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;

donomidicHi pewosuHu: 1IeII0N03a MiKPOKpHCTaTiuHa; Kasbllilo rifpodocdaTt 6e3BOIHMIL;
HaTPilo KpOCKapMeo3a; MarHiio creapat; Opadry”® 6nakutaumi (OY-LS-20921): rinpomenosa;
JIaKTO03a, MOHOTIpAaT; TIilleposi TpuaueTat; TuTaHy giokcup (E 171); iHgurokapminy
amoMiniesni nax (E 132); Opadry® nposopmuii (YS-2-19114-A): rimpoMernnosa; riiepos
TpHUaleTar.

JIikapcbka ¢opma. TabmeTKH, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

OcHo8HI (i3uko-ximiuHi 81acmugocmi: TabIeTKU, BKPUTI IMTIBKOBOIO 000JI0HKO OJIaKUTHOTO
KOJIbOpY, V GOpMi JiaMaHTa, i3 3a0KPYyTrIeHUMU KpasiMy, 3 TUCHEHHSIM «Pfizer» 3 ogHOTr0 OOKY Ta,
BigmoBigHO {0 mo3yBaHHS, «VGR 25» a6o «VGR 50», a6o «VGR 100» - 3 ixImoro.

dapMakoTepaneBTHYHA Ipyna. 3aco0w, 110 3aCTOCOBYIOTLCS IIPHU €PEKTUIIbHINA TUCHYHKIIII.
Cunpenadin. Kog ATX G04B E03.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MexaHi3M fil. CunmeHadin € mpemapaToM OJist TePOPaIbHOT0 3aCTOCYBAHHS, IPU3HAYEHUM [T
TiKyBaHHS epeKTuIbHOI qucdyHKiii. [Ipy cekcyanbHOMY 30y KeHHi IIpeniapaT BifHOBIIOE 3HUKEHY
€PeKTUNIbHY (YHKIIII0 IIJITXOM IIOCUJIEHHS IIPUTOKY KPOBI [0 TeHica.

®izionoriyHny MexaHi3M, 110 3yMOBJIIOE €PEKIIil0, BKIII0Ya€ BUBIIbHEHHS OKcuAy a3oTy (NO)
y KaBepHO3HUX Tijlax IIif Yac CeKCyaJbHOTro 30yaKeHHs. BUBiTbHEHUM OKCUL @30Ty aKTUBYE



(dbepMeHT ryaHinaTUMKIIa3y, [0 CTUMYIIIOE MigBUAIIeHHS PiBHS IUKIIIYHOTO
ryano3uaMoHopochaTy (' M®), 1110, y CBOIO Yepry, BUKIUKAE PO3CiIabieHHS TIafKol
MYCKYy/IaTypyd KaBePHO3HUX TiJl, COPUSAIOYYU IIPUTOKY KPOBI.

CunpeHadin € MOTYKHUM Ta CEJIEKTUBHUM iHTibiTopoM I’ M®-crieniudiunol
dbochomiectepasu 5 (PJIES) y kaBepHO3HUX Tinax, ge ®IIES Bigmosigae 3a po3mnan nl MO.
Brnnus cunpgenadiny Ha epekuio Mae neprudepruynuil xapaktep. CunneHadin He YUHUTD
6e3mocepeqHbOI PeIaKCyIoYol [il Ha i3071b0BaHi KaBePHO3HI TiNla TIOOUHYU, ajle MOTYyKHO
nocunoe po3cnadbmowouy mito NO Ha gaHy TKaHuHY. [Ipy akKTUBallil MeTabOIIYHOTO LIIAXY
NO/uI’'MQ, 110 BimOyBa€ThCS IPU CEKCYyanbHiN CTUMYAI], iHriOyBanHs cungeHadinom OIES
IIPU3BOJOUTSH [0 MiABUILEHHS piBHA Ul M® y KaBepHO3HUX TijaxX. TakKuM YUHOM, OJIs TOTO,
mo0 cunngeHadin BUKIMKAB MOTPiOHUY hapMakoorivHuil ehekT, HeoOXifHe CeKcyalbHe
30yOKEeHHS.

BronuB Ha ¢papMakoguHaMiky. [NOCTigKeHHS in Vitro MpoJeMOHCTPYBAJH, 110 CUunaeHadin €
cenektuBHUM f0 OIIED, 110 Oepe aKTUBHY y4acTh y Ipolieci epekilil. Biinus cungenadiny Ha

OJIES moTyxkHimmi, HiXK Ha iHmIl Bigomi docdomiectepasu. Lleit epexTt y 10 pasis
TOTYXKHilmMH, HiXK edpekT BrnuBy Ha OIIEG, 110 6epe y4acTsh y mpoliecax GOTONepeTBOPEHHS
y citkiBLi. [Tpy 3acTocyBaHHI MaKCUMaJIbHUX PEKOMEH0BaHUX 03 CEJIEKTUBHICTH
cunpgeradiny go O®IIE5 y 80 pasiB mepesuiirye 1oro cenektuBHicTs o OIIE1, y 700 pasis
BUIla, HixK 0o ®IE2, ®IE3, ®I1E4, ®IE7, ®INES, ®HE9, ®IE10 Ta ®IE11. 30KpeMa,
cenekTuBHiCTh cunaeHadiny go ®IES y 4000 pa3siB nepeBuUlllye KOT0 CEIEKTUBHICTD OO
OIIE3 - tAM®-cnenudiunoi izodopmu dhochomiecrepasy, 1o 6epe y4acThb y perynsiii
CepIeBOl CKOPOTIIMBOCTI.

®apmakoKiHemuxka.

AGcopbiisg. Cunngenadin mBugko abcopOyeThcss. MakcuMaIbHa I1a3M0OBa KOHIIEHTPAITis
npemnapaty gocsaraetbcs npoTaroM 30-120 xBunuH (i3 MefiaHO0 60 XBUIKWH) MICISA UOTO
IIepOopabHOTO 3aCTOCYBaHHS HaTie. CepenHs abcomoTHa 6i1000CTYIHICTD mmics
IIepOPasIbHOr0 3aCTOCYBaHHSA CTaHOBUTH 41 % (3 miama3oHOM 3Hay4eHs Bif 25 1o 63 %). ¥
PEeKOMeH0BaHOMY Oiana3oHi 103 (Big 25 mo 100 mr) noka3uuku AUC Ta C,,, cunpeHadiny
IIiCJIg MOT0 IepopasibHOI0 3aCTOCYBaHHSA MiABUIYIOTHCS IIPOIOPLIXHO A0 AO3M.

[Tpu 3acTocyBaHHI cunpeHadiny mifg yac MprioMy 1XKi CTymiHb aOcopOIil 3HUKYETHCS i3
cepenHiM mogoBxXkeHHAM T .. n0 60 XBUNIUH i cepenHiM 3HUXKeHHIM C, ., Ha 29 %.

