MHCTPYKLMA
10 BETCPHHAPHOMY NPUMEHEHHIO JIEKAPCTBEHHOTO TIpernapara
Knanakca® xeBatenbHble TabneTky
(Opranusauus-paspaborauk: AO «KPKA, x1.1., Hoso mecto» /«KRKA, d.d.,
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[. OGuue cBenenus

1. HaumeHoBanue JexkapcCTBEHHOro Ipemapara Uil BETEPHHAPHOTO
[PUMEHEHHS:

Toprosoe HaMMeHoBaHHe: Kuianakca® skesatenbhbie Tabnetkm (Cladaxxa®
chewable tablets).

MexnyHapogHoe  HENMAaTEHTOBaHHOE  HAMMEHOBAaHME:  AMOKCHIIWJLIHH,
KJIaByJIaHOBasi KMCJIOTA.

2. JlexapcTBenHas opMa: TabIeTKH AJIsl IEpOPaTbHOrO IPUMEHEHHMSI.

JlekapcTBEHHBIM Ipenapar CONEPXKHUT B KauecTBE JEHCTBYIOLIMX BEIECTB
aMOKCHIMJUTUH B (POPME TPUTHAPATA U KIIaBYJIAHOBYIO KHCIIOTY B (JOpMeE KJlaByiaHaTa
KaJusl.

JlekapcTBeHHBIM npenaparT BBIIYCKAalOT B Tpex Jo3upoBkax: Kiagakca®
xeBaTelbHple TabneTku, 40 Mr/10 mMr ¢ comepkaHuem amokcuuuuiHa 40 Mr u
KnaBynaHoBoit kuciotel 10 mr; Knagakca® xkearensusie tabnetku, 200 mr/50 mr ¢
cozepxanueM amokcuiuinia 200 Mr u kiaBynaHoBoM kucnoTsl 50 mr; Knagakca®
xeBaTenbHble Tabnetku, 400 mr/100 Mr ¢ comepkanueM amokcuiaaHa 400 Mr u
KnaBynaHoBou KkucioTel 100 mr. B kauecTBe BcrioMoraTesbHBIX BEIECTB Ipenapar
comgepxut 3puTpo3uH (E 127), creapar marHusi, KpeMHHs IMOKCH KOJIJIOMIHBIH
Oe3BOMHBIA, CyXHe JpOXOKH, HATpusl  KpaxManmidkonst (tun A) u
MHUKPOKPHCTAIUIMYECKYIO LIEJUTIONI03Y.

3. Ilo BHemmemy Buay npenapar Knagakca® eBaTelbHble TabiIeTKH
NpeACTaBiseT Cco0OM Kpyrible TabNeTKH pO30BOrO I(BETA, HEOJHOPOIHOIO
OKpallMBaHM, C pa3JICITUTENBHOMN JIMHUEH HA OJIHOHM CTOPOHE.

Cpok rogqHocTH BETEpHHAPHOTO Npernapara - 3 rojJja ¢ AaThl IPOU3BOICTBA.

Hewncronb30BaHHbIE IOJIOBUHKM TablIETOK JOMKHBI ObITh BO3BpAIleHbl B
OJIMCTEpPHYIO YITaKOBKY M HCIIOJIb30BaHbI B TeUeHHE 12 4acoB.

3anpeniaeTcs IPUMEHSTh NPernapar ocJjie HCTEYEHHUs CPOKa MOJHOCTH.



4. Knanaxca® xxesarenshsle Tabnerku, 40 Mr/10 mr u Knanaxca® xeparenbisie

tabnerku, 200 Mr/50 mMr pacdacoBarsl no 10 Tabnerox B OiHCTEpEl, YIIAKOBAHHEIE B
KapTOHHBIE KOpoOku 1o 1 win 10 mryk. Kinanaxca® xepatensuble TadbneTku, 400 mr/
100 Mr pacthacoBaHbl O 6 TabeTOK B O1UCTEPH], yNTaKOBaHHBIC B KAPTOHHLIE KOPOOKH
o 2 wian 10 wryx.

Kaxcias yrakoBka cHab)XeHa MHCTPYKIUEH 110 IPUMEHEHMIO.

5. Dpenapar Knamakca® jxeBaTenbHEle TabNeTKH MJOMKEH XpaHUThCS B
3aKpbITOH YIAKOBKE IIPOHU3BOIUTENS, B 3ALIMINEHHOM OT MPAMBIX CONHEYHBIX JIyHei
MeCTe, OTHENBHO OT ITHIIEBLIX MPOAYKTOB H KOPMOB, nipH Temiepatype ot 0 °C go 25
°C.

