IHCTPYKIIA
JJIS1 METUYHOT0 3aCTOCYBAHHA JiKapChKOro 3aco0y

®JTYOMI3UH
(FLUOMIZIN®)

Cknao:

diroua peyosura: NCKBAIIHIIO XJIOPHI;

1 Tabnerka BariHainbHa MiCTUTH 10 MT JEKBaTIHIIO XJTOPUIY;

OONOMINCHI peuosuHY: JTAKTO3a, MOHOTIPAT; 1IEJTI0JI03a MIKPOKPUCTAJIIYHA; MarHito creapar.

Jlikapcbka ¢opma. TabieTku BariHaabHI.
OcnosHi ¢hizuxo-ximiuni enacmusocmi: 01l abo Maiixe 0111 OBaJIbHI ABOOIYKIII TaOIETKH.

dapmakoTepaneBTHYHA rpyna.
[IpoTuMikpoOHI Ta aHTHCENTHYHI 3aCO0H, IO 3aCTOCOBYIOTHCS Y TTHEKOJIOTTi.
Kox ATX GO1A CO05.

Dapmakonoziuni eracmusocmi.

Dapmaroouramixa.

@OnyoMi3uH MICTUTh JAEKBAIIHIIO XJIOpUI — YETBEPTUHHY AaMOHIEBY CIIOJNYKY 13 IIUPOKUM
AHTUMIKPOOHUM CIIEKTPOM il MPOTH PI3HUX TPAMIIOZUTHUBHUX Ta TPAMHETAaTUBHUX OaKTepii,
rpubiB Ta HAWUMPOCTIMINX OJHOKIITUHHUX opraHi3mis (Trichomonas vaginalis).

MexaHi3M aii
JIekBaJliHiIO XJIOpUA — II€ MOBEPXHEBO-aKTHBHA peyoBHHA. OCHOBHHMI MeXaHi3M [ii JeKBaNiHIO

XJIOPHy TIONSTa€ B TOCWJICHHI MPOHMKHOCTI OaKTepiadbHOI KIITHHH Ta TOANBIIOI BTpaTH
AKTUBHOCTI ()epMEHTIB, 110 MPU3BOIUTH 10 3aruOesl KIITHHU.

JIeKBaITiHIIO XJIOPHUI POSIBIISE MBUAKY OaKTEPUIMIHY Ta (PYHTIIUAHY ifO.

JlexBamiHil0 XJOpPHUA Yy BariHaJbHUX TaOJeTKaX MPOSIBISIE CBOIO AiI0 MiclieBO y mixBi. [TomiTHe
3MEHIIICHHS BUIJICHB Ta 3alajeHHs 3a3BU4ail HacTae yepe3 24—72 roguHu.

B3aemo3B’ 130k dhapmakokiHeTHKa/hapMakoauHaMiKa

He BcTanoBieHO 00MEXYHOUOTO BIUIMBY (hapMaKOKiHETHKH/(apMaKOIWHAMIKH Ha €(PEeKTHBHICTH
®nyomizuHy. OckiIbKH OakTepULUAHA i ASKBaAJIHIIO XJI0puay Hactae npotsrom 30-60 XBUIMH,
BHUPIIIATIHHOIO /TSl €EKTUBHOCTI € MaKCUMaJIbHA MICII€BAa KOHILICHTPAIliS MPOTATOM MEPIIOi TOAUHU
MICJIs 3aCTOCYBaHHS.

MexaHi3MU pe3UCTEHTHOCTI

MexaHi3Mu, 1[0 NOPU3BOAATH 10 BUHUKHEHHS NEPBUHHOI PE3MCTEHTHOCTI MATOr€HHUX
MIKpOOprani3miB, He BusABIeHI. [Ipo po3BHUTOK HAOyTOI PE3HCTEHTHOCTI MIKpOOPTaHi3MiB [0
JIEKBAJIHIIO XJIOPUIY HE TTOB1IOMIISLIOCS.

I'paHny4HI 3HAUYEHHS YYTIUBOCTI

He permameHnroBaHi rpaHHuYHI 3HA4YeHHS Ta HE BCTAHOBJIEHO 3B’A3Ky MIDK MIHIMaJIbHUMH
iHTi0yrounmu koHmnenTpanismMu (MIK) Ta K1iHIYHOIO e()EeKTUBHICTIO.

