IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

eproc®

(ERGOS®)

Cknao:
Oitoua peuosuHa: cunpeHadisn;
1 tabnetka mictTuth 50 Mr cungeHadiny;

0onoMidicHI peyosuHU: JTAKTO3U MOHOTIApAT, Marydito IJII0KOHAT, IIyKPoBa IIyApa, KaJbllilo
cTeapart, apoMaTtu3aTtop «JIumon», 6apBHUK TapTpa3uH (E 102).

Jlikapcbka ¢popma. TabneTku.

OcHo8HI (hi3uko-ximiuHi 81acmueocmi: BOOMYKJIi TaOIETKHU JKOBTOTO KOJILOPY i3 BKpaIJIeHHIMU
3 PO3MOMiIEY0I0 PUCKOIO 3 OQHOT0 OOKY i moroTurnoM ¢ipMu 3 iHIIOTO.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS TP €PEKTUIIbHIN OUCHYHKII.
Cunpenadin. Kog ATX G04B E03.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MexaniaMm pmii. CungeHadin € mpemnapaToM AJIs IEPOPaATIbHOr0 3aCTOCYBaHHS, IPU3HAUYEHUM [JIS
TiKyBaHHS epeKTuIbHOI qucdyHKIi. [Ipu cekcyanbHOMY 30yOKeHHi IIperapaT BifHOBIIIOE 3HUKEHY
€PeKTUIbHY (QYHKIIIO IIITXOM IIOCUJIEHHS IPUTOKY KPOBI 10 IeHica.

dizionoriyHuii MexaHi3M, 110 3yMOBIIIOE €PEKIIil0, BKII0Ya€E BUBIIbHEHHS OKCUAY a30Ty (NO) y
KaBePHO3HUX TiJlaX IIifl 4ac CeKCcyaybHOT0 30ymKeHHs. BuBimbHEeHUM OKCUL a30Ty aKTUBYE GepMEHT
TyaHinaTUXKNIa3y, IKUU CTUMYJIIOE iIBUILIEHHS PiBHS LUUKIIIYHOTO TyaHO3uHMOHOpochaTy (I’ M),
110 3i CBOr0o OOKY BUK/IMKAE PO3CIablieHHs IIafikol MyCKYIaTypyu KaBePHO3HUX TiJl, CIPUSIOYU
IIPUTOKY KPOBI.

Cunpenadin € moTyKHUM Ta CeleKTUBHUM iHribiTopoM I’ M®-cnenudiuxoi pochomiecrepasu 5
(®IOE-5) y kaBepHO3HUX Tinax, ge ®IIE-5 BignoBimae 3a po3nang ul' M®. Bnnus cunpgeHadiny Ha
epexi1ito Mae nepudepuynuit xapakrep. Cunnenadin He YMHUTL Oe3MOCEPEIHBOI pelaKCyooUoi il Ha
i30/1bOBaHI KABEPHO3HI TiNla MIOJUHHU, ajie IOTYKHO IIOCHITIOE po3ciabmiouy aito NO Ha gaHy
TKaHUHY. [Ipu akTuBanii MetabosnigyHoro nuisxy NO/ul'M®, mio BinOyBa€eThCs IIPpH CeKCyaslbHil



ctumynsiii, inrioyBauus cunmeHadimom ®E-5 mpu3BogUTh [0 MigBUIlleHHS PiBHSI Ul MO y
KaBePHO3HUX Tijlax. TaKUM YMHOM, OJIST TOTO, 1100 cuimeHadin BUKIMKAB MOTPIOHUM
dbapmakosoriuaui eekT, HeoOXimHe CeKcyasbHe 30yIKeHHS.

BrnvB Ha papmakonuHamiky. [OCITiIXKeHHS in vVitro IpoOAeMOHCTPYBaIy, 0 cungeHadin €
cenektuBHUM 10 PIIE-5, sika Oepe aKTUBHY y4acTb y IIpolieci epekilil. Bnnus cungenadiny
Ha ®JIE-5 moTyxHimu#, HiXK Ha iHIi BigoMi ¢pocdopiectepasu. Lent epekT y 10 pasis
NOTYXKHilmMH, HiXK edpekT BrauBy Ha OJIE-6, sika Oepe y4acTh y mpoliecax GOTOepeTBOPEHHS
y citkiBLi. [Tpy 3acTocyBaHHI MakCUMaJIbHUX PEKOMEH0BaHUX 03 CEJIEKTUBHICTH
cungeHadiny go OIE-5 y 80 pasiB nmepesuiye 1noro cenektuBHicTs 0o OIE-1, y 700 pasis
BUIla, HiXK 0o ®IIE-2, ®IIE-3, ®IE-4, ®IIE-7, OIIE-8, ®IE-9, ®IIE-10 Ta ®IE-11. 30KpeMa,
ceneKTuBHICTh cunaeHadiny go ®IE-5 y 4000 pasiB nepeBUILy€e MOTO CEJIEKTUBHICTH [0
OIIE-3 - tAM®-cienudiunoi izodopmu dhochomiecrepasu, 1o 6epe y4acThb y perymsirii
CepIeBOl CKOPOTIIMBOCTI.

dapmakoKiHemuxka.

A6cop6uisi. Cunpgenadin mBupgko abcopbyeTbess. MakcuManbHa M71a3M0OBa KOHIEHTpaIlis
npenaparty (C,.,) gocaraetscsa npotarom 30-120 xBunuH (i3 Megianoio 60 XBUIKH) MiCIg
110T0 ITIepopaIbHOTo 3acToCyBaHHS HaTile. CepenHs abcomoTHa Oi0qOCTYIHICTD Mmicns
IIepPOPaJbHOT0 3aCTOCYBaHHS CTaHOBUTH 41 % (3 miama30HOM 3Ha4YeHb Bif 25 10 63 %). Y
PEeKOMeH0BaHOMY fiana3oHi 703 (Bim 25 go 100 mMr) nnoia mif papMaKOKiHETUYHOIO
KPHUBOIO «KOHILEeHTpalis - 4ac» (AUC) ta C,,,, cungeHadiny micis Woro mepopaabHOTO
3aCTOCYBaHHS IiOBUINYIOTHCS IIPOIOPLIXHO A0 AO3M.

[Tpu 3acTocyBaHHi cungeHadiny mig 4ac BXKUBaHHS 1Ki CTymiHb abcopOilii 3HUKYETHCS i3 cepeHIM
TIOJOBXKEHHSIM Yacy NOCATHEHHS MaKCcHMalbHOI KoHueHTpatii (T,,,,) 70 60 XBuIuH i cepegHim
3HMKeHHIM C_ . Ha 29 %.

max

Posmopin. CepefHiii piBHOBaxKHUK 00’eM po3nofiny (V,) ctaHoBuTh 105 miTpiB, 110 CBiTUUTH
IIPO PO3IMOALI IIpenapaTy B TKaHUHAaX opraHidaMy. Ilicyisg omHOPa30BOro mepopaabHOro
3acTocyBaHHS cungeHadiny B mo3i 100 Mr cepepHs MaKCHMallbHa 3arajbHa IIJTa3MOBa
KOHIIEHTpallisg cungeHadiny ctaHoBuTh mpubau3Ho 440 Hr/Mi (KoedillieHT Bapiarlil
cTaHoBuUTh 40 %). OCKinbKu 3B’s13yBaHHA CUJIAEHa(DiNTy Ta UOro rOI0BHOTO N-gecMeTun-
MeTabosiTy 3 Oinkamu mima3mu gocsrae 96 %, cepenus C,,, BimbHOTO cumeHadiny gocsirae
18 ur/mn (38 amons). CTymiHb 3B’sI3yBaHHS 3 OilKaMU IJIa3MU HE 3a/IeKUTh Bif] 3araIbHUX
KOHI[eHTpallii cunaeHadiny.

Y 3mopoBux H0OPOBOIBILB, SKi 3aCTOCOBYBaU CcuaeHadin ogHopa3oBo ¥ fo3i 100 mr, yepe3 90
XBUJIUH B edKymnaTi Bu3Hauanocs MeHiie 0,0002 % (B cepemaboMy 188 HT') 3aCTOCOBAHOI IO3H.

Biorpatcdopmarnis. MeTabomidaM cunpeHadiny 30iiCHIOETHCS TOJIOBHUM YHHOM 3@ y4acCTiO
MikpocoManbHUX i30epMeHTiB nedinku CYP3A4 (ronosuui misax) Ta CYP2C9
(opyropsmaui msx). [oIoBHUM HUPKYITIOI0YNM MeTa00IIiT yTBOPIOETHCS HMIUISIXOM N-
neMeTumoBaHHS cunpgeHadiny. CenektuBHicTbh MeTabomiTy mono ®IIE-5 nopiBHgIHHA 3i
CeJIeKTUBHICTIO cungeHadiny, a akTuBHiCTb MeTabomiTy 1momo ®IIE-5 cTaHOBUTE MPUOIU3HO
50 % aKTMBHOCTI BUXiHOI pe4oBuHH. [[1a3M0Ba KOHIIEHTPAIIis IbOr0 MeTaboJIiTy CTAHOBUTh
npu6nu3no 40 % KoHIleHTpallil cunmeHadiny y nna3mi KpoBi. N-meMeTunb0BaHUM MeTadOoJIiT
3a3Hae€ MMoJanbioro MetaboniaMy, a mepion #0ro HaliBBUBEIeHHS CTaHOBUTDH MPUOIU3HO 4



TOOWHH.

Eniminamisi. 3araqbHUM KJIIpeHC cunpeHadiny cTaHOBUTE 41 11/TOouHy, 3yMOBIIIOIOYH IEPIOA
10r0 HalliBBUBEOEHHS TPUBAIICTIO 3-5 roguH. 4K Imicasg mepopaabHOTo, TakK i micas
BHYTPILTHEOBEHHOTO 3aCTOCYBaHHS €KCKpelid cunpeHadiny y BUrismgi MetaboiTiB
3MiMICHIOETHCS TOJIOBHUM YMHOM i3 KasioM (mpubnu3no 80 % BBeOeHOI mepopaabHOl 103H1) Ta
MEHIII0I0 Mipolo i3 ceueto (mpubnu3Ho 13 % BBeeHOl IepopasibHOI 103H).

dapmakokiHemuka y ocobausux 2pyn navieHmis.

