IHCTPYKIIA

IJIs1 METUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

OHIXEJIII

Cknao:
ditoua pevosuHa: aMopondiH;
1 Mt MicTuTh aMopondiny rigpoxnopuny 55,74 mr, mo Bigmosigae 50,00 Mr amopondiny;

donomiocHi pevosuHu: eygparit RL 100 (amoHIHO-MeTaKpUIaTHUM COMOJIIMED TUL A), TPUALIETHH, N-
OyTunaneTar, eTunaleTar, eTaHoJ 0e3BONHUM.

JlikapcbKa (popmMa. JIak [y HirTiB NTiKyBaJbHUM.

OcHo8HI (i3uko-XiMiyHI 81acmuBocmi: MPO30pui PO3YKH Bifl 6€30apBHOTO [0 61Tig0-KOBTOTO
KOJILODY.

dapMakoTepaneBTHYHA rpyna. [IpoTurpubKoBi mpenapaTy AJIs AePMATOJIOTiYHOT0 3aCTOCYBAHHS.
[Hmi mpoTurpuOKOBi ITpemnapaTu [AJisg MiCIIeBOT0 3aCTOCYBaHHS.

Koxm ATX DO1A E16.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

Onixenmn, nak A7ns HirTiB mo 50 Mr/mi, - 1ie TPOTUTPUOKOBUY 3acib AJIsT MiClIeBOT0 3aCTOCYBaHHS.
[itoda peyoBHUHa JIiKapChKOTo 3aco0y aMopoihiH HaleXUTh J0 HOBOTO K/IacCy XiMi4HUX CIIONYK, HOT0
dbyHrinuoHa mis monsirae y 3MiHi MemOpaHu rpuOKOBOI KITiTHHY, TIEPEBaXKHO 3aBASKY BIIJIUBY Ha
6iocuHTE3 CTEPOJIiB. BMiCT eprocrepoiy 3MeHIIYEThCS, 1 BOGHOYAC BifOyBa€ETHCS HAKOTMYEHHS
aTUIIOBUX CTEPUYHUX HEIJIACKUX CTEPOJIiB, 10 IPU3BOAUTE 1O MOP(MONIOTIYHUX 3MiH KITIITUHHUX
MeMOpaH Ta KIITHHHUX OpraHen i 3arubesti rpubKoBoi KITiTHHH.

AMopondiH - e aHTUMIKOTHUK IIMPOKOT0 CIIeKTpa Aii. BiH BUCOKOAKTUBHUM IIPOTH 3BUYANHUX a00
eMi30ONYHUX aTreHTiB OHiXOMiK03iB, TaKUX SK:

npixmxoBi rpudu: Candida albicans Ta inmi Bugu Candida;

nepmartoditu: Trichophyton rubrum, Trichophyton interdigitale Ta Trichophyton mentagrophytes,
immmi Bugu Trichophyton; Epidermophyton floccosum; Microsporum;



nTicHSBI rpubu: Scopulariopsis;

TeMHi rpubu (4opHi rpubu): Hendersonula, Alternaria, Cladosporium;

BUIY 3 HU3BKOW 4yTNnuBicTiO: Aspergillus, Fusarium, Mucorales.

dapmaxoKiHemuxka.

AMopondiH, 10 € [iI040I0 PEYOBHUHOIO JIIKAPCHKOT0 3ac00y, IPOHUKAE Y HIrTHOBY IIJIACTHHY Ta
mudyHOye Kpi3b Hel, i TOMy 3maTHUM epaguKyBaTH T'pubH y JT0XKi HIrTs, M0 IKUX BaXKKO JiCTATHUCH.

CucrteMHe BCMOKTYBaHHS aMOPOJI(piHy IIpu TaKOMYy HaHECEHHI OyKe HU3bKe, M0r0 KOHIIEHTpallid B
IIJTa3Mi KPOBI 3a/IMIIAETHCSA HUXKYE MeXKi BUABJIEHHS HaBITh [ICJI POKY BUKOPUCTaHHA.

KrtiniyHi xapaKTepHCTHKH.
IToka3zanHus.

Ins nikyBaHHS OHIXOMiK03iB 6€3 ypazkeHHs HirTh0BOr0 MaTPUKCY (OHIXOCTpoMa) sIK Imeplia JTiHisg
Teparril.

