Ckian

Oitoua peuvosuHa: sildenafil;

1 TabrmeTka MicTuTh cunmeHadiny uuTparty B nepepaxyBaHHi Ha 100 % cungenadin 50
Mmr a6o 100 wmr;

OONOMIJICHI pedyo8UHU: JTaKTO3a, MOHOTIApAaT; MarHilo IJIIOKOHAT; IIyApa IIyKPOBa;
KaJbllil0 cTeapaT; apoMaTtu3aTtop «JIumMoH»; 6apBHUK TapTpa3uH (E 102).

JIikapcbKa ¢opMma

TabneTku.

OcHOoBHI (pi3uKo-xiMiuHi 81acmMuBoCMi: OIBOOIYKIIi TaOIeTKH )KOBTOr0 KOJIHOPY abo
JKOBTO-KOPUYHEBOI'0O KOJILOPY 13 BKpalJIeHHSIMU 3 PUCKOIO Ha OOHIN CTOPOHI.

®dapMaKoTepalneBTHYHA rpymna

3aco0u, 1110 3aCTOCOBYIOThCS [JIS JIIKyBaHHS epeKTunbHol aucdyHkIlil. Kog ATX G04B
EO03.

®dapMaKoJI0riuyHi BJIaCTHBOCTI

dapmakoOuHamika.

Mexani3m gil. CungeHadin - J1ikapcbKui 3acib A1 mepopajbHOTO 3aCTOCYBaHHS,
NpU3HAYEHUN OIS MiKyBaHHS epPeKTUIbHOl oucdyHKIil. [Ipu cekcyanbHOMY

30yOIKeHHi mperapaT BigHOBIIIOE 3HUXKEHY €PeKTUJIbHY QYHKIII0 HIJITXOM ITOCUJIEHHS
IIPUTOKY KPOBI IO IeHica.

dizionoriyHuM MexaHi3M, 110 3YMOBJIIOE €PEKIIil0, BK/II0Ya€ BUBIJIbHEHHS OKCUOY a30Ty
(NO) y KaBepHO3HUX Tilax Miff 4ac ceKcyaabHOro 30ymxkeHHs. BuBinbHeHnuit NO
aKTUBY€ (pepMEeHT I'yaHilaTIIUKIIa3y, 0 CTUMYJIIOE ITiABUIIEHHS PiBHS HUKJIIYHOTO
ryasHo3maMoHodocdaty (1I'M®), 1110, 3i cBoro 60Ky, BUKJIHMKAE PO3CciabieHHs TIagKol
MYCKYyJIaTyp¥ KaBE€PHO3HUX TiJI, CIPUSIOYU IIPUTOKY KPOBI.

CunpmeHadin € IMOTYyKHUM Ta CEIEeKTUBHUM iHTiOiTopoM 1l MO-crienmdpivyHol
dochomiectepasu 5 (OPIIES) y KaBepHO3HUX Tinax, ge ®IES BianoBigae 3a po3mnafg
ul'M®. Brnnus cunpeHadiny Ha epekliilo Ma€e epudepudHnii xapakrep. CungeHadin
He YUHUTHL 0e3mocepeaHbol peakCyodoi Ail Ha i30/1boBaHi KaBePHO3Hi Tijla TIOOUHY,
ajie TIOTY2KHO ITOCUJIIOE po3ciiabmioouy gito NO Ha maHy TKaHuHY. [Ipu akTuBalii
MeTabomnigyHoro nsaxy NO/uI'M®, mo BinOyBa€eThCA IPU CEKCYalIbHIM CTUMYISLI],



inrioyBanHs cunpeHadinmom ®IIES npu3BoguTh o migBuIilleHHs piBHAI I MO y
KaBEPHO3HUX Tijtax. TaKuM YMHOM, [JIs1 TOrO, 00 cungeHadin BUKJIMKAB MOTPiOHUM
dbapmakomnoriuaui epekT, HeoOXigHe cekcyasibHe 30yIKeHHS.

BonuB Ha dpapMakogmHaMiky. [JoCHigKeHHs in vitro mIpogeMOHCTPyBaJliy, 110
cunpmeHadin € cenektuBHuM Ao ®IIES, 110 6epe akKTUBHY y4acTh Yy IIPOIIECi epeKIIil.
Bonus cunpgenadiny Ha ®IIES noTyXHImuUM, HiK Ha iHIIi BimoMi docdomiecTtepasu.

et edbekT y 10 pasiB moTyxkHimui, HixK edekT BunuBy Ha ®IIEG, 1110 6epe y4acTs y
npoiecax GoTonepeTBOPeHHA Yy CiTKiBLi. [Ipu 3acToCyBaHHI MaKCUMaIbHUX
PEKOMEHO0BaHUX N03 CEeIeKTUBHICTL cunpgeradiny o ®IES y 80 pasis nepesBuiiye
roro cenektuBHIicTh 0o ®IIE1, y 700 pagis Buila, Hixk 1o ®IE2, ®IE3, ©®IE4, ®IIE7,
®OES, ®IE9, ®IIE10 ta ®IE11. 30KpemMa, ceneKTUBHICThL cungeHadiny go ®IOES y
4000 pa3iB nepeBullye 1oro cenekKTuBHICTh 0o OPIE3 - tAM®-cnienudivro1 i30dhopmu
dbocdomiecTtepasu, 1o 6epe ydacThb y peryisiiii cepiieBoi CKOPOTJIMBOCTI.

dapmakoKiHemukKa.

AGcop6uisi. CungeHadin mBUAKO abcopOyeThcsi. MakcuMabHa M1a3MoBa
KOHIIeHTpallid (CmaX) JTikapchbKoro 3aco0y gocsraetbes nmpoTtsaroM 30-120 xBunuH (i3
MemiaHoo 60 XBUJIMH) ITiCJI MOTO IIepopaibHOTO 3aCTOCyBaHHA HaTile. CepenHs
abcomroTHa 0i0gOCTYITHICTE MiCJIsI ITIePOPaIbHOT0 3aCTOCYBaHHS CTaHOBUTDL 41 % (3
oiarma30HOM 3Ha4deHb Bif 25 mo 63 %). Y peKkoMeHOOBaHOMY fialia3oHi o3 (Big 25 o
100 Mr) moka3HUKH IIJIOINA ITil KPUBOIO «KOHIeHTpallisi-dac» (AUC) ta Cmax
cunpeHadinty micias Moro IepopabHOr0 3aCTOCYBaHHS MiABUIIYIOTHCS IIPOMIMOPLIINHO

00 NJO3MH.

[Tpu 3acTocyBaHHi cunaeHadiny mig 4yac BXXUBaHHS 1Ki CTymiHb aOCcopO11ii 3HUKYETHCSA
13 cepenHIM ITOIOBXEHHAM Tmax no 60 XBUJIMH i cepenHIiM 3HUXKEHHAM Cmax Ha 29 %.

Posnopin. Cepenniit piBHOBaxkHUM 00’eM posmnominy (V d) ctaHoBUTH 105 11, 110
CBIOUUTH PO PO3MOMALN IpernapaTy B TKaHMHaX opraHi3dmy. I[licisa ogHOpa30BoOro

IIepopanbHOro 3aCTOCyBaHHA cuingeHadiny B 0o3i 100 mr cepepusa C cungeHadiny

cTaHOBUTH NMpubau3Ho 440 Hr/Mi (KoedillieHT Bapialiil CTaHOBUTbH 4On‘1’/6:>))(. Ockinbku
3B’s13yBaHHS cuilgeHadiny Ta #oro rojoBHoro N-mecMeTun-MeTabomniTy 3 6inkamMu
Iy1a3Mu KpoBi gocsarae 96 %, cepegHs CmaX BiIbHOTO cungeHadiny gocsarae 18 Hr/mn
(38 umorb). CTyminb 3B’ sI3yBaHHS 3 OiIKaMu IJIa3MU KPOBi He 3a/1€XKUTh Bifl

3araJbHUX KOHIIEHTpalii cungeHadiny.

Y 3popoBuxX DOOPOBOIBIIIB, SIKi 3aCTOCOBYBalu cunmeHadin omHopa3oBo y mo3i 100 mr,
depe3 90 XBUIIUH B eAKyIATI BudHavanocs MeHie 0,0002 % (y cepeguboMy 188 HI)
3aCTOCOBAHOI O3MU.



BioTtpancdopmartisi. Metabomni3Mm cunmeHadiny 3miiCHIOETHCS TOJIOBHUM YHMHOM 3a

y4acTio MikpocoManbHUX i30pepmenTiB nedinku CYP3A4 (rojI0BHUU MINISIX) Ta
CYP2C9 (gpyropsigHui 1uisix). ['010BHUM HUPKYTIOIOYUNM MeTabO0IiT YTBOPIOETHCS
nisixom N-meMeTunioBaHHs cungeHadiny. CenekKTuBHiCT, MeTabomity monmo ®IIES
MMOpiBHSIHHA 3i CEJIEKTUBHICTIO cuiigeHadiny, a akTuBHICTh MeTabomity momo ®IIES
CcTaHOBUTH MPuO/M3HO 50 % aKTUBHOCTI BUXigHOI peuoBUHU. [Ina3dMoBa KOHIIEHTpALlis
1IbOr0 MeTaboIiTy cTaHOBUTH NPubNIKU3HO 40 % KOHIIeHTpalil cunpeHadiny y mna3mi
KpoBi. N-memMeTunroBaHUM MeTabOJIiT 3a3Ha€ MoaasbIIoro Metabosni3aMy, a nepion
MOr0o HaliBBUBEOEHHS CTaHOBUTH MPUOJIN3HO 4 TOOMHU.

Eniminanisg. 3aragpHui KilipeHC cungeHadiny ctaHoBUTh 41 1/roguHy, 3yMOBIIOIOYHT
rnepiopn MOro HaliBBUBEOEHHS TPUBAJIICTIO 3-5 roguH. 4K miciasa mepopajbHOro, Tak i
IiCJisg BHYTPIIIHBOBEHHOTO0 3aCTOCYBAaHHSA €KCKpellisd cungeHadiny y BUTIAO1
MeTabOoIIiTiB 3ilICHIOETLCS TOJIOBHUM UMHOM i3 KajioM (nmpubnuszo 80 % BBemeHOI
IIepopaabHOl JO3M) Ta MEHIIIOI Mipolo i3 ceuero (mpubnusuo 13 % BBemeHOI1
IIepopaabHOl MO3K).

dapmakokiHemuka y ocobausux 2pyn nauieHmis.

