Ckian

Oito4ya pevyosuHa: KI0TPHUMa30Jl;
1 TabneTka MicTuTh Knorpuma3zony 100 mr;

OONOMIJCHI peuoB8UHU: JTaKTO3a, MOHOTIApAT; KpOXMalb KapTOMJITHUM, KACIIOTa
aouMiHOBA, HATPilo rimpokapOoHAT, MarHilo creapaT, KPeMHIiI0 TiOKCH KOIOIgHUM
0e3BOOHUM, HATPiIO TaypusICcynabdar.

JIikapcbKa ¢opMma

TabOeTKU BariHaJIbHi.

OcHOBHI (i3uko-ximiuHi 81acmueocmi: 6imi TabneTKu, ABOOIYKIIi, 3 00pi3HUMU
KpasiM#, TIPOOOBracTol ¢opMHU, 3a0KPYTJIEHI 3 OHHOT0 OOKY Ta 3 TYIIUM KPa€EM 3
IHIIIOTO.

®dapMaKoTepalneBTHYHA Irpyna

[TpoTuMikpoOHi Ta aHTUCENITUYHI 3ac0o0H, 1110 3aCTOCOBYIOTHCS B TiHEKOJIOTii, 3a
BUHSTKOM KoMOiHalli#l 3 KopTukocTepoigamu. [ToxigHi imigasomny. Knorpumason. Kopn
ATX GO1A F02.

dapMakKogHHaMiKa

MexaHi3M aHTUMIKOTUYHOI [il KJIOTPUMAa30J1y OB’ I3aHUM 3 IPUTHIYEHHAM CUHTE3Y
€proCcTepOoIly, 10 MPU3BOAUTE OO CTPYKTYPHOTO Ta (QYHKIIIOHAIBHOTO HMOIIKOAXKEHHS
U TOIIa3MaTUYHOl MeMOpaHMu.

KnoTpuMas051 Ma€ IUPOKUYM CIIEKTP aHTUMIKOTMYHOI aKTUBHOCTI in vitro Ta in vivo ta
mie Ha gepMaTtodiTH, OpizKOXKOIOmiOHI Ta ITicHaBI rpudu, muMopdHi rpudu.

[Tpu BiANOBIZHUX yMOBaxX TECTyBaHHS MiHiMasbHI iHriOyI04Yi KOHIIEHTPAaLil O 11X
TUMIB rpubiB CTAHOBJIATL IPUOIN3HO MeHIle Hix 0,062 - 8,0 Mkr/ma cybcTpary.

MexaHi3M il KIOTPUMAa30y OB’ I3aHUM 3 MEePBUHHOIO0 QyHTiCTaTUYHOIO abo
(pyHTIIUOHOIO aKTUBHICTIO, 3aJIe2KHO Bif KOHIIEHTPAIlil KIIOTPUMAa30J1y y MiCIii
indexKIil.

In vitro akTuBHICTE OOMeKeHa ejieMeHTaMu Irpula, 1110 MposidepyioTh; criopu rpubda
MAaIOTh JINIIe He3HAYHY Yy TIUBICTb.



[TogaTKOBO OO aHTUMIKOTHYHOI aKTUBHOCTI KJIOTPUMa30JI TaKOXK [i€ Ha
rPaMIIO3UTHBHI MiKpoopraHi3aMu (CTPenToOKOKH, cTtadinokoku, Gardnerella vaginalis)
Ta TpaMHeraTHUBHI MiKpoopraHiamu (Bacteroids).

