IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIATPA® ODT

(VIAGRA® ODT)

CKknaao:
Oitoua peuosuHa: cungeHadisn;
1 Tabnetka mictuts 70,225 Mr cunpeHadiny nuTpary, 0 eKBiBaleHTHO cunaeHadiny 50 mr;

donomiocHi pevosuHu: mypgudnen (masiT (E 421), KpocnoBigoH, moiBiHianeTaT, MOBiAOH), HATPi0
KPOCKapMeJi03a, 11eJ110J103a MiKpOKpHCTalliuHa, KPeMHilo mioKcunm KomoimHui rinpodo0Huii,
caxapano3a (E 955), iugurokapMmin antwominieBust mak 30-36 % (E 132), mipcuntoBad COIOAKOTO
CMaky, ClielliaJIbHUY HaTypaIbHUM KOMIIOHEHT, TMMOHHUAM apoMaTru3aTop, MarHiio creapar.

JIikapcbka ¢opma. TabneTky, 110 AUCIEPTYIOTHCS B POTOBI MOPOXKHUHI.

OcHosHi (pizuko-ximiuHi 81acmusocmi: TabIeTKH OJTAaKUTHOTO KOIbOPY Y hopMi miamaHTa, 3
rpaBipyBaHHSIM «V50» 3 ogHOTO 60KY Ta 0€3 rpaBipyBaHHS 3 iHILIOTO .

dapMakoTepaneBTHYHA rpyna. 3aco0u, 110 3aCTOCOBYIOTLCS TP €PEKTUIIbHIN OUCHYHKIIII.
Cunpenadin. Kog ATX G04B E03.

dPapmakono2iuHi e1acmueocmi.
dapmakoduHamika.

MexaHi3M fil. CunmeHadin - mpemnapar A IepopaabHOro 3aCTOCYBaHHS, TPH3HAYEHUH IS
TMiKyBaHHS epPeKTUNIbHOI gucdyHKIi. [Ipu cekcyanmbHOoMy 30yOKEHHI TperapaT BigHOBIIOE 3HUKEHY
€PEKTUIBHY (QYHKIIIIO IIIJITXOM ITOCUJIEHHST IPUTOKY KPOBI [10 MeHica.

®izionoriyHuy MexaHi3M, 110 3yMOBJIIOE €PEKIIil0, BKIII0Ya€ BUBIIbHEHHS oKcuay a3oty (NO)
y KaBepHO3HUX Tijlax IIif YaCc CeKCyaJbHOro 30yaKeHHs. BUBiTbHEHUN OKCUL @30Ty aKTHUBYE
(dhepMeHT ryaHinaTIiKa3y, 0 CTUMYJIIOE MiABUIIEHHS PiBHS IUKIIIYHOTO
ryano3uHMoHodochaty (HI'M®), 110, y CBOIO Yepry, BUKJIUKA€E Po3ciaabieHHs I1afKol
MYCKyJIaTypX KaBEPHO3HUX TiJI, CIPUSIOYHN IIPUTOKY KPOBI.

CunpeHadin € TOTyKHUM Ta CEJIEKTUBHUM iHTibiTopoM I M®-crienindignol
dbochomiectepasu 5 (PJIES) y kaBepHO3HUX Tinax, ge O®IIES Bigmosigae 3a po3nan nl MO.



BrnnuB cunpgeradiny Ha epekiito Mae nepudepudnnil xapakrep. Cungeradin He CIPUUNHSIE
6e3mocepeqHbOI PeIaKCyIovol il Ha i3071b0BaHi KaBEPHO3HI TiNla TIOOUHY, ajle MOTYyKHO
nocutoe po3cnabmoBanbHy gito NO Ha 110 TKaHuHY. [Ipy akTHBallil MeTabomiyHOro IUIsxy
NO/uI’'M®, 110 BimOyBa€ThCS IPHU CEKCYyalbHiN CTUMYAIl, iHriOyBaHHS cungeHadinom OIES
CIIpuuuMHsE migBuilleHHs piBHS [ M® y KaBepHO3HUX TilaxX. TakKuM YMHOM, {7 TOTO, 1100
cunpeHadin BUKIUKaB HeoOXimHUM dhapMaKosoriyHuii ehekT, HeoOXifHe ceKCyalbHe
30yIKEeHHS.

BonuB Ha ¢papMakogrHaMiky. [NOCTigKeHHS in Vitro mpoJeMOHCTPYBAJH, 10 CUIAeHadin €
cenektuBHUM 10 OIIES, 110 Oepe aKTUBHY y4acTh y Ipolieci epekilil. Biimus cungenadiny Ha
OJIES moTyxHimmi, HiXK Ha iHIIl Bigomi docdomiectepasu. Lleit epekTt y 10 pasis
TOTYKHilmH, HiXK edpekT BrnuBy Ha OIIEG, 110 6epe y4acTh y mpoliecax GOTONepeTBOPEHHS
y citkiBLi. [Tpy 3acTocyBaHHI MaKCUMaIbHUX PEKOMEH0BaHUX 03 CEJIEKTUBHICTH
cunpgeradiny go O®IIE5 y 80 pasis mepesuiiye 1oro cenektuHicTs o OIIE1, y 700 pasis
BUIla, HiXK 0o ®IE2, ®IE3, ®IIE4, ®IE7, ®IES, ®HE9, ®IE10 Ta ®[IE11. 30KpeMa,
cenekTuBHiCTh cunaeHadiny go ®IES y 4000 pa3siB nepeBuilye WOr0 CEIEKTUBHICTD OO
OIE3 - tAM®-cnenudiunoi izodopmu dhochomiecrepasu, 1o 6epe y4acThb y perymnsiii
CepIeBOl CKOPOTIIMBOCTI.

dapmMaxkoKiHemuxka.

AGcopbiis. Cunnenadin mBugko abcopOyeThcss. MakcuMaabHa I1a3M0OBa KOHIIEHTPAITis
npenaparty gocsaraetbcs npotaroM 30-120 xBunuH (i3 MefiaHO0 60 XBUIKWH) MiCIIS UOTO
IIepOpabHOTO 3aCTOCYBaHHS HaTIre. CepenHs abcomoTHa 6i100OCTYIIHICTD mmics
IIepOPasIbHOr0 3aCTOCYBaHHSA CTaHOBUTH 41 % (3 miama3oHOM 3Hay4eHs Bif 25 10 63 %). ¥
PEeKOMeH0BaHOMY Oiamna3oHi 103 (Big 25 mo 100 mr) noka3uuku AUC Ta C,,, cungeHadiny
IiCJISI MOTO MePOPabHOTO 3aCTOCYBAaHHS MigBUINYIOTHCS IIPOIOPLIMHO [0 JO3M.

[Ipu 3acTocyBaHHI cunpeHadiny mifg yac IprAoMy 1XKi CTyIiHb aOcopOIlil 3HUKYETHCS i3
cepenHiMm mogoBxkeHHAM T .. 00 60 XBUNIUH i cepenHiM 3HUKEeHHIM C,,, Ha 29 %.

Posnopin. CepepnHiit piBHOBaxkHUY 06'eM po3noxiny (V,) ctanoBuTh 105 miTpiB, 1110 CBiqYUTH
IIPO PO3IOALI IIpenapaTy B TKaHUHAX opraHi3My. [licia omHOKpaTHOr 0O epopaaibHOIo
3acTocyBaHHS cungeHadiny B mo3i 100 Mr cepenHss MakCHMallbHa 3arajbHa IIJla3MOBa
KOHIIEHTPallis cunmeHadiny cTaHOBUTL Tpubnu3Ho 440 Hr/Mi (KoedilieHT Bapiatril
ctaHOBUTH 40 %). OCKinbKY 3B’43yBaHHS CUIAEHa]iIy Ta UOro rooBHOTO N-mecMeTu-
MeTaboiTy 3 6inkamu mina3Mu gocsrae 96 %, cepeqHs MakKcuMalbHa IJIa3MOBa
KOHIIeHTpallisg BinbHOTO cunmeHadiny gocsrae 18 ur/mn (38 amonb). CTymiHb 3B’ SI3yBaHHS 3
Oinkamu I1a3MHU He 3aJIe’KUTh Bif] 3arajbHUX KOHIIEHTpallill cunneHadiny.

Y 3mopoBux m0OPOBOJIBIIB, SIKi 3aCTOCOBYBaNU cuiameHadin omHOKpaTHO B m03i 100 Mr, yepes
90 xBunuH B egKynaTi Bu3Haudasnocs meniie 0,0002 % (B cepegubomy 188 Hr) 3acTOCOBaHOI
LO3M.

BiorpancdopmMmariiis. MeTtabomniam cunngeHadiny BinOyBaeTbCS TOJIOBHUM YHHOM 3@ Y4acCTIO
MikpocoMasbHUX i30pepMenTiB nedinku CYP3A4 (ronouun muisix) Ta CYP2C9
(opyropsipHui muisax). [0I0BHUY HAPKYTIOIYNY MeTabO0IiT YTBOPIOETHCS HIISIXOM N-
IeMeTumoBaHHS cunpeHadiny. CenekTuBHICTh MeTabomiTy BimHOocHO ®IES mopiBHSHHA 3



CeNIeKTUBHICTIO cungeHadiny, a akTuBHICTb MeTa00miTy BigHOCHO ®JIE5 cTaHOBUTH
npu6nu3H0 50 % aKTUBHOCTI BUXigHOI pe4yoBHHHU. [11a3M0OBa KOHIIEHTpPAIlis IIOT0
MeTaboImiTy cTaHOBUTD nMpubnu3no 40 % KoHIeHTpallil cungeHadiny y mma3mi Kposi. N-
IEeMeTUIbOBaHUU MeTaboIiT 3a3Ha€ MoganblIoro Metaboni3My, a mepiog 10ro
HaliBBUBEJEHHS CTAaHOBUTHL IPUOIU3HO 4 TONUHH.

EniMinanig. 3aranbHui KilipeHc cungeHadiny ctaHoBuTh 41 1/rofi, 3yMOBIIOI0YY IIEPiof KOT0
HaIliBBUBEOEHHS TPUBAIICTIO 3-5 rOOMH. fAK IiCJIsA IepopanbHOro, Tak i micis
BHYTPILTHLOBEHHOTO 3aCTOCYBaHHS €KCKpelis cunneHadiny y Burismi MetabomiTiB
3MiMCHIOETHCS TOJIOBHUM YHMHOM i3 KasioM (mpubnu3Ho 80 % BBefleHOl ITepopasibHOI 1031) Ta
MEHIITI0I0 Mipolo 3 ceuero (mpubnu3Ho 13 % BBemeHOl IepopabHOI TO3H).

dapmakokiHemuka y ocobausux 2pyn nauieHmis.

