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I. OO1uue cBeaeHus

1. HanMeHOBaHKEe NE€KapCTBEHHOIO Npernapara AJisi BETEpUHApHOIO
NPUMEHEHHUS:

ToproBoe HauMeHoBaHMe: Krmamakca® xeBartenbHsie Tabnerkn (Cladaxxa®
chewable tablets).

MexayHapoiHOe  HENaTeHTOBAaHHOE  HAMMEHOBAaHUE:  aMOKCHLHMJUIMH,
KJIaByJJaHOBasi KMUCJIOTA.

2. JlexapcTBeHHas ¢opma: TabJIeTKH U1 TepopanbHOro MPUMEHEHHS.

JlexapcTBeHHbIH MpenapaT COAEPXHMT B KayecTBe MACHCTBYIOILUMX BELIECTB
aMOKCHLMJITMH B GOopMe TPUruapaTa v KjiaByJJaHOBYIO KMUCIIOTY B opMe Ki1aByjiaHaTa
KaJusl.

JlekapcTBeHHBIA Mpenapar BhIMYCKAlOT B Tpex Ao3upoBkax: Kiazakca
xeBarejbHble TabneTku, 40 Mr/10 Mr c cozepxaHueM aMOKCHLUM/UIMHA 40 Mr u
knaBynaHoBoi kucaoTel 10 Mr; Knagakca® xesarenbHble Tabnaetku, 200 Mr/50 mr ¢
colepxaHueM aMokcuuuauaa 200 Mr ¥ Ki1aBynaHoBoii kucioTel 50 mr; Knagakca®
xeBarefbHble TabneTku, 400 mr/ 100 Mr ¢ coaepxxannem amokcuuuuiMHa 400 Mr u
KJjaBynaHoBo# kucaoThl 100 Mr. B kayecTBe BCrioMoraTesbHbIX BELIECTB Ipenapar
conepxut 3putpo3uH (E 127), creapaT MarHusi, KpeMHHsS JHOKCHJ KOJUIOMIHBIM
0e3BOAHBIA, CyXHe APOXOKH, HATpuUs  KpaXMairjukonar (tum  A) H
MHUKPOKPHCTAUTHYECKYIO LIEJTION03Y.

3. [lo BHewHemy Buay mnpenapaT Knamakca® >xepaTenbHble TabieTKu
npeacTaBiaseT cobod Kpyrible TabJeTKH poO30BOro LBETAa, HEOJHOPOIHOTO
OKpallMBaHHs, C pa3eJUTEIbHON TMHHUEN Ha ONHON CTOPOHE.

Cpok roaHOCTH BETEpUHAPHOIo Npenapara - 3 roja ¢ AaThl IPOM3BOACTBA.

Hencnonb3oBaHHbIE MONOBUHKM TabNEeTOK [OOJXHBI ObITH BO3BpallE€Hbl B
O6JIMCTEpHYIO YIaKOBKY M HUCIIOJIb30BaHbl B TeYeHHe 12 4acoB.

3amnpeiaeTcss NPUMEHATD penapar nocje HCTeYeHUs CpoKa FOAHOCTH.

®



4. Knagakca® xxeBatenbHbie Tabnetky, 40 mr/10 Mr u Knagakca® xxeBarenbHble

tabnetky, 200 Mr/50 mr pacdacosansl o 10 Tabnerok B 6G1UCTEPSI , yTAKOBAHHBIE B
KapTOHHbIe Kopobky 1o | unn 10 wryk. Knamakca® xeparensHele Tabnerku, 400 mr/
100 Mr pacdacoBanbl o 6 tabnerok B ONHUCTEPbI, yNaKOBaHHbIE B KapTOHHbIE
KopoOku no 2 unu 10 wryxk.

Kaxxaas ynakoBka cHabXeHa HHCTPYKLMEH MO IPUMEHEHHIO.

5. Ilpenapat Knagakca® xepaTenbHble TaGJETKH O/DKEH XPaHHTHCH B
3aKphITON YNaKOBKe MPOU3BOAUTENS, B 3aLMIIEHHOM OT MPSIMbBIX COJHEYHbIX JIyYei,
OTIEJIBHO OT MHULIEBbIX MPOAYKTOB U KOpMOB npu Temneparype ot 0°C no 25°C.

