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Novo mesto», Smarjeéka cesta 6, 8501 Novo mesto, Slovenija)

Homep peructpaiimonHoro ynocrosepenus: 705-3-14.23-5023Ne[1BH-3-14.23/05984
I. O61uMe cBeneHus

1. HaumeHoBaHMe JNeKapCTBEHHOro [Mpernapara AJii BeTEPHUHAPHOIrO
NPUMEHEHUS:

ToproBoe HaumeHoBanue: Knanakca® »xesatensnele Tabnetku (Cladaxxa
chewable tablets).

MexayHapoaHOe  HENaTeHTOBAaHHOE  HAMMEHOBAHHME:  aMOKCHULIMJUIMH,
KJ1aByJIaHOBasi KUCJIOTa.

2. JlekapcTBeHHas ¢opma: TabneTku A1 NEPOPaNbHOrO MPUMEHEHMUS.

JlexapcTBeHHbI NpenapaT CONEPXHUT B KadyecTBe ACUCTBYIOUIMX BELIECTB
aMOKCHULIMJIMH B popMe TpUryapaTa 1 KjaByJaHOBYIO KUCJIOTY B GOopMe KIaByJlaHaTa
KaJus.

JlexapcTBeHHbIN Mpenapar BbITYCKAalOT B Tpex JAo3upoBkax: Knamakca
xeBarenbHble TabneTku, 40 Mr/10 Mr ¢ coxepxaHueM aMoKCHUMIIMHA 40 Mr u
ki1aBynaHoBoi kucnoTel 10 mr; Knanakca® xesatensusie Tabnetku, 200 Mr/50 mr ¢
coJepXaHHeM aMoKcuLMIMHa 200 Mr M KiaByJiaHoBo#M KucioThl 50 mr; Knanakca®
xeBatesbHble Tabnetku, 400 mr/100 Mr ¢ conepxaHueM aMokcuiinHa 400 Mr u
knaBynaHoBoi kuciotbl 100 mr. B kauecTBe BcroMorateNbHbIX BelIECTB Npenapar
conepxut 3putpo3ud (E 127), creapar mMarHus, KpeMHHUS AMOKCHU]I KOJIJIOMIHBIH
0e3BOAHBIA, CyXWe  ApOXOKM, HAaTpus  KpaxMairiavkonasatr (tum  A)
MHUKPOKPUCTANTHYECKY IO LIEJUTION03Y .

3. Ilo Buewnemy Buay mnpenapar Kiamakca® jkeBaTenbHble TabGIeTKH
npeacTaBnsier coboi  Kpyrible TableTkM po30BOro 1iBeTa, HEOJHOPOJHOIO
OKpAaIlIMBaHMs, C pa3feIUTEIbHON JIMHUEN HA OJTHOM CTOPOHE.

Cpok rogHOCTH BETEpPUHAPHOIO Mpenapara - 3 rojia ¢ AaThl MPOM3BOACTBA.

Hewucnosnb30BaHHble MONOBUHKHM TabJeTOK AOJKHBI ObITh BO3BpallleHbl B
OIUCTEPHYIO YIAaKOBKY M UCIOJI30BaHEI B TeYeHHe 12 yacos.

3anpeluaercs NpUMEHATH Mpenapar nocjie HICTeYeHHs CPOKa rOAHOCTH.
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4. Knapakca® xeBatenbHble Tabnetku, 40 mr/10 mr u Knagakca® sxeBatenbHble
tabnetku, 200 mr/50 Mr pacdacoBanbl o 10 TabneTok B 6MCTEpHl, yTaKOBaHHbIE B
KapTOHHblEe Kopobku no 1 unu 10 wryk. Knanakca® xesatensHble Tabnetku, 400 Mr/
100 Mr pacdacoBasbl 1o 6 TabneTok B 611cTEPDI, yTaKOBaHHbIE B KAPTOHHbIE KOPOOKH
no 2 wnu 10 wryk.

Kaxxnas ynakoBka cHab)xeHa HHCTpYKLHEH N0 MPUMEHEHHUIO.

5. Ilpenmapar Knamakca® xeBaTenbHble TabGNEeTKM [OOJMKEH XPaHMTLCH B
3aKpbITOH yNaKoBKE MPOM3BOAMUTES, B 3aLLMILIEHHOM OT MPSMbIX COJHEYHbIX JIyUyeH
MeCTe, OTAeJbHO OT MUILEBLIX NPOAYKTOB U KOpMOB, Npu TeMnepartype ot 0 °C mo 25
°C.

