IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIATPA® ODT

(VIAGRA® ODT)

Cknao:
ditoua pevosuHa: cunneHadin;
1 TabneTka mictuth 70,225 Mr cunpeHadiny IUTpaTy, 0 eKBiBaleHTHO cunpeHadiny 50 Mmr;

donomiocHi pevoguHu: mymudnemn (mManiT (E 421), KpocmoBigoH, moMiBiHianeTaT, MOBiAOH), HATPilO
KPOCKapMeJi03a, 1e/Ti0jI03a MiKpOKpUCTaTiuHa, KPeMHI0 TiOKCHL KOIOigHUY TigpodobHuMiA,
caxapasno3a (E 955), iumurokapmin amominieBust mak 30-36 % (E 132), mimcumntoBad COIOIKOT0
CMaKy, ClielliaJlbHUY HaTypaJbHUM KOMIIOHEHT, TUMOHHUY apoMaTh3aTop, MarHiloo cTeapar.

JIikapcbka ¢opma. TabreTKH, 110 JUCIIEPTYIOTHCSA B POTOBiM ITOPOKHUHI.

OcHosHi ¢isuko-xiMiyHi 8aacmusocmi: TabneTku 6J1aKUTHOTO KOJIbOPY Y popMi miamaHTa, 3
rpaBipyBaHHSIM «V50» 3 ogHOT0 00Ky Ta 6€3 rpaBipyBaHHS 3 iHIIOTO .

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

dPapmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

MexaHi3M gil. CunmeHadin - mpemnapar s IepopaabHOro 3aCTOCYBAHHS, TPH3HAYEHUH ISt
JiKyBaHHS epeKTuIbHOI qucdyHKilii. [Ipy cekcyanbHOMY 30yOKeHHi IIperapaT BifHOBIIOE 3HUKEHY
€PeKTUJIbHY (QYHKIIIO0 IIIIXOM IIOCUJIEHHS IPUTOKY KPOBI 10 MeHica.

dizionoriyHuil MexaHi3M, 110 3yMOBIIIOE €PEKIIil0, BKII0Ya€E BUBIIbHEHHS OKCUAY a30Ty (NO) y
KaBEPHO3HUX Tijlax IIifi 4ac CeKCyanbHOro 30yaXKeHHs. BUBiTbHEHUN OKCUL a30Ty aKTUBY€E (epMeHT
TyaHiaTUKKIa3y, 0 CTUMYJIIOE MiABUIIEHHS PiBHA HUKIIIYHOTO T'yaHO3UHMOHOMoCchaTy (1I'M®), 110,
y CBOIO 4epry, BUKJIMKA€E po3cabiieHHs IIafKoi MyCKyIaTypy KaBePHO3HUX TiJl, CIPUSIIOYY IPUTOKY
KPOBI.

CunpeHadin € MOTyKHUM Ta CeJIeKTUBHUM iHTiGiTopoM I’ M®-cremudivnoi pochomiectepasu 5
(PIIES) y kaBepHO3HUX Tinax, ge ®IIES Bimmosimae 3a po3nag ul’ M®. Brnus cungenadiny Ha
epex1iio Mae nepudepuyHuit xapakrep. CunneHadin He cupuyuHse 6e3mocepeHbOI penaKkcyyoi il



Ha i30/1bOBaHi KaBEPHO3Hi Tina JIOAWHY, ajie MOTYXKHO ITOCUIII0E po3ciabioBanbHy Aito NO Ha 1150
TKaHuHY. [Ipu akTHBanii Metaboniynoro uuisixy NO/uI'M®, 1o BinOyBa€eThCs IPU CEKCyabHii
ctuMynsuii, inribyBanus cungeradinom ®IES cupuynHse migBuineHHs piBHg I M® y KaBepHO3HUX
Timax. TaKAM YHHOM, [JIsI TOTO, 1100 cuImeHadin BUKIMKaB HEOOXinHu HhapMaKoIOriuHui epeKT,
HeoOXiflHe ceKkcyasbHe 30yIKeHHS.

BrnuB Ha dhapMakoouHaMIKY. [locigKeHHs in vitro IponeMOHCTPYBaIH, 10 CUIfeHadis €
cenektuBHUM fo ®IIES5, 110 Gepe aKTUBHY y4acTh y Ipotieci epekiiil. Binus cunpenadiny sa ®IES
NOTYKHIIINY, HiXK Ha iHm Bigomi pocdomiectepasu. Lieit edekT y 10 pasiB MOTyXKHiMMNA, HiXK edheKT
BrnuBy Ha ®JIE6, 110 Gepe y4acTh y mpoliecax poTomepeTBOPEeHH y CiTKiBIi. [Ipy 3acTocyBaHHI
MaKCUMaJIbHUX PEKOMEHI0OBaHUX 103 CeNeKTUBHICTh cunpeHadiny go ®IES y 80 pasiB nepeBuiiye
1oro cenektusHIicTh 1o ®IIE1, y 700 pasis Buina, Hixk go ®IE2, ®IE3, ®IE4, ®[IE7, ®IES, OIIE9,
®IE10 Ta ®IE11. 30kpema, cenekTuBHicTh cunpeHadiny go ®IES y 4000 pasiB mepeBuinye 1oro
cenekTuBHicTh 1o ®IIE3 - HTAM®-cienudivnoi izopopmu pocdoniecrepasy, 1o 6epe ydacTs y
perynsiiil cepiieBoi CKOPOTINBOCTI.

dapmakoKiHemuxka.

AGcopOitig. Cungenadin mBuaKo abcopOyeThesi. MakCHMalbHa IJIa3MOBa KOHIEHTPALIis [Ipernapary
nocaraetbes npotaroM 30-120 xBunuH (i3 MepiaHO0 60 XBUNIMH) MiCTIA HOT0 IEPOPaIBHOTO
3acTocyBaHHS HaTie. CepenHs a0cosoTHA 6i0IOCTYHICTS IiC/Is TepopabHOI0 3aCTOCYBAHHS
cTaHOBUTH 41 % (3 miama30HOM 3Ha4eHb Bif 25 70 63 %). Y pekoMeHOBaHOMY fiana3oHi 703 (Big 25
no 100 mr) noka3uuku AUC ta C,,,, cungeHadity micis 1oro nepopajbHOro 3aCTOCYyBaHHS
MigBUIIYIOTHCS IPOIOPLINHO OO AO03MU.

[Tpu 3acTocyBaHHi cungeHadiny mig yac npuioMy ixi ctyminb abcopOuii 3HUKYETHCS i3 cepenHiM
nofoBxXeHHaM T .. no 60 xBUnuH i cepegHim 3HuKeHHAM C, .. Ha 29 %.

Posnomin. CepepnHiit piBHOBaxkHUH 00’'eM po3nominy (V,) cTaHoBuTh 105 miTPiB, 110 CBIMYUUTH PO
PO3IMOMiN MpenapaTy B TKaHUHaX opraHiamy. ITicisg ogHOKpPaTHOTO MepopaTbHOT0 3aCTOCYBaHHSI
cunpeHadiny B mo3i 100 Mr cepenHsl MakcuMaJsibHa 3arajibHa IJla3MOBa KOHIIEHTpalisd cungeHadiny
CTAHOBUTH Mpubau3H0 440 Hr/™Mn (KoedimieHT Bapialii ctaHoBUTh 40 %). OCKinbKY 3B’ 13yBaHHS
cunpeHadiny Ta #oro ronoBHOro N-gecMeTun-metabomniTy 3 6inkamu mina3mu gocsrae 96 %, cepemgus
MaKCHMaJibHa I1J1a3MOoBa KOHIIeHTPallid BiTbHOTr0 cunaeHadiny gocsarae 18 uar/mi (38 amons). CTymiHb
3B’A3yBaHH4A 3 OiTKaMU IJla3MU He 3aJIeXKUTh Bif] 3arajlbHUX KOHIEHTPallill cunmeHadiny.

Y 3mopoBux [0GPOBOJIBILB, SKi 3aCTOCOBYBaJU CcuaeHadin ogHoKpaTHO B fo3i 100 Mr, yepe3
90 xBunuH B egKynaTi Bu3Hadanocs Menie 0,0002 % (B cepenaboMy 188 HT) 3acTOCOBaHOI LO3H.

BioTpaHcdopmariig. Merabonism cunneHadiny Bin0yBaeThCs TOIOBHUM YMHOM 3@ Y4aCTIO
MikpocoMasnbHUX i30¢epMeHTiB nedinku CYP3A4 (ronoBuui nuisix) Ta CYP2C9 (ogpyropsApHuy MUIsx).
[onoBHUY LUPKYITIOIYUY MeTa0OoJIiT yTBOPIOETHCS NUISIXOM N-IeMeTU/II0BaHHS cungeHadiny.
CenexTtuBHicTs MeTabomniTy BigHOocHO ®IES mopiBHSIHHA 3 CEJIEKTHUBHICTIO cuieHadiny, a akTUBHICTh
MeTabomiTy BigHoCcHO ®IES cTaHOBUTH Mprubn3HOo 50 % aKTUBHOCTI BUXiAHOI pedyoBUHU. [I1a3mMoBa
KOHIIEHTpaLlisl IbOT0 MeTaboiTy cTaHOBUTH Mpubnu3Ho 40 % KoHIeHTpalil cungeHadiny y mnna3mi
KpoBi. N-meMeTunpoBaHuM MeTabOoJIiT 3a3HA€E MOJaIbIIOro MeTabomi3My, a mepiof #oro
HaIliBBUBENIEHHS CTAHOBUTH NIPUONIU3HO 4 TOOUHMU.

EniMinaiiig. 3aransHui KinipeHc cungeHadiny cTaHOBUTH 41 1/Tof, 3yMOBIIIOI0YH TIePio HOro
HaliBBUBEIEeHHS TPUBAJIICTIO 3-5 FOOUH. K MiC/IA NepopabHOro, Tak i Mic/is BHYTPILIHBOBEHHOT O
3aCTOCYBaHHS €KCKpellis cunmeHadiny y BUrsai MeTaboiTiB 3OiliCHIOETHCS TOJIOBHUM YUHOM i3
KasioM (mpubnu3sHo 80 % BBemeHOI IepopabHOI J03H) Ta MEHIIIO0 Mipoo 3 ceueto (mpubmu3Ho 13 %



BBEIEHOI ITIePOPaIbHOI T03H).
dapmakokiHemuka y ocobausux 2pyn nayieHmis.