[TamieHTH MiTHLOTO BiKY. Y 3mMOpOBUX HOOPOBOMIBIIIB JIITHROTO BiKy (BikoM Bif 65 poKiB)

BiI3Ha4Yanocsa 3HUXKEHHS KIIipeHCy cungeHadiny, 1o 3yMOBJIIOBAIO IiABUIIEHHST
I1JIa3MOBUX KOHIIEHTpallill cunaeHadily Ta Horo akTUBHOTO N-IeMeTU/Ib0BaHOT O
MeTabomniTy npubnu3uo Ha 90 % MmOpiBHSHO 3 BiANOBIHUMU KOHIIEHTPAIISIMU Y
3[M0POBUX OJOOPOBOMIBIIB MOJIOAIOTO BiKy (18-45 pokiB). Y 3B’sI3KYy i3 BiKOBUMHU
BiIMIiHHOCTSIMU y 3B’sI3yBaHHi 3 OiIKaMU IJTa3MU KPOBi BiITIOBiOHE MiABUILIEHHS
I1JIa3MOBOI KOHIIEHTpPallil BiTbHOTr0 cunmeHadiny craHoBuiao mpubnausxo 40 %.

HupkoBa HefjocTaTHICTh. Y HOOPOBOMIBIIIB i3 mOpyIIeHHAMU QYHKIII HUPOK JIETKOTO Ta

IoMipHOro cTyneHs (KiipeHc KpeaTuHiHy 30-80 mMii/xB) ¢papMaKOKiHETHKA
cunpeHadiny 3anuinanacs He3MiHEHOIO IIiCJIg M0Tr0 OJHOPa30BOT0 IIePOPaIbHOTO
3acTtocyBaHHA y 7o3i 50 Mmr. Cepenni AUC Ta Cmax N-meMeTHUIb0BaHOTO METabOIIiTy
BiATIOBIOHO MigBUIlyBaInuCA MakCcuMyM Ha 126 % Ta 73 % NOpPIBHSAHO 3 TAaKUMU
IMOKa3HUKaMHU y MOOPOBOJIBITIB TAKOI'0 K BiKy 0e3 mopyiieHb GyHKII HUpoK. OgHaK
yepe3 BUCOKY iHOUBigyanbHy BapiaGenbHICTh i BiMiHHOCTI He OyJIM CTaTUCTUYHO
3HAUyIIUMU. Y 0OOPOBOJIBIIIB i3 TAXKKUMU MMOPYIIEeHHAMU PyHKIII1 HUPOK (KITipeHC
KpeaTuHiHy HuUXK4e 30 MJI/XB) KJIipeHC cungeHadisy 3HMKYBaBCS, 1110 IPU3BOOUIIO OO
cepennix migBuiienb AUC Ta CmaX BignmoBinHO Ha 100 % Ta 88 % mOpiBHSAHO 3
DOOPOBOIBIIIMU TAKOTO K BiKy 0e3 nopyileHs ¢pyHKIll HUpOK. KpiM Toro, 3HaYeHHS
AUC Ta Cma
79 % BIOIIOBIAHO.

< N-meMeTuIbOBaHOTO MeTaboIiTy 3Hauyle nimBunryBanucs Ha 200 % Ta



[TeyiHKOBa HEOOCTATHICThL. Y HOOPOBOJIBIIIB i3 IIUPO30M IMEYiHKU JIETKOTO Ta IOMipHOTO

cTymeHs (KnaciB A Ta B 3a knacudikarmiero Yaunmga-I1'10) kinipeHc cungeHadiny
3HUXKYyBaBCH, 10 Tpu3Boauso o nipgsumieHHs AUC (84 %) Ta Cmax (47 %) nopiBHSHO
3 BiAMOBiMHMMY ITOKa3HUKaMHU y MOOPOBOJILIIIB TAKOT'0O K BiKy 0€3 IopyIleHb QYHKIIi1
neuvinku. ®apMaKoOKiHeTHKa cungeHadiny y Hali€eHTiB i3 mopylmeHHIMHA QYHKIIi1
MMEeYiHKM TSAXKKOTO CTYIIeHSI He BUBYasacs.

IToka3aHHA

[ToyeyHast HEHOCTATOYHOCTh. Y MOOPOBOJIBIIEB C HAPYIIEHUAMU QYHKINYU IT0YEK
JIETKOUN ¥ YMEPEHHOU cTeneHu (KnupeHc KpeatuauHa 30-80 Mi/MuH)
(apmMakoKuHeTHKa culmeHaduIa oCTaBajlaCh HEM3MEHEHHOU II0CTIe eT0
OOHOKPAaTHOTI'O IepopanbHoro npuMmernenus B no3e 50 mr. Cpepgurve AUC u Cmax N-
OeMEeTUINPOBAaHHOT0 MeTab0JIiTa COOTBETCTBEHHO MOBHIIIAIUCH MAaKCUMyM Ha 126% u
73% 110 CpaBHEHMIO C TAKUMU TOKA3aTeIsIMU Y HOOPOBOJILIIEB TAKOTO K€ BO3pacTa
0e3 HapylleHud QyHKIUY rmouyekK. OgHaKo 13-3a BELICOKOM MHOWBUAYaIbHOMN
BaprabeJIbHOCTH 3T Pa3/Inuusa He ObIJIM CTaTUCTUYECKU 3HAYUMBIMU. Y
OOOPOBOJIBIIEB C TSIKEIBIMU HaPYIIeHUSIMU QYHKIIUY IT0YeK (KJITUPeHC KpeaTHuHUHA
Huxke 30 MJI/MUH) KIIUPEHC culgeHaduIa CHUXKAJICSA, YTO IPUBOOUIIO K CPEeOHUM
noBeiineHusIM AUC 1 Cmax coorBeTcTBeHHO Ha 100 % u 88 % 110 cpaBHEHUIO C
noOpPOBOIbIIaMM TAKOTO XKe Bo3pacTa 6e3 HapylleHu GyHKINM modyek. Kpome Toro,
3HaueHne AUC 1 Cmax N-meMeTHINPOBAaHHOT0 MeTab0JIMTa 3HaYUMO MOBHIIIIAIMCEH Ha
200 % u 79 % COOTBETCTBEHHO.

[TeyeHOYHAsT HEJOCTATOYHOCTL. Y MOOPOBOJIBIIEB C IIMPPO30M II€YEHU JIETKOU U
yMepeHHOU cTeneHu (KinaccoB A u B o knaccudukanuu Yainga-I1si0) KTupesc
cunpeHaduma CHUXKAJCSA, 4TO npuBoauio K noseineHuo AUC (84 %) u Cmax (47 %)
10 CPaBHEHHUIO C COOTBETCTBYIOIIMMU ITOKA3aTEeNsIMU Yy TOOPOBOJIbIIEB TAKOTO XK€
Bo3pacTa 0e3 HapylleHu GyHKUIUMN nnedyeHu. PapMaKOKMHETHKA cUlaeHaduna y
NMal¥eHTOB C HapyIIeHUusIMHU PyHKIIUU Te4YeHU TSIKeJIOW CTEeIleH! He U3ydaach.

HpOTHHOKa3aHHﬂ

e ITigBHUINlEHA YYTIUBICTHL 0 cuigeHadiny abo o iHIIIUX KOMIIOHEHTIB ITperapary.

e OgHOYaCHe 3aCTOCYBaHHS 3 JOHOpPaMM OKCHUAY a30Ty (TaKUMM K aMiJTHITPHUT)
abo HiTpaTamu y OyOb-saKitt popmi, ocKinbKu Bigomo, 1110 cusmeHadin Ma€e BIJIUB
Ha NUIAXU MeTaboIi3My OKCUAY a30TY/IUKIIIYHOT0 T'yaHO3uHMOHOoGochaTy
(uI'M®) Ta IOTEHIIiIOE TIMOTEeH3UBHUY €(peKT HiTpaTiB.

e OpmHOYacHe 3acTocyBaHH4 iHTi6iTOPiB ®IES (Y TOMy uuchi cunpmeHadiny) 3i
CTUMYJIATOpPaMu I'yaHiTaTIUKI/Ia3u, TAKUMHU K PiOoUryaT, IPOTUIIOKa3aHe,
OCKiJIbKM MOZKe MPU3BECTH OO0 CUMITOMATHUYHOI TiIMOTeH3il (OuB. po3min



«B3aemogis 3 iHImMMMM TiKapCchbKUMM 3acoO0aMu Ta iHIIT BUOU B3aEMOMIN»).

e CTaHu, Ipu IKUX He peKOMeHIOOBaHa CeKCyajlbHa aKTUBHICTh (HalIpUKIIag, TAXKKIi
CepleBO-CYOUHHI po3anu, Taki K HecTabinbHa cTeHOKapmist abo cepiieBa
HEeOOCTaTHICTh TSIKKOTO CTyIEeHS).

e BTpaTa 30py Ha OOHE OKO BHACJiJOK HeapTepiaJabHOI IIePeaHbol ileMigHo1
HeBpoIlaTil 30pOBOr0 HepBa He3aJlIeskKHO Bif] TOTO0, OB’ A3aHa I I1aTOoJIOoTiq i3
ToIepenHiM 3acTocyBaHHAM iHTiOiTOpiB ®IES uu Hi.

e HasiBHICTH TaKMX 3aXBOPIOBaHb, K MOPYHIEHHS (QYHKIIl HEeYiHKN TIKKOTO
CTyIIEHsI, apTepianbHa rinoteHsisa (apTepianbHuM TUCK HUXKYe 90/50 MM pT. CT.),
HeIlllogaBHO IepeHeceHud iHCcynbT abo iHpapKT MioKapaa Ta BimoMi ciagKOBi
OereHepaTuBHI 3aXBOPIOBaHHSA CiTKIBKHU, TakKi K IIIrMEHTHUU PETUHIT (HeBeJIuKa
KiJIbKiCTh TAaKUX MAIliEHTIB Ma€ reHeTUYHi po3anu gocdomiecTepas CiTKiBKH),
OCKinbKu 6e3neka cungeHadiny He JOCIiXKyBanacs y TaKuX IMiArpynax
Mali€HTIB.