6. [Ipenapat 1o/mKEeH XpaHUTHCA B HEAOCTYITHOM IS IE€TEH MECTE.

7. JIro6o# Hercnosib30BaHHbIM NpenapaT J0XKeH ObITh YTHIM3UPOBAH B

COOTBETCTBUH C TpeOOBaHUSAMHU 3aKOHOAATENLCTBA.

8. [Ipenapat ornyckaetcs 6e3 peuenTa BETEpHHApPHOro Bpaya.

[I. ®apmakonornyeckue CBONCTBa

9. ®apmakoTepaneBTHYECKast IPpynna: NeHUIUUTMHBI B KOMOHHALIMAX.

10. AMOKCHUMIIMH — aKTHUBHBIH HHrpeaueHt mnpenapata Krnanakca®
)KEBATEJIbHbIE TAOJETKH — MOJYCHHTETHUYECKHH TEeHUUHU/UIMHOBBIH aHTHOHUOTHK.
MexaHu3M ero aHTHOAKTEpHAJbLHOrO [OEUCTBUS 3aKJIOYAaeTCs B [OOABJIEHUH
GbYHKUMOHANBHOW  aKTMBHOCTH  OakTepualibHbIX  (EPMEHTOB  TpaHCNENTHAA3,
Yy4acTBYIOIIMX B CBS3bIBAHHUM OCHOBHONO KOMITOHEHTa KJIETOYHOHW CTEHKH
MHKPOOPraHU3MOB - MENTHIOTMKAHA, YTO TPUBOIUT K rubenu 6akTepui.

KnaBynaHoBasi KucC/lIOTa MHAKTUBUPYET INEHULMIUIMHA3Y MHKpPOOPraHHU3MOB,
PE3UCTEHTHBIX K  MEHUUWUIMHY M, TakuM o00pa3oM, BOCCTaHaBIIMBaeT
4YyBCTBUTEIBHOCTh OakTepuid K OakTepULMAHOMY HAEHCTBHIO AMOKCHLMI/UIMHA B
KOHLEHTpaLHUAX, KOTOpble JIErKO AOCTUraloTCs B TKAHAX JKUBOTHBIX IOCJE MpHEMa

rpeénapara.
CoyeTaHHe aMOKCHILIMJUIMHA C KJIaBy.ﬂaHOBOﬁ KMCJIOTO# o6namaer HIMPOKHUM
CIIEKTpOM aHTu6aKTepuaanoro JIEHCTBHSA [TPOTUB 00JILLIHHCTBA

rPaMIIOJIOKHUTENBHBIX M TPaMOTPHLATENBHBIX OaKTepuil, B TOM 4YHCJIe MpPOTHUB
Staphylococcus spp. (Bkmiouyas WITaMMBbl, BblpabaTbiBalouie [-nakramasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus spp.,
Escherichia coli (Bxiovas wwtaMMbl, BbipabaTeiBalole B-nakramasy), Salmonella
spp. (Bkioyas LWITaMMBbl, BblpabarbiBalole [-nakramasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

[Tlocne nepopasbHOro npueMa aMOKCHLHMJUIMH M KJaByJlaHOBas KHCIIOTa
XOpOILLIO BCachIBAlOTC M3 IKETYAOYHO-KHLIEYHOTO TpakTa M MPOHHKAIOT B
OONBLIMHCTBO OpPraHOB W TKaHed opraHu3Ma. TepareBTHUECKHE KOHLEHTPALMH
MOANEPXKUBAIOTCA B Te4eHHe 12 yacoB. AKTHBHBIE BellecTBa npenapara Knanakca®
XKeBaTesbHble TabNeTKH MNpaKTHYECKHM HEe METabONM3MPYIOTCH M BBIBOAATCS M3
OpraHu3Ma B OCHOBHOM C MOYOH, B MeHblLIeH CTENEHH C KeTYbIO.

[lo cTrenenu Bo3aeiCTBUA Ha OpraHyW3M npenapaT OTHOCHTCS K MaJIOTOKCHYHBIM
coenuHeHusM (knacc 4 no 'OCT 12.1.007-76).



