[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

COJIAHTPA®

(SOOLANTRA®)

Cknao:
ditoua pevosuHa: ivermectin;
1 r kpemy MicTuTh iBepMekTUHY 10 MT;

0ONOMIdCHI peyo8UHU: TTIIIePHH; i30IPOIiIIaNbMiTaT; KapOOMEPHUH COMOTiMep THI B; mMMeTHKOH
20 Cst; guHaTpilo eleTaT; KMUCJIOTa TUMOHHA, MOHOTIOPAT; CIUPT IEeTUIOBUM; CIIUPT CTeapUI0BU;
MaKpOTO0JIy IleTocTeapunoBuil edip; copbiTaHcTeapaT; MeTunnaparigpokcubensoar (E 218);
npomninnaparigpokcubensoat (E 216); dbeHOKCieTaHO; IPOMiNEHTIIIKOJIb; CIIUPT OJIE1JIOBUI; HATPII0
TiAPOKCU[; BOLa OUUILEHA.

JlikapcbKka ¢popma. Kpem.

OcHosHi pisuko-xiMiuHi 81acmusocmi: KpeM Bif 6inoro go 6/1i10-KOBTOTO KOILOPY.

dapMakoTepaneBTHYHA rpyma. [lepMaTosoriyni 3aco0u. IHII gepMaTooriyHi mpemnapaTi.

Kom ATX D11A X22.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Mexani3M mil

IBepMeKTHH HaJeXKUTh [0 KJIaCy aBePMEKTHHIB. ABEpMEKTUHU YUHATH IPOTU3AIaIbHY [if0 LIJIIX0M
inribyBaHHS iHOYKOBaHOI JIiMOIOJicaxapuaaMy ITPOAYKIlil 3amalbHUX IIUTOKiHIB. [IpoTH3ananbHi
BJIaCTUBOCTI iBepPMEKTHHY IIPY 3aCTOCYBaHHI Ha IIKIPy CIIOCTEpIraay Ha TBAPUHHUX MOMEJISIX
3amasieHHs MKipu. IBepMEKTHH TaK0XK CIIPUYUHSE 3aru0ellb Mapa3uTiB, B IEPIIy YEPTy, MIJITX0OM
CeNeKTHUBHOTO 3B’sI3yBaHHS 3 BUCOKOIO CIIOPimHEHiCTIO (adiHHICTIO) 3 rITyTaMaT3aleKHUMU
XJIOPUIHUMY KaHallaMy, SIKi 3HaXO[IThCS Y HEPBOBUX i M’SI30BUX KTiTMHaAX 0e3xpebeTHUX TBapHH.
TouHUM MexaHi3M Ail KpeMy ComnanTtpa’ mpu JIIKyBaHHI 3amnajibHUX ypaXeHb po3allea HEBIIOMUY, ajle,
MOXKJIMBO, BiH TIOB’SI3aHUM 3 IPOTH3aINabHOIO [li€l0 iBePMEKTHHY, a TAKOXK i3 3arubeuiio KJilla
neMofieKca, KU, SIK IOBifoMIIsiocs, OyB ogHUM 3 (HaKTOPiB 3alajeHHs MIKipH.



Krigiuyda eeKTUBHICTE i 6e3meka

Y mBoxX paHIOMi30BaHUX, MMOOBIMHO CIINUX, M1ale00-KOHTPOIbOBAHUX KITIHIYHUX OOCTIIXKEeHHSX,
iIeHTMYHUX 3a AM3alHOM, BUBYaIM JIiKyBaHHS 3alalibHUX YpaXKeHb po3allea 3a JOIIOMOI0i0 KpeMy
ConanTpa®, AKWMil HAHOCUJIM Of¥H Pa3 Ha [eHb Ilepef CHOM. Y JOCTifKeHHi B3sB yyacTs 1 371
malieHT BikKoM Bif 18 pokis, mif 9ac mocnmifXkeHHs HaHOoCcHIH KpeM ConanTtpa® abo miane6o oguH pas
Ha [eHb IIOOHS IPOTAroM 12 THXKHIB.

3aranom 96 % y4yacHuKiB Oynu mpefcTaBHUKAMHU €BPOIEOINHOI pacu, 67 % - XKiHKU. 3a 5-0aIbHOI0
mkasoo I'nobanbHoi ominku mociimHukoM (Investigator Global Assessment (IGA)) Ha BuxigHOMY PiBHI
ypaxeHHs y 79 % ydacHUKIB Oynu ouiHeHi sk momipHi (IGA = 3), a 21 % - sk Ttaxki (IGA = 4).

CynyTHiMU ITePBUHHUMH KiHI[EBUMH TOUYKaMHU e(peKTUBHOCTI B 000X KITiHIYHUX OOCITiIKEeHHSIX
BBazKaJId YaCTOTY YCIIIIHOIO JTiIKyBaHHS Ha OCHOBI OLIHKHM 3a IIKasoi IGA (BiICOTOK IaIli€HTIB,
OLIIHEeHUX FK «YHCTi» abo «Maike YUCTi» Ha 12-My THUXKHIi [OCHII>KEHHS) Ta TOKa3HUK a0COIIOTHUX
3MiH y KiJIbKOCTI 3allaJIbHUX yYpaXKeHb [TOPiBHAHO 3 BuxigHuM piBHeM. IlIkana IGA 3acHOBaHa Ha
BH3HAUYEHHSX, TOMaHuX y Tabmui 1.

