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|. OOwme cBeneHus

. HaummeHoBaHHWE JIEKapCTBEHHOTO Mpemapara JJisi BETEPHUHAPHOTO
MPUMEHEHMUS:

ToproBoe HamMmeHoBanue: Kamakca® sxepatensuole TaOnetku (Cladaxxa®
chewable tablets).

MexnayHapogHoe  HENAaTEHTOBAHHOE€  HAWMMEHOBAaHME:  aMOKCHUIIWILIWH,
KJIaByJIaHOBAas KUCJIOTA.

2. JlekapcTBeHHast popMa: TaONETKH AJIs IEPOPATLHOTO IPUMEHEHHUS.

JlekapCTBEHHBIA TpEnapar COACPKUT B KAUYECTBE JCHCTBYIOIIMX BEIICCTB
aMOKCHITUJUIMH B (hOpMe TpUrHIpaTa 1 KJIaByJIaHOBYIO KUCJIOTY B JOpMeE KIIaByJIaHATa
KaJIHSL.

JlekapcTBEHHBINM Ipemapar BBIIYCKAIOT B TpeX Ho3upoBKax: Kiamakca®
»eBatenbubie TaOnetku, 40 mr/10 mr ¢ copepxanweMm aMokcuimuinHa 40 Mr u
KJ1aBynanoBoi kucnotsl 10 mr; Knagakca® sxeparensubie tabnerku, 200 mr/50 mr ¢
coaepkanueM aMmokcumuinHa 200 Mr ¥ KJ1aByJIaHOBOM KUCIOTHI S0 wmr; Knamgakca®
)keBatenbHbIe TaOneTku, 400 Mr/100 mr ¢ coaepkanueM amokcunmiinHa 400 Mr u
KJ1aByJIaHOBOM kucioThl 100 mr. B kadecTBe BCIOMOTaTENbHBIX BELIECTB IMpenapar
conepxut 3putpo3ud (E 127), creapar MarHus, KpeMHHUS IUOKCUJ KOJUIOWIHBIN
OC3BOJIHBINA, CyXH€  JPOXOKH, HATpus  KpaxMaJIrIMKOIAT (Tum  A) u
MUKPOKPHUCTATUIMYECKYIO LIEJITION03Y.

3. Ilo BHemmemy Buay mpemapaT Kiamgakca® sxeBaTenbHble TabIeTKH
NpeAcTaBiIsgeT COOOM Kpyrible TaOJETKH pO30BOrO IIBE€TA, HEOJHOPOIHOTO
OKpAIIMBaHMUS, C PA3ACIUTEIILHON JIMNHUEU HA OJTHOU CTOPOHE.

Cpox TOTHOCTH BETEPUHAPHOTO TIpenapara - 3 rojia ¢ AaThl TPOU3BOICTBA.

Hewncnonp3oBaHHbIE TIOJOBUHKH TabJIETOK JOJKHBI OBITH BO3BpAIEHBI B
OJUCTEpHYIO YIIaKOBKY U HCIOJIb30BaHbI B TeueHue 12 yacos.

3anpenaeTcss IPUMEHSTh ITpenapaT nocjie HCTEYEHUsI CPOKa TOJAHOCTH.



4. Knamakca® »xeBarenbublie Tabmetkn, 40 mr/10 mr u Knanakca® sxeBaTenbHBIC
tabnetku, 200 mr/50 mr pacdacoBansl o 10 TabieTok B OiMcTEpHl, yIaKOBAaHHBIC B
KapToHHble KOpoOku 1o 1 mmm 10 mryk. Knagakca® sxeBatenbuble TabneTku, 400 mr/
100 mr pacdacoBanbl 1o 6 TAOIETOK B OJIMCTEPHI, yITAKOBAHHBIE B KAPTOHHBIE KOPOOKHU
no 2 wiun 10 mryk.

Kaxxnag ynakoBka cHa0Ke€Ha HHCTPYKLMEN IO IPUMEHEHUIO.

