IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BIATPA®

(VIAGRA®)

Cknao:

ditoua pevosuHa: cungeHadin;

1 tabnetka mictuth 35,112 Mr cunpmeHadiny nuTpaTy, 10 €KBiBaleHTHO 25 MT cungeHadiny, abo
1 tabnetka mictuts 70,225 Mr cunpeHadiny uuTpary, 110 ekBiBaneHTHO 50 Mr cungeHadiny, abo
1 TabneTka mictuts 140,450 Mr cunpgeHadiny uutpary, 1o ekBiBameHTHO 100 Mr cunpeHadiny;

0onomidcHI pevyosuHU: 11eJTI0103a MiKPOKPHCTaliuHa; Kasbllito rinpodocdaT 6€3BomHUMN; HATPiO
KpPOCKapMeso3a; MarHiio creapat; Opadry® 6makutamit (OY-LS-20921): rinpomenosa; 1akKTosa,
MOHOTIifIpaT; IIilepos TpualeTaT; TuTany giokcup (E 171); inpurokapminy amtominieBuit nak (E 132);
Opadry® npo3sopuii (YS-2-19114-A): rimpomMeno3a; Iillepos Tpuamerar.

JIikapcbKka ¢popMma. TabneTKy, BKPUTI IIiBKOBOIO 000JI0HKOIO.

OcHo8HI (pi3uko-ximiuHi 81acmugocmi: TabIeTKH, BKPUTI ITIBKOBOIO 000I0HKO 0JIaKUTHOTO
KOJIbOPY, V GOpMi miamMaHTa, i3 3a0KpYyTrIeHUMU KpasiMu, 3 TUCHEHHSAM «Pfizer» 3 ogHOT0 OOKY Ta,
BigmoBigHO {0 mo3yBaHHA, «VGR 25» abo «VGR 50», abo «VGR 100» - 3 inmmoro.

dapMakoTepanmeBTHYHA Ipymna. 3aco0w, 110 3aCTOCOBYIOTLCS TP €PEKTUIIbHINA TUCHYHKIIII.
Cunpenadin. Kog ATX G04B E03.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

MexaHi3M fil. CunmeHadin € mpemapaToM [Jist TEPOPabHOr0 3aCTOCYBAHHS, IPU3HAYEHUM [T
JiKyBaHHS epeKTuIbHOI qucdyHKilii. [Ipy cekcyanbHOMY 30yOKeHHi IIperapaT BifHOBIIIOE 3HUKEHY
€PeKTUNIbHY QYHKIIIIO IIJITXOM IIOCUJIEHHS IIPUTOKY KPOBI [I0 TeHica.

dizionoriyHuil MexaHi3M, 110 3yMOBIIIOE €PEKIIil0, BKIYa€E BUBIIbHEHHS OKCUAy a30Ty (NO) y
KaBEePHO3HUX TiJlaX Iifl 4ac CeKCyanbHOT0 30ymKeHHS. BUBiTbHEeHNI OKCUL a30Ty aKTUBYE (epMEHT
TyaHINaTIIMKa3y, 10 CTUMYIIIOE MigBUIIEHHS PiBHS UUKIiYHOT0 TyaHo3uHMOoHObochaTy (1l M®), 110,
y CBOIO Yepry, BUKJIMKA€E PO3CIa0IeHHs IIagKol MyCKyIaTypyu KaBePHO3HUX Tijl, CIIPUSIOUH ITPUTOKY



KPOBI.

CunpeHadin € MOTyKHUM Ta CeJIeKTHBHUM iHTiOiTopoM I’ M®-cenudiynoi pocdoniectepasu 5
(POES) y KaBepHO3HUX Tinax, ne ®IIES Binmosimae 3a po3napn il M®. Brnus cungenadiny Ha
epex1io Mae nepudepuyHuit xapakrep. Cunnenadin He YuHUTL Oe3MOCEPEIHLOI pelaKCyooUoi mii Ha
i3071bOBaHI KABEPHO3HI TiNla MIOOUHMU, ajie IOTYKHO IOCHITIOE po3cabmionyuy airo NO Ha gaHy
TKaHUHY. [Ipu akTuBanii Metabomniynoro nuissxy NO/ul'M®, 1o BinOyBa€eThCs IPH CEKCyasbHil
ctuMynstii, inribyBanus cungenadinom OIES npu3BoOuTh OO0 MigBUIIEHHS PiBHS I MO y
KaBEepPHO3HUX Tinax. TaKUM YUHOM, OJIs1 TOTO, 100 cungeHadin BUKINKaB MOTPiOHMM
dbapmakosoriuaui ehekT, HeoOXimHe CeKcyasbHe 30yIKeHHS.

BrnuB Ha dapMakonuHaMIKY. [locmigxkeHHs in vitro IponeMOHCTPYBaH, 0 CUIfeHadisn €
cenektuBHUM no ®IIES, 110 6epe aKTUBHY y4acTh y Ipotieci epekiiii. Binus cunpenadiny sa ®IES

IOTYXKHILINY, HiXK Ha iHIIi BigoMi ¢pocdopiectepasu. Lleir edpekT y 10 pasiB mOTyKHILINK, HiXK ePeKT
BrnmuBy Ha ®JIE6, 110 Gepe y4acTh y mpoliecax (poTomepeTBOPeHH y CiTKiBIli. [Ipu 3acTocyBaHHI
MaKCUMaJIbHUX PEKOMEHIOBaHUX 103 CeNeKTUBHICTb cunpeHadiny mo ®IIES y 80 pasiB nepeBuiiye
1oro cenektusHIicTh o ®IIE1, y 700 pasis Buila, Hixk go ®IE2, ®IE3, ®IE4, ®[IE7, ®IES, OIIE9,
®IE10 ta ®IE11. 30kpema, cenektuBHicTh cunpeHadiny go ®IES y 4000 pasiB mepeBuinye 1oro
cenekTuBHicTh 1o ®IE3 - HTAM®-cienudiunoi izopopmu pocdoniecrepasy, 1o 6epe ydacTs y
perysiiii cepiieBoi CKOPOTIUBOCTI.

dapmMaxoKiHemuxka.

AGcopOitig. Cungenadin mBugKo abcopOyeThesi. MakcHMaIbHa IJIa3MOBa KOHIEHTPALlis [Ipenapary
nocsaraetbesa npotsaroM 30-120 xBumnuH (i3 MeniaHO0 60 XBUJIMH) IICTIS MOT0 IEPOPAJILHOTO
3acTocyBaHHS HaTie. CepenHs a0comoTHA 6i0IOCTYHICTD IiC/Is TepopasbHOr0 3aCTOCYBAHHS
cTaHOBUTH 41 % (3 miama30HOM 3Ha4eHb Bif 25 70 63 %). Y peKoMeHOBaHOMY fiana3oHi 703 (Big 25
no 100 mr) noka3uuku AUC 1a C,,,, cungeHadiny micis 1oro nepopajbHOro 3aCTOCYyBaHHS
HiABULIYIOTHCS IIPOIOPLIMHO [0 AO3HU.

[Tpu 3acTocyBaHHi cungeHadiny mig yac npuioMy ixi ctyminb abcopOuii 3HUKYETHCS i3 cepenHiM
nmofoBxXeHHIM T, mo 60 XxBUIMH i cepenHim 3HUXKeHHAM C, .. Ha 29 %.

Posnomin. CepepnHiit piBHOBaxkHUH 00’'eM po3nominy (V,) cTaHoBuTh 105 iTPiB, 10 CBIMUUTH PO
PO3IOLiN IIpenapaTy B TKaHUHAaX opraHi3My. Ilicisg ogHOKPAaTHOIO IepopasbHOr0 3aCTOCYBaHHSA
cungenadiny B mo3i 100 Mr cepenHs MaKCUMalbHa 3arajibHa IJIa3MOBa KOHIIEHTpallid cungeHadiny
CTaHOBUTH npubnu3Ho 440 Hr/Mn (KoeditieHT Bapianii ctaHoBUTEL 40 %). OCKinbKyu 3B’I3yBaHHSA
cunpeHadiny ta #oro ronoBHOro N-gecMmeTun-metabomniTy 3 6inkamu mina3mu gocsrae 96 %, cepemus
MaKCuMaJibHa IJla3MOBa KOHIIeHTpallid BilbHOT0 cunaeHadiny mocsarae 18 uar/mn (38 amons). CTymiHb
3B’A3yBaHH4A 3 OiTKaMU IJIa3MU He 3aJIeXKUTh Bif] 3arajlbHUX KOHIIEHTPalill cunneHadiny.

Y 3mopoBux [0GPOBOIBILB, SKi 3aCTOCOBYBaU cuineHadin ogHoKpaTHO B fo3i 100 Mr, yepe3
90 xBunuH B edKynaTi Bu3Hadanocs Menie 0,0002 % (B cepenaboMy 188 HT) 3acTOCOBaHOI HO3H.

bioTpaHcdhopmaiiig. Mertabonism cunneHadiny 30ifCHIOETHCS TOJIOBHUM YHHOM 3a Y4aCTIO
MikpocoMasnbHuX i30¢epmenTiB nedinku CYP3A4 (ronoBuuit nuisix) Ta CYP2C9 (OpyropspgHuy MIsx).
[onoBHUY UUPKYITIOIYUY MeTa0OoJIiT yTBOPIOETHCS NIISIXOM N-IeMeTH/II0BaHHS cuigeHadiny.
CenexTuBHicTs MeTabomniTy BigHOocHO ®IES mopiBHSIHHA 3 CEJIEKTHBHICTIO cuifeHadiny, a akTUBHICTh
MeTabomiTy BigHocHO ®IIES cTaHOBUTD MpruOn3HOo 50 % aKTUBHOCTI BUXiAHOI pedyoBUHU. [I1a3mMoBa
KOHIIEHTpALlisl IbOT0 MeTaboIiTy cTaHOBUTH Mpubnu3Ho 40 % KoHIEeHTpalil cungeHadiny y mima3mi
KpoBi. N-meMeTunpoBaHuM MeTabOoJIiT 3a3Ha€E MOJabIIOro MeTabommi3My, a mepiof #oro
HaIliBBUBEEHHS CTAHOBUTH MPUOIM3HO 4 TOOUHH.



