NMHCTPYKIUA
10 BETEpUHAPHOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO TIperapaTa
Knanakca® (Cladaxxa®), sxesaresbHble TaOIETKH
(Opranuzanusa-paspadorunk: AO «KPKA, 1.1., HoBo mecto» /«KRKA, d.d., Novo

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

Howmep perucTpanioHHOTO yI0CTOBEPEHUSI:
PK-BI1-4-4649-22(Knanakca®, sxeBarenbHble TaOmeTku, 40 mr/10mr),
PK-BII-4-4650-22 (Knanakca®, sxeBarenbHble Ta0metku, 200 mr/50Mr),
PK-BI1-4-4651-22 (Knanakca®, sxeBaTenapuble Tabmetku, 400 mr/100 mr)

|. OOmme cBeneHus

1. HaumeHoBaHue 1IeKapCTBEHHOTO MIpenapara il BETEpUHAPHOTO IPUMEHEHUS:
Toprosoe HanmeHoBanue: Knanakca®, sxesarenpunie Tadnetkn (Cladaxxa® chewable
tablets).

MexayHapoiHoe HEMaTEHTOBAHHOE HauMEHOBaHUE: AMOKCHIIUJIIINH,

KJIABYJIAaHOBasl KUCIIOTA.

2. JlexkapcTBeHHas popma: TaOJIETKH JIJIsl IEPOPATILHOTO IPUMEHEHHUS.

JlekapCTBEHHBIN TMIpenapar COAEPKUT B KAyeCTBE JACHCTBYIOIIUX BEIIECTB
aAMOKCHIIWJLTUH B (hOpMe TPUTHIpaTa U KJIaBYJAHOBYIO KUCIIOTY B (hopMe KIIaByIaHaTa
KaJusl.

JleKkapcTBEHHBIM IIpemapar BBHIIYCKAlOT B Tpex H03upoBKax: Kiamakca®,

xeBatenbHble Ta0aeTkH, 40 Mr/10 Mr ¢ comepikanueM amoKcUIlmLInHa 40 Mr U

KJIABYJIAaHOBOM KUCJIOTHI 10 Mmr; Knanakca®, sxeBatenpuble Tabnetku, 200 Mr/50 mr

¢ coxepkanueM amokcunwimHa 200 Mr M KJIaByJaHOBOM KuCIOTBHI 50 Mr;

Knanakca®, xesarenbHbie Tabnerku, 400 mr/ 100 Mr c¢ cojepskaHueMm

amokcuniinaa 400 mr um kinaBysnaHoBoM kuciotrel 100 mr. B kauectBe

BCIIOMOTaTeNIbHBIX BEUIECTB Mpenapar coaepkut 3putpo3un (E 127), creapar

Marausi, 6€3BOJHBIN KOJUIOMAHBIA KPEMHE3EM, CyXUe JAPOXIKU, HATPUS Kpaxmal

TJIMKOJIAT (TUIT A) M MUKPOKPUCTAJUIMYECKYIO LIEIJUTION03Y.

3. Ilo BHemmnemy Buay mnpenapat Krnamakca® KeBaTenbHblE TaOIETKH

NPEeJCTaBIsET COOOM Kpyruible TabJIeTKH PO30BOrO L[BETA, MAPMOPHUPOBAHHbIE, C

pa3aeIUTENIbHON JIMHUEN HA OJTHOM CTOPOHE.

Cpok rogHOCTH BETEpUHAPHOIO Mpemnapara - 2 roja C JAaThl NPOU3BOJCTBA.

Heucnons3oBaHHBIE TOJOBUHKH TaOJETOK JOJKHBI OBITh BO3BpAIECHBI B

OJIMCTEPHYIO YIIAKOBKY U UCIOJB30BaHbI B TeUeHUE 24 4acoB.

3anpeniaeTcsi IPUMEHSATH Mpenapat nocie UCTeUeHUs CpoKa rOAHOCTH.

4. Knanakca®, xxeBatenpHble Tabnerku, 40 mr/10 mr u Knanakca®, xeBarenbHble

tabneTku, 200 mr/50 mr pachacosansl o 10 TabneTox B O1auCTEPH! , yTAKOBAHHBIE

B KapTOHHBIE KOpoOKM mo 1, 2, 10 wim 50 wmryk. Kinagakca®, sxeBarenbHbie

tabnetku, 400 mr/ 100 mr pachacoBanbl o 6 TaOIETOK B OJIMCTEPHI, YIIAKOBAHHbBIE

B KapToHHble KOpoOku mo 2, 10 mnm 50 mtyk. Kaxnas ymakoBka cHaOxeHa

WHCTPYKIIMEH 110 TPUMEHEHHUIO.