Po3snopin. Cepenniii piBHOBaxkHUY 00’eM po3mnopiny (V,) ctaHoBuTh 105 miTpiB, 110 CBigYUTH
IIPO PO3IOALI IIpenapaTy B TKaHUHAX opraHiaMy. [licia omHOKpaTHOr 0 epopaaibHOIo
3acTocyBaHHS cungeHadiny B mo3i 100 Mr cepenHss MaKCHMallbHa 3arajbHa IIJTa3MOBa
KOHIIEHTPallis cunmeHadiny cTaHoBUTL Tpubnu3Ho 440 Hr/Mn (KoeditieHT Bapiatrii
ctaHOBUTH 40 %). OCKinbKY 3B’13yBaHHS CUIAeHa]iIy Ta ©Oro rooBHOTO N-gecMeTu-
MeTaboiTy 3 6inkamMu mira3Mu gocsrae 96 %, cepeqHs MakKcuMalbHa IJIa3MOBa
KOHIIEHTPAIisl BiIbHOTO cunpeHadiny nocarae 18 ur/min (38 amons). CTymiHb 3B’93yBaHHA 3
Oinkamu I1a3MU He 3aJIeKUTh Bif] 3arabHUX KOHIIEHTpallil cunneHadiny.

Y 3mopoBux J0OPOBOIBIIIB, SKi 3aCTOCOBYBaU CuimeHadin ogHOKpaTHO B 703i 100 Mr, uepes
90 xBunuH B egKynaTi Bu3Haudasnocs menire 0,0002 % (B cepegubomy 188 HT) 3acTOCOBaHOI



JO3H.

Biotrpancdopmaritis. MeTtaboniam cunneHadiny 3miiCHIOETECS TOIOBHUM YMHOM 3a Y4aCTIO
MikpocoManbHUX i30epMenTiB meuinku CYP3A4 (ronoBuuit msax) Ta CYP2C9
(opyropsimaui 1uIsax). [0M0BHUY HUPKYTIOIYNY MeTabO0IiT YTBOPIOETHCS IIISTXOM N-
neMeTunoBanHs cunneHadiny. CenekTuBHiCTh MeTaboniTy BifHoCcHO ®IIES mopiBHSIHHA 3
CeJIeKTUBHICTIO cungeHadiny, a akTuBHICTb MeTa00miTy BigHOCHO ®JIE5 cTaHOBUTH
npu6nu3H0 50 % aKTUBHOCTI BUXigHOI pe4oBHHHU. [111a3M0OBa KOHIIEHTpPAIlis IIOT0
MeTaboImiTy cTaHOBUTH nMpubnu3Ho 40 % KoHIeHTpallil cungeHadiny y mma3mi Kposi. N-
IeMeTUIbOBaHUU MeTaboIiT 3a3Hae Moanbiioro Metabomi3My, a mepiog 10ro
HaMiBBUBEOEHHS CTAHOBUTD MPUOIU3HO 4 TOTUHH.

EnimiHalig. 3aranbHui KJlipeHC cungeHadiny cTaHOBUTE 41 j1/rof, 3yMOBIIIOI0YM [IEPiof MOTO
HaIliBBUBEOEHHS TPUBAIICTIO 3-5 rOAMH. fAK IiCJIsa IepopabHOro, Tak i micis
BHYTPILITHLOBEHHOTO 3aCTOCYBaHHS €KCKpelis cunneHadiny y Burnsmi MetabomiTiB

3O CHIOETHCS TOJIOBHUM YHMHOM i3 KasioM (mpubnu3Ho 80 % BBefeHOl ITepopasibHOI 1031) Ta
MEHIITI0I0 Mipolo 3 ceuero (mpubnu3Ho 13 % BBemeHOl IepopasbHOI MO3H).

dapmakokiHemuka y ocobausux 2pyn nayieHmis.

[arienTH JITHBOTO BiKY. YV 3m0poBuUx HOOGPOBOJIBIIB JIITHHOTO BiKYy (BiKOM Bif 65 pOKiB)
Big3HA4aioCcs 3HUKEHHS KIIipeHCy cunmeHadiny, 0 3yMOBIIOBAJIO MiABUALIIEHHS IIJITa3MOBUX
KOHIIEHTPaIliil cunpeHadiny Ta #oro akTUBHOT0 N-IeMeTUIboBaHOTr0 MeTabomiTy mpubau3uo Ha 90 %
IIOPiBHSHO 3 BiAATIOBITHUMH KOHIIEHTPALISIMHU Y 3[[0POBUX JOOPOBOJIBIIB MOJIOAIIOTO BiKY

(18-45 poxkiB). Y 3B'513Ky i3 BiKOBUMHU BifMiHHOCTSIMU Y 3B’13yBaHHi 3 OiTKaMu I1JIa3MU KPOBi
BiOIIOBigHE MiIBUINEHHS M1JIa3MOBO1 KOHIIEHTPAIlil BiTbHOT'O cunfeHadiny CTaHOBUIIO TPUOIM3HO

40 %.

HupKoBa HeIOCTaTHICThL. Y HOOPOBOBINB i3 MOPYLUIEHHAMH (PYHKIIil HUPOK JIETKOTO Ta
IIOMIPHOTO CTymeHs (KimipeHc KpeaTuHiHy 30-80 Mi1/xB) papMaKOKiHeTHKa cuigeHadiny
3a/IMIIanacsa He3MiHeHOI0 IIic/is 10T0 OQHOKPATHOI'0 IIepopalbHOr0 3aCTOCYBaHHA V 1031
50 mr. Cepepnsi AUC Ta C,,,, N-meMeTump0BaHOr0 MeTabO0JIiTy BiTIOBIAHO MiABUIIyBaIUCS
MakcuMyM Ha 126 % Ta 73 % MOpPiBHSHO 3 TAKMMU ITOKa3HUKaM# Y HOOPOBOJIBIIIB TAKOTO K
BiKy 0e3 mopyiieHsb QyHKIll HupoK. OgHaK Yepe3 BUCOKY iHOUBiTyanbHy BapiabenbHiCTh I
BiIMiHHOCTi He 6yNK CTaTUCTUYHO 3HAUYIITUMU. Y 0OOPOBOJIBIIB i3 TIKKUMY TOPYLUIEHHIMU
GyHKIII HUPOK (KIipeHC KpeaTuHiny Hux4e 30 MJI/XB) KiipeHC cunfgeHadiny 3HUKYBaBCH,
110 IPU3BOAUIIO [0 cepenHix migsuiens AUC Ta C,,, BigmosigHo Ha 100 % Ta 88 %
TIOPiBHSIHO i3 TOOPOBOJIBIIMY TAKOTO XK BiKy 0€3 mopyieHs GbyHKIII Hupok. Kpim Toro,
3uavyeHHsa AUC ta C,,, N-meMeTunbpoBaHoro MeTaboiTy 3Hauylle migpuinyBanucs Ha 200 %
Ta 79 % BiONIOBIAHO.

[TeuyiHKOBa HEIOCTATHICTh. Y MOOPOBOJIBIIB i3 HUPO30M IEUiHKM JIETKOT0 Ta IIOMIipHOI0
ctymeHs (knaciB A ta B 3a knacudikauieio Yaunga - I1'10) kiipeHc cunpeHadiny
3HMXKYBaBCH, 110 npu3Boauio ao miasuineHHs AUC (84 %) ta C,,., (47 %) OpiBHSHO 3
BiATIOBIAHMMY MMOKa3HUKaMM y JOOPOBOJIBIIB TAKOT0 XK BiKy 0€3 MmopyIieHb QPYHKIIIN TeYiHKY.
dapMakOKiHeTHKa CuigeHadiny y NaluieHTiB i3 MOPyLIeHHAMY (PYHKIIIU TeYiHKU TSIXKKOT0
CTYIIeHs He BUBYaacs.