In vitro ky10TPMMa30J1 HIPUTHIUYy€E pO3MHOXKeHHSA Corynebacteria Ta rpaMIIO3UTUBHUX
KOKiB (3a BUHATKOM Enterococci) y kounenrpaiiii 0,5-10 Mkr/min cyoctpaty. [lepBUHHO
PE3UCTEHTHI IITaMU YyTIUBUX BUIB rprubiB 3yCcTpivaroThCs pimko. PO3BUTOK
BTOPUHHOI PE3UCTEHTHOCTI IPU NiKyBaHHI y YyTIUBUX I'pubiB JOTEIIEP CIIOCTEPiraBcs
oyxe pinko. [TokmiHiuHi mocmigKeHHs, IKi MPOBOAUIIMCH 3a YYaCTIO MOOPOBOJIBIIIB i3
3aCTOCYBaHHSIM OOHOPA30BOI Ta MOBTOPHOI TOKCUYHOI MO3U, HE BUSIBUJIN
MOLIKOOXKYBaJIbHOI'O TOKCUYHOI'0, TEHOTOKCUYHOI'O BIIJINBY Ha PENPONYKTUBHY
dyHKIIIO.

dapMaKkoKiHEeTHKA

Y mocnimkeHHi y XKIiHOK ITic/Is BBeIeHHS BariHaabHOI TabmeTKH, 110 MicTuTh 100 Mr
KJIOTPUMa30Jly, MaKCruMaJibHa KOHIIEHTpallisl KJIOTPUMa30Jly B CUPOBATIIi KPOBi Yyepe3s
1-2 mHi micns BBemeHHsI cTaHoBua npubnau3Ho 0,03 MKr/mi.

[Tpu BariHaIbHOMY 3aCTOCYBaHHI BCMOKTYEThCS JIMIIIE HE3HAaYHA KiJIbKICTh
knotpuMa3sony (3- 10 %). ITicnst BcMokTyBaHHs nTpubiau3Ho 50 % Big #oro 3arajabHOI
KiJIbKOCTi 3B’I3Y€THCA 3 anbOyMiHOM. AGCOpOOBaHUM KJIOTPUMAa30JI IIIBUAKO
MeTaboIIi3yeThCs B IIEYiHII IO HEaKTUBHOTO MeTaboJIiTy 2-xmopdeHin-4-
rigppokcudenin-peninMeras. TomMy IIiK I171a3MOBOI KOHIIEHTPAIlil KIIOTPUMAa30J1y ITiCIA
BariHaJIbHOIO 3acTocyBaHHA y 0031 500 Mr OyB meHmmi 3a 10 Hr/Mi1. Lle o3Hauae, 110
BUHUKHEHHS BUMIpHUX CUCTEeMHUX epeKTiB abo mobiuHoi fii micnsa iHTpaBariHaabHOTO
3aCTOCYBaHHS KJIOTPUMA30J1y € MaJIOUMOBIpHUM.

IToxa3zaHHSA

[H(ekIril y minigHIi cTaTeBUX OpTaHiB (BariHiT), cipuYrHeHi rpubaMu (3a3BU4au pony
Candida), Ta cynepindexiii, cnpuyuHeHi 6aKTepiaMu, YyTIUBUMHU [0 KJIOTPUMAa3011y.

ITporunnoka3aHHs
[TigBuIleHa YyTJIMBICTh OO Hil0Y0l pe4OoBUHHU ab0 iHIIMX KOMIIOHEHTIB IIpenapary.
B3aeMmopisi 3 iHIIEMH JTiKapCHKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIiH

[Ipu omgHOYacHOMY 3aCTOCYBaHHI 3 JJaTEKCHUMHU KOHTpaLleITUBaMU MOXKJIUBE
MIOMIKOIKEHHS OCTaHHIX, TOMY e(eKTHUBHICTh HaHUX KOHTPALIEIITUBIB MOXKe
3HMXKyBaTucs. [laljieETaM peKOMEHI0BaHO BUKOPUCTOBYBATHU ajlbTe€PHATHUBHI METOOU
KOHTpAalleIllil TpUHaWMHi IIPOTSITOM 5 [HIB ITiCJIg 3aCTOCyBaHHS IIbOTO IIpemapary.