5. Ilpenapar Knagakca®, xeBarenbHble TaOJIETKU TOJDKEH XPAHUTBLCS B 3aKPHITOM

YIaKOBKE MPOU3BOJUTENS, B 3aAlIMIIEHHOM OT MPSMBIX COJHEYHBIX JydYeil,

OTJENIBHO OT MUILIEBBIX MPOIYKTOB U KOPMOB mpu Temmeparype ot 0°C o 25°C.

6. [Ipemapat H0KEH XPaHUTHCS B HEJIOCTYITHOM JIJIS IETeH MecTe.

7. JlroOboi HEUCHoJIb30BaHHBIA TIpernapaT AOJDKEH ObITh YTHJIM3UPOBAH B

COOTBETCTBUU C TPeOOBAaHUSIMHU 3aKOHOAATENHCTBA.

8. IIpenapar otmyckaercs 0e3 perenTa BETepHHAPHOTO Bpaya.



Il. ®apmakonornyeckrue cBOMCTBA

9. ®apmakoTepaneBTHYECKas TPyIna: KOMOMHUPOBAHHBIN aHTHOAKTEpHATbHBIN
npernapar.

10. AMOKCHIMIUIMH — aKTUBHBIM MHIPeIueHT npenapara Kiagakca®,
KeBaTeJIbHbIE TA0JIETKU — IMOJyCUHTETUYECKUI MEHULIMIIMHOBBIN aHTHOUOTHK.
MexaHu3sM aHTUOAKTEpUAIBHOIO JEUCTBUS AaHTUOMOTHKA 3aKJIIOYaeTcs B
NOJIaBJIeHUN (YHKIMOHAJIBHOM AaKTUBHOCTH OaKTepualdbHBIX (EPMEHTOB
TPAaHCHENTH]a3, YYAaCTBYIOIIMX B CBA3BIBAHUUM OCHOBHOIO KOMIIOHEHTa
KJIETOYHON CTEHKM MMKpPOOPTaHU3MOB - MENTUAOINIMKAaHA, YTO NPUBOIUT K
rudenu 0akTepHil.

KnaBynaHoBas KucClOTa WHAaKTUBUPYET MEHULMIUIMHA3Y MHKPOOPraHU3MOB,
PE3UCTEHTHBIX K TMEHUIWUIMHY U, TakuM o00pa3oM, BOCCTaHABJIMBAET
YYBCTBUTEJIBHOCTh OaKTepuil K OaKTepULUIHOMY JIEUCTBHIO aMOKCULIMJUIMHA B
KOHIEHTPALUIX, KOTOPBIE JIETKO JOCTUTAI0TCS B TKAHSIX )KUBOTHBIX MIOCJIE PUEMa

rperapara.
CoderaHrne aMOKCHUIIWJUIMHA C KJIaBYJAHOBOW KHUCIOTOM 00NazaeT IIHPOKUM
CIIEKTPOM aHTUOAKTEPHUAIBHOTO JIEUCTBHS MPOTHUB OONBIINHCTBA

TPaMIIOJIOKUTEIBHBIX U TPAaMOTPHUIIATENIBHBIX OaKTEpHii, B TOM YHUCJE MPOTHUB
Staphylococcus spp. (Bkirouasi mTaMMbl, BbIpaOaThIBarolue [3-i1akTamasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus
spp., Escherichia coli (Bkmrowast mramMMmbl, BeIpaOaThIBaroIIue [3-Iakramasy),
Salmonella spp. (Bxirouas mTaMMbl, BbIpaOaThIBaOIIUME [-laKTamasy),
Pasteurella spp., Klebsiella spp., Proteus spp., Fusobacterium necrophorum,
Campylobacter spp.

[Tocne nepopalibHOTO TpUEMa aMOKCUILIMJUIMH U KJIABYJIAHOBAsI KUCIOTA XOPOIIIO
BCACBHIBAIOTCS U3 JKETYJIOYHO-KUIIEYHOTO TPaKTa U MPOHUKAIOT B OOJBIIMHCTBO
OpPraHoB M  TKaHeW  opraHu3ma. TepaneBTHYECKHME  KOHILIEHTpalWH
MOJACPKUBAIOTCSI B Te4YeHUWE 12 4YacoB. AKTHUBHBIE BEIIECTBA Ipenapara
Knagakca®, sxeBaTenbHble TaOIETKM HPAKTHYECKM HE METabONU3MPYIOTCA W
BBIBOJISITCSL U3 OPraHU3Ma B OCHOBHOM C MOYOM, B MEHBIIEH CTENIEHHU C KETUbIO.
ITo cTenenun BO3IEMCTBHUS HA OpPraHU3M IpenapaT OTHOCUTCA K MaJOTOKCUYHBIM
coequrenusMm (kinacc 4 mo 'OCT 12.1.007-76).

