IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

INOJIIZKUHAKC BIPTO

(POLYGYNAX VIRGO)

Cknao:
Oitoui peuoguHu: neomycin sulfate, polymyxin B sulfate, nystatin;

1 kancyna MictTutek HeoMminuHy cynbdat 35 000 MO, nonimikcuny B cynedat 35 000 MO, micTaTul
100 000 MO;

donomioicHi pewosuHu: Tedo3® 63, omis coeBa rigporenizosana, guMeTukoH 1000;

000/10HKa Kancyau: XenaTuH, riaineput, numetukon 1000, Bofa ovuIeHa.

JIikapcbska ¢opma. EMyrnbcis BariHanbpHa y Kamcysiax.

OcHo8HI (i3uKo-ximiyHi 81acmueocmi: TafKi oBaIbHI KaIllCyNY i3 3aTOCTPEHUM BUTATHYTUM KiHI[EM
Bif 61i0-3K0BTOT0 M0 6E3KEBOT0 KOILOPY.

dapmMakoTepaneBTHYHA Irpymna. [IpoTuMikpoOHi Ta aHTUCENITUYHI 3acO0U [IJIT 3aCTOCYBAHHS Y
rigexkonorii. AuTubioTuku. Hictatun, kom6inamii. Kog ATX GO1A A51.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

KowmbiHa1isi HeoMillvHy, oJiMiKCUHY B Ta HicTaTuny.
MEXAHI3M [IOIi

Heowmimun - anTUOiOTHK Ipyny amMiHO3ufiB. MillleHHI0O HeoMilluHy € pubocomanbHa cybomunauisa 30S,
o iHAyKye inribyBaHHS CUHTE3y OakTepianbHOTro OinKa 3 M0sIBOI0 HeyHKITIOHATHHUX OiNKiB.

AGepaHTHi 0iNKY IPOHUKAIOThH Yepe3 KIIITHHHY MeMOpaHy, 3MiHIOIOTH il IPOHUKHICTH Ta OPYIIYIOTh
iHIII IpoIecy XKUTTERIANBHOCTI 6aKTepil, 1m0 3a0e3nedye OaKTepULUKUIHY aKTUBHICTb.

[TonimikcuH B € nmonminentupauM aHTuOioTKOM. ITomiMikcua B B3aemopie 3 dhocdominigamu
MeMOpaHU MiKpoopraHi3miB (J1inmomnosnicaxapu rpaMHETaTUBHUX OaKTepil), 10 IPU3BOOUTH 10
me3opraxizailii MeMOpaHu 3 MMOOAJIBIINM PYHHYBAaHHIM OaKTepiallbHOI KITITHHH.



HicraTtus € nosnieHOBUM MpOTUTpuOKOBUM 3acoboM, sikuii gie Ha Candida spp. HictaTuH 3B’43y€ThCS
3i cTeponaMu KIiTHHHOI MeMOpaHy IPUOKOBUX IITaMiB, 3MiHIOIYYM TPOHUKHICTh KTITUHY i
BUK/IMKAIOYY BUTIK BHYTPIIIHbOKJTITUHHOT'O BMICTY, III0 TPU3BOAUTH [0 3arubesti KITiTHHU.

CIIEKTP AHTUBAKTEPIAJIBHOI [Ii JITIKAPCbKOT'O 3ACOBY TTOJIIKIHAKC BIPTO

HocmimKeHHS in vitro, IpoBefeHi 3a JOIIOMOT0I0 METOMY PO3BefleHHI/HEeWTpai3allil B yMoBax, 110
BiITBOPIOIOTH BariHaJbHE CEPENOBUIIE, ITOKa3anu OaKTepUIMAHY [it0o KoMOiHallil TPhOX [itoumnXx
pedvoBHH JiKapchbkoro 3acoby ITomixkuHakc Bipro Ha ocHOBHI 6akTepii, BigmoBifanbHi 3a BUHUKHEHHS
H6akTepianbHOTO BariHody (aHaepoOHi OakTepii) i 6akTepianbHOTO BariHiTy (aepobHi 6akTepii). OmiHnKa
IIpoBoguiiach yepes 1 rog ta yepes 4 rof miciisg KOHTAKTY.

