Ckian

Oitoua peyosuHa: cungeHadi;

1 TabneTka mictuth 70,225 Mr cungeHadiny HuTpaTy, 10 eKBiBaleHTHO 50 MT
cungeHadiny;

OONOMIJICHI pedo8UHU: LIeJII0JI03a MIKpPOKPHUCTalliuHa; Kasbllifo rimpodocdat
0e3BOOHMI; HAaTPil0 KpOCKapMeo3a; MarHiio creapat; Opadry 6nakutuui (OY-LS-
20921): rinpomeno3a; 1akKTO3a, MOHOTIApAaT; TJIiepos TpuaneTaT; TuTaHy giokcun (E
171); ingpurokapminy amtoMmidieBun nak (E 132); Opadry npo3opuii (YS-2-19114-A):
rinmpoMeno3a; riinepos Tpualerar.

JIikapcbKa ¢popMma

TabneTKu, BKPUTI IJIIBKOBOIO 000IOHKOIO.

OcHoBHI (pi3uKo-ximiuHi esnracmusocmi: TabIeTKU, BKPUTI IJIIBKOBOIO 000JIOHKOIO
6JIaKUTHOTO KOIbOPY, ¥ GopMi fiamMaHTa, i3 3a0KPyrIeHUMHU KpasiMU, 3 TUCHEHHSIM
«Pfizer» 3 omHOTO 6OKY Ta, BigmoBimHO mo mo3yBaHHs, «VGR 50» - 3 iHmIoro.

@apMaKOTepaneBanHa rpyiia

3aco0bu, 1110 3aCTOCOBYIOThCS IIPU epeKTunbHii gucdynkirii. Cungenadin. Kom ATX
GO04B EO03.

dapMaKoguHaMiKa

MexaHni3m gil. CungeHadin € npenapaToM A IepPOopPalIbHOTO 3aCTOCYBaHHS,

MMpU3HaAYeHUM [JI4 JIIKYBaHHS epeKTUJIbHOl gucdyHKIrii. I[Ipu cekcyanbHOMY
30ym2KeHHi mperapaT BigHOBIIIOE 3HUKEHY €PEeKTUJIbHY QYHKIII0 HIJITXOM IOCUJIEHHS
IIPUTOKY KPOBI [0 IIeHica.

dizionoriyHUU MexaHi3M, 110 3YMOBJIIOE €PEKIIiI0, BKJII0Ya€ BUBIJIbLHEHHS OKCULY a30Ty
(NO) y KaBepHO3HUX TijllaX Mif 94ac CeKCyaJlbHOTro 30ymKeHHsI. BUBiTbHEHUN OKCH]I
a30Ty aKTUBY€E€ (DepMEHT ryaHiaTIMKIIa3y, II0 CTUMYJIIOE HigBUIIEHHS PiBHS
LIMKJIIYHOTO r'yaHo3uHMOHOpochaTy (I’ M®P), 1110, y CBOIO 4epry, BUKJIUKAE
po3cnabiieHHs TJIagKol MyCKYyJIaTypyd KaBEePHO3HUX TiJl, CIIPUSIOYN ITPUTOKY KPOBI.

CunpeHadin € TOTYKHUM Ta CEJIEKTUBHUM iHTiGiTopoM 1l M®-crienmdivnoi
dochomiectepasu 5 (PIIES) vy KaBepHo3HUX Tinax, ge ®IES BiamnoBigae 3a po3mnan
ul'M®. BonuB cungeHadiny Ha epekIliio Ma€ nepudepudyHui xapakrep. CunmeHadin
He YUHUTHL 0e3IMocepeaHbol peakCyovoi il Ha i30/1boBaHi KaBePHO3Hi Tijla MIOOUHMY,



ajie TIOTY2KHO ITOCUJIIOE po3ciabmioouy gito NO Ha maHy TKaHUHY. [Ipu akTuBallii
MeTabomnigyaoro naxy NO/uI'M®, o BinOyBa€eThCA IPU CEKCYalIbHIM CTUMYISLI],
inrioyBanHs cungeradinom OIES npu3BoguTh [0 OigBuIlleHHs PiBHA I MO vy
KaBEePHO3HUX Tinax. TaKUM YMHOM, [OJIs TOTO, 1100 cungeHadin BUKINKaB IIOTPIOHUN
bapmakomnoriuauy epekT, HeoOXigHe CeKcyasibHe 30yaKeHHs.

BonuB Ha dapMakogmHaMiky. [locmigKeHHs in vitro mpogmeMoHCTPYyBaJlH, 110
cunpgeHadin € cenektuBHUM no ®IIES, 110 6epe akKTUBHY y4acTh y IIPOIECi epeKIlii.

BonuB cunpmeHadiny Ha ®IIES nmotyxHimuu, HiXK Ha iHIIl BimoMi docdomiecTepasn.
Llet edbekT y 10 pasiB moTyxkHimul, HixK edekT BunuBy Ha ®IIEG, 110 6epe y4acTs y
npoiecax poTonepeTBOPeHHA y CiTKiBLi. [Ipu 3acTOCyBaHHI MaKCUMalIbHUX
peKOMeHO0BaHUX O03 CEeNeKTUBHICTL cunmeHadiny go ®IES y 80 pasiB repeBumlye
uoro cenexktusBHicTh 1o ®JIIE1, y 700 pasis Buiia, Hixk go ©®IIE2, ©®IIE3, ®IIE4, ®IE7,
®IE8, ®IE9, ®IOE10 ta ®OE11. 30Kpema, CeneKTUBHICTL cunaeHadiny mo ®IOES y
4000 pa3siB mmepeBUIly€E UOT0 CeneKTUBHICTh 0o OIIE3 - TAMO®-cnenudigaol izodpopmMu
docdomiecTtepasu, 1o 6epe ydacThb y peryisiiili cepiieBoi CKOPOTJIMBOCTI.

dapMaKOKiHeTHKa

AG6copbuisi. Cungenadin mBuako abcopbyeTbcsi. MakcuMaibHa IIjIa3MoBa
KOHIIEHTpallis ITpenapaTty gocaraetbcs nporsaromMm 30-120 xBunuH (i3 megiaHowo 60
XBUJIMH) TIiCJISI OTO IIePOPAaIbHOT0 3aCTOCyBaHH HaTie. CepenHsi abCOIOTHA
0i0OCTYIIHICTE MiC/IsS ITepopanabHOT0 3aCTOCyBaHHS CTaHOBUTD 41% (3 miarmasoHoM
3Ha4veHb Big 25 1o 63%). Y pekoMeHOOBaHOMY Aiana3o0Hi o3 (Big 25 go 100 mr)
noka3HuKu AUC ta Cmax cungeHadiny micias Moro mepopanbHOro 3aCTOCYBaHHS
MiABUINYIOTHCS IIPOIOPLIVHO OO0 SO3MU.

[Tpu 3acTocyBaHHi cungeHadiny mig yac IpuioMy 1XKi CTymiHb abcopOilil 3HUKYETHCS
13 cepenHiM momoBxKeHHAM Tmax mo 60 xBuUKH i cepenHiM 3HUXKeHHAM Cmax Ha 29%.

Posnogin. Cepenniii piBHOBaxkHUM 00’eM po3mnoziny (Vd) cranoBuTs 105 miTpis, m1o
CBIOUUTH IPO PO3MOMLIN IIperapaTy B TKaHMHAX opraHidmy. Iliciga ogHOKpaTHOTO
IIepOopanbHOr0 3aCTOCYBaHHs cunmeHadiny B go3i 100 Mr cepegHss MaKCHMallbHa
3arajibHa IJTa3MOBa KOHIeHTpallisi cunaeHadiny cTaHOBUTDL IpuOIu3uo 440 HIr/M
(koediuienT Bapianil cranoBuTh 40%). OCKinbKH 3B’A3yBaHHS cuigeHadiny Ta #oro
romoBHOro N-gecMmeTus-MmetabomniTy 3 6iikamMu nna3mMu gocsarae 96%, cepegHs
MaKCHMallbHa IJlTa3MOBa KOHIIeHTpallid BinbHOTrO cunmeHadiny gocsrae 18 ur/mn (38
HMOJb). CTyIIiHb 3B’13yBaHHs 3 OiTKaMu IJ1a3MU HE 3aJIeKUTh Bifl 3araIbHUX
KOHIIeHTpallii cunmeHadiny.

Y 3p0opoBuxX MOOPOBOIIBIIIB, SIKi 3aCTOCOBYBaiu cunmeHadin omHokpaTtHo B mo3i 100 wmr,
yepe3 90 xBUIMH B esAKynATI Bu3Hadasnocs MeHie 0,0002% (B cepeguromy 188 HI)



3aCTOCOBAHOI JO3MU.

BioTtpancdopmartisi. Metabomni3Mm cungeHadiny 3miiCHIOETHCS TOJIOBHUM YHMHOM 3a

y4acTio MikpocoManbHUX i30pepmenTiB nnedinku CYP3A4 (rojI0BHUU MINISIX) Ta
CYP2C9 (gppyropsigHuii 1uisix). ['010BHUYM HUPKYTIOIOYUNY MeTabO0IIiT YTBOPIOETHCS
nisixoM N-meMeTunioBaHHS cungeHadiny. CeneKTUBHICT, MeTabomiTy BimHocHO OIIES
TTOPiBHSTHHA 3 CEJIEKTUBHICTIO cunpmeHadiny, a akTUBHICTL MeTabomnity BimHOocHO OIIES
cTaHOBUTH MPuOIU3H0 50% aKTUBHOCTI BUXiAHOI peyoBUHU. [111a3MoBa KOHIIEHTPAIlis
IIbOT0 MeTaboJIiTy cTaHOBUTH NMpubnu3Ho 40% KoHIeHTpalii cunmeHadiny y nnasmi
KpoBi. N-memMeTunroBaHUM MeTabOJIiT 3a3Ha€ MoaasbIIoro Metaboni3aMy, a nmepion
MOro HaliBBUBEOEHHS CTAHOBUTh MPUOIN3HO 4 TOOUHU.