5. Ilpemapar Kamakca® »eBaTenbHble TAaOIETKU MOIDKEH XPAHUTLCA B
3aKpbITON YIAaKOBKE MMPOU3BOJUTEINS, B 3aLIUILEHHOM OT MPSMBIX COJIHEUHBIX JIyden
MECTE, OT/IEIBHO OT MUIIEBBIX IPOAYKTOB U KOPMOB, Iipu Temneparype ot 0 °C no 25
°C.

6. Ilpenapar 10KEH XPAaHUTHCSA B HEAOCTYITHOM /ISl IETEN MECTE.

7. Jro6oil HEUCHoJb30BaHHBIA Mpenapar JO0JKEH ObITh YTUIM3UPOBAH B
COOTBETCTBHUH C TPEOOBAaHUSIMU 3aKOHOJIaTEIIbCTBA.

8. [Ipemapat oTmyckaercs 0e3 pelenta BEeTepUHApHOTO Bpaya.

Il. ®apmakonoruyeckue cBOMCTBA

9. ®apmakoTepaneBTHIECCKAs TPYIITa; MEHUIIWUTHHBI B KOMOWHAIIHSIX.

10. AMOKCHUIIWJUIMH — aKTUBHBIM WHrpeAueHT mpemnapata Kriagakca®
JKE€BaTeJIbHbIE TaOJETKHM — TMOJYCUHTETUYECKUN NEHUIUIIIMHOBBIA aHTUOMOTHK.
MexaHusM ero aHTHOAKTepUaIbLHOTO JCHCTBUSA 3aKIIOYaeTCs B IOJAABJICHHUU
GyHKIMOHATBPHOM ~ aKTUBHOCTH  OaKTepuaidbHBIX  (EPMEHTOB  TPAHCIENTU/A3,
YYaCTBYIOIIMX B CBS3bIBAHUM OCHOBHOIO KOMIIOHEHTA KJI€TOYHOM CTEHKH
MHUKPOOPTaHU3MOB - IENTUAOTIINKAHA, YTO IPUBOIUT K TUOETH OaKTepUH.

KiaBynaHoBasi KUCIOTa MHAKTUBUPYET MEHUUMIUIMHA3Y MHKPOOPTaHU3MOB,
PE3UCTEHTHBIX K  TEHUIWUIMHY U, TakuM  o00pa3oM, BOCCTaHABIIMBACT
YyBCTBUTEIBHOCTh OakTepuil K OaKTEpUIIMAHOMY JEUCTBUIO AMOKCUIIMJUIMHA B
KOHIICHTPAITUSAX, KOTOPBIE JIETKO JOCTUTAIOTCS B TKAHSIX YKUBOTHBIX TOCJE MpUeMa

npemnapara.
CoueraHne aMOKCHUIIMJUIMHA C KJIaBYJIaHOBOW KHUCJIOTOW 00JagaeT HMIUPOKUM
CIIEKTPOM aHTUOAKTEPUATHLHOTO JIEUCTBUS MPOTUB OOJILIIIMHCTBA

IPAMIIOJIOKUTEIBHBIX W TPaMOTPUIIATEIbHBIX OaKkTepuid, B TOM 4YHCIE TPOTUB
Staphylococcus spp. (Bkirouass IITaMMBbI, BbIpa0aThIBarOIIUE [-TaKTamasy),
Corynebacterium spp., Streptococcus spp., Clostridium spp., Peptostreptococcus spp.,
Escherichia coli (Bxmrouast mrammbl, BbipabaThiBaromue [-imakramasy), Salmonella
spp. (Bkmroyas IITaMMBbI, BbIpabOaThiBaroime [-maktamasy), Pasteurella spp.,
Klebsiella spp., Proteus spp., Fusobacterium necrophorum, Campylobacter spp.

[Tociie mepopaibHOTO TIpUeMa aMOKCHLIWUIMH UM KIIABYJIAHOBAs KHUCJIOTa
XOPOIIIO BCACBIBAKOTCS W3 KEIYAOYHO-KUILIEYHOTO TpaKTa W MPOHUKAKT B
OOJILIIMHCTBO OPraHOB M TKaHEW oOpraHu3ma. TepaneBTHYECKHE KOHIEHTpaIluu
MOJJIEPKUBAIOTCS B TeUeHUE 12 yacoB. AKTUBHBIE BEIIECTBA Ipenapara Knanaxca®
JKeBaTeIbHbIE TAOJIETKW TMPAKTUYECKH HE METa0OJIM3UPYIOTCS U BBIBOJSATCS U3
OpraHu3Ma B OCHOBHOM C MOYOM, B MEHBIIIEH CTENECHU C KEIYbIO.