B3aemMogisi 3 iHIIMMH JTIiKapChbKHMH 3ac00aMHu Ta iHIIII BHIH B3a€MoOil

Bnaue iHwux saikapceKux 3acobie Ha cuideHagin.

HocrnigkeHHs in vitro. MeTtabomniaMm cunpgeHadiny BigOyBaeTbCs IepeBaxkKHO 3a y4acTio
izopopmu 3A4 (romoBHUM 1IIAX) Ta i3odopMmu 2C9 (APYTOPSAOHUN IIISX) IUTOXPOMY
P450 (CYP). Tomy iHribiTopu 1mx isopepMeHTiB MOXKYTh 3HUKYBATU KITipEHC

cunpeHadiny, a iIHOYKTOPHU IUX i30pepMEHTIB MOXKYTh HigBUIIyBaTU KJIIPEHC
cungeHadiny.

HocnigxeHHsd in vivo. [laHi OOCHiaXKeHb IPOAEMOHCTPYBaJIu 3HUXKEHHS KIIIPEHCY

cunngeHadiny mpu #¥oro oMHOYACHOMY 3acTOoCyBaHHI 3 iHribiTopamu CYP3A4 (TakuMu
sIK KETOKOHA30JI, EPUTPOMILIMH, IUMETUANH). X04Ya IIPY OOJHOYaCHOMY 3aCTOCYBaHHi
cunpgenadiny ta inriditopis CYP3A4 3pocTaHHS 4aCTOTH ITOOIYHUX SIBUII] HE
CIIOCTEepirasnocs, Clifi pPO3TrISHYTH MOXK/IUBICTh 3aCTOCYyBaHHS IT0YaTKOBOIL J0O3U
cunpeHadiny 25 mr.

OpmHouyacHe 3acTocyBaHHS iHribiTopa BIJI-mpoTea3u puToOHaBipy, AyKe MOTYXKHOTO
inridiTopa P450, y cTaHi piBHOBaxkHO01 KoHIIleHTpa1ii (500 mr 1 pa3 Ha mo0y) Ta
cunpeHadiny (pa3osa go3a 100 Mr) mpu3BOAUIIO OO0 ITiOABUIIEHHS CmaX cunpgeHadiny
Ha 300 % (y 4 pa3u) Ta nigBuineHHsa nna3MmoBoi AUC cunpmenadiny Ha 1000 % (y 11
pa3siB). Yepes 24 roguHU 11a3MOBUM piBeHb cuimeHadiny Bce Ille CTaHOBUB
mpu6m3H0 200 HT/MJIT TOPiBHSHO 3 piBHEM ITPUOJIM3HO 5 HI/MJI, XapaKTEPHUM IS
3aCTOCyBaHHSA cungeHadisy oKpeMo, I0 Y3rOOKYEThCS 31 3HAaYHUM BILJINBOM
PUTOHABIPY Ha IMUPOKUM crieKTp cyocTpaTtiB P450. Cunmenadin He BIJIMBa€E Ha
(papmMakoOKiHETMKY PUTOHAaBIPy. 3 OrIAAY Ha IIi papMaKOKiHETHYHI JaHi OmHOYaCHe
3aCTOCyBaHHA cuigeHadiny Ta pUTOHaBIpy HE PEKOMEHAYEThCA (AUB. PO3ALIT



«OCco6IMBOCTI 3aCTOCYBaHHS»); B OyOb-IKOMY BUITIaAKy MaKCHUMaJlbHa [03a
cunnmeHadiny 3a xKogHUX 00CTaBUH He MTOBUHHA IIEPEBUIIYBATH 25 MT IIpoTsAroM 48
TOOUH.

OnmHouacHe 3acTocyBaHHs iHTiOiTOpa BIJI-mpoTea3u cakBiHaBipy, iHridiTopa CYP3A4,
y 0o03i, 110 3abe3medye piBHOBaXKHY KoHIIeHTpalito (1200 mr 3 pa3u Ha o0y), Ta
cunpeHadiny (100 Mr omHOPa30BO) ITPUIBOOUIIO OO0 IIiOBUIIIEHHS Cmax cunpgeHadiny Ha
140 % Ta 30inpmenus AUC cungenadiny Ha 210 %. He BUsIBIE€HO BILIIUBY
cunnmeHadiny Ha ¢papMakKOKiHETHUKY cakBiHaBipy. [lepembada€eThcs, 110 OibI ITOTYXKHI
inridiTopu CYP3A4, Taki sk KETOKOHA30JI Ta iTpaKOHa30JI, OyayTh MaTH OiJTbIn
BUPaXXEeHUU BIIJIUB.

[Tpu 3acTtocyBaHHi cungeHadiny (100 Mr ogHOPa30BO) Ta EPUTPOMILIMHY, TOMIPHOTO
inribiTopa CYP3A4, y piBHOBaxkHOMY cTaHi (500 Mr 2 pa3u Ha o0y IPOTATroM 5 [HiB)
croctepiranocs nigsuitieHHss AUC cunmeradiny Ha 182 %. Y 3mopoBux moOPOBOJIBIIIB
YOJIOBiYOI CTaTi He criocTepiranocs BIUIUBY a3uTpoMinuHy (500 Mr Ha o0y IpOTIroM
3 mi6) Ha AUC, Cmax’ Tmax' KOHCTAHTYy HIBUOKOCTI eJliMiHallil Ta ITomanbIIni mepiop
HalliBBUBeOeHHs cungeHadiny abo 1oro roJoBHOTO IIUPKYJIIOI0YOT0 MeTaboiTy.
HumeTtupus (iuribiTop nutoxpomy P450 Ta Hecnenudiuumit inriditop CYP3A4) y mo3si
800 Mr mpu 0ogHOYACHOMY 3aCTOCYBaHHI i3 cungeHadinom y mo3i 50 Mr y 3MopoBuXx
n0OPOBOJIBIIB ITPU3BOAUB [I0 MiIBUIIIEHHS IJTa3MOBOI KOHIIEHTpaIlil cugeHadiny Ha 56
%.

I'peuindpyToBui cik € cnabkuM inriditopom CYP3A4 y CTiHIII KHIIIEYHUKY i MOXKe
CIIPUYHHSATHU IOMipHE IMiABUILIEHHS PiBHS cunmeHadiny y mina3Mi Kposi.

OpHoO4YacHe 3aCTOCYyBaHHS aHTaAlMAIB (MarHilo rifpokcuny/aatoMiHilo TiIPOKCULY) He
BILIMBAJIO Ha OiomocTymHicTh cunmeHadiny.

Xoya pociimKeHb cnenn¢pigyHol B3aeMofil 3 yciMa nikapChbKUMM 3acobaMu He
MIPOBOOUIIOCS, € OaHi, m10 papMaKOKiHeTHKaA cuigeHadiny He 3MiHIOBaiacs IpU UOTO
OOHOYACHOMY 3aCTOCYBaHHIi 3 TiKapChKMMU 3acob0aMu, 110 Hajle¥kKaThb OO0 TPyIHu
inridiTopiB CYP2C9 (Tonbyramin, BapdapuH, ¢peHiToiH), rpynu iHridiTopiB CYP2D6
(TakuX SIK CEeJIEKTHBHI iHTi6iTOPM 3BOPOTHOT'O 3aXOIJIEHHSI CEPOTOHIHY, TPULMKIITIYHI
QHTUMEIIPEeCcaHTH), TPYIHU Tia3UOHUX Ta Tia3UOOMOOiOHUX MiypPeTHKiB, IIeTIbOBUX Ta
Kait30epiraroyux OiypeTUKiB, iHTiOITOPiB aHTiOTEH3UHIIEPETBOPIOIOYOT0 (PEPMEHTY
(AT1I®), aHTaroHiCcTiB Kasbllil0o, aHTArOHIiCTiB B-amIpeHOpelenTopiB abo iHOYKTOPiB
MmeTaboniamy CYP450 (Takux K pudamiinme, 6apbiTypaTtu).

Y npoiieci gocniaKeHHs 3a y4acTiO 3[MOPOBUX YOJIOBiKiB-HOOPOBOJIBIIB OOHOYACHE
3aCTOCYBaHHS aHTaroHicta eHmoTesliny 6oceHTaHy (moMipuui iHmykTop CYP3A4,
CYP2C9 Ta, moxmnuo, CYP2C19) y piBHOBaxkHOMY cTaHi (125 mMr 2 pa3u Ha gody) Ta
cunnmeHadiny y piBHoBaxHoMYy cTaHi (80 Mr 3 pa3u Ha go0y) IIPU3BOAUIIO [0



3uuxkeHHa AUC Ta Cmax cungeHadiny Ha 62,6 % ta 55,4 % BigmoBigHO. Tomy
OOHOYaCHe 3aCTOCyBaHHS TaKuX NOTYKHUX iHOYKTOpiB CYP3A4, gk pudamiiid, Moxe
MIPU3BOOUTHU IO OiNIbII BUPaXKeHOro 3HUXKEHHS KOHIIeHTpallil cungeHadiny y miaa3mi
KPOBI.

Hikopaupun sBssie coboio ribpua aKkTUBaTOpa KasblliEBUX KaHalliB Ta HiTpaTy.
HiTpaTHUY KOMIIOHEHT 3yMOBJIIOE MOXKJIUBICTh MOT0 CEPUO3HO1 B3a€EMO/Il 3i
cunpeHadimoMm.

Bnaue cundenaginy Ha iHWi aikapcouKi 3acobu.

IocnigkeHHs in vitro. CunpeHadin - cnabkuii inridiTop izodpopm 1A2, 2C9, 2C19,

2D6, 2E1 Tta 3A4 uutoxpomy P450 (IK50 > 150 mMmKMOJ1b). OCKIiNIBbKHM IIiKOBI I1J1a3MOBI
KOHIIeHTpallil cugeHadiny JOpiBHIOIOTh IPUOIKM3HO 1 MKMOIIb, BIIJIMB IIpenapary
Epocun Ha kiipeHc cy0cTpaTiB LuxX i30¢pepMeEHTIB MaJIOMMOBIpHHUM.