[TarienTy MiTHLOTO BiKy. Y 3M0pOBUX HOOPOBOJIBIIB TITHLOTO BiKYy (BiKOM Bifl 65 POKiB) Bil3Ha4amocs
3HUKEHHS KIIipeHCy cuiigeHadiny, 10 3yMOBJIIOBAJIO MiABUIIEHHS I11a3MOBUX KOHIIEHTPAIIil
cunpeHadiny Ta 1oro akTUBHOTO N-IeMeTUIbOBAHOT'0 MeTaboiTy npubau3uo Ha 90 % mopiBHSHO 3
BiTIOBiTHMMM KOHIIEHTPALIsIMU Y 3[I0POBUX JOOPOBOJIBIIB MOJIOALIOTO BiKy (18-45 pokiB). V 3B’sI3Ky 3
BiKOBUMM BiIMiHHOCTSIMHU y 3B’SI3yBaHHi 3 OijTkaMu IIJTa3MM KPOBI BiATIOBiAHE MigBUIIEHHS I7ITa3MOBOI
KOHIIEHTpAIlil BibHOTO cunaeHadiny ctanoBuao mpudnusuo 40 %.

HupkoBa HemocTaTHicTs. Y HOOPOBOJIBIIIB i3 MOPYIMIEHHIMU (QYHKIIiI HUPOK JIETKOTO Ta
IIOMIPHOTO CTyIeHs (KimipeHc KpeaTuHiHy 30-80 Mi1/xB) (papMaKoKiHeTHKa cuigeHadiny
3a/ImMIIanacsa He3MiHEeHOI0 IiC/Is 10T0 OOGHOPAa30BOT0 IEPOPAaIbHOI0 3aCTOCYBaHHS Y HO03i

50 mr. Cepepnni AUC Ta C,,,, N-meMeTunbp0BaHOr0 MeTaboJIiTy migBUIYBaIUCSI MaKCUMYyM Ha
126 % ta 73 % BiAMOBiAHO MOPIBHSAHO 3 IIUMU ITOKa3HMKaMHU y HOOPOBOJIBIIB TAKOTO XK BiKY
6e3 mopyuenb QyHKINI HUPOK. OOHaK Yepe3 BUCOKY iHAWBigyanbHY BapiabenbHIiCTH i
BiIMIiHHOCTi He OyJIM CTaTUCTUYHO 3HAYYLIUMHU. Y JOOPOBOJIBIIB i3 TAKKHAMU IOPYIIEHHIMU
(GbyHKIIIl HUPOK (KJTipeHC KpeaTHHIHY HUXYe 30 MJI/XB) KiIipeHC cunmeHadily 3HUXKYBaBCH,
110 IPU3BOAUIIO [0 cepenHix migsuinens AUC Tta C,,, Ha 100 % ta 88 % BimmoBigHO
IIOPiBHSHO 3 MOOPOBOJBIIMY TAKOTO XK BiKy 6e3 mopylueHb QpyHKIil HUpoK. KpiM Toro,
3uaveHHs AUC ta C,,, N-meMeTunb0BaHoro MeTaboiTy 3Hauyile migpuinyBanucs Ha 200 %
Ta 79 % BigNIOBIAHO.

[TeyiHKOBa HENOCTATHICTh. Y NOOPOBOJIBIIIB i3 IIMPO30M MEUiHKY JIETKOTO Ta IIOMipHOTO
CTyIIeHs TSXKKOCTI (Knmacu A Ta B 3a knacudikanieio Yaninga-I1'10) KnipeHc cungeHadiny
3HUXKYBaBCH, 10 npusBoauso no migsuiersHs AUC (84 %) ta C,,., (47 %) mOpiBHAHO 3
BiATIOBiIHMMY MMOKa3HUKAMM Y JOOPOBOJIBIIB TAKOTO XK BiKy 0€3 mopyiieHb QyHKII IeYiHKH.
dapMakOKiHeTHKa CUIgeHadiny y HalieHTiB i3 MOPYLIeHHAMYU (PYHKIIIl TEYiHKN TIXKKOT0
CTYyIIeHs He BUBYanacs.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

EPT'OC® peKOMEHMIYETLCS 3aCTOCOBYBATH YOJIOBIKAM 3 €PEKTHIILHOI0 AUCPYHKIIE, TKa
BHM3HAYAEThCS K HE3MATHICTH JHOCATTH a00 MigTpUMaTH epeKIliio CTaTeBOro 4jieHa, HeoOXimHy mist
YCIILIHOTO CTATEBOr'0 aKTy.

Ins epekTusHOI Aii npenapaTty EPTOC® noTpifHe cekcyanbHe 30yaKeHHs.



IIpomunoka3aHHs.

- TligBuIeHa YyTIUBICTh OO aKTUBHOI pe4oBUHM a00 M0 OYAb-5SKOI 3 MOTIOMiXKHUX PEYOBUH
mpenapary.

- OpHOYaCHe 3aCTOCYBaHHS 3 JOHOpPAMU OKCHAY a30Ty (TaKMMHU K aMiNHITPUT) abo HiTpaTamu y
Oynmb-siKift hopMmi, OCKiNmbKM BioMo, 110 cuineHadin BIIMBA€E Ha IMIISXH MeTa00J1i3My OKCUY a30Ty
(NO)/mukmnigyHoro ryano3uaMoHodocdaTy (' M®) Ta nOTEHLiI0€ TiTOTEH3UBHUM e(DEKT HiTpaTiB.

- OpHovacHe 3acTocyBaHHs iHTiOiTOpiB ®IIE-5 (Y TOMY umchi cunneHadiny) 3i

CTUMYJIATOPaMU I'yaHIIaTIUKIIa3U, TAKUMHU K PIOLUTyaT, OCKIJIBKY L€ MOXKe IIPU3BECTHU [0
CHMIITOMATUYHOI TinoTeH3il (quB. po3din «B3aeMopmis 3 iHIMMY JTiKapCchbKUMU 3ac00aMu Ta iHII BUOK
B3aEMOJIIN»).

- CTaHu, Ipu IKUX He peKOMeHJ0BaHa CeKCyalbHa aKTUBHICTh (HalpUKIIak, TAXKKi CeplieBO-CyaUHHI
po3nany, Taki K HecTabinbHa cTeHOKapmis abo ceplieBa HEMOCTATHICTD TSIKKOT'O CTYTIEHS).

- Brpata 30py Ha ofiHe 0KO BHACJIiJOK HeapTepialbHOI IIepefHbO] illleMigHOol HeBpoIaTil 30p0BOT0
HepBa He3aJIexXHO Bif TOTo0, ITOB’si3aHa 1151 IATOJIOTis i3 momepegHiM 3aCTOCYBaHHSM iHTiIOiTOPIB
®IIE-5 4u Hi.

- HasiBHiCTBh TaKMX 3aXBOPIOBaHb, K MOPYIIEHHS (QYHKIII MeYiHKK TSKKOTO CTYIIeHs, apTepianbHa
rinoten3is (apTepianbHuit THCK HUKYe 90/50 MM PT. CT.), HEIIOIABHO TePeHeCeHuH iHCYIbT abo
iHapkT MioKapma Ta BiloMi CITagKOBi JereHepaTHBHI 3aXBOPIOBAHHS CiTKiBKH, TaKi SIK IMiIrMeHTHUN
PETHUHIT (HeBenrKa KinbKiCTh TaKUX MAIliEHTIB Ma€ TeHeTUYHI po3nagu gocdomiecTepas CiTKiBKH),
OCKinbKU Oe3neka cuigeHadiny He HOCTigKyBanacsl y TaKUX MiATpynax NalieHTiB.

B3aemodisn 3 iHnwumu nikapcbkumu 3acodamu ma iHwi eudu e3aemoditi.
Bnaue iHwux aikapcvkux 3acobie Ha cuadeHain.

MocmimxeHnus in vitro. MeTtabomniam cunpeHadiny BimOyBaeThCs MepeBakHO 3@ y4acTIo
i3opopmu 3A4 (roymoBHUY LIIAX) Ta i3odpopmu 2C9 (mpyropsAamgHuil IUisax) nurtoxpomy P450
(CYP). Tomy inribiTopu 1ux i3odepMeHTiB MOXKYTb 3HUXKYBaTH KIlipeHC cunpeHadiny, a
IHOYKTOPH IIUX i30(hepMEHTIB MOXKYTh IMigBUIIYBAaTH KIIipeHC CUIeHadiny.

[MocnimkeHHs in vivo. [TonyngmniiHuil (apMaKOKiHETUYHUY aHali3 JaHUX KITiIHIYHUX
MOCIigXXKEeHb MPOOEMOHCTPYBaB 3HUKEHHS KIipeHCy cugeHadiny mpu Woro ogHO4YaCHOMY
3acTocyBaHHi 3 iHribiTopamu CYP3A4 (TakuMHU SIK KETOKOHA30JI, EPUTPOMILIVH, ITUMETUOUH).
Xo4a IIpu 0OOHOYACHOMY 3aCTOCyBaHHI cungeHadiny ta inriditopis CYP3A4 3pocTaHHS
YacTOTHU ITOGIYHUX SIBUI He CIIOCTePiranocs, CIifl pO3rISHYTU MOXKJIUBICTh 3aCTOCYBaHHS
II0YaTKOBOI 103U cuipmeHadiny 25 mr.