Tabnuis 1
[ITkamna rimobansHOIL ominky gociigHukoM (IGA)
Crymninb ban KtiHiYHUYT onuc
Hucrtuit 0 3ananbHi ypakeHHs BiICYTHI, epUTeMa BifCyTHS.
. . 30BCiM MaJjio MaJIeHbKUX [alyJ/IyCTyJl, 30BCIM
Maiike YUCTUHR 1
JIeTKa epuTeMa.
. [ToOmNMHOKI MaJIeHbKi aNyJIu/IyCTyIHu, JIeTKa
Jlerkum 2 A ynu/mycTymnd,
epuTeMa.
. . Kinbka MameHbKUX a00 BEJIMKUX MAIyJI/IyCTYII,
[ToMipHUYU 3 .
[IOMipHa epuTeMa.
. UucenpHi ManeHbKi i/ab0 BeMUKi mAMyIH/TyCTYIH,
T AKKUN 4 / yu/mycry
TSI2KKa epuTema.

Pe3ynbTaTé 000X KIiHIYHKUX JOCIIAKEHb IPOAEMOHCTPYBay, o KpeM ConadTpa’ IpU HaHeCeHHi
OJIVH pa3 Ha [ieHb IMIOAHS MPOTAToM 12 THUXKHIB JOCTOBIpHO IepeBUINyBaB Ijialie00 3a 4aCTOTOI0
YCIHIIIHOTO JTiKyBaHHS 3a mmKasoio IGA i 3a abcomoTHUMU 3MiHaMH Y KiJTbKOCTi 3alajbHUAX ypakeHb
(p < 0,001, nuB. Tabm. 2).

HuxuyeHaBeneHa Tabnuils BimoOpaxkae MoKa3HUKKM e(DeKTUBHOCTI, OTpUMaHi B 000X MOCITIIXKEHHSX.
Tabmnuig 2

Pe3ynbTaTé 3a moOKa3HUKaMU e(peKTUBHOCTI

Tocnigxxenus 1 TocnimxeHHS 2
[TapamMeTp OL[iHKK Conantpa®  [[Inaume6o |ComanTtpa® (N [[Inaue6o
(N =451) (N 232) = 459) (N 229)
['1mobanIbHa OIiHKA JOCIiTHUKOM
— = -
S T U I
«MauXKe 4YUCTi» Ha 12-My TUXKHI (38,4) (11.6) (40,1) (18,8)




3amnanbHi ypaxkeHHS

CepenHs KiIbKiCTh 3alalbHUX
ypaXeHb Ha BUXiTHOMY PiBHI
CepenHs KiJIbKiCTh 3amanbHuX 10,6 18,5 11,0 18,8
ypaxeHb Ha 12-My TUXKHI
CepenHi abCOMIOTHI 3MiHN
(cniBBimHOIIEHHSA Y %)
[MOKa3HUKAa 3alajibHUuX ypaXKeHb
Ha 12-My THXKHIi y IOPiBHSHHI 3
BUXIIHUM PiBHEM

31,0 30,5 33,3 32,2

-20,5 -12,0 -22,2 -13,4
(-64,9) (-41,6) (-65,7) (-43,4)

Bi3ur
ITnanebo
Comnanrpa”

Kpem ConanTtpa® JOCTOBIpHO IepeBuIlyBaB KpeM-Iiane6o0 3a CymyTHIMY IepBUHHUMHY KiHIIeBUMH
TOUYKaMu e(eKTUBHOCTI, IpU IIboMY e(heKTHUBHICTh JTiKyBaHHS ITo4asa BifuyBaTuCs yepe3 4 TUXKHI (p
< 0,05).

[Ikany IGA 3acTocoByBasu AJis OLiHIOBAHHS Malli€eHTiB mif yac 40-TUKHEBOTO IPOOOBKEHHS 000X
KJTiHiYHYX JOCIiXeHb, i BiCOTOK HAallieHTiB, IKUX NikyBanu KpeMoM ConarTpa® i siKi gocarnu 0 a6o
1 6asna 3a mkanoto IGA, TpomoBKyBaB 3pocTaTu 0o 52-ro TuXkHsA. YacTora ycmixy (IGA = 0 a6o 1 6an)
Ha 52-Mmy TuXHi ctaroBuna 71 % i 76 % y gocnigxennsax 1 i 2 BignosigHo.