OpHo4YacHe JIIKyBaHHS 3 KJIOTPUMAa30JI0M, 110 3aCTOCOBYETHCS BariHaJIbHO, Ta
TakpoJsirimycom nepopainbHo (FK-506, imyHocymipecanT) abo CUPOIiMyCcoOM MOIKe
MMPU3BOOUTHU [0 MiIBUIIIEHHS PiBHSA TaKpoaiMycy abo cupoJiMycCy y Ij1a3Mi KpoBi.
TakuM 4MHOM, CJIifi pETEIbHO KOHTPOJIOBATU CTaH XBOPOTO [OJis BUSABIIE€HHS CUMITOMIB
nepefgo3yBaHHS TaKpoJjiiMycy ab0 CHPOIiMyCy IIIJIIXOM IIePEBIPKY 1X PiBHIB y IIa3Mmi
KPOBi y pa3i HeoOXigHOCTI.

Oco006/1MBOCTi 3aCTOCYBaHHS

[IpoTsiroM MeHCTpYyallil JIiKyBaHHS ITPOBOAUTHU He CJIif. JIiKyBaHHS CJIif 3aKiHUYUTH [0
IMo4YaTKy MeHCTpYyaliil.

XBOpili peKOMEHOYEThCSI MPOKOHCYIbTYBATUCS 3 JIIKapeM: IIPHU IIePIIUX IIPosiBax
XBOPOOH; SIKIIIO CUMIITOMH 30epiraroThCs MOBIE 7 OHIB; SIKIIO CUMIITOMU 3’SIBJISIOTHCS
3HOBY IIPOTSATOM 2 MicsIiB abo OinbIll HiXK 4 pa3u BOPOOOBXK OCTaHHIX 12 MicsIIiB.

ITepen moyaTKOM 3aCTOCYBaHHA CIIi IIOPagUTUCA 3 JIIKapeM, AKIIO y MallleHTKU
BUHUK OyOb-IKUU 3 HaBeJeHUX HUXKYe CTaHiB:

e TprOKOBa iH(}EKIIiST MTOBTOPIOETHCS YACTIillle HixXK 2 pa3u NPOTIATOM IIECTHU MiCSIIiB;

e y maIlieHTKH abo ii cTaTeBOro napTHepa B aHaMHe3i OyIu 3aXBOPIOBAHHS, ITI0
IepenarThCsI CTaTEBUM IILISIXOM;

e TTAIliEHTKA BariTHa a00 BariTHICTH ITiMO3PIOETHCS;

e TIaIlieHTKa BikoM Ao 12 a6o Bim 60 pokis;

e BilOMa Tinmep4YyTAUBICTD A0 iMima3o0y abo iHIINX BariHaJIbHUX IPOTUTPUOKOBUX
penaparis.

He pekomeHnyeThcst 6€3 mopanu Jlikaps 3aCTOCOBYBATH Ipelapar IIpu:

e HEPETYISPHUX BariHaJlIbHUX KPOBOTEYAX;

e aHOMAaJIbHUX BariHaJIbHUX KPOBOTeYaX YU BUOIJIEHHSX 3TYCTKIB KPOBI;

e CMEPOIYUX BariHaJIbHUX BUOITIEHHAX;

e ByJIbBAJIbHUX YU BariHaJIbHUX BUpPa3KaX, YTBOPEHHI MiXypiB YM paH;

e OOJIIO B HUXKHIM OiNSHI )KWUBOTa YU OUIYPii;

e OyOb-IKUX MOOIYHUX peakllisiX, TaKUX K ITOYEPBOHIHHS, MOOpPa3HeHHs abo
HaOpsIK, acoIlifoBaHUX 3 JIIKyBaHHSIM;

e mipgBuIlleHHI TeMmepaTtypu (38 °C Ta Builie) abo IIPOIAaCHUILI;

e HyHOOTi yu OIIOBaHHI;

e miapei;

e OOJIIO y CITHHI;

e acolirioBaHOMY 0O0JII0 V TIJIedax.

PexomeHOyeThCA JIIKyBaTU BCl ypaxKeHi OiIAHKU MIKIpU OOHOYAaCHO.



YHUKaTU KOHTAKTy IpelapaTry 3 o4aMM Ta He IPOKOBTYBaTH.

ITig yac 3acToCyBaHHS LIBOTO IIpenapary CJIif YHUKaTu CTaTEeBUX KOHTAKTIB, OCKIJIbKHU
iH(peKIliga MoKe mepenaTucs napTHepy. Moxke 3HUXKYBaTUCS e(PeKTUBHICTb Ta Oe3IeKka
JlJaTeKCHUX IIPOAYKTIB (TaKUX K IIpe3epBaTUBHU Ta Aiadpparmu).

OcCkKinbKU 3BUYaNHO ypPaXyHThCA K MiXBa, Tak 1 30BHIIIHI CTaTeBi opranu (CTaTesi
ryou Ta OpUIIEerii OinsHKY), CIi 3aCTOCOBYBaTH KOMOiHOBaHe JIiIKyBaHHS 000X
OUISHOK, BKJIIOUAIOYU MiClieBe JIIKyBaHHSA KPEMOM [JI1 30BHIIIIHEOIO 3aCTOCYBaHHS.

[Tig vac nmikyBaHHS IIpellapaToM PEKOMEHIOBAHO JIiKyBaHHS 000X IMapTHEPIB i3
3aCTOCYBaHHSAM KpeMY.

He BUKOpPHCTOBYBaTH TaMIIOHH, iHTpaBariHalbHi 3POIIEHHS, CIepMinuau abo iHIi
BariHasbHi 3ac0o0u ITif Yac 3aCTOCyBaHHS ILILOTO Ipernapary.

3maTHiICTH BIUTHBATH Ha MIBHIKICTH peakiIiii mIpu KepyBaHHi aBTOTPaHCIIOPTOM
a00 iHImMUMMHU MexaHiZMaMHu

Krnorpumasos, TabieTKu BariHajlbHi, He BIIJINBAIOTh Ha 3[aTHICTh KEPyBaTHU
aBTOTPaHCIIOPTOM abo iHIMMMHK MexaHi3MaMu ab0 MaloTh JIMINle He3HAYHUN BIIJIUB.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogmyBaHHsI IPyaaio

KrtiniuHi goCmiaKeHHS BOJIUBY KJIOTPUMAa30J1y Ha PEePTUIIBHICTE y KIHOK He
IIPOBOOUJIMCH, IIPOTE OOCIIIAXKEHHS Ha TBApUHAX He BUSBUJIU BIJIMBY KJIOTPUMa30J1y
Ha (QEepPTUIbHICTE.

IocrmimXeHHsI Ha TBApPUHAX He BUSBUJIM IIPSIMOTr0 a00 HEIIPSIMOTO IIKiAJIMBOTO BIIJIUBY
Ha PenpoayKTHUBHY (QYHKIIII0. KiTbKiCTh OOCTiAXKEHb 3 BUKOPUCTAaHHSIM KJIOTPUMAa30JIy
ITi Yac BariTHOCTiI oOMexXkeHa, TOMY PEKOMEHI0BAaHO YHUKATH BUKOPUCTAHHS
pemnapary IpoTaroMm I TpuMecTpy BariTHOCTI.

ITig yac niKkyBaHHSA IIpenapaToM CIIif IPUNNHUTUA TOOyBaHHS I'PDYLOIO.
Cnocib 3acTocyBaHHS Ta JO3H

3a3BuyYal Ipemnapar CJIil 3aCTOCOByBaTH BBeuepi 1o 1 BariHasbHiM TabmeTii Ha o0y
OpPOTSATOM 6 OHIB.

II7151 TOBHOT'O PO3UYMHEHHs TabJIeTKH y Baridi moTpiOHe Bojore cepemoBHlle, iHaKIIIe
HEPO3UYMHEHI Y4aCTOYKHU TaOJIeTKU MOXKYTh BUCUIIATUCS Ha30BHi. [I1s1 3anobiranus
IIbOMY TaOJIETKY CJIig BBOOUTH SSKOMOTra riubiie y BariHy 0akaHo mepeq CHOM. AKIIo
TabJIeTKX BariHaJIbHi He PO3YMHSIOTHCS ITOBHICTIO BITPOOOBIK OAHi€l HOUi, CTif



PO3TISIHYTHU MOKJIMBICTh 3aCTOCYBaHHS KPEMY BariHaJILHOTO.

JIikyBaHHS CJIifj 3aBEPIINTHU OO0 TOo4YaTKy MeHcTpyanil. [1ig yac MeHCTpyallil JTiKyBaHHSA
IIPOBOOUTY He CJIiO Yepe3 PU3UK BUMUBaAHHSA IIpernapaTy MEeHCTPyaJlbHUMU
BUOIJIEHHSIMU.

itk

He 3acTocoByBaTu nOiTssM BikoM 1o 12 pokis. [liTam BikoM Bifg 12 pokiB 3aCTOCOByBaTU
IMiCJIg KOHCYJbTAallil 3 JIiKapeM.

Ilepego3yBaHHA

KomHOTro pU3uKy roCcTpol iHTOKCHKAIll HeMa€, OCKiJIbKM MaJIOMMOBIpHO, 110
rnepemo3yBaHHSA MOIKIIUBE ITiCJIS Pa30BOl BariHaJIbHOI JO3U, a TaKOXK ITiCIIsA
BUIIaJKOBOT'O IEPOPAaJIbHOr0 3aCTOCyBaHHs. CnenudivyHOro aHTUAOTYy He icHye. [Ipn
BHUIIaAKOBOMY IIepOpajibHOMY 3aCTOCYBaHHi PifKO MOXKe BUHUKHYTHU ITOoTpebda y
IMPOBeOeHHi MTPOMUBaHHS IIJTYHKA, SKIIO 03a, IKa 3arpoXKy€e KUTTIO, Oyia
3aCTOCOBaHa IIPOTSATOM IIOIIePeaHbOl TOOUHY ab0 SKINO HasIBHI BUOUMiI CUMIITOMU
repeno3yBaHHA (HallpUKIal 3allaMOpPOYeHHsI, HyfoTa, O/toBaHHs1). [I[poMuBaHHSA
IIJTyHKa CJIif IIPOBOAUTHU JIMILE Y pa3i, AKII0 € HaJIe2KHUU 3aXUCT AUXaJIbHUX IIJISIXiB.

IToOiuni peakmii

3 60Ky iMyHHOI cucmemu: aneprivHi peakilii, BKJII0Yalo4Yyu KPOITUB’ THKY, OUCIIHOE,
apTepiagbHy rilOTEeH3il0, CUHKOIIE.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: Oinb y KHUBOTI.

3 60Ky penpodyKmueHOi cucmemu ma MO/A0YHUX 3d/103: TUCKOMMOPT y miTsTHIT
BYJIbBU Ta BariHU, HAOPSK, BiOUyTTH MEeYiHHSA, epuTeMa, JIyIIeHHS MIKipU y OiaHIi
CTaTEeBUX OpraHiB, moapa3HeHHs, cBep0OixK, Oilb y Ta30BiM OiNgHIl, BUCUTIaHHSI,
BariHajJibHa KpOBOTeYa.

TepMiH NpUIAaTHOCTI

3 POKH.

YMoBHu 30epiranus

36epiraTtu y HeJOCTYIIHOMY [JIs AiTel Micui. 30epiraTu npu TemMnepaTypi Hux4e 25
°C.



YonakoBka

ITo 6 TaGneTok y GinicTepi 3 6e30apBHOI ab0 6iy101 MOMiIXTOPBiHiIOBOI MITIBKY Ta
amominieBoi ¢onbru (ITIBX-Al), mo 1 61icTepy B KApTOHHIN yIIaKOBIIi.

KaTeropis Bignycky

be3s perenta.

BupooHuKk

I'makcoCmiTKnain ®apmaceioTukan3 C.A. , Ilosnbina.

Miciie3Haxo/dKeHHsI BHPOOHHKA Ta HOro aJgpeca MiCIisi IPoOBaAXKeHHSI
IisTIHLHOCTI

I'makcoCmitKnsanu ®apmaceioTukan3 C.A., 189, Byn. ['proHBanbachka, 60-322
ITo3Hans, ITonbiia.

[Ixepeso iHCTPYKIIil

[HCTPYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY
JIIKapChbKUX 3aCc00iB YKpalHU.
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