[larienTH JITHLOTO BiKY. YV 3m0poBUxX HOOGPOBOJIBIIB JIITHHOTO BiKYy (BiKOM Bif 65 pOKiB)
Big3Ha4aocs 3HUKEHHS KIIipeHCy cunpeHadiny, 0 3yMOBIIOBAJIO MiABUALIIEHHS IIJITa3MOBUX
KOHIIEHTPaIliil cunfeHadiny Ta #oro akTUBHOT0 N-IeMeTUIbOBAHOT0 MeTaboiTy mpubau3uo Ha 90 %
TIOPiBHSHO 3 BiAATIOBIiGHMMH KOHIIEHTPALIsIMHU Y 3[[0POBUX JOOPOBOJIBIIB MOJIOAIIOTO BiKYy

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

40 %.

HupkoBa HeJOCTaATHICTL. Y m0OPOBOIBINB i3 MOPYIIeHHIMHU GQYHKIII HUPOK JIETKOTO Ta MMOMipHOTO
cTtyneHs (kiaipeHc KpeatuHiny 30-80 mi/xB) hapMakoKiHeTHKa cunfeHadiny 3anuianacs
He3MIiHEeHOI0 IIiCJIg 10T0 OMHOKPATHOI O IEPOPAJIbHOr0 3aCToCyBaHH4 y #1031 50 mr. Cepenni AUC Ta
Conax N-meMeTHIL0BaHOT0 META0OTITY MigBUIYBaNIKUCSI Ha MakcuMyM 126 % Ta Mmakcumym 73 %
BifITIOBIgHO TOPIiBHSHO 3 TAKMMU ITOKa3HUKaMHU y TOOPOBOJIBIIIB TAKOT0O X BiKy 0€3 mopyiieHb QyHKIIii
HUpOoK. OflHaK Yepe3 BUCOKY iHAMBiAyaslbHY BapiabeNbHICTh 1Ii BiTMiHHOCTI He OyJIM CTaTUCTAYHO
3HAUyMUMH. Y 0OOPOBOJIBIIB i3 TIXKKUMU NOPYIIEHHSIME (PYHKIIil HUPOK (KJIipeHC KpeaTUHIHy HUKYe
30 M11/xB) K/IipeHC cunpeHadiny 3HUXKyBaBCs, 1[0 cipuunHsano cepenHe migpunienus AUC ta C,,, Ha
100 % Ta 88 % BiAmOBigHO MOPIBHSHO i3 JOOPOBOIBIIME TAKOTO XK BiKy 0€3 mopyIieHs GyHKIIil
Hupok. Kpim toro, 3nauenss AUC ta C,,, N-meMeTunboBaHoro MeTalosliTy 3Hauyllle MifBUILyBaIUCs
Ha 200 % Tta 79 % BignoBimHO.

[leyiHKOBa HEJOCTATHICTL. Y mOGPOBOIBIIB i3 IMPO30M MEYiHKHU JIETKOTO Ta IOMIPHOTO CTYTIeHS
(kmaciB A Ta B 3a knmacudikartieto Hatinga - [1'10) knipeHc cunaeHadiny 3HUXKYBaBCS, 110 ITPHU3BOOUIIO
no migBumenHs AUC (84 %) ta C,,,, (47 %) TOPiBHSIHO 3 BifMOBIHHUMH ITOKAa3HUKAMHU V TOOPOBOJIBIIIB
TAKOTO0 X BiKy 0e3 mopyiieHsb GyHKILiY nedinku. PapMaKoKiHeTHKa CuafeHadiny y mamieHTis i3
NOpYyIIeHHAMY (YHKIIN TeYiHKY TSXKKOT0 CTyIeHs He BUBYaacs.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

IIpenapat BIATPA® ODT peKOMeHYETLCS 3aCTOCOBYBATH YOJIOBIKaM i3 €peKTHUILHO0 AUCOYHKILEI,
sKa BU3HAYAEThCS K HE3[ATHICTh HOCATTH a0o MigTpUMaTH epeKIliio CTaTeBOro YieHa, HeoOXigHy
[JIS YCIIIIHOI'O CTATEBOIO aKTYy.

Ins edexTuBHOI Aii mpenapaTy BIATPA® ODT noTpi6He cekcyanbHe 30yIKeHHS.

IIpomunoka3aHHsi.
- TligBuIleHa YyTIUBICTh 0O aKTUBHOI pe4oBUHM a00 Oyab-5SKOI 3 OTIOMiXKHIX PEYOBUH IIperapary.

- OpHOYacHe 3aCTOCYBAaHHS i3 JOHOPAMM OKCHAY a30Ty (TaKUMHM SIK aMiIHiTpuT) abo HiTpaTamu y
Oynmb-siKift GopMi IpPOTHUIIOKa3aHe, OCKIIbKY BiloMO, 1110 cuiigeHadin Ma€e BIJIUB Ha HMUISIXU
MeTab0i3My OKCUAY a30Ty/UUKIiYHOro TyaHo3uHuMoHodochaTy (1I'M®) Ta OTEHIIiI0E
rinoTeH3uBHUM e(eKT HITpaTiB.



- OpHouacHe 3acTocyBaHHS iHTiOiTOpPiB ®IIES (Y TOMY uncii cungeHadiny) 3i CTUMynsiTOpaMu
TyaHINaTIUKIa3}, TAKUMU SK PiOLUryaT, IPOTUIIOKa3aHe, OCKIIbKY MOXKe IPU3BECTHU [0
CUMIITOMATUYHOI TinoTeH3il (quB. po3din «B3aeMopmis 3 iHIMMMY NTiKapChbKUMU 3ac00aMu Ta iHIII BUOK
B3aEMOJIiN»).

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

- Brpata 30py Ha ofiHe 0KO BHACJIiJOK HeapTepialbHOI IepefHbO] illleMigHOol HeBpoIaTil 30p0BOT0
HepBa, He3aJIe’KHO Biff TOT0, IOB’g3aHa II51 TaTOJIOTis i3 momepegHiM 3aCTOCYBaHHSM iHTi0iTOPIB
®IIES um Hi.

- HasiBHiCTBb TaKuX 3aXBOPIOBaHb: NMOPYIIeHHS QYHKIII IeYiHKY TSIKKOI'0 CTYIIEHS, apTepiaabHa
rinotenais (apTepianbHuii THCK HUKYe 90/50 MM PT. CT.), HEIIOIABHO TePeHeCceHuH iHCYIbT abo
ingapkT MioKapma Ta BiloMi CITagKOBi JereHepaTHBHI 3aXBOPIOBAHHS CiTKiBKH, TaKi K IMIrMeHTHUN
PETHUHIT (HeBenrKa KilnbKiCTh TaKUX MAIliEHTIB Ma€ TeHeTUYHI po3nagu gocdomiecTepas CiTKiBKH),
OCKinbKM Ge3neka cungeHadiny He HOCTifXKyBanacd y pa3i Takux 3aXBOPIOBaHb.

B3aemodisa 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Bnaus iHwux aikapcvkux 3acobie Ha cuadeHadi.

IocmimXeHH4d in Vitro.

MeTabomi3M cunpeHadiny BinOyBaeThCs epeBazkHO 3a y4acTio i3opopmu 3A4 (TONOBHUM LINAX) T
izoopmu 2C9 (mpyropsigauit uuisix) nutoxpomy P450 (CYP). Tomy inribitopu uux isoepmeHTIB
MOXKYTh 3HUXKYBATHU KJIipeHC CUnfeHadiny, a iHOyKTOpY UUX i130)epMEHTIB MOXKYTh IiIBUITyBaTH
KJIipeHC cunpeHadiny.

IocnimxeHHd in Vivo.

[Tonynauivauy GpapMaKOKiHETUYHUM aHalli3 JaHuX KJIiHIYHUX OOCiAXKeHb IIPOIeMOHCTPYBaB
3HUKEHHS KIIipeHCy cungeHadiny mpy #oro oMHOYaCHOMY 3aCTOCyBaHHi 3 iHribiTopamu CYP3A4
(TakMMU SIK K€TOKOHA30JI, ePUTPOMIIIMH, UIUMETUANH). X04a IIPU OOHOYaCHOMY 3aCTOCYBaHHI
cunpeHadiny Ta inriéitopis CYP3A4 3pocTaHHST 4aCTOTH MOOIYHUX SBHUII HE CIIOCTEPirasocs, Ciim
PO3TIIIHYTU MOXKJIMBICTh 3aCTOCYBaHHS II0YATKOBOL [O3U CUNAeHadiny 25 MT.

OnHouacHe 3acTocyBaHH4 iHTiOiTOpY BlJI-IpoTeasu puToHaBipy, OyxKe MOTyxkHOrOo iHribiTopy P450, y
cTaHi piBHOBaxHOI KoHIeHTpaltil (500 mMr 1 pa3 Ha moby) Ta cunmeHadiny (pa3oa mo3a 100 mr)
IpU3BOAUIIO [0 mimBuieHHs C,,,, cunageHadiny Ha 300 % (y 4 pa3u) Ta migBuileHHS maa3mMoBoi AUC
cunpeHadiny Ha 1000 % (y 11 pasis). Uepes 24 roguHu n1a3MOBUY piBeHb CUIfeHadiny Bce e
cTaHoBUB mpubau3H0 200 HI/MJI IOPIBHSHO 3 PiBHEM MPUOIN3HO 5 HI/MJI, XapaKTEePHUM IS
3aCTOCYBaHHS TiTbKU CUJIAEHa(isNy, 0 Y3TOAKYETHCS 31 3HAUHUM BIUIMBOM PUTOHABIPY Ha IINPOKUI
crekTp cybcrpatiB P450. CunpeHadin He BIMBa€e Ha papMaKOKiHETHKY PUTOHABIpy. 3 OTNISIAy Ha Ii
bapMakoKiHeTHYHi faHi OMHOYACHEe 3aCTOCYyBaHHSA cuiifeHadiny Ta puTOHaBIpy HE PEKOMEHIYEThCI
(muB. po3min «OcoOnMMBOCTI 3aCTOCYBaHHS»); B OyIb-IKOMY BUIIQIKy MaKCHUMalbHa f03a cunmeHadimy
3a JXOMIHUX 00CTAaBUH He TMOBMHHA [TEPEBUILYBATH 25 MT MPOTAroM 48 rofuH.