YyTnusicTh pi3HUX MTaMiB Oyna BU3HaY€Ha BiATIOBIgHO [0 TorapuMiuHOr0 3MEHIIIEeHHS
OakTepiaTbHOTO HaBaHTaXKeHHS, 1[0 CIIOCTEPIraEThCS AJIS KOXKHOTO mTamy. KpuTepii 4yTnuBocTi, ki
BigPI3HAIOTH UyTJIMBI IITaMHU Bif LITaMiB i3 CEPEeIHbOI0 UYTJIUBICTIO Ta PE3UCTEHTHUX IITaMiB, TakKi: S:
red log = 3 ta R: red log < 2.

YyTnusicTh pi3HUX MTaMiB [0 JiKapcbKoro 3acoby IlomixkuHakc Bipro HaBepeHa B Tabmuti 1.

Tabmuig 1

JyTauBi BUTH OaKTepin Bungu OakTepin i3 CTiuki BUIH
|cepenHBbOI0 YyTIHBICTIO DaKTepin

Mikpoaepo0OHa OakTepis
Gardnerella vaginalis
AHaepoOHi OakTepil
Atopobium vaginae
IMobiluncus curtisii
Prevotella bivia

Aepo0OHi DakTepii

'PaMNIIO3UTHBHI:
Corynebacterium amycolatum Streptococcus pyogenes (rpyma |[Enterococcus faecalis
IMethicillin-sensitive A) Fnterococcus hirae
staphylococcus aureus
Streptococcus agalactiae (rpyma
B)

'paMHeraTuBHi:

Branhamella catarrhalis Proteus mirabilis
[F'scherichia coli

[Haemophilus influenzae
Klebsiella aerogenes
(Enterobacter aerogenes)
Klebsiella pneumoniae

INeisseria meningitidis

Proteus hauseri (Proteus vulgaris)
Pseudomonas aeruginosa
Salmonella enteritidis

Shigella flexneri

Yersinia enterocolitica




[pumiTka. YV 1iti Tabnuili HaBefeHO Mepenik 0akTepil, SKi 4acTo MoB’si3aHi 3 OaKTepiaTbHUM
BariHO30M/BariHiToM, aje BiH He € IOBHUM. Lle nepesiik He CTaBUTH IIifi CYMHIB iIHOUBiOyabHi
CIIEKTPH [il KOXKHOI [1if040l PeY0OBUHH JIiKapchKoro 3acoby ITomixkuHakc Bipro oo iHIIKX mraMis
OakTepii.

CHUHEPITYHA AKTUBHICTSD [TOJIIMIKCHHY B TA HEOMIITUHY

HocmimkeHHs in vitro moka3saro, 110 ABa aHTUOIOTUKY B CKIafi TiKapchKoro 3aco0y [TomikuHakc
Bipro mMaoTh B3aEMOIOTIOBHIOIOYHH CIIEKTP, IO MPU3BOAUTH [0 GibIl OMHOPIMHOI Ail Ha YOTHDPH
OCHOBHi 0akTepia/bHi IITaMH, BifiTOBigambHi 3a BUHMKHEHHS 6aKTepialbHOTO BariHO3y/BariHiTy
(Staphylococcus aureus, Escherichia coli, Streptococcus agalactiae, Gardnerella vaginalis), i mo
BOHHU [IiI0Th MPUHAWMHI afUTUBHO.

CIIEKTP ITPOTUT'PUBKOBOI O OMIXKWHAKCY BIPTO

Byno npoBeneHo HOCTiAKEHHS in Vitro 3 MeTOI0 OLIHKYM YyTIXBOCTI mMTaMiB Candida mnsaxoMm
BHM3HAUYEeHHS MiHiMalIbHUX iHTiOyounx KoHueHTpalii (MIC) HictraTuny. Pe3ynbraTi, HaBefieHi B
TabnuIl 2, MigTBEPHAKYIOTE, 110 YYTIUBICTh M0 HiCTaTHHY 3aJIUINAEThCS ifEHTUYHOIO K IS IITaMiB
Candida albicans, Tax i mng mramis Candida non-albicans.

Tabmuig 2
IMITaMu MIC;, (Mr/m1) MIC,, (Mr/m1) MIC 3HaueHHsa (Mr/1
MiniMmym-Makcumym
Candida albicans
(n=113) : i 1_4
Candida glabrata
(n = 54) 4 N :
Candida krusei
(n=11) i * i
Candida tropicalis ) 4 04
(n=11)
Candida parapsilosis 1 4 0_4
(n=11)

MIC,,: MIC iHeibye 50 % izonamis; MIC,,: MIC iH2ibye 90 % i3oasmis.