BigcyTHi mani momo B3aemopii cunmenadiny Ta Takux HecnenudivHUX iHTiGiTOPIB
docdomgiecTepasu, K Teodinin Ta dunipudamoa.

IMocnigzKeHHs in vivo. OCKinbKH BimoMo, 1110 cungeHadis Ma€ BIJIUB Ha MeTab0J1i3M

NO ul’'M®, 6ynno BCTaHOBJIEHO, 10 CUJIAeHadilI MOTEHIIII0€ TiIMOTEeH3UBHY [il0 HiTPaTIB,
TOMY MOT'0 OTHOYAaCHe 3acTocyBaHHS 3 foHOopamMu NO abo 3 HiTpaTaMu B OyOb-sAKil
¢bopmi npoTtunokazane (OuB. po3aii «IIpoTUnOKa3aHHI»).

Piouuzyam. IToBigOMISANIN PO aAUTUBHUU CUCTEMHUMN e(PEKT 3HUKEHHS
apTepianbHOTO TUCKY ITPU OMHOYACHOMY 3acTOCyBaHHI iHribiTopis ®IIES 3
pionuryatoMm. [laHi JOCIIIAXKEHb CBiqYaTh, 0 PlOLUTryaT IIOCUJIIOE TIIIOTEH3UBHY [i0
inrioiTopiB ®IIES5. VY nalieHTiB, siki Opanu y4acTb y OOCHIAXKEHHi, He ciocTepiramsocs
MMO3UTHUBHOTO KITIHiYHOTO eheKTy IIPHU OOMHOYACHOMY 3aCTOCyBaHHi iHribiTopis ®IES 3
pionuryaTtom. [IpoTunoka3saHe ogHOYACHE 3aCTOCYBAHHS pionuryary 3 iHribitropamu
®IOES, y Tomy umcii i3 cungeradinom (ouB. po3min «IIpoTunmoka3aHHsg»).

OnmHoYacHe 3aCTOCyBaHHS cuifgeHadiny Ta 6JI0KaTOPiB a-aJipeHOPELENTOPiB MOXKe
ITPU3BECTH OO0 PO3BUTKY CUMIITOMATUYHOI TMOTEH3il Y OeIKUX CXUJIbHUX [0 IIbOTO
naiieHTiB. Taka peakiliss Ha4dacCTillle BUHUKasa IIPOTSIroM 4 TOOuH Hicisa
3acToCyBaHHS cungeHadiny. Y mpoieci gocnigxkeHsb crieliudigaHaol B3aEMOMil
JIiKapCchbKUX 3aco0iB 67I0KAaTOP K-aApeHOpPelenToPiB MoKCca303uH (4 Mr Ta 8 Mr) Ta
cungeHadin (25 mr, 50 mr ta 100 Mr) 3acToCOByBaJi OOHOYACHO ITalliEHTaM i3
DoOPOSKiICHOIO Tirneprasieio nepeaMixypoBoi 3amo3u, ctabisisallisg ctaHy sskKux Oyia
OOCATHYTAa IIPU 3aCTOCYBaHHI JOKCa303UHY. Y I[IUX IIONYJIALIAX CIIOCTEpPIrajsocsa
CepefHe OooaTKOBe 3HUIKEHHS apTepiaJbHOTO TUCKY Y IIOJIOXKEHHI] IMallieHTa jieXXadu
Ha 7/7 MM pPT. CT., 9/5 MM pPT. CT. Ta 8/4 MM DPT. CT. Ta CepefHE 3HUKEHHSA
apTepiaJbHOr0 TUCKY y IIOJIOKEHHI MalliEHTa CTOs4YX Ha 6/6 MM pT. CcT., 11/4 MM pT.



CT., 4/5 MM pT. CT. BignoBigHO. [Ipu omHOYaCHOMY 3aCTOCyBaHHI cungeHadiny Ta
NOKCa303MHY V MallieHTiB, cTabini3allisa ctany akux OyJia JOCSATHYTa IIPU 3aCTOCYBaHHI
OOKCa303uHY, IHOAI MOBIiHOMIISIOCS PO PO3BUTOK CUMIITOMATUYHOI OPTOCTAaTUYHO1L
rinmoTeH3il, a TaKOXK IIPO BUIIQAKU 3allaMOPOYEHHS Ta NepeJHEIIPUTOMHUN CTaH, ajle
0e3 CUHKOIIE.

He cnocTepirasocs xXK0OHUX 3HaYyIINX B3aEMOMIN IPU OQHOYACHOMY 3aCTOCYBaHHI
cunmenadiny (50 mr) i Tondbytaminy (250 mr) ab6o Bapdapuny (40 Mr), 1110
MeTabomizyoTecsa CYP2CO9.

Cunpenadin (50 Mr) He IpU3BOAUB OO ITOAOBXKEHHS Yacy KPOBOTEYi, CIPpUYNHEHO1
3aCTOCYBaHHSM alleTUIcaiuuiaoBol KuciaoTu (150 mr).

Cunpenadin (50 Mr) He IOTEHIIiIOBaB IiIOTEH3UBHY [il0 aJIKOTOJII0 Y 30POBUX
nOoOPOBOJIBIIIB IPU CEPENHbOMY MaKCHMaIbHOMY PiBHI eTaHOJy B KpoBi 80 Mr/miI.

Y manieHTiB, sIKi 3aCTOCOBYBau CuiageHadin, He CIocTepiraaocs XKOOHUX
BimMiHHOCTEM mmpodinio mobivHux eheKTiB MOPIBHSIHO 3 Iy1aiebo TPy OOHOYaCHOMY
3aCTOCYBaHHi TaKUX KJIaCiB rilmOTeH3WBHUX JTiIKAPChKUX 3aC00iB, SIK IiypeTUKH,
61okaTopu B-ampeHopelenTopiB, iHridiTopu AIT®, aHTaroHicTu

auriotren3uny II, aHTUrinepTeH3uBHi NiKapchbKi 3acobu (CyIUHOPO3IIUPIOBAJIbHI Ta
IIeHTpabHOI Ail), 6JI0KaTOPHU afgpeHeprivHNX HEWUPOHiB, 6JI0KATOPU KalblliEBUX
KaHaJIiB Ta 0JIOKATOPH a-aJpeHopelenTopiB. Y mociaigXKeHHi B3aeMoIil mpu
OOHO4YaCHOMY 3acTocyBaHHi cungeHadiny (100 Mr) Ta amI0OuITiHy IIalliEeHTaM i3
apTepiasibHOIO TIlepTEeH31€0 CIIOCTEPIraaocsa OogaTKOBE 3HUXKEHHS CUCTOJIIYHOTO
apTepiaJbHOI0 TUCKY B IIOJIOKEHHI Ie’ka4yu Ha 8 MM pPT. CT. BiAnoBigHe 3HUXKEHHS
0iaCTOJIIYHOr0 apTepPiaJIbHOTO TUCKY CTAHOBUJIO 7 MM PT. CT. 3@ BEJIMUKUHOIO IIi
OOOAaTKOBI 3HUKEHHS apTepiaJlbHOTO TUCKY OyJiM MOPIiBHAHHUMHU 3 TUMH, IO
CIIOCTepiranucs IIpu 3aCTOCyBaHHI nullie cungeHadiny y 3mopoBux 1oOpPOBOJIBITIB (OUB.
po3ain «®apMaKOJIOTidHi BIaCTUBOCTI»).

Cunpmenadin y mo3i 100 Mr He BIIMBaB Ha papMaKOKiHETUYHI MOKA3HUKHU iHTi0ITOPIB
BlJI-mpoTea3u cakBiHaBipy Ta puTOHAaBipy, sKi € cyocTpatamu CYP3A4.

Y 3p0poBuX MOOPOBOJIBIIB YOJIOBIUOI CTaTi 3aCTOCYyBaHHS cuilgeHadiny y
piBHOBaxkHOMY cTaHi (80 Mr 3 pa3u Ha go0Oy) npusBonguso o nigsumieHHs AUC ta C

max 6oceHTaHny (125 Mr 2 pa3u Ha moby) Ha 49,8 % Ta 42 % BignoBigHO.

IlomaBaHHS OOQHOPAa30BOi A03u cunmeHadiny mo cakybOiTpumy/BajicapTaHy y
PIBHOBaXXKHOMY CTaHi y IMALlI€EHTIB 3 apTepiajibHOIO IriIepTEH31€0 acoliloBaiocs 31
3HAYHO OiNBIIUM 3HUKEHHSM apTepiallbHOT0 THCKY MOPIBHSIHO i3 3aCTOCYBaHHSAM
MOHOTepaIrii cakybiTpuioM/BanicapTaHoM. ToMy ciii moTpUMyBaTHCS 00ePEeKHOCTI



[IPY PO3NOYUHAHHI 3aCTOCyBaHHSA culifeHadiny maiieHTaM, sKi JTiKyITbCS
cakyOiTpuioM/BaycapTaHOM.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

Ilo mouyaTKy Tepartil ciif 3i0paTu MEOUYHUN aHaMHe3 IalliEHTa Ta IIPOBECTU
disukanbHe 00CTEXKEHHS OJI AiarHOCTUKYU €PEeKTUJIbHOI AUCYHKIII Ta BU3HAYEeHHS i1
MOKJIUBUX ITPUYUH.

daxKkmopu pu3uky cepueso-cCyOuHHUX 3axeoprosaHsb. OCKINTbKY CeKCyaJibHa aKTUBHICTH
CYIIPOBOMXKYETHCS IEBHUM PU3UKOM 3 OOKY ceplis, 0 IT0YaTKy OyOb-IKOTO JIiKyBaHHS
epeKTUIIbHOI AUCPYHKIII JTikap Ma€ OLIIHUTHU CTaH CepPLieBO-CYANHHOI CUCTEMU
naiieaTa. CungeHadin YMHUTh CYOUHOPO3IMINPIOBAJIbHY [if0, IO IPOSBIISIETHCS
JIETKMM Ta KOPOTKOYaCHUM 3HUXKEHHSIM apTepiaJbHOTO TUCKY (OAUB. pO3OiI
«@apMakognHaMika»). [1o mIpu3HadYeHH cuilgeHadiny JIikap Ma€ peTelbHO 3BaXKUTH,
4YY¥ MOXKe TaKuu e(peKT HEeCIIPHUSATIINBO BIJIMBATU HA MAIli€EHTIB i3 IEBHUMHU OCHOBHUMHU
3aXBOPIOBaHHSIMM, 0COOIUBO Yy KoMOiHallil i3 ceKcyalbHOIO aKTUBHICTIO. [10 MAIli€EHTIB
i3 MigBUIIIEHOIO YYTJIMBICTIO O Ba30AMIaTaTOPiB HajlexkaTh HNaIlliEHTH 3 O0OCTPYKIIIEIO
BUBIJTHOTO TPAKTY JIiBOTO IIITYHOYKa (HaOmpUKIa[, CTEHO3 aOpTH, TrinnepTpodiuHa
0oOCTPYKTHBHA KapaioMiomaTis) Ta MmallieHTH i3 PigKiCHUM CUHIPOMOM
MYJIbTUCHUCTEMHO] aTpo(ii, OHUM i3 IPOSBIB AKOI € TSIXKKE IMOPYILIEHHS PEeryasiil
apTepianbHOTO TUCKY 3 O0OKY BereTaTuBHOI HEPBOBOI CUCTEMMU.

