COI''TACOBAHO
3amectutenb PykoBoaurens
Poccenbxo3naazopa

K.A. CaBeHKOB
14 wrosst 2025 r.

MHCTPYKLUA
II0 BETEPHHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpenapaTa
Knamakca® sxeBarenbpHbIC TAOJSTKH

(opranmzanusa-paspadorunk: AO «KPKA, a.1., HoBo Mmectow, IlIMaprerika mecra 6,
8501 HoBo mecto, Ciiosenus / «KRKA, d.d., Novo mestoy,
Smarjeska cesta 6, 8501 Novo mesto, Slovenia)

Howmep peructparmonnoro yaocrosepenus: 705-3-14.23-5023Nel1IBU-3-14.23/05984

|. O6mue cBeneHus

1. ToproBoe HauMMEHOBAaHHE JICKAPCTBEHHOTO Tpemnapara Jjisi BETepUHAPHOIO
npumenenus: Knanakca® sxesarensusie Tabnerku (Cladaxxa® chewable tablets).

['pynmupoBoyHOE HAMMEHOBAHUE: AMOKCHUIIMJUTMH + KJIaBYJIAaHOBAsI KUCJIOTA.

2. JlekapcTBeHHast ppopMa: TaONETKH AJIs IEPOPATBLHOTO MPUMEHEHUS.

JlekapCTBEHHBI TpENapar COACPKUT B KAUYECTBE JCHCTBYIOIIMX BEIICCTB
aMOKCULIMJUIMH B (pOpME TPUTHAPATA U KJIABYJIAHOBYIO KMCIOTY B pOpMeE KJIaByJIaHATa
KaJIHsl.

JlekapcTBEHHBIM Mpemapar BBIIYCKAIOT B Tpex mo3upoBkax: Kiamakca®
xeBatenbhble Tabnetku, 40 mr + 10 mr ¢ comepxkannem amokcuImuinHa 40 Mr u
KaBysnaHoBoi kucaotsl 10 mr; Knanakca® sxepatensnsie Tabnerku, 200 mr + 50 Mr ¢
coaepkanrueM aMmokcuimiuinHa 200 Mr ¥ KJaByJIaHOBOM KUCIOTHI S0 wmr; Knamgakca®
)keBatenbHbIe Ta0neTku, 400 mr + 100 mMr ¢ coaepxkanremM amokcuminHa 400 Mr u
KJ1aByJIaHOBOM kucioThl 100 mr. B kadecTBe BCIOMOTaTeNbHBIX BELIECTB IMpenapar
conepxkut 3putpo3un (E 127), creapar marausi, KpeMHHUS JUOKCHU]I KOJJTOWIHBIN
O€3BOAHBIN, CyXH€ JPOXKH, HATpUid  KpaxMainraukoiasat (tun  A) u
MHUKPOKPHUCTAJUTMYECKYIO LEJUTIONI03Y.

3.Ilo BHemmnemy Bumy npemapar Kiagakca® sxepaTenbHble TabIETKH
NpeAcTaBiIsgeT COOOM Kpyrible TaOJETKH pO30BOTO IIBE€Ta, HEOJHOPOIHOTO
OKpalllUBaHMUs, C Pa3JACIIUTEIbHON JIMHUENH HA OTHOU CTOPOHE.

Cpox roJJTHOCTH BETEPUHAPHOTIO Mpenapara — 3 rojia ¢ AaThbl IPOU3BOCTBA.

Hewucnonb3oBaHHbIC TMOJOBUHKKA TaOJETOK JOJKHBI OBITH BO3BpAIllCHHI B
OJIMCTEPHYIO YITAKOBKY U MCIOJIb30BaHbl B TeueHue 12 yacos.

He npuMeHsITh 0 UCTEUEHUH CPOKa TOJHOCTH.

4. Knamakca® xepatenbHple Tabnetku, 40mr+10mr wu  Krmamakca®
xeBaTenbHble Tabnetku, 200 mr + 50 Mr pacdacoBansl o 10 TabneTok B GiucTepHl,
YIIAaKOBAHHBIE B KapTOHHbIE KOpoOku 1o 1 mmm 10 mryk. Kmamakca® »xeBarenbHble



tabnetku, 400 mr + 100 Mr pacdacoBaHsbl 110 6 TaOJIETOK B OJUCTEPHI, YIITAKOBAHHBIC B
KapTOHHBIE KOpoOku 1o 2 i 10 mryk.

