IPH
KOHTO HMa ciafo HoBJuABAHE HJIH €€ 0WAKBA Ja CC NMOBJHAANT ¢Ja60 OT APYIH KiacoBe
AHTHMHKPOOEH cpeacTia.

TTo BB3MOKHOCT (UIYOPOXHHONOHKTE TPAOBA Na Ce NPWIArAT CamMo Bh3 OCHOBA HA W3CNEABaHe 3a
YyBCTBUTETHOCT. .

VrotpeGa Ha TIPOAYKTa, KOATO C& OTKIOHABA OT ykasaHusTa B Kparkata Xapaxrtepuctika Ha
NPOMYKTa, MOXKE 12 IOBHTIIH PA3IPOCTPAHEHHETO Ha GAKTepuy, PE3HCTEHTHY Ha (IIyOpPOXHHONOHH, U
Aa HaMall4 e(peKTHBHOCTTA OT JISUEHKETO C JAPYrd XHHONOHHM, MOpagH Bh3MOKHOCT 3 KpPBCTOCAHA
PE3MCTEHTHOCT.

Hab:110MaBanu ca ereHepaTHBHH NPOMEHY B CTABHHS XPYLUAI HPY TEMeTa, eKyBaHu nepopanHo ¢ 30
mg eupoduokcanun/kg Tenecna mMaca (T.M.) B IPOABDKEHHe Ha 14 ann.

VrorpeSaTa Ha eHpodaoKCALHH NPH TOAPACTBAILN ArHETA B NPENOPbYaHATa /032 B IPOABILKEHUE HA
15 [HH BOIM A0 XHCTOJOFHYHH MPOMEHH B CTABHHA XPYIIAI, KOWTO He Ca CBBP3aHM C KIMHHYHH
IPU3HALIH.
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BHpodrokcalnHbsT ce efuMiHupa upes Os0pennte. KakTo npH BCHuKy (uyopOXHHONOHK, MOXKE Aa
ce 04aKBa 3a0aBeHO OTAELNAHE NPH HAIHYHME HA CHINECTRYRALIO OBOPEUHO YBpEHKIAHE,

Crengangy opeanasHy MepKH 3a NKWNATa, OpHiaraiid BETepHHAPHOMEAHHHHCKHSA [TPOAYKT Ha SKUBOTHUTE

Xopa ¢ YcTAHOBEHA CBPBXUYBCTBHTETHOCT KbM (IyOPOXMHOJIOHH TpaOBa Aa u30ArBaT KOHTAKT C
BeTepPHHAPHOMEAUTIMHCKHS NpoAykT. [a ce u30srea KOHTAKT ¢ koykata M oumTe. HesabasHo mamuiite
C BOJIA BCSKAKBH OCTATBLUM OT MPOAYKTA, MOMATHATH BBPXY KONKATA MM ounTe, V3MHuliTe pbueTe cr
cnen ynorpeba. [o Bpeme Ha paboTa ¢ IpoAyKTa A4 HE CC A4€, [1e HITH MU,

Tpsbma na ce sHuMaBa, za ga ce usberde cnywaHHOTO camommkekrupate. llpu caywalHO
CAMOUIIKEKTUPAHE, He3aDaBHO Ja ¢e AOTBPCH MCAHIMHCKH CHBET.

Jpyru npennasiy Mepku

B crpanpTe, KbISTO & PAZPEIIEHO MOMYJIALMHUTE HA JISHIONTHATE NTHIM A4 OBIAT XpaHeHH ¢ TPYTIOBE
HA MBPTBH JKMBOTHM, KATO KOHCEPBALHOHHA MpKa (swx Pemenne na Komucnara 2003/322/EC),
TpsGBA J1a ce MPeLeHH BE3MOIKHIS PHCK 38 YCTIEBAEMOCTTA HA JIEONCHETO MPH NTHIM, XPAHEHH ¢
TPYHOBE Ha SKHBOTHH, TPETUPAHHI CKOPO ¢ TO3M NPOAYKT.