EdekTuBHICTS i 6€3MeKy IIhoro JTiKapChKOTo 3aco0y [ JTiKyBaHHS 3alajlbHUX yPaXKeHb po3aliea
TaKOX BUBYAJIM Y PAHIOMI30BaHOMY, CJIIIIOMY AJI HOCJIIAHUKIB KIIIHIYHOMY AOCIIIXKEHH] 3 aKTUBHUM
KOHTpoJsieM. [loCIigXXeHHs IIPOBOOUIIM 3a y4acTo 962 nanieHTiB BikoM Bif 18 pokis, gki npotsarom 16
TAXKHIB OTPUMYBaJIH JIIKyBaHHSI KPEMOM ConaHTpa® OJVH pa3 Ha ieHb IMoaHs ab0 METPOHIAA30JI0M Y
¢dbopwmi kpemy 7,5 Mr/r OBidi Ha geHb mogHg. Y 1boMy pociigxkenHi 99,7 % y4yacHukiB Oynu
IpefCcTaBHUKaMU €BPOIEOIAHOIL pacH, 65,2 % - XiHKHW; Ha BUXiZHOMY DPiBHi 3a mKaioo [GA ypaxkeHHS
y 83,3 % y4acHuKiB Oysu omiHeHi 3a mkanoo IGA sk momipHi (IGA = 3), aB 16,7 % - gk Taxki (IGA
=4).

PesynbTaTy 1[bOT0 AOCIIAXKEHHA IPOSeMOHCTPYBaH, o KpeM ConaHTpa® HOCTOBIPHO IepeBUIyBaB
MeTpOHifa301 y hopMi Kpemy 7,5 Mr/T 3a TOKa3HUKaMU IIEPBUHHOI KiHIIEBOI TOYKH e(eKTUBHOCTI
(cepepnHil BifCOTOK 3MiH IIOKa3HUKA 3amajibHUX ypaXKeHb): yepe3 16 TUKHIB JTiKyBaHHS Biil3Ha4YalIu
3HMKEHHS I[bOT0 [TI0Ka3HMKA y NOPiBHAHHI 3 BUXigHUM piBHEM Yy 83,0 % i 73,7 % malieHTiB y rpynax
iBepMeKTHHY i MeTpoHifa30y BigmosigHo (p < 0,001). ITepesary kpemy ConanTtpa® 4epe3 16 TUXKHIB
Oy710 TaKOX MigTBEPHKEHO MOKa3HUKaMM YaCTOTH YCIIIIHOTO JIiKyBaHHS 3a mKaok [GA, a Takox
a0COTIOTHUMY 3MiHaM¥ IMOKa3HMKa 3alajibHUX yYpaxKeHb (BTOPUHHI KiHLeBi Touky; p < 0,001).

3aranmom npu6au3Ho 300 y4acHUKIB BiKOM Bif 65 POKiB B35/IM y4aCTh Y BCiX K/ITIHIYHUX OOCTiAKEHHIX
ITbOT'0 JTiIKapChKOro 3acoby. 3Hauymux po3bizkHoCTeN y mpodini eheKTUBHOCTI i 6e3meKn Mix
IalieHTaMU JIITHBOTO BiKY 1 yYaCHUKaMu BiKOM Bif 18 mo 65 pokiB He criocTepiraiu.

[Tpodins Ge3mexu, onucanuil y po3mini «ITobiuni peakirii», 3anuiaBcst cTaOiIbHUM 3a YMOB
NOBrOCTPOKOBOTO 3aCTOCYBaHHS, 110 CIIOCTEPIrasocs mifi Yac TPUBaIUX KyPCiB JIIKyBaHHS MPOTATOM
[0 OMHOTO POKY.

JIikyBaHHST iBepMEKTHHOM Y KoMOiHaIii 3 JOKCUIUKIIIHOM yV ¢hopMi Karcyn i3 mogudikoBaHUM



BUBiIbHEHHAM 110 40 MT.

Y kninigynomy pocnigkeHHI ANSWER oninoBanu BigHOCHY e(peKTUBHICTE IpenapaTy ConaHTpa (IVM)
y IOEOHAHHI 3 JOKCULMKIIIHOM Y (hopMi Kancyn i3 mogudikoBaHuM BuBiIbHEHHSIM 110 40 Mr (DMR)
nopiBHsiHO 3 IVM mmioc mmanie6o (PBO) y mikyBaHHI Ts2kK01 ¢popMu po3atiea. Lle Oymo 12-TuxHeBe,
paHfoMi30BaHe, Cllille, KOHTPOJIbOBaHe NOCIIiIXKEeHHs 3 Ilapajle/IbHUMU I'pylaMu 3a y4acTo 273
cy0’eKTiB 4osoBiyoi Ta XKiHOYOi cTaTi BikoM = 18 pokis i3 20-70 3amaabHUMU ypaKeHHIMHU
(manynmamu Ta mycTynamu) ob6nuyys ta 6anom IGA = 4.

[TepBUHHOIO KiHIIEBOIO TOUKOI0 e(heKTUBHOCTI OyJia 3MiHa KilTbKOCTI 3amaibHUX ypaxkeHb Ha 12-My
TUXKHI y BiICOTKax Bifl BUXiIHOTO PiBHA. 3HAaYHO OiNbINNi cepefHil BifCOTOK 3MEeHIIIEeHHS KilTbKOCTi
3anajbHUX ypaXkeHb CIoCcTepirascd y nauienTis rpynu [VM DMR 1mopiBHAHO 3 IallieHTaMU I'PyIx
IVM PBO (cepenHe + cranpmapTHe BigxunenHs: -80,29 + 21,65 % npotu -73,56 = 30,52 %;

p = 0,032).

it

€BpornelchKe arTeHTCTBO 3 TiKapChKUX 3ac006iB BiTMOBUIIOCS Bifg 000B’sI3KOBOT'0 HaflaHHS Pe3y/IbTaTiB
nociinxeHs KpeMy ConadTpa” y BCIX HiArpymnax nemiaTpu4Hol HOMyJIALii 3 mamyab03HO-
IIyCTYyJIbO3HOI0 (OPMOI0 po3alea.

dapmakokiHemuka.