Kaxxnas ynakoBka cHa0Ke€Ha HHCTPYKLMEN IO MPUMEHEHUIO.

5. XpaHHTb B 3aKPBITON YIIaKOBKE MPOU3BOAUTENS, B 3AIIUIIEHHOM OT MPSMBIX
COJTHEUHBIX JIydeld MecTe, OTACNbHO OT MHUIIEBBIX MPOAYKTOB M KOPMOB, NpHU
temneparype ot 0 °C go 25 °C.

6. XpaHuTh B HEJIOCTYIIHOM JIJIs IETEH MeCTe.

7. JIt000i1 HEUCHoJIb30BaHHBIM Tpernapar JOJDKEH ObITh YTHWIM3UPOBAH B
COOTBETCTBHUM C TPEOOBAHUSIMHU 3aKOHOIATEIHCTBA.

8. OTnycKaroT Mo peLenty.

Il. ®apmakonoruyeckrue CBOMCTBA

9. ®apmakoTepaneBTHUECKas TPyIIa: MEHUIUUTMHBI B KOMOWHAIIHSIX.

10. AMOKCHIIMIIZIMH — AaKTUBHBIA MHTPENMEHT mpenapara Knamakca®
JKeBaTeIbHbIE TaOJETKHM — TMOJYCUHTETUYECKUN NEHUIUIIIMHOBBIA aHTUOMOTHK.
MexaHu3M €ro aHTUOAKTepUaIbHOIO JCHCTBUSA 3aKIIOYAaETCd B IOJABJICHHUU
(YyHKIHMOHAIBHOM  aKTUBHOCTH  OakTepuajbHbIX (EPMEHTOB  TPAHCIENTHU[A3,
YY4aCTBYIOIIMX B CBS3bIBAHUM OCHOBHOIO KOMIIOHEHTA KJIETOYHOM CTEHKH
MUKPOOPraHU3MOB — MENTUAOTIMKAHA, YTO MIPUBOJUT K THOEIN OaKTepUil.

KnaBynaHoBasi KHCIIOTa MHAKTUBUPYET MEHULMIMHA3Y MHUKPOOPTaHU3MOB,
PE3UCTEHTHBIX K  TEHUNWUIMHY MW, TakuM o0pa3oM, BOCCTaHABIIMBACT
YyBCTBUTEIBHOCTh OakTepuil K OaKTEpUIIMTHOMY JEHCTBUIO AMOKCHUIIMIIMHA B
KOHIICHTPAIUAX, KOTOPBIE JIETKO JOCTUTAIOTCS B TKAHSIX YKUBOTHBIX IOCIE MpUEMa
npemnapara.

CoueTanne aMOKCHUIIMJUTMHA C KJIABYJAHOBOW KHUCIOTOW 00JIalaeT MIUPOKUM
CIIEKTPOM aHTHUOAKTEPHAIBHOTO NENUCTBUS MIPOTUB OOJBIITMHCTBA
IPAMIIOJIOKUTEIBHBIX W TPaMOTPUIIATEIbHBIX OakTepuid, B TOM 4YHCIIE MPOTUB
Staphylococcus spp. (Bkirouass IITaMMBbI, BbIpa0aThIBarOIIUME [-TaKTamasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus spp.,
Escherichia coli (Bxmouast mrammebl, BelpabateiBaromue [-imakramasy), Salmonella
Spp. (Bkirowas mITaMMBI, BbIpaOaThiBaronme [-iakramasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

[locne mnepopaiabHOro MpuUeMa AaMOKCHUIWJUIMH W KJaByJIaHOBasg KHCIIOTa
XOpOILIO BCACHIBAIOTCA W3 JKEIYJOYHO-KUIIEYHOTO TpakTa W MPOHUKAIOT B
OONBIIMHCTBO OPraHOB M TKaHEH opraHu3Mma. TepaneBTUYECKHE KOHIICHTPAIUU
IOIEP;KUBAIOTCA B TedeHHe 12 yacoB. AKTHBHBIE BellecTBa npenaparta Knagakca®
JKEBaTeNbHbIC TAOJETKA MPAKTUYECKH HE METa0OJM3UPYIOTCS W BBIBOJSATCA U3
OpraHu3Ma B OCHOBHOM C MOYOW, B MEHBIIEH CTENEHHU C KEITUbIO.