[larienTH JITHBOTO BiKY. YV 3m0poBUx HOOGPOBOJIBIIB JIITHHOTO BiKYy (BiKOM Bif 65 pOKiB)
Big3HA4aoCcs 3HUKEHHS KIIipeHCy cunpeHadiny, 0 3yMOBIIOBAJIO MiABUALIEHHS IIJITa3MOBUX
KOHIIEHTPaIlill cunpeHadiny Ta #oro akTUBHOT0 N-IeMeTU/IboBaHOTr0 MeTaboiTy mpubau3uo Ha 90 %
TIOPiBHSIHO 3 BiAATIOBIiGTHMMH KOHIIEHTPALISIMHU Y 3[[0POBUX JOOPOBOJIBIIB MOJIOAIIOTO BiKYy

(18-45 poxkiB). Y 3B'513Ky i3 BiIKOBUMHU BifMiHHOCTSIMU Y 3B’I3yBaHHi 3 OinKaMu I1JIa3MU KPOBi
BiIIOBigHE MiBUINEHHS M1JIa3MOBO1 KOHIIEHTPAIlil BiTbHOT'O cuIAeHadiny CTaHOBUIIO TPUOIU3HO

40 %.

HupKoBa HemOCTaTHICTL. Y 0OOPOBOIBIIB i3 MOPyIIeHHSIMY QYHKITI HUPOK JIETKOTO Ta
IIOMIpHOTO CTyIeHs (KimipeHc KpeaTuHiny 30-80 mMi1/xB) papMaKoKiHeTHKa cuigeHadiny
3aIMIIaacsa He3MiHEeHOI0 i/ 10r0 OOQHOKPATHOI'0 IIepopaIbHOr0 3aCTOCYBaHHA V 1031

50 mr. CepepgHi AUC Tta C,,,, N-meMeTunboBaHOro MeTabosIiTy DiABUIIYyBaIKUCI Ha MaKCUMYyM
126 % Ta MakcumyM 73 % BiATIOBIIHO MOPIBHSHO 3 TAKMMH ITOKa3HUKaMM ¥ 0OOPOBOJIBIIIB
TAKOI'0 X BiKy 0e3 mopyieHb QyHKIlil HUpoK. OgHaK Yepe3 BUCOKY iHIUBiIyanbHY
BapiabenbHICTH 1i BigMiHHOCTI He Oy CTAaTUCTUYHO 3HAYYIIUMHU. Y TOOPOBOIIBIIIB i3
TSKKAMU MOPYIIEHHAMY QYHKII HUPOK (KIipeHC KpeaTuHiHy Huxk4e 30 MJI/XB) KIlipeHC
cunpgeHadiny 3HUKYBaBCH, 10 cnpuunHsno cepenHe nigsumeHHs AUC ta C,,, Ha 100 % Ta
88 % BinmoBigHO MOPiBHAHO i3 HOOPOBOMBISIMU TAaKOT'0 XK BiKy 6e3 mopyiieHb QyHKIII HUPOK.
Kpiwm Toro, 3Hauenus AUC ta C,,, N-IeMeTunp0BaHOTO MeTalOIiTy 3Hauyllle IMiABUIITYBaIuCT
Ha 200 % Ta 79 % BiAImoBigHO.

[ledyiHKOBa HEJOCTATHICTh. Y HOOPOBOJIBLIIB i3 IMPO30M MEYiHKHU JIETKOTO Ta MTOMipHOTO
cTtyneHs (knaciB A ta B 3a knacudikauieto Yaunga - I1'10) kiipeHc cunpeHadiny
3HMKYBaBCH, 10 mpu3Boauio ao miasuieHHs AUC (84 %) ta C,,,, (47 %) MOpiBHSHO 3
BiATIOBIMHMMM MMOKA3HUKAMH Y JOOPOBOJIBINIB TAKOI'0 X BiKy 0€3 MmopyIneHb QYHKITN MeYiHKH.
dapMakKOKiHeTHKa CulfeHadiny y Nali€HTiB i3 MOPYIIEeHHAMU QYHKIIN IeYiHKHU TIXKKOTO
CTYIIeHs He BUBYaacs.

Kniniuni xapakKTepuCcTHKH.

IToka3auns.

IIpenapaT BIATPA® ODT peKOMeHAY€EThCS 3aCTOCOBYBATH YOJIOBIKaM i3 €PEKTHIILHOIO



nucYHKIIIEI0, TKAa BU3HAYAETHCS SIK He3IaTHICTh HOCITTH ab0 MgTpuMaTH epPeKIliio
CTaTeBOTO 4JieHa, HeOOXigHY MJIS YCIIIIIHOTO CTAaTEBOTO AKTY.

Ins ebexTusHol fil mpenapaty BIATPA® ODT nmoTpi6He cekcyanbHe 30yIKeHHS.

IIpomunoka3saHnus.

- IligBuInieHa YYTIMBICTh N0 aKTUBHOI pe4oBUHHU ab0 OYIb-IKOI 3 JOTIOMIXKHUX PEYOBUH
mpernapary.

- OpHOYacHe 3aCTOCYBaHHS i3 HOHOPaMU OKCHUAY a30Ty (TaKUMU K aMinHITPuUT) abo
HiTpaTaMu y Oyab-sKiii GopMi MpoTHUIIOKa3aHe, OCKINTbKY BifoMoO, 1110 cuifeHadin Ma€e BIIUB
Ha MIISXu MeTabo1i3My OKCHUIY a30Ty/IIUKIIYHOr0 ryano3uaMoHodochaty (uI'M®) ta
IIOTEHIIIIOE TIMOTEH3UBHUY e(eKT HiTpaTiB.

- OpHouacHe 3acTocyBaHHS iHTriOiTOpiB ®ES (Y ToMy uucni cungeHadiny) 3i
CTUMYJIITOPaMU T'yaHinaTUMUKIIa3u, TAKUMU K PIOLUTYaT, MPOTUIIOKAa3aHe, OCKITbKE MOXKe
IIPU3BECTH 10 CUMIITOMATUYHOI TiMoTeH3il (quB. po3min «B3aeMopmis 3 iHIMMY JTiKapChKAME
3aco0aMu Ta iHIIi BUOY B3aEMOMIl»).

- CtaHu, IIpu SKUX HE PEKOMEeH0BaHa CeKCyalbHa aKTUBHICTh (HallpuKiaf TSIXKKi CepieBo-
Cy[IWHHI po3Nlafy, Taki 9K HecTalimbHa CTeHOKap/is abo ceplieBa HEIOCTATHICTh TSAKKOTO
CTYIIEHS).

- BrpaTa 30py Ha ogHe OKO BHACIIIOK HeapTepiaabHOI IepenHbol illeMigyHO01 HEBPOIaTil
30pOBOT0 HEPBa, HEe3a/IeKHO Bi TOTO, ITIOB'sI3aHa IS IaTOJIOTiA i3 monepenHimM
3acTocyBaHHSM iuribiTopiB ®JIES uyu Hi.

- HasiBHiCTh TaKMX 3aXBOPIOBaHb: MOPYIIEHHS (PYHKIIi1 MEYiHKU TAKKOT0 CTyIeHS,
apTepianbHa rinoTeHsis (aprepianbHui TUCK HUXKYEe 90/50 MM pT. CT.), HEIIOJABHO
nepeHeceHuy iHCynbT abo iHGapKT MioKapha Ta BimoMi ClagKoBi lereHepaTuBHi
3aXBOPIOBAHHS CITKIBKM, TaKi K MIrMEHTHUY PETUHIT (HeBeJiMKa KiIbKICTh TaKUX IALliEHTIB
Ma€ TeHeTHYHi po3naau gocdofiecTepas CiTKiBKM), OCKinbKY Oe3neKa cungeHadiny He
OOCIIigXKyBajacsd y pa3i TaKUuX 3aXBOPIOBaHb.

B3aemodia 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

Bnaue iHwux aikapcvkux 3acobie Ha cuadeHai.

JToCIIimXeHHs in vitro.

Metabomni3m cunmeHadiny BigOyBaeThCS MepeBazkHO 3a y4acTio i3opopmu 3A4 (ronoBHUN
muisax) Ta isopopmu 2C9 (gpyropsapuui msax) uutoxpomy P450 (CYP). Tomy iuribiTopu mux
i30)epMeHTIB MOXKYTh 3HUXKYBaTH KJIipeHC cunfeHadiny, a iHAIyKTOPHU LKX i30)epPMEHTIB
MOXKYTh IIiABUIITYBaTH KJlipeHC cungeHadiny.

HocmimXeHHd in Vivo.



[Monynauiiuuii (papMaKOKiHETUUHUY aHalli3 JaHUX KIIiHIYHUX AOCIigXKEeHb IPOOEeMOHCTPYBaB
3HUXKEHHS KIIipeHCy cuneHadiny mpu #0ro OmMHOYaCHOMY 3aCTOCYBaHHi 3 iHribiTopaMu
CYP3A4 (TakuMu SIK KETOKOHA30JI, EPUTPOMIIINH, IIUMETUANH). X04a IIPX OTHOYaCHOMY
3acTocyBaHHI cunpeHadiny Ta inri6iTopiB CYP3A4 3pocTaHHS 4aCTOTHU MOOIYHUX SIBUIL HE
CIIOCTepiranaocs, CIif PO3rISHYTHA MOXKJIUBICTh 3aCTOCYBaHHS ITOYATKOBOL 403U CUIfeHadity
25 ™r.