Eniminanisg. 3aranbHul KiaipeHc cungeHadiny ctaHOBUTH 41 71/Tof, 3yMOBIIOI0UHA
rnepiopn MOro HalliBBUBeOEHHS TPUBAJIICTIO 3-5 roguH. 4K micisa nepopajibHOro, Tak i
MiCJisg BHYTPIIIHBOBEHHOT O 3aCTOCYBaHHSA €KCKpellisd cungeHadiny y BUTIAal
MeTaboIiTiB 3MiICHIOETHCS TOJIOBHUM YMHOM i3 Kanom (rmpubnusxno 80% BBemeHO1
IIepopaabHOl JO3M) Ta MEHIIIO Mipoio 3 cevyero (mpubnau3Ho 13% BBeOeHOl
IIepopanbHOl JO3K).

dapmakokiHemuka y ocobausux 2pyn nauieHmis.

[TamieHTH TiTHLOTO BiKy. Y 3mMOpPOBUX HOOPOBOJIBIIIB JIITHROTO BiKy (BiKoM Bif 65 poOKiB)

Bil3Ha4asoCs 3HUXKEHHS KIIipeHCy cunmeHadiny, 10 3yMOBIIOBAJIO ITiABUIIEHHS
[1JITa3MOBUX KOHIIEHTpallill cunaeHadiny Ta KOoro akTUBHOTO N-IeMeTU/Ib0BaHOT O
MeTabomniTy npubnu3Ho Ha 90% MOopiBHSIHO 3 BiANOBIiMHMMY KOHIIEHTPAIIIMHU Y
3M0POBUX OOOPOBOIBIIB MOJIOAUIOTO BiKy (18-45 pokiB). Y 3B’sI3KY i3 BiKOBUMHU
BiIMiHHOCTSIMU V 3B’sI3yBaHHi 3 OiIKaMu IJTa3MH KPOBi BillIOBimHE IMigBUIEHH ST
I1JIa3MOBO1 KOHIIEHTpPAllil BiTbHOTr0 cunmeHadiny cranoBuio npubnausxao 40%.

HupkoBa HeIOCTATHICTh. Y MOOPOBOJIBIIIB i3 mopylIeHHIMH (QYHKIII HUPOK JIETKOTO Ta

oMipHOro cTtyneHs (KiipeHc KpeaTuHiHy 30-80 mMi/XxB) ¢papMaKOKiHETHKA
cunpeHadiny 3anuianacsa He3MiHEeHOO IIiCJIs MO0 OOHOKPATHOI'O IepOPaIbHOr0
3actocyBaHHs y 103i 50 mr. Cepenui AUC Ta Cmax N-meMeTuIb0BaHOTO MeTaboIIiTy
BIAMIOBIOHO IiABUIyBaInuCcsa MakKkCuMyM Ha 126% Ta 73% IOpPIBHSIHO 3 TaKUMU
IMOKa3HUKaMHU y MOOPOBOJIBITIB TAKOI'0 K BiKy 0e3 mopyiieHb GyHKIl HUpoK. OgHaK
yepe3 BUCOKY iHOUBigyanbHy BapiabenbHICTh i BiMiHHOCTI He OyJIM CTaTUCTUYHO
3HAYYIIUMU. Y TOOPOBOJIBIIB i3 TAXKKUMU ITOPYIIEHHAMHU (PYHKIII HUPOK (KJTipeHc
KpeaTuHiHny HuxX4e 30 MJI/XB) KJIipeHC cuigeHadisy 3HMKYyBaBCS, 1110 IPU3BOLUIIO OO
cepenHix nigsuineHb AUC Ta Cmax BianoBigHo Ha 100% Ta 88% mopiBHSHO i3
DoOPOBOIBIISIMU TAKOTO X BiKy 6e3 mopyinens ¢yHKIII HUPoK. KpiM Toro, 3HaueHHs
AUC ta Cmax N-meMeTunb0BaHOT0 MeTaboIiTy 3Hauyle nigpuItyBanucs Ha 200% Ta
79% BiOIIOBIOHO.



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

cTymneHs (kKnaciB A Ta B 3a knacudikamiero HYaunma - [1'10) KinipeHc cunmeHadiny
3HUXKYyBaBCH, 1110 Tpu3Boguio no nigsumeHHs AUC (84%) ta Cmax (47%) nOpiBHAHO 3
BiATIOBiOHUMU MOKa3HUKAMHU y JOOPOBOJIBIIIB TAKOTO XK BiKy 0e3 mopylieHb QyHKIIN
neuvinku. ®apMaKoOKiHeTHKa cuigeHadiny y Nali€eHTiB i3 NopylIeHHAMU QYHKIIN
MMEeYiHKM TSAXKKOTO CTYIIeHSI He BUBYasacs.

IToka3aHHA

IIpenapat Biarpa peKOMeHOYETHCA 3aCTOCOBYBATU YOJIOBIKaAM 13 €pEeKTUJILHOIO
OuCcPyHKITi€I0, SKa BU3HAYAETHCS K HE3TATHICTh JOCATTU ab0 HmifTpUMaTU epPeKIliio
CTATEeBOTO YJjieHa, HeoOXiIHY AJIs YCIIIIIHOTO CTAaTeBOI'0 aKTYy.

Ins edpekTUBHOI Oil mpenapaTy Biarpa moTpibHe cekcyanbHe 30yIKEHHS.
ITporunnoka3aHHs

e MiBHUINlEHA YYTJIUBICTh 0 aKTUBHOI p€YOBUHU ab0 OyOb-AKOI 3 HOIIOMiXKHUX
PEedYOBUH IIperapary;

e OJHOYACHE 3aCTOCYBaHHA i3 MOHOPaAMHU OKCUAY a30Ty (TaKMMU SIK aMiJTHITPHUT)
abo HiTpaTamMu y Oyab-sKik ¢popMi IIpoTUNIOKAa3aHe, OCKIIbKY BilTOMO, ITI0
cunpgeHadin Ma€e BOIMB Ha HUIAXM MeTab0J1i3My OKCUAY a30Ty/ HUKJIIYHOTO
ryaHo3uHMoHOdochaTty (uI'M®) Ta IOTEHILIIOE TIMOTEeH3UBHUY €(pEeKT HITpPaTiB;

e OJHOYACHe 3acTocyBaHHA iHridiTopiB ®IES (y TomMy uucni cungeHadiny) 3i
CTUMYJIATOpPaMU I'yaHiTaTIUKI/IIa3u, TAKUMU K PiOoLUryat, IPOTUIIOKa3aHe,
OCKiJIbKA MOXKe IPU3BECTH OO0 CUMITOMATHUYHOI TiIIOTeH3il (AuB. pO34in
«B3aeMopmist 3 iHIMIMMU JTiKapChbKUMHU 3acoO0aMM Ta iHIITI BUAW B3aEMOJIIN»);

e CTaHU, IPU SKUX HE PEKOMEH0BaHa CeKCyaJibHa aKTUBHICTH (HallpUKIa[d TAXKKI
CepleBO-CYOUHHI po3aau, Taki IK HecTabinlbHa cTeHOKapmis abo cepiieBa
HEOOCTATHICTh TAXKKOI0 CTYIEHS);

e BTpaTa 30Py Ha OJHE OKO BHACJIAOK HeapTepialbHOI IIepeagHbOo] iIleMidHo1
HEeBpOIIaTil 30p0OBOr0 HepBa He3aJlIesKHO Biff TOT0, IOB’A3aHa I ITaTOJIOTiA i3
IoInepenHiM 3acTocyBaHHAM iHribiTopiB ®ES 4u Hi;

e HASIBHICTh TAaKMX 3aXBOPIOBaHb, SIK MOPYIIEHHS QYHKIII ITeYiHKU TSIXKKOTO
CTyIIeHs, apTepiaybHa rinoreHsia (aprepianbHEu TUCK HUXKYe 90/50 MM pT. CT.),
HeIIloJIaBHO ITepeHeceHul iHCynbT abo iHpapKT MioKapma Ta BimoMi criagKoBi
oereHepaTUBHI 3aXBOPIOBaHHSA CITKIBKHU, TakKi sIK IIIrMEeHTHUU PETUHIT (HeBeJluKa
KiNTbKiCTh TAaKUX IIAITIEHTIB Ma€ TeHeTU4YHi po3nagu pocdomiecTepas CiTKiBKH),
OCKinbKM 6e3neka cunpeHadiny He OOCIiAXKyBalacs y TaKuX IMiArpynax
TIAITiE€HTIB.

B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIHU B3a€EMOIIiH



BnnuB inmux nikapchbkux 3aco0iB Ha cunpgeHadin.

HocrnigkeHHs in vitro. MeTtabomniam cunpgeHadiny BigOyBaeThCs IepeBaxkKHO 3a y4acTio

izopopmu 3A4 (ronmoBHUM 1UIIAX) Ta i3odpopmu 2C9 (APYrOpAOHUN LIISAX) IUTOXPOMY
P450 (CYP). Tomy iHribiTOopu 11X isopepMeHTiB MOXKYTh 3HUKYBATU KITipEHC
cungeHadiny, a iHOYKTOPU LIUX i30hepMEHTIB MOXKYTh MiABUIIyBaTH KIIipeHC
cunmeHadiny.

HocrnigkeHHd in vivo. [TonynaniiEui ¢papMaKOKiHETUYHUY aHalli3 JaHUX KITIHIYHUX

OOCHiAKeHb IPOAEeMOHCTPYBaB 3HNUKEHHSA KIIIPEHCY CulmeHadily IIpu Uoro
OOHO4YaCHOMY 3acTocyBaHHi 3 iHribiTopamu CYP3A4 (TakuMU K KETOKOHA30JI,
€PUTPOMIIIUH, IMMETHUANH). X04a IIPU OOHOYAaCHOMY 3aCTOCyBaHHI cungeHadiny ta
iaridiTopiB CYP3A4 3pocTaHHS YaCTOTH MOOIYHUX SBUIL HE CIIOCTEPiraaocs, CiIim
PO3TISHYTH MOXKJIUBICTh 3aCTOCYBaHHS IIOYATKOBOIL 03U culgeHadiny 25 Mr.