6. [IpenapaT 1oykeH XpaHUTbCA B HEAOCTYTHOM /1 AeTeil MecTe.

7. Jlioboit Heucnosnb3oBaHHBIH Mpenapar AOMKeH ObITh YTHUIM3UPOBaH B
COOTBETCTBUH C TPeOOBaHUSAMHU 3aKOHOAATEbCTBA.

8. IIpenapar oTnyckaetcs 6e3 pelenrta BETEpUHAPHOrO Bpaya.

II. Papmakosoruyeckue CBOMCTBA

9. ®apmakoTepaneBTHUeCKas rpymnmna: NeHULUUIMHBI B KOMOUHALIUAX.

10. AMOKCHUMIUIMH — aKTUBHBbI HHrpeaueHT npenapata Knagakca®
KeBaTeJbHble TaOJIETKH — IONYCHHTETHYeCKHMH MEeHHUIM/UIMHOBBIA aHTHOHOTHK.
MexaHu3M ero aHTUOAKTEpUanbHOrO [JEWCTBUS 3aK/IIO4YaeTcsi B MOJaBICHUU
GYHKUMOHAIBHOH  aKTMBHOCTH  OakTepHalbHbIX ()EpMEHTOB  TpaHCMENTHIA3,
yYacTBYIOLIMX B CBfI3bIBAHHHM OCHOBHOIO KOMIIOHEHTA KJETOYHOHM CTEHKH
MHKpPOOPIraHHW3MOB - NENTUIONIMKaHa, YTO NPUBOAUT K rubenu 6akTrepui.

KnaBynaHoBasi KHC/OTa MHAKTUBUPYET NEHUMUWIJIMHA3Y MHUKPOOPraHHM3MOB,
PE3UCTEHTHBIX K MEHUMUMWUIMHY M, TakuM oOpa3oM, BOCCTaHaBJIMBAeT
YyBCTBUTEJbHOCTh OakTepuid K OaKkTEpULMIHOMY MAECHCTBUIO aMOKCHULMJUIMHA B
KOHLEHTPALMAX, KOTOPbIE JIETKO JAOCTUTAlOTCA B TKAHAX XMBOTHBIX IOC/IE MpHEMaA

npemnapara.
CoueraHHe aMOKCHUMJUIMHA C KJIaBYJJaHOBOW KHCJIOTOW 00JajaeTr LUIMPOKHUM
CIMEKTPOM aHTUOAKTEepUAILHOTO IeHcTBUSA MpPOTUB 00JIbLIMHCTBA

rpaMIiONIOKUTENILHBIX W TrpaMOTpULATeNbHBIX OakTepui, B TOM 4HCle TPOTHB
Staphylococcus spp. (Bkilouyas I1ITaMMbl, BblpabarbiBalole [-nakramasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus spp.,
Escherichia coli (Bxniovas wwtammsl, BbipabaTsiBatoliue [B-nakramasy), Salmonella
spp. (Bkmodas 1TamMMbl, BblpabarbiBaloliMe [-nakramasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

[locne nepopanbHOro mnpHeMa aMOKCHLUMJIJIMH M KJaByJaHOBas KHCJIOTa
XOpOILO BCAaChIBAIOTCH M3 JKENYyAOYHO-KULIEYHOTO TpaKTa M [POHMKAIOT B
OOJNIBLIMHCTBO OpraHOB M TKaHeit opraHu3Mma. TepaneBTHYECKHE KOHLEHTPaLHH
MOJAEPXKMBAIOTCS B TeyeHHe 12 4acoB. AKTHBHBIE BelllecTBa npenapara Knanakca®
)KeBaTe/lbHblEe TabJIeTKH MpaKTHYeCKU He MeTaboNHU3UPYIOTCS M BBIBOAATCS M3
OpraHM3Ma B OCHOBHOM C MOYOii, B MEHBLIEH CTENEHH C XKEJUBIO.



[o creneHy BO3A€HCTBHS HAa OPraHU3M IpenapaT OTHOCUTCS K MaJIOTOKCHUYHBIM
coeaunenusaMm (xtacc 4 no 'OCT 12.1.007-76).