4,6 HeGmaroupusitHd peaknun (HeCcTOTA H BAKHOCT)

B MHOrO pefxH CAyuad MOTAT Aa ¢ [MOSBAT Pa3CTPOHCTBA Ha XPAaHOCMMIATENHH:A TpawT (Halp.
ouapus). Tezn npa3Hauy 00AKHOBEHO ¢a JIEKH H IIPEXOAHH.

B MHOro pefxu cilydas, HHTPaBEeHO3HOTO IPHIOIKEHHE NPH TOBSAd MOXKE 1a JIOBeAe A0 LIOKOBH
PEAKLIMH, BEPOATHO B PE3YATAT OT HApyLISHHE HA KPLBOODpaleHHeTo.

JIOKAIHU peaKiMK B MICTOTO Ha MHIKEKTHUPAHS
led CBUHE, CNIEA WHTPAMYCKYITHO TPHNOKEHUE Ha TIPOAYKTA MOrat a BL3HWKHAT BBE3MATUTEIHN
peakiuy, KOCUTO Aa nHPpoABKaT 10 28 JHH CHEL HHXEKTHPAHETO.

YecroTara Ha HEOAATONPHATHUTE PEAKLHH Ce ONPE/CIIs Upes CIENHATA KIaCHPHKALU:

- MHOTO TecTH (noreye oT 1 Ha 10 TpeTHpany KUBOTHH, IIPOABABALY HeOIATOMPUATHH PeaKIkH)

- yectH (1oBeye ot |, o mo-Manko ot 10 xusoThK na 100 TpeTHpaHK KMBOTHI)

- He YecTH (oreue OT 1, HO mo-Masiko ot 10 xusotuu Ha 1,000 TpeTHpaHy XUBOTHH)

- peaxu (nosede o7 1, HO mo-Manko or 10 xuBorHys Ha 10,000 TpeTupanu KUBOTHM)

- MHOTO pekH {no-manko ot 1 sxueoryo Ha 10,000 TpeTHpaHu HUBOTHH, BIJIIOUUTENHO H30MHPAHA
CBOBL{EHH).

4,7 Yuoorpeba o BpemMe Ha GpeMeHHOCT, JIAKTAIHS HIM AiileHoceHe

Toeena _

BezonacHocTTa Ha BETEPUHAPHOMEIMUMHCKHS TPOMYKT € AOKa3aHa IIpu OpeMeHHH KpaBu Ipe3
MBPBAaTa YETBLPTHHA HAa OPeMEHHOCTTA.

[IpoayxrhT MOXe Na ce mpuiara npu OpeMEHHH KPaBH Mpes3 IbpBaTa YCIBbLPIHHA Ha OGpeMeHHOCTTA.
TIpes mocnensuTe 3 4ETBBPTHHM HAa DPEMEHHOCTTA Ce LPIIAra camo clief] MpeLeHKa TOJ3A/PHCK OT
OTrOBOPHHA BETEPHHAPEH JIEKap.

Moske jia ce TEpHAara 0o BpeMe Ha JaKTarmi.

OBug ¥ KO3H
Bez0macHOCTTa Ha BETEPMHAPHOMENHLMHCKHA MPOAYKT HE ¢ JIoKazaHa no BpeMe Ha OpeMeHHOCT H

naxTauma, Tipunara ce camo ciiefi npeLenka 1osa/pucKk oT OTTOBOPHHEA BETEPHHAPEH AeKap.
CaHne

Be30MacHOCTTa Ha BeTePHHAPHOMEIHIMHCKHA HPOOYKT HE © JO0Ka3aHa Mo BpeMe Ha GpeMeHHOCT.
[pwmiara ce camo cie/T MpeLeHKa MoJia/PUCK 0T OTTOBOPHMS BETEPHHAPEH JieKap.
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Moske Az CC Mpulara 0o BpeMe Ha JTAKTALHIL