[1I. ITopsinok npuMeHeHHs

11. Tpenapar Knanakca® xepaTesibHble TabNETKH NPHUMEHSETCS ANA JeYEHHUS
MHGEKUHOHHbIX 3aboneBaHUi OaKTepHalbHOM 3THONOMMH Y COOAK M KOLUEK, B TOM
4YUCIIE:

- KOXHbI€ 3a001eBaHHs (B TOM 4HcIe ry0oKas H MOBEPXHOCTHAs THOJAEPMbI);

- MHQEKLMH MOYEBBIBOALLUX My TEIH;

- pecnupaTopHble HHOEKLUH 6aKTepHalibHOMH THOJNIOTMH, 3aTparuBaroLLHe
BEPXHHUE U HIKHHUE AbIXaTebHble MYTH;

- 3HTEPHUT OaKTEpUAIBHOM ITHOJOTHH.

12. JKMBOTHBIM C TMOBBILIEHHOH YYyBCTBUTEJIbHOCTBIO K [-JIaKTaMHBIM
aHTHOMOTMKAM TpuMeHATh mpenapat Knamakca®  xkeBaTenpHble  TabneTku
3anpeuiaerca. BBoauTh Mpenapar mnecyaHkaM, MOPCKHM CBHHKaM, XOMSKaMm,
KpOJHMKaM M LIMHUIMIUIAM He ClleyerT.

13. Ipu pabote ¢ nekapcTBEHHBIM NpenapaToM Heo6xoauMo cobroaaTh odLHe
npaBuia JMYHOM TMrMeHbl U 0e30mMacHOCTH npH oOpallleHHH C BeTepUHAPHLIMU
npenaparaMu. [Ipu paboTe c 1ekapcTBEHHBIM MpenapaToM 3anpelaeTcs M1UTh, KypHTh
4 npuHUMaTh nuiy. [lo okoHYaHMH paboThl C MpenapaTtoM CleAyeT BbIMBITh PYKH C
MBIJIOM U BOAONPOBOAHON BOJOH.

IIpu nonagaHuM nexkapcTBEHHOrO Mpenapara Ha KOXY M CIM3UCTbie 000104YKH
X HE0OXOIUMO NMPOMBITH OOBLIUM KOJTHYECTBOM BOJBI.

Jlroau ¢ runepuyBCTBUTEIbHOCTBIO K KOMIIOHEHTaM JIEKapCTBEHHOrO Npenapara
JO/KHBI K30eratb NpSMOro KoHTakra ¢ npenaparom Kiagakca® jxeBareibHble
Tabnerku. B ciydyae BO3HMKHOBEHHS AIJIEPrHUECKOil peakUU¥ WM Cily4aiHoro
MPOHUKHOBEHHS JIEKApPCTBEHHOTrO IpernapaTa B OpPraHM3M uYeJloBeKa Heo0X0auMo
oOpaTHTbC B MEIULMHCKOE YyupexaeHuHe (IpH cebe HMEeTb HHCTPYKLHIO MO
NPHUMEHEHHUIO U STUKETKY).

[Tycras ynakoBka JiekapCTBEHHOTIO MpenapaTa XpaHHUTCS B CIEUATIBHOM MeCTe
M YTUJIM3UPYETCS BMECTE C ObITOBHIMU OTXOAAMH.

14. JlonmyckaeTcsi MpHMeHeHWe mpenapata OepeMEHHbIM U KOPMSLIUM
>KMBOTHBIM NOJ HabJIl0JeHHEM BETEPUHAPHOro Bpaya.

15. JlexapcTBeHHbIt mMpenapar BBOAMTCA mnepopaibHO. Knapakca®
KeBaTenbHble TaOIETKH AAI0T KOLIKaM U cobakaM C PyKH MIM B CMECH C KOPMOM.
IIpremM nuiLM He BAMseT Ha GUOJOCTYMHOCTb JEHCTBYIOIIMX BEILECTB Mpenapara.

IIpenapar BBOAMTCA B pa3oBoii no3e 12,5 Mr (no cymMme aeilcTBYIOIIMX
BEILECTB) Ha | KI Macchl XXHBOTHOTO ABAX/bl B CYTKH.