ITo crernieHn BO3IEHCTBHS Ha OPraHU3M IpernapaT OTHOCUTCS K MAJIOTOKCHYHBIM
coequHeHmsM (kiacc 4 o 'OCT 12.1.007-76).

I11. ITopsinox mpuMeHeHus

11. TIpenapar Knamakca® skeBaTelbHbIE TAONETKH NPUMEHSAETCS Ul JEYEHHS
UHPEKIINOHHBIX 3a00JIeBaHUN OaKTEPHAIbHON ATHOJOTHH Yy COOAaK M KOIIEK, B TOM
quce:

- KOXKHblEe 3a0oyeBaHus (B TOM 4MCIE IIyOOKass W IOBEPXHOCTHas
MIHOJICPMBI);

- UH(PEKIINY MOUYEBBIBOIAIIUX Ty TEH;

- pecnupaTopHble HHOEKIMH 0aKTepHaIbHOM 3THOJIOTHH, 3aTparuBarolne
BEPXHUE U HWKHUE JbIXaTEIbHBIC ITyTH;

- HHTEPUT OAKTEpUATBbHON 3THOJIOTHH.

12. JKMBOTHBIM C TIOBBIIIEHHOW YYyBCTBUTEIBHOCTBIO K [}-JIAKTAMHBIM
aHTUOMOTHKAM [PUMEHATh npemapaT Kiamakca® — keBaTelbHbIE  TabGIETKH
3anpemiaeTcs. BBoauTh Tmpenapar IecyaHKaMm, MOPCKHM CBHUHKaM, XOMSKawm,
KpOJIMKaM U IIWHILIWJUIAM HE CIEAyeET.

13. Ilpu paboTe ¢ neKapCTBEHHBIM MPENapaToM HEOOXOAMMO COOII0IaTh 00IITHe
npaBuia JUYHOW TUTMEHbl U O€30MacHOCTU NHpH OOpalleHUH € BETEPUHAPHBIMH
npenaparami. [Ipu padboTe ¢ 1eKapCTBEHHBIM MIpenapaToM 3arpeniaeTcs MuTh, KypUTh
U npuHUMaTh nunly. [lo okoHYaHuu paboTHI C MpEnapaToM CIEAyEeT BBIMBITH PYKH C
MBLJIOM U BOJOIPOBOJHOMN BOJIOM.

[Ipu momasanum JE€KapCTBEHHOIO Mpernapara Ha KOXY M CIM3UCTbIe 000JI0YKU
UX HEOOXOJIMMO MPOMBITH OOJIBIIUM KOJIMYECTBOM BOJIBI.

JIroqu ¢ runepYyBCTBUTEIBHOCTHIO K KOMIIOHEHTaM JIEKAPCTBEHHOTO Tperapara
JOJDKHBI M30eratbh MpsMOro KOHTakTa ¢ mpenaparoM Krnamgakca® rxeBaTesbHbIE
TabneTku. B cinydae BO3HHKHOBEHHS aJUIEPTUUYECKON PEAKIUU WM CIy4aiHOTO
MPOHUKHOBEHUSI JIEKAPCTBEHHOT'O IMpernapaTta B OPraHU3M YelOBEKa HEOOXOAMMO
oOpaTUThCS B MEIMLMHCKOE YyupexaeHue (mpu cede HMETb HWHCTPYKIUIO TI0
MPUMEHEHUIO U STUKETKY).

[lycTas ynakoBKa JIEKApCTBEHHOTO MpernapaTa XpaHUTCS B CIIELIMAIBHOM MECTe
U YTUIIM3UPYETCS BMECTE C OBITOBBIMU OTXOJAMH.

14, JlomyckaeTcss NpUMEHEHWE TMpernapata  OEpeMEHHbIM M KOPMSIIHUM
YKUBOTHBIM MOJ] HA0JIIOICHUEM BETEPUHAPHOTO Bpaya.