4.8 BsaumopaeiicTBHE ¢ ZPYIH BeTePHEHAPUOMEIINIHHCKI TPOXYKTH H APYrH (OpMH HA
B3aAAMOACHCTBHE

Jla ne ce u3non3sa eHpO(JOKCALMH EIHOBPEMENHO G aHTHMUKPOOHU CyGCTAHLMH, nelicTBalliy
AHTArOHWCTHYHO HA XMHONOHU (HAIpP, MAKPOIM/IH, TETPALKIIEHH I (DEHUKO/IH),

Ja ve ce M3MOI3BA €AHOBPEMEHHO C TEOMWINH, THIf KATO eNUMHHALNATA Ha TeohuIuH MoKke aa OBe
sabaseHa.

4.9 JMo3a A HAYKH 0A HPANOKEHTe

HutpaseHosHo (roBesa), NOAKOKHO (FOBe/a, OBLC, KO3M) HITH HHTPaMYCKYTHO (CBHHE) APIIOKEHHE.
[px MHOTOKPATHN HHKEKTHPARHA TPAOBA 1a ce CMEHS MACTOTO Ha MPHIIOKEHHE.

3a /1a ce OCHTYPH IPABWITHO J03WpaHe, TelecHaTa Maca (T.M.) TpadBa Jia Ce ONpe/IeNy BL3MOKHO Haii-
TOYHO, 34 Aa ¢e M30erye npusiarade Ha no-HUCKa 1034,

T'opena; .
5 mg erpodiokearua/kg T.M., KOSTO CROTBETCTBA Ha I ml/20 kg T.m., BeHBK AHEBHO, 3a 3-5 AHH.

OcThp MHKOOAA3MEH APTPHT, OPHYHHEH OT WUYBCTBUTEHH KbM €HPO(IOKCALMH IIAMOBE Ha
Mycoplasma bovis Tipy roBena Ha BB3pAacT Mof 2 rOAHHK: 5 mg enpofaokcaiimi/kg T.M., KOETO
choTseTcTRa Ha 1 ml/20 kg T.M., BEAHEK IHEBHO, 32 5 THU,

HpO,D,YKT’I:T MO3Ke Ja ce npaiara HaBHO HHTPABCHOZHO WA TOAKOIKHO.

OctLp MacTHT, npuduten ot Escherichia coli: 5 mg enpodrokcann/kg T.M., KOETO CHOTRETCTSA Ha 1
ml/20 kg 1.M., 6aBHO MHTPABEHO3HO, BEAHBK HEBHO, /1BA TIOCICAOBATEIIHN JIHH,

BropaTta Ao3a MOKe 12 OBJe MPHIMKeHa MOIKoKHO. B To3M caydal ce nmpujiara KapeHTHRAT CPok
cRes HOJKOKHO HHDKEKTHPAHE.

TpH OAKOKHO MHAKEKTHpare He Tpsatpa aa ce npuiarat nosete oT 10 ml B eaHo MACTO.

Ozsne B K034
5 mg enpoduokcaiiut/kg T.M., KOETO ChOTBETCTBA Ha | ml/20 kg T.M., BeJHBK AHEBHO, NOAKOMKHO, 32

3 pHH.
[Mpu NOAKOAKHO WHAEKTHPaHe He TpabBa ja ce Ipuiarat rmopete o7 6 ml B equo mscTo.

Ceude
2,5 mg enpoduokcanun/kg T.M., KoeTo cwotBercTBa Ha 0.5 ml/20 kg T.mM., BeOHBXK ITHEBHO,
HHTPAMYCKYJTHO, 32 3 M.

Hudekuny Ha XpaHOCMIUIATEIHMA TPAKT HIH CCNTHLEMHA, MPUHHHCHH OT Escherichia coli: 5 mg
eapodnokcanui/kg T.M., koeto chorpeTcTBa Ha 1 mI/20 kg .M., BeAHBIK AHEBHO, MHTPAMYCKYITHO, 3a
3 AHH.

TIpu cBHHE, MHKEKTUPAHETO TPAOBA [a ¢ NPABH BbB BPATa, B OCHOBATA HA YXOTO.

