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ropopckoi okpyr Jllobepubl, AauHblii nocenoK Kpackoso, Eropbesckoe wocce, gom 3A, odpuc 34)
Homep perucrpaumoHHoro yaoctrosepeHus: 32-3-14.24-5189NefMBP-3-14.24/03988
. OBLUME CBEAEHUA

1. ToproBoe HauMeHOBaHMe IEKAPCTBEHHOrO npenapata: KnaBykemumH® Tabnetku (Clavuxicin tablets).
MeKayHapoaHble HenaTeHTOBaHHbIE HAMMEHOBAHWUA: AMOKCULIMAINH, KNaBy/1laHOBasA KMCNOTa.

2. JlekapcTBeHHaa ¢opma: TabneTku oNa Npuema BHyTpb.

KnaByKcUUMH® TabneTku B KauecTse AeNCTBYIOLMX BELLLECTB COAEPHKAT aMOKULMIMH B popme TPUrMApaTa U KNaBYIaHOBYIO KUCNOTY B popme KiaBynaHaTa Kaaua. B kayecTse
BCMOMOraTe/IbHbIX BELLECTB B TabieTKax coaepkutca Jlyannpecc (nakto3a moHornapat — 93%, KonamnaoH 30 — 3,5%, KonnmaoH CL— 3,5%), HaTpus antoMOCUAMKAT, KabLma cTeapar,
apomaTtusaTop «beKkoH».

KnaByKcMUMH® TabneTKu BbINYCKAtOT B TPEX A03MPOBKaAX:

- 50 mr ¢ coaeprkaHnem 40 mr/Tabn. amokecuumnamHa v 10 mr/tabn. KnaBynaHoOBOM KUCNOTbI;

- 250 mr ¢ coaepykaHmem 200 mr/Tabn. amokeuumnamHa v 50 mr/tabn. KnaBynaHoOBOM KUCNOTbI;

- 500 mr ¢ cogepskaHmem 400 mr/Tabn. amokecnumnamHa 100 mr/tabn. KnaBynaHOBOM KUCAOTbI.

3. To BHewWwHeMy B1AY NpenapaTt npeacTasaseT coboi NNOCKOUNANHAPUYECKUe TabneTkm 6enoro uam cepoBaTo-6en0ro LgeTa (L0nycKaeTca HaanumMe BKpanieHuin Apyroro oTTeHkKa)
C PUCKOW Ha 0fHOM cTopoHe u norotunom VIC Ha gpyroi.

CpOK rogHOCTN 1eKapCTBEHHOIO NpenapaTta B 3aKpbITOM YNaKoBKe NMPOM3BOAUTENS NPU COBNIOAEHUM YCI0BUI XPaHEHWUA U TPAHCMOPTUPOBAHUA — 1 rog, co AHA NPOM3BOACTBA.
3anpeLlyaeTca NPUMeHATb NpenapaTt No UCTEYEeHUN CPOKa roAHOCTHU.

4. KnaByKcuMuMH® TabneTkn 50 mr BbINycKatoT pacdacoBaHHbIM No 4 TabneTku B 6a1cTepbl M3 NAEHKU NONNITUNEHOBOW U METANNN3MPOBAHHON GONbIM, KOTOPbIE YNaKOBbIBaOT
WHAMBWUAYANbHO B NAKETbl M3 METANN3UPOBAHHOM Gonbru. PonbrupoBaHHbIe NAKeTbl MO 3 WTYKU NOMELLAIOT B KAPTOHHbIE KOPOOKM BMECTE C MHCTPYKLMEN MO NPUMEHEHMIO.
KnasyKcunumH® Tabnetkm 250 mr 1 500 mr BbinycKatoT pacdacoBaHHbIM No 12 TabneTok B 6aucTepbI U3 NAEHKM NONUITUIEHOBON M METANIM3UPOBaAHHOM GONbI, KOTOpble
YMNaKOBbIBAOT MHAMBUAYAIbHO B NMAKeTbl U3 METaNIM3NPOBaHHOM Gonbrn. ®onbrMpoBaHHbIe NakeTbl Mo 1 WTyKe NOMELLaloT B KAPTOHHbIE KOPOOKM BMECTe C MHCTPYKL el
Nno NPUMEHEHMUIO.