OpHouacHe 3acTocyBaHHA iHTiOiTOpY BlJI-poTeasu cakginaBipy, inribitopy CYP3A4, y mo3i, 1o
3abe3neuye piBHOBaXHY KoHIeHTpauio (1200 Mr Tpuui Ha 0o0y), Ta cungeHadiny (100 Mr pa3oBo)



IPU3BOAUIIO [0 migBuieHHs C,,, cunmeHadiny Ha 140 % Ta 30inbineHHsT cucteMHol ekcrno3utiii (AUC)
cunpgenadiny Ha 210 %. He BusiBneHo BIuBY cunpgeHadiny Ha apMaKOKiHETHKY CaKBiHaBipy (OUB.
po3min «Crocib 3acTocyBaHHs Ta go3u»). [lepenbavaeTscs, mo Oinbil noTyxKHi iHridiTopu CYP3A4,
TakKi IK KeTOKOHA30JI Ta iTpaKOHa30J1, OyAyTh MaTu OinbIl BUpaXKeHU! BIIJIUB.

[Tpu 3actocyBaHHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMIILIMHY, ToMipHOTO iHTi6iTOpy CYP3A4, y
piBHOBaxkHOMYy cTaHi (500 Mr gBiui Ha JOOy MPOTATOM 5 [HIB) CIIOCTEpiranocs mifBUIIeHHS
cuCTeMHOI ekcro3utii cunagernadiny Ha 182 % (AUC). Y 3mopoBux m06pOBOIIBIIB YOJIOBiYO0I CTATI He
crocTepiranocst BBy asutpoMinuny (500 mr Ha goOy mpotsirom 3 mi6) Ha AUC, C,.., Thwe
KOHCTaHTY IIBUAKOCTI eliMiHaIlil Ta ofaIbIIuy Iepiof HalliBBUBENeHHS cunigeHadiny ado ioro
TOJIOBHOTO IIUPKYII0I040ro Metabonity. Llumetugus (iHriditop uutoxpomy P450 Ta HecnenudiyHu
inri6iTop CYP3A4) y no3i 800 Mr mpu ogHOYACHOMY 3aCTOCYBaHHIi i3 cunpueHadinom y no3i 50 mr y
3M0POBUX MOOPOBOJIBLIIB TPU3BOAUB M0 MiABUINEHHS I171a3MOBOI KOHIIEHTpallii cungeHadiny Ha 56 %.

I'peitndpyToBuii cik € cnabkum inribitopom CYP3A4 y CcTiHILI KMIIEYHUKY i MOXKe BUKJIUKATU IIOMipHE
MigBUILEHHS PiBHIB cunaeHadiny y mia3Mi Kposi.

OpHOKpaTHe 3aCTOCYBaHHS aHTalU[iB (MarHilo rigpoKCHUAY/aliOMiHil0 TiTPOKCUAY) He BIIJIMBAJIO Ha
6iomocTynHicTs cunmeHadiny.

Xoua gocripxeHb crenudiyHoi B3aeMopii 3 yciMa jikapchbkuMu 3acob6aMu He IPOBOAMIIOCS, 3a
OaHUMU MOMyISAMiMHOTO (hapMaKOKiHETUYHOT0 aHali3y, apMaKOKiHETHKA CUNIfeHadiny He
3MiHIOBasacs IIpyu HOro 0OgHOYACHOMY 3aCTOCYBaHHI i3 NiKapchbKuMHU 3aco0aMu, 110 HalexkaThb [0
rpymnu inribitTopis CYP2C9 (ton6yTtamin, Bapdapus, deHnitoin), rpynu inriditopis CYP2D6 (Takux K
CeJIeKTUBHI iHTi0iTOpU 3BOPOTHOTO 3aXOIMJIEHHS CEPOTOHIHY, TPUIMKIIiYHI aHTUAEIPECAHTH), TPYIIN
Tia3UOHUX Ta Tia3UOOMOIiOHUX [iypPeTHKiB, IETIbOBUX Ta Kaii3bepiraroumnx miypeTHKis, iHribiTopis
aHTi0TEeH3UWHIIEPETBOPIOIOYOr0 (PepMEHTY, aHTArOHICTiB KaJIbllil0, aHTarOHIiCTiB B-agpeHOpPelEeNnTOopPiB
abo ingykTopiB MeTaboniamy CYP450 (Takux sik pudammiimt, 6apbiTypaTn).

Y xomi mocmigKeHHS 3a Y4acTIO 3[0POBUX T0OPOBOJIBIIIB-40IOBIKiB OTHOYACHE 3aCTOCYBaHHS
aHTaroHicTa eHfoTeNiHy OoceHTany (moMipuuit iHgykTop CYP3A4, CYP2C9 Ta, MoxnuBo, CYP2C19) y
piBHOBaxkHOMY cTaHi (125 Mr gBiui Ha go0y) Ta cunpgeHadiny y piBHOBaxKHOMY cTaHi (80 Mr Tpuyi Ha
no0y) mpu3sBoauio o 3uuxkeHHs AUC Tta C,,,, cunneHadiny Ha 62,6 % Ta 55,4 % BigmosigHo. Tomy
OJIHOYaCHe 3aCTOCYBaHHS TaKuX NMOTYyKHUX iHAYKTOpiB CYP3A4, K pudamIiid, MoxKe IPU3BOTUTH [0
OinbII BUPaXKeHOT0 3HUKEHHS KOHIIeHTpallil cunmeHadiny B mia3Mi Kpoai.

Hikopaupun sBnsie co0oto ribpuj akTUBaTOpa KabIlieBUX KaHaiB Ta HiTpaTy. HiTpaTHUI KOMIOHEHT
3YMOBJTIOE MOXKJIUBICTb MOTO CeP03HOI B3aEMOAii 3 cungeHadinom.

Bnaue cuadeHadiny Ha iHwi aikapcvki 3acobu.

IocnimxeHH4d in vitro.

Cunpenadin - cnabkuit iHribitop izopopm 1A2, 2C9, 2C19, 2D6, 2E1 Ta 3A4 uutoxpomy P450 (IK;,
> 150 MrMons). OCKinbKY ITiKOBa IIJJa3MOBa KOHIIEHTpalis cuigeHadiny nopiBHIOe MpHOIN3HO

1 MKMob, Bus npenapaty BIATPA® ODT Ha knipeHc cy6CTpaTiB [uX i30epMeHTiB
MaJIOUMOBIPHUU.

BipcyTHi maHi mopmo B3aemogil cunpeHadiny Ta Takux HecnenudpiyHux iHri6iTOPiB hocdomiecTepasu,
K Teo(disiH Ta guIipumaMorn.

JToCIiIXeHHs in Vivo.



Ockinbku BimoMmo, 1110 cunmeHadin Ma€ BIJIMB Ha MeTab0I1i3M OKCHUY a30Ty/IIUKIiYHOTO
ryano3uaMoHodochary (u'M®), 6yio BCTaHOBIIEHO, 10 CUNAeHadin IOTEeHINIOE TITOTeH3UBHY [0
HiTpaTiB, TOMY #0Oro OHOYACHE 3aCTOCYBAHHS 3 JOHOPAMM OKCUAY a30Ty abo 3 HiTpaTamu B Oy/b-
sKii ¢popMi MpoTumokalaHe (aAuB. po3min «ITpoTUIIOKA3aHHS»).

Piomuryat. [ToKyIiHiYHI HOCTigXKEHHS MPOOEMOHCTPYBaId afUTUBHUN CUCTEMHUY e(eKT 3HUKEHHS
apTepianbHOTO TUCKY IIPU OMHOYACHOMY 3acTOCyBaHHi iHribiTopie ®JIES 3 piouuryatom. Kniniusui
MOCTiAKEHHS IPOAEMOHCTPYBaIH, 110 PiOIUTyaT IIOCUITIOE TiMOTEeH3UBHY Aiio iHTriOiTopiB ®IES. ¥
NallieHTiB, SIKi Opanu y4acTh y HOCTiAXKEeHHi, He CIIOCTepiraaoch MO3UTUBHOTO KITiIHIYHOTO ePeKTY IIpH
OOHOYACHOMY 3acTocyBaHHi iHribiTopiB ®IES 3 pionuryarom. [IpoTunokasaHe ogHOYacHE
3aCTOCyBaHHA pionuryarty 3 inri6itopamu ®IES (v ToMy uuchi cungeHadinom) (DuB. po3min
«ITpoTUTIOKa3aHHS»).