EnimiHalid. 3aranpHui KitipeHc cungeHadiny cTaHoBUTD 41 1/Tof, 3yMOBITIOIOYH [TEPiof HOT0
HalliBBUBEIEHHS TPUBAJIICTIO 3-5 FOAH. fK Iic/d IIepopaibHOro, Tak i MicJis BHYTPIIIHBOBEHHOTO
3aCTOCyBaHHS €KCKpellis cunmeHadiny y BUTani MeTa0oJIiTiB 30iliCHIOETHCS TOJIOBHUM YHHOM i3
KanoM (mpubnu3uo 80 % BBeeHOI IepopaibHOI J03H) Ta MEHIIIO Mipoio 3 ceueto (mpubnu3Ho 13 %
BBeZIEHOI ITIePOpPaIbHOl [03HU).

dapmakokiHemuka y ocobausux 2pyn navieHmias.

[larienTH JITHLOTO BiKY. YV 3m0poBuUx OOGPOBOJIBINB JIITHHOTO BiKYy (BiKOM Bif 65 pOKiB)
Big3HAYaoCs 3HUKEHHS KIIipeHCy cuipeHadiny, 0 3yMOBIIIOBAJIO MiABUALIEHHS IIJITa3MOBHUX
KOHIIEHTPaIliil cunaeHadiny Ta 1oro akTuBHOT0 N-IleMeTUIbOBAHOT0 MeTaboriTy npubau3uo Ha 90 %
IIOPiBHSHO 3 BiAATIOBIGHMMH KOHIIEHTPALIsIMHU y 3[[0POBUX JOOPOBOJIBIIIB MOJIOALIOTO BiKy

(18-45 poxkiB). ¥V 3B’s3Ky i3 BiKOBUMU BiIMiHHOCTSIMU y 3B’SI3yBaHHi 3 OiTKaMu IIJTa3MHU KPOBi
BifTIOBigHE MigBUIIIEHHS I1JTa3MOBO1 KOHIIEHTPAIIil BiTbHOT'0 cuImeHadiy CTaHOBHUIIO MPUOIM3HO

40 %.

HyripkoBa HeJOCTATHICTh. Y mo6GpOBOIBIIB i3 mopymeHHAMY GHYHKIIIi HUPOK JIeTKOT0 Ta IOMipHOTO
ctyneHs (kmipeHc kpeatuHiny 30-80 Mii/xB) apMaKoKiHeTHKa CUIAeHadiny 3amuinanacs
HEe3MiHEeHOI0 IIiC/Is 10T0 OQHOKPATHOI0O ITepopaibHOro 3acTocyBaHHs y 0031 50 mr. Cepenui AUC Ta
Cax N-IeMeTHUTbOBAHOT'0 MeTa0OoJIiTy BiITOBIMHO MigBUIYBaNIKUCs MaKCUMyM Ha 126 % ta 73 %
TIOPiBHSHO 3 TAKMMHU IMOKa3HWKaMU ¥ HOOPOBOJIBIIB TaKOTO XK BiKy 6e3 nopyIieHb (QYHKIIil HUPOK.
OpHak yepe3 BUCOKY iHAUBiOyanbHY BapiaOeNmbHICTS I1i BiTMiHHOCTI He Oy/IM CTAaTUCTUYHO
3HAYYyLIUMU. Y 10OPOBOJIBLIB i3 TAXKKUMU MOPYIIEHHIMHU QYHKIII HUPOK (KJIipeHC KpeaTHHIHY HUXKYe
30 mn/xB) KnipeHC cunaeHadiny 3HUXKYBaBCS, 110 IPU3BOOUIIO [0 cepenHix mippuineHb AUC Tta C,,,
BigmosigHOo Ha 100 % Ta 88 % mopiBHSAHO i3 OOPOBOJIBIAMY TAKOTO X BiKy 0€3 MopyineHb QyHKIIil
HUpoK. Kpim Toro, 3uauennss AUC Ta C,,, N-memeTunroBaHOro MeTaboiTy 3Hauyllle MigBUIIyBaIuCs
Ha 200 % Tta 79 % BigmosigHO.

[Ie4yiHKOBa HEIOCTATHICTD. Y m0GPOBOIBIIIB i3 IMPO30M IMEYiHKK JIETKOTO Ta MOMIPHOTO CTYIIEHS
(xknaciB A ta B 3a knnacudikauieto Yainga - [1'10) kimipeHc cungeHadiny 3HUXKYBaBCH, 110 IPU3BOLUTIO
no migBumenHs AUC (84 %) ta C,,,, (47 %) TOpiBHSIHO 3 BiAMOBIAHUMH [TOKAa3HUKAMU y TOOPOBOJIBIIIB
TaKOTO0 X BiKy 0e3 mopyiieHs GyHKLiY nedinku. PapMaKoKiHeTHKa CuafeHadiny y mamienTis i3
NOpYyIIeHHAMY (YHKIIY TeYiHKY TAXKKOT0 CTyIeHs He BUBYaiacs.

KrinigHi XapaKTepHCTHKH.
Iloka3zanus.

IIpenapat Biarpa® peKoMeHIy€ThCS 3aCTOCOBYBATH YOJIOBIKAM i3 €PEeKTUILHO NUCHYHKIEK, SKa
BHM3HAYAEThCS K HE3MATHICTH JHOCATTH ab0 MmigTpUMaTH epeKIliio CTaTeBOro 4jieHa, HeoOXimHy mist
YCIIIIIHOTO CTATEBOT'0 aKTy.

I ebekTHBHOI Aii npenapaty Biarpa® moTpiGHe cekcyanbHe 30yaKeHHS.

IIpomunoka3aHHs.

- TligBuIneHa YyTIUBICTh 0O aKTUBHOI pe4oBUHM a00 OyIb-5SKOI 3 JOTIOMIXKHIX PEYOBUH IIperapary.



- OgHOYaCHe 3aCTOCYBaHHSA i3 JOHOPaMHU OKCHUOY a30TY (TaKUMU SK aMinHITPUT) abo HiTpaTamu y
Oynmb-siKift (opMi MPOTHUITOKA3aHe, OCKIIBKY BioMO, 110 cuimeHadis Ma€e BIJIMB Ha HUISTXH
MeTab01i3My OKCHY a30Ty/ MUKIIYHOT0 ryaHo3uHMOHODochaTy (1I'M®) Ta moTeHIIi0e
rinoreH3uBHUM e(PEKT HiTpPaTIB.

- OpHOuacHe 3actocyBaHHs inribiTopiB ®IES (y Tomy yucnii cungeHadiny) 3i ctTumynsitopamMu
TyaHINaTIUKIIa34u, TAKUMU K PIOLUTyaT, IPOTUIIOKa3aHe, OCKIIBKY MOXKe IIPU3BECTHU [0
CUMIITOMaTUYHOI TinmoTeH3il (ouB. po3xin «B3aemopis 3 iHmuMu mikapchbkuMu 3acobaMu Ta iHIN BUIU
B3aEMOIiN»).

- CtaHu, IpU SKUX HE PeKOMeHI0BaHa CeKCyalbHa aKTUBHICTh (HaIpUKJIa[ TSAXKKi CepleBO-CyAUHHI
po3iaau, Taki ik HecTaOillbHa CTeHOKapHis abo ceplieBa HEOCTATHICTD TSKKOTO CTYIIEHS).

- Brpata 30py Ha OfHe OKO BHACJIOK HeapTepialbHOl IepeIHbO] illeMigHOl HeBpOomIaTil 30p0BOT0
HepBa He3aJIekKHO Bifl TOT0, TTOB’g3aHa 115 MATOJIOTis i3 monepenHiM 3acTocyBaHHAM iHTiGiTopiB ®IES
4y Hi.

- HasiBHiCTBh TaKMX 3aXBOPIOBaHb, IK IOPYIIEHHS (YHKIIII MEYiHKK TAKKOTO CTYIIeHs, apTepianbHa
rinoTeHsis (apTepianbHuii TUCK HUXKYe 90/50 MM PT. CT.), HelllOaBHO ITepeHeCceHnH iHCYIbT abo
iH(apKT MioOKapga Ta BifoMi CIIafKOBi leTeHepaTUBHI 3aXBOPIOBAHHS CiTKiBKH, TakKi K MIrMeHTHUI
PETUHIT (HeBeNMKa KilbKiCTh TaKUX IAlli€HTiB Ma€ reHeTUYHi po3naau ¢ocdomiecTepas CiTKiBKM),
ockinbku 6e3neka cungeHadiny He HOCTigXKyBanacs y TaKUX MiATpyax NalieHTiB.

B3aemodia 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
Bnaue iHwux aikapcvkux 3acobie Ha cuadeHain.

[locmigxeHHd in Vitro. Meta6omni3Mm cungeradiny BimOyBaeThCs IEPEBAXKHO 3@ y4aCTIO i30dopMu
3A4 (ronoauy mIAx) Ta isodpopmu 2C9 (apyropsapuun nuisnx) uutoxpomy P450 (CYP). Tomy
inribiTopu nux i3oepMeHTIB MOXKYTh 3HUKYBATH KJlipeHC cunpeHadiny, a iHIyKTOpHU IIUX
i3opepMeHTIB MOXKYTh HiABUINYBATH KIIipEHC cuigeHadimy.

HocnimxkeHHd in vivo. [Monynsiiitaui papMaKOKiHETUYHUYN aHalli3 JaHUX KITiHIYHUX JOCITioXKEeHb
IIPOIEMOHCTPYBaB 3HUKEHHS KIipeHCY cuifeHadiny npu 10ro OMHOYaCHOMY 3aCTOCYBaHHI 3
inriitopamu CYP3A4 (TakuMU K KETOKOHA30JI, EPUTPOMIIINH, IUMETUKH). X04a IIPYU ONHOYACHOMY
3acTocyBaHHi cungeHadiny ta iHriditropis CYP3A4 3pocTaHHS 9acTOTH MOGIYHUX SBUIL He
CIIOCTEpITrasnocs, Cif PO3TISHYTHA MOXKJIIUBICTh 3aCTOCYBaHHS II0YaTKOBOI 03U cUAeHadiny 25 Mr.