BcMOKTYBaHHSA

BCMOKTYBaHHS iBepMeKTHHY 3 KpeMy ConaHTpa® OLiHIOBAIHX y KITiHIYHOMY [OCIiAXXEeHH] Y JOPOCIHX
y4aCHUKIB 3 TSIKKOIO IaIyIb03HO-IIYCTY/IH03HOI0 (POPMOIO po3aliea 3a YMOB MaKCHMaIbHO aKTUBHOTO
3aCTOCYyBaHHS. Y PiBHOBaXXKHOMY CTaHi (4epe3 2 TUXKHI JTiKyBaHHS) HallBUIlla CepenHs KOHIeHTpaLlisd
iBepMEKTHHY y IJIa3Mi KPOBi (+ cepemHeE BiIxmieHHs) gocsAranacd nporsarom 10 + 8 ropus micns
3acrocyBaHHs go3u (C,., 2,1 = 1,0 ur/mn, gianasox 0,7—4,0 Hr/MI1), a HaBUIla cepeqHs (£ cepenHe
Binxunenus) AUC,,,,,, CTaHOBUIa 36 + 16 Hr.rog/mn (giana3oH: 14—75 #r.rog/mn). Yepes nBa THXKHI
JIiIKyBaHHSI piBEHb CUCTEMHO] €KCIIO3UIIil iBepMEKTHUHY HOCSATaB IJIAaTO (B YMOBaX PiBHOBazKHOTO
crany). [IpoTaroM HaubinbIl TpUBaIUX KYpCiB JIiKyBaHHSA B paMKax [JOCIifXKeHb (Ha3u 3 piBeHb
CHCTEMHOI eKCI03ullii iBepMeKTHHY OyB CXOKUM Ha TOMH, 110 CIIOCTEPIraBCs IiCiig IBOX TUXKHIB
NiKyBaHHS. B yMOBax piBHOBAXKHOIO CTaHy piBeHb CHUCTEMHOI eKCo3ullil iBepMeKTUHY (AUC, 4., 36 *
16 ar.rop/mmn) 6yB HUXKYUM 3a piBeHb €KCIIO3UIIl MMicIIsT OIHOPa30BOi TepPOpasibHOI 103U iBEpPMEKTUHY
6 Mr y 3gopoBux f100poBoibLiB (AUC, 4, 134 + 66 Hr.rog/mmn).

Posnmopin

Y mocnipzeHHi in vitro 6yo TpogeMOHCTPOBAHO, 110 iBepMeKTHUH OinbIl HiXK Ha 99 % 3B’s3y€ThCA 3
OinkaMu MIa3Mu, Iepl 3a BCe - 3 CHPOBATKOBUM asibOyMiHOM miopuHu. CyTTEBOTO 3B’ I3yBaHHS
iBEepMEKTHUHY 3 EPUTPOLIMTaMU HE CIIOCTepiraaocs.

Mertabonizm

Y mocnigkeHHSX in vitro i3 3aCcTOCyBaHHSIM IEeYiHKOBUX MiKPOCOM JIOOUHY i peKOMOiHaHTHUX
dbepmenTiB CYP450 6yIi0 mpogeMOHCTPOBAHO, 110 iBEPMEKTHH MeTab0mi3yETLCS, TOJIOBHUM YHUHOM,
dbepmenTamu CYP3A4.

Y mocnimxkeHHSX in vitro 6y10 BCTaHOBJIEHO, 1110 iBepMeKTHH He 6710Kye i3odepmenTu 1A2, 2A6, 2B6,
2C8, 2C9, 2C19, 2D6, 3A4, 4A11 i 2E1 uutoxpomy P450. ¥ KynbTypax rernaTOLUTIB JTIOOUHU
iBepMeKTHH He iHAyKye ekcrpeciio pepmenTiB CYP450 (1A2, 2B6, 2C9 i 3A4).



Y kninivHOMY (hapMaKOKiHETUYHOMY [JOCTiAKEHHI i3 MaKCUMaJIbHUM 3aCTOCYBaHHSIM iBeDMEKTUHY
Oyu BUSIBJIEHI IBA OCHOBHUX MeTa0O0JIiTH, SIKi BUBYAJIUCS HaJIi Iifl Yac KITiHIYHUX JOCTimXeHb Ga3u 2
(3”’-O-muMeTuIiBepMEKTHH i 4a-TimpokciiBepMeKTHH). JK i BUXigHa CIoyKa, MeTaboliTi JocsaTanu
PIBHOBaXKHOTO CTaHy 4Yepes 2 TUXKHI JIIKyBaHHS, IIPY LIbOMY O3HAaK HAaKOIIUYEeHHS He CIOCTepiraau
npoTsroMm 12 tuxHiB. KpiM Toro, cucteMHa eKCIo3uilisi MeTaboJiTiB (po3paxoBaHa 3a I0IIOMOT 00
C.ax 1 AUC), gKa mocsarasnacsl y piBHOBaXXHOMY CTaHi, Oyjla 3Ha4HO MEHINOI0, HiXK IiCJig IepopanbHOTo
3aCTOCYBaHHS iBEDMEKTHUHY.