Kniniuni xapakKTepuCTHKH.

IToka3auns.

IIpenapart Biarpa® peKoMeHIYETLCS 3aCTOCOBYBATH YOJIOBIKAM i3 €PeKTUILHOI0
IUCYHKITEIO, TKa BU3HAYAETHCA K HE3NATHICTb OOCATTH abo MiATPUMATH ePEKIIiio
CTaTEBOT0 YjeHa, HeoOXigHY [JIg YCIIIIHOTO CTaTEBOTO aKTYy.

Ins ebexTuBHOI fil mpenapaty Biarpa® moTpiGHe cekcyanbHe 30yIKeHHS.

IIpomunoka3aHHA.

- TligBuIeHa Yy TIUBICTb OO aKTUBHOI pe40OBHHU ab0 OyIb-sIKOi 3 OMTOMIXKHUX PEYOBUH
mmpernapary.

- OgHOYaCHe 3aCTOCYBaHHS i3 IOHOPaMU OKCHIY a30Ty (TaKUMU SK aMiTHiTPUT) abo
HiTpaTaMu y Oymb-sKiii GopMi MpOTHUIIOKa3aHe, OCKINTbKY BifoMO, 110 cuifeHadin Ma€ BIJIUB
Ha MIISXu MeTabos1i3My OKCHUIY a30Ty/ MUKIIIYHOTO T'yaHo3uHMOoHOobochaTy (1l M®) Ta
IIOTEHIIiI0€ TiMOTeH3UBHUM ePEKT HiTpaTiB.

- OpHouacHe 3acTocyBaHHs iHTiOiTOpiB ®IES (Y ToMy uucni cungeHadiny) 3i
CTUMYJIITOPaM¥ I'yaHiTaTIUK/Ia3u, TaKUMHU K PIOLUTyaT, MPOTUIIOKA3aHe, OCKiNMbKY MOXKe
IIPU3BECTHU 10 CUMIITOMATHUYHOIl TiMOTeH3il (ouB. po3min «B3aemopis 3 iHIIUMY JTiKapChKUMU
3aco0aMHu Ta iHIII BUOU B3a€EMOMIN»).

- CraHy, Ipu IKUX He PeKOMEH0BaHa CeKCyaslbHa aKTUBHICTh (HalpUKiIan TAXKKi CepLeBo-
CyIWHHI po3Nafy, Taki K HecTabimbHa CTeHOKapmis abo ceplieBa HEIOCTATHICTh TSKKOTO
CTyIEHS).

- BrpaTa 30py Ha ogHe OKO BHACIIIOK HeapTepiaabHOI IepenHbol illeMigyHO0l HEBPOIaTil
30POBOI'0 HEpPBa He3aleXkKHO Bi TOTO, IOB’g3aHa LS I1aTOJIOrid i3 IomepegHiM
3acTocyBaHHSM iHTi0iTopiB ®JES uu Hi.

- HasiBHiCTh TaKMX 3aXBOPIOBaHb, SIK MOPYIIEeHHS (QYHKIIil TeYiHKM TSIXKKOTO CTYIIEHS,
apTepianbHa rinoteHsis (aprepianbHui TUCK HUXKYE 90/50 MM pT. CT.), HEIIOJABHO
nepeHeceHuy iHCynbT abo iHGapKT MioKapaa Ta BimoMi ClagKoBi lereHepaTuBHi
3aXBOPIOBAaHHS CITKiBKM, TaKi SIK MIrMEHTHUY PETUHIT (HeBeJiMKa KiIbKiCTh TaKKX IMALiEHTIB
Ma€ TeHeTHUYHi po3naau gocdofiecTepas CiTKiBKM), OCKinbKY Oe3neKa cungeHadiny He
[OCIIifXKyBanacs y TaKUX MiArpynax nalieHTiB.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.
Bnaue iHwux aikapcvkux 3acobie Ha cuadeHadi.

[TocrmigxeHH4d in Vitro. Meta6omni3Mm cunmeHadiny BimOyBaeThCs IEPEBAXKHO 3@ y4aCTIO i30opMu
3A4 (ronoHuy 1IAx) Ta isodpopmu 2C9 (apyropsapuui nuisix) uutoxpomy P450 (CYP). Tomy
inribiTopu nux i3oepMeHTIB MOXKYTh 3HUKYBATH KJlipeHC cunpeHadiny, a iHIyKTOpH IUX



i3opepMeHTIB MOXKYTh HiABUINYBATH KIIipEHC cuigeHadimy.

[locnimKeHHd in vivo. [Tonynsamniiauy papMaKOKIHETUUHUY aHali3 JaHUX KITIHIYHUX
OOCiAKeHb MPOJeMOHCTPYBaB 3HUKEHHS KITipeHCY cunaeHadiny npu 1oro oMHOYaCHOMY
3acTocyBaHHi 3 iHri6iTopamu CYP3A4 (TakuMHU SIK KETOKOHA30JI, EPUTPOMIIIVH, ITUMETUIUH).
Xoua Ipu 0OOHOYACHOMY 3aCTOCyBaHHi cunpmeHadiny Ta iuridiTopie CYP3A4 3pocTaHHS
YacTOTH MMOGIYHUX SIBUIL] HE CIIOCTePiranocs, Ciifl pO3TISHYTU MOXKJIUBICTh 3aCTOCYBaHHS
II0YaTKOBOI 03U cumeHadiny 25 Mmr.

OpHouacHe 3acToCyBaHHs iHribiTOopy BIJI-mpoTea3u puTOHABIPY, AyxkKe MOTYKHOTO iHTibiTOpYy
P450, y cTani piBHOBaxHOI KoHIeHTpaIril (500 mr 1 pa3 Ha moby) Ta cunneHadiny (pa3osa
no3a 100 mr) npu3Boguino o nigsuiueHHs C,., cungeHadiny Ha 300 % (y 4 pa3u) ta
niguineHHs nma3MoBol AUC cunpeHadiny Ha 1000 % (y 11 pasiB). Yepes 24 roguHu
TII71a3MOBUY PiBeHb cuiigeHadiny Bce 1ie cTaHOBUB MpuOnu3Ho 200 HI/MIT TOPiBHSAHO 3 piBHEM
IpuOIN3HO 5 HT/MJI, XapaKTepHUM [JIg 3aCTOCYBaHHS culigeHadiny okpeMo, 110
Y3TOOXKYETHCS 31 3HAYHUM BIIJIMBOM PUTOHABIPY Ha MIMPOKUY CreKTp cybcTpaTiB P450.
CunpeHadin He BIIMBa€ Ha (h)apMaKOKIHETUKY PUTOHABIPY. 3 OTJIAOY Ha I
(hapMaKOKiHETUYHI JaHI OQHOYaCHE 3aCTOCYBaHHS CUJgeHadiy Ta pUTOHaBipy He
PEKOMEHOYEThCS (IUB. po3ain «OcobIMBOCTI 3aCTOCYBaHHS»); B OyOb-IKOMY BUIIAOKY
MaKCHMalbHa 0o3a cunmeHadiny 3a xKomHUX 00CTaBUH HE ITOBUHHA ITEPEBUIIYBATU 25 MT
npoTsrom 48 roguH.