OpHouyacHe 3acTocyBaHH iHTibiTOpy BIJI-poTea3u puToHaBipy, AyKe NOTyxKHOTO iHribiTopy P450, v
cTaHi piBHOBaxkHOI KoHIleHTpaIril (500 mMr 1 pa3 Ha mo0Oy) Ta cunmeHadiny (pa3osa mo3a 100 mr)
npu3Bonuio po mipsumenHs C,, cunpgeHadiny Ha 300 % (y 4 pas3u) Ta nigBuiieHHS a3moBol AUC
cunpenadiny Ha 1000 % (v 11 pasiB). Yepes 24 roguHu n1a3MoBUY piBeHb cuimeHadiny Bce e
cTaHOBUB pubmu3H0 200 HI/MI IOPIBHSHO 3 PiBHEM MPUOIU3HO 5 HI/MII, XapaKTEPHUM 15
3aCTOCYBaHHS cunmeHadimy OKpeMo, 110 Y3roAXKy€eThCS 3i 3HaYHUM BIIJIMBOM PUTOHABIPY Ha
MUPOKUH crekTp cybctpatiB P450. Cunnenadin He BIuBae Ha papMaKOKiHETUKY PUTOHABIpY. 3
OrNsgy Ha Ui (papMaKOKiHETHUHI faHi OmMHOYaCHe 3aCTOCYBaHHSA CUJfeHadily Ta puUTOHABIpy He
peKoMeHOyeThCs (OuB. Po3min «OcoONMMBOCTI 3aCTOCYBaHHA»); B OyIb-IKOMY BHIIaIKy MaKCUMaJibHa
mo3a cuigeHadiny 3a KOIHUX 00CTaBUH He ITOBMHHA EPEBUIIyBaTH 25 MT IPOTIroM 48 roguH.

OpuoyacHe 3acTocyBaHHS iHTibiTOpy BIJI-mpoTea3u cakBiHnaBipy, iHriditopy CYP3A4, y mosi, 1o



3abe3neyye piBHOBaxHY KoHIeHTpanio (1200 Mr tpuyi Ha go0y), Ta cungeHadiny (100 Mr pa3oso)
IPU3BOAUIIO [0 migBuinenHs C,,, cunpgeHadiny Ha 140 % Ta 36inbineHHs: cucTeMHOl ekcno3utiii (AUC)
cungenadiny Ha 210 %. He BusiBneHo BIUBY cuipgeHadiny Ha (hapMaKOKiHETHKY CaKBiHaBipy (OUB.
po3min «Cmocib 3acTocyBaHHS Ta 0o3u»). [lepenbavaeTscs, mo Oinbil noTyxKHi iHriOiTopu CYP3A4,
TaKi SIK KETOKOHA30JI Ta iTpakKoHa30J1, 6yayTh MaTu OiNibIl BUPaXKEeHUN BIIJIUB.

[Tpu 3actocyBaHHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMIILIMHY, TOMipHOTO iHTi6iTopy CYP3A4, y
piBHOBaxkHOMY cTaHi (500 Mr gBiui Ha MO0y MPOTATOM 5 [HIB) CITOCTEpiranocs MigBUILIEeHHS
CUCTEMHOI ekcnio3utiii cunpenadiny Ha 182 % (AUC). Y 3mopoBux mo6poBOIbIIiB Y0JIOBi4Ol CTATi HE
crocTepirasnocst BBy asuTpoMinuuy (500 mr Ha goOy mpotsirom 3 mi6) Ha AUC, C,.., Toee
KOHCTAHTY IIBUAKOCTI eliMiHallil Ta moganbllivii epion HammiBBUBeOeHHs cungeHadiny abo #oro
T'OJIOBHOTO IIUPKYJTI0I04oro Metabonity. Llumetunun (inribitop nuroxpomy P450 Ta Hecmeuudivyumi
inri6itop CYP3A4) y mo3i 800 Mr mpu omHOYAaCHOMY 3aCTOCYBaHHi i3 cunmeHadinom y gosi 50 mr y
3[0POBUX NOOPOBOJIBLIIB TPU3BOAMB M0 MiABUINIEHHS I171a3MOBOI KOHIIEHTpallii cungeHadiny Ha 56 %.

['peindpyToBuii cik € cnabkum inridiTopom CYP3A4 y cTiHII KUINIEYHUKY i MOXKe BUKJIMKATU IIOMipHE
MigBUIEHHS PiBHIB cuinAeHadiny y maa3Mi Kposi.

OpHOKpaTHe 3aCTOCYBaHHS aHTAIM/IB (MarHiloo rigpoKCcuAy/ alaioMiHi0 TigpOKCUAY) He BIJIMBAJIO Ha
6iomocTynHicTh cunmeHadiny.

Xoua pmocmimxeHb crelupivyHol B3aeMOil 3 yciMa NTiKapChbKUMHU 3aco0aMy He ITPOBOAUIOCS, 3a
NaHUMU MOMyISANiMHOTO (papMaKOKiHEeTUYHOTI0 aHali3y, (apMaKOKiHEeTHKa CUNifeHadiny He
3MiHIOBasiacsd IIpy HOro 0OJHOYACHOMY 3aCTOCYBaHHI i3 iKapchbKUMHU 3aco0aMu, 110 HaleXkaThb [0
rpymnu inribitTopis CYP2C9 (tonGyTtamin, Bapdapus, dbenitoin), rpynu inriditopis CYP2D6 (Takux sk
CeJIeKTUBHI iHTiGiTOPY 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPULUUKITIYHI aHTUETIPECAHTH), TPYIIH
Tia3UOHUX Ta Tia3uAOMONiOHUX [iypeTHKiB, IETIbOBUX Ta Kasiii3bepirarounx AiypeTHKiB, iHribiTopis
aHTI0TEeH3UHIIEPETBOPIOIOYOro (PepMEHTY, aHTArOHICTiB KaJIbllil0, aHTarOHIiCTiB B-agpeHOpelenTopiB
abo ingykTopiB MeTaboniamy CYP450 (Takux sk pudamminmt, 6apOiTypaTn).

Y xomi mocmimKeHHS 3a y4acTIiO 3[[0POBUX 0OPOBOJIBIIIB-40/IOBIKiB OfHOYACHE 3aCTOCYyBaHHS
aHTaroHicTa eHfoTeNiHy OoceHTany (moMipuuit iHgyKTOp CYP3A4, CYP2C9 Ta, MoxknuBo, CYP2C19) y
piBHOBaxkHOMY cTaHi (125 Mr gBiui Ha go0y) Ta cungeHadiny y piBHOBaKHOMY cTaHi (80 Mr Tpuyi Ha
no0y) nmpu3Bogumno no 3uuxkenHss AUC ta C,,, cungeHadiny Ha 62,6 % ta 55,4 % BigmoBigHo. Tomy
OJIHOYaCHe 3aCTOCYBaHHS TaKuXx NOTYyKHUX iHOYKTOpiB CYP3A4, K pudamiid, MoxKe IPU3BOTUTH [0
OinbIn BUPaXkKeHOT0 3HMUKEHHS KOHIeHTpallil cunpeHadiny B mia3Mi KpoBi.

Hikopanaun sBnsie co0oto ribpup akTHBaTOpa KabllieBUX KaHalliB Ta HiTpaTy. HiTpaTHUI KOMIOHEHT
3YMOBJIIOE MOXKJIMBICTh MOTO CEPH0O3HOI B3aEMOAIl 3 cungeHadinom.

Bnaue cusndeHaginy Ha iHWi aikapcvki 3acobu.

HocnigxeHHd in vitro. Cunnenadin - cmabkuii inribiTop isodhopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4
utoxpomy P450 (IK,, > 150 MrMomb). OCKinbKM MiKOBi M1a3MOBi KOHIIEHTpalil cunaeHadiny
MOPiBHIOIOTH IPUOIKM3HO 1 MKMOJIb, BIUIMB IIpenapaTy Biarpa® Ha KimipeHC cy6CTpaTiB X
i30(bepMEHTIB MaIOMMOBIPHUH.

BipcyTHi maHi mopmo B3aemogil cunmeHadiny Ta Takux HecnenudpiyHux iHri6iTOpiB hocdomiecTepasu,
K Teo(diNiH Ta gumipumaMorn.

[TocrmigxxeHHd in Vivo. OCKinbKu BimoMo, 110 cungeHadin Mae BIauB Ha MeTaboIi3M OKCUIY
a30Ty/ UMKIIiYHOTO TyaHo3uHMoHodochaTy (11’ M), Oy10 BCTaHOBJIEHO, 1110 cUImeHadin moTeHIi0e



TillOTeH3UBHY Mil0 HiTpaTiB, TOMYy HOT0 OIHOYACHE 3aCTOCYBaHHS 3 IOHOPAMM OKCHU[Y a30Ty abo 3
HiTpaTaMu B O6y[b-sKiit popmi mpoTunokasaHe (IUB. po3min «IIpoTUIIOKa3aHHS»).

Piomuryat. [ToKmiHiuHI JOCTigXXEHHS MPOOEMOHCTPYBaI afUTUBHUN CUCTEMHUY e(eKT 3HUKEHHS
apTepiaabHOTO TUCKY IIPU OMHOYACHOMY 3aCTOCyBaHHi iHribiTopie ®JIES 3 piouuryatom. Kniniusi
IOCTiIKEeHHS MPOAEMOHCTPYBAJIH, 110 PiOIUTIYAT IIOCUITIOE TiMOTEeH3UBHY Aito iHTiOiTopiB ®IES. ¥
TallieHTiB, sIKi 6panu y4acTh y HOCTiAXKEeHH]i, He CIIOCTepiraaoch MO3UTUBHOTO KITiIHIYHOTO ePeKTY IpH
OJHOYaCHOMY 3acTocyBaHHi iHribiTopis ®IE5 3 piouuryatom. [IpoTunoka3aHe ogHOYaCHe
3acToCcyBaHHS piouuryarty 3 iHribiTopamu ®JIES (y Tomy yucri i3 cunpeHadinoMm) (OuB. po3min
«IIpoTUNIOKa3aHHS»).