Epocun noTeHIIii0€ rinoTeH3uBHUN e(DEKT HiTpaTiB (OUB. po3ain «IIpoTUnoKa3aHHSI»).

[ToBigomnsinu npo TAXKKI N0OiIYHI peakilil 3 60Ky CepleBO-CyOUHHOL CUCTEMH,
BKJII0Yalouu iHpapKT Miokapaa, HecTabilbHy CTEHOKapPilo, paliTOBy CEPIIEBY CMEPTH,
IIJTYHOYKOBY apUTMilo, 1epeOpoBacKyIspHi KDOBOBUJIMBHU, TPAH3UTOPHY illIeMiuyHYy
aTakKy, apTepiajbHy TillepTeH3ii0 Ta apTepianabHy IiNIOTEH3il0, sIKi 3a YacoM 30iranucs
i3 3acTocyBaHHSAM cunmeHadiny. ¥ OinbIIoCTi MalieHTiB, ajne He Yy BCiX, icHyBanu
(bakTOpPU PU3UKY CEPILIEBO-CYONHHUX 3aXBOPIOBaHb. baraTto Takmx moOiYHUX peakilii
crocTepirasnocs mig 9yac abo ogpa3dy micjisg CTaTEBOrO aKTy i IUIle KijTbKa TPaIluiIocs
HeBOOB3i micnst 3acTocyBaHHS Epocuiy 6e3 ceKcyalbHOI aKTUBHOCTI. Tomy
HEMOXKJIMBO BU3HAUYUTH, YU ITOB’I3aHUM PO3BUTOK TAKUX ITOOIYHUX peaKIlii
6e3rocepenHbo i3 pakKTOpPaMU PU3UKY, YU iX PO3BUTOK 3yMOBJIEHUY iHITUMU
YMHHUKAMU.

Ilpianizm. 3acobu O JIiKyBaHHS €PEeKTUIIbHOI OUCQYHKIIiI, Y TOMY YUCIIi U
cunpgeHadin, ciig npu3HadyaTy 3 00epexkKHICTIO MallieHTaM i3 aHaTOMIiYHUMU
nedopMallisiMu neHica (TaKMMHU SIK aHTYs1isI, KaBepHO3HUM Hidbpo3 abo xBopoda
[Tetiponi) abo mallieHTaM 3i cTaHAMH, 110 CIIPUYHUHSAIOTh PO3BUTOK IIpiariaMy (TaKuMu
SIK CEePIIOIOAiOHOKIIITUHHA aHeMisi, MHOXKHHHA MiejoMa abo jerlkeMis).



[MToBigoMIsiiy MPO BUIIAAKHU MOOOBXKEHOI epeKIiil Ta mpiamiaMy. AKINO epeKIlis TpUBa€E
OinbIre HixK 4 TOOWHMU, ITAIliEHTAM CJIiI HeralHO 3BEPHYTHUCS 3a MEIUYHOIO
OOIIOMOT010. 3a BiCYTHOCTI HErauHOr o0 JIIKyBaHHA IIpiamni3M MOXKe IIPU3BECTU OO0
MIOMIKOI>XKeHHSI TKaHWH IIeHica Ta 10 CTiliKOl BTPATH MOTEHIIil.

OO0HouacHe 3acmocyB8aHHs 3 iHwumu iHz2ibimopamu ®ES5 abo iHwWumu npenapamamu
0415 NiKYyBAHHA epeKkmuibHOol ducyHkuii. be3neka Ta epeKTUBHICTL OOHOYACHOTO
3acTOCyBaHHs cunmeHadiny 3 iHmuMu inriditopamu ®IES a6o iHIMMMEY TiKapChKUMU
3acobamMu IS JIIKYBaHHS rirepTeH3ii mereHeBoi apTepil, siKi MicTATh cunmeHadin
(Hanpuknazn, PeBalyo), UM 3 iHIIUMHU IperapaTaMiu OJIs JTiKyBaHHSI € peKTUIbHOI
oucyHKIIil He BUB4Yanucs. ToMy 3aCTOCyBaHHSI TaKUX KOMOiHallill He peKOMeHJOBaHe.

Bnaue Ha 3ip. Bynu mOOOWHOKI ITOBiZOMJIEHHS IPO BUHUKHEHHS Oe(heKTiB 30py
acoIlifioBaHoO i3 3acToCyBaHHAM cungeHadiny ta inmwux inriéitopis ®IES (ouB. po3min
«ITo6iuHi peakii»). [Ipo Bumagku HeapTepialbHOI IIepeqHbo] imeMiuHol HeBponaTii
30pPOBOT0 HEPBAQ, III0 € PIOKICHMM CTaHOM, HaAXOOWJIM CIIOHTAHHI IIOBIIOMJIEHHS Ta
MOBIAOMIISIJIOCS y HArjIsigOBOMY AOCIIIAKEHHI K PO acolliiioBaHi i3 3aCTOCyBaHHSIM
cungeHadiny ta inmux iariditopiB ®OES (ouB. po3nin «I[1ob6iuHi peakirii»). [1aluieHTiB
CJIif TIONIEPEenuTH, 110 Y pa3i palToBOro NOPYIIEHHS 30PY 3aCTOCOBYBAHHSA IIpelapary
Epocun cnig npunuHUTU Ta HeraHO 3BEPHYTUCS [0 JIiKaps (OWUB. PO3Min
«[IpoTUIOKa3aHHSI»).

O0HouacHe 3acmoCcyB8aHHA 3 pumoHasipom. OgHOYaCHe 3aCTOCyBaHHSA cungeHadimy
Ta PUTOHaBIPY HEe PEKOMEHAYETHCS (OUB. PO34in «B3aeMopisa 3 iHIIMMU JTIKAPCHKUMHU
3aco0aMu Ta iHIIi BUOM B3AaEMOMIIN»).

OO0HouacHe 3acmocyeaHHs 3 baokamopamu a-adpeHopeuenmopis. INamieHTaMm, sKi
MpUMaloTh 6JI0KAaTOPU Q-aJlpeHOPEIEeITOPiB, 3aCTOCOBYBAaTH cuingeHadin ciimg 3
00epexKHiCTIO, OCKiTbKM TaKa KOMOiHalligd MOKe ITPU3BECTHU 0 CUMIITOMATUYHOI
TiroTeH3il y AesiKUX CXUIbHUX OO0 IIhOT0 MalieHTiB. CUMITOMaTUYHAa TiIloTeH3isd
3a3BUYal BUHUKAE POTATOM 4 TOOMH IIiC/Is 3aCTOCYyBaHHSA cUIgeHadiny. 3 MeTO0
MiHiMi3allil MOXKJIMBOTO PO3BUTKY IMOCTYpPaJIbHOI TiIOTEH3il y Malli€eHTiB, SKi
3aCTOCOBYIOTH OJIOKATOPH Q-adpeHOopPeleInTopiB, iX cTaH noTpiObHO cTabinisyBaTu 3a
OOTIOMOT 010 0JIOKATOPiB a-aIpeHOopPeleIITOPiB A0 IT0YaTKy 3aCTOCYBaHHS cuigeHadiny.
TakozXK ciif pO3rIsSHYTH MOXKJIUBICTh 3aCTOCYBaHHS ITOYATKOBOI mo3u 25 mr. Kpim
TOT'O, CJIif IpoiH(OopMyBaTH MAIi€HTIB, K OIATHU Y pa3i IOIBU CUMIITOMIB
OPTOCTATHUYHOI TiImoTeH3il.

Bnaue Ha kposomeui. [locnigKeHHS TPOMOOILIUTIB JIIOOUHYU ITPOAEMOHCTPYBAIH, 1110 in
vitro cungeHadin MOTEeHIII0e aHTHUarperaliHi edpeKTu HaTpiio HiTpoupycuny. Hemae
XKomHol iHdopmarrii momgo 6e3meku 3aCTOCyBaHHS cuigeHadiny malieHTamMu i3
MMOPYIIEHHSIMHU 3rOPTaHHS KPOBi ab0 roOCTPOI0 MENTUYHOI0 BUPA3K0l0. TaKUM YUHOM,
3acTOCyBaHHS cunmeHadiny maiieHTaMu Ii€l TPyIU MOXKJIMBE JIMIIE MiCJIsi PeTeIbHOI



OLIIHKY CIHiBBiAHOIIIEHHS KOPUCTI Ta PU3UKIB.

[IpenmapaTt Epocumn MiCTUTH JIaKTO3y, TOMY He CJIiff 3aCTOCOBYBaTH MOT0 YOJIOBIKaM i3
TaKMMH PiOKICHUMHU CIIaJKOBUMH MOPYIIEHHSAMHU, SIK HEIIEPEHOCUMICTh IraJlaKTO3H,
He[IOCTaTHICTh JTakTa3u Jlarma a6o ManbabCcopOIlisi III0KO3U-TalaKTO3H.