OpHouacHe 3acTocyBaHHs iHTibiTOpy BIJI-mpoTea3u puTOHABIPY, AyKe MOTYKHOTO iHTibiTOpY
P450, y crani piBHOBaxXHOiI KoHIIeHTpa1ii (500 Mr 1 pa3 Ha mo0y) Ta cunmeHadiny (pa3oBa
no3a 100 mr) npu3soguino fo nigsuiieHHs C,., cungeHadiny Ha 300 % (y 4 pa3u) ta
nigBuienHs nna3moBoi AUC cunpenadiny Ha 1000 % (y 11 paziB). Yepes 24 roguHu
TII71a3MOBUY pPiBeHb cuigeHadiny Bce 1le cCTaHOBUB MpuOnu3Ho 200 HI/MII TOPiBHSAHO 3 PiBHEM
IpUOIN3HO 5 HI/MJI, XapaKTepPHUM [JIg 3aCTOCYBaHHS TiJIbKU CUIfeHadiny, 110
Y3TOOXKYETHCS 31 3HAYHUM BIIJIMBOM PUTOHABIPY Ha MIMPOKUY CIeKTp cybcTpaTiB P450.
CunpeHadin He BIIMBa€ Ha (apMaKOKIHETUKY PUTOHABIPY. 3 OTNIAOY Ha i
(dhapMakKoOKiHETUYHI JaHi ogHOYaCHE 3aCTOCYBaHHS cuUnfeHadimy Ta pUTOHABIpy He
PEeKOMeHAyeThCs (OuB. po3min «OcobIUBOCTI 3aCTOCYBAHHA»); B OyIb-IKOMY BUIIQIKy
MaKCHMaJibHa 03a cuimeHadiny 3a xKogHUX 00CTaBUH He TIOBUHHA ITePEBUIIYBATH 25 MT
npotsarom 48 roguH.

OpHouacHe 3acTocyBaHH# iHTiOiTopy BlJI-TpoTea3u cakBinaBipy, iuribitopy CYP3A4, y mo3i,
1m0 3abe3mneuye piBHOBaxkHY KoHIleHTpalio (1200 mr Tpuyi Ha mo0y), Ta cunmeHadiny

(100 Mr pa3oBo) mpu3Boauio Oo mippuiterHs C,.. cunmeHadiny Ha 140 % Ta 30inbiieHHS
cuctemHol ekcro3util (AUC) cunpeHadiny Ha 210 %. He BusiBieHo BIIUBY cungeHadiny Ha
(dhapMaKoOKiHETHKY CcaKBiHaBipy (AuB. po3fin «Cmocib 3aCTOCyBaHHS Ta [O3U»).
[lepenbavaeThcs, 1m0 6inbi moTyxkHi iHridiTopu CYP3A4, Taki 5K KETOKOHA30I Ta
iTpakoHa30711, OyAyTh MaTu OiNbIll BUpaXKeHUH BIJIUB.

[Tpu 3acTocyBanHi cunmeHadiny (100 Mr pa3oBo) Ta epUTPOMILIMHY, TOMIPHOTO iHTiGiTOPY
CYP3A4, y piBHoBaxkHOMY cTaHi (500 Mr aBiui Ha o0y mpoTSATOM 5 [HIB) CIIOCTEpPIramocs
MiOBUIIEHHS CUCTEMHOI eKcro3utlil cunpeHadiny Ha 182 % (AUC). YV 3mopoBux 0oOpPOBOJIBIIIB
YOJIOBiUOi CTATi He crocTepiranocs BIauBy asutpoMinuny (500 mMr Ha moby npoTsiroM 3 mib)
Ha AUC, C,,,, T,..,, KOHCTAHTy IIBHOKOCTI eIiMiHallil Ta MOJabIINi IePio HalliBBUBEIEHHS
cungeHadiny abo 10ro roJIoBHOTO HUPKYII0I090ro Metabomity. Llumetunus (iHribiToOp
mutoxpomy P450 ta Hecnenudiunuit inribitop CYP3A4) y no3i 800 Mr npu ogHOYaCHOMY
3aCTOCyBaHHi i3 cunmpeHadinoM y gosi 50 Mr y 3mopoBux K0OpOBOJIbIIIB TPHU3BOAUB [0
MiOBUIEHHS T171a3MOBOI KOHIIEHTpallil cungeHadiny Ha 56 %.

['peiinpyToBuii cik € cmabkum inribitopom CYP3A4 y CTiHIT KUIIEYHUKY i MOXKe BUKJIMKATH
IOMipHe IiIBUINIEHHS PiBHIB cunfgeHadiny y mma3Mi Kposi.

OpgHOKpaTHE 3aCTOCYBaHHS aHTAIMAIB (MarHio rigpoKCUAy/aIioMiHil0 TifPOKCUAY) He
BIIJIMBAJIO Ha 0i0lOCTYNHICTh cunmeHadimy.

Xoua pmocnimKkeHb crienudiyHoi B3aeMofii 3 ycimMa mikapchKuMuU 3aco6aMu He IPOBOAUIIOCS,
3a JaHUMU MOMYJIALIMHOTO (hapMakKOKiHETUYHOI0 aHasi3y, hapMaKOKiHeTHKa CUNIgeHadiny
He 3MiHIOBanacs MPU M0Tr0 OHOYACHOMY 3aCTOCYBaHHi i3 mikapChKUMM 3aco0aMH, 1110
HasnexaThb f0 rpynu inriditopis CYP2C9 (Tonbyrtamin, Bapdapus, GheHiToiH), Tpynn



inri6iTopiB CYP2D6 (Takux SIK CeTeKTUBHi iHTiOiTOpU 3BOPOTHOIO 3aXOIJIEHHS CEPOTOHIHY,
TPULUKIIIYHI aHTUIEeNIPECAHTH), TPYIIH Tia3UOHUX Ta Tia3UAOMOOiOHUX OiypeTUKiB, MeTIHOBUX
Ta Kasinsbepiraoyux AiypeTHKiB, iHTiOITOPiB aHTi0TEH3UHIIEPETBOPIOIOYOTO GEPMEHTY,
aHTaroOHICTiB Ka/bIlil0, aHTArOHICTiB B-afipeHOpelenTOPiB ad0 iHAYKTOPiB MeTaboIi3aMy
CYP450 (takux sk pudaminus, 6apbiTypaTu).

Y xopi mocmifKeHHS 3a y4acTiO 300POBUX HOOPOBOIBIIIB-40IOBIKiB OqHOYACHE 3aCTOCYBaHHS
aHTaroHiCcTa eHOOTeNniHy 6oceHTaHy (momipHuy ingykTop CYP3A4, CYP2C9 Ta, MOXKIIHUBO,
CYP2C19) y piBaoBaxkHOMY cTaHi (125 Mr aBiui Ha go0Oy) Ta cunpeHadiny y piBHOBaxKHOMY
crani (80 mr Tpuyi Ha moby) mpu3Bomuno oo 3uuxkeHHsI AUC Ta C,,,, cunmeHadiny Ha 62,6 %
Ta 55,4 % BiAnoBinHO. TOMYy OfHOYACHE 3aCTOCYBaHHSA TAaKUX IOTYyKHUX IHAYKTOPiB CYP3A4,
K pudaMIIiH, MOXe IPU3BOOUTH [0 OiNTbIII BUPAXKEHOI0 3HUKEHHS KOHIIeHTpaIllii
cungeHadiny B maa3mi KpPosi.

Hixopaugun siBnsie co6010 TiOpua akTUBATOpa KasblieBUX KaHAaJIiB Ta HiTpaTy. HiTpaTHui
KOMIIOHEHT 3YMOBIIIO€ MOXKJIUBICTh MOT'0 CEPHO3HOI B3a€MOZI1 3 CHIgeHadisioM.

Bnaue cuadeHainy Ha iHwi aikapcvki 3acobu.

JToCIIimXeHHs in Vvitro.

CunpeHadin - cnabkui inridiTop isodpopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4 uutoxpoMy
P450 (IKy, > 150 mkMomnb). OCKinbKY IMiKOBa IIJIa3MOBa KOHIIEHTPAlis cunaeHadiny
MOpPiBHIOE IPUOIK3HO 1 MKMOIIb, BIKB npenapaty BIATPA® ODT Ha KiipeHC cy6CcTparTis Iux
i3opepMeHTIB MaIOMMOBIPHUH.

BigcyTHi gaHi mopmo B3aeMopil cunaeHadiny Ta Takux HecrenupiyHuX iHTiOiTOPIB
dbochomiecTepasu, K TeODiTiH Ta OUITiPUAAMOJI.

[TocHimKeHH in VIVo.

OckinbKY BimoMo, 1110 cungeHadin Ma€e BIJIMB Ha MeTa00J1i3M OKCHUIY a30TY/IUKIIIYHOTO
ryano3uaMoHopocdhaTy (1 M®), 6ymo BCTaHOBIEHO, 110 CUNIIeHadin MOTeHIIit0e
TiMOTEH3UBHY [il0 HITPaATiB, TOMYy MOr0 OGHOYAaCHE 3aCTOCYBaHHS 3 JOHOPAMHU OKCULY a30Ty
abo 3 HiTpaTaMu B OyOb-sKiit popMi mpoTunokasane (IUB. po3nin «IIpOTUIIOKA3aHHSI»).

Pionuryat. [JoKTiHIYHI OCTIIXKEHHS TPOOEMOHCTPYBAIM afUTUBHUM CUCTEMHUM €(PEKT
3HUKEHHS apTepialbHOT0 TUCKY IIPY OOHOYACHOMY 3acToCyBaHHi iHTribiTopiB ®JIES 3
piomuryatom. Kininiuni gocmigxKeHHs IPOAEMOHCTPYBAIH, IO PiOIUTyaT IIOCUIIIOE TIIIOTEH3UBHY
miro inribitropiB ®IES. V marfienTis, siki 6pasu y4acTh ¥ JOCIiIXKEHHI, He CIIOCTEPIiranoch
TIO3UTHBHOTO KJIiHIYHOT0 epeKTy pu OMHOYACHOMY 3acTocyBaHHi iHriGiTopiB ®IIES 3 piouuryarom.
[TpoTumnoKa3aHe OQHOYACHE 3aCTOCYBaHHS pionuryary 3 inridiropamu ®IES (y ToMy 4uci
cunpgeHadinoM) (gus. po3min «[IpOTUIIOKA3aHHS»).