OnHouacHe 3aCTOCYBaHHA cuifgeHadiny Ta 6710KaTOpPiB O-afpEHOPEIENITOPIB MOXKe IIPU3BECTH [I0
PO3BUTKY CHMIITOMATUYHOI TiIOTEH3i1 y AeIKUX CXUJIbHUX [0 LIbOTO MallieHTiB. Taka peakilis
HalfyacTillle BUHUKAaJa IPOTATOM 4 TONMH IiC/Is 3aCcTOCyBaHHS cunmeHadiny (auB. po3min «Cmocib
3aCTOCyBaHHS Ta [03u» Ta «Oco0IMBOCTI 3aCTOCYBaHHS»). Y X0#i 3 HOCHiAXKeHb CcrienudigHol
B3a€EMOII MTiKapChKUX 3ac00iB 6II0KATOp O-agpPEeHOPEIENTOPiB TOKCa303uH (4 Mr Ta 8 MT) Ta
cunpesadin (25 mr, 50 mr Ta 100 Mr) 3aCTOCOBYBaIKCS OOHOYACHO MAlliEHTaM i3 M0OPOsSKiCHOIO
rinepmmnasieio mepeaMixypoBoi 3an03u, cTabinisamis crany skux Oyia JOCATHYTa IPU 3aCTOCYBaHHi
NO0KCA303uHY. Y IIUX IONYJIALIAX CIOCTEPIrasocs cepefHe NONaTKOBEe 3HMUXKEHHS apTepiaJbHOro
TUCKY Y IIOJIOKEHHI IallieHTa jiexkayu Ha 7/7 MM pT. CcT., 9/5 MM pT. CT. Ta 8/4 MM PT. CT. Ta CepegHe
3HUXKEHHS apTepiaJbHOr0 TUCKY Y IOJIOKEHHI MallieHTa CTog44 Ha 6/6 MM pT. cT., 11/4 MM pT. CT.,
4/5 MM PT. CT. BigmoBigHo. [Tpu omHOYaCHOMY 3aCTOCYBaHHi cunmeHadiny Ta JOKCAa303UHY IalliEHTaM,
crabimizanis ctany skux 6ya JOCATHYTA IIPU 3aCTOCYBaHHi MOKCA303UHY, iHOMI MTOBiOMIISITIOCS TIPO
PO3BUTOK CUMIITOMATUYHOI OPTOCTATUYHOI TiMOTEH3il. Y 1IUX MOBiTOMIEHHSX WIIJIOCS PO BUMAMKU
3alaMOpPOYEHHS Ta IepeIHeNIPUTOMHUM CTaH, ane 6e3 CHHKOIIE.

He cnocrepiranocst KOgHMX 3HaUYIIUX B3a€EMOZiN IIpKA OOHOYACHOMY 3aCTOCYBaHHI cungeHadiny
(50 Mr) i TonbyTaminy (250 mr) abo Bapdapuny (40 mr), mo metabomnizyiotscs CYP2C9.

Cunpgenadin (50 Mr) He IPU3BOAUB A0 IMOOOBXKEHHS YaCy KPOBOTEYi, CIPAUYMHEHOI 3aCTOCYBaHHAM
areTuscaIinuinosol kuciaoty (150 mr).

Cunpenadin (50 Mr) He MOTEHII0BaB TiIIOTEH3UBHY [Iil0 aJIKOTOJIIO0 ¥ 3MOPOBUX NOOPOBOIIBIIIB ITPU
cepegHbOMY MaKCHMaJIbHOMY piBHi eTaHOIy B KpoBi 80 mr/g.

Y namieHTiB, sIKi 3aCTOCOBYBaJIX CUIfeHadis, He CIOCTepiranocs KONHUX BiIMiHHOCTEHN ITPOQiIio
no0iYHKX eeKTiB OPIBHSAHO 3 IJIanebo Ipu 0gHOYAaCHOMY 3aCTOCYBaHHI TaKuX KjlaciB
TinOTEeH3WBHUX JTIKapChKUX 3aC00iB, IK OiypeTukH, 6J10KaTOpHU B-agpeHopenenTopis, iHriditopu A1,
aHTaroHicTu aHrioteH3uny II, aHTUTinEPTEH3UBHI JTiKapchKi 3ac00M (CyIMHOPO3IIUPIOBAIbHI Ta
IIeHTPaIbHOI [Oii), 67T0KaTOpU afpeHepriYHUX HEeHPOHiB, 671I0KAaTOPHU KaJIbI[iEBUX KaHAIB Ta 6710KaToOpu
O-aiPEeHOPEIENTOPiB. Y ClelialbHOMY OOCHiAXKEeHH]I B3aEMOZIi]l IPY OMHOYaCHOMY 3aCTOCYBaHHI
cungeradiny (100 mMr) Ta amMJIOgUIiHY MAIlieHTaM i3 apTepiajbHOIO TillepPTeH3i€0 CIoCcTepiranocs
NOOATKOBE 3HUKEHHS CHCTOJIIYHOTO apTepiaibHOTO TUCKY B IIOJI0KEHH] J1eXKadyu Ha 8 MM PT. CT.
BigmoBigHe 3HMXKEHHS OiacTOIIYHOTO apTepiaabHOr0 TUCKY CTAHOBUJIO 7 MM PT. CT. Lli ;ogaTkoBi
3HUKEHHS apTepialbHOr0 TUCKY Oy/I¥ IMOPiBHIHHUMMY i3 TAKKUMH, IO CIIOCTEPIraaucs mpu
3aCTOCYBaHHI nuine cungeHadiny y 3mopoBux 0oOPOBOIBINB (OUB. po3min «®apMakonoriuHi
BJIACTUBOCTI»).

Cunpenadin B mo3i 100 Mr He BmuBaB Ha (papMaKOKiHeTHUYHI MoKa3HUKY iHTibiTOpiB BIJI-mpoTeasy,
CakBiHaBipy Ta pUTOHaBIpPY, sKi € cybcTpaTamu CYP3A4.



Y 3mopoBux H06GPOBOJIBIIIB YOJIOBiYOI CTATi 3aCTOCYBaHHS cuigeHadiny y piBHOBaKHOMY cTaHi (80 Mr
Tpu4i Ha f00y) mpusBonuso go migsuienas AUC Ta C,,, 6ocenTany (125 Mr gBiui Ha genb) Ha 49,8 %
Ta 42 % BigmoOBiOHO.

Oco6.1ueocmi 3acmocy8aHHs1.

IIo moyaTKy Tepamil ciif 3i0paTy MeIUYHUIM aHaMHe3 IallieHTa Ta IPOBECTH (isuKanbHe
00CTeKeHHS [J1s HiarHOCTUKU ePeKTWIbHOI AUCOYHKIIII Ta BU3HAUYEHHS 11 MOXKJIMBUX IIPUYHH.

daxmopu pusuky cepueso-CyOUHHUX 3ax80pt08aHb. OCKINIbKY CeKCyasibHa aKTUBHICTh
CYTIPOBOMKYETHCS TIEBHUM PU3UKOM 3 00Ky CepIsl, J0 MoYaTKy Oy[b-IKOT0 JTiKyBaHHS €pPEeKTUIHHOI
nucyHKIII JTiKap Ma€ OI[iIHUTH CTaH CEePIEBO-CYAUMHHOI CUCTEMM NalieHTa. CunneHadin YMHUTD
CyIVHOPO3IIUPIOBAJILHY [i0, 0 IPOSABISETLCS JIETKUM Ta KOPOTKOYACHUM 3HUXKEHHAM
apTepianpHOTO TUCKY (HuB. po3min «dapMakogrHaMika»). [lo mpu3HadeHHs cunfeHadiny mikap Mae
PEeTEeNbHO 3BaXKUTHU, YU MOXKe TaKuil e(peKT HeCIIPUATIINBO BIJIMBAaTH Ha IAI€HTIB i3 IEBHUMU
OCHOBHUMM 3aXBOPIOBAHHSIMM, 0COOIMBO ¥ KOMOiHallii i3 ceKcyambHOI0 aKTUBHICTIO. [[0 MallieHTiB i3
IiABUINEHO0 YyTIUBICTIO A0 Ba30AMIaTaTOPIB HajekaTh NAalliEHTH i3 00CTPYKIIi€I0 BUBITHOTO TPAKTy
niBOTO IIUTYHOYKA (HalpuKial, CTEHO3 aopTH, rineprpodiyHa 00CTPYKTUBHA KapaioMionarTis) Ta
MAIEHTH i3 PiAKICHUM CUHAPOMOM MYJIbTHCUCTEMHOI aTpodii, OMHUM i3 MPOSBIB K01 € TSIXKKE
TIOPYIIeHHS Peryisliii apTepiasbHOTO THCKY 3 00Ky BereTaTUBHOI HEPBOBOI CHCTEMH.

BIAT'PA® ODT noTeHIioe TinoTeH3uBHKE eheKT HiTpaTiB (IuB. po3fin «[IpOTUIOKA3AHHS»).

YV nmocTMapKeTUHTOBUY Iepiof] TOBITOMIISIOCS PO TSAXKKi mobiuHi peakilii 3 60Ky ceplieBo-CyIUHHOI
CUCTEMH, BKJII0Yaouu iHdapKT MioKapna, HecTabibHY CTEHOKAPIilo, PalTOBY CepLeBy CMEPTE,
IIJTYHOYKOBY apUTMii0, lepeOpoBacKyIsipHi KPOBOBUJIMBY, TPAH3UTOPHY illIeMiUHY aTaky,
apTepianbHy rinepTeH3ilo Ta apTepianbHy TilOTEH3ii0, IKi 3a YacoM 30iranucs i3 3aCTOCyBaHHAM
npenapaty BIATPA® ODT. V GinbInocTi HalLi€HTiB, ae He y BCiX, icHyBanu GaKTOPH PU3UKY CepIeBo-
CYOWHHUX 3aXBOPIOBaHb. baraTo Takux moOiYHUX peaklliil criocTepiranocs mif yac abo ogpasy micins
CTATeBOr0 akTy i JMIle KilbKa TPAMIOCs HeBOB3i Mmic/s 3acTocyBaHHs mpenapaTy BIATPA® ODT
6e3 cekcyanbHOI aKTUBHOCTI. TOMy HEMOKJIMBO BU3HAYUTH, UM MOB’I3aHUM PO3BUTOK TaKUX
no0iyHMX peakili 6e3mocepenHbo i3 GaKTOpaMu PU3UKY, UM X PO3BUTOK 3YMOBJIEHUM IHITUMHU
YUHHUKaMHU.

