IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®JIYOMI3UH

(FLUOMIZIN®)

Cknao:
0itoua pe4o8uHa: MeKBaliHil0 XJTOPUL;
1 tabneTka BariHanmbHa MicTuTh 10 MTr meKBaiHii0 XI0pUAY;

0oNnoMmidiIcHI peyo8uHU: TaKTO3a, MOHOTIIpaT; LeJ0I03a MiKpOKPUCTaliyYHa; MarHilo cTeapar.

JIikapcbKka ¢popma. TabneTky BariHaibHi.

OcHogHi ¢izuko-ximiuHi 81acmueocmi: 6ini abo Maiixke 6ii oBasbHI ABOOMYKJIi TaOIETKH.

dapMaKkoTepaneBTHYHA Ipymna.

ITpoTuMikpoOHi Ta aHTHCEeNTHYHi 3aC00H, 110
3aCTOCOBYIOTHCS Y TiHEKOJI0ril.

Kog ATX GO1A CO05.

dPapmakon02iuHi e1acmusocmi.
®apmakoOuHamika.

®1yoMi3uH MiCTUTH JeKBaJliHil0 XJIOPUL - YeTBEePTUHHY aMOHI€BY CIIOJIYKY i3 LIMPOKUM
AHTUMIKPOOHUM CIIEKTPOM Aii MPOTH Pi3HUX I'PaMIO3UTUBHUX Ta 'PaMHEraTUBHUX OakTepil, rpubis
Ta HAUMIPOCTIIINX OJHOKIITUHHUX opraHi3miB (Trichomonas vaginalis).

Mexani3M mii

IlekBamiHilo XJIOPHUA - 1ie TOBEPXHEBO-aKTHBHA peyoBruHa. OCHOBHUM MeXaHi3M [iil JeKBaJliHio
XJIOPU[Y TIOJIATAE B ITOCUIEHHI MPOHUKHOCTI 6aKTepianbHOI KIITUHYU Ta MOAAJIBIIOl BTPATH
aKTMBHOCTI (PepPMEHTIB, 1110 TPU3BOOUTD OO 3arubeti KTiTHHH.

IekBaJiHilo X7I0pU IPOSIBIISE IIBUAKY OAKTEPUIUAHY Ta QYHTIIUOHY [ito.



IekBamiHilo XJIOPUA V¥ BariHanbHUX TaOneTKax MPOSIBISE CBOIO Hil0 MicleBO Y mixBi. [TomiTHE
3MEeHILeHHS BUIJIEHb Ta 3alalieHHs 3a3BA4Yail HacTa€e yepel 24-72 roOouHU.

B3aeM03B’g30K (hapMaKoKiHeTHKa/bapMaKogUHAMIiKa

He BcTaHOBIEHO 00MEKYIOYOTO BIJIUBY (papMaKOKiHeTHKY/(papMaKogrHaMiKi Ha e(peKTUBHICTh
®nyomisuny. Ockinbku OaKTepUIMAHA [is AeKBaliHiio XIopuay HacTae npoTtsaromM 30-60 XBUIUH,
BUPILIATbHOIO 71 €(peKTUBHOCTI € MaKCHMaJlbHa MiClleBa KOHIIEHTpAIlid IPOTATOM IIEPIIOl TOOUHA
IiCJISl 3aCTOCYBaHHS.

MexaHi3MU PE3UCTEHTHOCTI

MexaHi3Mu, 110 TPU3BOAATH 10 BUHUKHEHHS IEPBUHHOI PE3UCTEHTHOCTI TaTOTE€HHUX
MiKpoopraHi3wmiB, He BusiBjieHi. [Ipo po3BUTOK HaOyTOi PE3UCTEHTHOCTI MiKpOOpPTaHi3aMiB 0
LEKBaJIiHII0 XJIOPUAY HE MOBiIOMIISIOCS.

['paHKWYHI 3HAYEHHSI YYTJIUBOCTI

He pernameHnTOBaHi rpaHWYHi 3HAaYEHHS Ta HE BCTAHOBJIEHO 3B’SI3KY MiXK MiHiMalbHUMU
inribyrounmu KouueHTpamiamu (MIK) Ta KniHiYHOI0 e(eKTUBHICTIO.