BuBenenus

Y xriHiYHOMY (papMaKoOKiHETUYHOMY AOOCTiAXKEeHH] i3 MaKCHMa/lbHIM 3aCTOCYBaHHSIM iBEDMEKTUHY Y
TIAIiE€HTIB, IKi HAHOCUIIK JIiIKapChKUH 3acib Ha LIKipy OOuH pa3 Ha [eHb IPOTIroMm 28 mHiB,
TepMiHa/lIbHUY NePiof HalliBBUBEIEHHS CTAHOBUB B CepeIHbOMY 6 [HIB (CepenHE 3HaYeHHA - 145
ropuH, miana3oH 92—238 ronuH). BuBegeHHS MiCNIs MiCIIEBOT0 3aCTOCYBaHHS KpeMy ConaHTpa®
3aJ1eXkuTh Bifg agcopOiril. PapMaKoKiHEeTHKa iBEpMEKTHUHY Y MAIliEHTIB 3 HUPKOBOIO i I€4iHKOBOIO
He[oCTaTHICTIO He BUBYAIaCs.

JTokniHiyHi OaHi 3 be3neku

Y pmocrigXeHHAX IOBTOPHOI'0 3aCTOCYBaHHS Ha TBapMHAX IIPOTArOM Iepiony [0 9 micsuis i3
HaHEeCeHHSM Ha IIKipy KpeMy iBepMeKkTuHy 10 Mr/r TOKCHYHI eeKTu abo MposBU MiCIeBOl
TOKCUYHOCTI IIPX CUCTEMHIY eKCIO3K1lil Ha PiBHi, SKUI CIIOCTEPIraeThCs NMPU KITiHIYHOMY
3aCTOCyBaHHi, 6ynu BigCyTHi.

B ekcnepuMeHTax in vitro Ta in vivo iBepMeKTHH He IIPOIEMOHCTPYBaB I'€HOTOKCUYHOTO BIIJIUBY. Y
OBOPIYHOMY OOCIIiXKEeHH] KaHIIePOTE€HHOCTI IpU HaHeCeHH] KpeMy iBepMeKTUHY 10 MI/T Ha IIKipy
TBapUH IiIBUIlleHa YaCTOTa PO3BUTKY IIYXJIMH He CIIoCTepirasacs.

Y mocnimKeHHSIX TOKCUYHOTO BIUIMBY Ha PENIPONYKTUBHY (DYHKIIiO MiC/Is TepPOPabHOTO BBEIEHHS
iBepMeKkTHHY 0y710 BUSIBIIEHO TePaTOTEHHY [Iif0 Y IIypiB (BoBYa maia) i KpoiB (BUKPHUBIIEHHS
3all’siCTKa) IIpU 3aCTOCYBaHHI Y BUCOKUX [103ax (Mexka ekcrno3ulii no gocsaraennss NOAEL Oyna
moHarMeHIIe B 70 pa3iB BUIIO0 3a TOKa3HUKY IIPYU KIiHIYHOMY 3aCTOCYBaHHI).

HeoHaTanbHa TOKCUYHICTD Y JOCIiIKEHHSX IIPU ITepopabHOMY 3aCTOCYBaHHi y TBapuH Oyia
II0B’s13aHa He 3 eKCIIO3ULIEI0 In utero, a 3 IOCTHATAJIBHOIO €KCIIO3UIIIEI0 Yepes3 IpyaHe MOJIOKO, AKa
IIPU3BOIHUIIA O BUCOKUX KOHILIEHTpAllill iBepMEKTUHY Y TKAaHWHAaX I'0JIOBHOI'0 MO3KY 1 y Iy1a3Mi
npumiony. Kpem iBepMextury 10 Mr/r COpUYMHSB Y TBaPUH ITOAPa3HEHHS LIKipy, ceHcubimizarito i
dboToceHcubinizallito, aje He CIPUYUHSAB GOTOTOKCUYHUX e(PeKTiB.

Ominka ekosnoriynoro pusuky (OEP)

[BEpMEKTHH € yKe TOKCUYHOI0 PEYOBUHOIO A1 0e3XpeOeTHUX TBAPUH, TAKOXK BUSBIIEHO PU3UK [JIS
BOOHOTO CepefoBUIlla, 0Caf0OBUX IOPiA 1 Ha3eMHOro cepepouia. Criif JOTPUMyBaTUCS BifMOBIIHUX
3axofiB 6e3meKu AJIs MoIepeaKeHHs 3a0pyqHEeHHST HaBKOJIUIITHLOT'0 CEPENOBUINa, 0COBIMBO BOTHOTO
cepenoBHINa.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

[t Mic1ieBOro JIiKyBaHHA 3amajibHUX ypaXKeHb, IPUYMHOI0 SKUX € po3allea (mamyab03Ho-



IyCTy/IbO3Ha (opMa), V IOPOC/IMX MAIliEHTiB.

