MHCTPYKIINA
I10 BETCPHHAPHOMY IIPHMEHEHHIO 1IEKApCTBEHHOIO Npenapara
Knanakca® (Cladaxxa®™), »xeBaTe/ibHEIE TaOJETKH
(Opranusamus-paspabotunk: AO «KPKA, n.x1., Hoo mecto» /«KRKA, d.d., Novo
mestoy, Smarje§ka cesta 6, 8501 Novo mesto, Slovenija)

Homep perucTpardOHHOTO yA0CTOBEPEHU:
PK-BII-4-4649- 22(Kna,1ahca'“' skepartenbuble Tadaerku, 40 mr/10Mr).
PK-BI1-4-4650-22 (Knagakca®™, sxeBatenbHbie TabneTku, 200 mr/50mr).
PK-BII-4-4651-22 (Knamakca®, »xesarenpuple Tadaerki. 400 mr/100 mr)

I. O0mue cBenenus

1. HanMeHoBaHKe JIeKapCTBEHHOTO Mpenapara i BETEpUHApPHOro IPUMEHEHH:
Toprosoe HauMeHoBauue: Kinanakca®, sxesarensubie Tabnerku (Cladaxxa®™ chewable
tablets).

MexnyHaponHoe HEMaTEeHTOBAHHOE HAaUMEHOBAHMUE: aAMOKCULIWJLIIUH,

KJIaByJIaHOBas KHUCJIOTA.

2. JlexapcTBeHHas ¢opma: TabJIeTKU A [epOPaIILHOIO MIPUMEHEHH.

JlexapCTBEHHBIM IpemapaT COAEPXKHUT B KAayecTBE JACUCTBYIOIIMX BEIIECTB
AMOKCHIIWUTUH B popMe TPUTHIpATa U KIaByJaHOBYIO KUCIOTY B GOpME KilaByJaHaTa
KaJus.

JlexapCTBEHHBIN IpemapaT BBIIyCKalOT B TpeX mo3upoBkax: Kianakca®,

xeBaTenpHble Tabnerku, 40 mMr/10 mr c conepﬁ{aﬂucm AMOKCHITHITHHA 40 mMr u

KIaByIaHoBo# kuciaotsl 10 mr; Knanakca®, xkesarensusie tadinerku, 200 Mr/50 mr

¢ coxepkaHueM amokcuiumHa 200 M ¥ KIaBYJTaHOBOH KHCIOTHL 50 M

Knanakca®, xesarensHpie tabmerkn, 400 mr/ 100 Mr c coaepKaHueM

amokcumwiirHa 400 Mr um kimaBynmaHoBod kuciorel 100 mMr. B kadecrse

BCIIOMOTaTeIBHBIX BEIECTB mpemapar comepxut spurposud (E 127), creapar

MarHusi, 0€3BOJHBIN KOJUIOMIAHBIN KpEMHE3€eM, CyXUe IPOACKH, HATPUSI KpaxMall

TIIAKOMAT (TUI A) M MUKPOKPUCTAIUIMYECKYIO LENITIO03Y.

3. Tlo BuemHemy Buay mnpemapar Kiagakca®, jkeBaTenbHbIE TaOJIETKH

MIPEJCTABIIAET COOOM KPYTIbie TaOJNETKHA PO30BOrO I[BETA, MAPMOPUPOBAHHEIE, C

pa3geIuTENbHON TMHUEN HA OTHOM CTOPOHE.

Cpok TOJHOCTH BETEpPUHAPHOro Ipemapara - 2 roja ¢ Aarbkl MPOM3BOJICTBA.

Hewncrons30BaHHBIE IMOJIOBHHKM TabJIETOK HOMKHBI OBITH BO3BPAIEHBl B

OIUCTEPHYIO YIIAKOBKY M MCIIOJIB30BAHEI B TEUEHHUE 24 4acoB.

3anpeniaeTcs PUMEHATH NPEnapar mnocie UCTEUEHHs CpoKa TOZIHOCTH.

4. Knagakca®, xeBatenpusie Tadnerky, 40 Mr/10 mr n Kianakca®, xesartenbHbie

tabnetku, 200 Mr/50 mr pacdacoBansl mo 10 TabneTok B O/IMCTEpE! , YIIAKOBAHHEIE

B KapTOHHbIe KOpoOku mo 1, 2, 10 wim 50 mryk. Kragakca®, jkeBaTelbHBIE

tabnerky, 400 mr/ 100 Mr pacdacoBaHsl mo 6 TabeTOK B OJHCTEPH,

VIIaKOBAHHbIE B KapTOHHBIE KOpoOKu 1o 2, 10 wmu 50 mryk. Kaxkgad ymakoBka

cHaOXeHa WHCTPYKUHUEH MO MPUMEHEHHUIO.