OpgHouacHe 3acTocyBaHH4 iHTi6iTOpYy BlJI-mpoTea3u cakBiHaBipy, iHriditopy CYP3A4, y moa3i,
1m0 3abe3mneuye piBHOBaxKHY KoHIleHTpalio (1200 mr Tpudyi Ha mo0y), Ta cunmeHadiny

(100 Mr pa3oBo) mpu3BoauIo Oo mimpuitenHs C,.. cunmeHadiny Ha 140 % Ta 30inbiIeHHS
cuctemHol ekcro3utii (AUC) cunmeHadiny Ha 210 %. He BusiBieHo BINUBY cungeHadiny Ha
(dhapMaKoOKiHETHKY CcaKBiHaBipy (muB. po3min «Crmocib 3aCcTOCyBaHHS Ta [03U»).
[TlepenbavaeThcs, 1m0 Oinbi moTyxkHi iHridiTopu CYP3A4, Taki SK KETOKOHA30I Ta
iTpakoHa30711, OyOyTh MaTH OiNTbII BUPAXKEHUM BIIIUB.

I[Tpu 3acTocyBaHHi cunmeHadiny (100 Mr pa3oBo) Ta epUTPOMILIMHY, TOMIPHOTO iHTiGiTOPY
CYP3A4, y piBHOoBaxxHOMY cTaHi (500 Mr aBidi Ha o0y IPOTATOM 5 OHIB) CIIOCTepiranocs
MiOBUINEHHS CUCTEMHOI eKcro3utlii cunueHadiny Ha 182 % (AUC). YV 3mopoBux 0oOpPOBOJIBIIIB
Y0JI0BiYOl CTaTi HEe criocTepiranocs BIIUBY a3uTpoMinuny (500 Mr Ha moby mpoTtsarom 3 fib)
Ha AUC, C,.., Ty KOHCTAHTY IIBHOKOCTI eJliMiHallil Ta IOofaIbIINni Iepion HalmiBBUBEOEeHHS
cungeHadiny abo 10ro roJIOBHOTO HUPKYII0I090ro MeTabomiTy. Llumetunus (iHTribiTop
mutoxpomy P450 ta Hecnenudiunuit inribitop CYP3A4) y no3i 800 Mr nmpu ogHOYaCHOMY
3aCTOCYBaHHi i3 cunmpeHadinoM y go3si 50 Mr y 3mopoBux H0OpOBOIIBbIIIB TPU3BOAUB [0
MigBUIEHHS T171a3MOBOI KOHIIEHTpallil cungeHadiny Ha 56 %.

I'peiindpyToBuii cik € cmabkum iHribitopom CYP3A4 y CTiHIT KUIIEYHUKY i MOXKe BUKJIMKATH
IIOMipHE MiABUIEHHS PiBHIB CUIAeHa)iNy y maa3Mi KpoBi.

OpHOKpaTHE 3aCTOCYBaHHS aHTAUUAIB (MarHiro rigpoKCcUay/ ajtoMiHiio TifpOKCUAy) He
BIIJIMBAJIO Ha 0i0lOCTYIHICTh cunmeHadimy.

Xo4a gocmifxKeHb crenu@ivyHol B3aEMOZI] 3 yciMa JTiKapChKUMU 3aco0aMu He IIPOBOIUIIOCS,
3a JaHUMU MOMYJIALIMHOT0 (papMaKOKiHETUYHOI0 aHali3y, (hapMaKOKiHeTHKa CUNIgeHadiny



He 3MiHIOBanacs Py M0T0 OHOYaCHOMY 3aCTOCYyBaHHi i3 miKapChKUMM 3aco0amu, 1110
HanexkaTb g0 rpymnu inribitopiB CYP2C9 (tonbyramin, Bapdapus, GeHiTOIH), Tpynu
inridiropis CYP2D6 (Takux sIK CeJIeKTUBHI iHTi0iTOpK 3BOPOTHOT'O 3aXOIJIEHHSI CEPOTOHIHY,
TPULKKIIIYHI aHTUIeIPECAHTH), TPYIH Tia3UAHUX Ta Tia3uAONOOIOHUX AiypeTUKiB, MEeTIbOBUX
Ta Kanii3bepirarouux OiypeTHuKiB, iHTi0iTOPiB aHTi0TEH3WHIIEPETBOPIOIOYOT0 (hEePMEHTY,
AQHTATOHICTiB KaJIbIlil0, aHTATOHICTIB B-afipeHOpelenTopiB abo iHOYKTOPiB MeTaboIiaMy
CYP450 (takux 5K pudaminuH, 6apbiTypaTn).

Y xopi mocmimKeHHS 3a y4acTiO 30OPOBUX T0OPOBOJIBITIB-UY0IOBIKiB OOHOYACHE 3aCTOCYBAHHS
aHTaroHicTa eHpoTeNiHy 0oceHTany (moMipHu# ingykTop CYP3A4, CYP2C9 Ta, MOXKIIHBO,
CYP2C19) y piBHoBaxkHOMY cTaHi (125 Mr aBiui Ha go0y) Ta cunaeHadiny y piBHOBaxkKHOMY
craHi (80 mr Tpuui Ha mo6y) nmpu3Boauno mo 3uuxkeHHs AUC Tta C,,,, cunneHadiny Ha 62,6 %
Ta 55,4 % BignmoBigHO. TOMYy OfHOYACHE 3aCTOCYBaHHS TaKUX IMOTYyKHUX iHAYKTOPiB CYP3A4,
K pudaMIiH, MOXe IPU3BOOUTH [0 OiNTbIII BUPAXKEHOI0 3HUKEHHS KOHIIeHTpallii
cunpgeHadiny B MIa3Mi KpPoBi.

Hikopannun siBnsie co6oio ribpua akTUBaTOpPa KasbllieBUX KaHaJIiB Ta HiTpaTy. HiTpaTHu#
KOMIIOHEHT 3YMOBITIOE MOKJIMBICTb MOT0 CEPHO3HOI B3aeMO[Iil 3 cunmeHadimoM.

Bnaue cuadeHainy Ha iHwi aikapcvki 3acobu.

HocnigxeHnHd in vitro. Cunpenadin - crnabkwuii inribiTop izodopm 1A2, 2C9, 2C19, 2D6, 2E1 Ta 3A4
muroxpoMy P450 (IK;, > 150 mrmoms). OCKiNbKY MiKOBI IJ1a3MOBi KOHIIEHTpallil cungeHadiny
MOPIiBHIOIOTH IPUOIKN3HO 1 MKMOJIb, BIUIMB IIpenapaTy Biarpa® Ha KimipeHC cy6CTpaTiB IuX
i30hepMeHTIB MaTOMMOBIPHU.