IIpomunoka3aHHs.

[TigBuIleHa YyTIUBICTH [0 MAi040l PEYOBMHU a0 [0 iHIIMX KOMIIOHEHTIB JTiKapChKOro 3aco0y.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

HemMae gocrmigKeHs II0f0 CYIyTHLOTO JIIKYBaHHSA 3 IHIIMMU IIpernapaTaMy A1 30BHIIIHBOTO
3aCTOCYBaHHS.

BukopucTaHHs KOCMETUYHOTO JIaKy AJIS HirTiB a00 HaK/IagHUX HIrTiB ciIif 00MeXUTH IIif Yac
JIIKyBaHHA.

Oco06.1ueocmi 3acmocy8aHHs1.
VHUKaTH MOTPAIUISHHS JIaKy B 04i, ByXa Ta Ha CIIU30Bi 000IOHKH.

Owixenm He CIif HaHOCUTHU Ha HIrThOBE JI0XKE, OCKIJIbKY 11e MOXKEe CIIPUUYMHUTY MiclleBi e(eKTH, TaKi
SIK KOHTaKTHUY JePMaTHUT.

Y 3B’43Ky 3 BiICYTHICTIO KJIiHIYHOT'0 JOCBify OiTSM He CIIiJl 3aCTOCOBYBATH JIiKyBa/JIbHUY JIaK [OJIS
HIrTiB, 110 MiCTUTH amopondiny 50 mr/Mmi.

[Tig 9ac nikyBaHHS aMOpOJI(piHOM BapTO YHUKATHU 3aCTOCYBaHHS KOCMETUYHOI0 JIaKy [Jid HIirTiB Ta
HaKJIQMHUX HITTiB.

[Tpu po0oTi 3 OpraHiYHMMYU PO3YMHAMMU CJIiJ] KOPHCTYBATUCS BOOOHEIIPOHUKHUMY PyKaBAYKaMH, 11100



3anobirtu BUganeHHI0 aMoposidiny.

[Ticns 3acTocyBaHHS IIHOTO J1iKapChKOro 3aco0y MOXKe BUHUKHYTU CUCTeMHa a0 MiclieBa aneprigysa
peaxtis. AKIIo Iie cTanocsi, BAKOPUCTAHHS JIIKapChKOT0 3ac0o0y CIlif HeraltHO MPUNUHUTH Ta
3BEPHYTHUCS 3a KOHCYJIbTALIE 0 Nikaps. [1oTpi6HO 00epekHO BUOANIUTH JIiKapChKui 3acib 3a
IOIIOMOT 010 PO3YUHY [JIs 3HATTS JTaKy. He i HaHOCUTH JiKapchKUM 3acCi0 IOBTOPHO.

BwMicT eTanHOIY

Oumixenn, nak Ajis HIrTiB JIiKyBaabHUM, MicTUTh 482,53 Mr cnupTy (eTaHOoy) Ha 1 MJI pO34YUHY
(macoBa yacTka 55,40 %). Lle MoxXe BUKNMKATHU BifUyTTS MTEYiHHS Ha MOMIKOAXKEHiM mKipi. ETaHOT €
JIETKO3aMMHUCTOI0 PEYOBUHOI0, TOMY JIaK He CJIifl BAKOPUCTOBYBATH IIOOIM3Y BiTKPUTOI'0 BOTHIO,
3amaseHol Murapky abo gesiKuxX MPUCTPOIB (TaKuX SIK GeH).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

IocBim 3acTocyBaHHS aMOpoJiiHy y mepiof BariTHOCTI Ta TogyBaHHS I'Pyna0 oOMexeHud. byno
3apeeCcTPOBaHO NIUIlle OeKinbKa BUMaKiB MiCIIEBOT'0 3aCTOCYBaHHSA aMOPOJI(iHy BariTHUM XiHKaM y
HmicnsipeecTpaliiaoMy IIepiofi, ToMy NOTEHI[IMHUY PU3UK HeBifoMuu. [JOCIiAXKeHHSI Ha TBapuHax
BUSIBUIN PENPONYKTUBHY TOKCUYHICTh IPU 3aCTOCYBaHHI BUCOKMX ITIePOPAIbHUX [03.