I11. Tlopsimok mpuMeHeHUs]

11. TIpemapar Krnamakca®, xeBaTenbHble TaONETKM NPUMEHSETCS JUIA JICYEHUS
UH(PEKIMOHHBIX 3a00JIeBaHUIl OAKTEPUAIBHOM 3THOJIOTUU y COOAK U KOIIEK, B TOM
quCIIe:
- KO>KHbIE 3a00JIeBaHU (B TOM YHUCIIE ITyOOKYIO U TOBEPXHOCTHYIO TUO/IEPMBI);

- UH(pEKIMN MOYEBBIBOIAIIUX MTyTEH;

- pecnupaTopHble MHPEKINHU OaKTepUalbHONW STHUOJIOTUH, 3aTparuBalollie BEpXHHUE U
HIDKHUE [IbIXaTEIIbHbIC Ty TH;

- DHTEPUT OAKTEPUATBHOIN STHOJIOTHH.
12. )KMBOTHBIM C NOBBIIIEHHON YyBCTBUTEIBHOCTBIO K 3-IaKTAMOBBIM aHTHOMOTHKAM
npuMeHaTh npenapar Knamakca®, keBaTenbHble TaOJIETKH 3ampernaercs. BBoauTh



npenapar NnecyaHkaM, MOPCKMM CBUHKaM, XOMsKaM, KpOJIMKaM M IIMHIIWILJIAM HE

CIeIyeT.
13. IIpu paboTe ¢ AeKapCTBEHHBIM MpenapaToM HEOOXOIUMO COOJI0IaTh 00IIIHe
IpaBWIa JUYHOM TMTHEHBl U 0€30MacHOCTH MPHU OOpallleHuU ¢ BETEpUHAPHBIMU
npenapatamu. [Ipu paboTe ¢ JeKapCTBEHHBIM MPENAapaToOM 3alpellaeTcsl MUTh,
KypUTh W NpUHUMATh muily. [lo okoH4aHuum pabOTHl C MpenapaToM CIeIyeT
BBIMBITh PYKH C MBIJIOM U BOJIOITPOBOJTHOW BOJIOM.
[Tpu nonagaHuu JTEKapCTBEHHOTO MperapaTa Ha KOKY M CIM3UCThIE 000JIOUKH HX
HEOOXOJIMMO  TPOMBITH  OOJNBIIMM  KOJIWYECTBOM  Boabl. Jliomuw ¢
TUIEPYYBCTBUTEIILHOCTHIO K KOMIIOHEHTaM JIEKapCTBEHHOTO perapaTa JOJKHbBI
n30eraTh IPAMOro KOHTaKTa ¢ mpenapaToM Kiamakca®, sxeBarenbHble TaOIETKHY.
B cnydae BO3HMKHOBEHMS QJUIEPTMYECKOM pEaKUUMM WIM  CIy4alHOIo
MPOHUKHOBEHHUSI JICKAPCTBEHHOTO TperapaTa B OpraHU3M 4eJoBeKa HEOOXOIMMO
o0paTUThCS B MEOUIIMHCKOE YyupekaeHue (mpu cede MMEeTh HMHCTPYKIHIO IO
IPUMEHEHHIO U TUKETKY ).
[Tycrast ynmakoBKa JIeKapCTBEHHOTO IpernaparTa XpaHUuTCs B CIICIIUATLHOM MECTe U
YTHIIU3UPYETCS] BMECTE C OBITOBBIMU OTXOJIAMHU.
14. JlonmyckaeTcsi npuMeHeHue npenapata 0epeMEHHbIM U KOPMSILIUM KUBOTHBIM
10J1 Ha0JII0/IEHHEM BETEPUHAPHOI0 Bpaya.
15. JlexapcTBEHHBIN IIpenapaT BBOAMTCS IepopaibHo. Kiamnakca®, sxeBaTenbHbIe
Ta0JIETKH JJAIOT KOLIKaM U cobaKkaM C pyKd WIH B cMecH ¢ KopmoM. [Ipuem numm
HE BJIMSIET Ha OMOJIOCTYITHOCTh AKTUBHBIX KOMIIOHEHTOB Npenapara.
[Ipenapat BBOaUTCA B pa3oBoi f03e 12,5 mr (1o cymMme JelCTBYIONIUX BEUIECTB)
Ha | Kr Macchl )KUBOTHOTO JIBaX/Ibl B CYTKH.