IMpy WHTPaMyCKyJTHO MIJKeKTHpane He Tpabea fa ce npuarar noeeye ot 3 ml B eHO MACTO.

['ymenara sanyumamka Mmoxe GesonacHo aa ce mpoGoskaa 1o 15 msTH.
4,10 Tpemo3upane (CHMOTOME, CHEIIHH MEPKH, AHTHIOTH), AKO € HeodXxoauMo

Tlpu criyuaiiRo Ipeao3npate MOrar 1a ¢e HaOnioAaBatT pascTpoOCTRa HA XPAHOCMUIATCITHAS TRAKT
(HaTIp. TOBPBLIAHE, JUAPH) H HEBPOIOrMIHH pasCTpoHCTBa.

lefl CBHHC HAMa C’b06[[{eHH5[ 34 HGGH&FOHPHSITHH peakuun cjieq Ipyunarale ta 5 ABLTH TO-BHCOKS
A03a OT npenopbyaHata.
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Mpu ropeaa, OBUE H KO3H, TIPEA03UPAHE He & HalI101aBaHo.
Tpu caydaiHo MPefO3HPAHE HAMA AHTHAOT M TPAOBA 1a Ce JIEKYBa CHMITOMATHIHO.
4,11 XapenTHu cpoKoBe

I'oBepa: Cred unmpageno3Ho UHICCKIMUPane:
Meco ¥ BETPELTHY OPraHl: 5 JHH.
Masko: 3 nun.
Cned noOxoINCHO UHANCERIUPAHE:
Meco 4 BBTpeiHl oprasm: 12 auu,
Muako: 4 aun.

Osue: Meco | BETPEIIAY OpraHu: 4 gHu.
Masko: 3 fum.

Kosn: Meco 1 BLTpEIlHN OpTan#: 6 JHH.
Musko: 4 qH4,

Ceune: Meco ¥ BbTpelIHK Opranu: 13 aHu.

5. @®APMAKOJOrMYHU OCOBEHOCTH

DapMaKoTEpaTIeRTHHHA PPy ria: AHTHOAKTEPHUATHH 32 CHCTeMHa YoTpeba, hiyopOXHHO/OHH.
BerepunapHoMenumackn Atlatomo-Tepanesruuen Koz QJOIMADO0.

5.1 ®apmaxoaHHAMHYHH CBolicTBa

Hauul ua neficTteue

JlBa eHsuMa OT OCHOBHO 3HAYMCHHE TIPH PErUIHKALMATA 1 TPAHCKPUMUHMATA Ha JHK — NHK rupasa u
Toromzomepasa IV, ca MISHTHQHIHPAHH KaTo LEIICBH MONEKYIIN 34 dmyopoxuHonouute. Lenesoro
uHXUbHpaHe ce MPUYHHABA OT HEKOBANSHTHO CBBP3BAHE HA MONICKYNTE Ha ITYOPOXUHOJIOHHTE KBM
Te3H eH3MMU. PerIMKAlMOHHNTE BHIKM H TPAHCIAIMOHHATE KOMIUICKCH HE MOTAT ja MPOABIKAT
criesT Tead koManexcH ot eusumu, JHK v quIyopoXxHHONOHH, KaTO uHXHOMpaHETo Ha cuHTesa Ha JJHK
u uPHK saneiicrea cbOWTHA, BoAeld Jo OBP30, 3aBHCHMO OT JIEKapCTBEHATA KOHUCHTpatiig
YHUTIOKABAHE HA [ATOreHHUTE Gaktepun. HauumHbT Ha JcHCeTBHE Ha enpodIokcalill ¢
GaKTepuLmMIeH, KaTo OaKTepUITHAHATA AKTHBHOCT 3aBHCH OF KOHIIEHTPALHATA,

AuvrrbaxTepualieH CIeKTh

LHPO(NOKCAUMHBT € aKTHReH cpeuly Muoro I'pam-oTphLaTeTHH Baxtepun waro Escherichia coli,
Klebsiella spp., Actinobacillus pleuropreumoniae, Mannheimia haemolytica, Pasteurella spp. {(Hanp.
Pasteurella multocida), cpemy [pam-ionoxcatenuun Gaxrepwut xato Staphylococcus spp. (narp.
Staphylococcus aureus) u cpetly Mycoplasma spp. B HPETIOPBHHTEIHATC TCPATICBTHIHH A03H.