OpuouacHe 3acTocyBaHH4 iHribiTopa BIJI-poTea3u puToHaBipy, AyKe NOTYyKHOTrO iHribiTopa P450, y
cTaHi piBHOBaxkHOI KoHIleHTpaIril (500 mr 1 pa3 Ha mo0y) Ta cunmeHadiny (pa3osa mo3a 100 mr)
IpU3BOAUIIO [0 migBuiieHHs C,, cunpeHadiny Ha 300 % (y 4 pa3u) Ta nigBuieHHs naa3moBoi AUC
cunpenadiny Ha 1000 % (y 11 pasiB). Yepes 24 roguHu n1a3MoBUY piBeHb cuifeHadiny Bce mie
cTaHoBUB npubau3HO 200 Hr/MJI IOPIBHSAHO 3 PiBHEM NPUOIN3HO 5 HI/MJI, XapaKTEPHUM [J151
3aCTOCyBaHHS cunfeHadiny 0KpeMo, 0 Y3roaXKy€eThCs 3i 3HaUHUM BIIJIMBOM PUTOHABIPYy Ha
MmUpPoKuH crekTp cybctpatiB P450. Cunnenadin He BiuBae Ha (papMaKOKiHETUKY PUTOHABIpY. 3



OTJNIsimy Ha 1i papMaKOKiHEeTHYHI laHi OmMHOYaCHE 3aCTOCYBaHHS cuifeHadiny Ta puTOHaBipy He
PEeKOMeHOY€EThCs (OuB. Po3mainn «OcoOMMBOCTi 3aCTOCYBAHHS»); ¥ OyOb-IKOMY BUIIAAKy MaKCHMaIbHa
mo3a cuimeHadiny 3a XKOOHUX 00CTaBUH He ITOBUHHA IIEPEBUIIYBATHA 25 MT IPOTIToM 48 roguH.

OmHoYacHe 3acToCcyBaHHS iHribiTopa BIJI-mpoTea3u caksiHaBipy, inribitopa CYP3A4, y mo3i, 1o
3abe3neuye piBHOBaxHY KoHIeHTpario (1200 mMr 3 pa3u Ha mo0y), Ta cunmeHadiny (100 Mr pa3oBo)
IPU3BOAUIIO [0 mimBuieHHs C,,,, cunaeHadiny Ha 140 % Ta 36inbments AUC cungeHadiny Ha

210 %. He BusBneHo BIIUBY cunmeHadiny Ha hapMaKoOKiHETUKY caKBiHaBipy (muB. po3gin «Cmoci6
3aCTOCYBaHHS Ta 10o3u»). [lepenbayaeThes, mo Oinbil noTyxkHi iHribitopu CYP3A4, Taki sk
KETOKOHA30J1 Ta iTpakoHa30, OyayTh MaTH OiNlbIll BUPAKEHU BILIUB.

[Tpu 3acTocyBanHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMIIIMHY, TOMipHOTO iHribiTopa CYP3A4, y
piBHOBaxkHOMY cTaHi (500 Mr 2 pa3u Ha moOy npoTsaroMm 5 OHiB) ciocTepiranocs migBurieHHss AUC
cunpeHadiny Ha 182 %. Y 3mopoBux [06pOBOJIbIIIB YOJIOBiYO0I CTATi He CIIOCTEPIranocs BIJIUBY
asutpomimnuny (500 mMr Ha foby npotsarom 3 gi6) Ha AUC, C,,,, T,.., KOHCTAHTY IIBUAKOCTI eJTiMiHalil
Ta MOMAaJIbINNI Tepioy] HaMiBBUBeeHHS cuimeHadiny abo #0ro roI0BHOT0 HUPKYITIOI0YOT0
MeTtabomnity. Lumetunun (inribitop nuroxpomy P450 ta Hecrenudiynui inribitop CYP3A4) y moai
800 Mr mpu ogHOYAaCHOMY 3aCTOCYyBaHHI i3 cunpmeHadinom y gosi 50 Mr y 3mopoBux K0OPOBOIIBLIIB
IPU3BOIMB [I0 IiABUIIEHHS IIJTa3MOBOI KOHIIeHTpallil cunaeHadiny Ha 56 %.

['peindpyToBuii cik € cnabkum inriditopom CYP3A4 y CcTiHII KUIIEYHUKY i MOXKe BUKJIMKATH IIOMipHE
IiABUIIEHHS PiBHS cuigeHadiny y mia3Mi KpoBi.

OnHOpa30Be 3aCTOCYBaHHSA aHTALXMIB (MarHio riApOKCUAY/alIOMiHiI0 TiAPOKCHUAY) He BIJIMBAJIO Ha
6iogocTymHiCcTb cunpmeHadiny.

Xoua pocrifKeHb crneludivyHol B3aeMOZIl 3 yciMa JTikapChbKUMHU 3aco0aMu He TPOBOAUIOCS (3a
OaHUMU MOMyNSALiNHOT0 (hapMaKOKiHETUYHOTO aHalidy), papMakoKiHeTHKa cungeHadiny He
3MiHIOBaIaCs IPU MO0 OGHOYACHOMY 3aCTOCYBAHHI 3 JTiIKApChKUMM 3ac00aMH, 1110 HajieXkKaTh 10
rpymnu inri6itTopiB CYP2C9 (ton6yramin, Bapdapus, dbenitoin), rpynu inribitopis CYP2D6 (Takux siK
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOT'0 3aXOIJIEHHS CEPOTOHIHY, TPUIMKITIYHI aHTUAEIPECAHTH), TPYIIU
Tia3UJHWX Ta Tia3uAOMONiOHUX [iypPeTHKIB, IETIbOBUX Ta Kasiii30epirarounx AiypeTHKiB, iHTibiTOpPiB
aQHTi0TEeH3UHIIEPETBOPIOIOYOTr0 (PEPMEHTY, aHTATOHICTiB KaJIbllil0, aHTArOHIiCTIB B-agpeHOPEelENTOPiB
abo inmykTopiB MeTabomniamy CYP450 (Takux K pudamminus, 6apbiTypaT).

Y mpoiieci JoCmigXKeHHS 3a y4acTio 300POBUX NOOPOBOJIBIIB-40JIOBiKiB OHOYACHE 3aCTOCYBaHHS
aHTaroHicta enpoTeniny 6oceHTany (momipuuii ingyktop CYP3A4, CYP2C9 ta, moxnuso, CYP2C19) y
piBHOBaxkHOMY cTaHi (125 Mr 2 pa3u Ha mo0y) Ta cunmeHadiny y piBHoBaxkHOMY cTaHi (80 mMr 3 pas3u
Ha g00y) mpu3Bopuio mo 3uuxkeHHs AUC ta C,,,, cungeHadiny Ha 62,6 % Ta 55,4 % BigmoigHo. ToMy
OJHOYACHe 3aCTOCYyBaHHS TaKUX NOTykKHUX iHOYKTOPiB CYP3A4, Ak pudaMiiiH, MoxKe IPU3BOTUTHU [0
OinbIN BUPaXKEHOT0 3HUKEHHS KOHIIeHTPallil cunmeHadiny B mia3Mi Kposi.

Hixopanpun siBnsie co6oto ribpu akTUBaTOPa KabllieBUX KaHasliB Ta HiTpaTy. HiTpaTHUN KOMIOHEHT
3yYMOBITIOE MOXKJIUBICTb MOT'0 CEPHO3HOI B3aEMOI] i3 cunpgeHadinom.

Bnaue cuadeHainy Ha iHwi aikapcvki 3acobu.

[ocnimxen#s in vitro. CunpgeHadin - cmabkuii iHribiTop i3odopm 1A2, 2C9, 2C19, 2D6, 2E1 Ta
3A4 nmurtoxpomy P450 (IK, >150 mkmornb). OCKiNbKY MiKOBI MJIa3MOBi KOHIIEHTPAIlil
cungeHadiny mopiBHIOIOTL TPHUOIM3HO 1 MKMOIIh, BIIUB NpenapaTry Ha KilipeHc cybCcTpaTiB
IIMX i30(pepMEHTIB MaJIOMMOBIPHUIA.



BipcyTHi mani momo B3aemopii cunneHadiny Ta Takux Hecrenudiunux iHridiTopis docdomiecTepasy,
SIK TeO(iNTiH Ta TUIipUAamMor.

Mocnimxenns in vivo. OCKiNTbKY Bigomo, 110 cunmeHadin BonuBae Ha MeTabomniam NO/I' MO,
OyJ10 BCTAaHOBIIEHO, 10 CUJAeHadiI MOTEHII0E TiNOTeH3UBHY Ail0 HiTPaTiB, TOMY 10T0
OJHOYaCHe 3aCTOCYBaHHS 3 [IOHOpPaMU OKCHAY a30Ty abo 3 HiTpaTamu y Oyab-sKii popmi
IIPOTUIIOKAa3aHe (OuB. po3ain «[IpoTUIIOKa3aHHI»).

Pioyueyam. [JOKTiHIYHI OOCTIAXKEHHS TPOOEMOHCTPYBAJIA afUTUBHUM CUCTEMHUM €(PEKT
3HMXKEHHS apTepiaZbHOr0 TUCKY IIPU OJHOYACHOMY 3aCTOoCyBaHHI iHribiTopiB ®IIE-5 3
piouuryatom. KimiHiuHi qoCnigXKeHHs IPOJEMOHCTPYBaIy, 110 PIOLUTyaT IIOCUIIIOE
rimoTeH3uBHY [mit0 iHribiTopis ®IE-5. V namieHTis, sKi 6panu y4acTh y OOCIiIXKEHHi, He
CIIOCTepiraaocs MO3UTHUBHOTO KITIHIYHOTO e(eKTy IPU OMHOYAaCHOMY 3aCTOCYBaHHi
inribiTopiB ®IIE-5 3 pionuryaroM. [IpoTunokasaHe oqHOYACHE 3aCTOCYBAHHS PioLUTyaTy 3
inriditopamu ®JE-5, y Tomy 4ucni i3 cunpmenadinom (ous. po3gin «IIpoTurokasaHHI»).