ITo cTenenu BO3IEMCTBUS HA OPraHU3M MPEnapaT OTHOCUTCSA K MaTTOTOKCUYHBIM
coequHeHusM (kiacc 4 mo 'OCT 12.1.007-76).



I11. [Topsimox npuMeHeHUs

11. TIpenapar Knamakca® skeBaTelbHbIE TAONETKH NPUMEHSAETCS UL JEYEHHS
UHPEKINOHHBIX 3a00JIeBaHUN OaKTEPUAIbHON ATHOJOTHH Yy COOAaK M KOIIEK, B TOM
YyucCIe:

- KOKHbIE 3a00jeBaHMs (B TOM 4YHUCJIE TIyOOKas W TOBEPXHOCTHAs
MUOJIEPMBI);

- WH)EKITUHN MOYEBBIBOIAINX Ty TEH;

- pecnipaTopHble HHPEKINN OaKTEepUaIbHONU STHOJIOTHH, 3aTParuBaloIIie
BEPXHHE U HIKHUE JIbIXaTEIbHBIC Ty TH;

- HHTEPUT OAKTEPUATHLHOMN 3THOIOTHUH.

12. )KUBOTHBIM C TIOBBIIIEHHOW YyBCTBUTEIBHOCTHIO K [-IaKTaMHBIM
aHTHOMOTUKAM  IIPUMEHATH npemapar Kmagakca®  keBarenbHble  TaOIETKH
3ampemiaeTcs. BBoAWTh TMpenapar IecYaHKaM, MOPCKMM CBUHKaM, XOMSKaM,
KpOJIMKAM U IIUHIIWJUIaM HE CIeAyeT.

13. IIpu paboTe ¢ iekapCTBEHHBIM IPEMapaToM HEOOXOAUMO COOTI0AAThH 00IIIHe
nmpaBuia JUYHOW TUTHMEHbI U O€30MacHOCTH Tpu OOpaleHUH ¢ BETEpUHAPHBIMU
npenaparami. [Ipu padboTe ¢ 1eKapCTBEHHBIM MIpenapaToM 3arpeiaeTcs MUTh, KypUTh
U npuHUMaTh nunly. [lo okoHYaHuu paboTHI € MpenapaToM CIEAyET BBIMBITH PYKH C
MBLJIOM U BOJOIPOBOJIHOM BOJIOM.

[Ipu nmonaganuy JIEKApCTBEHHOTO Mpenapara Ha KOXKY M CIU3UCThIE 000JIOYKHU
UX HEOOXOUMO MPOMBITH OOJNBIIMM KOJIMYECTBOM BOJBI.

JItoqu ¢ runepuyBCTBUTENLHOCTHIO K KOMIIOHEHTaM JIEKAPCTBEHHOTO Ipernapara
JOIDKHBI M30eraTh NpPSAMOro KOHTakra ¢ mpenaparoM Kiamakca® skeBaTelbHBIE
TabneTku. B cinydae BO3HMKHOBEHHS aJUIEPTUUYECKON pPEAKIUU WM CIy4aiHOTO
IPOHUKHOBEHUS JIEKAPCTBEHHOI'O IpernapaTa B OpPraHU3M 4YeloBeKa HeoOXO0IuMO
oOpaTUThCS B MEIUIMHCKOE YyupexkaeHue (mpu cede HUMEThb HWHCTPYKIUIO TIO
MIPUMCHEHUIO U STUKETKY).

[Tycras ynmakoBKa JI€KapCTBEHHOTO IMpenapara XpaHUTC B CIIEHUATIBHOM MECTE
U YTUIIM3UPYETCS BMECTE C OBITOBBIMU OTXOJIAMH.

14. JlonyckaeTcss npUMEHEHUE TMpenapata OEpeMEHHbBIM U KOPMSIIHUM
YKUBOTHBIM MOJ] HA0JIIOICHUEM BETEPUHAPHOTO Bpaya.

15. JIexapCTBEHHBIH ITpenapaT BBOAUTCS epopaibHo. Kiagakca® jxkeBarebHbIe
Ta0JIETKU JAI0T KOIIKaM U co0aKkam ¢ pyKd WK B cMecu ¢ KopMmoM. [Ipuem numm He
BJIUSIET HA OMOJOCTYIHOCTh ACHCTBYIOUIMX BEILIECTB Mpernapara.