THIIOBE ¥ MEXaHH3MH Ha PE3UCTEHTHOCT

VCTAHOBEHO €, YC Pe3UCTEHTHOCTTA KbM (IlyOPOXHMHONOHKTE BH3HWKBA N0 MET HadHHA: (i) TouroBM
MyTauuu B renmte, koaupamu JHK rupasata wiwmm tonomsomepaza [V, pofemu 10 NPOMOHH B
CLOTRETHHS eH3uM; (i) MpOMEHM B NEeKapcTBeHATa TNPOIYCKAMBOCT Ha |'paM-OTpHUATENTHMTC
Gaxrepuu; (i) eguykcnn MexaHMsMK; (iv) IUTASMAIHO MEAHHPAHA PESHCTEHTHOCT M (v) TIpoTeMHE,
HpefasBalli rHpa3arTa. BCHIKH MEXAHMZMH BOMIT O TOHMIKEHA 1yBCTBHTE/HOCT HA BakTepumTe
KM (UIyOPOXHHONOHHTe. KpBCTOCAHATA PE3MCTEHTHOCT B Kiaca Ha  (TyOPOXHHOJIOHOBHTE
TNIPOTUBOMHKPOGHH CPE/ICTRA € HECTO CpemaHa.

ClleqHHTE MUHMMATHE HHXHGHTOpHEY Konuentpaue (MIC) ca onpeneneny 3a eHPOPIOKCALMH B
©BPOLICHCKH H30JIATH HA MIPHLIENHATE GaKTEpyH, U30IUPaHH OT GOTHH KHBOTHH:
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ToBeaa

MICyy

MICyy

Hwpwas | Ilepuno Bpoii o Crnporneaenn | Re
Brnose a it H30J1aTH (”%m] ( lg)/mi e (%) f
2009 —
Paste“reila EC 2012 134 0.015 0.03 3.0 (1)
mullocida Yoxus | 2017 41 <006 | 025 24 | )
2009 —
Mannheimia EC 2012 149 0.03 0.25 0.7 (L
haemolytica Uexus | 2017 26 <006 | 1 7.7 @)
Mycoplasma 2010 —
bovis EC 2012 156 0.25 4 n.a. {3)
(ouxaTeIHUTE)
143
Mycoplasma (136
bovis 2010 | AHXATEAHHTE
J— Opanus 2012 ; ap;pm 0.5 0.5 .a {4)
UHQEKRITHH) 3 o,
1 MacTuT)
2009 —
Escherichia coli EC 2012 207 0.03 0.06 n.a. (5)
(vacTur) Yexwa | 2017 57 <0.03 | 0.06 na. (6)
Escherichia coli Hexusn 2017 73 <003 | >4 n.a (6)
Ceune
Buxose Mopmxas | Hepno Bpoii ?IIIE;% ?ﬂg;"l CeapoTneaenn | Re
A a b H30JIATH ug) ug) e (%) f
2009 — _
Pasl‘e”refla EC i 2012 152 0008 0.03 0.0 (1)
muliocida Uexua | 2017 31 <0.06 | 0.125 0.0 2)
Actinobacillus BC 2009 — 158 0.03 0.06 1.3 (1
pleuropneumonia 2012
e Uexwus 2017 27 <0.06 0.25 0.0 2)
Mycoplasma 2010 —
hyopneumoniae EC 2012 50 0.03 0.3 na 3)
Escherichia coli Hexus 2017 108 <0.03 0.5 n.a 6)
Osue
Brose HOepxas | Ilepro bpoii ?/HE;O[ ?d;(i;[i CurnpornpieHn | Re
o a a H30JATH ug) B ) e (%) f
gﬁi 'ZJ; laiz;:gi) Hcnanus n.d. 12 0.25 0.5 n.a. (7
Koan
. MICs, | MICy
Jopxas | lepuo Bpoii Crapotneienu | Re
Bunose a 1 A3 OATH (p,g)/ml (ug)/ml e (%) £
Staphylococcls | proovusn | nad. 12 0.125 | 0.18 na. 7