TaxuM ynHOM, iH(pOpMallig 00 YYTIMBOCTI MiKpOOPraHi3MiB, HaBefleHa HUXK4e, 6a3yeThCA Ha
KOHIIEHTpPAIIifX, 110 JOCSITal0ThCs B IMixBi (OUB. po3min «®apMaKOKiHETHKa»), Ta BiOMOBITHUX JaHUX
oo MIK maToreHHUX MiKPOOPraHi3MiB.

CnekTp mpoTUMiKpoOHOI mii

3a3BHYal YyTIHBi BHIH

AepobHi epamno3umueHi 6akmepii
Enterococcus faecalis,

Listeria spp.,

Staphylococcus aureus,

Streptococcus agalactiae (CTPenTOKOKY Tpymnu B),
Streptococcus pyogenes (CTPeNTOKOKY Irpymnu A)
AepobHi epamHezamueHi 6akmepii
Enterobacter spp.,

Escherichia coli,

Klebsiella spp.,

Pseudomonas spp.,

Serratia spp.



AHaepooHi 6akmepii
Atopobium vaginae,
Bacteroides spp.,
Fusobacteria,

Gardnerella vaginalis,
Prevotella spp.,
Peptostreptococci,
Poryphyromonas spp.
I'pubu

Candida albicans,

Candida tropicalis,

Candida glabrata,

Candida krusei

Oprani3Mu 3 NIepBHHHOIO PE3UCTEHTHICTIO
I'pamnezamueni 6akmepii
Proteus sp.,

Chlamydia trachomatis
dapmakoKiHemuka.

[Ticns po3unHeHHs BariHanbHOI TabneTku Onyomisuny (10 Mr mekBaiHilo xn0puny) y 2,5-5 M
BariHa/JIbHOI PiAVHY KOHILIEHTPAIisl JeKBaliHilo XJIOPUAY y BariHanbHiM PiAWHI CTAHOBUTH
4000-2000 mr/mn, wo Buine, Hixk MIK,, BCiX DOCTiAXKEHUX IaTOTeHHUX MIKPOOPTraHi3MiB.

PesynbpraTy maHUX OOKIIIHIYHUX JOCIiAXKEHb CBIAYaTh, 10 IIiC/Is BariHaJIbHOI'O BBEOEHHS
BCMOKTYETHCS JIUIIIE HEBEJIUKA KiJIbKICTh [EeKBaJIiHil0 XJIOPULY.

Ockinbky BariHajgbHe BCMOKTYBaHHS € He3HAYHUM, HEMa€ JaHUX II0710 hapMaKOKiHETUKHI
NEKBAJIIHII0 XJIOPULY Y JIIOOUHM.

KriniyHi XxapaKTepHUCTHKH.

IloKka3aHHA.

BarinanbHi indekuii 6akTepiabHOT0 Ta TPUOKOBOT0 MTOXOMKEHHS.



BakTepianbHUY BariHos.

Kanmumos.

IIpomunokKa3aHH:1.

[TigBuilleHa YyTIUBICTH [0 Mi040l PeYOBUHU ab0 0 Oyab-IKOi 3 MOMOMIKHUX PEeYOBUH.
Bupasku emiTeniio mixBy Ta MiXBOBOI YaCTUHM ITUUKKU MATKH.

He 3acTocoByBaTH MOJIOOUM AiBYaTaM, Y SKUX He OyJI0 IMepInoi MeHCTpyallii Ta sIKi He JOCSATIu
CTaTeBOI 3PiNIOCTi.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Murio Ta iHIII TOBepPXHEBO-aKTHBHI PeYOBUHU MOXKYTh 3MEHIIIyBaTU MPOTUMIKPOOHY Mil0 leKBaIiHilo
xJjiopupy. TakuM 4MHOM, IIiff Yac JIiKyBaHHS He PEKOMEHMYEThCA IHTpaBariHaabHO 3aCTOCOBYBATH
MUJIO, CTIEPMIIUAHI 3ac00U Ta CIPUHIIOBaHHSA. ®IyoMi3uH He BIJIMBA€ Ha (PYHKI[IOHATBHICTh
JlaTeKCHUX IIpe3epBaTuBiB. HeMae maHUX PO B3a€EMOMI0 3 HeJIaTeKCHUMU [Ipe3epBaTUBaMU Ta
iHIIMMU iHTpaBariHaIbHUMU IPUCTPOSIMU, TAKUMHU 5K Aiadparmu.