Macca KonunuectBo Tabnetok Ha 1 )XHBOTHOE
AKHUBOTHOTO (KT) J{BaXk11bl B IEHD
Knangakca® Knanakca® Knanakca®
»KeBaTeJbHbIE )XeBaTeJIbHbIE )KeBaTeJbHbIe
TaONEeTKH, Ta0JIETKH, TaONETKH,
40Mr/10mMr, WT. 200mr/50mr, . | 400mr/100Mr, T,
1-2 s - -
3-5 1 - -
6-9 2 - -
10-13 3 - -
14-18 4 - -
19-25 - 1 -
26-35 - 1Y% -
36-50 - 2 1
50-79 - 3 1Y
>80 - - 2

Ecnu 60ne3Hb TpyIHO NOAAeTCs JIEYEHHIO (pecrnipaTopHble HHGEKLMH), 103y
npemnapaTa cjielyeT YBEJIHYUTh A0 25 MI/KI Beca d)XHBOTHOIO JBaXKIbI B I€Hb.

[IpomgomkuTEeNbHOCTH Kypca JIeueHHs MpenapaToM COCTaBIsET 5-7 OHEH.

[Tpu xpoHHueckux uiu pedppakTepHbIX 3a00aeBaHUSAX, OCOOEHHO NpU rI1yOOKOH
NHOJIEpPMHUH y cobaK, Kypc JieueHHUs MoxeT WinTbes 10-28 aHeil.

16. [Ipy mpuMeHEeHUHW NpernapaTta B COOTBETCTBUM C UHCTPYKLMeH MOOOYHbIE
JEHCTBUA M OCJIOXKHEHHUS OOBIYHO He HaOMOJal0TCS.

B cnydae annepruyeckux peakluil MpUMEHEHHWE Mpernapara npekpauaeTcs, 1
Ha3HA4YalTCs AHTUTMCTAMUHHBIE WU APYTHe CUMIITOMATUYECKHE TNpenaparhbl.

17. CumniToMsl, HabaOJaeMble IPH Nepe03UPOBKE, HEU3BECTHBI.

18. OnHOBpeMeHHOE NpUMEHEHHE TMpenapara ¢ OaKkTepHOCTaTUYECKUMHU
aHTUOMOTHUKAMU HE pEKOMEHyeTCs.

19. Creunduyeckux HeONaronmpUATHBIX Cily4aeB, CBSA3aHHBIX C JEHCTBHEM
npenapata Npv €ro nepBoOM IPUMEHEHUM UM MNpPEeKpaUleHUH TPUMEHEHHs] He
Ha0J1I01aJ10Ch.

20. I'padux mpumeHeHHs Npemnapara He AODKEH HapyLIaThCs, TaK KaK 3TO
MOXET CHHU3UTh €r0 TEPANIEBTUYECKYIO 3PPEKTUBHOCTb.

Ecnu BBeneHue 103bl NpOMyIeHO, HEOOXOAUMO BBECTH €€ KaK MOXXHO CKOpee.
Hanee kypc nedeHus: He0OXOAMMO BO30OHOBHUTH B MPENyCMOTPEHHBIX HHCTPYKLHEH
033X ¥ cXeMe IMPUMEHEHHUS.

2]1. Ilpenapat He mpeaHa3HA4yeH IJs HCIOJI30BAHUS Yy MPOIYKTHBHBIX
YXMBOTHBIX M JIOLIAJIEH.

HauMeHoBanus u anpeca
NPOM3BOACTBEHHBIX IUIOLIAI0K
IIPOU3BOJMTEIIS JIEKAPCTBEHHOIO

1. «lOHukeM Jlaboparopus
JIumuten»/«Unichem Laboratories



npenapara Jjis BETEpUHapHOTO Ltd.» (Unit 1) Bhatauli Kalan, Baddi,
NpUMEHEHH: Distt. Solan (H.P.) INDIA
2. AO «KPKA, n.a., HoBo mecTo»
/«KRKA, d.d., Novo mesto»
Smarjeska cesta 6, 8501 Novo mesto,
Slovenija

HaumeHoBaHue, anpec OpraHU3aiuy,
YIIOJTHOMOYEHHO# JepxKaTeseM Hiu OO0 «KPKA-PYC», 125212, r.

BajebLeM PerHCTPalHOHHOrO Mockaa, ['onoBuHCKOE 1OCCE, I0M 5,
yIOCTOBEPEHHS JIEKapCTBEHHOIO kopnyc 1

npenapara Ha pUHATHE npeTensuii ot 1€1.: (495) 981-10-95, daxc: (495)
nortpeburens: 981-10-91

[IpencraButens AO «KPKA, n.1., HoBo MecTo» .C. UBaHOBa
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