HesigoMmo, 41 BUAINSETHCS aMOPOJI(DiH y TPyAHE MOJIOKO.

He cnip 3acTocoByBaTi amopondiH y mepiog BariTHOCTI Ta TOOYBaHHS T'PYAMI0, 3@ BUHATKOM BUIIaKiB
0e33amepeyHoi HeoOXiTHOCTI.

30amHicmb enaueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

He BnnuBace.

Cnoci6 3acmocyeaHHsi ma do3u.
Jlax {1 HITTIB CIIiI HAHOCUTU Ha ypaXKeHi HIrTi naibliB PyKU 4¥ HOTU 1 pa3 Ha TUXKMEHb.
Jlax cinif HaHOCUTU TAaKUM YUHOM:

1. Tlepen mepimM HaHECEHHSIM JIiKApChKOTO 3ac00y AyzKe BaxKJINBO, 100 ypaxKeHi OiNSHKY HIrTS
(30KpeMa moBepxHs HirTs) 6ynu BignutipoBaHi SKOMOTra peTesbHille 3a JOTIOMOT 00 MTHTOUYKH s
HIrTiB, IIJ0 HAJAETHCS Y KOMIINIEKTi. [I0OBEpXHIO HIT'TS CIIil OUUCTUTHU Ta 3HEKUPUTHU 3a JOIIOMOT 00
CIIUPTOBOIL CePBETKM (HAaJaeThCs y KOMILIEKTI). [lepen MOBTOPHUM HaHECEHHSAM IIpernapaTy ypaxkeHy
OiISHKY HITTS CITif 3HOBY BiAmIIiyBaTH, MiC/IS YOT0 HIrOTh OUUCTUTH CIUPTOBOIO CEPBETKOIO IJI
BUOANIEHHS OyOb-IKUX 3aJIUIIKIB JIaKy.

ITonepedaceHHA: TATIOYKY, IKi BUKOPUCTOBYBAJIU [JII ypaXKeHUX HIrTiB, He BUKOPHUCTOBYBATH OJIs
3[I0POBUX HIrTiB.

2. OpHuM i3 anIikaTopiB, 10 HAJAETHCS Y KOMITJIEKTI, HAHECITh JIaK Ha BCIO IOBEPXHIO YPaxKeHOoro



HITTS Ta JaWTe JTaKy BUCOXHYTH. [Ticiisa BUKOPUCTAaHHS OYHUCTIThH allJliIkaTOp CEPBETKO0 [JIS
OYMIIEHHS, IKy BUKOPUCTOBYBAJIU MOMEPEIHBO /I OUUINEHHS HIrTs. TpumaiTe GprnakoH IIiIBHO
3aKPUTHUM.

[ HaHEeCeHHS iKapCchKOro 3aco0y Ha ypaxKeHY OiJITHKY HIrTsS BMOKHITH artikaTop y ¢akoH 3
JIaKOM, He BUTHPAIOUH alljIikaTop 3 1akoM 00 MNiKy dhr1akoHa.

HeoOxifmHa TpUBamicTh JTiKyBaHHS 3a/I€3KUTh Bifl iIHTEHCUBHOCTI Ta J0Kami3alii iHdexil. 3a3puyai
JIIKyBaHHS TPUBA€ 6 MICALIB A1 HIITiB Ha IaJbLAX PYK Ta Bifg 9 mo 12 micsuiB Ayis HITTIB Ha HMaabLsgx
HIr.

ITayieHmu AiMHbO20 BIKY.
CrenianbHUX peKOMeHAalliy o0 4O3YBaHH [JIs Nalli€HTIB JIITHLOTO BiKy HEMAE.
Himu.

Hemae KOHKpeTHUX peKOMEHaIlil 000 M03yBaHHS [IJIS OiTel Yepe3 BiICyTHICTh HASIBHOTO
KJIIHIYHOTO [OCBIiAY.

Ilepedo3yeanHsi.
BumnapkiB nepeno3yBaHHs He CIIOCTEPIranocs, OCKiIbKY JTiKapChbKuH 3acib 3aCTOCOBYIOTh MiCIIEBO.

Y pasi BUIafikoBOro nepopasgbHOro IPUrUoMy CIIifl 3BEpHYTHUCS [0 jiKaps. JIikyBaHHS
CUMIITOMATUYHE.