OpHoYacHe 3aCTOCyBaHHS cuifeHadiny Ta 6710KaTopiB a-aipeHOPElenTOPiB MOXKe IIPU3BECTH [I0
PO3BUTKY CUMIITOMaTHYHOI TiMOTeH3il y JesIKUX CXUJIbHUX [I0 IHOT0 MallieHTiB. Taka peakilis
HalyacTillle BUHWKaJIa IPOTATroM 4 TONMH IiC/Is 3aCTOCYBaHHS cuifeHadiny (OuB. po3minu
«OcobnuBocTi 3acTocyBaHHS» Ta «Crocib 3acToCyBaHHS Ta [03U»). Y TMpolleci 3 JoCTigXKeHb
crenudivHoi B3aeMoii 6710KaTOPiB a-agpeHOPEIeNnTOPiB HOKCa303uHY (4 MI Ta 8 Mr) Ta cunmeHadiny
(25 mr, 50 mr ta 100 Mr) 3acTOCOBYBAJIMCS OJHOYACHO IallieHTaM i3 §oOPOsSKiCHOW rimepiiasieio
nepeMixypoBoi 3amo3u, crabinizallis ctany sSiKux Oyja JOCSATHYTa IIPX 3aCTOCYBaHHI TOKCa303uHY. Y
[IAX IIOIYJIALIAX CIIOCTEPITasocs CepefHe NONAaTKOBE 3HMUXKEHHS apTepiaJbHOr0 TUCKY Y II0JI0KEHH]
nali€eHTa jexadu Ha 7/7 MM pT. CT., 9/5 MM pPT. CT. Ta 8/4 MM pT. CT. Ta CepefHE 3HUKEHHSI
apTepianbHOTO TUCKY Yy MOJI0XKEHH] MallieHTa CTOSA4Yu Ha 6/6 MM pT. cT., 11/4 MM pPT. CT., 4/5 MM PT.
CT. BigmosigHO. [Ipu ogHOYaCcHOMY 3aCTOCyBaHHI cungeHadiny Ta JOKCA303UHY Y

nalieHTiB, cTabinizalist crany sikux Oyja OOCSATHYTa IIPU 3aCTOCYBaHHI JOKCAa303UHY, iHOMI
MTOBiHOMJISITIOCS ITPO PO3BUTOK CUMIITOMATUYHOI OPTOCTATUYHOI TiMmoTeH3ii. Y 1iux moBimoMaeHHSIX
HIIIOCS TIPO BUIAJKY 3allaMOPOYEHHS Ta ITePeqHeIPUTOMHMM CTaH, ajie 6e3 CUHKOTIIE.

He cnocrepiranocst KogHMX 3HAUYIIUX B3a€EMOZiN IIpX OAHOYACHOMY 3aCTOCYBaHHI cunfeHadiny
(50 Mr) i TonOyTaminy (250 mr) abo Bapdapuny (40 mr), mo metabonizyoTscsa CYP2C9.

Cunpenadin (50 Mr) He MIPKU3BOAUB [0 IOIOBXKEHHS YaCy KpOBOTeYi, CIPUYMHEHOI 3aCTOCYBaHHSIM
areTHJICaIinuIoBol Kucaoty (150 mr).

Cunpenadin (50 Mr) He MOTEHII0BaB TilIOTEH3UBHY [Iil0 aJIKOTOJIIO0 ¥ 3TOPOBUX AOOPOBOIIBIIIB IIPH
cepegHbOMY MaKCHMaJIbHOMY piBHi eTaHOIy B KpoBi 80 Mr/g.

Y nanieHTiB, sIKi 3aCTOCOBYBaJIU CUIfeHadis, He CIOCTepiranocs KOOHUX BiIMIHHOCTEN IPOQio
mo6iuHuX eheKTiB MOPiBHSHO 3 myaredo Mpyu 0OJHOYACHOMY 3aCTOCYBaHHI TaKUX KJIaciB
rinoTeH3UBHUX JIIKaPChKUX 3ac06iB, K AiypeTuku, 6110KaTOpH B-agpeHopelenTopis, inribitopu AIIQ,
aQHTAroOHiCTH aHTioTeH3uHYy II, aHTUTiTepTeH3UBHi JTiKapChKi 3acobu (CyIMHOPO3UINPIOBAJIbHI Ta
IIEeHTPAJIbHOI [il), 67I0KaTOPH afipeHeprivHuX HEeHPOHiB, 0JI0KaTOPH KaJbIliEBUX KAaHAJIiB Ta
0710KaTOpU O-aAPEeHOPEeIeNToPiB. Y clelliaTbHOMY HOCTiAKEHH] B3a€MOZil TpyU OMHOYACHOMY
3actocyBaHHi cungeHadiny (100 Mr) Ta amIoAuIiHY MallieHTaM 3 apTepianbHOIO TinepTeH3ie0
CIIOCTEepiranocs JogaTKOBe 3HUKEHHS CHCTOIIYHOI0 apTepialbHOTO TUCKY B MOJIOXKEHHI JIekauu Ha
8 MM pT. cT. BignoBigHe 3HUXKEHHS OiaCTOIIYHOI0 apTepiaJbHOr0 TUCKY CTAHOBUWIO 7 MM PT. CT. 3a
BEJIMYMHOIO ITi IONATKOBI 3HUKEHHS apTepialbHOT0 TUCKY Oy/H MOPiBHIHHUMH 3 THUMH, 110
CIIOCTEpIiranucs Mpy 3aCTOCYBaHHI Nuiile cungeHadiny y 3mopoBUx J0OPOBOJIBINB (IUB. PO3Min



«®apMaKOIOTiYHi BIaCTHABOCTI»).

Cunpenadin y mo3i 100 Mr He BIJIMBaB Ha (papMaKOKiHETHYHI MOKa3HUKY iHTibiTOpiB BIJI-npoTeasu,
CakBiHaBipy Ta PUTOHaBIpPY, sKi € cybcTpaTamu CYP3A4.

Y 3mopoBux H06GPOBOJIBIIB YOJIOBiYOI CTaTi 3aCTOCYBaHHS cunfgeHadiny y piBHOBaxKHOMY cTaHi (80 Mr
3 pa3u Ha go0y) nmpusBomuno no mipumienas AUC ta C,,, 6ocenTany (125 Mr 2 pa3u Ha [ieHb) Ha
49,8 % Ta 42 % BinmoBigHO.

IomaBaHHS OMHOPA30BOI 103U cumeHadiny mo cakybiTpuay / BajicapTaHy y piBHOBaXKHOMY CTaHi y
TIAIliEHTIB 3 apTepialbHOIO TinepTeH3ieio 0o MoB'g3aHe 3i 3HaYHO OGisIbII BUPaKeHUM 3HUXKEHHSIM
apTepianbHOTO TUCKY IMOPIBHSHO 3 IPUHOMOM TiJIbKM CcaKyOiTpuiay/BancapTaHy. TakuM YMHOM, CIIif
DOTpUMyBaTUCS 00ePEeKHOCTI IIPU MTOYaTKy 3aCTOCYBaHHSA CUIfeHadiny y nalieHTiB, sIKi OTPUMYIOTh
NiKyBaHHS CaKyOiTpuiIoM/BajicapTaHOM.

Oco6.1ueocmi 3acmocyeaHHsi.

IIo moyaTKy Tepamil ciif 3i0paT MeIUYHUM aHaMHe3 IallieHTa Ta IPOBeCTH (isuKanbHe
00CTexKeHHS [J1s MiarHOCTHKU ePeKTUIbHOI IUCOYHKIIII Ta BU3HAUYEHHS 11 MOXKJIMBUX IIPUYKH.

dakmopu pusuky cepuyeso-cyOuHHUX 3axeopiosaHb. OCKINTbKHA CeKCyalbHa aKTHBHICTb
CYIIPOBOIXKYETHCS IEBHUM PU3UKOM 3 OOKY Ceplis, IO MOYaTKy Oyab-sIKOTO JIiKyBaHHS
€PeKTUIbHOI AUCHYHKIIII TiKap IOBUHEH OLIIHUTHU CTaH CEPIEBO-CYOUHHOI CUCTEMM Talli€HTa.
CungeHadin YMHUATH CyIMHOPO3MMUPIOBAIbHY Hil0, 10 IPOSBISETHCI HE3HAYHUM Ta
KOPOTKOYaCHUM 3HUKEHHSIM apTepianbHOro TUCKY (OuB. po3min «dapmakoguHaMika»). 1o
IpHU3HaYeHHs cugeHadiny nikap MOBHHEH PEeTENIbHO 3BaXKUTH, YU MOXKE TaKuil ePeKT
HECIPUSTIIMBO BIJIMBATY Ha TMAIli€EHTIB i3 TeBHUMM OCHOBHUMHU 3aXBOPIOBAHHSIMM, 0COOIMBO
y KomOGiHallii i3 cekcyanbHOI0 aKTUBHICTIO. [l0 MalieHTiB i3 MigBUIIIEHOI0 YYTIUBICTIO J0
Ba30MJIaTaTOPiB HajeXkaTh NallieHTH 3 00CTPYKIIi€l0 BUBIAHOTO TPAKTY JIiBOTO IIIYHOYKA
(HampuKaj, CTeHO3 a0PTH, TimepTpodiyHa 0OCTPYKTUBHA KapAioMiomaTis) Ta MallieHTH i3
PiOKiCHMM CMHOPOMOM MYJIbTUCHCTEMHOI aTpodii, ODHKUM i3 IIPOSBIB SKOI € TIKKE
TIOPYIIEHHS PErysilii apTepianbHOT0 THCKY 3 O0KY BereTaTUBHOI HEPBOBOI CUCTEMHU.

CunpeHadin NoTeHIi0€ TiTOTeH3UBHUY e(EeKT HITpaTiB (IUB. po3ain «I[IpoTunokaszaHHg»).