TakyvM YMHOM, ITif YacC JiKyBaHHS Ta IIPOTATOM IOHaWMeHIe 12 TOOUH MiCs TiKyBaHHSA He
PEKOMEHOYEThCS 3aCTOCOBYBATH HeJlaTEKCHI Mpe3epBaTUBHU Ta iHIII iHTpaBariHalbHiI IPUCTPOL.

Oco06.1ue8ocmi 3acmocyeaHHsi.

®1yoMi3WH MiCTUTH IOMOMIXKHI PEYOBHHH, 110 ITOBHICTIO HE PO3YMHSIOTLCS. 3aIUIIKY TabIeTKH iHOmi
MOXKHa 3HAUTH Ha cripHilk 6inu3Hi. Ha edekTuBHiCTh @yoMi3uHy 1ie He BIIJIUBAE.

IHKONY y BUNIAKaX, KOJIU CIIOCTEPITa€eTLCS CYXICTh MIXBU, iICHYE€ MOXKJIUBICTE TOTO, [0 BariHaJabHa
TabneTKa He PO3YUHSIETHCS i BUTINSAETHCS 3 MiXBU I1i/10I0. dK HACIOOK TakKe MTiKyBaHHS He €
edexTuBHUM. [I71 3am00iraHHs I[bOMY, [Iepefl TUM SIK BBOOUTH TaOJIETKy y CyXy IIiXBy, MOXKHa
3BOJIOKUTH TabJIEeTKy HEBEIMKOIO KilTbKiCTIO BOOM.

[TamieHTKaM CJIifl BAKOPUCTOBYBATH TirieHiuHi MpoKiafKy abo mofeHHi TpoKnagku. JIikapChbKu
3acib He 3MiHIOE KONbOPY Oinmu3Hu. [TamieHTKaM CiIif peKOMEHIyBaTH IIIOJIeHHO MIiHSITH CIiTHIO
6iTM3HY Ta PYUIHUKY i TpaTH iX npu TeMrepaTypi He MeHIe 80 °C.

[Ilo6 MiHiMi3yBaTH PU3UK BIJIUBY HEKBaJIiHiI0 XJTOPUAY Ha HOBOHAPOMXKEHOT0, BariHalbHi TabIeTKH
He CJIifl 3aCTOCOBYBaTH 3a 12 roAguH [0 MOJIOTiB.

He icHye maHux mono eeKTUBHOCTI Ta 0e3MeKH ¥ pa3i MOBTOPHOI Tepalil y MalieHToK, SKi He
BifpearyBasnu a0o y sKux Oy peluguBY 3aXBOPIOBaHHS Ofpa3y Micjis MepPBUHHOI Teparril
npemnapaTtoM. [lalieHTKaM CIIif IOpafguTy 3BEPHYTUCS [0 CBOTO JIiKaps, SKI[0 CUMITOMUA
30epiraloThCsa HANMPUKIHII TiKyBaHHS ab0 ¥ pasi peluanBy 3aXBOPIOBAHHS.

[TepeBuienHs 0o00BOI 031 a0 PEKOMEHI0BaHOI TPUBAJIOCTI JIiKyBaHHS 30i/IbIIye PU3UK YTBOPEHHS
BUPA30K EIIiTeNilo MiXBU.