5.TIpenapar Knanakca® , sxeBaTenbHble TabIeTKH JOJDKEH XPAHUTHCS B 3aKPHITON

YIIaKOBKE IIPOM3BOAMTENS, B 3alUIIEHHOM OT IpPSAMBIX COJIHEUHBIX JIy4eH,

OT/IENIFHO OT MUIIEBBIX MPOIYKTOB M KOpMOB 1pH Temueparype ot 0°C xo 25°C.

6. Ilpenapat DOJKEH XpaHUTHCSA B HETOCTYITHOM /IS IeTER MeCTe.

7. Jlrobo# HeWCNONB30BaHHEIM Ipemapar AOJKEH OBITh YTHWIM3MPOBaH B

COOTBETCTBUU C TPeOOBAHUSIMHU 3aKOHOAATEIHCTBA.

8. [Ipenapar oTmyckaercs 6€3 perenta BeTepUHAPHOTO Bpaya.

II. ®apmaxosornyeckue CBONCTBA
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9. dapMakoTepaneBTUYeCcKas rpymna: KOMOMHHPOBAHHBIA aHTHOAKTEPHAbHbIH
npenapar.

10. AMOKCHMIUITMH — AaKTUBHBEIM HHIPEIMCHT Ipemnapara Knanaxca®,
’KEBATEJIBHEIE TAOJIETKH — MOIYCHHTETHYECKUM TEHUIVUTHHOBEIA aHTHOUOTHK.
Mexanu3M aHTMOAKTEpUANBPHOTO HEHCTBUS aHTHOMOTUKA 3aKII0YaeTcs B
MONaBIeHAN (GYHKIMOHATHLHOM aKTHBHOCTH OaKTEpHUATBHBIX  (DEPMEHTOB
TPaHCIIENTHAA3, YYACTBYIOIMX B CBA3HIBAHUM OCHOBHOI'O KOMIIOHEHTa
KJIETOYHOM CTEHKM MHKPOOPTaHM3MOB - MNENTHUAOIIHKaHa, YTO MPHUBOOUT K
rubenu OakTepuil.

KnaBynaHoBas KHCJIOTa WHAKTUBUPYET IECHULMIIHHA3Y MHKPOOPraHU3MOB,
PE3UCTEHTHHIX K TMEHANWUIMHY H, TakuM 00pa3oM, BOCCTaHABIMBAET
YYBCTBUTEIBHOCTh OakTepril K OaKTepUIUIHOMY JCHCTBMIO aMOKCHIMIUIMHA B
KOHIIEHTPAIMAX, KOTOPHIE JTETKO JOCTUTAI0TCA B TKAHAX )KMBOTHBIX [IOCTIC IIpHEMa

mpemapara.
CoueTanre aMOKCHUIIMJIJIMHA C KJIaBYHaHOBOﬁ KHCJIOTOM obnagaer IMHPOKUM
CIICKTpOM aHTI/I6aKTepI/IaJ'IBHOFO JIEHCTBHA IIpOTHUB OONBIIMHCTBA

IPaMITONIOKUATENBHBIX U TPaMOTPULATENBHEIX OaKTEpHid, B TOM YHCIIE IPOTHB
Staphylococcus spp. (BKIOYas INTaMMBI, BbIpabaTsBatoIMe [-makramasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus
spp., Escherichia coli (BKiouas IITaMMbl, BhIpabaTpiBarolue [-laKkramasy),
Salmonella spp. (BKIIoYas IITaMMBI, BbIpa0aThIBalollue [-maKramasy),
Pasteurella spp., Klebsiella spp., Proteus spp., Fusobacterium necrophorum,
Campylobacter spp.

ITociie epopaTbHOrO MpHeMa aMOKCULIMIUIMH U KIaByJIaHOBas KUCIOTa XOPOLIO
BCACBIBAIOTCS U3 JKEIYIOYHO-KUIIECYHOTO TPAKTa U MPOHUKAIOT B OOJIBUIMHCTBO
OopraHoB M  TKaHeil  opraHmsma. TepaneBTHYECKHE  KOHLEHTPAIMH
NOJJEP)KUBAIOTCA B TedeHWe 12 dYacoB. AKTHBHBIE BCILICCTBAa Iperiapara
Knapmakca®, sxeBarenpHple TaGIETKH NPAKTUYECKH HE METAOOIM3HPYIOTCA |
BBIBOJATCS M3 OPraHH3Ma B OCHOBHOM ¢ MOYOM, B MEHBIIEH CTCIICHH C KCITYBIO.
ITo cremenu BO3AEHCTBHS Ha OPraHU3M IpenapaT OTHOCHTCS K MaJOTOKCUYIHBIM
coequnenusaMm (kiacc 4 mo I'OCT 12.1.007-76).