IIpomunoka3aHHs.

[TinBuIeHa YyTNIUBICTH [0 Ail040l peu0oBUHU ab0 [0 Oyab-IKOi 3 HOMOMIXKHUX PEYOBUH IIperapary.

B3aemodisa 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.
HocmimXeHHs JTiKapchbKoi B3aEMO[Iii He ITPOBOIUIIMCS.

OpHOYacHe 3aCTOCYyBaHHA KpeMy ConaHTpa® 3 iHIUMY JTIKapChbKUMHM 3aco0aM¥ [IJIsi MicIieBoro a0bo
CHCTEMHOTO JIiIKyBaHHS po3aliea He BUBYaIOCH.

HocmimKeHHS in vitro moKasa, 1110 iBepMEeKTHH MeTaboi3yeThcs nepeBaxkHo pepmenToM CYP3A4.
Otxe, iBepMEKTHUH CJIifi 3 00epeKHICTIO 3aCTOCYBaTH OFHOYACHO 3 MOTYXKHUMHU iHTibiTOpaMu
CYP3A4, oCcKinbKY €KCIIO3ULlis PEYOBUHY Y II71a3Mi KPOBI MOXKe 3Hadylle MiABUIIYBaTUCS.

Oco06.1ue8ocmi 3acmocyeaHHsi.

V manieHTiB MOXKJIMBE TUMYAcOBe 3arOCTPEHHS po3allea BHACIINOK 3aruberti kB pogy Demodex,
sKe 3a3BAYall MUHAE MIPOTATrOM 1 TUXKHS IPU IPOLOBXKEHHI JIIKyBaHHS.

Y pasi noripineHHs cTaHy MallieHTa g0 TAKKOTO CTYIIeHs 3 PO3BUTKOM BUPAaXKeEHOI IIKipHOI peakiiil
JiKyBaHHS HEOOXiTHO MIPUITMHUTH.

Hist kpemy ConanTpa® y MallieHTIB 3 MOPYIIEHHAM QYHKIIIl HUPOK YK MEeYiHKY He BUBYAIACH.
Lleit mikapChKU 3aci® MiCTUTh:

IIETUJIOBUY CIIUPT i CTEeapUJIOBUM CIUPT, IKi MOXKYTh CIPUYMHUTH MiCIleBi peaklii Ha MKipi
(HampuKJiaZ KOHTAKTHUN IepMaTuUT);

MeTtunnaparigpokcuben3oart (E 218) i mponinmaparigpokcutensoart (E 216), ki MOXKyThb
CIPUYMHUTH alepriyHi peakuii (MOXKINBO, BifCTPOUEHi);

MIPOIiIEHTTTIKOJIb, IKUU MOXKe CIIPUYMHUTH IOAPa3HeHHS IKipH.

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

[ITomo MiclIeBOTO 3aCTOCYBAHHS iBEPMEKTUHY BariTHUM XKiHKaM BioMoCTi BincyTHi abo o6MexkeHi.
HocmigXeHHS TOKCUYHOI il Ha PENPOOYKTUBHY (QYHKIiIO IIPU IIePOpabHOMY 3aCTOCYBaHHI
iBepMEKTHUHY IPOOEMOHCTPYBAJIH, 1[0 iBEpPMEKTHH BUSABJII€ TePaTOreHHUU e(DeKT ¥ TBapUH, OOHAK
yepe3 HU3bKY CUCTEMHY €KCIIO3ULiI0 PeYOBUHY ITiC/ISL MICLIEBOT0 3aCTOCYBaHHS Y PEKOMEH0BAaHOMY
M03yBaHHi IMOBIpPHICTh ypakeHHs eMOPiOHIB MOAUHY € HeBenukow. Kpem ConanTtpa” He



PEKOMEHAYETHCS 3aCTOCOBYBATH ITifl YaC BariTHOCTI.

l'ogyBaHHd TpyANI0

[Ticns mepopanbHOTO 3aCTOCYBaHHS iBEPMEKTUH Y HU3BKilM KOHIIEHTPAIlil BUAINISIETHCS Y TPyAHE
MOJIOKO oauHU. EKCKpenio y rpygHe MOJIOKO JIIONUHY MiC/IS MICI[€BOT0 3aCTOCYBaHHS HE BUBYAJIU.
HasBHi (papMaKOKiHEeTUYHI/TOKCUKOIOTIYHi AaHi 040 TBapUH TaK0XkK BKa3yIOTh Ha €KCKpeIio
iBEepMEKTUHY Y TPyAHE MOJIOKO. PU3UK /11 HEMOBJIATH IIif YaC rOOyBaHHS TPYAAI0 BUK/IIOYATU HE
MoxHa. HeoOXimHO MPUUHSTH PillleHHs IOA0 MPUIMHEHHS TOOyBaHHS Ipynmio abo BimMinu/BimMOBU
Bifl JIIKyBaHHSI KPEMOM ComnanTpa®, 3BaXKUBIIM KOPUCTH Bif roAyBaHHS IPYOMI0 OJI1 DUTHHY 1 KOPUCTh
Bifl JIIKyBaHHS [JI KIHKMU.