[Ticna 3actocyBaHHA mo3u 100 Mr 3mopoBUME JOOPOBOJIBISIMU HE CIIOCTEpiranocs
BIIZIUBY Ha MOpPG0IIorito abo pyXoMicTb criepMaTo30idiB (OUB. po3min
«PapMaKoOuHaAMiKa»).

Bmpama cayxy. JIikapsiM CJIif IOpaguTH NalliEHTaM IPUINHUTU 3aCTOCYyBaHHSI
inriditTopiB ®IIE5, BKimoyaouu mpenapaT Epocusn, Ta HerailHO 3BEPHYTHUCS 3a
MEeOUYHOI'0O JOIIOMOTI'00 Y pa3i palToBOTrO 3HUXKEHHS YU BTpaTu ciayxy. [Ipo 11i aBuia,
sIKi TAKOXK MOXKYTh CYIIPOBOAXKYBaTUCS O3BOHOM Yy ByXaX Ta 3allaMOPOYEHHSM,
TMOBigOMIISAJIOCS 3 acollialli€lo y 4aci i3 3acTocyBanHsaM iHribiTopiB ®IIEDL, BKIOYao4u
npemnapat Epocusn. BusHauuTH, 4U 1Ii ABUIIlA IPSIMO II0B’sI3aHi i3 3aCTOCYBaHHAM
inridiTopiB ®IIE5 a6o 3 iHmmuMHu hakKToOpaMu, HEMOKJITHUBO.

O0HOuacHe 3acmoCyB8aHHA 3 2in0OMeH3uBHUMU npenapamamu. CungeHadin YUHUTD
CUCTEMHY CYOVHOPOILINPIOBAJIbHY Ail0 Ta MOXKe B IOOAJIBIIOMY 3HUXKYBaTU
apTepianbHUN TUCK V NAL€EHTIB, AKi 3aCTOCOBYIOTh TIIOTEH3UBHI JIiKapChKi 3acobu. Y
OOCITiIZKEeHHI TiKapChKOl B3a€EMO[il IPHU OOHOYACHOMY 3aCTOCYBaHHI aMJIOOUIiHY (5 MT
a6o 10 mr) ta cunmeHadiny (100 Mr) rmepopaabHO CIIOCTEPITaAIOCs CEPEeIHE OOIaTKOBE
3HUXKEHHS CUCTOJIITYHOI'O TUCKY Ha 8 MM PT. CT. Ta OlaCTOJIIYHOI'O - Ha 7 MM PT. CT.

3axeoprw8aHH:, W0 nepedarmsCca cmamesuM WaAsAXoM. 3aCTOCYBaHHSA IIpelnapaTty
Epocun He 3axuilia€e Bif 3aXBOPIOBaHb, 1110 ITepefalThCsa CTaTeBUM IIIaXoM. Crif
PO3TIITHYTH MOXKJIMBICTDh iHpOPMYyBaHHS IAIliEHTIB 1010 HEOOXigHUX 3aIT00iKHUX
3axXO0[iB I 3aXUCTY Bifl 3aXBOPIOBaHb, 1110 I€PEJA0THCSA CTaTEBUM IIJISIXOM,
BKJIIOUAIO4¥ BipyC iMyHOOe)inuTy JTIOOWHU.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.
Epocun He npu3HadyeHUU OJid 3aCTOCYBaHHS XKiHKaMH.

30amHicmb 8naueamu Ha weuodKicmb peakuii npu kepye8aHHi asmompaHcnopmom abo
IHWUMuU MexaHiamamu.

Epocun MoxkKe MaTy He3HaUYHUU BIIJIMB Ha KEPyBaHHS aBTOTPAHCIIOPTOM abo iHIITUMM
MexaHi3dMaMu. OCKIiTbKM y IPOIECi HOCTiA2KeHb 3aCTOCYBaHHS CUIgeHadiny
IIOBiIOMIIATIOCS IIPO BUIIAAKU 3allaMOPOYEHH Ta NOPYIIeHHs 3 00Ky OpraHiB 30Dy,
repeq TUM SIK CifaTy 3a KEPMO TPAHCIOPTHOI'O 3aco0y abo IIpalioBaTy 3 iHIIUMU
MeXaHi3MaMU NallieHTaM HeoOXigHO 3’sCyBaTH, KOO € 1XHS iHOMBiOyaJbHa peakilii Ha
3aCTOCyBaHHA npenapaty Epocur.



Cnocid 3acTocyBaHHs Ta 03U

Hper{apaT 3dCTOCOBYIOTHE IIE€EPOPAJIEHO.

Ilopocai. PekomeHgoBaHa go3a npenaparty Epocun ctanoButhk 50 Mr Ta
3aCTOCOBYETHLCA ¥ pa3i HeoOXimHOCTI NpuOIU3HO 3a TOOUHY A0 CEKCyaJIbHOl
aKTUBHOCTI. 3a/IeKHO BiZl epeKTUBHOCTI Ta IEePEeHOCUMOCTI IIperapaTy 403y MOXKHa
30inbmuTy 0o 100 Mr ab6o 3HU3UTHU 00 25 Mr. MakcuMayibHa peKOMeHIoBaHa J03a
ctanoBuTh 100 Mr. HacToTa 3aCTOCyBaHHS MaKCHUMaJlbHOI PEKOMEHIOBAaHOl 103U
ImperapaTy CTaHOBUTHL 1 pa3 Ha moOy. IIpu 3acTtocyBanHi Epocuny mig 4ac BXKMBaHHS
1XKIi mis mperapaTy MoO2Ke HacTaBaTH ITi3Hillle, HiK ITPU MOro 3aCTOCYBaHHI HaTIIIE.

ITauieHmu aimHbo20 8iky. HeoOximHiCcTh y KOpeKIIil 403u IallieHTaM JIiTHbOTO BiKy
(= 65 pokiB) BigCyTHS.

ITauienmu i3 HUpkKogow HedocmamHicmtio. [I71s TTAIliEHTIB i3 HUPKOBOIO HEOOCTATHICTIO
JIETKOT'0 Ta MOMIPHOI'O CTyleHs TAXKKOCTI (KiipeHc KpeaTuHiny 30-80 mii/xB)
PEeKOMeH0BaHa [J03a IpelapaTy € TaKOI XK, IK HaBeOeHO BUIIle Y PO34il «Ilopocii».

OCKinbKY y NaIli€EHTIB 3 HUPKOBOIO HEJOCTATHICTIO TAXKKOI'O CTyIIeHs (KIIipeHC
KpeaTuHiHy < 30 MJI/XB) KJIipeHC cungeHadiny 3HUKEHNH, CIIi PO3TISHYTH
MOZKJIUBICTh 3aCTOCYBaHHSA O03U 25 MT. 3aJIeKHO Bif ePeKTUBHOCTI Ta IIePEeHOCUMOCTI
nmperapaTy Ipu HeoOXimHOCTI J03y MOKHa 30iIbIINTH MOCTYIIOBO A0 50 Mr Ta [0

100 mr.

ITauienmu i3 neuiHko80t0 HedocmamHicmio. OCKIIbKM y MAlli€HTIB i3 ITe4YiHKOBOIO
HeOOCTaTHICTIO (HallpuKiaf, i3 HUPOo30M) KITipeHC cungeHadiny 3HUKEeHUH, CITif
PO3TISTHYTH MOXKJIUBICTh 3aCTOCYBaHHS 03U 25 Mr. 3ajeKHO Bifl epeKTUBHOCTI Ta
IIepeHOCUMOCTI ITperapaTy Ipu HeOOXigHOCTI J03y MOKHa 30iIbIINTH ITOCTYIIOBO [0
50 mr ta go 100 mr.

ITauienmu, siKi 3acmoco8yromb iHWI AiKapcuKi 3acobu. AKIO MallieHTH OQHOYAaCHO
3acTocoByioTh iHTi6iTopu CYP3A4 (3a BUHSITKOM PUTOHABIPY, 3aCTOCYBAaHHS SIKOTO
OOHOYACHO i3 cunpgeHadisioM He PEeKOMEHOYEThCS, OUB. PO3ainu «B3aemMopisa 3 iHIIUMU
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUAM B3a€MOili» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»),
CIIii PO3TJITHYTH MOXKJIMBICTh 3aCTOCYBaHHS ITO0YaTKOBOI 03U 25 MT.

3 MeTOI0 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY IMOCTYPaJIbHOl TiIOTEH3il y Malli€eHTiB, SKi
3aCTOCOBYIOTh 0JIOKATOPU G-adpPeHOPeleINITOPiB, CTaH TaKUX IMalliEHTiB ITOTPiOHO
ctabimisyBaTu 3a JOIOMOT 010 6JIOKATOPiB -aApPEeHOPEIENITOPIB M0 TOYaTKy
3acToCcyBaHHS cungeHadiny. TakoxX CiIif pO3TJISHYTU MOXKJIMBICTh 3aCTOCYBaHHSA
IIOYaTKOBOI Mo3u 25 MT (OuB. po3ainu «B3aemomisa 3 iHIMUMU TiKapChbKUMU 3aco0aMu
Ta iHII BUOM B3aeMofi» Ta «OcoOIMBOCTI 3aCTOCYyBaHHSI»).



Iimu.

[IpenmapaTt He MOKa3aHUU [J19 3aCTOCYBaHHSA IallileHTaM BiKoM 0o 18 pokis.
Ilepeno3yBaHHA

Y npoiieci gocnigkKeHb 3a y4acTio JOOPOBOJIBIIIB ITifl YaC 3aCTOCYBaHHSA Pa30BOl O3HU
cungenadiny mo 800 mr nmobiuHi peakiiii Oy1u MogiOHUMHK OO THX, IO CIIOCTEpPiraaucs
IIPU 3aCTOCYyBaHHi cungeHadiny y HUK4YUX H03ax, aje 3yCTpidvanucs 4yacrTimie Ta Oynu
OinbII TXKKMMU. 3aCTOCYBaHHS cungeHadiny y mosi 200 Mr He mpuU3BOOUIIO OO
nigBUIlleHHSI e(peKTUBHOCTI, ajle CIPUYMNHSAJIO 3POCTaHHSA KiJIbKOCTI BUIIAJKiB PO3BUTKY
MoOIiYHUX peakxiliii (rooBHOro 00JII0, IPUMIJIUBIB KPOBi, 3aITaMOPOYEHHS, OUCIIEICIl,
3aKJIageHOoCTi Hoca, MopyIlIeHb 3 O0KY OpTraHiB 30py).