5. MMpenapat XpaHAT B 3aKPbITON yNaKoBKe NPOU3BOAUTENA, OTAENbHO OT MPOAYKTOB NMUTAHWA U KOPMOB, B 3aLUMLLEHHOM OT NPAMbIX CO/THEYHbIX y4elt MecTe, Npu TemnepaType
o1 2 °C o 25 °C 1 OTHOCUTE/IbHOW BAAYKHOCTM He Bbile 60%.

6. KnaByKcuuUMH® TabneTkun cnesyeT XpaHUTb B HEAOCTYNHOM A1 AeTel mecTe.

7. Hewncnonb3oBaHHbIV IEKAPCTBEHHbIM NpPenapaT yTUAU3UPYHOT B COOTBETCTBMM C TPeOOBAHMAMM 3aKOHOAATE/IbCTBA.

8. Ycnosua oTnycka: 6es peluenTta BETEPUHAPHOrO Bpaya.

Il. PAPMAKO/IOTMYECKUE CBOUCTBA

9. KnaByKCUUMH® TabNIeTKM OTHOCUTCA K aHTUOAKTEPMAIbHbIM IEKAPCTBEHHbIM Npenapatam dapmMaKkoTepaneBTUYECKON rpynbl NEHULMAIUHBI B KOMBUHAL MK,

10. AMOKCULMUANIVUH — MONYCUHTETUYECKUI aHTUOUOTUK Fpynnbl NEHULMAANHA. MeXaHU3M aHTUDaKTepManbHOro AeMCTBUA 3aK/I04aeTCsA B NOAABNEHUM PYHKUMOHAIbHOM aKTUBHOCTM
HaKkTepuanbHbix GepMEHTOB TPAHCNENTUAA3, y4acTBYIOLMX B CBA3bIBAHMM OCHOBHOMO KOMMOHEHTA KNE€TOYHOW CTEHKM MUKPOOPraHM3MOB — NETUAOIIMKAHA, YTO NPUBOAUT K rmbenm
bakTepui.

KnaBynaHoBas KUCNOTa MHAKTUBMPYET NEHULMANNHA3Y NEHULUANMHPESUCTEHTHBIX MUKPOOPTraHN3MOB, M TEM CaMbIM, BOCCTaHAB/IMBAET YyBCTBUTENIbHOCTb BaKTepuii K
GaKTepVILJ,VIp,HOMy p,eVICTBMIO AMOKCUUNNNNHA B KOHUEHTPALUKAX, KOTOPble NerKO A0CTUMatoTCA B TKaHAX XXUBOTHbIX NOC/Ne BBeAeHUA npenapaTa.

KomMBWHaLWA aMOKCULMAIMHA C KNaBy1aHOBOW KUCNOTOM 061afaeT WMPOKUM CNEKTPOM aHTUOAKTEPUAIbHOTO AENCTBUA B OTHOLIEHWW 6OBLIMHCTBA FPAMMONOKUTENbHbBIX 1
rpamoTpuuaTenbHbix bakTepuii, B Tom yncae Staphylococcus spp. (BKAtoYas WwTammbl npodyumnpytowme B-naktamasy), Corynebacterium spp., Streptococcus spp., Clostridium spp.,
Peptostreptococcus spp., Escherichia coli (BKntoyas wrammbl npogyumpytowme R-naktamasy), Salmonella spp. (Bkntovas wrammbl npogayumnpytowme B-naktamasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

AMOKCULMNIMHA TPUTMAPAT M KNaBy/JiaHOBas KMC/I0Ta NOC/E NEPOPAsIbHOTO BBEAEHWSA XOPOLLO BCAChIBAOTCA U3 KEYA0YHO-KMLIEYHOTO TPAKTa M NPOHMKAIOT B 6O/IbLUMHCTBO
OpraHoB M TKaHel opraHM3ma. TepaneBTUYeCKe KOHLEHTPALMK NOAAEPKMBAIOTCA HA NPOTAXKeHMM 12 Yacos. [leiicTBytowme BelectBa KnaByKeuumMHa® TabneToK npakTMYecku
He MeTaboNN3MPYHOTCA U BbIBOAATCA M3 OPraHM3mMa NPerMyLLECTBEHHO C MOYOM, B MEHbLUEW CTEMEHM C JKeNUbio.