OpHouyacHe 3aCTOCyBaHHS cunmeHadiny Ta 6710KaTOPiB X-aApPEeHOPEIENTOPiB MOXKe
IIPH3BECTH [I0 PO3BUTKY CUMIITOMATHUYHOI TiTOTEH3i1 Y AeSIKUX CXUIBHUX [I0 I[bOTO IMalli€HTIB.
Taka peaxkilig HaldacCTillle BUHKAKAaJa IPOTAroM 4 TOAMH IiC/Isd 3aCTOCYBaHHS CUIAeHadiny
(muB. po3min «Croci6 3acTocyBaHHS Ta M03u» Ta «OCOOIMBOCTI 3aCTOCYBaHHS»). Y Xo[i

3 mocnimKeHs crnenudiyHol B3aEMOil TiKapChKUX 3ac00iB 6JIOKATOP (-afiPeHOPEIeIITOPiB



nokca3o3uH (4 mr Ta 8 Mr) Ta cunpeHadin (25 mr, 50 mMr ta 100 Mr) 3acToCcoByBanucs
OJIHOYACHO TallieHTaM i3 moOpPOsSIKiCHOIO TinepIiia3ieio mepeaMixypoBoi 3ao3u, crabinizallis
CTaHy SKUX OyJia OCSTHYTA IIPU 3aCTOCYBaHHI TOKCA303UHY. Y ITUX MOMYJISAIIsIX
CIIOCTepiranaocs cepenHe OOaTKOBe 3HUKEHHS apTepialbHOI0 TUCKY y II0JI0KEHHI nalieHTa
jiexxayu Ha 7/7 MM pT. CT., 9/5 MM pT. CT. Ta 8/4 MM PT. CT. Ta CEpPENHE 3HUXKEHHS
apTepialbHOTO TUCKY V IIOJIOKEHHI IallieHTa CTOA4YU Ha 6/6 MM pT. cT., 11/4 MM pPT. CT.,

4/5 MM pT. CT. BigmoBigHO. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI cuiieHadiny Ta JOKCa303UHY
natieHTaM, crabinizallis cTaHy SKuX Oyjia JOCSATHYTa IIPU 3aCTOCYBaHHI JOKCa303UHY, iHOA1
ITOBITOMJISITIOCS TIPO PO3BUTOK CHMIITOMATUYHOI OPTOCTATAYHOI TiOTeH3il. Y 1Iux
ITOBIOMIIEHHSIX WIIIJIOCS IIPO BUIIQKX 3allaMOPOYEHHS Ta IepefHEeNpPUTOMHUY CTaH, ane 0e3
CUHKOIIE.

He cnocTtepiranocst XKOOHUX 3HAUYYIIUX B3a€EMOZIN IIPU OMHOYACHOMY 3aCTOCYBaHHI
cungenadiny (50 mr) i Tonbyraminy (250 mr) a6o Bapdapuny (40 Mr), 1m0 MeTabomi3yI0ThCS
CYP2C9.

Cunpgenadin (50 Mr) He IPKU3BOAUB OO IMOMOBKEHHS YaCcy KPOBOTeYi, CIPUYUHEHOL
3aCTOCYBaHHSM alleTUICATIIII0BO1 KucmoTu (150 mr).

Cunpenadin (50 Mr) He IOTEHI[iI0BAB TiIOTEH3UBHY Mil0 aJKOT0JII0 Y 3OPOBUX NOOPOBOJIBIIIB
IIpU CepegHbOMY MaKCUMaJIbHOMY PiBHI eTaHOJy B KpoBi 80 Mr/mjt.

Y nanieHTiB, gKi 3aCTOCOBYBa/M CUJIAeHa(DII, He CIIOCTePiranocs KOOHNX BITMIHHOCTEX
npodinio mobiuHMX e(peKTiB MOPiBHSAHO 3 MIale00 TPy OMHOYaCHOMY 3aCTOCYBaHHI TaKUX
KJIaCiB TiOTeH3WBHUX JIiIKapChKUX 3ac00iB, IK AiypeTuku, 6710KaToOpu B-agpeHOPEeenTopis,
inriditopu AII®, aHTaroHicTu aHrioTeH3uny II, aHTUTiNEpTeH3UBHI TiKapchKi 3acobu
(cymnuHOPO3IIMPIOBaIbHI Ta IEHTPAIbHOI [iil), 6I0KaTOpX afpeHepriYHuX HEVPOHIB,
6JI0KaTOpH KabIiEBUX KaHalliB Ta 0710KaTOPH (-afipeHOPELIENITOPIB. V crelianbHOMY
IOCIIIXXKEeHHI B3aeMOil IpX OGHOYAaCHOMY 3acTocyBaHHI cunpgeHadiny (100 mr) ta
aMJIOQUIIIHY MTalliEHTaM i3 apTepiaibHOIO TiepTeH31€ CIIoCTePiragocs ONaTKOBE
3HUXKEHHS CUCTOJIIYHOTO apTepiaJibHOI0 TUCKY B IIOJIOKEHHI JieKayu Ha 8 MM PT. CT.
BiamoBigHe 3HUKEHHS OiaCTONIYHOTO apTePianbHOr0 TUCKY CTAHOBUJIO 7 MM PT. CT. Lli
IOOATKOBI 3HUKEHHS apTepianbHOTO TACKY Oy MOPIiBHIHHUMY i3 TaKUMH, 110
CIIOCTepiranaucs Mpu 3aCTOCYBaHHI nulle cunmeHadiny y 3mopoBux 0oOPOBOIIBIIIB (IUB.
po3ain «®apMaKoIOTiyHi BIaCTUBOCTI»).

Cunpenadin B 1o3i 100 Mr He Br/IKMBaB Ha (papMaKOKiHeTHYHI MOKa3HUKY iHTriOiTopiB BIJI-
IIpoTeas3H, CakBiHaBipy Ta PUTOHABIPY, sKi € cybcTpaTamu CYP3A4.

Y 3mopoBux JOOPOBOJIBIIIB YOJIOBIYOi CTAaTi 3aCTOCYBaHHA cunmeHadiny y piBHOBaXXKHOMY
crani (80 mMr Tpuyi Ha moby) mpu3Bomuio o mipeuineHHs AUC ta C,,, 6ocenTany (125 mr
OBiui Ha meHb) Ha 49,8 % ta 42 % BigmoBimHO.

max

3acToCyBaHHS OJHOPA30BOl M03u cunmeHadiny i3 cakybiTpuiioM/BarcapTaHOM B
PiBHOBa>KHOMY CTaHi y MallieHTiB 3 apTepiaibHOIO TinepTeH3i€o 0yII0 MoB’ A3aH0 3i 3HAYHO
OiMbIIMM 3HUKEHHSIM apTepiajlbHOT'0 TUCKY MTOPIBHSIHO i3 3aCTOCYBaHHSIM
cakyOiTpuny/BancapTany okpemo. Tomy ciifm 3 06epekHICTIO TIOYMHATH 3aCTOCYBaHHS
cungeHadiny namieHTam, AKi OTPUMYIOTh CaKyOiTpuIl/BajicapTaH.



Oco6.1ueocmi 3acmocyeaHHsi.

ITo moyaTKy Teparii ciig 3i0paTu MEOUYHUYN aHAMHE3 TallieHTa Ta IPOBECTH ¢i3uKalIbHe
00CTeXKeHHS OJIs1 OiarHOCTUKYM €PEeKTUIbHOI AUCQYHKII Ta BU3HAYEHHS 11 MOXKIMBUX
IPUYUH.

daxmopu pu3uky cepyeso-cyouHHux 3axeoptosaHb. OCKINIbKM CEKCyasibHa aKTUBHICTh
CYIIPOBOIXKYETHCS IEBHUM PU3UKOM 3 OOKY Ceplis, [0 MoYaTKy OyOb-IKOTO JTiKyBaHHS
€PEeKTUIHbHOI AUCPYHKIII1 TiKap Ma€ OLHUTH CTaH CEPLIEeBO-CYANHHOI CUCTEMHU Ialli€HTa.
CunpgeHadin YMHATH CyIMHOPO3IMMPIOBAJIbHY Mif0, 110 IPOSBIISETLCS JIETKUM Ta
KOPOTKOYaCHUM 3HUXKEHHSIM apTepiabHOro TUCKY (OuB. po3nin «dapmMakoguHaMika»). [1o
IpU3Ha4YeHHS CUIfeHadiny jmikap Ma€ peTelbHO 3BaXKUTH, YU MOXKe TakKuil epeKT
HECIPHUSTIHMBO BIIMBATY HA MAIli€EHTIB i3 MeBHUMYM OCHOBHUMHU 3aXBOPIOBAHHSIMHM, 0COOIMBO
y KoMOiHatii i3 cekcyanbHOI0 aKTUBHICTIO. []0 Malli€eHTiB i3 MigBUIIeHOI0 YYTIUBICTIO OO
Ba30MIaTATOPIB HajleXkaTh MaI[iEHTH i3 00CTPYKIIi€I0 BUBITHOTO TPAKTY JIiBOTO IIJTyHOYKA
(HMampuKIaf, CTEHO3 a0pTH, TinepTpodiuHa 06CTPYKTUBHA KapAioMionarist) Ta MmalieHTH i3
PiOKiCHUM CMHAPOMOM MYJIbTHCUCTEMHOI aTpodii, OMHUM i3 IIPOSIBIB AKOI € TIXKKE
TIOPYILIEeHHS peryisilii apTepiaJbHOTO TUCKY 3 O0KY BereTaTUBHOI HEPBOBOI CUCTEMHU.

BIATPA® ODT mOTeHI{iIOE TiMOTeH3UBHIIM eQeKT HiTpaTis (quB. po3fin «IIpoTUIOKa3aHH»).

Y nocTMapKeTHHTOBUM TIEPiof IMOBIIOMIISIOCS PO TSAXKKi Mo0iYHi peakilii 3 00Ky ceplieBo-
CYOUHHOI CUCTEMHM, BKJIIOYalouy iHGapKT Miokapya, HecTabinbHy CTeHOKap/ilo, ParToOBY
CepIEeBy CMepPTh, IIJIYHOYKOBY apUTMilo, 1lepeOpoBacKy/IsIpHI KDOBOBUIMBU, TPAH3UTOPHY
ilmeMiuHy aTaky, apTepiajibHy TillepTeH3i0 Ta apTepiajbHy TinoTeH3it0, AKi 3a 4aCoM
36iranucs i3 3acrocyBanHsaM npenapaTy BIATPA® ODT. ¥V GinbInocTi allieHTiB, ane He y
BCiX, icCHyBanu (paKTOpU PU3UKY CEPIIEBO-CYOIUHHUX 3aXBOPIOBaHb. barato Takux mobivHmx
peaxlrii crioctepiranocs mig 9ac abo ompasy Mmicis CTaTeBOro aKTy i JIuIlle KijlbKa TPamuiaocs
HeBMIOB3i micna 3acTocyBanHs mpenapaty BIATPA® ODT 6e3 cekcyasibHOI aKTUBHOCTI. ToMy
HEMOXKJIMBO BU3HAYMUTH, UM TOB’SI3aHUM PO3BUTOK TAaKMUX IMOOIYHUX peakiliii 6e3rmocepenHbo
i3 (hakTOpaMU pU3UKY, YU iX PO3BUTOK 3yMOBJIEHUM iHIIMMU YUHHUKAMHU.