BIIJINB HA JIAKTOGAIIAJIN

HocmimkeHHs in vitro 6yi0 TPoBeieHO 3 METO0 OI[iHKM BIIMBY KOMOiHaIil TPhOX AiI0UMX PEYOBUH
nikapcbKoro 3aco0y ITomixkuHakc Bipro Ha oCHOBHI 1akTo6aKTepil, BUSABIEH] Y BariHambHiN (iopi 3a
¢isionoriuamx ymoB (Lactobacillus crispatus, Lactobacillus gasseri ta Lactobacillus jensenii).
PesynbTaTi M0Ka3yioTh, 110 [TomikuHakCc Bipro npu 3aCcToCyBaHHI B pEKOMEHIOOBaHUX [103aX He
BIUIMBA€E Ha KiNbKICTh IMX TPHOX BUMIB TaKTOOALMIT ¥ KOHIIEHTPALIAX, SIKi MOXYTb OyTH BUSIBIIEHI y
BariHaJbHOMY CepeoBUIIl.



dapmakoKiHemuxka.

He BuBYanacs HOCTaTHEO.

Kriniyni xapakTepuCTHKH.
Iloka3aHnHs.

Micuese niKyBaHHS BariHiTy, CHPUYMHEHOr0 YYTJIUBUMU 40 KOMIIOHEHTIB IIpenapaTy
MikpoopraHizmamu (6akTepianbHUM BariHiT, By/bBOBariHiT, cipuunHenuit Candida albicans i
Candida non-albicans, 3Mimanui BariHiT), Ta 6aKTepiaabHOTO BariHO3Y.

Heo06xigHo BpaxoByBaTH 0QilliliHi peKoMeHallil 1010 Hajle2kKHOT0 3aCTOCYBaHHS aHTUOaKTepiaTbHUX
IIpernaparis.

IIpomunoka3aHHs.
Lleit mikapchKui 3acib MPOTUIIOKA3aHUHT Y pasi:

- MigBUIIEHOI YYTINBOCTI 0 HAifouynx ab0 HOMOMIKHUX pedoBuH (ab0 MifBUILIEHOI YyTIUBOCTI OO
BiAITIOBigHOI TPYTIX PEYOBUH);

- arneprii Ha apaxic abo coi, yepe3 HasIBHICTh Y CKJIafi COEBOI OJTii;

- 3aCTOCYBaHHS II0JIlypeTaHOBUX YOJIOBIUMX IIPe3epBaTUBIB, XKiHOYUX IIpe3ePBaTUBIB Ta
miadparm.

He pekoMeHIy€eThCSI 3aCTOCOBYBATH B KOMOiHaIlil 3i ciepMinuoamu.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Y pasi BUKOpHCTaHHS I[bOTO JIIKAapChKOT0 3aC00y CeKCyalbHO aKTUBHUMHU [iBYaTaMU-TiATiTKaMu
[IpoTunokasaHi KombiHalii

INoniypemanoei 4on06iui npezepeamuasu, JciHoyi npezepeamueu ma diagppazmu, yepe3
PHU3UK IX PO3PUBY.

HepekomeHmoBaHi KoMOGiHaIrii
Cnepmiuudu

3acTocyBaHHs Oyab-IKOTO IIpenapaTy OIS iHTpaBariHaJbHOr'0 BBEOEHHS, HMOBIPHO, pOOUTD
Hee()eKTHBHOIO MiCI[eBY KOHTpAILENLi0 CepMiluaaMH.

Oco06.1ueocmi 3acmocyeaHHsi.



ITonepenkeHHs

[lepen npu3HaueHHSAM JIiIKapChKOTO 3ac00y HeoOXimHO mpoBecTH OaKTepiosoriyHe HOCTimKeHHsA. Y
pasi MicuieBoi HenepeHocUMOCTi ab0 anmepriyHol peakiril TiKyBaHHS CJIifl IPUITHHUTH.