Takum unHOM, 1HQOpMAIS IIOA0 YYTJIMBOCTI MIKpOOpPraHi3MiB, HaBelleHA HIDKYE, 0a3yeThcsl Ha
KOHIICHTPALISX, 10 JJOCATAIOTHCS B MiXBi (AMB. po3ain « DapMaKoKiHETHKAY), Ta BiINOBITHIX TaHUX
o0 MIK maToreHHHX MiKpOOpraHi3MiB.

CHekTp NpoTUMIKPOOHOT JIil

3a3Buuaii 4yTJAMBI BUIAK

Aepooni zpamnozumueni oaxmepii
Enterococcus faecalis,

Listeria spp.,

Staphylococcus aureus,

Streptococcus agalactiae (ctpenrokoku rpymnu B),
Streptococcus pyogenes (cTpenTokoku rpymu A)




Aepooni zpamnecamueni 6akmepii

Enterobacter spp.,

Escherichia coli,

Klebsiella spp.,

Pseudomonas spp.,

Serratia spp.
Anaepooni 6axmepii

Atopobium vaginae,

Bacteroides spp.,

Fusobacteria,

Gardnerella vaginalis,

Prevotella spp.,

Peptostreptococci,

Poryphyromonas spp.
TI'pubu

Candida albicans,

Candida tropicalis,

Candida glabrata,

Candida krusei

OprasizMu 3 NepBMHHOIO PE3UCTEHTHICTIO
I'pamnezamueni 6axkmepii

Proteus sp.,

Chlamydia trachomatis

Dapmakokinemuxa.

[Ticns po3unHeHHs BariHanbHOI Tabnetkun dmyomisunHy (10 Mr nekBamiHito Xjopuay) y 2,5-5 miu
BariHaJbHOI PIJAWHU KOHLIEHTpALisl JEKBAJIHIIO XJIOPUAY y BariHaibHIM pIiAUHI CTAaHOBUTH
4000-2000 mr/1n, mo Buie, Hixk MIKogo Bcix gocimKeHUX MaTOTeHHUX MIKPOOPTaHi3MiB.
Pesynbrat naHuMX AOKIIHIYHMX JOCIHIKEHb CB1IYaTh, IO TIICIsS BariHaJbHOTO BBEICHHS
BCMOKTY€ThCS JIMIIIE HEBEIHUKA KUTbKICTh IEKBAIIHIIO XJIOPHUIY.

OcCkinbKHM BariHaJbHE BCMOKTYBaHHS € HE3HAYHMM, HEMa€ IaHWX IoM0 (apMaKOKIHETUKU
JEKBAJIHIIO XJIOPUY Y JIFOJIUHU.

KuiniyHi XapakTepuCTHKH.

Ilokazannsa.
e BarinanbHi iH}eKIiT 6aKTepiaaTbHOrO Ta TPUOKOBOTO MOXOKECHHS.
e bakrepianbHUI BariHo3.
e Kanmaunos.

Ilpomunokazanna.

e [linBuIeHa YyTIUBICTH 0 AiF0YO0T peUOBHUHU 200 10 OyIb-SKOi 3 TOMOMIKHUX PEYOBHH.

e Bupasku emitesnito MiXBH Ta MXBOBOI YAaCTUHU IITUHKA MAaTKH.

e He 3acTocoByBaT MOJIOAMM JiBYaTaM, y SIKMX He OyJi0 MmepIioi MEHCTpYyalii Ta sSKi He JOCSTIN
CTaTeBOI 3pLIOCTI.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.

Muno Ta 1HOII TOBEPXHEBO-AKTHBHI PEYOBHMHUM MOXYTh 3MEHIIYBaTH HPOTUMIKPOOHY 10

JEKBAiHIIO XJIOpUAy. TakuM YWHOM, MiJ 4Yac JiKyBaHHS HE PEKOMEHAYETHCS IHTpaBariHaJIbHO

3aCTOCOBYBAaTH MWJIO, CIEPMILUAHI 3aco0M Ta CHpUHLIOBaHHA. DIIyOMI3UH HE BIUIMBAE Ha

(YHKIIOHANBHICTD JIATEKCHUX IMpe3epBaTHBIB. Hemae naHMX mpo B3aeMOil0 3 HEJIATEKCHUMHU

Mpe3epBaTHBAMH Ta IHIIMMHU iHTpaBariHaJIbHUMU MPUCTPOSMHU, TAKUMHU SIK Aiadparmu.