Ipianizm. 3acobu s TiKyBaHHS €pPeKTUIbHOI fUCOYHKITI, ¥ ToMy YuCi ¥ cunmeHadin, cmin
IIprU3Ha4YaTy 3 00epeKHICTIO MallieHTaM i3 aHaTOMiYHUMHU fedopMallisiMu MeHica (TaKUMU K
aHTyNAIs, KaBepHO3HUY (Hibpo3 abo xBopoba [TeitpoHi) Ta naiieHTam 3i cTaHaMH, 1110
CIIPUSIOTH PO3BUTKY Ipiami3My (TaKUMHU SK CEPIONONIOHOKIITUHHA aHEMisE, MHOXKUHHA
MienioMa abo nerikeMis). [Ticyg BUXoOy MpelapaTy Ha PUHOK MOBIOMIISAIOCS PO BUTIAgKU
TIOMIOBXKEHOI epeKIlil Ta mpiamiamy. ¥ pasi, Konu epekiisi TpuBae OibIl HixK 4 TOOWHY,
mallieHTaM CJIif HeraiHO 3BEPHYTHUCH 3a MEAUYHOI AOTIOMOI0I0. 3a BiACYTHOCTI HETaWHOT O
JiKyBaHHS Tpiali3aM MOXKe MPU3BECTH A0 MOITKOOXKEHHS TKaHUH IeHica Ta 10 CTikKOol BTpaTu
MIOTEHIIil.

OO0HouacHe 3acmocyBaHHs 3 iHwumu iH2ibimopamu ®IIE5 abo iHwumu npenapamamu 045 AiKYy8aAHHSA
epekmubvHoi ducyHkuii. be3neka Ta e)eKTUBHICTh OQHOYACHOTO 3aCTOCYBaHHS CUIfeHadiny
3 inmmMmu inriditopamu ®JIES abo iHMIKMMY IpemnapaTaMu AJIs JTiKyBaHHS TilepTeH3il
JIeTeHeBOl apTepil, sSKi MicTATh cunaeHadin (Hanpukiag npemnapaT Pesanno), 9u 3 iHIMUMHU



IperapaTaMy [7is TiKyBaHHS epeKTUIbHOI fUChYHKIIII He BUBYaAIUCS. TOMY 3aCTOCYyBaHHS
TaKuxX KoMOiHallili He peKOMeHIOBaHe.

Bnaue Ha 3ip. CIIOHTaHHI IOBiOMJIEHHS IPO BUHUKHEHHS Je(PeKTiB 30py HaAXOOUIN
acolli0BaHO i3 3aCTOCyBaHHAM cuigeHadiny ta iHmux iuridéitopis ®IES (ouB. po3min
«[Tobiyni peakuii»). [Ipo BUagku HeapTepiaabHOI TepPeHbOI illeMiyHOI HEBpoOMaTil
30pOBOT0 HEPBA, 110 € PIAKICHUM CTaHOM, HaJXOOU/IX CIIOHTAHHI IIOBIJOMJIEHHS Ta
IIOBIAOMIISTIOCS Y HATJIILOBOMY HOCHIAKEHHI acoLiii0BaHO i3 3aCTOCYBaHHAM CUIgeHadiny
Ta iHmmx inribitropis ®IES (muB. po3min «I1o6iuHi peakirii»). [TallieHTiB CIlif momepenuTH, 110
y pasi panToBoro IOpPyIIEHHS 30py 3aCTOCOByBaHHA mpenapaty BIATPA® ODT crip
IPUNUHUTY Ta HeTalHO 3BEePHYTHUCS A0 JiKaps (AuB. po3min «[IpoTunoka3aHHI»).

OdHouacHe 3acmocysanHs 3 pumoHagipom. ODHOYACHEe 3aCTOCYBaHHA CUNgeHadiny Ta
PUTOHABIpy HEe PEKOMEHAYETHCS (MUB. po3Min «B3aemopis 3 iHIIUMYU JTiKapCbKUMU 3aco0aMu
Ta iHII BUOM B3a€EMOMIN»).

OdHouacHe 3acmocysaHHs 3 baokamopamu a-adpeHopeuenmopis. IlalieHTaM, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPEIENITOPIB, 3aCTOCOBYBATHU CUAeHadin ciig 3 00epexkHiCTI0, OCKITbKY TaKa
KoMOiHalliss MOXke MPU3BECTH 00 CUMIITOMATUYHOI TiOTeH3ii y IeAKUX CXUIbHUX A0 I[bOTO Malli€HTiB.
CuMnTomMaTHyHa TiOTeH3isd 3a3BUYail BUHUKAE IIPOTATOM 4 TOAMH IiC/IS 3aCTOCYBaHHS
cunpeHadiny. 3 MeTor0 MiHiMi3allil MOXKIIUBOTO PO3BUTKY IIOCTYpAIbHOIL IiNOTEH3il 10 I0YaTKy
3aCTOCYBaHHS cunmeHadiny reMogrHaMiuyHi MOKA3HUKY IAlliEHTa IIPX Teparil 6J10KaTopamMu o-
agpeHopelenTopiB MaTh 6yTH cTabinbHuMU. CIIil PO3TIISHYTH MOXKJIUBICTh 3aCTOCYBAHHS
II04aTKOBOI 03U cunpeHadiny 25 mMr (auB. po3min «Cmocib 3acTocyBaHHS Ta mo3u»). Kpim Toro, cuin
npoiHpOpMyBaTH MAIli€HTIB, K OiATH ¥ pa3i OSBU CUMIITOMIB OPTOCTATUYHOI TiMmoTeH3ii.

Bnaus Ha kpogomeui. [IoCTiIKeHHsT TPOMOOITUTIB JIIONUHYU IPOIEeMOHCTPYBAJIH, 1110 in Vitro
cunpgeHadin MOTeHIlil0e aHTHAarperaliiii epekTy HaTpitoo HiTponpycuny. HeMae xkogHo1
indopmMariii momo 6e3meky 3acTOCyBaHHS culmeHadiny nalieHTaMu i3 IOPYIIEeHHSI MU
3ropTaHHs KPoBi ab0 roCcTpoIo MENTUYHOI0 BUPa3K0i0. TaKMM YMHOM, 3aCTOCYBaHHS
cungeHadiny namieHTamu Ifi€l TPy MOXKJIMBE JIUIIIE IiC/IS PeTeNbHOl OI[iHKI
CHIBBITHOIIIEHHS KOPUCTI Ta PU3UKIB.

ITonomiowcHi peuosuHu. Llen mikapcbKui 3acid MicTUTh MeHIe 1 MMob HaTpito (23 Mr) Ha
TabJIeTKy, TOOTO MPaKTUYHO BibHUM Bif HaTpit0. IIpo I1e MoxKHa MPoiH(GOPMYBaTH MAaIliE€HTIB,
K1 JOTPUMYIOTHCS OiETU 3 HU3bKUM BMICTOM HATPIlo.

Bmpama cayxy. JlikapsiM cJlif IOpafiuTH MallieHTaM IPUIUHUATYA 3aCcTOCyBaHHs iHTibiTopis ®IIES,
BKITI0Yatouy npenapat BIATPA® ODT, Ta HeraifHO 3BepHYTHCS 3a MEIUYHOIO0 JOIIOMOTIOI0 y pasi
PanTOBOTO 3HUKEHHS YU BTpaTH Ciayxy. [Ipo 1i sBulla, sSKi TaKOXK MOXKYTh CYyIPOBOXKYBATUCS
I3BOHOM Y ByXax Ta 3allaMOPOYEHHSIM, MOBIAOMIISIOCS 3 acoLlialli€l0 ¥ 4yaci i3 3aCTOCYyBaHHAM
inribitopie ®JIE5, BK/IIOYa0OYHX IIpermapar BIATPA® ODT. Bu3HauuTy, 4u i SBUIIA MIPSIMO TI0B’s13aHi
i3 3acTocyBauHaM iuribiTopiB ®MIES, uu 3 iHmMUMU HaKTOpaMu, HEMOXKIIUBO.

O0HouacHe 3acmocyeaHHs i3 ezinomeHausHumu npenapamamu. BIATPA® ODT YMHHUTEL CHCTEMHY
CYAVHOPO3IIMPIOBaJIbHY [IiI0 Ta MOXKeE B IIOAAJIbIIIOMY 3HUXKYBATU apTepialbHUM TUCK Y
TIallieHTiB, SIKi 3aCTOCOBYIOTh TiMOTEH3UBHI JTiKapchKi 3ac00u. Y 0KpeMOMY AOCTiAKeHH]
JiKapChKOl B3aEMOil IPY OJHOYACHOMY 3aCTOCyBaHHi amnoautminy (5 Mr abo 10 Mr) Ta
npenapaty BIATPA® ODT (100 Mr) mepopaibHO CIOCTEPIranocs cepefHe qofaTKOBe



3HUXKEHHS CACTOJIIYHOTO THUCKY Ha 8 MM PT. CT. Ta OiaCTOJIIYHOTO - Ha 7 MM PT. CT.

3axe0pio8aHHs, W0 nepedaomvcs cmamesum uL1AxXoM. 3aCTOCYBaHHs npenapaTy BIATPA® ODT
He 3aXUIIa€ Bill 3aXBOPIOBaHb, 110 IIepefalnThCsa CTaTeBUM HUIAXOM. CIlif pO3rIaHyTH
MOXKJIUBICTD iHGOPMYBaHHS MAI[iEHTIB M0N0 HEOOXimHUX 3am00iKHUX 3aX0MiB AT 3aXUCTY
Bifl 3aXBOPIOBaHb, 1110 IIepefaloThCsA CTaTeBUM IIJISX0M, BKJIIOUal04y Bipyc iMyHOOedinuTy
JIIOOVHY.

®epmuavHicmb. Ilicns 3acTocyBanHs go3u 100 Mr 3M0poBUME [OOPOBONIBLAME HE CIIOCTEPIraaocs
BIIJIUBY Ha MOP(QOJIOTiI0 Y PyXOMiCTh CIIEPMaTO3011iB (IuB. po3ain «dapmMakoguHaMiKa»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oto.