Y mocTMapKeTHHTOBUY II€Piof MOBIHOMIISIOCS PO TSAXKKi moOiuHi peakilil 3 60Ky ceplieBo-CyIUHHO1
CUCTEMH, BKIIOYaoyy iHdapKT MioKapaa, HecTabilbHY CTEHOKAP/Iilo, PalTOBY CEpLeBy CMEPTE,
IIJTYHOUYKOBY apUTMilo, lepeOpoBacKy IS PHI KPOBOBUIMBY, TPAH3UTOPHY illIeMiYHY aTaky,
apTepianbHy rinepTeH3ilo Ta apTepianbHy rioTeH3io, IKi 3a YacoM 30iranucs i3 3aCTOCYBaHHSAM
cunpeHadiny. V 6inpiIocTi naiieHTiB, ane He y BCiX, icHyBanu ¢GakTOPU PU3UKY CEPLIEBO-CYTUHHUX
3axBOpIoBaHb. baraTo Takux mobGivyHKX peakilili crocTepiraaocs mifg yac abo ogpasy micis CTaTeBOTro
aKTy i JIuIIe KijlbKa TPamuiIocs HeBOOB3i Mic/ig 3aCTOCyBaHHS cuigeHadiny 6e3 cekcyaabHOL
aKTUBHOCTi. TOMy HEMOKJIMBO BU3HAYUTH, UM MTOB’I3aHUM PO3BUTOK TaKUX MOGIYHUX peakiiii
Oe3nocepegHbO i3 pakTOpaMu PU3UKY, UM iX PO3BUTOK 3YMOBJIEHUN iHIIUMU YNHHUKAMHU.

IIpianizm. 3aco0u OIS MiKyBaHHS epPeKTUNIbHOI OUCHYHKIIII, Y TOMY YKCIi ¥ cungeHadin, cmifg
Ipr3HavYaTy 3 00epeXKHiCTIO MallieHTaM 3 aHaTOMIYHOI0 fedopMalli€io meHica (aHTys1ig,
KaBepHOo3HuM ¢idpo3 abo xBopobda IleripoHi) abo malieHTaM 3i CTaHAMH, 1[0 CIPUYHHSIOTh
PO3BUTOK IIpiami3my (cepromnogiOHOKITITUHHA aHeMiss, MHOXWHHA MieaoMa abo nenkeMis).



[Ticnsa Buxony cunpgeHadiny Ha PUHOK MTOBiIOMJISAIOCS IIPO BUMAaAKU IIONOBXKEHOI epeKIlil Ta
npiani3my. AKio epexuis TpuBae Ginble HiXK 4 TONWHY, MALliEHTAM CJIil HeTaltHO 3BEPHYTHUCS 3a
MEeAVYHOI0 AOIOMOT00. 3a BiACYTHOCTI HETAUHOTO JIIKyBaHHS IIpialli3M MOXKe PU3BECTHU [0
TIOIIKOMI2KeHHST TKAHUH IeHica Ta [0 CTiMKOl BTPaTH MOTEHIIil.

OdHouacHe 3acmocy8aHHs 3 iHwumu iHzibimopamu ®IIE-5 abo iHwumu npenapamamu 011
niKyeaHHs epekmusbHoi ducpyHkuii. bedmeka Ta e)eKTUBHICTh OMHOYACHOTO 3aCTOCYBaHHS
cunpeHadiny 3 iHmuMu inridiTopamu ®JIE-5 abo iHIIEMY NTpenapaTaMy OJIs JTiKyBaHHS
rimepreH3sii 1ereHeBol apTepii, IKi MiCTSITh cungeHadin, yu 3 iHIIMMY IIpernapaTaMu Ois
JiKyBaHHS ePeKTUIbHOI AUChYHKIII He BUBYAMKCSI. TOMy 3aCTOCYBaHHS TaKUX KOMOiHaIii
He PEKOMEHI0BaHe.

Bnaue Ha 3ip. CIOHTaHHI IOBiOMJIEHHS IIPO BUHUKHEHHS [edeKTiB 30py HaAXOAUIN aCoLlii0BaHO i3
3aCTOCyBaHHSIM cungeHadiny Ta iHmux iHriditopis ®E-5 (ouB. po3gin «I1o6iuHi peakmii»). IIpo
BUIIQ[IK HeapTepialbHOI ITepeHbOi illleMigyHO0I HEBPOIaTii 30pOBOTO HEPBA, 110 € PiAKICHUM CTaHOM,
Ha[XOOUJIY CIIOHTaHHI IOBIAOMJIEHHS Ta MIOBIOOMIISJIOCS Y HArJIsiAOBOMY OOCIiAXKEHH] acoLiiioBaHO i3
3aCTOCYBaHHAM cunpeHadiny Ta iHmux inridiTopis ®IIE-5 (ous. po3nin «[Tobiuni peakuii»). [TarienTis
CIIif IIOMePeUTH, 10 Y pa3i palToBOro MOPYIIeHHs 30py 3aCTOCyBaHHs npenapary EPTOC® crin
IPUNUHUTY Ta HETalHO 3BEPHYTHUCS [0 JiKaps (AuB. po3nin «[IpoTunokasaHHSI»).

OdHouacHe 3acmocysaHHs 3 pumoHagipom. OMHOYAaCHEe 3aCTOCYBaHHA CUNAeHadiny Ta
PUTOHABIPY HE PEKOMEHAYEThCS (OUB. po3Ain «B3aeMopis 3 iHIIMMY TiKapCbKAMU 3aco0aMu
Ta iHII BUOM B3a€EMOMIN»).

O0HouacHe 3acmocyeaHHs 3 baokamopamu a-adpeHopeyenmopis. I1alieHTaM, K1 3aCTOCOBYIOTh
6JI0KaTOpX 0-agpPEeHOPEeIeNTOPiB, 3aCTOCOBYBaTU cunmeHadisn ciifg 3 00epexkHICTIO, OCKiIbKH
TakKa KOMOiHaIlisg MOXkKe IMPU3BECTH OO0 CUMIITOMATUYHOI TiMOTeH3il ¥ 0esIKUX CXUJIBHUX 10
IIbOT0 Mali€eHTiB. CUMITOMaTHYHa TilTOTEH3id 3a3BUYail BUHUKAE IIPOTATOM 4 TOOWH IiCsg
3aCTOCYyBaHHS cunfeHadiny. 3 MeTOow MiHiMi3allil MOXKIMBOTO0 PO3BUTKY IIOCTYPaIbHOL
rimoTeH3il y maIlieHTiB, sIKi 3aCTOCOBYIOTh 0JI0KATOPH Q-aiPeHOPEIeNTOPIB, IX CTaH MOTPIOHO
cTabinisyBaTu 3a OMOMOT0I0 OI0KaTOPiB (-aflpeHOPEIENTOPIB 10 T0YAaTKy 3aCTOCYBaHHS
cunpgeHadiny. TakoX CITifl pO3TISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IIOYAaTKOBOI JO3U 25 MT
(muB. po3min «Croci0 3acTocyBaHHS Ta [03u»). KpiMm Toro, ciig mpoiHdopMyBaTH Malli€HTIB,
SK [iSITA y pa3i MOSIBU CUMIITOMiB OPTOCTATUYHOI TilOTEH3I1.

Bnaus Ha kpogomeui. [I0CTiIKeHHs TPOMOOITUTIB JIIOIUHY IPOIEMOHCTPYBAJIH, 110 in

vitro cungeHadin nmoTeHIlit0e aHTAAarperaliiiii epekTy HaTpilo HiTponpycuny. HeMae xkogHol
indopmariii momo 6e3meku 3aCTOCYBaHHS cuImeHadiny maiieHTaM i3 MopyneHHIMU
3ropTaHHS KPOBi a00 TOCTPOIO MENTUYHOI BUPA3K0i0. TaKUM YHHOM, 3aCTOCYBaHHS
cungeHadiny namieHTamu i€l rpymny MOXKJIMBE JIUIIE ITiC/IS PeTeNbHOI OI[iHKU
CIIiBBIIHOIIEHHS KOPUCTI Ta PU3UKY.

[Ticnsa 3actocyBaHHs fo3u 100 Mr 30poBUMY HOOPOBOJIBISIMU He CIIOCTEPIranocs BIJIUBY Ha
MOP@OJIOTii0 YX PYXOMiCTh CIIepMaTo30ifiB (AuB. po3nin «PapMaKoguHaMika»).

Bmpama cayxy. JIikapsiM CIIif HOpafuTH HallicHTaM OPUIMHATH 3aCTOCyBaHHS npenapaT EPTOC® ta
HeTalHO 3BEPHYTHUCS 3a MEIUYHOTO OOIIOMOI0I0 Y pa3i panToBOro 3HUXKEHHS YU BTpaTu Ciyxy. [1po
IIi IBUINA, IKi TAKOXK MOXKYTh CyIPOBOAXKYBAaTUCS O3BOHOM Y ByXax Ta 3allaMOPOYEHHSIM,
TIOBiIOMIIATIOCS 3 aCOIalli€lo y Yaci i3 3acTocysaHHAM iHri6itopis ®JIE-5, Bkmouatoun EPTOC®.
BusHauuTH, 4 1i SBUIIA IPSMO II0B’g3aHi i3 3acTocyBaHHAM iHribiTopiB ®IE-5 yu 3 iHmIIMU



bakTopaMu HEMOKITUBO.

O0HouacHe 3acmocyeaHHs 3 e2inomeH3ugHumu npenapamamu. CunpgeHadis YUHUTH CUCTEMHY
CYAWHOPO3IIMPIOBaJIbHY [IiI0 Ta MOXKeE B IOAAJIbIIIOMY 3HUXKYBaTH apTepialbHUM TUCK Y
TallieHTiB, SIKi 3aCTOCOBYIOTh TiMOTEH3UBHI JTiKapchKi 3aco0u. Y 0OKpeMOMY HOCTiAXKEeHH]
JiKapChKOl B3aEMO/Iil OqHOYACHE 3aCTOCYyBaHHS aMyoputiny (5 mr a6o 10 mr) Ta
cunpgeHadiny (100 Mr) mepopanbHO CIIOCTEPIrazocs CeEpemHE TONAaTKOBE 3HUKEHHS
CHACTOJIIYHOT'0 TUCKY Ha 8 MM PT. CT., AiaCTOJIIYHOTO - Ha 7 MM PT. CT.

3axeoprosaHHs, W0 nepedaomuca cmamesuM wWaAxoM. 3aCTOCyBaHHs npenapaty EPTOC® ne
3axXUIlla€ Bifl 3aXBOPIOBaHb, 1110 IePefal0ThCA CTaTeBUM LUIAXOM. CIIif pO3rIsaHyTH
MOXKJIUBICTD iHHOPMYBaHHS MAI[iEHTIB M0N0 HEOOXimHUX 3am00iKHUX 3aX0MiB AT 3aXUCTY
Bil 3aXBOPIOBaHb, 110 IEPENanThCSA CTaTEBUM IIJIIXOM, BKIIOYAIOUM BipyC iIMyHOOEeQiLUTY
JIIONVHU.