15. JlexapcTBeHHBIM mOpemapar BBOAUTCA mepopanbHo. Kriagakca®
JKEeBaTEJIbHbIE TAaOJNETKU Nal0T KOIIKaM M co0akaM C PYKH WJIH B CMECH C KOPMOM.
[Tpuem nmuuM He BAUSET Ha OMOJOCTYTHOCTh ACHCTBYIOIIMX BELIECTB Mpernapara.

[Ipenapar BBOguTCA B pazoBoil go3e 12,5 mr (mo cymMme [OeMCTBYIOIIMX
BEILECTB) HA | KT MacChl >)KUBOTHOI'O JIBAYK/bI B CYTKH.



Macca KonnuyecTBo TabneTok Ha 1 )KMBOTHOE
YKUBOTHOTO (KT) JIBaXxJ1bl B IEHb
Knamakca® Knamakca® Knamakca®
JKeBaTeIbHBIE JKeBaTEeIbHBIC JKeBaTeIbHBIE
Ta0IETKY, Ta0IETKY, Ta0IEeTKY,
40mr/10mr, mT. 200mr/50mr, mt. | 400Mr/100Mr, mT.
1-2 Vs - -
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
npenapara ciaeayeT yBEIUUUTh 0 25 MI/KI Beca )KMBOTHOTO JIBaXK/bl B JICHb.

[TpoaomKUTENBHOCTD Kypca JICUEHUS PETAPATOM COCTABIISIET S-7 THEM.

[Ipu xpoHUYECKUX WA PePPAKTEPHBIX 3a00I€BaHUAX, OCOOCHHO MPH IITyO0KOMH
MUOJIEPMHUH Y COOaK, KypcC JIeueHUsI MOXKeET JTUThes 10-28 nueit.

16. [Ipu mpuMeHeHUHU Tpernapara B COOTBETCTBUU C MHCTPYKIMEH MOOOYHBIE
NIEWCTBUA U OCJII0KHEHUS OOBIYHO HE HAOJIFOJAIOTCS.

B cnyuyae amnepruyeckux peakuuii NpUMEHEHUE Mpenapara MpeKpallaercs, u
Ha3HAYaIOTCS aHTUTUCTAMUHHBIC WJIA JIPYTUE CUMIITOMATUYECKUE TTpenapaThl.

17. Cumntomsl, HaOMIOAAEMbIE TIPU TIEPEIO3ZUPOBKE, HEU3BECTHBI.

18. OpHOBpeMeHHOE TMpUMEHEHHE TpemapaTa ¢ OaKTepHUOCTaTUIECKUMHU
aHTUOMOTHUKAMHU HE PEKOMEHTyETCSl.

19. Crnemududecknx HEOIArOMpUATHBIX CIy4YaeB, CBS3aHHBIX C JCHCTBHEM
mpernapata Mpu €ro IMepBOM MPUMEHEHWU WM TPEKPAICHUH MPUMEHEHUS HE
HaO0JII01AIOCH.

20. I'paduk mpumeHeHUs Tpernapara HE JIOJDKEH HapyIlIaThCs, TaK KakK 9TO
MOKET CHU3UTh €r0 TEPANEBTUIECKYIO A((HEKTUBHOCTD.

Ecnu BBeeHue 10361 MPOMYIIEHO, HEOOXOIMMO BBECTH €€ KaK MOKHO CKOpee.
Hanee kypc nedeHnss HeoOX0UMO BO30OOHOBUTH B MPEITYyCMOTPEHHBIX MHCTPYKLMEH
J103aX U CXE€ME TPUMEHEHUS.

21. TlpemapaT He mpeAHA3HAYEH [JIs WCIOJIB30BAHUS Y TPOIYKTHUBHBIX
KMBOTHBIX U JIOIIAAEH.

HaumenoBanus u aapeca 1. «¥Onukem JlabopaTopu3s
IPOU3BOCTBEHHBIX IIOMIAI0K JIumureny»/«Unichem Laboratories
POM3BOIUTENIS JIEKAPCTBEHHOTO Ltd.» (Unit 1) Bhatauli Kalan, Baddi,

Distt. Solan (H.P.) INDIA
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