TIpenapat BIATPA® ODT He npu3HayeHUH [ 3aCTOCYBaHHS KiHKaMH.

30amHicmb 8niueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

BIAT'PA® ODT MoxKe MaTH He3Ha4HWi BIUIMB Ha KePyBaHHS aBTOTPAHCIOPTOM ab0 iHIIAMH
MeXaHi3MaMHu.

OcCKinbKY y XO[i KITiHIYHUX OOCTiOKeHb 3aCTOCYBaHHS CUIAeHadiny MOBiIOMIISAIOCS PO
BUIIAKM 3allaMOPOYEHHS Ta MOPyILIeHHs 3 60Ky OopraHiB 30py, Iepef TUM K CifaTi 3a
KEepMO TPAHCIIOPTHOTO 3aco0y abo MpallloBaTH 3 iHIIKMMKM MeXaHi3MaMH, TallieHTaM
HeoOXigHO 3’sICyBaTH, SIKO0 € IXHS iHOUBimyasbHa Peakilis Ha 3aCTOCYBaHHS IIperapary
BIATPA® ODT.

Cnoci6 3acmocyeaHHss ma do3u.
[Tpemapat 3aCTOCOBYIOTH ITEPOPAIIBHO.

[Ipemapart ciif 3acTOCyBaTH HETAWHO IIiCIs TOTO, SIK TableTKy BUMHSANM 3 OicTepa.
Tab1eTKy CIif MOK/IaCTH Ha SI3UK, JOYeKaTUCs ii po3mnagaHHs, a MoTiM TPOKOBTHYTH.
[IpenapaT MoXKHa MpUUMaTHU 3 BOHO0I0 abo 6e3.

[Tpu HeoOxigHOCTI 3acTocyBauHs mo3u 100 Mr mpyry TabneTKy CIifg IPpUUHSATY JTUIIe MiCs
IIOBHOT'O PO3MaflaHHs MepIoi TabIeTKH.

PekoMeHI0BaHO 3aCTOCOBYBATHU IIperapaT HaTIIe, OCKIJIbKY IIPU 3aCTOCYBaHHi IIpenapary
OJHOYACHO 3 XKUPHOI0 1XKEeI0 CIIOCTepiraeThCs 3HaYHa 3aTpuMKa abcopOilii mopiBHSAHO i3
3aCTOCYBaHHSM Ta0JIeTOK Ha IOPOXKHiM IITYHOK.

Iopocai. TIpu Heo6xigHocTi mpenapat BIATPA® ODT ciif 3acTocoByBaTH 3a 1 TOAMHY [0
CeKCyaJlbHOl aKTUBHOCTi. PeKoMeH0BaHa fA03a cTaHOBUTh 50 Mr. OCKiIbKY IPHU
OIHOYACHOMY 3aCTOCYBaHHi Ipenapary 3 ixker0 BinOyBaeThCs 3aTpuMKa abcopOirii Ta



YIIOBiNIbHIOETHCA edeKT Inpenapary (ouB. po3min «dapMakoKiHeTHKa»), peKOMEHIOBAHO
3aCTOCOBYBATH IIperapaT HaTIIe.

3anmexHO Bifi e(eKTUBHOCTI Ta IePEHOCUMOCTI 103y MoxkHa 36inbuutu 7o 100 mr.
MakcuManbHa peKOMeHI0BaHa f03a cTaHoBUTh 100 mr. ITpu HeoOXimHOCTI 3acTOCyBaTH HO3Y
100 mr crnig mpuitHaTH 2 TabneTku 1o 50 MT MOCTiAOBHO.

MakcuMarnbHa peKOMeHI0BaHa YacTOTa 3aCTOCYBaHHS IIpernapaTy CTAaHOBUTH 1 pa3 Ha moly.

[Tpu HeoOXigHOCTI 3aCTOCYBaHHS O03U 25 MT PpEKOMEH[I0BAaHO BUKOPUCTATH CUAeHadir,
TabJIeTKK BKPUTiI 000JIOHKOIO 110 25 MT.

ITauienmu aimHboeo 8iKy. HeoOXigHICTh y KOPEKIIil 031 MallieHTaM JIiTHBOTO BiKy (= 65 pOKiB)
BiCyTHS.

ITauieHmu i3 HUpKoBow Hedocmamuicmio. [I7is MalliEHTIB i3 HUPKOBOI HEOOCTATHICTIO JIETKOTO Ta
IIOMIPHOTO CTYIIEeHS TSAXKOCTI (KinipeHc kpeaTuHiny 30-80 Mi1/xB) peKOMeHI0BaHa [03a IIpernapary €
TaKOI0 X, SIK HaBeJEHO BUILlE V PO3Aini «[Jopoci».

OCKUIBKY y TIAIIIEHTIB 3 HUPKOBOIO HEOCTATHICTIO TSIXKKOT0 CTYIIEHS (KJIipeHC KpeaTUuHiHY
< 30 M1/xB) KJlipeHC cungeHadiny 3HUKEeHUU, CIIif PO3TIIHYTH MOXKIIUBICTh 3aCTOCYBaHHSA
mo3u 25 Mr. 3aiexkHo Bifl eheKTUBHOCTI Ta I€PEHOCUMOCTI IpenapaTy Ipu HeoOXiqHOCTi
03y MOXKHa IoCTynoBo 30inbmmTu 7o 50 mMr ta go 100 mr.

ITauieHmu i3 neuinko8ow Hedocmamuicmto. OCKiNTbKH Y MAI[iEHTIB i3 Ie4YiHKOBOIO HEJOCTATHICTIO
(HampuKIaf OUPO30M) KIIipeHC cungeHadiny 3HUKeHUH, CITiT PO3TISHYTA MOXKJIUBICTh 3aCTOCYBaHHS
mo3u 25 MT. 3asiexXHo Bifi eheKTUBHOCTI Ta IIEPEHOCHMOCTI ITpenapary Ipu HeoOXiqHOCTI 03y MOXKHa
nocTyIoBo 30inpmuTu 7o 50 Mr ta go 100 mr.

ITauieHmu, aKi 3acmocoayomy iHWi Aikapcvki 3acobu. FAKINO TaAIliEHTH OTHOYACHO 3aCTOCOBYIOTh
inribitopu CYP3A4 (3a BUHATKOM PUTOHABIPY, 3aCTOCYBaHHS SKOT0 OMHOYACHO i3 cunaeHadioM He
PEKOMEHOYEThCS, TUB. Po3minu «Oco6IUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHIMMMU TiKapChKUMHU
3acobaMu Ta iHII BUOY B3a€MOMiN») CIifl PO3T/ISHYTU MOXKJIMBICTh 3aCTOCYBaHHS I10YaTKOBOI J03U
25 Mr.

3 MeTOI0 MiHiMi3allil MOXKJIMBOTO PO3BUTKY IIOCTYPaIbHOL TiOTeH3il y Malli€HTiB, SKi
3aCTOCOBYIOTh 0JI0KaTOPU (-aipeHOPELIETITOPIB, [0 TOYATKy 3aCTOCOBYBaHHS cuigeHadiny
CTaH TaKMX Malli€eHTiB Ma€ OyTu cTabinmizoBaHuil. TaKoXK CIIi PO3TITHYTH MOXKJIABICTh
3aCTOCYBaHHS ITOYaTKOBOI 103U 25 MT (OuB. po3mainu «OcoO0nMMBOCTi 3aCTOCYBaHHSI» Ta
«B3aemoqis 3 iHIIMMHU TiKapChKUMU 3aco0aMHU Ta iHIIT BUIU B3AEMOMIN»).

Himu.

[IpemapaT He MMOKa3aHUM 10 3aCTOCYBaHHS ocobaMu BikoM 1o 18 pokis.

Ilepedo3yeaHHsi.

Y xomi KNTiHIYHUX [OCTiAXKEHDb 3a y4acTio J0OpOBOJIBIIB IIiff YaCc 3aCTOCYBAHHS pPa30Bol 03U



cungenadiny go 800 mMr mobiuni peakirii Oymu MOgiOHUMHU OO TUX, L0 CIIOCTEPiraaucs mnpu
3aCTOCYBaHHI cuimeHadiny y HUKYMX J03aX, ajie 3yCTpivanucs JacTimre Ta 0yiu OibIn TAXKKIMHU.
3acTtocoByBaHHA cungeHadiny y mosi 200 Mr He MPU3BOAMIIO 0 MiABUINEHHS €(EeKTUBHOCTI, aje
CIIPUYMHSIIIO 3POCTAHHS KiJTbKOCTi BUTIAAKiB PO3BUTKY MOOIYHUX peakilii (rojoBHOT0 00JT0, IPUIUBIB
KPOBi, 3allaMOPOY€EHHSI, JUCIIeIICil, 3aKIafeHOCTi Hoca, IOpylleHs 3 60Ky opraHiB 30py).

Y pasi nepemo3yBaHHS pU HEOOXiMHOCTI BAAIOTHCS 10 3BUUANHUX IiATPUMYyBaIbHUX 3aXOIiB.
[TpuckopeHHS KIIipeHCy cuipeHadiny npu reMofiai3i MaJlo¥MOBipHE Yepe3 BUCOKUM
CTYTiHb 3B’sI3yBaHHA IIpenapaTty 3 OiTKaMu Ija3MH KPOBi Ta BifCyTHICTh eiMiHaIllil
cunpgeHadiny i3 ceyelo.

ITo6iuni peakuii.

IIpodine 6e3nexu npenapaty BIATPA® ODT 6a3yeThCsl Ha JaHUX, OTPEMAHKX Y XOfi

74 TOOBIMHUX CIIIMUX M1a1e60-KOHTPOIbOBAHUX KITiIHIYHUX AociimkeHb (9570 naiieHTiB).
Hattuacriiiie ToBimoMIIsIIOCs PO TaKi MoOiuHi peakilil, SK ToJIoOBHUM 0iflb, TPUIIJIMBU KPOBI,
OUCIIeIICis, 3aKlaieHiCTh Hoca, Oinb y CIIMHI, 3alaMOPOYEeHHS, HYNOTa, IPUTLIUBY XKapy,
NIOpPYIIEeHHS 30Dy, LiaHOICig Ta 3aThMapeHHs 30py. [HbopMallis mogo mobiuHuX peakiin y
paMKax MOCTMapKeTHHTOBOTO CIIOCTepexKeHHs Oyna 3i0paHa MPOTATOM IEPiOAY TPHUBAIICTIO
6inbire HiK 10 pokiB. OCKiNbKY 3assBHUKOBI ITOBiMOMIISITIOCS He ITPO BCi MoOiYHiI peakilii Ta He
BCi mobiuHi peakii Oy BKIoueHi B 6a3y gaHux 3 0e3MeKH, YaCcTOTa TAaKUX peaklliit He
MoXkKe OyTH OOCTOBIpHO BU3HaYEHa.