MpenapaT KnaByKcULMH® TabneTKM No CTENEHN BO3AENCTBMUA Ha OPraHM3M OTHOCUTCA K YMepPeHHO oMnacHbIM BelecTBam (3 knacc onacHocty no MOCT 12.1.007-76).

11l. NTOPAAOK NPUMEHEHUA

11. KnaByKcMUMH® TabneTKU NPUMEHSAIOT AR NedeHns cobak 1 KoLWeK Npu UHGEKLMOHHbIX 3a601eBaHUAX BaKTEPUAbHOM 3TUONOMUK, BKAKOYAS:
- KOXKHble 3aboneBaHus (B TOM Yncae ryboKyto U MOBEPXHOCTHYIO NoAepMY);
- UHEKLMN MOYEBbIBOAALLMX NyTew;
- pecnupatopHble nHbeKLun 6akTepuanbHOM 3TUONOTMM (NPK BOBAEYEHWUMU B MHDEKLMOHHbINM NPOLLECC KaK BEPXHUX, TaK U HUMKHUX AbIXaTeNbHbIX NyTel);
- 3HTepuTbl BaKTepManbHOWM ITMONOTUM.

12. 3anpelaeTca NPUMEHATb NPenapar }XMUBOTHLIM C TMNEepPYYBCTBUTENbHOCTbIO K B-NaKTaMHbIM aHTUBMOTUKAM.

13. Mpwu paboTe c NekapcTBeHHbIM NpenapaTom cieayeT cobnoaath 0b6LLMe NpaBuaa IMYHOM TMIMEHbI U TEXHUKK 6e30MacHoCTU.
Bo Bpems paboTbl C NpenapaTtom He paspeLlaeTcs KypuTb, NMUTb U MPUHUMATL NULLY. [0 OKOHYaHUK PaboTbl CeayeT BbIMbITb PYKU C MblIOM. [Tpy clydaliHOM KOHTaKTe npenapara ¢
KOeN Unm cnusmnctbimm 060104Kamm ras ux Heo6XxoAMMO NPOMbITb GONbLIMM KOIMYECTBOM NPOTOYHOM BOAbI.
Jioaam ¢ runepyyBCTBUTENBHOCTLIO K KOMNOHEHTam TabaeTok cnefyeT usberatb NPAMOro KOHTaKTa ¢ npenapaTom. B cnyyae noaBaeHUsA annepruyeckmx peakumin unm npu
CNy4aliHOM NonagaHuM NeKapcTBEHHOro Npenaparta B OpraHn3m YesioBeKa HeobXoArMOo Heme1IeHHO 06paTUTLCA B MeAULIMHCKOE yupexaeHue (npu cebe UMeTb MHCTPYKLMIO No
NPUMEHEHMIO MW ITUKETKY).
YnakoBKy W3-noA npenapara 3anpeLLaeTcsa UCnoab3oBaTh 411 ObITOBbIX Lienei, OHa NOANEKUT YTUAU3ALMU C BbITOBIMM OTXO4AMM.

14. PaspeluaeTca NpUMeHEeHWe Npenapara XMBOTHbIM B Nepuog 6epeMeHHOCTU U NakTauum nog HabnogeHmem BeTepMHapHOro Bpaya.

15. Mpenapat Ha3HayaloT XMBOTHLIM NepPopanbHO. KnaByKeMUMH® TabeTKu AatoT C PYKM, AU B CMECH C KOPMOM, WY BBOAAT NPUHYAUTENBHO Ha KOPeHb A3blKa. Mpuem NuLm He BanseT
Ha 61MOAOCTYMHOCTb AEUCTBYIOLMX BeLecTB npenapata. KnasyKkeuumH® Tabnetky HazHavatoT B pa3oBoit go3e 12,5 mMr (Mo cymme AeNCTBYIOLMX BELLECTB) Ha 1 KT MacChl ¥ KMBOTHOTO
[1Ba pasa B AeHb. [pofoMKUTENbHOCTb Kypca ledeHus 5-7 aHel.