ITobiuni peakuii.

[To6iuHi peaxiiil mpu 3acTOCyBaHHi JTiIKapChKOTO 3aC00y CIIOCTEPiraloThCs Pigko. MoXKyTh BUHUKATH
ypaXKeHHS HIrTiB (HanmpuKiaf, 3MiHa KOJIbOPY HIrTiB, 3JlTaMaHi HIrThOBI JIaCTUHKY, JTaMKICTh HIr'TiB).
Taki peaxkilii MOxKyTb OyTH TaKOXK ITOB’sI3aHi 3 OHIXOMiKO30M.

Huxxue HaBemeHi mobiuHi peakii Tikapcbkoro 3acofy 3a KJlacaMH CUCTeM OpraHiB i 4acTOTOIO.
YacToTa BU3HAYA€ETLCS 3a TAKUMU KaTeropisimu: gyxe dacto (=1/10), vacto (=1/100 ta <1/10),
HeyacTo (=1/1000 Ta <1/100), pigko (=/10 000 ta < 1/1000), nyxe pigko (<1/10 000), yactoTa
HeBigoMa (HeMO3KJIMBO OI[iIHUTHY 3a HAsIBHUMHU JAaHUMH).

Knac cucremu UacToTa IMo6iuni peakmii
|opranis
3 6oky imyHHOI HactoTa HeBimoMa* [imep4yTIuUBICTh (CHCTEMHA ajepriyHa
cucmemu |_peaKuis{)*
3 6oky wkipu ma Pinko YpaxkeHHd HIrTiB, 3MiHa KOJIbOPY HIrTiB,
niOwWKipHOi KAIMKoB8UHU OHiXOKJIa3iq (37aMaHi HirThoBi IIJIACTUHKH),
OHIXOPEKCHUC (JTaMKiCTb HIrThOBUX
[IJTACTHHOK)
[lyxe pigKo BigyyTTsa Ne4iHHg WKipU
HacToTa HeBigoMa* Eputema*, cBepOixk*, KOHTAKTHUN
mepMaTUT*, KpONUB THKa*, myxupi*




* [TocTMapKeTUHTOBUM OOCBIT 3aCTOCYBaHHS.

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomeHHS PO Migo3pioBaHi MOGiYHI peakiii micyisg peecTpaliil 1iKapchbKoro 3aco0y Ma€e BaxKJIMBe
3HaueHH4. lle mae 3MOry IPOBOAUTYA MOHITOPUHT CIIiBBiIHOLIEHHS KOPUCTH/PU3UK IIPY 3aCTOCYBaHHI
IILOTO JTIKAapChKOTO 3aco0y. MenuuHuM Ta papMalleBTUYHUM IIpalliBHUKaM, a TaKOXK MallieHTaM abo ix
3aKOHHUM IIpeiICTaBHUKAM CJIifl ITOBIIOMIISITH IIPO yCi BUMTAOKM ITig03pI0OBaHUX MOOIYHUX peakiii Ta
BificyTHOCTI e(heKTHUBHOCTI JIiKapchKOTO 3aco0y yepe3 ABTOMaTH30BaHy iHpopMalliiiHy cucteMy 3
(dhapMmakoHarisAmy 3a nocunaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.
30epiratu npu TeMmepartypi He Buine 30 °C.
®rakon 30epiraTy IIiIbHO 3aKPUTHUM, Y BEPTUKAJILHOMY ITOJI0KEHHI, ITofIasi Bif gxKepea TeIa.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.

VYnaxoBka.

ITo 2,5 mm abo mo 5 M1y ¢pTakoHi pa3oM 3 CIUPTOBUMH CEPBETKAMH, MHUJIOUKAMU IJIST OUHINEHHS
Ta amjikKaTopaMu [Jid HaHECEHHS J1aKy B KapTOHHIN Madulli.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

Benymo, niku Ta KocMeTukKa, A.4. / Belupo, pharmaceuticals and cosmetics, Inc.

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca MicCusi IPOBaIKeHHs HOro Tis/IbHOCTI.

Byn. Hanina 5, 48000 Konpusuuilg, Xopsatis / Ulica Danica 5, 48 000 Koprivnica, Croatia.


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