Yci kninivyHO 3Hauymi Mo6GiYHi peaktii, 10 CIIOCTEpIranucs mif 9ac KIiHIYHUX OOCTioXKeHb
yacrTille, HiXK IPU 3aCTOCYBaHHI M1alle60, HaBeJeHO HUK4e BiATOBiIHO M0 Kitacudikarril
«CucreMa-opraH-Kjiac» Ta 4aCTOTH: gyxke 49acTo (= 1/10), gacto (= 1/100 - < 1/10), HE"acTo
(= 1000 - < 1/100) Ta pigko (= 1/10000 - < 1/1000). ¥ Mexkax KOKHOI TPy 3@ YaCTOTOIO
no0iyHi peakiiil HaBeleHO Y MOPAAKY 3MeHIIEeHHS iX CEpHAO3HOCTI.

[HbekIIiViHI Ta iHBa3WBHI 3aXBOPIOBAHHS.

Heuacmo: PUHIT.

Po3nagy 3 60KY iMYHHOI CUCTEMH.

Hevacmo: TiIepYyTIUBICTb.
Po3nagu 3 60KY HEPBOBOI CHCTEMH.
Iyoice yacmo: TOIOBHUM Oifb.
Yacmo: 3am1aMOPOYEHHS.

Heuacmo: COHIUBICTB, TilecTe3is.

Pioko: iHCyBT, TPAQH3UTOPHA illeMiYHa aTaka, CyooMU*, peLlUAuBY CyIoM*, CHHKOIIE.

Po3nagu 3 60Ky OprasiB 30py.



Yacmo: OPYLUIEHHS CIPUUHSATTS KOJIbOPY**, po3iafu 30py, 3aTbMapeHHS 30Dy .

Heuacmo: po31agu CIb030BUIIIEHHI **, 6inb B o4ax, ¢oTod00ist, hoTOICis, rinepeMis ouel,
SICKPaBiCTh 30Py, KOH IOHKTUBIT.

Pioko: HeapTepiasibHa ITepegHA illleMidyHa HeUPOoIaTisa 30POBOr0 HepBa*, OKJII03isd CYAUH CITKiBKU*,
peTuHaIbHUM KPOBOBUIIUB, apTEPIOCKIIEPOTUYHA PETUHOIATIS, TOPYIIEHHS 3 00KY CiTKiBKH,
riraykoma, 0eeKTH MoJist 30PYy, OUIIIOINis, 3HUKEeHHS TOCTPOTH 30Dy, MioOIIis, aCTEHOIIis, MlaBaloydi
TIOMYTHIHHSI CKJIUCTOTO Tijla, OPYIIeHHs 3 60Ky paiayKHOi 000JI0HKY, Mifipia3, mosBa CAIOYUX
KPYTiB HABKOJIO [A2Kepesia CBiT/a (rajo) y mosi 30py, HabpsK o4el, MPUMIyXJIiCTb 04el, MOPYIIeHHS 3
00Ky ouel, rinepeMisi KOH'IOHKTHUBH, TIOOPa3HeHHs o4Yel, aHOMaJsIbHi Bif4yTTs B 04aX, HabpsK IOBIK,
3HeOapBIIeHHS CKIIEPH.

Po3nany 3 60Ky OpraHiB CIyXy Ta BeCTUOYIIPHOTO anapary.
Heuacmo: 3allaMOpPOY€eHHs, I3BiH y ByXax.

Pioko: rnyxora.

Po3namgu 3 60Ky cepiis.

Heuacmo: Taxikapmis, IOCUIeHe CepleOuTTs.

Pioko: panToBa ceplieBa cMepTh*, iHdapKT MioKapAa, IIyHOUYKOBa apuTMis*, ¢hibpunsiis
nepencepnb, HecTabinbHa CTEHOKAPHis.

Po3nagy 3 60KY CYOUH.

Yacmo: TpunuBY KPOBi 10 00/TMYYs, IPUTUBYU Kapy.

Heuacmo: TiniepTeH3is, TinoTeH3id.

Posnany 3 60Ky pecnipaTopHoi cHCTeMH, OpraHiB rpyIHOI KIITKY Ta CEPenoCTiHHS.
Yacmo: 3aKnIafdeHicTh Hoca.

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

Pioko: BiguyTTsl CTUCHEHHS y TOpJli, HabpsgK CI130B01 000JIOHKK HOCA, CYXiCTh y HOCI.
Po3nagu 3 60Ky IITYHKOBO-KUIITKOBOTO TPAKTY.

Yacmo: HygoTa, OUCIIEIICis.

Heuacmo: racTpoe3odareanbHa pediokcHa xBopoOa, O1ioBaHHs, 6ifib y BepXHill YaCTHHI
JKUBOTA, CYXIiCTh y POTi.

Pioko: rimecTe3isg poTOBOI MOPOKHUHH.

Po3nanu 3 60Ky WMIKipy Ta HiAMKipHOI TKAHWHH.

Heuyacmo: BUCHUIIaHHSI.



Pioko: cuapgpoM CriBeHca - [I2KOHCOHA*, TOKCHUYHUY eliflepManbHUM HEKPOTi3*,

Po3nagy 3 60KY OIOPHO-PYXOBOT0 anapaTy Ta CIIONYYHOl TKaHWHH.

Heuacmo: Mianris, 6inb y KiHIiBKaX.

Posnanu 3 60KY CEYOBUIITBEHOI CUCTEMU.

Heuacmo: rematypis.

Po3mamou 3 60K§Z QGHQOES{KTI/IBHOi CHUCTEMH Ta MOJIOYHHX 34JI03.

Pimko: KpoBOoTe4a 3i CTaTEBOT0 4/ieHa, IIpiami3amM*, reMaTOCIepMis, TOJOBXKEHA €PEKITis.

3aranbHi po3/lafy Ta Peakliil y MicIli BBeIeHHS.

Heuacmo: 6inb y TPyOsX, MigBUIIleHa CTOMITIOBaHICTh, BifUyTTS XKapy.

Pioko: moipa3HeHHS.

OOCTeXeHHS.

Heuacmo: migBuIlleHa YaCTOTa CePIeBUX CKOPOUYEHb.

* [loBigoMIISIOCS NUILeE i Yac OOCHiAXKeHHS IiCIg BUXOOy IIpernapaTy Ha PUHOK.

** TlopylIeHHS CIPUUHATTS KOIbOPY: XJIOPOIICis, XpPOMATOIICis, I[iaHOIICis, EPUTPOIICis,
KCaHTOIICIA.

*ik TlopyIeHHS CIIBO30BUIIIEHHSA: CYyXICTh B 04aX, [IOPYIIEHHS CIIbO30BUIIIEHHSA Ta
IiOBUIIIEHHS CIIbO30BUIIIEHHS.

3a3HayeHi HUXKYe Mo0iYHi peakilil crocTepiranucs y < 2 % Malli€eHTiB y Xofi
KOHTPOJIbOBAHUX KJIIHIYHUX [OCIIiIKEeHb; 1X IPUYMHHUM B3a€MO3B’I30K i3 3aCTOCYBaHHIM
npenapaty BIATPA® ODT € HeBu3Ha4YeHUM. Bynu 3a3HayeHi MoGivHi peakiii, mo Manu
BipoTigHUY 3B’A30K i3 3aCTOCYBaHHAM Ipemnaparty. [Ipu ubomy He Oynu 3a3HaudeHi moOiuHi
peaxtiii 1erkoro cTyneHs. Takoxk He 3a3Hayanucs MobiuHi peakilii, MOBiHOMIIEHHS MPO SIKi
Oynu fyKe HETOUHUMH, 11100 MaTH 3HAUYEHHS.

3aeanvHi: HAOPSIK 00IMYYS, peakilii GOTOUYTIMBOCTI, 0K, acTeHist, Oilb, panToBe NaiHHSA,
Oi/1b y 2KMBOTI, paIliTOBE MOIIKOMXKEHHS.

3 60Ky cepueso-cy0uHHoi cucmemu: CTeHOKapmist, AV-6110kafa, Mirpess, mocTypajbHa
rimoTeH3is, imemis Miokapaa, TpoM003 CyAWH T'OJIOBHOT'O MO3KY, PaliTOBa 3yNMHKA CEPIId,
nopylueHHs pe3ynbTaTiB Ha EKI', KapgiomionaTis.

Po3nadu 3 60Ky WayHKOBO-KUWKOB020 MPAKmy: TIIOCUT, KOJIIT, mucdarisi, raCTpUT, TaCTPOEHTEPHT,
e30(darit, CToMaTUT, TIOPYIIEHHS Pe3y/IbTaTiB MeYiHKOBUX P06, peKTalbHa KPOBOTEYA, TiHTIBIT.

3 6oky cucmemu Kpogi ma Aim¢pamuyuHoi cucmemu: aHEMis, TeUKOIIEeHis.



Po3nadu memaboaismy ma xapuysaHHs: CIIpara, HaOpsK, mogarpa, HectaOinbHUY Oiaber,
rimepriikemis, nepudepuydHi HabpsSKy, rinepypuKeMis, TinoraikeMis, rimepHaTpiemis.

Po3aadu 3 6oky ckenemHo-m’ 30801 cucmemu: apTPUT, apTPO3, PO3PUB CYXOXKUIITIS,
TEHOCHHOBIT, 6isib ¥ KiCTKaxX, MiaCTeHis, CHHOBIT.

Po3znadu 3 60Ky Hepeosoi cucmemu: aTaKCisg, HEBparis, HeMpomaTis, mapecTtesis, TpeMop,
BEPTUTO, Jempecisi, 0e3COHHS, aHOMAaJIbHI CHOBUOIHHS, 3HUXKEHHS pedIieKcis.

Poznadu 3 6oky duxaavHoi cucmemu: aCTMa, JACITHOE, TAPUHTIT, GapuHTIT, CAHYCUT, OPOHXIT,
IIOCUJIEHE CIIMHOBUIJIEHHS, TOCUJIEHHS KalIIJTIO.