PenponoykTuBHA GOVHKIIIS

BimoMocTi po BIIMB iBepMEKTUHY Ha PeNPOAYKTUBHY (QYHKIIIO TIOAWHY BiICYTHI. Y TBapHH BIJIUB
Ha cllapioBaHHs abo GhepTUNbHICTh Ha (OHI NiKyBaHHS iBepMEKTHHOM BifICyTHil.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Kpem ConanTtpa® He BIuBae a0 Mac He3HaYHWH BIUIMB Ha 3[aTHICTb KePyBaTH TPAHCIOPTHUMHU
3aco0aMu Ta IPAIOBATH 3 iHIMUMK MeXaHi3MaMH.

Cnocib 3acmocyeaHHsi ma do3u.

ﬂO3yBaHHH

Jlikapcekui 3aci6 HaHOCUTH 1 pa3 Ha 00y II0IeHHO IIPOTATOM yChOT'0 KypCy JiKyBaHHS, aje He
nosie 4 micaniB. Kypc nikyBaHHS MOXKHa IIOBTOPIOBATH.

Kpem ConanTpa” MOXHa 3aCTOCOBYBATH SIK MOHOTepaIlilo Ta B CKJIafii KOMOiHOBaHOTIO JIiKyBaHH.
3a BiICYTHOCTI MOKpalleHb yepe3 3 MicCALli JTIKyBaHHS CJIif IPUIIMHUTH.

OxpeMi rpyny NalieHTiB

ITopyweHHA PYHKUiIT HUPOK

Kopurysatu no3yBaHHS He IOTPiOHO.

ITopyweHHA pYHKYiI neviHKu

3 06epekHICTIO 3aCTOCOBYBATH MalliEHTaM 3 TSKKOI0 ITeYiHKOBOIO HEJOCTATHICTIO.

ITayieHmu AiMHbO20 BIKY

s repiaTpryHOI MOMysLil TAI[iEHTIB KOPUTYBATHU TO3yBaHHS He MOTPiOHO.

Cnocib 3acToCyBaHHS



Kpem ConanTpa® 3aCTOCOBYIOTH TilIbKH Ha IIKipy 00IMYYS.

HaHecTy Ha IIKipy HEBEIUKY KilbKiCTh JTiIKapChKOT0 3ac0o0y (p0o3MipoM 3 TOpOIIKMHY) Ha KOXKHY 3
I'SITH TiMSHOK o0nuyys: 1100, mimbopimas, Hic i 06uaBi moku. Po3mominuTy mikapchbKui 3aci6 TOHKUM
IIIaPOM II0 IIKipi BCHOTO 00IMYYsI, YHUKAIOUM 30HU 04el, Ty0 Ta CITU30BUX 000JIOHOK.

[Ticrst HaHeCEHHS LBOTO JIIKaPCHKOT0 3aC00Y CJIil BUMUTH PYKH.

KocMmeTuky MOKHaA HAHOCUTH TIJIBKHU IIICIIA TOTO, IK KPEM BUCOXHE.

Himu.

Besmneka i eGeKTUBHICTb 3acTOCyBaHHS KpeMy ConanTpa” mitsaM (BikoM 0 18 pokiB) He BUBYAIHCS.
IlaHi BiICyTHI.

Ilepedo3yeanHs.
IIpo BUManKY Iepeno3yBanHs Kpemy ConaHTpa® He MOBiIOMIISAIOC.

[Tpu BumagkoBoMy a00 3HAYHOMY KOHTAKTi JIIOOWHYU 3 HEBITOMUMU KiTbKOCTSIMU BETEPHHAPHUX
IpenapariB iBepMeKTHHY, IIpU KOBTaHHI, BOUXaHHI, iH’ €Kil abo BIJIKMBI HA TOBEPXHi Tifla HalvacTile
IIOBiMOMJISIIIOCS PO Taki moOiuHi edeKTH: BUCHII, HAaOPSK, TOJOBHUY 0i/lb, 3alIaMOPOYEHHS, aCTeHis,
HymoTa, 671t0BaHHS Ta miapes. [HImi mo6iyHi peakilii, Mpo SKi MOBiIOMIIANIOCS, BK/IIOUAIOTh: CyIOMH,
aTakciio, 3aAuIIKy, 0i/ib y KUBOTI, TapecTe3il, KPONMUB'SHKY Ta KOHTAKTHUM JepMaTHT.