[IpenapaT MicTUTh 1akTO3y. He Cif 3aCTOCOBYyBaTH MOT0 YOJI0OBiKaM i3 TAKMMHU PiKiCHUMU
CIIafIKOBUMU IOPYIIEHHSAMHY, K HEIIepeHOCUMICTh TajlaKT03U, HeJOCTaTHICTh akTa3u Jlanmna abo
Masba0copOiis TTI0K03KU-TalaKTO3M!.

ITo ckmapmy mpenapaTy BXOOUTH IYKpOBa Iyapa. Y pa3i BCTaHOBIEHOI HETIEPEHOCUMOCTI HeSTKUX
IIYKpiB CJIi IPOKOHCYJIbTYBATUCS 3 JikapeM, IIepII HiXK 3aCTOCOBYBaTH lLieH IIpenapar.

o ckmapmy mpenapaTy BxoguTh 6apBHUK E 102, 1110 MOXKe CIPUYMHUTY BUHUKHEHHS aJleprivHux
peaxtiiil Ipu 10ro 3aCTOCyBaHHI.

3acmocyeaHHs y nepiod sazimHocmi abo 200y8aHHs 2pyd01o.

EPT'OC® ne IIpU3HAYEHUU 71 3aCTOCYBaHHSA XKiHKaMU.

30amHicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

HocnigxkeHb BIIUBY IIpeliapaTy Ha 3MaTHICTh KepyBaTH TPAaHCIOPTHUMU 3aco0aMy Ta MpallioBaTH 3
IHIIMMU MexaHi3MaMu He mpoBoguiocsa. OCKiNbKY y IPOIECi KITIHIYHUX JOCTiAKeHb CuigeHadiny
TIOBiIOMJISINIOCS IIPO BUIIAAIKK 3allaMOPOYEeHHS Ta MOpPYyIIeHHs 3 60Ky opraHiB 30py, epef TUM 5K
cimaTy 3a KepMO TPaHCIOPTHOTO 3aco0y abo MpalfioBaTy 3 iHIIKMU MeXaHi3MaMH, MallieHTaM
HeoOXigHO 3'CyBaTH, KO0 € iXHs iHAMBiAyanbHa peakilis Ha 3acTocyBanHs EPTOC®.

Cnoci6 3acmocyeaHHss ma do3u.

[IpemapaT 3aCTOCOBYIOTh [IEPOPAIBHO.

Iopocai. PekoMeHoBaHa no3a npenapaty EPTOC® ctanoBuTh 50 MT, 3aCTOCOBYIOTE y pasi
HeoOXigHOCTI TprUOIN3HO 3a TONUHY 10 CEKCYaJIbHOI aKTUBHOCTI. 3a/Ie?kHO Bifl e(eKTUBHOCTI
Ta MEPEeHOCUMOCTI ITpenapary m03y MoxHa 36inbimtu 10 100 Mr a6o 3HU3UTH I0 25 MT Y
tTabmeTkax. MakcuMalibHa peKoMeHoBaHa fo3a ctaHoBuTh 100 mr. YacToTa 3acTOCyBaHHS



MaKCHMaIbHOI peKOMEHJ0BaHOl J03U IIpenapaTy CTaHOBUTH 1 pa3 Ha mo0y. [Ipu
3aCTOCYBaHHI Ipemapary IIif 9ac BXKUBaHHS 1XKi MOT0 [isg MOXKe HacTaBaTH ITi3Hillle, HiXK Ipu
3aCTOCYBaHHI HaTIIe.

ITauienmu aimHbo2o 8iKy. HeoOXigHICTh Y KOPEKIIil 031 MallieHTaM JIITHROTO BiKYy (= 65 pOKiB)
BIICYTHS.

ITauieHmu 3 HUPKo8ow Hedocmamuicmio. 7151 TALliEHTIB 13 HUPKOBOK HEJOCTATHICTIO JIETKOr'0
Ta IIOMIPHOT0 CTYIIEHs TAXKKOCTI (KiipeHC KpeaTuHiny 30-80 MJ1/XB) peKOMeH0BaHa 103a
IIpenapary € TakKol X, K HaBeleHO BHUILE Y PO3Aiii «Jlopoci».

OCKinbKY y Malli€HTiB 3 HUPKOBOIO HEJOCTATHICTIO TAXKKOT0 CTyNeHd (KIipeHC KpeaTuHiHy

< 30 M11/xB) KJipeHC cunpeHadiny 3HUKEHUH, CIIi PO3TISHYTH MOXKIIMBICTh 3aCTOCYBaHHS

oo3u 25 Mr. 3aymexkHo Bifl epeKTUBHOCTI Ta MePeHOCUMOCTI IIpemnapaTy npu HeoOXigHOCTi 703y
MOXKHa 30inbmKTH MOCTynoBo A0 50 Mr Ta fo 100 mr.

ITauienmu 3 neuiHkosow Hedocmamuicmio. OCKIJIBKY y HALll€HTIB 13 MIe4YiHKOBOI HEJOCTATHICTIO
(HammpuKIad, TUPO30M) KIlipeHC cungeHadiny 3HUKEHNUH, CITiT PO3TISHYTA MOXKJIUBICTh
3aCTOCYBaHHS 003U 25 MT. 3aleXKHO Bifi eeKTUBHOCTI Ta IePeHOCHMOCTI ITpemnapary mpu
HeoOXiTHOCTI 103y MOXKHa 36imbmuTH nocTynoBo Ao 50 mr ta go 100 mr.

ITauienmu, aki 3acmocosyromo iHWi Aikapcbki 3acobu. AKINO MALiEHTH OQHOYACHO 3aCTOCOBYIOTH
inri6iTopu CYP3A4 (3a BUHSTKOM PUTOHABIPY, 3aCTOCYBaHHS SIKOTO OMHOYACHO i3
cunpgeHadiioM He peKOMEHAYETHCS, TUB. PO3Minu «B3aeMopmis 3 iHIIMME JTiKapCbKUMU
3acobamu Ta iHIIi BUAM B3aeMofi» Ta «OCcoOMMBOCTI 3aCTOCYBaHHS», CIIifl PO3TITHYTH
MOXKJIMBICTh 3aCTOCYBaHHS II0YaTKOBOL fO3K 25 MT).

3 MeToI0 MiHiMi3allii MOXKJIXBOTO PO3BUTKY IIOCTYpaJIbHOI IiNOTeH3il y MalieHTiB, fKi 3aCTOCOBYIOTh
0JI0KaTOpH (-aflpeHOPEIIETITOPIB, CTaH TAaKMUX IAIiEHTIB MOTPiOHO cTabini3yBaTH 3a MOIIOMOI00
6710KaToOPiB (-aipEeHOPELENITOPIB A0 IOYATKy 3acTOCyBaHHs cunpeHadiny. Takox ciif po3TasHyTH
MOXKJIMBICTb 3aCTOCYBaHHS II0OYATKOBOI [03U 25 MT (OuB. po3ainu «B3aeMopis 3 iHIIMMU JTiKapChbKUMU
3acob6aMu Ta iHIIi BUOU B3aeMofil» Ta «OCOOIUBOCTI 3aCTOCYBAHHSI»).

Himu.

[Tpenapar He MOKa3aHUM [0 3aCTOCYBaHHS 0cobaMu BikoM mo 18 pokis.

Ilepedo3yeanHns.

Y nportieci KTiHIYHAX JOCTiIKEeHb 3a y4acTio JOOPOBOJIBINB IIifl Yac 3aCTOCYBaHHS Pa30BOi 03U
cunpeHadiny mo 800 Mr mobiyHi peakii Oyu MOJIOHMMH IO THX, L0 CIIOCTEPirajucs mpu
3aCTOCYBaHHi cunaeHadiny y HUXKYKUX [03aX, ajie 3ycTpivanucs dacTiie Ta 6yau OifbIl TAXKKAMU.
3actocyBaHHs cungeHadiny y mosi 200 Mr He MTPU3BOAUIIO [0 MiABUIEHHS e(EKTUBHOCTI, aje
CIIPUYMHSIIIO 3POCTAHHS KiJTbKOCTi BUMTAAKiB PO3BUTKY MOOIYHUX peakiiit (rooBHOT0 007,
IIPUIIIUBIB KPOBi, 3allaMOpPOYeHHs, AUCIIEICii, 3aKJIafleHOCTi Hoca, OPYyIIeHb 3 60Ky OpraHiB 30py).

Y pagzi nepeno3yBaHHs ITPU HEOOXITHOCTI BHAIOTHCS [0 3BUYANHUX MiTPUMYIOUUX 3aXO[iB.
[IprucKOpeHH KITipeHCy cungeHadiny npu reMofiaisi MaJoMMOBipHE BHACHIIOK BUCOKOTO CTYIIEHS
3B’3yBaHHS IIpemaparty 3 OiKamu nj1a3Mu KPOoBi Ta BiICYTHOCTI efiMiHallil cungenadiny i3 cedero.



ITo6iuni peakuii.

HaitvacTimumy no6iYHUMY peakIlisiMy, TIPO SKi MOBIMOMIISIM Y KTIHIYHUX HOCTIAXKEHHSIX cepeq
NallieHTiB, SKi npuiiManu cungeHadin, 6yau ronoBHUM 6inb, IPUIINBY, OUCIEICis, 3aKIaleHiCTh
Hoca, Oi/b y CIIMHI, 3alTaMOpOYeHHS, Hy[J0Ta, TOPYIIeHHs 30pYy, L[iaHOIICisd Ta 3aTyMaHEeHHS 30Dy .
[HbopManis momo mobivHUX peaklliil y paMKaxX IOCTMapKETHHTOBOT'O CIIOCTEPEXKEHHS
3aCTOCyBaHHS cungeHadiny Oyna 3i0pana nmpotsrom Oinbire 10 pokiB. Huxkue BKa3aHi BCi KITiHIYHO
BaxKIUBi no0iyHi peakii, SKi Manu Micie y KITiHIYHUX JOCTiIXKeHHIX CUaeHadiny Ipu 4acToTi
nosiBu Oinbllle, HiXK Ipu mpuiiomi mnaiebo, 3a cCUCTeMaMy OpPTraHi3My Ta YaCTOTOI0: IyKe 4acTo
(=1/10), gacto (=1/100, <1/10), HeyacTto (=1/1000, <1/100), pigko (=1/10000, <1/1000).