[1I. Tlopsimok mpuMeHeHHUs

11. INpenapar Knanakca® xeBaTensHble TabneTKH NpUMEHSETCS IS JIeYEHHUS
MHGEKLMOHHbIX 3a00/ieBaHUN OaKTepHalbHOH 3THOJNIOTMH Y CO0aK M KOILEK, B TOM
yuche:

- KOXHble 3aboneBaHus (B TOM ducie MIyOOKas U IMOBEPXHOCTHas
MHOJEPMEI);

- MH(EKUHUH MOUYEBBIBOIALLMX My TEi;

- pecrnupaTopHble HHPEKLUH OaKTepUATIbHOM 3THOJIOTUH, 3aTpariBaloLLHe
BEPXHHUE U HUXKHUE JbIXaTeJIbHbIE My TH;

- 3HTEpUT OaKTepUaIbHON ITHONOTHH.

12. XXMBOTHBIM C TMOBBILMIEHHON YYBCTBHTENBHOCTBIO K [3-TaKTaMHBIM
aHTUOMOTMKAM TnpuMeHsTh mnpenapat Knamakca®  keBatensHele  TabieTku
3anpeulaercs. BBOoAMTH mpenapaT mnecyaHKaM, MOPCKHMM CBHHKaM, XOMSKaM,
KPOJMKaM U IIMHLIKIIJIAM HE CleyeT.

13. I'lpu pabore c ilekapcTBEHHBIM MpenaparoM HeobxoauMo cobaroaaTs obLue
npaBujia JUMYHOM TUTHEHbl W 0O€30macHOCTH MpU OOpalU€HHMH C BETEPHUHAPHBLIMH
npenaparami. [Ipu pabore ¢ lekapcTBEHHBIM NpenapaToM 3anpeLlaeTcs MUTh, KypUTh
¥ NpUHUMaTh nuury. [To okoHYaHHH paboTHI ¢ MpenapaToM ClIEAYeT BhIMBITh PYKH C
MBLIOM U BOJONMPOBOAHON BOAOM.

[Ipu nonagaHuu nekapcTBEHHOro Mpenapara Ha KOXYy M CJIM3UCThble 000J0UKH
MX HEOOXOIUMO MPOMBITh OOJILLUUM KOJIUYECTBOM BOJIBI.

Jltoau ¢ runepyyBCTBUTENILHOCTBIO K KOMIIOHEHTaM JIEKapCTBEHHOTIO Mpernapara
JOJKHbI M30eratb NpsAMOro KOHTakTa ¢ npenapatoM Krapnakca® jxeBarenbHbIe
TabseTki. B cinyyae BO3HMKHOBEHHMS QIepru4ecKoi peakuudd WM Cly4ainHoro
NMPOHMKHOBEHHUS JIEKADCTBEHHOrO IMpernapara B OpraHu3M uejgoBeka HeoOXOoaAHMO
o0paTUTbCS B MEOMUMHCKOE Yupex/JeHue (nmpu cede HMEeTb HWHCTPYKUHUIO [0
IPUMEHEHHIO U 3TUKETKY).

[Tycras ynakoBka jnexkapCTBEHHOIO npenapaTta XpaHUTCS B ClIELHAIbHOM MecTe
M YTHIM3UPYETCS BMeCTe C OBITOBBIMU OTXOJaMH.

14. JlonmyckaeTcsi mnpvMeHeHHe npenapara OEpeMEHHbIM U KOPMSLIUM
»KMBOTHBIM NOJ HabJI0leHeM BeTepUHAPHOro Bpaya.

15. JlekapcTBeHHbId mnpenapar BBoAMUTCA  nepopaibHo. Knamakca®
KeBaTesbHble TabIETKH HAl0T KOLIKaM U cobakaM C pyKH WM B CMECH C KOPMOM.
IIpveM nuuM He BAUsET HA GMOJOCTYTHOCTh AEHCTBYIOLMX BELLECTB Mpenapara.

IIlpenapar BBOAMTCS B pa3oBod no3e 12,5 Mr (rmo cymme AeHCTBYIOLLHX
BELEeCTB) Ha | Kr MacChl )KMBOTHOT'O 1BaX/Ibl B CYTKH.