Y pasi BumaikoBOro MpOKOBTYBAHHS JIiIKapChKOTO 3ac00y ITPOBOASTH MigTPUMYIOUy Tepariio, sKa, 3a
IIOKa3aHHSIMHU, MOXKe BK/II0YaTH ITapeHTepabHe BBEIEeHHS PIAUHY i €JIeKTPOJIITiB, AUXaIbHy
migTPUMKY (y pa3i HeoOXimHOCTI, KMCEeHb i MexXaHiUHa BEHTHIIALS), a TAKOXK Ba30IPECOPHI IpenapaTu
3a HAsIBHOCTI KJTiHiYHO 3HaYyII0l TinmoTeH3il. Y pa3i HeoOXimHOCTI o1 monepenKeHHs BCMOKTYBaHHS
IIPOKOBTHYTOI PEYOBUHHU SKOMOTA IIBUIIE IITYYHO BUKIUKAIOTEL O/10BaHHS i/a00 MpOBOASThH
IIPOMMBAHHS IIUTYHKA, 3aCTOCOBYIOTh MIPOHOCHI 3aC00M Ta BXKUBAIOTh iHIIMX 3aXO0iB, TUIIOBUX IIPH
OTPYEHHSAX.

Io6iuni peakuii.

Haiibinbi yacTo MOBimOMIISIN IIPO TakKi Mo6iuHi peakilil, K Bif4yTTs Ie4diHHS Ha IIKipi,
nofipa3HeHHd MKipy, cBepOiXK Ta CyxXiCTh WIKipu. YacToTa BUHUKHEHHS IIUX pPeakiii craHoBuna < 1 %
Bifl KiNTbKOCTi mallieHTiB, fKi 3aCTOCOBYBaIM LieH JTiKapchKuii 3acib Imif Yyac KIiHIYHUX OOCTiIXKEHb.

3a3Buyaii 1i mo0iYHi peakilii MalOTh JIETKUHM ab0 IOMIpPHUM CTYIIiHb TSIXKKOCTI i, SIK ITPaBUIIO,
3MEHIIYIOThCS IIPU IPOAOBXKEHHI JIIKyBaHHS.

KniniuHo 3HauyImoi pidHutli B mpodini 6e3meku Ipy 3aCTOCYBaHHI IIbOTO JIiIKApPChKOT0 3aco0y y
marieHTiB BikoM 18—65 pOKiB Ta mali€HTiB BIKOM MOHaA 65 POKiB He CIIOCTEpiraaocs.

[To6iuHi peaktii, Ipo SIKi MOBIOMIISNIOCS Y KITIHIYHUX JOCTiAXKeHHIX, KiacudikoBaHi 3a KilacaMu
CHCTEM OpraHiB Ta YaCTOTOIO iX BUHUKHEHHS 3a TAKUMU KaTErOPisMU: OyxkKe 4acTo



(= 1/10), gacro (Big = 1/100 mo < 1/10), HeuacTo (Bim = 1/1000 mo < 1/100), pimko (Big = 1/10000 mo
< 1/1000), my=xe pigko (< 1/10000), vactoTa HeBifoMa (He MoxKe OyTH BCTAHOBJIEHA 3a HASIBHUMHU
gaHuMu) (ouB. Tabm. 3).

Tabmnuig 3

[ToOGiuHi peakuii

Knac cuctem opraniB [HacrtoTta [To6iyHi peakiii

acto BifuyTTs Ne4iHHA Ha LWIKIpi
. [Tompa3HeHHs MKipH, cBepOiXkK, CYXiCThb IIKipH,
3 OOKy IIKipy Ta HewacTo Ab b N P Y P
. o 3arOCTPEHHS po3alliea

MigIIKipHOL - - -

T TKOBWHY EpuTeMa, KOHTAKTHUU OepPMaTUT (anepriuHuu
HacToTa HeBigoMa 200 BHACIIINOK ITOAPa3HeHHs), HaOpsK

00Ty st
JTabopaTopHi . . . N
. JacToTa HEBimOMa [TinBullleHHS PiBHS TpaHCaMiHa3
MOCIiKEeHHS

* [TaHi, 0OTpuMaHi y miciasgpeecTpaliiHuy nepiom.

[ToBigoMIIeHHS PO Mimo3pioBaHi m0o6ivHi peakirii

[ToBimomneHHs mpo 1mob6iuHi peakiril micis peecTpaltlii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
ITe nae 3MOry IpPOBOAUTYA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapCchKOro 3aco0y. MeguuHUM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM ITIPeCTaBHUKAM CJIi[] TOBiTOMJISITH IIPO YCi BUITAOKHM Mi03PI0BAaHUX MOOIYHUX Peaklilii Ta
BiiCyTHOCTI e()eKTHUBHOCTI JIikapchKOT0 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dhapMakoHarasAgy 3a mocuinaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi.

2 POKH.

[Ticns mepIioro po3KpUTTS TyOU NpenapaT IPUAATHUN 0O 3aCTOCYBAHHS IIPOTITOM 6 MiCSIIiB.

YMmoBH 30epirannsi.

He moTpe0ye crenianbHux yMoB 30epiranus. 36epiratu y HemOCTYITHOMY [AJIS OiTe MicCIii.

YnakoBka.

[To 30 r y Ty0i; no opHiit Ty6i B KapTOHHIN KOPOOLIi.

Kareropis Bigmycky.



3a pelemnToM.

BupoOHUK.

JIABOPATOPII TAJIIEPMA.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs MOro Jis/IbHOCTI.

31 Mongpesip 74540 AJIbBI-CIOP-IIIEPAH, ®paHuis.