HeMmae manux 11070 eeKTUBHOCTI Ta 6e3MeKu JIiKyBaHHS 0aKTepiaJbHOT0 BariHO3y Y XKiHOK BiKOM [0
18 pokiB abo micsa 55 pokis.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaritHicTb

®nyoMi3uH MOXKHa 3aCTOCYBaTH y epiofl BariTHocTi abo romyBaHHs rpyanio. IIpoTe crifg
NOTpUMyBaTUCS 00ePeKHOCTI IIpHU MpH3HaYeHHI ®nyoMi3uHy BariTHUM XiHKaM y [ TpumecTpi
BariTHOCTI. [laHi, OTpMMaH1 IIpX 3aCTOCYBaHHI [eKBaJIiHil0 XJIOPUIAY BariTHUM XKiHKaM IIifi 4ac
KJTIHIYHOT'0 JOCITiIKeHHs Ta Y JOCIiIXKeHHi 3aCTOCYBaHHS JTiIKapChKOTo 3aco0y ®yoMi3uH, BKA3yOTh
Ha BifcyTHiCTh HeOaXkaHUX BIIJIUBIB IeKBaJliHil0 XJIOPUAY Ha BariTHICTH ab0 300pOB’st
IIJI0[1a/HOBOHAPOIXKEHOl AUTHHH.

[laHil mTOCTMapKETUHTOBUX AOCHIAKEHb, IPOBEAEHUX IIPU 3aCTOCYBaHHI IIpenaparty y nepiox
BariTHOCTI (3a ominkamu 1,1 MinbiioHA BUMIAAKiB), BKA3yIOTh Ha BiICyTHICTh He0aKaHOTO BIIJIUBY
IeKBaJIiHilo XJI0puay Ha nepebir BariTHOCTI abo 30pOB’s I104a/HOBOHAPOXKEHO] IUTUHH.

HeMae maHux 1110710 IPOHUKHEHHS [EKBaJIiHil0 XJIOPUAY Y TPYLHE MOJIOKO.

BpaxoBytouu gaHi momo BimcyTHOCTI abcopObiii Ta To (akT, 110 NTiKyBaHHS TPUBAE JUllle 6 OHIB,
nobiyHi eekTH Ha Mg a0 HOBOHAPOXKEHY TUTHHY € MaJIOMMOBIpHUMH.

HocmigXeHHST peIpOAYKTABHOI TOKCUYHOCTI Ha TBApUHAaX He MMPOBOOUIIKACS Yepe3 OUiKyBaHy HU3BKY
CTYIIiHb BCMOKTYBaHH [IeKBaJIiHil0 XJIOPUAY IIiCJIS BariHaJIbHOI'O0 BBEEHHS.

®nyoMi3uH cIlig 3aCTOCOBYBATH IIifi 4aC BaTiTHOCTI, IKIIO IIe HeoOXigHO.

T'ogyBaHHd TPYANI0

Ockinbku abcopOitisi ®nyomi3uHy € He3HAUHOIO, IIKiIIMBUY BIIJIUB Ha HOBOHAPOAKEHOTO/IUTUHY €
MaJIOMMOBIpHUM.

®nyoMi3uH MOKe 3aCTOCOBYBATHUCS IIifl Yac jaKTallii, SKIIO0 € KJTiHiyHa HeoOXigHiCTh.

D®epTUNLHICTD

HocnifKeHHS BIJIMBY Ha (DEPTUIBHICTE ¥ TBAPUH HE IPOBOTUIIN.

30amuicmb 8nausamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

IocmigXeHHs 3MaTHOCTI BIJIMBATH Ha IIBUAKICTL Peakilil Ipu KepyBaHHI aBTOTPAHCIOPTOM abo
po0OTi 3 iHIIUMK MeXaHi3MaMHU He ITPOBOIUIIUCS.

Cnoci6 3acmocyeaHHss ma do3u.

PekoMeHyeThCsT 3aCTOCOBYBaTH 1 BariHaibHy TabaeTKY IIONHS IPOTATOM 6 OHiB. BarinameHy



TabIeTKy BBOOUTH T'TMOOKO Y IIiXBY BBeUepi epen TUM, SK JATTH criaTy. Kpalre 3pobuTu 1ie, nexauu
Ha CIINHI, Iedb 3IrHyBIIN HOTH.

[Tig yac MeHcTpYyauil TiKyBaHHS CIif IPUIUHUTH i TPOOOBXKUTH IiCJIA 11 IPUINHEHHS.