Po3nadu 3 60Ky wkKipu: KPOIIUB' THKA, Tepiec, CBepOikK, MIiTIMBICTh, BUPA3KU IIKipH,
KOHTaKTHHAU AEPMaTHUT, eKC(HOTiaTUBHUN TePMAaTHUT.

Cneuueiuni 8i0uymms: panToBe 3HUKEHHS YU BTpaTa CIyxy, Oilb y ByXaX, KPOBOBUIIUB Y OKO,
KaTapakTa, CyXiCTb B O4aX.

Po3nadu 3 60Ky ypozeHimaabHoi cucmemu: UCTUT, HIKTYPis, MigBUIleHa YaCTOTa
CEeYOBUNIYCKaHb, 30ibIIEHHST MOJIOYHUX 327103, HETPUMAaHHS Ceyi, MOPYIIeHHs esKYIIsIIii,
HaOpsK CTAaTEBUX OPTaHiB, aHOPTa3Mis.

OCBIiIl 3aCTOCYBaHHA MiCig BUXOOY Ha PUHOK. 3a3Ha4YeHi HUXK4Ye 1Mo0iuHi peakiril 6ymu
BUSIBJIEHI IIiCIIST BUXOOY IpenapaTy Ha pUHOK. OCKINTbKM IIPO Taki peakilil OBiTOMIISIOTh
noOpOBiNbHO Ta MOBiMOMIIEHHS HAOXOMSTh Bifl MOMYIsIil HEBiMOMOI YMCENBbHOCTI, He 3aBXKIU
MOXKHa JOCTOBIpPHO OI[iIHUTH IX YACTOTY Ta BCTAHOBUTHU MPUYUHHUY 3B’SI30K i3 €KCITO3UIIi€I0
nikapcekoro 3aco0y. Li mo6iuHi peakuii Oyu IPUNHSTI 10 YBaru y 3B’ 43Ky i3 HasBHICTIO
HaCTYMHUX (PaKTOPiB: CEPHO3HICTh, YaCTOTa MOBIIOMJIEHHS, BiICYTHICTD YiTKOTO
albTePHATUBHOIO 3B’A3KY Ta KOMOiHallis BCiX 1IUX (aKTOPiB.

Cepueso-cyouHHi ma uepebposackyasapHi seuw,d. TToBimoMIsSIOCS PO CepPio3Hi CepIieBO-CyqUuHHi,
11epeOpoBaCKyIspPHi Ta CyUHHI SBUIA, BKJII0Ya0UX 11epeOpPoBaCKyIIPHY KPOBOTEYY,
cybapaxHoiganbHy i BHYTpilTHROLIEpeOpanbHy KPOBOTEUY Ta JIETeHEBY KPOBOTeUY, 1110 Oy/Iu OB’ si3aHi
y 4aci i3 3acrocysanHaM npenapaty BIATPA® ODT. Y 6inbInocTi mamieHTis, ane He y BCiX, Oyu
HasiBHI (paKTOpHU CeprieBO-CyOUHHOTO PU3uKY. [ToBimomsinocs, 1m0 6araTo 3 IUX SBUI BUHUKIIH IIif
yac abo Bimpa3dy micis ceKcyaabHOI aKTUBHOCTI Ta AeKilnbKa SBUIL BUHUKIIK Bigpas3y micis
3acTocyBaHHs npenapaty BIATPA® ODT 6e3 cekCyasbHOI aKTUBHOCTI. IHIII SIBUINA BUHUKIIA
IPOTATOM HACTYIHUX TONMH 49X [HIB MiC/Is 3aCTOCyBaHHs npemnapaty BIATPA® ODT Ta cekcyanbHOI
aKTUBHOCTI. HeMOXK/IMBO BCTAHOBUTH, YU [1OB’SI3aHi LIi SBUINA i3 3aCTOCYBaHHAM IIpenapary, i3
CEKCYaJIbHOI0 aKTHBHICTIO, i3 HassBHUMHU (paKTOpaMu PU3UKY 4yu i3 KoMOiHali€o 11X GakTopiB, uu 3
iHImUMYU PpaKTOpaMH.

KpoeoHocHa ma sim¢pamuyHa cucmemu: Ba300OKITIO3UBHUY KPU3. Y HEBEIMKOMY 3aB4aCHO
IPUNIMHEHOMY AOCTigXXEeHHI 3aCTOCyBaHHSA npenapaTy PeBamuo (cunpgeHadin) maiieHTaM 3
JIeT€HEBOI0 apTepPiaJbHOIO TillepTeH3i€10, BTOPUHHOIO 100 CEPIIONOAiOHOKIITUHHOI aHeMil,
IIPY 3aCTOCYBaHHi cungeHadiny mpo po3BUTOK Ba300KIIIO3UBHUX KPU3iB, 1110 MOTPeOyBaIn
rocimiTtanmisallii, TOBiHOMIISNIOCS YacTillle, HiXK IIPX 3aCTOCOBYBaHHI maiebo. Kniniune
3HaYeHHs 1€l indopMaLii s maLieHTis, SKi 3aCTOCOBYOTh npenapaT BIATPA® ODT 3



METOIO JIiKyBaHHS €PEeKTUIbHOI AUCHYHKIII1, € HEBITOMHUM.
Hepsosa cucmema: TPUBOTA, TPAH3UTOPHA ri100anbHa aMHeE3is.
Cneuuciuni giduymmas.

Cayx. Ilicns Buxonmy npemnapaTy Ha PUHOK IIOBIAOMIISJIOCS IIPO BUITAOKU PAlTOBOTO 3HUXKEHHS
4y BTPATH CIyXy, IOB’sA3aHi y Yaci i3 3acrocysanHsaM npenapaty BIATPA® ODT. ¥V meskux
BUIIaAKaX MTOBiOOMJISIIIOCS IIPO HASIBHICTh MEIUYHUX CTAHIB Ta iHIIUX ()AaKTOPIB, 1[0 MOTJIH
BifirpaTu posb y pPO3BUTKY MOOIYHUX peakilii 3 00Ky ciayxy. Y 6araTboxX BUIagKax
iH(opmaLis moao0 MoJaIbLUIOro MEOUYHOTO CIIOCTEPEeKEHHS BiACyTHS. BU3HayuTH, 9u 1i
IBMINA TIPSIMO TI0B’s13aHi i3 3acTocyBaHHsAM npenapaTy BIATPA® ODT, 3 HasgsBHUMHU
(dakTOpaMu pU3UKY BTPATHU CIIyXy, 3 KoMOiHali€lo 1ux (aKTOpiB 4y 3 iHIIMMU (paKTOpaMH,
HEMOXKJIUBO.

3ip: THMYacoBa BTpaTa 30Dy, IOUYEPBOHIHHS 04Yel, TeYiHHS B 04YaX, MiABUIIEHHS
BHYTPILTHEOOYHOTO TUCKY, HAaOPSAK CiTKiBKHM, CyIMHHI 3aXBOPIOBaHHS CiTKiBKM UM KPOBOTEYa,
BiflIapyBaHHSI CKJIUCTOTO TiJa.

[Ticrs BUXOAy mpemnapaTy Ha PUHOK PigKO MOBIOOMIISIOCS IIPO BUNAAKU HeapTepiaabHOL
IIepefHbO] ileMigyHOl HeBPOIaTil 30POBOT0 HEPBA, IO € IPUYHUHOI0 3HUKEHHS 30Dy,
BKJII0Yal04¥ ITOCTiMHY BTPATY 30pY, SKi OyJM MOB’s13aHi y Yaci i3 3aCTOCyBaHHSM iHTi6iTOpPIB
®IIES5, Bkmogatouu npenapaT BIATPA® ODT. V 6araThoxX HalLli€HTiB, ane He Y BCix, Oyau
HasIBHI aHAaTOMiuYHi a00 cynuHHiI (paKTOpU PU3UKY PO3BUTKY HeapTepialbHOI TepeqHbol
imemiyHOl HeBpomaTil 30pOBOT0 HEPBA, BKII0Ya0uHu (ane Heo0OB' I3KOBO 00MeKYIOUNCh)
TaKi: HU3bKeE CITiBBiOHOIIEHHS AiaMeTpa eKCKaBallil Ta AXCKa 30pOBOT0 HepBa (3aCTiiHUAM
OVCK 30pOBOT0 HepBa), Bik moHapn 50 poKiB, rinepTeH3is, 3aXBOPIOBaHHS KOPOHAPHUX
apTepiy, rinepJimigemia Ta namiHHA. HeMOXIMBO BU3HAUUTH, YU 1Ii SBUIIA IPSIMO II0B’A3aHi
i3 3acTocyBaHHsIM iHri0iTopiB ®ES, 3 HassBHUMU aHaTOMIiYHHMU a00 CyOUHHUMU (HaKTOpaMu
PU3UKY, 3 KOMOiHaIli€I0 IIUX BCiX (PaKTOPiB 4u 3 iHIIMMU (paKTOpaMH.

3gimyeaHHs npo nido3piosaHi nobiuHi peakuii. 3BiTyBaHHS IIPO Mif03pIoBaHi Mo6GiyHi peakiii micus
peecTpatiii mikapcbKoro 3acoby Ma€ BaxJuBe 3HaueHHs. Lle Jae 3Mory npoBoauTy 6e3mepepBHUM
MOHITOPUHT CIIiBBIAHOILIEHHS KOPUCTI I pU3UKIB, II0B'I3aHUX 13 3aCTOCYBAHHSM I[LOT0 JIIKAPCHKOI0
3aco0y. JlikapsiM crtif 3BiTyBaTH IIpo OyOb-sKi migo3pioBaHi mobiyHi peakii BigmoBiTHO 10 BUMOT
3aKOHOLABCTBA.

Tepmin npudamHocmi. 3 POKH.

YMmoBH 30epiraHHsi.
36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.
30epiraTy B OpUTiHabHINM YIIAKOBI [JIs 3aXUCTY Bif] BOJIOTH.

He moTpe0ye crerianbHUX yMOB 30€piraHHs.



VYnaxoBka.

ITo 2 a6o mo 4 Tabnetku y OmicTepi; mo 1 GicTepy B KapTOHHINA KOPOOLIi.

Kareropis Bignmycky. 3a penentom.

BupoOHUK.

®apeBa Ambyas/Fareva Amboise.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.
3one IHpmactpiane, 29 poyt gec Iagactpic, 37530 I[Toce-crop-Cic, dpaniis/

Zone Industrielle, 29 route des Industries, 37530 Poce-sur-Cisse, France.



