IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
IMOJII2KUHAKC

(POLYGYNAX)

Cknao:
ditoui peuoguHu: neomycin sulfate, polymyxin B sulfate, nystatin;
1 kamcyna BariHanbHa MiCTHUTh HeoMminuHy cynbdaty 35 000 MO, momimikcuny B cymbedaty

35 000 MO, wicratuny 100 000 MO;

donomisicHi pevosuHu: tuMetukoH 1000, Teho3® 63, onisi coeBa rigporeHizopaHa, XenaTHH,
rJIilepyH, BOga O4YUIleHa.

Jlikapcbka ¢popma. Kamncynu BariHasnbHi.

OcHosHI (i3uko-xiMiyHI 81acmusocmi: TJIafKi OBaIbHiI KAIICy/IH Bifl CBITJIO-3KOBTOTO [0 JKOBTOTO
KOJIBODY.

®dapMakoTepaneBTHYHA rpymna. [IpoTuMikpoOHi Ta aHTHCENTUYHI 3ac00H, 1[0 3aCTOCOBYIOTHCS B
rinekosnorii. Autu6iotuku. Hictatun, komoOinarii. Kog ATX GO1A A51.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

KowmbiHanisi HeoMilvHy, oJiMiKCUHY B Ta HicTaTuny.
MEXAHI3M [IIi

HeoMminus - aHTHOIOTHK IPynyu amMiHO3uAiB. MillleHHIO HeoMiluHy € pubocoManbHa cybomunuis 30S,
10 iHAyKye iHribyBaHHS CUHTE3y 0aKTepianbHOro Ginka 3 m0sIBOI0 HePYHKITIOHATBHUX OiNKiB.

AGepaHTHi 6iNnKM TPOHUKAIOTH YePe3 KIIITUHHY MeMOpaHy, 3MiHIOIOTH il TPOHUKHICTh Ta MOPYIIYIOTh
iHIIi TpoIecH XUTTENIANBHOCTI OaKTepil, 110 3a0e3neyuye OaKTEPUIIMIHY aKTUBHICTb.

[MTonimikcuH B € monminentuguuM aHnTHbioTHKOM. [TonmiMikcun B B3aemomie 3 dhocdomimigamu
MeMOpaHU MiKpOOpraHi3MiB (Jinonosicaxapuy rpaMHeraTuBHUX 6aKTepiit), 110 IPU3BOOUTE [0
me3opraxizailii MeMOpaHu 3 MOAAJIBIINM PYHHYBaHHSIM OaKTepialbHOI KITITUHH.

HictaTtus € nonieHoBUM MPOTUTPuOKOBUM 3acoboM, sikuit mie Ha Candida spp. HicTaTul 3B’43y€ThCS



3i cTeponaMu KIiTUHHOI MeMOpaHy IPpuOKOBUX IITaMiB, 3MiHIOIOUM MPOHUKHICTh KTITUHM i
BUKJIMKAIOYU BUTIK BHYTPIIIHBOKIIITUHHOTO BMICTY, 1110 TPU3BOAUTE [0 3aruberi KITiTHHY.

CIIEKTP AHTUBAKTEPIAJIBHOI OIi JITIKAPCbKOT'O 3ACOBY ITOJIIXKUHAKC

HocmifKeHHS in vitro, IpoBefieHi 3a JOMIOMOT0I0 METOMy PO3BelleHHI/HENUTpai3aillil B yMoBax, 110
BiITBOPIOIOTH BariHaJIbHE CepefoBUIlle, TOKa3anu 0aKTepUIUAHY [io KoMOiHalil TphoX AiI0Unx
PedoBHH JIiKapchKoro 3aco0y ITomikMHaKC Ha OCHOBHI OakTepii, BigmoBiganbHi 3a BAHUKHEHHS
OakTepianbHOTO BariHo3y (aHaepoOHi 6akTepii) Ta 6akTepianbHOTO BariHiTy (aepobHi 6akTepii).
Ouinka nmpoBoguiach yepes 1 rog Ta yepes 4 rof micisg KOHTAKTY.

YyTnuBicTh pi3HUX mTaMiB Oyia BU3HaYeHa BiATIOBIOHO [0 TOrapudMidHOro 3MEHIIIEHHS
OakTepialIbHOTO HaBaHTaXKEHHS, 1110 CIIOCTEPIraETLCS [l KOXKHOrOo mramy. Kputepii uyTnuBocTi, ski
BiIPI3HAIOTH YYT/IMBI IITaMU Bif LITaMiB i3 CEpegHbOI0 YYTIUBICTIO Ta PE3UCTEHTHUX LITaMiB, TaKi: S:
red log = 3 ta R: red log < 2.

YyTnuBicTh Pi3HUX MITaMiB 0 JiKapchKoro 3aco0y ITomixkuHakc HaBefieHa B Tabmuili 1.

Tabmuig 1

JyTauBi BUTH GaKTepin Bunu OakTepin i3 CrivKi BUIu
|cepennbor0 uyTIHBiCTIO 0akTepin

MikpoaepoOHa OakTepis
Gardnerella vaginalis
AHaepoOHi bakTepii
Atopobium vaginae
IMobiluncus curtisii
Prevotella bivia

AepoOHi OakTepil

Corynebacterium amycolatum Streptococcus pyogenes (rpyma |[Enterococcus faecalis
IMethicillin-sensitive A) Enterococcus hirae
staphylococcus aureus
Streptococcus agalactiae (rpyma
B)

I'paMHeraTuBHi:

[Branhamella catarrhalis Proteus mirabilis
Escherichia coli

[Haemophilus influenzae
Klebsiella aerogenes
(Enterobacter aerogenes)
Klebsiella pneumoniae

Neisseria meningitidis

Proteus hauseri (Proteus vulgaris)
Pseudomonas aeruginosa
Salmonella enteritidis

Shigella flexneri

Yersinia enterocolitica

[MpumiTtka. V miit Tabnuili HaBegeHOo mepestik 0akTepii, sSKi 4acTo MoB’s3aHi 3 OaKTepiaTbHUM



BariHO30M/BariHiTOM, ajie BiH He € ITOBHUM. Llel mepenik He CTaBUTH IIifl CYMHIB iHAUBiAyanbHi
CIEKTPHU il KOXKHOI Aif040l peuoBUHY JTiKapchKoro 3acoby ITomixkuHaKC 1070 iHIMKUX MTaMiB
OakTepii.

CHUHEPITYHA AKTUBHICTE [TOJIIMIKCHHY B TA HEOMIITUHY

HocmimKeHHS in vitro moKasaso, 0 ABa aHTUOIOTUKY B CKJIafi JTiKapchkoro 3acoby IlomixkuHakc
MalOTh B3a€EMOMOIIOBHIOIOYHH CIIEKTP, 1110 IPHU3BOOUTH A0 OiNbII OMHOPIOHOI il Ha YOTUPU OCHOBHI
OakTepiasbHi IMTaMu, BigNoBiganbHi 3a BUHUKHEHHST OaKTepia/bHOTO BariHO3y/BariHiTy
(Staphylococcus aureus, Escherichia coli, Streptococcus agalactiae, Gardnerella vaginalis), i mo
BOHH [IiIOTh MPUHAWMHI afUTUBHO.

CIEKTP ITPOTUT'PUBKOBOI OIi IOJIXKHUHAKCY

Byrno npoBemeHo mOCTiAXKEeHHS in Vitro 3 METOIO OLIIHKYM YyTIUBOCTI InTamiB Candida mnsaxom
BU3HAYEHHS MiHiManbHUX iHTiOyiounx KoHIeHTpaui (MIC) mictatuny. Pe3ynbTraTi, HaBeneHi B
TabOnuIl 2, MigTBEPAKYIOTE, 110 YYTIUBICTh M0 HiCTaTUHY 3aJIUINAETHCS iMEHTUYHOIO K IS IITaMiB
Candida albicans, Tax i gng mramiB Candida non-albicans.

Tabnuus 2
[MITamu MIC,, (Mr/m) MIC,, (Mr/m1) MIC 3HayeHHs (Mr/n
Minimym-MakcuMyM
Candida albicans
@ = 113) 2 4 1-4
Candida glabrata
(@ = 54) ul 4 4
Candida krusei
@ =11) 4 4 4
Candida tropicalis
@ =11) 2 4 2-4
Candida parapsilosis 1 1 0-4
(n=11)

MIC,,: MIC inzibye 50 % izonsimia; MIC,,: MIC iH2ibye 90 % izonsmie.

BITJINB HA JTAKTOGAILIWJIN

HocnifxeHHS in vitro 0yJio TPOBeeHO 3 METO0 OI[iHKY BIUIMBY KOMOiHaIlil TPhOX AiI0UNX PEYOBUH
nikapcbKoro 3acoby ITomikrHAKC Ha OCHOBHI JTakTOoOaKTepii, BUSBJIEHI y BariHabHi# ¢opi 3a
disionoriuamx ymoB (Lactobacillus crispatus, Lactobacillus gasseri Ta Lactobacillus jensenii).

PesynbraTy nokasyoTs, o [TomiKUHAKC IpU 3aCTOCYBaHHI B pEKOMEHI0BaHUX [03axX He BIJIMBAE Ha
KiJIbKiCTh IIUX TPHOX BUMIB JIaKTOOALM Y KOHIIEHTPALIiAX, IKi MOXKYTb OyTH BUSIBJIEHI y BariHaIbHOMY



CepemoBHUIII.
dapmakoKiHemuxka.

He BuBYanacs HOCTaTHLO.

KiiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

Micuese niKyBaHHS BariHITy, COPUYUHEHOr0 YYTJIUBUMU N0 KOMIIOHEHTIB IIpenapaTy
MiKpoopraHizmMamu (6akTepianbHUM BaTiHiT, ByNbBOBATiHIT, cipuuuHenuit Candida albicans i
Candida non-albicans, 3milanuii Barinit), Ta 6akTepiaJbHOTO BariHO3Y.

Heo0xigHo BpaxoByBaTH OQiIlilfiHi peKoMeHallil 1010 HajleXKHOT0 3aCTOCYBaHHS aHTHOAKTEePiaTbHUX
Ipenaparis.

IIpomunoka3aHHs.
Lle#t nmikapcbkui 3acib mpoTUioKa3aHuM y pasi:

- IiABHUINEHOI YyTIMBOCTI M0 mifouux abo MOImOMiXKHUX pedyoBUH (a00 MigBUIIEHOI YYTIUBOCTI 10O
BiIIOBiAHOI TPYIIX PEYOBUH);

- arneprii Ha apaxic abo cow, Yepe3 HasIBHICTh Y CKJIaMi COEBOI OJTii;
- 3aCTOCYBaHHS MOJIiypeTaHOBUX YOJIOBIYMX IIPE3€PBATUBIB, XKiHOYKUX IIPE3EPBATUBIB Ta
miapparm.

He pekoMeHOy€eThCSI 3aCTOCOBYBATH B KOMOiHaIlil 3i ciepMiliugaMu.

B3aemodin 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

[Tporunoka3aHi koMOiHaIrii

INonaiypemanoei 4on0eiui npezepeamuasu, JciHoyi npezepeamueu ma diagppazmu, depe3
PHU3UK IX PO3PUBY.

HepekomenpoBaHi koMmbiHaIrii
Cnepmiuudu

3acTocyBaHHs Oyab-SIKOTO IIpenapaTy OJis iHTpaBariHaJbHOI'0 BBEOEHHS, HMOBIPHO, pOOUTD
Hee()eKTHBHO MiCI[eBY KOHTpAIEMNLi0 CepMiluaaMH.

Oco6 1ueocmi 3acmocyeaHHsi.



ITonepenxKeHHd

Y pagzi micIeBoi HellepeHOCUMOCTI a00 anepriyHoi peakiii JTiKyBaHHSA HEOOXigHO IPUITMHUTH.
CeHcubimnizalig opraniamMy Ipu MiClleBOMY 3aCTOCYyBaHHI aHTHOIOTHKIB MOXKe Hafali MpU3BEeCTH 0
ayepriyHoi peakilii mpu CUCTEMHOMY 3aCTOCYBaHHI IIhOT0 K ab0 CIIOPigHEHOTO aHTUOIOTHKA.

3amo6iXkKHi 3aX00¥ ITPY BUKOPHUCTAHHI

TpuBamicTh NMiKyBaHHS CJIifi 00MeXyBaTu 4Yepe3 PU3UK BUHUKHEHHS Pe3UCTEHTHOCTI
MiKpOOpraHi3MiB 10 KOMIIOHEHTIB IIpemnapaTy abo PO3BUTKY CyHmepiH(eKITii.

Yepes BiACYTHICTh JaHUX 100 Pe30pOIlil HEOMIIMHY Ta MOJiMIKCUHY B cru30B010 06010HKOIO iCHYE
PU3MK BUHUKHEHHS CUCTEMHUX e(eKTiB, 0c06IMBO y pa3i HasiBHOI HUPKOBOI HEOCTATHOCTI.

Lle# nixapchkuil 3acib MiCTUTH 0JIiI0 CO€EBY, sIKa MOXKe BUKJIMKATH peakllil rinepyyTanBOCTi
(KponuB’'SHKY, aHa(iTaKTUYHUY II0K).

3acmocyeanHs y nepiod eazimnocmi a6o 200y8anHs 2pyodio.

o ckmnapmy nikapchkoro 3aco0y [TomixKuHaKC BXOOUTH aMiHOTTiIKO3UAHUYM aHTUOIOTMK HEOMIlIUH.
OCKinTbKY HEMOXKJIMBO BUKJIIOUUTHU CHCTEMHY abcopO1iito HeOMillMHY, iCHY€ BipOTifHICTh BUHMKHEHHS
OTOTOKCUYHMX PU3UKiB. TOMy BUKOPHCTAHHS IIifi 4aC BariTHOCTI JIiKapChKOT0 3ac00y, B CKJIafli SKOT0
€ HEOMILWH, CHIi YHUKATHU. Y KJIiHIYHUX AOCTIAXKEHHAX Ta IIifl YaC TPUBAJIOTO CIIOCTePeXkKEeHHS 3a
MEeIUYHUM 3aCTOCYBaHHSM [T0JTizKMHAKCY IIPO BUIIAJKA BUHUKHEHHS Bajl PO3BUTKY a00
(heTOTOKCUYHOCTI He TTOBiMOMIISIIIOCS.

Yepes HeOCTATHICTh JaHUX LION0 IPOHUKHEHHS IIpelapaTty B I'PyAHe MOJIOKO 3aCTOCYBaHHS B
nepion romyBaHHS TPYOAI0 He PEKOMEHIYEThCH.

30amuicmb enaueamu Ha weudkKicmov peakuii npu KkepyeaHHi asmompaHcnopmom adoo
iHwumMu mexaHizmamu.

He BmnuBae.

Cnoci6 3acmocyeaHHsi ma do3u.

IopocnuM 3aCTOCOBYBaTH iHTpaBariHalbHO BBedepi nepen cHoM 1 karcyny Ha moby.
BBecTu ogHy Karncysy rimboko y mixBy, 6akaHo B IIOJIOXKEHHI JTexXauu.

Kypc nikyBanus - 12 ni6.

ITpakmuuHi nopadu

- TlamieHTKy HeoOXimHO MPOiH(pOPMyBaTH LIOA0 JOTPUMAaHHS IIpaBuiI 0COOUCTOI TirieHu (HOCiHHS
0aBOBHSHOI OITM3HY, BUKJIIOUEHHS CIPUHINIOBAHHS Ta/a00 KOPUCTYBaHHS TaMIIOHAMM IIifl Yac
JIIKyBaHHS) i, HACKIIBKY MOXKJIMBO, YCYHYTU HECIIPUATIINBI (PAaKTOPH, 10 CIIPUUYUHUIN 3aXBOPIOBAHHS.



- [TutaHHA WOMO JIIKYBaHHS IIapTHEPA BUPIMIYETHCS Y KOKHOMY BUNIAAKY OKPEMO.
- He cnig nepepuBaTu niKyBaHHS IIiff 4ac MeHCTpyallii.

- JIiKyBaHHS CyMiCHE 3 JITaTEKCHUMH Ta I10J1ii30IIPEHOBUMU YOJIOBIYUMU
Ipe3epBaTUBaMU.

Himu.

Y muTsunii IpPaKTHUI 3aCTOCOBYETHCA CIellianbHa Jikapchbka (opma - [Nomixkurakc Bipro.

Ilepedo3yeanHns.

HagMmipHe Ta TpuBasie 3aCTOCYBaHHS MOXKe CIIPUUMHUTHU CHCTEMHi epeKTH (3 00Ky OpraHiB CIyxy Ta
HUPOK), 0COOJIMBO Y MallieHTOK i3 HUPKOBOIO HEJOCTATHICTIO0. TprBae 3aCTOCYBAHHS TaKOXK
IIOB’sI3aHe 3 IMiIBUIIEHUM PU3UKOM PO3BUTKY aJIePTivHOl eK3eMH.

ITobiuni peakuii.

[To6iyni peaknii Kmacu}ikyOThCS 3a BIJIUBOM Ha CUCTEMH Ta opraHu. YacToTa HebakaHUX Peakilil,
IIPO SIKi MMOBIOMJISIOCS Y CIIOHTAHHUX ITOBIHOM/IEHHSX, HEBiTOMa (HEMOXK/IMBO OLIIHUTHU 3 HaIBHUX
OaHUX).

3 6oky imyHHOI cucmemu
linepuyTnuBicTh: BUCHII, CBePOiK, KPONIUB'SHKA Ta aHadimaKTUYHA peakilis.
3 60Ky penpodykmueHoi cucmemu ma MOJAOYHUX 3d/103

Micuesi peakiiii, Taki gK BifuyTTs ediHHs, cBepOiXK, Mofpa3HeHHs, TOUePBOHIHHSA Ta HaOpSK.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle mae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHuM Ta hapMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo ixHiM
3aKOHHUM ITPeCTaBHUKAM CJIi[] IOBiTOMJISITH IIPO YCi BUITAAKHK MiI03PIOBAaHUX MOOIYHUX Peakiii Ta
BiicyTHOCTi e(heKTHUBHOCTI JIiKapChKOTO 3ac0o0y Yepe3 aBTOMaTU30BaHy iHGOpMaliiHy CUCTEMY 3
(dbapMaKoHarIsAy 3a nmocuiaHHgM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

2 poku. He 3acTocoByBaTu Iipernapar IIicjid 3aKiHYeHHsS TepPMiHY NPUAATHOCTL, 3a3HaY€HOr0 Ha
YIIaKOBIIi.


https://aisf.dec.gov.ua/

YmoBu 30epiranns. 36epiratu npu Temnepatypi He Buite 25 °C. 36epiraTé B HEOOCTYIIHOMY AJIS
OiTen Micrii.

YnakoBKa. 6 kancyn y 6mictepi, mo 1 abo 2 6micTepu y KapTOHHIN KOPOOLIi.

Kareropis Bigmycky. 3a peLenToMm.

BupoOHUK.

BupobHuk, 8ionogidaivHull 3a nakyeaHHs, KOHMPOb i sunyck cepii: InHoTepa 1ly3i,
Opasrnis/Innothera Chouzy, France.

Micue3HaxoIKeHHsI BAPOOHHKA Ta MOro ajpeca MicCIs NPOBaKeHHs Mis/IbHOCTi.

Pio Pene IlanTepo, Illys3i-ctop-Cic, Bamoap-ciop-Cic, 41150, ®pannisi/Rue Rene Chantereau, Chouzy-
sur-Cisse, Valloire-sur-Cisse, 41150, France.

3asIBHHK.

JTaboparopis IHHOTEK [HTepHAckIoHANb, OpaHniris/Laboratoire Innotech International, France.

Micune3HaxomKeHHs 3asiBHHKA.

22 aBeHo Apicrig Bpiian, 94110 Apkeii, Opanmisi/22 avenue Aristide Briand, 94110 Arcueil, France.