Macca ’XKHBOTHOTO KonunuectBo TabsieTok Ha 1 ;KUBOTHOE

(xr) JIBaX</1bI B JIEHD
Krnamakca®, Krnamakca®, Knanakca®,
JKeBaTEIbHbBIE JKeBaTEJIbHbBIE YKeBaTeIbHbIE
TaOIETKH, TaOIETKH, TaOIETKH,
40mr/10mr, mT. 200mr/50Mr, 1mT. 400mr/100Mr, 1mT.

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 Gone3ns TpynHO MojaiaeTcs JIeYeHHUIO (PEeCUpaTOpHble WH(MEKIUN), 103y

npenapara clielyeT YBEIUUUTh J10 25 MI/KT Beca >KMBOTHOTO JABAXbI B JICHb.
[IpoIOMKUTENBHOCTh Kypca JIEYECHMs NpernapaTroM coctaBiser S-7 nHed. Ilpum
XPOHUYECKUX WIH PePPAKTEPHBIX 3a00JIEBaHUIX, OCOOCHHO MPH TITyO0KOM MUOAEPMUN
y cobak, Kypc JedeHus MoxeT Jumuthest 10-28 nHei.

16. [Ipn mpuMmeHeHUM Mpenapara B COOTBETCTBUU C MHCTPYKIHEH MOOOYHBIE

NEUCTBUSL M OCIIOKHEHHsI OOBIYHO HEe HaOmromaroTcs. B ciyuae amneprudeckux



peakuuii ~ NpUMEHEHuEe  Ipemapara  [peKpaljaercs, MW  Ha3HaydawTcs
AQHTUTMCTaMUHHBIE WIN APYTUE CUMIITOMATUYECKUE MTPernapaThl.

17. Cumntombl, HaGJtO1aeMble IPU NIEPEIO3UPOBKE, HEU3BECTHBI.

18. OpmnoBpeMeHHOE TMpPHMEHEHHE Tpernapara ¢ OaKTepHOCTAaTHYECKUMHU
aHTHOMOTHKAMU HE PEKOMEH]TyETCSl.

19. Crnenuduueckux HeOIAronpusATHBIX CIy4yaeB, CBA3AHHBIX C JEHCTBUEM
npernapara Mpy €ro MnepBoM MPUMEHEHUH WM MPEKpallleHUd NPUMEHEHUs He
HaOII04AI0Ch.

20. I'paduk nmpuMeHeHus mpenapara He 10JDKEH HapyLaThCsl, TaK KaK 3TO MOXKET
CHM3UTh €ro TepaneBTUYecKylo 3¢¢dekTuBHoCTb. Ecinm BBeneHHe 03Bl
IPOIYIIEHO, HEOOXOIMMO BBECTH €€ KaK MOXXHO ckopee. Jlainee Kypc jedeHus
HEO0OXO0JIMMO BO300HOBHUTH B MPEAYCMOTPEHHBIX MHCTPYKIHMEH H03aX M CXEMeE
IPUMEHEHHUS.

21. [lpenapar He MpeIHA3HAYEH ISl HCIIOJIb30BaHUS Y TIPOTyKTUBHBIX JKUBOTHBIX

U JIOIIAJIEH.

HaumenoBanus u agpeca
MIPOU3BOICTBEHHBIX TIIOIMIAIOK
MIPOU3BOIUTENS JIEKAPCTBEHHOTO
npenapara Jjisi BeTepHHApHOTO
MIPUMEHEHUS:

HaunmMeHnoBanue, afpec opraHusanu,
YIOJIHOMOUYEHHOH JepKaTeneM Wil
BJIA/IEJbIIEM PETUCTPALIMOHHOTO
yJIOCTOBEPEHUSI JIEKAPCTBEHHOTO
mpernapara Ha MPUHITHE TPETEH3UH OT
NMOTpeOUTENA:

1. «¥Onukem Jlabopatopus
JInmureny/«Unichem Laboratories Ltd.
», Village- Bhatauli Kalan, Baddi-
173205 (Himachal Pradesh), India

2. AO «KPKA, n.1., HoBo mecTo»
/«KRKA, d.d., Novo mesto»
gmarjeéka cesta 6, 8501 Novo mesto,
Slovenija

[TpencraBurensctBo Gupmbl «KKPKA» B
Kazaxcrane, 050059, r. Anmarsl,
busnec-uentp Hypuel Tay, yn.Anb-
®dapabu 5/1, cexuus 1b, 2-i rTax.