TakoxX BKJII0YEHA YaCTOTa IOSBU KITiHIYHO BaXKJIMBUX MOOIYHUX PeakKIlid, Ipo sIKi MOBiMOMIISIIN 3
HiCNIIpeECTPaLifHOr0 JOCBiNYy K HEBigoMi.

Y KOXHiii Tpy1i 3a 4acToTo0 1MobiuHi eeKTU 3a3HaueHi y MOPSAAKY 3MeHIIeHHS IIPOSBiB.

[HdeKIIilHI Ta iHBa3WBHI 3aXBOPIOBAHHSI

Heuacmo: pUHIT.
3 60Ky iMyHHOI cUCTEMHU
Heuacmo: nifgBUIlleHa Yy TIUBICTb.

3 60Ky HEPBOBOI CUCTEMU

[yoce wacmo: TonoBHUM Gifb.

Yacmo: 3a1aMOPOYEHHS.

Hevacmo: COHJIUBICTB, TinecTesid.

Pioxo: IHCYIIbT, TPAQH3UTOPHA illIeMiYHa aTaka, CyAOMU*, PelUAUBY CynoM*, CHHKOIIE.
3 60Ky OpraHiB 30py

Yacmo: OPYILIEHHS COPUUHATTS KOJIbOPY**, po3/1agy 30py, 3aTbMapeHHS 30pYy.

Heuacmo: po3nanu CIbO30BUAINEHHI***, 0inb B ouax, poTodobisi, poTomcis, rimepeMis ouei,
SICKPaBICTh 30PY, KOH IOHKTHUBIT.

Pioko: HeapTepianbHa MepefHs illleMigyHa HelpoIaTisa 30p0BOTr0 HepBa*, OKIII03isd CyouH
CiTKiBKM*, peTUHaAIbHUN KPOBOBUJIUB, apTEPiOCKIEPOTUYHA PETUHOIIATIS, MOPYIIEHHS 3 OOKY
CiTKiBKH, r71ayKoMa, fe(eKTH Mojsg 30py, AUILIONIS, 3HUKEHHS TOCTPOTH 30PYy, MioIis,
aCTeHOIIis, [JlaBaloyi MOMYTHIHHS CKJIMCTOTO Tijla, IOPYIIEHHS 3 00Ky paifyKHOI 000JI0HKHY,
Mifpia3, mosiBa CSI0YMX KPYTiB HABKOJIO [2KepeJjia CBiT/a (rajo) y moJi 30py, HaOpsK oudel,
IIPUIYXJIICTh 04Yel, IOPYIIeHHS 3 00Ky O4el, riepeMisi KOH I0HKTHBH, IIOipa3HeHHS O4YeH,
aHOMaJIbHi BiTUyTTs B 04ax, HaOpPsK MOBiK, 3HeOapBIIeHHS CKIIEPH.

3 OOKY OpraHiB CIYXy Ta BECTHOYIIPHOT0 anapaTy



Heuacmo: 3an1laMOPOYEeHHS, A3BiH ¥ ByXax.
Pioko: TmyxoTa.

3 6OKYy ceplist

Heuacmo: Taxikapmis, IOCUIeHe CepleOuTTs.

Pidko: panToBa ceplieBa cMepTh*, iHpapKT MioKapaa, LITyHOYKOBa apuTMis*, QiOpumnsiis
nepencepnb, HecTabiNlbHa CTEHOKAPHis.

3 OOKy cynuH

Yacmo: TIPUTLIUBY KPOBi M0 006/TMYYst, TPUIUBU Kapy.

Heuacmo: apTepiajibHa TiepTeH3is, apTepiajibHa rirnoTeH3id.

3 6OKy pecnipaTOpHOI CHCTeMHU, OPraHiB 'PYIHOIL KITITKYM Ta CEPENOCTiHHS

Yacmo: 3aKJIafeHiCTh HOCA.

Heuacmo: HOCOBa KpOBOTeYa, 3aK/IaieHiCTh IPUAATKOBUX 1a3yX HOCA.

Pidko: BiTUyTTs CTUCHEHHS Yy TOpJIi, HAOPSK CI130B0Oi 060JI0OHKM HOCA, CYXiCTh y HOCI.
3 60K§Z IMJTYHKOBO-KHUIITKOBOT'O TPAKTY

Yacmo: Hy#OTa, OUCIIETICIA.

Heuacmo: racTpoe3odareanbHa pedrrokcHa xBopoOa, O1oBaHHs, 6iflb y BepXHiN YaCTHHI
JKUBOTA, CYXICTh Y POTi.

Pidko: TinecTe3is pOTOBOI IIOPOXKHUHU.

3 6OKY LIKipK Ta HiAIIKipHOi TKAHUHU

Heuacmo: BUCUIIQHHA.

Pioko: cuampom CTtiBeHca-[I2KOHCOHa*, TOKCUYHUY elliflepMaIbHUI HEKPOITi3*,

3 00Ky OIIOPHO-PYXOBOTO anapaTy Ta CHOJIYYHOI TKAHUHU

Heuacmo: Mianrisi, 0inb y KiHIliBKaX.

3 60KY CEeYOBUIINbHOI CUCTEMHU

Heuacmo: rematypis.

3 60KY penpooyKTUBHOI CUCTEMH Ta MOJIOYHUX 3a7103

Pigko: KpoBOTeYa 3i CTaTEBOr0 4YJjieHa, Mpiami3aM*, reMaTOCIIEepMisi, IOAOBXKEHA ePEeKIIis.

3arasbHi po3yiay Ta peakiiii y Miclli BBeIeHHS



Heuacmo: 6inb y TPyOsAX, MigBUIIleHAa CTOMITIOBaHICTh, Bif4yTTS XKapy.

Pioko: mogpa3HeHHs.

OO6cTexeHHS

Heuacmo: nigBullleHa 4aCTOTa CEPLIEBUX CKOPOYEHb.

* [ToBimoMIIsATIOCS NUIIeE Mif Yac OOCHiAXKEeHHS IIiC/ig BUXOAY IIpenapaTy Ha PUHOK.

** TlopyIlIeHHS CIPUUHATTS KOIbOPY: XJIOPOIICisS, XpOMATOIICis, IiaHOIICisl, ePUTPOIICis, KCAHTOIICis.

*#* TlopylleHHS CIIbO30BUIIJIEHHS: CyXiCTh B 04YaX, IOPYLIEHHS CJIbO30BUIJIEHHS Ta IiABUILEHHS
CJIbO30BHU/iIEHHS.

HuxuyeHaBeneHi gBullla criocTepiranuca y < 2 % Mali€HTiB Y IPOLeCi KOHTPOJIbOBAHUX KIIIHIUHUX
MOCITiIXKeHb cunmeHadiny; TPUYNHHUYN B3a€EMO3B 130K He BU3HaueHUuu. [1oBigOMIeHHS
BKJIIOYAJIU ABUIIA, 1110 MaJId BipOTiIHUY 3B'A30K 13 3aCTOCYBaHHAM IIpenapary. fBuia, ki
He Oynu 3a3HayeHi, Oyau TETKAMHU Ta MOBifoOMIeHHS OyIu AyKe HeTOUHMMH, 11100 MaTH
3HAYEHHS.

3aeanvri. Habpsk o0muyus, peakilil GOTOYYTIUBOCTI, IIOK, acTeHis, Oilb, pariToBe NafiHHSA,
Oi/1b y 2KMBOTi, paIllTOBE MOMIKOMXKEHHS.

3 6oky cepueso-cy0uHHoi cucmemu: CTEHOKapHis, AV-610kafa, MirpeHs, ocTypajbHa
rimoTeHsis, imemis Miokapma, TpoM003 CyIUH I'OJIOBHOT'O MO3KY, PaIliTOBa 3yIMHKA CEPIIs,
nopyleHHs pe3ynbTaTiB Ha EKI', KapgioMionaTis.

3 60Ky WAYHKOBO-KUWLKOB020 Mpakmy: TTIOCUT, KOJIT, gucdaris, raCTPUT, TaCTPOEHTEPHUT,
e30(arit, CToOMaTHUT, IOPYIIEHHS Pe3yIbTaTiB MeYiHKOBUX P00, peKTaabHa KPOBOTEYa,
TIHTIBIT.

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu: aHEMIsI, TEUKOIEHis.

Po3nadu memaboaiamy ma xapuysaHHs: CIIpara, HaOpsK, mogarpa, HectaOinbHUY Oiaber,
rinepruikemisi, nepudepuyuHi HabpPSIKY, TimepypuKeMis, TinoriaikeMis, rimepHaTpieMis.

3 60Ky cKesemHo-M’ 130801 cucmemu: apTPUT, apPTPO3, PO3PUB CYXOXKUJIJISI, TEHOCUHOBIT, 6iNb y
KiCTKaX, MiaCTeHisI, CHHOBIT.

3 60Ky Hepeoeoi cucmemu: aTakCisi, HeBpaJris, HeUpoIaTis, IapecTesis, TpeMop, BEPTHUTO,
memnpecisi, 6e3COHHS, aHOMaIbHi CHOBU[IIHHS, 3HUXKEHHS pedIiekcis.

3 60Ky OuxavHoi cucmemu: aCTMa, QUCITHOE, JTAPUHTIT, GAapUHTIT, CHHYCUT, OPOHXIT, ITOCUIIeHE
CITMHOBUIIIEHHS, TIOCUIEHHS KalllTio.