Macca KonunuecTBo TabaeTok Ha 1 )KHBOTHOE
AKHUBOTHOTO (KT) JIBaXx1bl B 1€HD
Knapakca® Knanakca® Knangakca®
)KeBaTeJIbHbIE )XKeBaTeJbHbIE )KeBaTeJIbHbIE
TabNEeTKH, TabJIETKH, Ta0JIETKH,
40mr/10mr, wT. 200Mr/50mr, wit. | 400Mr/100Mr, wIT.
1-2 %) - -
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 1%
>80 - - 2

Ecau 6one3np TpyAHO moanaeTcs jeyeHHIo (pecnupaTopHble HHOEKLHH), 103y
npernapara cjielyeT YBeIU4UTh 10 25 MI/KI Beca )XUBOTHOTO J1BaXK[Ibl B I€Hb.

[IponomxuTensHOCTh Kypca Jie4eHUs NpenapaToM COCTaBseT S-7 QHEH.

[Tpu xpoHunyeckux unu pedpakTepHbix 3a60aeBaHUAX, OCOOEHHO NpHU r1yOOKO#H
MHOJEPMHH y cObaK, Kypc JieueHUs] MOXKeT AnuThes 10-28 nHei.

16. Ilpu npuMeHeHuH npenapara B COOTBETCTBHHM C MHCTpYKLHeH MOOOYHBIE
JEeHCTBUS M OCJIOXKHEHUS 00bIYHO He HabmtoaatoTes.

B cnyyae anneprudyeckux peaklUuil MpUMeHEHHe Mpernapara Mnpekpauaercs, u
Ha3HA4alOTCS AHTUTMCTAMUHHBIE WJIM APYyTHe CUMIITOMAaTHYECKHUE Mpenaparshl.

17. CumnToMsl, Hab01aeMble PH NepeI03UPOBKE, HEU3BECTHBI.

18. OpHOBpeMeHHOe NpHUMEHeHHe Mpenapara ¢ OaKTepUOCTAaTHYECKHUMH
AHTUOMOTHKAMH HEe PEKOMEHAYETCH.

19. Cneuucduryeckux HeOIaronpHATHBIX Cily4aeB, CBA3aHHBIX C AEHCTBHEM
npenapara HpU €ro MepBOM NPUMEHEHUH WM INpEKpauleHUM NpPUMEHEHHs He
HabJIr01a10Ch.

20. I'padux nmpuMeHeHUs Mpenapara He OOMKEH HapyllaTbCs, TaK KakK 3TO
MOXeT CHHU3UTh €ro TepaneBTHYECKY10 3O HEKTUBHOCTb.

Ecnu BBeneHue n03bl MPONYLLUEHO, HEOOXOAUMO BBECTH €€ KaK MOXXHO CKOpee.
Jlanee xypc neyeHus: HEOOXOAUMO BO30OHOBHUTH B MpPENYCMOTPEHHBIX MHCTPYKLUEH
J03aX U CXeMe NPUMEHEHHUS.

21. Ilpenapar He mNpeAHa3HAYyeH MO MCIOJb3OBAHUA Yy MPOLYKTUBHBIX
YXUBOTHBIX W JIOLLIAJEH.

HaumeHnoBaHus u aapeca 1. «FOHukem Jlaboparopus
NPOU3BOJCTBEHHBIX MJIOLIATOK JIumuren»/«Unichem Laboratories
NPOU3BOAUTENS JIEKAPCTBEHHOTO Ltd.» (Unit 1) Bhatauli Kalan, Baddi,

Distt. Solan (H.P.) INDIA
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npenapara 11 BETepMHapHOTO 2. AO «KPKA, n.1., HoBo mecTo»

NpUMEHEHUS: /«KRKA, d.d., Novo mesto»
Smarjeska cesta 6, 8501 Novo mesto,
Slovenija

HaumeHnoBanue, agpec opranu3auud, OO0 «KPKA-PYC», 125212, r.

yIOJIHOMOYEHHOM Jiep)KaTeyneM Ud Mocksa, ['onoBuHCKOE 1OCCe, 10M 5,
BJajieJibLIeM pErHCTPaLlMOHHOTO kopmyc 1
yAOCTOBEpPEHHS JIEKAPCTBEHHOIO Ten.: + 7 (495) 981-10-95,

npenapaTa Ha NpUHATHE NpeTeH3uil oT  daxc: + 7 (495) 981-10-91
norpebuTens: P
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