OpHouyacHe 3acTocyBaHHSA iHribiTopy BIJI-mpoTea3u puToHaBipy, AyKe MOTYyKHOTO
inridiTopy P450, y cTaHi piBHOBaxKHO1 KoHIleHTpalii (500 mr 1 pa3 Ha mo0Oy) Ta
cunpeHadiny (pa3osa go3a 100 Mr) mpu3Boguso Ao migsuileHHsa Cmax cungeHadiny
Ha 300% (y 4 pa3u) ta nigsuileHHs mna3moBol AUC cunpgenadiny Ha 1000% (y 11
pa3siB). Yepes 24 rogmHU 1a3MOBUM PiBeHb cuigeHadiny Bce Ile CTAaHOBUB
nmpu6u3Ho 200 HT/MJIT TIOPiBHSHO 3 piBHEM IIPUOJIM3HO 5 HI/MJI, XapaKTEPHUM IS
3aCTOCyBaHHS cuigeHadily OKpeMo, 10 Y3roAXKYyEThCSA 3i 3HAYHUM BIIJINBOM
PUTOHABIPY Ha IMUPOKUM CcrieKTp cyocTpaTtiB P450. Cunmenadin He BIJIMBa€E Ha
(papmMakoOKiHETMKY PUTOHAaBIPy. 3 OrIsAAY Ha 1Ii apMaKOKiHETHYHI JaHi OmMHOYaCHe
3acToCyBaHHA cuipmeHadiny Ta pUTOHaBipy He peKOMEHAYEThCSA (OUB. PO3MiN
«OCco6MMBOCTI 3aCTOCYBaHHS»); B OyOb-IKOMY BUITAAKy MaKCHUMaJbHa [03a
cunpeHadiny 3a )KogHUX 00CTaBUH He ITOBMHHA MEePEBUIIYBATU 25 MT IIpoTsarom 48
TOOUH.

OnmHouacHe 3acTocyBaHHs iHTiOiTOpy BlJI-mpoTea3u cakBiHaBipy, iHriditopy CYP3A4, y
mo3i, 1m0 3abe3rneuye piBHOBaxKHY KOHIeHTpaIlito (1200 Mr Tpudi Ha mo0y), Ta
cungeHadiny (100 Mr pa3oBo) Mpu3BOOUIIO A0 HigBuIilleHHs Cmax cunpgeHadiny Ha
140% Ta 36inbuIeHHst cucteMHol ekcno3utiii (AUC) cunpmenadiny Ha 210%. He
BUSBJIEHO BIIJIMBY cuifeHadiny Ha papMaKOKiHETUKY CaKBiHaBipy (OUB. PO3Oin
«Cmocib 3acTocyBaHHS Ta O03u»). [lepenbadaeThes, 10 OibI MOTYXKHi iHTiGiTOPU
CYP3A4, Taki SIK KETOKOHA30JI Ta iTpakKoHa30J1, OyoyTh MaTu OilbIll BUPaXKEeHUN

BILJIUB.

[Tpu 3acTtocyBaHHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMILIUHY, TOMIPHOTO
inridiTopy CYP3A4, y piBHOBaxxHOMY cTaHi (500 Mr gBiui Ha moOy MPOTSATOM 5 OHIB)
CIIOCTepirasocs IIiaABUIIEHHS CUCTEMHOI eKCIo3uilil cungeHadiny Ha 182% (AUC). ¥V
3MO0POBUX AOOPOBOJIBIIIB YOJIOBIUOl CTaTi HE CIIOCTEPIrasocs BIJINBY a3UTPOMIIIUHY
(500 Mmr Ha o0y npoTsrom 3 fi6) Ha AUC, Cmax, Tmax, KOHCTaHTy IIBUOKOCTI



esriMiHalil Ta IMomanbINMM Mepion HamiBBUBeOeHHs cuaeHadiny abo Moro rojioBHOTO
IIUPKYI004oro metabomity. Llumetugun (iHri6iTop mutoxpomy P450 ta
Hecnenudiuunit iHridiTop CYP3A4) v no3i 800 Mr nmpu ogHOYaCHOMY 3aCTOCyBaHHI i3
cungeHadinoMm y gosi 50 Mr y 300opoBuUX JOOPOBOIBIIB ITPU3BOAUB 0 HiTBUIIIEHHS
I1JIa3MOBO1 KOHIIeHTpallil cungeHadiny Ha 56%.

I'pentndpyToBui Cik € cnabkuM iHriditopom CYP3A4 y CTiHIII KHIIEYHUKY i MOXKe
BUKJIMKaTU IOMipHe IiABUILEHHS PiBHIB cuigeHadiny y maa3Mi KpPOoBi.

OpmHOKpaTHe 3aCTOCYBaHHS aHTAlMOIB (MarHiio rigpoKCcuAy/ alloMiHiIO TiIPOKCUAY) HE
BILIMBAJIO Ha O6iomocTymHIiCcTh cunpmeHadiny.

Xo4a mochimKeHb criendivHol B3aEMO/il 3 yciMa JTikapChbKUMU 3acob0aMu He
IIPOBOAMUJIIOCS, 3a HaHUMM IOMYIALiNHOT0 PapMaKOKiHETUYHOTO aHaJIi3y,
(apmakokiHeTrKa cunmeHadiny He 3MiHIOBalIacs IpPU MO0 OOHOYAaCHOMY
3aCTOCYBaHHI i3 miKapchKuMU 3acobaMu, 1110 HajlexkaTh go rpynu inriéitopis CYP2C9
(Tonbytamin, BapdapuH, dheHiToiH), rpynu iHridiTopiB CYP2D6 (Takux sIK CEIeKTHBHI
iHri0iTOpPU 3BOPOTHOTO 3aXOMJIEHHS CEPOTOHIHY, TPULUKITIYHI aHTUOETIPECAHTH),
Tpynu Tia3uOHUX Ta Tia3UOOIOAIOHUX OiypeTHUKIiB, METIHOBUX Ta Kajin3bepirarouux
oiypeTukis, iHTi6iTOPiB aHTiOTEH3UHIIEPETBOPIOIOYOT0 GEPMEHTY, aHTATrOHICTIB
KaJbIlilo, aHTaroHiCcTiB B-agpeHopelienTopiB abo iHaykTOopiB MeTabosnizamy CYP450
(Takux sk pudamirinuH, 6apbiTypaTu).

Y xomi mocnimXeHHS 3a y4acCTIO 3M0POBUX JOOPOBOIIBIIiB-40JIOBiKiB OHOYACHE
3aCTOCYBaHHS aHTaroHicTa eHOoTeJliHy 6oceHTaHy (moMmipuus iHoykTop CYP3A4,
CYP2C9 Ta, moxknuBo, CYP2C19) y piBHOBaxkHOMY cTaHi (125 Mr gBidi Ha moOy) Ta
cungeHadiny y piBHoBaxXHOMY cTaHi (80 Mr Tpuui Ha go0Oy) MPU3BOOUIIO [0 3HUXKEHHS
AUC ta Cmax cungeHadiny Ha 62,6% ta 55,4% BignosigHOo. TOoMy ogHOYacCHE
3aCTOCyBaHHS TaKuxX NOTyKHUX iHOYKTOpiB CYP3A4, aK pudamirid, Moxke IPU3BOOUTH
oo OinbIT BUpaXkKeHoTo 3HUXKEHHS KOHIIeHTpallil cungeHadiny B Iaa3Mi KpPOBi.

Hikopaupgun sBssie cobolo ribpua akTUBaTOpa KasblliEBUX KaHalliB Ta HiTpaTy.
HiTpaTHuil KOMIIOHEHT 3YMOBJIIOE MOKJIMBICTh UOT0 CEPUO3HOI B3a€EMOZII 3
cunpeHadimoMm.

Bnaue cuadenaginy Ha iHWi aikapcouKi 3acobu.

IocnigkeHHs in vitro. CunpeHadin - cnabkuit inriéiTop izodpopm 1A2, 2C9, 2C19,
2D6, 2E1 Tta 3A4 nutoxpomy P450 (IK50 > 150 mrMosb). OCKilbKY ITiKOBi y1a3MOBi

KOHIIeHTpallil cusigeHadiny JOpiBHIOIOTH IPUOIM3HO 1 MKMOIIb, BIIJIMB IIpenapary
Biarpa® Ha KiipeHC cyOCTpaTiB 1IuX i30pepMEHTIB MajIOMMOBIpHUM.

BigcyTHi mani momo B3aemopii cunmeHadiny Ta Takux HecnenudiyHUX iHriGiTOPiB
docdhomgiecTepasu, 1K TeodisiH Ta OUITipUIAMOII.



HocnigKeHH in vivo. OCKinbKY Bigomo, 1110 cunpeHadin Ma€ BILUIUB Ha MeTaboi3m

OKCHUAY a30Ty/ HUKJIiYHOTrOo ryaHo3uHMoHodochaTty (uI'M®), 6yn0 BCTaHOBJIEHO, IO
cungeHadin MOTEHIIiI0€ TIMOTEH3UBHY [il0 HIiTpaTiB, TOMY MOT0 OGHOYaCHEe
3aCTOCYBaHHS 3 JOHOpPaMM OKCUAY a30Ty abo 3 HiTpaTamMu B OyOb-sKiti popmi
IpoTUIIOKa3aHe (OuB. po3nin «IIpoTunokazasHsa»).

Piouuryart. [JOKIIiHIYHI OOCHIOXKEHHS IPOAEMOHCTPYBaIX agUTUBHUN CUCTEMHUU
edeKT 3HUKEHHS apTepialbHOT0 TUCKY ITPU OJHOYAaCHOMY 3aCTOCYBaHHIi iHTiOiTOPIB
®JIES 3 piomuryatoMm. KiiHiyHI OOCHIOXKEHHS IIPOAEMOHCTPYBaIu, 110 piouuryaTt
IIOCUJIIOE TiMOTEeH3UBHY Aito iHribiTopiB ®IES. YV namieHTiB, SKi Opanu y4acTb y
OOCIIIAXKEeHHi, He CIIOCTepPirajoch IIO3UTUBHOI'O KIIiHIYHOTO e(PeKTy IpU OGHOYACHOMY
3acTocyBaHHi iHTi6iTOpiB ®IIES 3 pionuryaTtoM. [IpoTunoka3aHe ogHOYACHE
3acTOCyBaHHs pionuryary 3 inriditopamu ®IOES (y Tomy uuchi i3 cunmernadinom) (ous.
po3nin «IIpoTunoka3aHHsI»).