aureus (MacTHT)

n.a. - He e npuoskmmo; n.d. — neonpenenct; (1} Veterinary Microbiology 2016, 194:11-22; (2) State
Veterinary Tnstitute Jihlava, Czech Republic. Narodn{ program sledovani rezistenci k antimikrobikiim
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u veterindrné vyznamnych patogent za rok 2017 &ast [; (3) Veterinary Microbiology 2017, 204:188-
193; (4) PLOS One, 2014, 9:e87672; (5) Veterinary Microbiology 2018, 213:73-81; (6) State
Veterinary Institute Jihlava, Czech Republic. Narodni program sledovéni rezistenci k antimikrobikim
u veterinarné vyznamnych patogent za rok 2017 &ast 11; (7) Veterinary Record 2017, 180:376.

Hanvunu ca rpanu4iu CTOMHOCTY 3a pe3UcTeHTHOCT KkbM eHpoduiokcauun (R) sa Mannheimia
haemolytica v Pasteurella multocida naonupann ot roeaa (R > 2 png/ml, CLSI gokyment VETOS, 4%
ed., 2018) u 3a Pasteurella multocida w Actinobacillus pleuropneumoniae wonmpanu ot npacera (R
> 1 ug/ml, CLSI goxyment VET08, 4% ed., 2018).

5.2 DapmMaKOKHHETHYRH 0cO0eHOCTH

Eupoduokcanunnt ce pesopbupa Obp30 cnefl napeHTepaaHo HHxaexkTdpade. broHamMuHOCTTAZ €
sucoxa (npubnusutento 100% B cBUHE M rOBEJA) C HUCKO A0 YMEPEHO cBbp3BaHe (HPHOIUM3NTEIHO
20 po 50%) ¢ miasmenuTe npoTenHn, EHpodiiokcatmisT ce MeTaboNH3HPa 40 aKTHBHATA CYOCTaHIIHA
uunpoduiokcauut, npudnuzurento 40% mpy NpeXKMBHHA JKHBOTHH, 1 110-Manko o1 10% npu ceuHe.
EnpodnoxcaiuueT 1 uunpodIoKCaiHa ce pasnpeaenaT fo0pe BB BCHUKH MPUUETHH THKaHH, HAIP.
6an apob, 6u0pelr, koKka ¥ yepen Apod, mocTHralkd 2 - A0 3-KpaTHO II0-BUCOKM KOHUECHTPALHH,
OTKONKOTO B TiasMaTa. Maxoanara cyGeTaHINS B aKTHBHMS MeTaDONHT ce eMMMHHHPAT OT OpraHu3Ma
Hpes ypHHATA M H3MPAKHEHILITA.

He ce YCTAHOBSABA HATPYIIBAHE B [IA3MaTa ¢Jie TPeTupaHe Ha HHTCpBRal OT 24 vaca.

B MITAKOTO, MO-TroJidMa 4acT OT JEKAPCTREHATd aKTHBHOCT €€ ObJDKH Ha L[I’IH[JO(!).]'IOKCE‘IU,HH&. O6U_IH$IT
MUK Ha JICKAPCTBCHHUTE KOHUEHTPalHH 2 4aca cien TpeTupare, TIOKa3ear H])H6JIH3I"ITCHHO 3—KpﬂTHO
no-BUCOoOKa 06[!.[3. SKCHO3HLKT NIPE3 HeJiks 24-gacos HHTEPEB&A B CPpaBHCHHE € ILIa3MaT4a.