BigcyTHi gaHi momo B3aemopil cunpgeHadiny Ta Takux HecrelnupiyHux iHriOiTOpIB
dbocdomiecTtepasu, K TeodisTiH Ta UITIPUOAMOII.

HocnigeHHd in vivo. OcKinbKu BigoMo, II0 CUfeHadisn Ma€e BIIUB Ha MeTab0Ii3M OKCULY
a30Ty/ UMKIIiYHOTO TyaHo3uHMoHOdochaTy (11I'M®), 6y10 BCTaHOBIEHO, 1110 cUImeHadin moTeHIi0e
rinoTeH3UBHY [Iil0 HITpATiB, TOMYy HOT0 OOHOYACHE 3aCTOCYBAHHS 3 TOHOPAMH OKCHUOY a30Ty abo 3
HiTpaTamu B OyOb-siKii popMi mpoTunokasaHne (OuB. po3min «I[IpoTUTIOKa3aHHS»).

Pionuryat. [JoKITiHIYHI OCTIAXKEHHS TPOOEMOHCTPYBAIM afUTUBHUM CUCTEMHUM €(PEKT
3HMXKEHHS apTepiasbHOr0 TUCKY IIPU OJHOYACHOMY 3aCTOCyBaHHi iHribiTopiB ®IIES 3
piomuryatom. Kininiusi gocmigxKeHHSs TPOAEMOHCTPYBAIH, IO PiOIUTyaT IIOCUIIIOE TIIOTEH3UBHY
miro inribiropiB ®IES. V marienTis, siki 6pasu y4acTh ¥ JOCIIiIXKEHHI, He CIIOCTEPiranoch
IIO3UTUBHOTO KJTIHIYHOTO e(eKTy NIpU OAHOYaCHOMY 3aCTOCyBaHHi iHribiTopiB ®IES 3 pionuryarom.
[IpoTumoKa3aHe OOMHOYACHE 3aCTOCYBaHHS piomuryarty 3 inriditopamu OIED (y ToMy uuchi i3
cunpeHadinoM) (gus. po3min «[IpoTUIIOKA3aHHS»).

OpHouYacHe 3aCTOCyBaHHS cunmeHadiny Ta 6710KaTOPiB K-aAPEHOPEIENTOPIB MOXKe
IIPHU3BECTH [I0 PO3BUTKY CUMIITOMATHUYHOI TilTOTEH31] Y AEeSIKUX CXUIBHUX [I0 I[bOTO IMAIliEHTIB.
Taka peaxkirig HaldacTillle BUHKAKAJa IPOTAroM 4 TOOMH IiC/Isd 3aCTOCYBaHHS CUIAeHadiny
(muB. po3minu «Cmocib 3acTocyBaHHS Ta 103u» Ta «OCcoBIUBOCTI 3aCTOCYBaHHS»). Y xomi 3
mocimXkeHb cruenudiyHol B3aeMOIii TiKapCchbKuX 3ac006iB 610KATOP A-agpeHOPELENTOPIB
nokca303uH (4 mMr Ta 8 Mr) Ta cungeHadin (25 mr, 50 mr ta 100 Mr) 3aCTOCOByBaIuCs
OJHOYACHO TallieHTaM i3 moOpOosKiCHOIO TinepIasieio mepeaMixypoBoi 3ano3u, crabinizalris



cTaHy AKUX OyJia HOCATHyTa NIPU 3aCTOCYBaHHI JOKCA303UHY. Y IUX MOMYIALIIX
CIIOCTepiranaocs cepenHe NONaTKOBe 3HUKEHHS apTepialbHOr0 TUCKY Y II0JI0OKEHH] [allieHTa
jlexXayu Ha 7/7 MM pT. CT., 9/5 MM pT. CT. Ta 8/4 MM pT. CT. Ta CePeIHE 3HUKEHHS
apTepiajbHOTO TUCKY V IIOJI0KEHH] NalieHTa CTosI4u Ha 6/6 MM pT. cT., 11/4 MM pT. CT.,

4/5 MM pT. CT. BignosigHO. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI cuifeHadily Ta JOKCa303UHY Y
nalieHTiB, cTabinisalis crany skux O6yna DOCATHYTa IIPHU 3aCTOCYBaHHI MOKCA303UHY, iHOA]
ITOBiTOMJISITTOCS TTPO PO3BUTOK CHMIITOMATUYHOI OPTOCTATHYHOI TiMOTeH3il. Y 1Iux
TIOBiIOMJIEHHSX MIIIOCS IIPO BUMIAAKU 3allaMOPOYEHHS Ta [IepefHEeIPUTOMHUY CTaH, ane 0e3
CUHKOIIE.

He crnioctepiranocst KOOHUX 3HAUYYIUX B3aEMOZIN [IPU OLHOYACHOMY 3aCTOCYBaHHI
cungenadiny (50 mr) i Tonbyramigy (250 mr) a6o Bapdapuny (40 mr), 1o MeTabomi3y0ThCs
CYP2C9.

Cunpenadin (50 MT) He TPU3BOAUB OO MOJOBXKEHHS YaCy KPOBOTEUi, CIPUYUHEHO]
3aCTOCYBaHHSM alleTUICAlinnIoBol KucaoTu (150 mr).

Cunpenadin (50 Mr) He IOTEHIIiIOBAB TiTOTEH3UBHY Mil0 alTKOT0JII0 Y 3T0POBUX NOOPOBOJIBIIIB
IIpU CEPEefHbOMY MaKCUMaJIbHOMY PiBHI eTaHOJy B KpoBi 80 Mr/mj.

Y nanieHTiB, gKi 3aCTOCOBYyBanu cuifeHadis, He CIIOCTepiraaocs xKOMHNX BiTMiHHOCTEX
npodinio mobiuHMX epeKTiB MOPiBHSAHO 3 MIalle00 IPU OMHOYACHOMY 3aCTOCYBaHHI TaKUX
KJIaCiB TiMOTeH3UBHUX JIiIKapChKUX 3aco0iB, K AiypeTuku, 6710KaTOpu P-agpeHOPeLEeNnTOPiB,
inri6iTopu AII®, aHTaroHiCTH aHrioTeH3uHy I, aHTUTiIEePTEH3UBHI JIiKapChKi 3aco0u
(CymuHOPO3IIMPIOBaIbHI Ta IIEHTPabHOI [Iil), 67I0KaTOpX afpeHeprivHuX HEVPOHIB,
6710KaTOpPU KasbllieBUX KaHaJIiB Ta 0JI0KaTOPHU (-aflpeHOPELeNTOPiB. Y crelialbHOMY
MOCIIiIXXKEeHHI B3aeMOfIil TpX OAHOYAaCHOMY 3acTocyBaHHI cunpgeHadiny (100 mr) Ta
aMJIOQUIIIHY MalliEHTaM i3 apTepiajibHOIO TiepTeH3i€ CIIoCTepirasocs qOAaTKOBe
3HUKEHHS CUCTOJIIYHOT0 apTepiaJIbHOI0 TUCKY B IIOJIOXKEHHI j1exkayy Ha 8 MM pT. CT.
BipmoBigHe 3HUXKEHHS OiaCTOJIIYHOTO apTepiaJibHOTO TUCKY CTaHOBUJIO 7 MM PT. CT. 3a
BEJIMYUHOIO ITi MOOATKOBI 3HUKEHHS apTepialbHOTO TUCKY Oy MOPiBHAHHUMHU i3 THUMH, 1110
CIocTepiranaucs Ipyu 3aCTOCYBaHHI JIUIIe CUIeHadiny y 3H0poBux H0OPOBOIIbLIB ([UB.
po3ain «®apMaKOoIOTiyHi BTaCTUBOCTI»).