[Ipenapar BBOAMTCS B pazoBod no3e 12,5 Mr (mo cymme AeMCTBYIOMIMX
BEILIECTB) HA | KT MacChl )KUBOTHOTO JBAXK/IbI B CyTKH.



Macca KomngecTBo TabmeTok HA 1 )KUBOTHOE
YKHBOTHOTI'O JIBax 16l B ICHD
(xr) Knanakca® Knanakca® Knanakca®
JKeBaTeIbHBIE JKeBaTeIbHBIC ’KeBaTeIbHBIE
Ta0IETKY, Ta0IETKY, Ta0IETKH,
40 mr + 10 mr, mr. | 200 mr + 50 mr, mrr. | 400 mr + 100 mr, 1T,
1-2 Ya - -
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 Gonesnb TpyHO moAmaeTcs JeYeHuI0 (pecnupaTopHble UHPEKIUN), 103y
mpernapara cieayeT YBeIUIUTh A0 25 MI/KT Beca )KUBOTHOTO JBAXK/bI B JICHb.

[Ipo10KUTENEHOCTD Kypca JISYSHHS MPErnapaToM COCTaBIsAeT S5-7 THEH.

[Ipu xpoHUYECKHX WA PePPAKTEPHBIX 3a00I€BaHUAX, OCOOCHHO MPH IITyO0KOMH
MUOJIEPMUH Y COOaK, KypcC JIeUeHUsI MOXKET JTUThes 10-28 nueit.

16. [Ipu nmpuMeHeHUHU TperapaTra B COOTBETCTBUU C MHCTPYKIMEH MOOOYHBIE
NIEWCTBUA U OCJII0KHEHUS OOBIYHO HE HAOJIFOJAIOTCS.

B ciyyae amnepruueckux peakiuii mpuMEeHEHHE Iperapara npekpamniaeTcs, u
HA3HAYAIOTCS aHTUTUCTAMUHHBIC WM JIPYTHE CUMIITOMATHYECKUE TIPEIapaThl.

17. Cumnromsl, HaOMIOAAEMBIE TIPU NIEPEIOZUPOBKE, HEU3BECTHBI.

18. OnqHOBpeMeHHOE TpPUMEHEHHe Tpernapara ¢ O0aKTepHOCTATUYECKUMHU
AaHTHOMOTHKAMH HE PEKOMEH]TYETCsI.

19. Cneuuduuecknx HEOIAroNpUSATHBIX CIy4aeB, CBS3aHHBIX C JEHCTBHUEM
mpernapara MpU €ro IMepBOM NPUMEHCHUW WIH TPEKPAICHUN TMPUMCHCHHUS HE
Ha0JIr01aJI0Ch.

20. 'paduk mpuMeHeHHs Tpemapara HE JOJDKEH HapylIaThCs, TaK KakK A3TO
MOKET CHU3UTh €r0 TEPANEBTUIECCKYIO A((HEKTUBHOCTD.

Ecnu BBeeHue 10361 MPOMYIIEHO, HEOOXOIMMO BBECTH €€ KaK MOKHO CKOpee.
Jlanee xkypc nedeHus He0OX0IMMO BO30OHOBHUTH B MPEAYCMOTPEHHBIX MHCTPYKIIMEH
7103aX M CXeMe MTPUMEHEHUS.

21. Ilpemapar He mnpeaHa3HA4YeH Jis WCIOJIB30BAaHUS Y TPOTYKTHUBHBIX
KMBOTHBIX U JIOIIAAEH.



HaumenoBanus u agpeca
MIPOU3BOACTBEHHBIX IIOIIAOK
MIPOU3BOAUTEIIS JIEKAPCTBEHHOTO
npernapara Juisi BETEpUHapHOTO
MIPUMEHEHUSA™

HaumenoBanue, agpec opranusalui,
YIOJIHOMOYEHHOM JepKaTeaeM Uiu
BJIQJICJIBLIEM PErUCTPALMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara Jijisi BETEpUHApPHOTO
NPUMEHEHUS Ha TIPUHSATUE PETEH3NH
OT MOTpeOuTens
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