Y pa3si nepeno3yBaHHS IIPU HEOOXiMHOCTI BOAIOTHCS MO 3BUYANHUX HiITPUMYHOUYUX
3axomiB. IIpuCcKOpeHHS KIIipeHCy cunmeHadiny IIpu reMoaiani3i MaJouMOBIipHE
BHACJIiJOK BUCOKOTO CTYyIIeHs 3B’sI3yBaHHS Ipelapary 3 OinkaMu Ij1a3Mu KPOBi Ta
BiZICYTHOCTI eniMiHallil cungeHadiny i3 cedero.

ITo0iuni edpexTH

HattuacrTirie mmoBimoMiisisiocst Ipo Taki mobOiuHi peakilil, K roJIOBHUM 0ilb, IPUILIUBU
KPOBIi, IMCIIEICisl, 3aK/lIaJleHiCTh Hoca, Oilb y CIUHI, 3allaMOpPOYEeHHSsI, Hyd0Ta,
MIPUILJIMBY Kapy, IOPYILIEeHHS 30Dy, L[iaHOICiA Ta 3aTbMapeHHs 30pYy.

[ToGiuHi peakilil HaBegeHO HUXKYe BigAnmoBimHO mo Kinacudikailii «CucreMa-opraH-Kiaac»
Ta 4aCTOTH: OyxKe 4dacTo (= 1/10), gacto (= 1/100 - < 1/10), HeyacTo (= 1000 - <
1/100) ta pigko (= 1/10 000 - < 1/1000). ¥ mexkax KOKHOI YaCTOTHOI rpynu mobiuHi
peakiiil HaBeeHO y NOPAOKY 3MEHIIEHHS 1X CEPUO3HOCTI.

IHgeKuii ma iHea3ii: HeYacTo - PUHIT.
3 60Ky iMyHHOI cucmemu: HeYacTO - TiIepYyTIUBICTE.

3 60Ky Hepsosoi cucmemu: Oy¥Xe 4aCcTO - TOJIOBHUM Oillb; 4aCTO - 3allaMOPOYEHHS;
HeyacTO - COHJIUBICTH, I'iriecTesis; pigKo - iHCy/IbT, TPAH3UTOPHA illleMiYyHa aTaka,
CyooMu*, peliluauBU CYOOM*, CUHKOIIE.

3 60Ky opaaHie 30py: 4aCTO - MOPYIIEHHS CIPUUHSATTSI KOJIbOPY**, po3manu 30py,
3aThMapeHHs 30pYy; HeUacCTO - PO3JIafu CJIbO30BUMIIEHHSI***, 6inb B o4ax, poTodobis,
dororcis, rimepeMist ouel, ICKpaBiCTh 30py, KOH IOHKTHUBIT; PiIKO - HeapTepialbHa
IepenHs illleMiyHa HEMPOoIaTisa 30pOBOTr0 HepBa*, OKJII03is CyAuH CIiTKiBKU*,
peTUHaTbHUMN KPOBOBUJIUB, apTEPIOCKIIEPOTUYHA PETUHONATIS, MMOPYIIEHHS 3 O0KY
CiTKiBKHM, rlmaykKoMa, fe(eKTH II0JI 30Dy, OUIIJIONisA, 3HNKEHHS TOCTPOTHU 30pPY, MIioITif,



aCTEeHOITis, IyTaBalovi MOMYTHIHHS CKJIMCTOTO Tijla, MOPYIIeHHS 3 00Ky palayKHO1
000JIOHKH, Mifipias, mosiBa CSAIOYUX KPYTiB HABKOJIO OXKepeia CBiTia (rajo) y moi
30py, HAOPSK o4el, MPUNYXJIICTh O4Yel, IMMOPYIIeHHSa 3 00Ky o4el, rinepeMis
KOH'IOHKTUBH, MOAPa3HEeHHs o4el, aHoMaJIbHi BiguyTTsA B o4aX, HaOpsK MOBIK,
3HeOapBIEeHHS CKJIEPH.

3 60Ky opeaaHis cayxy: HEYACTO - BePTUTO, O3BiH Y ByXaX; PiIKo - IIyXoTa.

3 60Ky cepueso-cy0uHHOI cucmeMu: 4acTo - IIPUIIJIMBYU KPOBi 0 00IUYYS, ITPUIITUBYU
XKapy; HeYacTo - Taxikapis, mocusieHe cepiebuTTs, apTepiaabHa
rinoTeH3is/rirnepTeH3is; pPidKo - panToBa cepiieBa cMepTh*, iHpapKT Miokapaa,
IIJTYHOYKOBa apuTMis*, ¢pibpunsainis nepegcepab, HecTabilbHa CTEHOKAPIis.

3 60Ky Ouxa/svbHOi cucmemu: 9acTo - 3aKJIaJeHiCTh HOCa; HeYacTo - HOCOBa
KPOBOTeYa, 3aKJIaJleHiCTh IPUAATKOBUX IIa3yX HOCA; PiOKO - BiTUyTTsA CTUCHEHHS y
ropii, HaOpsSK cIM30BOi 000JIOHKHK HOCA, CYXiCTh y HOCI.

3 60Ky mpasHo20 mpakmy: 4aCTO - HyA0Ta, OUCIIEICisd; HeYacTo -
ractpoe3odareasnbHa pedIoKCHa XxBopoba, O/1toBaHHs, Oilb y BEPXHil YaCTUHI
KHWBOTA, CyXiCTh Y POTi; PiAKO - rilmecTe3isd poTOBOI IIOPOXKHUHU.

3 60Ky wKipu ma niowkKipHOi MKAHUHU: HEYaCTO - BUCUIIAHHS; PiIKO - CHHOPOM
CriBeHca-[I>KOHCOHAa*, TOKCUYHUU ellilepMalbHUN HEKPOJIi3*.

3 60Ky Kicmkoeo-m’A3080i cucmemu: He4dacTo - Mianris, 0ilb y KiHIliBKax.
3 60Ky ceuosuldinbHOI cucmemu: He4acTO - TeMaTypid.

3 60Ky penpo0yKmueHoOi cucmemu: PigKo - KpOBOTEYa 3i CTaTEBOTO YJIeHa, ITpiami3zm*,
reMaToCIepMisi, IOJOBXKEeHa epPeKIlis.

3azanvHi po3aadu: HevacTo - Oinb y Tpyasx, migBUIlleHa CTOMJTIOBAHICTh, BifUyTTs
XKapy; plOKo - mogpa3HeHHS.

JlabopamopHi NnOKa3HUKU: He4acTO - MifBUINleHa YaCTOTa CEePIeBUX CKOPOYEHb.
* IToBimoMIIAIOCA JUIIE Mif YaC OOCIiAXKEHHS.

** [lopylieHHSI COPUUHATTS KOJIbOPY: XJIOPOIICisA, XpOMAaTOIICisd, IiaHOIICis,
€PUTPOIICisA, KCAHTOIICIs.

*+* TlopyllleHHS CIIbO30BUOIJIEHHSA: CYyXiCTh B O4aX, HOPYILIEHHS CIIbO30BUOIIIEHHS Ta
HigBUIIIEHHS CJIbO30BUOIJIEHHS.

Hux4ye3a3HayeHi gaBullla cuocTepiranucsa y < 2 % maljieHTiB y IPOoLeCi JOCIiAXKEHD,
NPUYMHHUN B3a€EMO3B’ 130K He BU3HaYeHUu. [ToBimoOMIIeHHS BKJIIOYaIu SIBUIIA, 110



MaJIu BiporigHUM 3B’SI30K i3 3acTOCyBaHHSAM cunmeHadiny. fdBuita, siki He Oynu
3a3Ha4veHi, Oy/Iu JIETKUMU Ta MTOBiIOMJIEHHS OY/IU Iy>Ke HETOYHUMH, 11100 MaTu
3HAYEeHHI.

3aezanvHi nopyweHHs: HabpPsAK 00IUYYs, peakilil GOTOYYTIUBOCTI, IIIOK, aCTeHis, Oinb,
panToBe MamiHHs, OifTb ¥ XKUBOTi, paliTOBe MOIIKOOXKEHHS.

3 60Ky cepueso-cy0uHHOI cucmemu: CTeHoKapmisi, AV-6j10Kafia, MirpeHsb, IOCTypaIbHa
rimoTeH3is, imemiss miokapaa, TpoM003 CyOUH I'OJIOBHOTO MO3KY, pPalToOBa 3yIUHKA
cepld, BioxuneHHs nokKa3HUKiB EKI', kapgiomionaTid.

3 60Ky mpasHo20 mpakmy: TIOCUT, KOJIiT, mucdarisi, raCTPUT, TaCTPOEHTEPUT,
e3odariTt, cToMaTuT, IMMOPYIIEeHHS pe3yIbTaTiB IIe4YiHKOBUX P00, peKTajibHa
KpOBOTeYa, TiHTIBIT.

3 60Ky cucmemu Kposi ma aimgpamuyHoi cucmemu: aHeMisI, TeNKOIeHis.

3 6oky mMemaboaizmMy ma xap4yeaHHsi: cipara, HaOpsiK, mogarpa, HecTabinbHUMN
miabert, rinepriikeMisi, mepudepuyHi HaOPSAKY, TirnepypuKeMisi, rirmoriikemis,
rimepHaTpieMis.

3 60Ky Kicmkog0-M’ 5130801 cucmemu: apTPUT, apTPO3, PO3IPUB CYXOKUJIIIS,
TEHOCHUHOBIT, 0iNTb ¥ KicTKaxX, MiaCTeHisi, CUHOBIT.