ITpianiam. 3acobu Ojist NTiKyBaHHS €PEeKTUIIbHOI IUCOYHKII, ¥ TOMY YuCTi ¥ cunpeHadin, cmig
IpHU3HAYaTH 3 00epexkKHICTIO MallieHTaM i3 aHaTOMIiYHUMHY fedhopMallisiMu MeHica (TaKuMHU 5K
aHTyJIs1ig, KaBepHO3HUY (HiOpo3 abo xBopoba [lelipoHi) Ta malieHTaM 3i cTaHaMHU, IO CIIPUSIOThH
PO3BUTKY Ipiami3aMy (TaKuMHU SIK CEPIONONiOHOKTITHHHA aHEMIsI, MHOXKHHHA MieroMa abo neikeMis).
[Ticrs BUXomy mpemnapaTy Ha PUHOK ITOBiOMIISIIIOCS PO BUIIAOKM ITOMOBXKEHOI epeKllii Ta mpiami3my.
Y pagzi, Konu epexilisg TpuBae OinbIl HiXK 4 TOOWHMU, MAI[iEHTAM CJIiJl HeraliHO 3BEPHYTHUCH 3a
MEeAVYHOI0 AOIOMOT00. 3a BiICYTHOCTiI HETaWHOTO JIIKyBaHHS IIpialli3M MOXKe IIPU3BECTHU [0
MIOIIKOMKEeHHS TKaHUH IeHica Ta [0 CTiMKOi BTpaTH MOTEHIIil.

OodHouacHe 3acmocy8aHHA 3 iHwumu iHzibimopamu ®JES5 abo iHwumu npenapamamu 044 AiKYBAHHSA
epekmusabHoi ducyHkuii. be3neka Ta epeKTUBHICTh OMHOYACHOTO 3aCTOCYBaHHS cuimeHadiny 3
inmumu ixriditopamu ®IES abo iHmmMMY IpeliapaTaMy [AJig JIiKyBaHHS TilepTeH3il 1ereHesol
aprepil, 9Ki MicTaTh cunpeHadin (Hanpukiag npenapat PeBanno), 4u 3 iHIIMMY [IpeniapaTaMu Ojis
JiKyBaHHS €PeKTUJIbHOI AUChYHKII He BUBYanmucs. ToMy 3aCTOCYBaHHS TaKuX KOMOiHaIlill He
PEKOMeH[IOBaHE.



Bnaue Ha 3ip. CIIOHTaHHI IOBiOMJIEHHS IPO BUHUKHEHHS Je(PeKTiB 30py HaAXOOUIN
acolli0BaHoO i3 3aCTOCyBaHHAM cuigeHadiny ta iHmux iuriditopis ®IES (ouB. po3min
«[Tobiyni peakuii»). [Ipo BUMagku HeapTepiaabHOI TepedHbOI illeMiyHOI HeBpoMaTil
30pOBOr0 HEPBA, 1110 € PIAKICHUM CTAHOM, HaAXOOWIX CIIOHTaHHI [TOBIfOMJIEHHS Ta
IIOBIAOMIISATIOCS Y HATJIILOBOMY HOCHIAKEHHI acoLiii0BaHO i3 3aCTOCYBaHHAM CUIgeHadiny
Ta iHmmx inribitropis ®IES (muB. po3min «ITo6iuHi peakitii»). [TallieHTiB CIlif momepeauTH, 110
y pasi panToBoro IOpPyIIEHHS 30py 3aCTOCOByBaHHA mpenapaty BIATPA® ODT crip
IPUNIMHUTY Ta HeTalHO 3BEePHYTHUCS A0 JiKaps (AuB. po3min «[IpoTunoka3aHHg»).

O0HouacHe 3acmocy8aHHA 3 pumoHasipomM. OfHOYaCHe 3aCTOCYBaHHS CUfeHadiny Ta puTOHaBipy
He PeKOMEeHIY€EThCA (OUB. po3xin «B3aemonis 3 iHIIMMY JTiKapCbKUMHU 3aco0aMu Ta iHIN BUOA
B3aEMOJIiN»).

O0HouacHe 3acmocysaHHs 3 610Kkamopamu a-adpeHopeuenmopis. [1auieHTaM, sKi 3aCTOCOBYIOTh
0710KaTOPU (-agPEHOPEIENITOPIB, 3aCTOCOBYBAaTH CUJIAeHadiN ciifg 3 00epexkKHICTI0, OCKITbKY TaKa
KoMOiHallis MOXe MPU3BECTH OO0 CUMIITOMATHUYHOI TiOTeH3ii y IesKUX CXUIbHUX OO0 I[bOTO MAlli€HTiB.
CuMnTomMaThyHa TinoTeH3isd 3a3BU4ail BUHUKAE IIPOTATOM 4 TOAUH IiC/IA 3aCTOCYBaHHS
cungeHadiny. 3 MeTo MiHiMi3allil MOKJIMBOTO PO3BUTKY IIOCTYPalIbHOI TiOTEH3il 0 I04YaTKy
3aCTOCyBaHHS cugeHadiny reMogrHaMiuHi TOKa3HUKY IallieHTa IIpY Tepalil 6710KkaTopaMu -
agpeHopelLenTopiB MaloTh OyTu cTabinbHUMU. CIIifl PO3TISHYTU MOKJIUBICTh 3aCTOCYBaHHS
II0YaTKOBOI f0o3u cunaeHadiny 25 mr (gus. po3nin «Cmocib 3acTocyBaHHs Ta mo3u»). Kpim Toro, crifg
IPOiH(QOPMYBaTH MAIi€HTIB, K OIATH ¥ Pa3i I0SBU CUMIITOMIB OPTOCTAaTUYHOI TiMOTEH3Il.

Bnaue Ha xposomeui. [IoCcTimKeHHs TPOMOOIMTIB TIOOUHY TPOAEMOHCTPYBAIH, IO in Vitro
cunpeHadin NOTeHIiI0e aHTHarperaniiHi eekTy HaTpito HiTponpycuny. Hemae xxonHol iHdopmaii
mono 6e3meKy 3aCTOCYBaHHS cuimeHadiny maiieHTaMu i3 mOpyIIeHHSIME 3TOPTAaHHS KPoBi abo
TOCTPOIO IETITUYHOI0 BUPa3Koi0. TaKWM YMHOM, 3aCTOCYBaHHS CUIeHadiy MallieHTaMu i€l Tpynu
MOKJIMBE JIMIIE TiCJIg PETeNIbHOI OLiHKY CITiBBiHOIIEHHS KOPUCTI Ta PU3UKIB.

IonomixcHi peyosuHu. lle# mikapchbKu# 3aci6 MicTuTh MeHIe 1 MMOJb HATpilo (23 Mr) Ha
TabeTKy, TOOTO MPakKTUYHO BiTbHUY Bif HaTpito. [Ipo 1e MoXKHa npoiHGopMyBaTH Malli€HTiB, AKi
OOTPUMYIOTHCS OIETU 3 HU3BKUM BMICTOM HaTPIiO.

Bmpama cayxy. JlikapsiM citif IOpafuTH MallieHTaM IPUIUHUTYA 3aCTOCYBaHHs iHribiTopis ®IIES,
BK/IIOYaroun npemnapaTr BIATPA® ODT, Ta HeraiHo 3BepHYTHCS 32 MEOUYHOI0 JOIIOMOTO0 y pasi
paIToBOr0O 3HUXKEHHS YU BTpaTHU CiIyXy. [Ipo 1i aBuila, sKi TaKOXK MOXKYTh CYIIPOBOAKYBATUCS
I3BOHOM Y ByXax Ta 3allaMOPOYeHHAM, IIOBIAOMIIAIOCS 3 acoLialliel0 ¥ 4aci i3 3aCTOCYyBaHHAM
inri6iropis ®JIE5, Bkmoyatouy npenapaT BIATPA® ODT. Bu3HauuTH, 4H L SBUINA IPSIMO II0B’I3aHi
i3 3acTocyBaHHaM iHribiTopiB OMIED, uu 3 iHmMMMEU (aKTOpaMu, HEMOXKJIUBO.

OdHouacHe 3acmocy8aHHs i3 2zinomex3usHumu npenapamamu. BIATPA® ODT 4YMHUTE CUCTEMHY
CYOHMHOPO3IIMPIOBAJIbHY [if0 Ta MOXKE B IIOJa/IbIIOMy 3HUKYBaTH apTepiaJbHUM TUCK Y Malli€eHTiB, AKi
3aCTOCOBYIOTh TiIIOTEH3UBHI JTiKapchKi 3aco0u. Y oKpeMoMy [OCIigKeHHi TiKapCchKoi B3aeMOfii mpu
OHOYACHOMY 3aCTOCyBaHHI amiopuminy (5 Mr a6o 10 mr) ta npemapaty BIATPA® ODT (100 mr)
IIepOPasbHO CIOCTEPiranocs cepefHe NONAaTKOBe 3HUKEHHS CUCTOIIYHOIO TUCKY Ha 8 MM PT. CT. Ta
OiaCTONIYHOTO - Ha 7 MM PT. CT.

3ax80p8aHHs, W0 NepedaromsCsa Cmamesum WAAXoMm. 3acTocyBaHHs npemnapaTy BIATPA® ODT e
3axyllaE Bifl 3aXBOPIOBaHD, 1110 IepefalThCA CTaTEeBUM LIIIX0M. ClIif pO3T/IAHYTA MOXKJIUBICTh
inhopMyBaHHS MalliEHTIB 100 HEOOXigHMX 3amo0iKHUX 3aX0/iB I 3aXUCTY Bifl 3aXBOPIOBaHb, 1110
nepefaloThCsA CTAaTEeBUM IUISTXOM, BKJIIOUAIOYH BipyC iMyHOmeQilUTY TIOAUHH.



®epmusavHicmb. Ilicns 3acTocyBanHs go3u 100 Mr 3M0poBUME LOOPOBOIBLAME HE CIIOCTEPIraaocs
BIIJIUBY Ha MOP(QOJIOTiI0 YA PyXOMiCTh CIEPMaTO3011iB (IuB. po3ain «dapmMakoguHaMiKa»).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

IIpenapat BIATPA® ODT He mpu3HaueHuil [ 3aCTOCYBaHHS XKiHKaMH.

30amuicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

BIATPA® ODT MoxXe MaTy He3Ha4YHHI BIUIMB Ha KePyBaHHS aBTOTPAHCIOPTOM a00 iHIIMMY
MeXaHi3MaMu.