He3Baxkawuu Ha Te, 1110 3MEHIIIEHHS BUIIEHb Ta 3amnajieHHs 3a3BU4all HacTae 4yepes 24-72 roguHy,
HeoOXigHO TPOIOBXKYBATH JIiKyBaHHS, HABITh SIKIIIO BXKe HEMAE BiguyTTs IUCKOMGOPTY (CBepOixX,
BU[IiIEHHS, 3amax). JIikyBaHHS, 1[0 TPUBA€E MeHIIIe 6 AHIB, MOXKe IIPU3BECTH A0 peuunusy. Kypc
JIIKyBaHHA - 6 [HIB.

Himu.

He peKOMeHOYETHCS 3aCTOCOBYBATH HiTSIM.

Ilepedo3yeanHs.

[Tpo BUNagKu mepeno3yBaHHS JTiKapChKoro 3acoby He moBimomisinocs. OoHaK IepeBulleHHs 1o00Boi
[031 MOXKe IIPU3BECTHU 10 YTBOPEHHS BUPA30K EIiTeslilo MMiXBU.

ITo6iuni peakuii.

ITig yac KMHIYHUX JOCTigXKeHb ITOBIMOMIISIOCS IIPO HaBeleHi HukK4e mobiuHi peaxiiii, SIKi WMOBIpHO
IIOB’'13aHi 3 MeKBaJliHil0 XJTOPUOOM.

[Tepenik moGiyHUX peakilii HaBeIeHO 3a CUCTEeMaMH OPTaHiB Ta 4aCTOTOI0: YacTo (= 1/100 mo <
1/10), HewacTto (= 1/1000 mo < 1/100), yacToTa HeBimoMa-IIpo I1i MOOIYHi peakiril mOBimOMIISIIOCS
IIPOTATOM IEePioAy MiCIsPeeCTPaliiHOr0 3aCTOCYBaHHS.

3 boky cmameagux op2aHie i MOAOYHUX 3a/103.

YacTo: BariHanbHi BUIiNEHHS, By/IbBOBariHanbHUM CBepOikK, BITUyTTs MMediHHS ¥ By/IbBOBariHaIbHIN
30Hi.

Heuacro: BarinasbHa KpoBoTey4a, 0ib y mixsi.

YacToTa HeBimoMa: BUpa3KHy Ta Mallepallis IIiXBOBOTO eIliTeNil0, MaTKOBa KPOBOTEeYa, IOYEPBOHIHHS,
BariHajbHa CYyXiCTb.

IHpekuitiHi ma napa3umapHi xeopoobu.

YacTo: BariHasbHUY KaHOUA03.

HewacTo: 6akTepianbHui BariHiT, rpubkoBa iHeKis MWKipy, ByIbBIT, BYyIHBOBATIHIT.
YacToTa HeBifmoMa: IIUCTUT.

3 boky Hepeogoi cucmemu.



HeuacTo: romoBHuUi Gifb.

3 60Ky WAYHKOBO-KUWKOBO20 MPAKMY.

Heuacro: Hymora.

YcKknadueHHs 3a2anvHo20 Xapakmepy ma peakuii y micui 88e0eHHA.

YacToTa HeBimoMa: allepriuHi peakiril 3 CAMITOMaM# KPOIIMB THKH, epUTEMa, eK3aHTeMa, HaOpsIK,
BUCHIIAHHS ab0 cBepOixK, TUXOMaHKa.

Tepmin npudamHocmi.

3 poku

YMoBu 30epiranHsi.

36epiratu npu TeMmepartypi He Buine 30 °C. 36epiratu B opuriHanbHi# yrmakosii. 36epiratu y
HEe[OCTYIIHOMY I AiTe’ MicCIii.

YnakoBka.
[To 6 TabmeTok y 6rmicTepi, mo 1 6ricTepy B KapTOHHIM KopoOiri. ITo 2 TabneTku y 6micTepi, mo

1 6ricTepy B KapTOHHIN KOPOOITi.

Kareropis Bignycky.

bes penernra.

BupoOHUK.

MepinoBa AI'/Medinova AG.

Micue3Haxo/KeHHsI BHPOOHHMKA Ta aJgpeca MicCIllsi IPOBaXKeHHsS HOro His/IbHOCTI.

Err6roxmmrpacce 28, 8050 Liropux, IIBediapis/ Eggbuhlstrasse 28, 8050 Zurich, Switzerland.