II1. TTopsimox IprUMEHEHHS

11. IIpenmapar Knamaxca®, sxeBaTenbHble TaGJIeTKH INPHMEHAETCA JUIS JICUCHUS
MHEKITMOHHBIX 3a00eBaHuil GaKTepHaNbHON STHOIOTHH y COOaK M KOIICK, B TOM
qucie:
- KO)KHBIE 3a0051€BaHms (B TOM YHCIIE TIYOOKYIO ¥ IOBEPXHOCTHYIO THOIEPMEI);

- HHQEKITNH MOUEBHIBOIAIIMX YTEH;

- pecnmpaTopHbie WHGEKIMH GaKTepUalbHON STHOJIOTUH, 3aTPAaruBaOIMe BEPXHUE U
HIDKHHUE JIBIXaTEeJIbHBIE Iy TH;

- SHTEPHUT OaKTepHATHHOMN STHOIOTUH.
12. YKMBOTHBIM C IOBBINIEHHOM YyBCTBUTENHHOCTHIO K -TaKTAMOBBIM aHTHOHOTHKAM
npuMenaTs npenapat Kinamakca®, esarenbHble TabNeTKU 3ampemaeTcs. BBoauTh
npenapar IecyaHkaM, MOPDCKHM CBHHKAaM, XOMsAKaM, KPOJHKaM M IIAHIIWIIAM HE
ClIemyeT.
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13. TIpu paGoTe ¢ JeKapCTBEHHBIM MpenapaToM HeoOX0IUMO COOMoaaTh obe
HpaBKia JTAYHON TUTHCHBl W 6€30MacHOCTY MpU OOpalleHUuM ¢ BETCPUHAPHBIMU
npenaparaMu. IIpu pabGoTe ¢ JI€KapCTBEHHBIM IIPENAPaTOM 3alpeIlacTcs MHTh,
KypUTh W NPUHUMATh munly. 110 okoHWaHMM paboTHl ¢ IpenmapaToM CcieayeT
BBIMBITH PYKH C MBIJIOM M BOZOIIPOBOIHOMN BOJOH.

IIpy momafaHuK JEKAPCTBEHHOTO MpenapaTa Ha KOXKY U CIU3UCTBIE 000IOUKH UX
HeOOXOAMMO  IIPOMBITH  OONIBIMMM  KOJAMYECTBOM  BoAbl. Jliomum ¢
THIEPYYBCTBUTEIBHOCTHIO K KOMIIOHEHTAM JIEKAPCTBEHHOIO Mpenapara JOKHBI
u36eraTh IPIMOTo KOHTakTa ¢ Ipenaparom Kiasaxca®, xxeBaTellbHbIE TaONETKH.
B ciayuae BO3HHKHOBEHHS aJUISPTHUECKOM peakIMM WIH  CIy4aidHOro
IIPOHMKHOBEHMS JIEKAPCTBEHHOrO MperapaTa B OPraHu3M YeJoBeKa HEOOXOIUMO
00paTuThCd B MEIMIIMHCKOE ydpexieHue (mpu cebe MMETh MHCTPYKIHIO IO
NIPUMEHEHUIO U STUKETKY).

[Tycras ynmakoBKa JeKapCTBEHHOTO IIperapaTa XpaHUTCS B CIICITHAIBHOM MECTe U
YTHIH3HPYETCS BMECTE ¢ OBITOBBIMH OTXOJJAMH.

14. JlonyckaeTcs MpUMEHEHUE TipenapaTa 0€peMEHHBIM M KOPMSIIHM JKABOTHBIM
o1 HabTI0A€HUEM BETEPUHAPHOTO Bpaya.

15. JlekapcTBEHHBIM Mpemapar BBOAUTCA NepopanbHo. Kiamakca®™, seBaTeIbHBIC
TaGNETKU JAIOT KOIIKaM K cobakaM ¢ PyKH WIH B CMecH ¢ KopMoM. IIprem muiu
He BJIMsieT Ha OMOAOCTYITHOCTH aKTHUBHBIX KOMIIOHEHTOB IIperapara.

I[Ipenapar BBOAWUTCA B pasoBoi o3¢ 12,5 Mr (110 cymMMe AEHCTBYIOLIMX BEIIECTB)
Ha | KT Macchl )KUBOTHOTO IBaXK/bl B CYTKH.