OckinbKY y XOAi KITIHIYHUX JOCTiAKEeHb 3aCTOCYyBaHHS CUJIAeHa(dily IOBIIOMIISAIOCS IIPO BUMIaAKH
3armaMOpOY€eHHS Ta IOpYyIIeHHs 3 00Ky OpraHiB 30py, Ilepef TUM 5K CilaTHd 3a KepMO TPAHCIOPTHOTO
3aco0y a0o mpalfoBaTH 3 iHITUMU MeXaHi3MaMu, IallieHTaM HeoOXiTHO 3'SCyBaTH, KOO € IXHS
iHMBiMya/bHA peakilis Ha 3aCTOCyBaHHs npenapary BIATPA® ODT.

Cnoci6 3acmocyeaHHs1 ma do3u.
[Tpemapat 3aCTOCOBYIOTH ITEPOPAJIBHO.

[Tpemapart ciif 3aCcTOCyBaTH HETalHO MiCIs TOTO, SIK TabaeTKy BUMHSAIM 3 OnicTtepa. TabneTKy ciif
IIOKJIaCTH Ha 93K, JO4YeKaTHCs 11 po3nafaHHs, a IOTiM IPOKOBTHYTH. [IpermapaT MoXHa IpUUMaTH 3
BOZOI0 a60 6e3.

[Tpu HeoOxigHOCTI 3acTocyBanHs no3u 100 Mr gpyry TabNeTKy CIlif NIPUAHSTY JIUIIE TiC/Is TOBHOTO
po3mafaHHs MepInoi TabIeTKH.

PexoMeH0BaHO 3aCTOCOBYBATHU IIpenapaT HaTllle, OCKUIbKY IIPU 3aCTOCYBaHHI IpenapaTy OGHO4YaCHO
3 XKUPHOIO 1K€e10 CIIOCTEePiraeThCs 3Ha4UHa 3aTpuMKa a0copOIlii MOPiBHSHO i3 3aCTOCYBaHHSIM
TabJeTOK Ha IIOPOXKHIN IITYHOK.

Iopocai. TIpu HeobxigHocTi mpenapat BIATPA® ODT crif 3acTocoByBaTH 3a 1 rofuHy 10 CEKCyasbHOI
aKTUBHOCTI. PeKoMeH0BaHa f03a cTaHOBUTH 50 Mr. OCKIJIBKY IIPU OAHOYACHOMY 3aCTOCYBaHHI
npernapary 3 ixkelo BigOyBaeThCsl 3aTpUMKa abcopOIlil Ta yIOBITbHIOEThCS eEKT IIpernapary (Ous.
po3pin «PapMakoKiHEeTHKa»), pEKOMEH0BAHO 3aCTOCOBYBATH IIpenapaT HaTIIe.

3aexHo Bif eeKTUBHOCTI Ta IEPeHOCUMOCTi 703y MoxkHa 30inpimuty 7o 100 Mr. MakcrManbHa
peKoMeHJoBaHa fo3a cTaHoBUThL 100 Mr. [Tpu HeobOxigHOCTI 3acTocyBaTé 103y 100 MT CIifl IPpUUHATH
2 TabeTku 1o 50 MT MOCTIiOBHO.

MakcuMalnbHa peKOMeHI0OBaHa YaCTOTa 3aCTOCYBaHHS IIpemapaTy CTaHOBUTh 1 pa3 Ha moby.

[Tpu HeOoOXimHOCTI 3aCTOCYBaHHS NO3U 25 MT PeKOMEHI0BaHO BUKOPUCTATU cuiigeHadisn, TabneTku
BKPUTi 000JIOHKOIO 110 25 MT.

ITauienmu aimHboe2o 8iKy. HeoOXigHICTh Y KOPEKIIil 031 MallieHTaM JITHROTO BiKy (= 65 pOKiB)



BiICyTHS.

ITauienmu i3 HUPKOBOIW HedocmamHicmio. [I7s Mali€eHTiB i3 HUPKOBOIO HEJOCTATHICTIO JIETKOTO Ta
IIOMIPHOTO CTYIIeHS TSAXKOCTi (KinipeHc kpeaTuHiny 30-80 Mi1/XxB) peKOMeHI0BaHa [03a IIpernapary €
TaKOI0 X, K HaBeJEHO BUILlEe V PO3Aini «[Jopoci».

OcCKibKHY y MAIi€HTIB 3 HUPKOBOIO HEJOCTATHICTIO TAKKOTO CTYIIeHd (KJIipeHC KpeaTUHIHy

< 30 m1/xB) KiipeHC cungeHadiny 3HUKEHNUH, CIIiT PO3TISHYTA MOXKJIABICTh 3aCTOCYBaHHS 03U
25 Mr. 3ayexHo Bifl epeKTUBHOCTI Ta TePeHOCUMOCTI ITpemnapaTy npu HeoOXimHOCTi 403y MOXKHa
noCTy1oBo 30inpmuTu 70 50 Mr ta go 100 mr.

ITauieHmu i3 neuinko8ow Hedocmamuicmto. OCKiTbKH Y MAI[iEHTIB i3 Ie4YiHKOBOIO HEJOCTATHICTIO
(HampuKIaf OUPO30M) KIIipeHC cuigeHadiny 3HUKeHUH, CIIiT PO3T/ISHYTA MOXKJIUBICTh 3aCTOCYBaHHS
mo3u 25 MT. 3asiexkHo Bifi eheKTUBHOCTI Ta IEPEHOCHMOCTI ITpenapary Ipu HeoOXiqHOCTI 103y MOXKHa
moCTynoBo 30imbinmuTu 70 50 Mr Ta mo 100 mr.

ITauieHmu, AKi 3acmocosyomy iHWi nikapcvki 3acobu. FAKINO TaAI[iEHTH OTHOYACHO 3aCTOCOBYIOTh
inribitopu CYP3A4 (3a BUHSATKOM PUTOHAaBIPy, 3aCTOCYBaHHS SKOT0 OMHOYACHO i3 cunaeHadisioM He
PEKOMEHOYEThCS, TUB. Po3minu «Oco6IUBOCTI 3aCTOCYBaHHS», «B3aeMopmist 3 iHIMMMU TiKapChKUMHU
3acob6aMu Ta iHIIi BUOU B3AEMOIiN») CIIifl PO3TISTHYTH MOXKJIUBICTh 3aCTOCYBAHHS IOYATKOBOI J031
25 MT.

3 MeTOI0 MiHiMi3alil MOXKIMBOr0 PO3BUTKY ITOCTYpPaJIbHOI TiMOTEH3il ¥ MallieHTiB, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPEIENITOPIB, [0 IOYATKY 3aCTOCOBYBaHHS CHJAeHadiny cTaH TaKuX MallieHTiB
Mae OyTu cTabinizoBaHui. TakKoXK CIIifl pO3TJISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IT0YaTKOBOI 403U

25 mr (puB. po3pinu «OcobnMuBOCTI 3acTOCyBaHHSA» Ta «B3aeMopmis 3 iHIIMME JTiKapCbKUMU 3acobaMu
Ta iHIT BUOY B3aEMOMIN»).

Himu.

[TpemapaT He MOKa3aHUU [0 3aCTOCYBaHHS ocobaMu BikoM mo 18 pokis.

Ilepedo3yeanHns.

Y xopi KTiHiYHUX OOCIiIXKEHb 3@ y4aCTi0 JOOPOBOJIBINB i Yac 3aCTOCYBaHHS Pa30BOi JO3U
cungenadiny mo 800 mr mobiuni peaxtii Oynu MogiOHUMU OO THUX, IO CIIOCTEPIraNucs Ipu
3aCTOCYBaHHI cunpeHadiny y HUXKYUX J03ax, aje 3yCTpidanucs dacTime Ta 6yau Oinbil
TSKKMMH. 3aCTOCOBYBaHHS cuimeHadiny y mo3i 200 Mr He IPHU3BOAUIIO A0 MigBUIIEHHS
e(eKTUBHOCTI, aye CIPUYMHSIIO 3POCTAHHS KiTbKOCTi BUMIAIKiB PO3BUTKY MOOIYHUX peakIliit
(ronmoBHOr0 00JII0, IPUIKBIB KPOBi, 3alIlaMOPOYEHHS, TUCIETCii, 3aKIaieHOCTi HoCa,
TIOPYIIIeHb 3 60Ky OpraHiB 30py).

Y pagsi nepeno3yBaHHs IpU HEOOXiMHOCTI BAAIOTHCS A0 3BUYANHUX MigTPUMyBaIbHUX 3aX0MiB.
[TpuckopeHHS KIIipeHCy cunpeHadiny npu reMofianisi MaJoiMOBipHe Yepe3 BUCOKUM CTYIiHb
3B’sI3yBaHH4 Ipenaparty 3 6iTkaMu I1a3Mu KpPOBi Ta BigCyTHICTE efimiHalii cungenadiny i3 ceueto.



ITobiuni peakuii.

I[Ipodine 6esneku npenapaTty BIATPA® ODT 6a3yeThCcs Ha JaHWX, OTPUMAHHUX Y X0fi 74 MOofBiAHHX
CIimux 1ane00-KOHTPOILOBAHUX KIiHIYHKMX mociimkensb (9570 narienTis). Haltuacrimme
IIOBiMOMJISIIIOCS IIPO Taki moOiuHi peakilii, SK TOJIOBHUM Oiflb, MPUIIIUBYA KPOBi, QUCIIEICis,
3aKjafeHicTh Hoca, 6inb ¥ CIIMHI, 3a11laMOpPOYeHHs, HyJ0Ta, IPUILINBY XKapy, OPYIIEeHHS 30Dy,
I[iaHOIICig Ta 3aThMapeHHs 30py. [HbopMalris om0 no0iYHNX peaklliil y paMKax
IIOCTMApKETUHTOBOTO CIIOCTEpPekKEeHHS Oysia 3i0paHa MPOTAroM Nepiofy TpUBaIiCTIO OibIle HiX

10 pokiB. OckinbKy 3asiBHUKOBI IIOBifOMJIANIOCS. He TIPO BCi mobiyHi peakilii Ta He Bci mobiuHi peakirii
Oynu BKItoYeHi B 6a3y maHuUX 3 0€3MeKH, YaCTOTa TaKUX Peakiliii He Moxe OyTH TOCTOBIPHO
BU3HAYeHa.

Yci kniniyHO 3Hauymi Mo6iuHi peakiril, 110 crocTepiraaucs mif yac KIiHIYHUX HOCTiIXKEeHb YacTillle,
HiX IIpY 3aCTOCYyBaHHi 11aie00, HaBe[leHO HUXKYe BiIIOBIAHO 0 Kilacudikanii «CucremMa-opras-
KJlac» Ta 4acTOTu: fyxke dacto (= 1/10), vacto (= 1/100 - < 1/10), Hewacto (= 1000 - < 1/100) Ta
pigko (= 1/10000 - < 1/1000). Y Mexkax KOXKHOI I'PyIIH 3a YaCTOTOIO MMOOiYHi peakiril HaBeIeHO y
MOPSIIKY 3MEHIIEHHS iX CEPUO3HOCTI.

[HbekIIiViHI Ta iHBa3MBHI 3aXBOPIOBAHHS.

Heuacmo: puHiT.

Po3nangyu 3 60Ky iMyHHOI CUCTEMH.

Hevyacmo: rinepuyTIuBiCTE.

Po3nagu 3 60KY HEPBOBOI CHCTEMH.

[yoce wacmo: TonoBHUM Bifb.

Yacmo: 3artaMOPOYEHHS.

Hevyacmo: COHNUBICTS, rinecTesis.

Pioko: iHCy/BT, TPDAQH3UTOPHA illleMiYHa aTaka, CyoOMU*, peLUANBY CyIoM*, CHHKOIIE.
Posnany 3 60Ky OpraHiB 30py.

Yacmo: nopylieHHs CIPUUAHATTS KOJIbOPY**, po3nnaau 30py, 3aTbMapeHHs 30pY.

Heuacmo: po3nagu cinb030BUAineHHA ™, 6inb B 04ax, hoTodobist, hoTorncis, rinepeMis ouei,
SICKPaBICTh 30PY, KOH IOHKTUBIT.

Pioko: HeapTepiaibHa IIepefHs illeMiyHa HeUPOIaTisi 30POBOT0 HepBa*, OKIII03isd CyIUH CITKIiBKU*,
peTUHAIbHUY KPOBOBUJIMB, apTEPIOCKIEPOTUYHA PETUHOIIATIS, TIOPYIIeHHS 3 00Ky CiTKiBKH,
riraykoma, geeKTu 1mojis 30py, JUILIONis, 3HUKEeHHS T'OCTPOTH 30Dy, MiOIIisg, aCTEHOIIis, [JlaBaloydi
IIOMYTHIHHS CKJIMCTOTO Tijla, MOpPYyIIeHHs 3 00Ky paiAyKHoi 000JI0HKY, Mifipia3, osgBa CAIOYUX
KPYTiB HaBKOJIO [2Kepesa CBiTna (rajo) y moi 30py, HabpsK o4ei, MPUIYXJIiCTh 04el, IOPYIIEHHS 3
00Ky ouel, rinepeMisi KOH' IOHKTHUBHY, TIOAPa3HEHHs 04el, aHOMaJIbHi BifTUyTTs B 04aX, HAOPSIK MOBIK,
3He0apBIIeHHS CKIIEPH.

Po3nanou 3 6OK§Z OQFaHiB CIIYXV Td BeCTI/I6§ZTIﬂpHOFO alaparTty.



Heyacmo: 3ataMOpOYeHHs, O3BiH y ByXax.
Pioko: rnyxora.

Posnany 3 60Ky cepis.

Heuacmo: Taxikapgisi, mocuneHe cepLeOuTTs.

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

Po3nagy 3 60KY CYOUH.

Yacmo: TpunuBY KPOBi 10 006/TMYYs, IPUITUBY Kapy.

Heyacmo: rinepTeH3is, rinoTeH3sis.

Po3nagy 3 60Ky peclipaTOpHOI CUCTeMU, OPTraHiB TPYIHOI KIITKY Ta CEPeNOCTiHHA.
Yacmo: 3aKi1afeHicTh HOCa.

Heuacmo: HOCcOBa KpoBOTeUa, 3aKlIafeHiCTh MPUAAaTKOBUX I1a3yX HOCA.

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

Yacmo: HyAo0Ta, OUCIIENCis.

Heuacmo: ractpoe3odareanbHa pedrokcHa xBopoOa, O1toBaHHS, 0i/lb y BEpXHil YaCTHHI JKUBOTA,
CyXiCTb y POTi.

Pioko: rinecTe3isg pOTOBOI MOPOKHUHH.

Po3nany 3 60Ky WIKipU Ta HiAMIKipHOI TKAHWHM.

Heuacmo: BucumnanHs.

Pioko: cuapmpoM CriBeHca - [I2KOHCOHA*, TOKCHUYHUY elifepManbHUM HEKPOTi3*,
Po3nagy 3 60KY OIMOPHO-PYXOBOT0 anapaTy Ta CIIONYYHOl TKaHWHH.
Heuacmo: mianris, 6inb y KiHITiBKax.

Po3snany 3 60Ky CeYOBUIOINLHOL CUCTEMHU.

Heuacmo: rematypis.

Po3nagu 3 60KY penponyKTUBHOI CUCTEMU Ta MOJIOYHHUX 3aJ103.

Pigko: KpoBOTeYa 3i CTaTEBOr0 4YJjieHa, Mpiami3aM*, reMaToCIIepMisi, IOAOBXKEHA epPeKIis.

3arasnbHi po3ylafy Ta peakilil Y MicIli BBeIeHHS.



Heuacmo: 6inb y TpynAsix, MigBUIleHa CTOMJTIOBAHICTh, Bif4yTTS XKapy.

PiOoKo: mompa3HeHHS.

OOCTeXKeHH4.

Heuacmo: nifBullleHa 94acTOTa CepleBAX CKOPOYEHb.

* TloBimoMmsyocs JuIle Iif Yac AOCIIAXKEeHHS MiCd BUXOOY IIpefapaTy Ha PUHOK.

** TlopyIlieHHS CIPUUHATTS KOJIbOPY: XJIOPOIICis, XpOMATOIICis, LiaHOIICisd, ePUTPOIICisA, KCAHTOICIA.

*#*k TlopylleHHS CIIbO30BUIIJIEHHS: CyXICTh B 04YaX, IOPYLIEHHS CJIbO30BUIIJIEHHS Ta IiABUILIEHHS
CJIbO30BHU/iIEHHS.

3a3HaueHi HuXK4Ye mo0iyHi peakuii criocTepiranucs y < 2 % malieHTiB y X0Ii KOHTPOJIbOBAHUX
K/TIHIYHUX [OCTigXeHb; 1X TPUUYUHHUK B3a€EMO3B 30K i3 3aCTOCYBaHHAM IIpenapaTy BIATPA® ODT €
HeBU3HaueHUM. bynu 3a3HadeHi mob6iuHi peakilil, 1110 Manau BiporigHUM 3B’430K i3 3aCTOCYBaHHSIM
npemnaparty. [Ipu ubomy He Oynu 3a3HaudeHi 100iYHi peakiiii 1erKoro cTymneHs. Takox He
3a3Havasucs nmobiyHi peakilii, MOBiMOMIEHHS PO SKi OyIK OyKe HETOYHUMH, 11100 MaTH 3HAYEHHS.

3az2anvHi: HabpsK 06IUYYs, peakilil GOTOYYTIMBOCTI, IIOK, acTeHis, 6inb, panToBe mamiHHS, OiNlb y
JXKMBOTi, PalTOBE IONIKOMKEHHS.

3 60Ky cepueso-cyOuHHOi cucmemu: CTeHoKapmisi, AV-010Kafia, MirpeHsb, IIOCTypaibHa
rimoTeHs3is, imemisa Miokapaa, TpoM003 CyAWH T'OJIOBHOT'O MO3KY, PaliTOBa 3yNMHKA CEPId,
nopylueHHA pe3ynbTaTiB Ha EKI', kapgioMionaTis.

Po3nadu 3 60Ky WaYHKOBO-KUWKOB020 Mpakmy: TIIOCUT, KOJIIT, gucdaris, racTpur,
racTPOEHTEPUT, e30(ariT, CTOMaTHUT, TOPYIIeHHS Pe3y/bTaTiB Ie4iHKOBUX P00, peKTaIbHa
KpPOBOTEYa, TiHTIBIT.

3 6oky cucmemu Kposi ma AimM¢pamuyHoi cucmemu: aHeMist, TEUKOTIEeHis.

Po3nadu memaboaizamy ma xap4yB8aHHA: cupara, HabpsK, mogarpa, HectabinsHuil miaber,
rinepriikemis, nepudepuyHi HaOPSKY, TinepypuKeMis, Tinornikemisi, rimepHaTpieMis.

Poznadu 3 60Ky ckeaemHo-m’ 30801 cucmemu: apTPUT, apPTPO3, PO3PUB CYXOXKUJIIIA,
TEHOCHHOBIT, 0i/Ib y KiCTKaX, MiacTeHisi, CHHOBIT.

Po3znadu 3 60Ky Hepeosoi cucmemu: aTaKCisi, HEBparisd, HEUPOIIaTis, mapecTesis, TpeMop,
BEPTUTO, Iempecisi, 0e3COHHS, aHOMaJIbHI CHOBUOIHHS, 3HUXKEHHS pedIiekcis.

Po3znadu 3 6oky OuxasnbHoi cucmemu: aCTMa, JUCITHOE, JTaPUHTIT, GapUHTIT, CHHYCUT, OPOHXIT,
IIOCUJIEHE CIIMHOBUMINIEHHS, IOCUJIEHHS KalllIIo.

Po3aadu 3 60Ky wkipu: KpOIIUB THKA, Treprec, cBepOixK, MiTIUBICTh, BUPA3KU LIKipU, KOHTAKTHUN
OepMaTUT, eKCPOTiaTUBHUY T€PMATHT.

CneuuciyHi 8i0uymms: panToBe 3HUKEHHS YU BTPATa CIIyXYy, Oi/lb y ByXax, KDOBOBUJIUB ¥ OKO,



KaTapakKTa, CYXiCTb B O4axX.

Po3nadu 3 60Ky ypo2eHimanbHOi cucmeMu: IUCTUT, HIKTYpis, TiIBUIIeHa YacTOTa
CeYOBUNYCKaHb, 30ibIIEHHST MOJIOYHUX 327103, HETPUMAaHHS Cedi, MOPYIIeHHs esKYIIsIIii,
HaOpsK CTAaTEBUX OPTaHiB, aHOPTa3Mis.

[TOCBill 3aCTOCYBaHH MiC/Is BUXONY HAa PUHOK. 3a3Ha4YeHi HuxK4e 1mobiuHi peakilii Oynu BUSBIIEH]

IIicyis BUXOMY IpelapaTty Ha puHOK. OCKibKY PO TakKi peakilil MOBiAOMIISAIOTH JOOPOBIIBHO
Ta MOBiIOMJIEHHS HAAXOOSATh Bifl IOMYJISIlil HEBiMOMOI YMCEIbHOCTI, He 3aBXKOU MOXHa
IDOCTOBIPHO OIIIHUTH 1X YaCTOTY Ta BCTAHOBUTHU NPUYMHHUM 3B’I30K i3 €KCIIO3UIIIEI0
nikapchKoro 3aco0y. Lli mob6iuni peakuii Oynu MPUUHSATI OO yBary y 3B’sI3Ky i3 HasIBHICTIO
HaCTYIIHUX (PAKTOpPiB: CEPHO3HICTh, YaCTOTAa MOBiIOMIIEHHS, BifCyTHICTh YiTKOTO
ambTepPHATHUBHOTO 3B’SI3KY Ta KOMOiHallis BCix UX GaKTOpiB.

Cepueago-cyduHHi ma uepebposackyasapHi Asulld. [ToBimOMISIIOCS PO CEPHO3Hi CepleBo-
CYOVHHI, 1epeOPOBaCKYISIPHI Ta CyAUHHI SBUIlA, BKIII0Yal04y 11epebpoBacKyIsipHY KPOBOTEYY,
cybapaxHoimanbHy i BHYTpilTHBOLIEpeOpaIbHy KPOBOTEUY Ta JIETeHEBY KPOBOTeUY, 1110 Oy/Iu OB’ si3aHi
y 4aci i3 3acrocyBarHaM npenaparty BIATPA® ODT. Y GinbInocTi mamieHTis, ane He y BCiX, Oyu
HasiBHI (paKTOpH CeprieBO-CyOUHHOTO PU3uKY. [ToBimomsiiocs, 1m0 6araTo 3 IUX SBUI BUHUKIH IIif
yac abo Bimpa3dy miciig ceKcyaabHOI aKTUBHOCTI Ta AeKinbKa SBUIL BUHUKIIK Bigpas3y micis
3acTocyBaHHs npenapaty BIATPA® ODT 6Ge3 cekCyasibHOI aKTUBHOCTI. IHINI SIBUINA BUHUKIIA
IPOTATOM HACTYIHUX TONMH 49X [HIB MiCJIs 3aCToCyBaHHs npemnapaty BIATPA® ODT Ta cekcyanbHOI
aKTUBHOCTI. HeMOXK/IMBO BCTAHOBUTH, YU [10B’SI3aHi LIi BUINA i3 3aCTOCYBaHHAM IIpenapary, i3
CEKCyaJIbHOI0 aKTUBHICTIO, i3 HAsIBHUMU (aKTOPaMU PU3UKY UM i3 KoMOiHaIieo nux GpakTopiB, uyu 3
iHIUMYU paKTOpaMH.

KposoHocHa ma aimpamuyHa cucmemMu: Ba300KITIO3UBHUY KPU3. Y HEBEJIMKOMY 3aB4aCHO
IPUNIMHEHOMY AOCTiIXXEHHI 3aCTOCyBaHHA npemnapaTy PeBamuo (cunpgeHadin) maiieHTaM 3
JIeTeHEBOI0 apTepPiaJbHOIO TillepTeH3i€10, BTOPUHHOIO 100 CEPIIONOAiOHOKIITUHHOI aHeMil,
IIPY 3aCTOCYBaHHI cunigeHadiny mpo po3BUTOK Ba300KIIIO3UBHUX KPU3iB, 1110 MOTPeOyBaIn
rocimiTanisaillii, TOBiHOMIISNIOCS YacTillle, HiXK IIPX 3aCTOCOBYBaHHI maiebo. Kniniune
3HaYeHHs W€l indopMaLii [y maLieHTis, SKi 3aCTOCOBYOTh nmpenapaT BIATPA® ODT 3
METOIO JIIKyBaHHS €PEeKTUIbHOI AUCHYHKIIII, € HEBITOMHUM.

Hepsosa cucmema: TpuBora, TpaH3UTOPHA r'iobabHa aMHe3is.
Cneuuciuni giduymma.

Cayx. ITicng Buxony npenapaTy Ha pUHOK IIOBIOMIISAJIOCS PO BUMALKU PAlTOBOTO 3HUXKEHHS YU
BTPATH CIyXy, I0B’s13aHi y 4aci i3 3acTocysanHaM npenapaty BIATPA® ODT. V gesakux Bumnagkax
IIOBIAOMJISINIOCS IIPO HasIBHICTh MEOUYHUX CTaHIB Ta iHIIKX (AKTOPIB, IIJ0 MOTJIX BiflirpaTyl POJb y
PO3BUTKY OOIYHUX peakiliil 3 60Ky ciayxy. Y 6araThox BUIlafiKax iH(popMallis mofg0 MOAaIbIIoro
MeIUYHOTO CIIOCTEPeKEeHH BiCyTHA. BU3HAUUTH, YU 1Ii ABUIIA IPSMO IIOB’3aHi i3 3aCTOCYBaHHAM
npenapaty BIATPA® ODT, 3 HasBHUME (aKTOPaMy PU3UKY BTPATH CIIyXy, 3 KOMOIHALIE0 IHX
(dbakTOpiB UM 3 iHIIUMHU (paKTOpaMU, HEMOKIIUBO.

3ip: TUMYacoBa BTpaTa 30py, IOYEPBOHIHHS O4Yel, IeYiHHS B 04aX, MigBUINEHHS BHYTPIITHBOOYHOTO
TUCKY, HaOpSK CiTKiBKH, CyIMHHI 3aXBOPIOBAHHS CiTKiBKM Y¥ KPOBOTEYa, BifllIapyBaHHS CKIMCTOTO



Tinma.

[Ticns Buxomy npemnapaTy Ha PUHOK PiIKO MOBiAOMIISIOCS IIPO BUIAOKKM HeapTepiaabHOI MepegHbol
ilmemiyHOI HEBpoOIaTil 30pOBOT0 HEPBA, 1[0 € TPUYNHOI0 3HUKEHHS 30Dy, BKJIIOUAI0YHU [TOCTINHY
BTPATy 30pYy, sKi Oynu moB’s3aHi y 4aci i3 3acTocyBanHaM iHribitopis ®IES, BKtoYawyy mpemnapar
BIATPA® ODT. V GaraThox Ialli€HTiB, ane He y BCiX, OyiM HasgBHi aHaTOMiuHi a0 CyquHHI paKTOpH
PH3UKY PO3BUTKY HeapTepiaabHOl IepegHbol illleMidHOl HeBPOIIaTil 30pOBOr0 HEPBA, BKIYal04YU
(ane He060B'13K0BO 0OMEKYIOUHCH) TaKi: HU3bKe CIIiBBiIHOIIEHHS [iaMeTpa eKCKaBallil Ta A1CKa
30pPOBOT0 HEPBA (3aCTiMHUY OHCK 30POBOTO HEPBA), Bik moHan 50 PoKiB, TimepTeH3is, 3aXBOPIOBaHHSI
KOPOHApHUX apTepii, rinepinigeMis Ta maniHHg. HeMOXKIMBO BU3HAUNUTH, YU LIl SBUIIA IPIMO
1I0B’s13aHi i3 3acTocyBaHHAM iHribiTopiB ®IIES, 3 HagBHUMU aHATOMIYHUMU a0 CyOIUHHUMU
dbakTopaMu pHU3UKY, 3 KOMOiHAIli€I0 IUX BCiX (AaKTOPiB UM 3 iHIKUMU (paKTOpPaMHU.

38imysaHHs npo nido3prosaHi nobiyHi peakuii. 3BiTYBaHHS PO Migo3pioBaHi mobiuHi peakiiii mics
peecTpallil mTiKapchbKoro 3aco0y Ma€ BaxK/IuBe 3Ha4eHHs. Lle Jae 3Mory MpoBOoauTH Oe3repepBHUM
MOHITOPUHT CIiBBIIHOIIEHHS KOPUCTI 1 pU3UKIB, [TOB’A3aHUX i3 3aCTOCYBaHHAM LIbOT'0 JIIKAPCHKOI'0
3aco0y. JlikapsM ciif 3BiTyBaTH IIpo OyOb-sKi Mmigo3pioBaHi mo6iYHi peaklii BigmoBiIHO K0 BUMOT
3aKOHOMABCTBA.

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu y HEJOCTYIIHOMY OJISI OiTe# MicCIi.

30epiraTu B OpUTiHAIbHIN YIIaKOBI OJIs1 3aXUCTY Bif BOJIOTH.

He notpebye cnenianbHUX YMOB 30€piraHHs.

VYnaxoBka.

ITo 2 a6o mo 4 Tabnetku y OmicTepi; mo 1 GmicTepy B KApTOHHINA KOPOOLIi.

Kareropis Bignmycky. 3a penentom.

BupoOHUK.

®apeBa AmOyas/Fareva Amboise.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

3one IHmacTtpiane, 29 poyt gec Iagactpic, 37530 IToce-ciop-Cic, paniris/



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