OnmHoYacHe 3aCTOCyBaHHS cuigeHadiny Ta 6JI0KaTOPiB a-aJipeHOPEEeNTOPiB MoXKe
ITPU3BECTH OO0 PO3BUTKY CUMIITOMATUYHOI TIOTEH3il Y HeIKUX CXUJIbHUX [0 IIbOTO
nailieHTiB. Taka peakiliss Ha4dacCTillle BUHHUKAaJa IIPOTIroM 4 TOOuH Hicis
3acTocyBaHHs cunpmeHadiny (ouB. po3ginu «Crioci6 3acToCcyBaHHS Ta AO3U» Ta
«OcoOnMMUBOCTI 3acTOCyBaHH»). Y xomi 3 mocimigxkeHb cuernudigyHoi B3aemomil
JIiIKapChKUX 3ac0o0iB 67I0KATOP K-aApPeHOPeIlennTOPiB MoKca303uH (4 Mr Ta 8 Mr) Ta
cunpeHadin (25 mr, 50 mr ta 100 Mr) 3acToCOByBaluCsA OQHOYACHO MalliEHTaM i3
DoOPOSKICHOIO TiTneprasieio nepeamMixypoBol 3ano3u, ctabisisallig ctaHy ssKux Oyia
OOCSAATHYTa IIPU 3aCTOCYBaHHI JOKCA303UHY. Y LIUX IIONYJIALIsIX CIIOCTepiraaocs
cepedHe OJogaTKOBe 3HUIKEHHS apTepialbHOTO TUCKY Y MOJIOKEHHI MallieHTa 1exKadu
Ha 7/7 MM pPT. CT., 9/5 MM pT. CT. Ta 8/4 MM DPT. CT. Ta CepefHE 3HUKEHHSA
apTepiajJbHOr0 TUCKY V IIOJIOKEHHI MalliEHTa CTOs4YX Ha 6/6 MM pT. CcT., 11/4 MM pT.
CT., 4/5 MM pT. CT. BignoBigHO. IIpu ogHOYaCHOMY 3aCTOCYBaHHI cungeHadiny Ta
OOKCa303WHY Y IMalli€eHTiB, cTabini3alis cTaHy aKux OyJjia HOCATHYTa IIPU 3aCTOCYyBaHHi
OOKCa303WHY, iHOAi MOBIOMIISJIOCS IIPO PO3BUTOK CUMIITOMAaTUYHOl OPTOCTAaTUYHOL
rinoTeH3il. Y qux MOBiZOMJIEHHSAX UIIIOCS IIPO BUIIaAKM 3allaMOPOYEHHS Ta
TepefHenpUTOMHUM CTaH, are 0e3 CUHKOIIE.

He cnocrepirasocs xX0OHUX 3HAYYIIUX B3a€EMOLIU IPU OOHOYACHOMY 3aCTOCYBaHHI
cungenadiny (50 mr) i Tondytaminy (250 mr) abo Bapdapuny (40 Mmr), 1110
MeTabomnisyoTbess CYP2CO.

Cunpenadin (50 Mr) He IpU3BOOUB A0 IIOAOBXKEHHS Yacy KPOBOTEYi, CIPUYNHEHO1
3aCTOCYBaHHSM alleTHUICAIIIuI0Bo1l KUCIoTH (150 Mmr).

Cunpenadin (50 Mr) He IOTEHI[IFOBaB rIIOTEH3UBHY [Oil0 aJIKOTOJII0 Y 300POBUX
nO0OPOBOMBIIIB ITPU CEPEIHBOMY MaKCUMalIbHOMY PiBHi eTaHOMNy B KpoBi 80 Mr/mjI.



Y maiieHTiB, sIKi 3aCTOCOBYBasu cuiageHadin, He CIIOCTePIranocsa XKOOHUX
BimMiHHOCTeM mTpodinio mobiuHux edheKTiB MOPIBHSIHO 3 Ij1aiiebo IIPpu OOHOYAaCHOMY
3aCTOCYBaHHi TaKUX KJIaCiB rilMOTeH3WBHUX JIiIKAPChKUX 3aC00iB, SIK MiypeTUuKH,
6710KaTOpHU B-agpeHopelenTopiB, iHridiTopu AII®, aHTaroHicTu aurioren3uny II,
AHTUTINEPTEH3UBHI TiKapCchKi 3aco0u (CyauHOPO3UINPIOBAaIbHI Ta IIeHTPalIbHOI [il),
0JI0KaTOpU afpeHepriuyHuX HelpoHiB, 6JI0KAaTOPH KaJIbIIiEBUX KaHaJIiB Ta 0JI0OKAaTOPH O-
aIpeHOpPeLenTopiB. Y clelialbHOMY OOCHIAXKEeHHI B3aEMOIil IIPY OOHOYAaCHOMY
3acTocyBaHHi cungeHadiny (100 Mr) Ta aMJIOOUIIIHY HalliEHTaM i3 apTepiaabHOIO
rinepTeH3i€10 CIoCTePiraaocsa ogaTKOBe 3HUKEHHS CUCTOJIIYHOTO apTepiaibHOT O
THUCKY B IIOJIOKEHHI Jiekadyu Ha 8 MM PT. CT. BianoBigHe 3HUKEHHSA OiaCTOIIYHOTO
apTepiaJbHOr0 TUCKY CTAHOBUJIO 7 MM PT. CT. 3a BEJIMYUHOIO Il JOOATKOBI 3HUXKEHHA
apTepiabHOTO TUCKY OYJ/IM MOPIBHIHHUMHU i3 TUMH, III0 CIIOCTEPIraaucs mpu
3acTOCyBaHHi nuie cunmeHadiny y 3mopoBux O0OPOBOJIBLIIB (OUB. PO3Oin
«®apMaKoOJIOTiYHi BIaCTHUBOCTI»).

CunpeHadin B mo3i 100 Mr He BIiMBaB Ha (hapMaKOKiHETUYHI ITOKa3HUKM iHTi0iTOPIB
BIJI-mpoTea3u cakBiHaBipy Ta puTOHAaBipy, siKi € cyocTpatamu CYP3A4.

Y 3mopoBux JOOPOBOJIBIIB YOIOBIUOl CTAaTi 3aCTOCYBaHHS cuimeHadiny y
piBHOBaxkHOMY cTaHi (80 Mr Tpudyi Ha moOy) nmpu3Bonuio no migsuienHs AUC ta
Cmax 6ocenTany (125 mr aBiui Ha meHb) Ha 49,8% Ta 42% BigmoBigHO.

Oc006/1MBOCTi 3aCTOCYBaHHS

Ilo mouyaTKy Teparil ciif 3i0paTu MEOUYHUN aHaMHe3 IalliEHTa Ta IIPOBECTU
disukanbHe 00CTEXKEHHS OJI AiarHOCTUKY €PEKTUJIbHOI AUCYHKIII Ta BU3HAYEeHHS 11
MOKJIUBUX ITPUYUH.

daKkmopu pu3uky cepueso-cyOuHHUX 3axeopto8aHb. OCKINTbKY CeKCyalibHa aKTUBHICTH
CYIIPOBOMXKYETHCS IEBHUM PU3UKOM 3 OOKY ceplisi, 0 IT0YaTKy OyOb-IKOTO JIiKyBaHHS
epPeKTUIIbHOI AUCPYHKIII JTikap Ma€ OLIIHUTHU CTaH CepPlLieBO-CyANHHOI CUCTEMU
naiiedTa. CungeHadin YMHUTE CYOUHOPO3IMINPIOBAIbHY [if0, III0 IPOSBIISETHCS
JIETKMM Ta KOPOTKOYaCHUM 3HUXKEHHSIM apTepiaJbHOTO TUCKY (OAUB. pO3OiI
«PapMakoguHaMika»). [1o mpu3HadYeHHs culgeHadiny JIikap Ma€ peTelbHO 3BaXKUTH,
441 MOXKe TaKui e(peKT HEeCIIPUATIINBO BIJIMBATU HA MAIli€HTIB i3 IEBHUMHU OCHOBHUMHU
3aXBOPIOBaHHSIMM, 0COOIUBO Yy KoMOiHallil i3 ceKcyalbHOIO aKTUBHICTIO. [0 MaIli€EHTIB
i3 MigBUIIIEHOIO YYTJIMBICTIO O Ba30AMIaTaTOPiB HajlexkaTh NalliEHTH i3 0OCTPYKIIi€l0
BUBITHOTO TPAKTY JIiBOTO IIITYHOYKa (HaOmpUKIa[, CTEHO3 aOpTH, TrinnepTpodiuHa
0oOCTPYKTHUBHA KapaioMiomnaTisi) Ta mallieHTH i3 PigfKiCHUM CUHIPOMOM
MYJIbTUCHUCTEMHOI aTpo(ii, OOHUM i3 IPOSABIB AKOI € TSIKKE MOPYILIEHHS PEeryasilil
apTepianbHOTO TUCKY 3 00Ky BereTaTuBHOI HEPBOBOI CUCTEMMU.



Biarpa noTeHmio€ rinoTeH3UBHUY edeKT HiTpaTiB (AuB. po3nin «I[IpoTunokasaHHS»).

Y nocTMapKeTUHTOBUM MEePiofl MOBiIOMIISIIIOCS PO TSAXKKi moOiuHi peakiril 3 60Ky
CepIeBO-CYIUHHOI CUCTEMH, BK/IIOUal0ouu iHGapKT MioKapaa, HecTabinbHY
CTEeHOKap/ilo, palToBy CepIlEBY CMEPTh, IITYHOYKOBY apUTMilo, 1IepeOpoBacKyIsIpHi
KPOBOBUJIMBY, TPAH3UTOPHY IIIEMiYHYy aTaKy, apTepiajbHy TillepTeH3io Ta
apTepianbHy TinoTeH3iio, SKi 3a yacoM 30iranaucs i3 3aCTOCYyBaHHSM IIpenaparTy
Biarpa. ¥V 6inbiiocTi naiieHTiB, ane He y BCiX, iCHyBamu ¢haKTOpu PU3UKY CEePIIEeBO-
CYOUHHUX 3aXBOPIOBaHb. baraTo Takux nmoOiYHUX peakliiii CriocTepiranocs mig yac abo
ofpa3sy IIiCJIs CTaTeBOr'0 aKTy i JIUIIE KijibKa TPamuIoCsa HEBOOB31 MiCJIg 3aCTOCYBaHHSA
npemnapaty Biarpa 6e3 cekcyasibHOI aKTUBHOCTi. TOMy HEMOXKJIMBO BU3HAUYUTH, YU
MMOB’sI3aHMM PO3BUTOK TaKUX IMOOIYHUX peakiliii 6e3rmocepegHbo i3 (haKTOpaMu PU3UKY,
YU 1X PO3BUTOK 3YMOBJIEHUU iHIIMMU YUHHUKAMHU.

IIpianizm. 3acobu Ojis JIiKyBaHHS €pPeKTUIbHOI AUCHYHKIII, Y TOMY YHUCIi U
cunpeHadisn, ciimg npu3HavyaTu 3 00epexKHIiCTIO IMalliEHTaM i3 aHaTOMiYHUMH
nedopmMallisiMu neHica (TaKUMU SIK aHTYJISALisI, KaBepHO3HUM ¢idpo3 abo xBopoba
[Tetiponi) abo mallieHTaM 3i CTaHaMH, III0 CIIPUSIIOTh PO3BUTKY IIpiami3aMy (TaKUMU K
cepnonofiOHOKITITUHHA aHeMisT, MHOXKHHHa MieroMa abo merkeMis).

[Ticnst BUXoaoy nmpenapaTy Ha PUHOK IIOBiIOMIISIIIOCS PO BUIIAOKU IMOOOBXKEHO1 ePeKITil
Ta Ipiamiamy. JKI10 epekiliss TpuBa€ OinbIl HixK 4 TOOAWHMU, IAlliEHTaM CJIii HeralHo
3BEPHYTUCH 38 MEIUYHOIO JOIIOMOI00. 3a BIICYTHOCTI HeraHoro JIIKyBaHHA [Ipiali3M
MO2K€e IIPU3BECTHU 10 MOIIKOOXKEeHHS TKAaHWH IIeHica Ta g0 CTifKOl BTPaTH MOTEHIIil.

OO0HouacHe 3acmocyB8aHHs 3 iHwumu iHz2ibimopamu ®E5 abo iHwWumMu npenapamamu
0415 NiKYyBAHHA epeKkmuibHol ducyHkuii. be3neka Ta epeKTUBHICTL OOHOYACHOTO
3acTocyBaHHA cunpmeHadiny 3 iHmuMu iHriditopamu ®IIES abo iHIIMMY TpenapaTaMu
IJIs1 JIIKyBaHHS TillepTeH3il IereHeBol apTepil, SKi MiCTATh cungeHadin (Hanpukiaag
PeBa1nuo), yu 3 iHIIUMU OpelapaTaMy OJis TiKyBaHHS ePEeKTUIbHOI AUCPYHKITII He
BHUBYanMUCsA. ToMy 3aCTOCyBaHHS TaKuX KOMOiHallii He peKOMeHOBaHe.

Bnaue Ha 3ip. Hagxoaunu CIOHTaHHI IOBIAOMJIEHHS IIPO BUHUKHEHHS Oe(deKTiB 30py
acoIlifioBaHO i3 3acTOoCyBaHHAM cungeHadiny ta inmwux inriéitopis ®IES (ouB. po3min
«ITo6iuHi peaktuii»). [Ipo BUlagku HeapTepialabHOI IepegHbo] imeMiuHol HeBponaTii
30pPOBOT0 HEPBAQ, III0 € PIOKICHUM CTAaHOM, HaAXOOWJIX CIIOHTAHHI IIOBIIOMJIEHHS Ta
MOBIAOMIISIJIOCS y HArjsigOBOMY AOCIIIAKEHHI SIK ITPO acolliiiOBaHi i3 3aCTOCyBaHHSAM
cungeHadiny ta inmux iaridiTopiB ®OES (ouB. po3nin «I1ob6iuHi peakirii»). [1alieHTiB
CJIif TIONIEePEenuTH, 110 Y pa3i parToBOro NOPYIIEHHS 30PY 3aCTOCOBYBAHHSA IIpelapary
Biarpa ciig mpuUnuHUATY Ta HETAWHO 3BEPHYTHUCS OO0 JiKaps (OUB. PO3min
«[TpoTUIoKa3aHHSI»).



OO0HouacHe 3acmocyB8aHHA 3 pumoHasipom. OmHOYaCHE 3aCTOCyBaHHSA cungeHadiny
Ta PUTOHABIPY He PEKOMEHAYEThCS (OUB. PO3Oin «B3aeMopisa 3 iHIIMMU JTIKAPCHKUMU
3acobamMu Ta iHIII BUOW B3a€EMOMOIN»).

OO0HouacHe 3acmocyeaHHs 3 baokamopamu a-adpeHopeuenmopis. IlanienTaMm, sKi
3aCTOCOBYIOTh OJIOKATOPU G-adpeHOPEeLeIITOPiB, 3aCTOCOBYBATHU cuiigeHadin ciig 3
00epekHICTIO, OCKIJIbKM TaKa KOMOiHalIlisi MOXKe IIPU3BECTU OO0 CUMIITOMATUYHOI
rimoTeH3sil y AesIKUX CXUJIbHUX OO0 IIOTO IalieHTiB. CUMIOTOMaTHU4YHA TilloTeH3isd
3a3BUYal BUHUKAaE NIPOTATOM 4 TOOUH MiC/Is 3aCTOCyBaHHS cungeHadiny. 3 MeTo0
MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY IIOCTYypPasbHOI TiNOTEeH3il y ImallieHTiB, AKi
3aCTOCOBYIOTh OJIOKATOPU G-adpeHOPEeLeITOoPiB, iIX cTaH NOTPiOHO cTabinidyBaTu 3a
OOTIOMOT 010 6JI0KaTOPiB

0-aIpPEeHOPENENnTOpPiB OO0 MOYaTKy 3aCTOCOBYBaHHA cungeHadiny. Takoxk ciifn
PO3TISIHYTHU MOKJIMBICTh 3aCTOCYBAHHS MOYAaTKOBOI 103U 25 Mr (OuB. po3main «Cmocid
3aCTOCyBaHHS Ta go3u»). KpiM Toro, ciig npoiHgopMyBaTH Halli€HTIB, K OiATH y pas3i
MIOSIBY CUMIITOMIB OPTOCTATUYHOI TimOTeH3il.

Bnaue Ha kposomeui. [JocnigKeHHST TPOMOOLUTIB TIOAWHY ITPOAEMOHCTPYBaIH, 1110 in
vitro cunpgeHadin noTeHLiI0e aHTHArperaillilidi edpekTu HaTpiio HiTponpycuny. Hemae
XKomHoI iHdopmarrii momgo 6e3reku 3aCTOCyBaHHS cuilgeHadiny malieHTamMmu i3
MMOPYIIIEHHSIMHU 3rOPTAaHHS KPOBi ab0 rOCTPOI0 MENTUYHOI0 BUPA3K0l. TaKUM YHUHOM,
3aCTOCyBaHHSA cunAgeHadiny mamieHTaMu i€l TPyIXd MOXKJ/INBE JIMIIIE ITiCJIs PeTEeIbHOI
OLIIHKHY CIIIBBIOHOIIIEHHSA KOPUCTI Ta PU3UKIB.

[IniBKOBa 000/10HKa TabJIeTOK MiCTUTH MakKTo3y. [IpenapatT Biarpa He ciif
3aCTOCOBYBATH YOJIOBIKAM i3 TAKUMHU PIOKICHUMU CIIaOAKOBUMU IIOPYIIEHHSAMU, K
HeIlepeHOCUMICTh rajlakKTO3M, HEIOCTATHICTh JTakTa3u Jlanna abo ManbabcopOiIlis
TJIIOKO3HK-TaJIaKTO3H.

[Ticns 3actocyBauHusa mo3u 100 Mr 3mopoBUMU AOOPOBOJIBISIMU HE CIIOCTEpPiranocs
BILUIMBY Ha MOP(OJIOTii0 Y¥ PYXOMICTh CIEPMATO30i/iB (OMB. PO3Mis
«®apMaKoOrHaMiKa»).

Bmpama cayxy. JlikapsM ciif nopagyuTy HaljieHTaM NPUIIMHUTY 3aCTOCYBaHHS
inribiTopiB ®IIEDS, BKItoYaioyu nmpenapar Biarpa, Ta HeraiHO 3BEPHYTHUCS 3a
MEOUYHOI'O JOIIOMOIOI0 y pa3i parToOBOTIO 3HUXKEHHS YU BTpaTHu ciyxy. [Ipo 1i aBua,
sIK1 TAKOXK MOXKYTh CYIIPOBOXKYBaTUCS A3BOHOM y ByxXaX Ta 3allaMOpPOYEHHSM,
MMOBiIOMJISIJIOCS 3 acollialli€elo y daci i3 3acTocyBaHHsaM iHTiOiTOpiB ®IIES, BKiTIoYaouu
npemnapart Biarpa. BusnauuTu, 4u 1l aBUIllA IIPSMO 0B’ A3aHi 13 3aCTOCYyBaHHAM
inribiTopiB ®IES uu 3 iHmuMu pakTopaMu, HEMOXKIIUBO.

O0HouacHe 3acmoCyB8aHHA i3 2inomeH3uBHUMU npenapamamu. Biarpa 4uHUTH
CHUCTEMHY CYOUHOPO3MINPIOBAJIbHY [il0 Ta MOXKE B IOAAJIbIIIOMY 3HUXKYBaTHA



apTepianbHUM TUCK y HAlli€HTIB, IKi 3aCTOCOBYIOTH TiMMOTEH3UBHI JTiKapChKi 3acobu. ¥
OKpPEeMOMY OOCIIiAKEeHHI JIiIKapChKOl B3a€EMOIil IPU OOJHOYACHOMY 3aCTOCYBaHHI
aminoputniny (5 mr abo 10 Mr) Ta npenaparty Biarpa (100 Mr) mepopanbHO
CIIOCTEPIrasiocsa CepenHeE N0OaTKOBE 3HUXKEHHS CUCTOJIIYHOIO TUCKY Ha 8 MM PT. CT.
Ta OlaCTOJIIYHOTO — Ha 7 MM PT. CT.