6. I'pemniapar j107XeH XpaHUTECs B HEIOCTYITHOM IS eTelt mecre.

7. JIxobol HeMCHoONB30BaHHBIA IpenapaT MO/DKEH OBITH YTHIH3UPOBAH B
COOTBETCTBHH € TPeOOBAHHAMH 3aKOHOAATEILCTRA.

8. Ilpenapar oriyckaercs 6e3 perenTa BeTepUHapHOro Bpaya.

1I. ®apmakonoruieckue CROMNCTRA

9. ®apmakoTepaneBTHYECKas IPyIIa: ICHHIH/UIMHEI B KOMOHHAIMAX,

10. AMOKCHUMIUIMH — aKTUBHBIM MHrpeadent npenapara Knagakca®
XKEBaTe/IbHBIE TaONETKH — MONYCHHTETUYECKMI IEHUIMIUTMHOBLI aHTHOHOTUK.
Mexanusm ero aHTMOAKTEpUallbHOTO JeWCTBHS 3aKNIIOYacTCsl B ITOAaBICHHM
(YHKIMOHANBHOH  AKTHBHOCTH OaKTepHANBHBIX  (EPMEHTOB  TPAHCIENTHIA3,
YYaCTBYIOIIMX B CBA3BIBAHUM OCHOBHOTO KOMIIOHEHTa KJIETOUHONW CTeHKH
MHKPOOPIraHHU3MOB - NENTHACIIIMKAHA, YTO IIPUBOJIUT K THOENH OakTepHii.

KiasynaHopas KHCIOTa HMHAaKTUBHpPYET IEHHLHINHHA3Y MHKPOOPIAHU3MOB,
PE3UCTEHTHBIX K  NEHUIWUIMHY M, TakdM o0pa3oM, BOCCTaHABJIMBAET
4yBCTBUTENBHOCTh OakTepHili K OakTepHIHIHOMY AeWCTBHIO aMOKCHIMIIIHHA B
KOHLIGHTpalyaX, KOTOPBIE JIETKO AOCTHTAlOTCA B TKAHSAX XHBOTHBIX IIOCHE IpUeMa

npemnapara.
CoueTanse aMOKCULMIUIMH2 ¢ KIJIABYJIAHOBOHM KHCIOTOM obiajaer LIHPOKUM
CIIEKTPOM aHTHOaKTEPUAILHOTO neficTBHS IIPOTHUB OONBHIMHCTBA

rPaMIIONONKUTEIBHBIX W I'PaMOTPHLATENsHBIX OaKkTepuii, B TOM YHCIE IIPOTUB
Staphylococcus  spp. (Bkmouas wrTaMMbl, BbIpabareiBalolle [-naktamasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus spp.,
Escherichia coli (Bwriodas mraMMbl, BeIpabaThiBaroiiue [-nakramasy), Salmonella
spp. (Bxkmouas iTamMMmbl, BbipabarTeiBaloliue [-naktamasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

Ilocte mepopajipHOrO INpHEMa AaMOKCHIMIUIMH W KIABYJAHOBAs KHCIOTA
XOpOIIO BCACBIBAIOTCS W3 OJKENYHOYHO-KHILIEYHOTO TpakTa M I[IPOHHKAIOT B
OONBILMHCTBO OpPraHoOBR M TKaHeld opraHu3Ma. TepaleBTHUECKHE KOHIIEHTPALHK
OANEPXKUBAIOTCH B TeueHre 12 4acoB. AKTHBHEIE BenlecTBa Ipenapata Kmagakca®
JKEBaTelbHbIE TaDNETKW NPaKTHHYCCKH He MEeTaOOMU3UPYIOTCA M BRIBOAATCH H3
OpraHu3Ma B OCHOBHOM ¢ MOYOM, B MEHBIIEH CTEIEHU C XKEIIYBIO.




I'lo cTeneHy BO3IEACTBHS Ha OpPraHK3M IIpenapaT OTHOCHTCS K MaJIOTOKCHYHBIM
coenurenusM (xnace 4 mo F'OCT 12.1.007-76).

II1. Iopsanox mpumenenus

11. Tlpenapar Knagakca® xepaTensHble TabNeTKH NPUMEHAETCH I CYEHUS
MH(EKIIMOHHBIX 3a00s1eBaHnil OaKkTepUaILHOH STHOMOIUK ¥ co0aK W KOLIEK, B TOM
YHUCIIE:

- KoxHble 3a0oneBaHusd (B TOM uHcie InyboKas M IOBEPXHOCTHas
UOAepPMbI);

- MHOEKIHUK MOYEBBIBOSIIUX TyTEH;

- pECHAPATOPHBIC HHPEKIIMH OaKTepHaIbHONH STHOIOTHH, 3aTPardBatoNe
BEPXHHE U HIDKHAE JbIXaTeNbHbBIE Ty TH, |

- IHTEPUT OAKTEPHAIILHOHN ITHONIOTHH.

12. JKMBOTHBIM C [IOBBIIIEHHO#f YYBCTBHTENBHOCTBIO K [-TaKTaMHbBIM
aHTUOMOTHKAM  INpuMeHsTs npenapar Knamakca®  okeBaTensHble  TabieTku
3afpewiaeTcs. BBojuTh Openapar ecyaHKaM, MOPCKUM CBHHKAM, XOMSIKaM,
KpOJIMKaM U ILIMHIUWIIAM He ClelyeT.

13. I'lpu paborte ¢ TeKapCTBEHHBIM MPeNapaToM HeoOX0oAUMO OO0 1aTh 00IIHe
[paBHlla JMYHOM TI'MrHeHbl M 0e30IacHOCTH npu OOpallleHHH ¢ BETepPUHAPHBIMH
niperiapatami. [Ipu pabote ¢ nekapcTBEHHLIM NpeHapaToM 3alpeIaeTcs MUTh, KYPHTh
1 npuHEMaTh nunly. [lo okoHUaHuM paboTHI ¢ OpernapaToM cleAyeT BRIMBITh PYKH C
MBLIOM U BOJOIPOBOLHOMN BOJOH.

IIpu monafaHuu JIEKapCTBEHHOTO MpelapaTa Ha KOXY H CIHU3HCThIC 000JIOUKH
X HEOOXOOUMO MTPOMBITH OOJBIITHM KOJHYECTBOM BOIBI.

JIroau ¢ runepuyBCTBUTEIBHOCTHIO K KOMITIOHEHTaM JIeKapCTBEHHOI'O fpenapara
HO/DKHBl K30eraTh IpsSMOro KoHTakTra ¢ mpenapatoM Kiagakca® »xeBarenbHbIE
tadieTkd. B caydae BO3HMKHOBEHHS aUIeprHyecKolf peakiMd WM CHydaiiHoro
IIPOHMKHOBEHUA JIEKApPCTBEHHOr0 MpenapaTa B OpraHH3M ueloBeka HeoBXoAuMOo
ofpatutbcs B MEOUIMHCKOE YyupexacHue (IpH cebe HMEThb HHCTPYKIHMIO 10

IMPUMEHEHHIO U STHKETKY ).

Ilycras yraxoBka JiekapCTBEHHOIO IIpenapaTa XpaHUTCs B CIICLHAILHOM MECTe
W YTHIH3UPYETCH BMecTe ¢ OBITOBLIMH OTXOJAMHU.

14. JlomyckaeTcss IpUMEHEHHE Ipernapata OepeMeHHbIM H KOPMSIIHAM
YKUBOTHBIM I0J HAOFOIeHHEM BeTEpHHAPHOTIO Bpaya.

15. JlekapctBeHHBIH IIpenapar BBoauTcs  nepopaisHo. Kiiagakca®
’KeBaTelbHble TabNEeTKH JIAIOT KOIIKaM K coDaKaM ¢ pPyKM MJIM B CMECH C KOPMOM.
[Tpuem nuimy He BnuseT Ha OMOJOCTYIHOCTh ASHCTBYIOIIMX BEILECTR Mpenaparta.

Ilpenapat BBoauTcss B pasoBoil gose 12,5 mr (mo cymme AelCTBYIOIIHX
BELIECTB) Ha 1 KT Macchl 3KMBOTHOTO ABAXKABL B CYTKH.