Cunpenadin B mo3i 100 Mr He BIIMBaB Ha ¢hapMaKOKiHETUYHI MOKa3HUKY iHTibiTOpiB BIJI-
IpoTea3y CaKBiHABIpy Ta pUTOHABIPY, gKi € cybcTpaTamu CYP3A4,

Y 3mopoBux JOOPOBOJIBINIB YOJIOBIYOi CTAaTi 3aCTOCYyBaHHA cunmeHadiny y piBHOBaXXKHOMY
crani (80 mr Tpuyi Ha mob6y) mpu3Boauno no mipuineHHs AUC Ta C,,,, 6oceHTany (125 Mr
nBidi Ha meHb) Ha 49,8 % Ta 42 % BiAmoBiOHO.

3acTocyBaHHSI OGHOPA30BO1 103U cuifeHadiny i3 cakyOiTpuiom/BasicapTaHOM B
PiBHOBa>KHOMY CTaHi y MallieHTiB 3 apTepiaibHOO TinepTeH3ieo 0yII0 MoB’ I3aH0 3i 3HAYHO
OiNTBIIMM 3HUKEHHSM apTepialbHOT0 TUCKY IOPIiBHSIHO i3 3aCTOCYBaHHAM
cakyOiTpuny/BascapTany okpeMo. Tomy ciif 3 06epeKHICTIO TOYNHATH 3aCTOCYBaHHS
cungeHadiny namieHTam, SKi OTPUMYIOTh CaKyOiTpuIl/BajicapTaH.



Oco06.1ue8ocmi 3acmocyeaHHsi.

ITo moyaTKy Teparii ciig 3i0paTu MEOUYHUN aHAMHE3 TallieHTa Ta IPOBECTH ¢i3uKaIbHe
00CTeXEeHHS I [NiarHOCTUKY ePEeKTUIIbHOI AUCPYHKII] Ta BU3HAYEHHS 11 MOXKITUBUX
IPUYKH.

dakmopu pusuky cepyeso-cyOuHHUX 3axgoptosaHb. OCKINIbKU CeKCyaslbHa aKTUBHICTh
CYTIPOBOJXKYETHCS IEBHUM PU3UKOM 3 OOKY Ceplsi, [0 04YaTKy OyOb-IKOT0 JIiKyBaHHS
€PEeKTUIbHOI AUCHYHKIII JTiKkap Ma€ OLiHUTYU CTaH CEePIeBO-CYANHHOI CUCTEMU Talli€HTa.
Cunpgenadin YUHUTH CyIUHOPO3IIUPIOBAJIbHY Hif0, 110 IPOSABISETLCS JIETKUM Ta
KOPOTKOYaCHUM 3HUKEHHSIM apTepiaabHOro TUCKY (OuB. po3min «dapmMakoguHaMika»). [1o
IpU3HaYeHHS CUigeHadiny mikap Ma€ peTebHO 3BaXKUTH, YU MOXKE TaKuil ePeKT
HECIIPUSTIIMBO BIJIMBATH Ha TAlli€EHTIB i3 MeBHUMMY OCHOBHUMHU 3aXBOPIOBAHHSIMM, 0COOIMBO
y KomOiHallil i3 cekcyasnbHOIO aKTUBHICTIO. [[0 MallieHTiB i3 MifBUIIIEHOI0 YYTIUBICTIO OO
BA30MIaTATOPIB Ha/leXkaTh MAIliEHTH i3 00CTPYKIIi€I0 BUBITHOTO TPAKTY JIiBOTO IITyHOYKA
(HampuKaj, CTeHO3 aOPTH, TimepTpodiyHa 0OCTPYKTUBHA KapAioMiomaTisd) Ta MalliEeHTH i3
PiOKICHMM CHHOPOMOM MYJIbTHCHUCTEMHOI aTpodil, OQHUM i3 IIPOSBIB KOl € TIKKE
IIOPYIIEHHS PErysilil apTepialbHOT0 TUCKY 3 O0KY BereTaTUBHOI HEPBOBOI CUCTEMHU.

Biarpa® moTeHIiIOE rinoTeH3uBHUM eQeKT HiTpaTiB (AUB. po3ais «IIpOTHIOKA3aHHS»).

Y nocTMapKeTHHTOBUM Tepiof MOBIIOMIISIIOCS PO TSXKKi mo6iuHi peakilii 3 00Ky cepliieBo-
CYOUHHOI CUCTEMHM, BKITIOYalOu¥ iHGapKT MioKapaa, HecTabinbHy CTeHOKap/Iilo, ParToBY
CepleBy CMepTh, IUIYHOUYKOBY apUTMilo, IIepe0poBacKyIsSpHI KPOBOBUJIUBY, TPAH3UTOPHY
iimeMiyHy aTaky, apTepiajbHy rinepTeH3iio Ta apTepiaibHy TIOTEH3it0, AKi 3a 4acoM
36iramucs i3 3aCTOCyBaHHSAM Ipenapaty Biarpa®. Y 6iIbII0CTi TalLi€HTIB, ajle He V BCiX,
icHyBanu ¢aKTOpPU PU3UKY CEPLIEBO-CYIMHHUX 3aXBOPIOBaHb. baraTo Takux mobivHmx
peaxilii crioctepiranocs mif 9yac abo ogpa3dy Miciasd CTaTeBOr0 aKTy i JIKIlle KijlbKa TPanuiocs
HEBJIOB3i MMiCJIA 3aCTOCYBaHHA mpemnapaTy Biarpa® 6e3 cekcyanbHOI akTUBHOCTI. ToMy
HEMO2KJIMBO BU3HAUUTH, YU MIOB’I3aHUY PO3BUATOK TaKMUX IMOOIYHUX peakiliii 6e3rmocepegHbo
i3 paKkTOpPaMU PU3UKY, YU IX PO3BUTOK 3YMOBJIEHUU IHIIMMU YNHHUKaMU.

I[Ipianiam. 3aco0u [yid MiKyBaHHS €pPeKTUIbHOI AUCHYHKIII, ¥ TOMY YHUCII U cunpgeHadin, ciin
IIpu3HaYaTy 3 00epeKHICTIO mallieHTaM i3 aHaTOMiYHUMHU fedopMalisiMu meHica (TaKUMU K
aHTYIISIiA, KaBepHOo3HUM (ibpo3 abo xBopoOa I[eiipoHi) abo nmaiieHTaM 3i cTaHaAMH, III0
CIIPUSIIOTH PO3BUTKY IIpiamlidaMy (TaKMMHU SIK CEPIONOiOHOKITITUHHA aHeMis, MHOXKUHHA
MienoMma abo jerkeMis).