Cencubinizalis opra"iamy npu MiclleBoMy 3aCTOCYBaHHI aHTUOIOTHKIB MOXKe Haflali MPU3BECTH [0
aseprivyHol peakilii Ipu CHCTEMHOMY 3aCTOCYBaHHi 1IbOT0 XK ab0 cropigHeHOoro aHTHOIOTHKA.

3ano0ixkHi 3ax00u NPH BUKOPHUCTAHHI

Cnipm 06MeXyBaTH TPUBAICTh JTiKyBaHHS Yepe3 PU3UK IOSBY PE3UCTEHTHUX MiKpOOpraHi3MiB Ta
cymnepiHgexii, BUKIMKaHOI MU MiKpoopraHiaMaMH.

BipcyTHicTh maHUX PO POJIb Pe30p0ilil ¢hpakiliii HeoMilMHY Ta MOJIMIKCHHY B uepes Cu30By
000JIOHKY He [ja€ 3MOTHY IOBHICTIO BUK/IIOUUTHY PU3UK CUCTEMHUX e(PEKTiB, IKHU 0COOIMBO 3POCTAE Y
pa3si HUPKOBOI HEOOCTATHOCTI.

Lle#t nixapcbkuil 3acib MiCTUTE OJIiI0 COEBY, IKa MOXKe BUKJIMKATHU Peakllil rinep4yTauBOoCTi
(KponuB'IHKY, aHa(piMTaKTUYHUY IIIO0K).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

o ckmamy nikapcbkoro 3aco0y [TomixkuHakc Bipro BXomuTh aMiHOTIIIKO3UOHNM aHTUOI0THK
HeoMiuxH. OCKiTbKM HEMOXK/IMBO BUK/TIOUUTH CUCTEMHY abCcopOIlito HeOMIlMHY, iCHY€E BiporigHiCcTh
BUHUKHEHHS OTOTOKCUYHUX pU3UKiB. TOMYy 3aCTOCYBaHHS IIiJf Yac BariTHOCTI JIikapchKOTO 3aco0y, B
CKJIafil AKOTO € HEOMIIMH, CJIifj YHUKATHU. Y KIIIHIYHUX OOCIIIIXKEHHIX Ta [if Yac TPUBAJIOro
CIIOCTEPEeXkKEHHS 3a MEOUYHKM 3aCTOCYBaHHSM JlikapchbKoro 3aco0y I[TomixkuHakc Bipro nmpo
BUHUKHEHHS BaJ PO3BUTKY a0 ()eTOTOKCUYHICTE He MOBiHOMIISIIOCH.

Yepe3 HEJOCTATHICTh JaHUX 100 IPOHUKHEHHS IIpenapaTy B TPyIHe MOJIOKO 3aCTOCyBaHHS B
nepion romyBaHHS TPYOII0 He PEKOMEHIYEThCS.

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

He BnuBae.

Cnoci6 3acmocyeaHHss ma do3u.
[IPEITAPAT [TPM3HAUYEHUU IOJ1d 3ACTOCYBAHHA OITAM TA JIBYHATKAM-ITIOJIITKAM.

Cnocib 3acTocyBaHHS

Heo06xigHo Hagpi3aTy 3aroCcTpeHu KiHelh KalCyiu HOXUISIMU. BBeCTH eMyIIbCiio Y IiXBY, MOBIJIbHO
HaTUCKal04yy Ha KalCyy.

,ﬂOSyBaHHH



imu

OpHa By/lIbBOBariHajbHa iHCTUIALIA (BBEOEHHS Y IiXBY) BBeUepi mepen CHOM IIiCJis BeYipHbBOTO
TyaJieTy IPOTArOM 6 [HIB IIOCIIiTIb.

Hopocai

[TonixxuHakc Bipro MoxHa 3aCTOCOBYBaTH OOPOC/IUM XKiHKaM, Y AKUX BUHUKAIOTH TPYAHOILI 3
CaMOCTIMHUM BBeIeHHSM JIiKapChKOT0 3ac00y B IiXBY 3 Pi3HUX Ipu4uH (hizuyHuX abo
nIcUXoJorivynux). Hanpuknan, TUIoBUM Oap’€poM AJis BariHaJIbHOTO HUISXY BBEIEHHS € CYXiCTh IIiXBU
IIpY MEeHOoIay3i.

OpnHa By/nIbBOBariHajbHa IHCTUIALIA BBeUepi llepe CHOM IIiC/isl BeUipHbOr0 TyaseTy npoTarom 12
IOHIB IIOCIIiNb.