TakuMm 4YWHOM, TiJ 4Yac JIKyBaHHS Ta MPOTATOM IIOHAWMeHIe 12 TOAWH TICs JIIKYBaHHS HE

PEKOMEHAYEThCS 3aCTOCOBYBATH HEJNATEKCHI MPe3epBaTUBYU Ta 1HII IHTpaBariHaJIbHI MPUCTPOI.

Ocobaueocmi 3acmocysanns.



®yoMi3UH MICTHTH JTOMOMDKHI PEYOBUHHM, IO TMOBHICTIO HE PO3YMHSIOTHCA. 3aJUIIKH TaONEeTKU
1HOJII MOKHA 3HAWTH Ha cImiIHiK O01mn3HI. Ha edextuBHicTs DIyoMi3UHY 1€ HE BILTUBAE.

[HKONMM y BUIMAIKaX, KO CIIOCTEPIra€ThCs CyXICTh MIXBHU, ICHYE MOXKJIMBICTH TOTO, 1110 BariHaJbHA
TabJeTKa HE PO3UMHSETHCSA 1 BUIUIIETHCS 3 IMIXBU HUIOK. SIK HACHIZOK Take JIKyBaHHI HE €
epexTUBHUM. [l 3amobiraHHs LbOMY, MEpe] TUM SIK BBOJUTH TabJETKy y CyXy MiXBY, MOXKHA
3BOJIOKUTH TA0JIETKY HEBEIHMKOIO KiJIBKICTIO BOJH.

[NTamienTKaM €117 BUKOPUCTOBYBATH TITI€EHIUHI MPOKIAAKK ab0 MIOAEHHI MpoKiaaku. JlikapchKuii
3aci0 He 3MiHIOE KOibopy Oinm3HH. IlamieHTKam ciij peKOMEHIyBaTH IIOJACHHO MIiHSATH CIHiIHIO
O1TM3HY Ta pYLIHUKH 1 IpaTH iX npu Temmneparypi He meHe 80 °C.

{06 MiHIMI3yBaTH PHU3HK BILIMBY JCKBAJIHIIO XJIOPHUIY HA HOBOHAPOKEHOTO, BariHaIbHI Ta0IEeTKH
HE CIIiJ1 3aCTOCOBYBATH 3a 12 rofMH A0 MOJOTIB.

He icHye maHux momo epeKTHBHOCTI Ta OE3MEeKH y pasi MOBTOPHOI Tepamii y Malli€HTOK, SKi HEe
BifpearyBasin abo y sKuxX OyJau pelMIMBU 3aXBOPIOBAHHS OJ(pa3y MHicClisi NEpBUHHOI Tepamii
npenaparoM. [lamieHTKaM CIig TOPaguTH 3BEPHYTHUCS 1O CBOTO JKaps, SKIIO CHMITOMH
30epiraroThcs HAMPHUKIHII JTIKyBaHHS a00 y pa3i peluanBy 3aXBOPIOBaHHS.

[TepeBumiennss 1000BOI J03u a00 PEKOMEHIOBAHOI TPHUBAJIOCTI JIIKYBaHHS 30UIBIIYE PH3UK
YTBOPEHHS BUPA30K EMITETII0 MiXBH.

Hemae manmnx mozo ehekTuBHOCTI Ta OE3MEeKH JIIKyBaHHS OaKTepialbHOTO BAariHO3Y y KiHOK BIKOM
1o 18 pokiB abo micns 55 pokis.

3acmocysanns y nepioo eacimuocmi abo 200y8anus 2py0oio.

BaritHicTh

@dryoMi3uH MOXKHa 3aCTOCyBaTH y TepioA BariTHOCTI abo roayBaHHs rpyaawo. Ilporte cnin
JOTPUMYBATUCS O0CPEXKHOCTI TpW Tpu3HaueHHI DiryoMi3wHy BariTHUM >kKiHKaMm y | Tpumectpi
BariTHOCTI. JlaHi, oTpuMaHi MpH 3aCTOCYBAaHHI JCKBATIHIIO XJIOPHIY BariTHUM >IHKaM Mia 4ac
KIIIHIYHOTO JIOCHI/DKEHHS Ta Yy JOCTI/DKEHHI 3acCTOCYBaHHS JiKapchkoro 3acoly @dmyowmisuH,
BKa3yIOTh Ha BiJICYTHICTh HeOa)kaHUX BIUTUBIB JACKBAJIHIIO XJOPHAY Ha BariTHICTb abo 3710pOB’s
TUT0/1a/HOBOHAPO/KEHOT TUTHHH.

JlaHi TOCTMapKETHHTOBUX JIOCIIIKEHb, IMPOBEICHUX INPHU 3aCTOCYBAaHHI Mpenapary y mepion
BariTHOCTI (3a omiHkamu 1,1 MinpiiOHa BUNA/KIB), BKa3yIOTh Ha BiJICYTHICTh HEOA)KaHOTO BILTUBY
JIEKBAJIHIIO XJIOPUIY Ha TIepedir BariTHOCTI a00 3/I0pOB’ s MJI0/1a/HOBOHAPOIKEHOT TUTHHH.

Hemae nanux mio10 NpOHUKHEHHS IEKBAJIHIIO XJIOPUIY Y TPYIHE MOJIOKO.

BpaxoByroun naHi 1moa0 BiAcyTHOCTI abcopOuii Ta Toil (akT, 10 JiKyBaHHS TpPUBAE JHIIe 6 JHIB,
noOivHi eeKTH Ha TUTi]] 800 HOBOHAPOKECHY TUTHHY € MAJIOWMOBIPHUMH.

JlocniKeHHs penpolyKTUBHOT TOKCUYHOCTI Ha TBAPMHAX HE MPOBOAMINCS Yepe3 OUIKyBaHy HU3bKY
CTYIiHb BCMOKTYBaHHS ICKBAJIIHIIO XJIOPHY MICIIs BariHaJIHHOTO BBEICHHS.

@DyoMi3uH CIiJ] 3aCTOCOBYBATH I1iJ] 4aC BariTHOCTI, SIKIIO 1€ HEOOX1THO.

T'onyBands rpy o

Ockinbku abcopO11ist PiryoMi3UHY € HE3HaYHOIO, IIKI/UIMBUHN BIUIUB HA HOBOHAPOPKEHOTO/ TUTHHY €
MaJIOHMOBIPHHM.

@OyoMi3uH MOXE 3aCTOCOBYBATHCS ITi]] YacC JaKTAIlil, SIKIIO € KJIIHIYHA HEOOX1THICTb.

DepTUILHICTD
JlociKkeHHs BIUTMBY Ha (DepTUIIBHICTH Y TBAPUH HE MTPOBOIUIIH.

30amuicms enausamu Ha wWUOKICMb peaxkyii npu Kepy8awHi aBMOmMpaHcnopmom abo IHWUMU
Mexauizsmamu.

JlocmiKeHHsT 3MaTHOCTI BIUIMBATH HAa IIBUIKICTh pEakIlii IpH KEpyBaHHI aBTOTPAHCIIOPTOM abo
poOOTi 3 IHIIMMU MEXaHi3MaMH HE MTPOBOIMIIUCS.

Cnoci6 3acmocysanns ma 003u.

Pexomenayerbest 3actocoByBatd | BariHaimbHy TaOJETKy MIOAHS MPOTSATroM 6 1HIB. BarinameHy
TabJIeTKy BBOAMTH INTMOOKO Y MIXBY BBEUEP1 Iepe/1 TUM, SIK JIATTH cnaTtu. Kpaie 3po0uTH 11e, jgexxaun
Ha CITHHI, JIeIb 3ITHYBIIIN HOTH.

ITix yac MeHCTpYallii JIIKyBaHHS CJIi/1 IPUITUHUTH 1 IPOJOBXKUTH MICIHA i IPUITUHEHHS.



HeszBaxarouu Ha Te, 1110 3MEHILEHHS BUJUJIEHb Ta 3alajeHHs 3a3BUuail HacTae yepe3 24—72 rouHH,
HEOOXiTHO MPOJOBXKYBATH JIKyBaHHS, HAaBITh SKIIO BXKE HEMa€ BIAUYTTS AUCKOMPOPTY (CBEpOiK,
BUUIEHHS, 3anax). JlikyBaHHA, 10 TpUBae MeHIIe 6 JHIB, MOXe MpPU3BECTH A0 peuuauBy. Kypc
JiKyBaHHS — 6 THIB.

Himu.

He PEKOMCHAYETHCA 3aCTOCOBYBATH I[inIM.

Ilepedosysanns.
[Ipo Bumaku mepe03yBaHHs JTIKapChKOTO 3ac00y He moBigoMisuiocs. OTHaK IepeBHINEHHS J000BOT
JI03M MOXe€ MPU3BECTU A0 YTBOPEHHS BUPA30K CIMITEII0 MiXBH.

Il06iuni peakuii.

[Tig yac KITHIYHAX JOCIIKEHb TTOB1IOMIISLIIOCS PO HaBEACHI HUXKYE TIOOIYHI peaKilii, siki HMOBIpHO
OB’ sI3aH1 3 ACKBAJIIHIIO XJIOPUIOM.

[Nepenix MOOIYHMX peakIliii HABEACHO 3a CHCTEMaMM OpPTaHiB Ta 4acTOTOr: yacTto (> 1/100 no <
1/10), neuacto (> 1/1000 no < 1/100), yactoTa HeBimOMa—TIpo I MOOIUHI PeaKIii MOBIIOMIISIOCS
MPOTSTOM MEPiOAY MiCIAPEECTPALIIHOTO 3aCTOCYBaHHS.

3 6oky cmamesux opeamnis i MOIOYHUX 3A103.

Yacro: BariHanbHI BUAIJICHHS, BYJIbBOBariHAIBHUAN CBEPOIXK, BIAUYTTS MEUiHHS Y BYJIbBOBATriHATBHIN
30H.

Heudacro: BarinaigbpHa KpoBOTEYa, O1ITb Y MIiXBI.

YacrtoTa HeBiJloMa: BHpPA3KH Ta Marlepallis iXBOBOTO €MiTelNil0, MaTKOBa KPOBOTEUa, TOYEPBOHIHHS,
BariHajibHa CyXiCTh.

Ingpexyitini ma napazumaphi x6opoou.

YacTo: BariHaJbHUN KaHAUI03.

Hewacro: 6akTepianbHuil BariHit, rpuOKoBa iH(EKIis MKipH, BYJIbBIT, ByJIbBOBATIHIT.

YacroTa HEBiloMaA: LIUCTHUT.

3 60Ky Hepsosoi cucmemu.

Heuacro: ronoBHMit Gib.

3 60Ky WIYHKOBO-KUUKOBO20 MPAKMY.

Heuacro: nynora.

Ycxnaonenns 3acanvnozo xapakmepy ma peakyii' y micyi 66e0eHHs.

YacToTa HeBiOMa: aJleprivyHi peakilii 3 CHMITOMAaMH KPOMHB’THKH, €pUTEMa, €K3aHTeMa, HaOpsIK,
BUCHTIaHHS a00 cBepOik, TMXOMaHKA.

Tepmin npuoamnocmi.
3 poku

YmoBu 30epiranus.

36epiratu npu Temmneparypi He Buuie 30 °C. 30epiraTu B OpuTriHajJbHIA ymakoBii. 30epirata y
HEJIOCTYITHOMY JJISI TITeH MiCIIi.

Ynaxkoska.
ITo 6 TabneTok y Guictepi, o 1 6aictepy B kKapToHHIN KopoOui. [To 2 Tabnerku y 6micTepi, 1Mo
1 6micTepy B KapTOHHIM KOpOOTIi.

Kareropis Bigmycky.
be3 peuenra.

Bupoonuk.
Meninosa AI'/Medinova AG.

Micue3HaxoxKkeHHs1 BAPOOHUKA Ta ajJpeca Miclsi NPOBAJIKEHHS HOTro AisIbHOCTI.
Err6roxmmrpacce 28, 8050 Lropux, Llseitapis/ Eggbuhlstrasse 28, 8050 Zurich, Switzerland.
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