[Ticnsa Buxomdy mpenapaTy Ha PUHOK ITOBiOOMIISIIIOCS IIPO BUIIAAKU IIOIOBXKEHOI €PEKIIil Ta
npiami3my. fAKINO epekilis TpuBa€ OiNbII HiXK 4 TOOUHY, MalliEHTaM CJIiJl HeraiHo 3BePHYTHUCH
3a MeIUYHOI0 JOIIOMOr010. 3a BiICYyTHOCTL HEraHOT'0 JIIKYBaHH4 IIpialli3M MOXe IPU3BECTU
IO TIOWIKOAKEHHST TKAHUH TeHica Ta 10 CTiliKOl BTPaTH MOTEHIIl.

OdHouacHe 3acmocysaHHA 3 iHwumu iHzibimopamu ®IIES5 abo iHwumu npenapamamu 045 AiKYBAHHS
epekmusvHoi ducpyHkuii. bedneka Ta eeKTUBHICT OMHOYACHOTO 3aCTOCYBaHHA CUgeHadiny
3 inmmmMmu inriditopamu OJIES abo iHIIMMY IpenapaTaMu AJis JIiKyBaHHS TilepTeH3il
JIeTeHeBol apTepil, aKi MicTaTh cunneHadin (Hanpuknang Pepauuo), yu 3 iHIIUMU
IIpenapaTaMu Ojs JiKyBaHHS €PeKTUIbHOl AUCQYHKII] He BUBYAINCI. TOMY 3aCTOCYBaHHS



TAaKUX KOMOiHallili He peKOMeHOBaHe.

Bnaue Ha 3ip. Hagxogunu CIIOHTaHHI ITOBiqOMJIEHHS PO BUHUKHEHHS Oe(EeKTiB 30py
acolli0BaHoO i3 3aCTOCyBaHHAM cuigeHadiny Ta iHmux inrid6itopis ®IES (auB. po3min
«[Tob6iuni peakiiii»). [Tpo BunagKu HeapTepiaabHOI IEPENHBOI illleMigHOI HEBpPOIATil
30POBOT0 HEPBA, 1110 € PiIOKICHAM CTaHOM, HaJXOAUJIA CIIOHTaHHI ITOBiIOMIEHHS Ta
IIOBIZOMJISIJIOCS y Har/IsIOBOMY OOCIAKEHH] K IIPO acoLiioBaHi i3 3aCTOCYBaHHAM
cungenadiny ta inmwux inridiropis ®IE5 (muB. po3min «I1obiuHi peakiiii»). TamieHTiB cin
TIONIEePe|TH, 10 y pasi panToBOro MOPYyLIEHHs 30Py 3aCTOCOBYBaHHS Ipenapary Biarpa®
CJIig IPUIIMHUTHU Ta HETAaWHO 3BEPHYTUCS IO HiKaps (OUB. Po3min «[IpoTUIOKa3aHHI»).

OdHouacHe 3acmocysanHs 3 pumonasipom. OfHOYAaCHe 3aCTOCYBaHHS cuNgeHadiny Ta
PUTOHABIPY HE PEKOMEHAYEThCS (OUB. po3Min «B3aeMoisi 3 iHIIMMY TiKapPCbKUMU 3aco0aMu
Ta iHII BUOM B3aEMOMIN»).

OdHouacHe 3acmocysaHHA 3 baokamopamu a-adpeHopeuenmopieg. I1allieHTaM, SKi 3aCTOCOBYIOTh
6110KaTOPU (-agPEHOPELENITOPIB, 3aCTOCOBYBATH CUIAeHadin ciif 3 00epexkKHiCTI0, OCKITbKY TaKa
KoMOiHallig MoXke MPU3BECTH 00 CUMIITOMATHUYHOI TiOTeH3i1 y IesKUX CXUIbHUX A0 I[bOTO Malli€HTiB.
CummnToMaTH4Ha TiMOTeH3id 3a3BUYall BUHUKAE MPOTATOM 4 TOAUH IiCJIg 3aCTOCYBaHHSI
cunpeHadiny. 3 MeTo MiHiMi3allil MOXK/IMBOT0 PO3BUTKY IIOCTyPaIbHOL TiOTEH3il y Malli€eHTiB, AKi
3aCTOCOBYIOTH OJIOKATOPH (-aflpeHOPELEeNTOPIB, iX cTaH MOTPi6HO cTabini3yBaTu 3a HOIIOMOT 00
6710KaTOPiB (-agPEHOPEIENITOPIB 0 TOYATKY 3aCTOCOBYBaHHS cungeHadiny. Takox CIIif po3risiHyTH
MOXKJIMBICTb 3aCTOCYBAHHS IMOYaTKOBOI 7031 25 Mr (muB. po3fin «Crocib 3acToCyBaHHS Ta JO3U»).
Kpiwm Toro, cnifg mpoinpopMyBaTu MAaIli€HTIB, IK TiATH Y pa3i MOSBU CUMITOMIB OPTOCTAaTUYHOI
rimoTeHs3il.

Bnaue Ha kpogomeui. [10CTiIKeHHS TPOMOOIUTIB JIIOAUHYU ITPOIEMOHCTPYBAJIH, 1110 in Vitro
cungeHadin nmoTeHIlitoe aHTAArperaliiii epekTy HaTpito HiTponpycuny. HeMae xkogHol
iHdopMmarril mopo 6e3meKy 3aCTOCYBaHHS CUJIAeHadiny nalieHTaMu i3 TOpyIIeHHAMU
3ropTaHHs KpoBi ab0 roCTpoI0 NENTUYHOK BUPa3Kol0. TaKuM YMHOM, 3aCTOCYBaHHS
cungeHadiny namieHTamu ITi€i rpymny MOXKJIMBE JIUIIE IiC/IS PeTeNIbHOIL OIliHKY
CIIiBBIgHOIIIEHHS KOPUCTI Ta PU3UKIB.

ITonomiotcHi pevosuHu. TIniBKoBa 060/10HKa TabIeToOK MiCTUTh 1akTo3y. [Ipenapat Biarpa®
He CJIi[l 3aCTOCOBYBATH YOJIOBiKaM i3 TAKMMHU PiIKiCHUMHU CIIagKOBUMH MOPYIIEHHIMH, K
HEIepeHOCUMICTh TalaKTO3H, TOBHA HEIOCTATHICTh TaKTa3u abo ManbabcopOirist ToKo3u-
rajiakTo3H.

Lleit nmikapchKu# 3acid MicTuTh MeHIle 1 MMOJb HaTpito (23 Mr) Ha TabneTKy, ToOTO
IPaKTUYHO BiIbHUY Bif HaTpito. [Ipo 11e MokHa NPOoiHQOpPMyBaTH MAIli€HTIB, SAKi
OOTPUMYIOTHCS OIETH 3 HU3BKUAM BMICTOM HATPIlO.