[IpaKTHYHI Mopagu

Y nepiop niKyBaHHS CIi JOTPUMYyBaTUCS PeKOMeHAallill OO0 TirieHu (HOCUTH
06aBOBHSHY OiTM3HY, HE KOPUCTYBATUCS TirieHiYHUMM TaMIIOHAMHU TOIIO) i, HACKIIbKU 11 MOXKJIMBO,
YCYHYTH (aKTOPH, L0 CIPUYUHUIN 3aXBOPIOBaHHS.

He crig mepepuBaTy JIiKyBaHHS IIifl Yac MeHCTPYallii.

JIiKkyBaHHS CyMiCHE 3 JTaTEKCHUMH Ta I0J1ii30IIPEeHOBUMU YOJIOBIYMMHU IIpe3epBaTUBaAMU.

Himu.

CnenianbHa TikapcbKa hopma (eMybCisl BariHalbHa y Kalcylax) npenapaty [lomixkuHakc Bipro
PEeKOMeHj0BaHa M1l 3aCTOCYBaHHS y OUTAYIN IiHEKOIOTIUHIN IPaKTUIl.

Ilepedo3yeanHns.

HamgMmipHe i TprBajie 3aCTOCYBaHHS MOXKe CIPUYUHUTH CUCTEMHI edeKTH (3 60Ky OpraHiB CIyXy Ta
HUPOK), 0COOIMBO ¥ XBOPUX i3 HUPKOBOIO HEJOCTATHICTIO0. TpuBaje 3aCTOCYBaHHS TaKOXK IIOB’si3aHe 3
IiABUIIEHUM PHU3UKOM PO3BUTKY alepriuHoi eK3eMH.

ITo6iyHi peaxuii.

[To6iuni peaknii Kimacu}ikyrOThCS 3a BIJIUBOM Ha CUCTEMH Ta opraHu. YacTtoTa HebaxKaHUX PeaKlilil,
PO SIKi MMOBIIOMJISIIIOCS Y CIIOHTAHHUX ITOBIOMIEHHSX, HEBiTOMa (HEMOXK/IMBO OLIIHUTHU 3 HaIBHUX
OaHUX).

3 6oky imyHHOI cucmemu
linepuyTnuBicTh: BucHI, CBepOiXkK, KPOIUB'THKA Ta aHadinaKTU4YHa Peakilis.

3 60Ky penpodykmueHoi cucmemu ma MOJAOYHUX 3d/103



Micuesi peaxkiiil, Taki K Bif4yTTs NediHHs, cBep0ixK, Mofpa3HeHHs, TOUEPBOHIHHSA Ta HaOpsK.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpaliii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoOro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAaM, a TaK0oX IallieHTaMm abo ixHiM
3aKOHHUM IIpeiICTaBHUKAM CJIifl ITOBIIOMIISITH IIPO yCi BUMTAOKM ITig03pI0OBaHUX MOOIYHUX peakiii Ta
BiICyTHOCTI e(peKTHBHOCTI JTiKapChKOT0 3aco0y Yyepe3 aBTOMATH30BaHy iH(opMaliiHy CUCTEMY 3
dbapMaKOHATISOy 3a MocuilaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamnocmi. 2 poku. He 3acTocoByBaTH Ipemnapar Mmicis 3aKiH4eHHS TEPMiHY
IIPUNATHOCTI, 3a3HAYEHOr'0 Ha yIIaKOBIIl.

YmMmoBu 30epiranns. 30epiraTi B OpuriHaibHill yIIaKOBI Ipy TeMIepaTypi He Buie 25 °C.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnakoBKa. 3 Karcynu B 6yticTepi, 2 61icTepu y KapTOHHiN KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupoOHUK.

InnoTtepa Illysi, ®pannis/Innothera Chouzy, France.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca MicIsi IPpoBaIXKeHHs HOro Tis/IbHOCTI.

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

3asiBHHK.

JlabGopaTopis IHHOTeK [HTepHackioHanmb, ®pawnirisi/Laboratoire Innotech International, France.

Micne3HaxomXKeHHS 3asiBHHKA.


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

22 aBeHto Apicrig Bpiian, 94110 Apkeii, ®panisi/22 avenue Aristide Briand, 94110 Arcueil, France.