: CeuHe Caune losena Torena
Hosa (mg/kg T.M.) 2,5 5 5 5
Hauyux Ha npunoxente im im iv sc
T nax (Maca) 2 2 / 3,5
Crax (Lg/ml) 0,7 1,6 / 0,733
AUC (ngmac/ml) 6,6 15,9 9.8 5.9
TepMmUHATICH MOAY)KHBOT (Haca) 13,12 8,10 / 7.8
EnuMUHALEOHEH NOJYHHBOT (Yaca) 7,73 7,73 2,3
T (%) 95,6 / / 88,2

6. DAPMAITEBTHYHH OCOBEHOCTH
6.1 ChoacbK HA eKCHHITHEHTHTE

- 6YTWIOR aKoXon

Kanuer xuapoxcuy (3a peryaupane Ha pH)

Boaa 3a vipkekipy

6.2 OcHOBHH HeCHBMECTHMOCTH

Tpu HICca HA IaHHK 32 CHBMECTHMOCT, TO3U BETEPHHAPHOMEIULIMHCKH IIPOJYKT He Tpsabpa 1a 6bne
CMECBAH © IPYTH BeTEPHHAPHOME THIHHCKH [IPOXYKTH.

6.3 Cpoxk Ha rogaocT

CpoK Ha roj(HOCT Ha KpaitHus BeTepHHAPHOMEMIHHCKM TIPOAYKT: 3 TOTHHH.
CpoK Ha rOAHOCT CJie/l TBPBO OTBAPAHE HA TBPBHYHATA ONAKOBKA: 28 MHU,

6.4, Choenualau YCIOBHA 32 cChXpaHeHHe HAa OPOAYKTA
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Toznu BETCPUHAPHOMECAHIHHCKH MPOAYKT HE H3HCKBA HUKAKBH CHICUMANIHH YCITOBHS 3a ChXPAHCHHC,
Crnen ITEPBOTO OTBAPAHE HA BPBHYHATA ONAKOBKA Ad HE CC CLXPAHABABA NMPH TCMIICPATYpa HAk 25
°C

6.5 Buja u ¢neTap HA OLPBHYHATA ONAKOBKA

Kexnubapenu crbkiens Oytuiid (Tun 1), ¢ BMectumoct 100 ml, 3aTBopenu ¢ OpoMoGyTHIIOBA rymMeHa
3allyllanKka ¥ anyMHHHeRa Kafnaqka.

Pazmep Ha onakoBKaTa:
Kapronena kytus ¢ | cTeiiieHa 6yTuaka ot 100 ml.

0.0 Cnenuannu MEPKH 31 YHHIROKABAHE HA HEHIMOJIZBAH NPOAYKT HJIH OCTATHIH OT Here

Bcexn sensmnonsean BETCPHUHAPHOMEIWITHHCKHA TIPOAYKT WKW OCTaThld OT HEro Tpn63a Ja 6’5,[[aT
YHHIIOXKCHH B ChOTBETCTBHE € HIHMCKBAHWATAE Ha MECTHOTO 3aKOHOAATCACTBO.

7. TIPATEKATEJI HA JIHOEH3A 3A YIHOTPEBA
Interchemie Werken De Adelaar Eesti AS
Vanapere tee 14, Piilinsi, Viimsi
Harju County 74013
Estonia
Tenedon: +372 6 005 005
info@interchemie.ce
8. HOMEP HA JULIEH3A 3A YIIOTPEBA
No 0022-2887
9. JATA HA TBPBOTO U3JABAHE HA JIMIIEH3A 3A YIHOTPEBA
17/04/2019
10, JATA HA TOCHAEAHATA PEJAKIEHA HA TEKCTA
03/2019
3ABPAHA 3A IPOAAKEA, CHABJABAHE W/HWJIN YIIOTPEBA

He e mpuaoikumo.

I-P TIBAATKO AJJEKCAH/IPOB, );[BM\ | //“\
3AM, H3ITBJIHHTEJIEH JUPERTOP -
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