3ax8opr8aHHA, W,0 nepedarmsCca CmamesuM WaAAXoM. 3aCTOCYBaHHS ITpelapaTy
Biarpa He 3axulila€ Bifj 3aXBOPIOBaHb, 1110 ITepenalThCsa CTaTeBUM LIIAXOM. Criifg
PO3TIITHYTH MOXKJIUBICTh iHpOPMYyBaHHS IAIliEHTIB 1010 HEOOXiMHUX 3aIT00iKHUX
3axO0[iB OJI 3aXUCTY BiJl 3aXBOPIOBaHb, 110 IepefarThCs CTaTEBUM IIJIAXOM,
BKJIIOYAlO4H BipyC iMyHOOE(ILUTY JTIOOUHMU.

3maTHiCTh BIUIMBATH HaA IIBHIKICTH peakilili mpu KepyBaHHIi aBTOTPAaHCIOPTOM
a00 iHImuMHU MexaHizMaMHu

Biarpa Moxxe MaTu He3HaYHUU BIIJIMB HAa KEPYBaHHS aBTOTPAHCIIOPTOM abo0 iHIIUMU
MexaHizMaMu. OCKIiNbKM y XOZi KIiHIYHUX OOCTiAXKeHb 3aCTOCyBaHHS cuigeHadiny
TTOBigOMJISAJIOCS PO BUIIAAKM 3allaMOPOYEHHSI Ta MOPYILIEeHHs 3 00Ky OpraHiB 30Dy,
Iepeq TUM SIK CimaTH 3a KEPMO TPAaHCIIOPTHOTO 3aco0y abo IpalffoBaTH 3 iHIINUMU
MeXaHi3MaMu, allieHTaM HeoOXimHO 3’sCyBaTH, SIKOIO € IXHS iHOMBimyalbHa peakilis
Ha 3aCTOCyBaHH4 IIpenapary Biarpa.

3acTocyBaHHsA y nepioa BariTHoCTi a00 rogmyBaHHs IPpyaaio
IIpenapat Biarpa He npu3HadyeHUM OJI1 3aCTOCYBaHHSA XKiHKaMMU.
Cmocid 3acTocyBaHHsI Ta 03U

HpenapaT 3aCTOCOBYIOTE II€POPAJILHO.

Ilopocai. PekoMmeHOoOBaHa mo03a Ipenaparty Biarpa ctaHoBuTh 50 MI' Ta 3aCTOCOBYEThCS
y pa3i HeoOXimHOCTI MPUOIU3HO 3a TOOUHY 10 CEKCYaJIbHOI aKTUBHOCTI. 3a/Ie3KHO Bif
e(eKTUBHOCTI Ta MepeHOCUMOCTI Ipernapary no3y MoxkHa 30ineimuTu 0o 100 Mr abo
3HU3UTHU 00 25 MIr. MakcuMallbHa peKOMeHOoBaHa go3a ctaHoBuTh 100 Mmr. HactoTa
3aCcTOCyBaHHS MaKCHUMaJIbHOI peKOMEeHA0BaHOl 03U IIpenapaTy CTaHOBUThL 1 pa3 Ha
noOy. [Tpu 3acTocyBaHHi nIpenapatTy Biarpa mig wac nmpuiiomMy ixXi fis mpemnapaTy MoXxe
HacTaBaTHU IIi3Hille, HiXK IPU UOT0 3aCTOCYyBaHHI HaTIIE.

ITauieHmu aimHbo20 8iky. HeoOximHiCcTh y KOpeKIIil 03U mallieHTaM JIiTHLOTO BiKy (=
65 pOKiB) BiACyTHS.

ITauieHmu i3 HUpKo8ow Hedocmamuicmto. 115 MalliEHTIB i3 HUPKOBOIO HEOOCTaTHICTIO
JIETKOT'0 Ta MOMIPHOI'0 CTyleHs TAXKKOCTI (KiipeHc KpeaTuHiny 30-80 mi/xB)



PEeKOMeH0BaHa [J03a ImpelapaTy € TaKOI XK, K HaBeOeHO BUIIle y PO3aii «Ilopoci».

OCKinbKY y MaIli€EHTIB 3 HUPKOBOIO HEJOCTATHICTIO TAXKKOI'O CTyIIeHs (KJIipeHC
KpeaTuHiHy < 30 MJI/XB) KJIipeHC cungeHadiny 3HUKEHNH, CIIiI PO3TISIHYTH
MOKJIMBICTh 3aCTOCYBaHHSA O03U 25 Mr. 3aJieKHO Bif e(peKTUBHOCTI Ta IIePEHOCUMOCTI
nmpernapary Ipu HeoOXimHOCTI J03y MOKHa 30iIbIINTH MOCTYIIOBO A0 50 Mr Ta go 100
MT.

ITauienmu i3 neuiHKo801 HedocmamHicmioo. OCKiNIbKY y NAIli€HTIB i3 Ne4YiHKOBOO
HeOOCTaTHICTIO (HallpuKiaa IUPO30M) KIIipeHC cuilgeHadiny 3HUXKEeHUU, CIIifg
PO3TISTHYTH MOZKJIUBICTh 3aCTOCYBaHHS 03U 25 Mr. 3ajleKHO Bifl epeKTUBHOCTI Ta
IIepeHOCUMOCTI ITperapaTy Ipu HeoOXiMHOCTI J03y MOKHa 30iIbIIIUTH ITOCTYIIOBO [0
50 mr ta go 100 mr.

ITauieHnmu, siKi 3acmoco8yromy iHWI AiKapcuKi 3acobu. AKINO MallieHTH OQHOYAaCHO
3acToCOBYIOTH iHTiOiTOpM CYP3A4 (3a BUHATKOM PUTOHABIPYy, 3aCTOCYBaHHS SIKOT'O
OOHOYACHO i3 cunmeHadinoM He PEKOMEHOYEThCS, OUB. po3ainu «OcoOIuBOCTI
3acTOCyBaHHSI» Ta «B3aeMofis 3 iHIIMMU TiKapChbKMMU 3acoO0aMu Ta iHIIN BUOU
B3aEMO[iM, CIIif] PO3TJISHYTU MOZKJIMBICTh 3aCTOCYBaHHS ITOYaTKOBOI 103U 25 MT).

3 MeTOr0 MiHiMi3allil MOXKJINBOT0 PO3BUTKY IOCTYPAaJIbHOIL riMOTEeH3il y NallieHTiB, IKi
3aCTOCOBYIOTh 0JIOKATOPU G-adpPeHOPeleINITOPiB, CTaH TaKUX IMalliEHTiB ITOTPiOHO
ctabimisyBaTu 3a JOIOMOT 010 6JIOKATOPiB -aApPeHOPEIEeNITOPIB M0 TOYaTKY
3aCTOCOBYBaHHSA cungeHadiny. TakoXK CiIif pO3rIsSHYTH MOXKJIUBICTh 3aCTOCYBaHHS
IMO4YaTKOBOI 03U 25 Mr (guB. po3minu «OcoOIUBOCTI 3aCTOCYBaHHSA» Ta «B3aemomis 3
IHIIMMY TiKapChbKUMH 3aco0aMu Ta iHIIi BUOU B3aEMOI»).

itk
[IpemapaT He IMOKa3aHUM 10 3aCTOCYBaHHSA ocobaMu BikoM 1o 18 poxkiB.
Ilepeno3yBaHHA

Y xopi KIiHIYHUX OOCITiAXKEHDb 3a Y4acTio JOOPOBOJIBIIIB il YaCc 3aCTOCYBaHHS Pa30BOI1
no3u cunpeHadiny mo 800 mMr mobiuHi peakirii Oynu MOgiOHUMU IO TUX, IO
CIIOCTepiranmucs Ipu 3aCTOCyBaHHI cunpgeHadily y HUXKYUX J03aX, ajie 3yCTpidananucs
4yacrTimie Ta Oynu OifbIl TAXKKUMHU. 3aCTOCYBaHHSA cunmeHadiny y gosi 200 Mr He
MIPHU3BOAUIIO OO ITiABUINIEHHS e(PEeKTUBHOCTI, ajie COPUYUHSIIIO 3POCTAaHHS KiJTbKOCTI
BUTIA[IKiB PO3BUTKY IMOOIYHUX peakiliii (ro7oBHOT0 00JTI0, IIPUIIIUBIB KPOBI,
3aIraMOpPOYeHHs, JUCIIeIICil, 3aKIafjleHOCTi Hoca, ITOPYyIlleHb 3 OOKY OpraHiB 30py).

Y pasi nepeno3yBaHHS IIPU HEOOXiMHOCTI BOAIOTHCS MO 3BUYANHUX HiITPUMYIOUYUX
3axomiB. IIpuCKOpeHHS KIIipeHCy cunmeHadiny IIpu reMoaiani3i MaJouMOBIipHE



BHACJIiMOK BUCOKOTO CTYIIEHS 3B’sI3yBaHHS Iperapary 3 OiTkaMu Ij1a3Mu KPOBi Ta
BIIICYTHOCTI eqiMiHaIil cungeHadiny i3 cedero.

IToOiunHi peakmii

[Tpodines 6e3meku npemnapaty Biarpa 6a3yeTbcs Ha JaHUX, OTpUMaHUX Big 9570
MalieHTiB y xomi 74 mMoABiWHO crinux Iiaanebo-KOHTPOJIbOBAHUX KITiHIYHUX
mocrigxkeHb. HaliuacTille moBigoMJIsiiocs po Taki mobiyHi peakiiii, K roJIOBHUM
0inb, MPUIIIUBY KPOBi, MUCIIEIICisl, 3aK/IaeHiCTh Hoca, Oilb y CIIMHI, 3allaMOPOYEeHHS,
HyIOTa, IPUIJINBY XKapy, IOPYIIEeHHs 30Dy, LiaHONICiA Ta 3aTbMapeHHs 30Dy.
[andopmanis momo nobivHMX peakllii y paMKaxX IOCTMapKeTUHT0OBOI'O CIIOCTEPEXKEeHH
Oysa 3i0paHa IpPOTSroM mepiony TpuBamicTio OinbIiine HixK 10 pokiB. OCKinbKH
3asIBHUKOBI ITOBiOMJISIIIOCS He PO BCi mobiuHi peakilii Ta He Bci mob6iuHi peakii Oynu
BKJIIOUeHi B 6a3y maHux 3 0e3MeKH’, 4acTOoTa TAaKUX peakiliii He Moxe OyTH JOCTOBIpHO
BH3HaAYeHa.