3 6oky wkipu: KpOTIUB THKA, Teprec, CBepbixK, MmiBullleHa iTIUBICTh, BUPA3KH IIKipH,
KOHTaKTHUU IepPMaTHUT, eKChOTiaTUBHUY JepPMaTHuT.

Cneyuciuni 8iduymms: parnToBe 3HUKEHHS ab0 BTpaTa Ciyxy, 0ilb y ByxaX, KDOBOBUJIUB Y
OKO, KaTapakTa, CyXiCTh B O4ax.



3 60Ky ypoeeHimanvHoi cucmemu: ACTUT, HIKTypis, MiABUILIEHA YaCTOTa CEYOBUIIYCKAHb,
30i/IbIlIeHHS MOJIOYHMX 3aJ103, HETPUMAaHHS Cedi, MOPYIIeHHS eIKysilil, HabpsgK CTaTeBUX
OpraHiB, aHoprasmis.

[TocBin micnspeecTpaniitHoro 3actocyBantsa. OCKIIBKY PO TaKi peakilil IOBigOMISIOTh

moOPOBINIBHO Ta MOBiOMJIEHHST HAAXOMSTh Bifl MOMYJIALil HEBiMOMOI YMCENIBHOCTI, HE 3aBXKIU
MOKHa JOCTOBIpPHO OI[iIHUTH IX YACTOTY Ta BCTAHOBUTHU MIPUYHUHHUY 3B’SI30K i3 €KCITO3HUIIi€I0
nikapcbKoro 3aco6y. Li sBuia Oynu 3a3Ha4eHi K yepes IX Cepio3HiCTh, YaCTOTy
TIOBiIOMJIEHHS, BiICYTHICTh YiTKOTO aJIbTEPHATUBHOTO 3B’I3KY, TaK i 4epe3 KoMObiHallio nux
(hakTopiB.

Cepueso-cyouHHi ma uepebposackyaapHi seuw,d. TToBimoMIsSIOCS PO Cepio3Hi cepIrieBO-CyquHHi,
11epeOpPOBaACKYIIIPHI Ta CYIMHHI SIBUIA, BKITIOYA0UK 11epe0poBaCKYISPHY KPOBOTEYY,
cybapaxHoimanbHy Ta BHYTPilIHbOIIEpeOpanbHy KPOBOTEUY Ta JIereHeBY KPOBOTEUY, 110 OyIu
IIOB’s13aHi ¥ 4Yaci i3 3acTocyBaHHAM cunneHadiny. Y OinbiIocTi nmaiieHTiB, ane He y BCix, 6ynu HasgBHi
(bakKTopu ceplieBO-CYIUHHOTO pu3uKy. [loBigoMisiocs, o 6araTo 3 IUX SBUIL BUHUKIIU IIif Yac abo
Bipa3y micng ceKcyaabHOI aKTUBHOCTI Ta AeKilbKa SBUIL BUHUKJIX Bifpa3y Mic/s 3aCTOCYyBaHHS
cungeHadiny 6e3 cekcyanbHOI aKTUBHOCTI. [HIII sIBUIla BUHUKIIM IIPOTSATOM HAaCTYIIHUX TOOUH YU OHIB
iCIIs 3aCTOCYBaHHSA cugeHadiny Ta ceKcyanbHOl akKTUBHOCTi. HEMOXKIMBO BCTaHOBUTH, UM IIi SBUIIA
IIOB’sI3aHi i3 3aCTOCYBaHHSM IIpernapary, i3 CeKCyaabHOI aKTUBHICTIO, i3 HAIBHUMHU (paKTOpaMu
PU3HUKY 4uH i3 KoMOiHalieo uux pakTopiB, Uu 3 iHIMUMU HaKTOpPaMu.

KpoeoHocHa ma aimpamuyuHa cucmemu: Ba300KIIO3UBHUN KPU3. Y HEBEJIUKOMY 3aBYaCHO
IPUNIMHEHOMY AOCTIIXKEeHHI 3aCTOCyBaHHA IIpenapaTy PeBaimo (cunpeHadin) o nami€eHTiB
3 JIETEHEBOIO apTepPialbHOIO TillepTeH3i€10, BTOPUHHOIO IIO0 CEePIIONOaiOHOKIITUHHOI aHeMil,
IIPY 3aCTOCYBaHHi cunfgeHadiny mpo po3BUTOK Ba300KIIIO3UBHUX KPU3iB, 1110 MOTPeOyBaIn
rocmitanisallil, IOBiTOMJISANIOCS YacCTillle, HiXK IIpU 3acToCcyBaHHI mianebo. Kniniyne
3HaueHH4 1€l iHpopMarii gjis malieHTiB, AKi 3aCTOCOBYIOTh CUIfeHadis 3 METOI0 JTiKyBaHHS
€PEKTUIBHOI AUCPYHKIIiI, HEBiAOME.

Hepsosa cucmema: TpPUBOTA, TPAH3UTOPHA ri1006anbHa aMHE3is.
CneyuciuHi giouymma.

Cayx. Ilicng Buxopy npernapaTy Ha pUHOK IIOBIAOMIISJIOCS IIPO BUIIALKUA PAriTOBOTO
3HMXKEHHS YU BTPATH CJIyXy, IIOB’sI3aHi y 4aci i3 3aCTOCyBaHHAM CUAeHadiny. Y gesakux
BUIIaAKaXx IMOBIJOMIISAIOCS NP0 HasABHICTh MEOJUYHUX CTaHIB Ta iHIINX (PAaKTOPiB, 10 MOTJIH
BifirpaTu posb y pO3BUTKY IMOGIUHUX peakiliii 3 00Ky opraHiB ciyxy. Y 6araTbox BUIIafiKaxX
iH(opMaIis MOKo MOAABIIOTr0 MEIUYHOTO CIIOCTEPEXKEHHS BiICYyTHA. BU3HAUUTH, 49U 1i
SIBUIIA TIPSIMO IIOB’3aHi i3 3aCTOCYBaHHSIM IIpelapary, Y4 3 HagsBHUMH (HaKTOpaMU PU3UKY
BTpATH CIyXy, 4¥ 3 KoMOiHaIli€o 1ux GpakTopiB, 4y 3 iHIIMMU (paKTOpaMu, HEMOXKIIUBO.

3ip: TUMYacoBa BTpaTa 30Dy, [IOYEPBOHIHHS 04Yel, IeYiHHA B 04YaX, MiIBUILIEHHS
BHYTPIITHBOOYHOT'0 TUCKY, HAOPSK CiTKiBKM, CYOUHHI 3aXBOPIOBAHHS CiTKiBKM a00
KpPOBOTEYQ, BiflllapyBaHHS CKJIUCTOIO Tija.

Pigko moBimoMisiiu mpo BUMTAOKKM HeapTepianbHOI TepeaHboi irmeMiuHol HelpomnaTii 30pOBOT0 HEPBA,
1110 € IPUYKHOI 3HUKEHHS 30Dy, BKIII0UAI4H IIOCTiMHY BTPATy 30Dy, SKi OyJu I0B’g3aHi y 4aci i3



3acTocyBaHHSM iHribiTOpiB ®IIE-5, BKMouarouu cungeHadin. barato 3 mallieHTiB, ane He BCi, Manu
HasBHi aHaTOMiuHi ab0 cynuHHI (aKTOpX PU3UKY PO3BUTKY HeapTepiaabHOI IepegHboi ilmeMiyHo1
Helpomnarii 30poBoro HepBa, BKII0YauH (aje HeoOOB' I3KOBO 00MeKYIOUHCh) TaKi: HU3bKE
CITiBBiTHOIIIEHHS [liaMeTpa eKCKaBallil Ta JUCKa 30POBOr0 HepBa (3aCTiHUK OUCK 30POBOT0 HEPBA),
BiK Oinbire 50 pokiB, apTepianbHa TrinepTeHsis, 3aXBOPIOBAaHHSI KOPOHAPHUX apTepil, rimeprimigemis
Ta ManiHHA. HeMoXnIuBo BU3HAUUTH, UM IIi SIBUIA IPSIMO IIOB’s13aHi i3 3aCTOCyBaHHAM iHTi0iTOPIB
ONIE-5, uu 3 HaABHUMU aHATOMIYHUMHU ab0 CyOUHHUMU (paKTOpaMu PU3UKY, YU 3 KOMOiHAIli€0 1IUX
BCiX (paKTOpiB, 4 3 iIHMUMH (PaKTOPaMHU.

38imyBaHHA npo ni0o3proeaHi nobiuHi peakuyii.
3BiTyBaHHS IIPO MIimo3proBaHi moOiuHi peakiril micis peecTpatiii TikapchbKoro 3aco6y Ma€e BaXkKJIuBe
3HaueHH4d. Lle mae 3mMory mpoBoauTy 6e3mepepBHUN MOHITOPHHT CITiBBiIHOIIEHHS MiX KOPHCTIO i

pU3KKaMH, TIOB’I3aHUMHU i3 3aCTOCYBaHHSIM I[bOTO JIiIKapChKOT0 3aco0y. JIikapsM ciiif 3BiTyBaTH PO
OyOb-gKi migo3pioBaHi mo0iYHi peakiiii BiITOBIZHO MO0 BUMOT 3aKOHOJaBCTBa.

Tepmin npudamuocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiraTu B OpUTiHANbHIN YIIaKOBIi Ipu TeMiepaTypi He Buille 25 °C. 36epirat y HELOCTYIHOMY
IJIsL giTey Micli.

YnakoBka.

[To 1 a6o mo 2, abo 1o 4 TabneTku y 6iicTepi; mo 1 6icTepy B KopoOiri; 1o 4 TabmeTKu B OmicTepi; mo
2 OricTepu B KOPOOIIi.

Karteropist Bimmycky. 3a peLenToM.

BupoOHUK.

TOB «®apmarnieBTryHa KoMnaHisg «®@apKoC».

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca MicIsi IpoBaIKeHHs HOro Jis/IbHOCTI.
Ykpaina, 03162, m. Kuis, Byn. 3ogunx, 50-A

Ykpaina, 08290, KuiBcrka 0011., M. IpiiHb, CMT. I'ocTomerns, By CBaTo-ITokpoBchKa, 360.