3 60Ky Hepsosoi cucmemu: aTakCisi, HeBpaJsrisi, HelpomnarTisi, mapecTesisi, TpeMop,
BEPTUTO, felpeciss, 6e3COHHS, aHOMaJIbHI CHOBUIHHS, 3HUXXKEHHS pedrieKciB.

3 60Ky duxasnvHOi cucmemu: acTMa, OUCIHOE, JTAPUHTIT, GapuHTIT, CHHYCHUT, OPOHXIT,
ITOCHUJIeHEe CIMHOBUIINIEHHS, IIOCUJIEHHS KaIIlTO.

3 60Ky wWKipu: KPOIuB’THKA, Teprec, cBepOixK, migBuIlleHa IiTIUBICTh, BUPA3KHU LIKipH,
KOHTAKTHUHN OepMaTHUT, eKcdomiaTuBHUYN OepMaTHUT.

3 60Ky opeaHie uymmsi: paliTOBe 3HUXKEHHS UM BTpaTa CJyxy, 0i5ib y Byxax,
KPOBOBUJIMB Yy OKO, KaTapakKTa, CyXiCTh B O4ax.

3 60Ky ceuosulinbHOI cucmemu: TUCTUT, HIKTYypis, DimBHUIleHa YacTOTa
CEeYOBUITYCKaHb, 301/IbIIIEHHST MOJIOYHUX 3a/I03, HETPUMaHHS Cedi, HOPYyIIeHHS]
esIKyJisAllil, HaOpsK CTaTeBUX OPraHiB, aHOPTra3Mis.

[To6iuHi peaxIiii, Mpo SKi HAOAXOOWIU MOBiMOMIIEHHS Bif MOMYJIsIlii HeBimoMoi
yncenbHOCTI. Lli sBuma Oynu 3a3HadveHi K Yepes iX CepHo3HiCTh, 4aCTOTy
IIOBIIOMJIEHHS, BiICYTHICTh YiTKOI'O aJIbTEPHATUBHOI'O 3B’A3KY, TaK i yepes
KoMOiHallifo 1ux pakTopiB.



Cepueso-cy0uHHI ma uepebposackyasapHi ssuw,a. IToBimoMIsiau mpo TSIXKKi cepIiieBo-
CYOuHHI, 11epeOpPOBaCKYISPHI Ta CyOUHHI SBUIllA, BKIIOYAOYU 11epeOdpoBaCKyJIIPHY
KpOBOTeuy, cybapaxHoifallbHy Ta BHYTPIilIHbOLIepeOpalbHy KPOBOTEYY Ta JIETE€HEBY
KpOBOTeUy, 1110 OyJix IMOB’si3aHi y 4Yaci i3 3acTocyBaHHSAM cunpgeHadiny. ¥ 6inpinocTi
MallieHTiB, ajie He y BCiX, Oy/1u HasiBHiI paKTOpU CEPIEeBO-CYOUHHOIO PU3UKY.
[ToBigomrisinu, 1110 6araTo 3 WX SIBUIL BUHUKJIM IIif 4ac abo Bimpa3y micns
CeKCyaJIbHOl aKTUBHOCTI Ta [eKijlbKa SIBUII] BUHUKJIU Biipa3y Hic/isg 3aCTOCyBaHHS
cunneHadiny 6e3 cekcyaabHOI aKTUBHOCTI. [HII siBUIlTa BUHUKIIU IPOTSATOM HACTYITHUX
roguH abo OHIB micJist 3acTOCyBaHHSA CugeHadiny Ta ceKCyaabHOI aKTUBHOCTI.
HeMOK/IUBO BCTAHOBUTH, YU IIi ABHUILlA IOB’sI3aHi i3 3aCTOCyBaHHAM cuigeHadiny, i3
CeKCyaJIbHOIO aKTUBHICTIO, i3 HaABHUMU (paKTOpaMu PU3UKYy ab0 i3 KoMOiHalli€o 11X
(akTOpiB, yu 3 iHIIMMU PaKTOpaMH.

KposoHocHa ma aim¢pamuyHa cucmemu: Ba300KJTIO3UBHUMN KPU3.

Y HeBenMMKOMY 3aBUYaCHO IIPUIIMHEHOMY OOCIiA2KEHHI 3aCTOCyBaHHSA cUIgeHadiTy
aljieHTaM i3 JIereHeBOI apTepialbHOIO IiIePTeH3i€10, BTOPUHHOIO 1100
CcepnonoAiOHOKIITITUHHOI aHeMil, ITPU 3aCTOCyBaHHi cunmeHadiny Ipo po3BUTOK
Ba300KJIIO3UBHUX KPU3iB, 1110 MOTPeOyBasiu ToCIiTani3allil, moBimoMIsiIocs dYacTillle,
HiX ITPpU 3acTocyBaHHi mnane6o. KiriHiuHe 3HaueHHs 11i€l iHdopMalril ais maiieHTis,
sIKi 3aCTOCOBYIOTh IIpemnapaT Epocui 3 MeTOor0 JTiKyBaHHSI €PEeKTUIbHOL OUCHYHKIII],
HeBIiOoMe.

CneuugiuHi giduymms.

Cayx. TloBimoMIIsIu IIPO BUIIaAKU PAlITOBOTO 3HUXKEHHS ab0 BTpaTu CIIyXy, I10B s3aHi
y 4aci i3 3acTocyBaHHAM cuiageHadiny. Y gesakux BUIIagKaX IIOBIIOMIISIIIHN IIPO
HasIBHICTh MEIWYHUX CTAHIB Ta iHIINX (AaKTOPiB, 10 MOTJIX BiirpaTu POk ¥ PO3BUTKY
nmobiyHUX peakiliil 3 60Ky ciyxy. Y 6araTbox BullagkKax iHdopmallis 100 IIoAasIbIIoro
MEOUYHOI'O CIIOCTEPEXKEHH BIACYTHA. BU3HauMTH, Yu 1l IBUIllA IIPAMO I10B’d3aHi i3
3aCTOCYBaHHAM CuIeHadiny, 3 HagBHUMU (PaKTOpaMU PU3UKY BTPATU CIIyXYy, 3
KoMOiHaIi€w mux ¢pakTopiB abo 3 iHIMMU paKTopaMu, HEMOXKIIUBO.

3ip. TuMmuyacoBa BTpaTa 30py, IOYEPBOHIHHSA O4el, ITIeYiHHA B O4aX, [MiABUILIEHH ST
BHYTPIIIHBOOYHOTO THUCKY, HAOPSK CiTKiBKY, CyOAUHHI 3aXBOPIOBAaHHS CiTKiBKU YU
KpPOBOTEeYa, BiflllapyBaHHA CKJIUCTOTO TiJa.

IMoBigoMsiyiv PO BUIIAOKKU HeapTepialbHOI mepengHbol imemMiuHol HeBpomnaTil
30POBOTO HEPBA, III0 € MIPUYUHOIO 3HUXKEHHS 30PY, BKIIOYal04YU MOCTIMHY BTPATy 30Dy,
sKi OyJI¥ IIOB’sA3aHi y 4aci i3 3acTocyBaHHAM iHriOiTOpiB O®IEDS, BKItOUao4u
cunmeHadin. Y 6araTthox IaIlieHTiB, ajie He y BCix, Oy HasiBHI aHaTOMiuHi a6o
CyOWHHIi (paKTOpU PU3UKY PO3BUTKY HeapTepiaabHOI IEPEaHbO] illleMidHO1 HEBPOIIATil
30POBOT'O HEPBA, BKJII0OYalouM (ajsie He 00MeXKYIOYHNCh) TaKi: HU3bKe CITiBBiITHOIIIEHHS



OiaMeTpa eKCKaBallil Ta JuCKa 30pPOBOT0 HepBa (3aCTiliHUY OUCK 30POBOT0 HEPBA), BiK
noHap 50 poKiB, apTepiajibHa rinepTeH3is1, 3aXBOPIOBaHHSA KOPOHApPHUX apTepiu,
rimeprimnigeMis Ta namdiHHS. HeMOXX/IMBO BU3HAUYUTH, YU Il SBHUIIlA IPSAMO II0B s13aHi i3
3acTocyBaHHsM iHribiTopiB ®IIES, 41 3 HasIBHUMU aHAaTOMIiYHUMU a00 CYIUHHUMU
akTOpamMu pu3uKy, uM 3 KoMOiHAIli€I0 IMX BCiX PaKTOpPiB, YU 3 iHIIMMU PaKTOpPaMU.

3s8imyeaHHs npo nido3prosaHi NnobiuHI peakuii.

3BiTyBaHHS PO Migo3pioBaHi MOOiYHI peakiiil mmicis peecTpaliil TikapCchbKoro 3acoby
Ma€ BaxXK/IUBe 3HaueHHs. Lle mae 3Mory nmpoBoauTu 6e3mepepBHUN MOHITOPUHT
CIIiBBIHOIIIEHHS KOPHUCTI 1 pU3UKIB, IIOB’A3aHUX 13 3aCTOCYBAaHHAM ILIbOT'0 JIIKAPCHKOT'O
3aco0y. Jlikapsam ciif 3BiTyBaTu npo OyOb-sKi ITimo3ploBaHi MoOiYHI peakiiil BiAIIOBigHO
00 BUMOT 3aKOHOIOABCTBaA.

TepMiH NpUIAaTHOCTI

3 POKH.

YMoBHu 30epiranus

36epiraTé B OpUriHAJIbHIN yIIAKOBIIi IIpKU TeMmepaTtypi He Buire 25 °C.

30epiraTty y HeIOCTYIIHOMY OJIs OiTeM MicCIIi.
VYnakoBka

[To 1 a6o 2, abo 4 TabneTku y 6sicTepi; mo 1 6mictepy Ne 1 a6o Ne 2, a6o Ne 4; a6o 1o 2
6mictepu Ne 4 y KopoO11i 3 KapTOHY.

KaTeropis Bignycky
3a penemnTomM.
BupooHHK

TOB «<ACTPA®APM>», YkpalHa.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJpeca MicCIsi IPOBadKeHHsI HOI 0O
IisIIHBHOCTI.

08132, KuiBcbka 0071., KueBo-CBATOIMMHCHKUY p-H, M. BuiitneBe, Bysn. KuiBcbka, 6.