Yci kniniyHO 3HauyIIi T00iYHI peaxiiii, 1110 CIIOCTepPiranucs mif 4yac KITiHIiYHUX
OOCIiKeHb 4YacTillle, Hi2K IPX 3aCTOCYBaHHI I1aiie00, HaBeIeHO HUXKYe BiOIoBigHO
oo knacudikaiil «CucreMa-opraH-Kjiac» Ta 4aCTOTH: AyxKe dacTo (= 1/10), gacTo (=
1/100 - < 1/10), HewacTo (= 1000 - < 1/100) Ta pigko (= 1/10000 - < 1/1000). ¥
MezKaX KOKHOI 4aCTOTHOI rpynu noOiuHi peakilil HaBeeHO y MOPSAOKY 3MEeHIIeHHS 1X
CEPUO3HOCTI.

IH(dekIiliHI Ta iHBa3MBHI 3aXBOPIOBAHHSI.

HeuacTo: puHiT.

Po3nagu 3 60Ky iMYHHOIL CHCTEMH.

HeuacTo: rinepyyTiuBiCTh.

Po3nagu 3 00Ky HEPBOBOI CUCTEMH.

Ily>ke 4acTo: TOJIOBHUM Oifb.

YacTo: 3artaMOpO4YEeHHH.

HedyacTo: COHNUBICTE, rinecresid.

Pigko: iHCynibT, TPDQ@H3UTOPHA illIeMidyHa aTakKa, CygqoMu*, peluguBU CygoM*, CUHKOIIE.

Po3nagu 3 60Ky opraHiB 30py.

YacTo: mOpyLIEeHHS CIPUUHATTS KOJIbOPY**, po3nanu 30py, 3aTbMapeHHs 30py.



HeuacTo: po3magu cibo30BUAiIeHHS ™ *, 6inb B ouax, poTodobisi, poTorcis, rinepemis
O4el, sICKpaBICTh 30pYy, KOH IOHKTUBIT.

Pigko: HeapTepiasibHa epenHs illleMiyHa HelporaTisa 30p0OBOT0 HepBa*, OKJII03isd
CYOWH CITKiBKM*, peTUHa/IbHUM KPOBOBUJIUB, apTEPIOCKIEPOTUYHA PETUHOIIATIA,
MOpYyILeHHS 3 00Ky CiTKiBKH, rJlayKoMa, fe(eKTH oIS 30Ppy, OUIJIONisA, 3HUXKEHHS
TOCTPOTH 30PY, MiOMisi, aCTEeHOIIis, IIJlaBal04i IIOMYTHIHHS CKJIMCTOIO Tijla, IIOPYIIEHH
3 00Ky pargyKHol 000JIOHKH, Mifipia3, ImosiBa CAIOYUX KPYTriB HABKOJIO AXKepesa CBiTia
(rasno) y mosi 30py, HAaOpPsSK o4e, IPUNYXJIiCTh O4Yel, IMMOPYIIeHHS 3 00Ky O4el,
rimepeMisi KOH'IOHKTHBHY, IIOOPa3HEHHS 0oYel, aHOMaJIbHi BifUyTTs B o4ax, HaOpsSK
MIOBiK, 3He0apBIeHHS CKJIEPH.

Po3namu 3 60Ky OpraHiB CIVXy Ta BECTHOVIISIPHOrO amapary.

HeuacTo: 3artaMOpo4YeHHs, O3BiH y ByxaxX.
Pigko: rioyxora.

Posnagu 3 00Ky cepiis.

HeuacTo: Taxikapmisi, mocuieHe cepreOuTTs.

Pigko: panToBa cepiieBa cMepTh*, iH(papKT MioKapaa, IIJIyHOUYKOBa apuTMis*,
dbibpunsiis mepencepab, HecTabilbHa CTEeHOKaPMHis.

Po3nagu 3 60Ky CyOuH.

YacTo: MPUNIUBY KPOBi 0 00IUYYSsI, ITPUIUBYU XKapy.
HeuacrTo: rinepTeH3sis, rinoTeH3sis.

Po3magu 3 00Ky pecrnipaTOpHOI CHCTEMM, OPraHiB I'PYOHOI KJIITKM Ta CEPEeOOCTiHHSI.

YacTo: 3aKIaneHiCcTs Hoca.
HeuacTo: HOCOBa KpOBOTeUa, 3aKJIafeHiCTh IPUOAaTKOBUX I1a3yX HOCA.
Pigko: Bim4yTTs CTUCHEHHS y TOPJIi, HaOpsSK CIU30BOI 000JIOHKK HOCA, CyXiCTh y HOCI.

Po3namu 3 60Ky IUTYHKOBO-KHIIIKOBOTO TPAKTY.

YacTo: HygoTa, OUCIIEeICid.

HeuacTo: ractpoe3odareanbHa pediokcHa xBopoba, 6i1toBaHHsA, 6i/Tb ¥ BepXHil
YaCTHHI XKUBOTA, CYXiCTh Y POTIi.

Pigko: rimecTe3iss poTOBOI MOPOKHUHU.



Po3agy 3 60Ky IMIKipH Ta HiMIIKipHOl TKAHUHHU.

HeuacTo: BUuCuUIIaHHS.
Pigko: cuagpom CTiBeHca-II>KOHCOHa*, TOKCUYHHUU elifepMalIbHUN HEKPOIIi3*.

Po3nagm 3 60Ky OIIOPHO-PYXOBOT'0 aapaTy Ta CIOJYYHOl TKaHWHH.

HeuacTo: Mianris, 6inb y KiHITiBKax.

Po3namu 3 60Ky Ce4YOBHUOIIBHOI CHCTEMH.

Heuacrto: remarypis.
Po3nagu 3 60Ky penpoayKTUBHOI CUCTEMM Ta MOJIOYHUX 3aJ103.

Pigko: KpoBOoTeYa 31 CTaTEBOr0O 4YJjIeHa, IIpiamidaM*, remMaTocnepMmisi, IIOgOBXKeHa
epexKiid.

3arajbHi po3/1aagM Ta peakxlilil y MicIli BBeJeHHs.

Heuacto: 6inb y rpynsx, migBUIilleHa CTOMJIIOBAHICTh, BiIUyTTS XkKapy.
Pigko: mogpa3HeHHS.

OOCTezKeHHH.

HeuacTo: migBuilleHa 4aCTOTa CePLEBUX CKOPOYEHb.
(*) TloBimoMmsoCs nullle mif Yac OOCIiAXKEeHHS MiCIsa BUXOOy IIpernapaTy Ha PUHOK.

(**) IlopyllieHHs CIPUUHATTS KOJIbOPY: XJIOPOIICisA, XpOMAaTOIICis, [[iaHOIICi,
€PUTPOIICisi, KCAHTOICis.

(***) IlopylieHHS CTbO30BUOINIEHHS: CYXiCTh B O4aX, MOPYIIEHHS CIIbO30BUOIJIEHHS Ta
MigBUIIEHHS CJIbO3OBUOIIIEHHS.

Huxxyesa3HaueHi ssBUIlla CriocTtepiranucsa y < 2% mOallieHTiB y X041 KOHTPOJIbOBAaHUX
KJIIHIYHUX OOCHiOXKeHb; IPUYNHHUMN B3a€EMO3B ' SI30K He BU3HaUeHuM. [1oBigjoOMIeHHSA
BKJIIOYAIM SBUIlA, 1110 MaIlk BipOTigHUM 3B’30K i3 3aCTOCYBaHHSAM Ipernapary.
dABuina, aki He Oyyiu 3a3HadeHi, OyIu JIETKUMHU Ta MMOBigOMIIeHHS OyJiu OyKe
HETOYHMMH, 100 MaTH 3HAYEHHS.

3aezanvHi. Habpsk ob6nuydsi, peakilil ¢OTOYYTINBOCTI, IIIOK, aCTeHis1, Oilb, panToBe
namiHHsg, 0ib y 2KMBOTi, palToBe MOMIKOIXKEHHS.



3 60Ky cepueso-cy0uHHOI cucmemu: CTeHoKapmisi, AV-6j10kafia, MirpeHsb, MOCTypabHa
rimoTeHsis, immemist Mmiokapaa, TpoM003 CyOUH T'OJIOBHOT'O MO3KY, pPaliTOBa 3yIUHKA
cepugd, BioxuieHHs noka3HukiB EKI', kapgiomionarTid.

Po3sadu 3 60Ky WAyHKOBO-KUWKOB020 MPAKMY: TJIOCUT, KOJIT, mucdaris, raCTpuUT,
racTpOeHTepUT, e30darit, CTOMaTUT, IOPYIIEeHHS Pe3yIbTaTiB IeYiHKOBUX IIPOO,
peKTanbHa KpOBOTeYa, TiHTiBIT.

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

Po3znadu memaboaizmy ma xapuy8aHHs: ciipara, HabOpsK, rmomarpa, HeCcTabiIbHUN
miaber, rinepriikeMis, mepudepuyHi HaOPSAKY, TirnepypuKeMisi, rirnoriikeMis,
rimepHaTpieMis.

Po3siadu 3 60Ky ckesnemHo-M’ 5130801 cucmemu: apTPUT, apTPO3, PO3PUB CYXOKUIIIIA,
TEHOCHHOBIT, 0i/Ib Y KiCTKaX, MiaCTeHisi, CHHOBIT.

Po3nadu 3 60Ky Hepeosoi cucmemu: aTaKCisi, HeBparisi, HelpoIaTisi, mapecTe3sis,
TPEMOP, BEPTUTO, JIeIpecisi, 0e3COHHS, aHOMaJIbHi CHOBUIIHHSI, 3HUXKEHHS pedIeKCiB.

Po3saadu 3 60Ky OuxaavbHOi cucmemu: acTMa, OUCITHOE, JIAPUHTIT, (apUHTIT, CHHYCHUT,
OpOHXIT, MOCUJIEHE CIIMHOBUIIJIEHHS, TTOCUIEHHS KalllJTio.

Po3sadu 3 60Ky wKipu: KpOoIuB siHKA, repriec, cBepOixK, MiTIUBICTh, BUPA3KM MIKipH,
KOHTAKTHUU JepMaTHUT, eKChOoIiaTUBHUN OepMaTur.

CneuucgiyHi g8i0uymmsi: palToBe 3HUKEHHS YU BTPaTa CJIyXy, Oilb y Byxax,
KPOBOBUJIMB Y OKO, KaTapakTa, CyXiCTh B O4ax.