OpHoYacHe 3aCTOCyBaHHS cuifeHadiny Ta 6710KaTopiB a-afpeHOPELeNTOPiB MOXKe IPU3BECTH 10
PO3BUTKY CHMIITOMATUYHOI TilOTEH3i1 Y AeSIKUX CXUIbHUX [0 LIbOTO MallieHTiB. Taka peakilis
Hal4acTile BUHUKAJIA IPOTSATOM 4 TOIUH IIiC/Is 3aCTOCYBaHHS cunmeHadiny (muB. po3minu «Cmocio
3aCTOCYBaHHS Ta [03u» Ta «OCco0IMBOCTI 3aCTOCYyBaHHS»). Y X0mi 3 mOCHimKeHb crenudiyHol
B3a€EMOII TiKapChKUX 3ac00iB 6JI0KATOP O-agpPEeHOPEIeNTOPiB TOKCa303uH (4 Mr Ta 8 MTI) Ta
cunperadin (25 mr, 50 Mr Ta 100 MTr) 3aCTOCOBYBalIMCA OOHOYACHO MallieHTaM i3 H0OpOsSKiCHOIO
rimepinasielo mepeoMixypoBoi 3an03u, cTabinmisallis cTaHy IKUxX Oyna OOCATHYTa IIPU 3aCTOCYyBaHHI
IO0KCa303uHYy. Y IIUX IOMYIALIIX CIOCTepiransocs cepefHe NOOaTKOBE 3HMXKEHHS apTepiabHOT0
TUCKY y IIOJIOKEHHI ITallieHTa jexkayu Ha 7/7 MM PT. CT., 9/5 MM pT. CT. Ta 8/4 MM pT. CT. Ta CEpenHE
3HUKEHHS apTepiaJbHOT0 TUCKY Yy IIOJIOXKEHH] NalieHTa CTOA4Yu Ha 6/6 MM pT. cT., 11/4 MM pT. CT.,
4/5 MM pT. CT. BigmoBigHO. [Ipy omHOYaCHOMY 3aCTOCYBaHHI cuifeHadiTy Ta JOKCa303UHY Y
nalieHTiB, cTabinizalis crany sikux Oyja JOCATHYTa IIPU 3aCTOCYBaHHI JOKCa303UHY, iHOMI
MTOBiHOMJISITIOCS ITPO PO3BUTOK CUMIITOMATUYHOI OPTOCTATUYHOI TiMOTeH3ii. Y 1[uX MoBigoMIeHHIX
WIIIOCS TTPO BUIMIAAKK 3allaMOPOYEHHS Ta TepPeqHeNPUTOMHUY CTaH, ae 6e3 CUHKOIIE.

He cnocTepiranocst KomHUX 3HaUYIIUX B3aEMOZiN TP OOHOYACHOMY 3aCTOCYBaHHi cungeHadiny
(50 Mr) i TonbyTaminy (250 mr) abo Bapdapuny (40 mr), mo metabomizyotscs CYP2C9.

Cunpenadin (50 Mr) He IPU3BOAUB [0 IOJOBXKEHHS YaCy KpOBOTeYi, CHPUYMHEHOI 3aCTOCYBAHHSAM
aneTUsCcaminuiIoBol kucuoru (150 mr).

Cunpgenadin (50 Mr) He OTEHIIiI0BaB TiIOTEH3UBHY Ail0 alIKOTOJII0 ¥ 3MOPOBUX HOOPOBOJIBINB IPU
CcepegHbOMY MaKCUMaJIbHOMY PiBHi eTaHOIIy B KpoBi 80 Mr/oji.

Y narmienTiB, siKi 3aCTOCOBYBaju cuimeHadisn, He CIIOCTepiranocs XKOOHUX BiIMiHHOCTeH TPodinio
no0iyHKX edeKTiB IMOPIBHSAHO 3 Iyaiedo IPu 0OJHOYACHOMY 3aCTOCYBaHHI TaKuX KjaciB
TinOTEeH3WBHUX JIKapChKUX 3aC00iB, IK miypeTuku, 6;10KaTOpHU B-agpeHopelenTopis, iHriditopu AIID,
aHTarOHICTH aHTioTeH3uHY II, aHTUTiTepTeH3UBHI JTiKapChKi 3acobu (CyIMHOPO3UINPIOBAJIbHI Ta
IIeHTPaJbHOI i), 6JI0KAaTOPY afipeHepriuHuX HEUPOHiB, 071I0KaTOPH KaJbllieBUX KaHAaJliB Ta O10KaTOpH
O-apPeHOPENENTOPiB. Y ClelialbHOMY OOCHiIXKEeHHI B3aEMOZil TPY OMHOYAaCHOMY 3aCTOCYBaHHi
cunpeHadiny (100 Mr) Ta aMIOOUMIHY NallieHTaM i3 apTepianbHOIO TilePTEH3i€0 CIIOCTePIranocs
[0JaTKOBE 3HUXKEHHS CUCTOJIIYHOTO apTepiaJibHOr0 TUCKY B IIOJI0OKEHH] 1eXkayy Ha 8 MM pT. CT.
BipmoBifHe 3HUKEHHS AiaCTOJIIYHOTO apTepiabHOT0 TUCKY CTAHOBUJIO 7 MM PT. CT. 3a BEIMYUHOIO i
IOOAaTKOBI 3HUKEHHS apTepiallbHOT0 TUCKY OyJiM MOPIBHIHHUMH i3 TUMH, 1[0 CIIOCTEPiTranucs Ipu
3aCTOCYBaHHI nuine cungeHadiny y 3mopoBux qoOpoBObIB (AuB. po3min «®apMakomoriyui
BJIQCTUBOCTI»).

Cunpenadin B go3i 100 Mr He BIIMBaB Ha (papMaKOKiHETHYHI TOKa3HUKY iHTibiTopiB BIJI-npoTeasu
cakBiHaBipy Ta puTOHaBipy, sKi € cybcTtpatamu CYP3A4.

Y 3p0poBux mOOPOBOIILIIB YOJIOBIYOI CTAaTi 3acTOCyBaHHs cunaeHadiny y piBHoBaxHOMY cTaHi (80 Mr



Tpuui Ha go0y) nmpusBomuno no mipumienas AUC ta C,,, 6ocenTany (125 mr aBiui Ha meHb) Ha 49,8 %
Ta 42 % BigmoBimHO.

Oco6.1ueocmi 3acmocyeaHHsi.

IIo mo4yaTKy Tepamil ciif 3i0paT MeIUYHUM aHaMHe3 IMallieHTa Ta IPOBeCTH (isuKanbHe
00CTexKeHHS [1s MiarHOCTHKU €PEeKTUIbHOI AUCOYHKIIII Ta BU3HAUYEHHS 11 MOXKJIMBUX IIPUYHH.

daxmopu pu3uky cepueso-CyOUHHUX 3ax80pt08aHb. OCKINIbKY CeKCyasibHa aKTUBHICTh
CYTIPOBOMIKYETHCS TIEBHUM PU3UKOM 3 00Ky CepIis, J0 MoYaTKy Oyib-sIKOT0 JTiKyBaHHS €pPeKTUIIbHOI
nucGyHKII1 TiKap Ma€ OIiHUTY CTaH CepIeBO-CyIMHHOI CHCTeMU MalieHTa. CungeHadin Y4uHNTL
CyIUHOPO3ILINPIOBAIbHY [i0, 110 IPOSABISETHCS JIETKUM Ta KOPOTKOYaCHUM 3HUXKEHHAM
apTepianpHOro TUCKY (mUB. po3nin «OapMakoguHaMika»). [lo mpu3HadeHH CUIfeHadity gikap Mae
PETeNnbHO 3BaXKUTH, UM MOXKE TaKUM e(peKT HeCIIPUSITIUBO BIIJIMBATH Ha IMAIli€HTIB i3 TEBHUMU
OCHOBHMMM 3aXBOPIOBAHHSIMM, 0COGJIMBO ¥ KOMOiHallii i3 ceKcyambHOI0 aKTUBHICTIO. [0 IallieHTiB i3
IiABUINEHOI0 YyTIUBICTIO N0 Ba30AUIaTaTOPIB HalekaTh NallieHTH i3 00CTPYKIIi€0 BUBIIHOTO TPAKTy
JIIBOTO IIJTyHOYKA (HANpUKJIaf, CTeHO3 aoOpTH, TinepTpodiyHa o6CTpyKTUBHA KaphioMionaTis) Ta
NalieHTH i3 PigKiCHUM CHHOPOMOM MYJIbTHUCUCTEMHOL aTpodii, OMHUM i3 IIPOSIBIB K01 € TAXKKE
TIOPYIIEHHS PeTysIil apTepialbHOr0 TUCKY 3 00KY BereTaTUBHOI HEPBOBOI CUCTEMHU.

Biarpa® moTeHuiroe rinoTeH3uBHKN epeKT HITpPaTiB (IuB. po3xin «[IpOTUIOKA3AHHS»).

Y mocTMapKeTHHTOBUY IIePiof MOBIOMIISIIOCS PO TSAXKKi moOiuHi peakilil 3 60Ky ceplieBo-CyIUHHOI
CUCTEMH, BKJIIOYaouu iHdapKT MioKapaa, HecTabibHY CTEHOKAP/ilo, PalTOBY CepLeBy CMEPTE,
IIJTYHOUYKOBY apUTMilo, lepeOpoBacKyISPHI KPOBOBUIMBY, TPAH3UTOPHY illIEMiYHY aTaky,
apTepianbHy rinepTeH3ilo Ta apTepianbHy rioTeH3ito, IKi 3a YacoM 30iranucs i3 3aCTOCyBaHHAM
npenapaty Biarpa®. YV 6inbImocTi Dali€eHTiB, ane He y BCiX, icHyBanu GaKTOPU PU3HUKY CepIeBo-
CYOWHHUX 3aXBOpIOBaHb. baraTo Takux MoOiYHUX peaklliil criocTepiranocs mif yac abo ogpasy micis
CTATeBOr0 akTy i JMIle KilbKa TPAmMIOCs HEeBAOB3i MiC/Is 3aCTOCyBaHHA Impemnapaty Biarpa® 6e3
CeKCyasIbHOI aKTUBHOCTi. TOMy HEMOXKJIMBO BU3HAUMUTH, YU OB’ I3aHUU PO3BUTOK TaKWX MOOIUHUX
peaxiiii 6e3nocepenHbo i3 pakTOpaMu PU3UKY, YU iX PO3BUTOK 3YMOBJIEHUH HITUMY YNHHUKAMHU.

ITpianiam. 3acobu sl NMiKyBaHHS €PEeKTUNIBHOI IUCQYHKII], Y TOMY YUCTI U cunpeHadin, cig
pU3HaYaTy 3 00ePekKHICTIO NallieHTaM i3 aHaTOMIYHUMU fedopMallisiMu MeHica (TaKuMHU K
aHTyJIs1ig, KaBepHO3HUM (Hi6po3 abo xBopoba Ilettponi) abo marieHTaM 3i cTaHaMHU, IO CIIPUSIOTH
PO3BUTKY IIpiamniaMy (TaKUMH K CepIONOAiOHOKITITHHHA aHeMiss, MHOXKMHHA MieroMa abo nernkeMis).

[Tica Buxofy mpenapaTy Ha PUHOK ITOBIOMIISINIOCS PO BUAIMAOKM ITOMOBXKEHOI epeKllil Ta Impiami3my.
AKII0 epekilis TpuBa€e OibII HiXK 4 TOOUHMY, TalliEHTaM CJIifi HeraHo 3BEPHYTUCH 3@ MEIUYHOI0
[OIIOMOTr010. 3a BiflCyTHOCTI HETalHOT0 JIIKyBaHH IIpiali3M MOXKe MPU3BECTHU [0 NOIKOAXKEHHSI
TKAHWH IIeHica Ta 10 CTiKKOl BTPATHU MOTEHIIl.

O0HouacHe 3acmocyBaHHs 3 iHwumu iH2ibimopamu ®IIE5 abo iHwumu npenapamamu 045 AiKYBAHHSA
epekmuvHol ducpyHkuii. be3neka Ta eeKTUBHICTb OHOYACHOT'0 3aCTOCYBaHHS cuiimeHadiny 3
inmuMmu inribiTopamu ®IES abo iHmuMu mpenapaTaMu AJid JTiKYBaHHS TinepTeH3il TereHeBol
apTepii, gKi MicTsaTh cunaeHadin (Hanpukiag PeBaiyo), yu 3 iHIIUMU [IpenapaTaMy [ JiKyBaHHS
ePeKTUIIbHOI IUCOYHKIII He BUBYaaucs. ToMy 3aCTOCyBaHHS TaKux KOMOiHaIlill He peKOMeHJ0BaHe.

Bnaue Ha 3ip. Hagxogunu CIIOHTaHHI ITOBIJOMJIEHHS PO BUHUKHEHHS Oe(EeKTiB 30py
acoIrifioBaHo i3 3acToCcyBaHHSAM cunmeHadiny Ta iHmwux inridiTopis ®IES (ous. po3min



«ITo06iuHi peakirii»). IIpo Bullagku HeapTepianbHOI IePeOHbOI illleMiYHOl HEBPOIATil
30pOBOT0 HEPBA, 10 € PIAKICHMM CTaHOM, HaJXOOWU/IX CIIOHTAHHI IIOBIJOMJIEHHS Ta
IIOBIIOMJISJIOCS Y HATJIILOBOMY OOCIIAXKEHH] K IIPO acoLiioBaHi i3 3aCTOCYBaHHAM
cungeHadiny ta inmux iHridiropis ®IES (muB. po3min «I1obiuHi peakiii»). [TalieHTiB cmif
TIOIePeUTH, 1[0 y Pa3i pamToBOro MOpPyIIeHHs 30py 3aCTOCOBYBaHHA mpenapaTy Biarpa®
CJIil IPUIIMHUTY Ta HeTalHO 3BePHYTUCS [0 JiKaps (IuB. po3min «IIpoTunoKa3aHHsg»).

OdHouacHe 3acmocy8aHHA 3 pumoHasipoM. OMHOYACHE 3aCTOCYBaHHS CUNAeHadily Ta pUTOHAaBIpy
He PeKOMEHIY€EThCS (OUB. po3fin «B3aemopmis 3 iHmMMY JTiKapCbKUMHU 3aco0aMu Ta iHIN BUOU
B3aEMOMIN»).

OdHouacHe 3acmocysaHHA 3 baokamopamu a-adpeHopeuenmopieg. I1alieHTaM, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPEIENITOPIB, 3aCTOCOBYBATH CUIeHadin ciig 3 00epexkKHiCTI0, OCKITbKY TaKa
KoMOiHallisg MoXke MPU3BECTH 00 CUMIITOMATUYHOI TiOTeH3i1 y IeAKUX CXUIbHUX A0 I[bOTO Malli€HTiB.
CummToMaTH4Ha TiMOTeH3id 3a3BU4all BUHUKAE MPOTATOM 4 TOAUH IiCJIg 3aCTOCYBaHHSI
cunpeHadiny. 3 MeTo0 MiHiMi3allil MOXK/INBOTO PO3BUTKY IIOCTypaIbHOL TiOTEH3il y Malli€eHTiB, AKi
3aCTOCOBYIOTh OJIOKATOPH (-aflpeHOPELEeNTOPIB, iX cTaH MOTPi6HO cTabini3yBaTu 3a MOIIOMOT 00
6710KaTOPiB (-agPEHOPEIENITOPIB 10 TOYATKY 3aCTOCOBYBaHHS cunfgeHadiny. Takox CIIif po3rnsiHyTH
MOXKJIMBICTb 3aCTOCYBaHHS IMOYaTKOBOI 7031 25 Mr (muB. po3fin «Croci0 3acToCyBaHHS Ta JO3U»).
Kpiwm Toro, cnifg mpoinpopMyBaTu MAaIi€HTIB, IK TiITH Y pa3i MOSBU CUMITOMIB OPTOCTAaTUYHOI
TimoTeH3sil.

Bnaue Ha kpogomeui. [JocmigKeHHS TPOMOOLMTIB JIIOOUHY ITPOIEeMOHCTPYBAIIH, 1110 in Vitro
cunmeHadin NOTeHIiI0e aHTHarperaliiiHi eekTy HaTpito HiTponpycuny. Hemae xxonHol iHopmaii
momo 6e3meKy 3aCTOCYBaHHS cuimeHadiny maiieHTaMu i3 MOpPYyIIeHHSIME 3TOPTAHHS KPOoBi abo
TOCTPOIO IENTUYHOI0 BUPa3Koi0. TakKUM YHHOM, 3aCTOCYBaHHS CUNAeHa]iNy malieHTaMu 1Li€l TPynu
MOXKJIMBE JIMIIIE TiCJI PETEIbHOI OiHKY CITiBBiTHOIIEHHS KOPUCTI Ta PU3UKIB.

ITonomiogicHi peyosuHu. TIniBkoBa 060/10HKa TabIeTOK MiCTUTh 1akTo3y. [Ipenapat Biarpa® He crif
3aCTOCOBYBATH YOJIOBIKAM i3 TAKUMHU PifKICHUMM CIAOKOBUMH IIOPYIIEHHSIMHU, K HEIIEPEHOCUMICTh
raJlakTO3H, ITIOBHA HEIOCTATHICTh TaKTa3u abo MaababCcopOLIisi TII0KO3U-TaIaKTO3H.

Lle#t nmikapcbkui 3aci6 MicTuTh MeHIe 1 MMOJb HaTpito (23 Mr) Ha TabneTKy, TO6TO MPaKTUYHO
BiIbHUM Bif HaTpifo. [Ipo e MoXkHa mpoiHGOopMyBaTH MAIiEHTIB, SKi JOTPUMYIOTLCS OIETH 3 HU3bKUM
BMiCTOM HaTPIio.

[Ticns 3actocyBanHs mo3u 100 Mr 3gopoBUME HOOPOBOJIBISIMU He CIIOCTEPIranocs BIUIMBY Ha
MOpdOJIOTiio YX PYXOMiCTh CIIepMaTo30ifiB (AuB. po3nin «PapMaKoguHaMika»).

Bmpama cayxy. JlikapsiM cIlif IOpafuTH MallieHTaM IPUIUHUTY 3aCTOCyBaHHs iHribiTopis ®IIES,
BKJTIOYAIOYH Ipenapar Biarpa®, Ta HeraifHO 3BepHYTHCS 3a MeJUYHOTO JOIIOMOTIOI0 ¥ pasi pamToBOro
3HUKEHHA YU BTpaTHu CIyxy. IIpo 1i gBuIla, sKi TAKOXK MOXKYTh CYIIPOBOAKYBATUCS A3BOHOM Y ByXax
Ta 3allaMOPOYEHHSIM, TIOBIIOMJISNIOCS 3 acollialli€lo ¥ Yaci i3 3acTocyBaHHAM iHTibiTopis ®IIES,
BKJIIOYAlO4M IpenaparT Biarpa®. BusHauuTy, ui Iji SIBHUINA IPSIMO NIOB’sI3aHi i3 3aCTOCYBaHHAM
inri6iTopis ®JIE5 uu 3 inmmmu pakTopaMu, HEMOKIIUBO.

OdHouacHe 3acmocy8aHHs i3 2inomeH3usHUMU npenapamamu. Biarpa® YMHATE CHCTEMHY
CyIVHOPO3IINPIOBAIbHY [Iil0 Ta MOXKe B IOJAIbIIOMy 3HUXKYBATU apTepiaJbHUM TUCK Y NAlli€HTIB, Kl
3aCTOCOBYIOTh TiIIOTEH3UBHI JTiKapChKi 3aco0u. Y oKpeMoMy [OCIiAKeHHi JTiKapCchKoi B3aeMopii mpu
OHOYaCHOMY 3aCTOCyBaHHi aMmnofguminy (5 Mr a6o 10 Mr) Ta npenapaty Biarpa® (100 mr)
IIepOPAJIbHO CIOCTEPIranocs CepefHe NONaTKOBe 3HUKEHHS CUCTOIIYHOI0 TUCKY Ha 8 MM DT. CT. Ta



OiacTONIYHOTO - Ha 7 MM PT. CT.

3ax80pr08aAHHA, W0 Nepedarombses cmamesuM WAAXoM. 3aCTOCYBaHHs Ipenapary Biarpa® me
3axulllae Bifl 3aXBOPIOBaHb, 110 IepefalnThCsa CTaTeBUM HUIAXOM. CIIif pO3TISHYTH MOXKJIUBICTh
iHhopMyBaHHS MAIli€HTIB 00 HEOOXiTHUX 3amM00iKHUX 3aX0[IiB OIS 3aXUCTY Bifl 3aXBOPIOBAHB, ITI0
IepefaloThCsA CTAaTEeBUM IUISIXOM, BKJIIOUAIOYH BipyC IMyHOOeQIUTY TIOOUHM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.

IIpenapat Biarpa® He npu3HayeHuii [/ 3aCTOCYBaHHS XiHKaMH.

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

Biarpa® Moxe MaTy He3HAUHHI BIJIMB Ha KePyBaHHS aBTOTPAHCIIOPTOM a00 iHIIMMK MexaHi3MaMH.
OCKINIbKY y XO[1 KJTIHIYHUX AOCIIIXKEHb 3aCTOCYBaHHSA CUJIAeHa(DITy IOBIIOMIIIIOCS IPO
BUITAKY 3allaMOPOYEHHS Ta MOPYIIeHHs 3 00Ky OpraHiB 30py, Iepen TUM K cigaTi 3a
KEpMO TPaHCIIOPTHOTO 3aco0y abo MpallfoBaTH 3 iHIIMMM MeXaHi3MaMH, HallieHTaM
HeoOXigHO 3’sICYyBaTH, KO0 € IXHS iHOUBiTyasbHa peakilis Ha 3aCTOCYBaHHS IIperapary
Biarpa®.

Cnoci6 3acmocyeaHHsi ma do3u.
[Tpenapat 3aCTOCOBYIOTH II€POPANIBHO.

ITopocai. PekoMeH0BaHa fo3a mpenapary Biarpa® craHoBUTL 50 MI' Ta 3aCTOCOBYETLCS Y pasi
HeoOximHOCTI mpuOIU3HO 3a TOOUHY [0 CEKCyabHOI aKTUBHOCTI. 3a/Ie’kHO Bif e(eKTUBHOCTI Ta
IIepeHOCUMOCTI ITpemnapaTy Ko3y MoxkHa 30inbimuty go 100 Mr abo 3HM3UTH A0 25 MI. MakcHMaibHa
peKoMeHoBaHa fio3a cTaHoBUTH 100 Mr. HacToTa 3aCTOCYyBaHHS MaKCHMaIbHOI pEKOMEHI0BaHOI
03U IpernapaTy CTaHOBUTh 1 pa3 Ha moOy. IIpu 3acTocyBaHHI npenapaty Biarpa® mif gac npuiiomMy
iK1 {gig mpemapaTy MoKe HacTaBaTH IIi3Hillle, HiXkK IIpU MOT0 3aCTOCYyBaHHI HaTIIIe.

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

IMauienmu i3 HUPKOBOI Hedocmamuicmio. [I7s Mali€HTiB i3 HUPKOBOIO HEOOCTATHICTIO JIETKOTO Ta
IIOMIPHOTO CTYIIEeHS TSXKOCTi (KinipeHc kpeaTuHiny 30-80 Mi1/xB) peKOMeHI0BaHa [103a IIpernapary €
TaKOIO X, SIK HaBe[eHO BUllle ¥ po3aiii «Jlopoci».

OcCKinbKY y MAaIieHTIB 3 HUPKOBOIO HEOCTATHICTIO TAKKOTO CTYIIeHd (KJIipeHC KpeaTUHIHy

< 30 m1/xB) KJipeHC cungeHadiny 3HUKEHNUH, CITif PO3TISHYTA MOXKJIMBICTh 3aCTOCYBaHHS 103U
25 Mr. 3anexkHo Bifi epeKTUBHOCTI Ta IEPEHOCUMOCTI ITpenapaTy Ipu HeoOXiMHOCTI 403y MOXKHA
30inmbIUTH OCTYIIOBO 70 50 Mr Ta mo 100 mr.

ITauieHmu i3 neuinko8ow Hedocmamuicmto. OCKibKY Y MAIliEHTIB i3 Ie4YiHKOBOIO HEOOCTATHICTIO
(HampuKIafg OUPO30M) KIipeHC cungeHadiny 3HUKeHUH, CITiJ PO3TISHYTA MOXKJIUBICTh 3aCTOCYBaHHS
mo3u 25 MT. 3asiexXHo Bifi eeKTUBHOCTI Ta IIEPEHOCHMOCTI ITperapary Ipu HeoOXiqHOCTI 03y MOXKHa



30inpmu Ty mocTymnoBo g0 50 mr Ta mo 100 mr.

ITauieHmu, AKi 3acmocoayomyb iHWi nikapcvki 3acobu. FKINO TaI[iEHTH OTHOYACHO 3aCTOCOBYIOTh

inri6itopu CYP3A4 (3a BUHSTKOM PUTOHABIPY, 3aCTOCYBaHHS SKOT'0 OMHOYACHO i3 cunneHadinoM He
PEKOMEHOYEThCS, OUB. Po3Tinu «OCcoBIUBOCTI 3aCTOCYBaHHSI» Ta «B3a€EMOIis 3 iHIMMMU TiKapChKUMU
3acob6aMu Ta iHIIi BUOW B3a€EMOMilN»), CIIifl PO3TJITHYTH MOXKJIMBICTh 3aCTOCYBaAHHS ITO0YaTKOBOI 03U
25 Mr.

3 MeTOI0 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY ITOCTypPaIbHOI TiNOTEeH3il ¥ Malli€eHTiB, SKi 3aCTOCOBYIOTh
0JI0KaTOpU (-aflpeHOPEIENITOPIB, CTAaH TAaKMUX IMAIiEHTIB MOTPiOHO cTabini3yBaTH 3a MOIIOMOI00
6710KaToOPiB K-aipeHOPELENTOPIB A0 IIOYATKy 3aCTOCOBYBaHHS cungeHadiny. Takoxk i po3risHyTu
MOXKJIUBICTb 3aCTOCYBAHHS ITOYATKOBOI 7031 25 Mr (muB. po3minu «OcobIUBOCTi 3aCTOCYBAHHSI» Ta
«B3aeMopmis 3 iHIMMMH JTiKapChbKUMHK 3aC00aMM Ta iHIIII BUOM B3AEMOIii»).

Himu.

[TpemapaT He MOKa3aHUU [0 3aCTOCYBaHHS ocobaMu BikoM 10 18 pokis.

Ilepedo3yeanHsi.

Y xopmi KMiHIYHUX OOCHiIKeHb 3a y4acTio JOOPOBOIBIIB IIif Yac 3aCTOCYBaHHS pPa30Bol 703U
cunpenadiny mo 800 Mr mobiuHi peakii Oyu mMOmiOHUMHU OO THUX, L0 CIIOCTEPiralucs mpu
3aCTOCYBaHHI cungeHadiny y HUKYMX J03aX, ajie 3yCTpivanucs JacTime Ta 0yiu OiTbI TAXKKIMHU.
3actocyBaHHA cungeHadiny y mo3i 200 Mr He IPU3BOAUIIO [0 IiABUIIEHHS e(EeKTUBHOCTI, aje
CIIPUYMHSIIO 3POCTAHHS KiJTbKOCTi BUNIAAKiB PO3BUTKY MOOIYHUX peakilii (rooBHOro 007,
IIPUIIIMBIB KPOBi, 3allaMOpPOYeHHs, AUCIIEICil, 3aKIafleHoCTi Hoca, OPYyIIeHb 3 60Ky OpraHiB 30py).

Y pagzi nepeno3yBaHHs IPU HEOOXiTHOCTI BAAIOTHCSA [0 3BUYAMHUX MiTPUMYIOUUX 3aXO0fiB.
[TpuckopeHHS KIIipeHCcy cunpeHadiny mpu reMofianisi MajoiMOBipHe BHACIIIOK BUCOKOTO CTyTIEHS
3B’sI3yBaHH4 IpenapaTy 3 6iTkaMu ITa3Mu KPOBi Ta BifCyTHOCTI eniMiHanii cunpenadiny i3 cevero.

ITo6iuni peakuii.

I[Ipodine 6e3nexu npenapaTy Biarpa® 6asyeThCs Ha JaHUX, OTPEMaHUX Bif 9570 malieHTiB y Xofi

74 mopBiitHO CyIinmuX mane60-KOHTPOIbOBAaHUX KITIHIYHUX HOCTigKeHb. HaliuacTime moBigoMisiiocs
Ipo Taki mo6iuHi peakiril, IK roJI0BHUY Oisib, MPUIIIMBY KPOBI, MUCIIEINCis, 3aKIafeHiCTh HOca, Oib y
CIIMHIi, 3alaMOPOYEeHHs, HYy[0Ta, IPUIIJIUBY Kapy, MOPYIIEeHHS 30PY, LiaHOICig Ta 3aTbMapeHHs 30Dy.
[HdopMaiiis momgo nobiuHUX peaklli y paMKaxX TOCTMapKeTHHTOBOT'0 CIIOCTepeXeHHs Oyra 3i6paHa
IIPOTSTOM Tepiofy TpuBaicTio 6inbire Hixk 10 pokiB. OCKinbKY 3asIBHUKOBI IOBIJOMIISTIOCS HE IIPO
BCi mo0OiyHi peakilii Ta He Bci mob6iuHi peakil Oynu BKI0YeHi B 6a3y maHuUX 3 6€3MeKH, YaCcTOTa TaKuX
peaxtiiit He Moxe OyTH JOCTOBIpHO BU3HAUEHa.



Yci kninivyHO 3HawyMmi MOOiYHiI peakiril, 10 CIIOCTepIranucs Iif Yac KIIHIYHUX JOCTioXKeHb YacTille,
HiX IIPM 3aCTOCyBaHHi M1ale6o0, HaBeoeHO HUXKYe BiAMOBiAHO 70 Kinacudikallii «CucteMa-opraH-
KJlac» Ta 4aCTOTH: OyXke 4acTo (= 1/10), vacto (= 1/100 - < 1/10), HeuacTto (= 1000 - < 1/100) Ta
pigko (= 1/10000 - < 1/1000). Y mezxkax K0XKHOI 4aCTOTHOI Irpymnu 1mobiuHi peakilil HaBefileHO y
TIOPSIOKY 3MEHIIEeHHS iX CepPHO3HOCTI.

[HdeKIIiHI Ta iHBa3WBHI 3aXBOPIOBAHHS.

Heuacmo: puHiT.

Po3nagu 3 60KY iMYHHOI CUCTEMH.

Heyacmo: rinep4yTIuBiCTb.

Po3nagyu 3 60Ky HEPBOBOI CHCTEMH.

Iyoice wacmo: TonoBHUM Bifb.

Yacmo: 3ar1aMOpPOYEHHS.

Heuacmo: COHNUBICTS, TimecTesis.

Pioko: iHCynbT, TPDAH3UTOPHA illleMiYyHa aTaka, CygqoMu*, pelUauBY CyIoM*, CUHKOIIE.
Po3nanu 3 60Ky OpraHiB 30py.

Yacmo: OpyLUIeHHS CIPUUHATTS KONbOPY**, po3nafu 30py, 3aThMapeHHS 30Dy .

Hevacmo: po3naagy CbO30BUIINMeHHS ™ ¥, 6inb B ouax, poTodobist, poTorcis, rimepemist ouew,
SICKPaBiCTh 30pPYy, KOH IOHKTHBIT.

Pioko: HeapTepiasibHa MepegH illleMidyHa HeUpOoIaTisa 30pOBOr0 HepBa*, OKJII03isd CYAUH CITKiBKU*,
peTuHaIbHUM KPOBOBUIIUB, apTEPIOCKIIEPOTUYHA PETUHOIATIS, ITOPYIIEHHS 3 00KY CiTKiBKH,
riraykoma, 0eeKTH MoJis 30PYy, OUIIIOINis, 3HUKEeHHS T'OCTPOTH 30Dy, MiOIlis, aCTEHOIIis, MlaBaloydi
TIOMYTHIHHSI CKJIUCTOTO Tijla, OPYIIeHHs 3 60Ky paiayKHOi 000JI0HKY, Mifipia3, mosBa CAIOYUX
KpPYTiB HABKOJIO [A2Kepesia CBiT/a (rajo) y mosi 30py, HabpsK o4el, MIPUMIyXJIiCTh O4el, MOPYIIeHHS 3
00Ky ouel, rinepeMisi KOH'IOHKTHUBH, TIOOpPa3HeHHs o4Yel, aHOMaJIbHi Bif4yTTs B 04aX, HabpsK IMOBIK,
3HeOapBIIeHHS CKIIEPH.

Po3nagu 3 60Ky OpraHiB CIYXy Ta BeCTUOYIIPHOTO anapary.
Heuacmo: 3artaMOpOY€eHHS, [A3BiH y ByXax.

Pioko: rioyxora.

Po3nagu 3 60Ky cepiid.

Heuacmo: Taxikapfisi, TocuieHe cepreOuTTs.

Pioko: panToBa ceplieBa cMepTh*, iHapKT MioKapaa, IUTyHOUYKOBa apuTMis*, ¢hibpunsiis
nepercepnb, HectabilbHa CTEHOKAPMIis.

Po3nany 3 60Ky CYOuH.



Yacmo: TPUIIMBY KPOBi 10 00NTMYYs, IPUITUBY Kapy.

Hevyacmo: rinepreH3is, rinoTeH3id.

Posnany 3 60Ky pecnipaTopHOl CHCTEMHM, OPTaHiB TPYIHOL KIITKH Ta CEPENOCTIHHS.
Yacmo: 3aKnafieHicTh Hoca.

Hevyacmo: HOCOBa KpoBOTeYa, 3aKJIafleHiCTh IPUOATKOBUX IIa3yX HOCA.

PiOko: BiguyTTsl CTUCHEHHS y TOpJli, HabpsK cl130B01 000JIOHKK HOCA, CYXiCTh y HOCI.
Posnany 3 60Ky ITYHKOBO-KMINKOBOLO TPAKTY.

Yacmo: HynoTa, OUCIIEICiA.

Heuacmo: ractpoe3odareanbHa pedJroKcHa xBopoOa, 61toBaHHS, Oi/lb y BEpXHill YaCTHHI XXKUBOTA,
CyXIiCTb y POTI.

Pioko: rinecTesisi pOTOBOI IOPOXKHUHH.

Po3nanu 3 6OKY MIKipy Ta HiAMKipHOI TKAHWHH.

Heuacmo: BucuIaHHs.

Pioko: cungpoMm CriBeHca - [I;)KOHCOHa*, TOKCHUYHUU elifiepManbHul HEKPOIi3*.

Posnamu 3 60K§Z OIIOPHO-PYXOBOI'0 aIllapaTy Ta CHOHy‘{HOi TKAaHWHWN.

Heuacmo: mianrisi, 6inb y KiHITiBKax.

Po3nany 3 60Ky CEY0BUOINBHOI CUCTEMH.

Heuacmo: rematypis.

Posnamy 3 60K§Z QGHQOﬂyKTI/IBHOi CHUCTEMHU Ta MOJIOYHHWX 3aJI03.

Pigko: KpoBOTeYa 3i CTAaTEBOTrO 4UJlieHa, Mpiami3aM*, reMaToOCIIEpMisi, IOMOBXKEHA €PEeKIIis.

3arasnbHi po3yamy Ta peakilil y MicIli BBeIeHHS.

Heuacmo: 6inb y TpyAsix, MigBUIleHa CTOMITIOBAHICTh, Bif4yTTS XKapy.

Pi0oKo: mompa3HeHHS.

OO6CTeXeHHS.

Heuacmo: mifBullleHa 94acTOTa CepleBAX CKOPOYEHb.

* [ToBimoMIISATIOCS JUIIeE Mif Yac OOCHiAXKEeHHS IIiC/ig BUXOAY IpenapaTy Ha PUHOK.

** TlopyIlIeHHS CIPUUHATTS KOIbOPY: XJIOPOIICisS, XpOMATOIICis, IiaHOIICisl, epPUTPOIICis, KCAHTOIICi.

*#* TlopylleHHS CIIbO30BUIIJIEHHSA: CyXiCTh B 04YaX, IOPYLIEHHS CJIbO30BUIIJIEHHS Ta IiABUILIEHHS



CIILO30BUIJIEHHS.

Huxue3a3HaueHi gBuUllla ciocTepiranucsa y < 2 % MalieHTiB Y X041 KOHTPOJIbOBaHUX KITIHIYHUX
OOCIiXKeHb; IPUYUHHUY B3a€MO3B 130K He BU3HaueHU. [10BiIOMIIeHHS BKIOYa/IN SABUIIA, [0 MaJll
BiporifHuY 3B’S30K i3 3aCTOCYBAHHSIM Ipemnapary. fIBuilla, ski He Oyu 3a3HauyeHi, Oyau TIeTKUMU Ta
NoBinoMJIeHHS OyNy oyKe HeTOYHUMHU, 11100 MaTH 3HAYEHHS.

3aezanvHi. Habpsk o6muyys, peakiiii (pOTOUYTIMBOCTI, IIOK, aCTeHis1, 6isb, panToBe magiHHs, OiNlb y
JKMBOTI, pPanToBe MOIIKOIXKEHHS.

3 6oky cepueso-cy0uHHOI cucmemu: CTeHOKapmisi, AV-6110Kafia, MirpeHs, IOCTypasbHa
rimoTeHsis, imemis miokapma, TpoM003 CyIUH I'OJIOBHOT'O MO3KY, PaIllTOBa 3yIIMHKA CEPIIs,
BimxuneHHd nmoka3HukiB EKI', kapaioMionaris.

Po3nadu 3 60Ky WyHKOBO-KUWKOB020 Mpakmy: TIIOCUT, KOJIIT, Aucdaris, racTpur,
racTPOEeHTEPUT, €30(ariT, CTOMaTuUT, MOPYLIEHHS Pe3yIbTaTiB Ie4iHKOBUX P00, peKTaabHa
KpPOBOTEYa, TiHTIBIT.

3 6oky cucmemu Kposi ma aim¢pamuyHoi cucmemu: aHeMisI, TEUKOTIEHiS.

Po3snadu memaboaizMy ma xapuyBaHHs: cupara, HaGpsiK, mogarpa, HecTabinpHul miaber,
rinepriikeMis, nepudepuyHi HaOPSKY, TinepypuKeMis, TiloOrIiKeMis, rinepHaTpieMis.

Poznadu 3 60Ky ckeaemHo-m’ 30801 cucmemu: apTPUT, apPTPO3, PO3PUB CYXOXKUJIIIA,
TEHOCHHOBIT, 6i/1b y KiCTKaX, MiacTeHisl, CHHOBIT.

Po3znadu 3 60Ky Hepeosoi cucmemu: aTaKCisg, HEBparis, HEMPOMaTis, mapecTesis, TpeMop,
BEPTUTO, Iempecisi, 0e3COHHS, aHOMAaJIbHI CHOBUOIHHS, 3HUXKEHHS pedIieKcis.

Posnadu 3 6oky duxaavHoi cucmemu: acTMa, TUCITHOE, TAPUHTIT, GapUHTIT, CHHYCUT, OPOHXIT,
[IOCUJIeHEe CIIMHOBUAIJIEHHS, IIOCUIEHHS KalllTio.

Po3nadu 3 60Ky wKipu: KpOUB’THKA, Tepriec, cBepbixk, miTIUBICTh, BUPA3KH IIKipH, KOHTAKTHUN
nepMaTuT, eKCchomiaTUBHUM TepMaTHT.

CneuuciyHi 8i0uymms: panToBe 3HUKEHHS YU BTPaTa CIIyXYy, Oi/lb Y ByXax, KDOBOBUJIUB Y OKO,
KaTapakTa, CyXiCTh B O4ax.

Possnadu 3 60Ky ypoeeHimaavHoi cucmemu: ITUCTUT, HIKTYpis, migBUIIIEHa YacTOTa
Ce4YOBUNyCKaHb, 30iMbIIEHHS MOJIOYHUX 3aJ103, HETPUMaHHS Cedi, MOPYyIIeHHS esKYIILi,
HaOpSK CTaTEBUX OPTaHiB, aHOPTa3Mis.

[TOCBiI 3aCTOCYBaHHS Iic/s BUXONY Ha pUHOK. [Tics BUXOMAY IpenapaTy Ha pUHOK Oyiu

imeHTH(dikoBaHI HMK4Ye3a3HaueHi Mo6iuHi peakirii. OCKiIbKY PO TaKi peakilii MOBiHOMIISIIOTh
noOpOBibHO Ta MOBiMOMIIEHHS HAOXOMSTh Bifl MOyl HEBiOMOI YUCENBHOCTI, HEe 3aBXKIU
MOKHa JOCTOBIpPHO OI[iIHUTH IX YACTOTY Ta BCTAHOBUTHU MPUYUHHUY 3B’SI30K i3 €KCITO3HUIIi€I0
nikapchKoro 3aco0y. Li sBuia Oynu 3a3Ha4eHi K Yepes IX Cepio3HiCTh, YaCTOTy
TIOBiIOMJIEHHS, BiICYTHICTb YiTKOTO aJIbTEPHATUBHOTO 3B’I3KY, TaK i 4epe3 KoMOiHallio nux
(hakTopis.

Cepueso-cy0uHHI ma uepebposackyaapHi seuuLa. TToBigOMIISANIOCS PO CEPHO3Hi CepIieBo-



CyIOUHHI, lepeOpoBacKyIspHi Ta CyAUHHI SBUINA, BKIII0OUYal04y 11epeOpoBacKyIIpHy KPOBOTEUY,
cyb0apaxHOifanbHy Ta BHYTPIilIHbOIEpEOpabHy KPOBOTEYY Ta JIETEHEBY KPOBOTEUY, 110 Oyiu
TIOB’s13aHi y 4Yaci i3 3acToCyBaHHSM Ipenapary Biarpa®. ¥ GibIIoCTi malieHTiB, ane He y BCiX, Oyiu
HasiBHI (paKTOpU CeprieBO-CyOgUHHOTO PU3uKY. [ToBimomisinocs, 1m0 6araTo 3 IUX SBUI BUHUKIH IIif
yac abo Bigpa3dy micis ceKcyaabHOI aKTUBHOCTI Ta HeKinbKa SBUI BUHUKIIM Bipas3y micis
3aCTOCyBaHH4 Ipenapary Biarpa® 6e3 cekCyalbHOI aKTUBHOCTI. IHIII SBHUINA BUHUKIIA IPOTATOM
HaCTYIHUX TORMH 4M [HIB MiC/Is 3aCTOCYBaHHs Ipemnapary Biarpa® Ta ceKCyalbHOI aKTHBHOCTI.
HeMoX1MBO BCTAHOBUTH, UM 1i sIBUILA OB’ g3aHi i3 3aCTOCYBaHHAM IIpernapary, i3 ceKCyanbHOI0
aKTUBHICTIO, i3 HAsIBHUMU (aKTOpaMu PU3UKY UM i3 KoMOiHaIli€ro uux HakTopiB, Yy 3 iHIIUMU
baxTopaMu.

KpoesoHocHa ma aiM¢pamuyuHa cucmemu: Ba300KTI0O3UBHUYN KPU3. Y HEBEIMKOMY 3aB4aCHO
IIPUIIMHEHOMY OOCIIAKEeHH] 3aCTOCyBaHHS npenapaty PeBaiuo (cungeHadin) 3a y4acTio
Ialli€HTIB 3 JIETEHEBOK apTepiaJbHO0 TillePTeH3i€10, BTOPUHHOIO LI0f0
CeprononiOHOKITITUHHOL aHeMil, TPy 3aCTOCYBaHHi cunmeHadiny Mpo PO3BUTOK
Ba300KJ/II03UBHUX KPU3iB, 1110 MOTpeOyBaiu rociiTanisallil, IoBiIoMIISI0Cs YacTillle, HiXK IpH
3acToCOBYyBaHHi manebo. Kininiune 3HaueHH 11iel iHGopMalrii oyis maiieHTiB, gKi
3aCTOCOBYIOTH IIpenapaT Biarpa® 3 MeTo JIiKyBaHHS epeKTUIbHOI NuChYHKII, € HEBiIOMUM.

Hepsosa cucmema: TpuBOra, TPaH3UTOPHA I'1o0abHA aMHe3is.
Cneuuceiuni giduymma.

Cayx. ITicng Buxony npenapaTy Ha pUHOK ITOBITOMIISNIOCS PO BUMAAKKA PalTOBOTO 3HUXKEHHS YU
BTPATH CIIyXy, [IOB’sI3aHi y 4aci i3 3acTocyBaHHSAM mpenapary Biarpa®. V geskux Bumankax
IIOBIAOMJISITIOCS IIPO HAsIBHICTh MEOUYHMX CTaHIB Ta iHIIKX (aKTOPIB, IIJ0 MOTJIX BifirpaTy POb y
PO3BUTKY IOOIYHUX peakiliit 3 60Ky ciyxy. Y 6araTbox BuIlafikax iH(popMallis mof0 MogabIIoro
ME[UYHOr0 CIIOCTepekKeHHS BiCYTHA. BU3HAUUTH, UM IIi IBUIIA IPSAMO I10B’A3aHi 13 3aCTOCYBaHHAM
npenapaty Biarpa®, 3 HagBHEME (HaKTOpaMK PU3UKY BTPATHU CIyXy, 3 KOMOiHaIi€o IuxX paKTOpiB 91
3 iHmMMu (paKTopaMu, HEMOXKIIUBO.

3ip: THMYacoBa BTpaTa 30py, IOYEPBOHIHHS O4Yel, IeUiHHS B 04aX, MgBUINEHHS BHYTPIIIHBOOYHOTO
TUCKY, HaOpSK CiTKiBKH, CyIMHHI 3aXBOPIOBAHHS CiTKiBKM Y¥ KPOBOTEYA, BifilllapyBaHHS CKIMCTOTO
TiNa.

[Ticnsa Buxofmy npemnapaTy Ha PUHOK PiIKO MOBiAOMIISIOCS PO BUIIAOKKM HeapTepianbHOI MepegHbol
ilmemiyHOI HEBpoIaTili 30pOBOT0 HEPBA, 10 € TPUYMHOI0 3HUKEHHS 30PY, BKJII0UAI0YHU MTOCTINHY
BTpaTy 30py, SKi Oy1u moB’sg3aHi y 4aci i3 3acTocyBaHHAM iHTri0OiTOopiB ®IES, BKIII0Yal09y Ipenapar
Biarpa®. Y 6arathox maIli€eHTiB, aje He y BCixX, Oy/Id HasABHi aHAaTOMi4Hi a60 CynuHHI HaKTOPH PU3HUKY
PO3BUTKY HeapTepianbHOI IepegHbol illeMiuHol HeBPOIaTil 30pOBOr0 HEPBA, BKIIIOYalO4H (ase He
00MeXKYIOUKCh) TaKi: HU3bKe CIIiBBiIHOIIEHHS AiaMeTpy eKCKaBallil Ta OUCKY 30pOBOTO HEpPBa
(3acTiiHUYU OUCK 30POBOTO HEPBA), Bik moHan 50 poKiB, rimepTeH3is, 3aXBOPIOBaHHS KOPOHAPHUX
apTepiy, rinepainigeMis Ta naniHHg. HeMO0XIMBO BU3HAYUTH, YU IIi SBUIIA NIPSIMO [I0B’sg3aHi i3
3acTtocyBaHHAM iHTiOiTOpiB ®IES UK 3 HasBHUMYU aHATOMIiYHUMHU ab0 CyOUHHUMU (paKTOpaMu
PU3MKY, uu 3 KoMOiHalli€to 1ux Bcix ¢pakTOpiB, uu 3 iHmmuMu pakTopamu.

3gimyeaHHs npo nido3piosaHi nobiuHi peakuii. 3BiTyBaHHS PO MMif03pIoBaHi Mo6GiyHi peakiii micns
peecTpatiii mikapcbKoro 3acoby Ma€ BaxkJuBe 3HaueHHs. Lle jae 3Mory npoBoauTu Oe3mepepBHUN
MOHITOPUHT CHiBBIIHOIIEHHS KOPUCTIi 1 PU3UKIB, [TOB’'I3aHUX i3 3aCTOCYBaHHSAM LIbOT'0 JIIKAPCHKOI'0
3aco0y. JlikapsM ciif 3BiTyBaTH Ipo OyOb-siKi migo3pioBaHi mobiyHi peakilii BigmoOBiIHO 10 BUMOT
3aKOHOIABCTBa.



Tepmin npudamHocmi. 5 POKiB.

YMmoBH 30epiraHHsi.

30epiraTtu B OpuriHanbHii ynakoBi npu TemnepaTypi He Buille 30 [] C. 30epiratu y HegOCTYIIHOMY
IS miTed Mmicti.

YnakoBka.
25 me: o 4 tabnetku y 6iictepi, mo 1 6micTepy B KapTOHHIH! KOPOOIIi.
50 me: o 1 abo mmo 4 tabneTtku y 6icTepi, mo 1 6micTepy B KApTOHHINA KOPOOIIi.

100 me: mo 1 abo mo 2 TabneTtku y Omictepi, mo 1 6icTepy B KapTOHHIM KopoO1ii; 1o
4 TabneTku y O6micTepi, mo 1 a6o mo 2 GicTepu B KAPTOHHIM KOPOOIIi.

Kareropis Bignmycky. 3a penentom.

BupOOHHK.

®apeBa Am6ya3 / Fareva Amboise.

Micue3HaxokKeHHsI BHPOOHHKA Ta HOro aJgpeca MicClisi IpOBaIXKeHHs Tis/IbHOCTI.
3one IHpmactpiane, 29 poyTt gec Iagactpic, 37530 IToce-cop-Cic, ®paHnitis /

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