KonuuectBo Tabnetok Ha 1 }KMBOTHOeE 2 pa3a B CYTKU
Macca XMBoTHOro (Kr)
KnaBykcnumH® 50 mr KnaByKcuumH® 250 mr KnaBykcuumn® 500 mr

0o 2 Y - -
3-5 1 - -
6-9 2 - -
10-13 3 Y -
14-18 4 - -
19-25 - 1 %
26-35 - 1% -
36-50 - 2 1
6onee 50 - 3 1%

B cnyyae, ecnv 3aboneBaHme TPYAHO NOAAAETCA IEUEHUIO (PECMMPATOPHbIE MHEKLMK), CreayeT yBeNNUYUTb A03Y NpenapaTta 40 25 Mr/KF Macchl }KMBOTHOIO ABa pa3a B CYTKMU.
B cnyyae XpOHWYECKUX UK TPYAHOM3NeUYMMbIX 3ab01eBaHNii, 0cobeHHO rnyboKoW NnMoaepmmun y cobakK, Kypc Ie4eHna MoXKeT cocTaBnATb 10-28 aHel.

16. Mo6OYHbIX ABAEHWUI U OCNOXKHEHWUW NPU NPUMEHEHUW NpenapaTa B COOTBETCTBUM C MHCTPYKLMEN, KaK NpaBuo, He HabntogaeTtca. B cnyvae nosBAeHUA annepruyecknx peakuui
nprvMeHeHue npenapaTa NPeKpPaLLatoT U HA3HAYAOT KMBOTHOMY aHTUTMCTAMMHHbIE NMPenapaTbl U CPEACTBA CUMNTOMATUYECKOW Tepanuu.

17. CumnTOMbI NEpPeao3nNPOBKM HE YCTAaHOBAEHbI.

18. He pekomeHayeTcA ogHOBPeMeHHOe Ha3HayeHWe npenapata KnasyKcMUMH® TabneTkun ¢ 6akTepmocTaTmyeckumm aHTMBMOTMKaMMU.

19. OcobeHHOCTeN AeNCTBMA NPK NePBOM NPUMEHEHWUM U NPU OTMEHEe IeKaPCTBEHHOTO NpenapaTa He BbiAB/IEHO.

20. Cnepyet n3beraTb NPOMNYCKOB NPU NPUMEHEHWUM O4YepesHON [03bl 1IEKAPCTBEHHOTO Npenapata, Tak Kak 3TO MOMET NPUBECTU K CHUXKEHWIO TepaneBTuYeckol 3pdeKTUBHOCTY.
B cnyyae nponycka o4HOM f03bl NPUMeEHeHWe npenapaTta BO30OHOBAAIOT B TOM e [03€e W N0 TOM XKe cxeme.

21. JleKapCTBEHHbIN NpenapaT He NpegHa3HavYeH A1A NPUMEHEHUSA NMPOAYKTUBHbBIM }KUBOTHbBIM.

HanmeHoBaHue U agpec NPOU3BOACTBEHHOW NAOLLAAKM NPOU3BOAUTENA IEKAPCTBEHHOrO NpenapaTta A1a BeTepUHAPHOro NPMMeHeHuUsA:
000 «HN® BUK», Poccus, 308519, Benropoackas 06:., benropoackuii p-H, nrr. CeBepHbIi, yn. bepesosas, 4. 3 (NONHbIM NPOMU3BOACTBEHHbIN LK)

HaumeHoBaHue 1 agpec opraHn3auumn, ynoHOMOYEHHOM AepiKaTenem Uam BagenbLem permcTpaLMoHHOro y40CTOBEPEHUA IEKAPCTBEHHOrO Npenapara
Ha NPUHATUE NPETEeH3ul OT noTpeburtens:
000 «BUK —3g0poBbe MBOTHbIX», Poccus, 140050, MockoBcKan 061., r.0. Jllobepubl, Aa4Hbli noc. Kpackoso, Eropbesckoe wW., 4. 3A, oduc 34