Po3sadu 3 60Ky ypo2eHimaabHOI cucmemMu: IIUCTUT, HIKTYPis, ITigBUIIIeHa YacTOTa
CEeYOBUITYCKaHb, 30i/TbIIIEHHSI MOJIOUHHUX 3aJ103, HETPUMaHHS Cedi, MOPyILIeHHSI
esIKyJIsAlii, HaOpsiK CTaTeBUX OPraHiB, aHOPra3Misi.

IJoCBi 3aCTOCYBaHHS MiC/Isi BUXOOY Ha PUHOK. Ilicisa Buxony npernaparty Ha pUHOK

Oynu imeHTH(}iKOBaHI HUXK4Ye3a3HaueHi mobiuHi peakirii. OCKinbKY ITPO TaKi peakirii
MTOBiTOMJISIIOTH JOOPOBIIBHO Ta MOBINOMJIEHHS HAAXOOATh Bif MOMYIsIlil HeBimoMoi
YHUCEeNbHOCTi, HEe 3aBXKAU MOXKHa JOCTOBIPHO OILIIHUTH i1X YaCTOTy Ta BCTAHOBUTH
NIPUYMHHUN 3B’I30K i3 €KCIO3UIIi€I0 JTiKapchbKoro 3aco0y. Lli sBumia Oynu 3a3HadeHi
SIK 4yepes 1X CepUO3HICTh, YaCTOTy IMOBiAOMJIEHHS, BiICYTHICTh YiTKOTO
arbTEPHATUBHOTO 3B’SI3KY, TaK i yepe3 KoMOiHallito ux (haKTOPiB.

Cepueso-cy0uHHI ma uepebposackyasapHi ssuw,a. IToBimoMaIsiiocs: Mpo cepro3Hi
CepIeBO-CyOUHHI, 11epeOpoBacKyIsIpHi Ta CyOUHHI SBHUIlA, BKIIOUAIOUU

11epeOpPOBaCKyIAPHY KPOBOTeUy, cybapaxHOigalbHy Ta BHYTPIIIHbOIlepeOpanbHy
KPOBOTeYy Ta JIereHeBYy KpPOBOTeuy, 1110 OyJix II0B'g3aHi y 4aci i3 3aCTOCyBaHHAM



npenapaty Biarpa. ¥ 6inbiocTi nmauieHTiB, ane He y Bcix, Oynu HasgBHi ¢pakTOpHU
CepIeBO-CYOIUHHOT0 pu3uKy. [ToBimomMiisisiocs, 110 6araTo 3 KX SBUIL BUHUKIIM IIif Yac
abo Bigpa3sy ITicjisg ceKcyalbHOI aKTUBHOCTI Ta [eKiIbKa SBUIIl BUHUKIIM Bigpa3y ITicis
3aCcTOCyBaHHS IIpemnapaTty Biarpa 6e3 cekcyanbHOI aKTUBHOCTI. [HIII SIBHIIla BUHUKIIN
IIPOTATOM HaCTYIIHUX T'OOWH YU [HIB IIiCJIA 3aCTOCYBaHHA IIpenapary Biarpa Ta
CeKCcyaJibHOl aKTUBHOCTi. HeMOK/IMBO BCTAHOBUTH, YU IIi SBUIIIA IIOB’sI3aHi i3
3aCTOCYBaHHSIM IIpemnapary, i3 CeKCyaJlbHOI0 aKTUBHICTIO, i3 HaABHUMH (paKToOpaMu
pU3UKY 4u i3 KoMOiHalli€ro 1ux GakKTopiB, YU 3 iHMIUMU (HaKTOpaMHU.

KposoHocHa ma aim¢pamuyHa cucmemu: Ba300KITIO3UBHUM KPU3. Y HEBEJIUKOMY
3aBYaCHO IIPUIIMHEHOMY [OOCJIIAXKEeHH] 3aCTOCyBaHH IIpenaparty Pesaiuo
(cunpgeHadin) 3a y4acTiO MAlliEHTIB 3 JIETEHEBOIO apTePiaIbHOIO TillepTEH3IElo,
BTOPUHHOIO ITIIO[I0 CEPIIONONiOHOKIITUHHOI aHeMil, Tpu 3acTOCyBaHHI cungeHadiny
ITPO PO3BUTOK BA300K/IIO3UBHUX KPU3iB, 1110 ITOTPeOyBaIu roCIriTaisariii,
MMOBigOMJISAJIOCS YacCTille, HiXK ITPU 3aCTOCOBYBaHHI miaue6o. Kiiniune 3HaueHHA Li€l
iHgopmMmaliii oJig mallieHTiB, AKi 3aCTOCOBYIOTh IperapaT Biarpa 3 MeTo0 TiKyBaHHS
€pPEeKTUIIbHOI AUCPYHKIIiI, € HEBIIOMUM.

Hepesoea cucmema: TpuBora, TpaH3UTOpPHA r100anbHa aMHe3is.
CneuugiuHi giouymms.

Cnyx. Ilicinga Buxony mnpernapaTy Ha PUHOK IIOBIOOMIISIJIOCS IIPO BUMAOKU PAIITOBOTO
3HUXKEHHS YU BTpaTH CJIyXy, [IOB'sI3aHi y 4acl i3 3aCTOCyBaHHAM IIpernapaty Biarpa. ¥
OesiKUX BUMNaAKax IMOBIOOMIISJIOCA IIPO HasgiBHICTh MEOWYHUX CTAHIB Ta iHIINX
(akTOpiB, 1110 MOTJIX BifirpaTU POJib Y PO3BUTKY ITOOIYHUX peakiliii 3 00Ky Cciayxy. Y
0araThox BHMNAJKaX iHoOpMaIlis 1010 MOaasIbIIIOro MEeIUYHOT0 CIIOCTePEeXKEeHHST
BigCcyTHSA. BU3HauuTH, Y¥ 1Ii SBUIllA IIPSAMO II0B’3aHi i3 3aCTOCYyBaHHSIM IpelapaTy
Biarpa, 3 HasgBHUMU (aKTOpaMHU PU3UKY BTPATHU CIIyXy, 3 KoMOiHaIli€wo mux paKkTopiB
4y 3 iHIIMMHU (paKTOpaMu, HEMOXKJIMBO.

3ip: TUM4YacoBa BTpaTa 30py, IOYEPBOHIHHSA O4Yel, IeYiHHs B o4YaX, HigBUILIEHHA
BHYTPIIIIHBOOYHOT'O TUCKY, HAaOPSK CiTKiBKM, CyOMHHI 3aXBOPIOBAHHS CiTKiBKM YU
KpPOBOTeYa, BifglllapyBaHHSA CKJIUCTOTO Tisa.

[Ticna Buxony npenapaTy Ha PUHOK PigKO IIOBIIOMIISIJIOCS IIPO BUIIAIKU
HeapTepialbHOI IepPeaHbOl illleMiYHOl HeBPOIlaTil 30pOBOT0 HEPBA, IO € IPUYUHOIO
3HMKEHHS 30py, BKJII0OYAlO4YM ITOCTiMHY BTPATYy 30pYy, AKi Oyiu IMoB’si3aHi y 4aci i3
3acTocyBaHHsM iHTribiTopiB ®IIES, BKItouatouu mmpemnapat Biarpa. ¥ 6aratbox
Malli€eHTiB, ajie He y BCix, Oy HasiBHI aHaTOMIiuHi ab0 CyOouHHI PaKTOpU PU3UKY
PO3BUTKY HeapTepiaJabHOl IEePEeIHbOl illleMigHOl HeBpOIlaTil 30pOBOT0 HEPBAQ,
BKJIIOUa4y (ajie He 00MeXKyI04YHrCh) TaKi: HU3bKEe CHiBBITHOIIEHHS iaMeTpy
eKCKaBallil Ta OUCKY 30pPOBOTr0 HepBa (3aCTiMHUM OHMCK 30POBOr0 HEpBa), Bik moHazn 50



POKIiB, TinlepTeH3is, 3aXBOPIOBaHHA KOPOHApPHUX apTepiy, rinepiinigeMis Ta majliHHSI.
HeMo0XTMBO BU3HAYUTH, YU IIi IBUIIA IIPSIMO OB’ sI3aHi i3 3aCTOCYyBaHHSAM iHTiOiTOPIB
®OES 4yu 3 HasSBHUMU aHAaTOMIiUYHMMU a00 CyIUHHUMU (paKTOpaMMu PU3UKY, YU 3
KoMOiHalli€ro 11X BCix (haKTOpiB, 4u 3 iHIMUMU (HaKTOpPaMHU.

3eimyesaHHs1 npo nido3pro8aHi nobiuHi peakuii. 3BiTyBaHHS IIPO Mim0o3prOBaHi MoOiuHi
peaxiiil micyst peecTpatiii TikapchbKoro 3aco0y Ma€ BaxKJiMBe 3HadeHHs. Lle mae 3mory
MMPOBOAUTHU Oe3NepepBHUM MOHITOPUHT CITiBBiHOIIIEHHSI KOPUCTI i pPU3UKIB,

OB’ SI3aHUX i3 3aCTOCYBaHHSIM IILOTO JIiIKapChKOT0 3aco0y. JIikapsiM CJTim 3BiTyBaTH PO
Oynb-sgKi mimo3proBaHi 1Mo0iYHI peakilii BiIOBIMHO 0 BUMOT 3aKOHOIABCTBA.

TepMmin npuagaTHOCTI
5 pOKiB.
VYMoBH 30epiranus

30epiraTty B OpuUTiHaIbHiIM yakKoBIli mpu TeMiepaTypi He Buille 30 °C. 30epiratu y
HeOOCTYIIHOMY OIS OiTeU MicLi.

YnakoBka

[To 4 TabneTtku y 6iicTepi, mo 1 6micTepy B KapTOHHIM KOPOOIIi.
KaTteropis Bignycky

3a penemnTomMm.

BupoOHUK

dapeBa AmOyaas.

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MicIisi IpoBaJaXKeHHSI
IisIITBHOCTI

3oue Iapmactpiane, 29 poyt mec Inpactpic, 37530 IToce-crop-Cic, OpaHilis.
[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTOo mkepesia — [lepKaBHOTO PEECTPY

JIIKapCbKUX 3aCc00iB YKpalHH.
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