®

Macca )KUBOTHOTO KonnuecTBo TabjieToK Ha 1 )KUBOTHOE

(xr) JIBaXk Bl B ICHB
Knanaxca®, Knanakca®, Kramakca®,
»KeBaTeIbHEIC ’KeBaTeJIbHBIE JKEeBATEILHEIC
TaONETKH, TabIeTKH, TabJIETKH,
40mr/10mr, mT. 200Mr/50Mmr, mT. 400Mmr/100mr, mT.

1-2 Vo - -

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

Ecnu GonesHb TPYAHO IOMNASTCS JICUSHHIO (pecIMpaToOpHble NHPEKIUK), 103y

npenapara CleayeT YBEIHUUUTh O 25 MI/KI Beca JKMBOTHOI'O IBaXIbl B JICHb.
IIpogo/KUTENLHOCTh Kypca JIEUCHHs MpermaparoM cocTapigeT 5-7 e, Ilpu
XPOHHYECKHMX MM pePpaKkTepHbIX 3a00JeBaHUAK, OCOOEHHO ITPH ITTy0O0KOM MHOACpMUN
y cobak, Kypc JeueHus MoxeT JuiuThes 10-28 muei.

16. TIpy OpHMEHEHWH IIpenapara B COOTBETCTBHU ¢ MHCTPYKIMEH IOOOYHEIE

JEeMCTBUS M OCIIOKHEHUS OOBYHO He HalmonaroTcd. B cirydae amneprudeckux

peaknuii ~ TpUMEHEHHEe  Mpemapara  IpeKpainaercs, W Ha3Ha4daloTCA

AHTUTUCTAMHUHHBIE WX JPYTHE CUMITOMATAYECKUC TIPENapaThl.

17. CuMIITOMBI, HaOIIOAaEMEIE IIPH MTEPEI03UPOBKE, HEH il
NOY
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18. OpHOBpeMeHHOe TIpUMEHEHHE Ipenapara C OaKTepHOCTATHYCCKUMU
aHTUOMOTHKAMH HE PEKOMEHAYETCS.

19. Crnenuduueckux HeONAronpUsATHBIX CIy4acB, CBS3aHHBEIX C IEHCTBHEM
npenapara Ipyu €ro MEepPBOM IPUMEHEHUM WIIU IPEKPAIlCHUH NPUMEHEHHS HE
Ha0JII01aJI0Ch.

20. I'padux npuMeHeHUS Ipenapara He JO/DKEH HapyLIaThes, TaK Kak 3TO MOXKET
CHU3UTH €ro TepameBTHYECKYI0 3¢¢deKTUBHOCTb. Eciu BBeleHHE O3B
MPOIYIIEHO, HEOOXOIMMO BBECTH €€ KaK MOXHO ckopee. Jlanee Kype Je4eHus
HE0OXOAMMO BO300HOBUTH B IIPEIYCMOTPEHHBIX MHCTPYKIUEH T03aX M CXEME
[IPUMEHEHUS.

2]. Ilpenapat He IpeAHAa3HAYEH JIS UCIIOIB30BAaHUA Y IIPOAYKTUBHEIX XKHBOTHBIX

U JIOIAaJieii.

HawnmenoBanus u agpeca
IIPOU3BOICTBEHHBIX ILTOMIA 0K
IIPOU3BOJUTEIS JIEKAPCTBEHHOTO
IIpenapara Ajisl BETe€pUHAPHOIO

1. «fOnukem JlaGopaTopus
JIumuten»/«Unichem Laboratories Ltd.
», Village- Bhatauli Kalan, Baddi-
173205 (Himachal Pradesh), India

MPUMEHEHUS:
2. AO «KPKA, n.1., HoBo mecTo»
/«KRKA, d.d., Novo mesto»
§marje§ka cesta 6, 8501 Novo mesto,
Slovenija

IMpencraButenscTBO Pupmel «<KKPKA» B
Kaszaxcrane, 050059, r. Anmarsl,
busnec-nientp Hypmast Tay, yin.Ans-
dapabu 5/1, cexuus 1b, 2-1 3Tax.

HaumeHnoBaHue, afpec opraHu3aIiuy,
YIIOTHOMOYEHHO# Jiep)KaTeneM Wi
BIIAJIENbIEM PETUCTPAIIHOHHOTO
YJIOCTOBEpEHMS JIEKAPCTBEHHOTO
npenapaTa Ha MPUHATHAE IPETECH3UMA OT
nOTpeOuTeNs:




