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IHCTPYKIUIS
AJIS1 METUYHOT0 32CTOCYBAHHS JiKaAPChKOIo 3ac00y
MNOJIKMHAKC
(POLYGYNAX)

Cknao:

oiroui peuosunu: neomycin sulfate, polymyxin B sulfate, nystatin,

1 xamcyna BariHajbHa MiCTUTh HeoMiuuHy cyibdary 35 000 MO, nmomimikcuny B cymnbdary
35 000 MO, nicratuny 100 000 MO;

donomincui pevosunu: mametukon 1000, Tedos® 63, omis coeBa rimporeHi3oBaHa, JKeJaTHH,
TTIEPHH, BOJIa OYHUIIEHA.

Jlikapcbka ¢opma. Kancynu BarinaibHi.
Ochogni ¢hizuxo-ximiuni enacmusocmi. TAaIKI OBaJIbHI KalCyJd BiJ CBITJIO-)XOBTOT'O [0 >KOBTOTO
KOJIbODY.

dapmakoTepaneBTU4YHA rpyna. [I[porumMikpoOHi Ta aHTUCENITUYHI 3aCO0H, 1110 3aCTOCOBYIOTHCS B
rinekosorii. Autubiotuku. Hicrarun, xomOinamii. Kom ATX GO1A AS51.

Dapmakonoziuni eracmueocmi.

DapmaroounHamika.

Kombinaris HeomilMHy, mojiiMikcuHy B Ta HicTaTuRy.

MEXAHI3M A1i

HeominuH — aHTHOIOTHK Tpynu aMiHO3UAIB. MIIIEHHIO HEOMILMHY € pubOocoManbHa CyOOIMHUIIA
308, o iHAYKY€E 1HTI0YBaHHS CHHTE3Y OaKTepiaabHOTo O1JIKa 3 OSBOIO He(DYHKITIOHATBHUX O1IKIB.
AbepaHTHI OUIKHM IPOHUKAIOTH Yepe3 KIITHHHY MEMOpaHy, 3MIHIOIOTb il IPOHUKHICTh Ta MOPYIIYIOTh
1HIIT TIPOLIECH KUTTEMISIIBHOCTI OaKTEPii, 10 3a0e3reuye 0aKTepUIIMIHY aKTHBHICTb.

[Monimikcua B € mominentunauMm antuOiotukom. [lomimikcuma B B3aemopie 3 docdominmigamu
MeMOpaHu MIKpOOpraHi3MiB (JIirmoroiicaxapu TpaMHETaTUBHUX OakTepiil), 1m0 MPU3BOAHUTH 10
Jie30praHizanii MeMOpaHu 3 MOAAIBIINM PyHHYBaHHIM OaKTepialbHOT KIITHHU.

HicratuH € moeHOBUM MTPOTUTPUOKOBUM 3ac000M, sikuii fie Ha Candida spp. HictaTuH 3B’ A3y€ThCst
31 cTepoiaMu KIITHHHOI MeMOpaHu TpPUOKOBUX IITaMiB, 3MIHIOIOYM MPOHUKHICTh KIITHHH 1
BUKJIMKAIOYX BUTIK BHYTPIITHBOKIITAHHOTO BMICTY, 1110 TPU3BOIUTH J0 3aru0eii KIiTHHH.

CIIEKTP AHTUBAKTEPIAJBHOI JII JTIKAPCHKOT'O 3ACOBY MOJIDKMHAKC
JocnimkeHHs in vitro, IpOBEACHI 3a TOTIOMOTOI0 METOAY PO3BEICHHS/HEHTpami3allii B yMOBax, 110
BIJITBOPIOIOTH BariHaJbHE CEPENOBHUINE, MOKa3aIM OaKTEPHIMAHY Jil0 KOMOIHAIl TPhOX IIIOUMX
peuoBHH Jikapcbkoro 3acoly IlomikuHakc Ha OCHOBHI OakTepii, BiANOBIJaJIbHI 33 BHHUKHEHHS
OakTepiadbHOTO BariHO3y (aHaepoOHI OakTepii) Ta OakTepianbHOrO BariHiTy (aepoOHiI OakTepii).
Oninka npoBoauiack yepe3 1 roa Ta uepes 4 roj micist KOHTaKTY.

UyTnuBicTh pIi3HUX IITaMiB Oyjla BU3HAYEHA BIANOBIIHO A0 JOTapU(PMIYHOTO 3MEHIIECHHS
OakTepiaTbHOTO HABAaHTAXKEHHS, 110 CIIOCTEPITAETHCS TSI KOXKHOTO MmTamy. Kputepii 4y TauBOCTI, K1
BIJIPI3HSIOTH Yy TJIMBI IITAMH BiJl IITaMiB i3 CEPEIHBOIO YUY TJIMBICTIO Ta PE3UCTEHTHUX IITaMiB, TaKi:
S: red log > 3 Ta R: red log < 2.

UyTIuBicTh pI3HUX MITaMiB A0 JiKapcbkoro 3aco0y Ionikunake HaBeneHa B Tabmumi 1.



Tabmuns 1

Yytausi BUuam 0akrepii

Buam 6akrepiii i3 cepeHbOIO
YYTJHMBICTIO

Criliki BUIMN
OakTepii

MikpoaepoOHa 0akTepist

Gardnerella vaginalis

AHaepoOHi OakTepil

Atopobium vaginae
Mobiluncus curtisii
Prevotella bivia

AepoOHi 0akTepii

I'pamMnio3suTHBHI:

Corynebacterium amycolatum
Methicillin-sensitive
staphylococcus aureus

Streptococcus pyogenes (rpyna
A)

Enterococcus
faecalis
Enterococcus hirae

Streptococcus agalactiae (rpyna
B)

I'pamMHeraTuBHi:

Branhamella catarrhalis
Escherichia coli

Haemophilus influenzae
Klebsiella aerogenes
(Enterobacter aerogenes)
Klebsiella pneumoniae
Neisseria meningitidis

Proteus hauseri (Proteus
vulgaris)

Pseudomonas aeruginosa
Salmonella enteritidis

Shigella flexneri

Yersinia enterocolitica
[pumiTka. ¥V 1iii TabmuIll HaBEAEHO IMEpeNiK OaKTepiid, SKi 9acTo MOB’s3aHi 3 OakTepiaTbHUM
BariHO30M/BariHiTOM, aje BiH HE € MOBHMUM. Llel mepenik He CTaBUTh IiJl CYMHIB 1HAMBITyaJIbHI
CHEKTpHU [ii KOXKHOI Jil040i pEeYOBMHH JiKapchbKoro 3acoOy IlomiKMHAKC 100 IHIIMX LITaMiB
OakTepi.

Proteus mirabilis

CUHEPT'TYHA AKTHUBHICTbD INOJIMIKCHUHY B TA HEOMIIIUHY

JlocniKeHHs in vitro TIOKasajo, 110 Ba aHTUOIOTHUKU B CKJIAl Jikapchkoro 3acoly [lomixuHakce
MalOTh B3a€EMOJIOTIOBHIOIOUHM CIIEKTP, 10 MPU3BOAUTH 10 OUIBII OJHOPIAHOI JIi Ha YOTUPH OCHOBHI
OakTepialibHl INTaMH, BIAMOBIJaJbHI 32 BUHHUKHEHHS OaKTepiaJlbHOTO BariHO3y/BariHiTy
(Staphylococcus aureus, Escherichia coli, Streptococcus agalactiae, Gardnerella vaginalis), 1 1o
BOHM JIIfOTh IPUHANMHI aJUTHBHO.

CIIEKTP [MPOTUT'PUBEKOBOI JIf HOJDKUHAKCY

Byno mpoBeneHo MOCHIDKEHHS in Vitro 3 METOI0 OLIHKK 4YyTMBOCTI mtamiB Candida mmsxom
BU3HAYCHHS MiHIMaJIbHUX 1HTIOytounx koHueHtpauii (MIC) nictatuny. Pe3dyneraTti, HaBeneHi B
TaOIMIl 2, TATBEPIKYIOTh, IO YyTJIUBICTh J0 HICTATUHY 3AJIMIIAETHCS 1IEHTUYHOIO 5K JIJIS IIITaMiB
Candida albicans, Tax 1 nna wramiB Candida non-albicans.

Taomums 2
IITamu MICso (Mr/o1) MICoo (mr/) MIC 3nauyenHs: (MI/J1
Minimym-Makcumym
Candida albicans
(n=113) 2 4 1-4




Candida glabrata

(n=54) ! ) *
Candida krusei

(n=11) ! ) )
Cafdlda tropicalis 2 4 24
(n=11)

Candida

parapsilosis 4 4 24
(n=11)

MICso: MIC ineioye 50 % izonamie; MICoo: MIC incioye 90 % izonamis.

BIJIMB HA JTJAKTOBAIIWJIN

JocnikenHs in vitro 0ya0 IpOBEIEHO 3 METOIO OLIIHKH BIUIMBY KOMOiIHAII{ TPhOX JII0UMX PEUOBHH
Jikapcbkoro 3aco0y IlomibkuHaKC Ha OCHOBHI JaKTOOAKTEepii, BHSBJICHI y BariHaiubHIA ¢Jopi 3a
dizionoriuaux ymoB (Lactobacillus crispatus, Lactobacillus gasseri ta Lactobacillus jensenii).
PesynbraTn mokasyioTs, mo [lomikuHake mpu 3acTOCYBaHHI B PEKOMEHIOBAaHHUX J[03aX HE BILJIMBAE
Ha KUIBKICTh LIMX TPHOX BUMAIB JIAKTOOAIIMJI y KOHLEHTPAILSNX, SKI MOXYThb OyTH BHSBICHI Y
BariHaJbHOMY CEpPEOBHIIII.

DapmaxoxiHemuxa.

He BuBYanacsa noctaTHbo.

KuainiuHi xapakTepucTukm.

Iloka3zanns.

MicueBe JIiKyBaHHS BariHiTy, CIOPUYMHEHOTO UyTJIMBUMH IO KOMIIOHEHTIB IIpemnapary
MiKkpoopraHnizamMamu (OakTepiaibHUIl BariHiT, BYJbBOBariHit, crnpuuuHeHuit Candida albicans i
Candida non-albicans, 3mimanuii BaridiT), Ta 6aKTepiaJbHOTO BariHO3y.

HeoOxigHo  BpaxoByBatu  oQililiHI  peKOMeHAalii  IM0JA0  HAJIEKHOTO  3aCTOCYBAaHHS
aHTHOAKTepiaJbHUX TPETapaTiB.

Ilpomunoxazanns.
Leit nikapcbkwii 3aci0 MPOTUIIOKA3aHUH y pasi:
- TIJIBHIIEHOI YyTJIMBOCTI 0 AIIOYUX a00 JOMOMDKHHUX PEYOBHH (200 MiIBUINEHOT YyTIUBOCTI
JI0 BiJIMIOBIHOI TPy PEYOBHH);
- aneprii Ha apaxic abo0 CO¥0, Uepe3 HasIBHICTh y CKJIaJll COEBOI OJIii;
- 3aCTOCYBaHHS IOJIypETAHOBUX YOJIOBIYMX MPE3EPBATUBIB, )KIHOUYMX NIPE3EPBATHUBIB Ta
niadparm.
He pexoMeHy€eThCst 3aCTOCOBYBATH B KOMOIHAIIIT 31 CIIEPMIIIAAMH.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuwi 6U0U 63A€EMOOI.

[IpoTunoka3ani KOMOIHAIIIT

Ioniypemanogi uonogiui npezepeamueu, Hcinoui npezepeamueu ma oiagpazmu, 4epe3 pu3mK ix
pO3pHUBY.

HepekxomenioBaHi kombiHaiii

Cnepmiyuou

3acTocyBaHHA Oy/Ib-IKOTO IpenapaTy Ui I1HTpaBariHaJIbHOTO BBEIEHHS, WMOBIPHO, POOUTH
Hee(hEKTUBHOIO MICIIEBY KOHTPAIICTIIIIIO CIIEPMIIIAIAMHU.

Ocobausocmi 3acmocy8anus.
[lonepenkeHHs

VY pasi MmicieBoi HemepeHOCUMOCTI abo ajepriyHoi peakilii JIKyBaHHS HEOOXIMHO MPUIHUHUTH.
Cencu0imnizaliiss opraHizMy InpH MiCIIEBOMY 3aCTOCYBaHHI aHTHO10THKIB MOYKE HaJaJli IPU3BECTH JI0
aJIeprivyHoi peakIlii Mpu CUCTEMHOMY 3aCTOCYBaHHI IIOTO 3K a00 CIOPiJHEHOTO aHTHO10THKA.

3ano0iKHI 3aX0IH IIPU BUKOPHUCTAaHHI




TpuBamicte JiKyBaHHA CJHii OOMEXyBaTH yepe3 pHU3UK BHUHUKHEHHS PE3UCTEHTHOCTI
MIKPOOPTaHi3MiB 10 KOMIIOHEHTIB IIpenapary abo po3BUTKY CyrepiHdeKITii.

Yepes BIACYTHICTh JAaHUX IIOAO Pe30pOllii HEOMIIMHY Ta MOMIMIKCHHY B CIM30BOI0 000JI0HKOIO
ICHY€ pU3UK BUHUKHEHHS CUCTEMHUX €(EeKTiB, 0COOJIIMBO y pa3i HasIBHOI HUPKOBOI HEJOCTATHOCTI.

Le#t nikapcbkuil 3acid MICTHTH OJIII0 COEBY, sfKa MOXKE BHMKJIMKATH peakiii rinepuyTIMBOCTI
(kponuB’THKY, aHADUIAKTUIHUHN TIOK).

3acmocyeannsa y nepiod eazimuocmi ado 200y8anHsa 2pyoor.

o ckiamy mikapcbkoro 3aco0y IlonmiknHAKC BXOIUTH aMiHOTJIIKO3UAHUN aHTHOIOTHK HEOMIIIHH.
OCKUTBKM HEMOJJIMBO BHKJIIOUUTH CHUCTEMHY aOCOpOIlil0 HEOMIIMHY, ICHY€ BipOTiIHICTb
BUHHKHEHHS OTOTOKCUYHHUX PU3HKIB. TOMY BUKOPHUCTAHHS ITi]1 YaC BariTHOCTI JIIKAPCHKOTO 3aco0y,
B CKJIaJl SKOTO € HEOMIIMH, CIiJ YHUKATH. Y KIIHIYHHUX AOCTIDKEHHSX Ta MiJ 9ac TPUBAIOTO
CIIOCTEPEXKEHHSI 3a MEAMYHUM 3acTocyBaHHSM [lonmikuHAKCYy Npo BUNAAKUM BUHUKHEHHS Bajl
PO3BUTKY 200 ()ETOTOKCUYHOCTI HE MOBIOMIISIIIOCS.

Yepe3 HENOCTATHICTh AAHMX HIOJO MPOHUKHEHHS Mpenapary B IPyAHE MOJOKO 3aCTOCYBAaHHS B
nepioj] TOAyBaHHS TPYITI0 HE PEKOMEHIYEThCS.

30amuicmey enaueamu Ha WIGUOKICMb peakyii npu KepyeanHi aemompanHcnopmom aoo
[HUWUMU MexXanizmamu.
He BnuBae.

Cnoci6 3acmocysannsa ma 003u.

Jlopocnum 3acTOCOBYBaTH 1HTpaBariHaJIbHO BBEUEpi repes CHoM | Karicyiny Ha 100y .

BBectu oy Kancyity riamOoko y mixBy, 0a)kKaHO B MOJIOKEHHI JISKAUH.

Kypc nmikyBanus — 12 ni0.

Ilpakmuuni nopaou

- TlamienTky HEoOXiaHO TTPOIHGOPMYBATH OO0 NOTPUMAHHS MPABUJI OCOOUCTOI TirieHu (HOCIHHS
0aBOBHSIHOI OUIM3HM, BUKIIOUEHHS CIPHHIIOBaHHS Ta/a00 KOPUCTYBaHHS TaMIIOHAMH IIiJI 4ac
JIKyBaHHS) 1, HACKIIBKM MOXJIHMBO, YCYHYTH HECHPHATIHMBI (PakTopu, IO CHPUINHUIHA
3aXBOPIOBAHHS.

- IuranHs mI00 JiKyBaHHS MapTHEPA BUPILIYETHCS Y KOXKHOMY BUTIAJIKY OKPEMO.

- He cnix nepepuBartu JikyBaHHS I1iJ] 4aC MEHCTPYaLlii.

- JlikyBaHHs CyMiCHE 3 JJATEKCHHMH Ta MOJI11301PEHOBUMH YOJIOBIYUMU TTPE3€PBATHBAMM.

Himu.

VY nuTs4Mil MpakTHUIl 3aCTOCOBY€ETHCS ClielialibHa Jlikapcbka popma — [onixkunake Bipro.

Ilepeoosysannas.

HanmipHe Ta TpuBaiie 3aCTOCYBaHHS MOYKE CIPUYMHHUTH CUCTEMHI e(eKTH (3 00Ky OpraHiB CIIyXy Ta
HUPOK), OCOONMBO y MAI[IEHTOK 13 HUPKOBOIO HEAOCTATHICTIO. TpuBane 3acTOCYBaHHS TaKOX
OB’ s3aHE 3 MMiIBUIICHUM PU3UKOM PO3BHUTKY AJIEPTi4HOI EK3EMH.

Io6iuni peaxuii.

[To61uHi peakiii K1acu(iKyIOTHCS 3a BILTMBOM Ha CHCTEMH Ta opranu. YacToTa HeOaxaHUX peakIlii,
PO sKi TIOBIIOMIISIIOCS Y CIIOHTAaHHHX MOBIJOMJICHHSIX, HEBiIoMa (HEMOXKIIUBO OILIIHUTHU 3 HAsIBHUX
JAaHUX).

3 6oky imyHHoi cucmemu

['inepuyTnHBICTh: BUCHI, CBEpOIXK, KPOTIMB THKA Ta aHa(TaKTHYHA PEaKITis.

3 60Ky penpoOyKmueHoi cucmemu ma MOAOYHUX 3A]103

MicueBi peakirii, Taki sIK BIIUyTTs MIEUiHHS, CBEPODK, OAPAa3HEHHS, TOYEPBOHIHHS Ta HAOPSIK.

[ToBigOMJIEHHS PO Mi03PIOBaH1 NOOIYHI peakitii
[NoBinomeHHs mpo MOOIYHI peakIiii micis peecTpallii JiKapchbKoro 3aco0y Mae BaXKJIMBE 3HAUCHHS.
Ile mae 3MOry TPOBOJUTH MOHITOPUHT CITIBBIHOIICHHSI KOPUCTH/PU3HK MPHU 3aCTOCYBaHHI IILOTO
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JiKapchKoro 3aco0y. MenuyHuM Ta GpapMalieBTUYHUM IpalliBHUKAM, a TAKOX MalieHTaM abo iXHIM
3aKOHHUM TIPEICTaBHUKAM CJIiJ MOBIIOMJISITH TIPO YC1 BUMAAKHU TT1J03PIOBAHUX TTOOIYHUX PEAKITii Ta
BIZICYTHOCTI €()eKTHBHOCTI JIKapChKOTo 3aco0y uepe3 aBTOMATHU30BaHy iH(opMalliiiHy cucremy 3
dbapmakoHarsiIy 3a nmocuiaaHHsaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
2 poku. He 3acTocoByBaTu mpemnapar micis 3aKiH4eHHS TepMiHy IPHUAATHOCTI, 3a3HAYEHOr0 Ha
YITaKOBIII.

YMmoBH 30epiranns. 30epiratu npu temnepatypi He Buine 25 °C. 306epiraTé B HEJOCTYITHOMY
TS QITEN MicIl.

YnakoBka. 6 karicyn y Omictepi, mo 1 abo 2 Oiictepu y KapTOHHIM KOPOOITI.

Kareropis Bignycky. 3a peunentom.

Bupoonuk.

Bupobnux, eionogioanvHuii 3a naxyeamus, Kowmponav i eunyck cepii: Iaaotepa Ilys3i,
®panrisi/Innothera Chouzy, France.

Micue3Haxo/:KkeHHsI BUPOOHUKA Ta fOro aapeca Micus NpoBaJKeHHA AiAJIbHOCTI.

Pro Pene IllanTepo, y3i-ciop-Cic, Bamtoap-ciop-Cic, 41150, @panuis/Rue Rene Chantereau,

Chouzy-sur-Cisse, Valloire-sur-Cisse, 41150, France.

3asiBHUK.
JlaGoparopis [nHoTek InTepnacsitonans, @panuis/Laboratoire Innotech International, France.

Micue3naxonxkeHHsI 3asiBHHKA.
22 amento Apictig bpiitan, 94110 Apkeit, @paniis/22 avenue Aristide Briand, 94110 Arcueil,

France.

Jarta octranHboOro neperJsay. 22.12.2023.


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