Macca KonuuecTtBo Tabnerok Ha 1 HUBOTHOE
YKUBOTHOTO (KI) JlBaxxan1 B AeHb
Knanakca® Knapakca® Knapakca®
KEBATENLHBIE JKeBaTelLHbIS KeBaTeJLHBIC
TabJIeTKH, TabJIETKH, radierky,
40Mmr/10mr, 1T. 200Mmr/50mMr, T, | 400Mr/100Mr, mIT.
1-2 Y - -
3-5 1 - -
6-9 2 - -
10-13 3 - -
14-18 4 - -
19-25 - 1 -
26-35 - 1% -
36-50 - 2 1
50-79 - 3 1Y%
>80 - - 2

Ecnu 6one3Hp TpyIHO NoAaercs JedeHuo (pecnupaTopHble HHOEKIHH), 103y
npenapara cieayeT YBeIHIUTh J0 25 MI/KT Beca XXHBOTHOTO JBAXK/EI B ACHb.

TTpoIOIDKMTENBHOCTE Kypea JCHEHHs [IPEapaToM COCTaBIseT 5-7 JHeH.

ITpu xpoHudecKuX UK pedpakTepHbIX 3a001eBaHUAX, 0coDeHHO Mpu riy6okoi
TIMOJIEPMHUU Y cobak, Kypc IeUeHHA MOXKeT ITuThed 10-28 nHei.

16. Ilpu npuMeHeHHH Mpenapata B COOTBETCTBUHU C MHCTPyKLiMe#d moOouHble
NEeHCTBUS U OCIIOXKHEHHS OOBIYHO He HabIoAal0TCsl.

B crnyvae anneprudeckux peakluil MpuMeHEHWE TIperapara [pekpaunaercs, 1
Ha3Ha4aroTCs aHTUIMCTaMUHHBIE WK JAPYTHe CUMIITOMAaTHUECKHE [Iperaparkl.

17. Cumntomsl, HabmoaaeMble NIpH [epeIo3HPOBKE, HEU3BECTHEL.

18. OgHoBpemeHHOE TIIpHMEHEeHHe IpernapaTa ¢ OaKTepHOCTATHHECKHMU
AHTHOMOTHKAMH HE PEKOMEHIYEeTCH.

19. Crnemuguieckux HebIarompUATHBIX ClIyudaeB, CBA3AHHBIX ¢ JAelcTBHEM
nperapata IPU ero IepBOM TPHMCHCHHM MM [IPCKPAILCHHH IPHMEHCHMS HE
HabIIOgaNnoch.

20. 'paduix mpumeHeHHs Iperapara He JOJDKeH HapylaThCsl, TAK KaK 3TO
MOXET CHU3HTH €r0 TEPANEeBTUYECKYIO 3P ek THBHOCTE.

Ecnu BBeAeHHE 0361 IPOMYILEHO, HEOOXOAMMO BBECTH €€ KaK MOYKHO CKOpee.
Hanee Kypc nedeHuss HeoOXOAUMO BO30OHOBHUTE B IIPENYCMOTPEHHBIX HHCTPYKIHEH
Jl03ax ¥ cxeMe [IpUMeHeHH.

21. Ilpemapar He npexHa3HaueH I MCIONB30BAHHUS Y IIPOAYKTHBHBIX
JKHBOTHBIX H JIOLUZJIEH.

HaumenoBanus u agpeca 1. «¥Ounkem Jlabopatopus
IIPOH3BOJICTBEHHBIX [IOIAA0K JInmurep»/«Unichem Laboratories
[IPOH3BOJUTENS IEKAPCTBEHHOTO Ltd.» (Unit 1) Bhatauli Kalan, Baddi,

Distt. Solan (H.P.) INDIA
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npenapara Uil BETEpPUHApHOrO 2. AO «KPKA, n.x1., HoBo mecto»

IPUMEHEHUS: /«KRKA, d.d., Novo mesto»
§marje§ka cesta 6, 8501 Novo mesto,
Slovenija

HaumeHnoBaHnue, agpec opraHuzanum, 000 «KPKA-PYCy», 125212, 1.

YIIOJIJHOMOYEHHOM JepiKaTeeM Uilu Mocksa, I 0J10BHHCKOE 1I0CCE, JIOM 3,
BJIQJIENIbLIEM PErUCTPALIMOHHOTO kopnyc 1
YAOCTOBEPEHHMS JIEKAPCTBEHHOTO Ten.: +7(495) 981-10-95,

Tnpernapara Ha IIpUHATHe NpeTeH3ui or  Qaxc: + 7 (495) 981-10-91
MOTpeOuTENIS: e~

[TpencraBurens AO «KPKA, n.1., HoBo mecTo» - W%MC MUBaHoBa