[Ticns 3acTocyBanHs mo3u 100 Mr 3gopoBUME HOOPOBOIBISIME HE CIIOCTEPIranocs BIUIMBY Ha
MOPGOIIOTii0 Ui PyXOMiCTh CIIepMaTo30i1AiB (AuB. po3min «dapMakoguHaMika»).

Bmpama cayxy. JlikapsiM CJifl mopafuTy NalieHTaM IPUIUHUTY 3aCTOCYBaHHA iHTi6iTOpiB ®IES,
BKJIIOYAIOUH Ipenapar Biarpa®, Ta HeraiiHO 3B€PHYTHUCS 3a MEOUYHOTO JOIIOMOTIOK ¥ pasi pamToBoro
3HUKEHHS 49U BTpaTH CiIyxy. [Ipo mi siBuia, SKi TaKOXK MOXKYTh CYIIPOBOAXKYBATUCS A3BOHOM Yy ByXax
Ta 3allaMOPOYEHHSIM, IIOBIIOMIISNIOCS 3 acollialli€lo y 4aci i3 3actocyBaHHsAM iHribiTopis ®IIES,
BKJTIOYAIOuy Ipenapar Biarpa®. BusHauuTH, 4 I SBUINa IPAMO IIOB 3aHi i3 3aCTOCYBaHHAM



inribitopis ®IES uyu 3 iHmuMu pakTopaMu, HEMOXKIIUBO.

OOHOuacHe 3acMOCy8aHHA i3 einomex3usHUMu npenapamamu. Biarpa® YHHATL CHCTEMHY
CYIMHOPO3IINPIOBANIbHY [il0 Ta MOXKeE B ITOOAIbIIOMY 3HNKYBAaTH apTepialbHUN TUCK Y
TaIli€HTIB, SIKi 3aCTOCOBYIOTH TilTIOTEH3UBHI JTiKapChKi 3ac00u. Y OKpeMOMY AOCIiIXKEeHH]
JiKapChKOi B3a€MOil TPU OGHOYACHOMY 3aCTOCYBaHHi aMmoguminy (5 Mr abo 10 mr) Ta
npenapaty Biarpa® (100 Mr) mepopabHO CIIOCTEPIiraaocs cepefHe JoNaTKOBEe 3HMKEHHS
CHUCTOJIIYHOI'O TUCKY Ha 8 MM PT. CT. Ta AlaCTOJIIYHOI'O - Ha 7 MM PT. CT.

3axeoproeaHHs, W0 nepedaomucs cmamesuM WAAXoM. 3aCTOCYBaHHS IpenapaTty Biarpa® He
3axXUIlla€ Bifl 3aXBOPIOBaHb, 1110 MePeaaloThCSA CTaTeBUM HUIAXOM. CIIif pO3rIsaHyTH
MOXKJIMBICTD iH(pOPMyBaHHS NaIi€HTIB 1010 HEOOXiAHUX 3aM00IXKHUX 3aX0MiB AJIS 3aXUCTY
Bifl 3aXBOPIOBaHb, 110 IE€PEAAOThCS CTATEBUM IIJITXOM, BKJIIOUAIOYH BipyC iMyHOmeDinuTy
JIIOOVHH.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

IIpenapar Biarpa® He npu3Ha4YeHUH [JIA 3aCTOCYBAHHS XKiHKAMU.

30amuicmb eniueamu Ha weudKicmb peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Biarpa® Moxe MaTé He3Ha4YHHMI BIUIMB Ha KEPYBaHHS aBTOTPAHCIIOPTOM ab0 iHIIMMH
MexaHi3MaMu. OCKibKY Y XOMi KIiHIYHKUX OOCTiIXKeHb 3aCTOCYBAaHHS CHUIIeHadiNy MOBimOMIISAIOCT
TIPO BUMAJKK 3allaMOPOYEHHS Ta IMOPYIIeHHs 3 00Ky OpraHiB 30py, Iepef TUM SK CifaTu 3a KepMo
TPAHCIIOPTHOTO 3aco0y abo MmpallfoBaTH 3 iHITMMU MeXaHi3MaMu, IallieHTaM HeoOXilHO 3'sCyBaTH,
SIKOIO € IXHS iHIMBifyasbHa peakxllis Ha 3aCTOCYBaHHS Ipenapaty Biarpa®.

Cnoci6 3acmocyeaHHss ma do3u.
IIpemapaT 3aCTOCOBYIOTH IEPOPAJIBHO.

Iopocai. PekoMeH0BaHa mo3a npenapatTy Biarpa® cTaHOBUTL 50 MT Ta 3aCTOCOBYETLCS Y
pasi HeoOXimHOCTI TpUONIM3HO 3a TOAUHY OO CEKCyaJlbHOl aKTUBHOCTI. 3aJIe’KHO Bif
e(eKTHBHOCTI Ta MePeHOCUMOCTI ITpenapaTy 103y MoxkHa 30inbmuty 0o 100 Mr abo 3HU3UTHU
no 25 mr. MakcumasibHa peKOMeHI0BaHa f03a cTaHoBUTh 100 mr. YacToTa 3aCTOCYyBaHHSA
MaKCHMabHOI peKOMEHJ0BaHOI J03U IIpenapaTy CTaHOBUTH 1 pa3 Ha mo0y. [Ipu
3aCTOCYBaHHi Ipenapary Biarpa® min gac mpuiioMy ixXi #ist mpemnapary MoxKe HacTaBaTH
IIi3HiIle, HiXK IIpU X0ro 3aCTOCYyBaHHI HATIIE.

ITayieHmu aimHvo20 8iKy. HeoOxigHiCTh y KOpeK1ii 03U MallieHTaM JiTHBOTO BiKy (= 65 pOKiB)
BiICYTHSI.

ITauienmu i3 HUPKOBOW Hedocmamuicmio. [ Mali€HTiB i3 HUPKOBOIO HEOOCTATHICTIO JIETKOTO Ta
IIOMIPHOTO CTYIIeHs TSIXKKOCTi (KinipeHc kpeaTuHiny 30-80 Mi1/XB) peKOMeHI0BaHa [103a IIpernapary €



TaKOIO X, K HaBe[eHO BUIlle ¥ po3aiii «Jlopoci».

OCKi/IbKY y TIAI[iEHTIB 3 HUPKOBOIO HEIOCTATHICTIO TSIXKKOTO CTYIIEHs (KJIipeHC KpeaTuHiHY
< 30 m/xB) KnipeHC cunfeHadiny 3HUXKEHNUN, CHIi PO3TISHYTH MOXKJIUBICTh 3aCTOCYBaHHSA
mo3u 25 MT. 3asiexkHo Bifl epeKTUBHOCTI Ta MEPEHOCUMOCTI ITpemnapaTy npu HeoOXimHOCTi
o3y MOXKHa 30inbimuTH ocTynoBo Ao 50 Mr ta mo 100 wmr.

ITauieHmu i3 neuviHko8ow Hedocmamuicmto. OCKiNbKM y TAIliEHTIB i3 TeYiHKOBOIO HEOOCTATHICTIO
(HampuKIag MUPO30M) KiIipeHC cungeHadiny 3HUKeHUH, CITif PO3TISHYTH MOXKJIUBICTh 3aCTOCYBaHHS
mo3u 25 MT. 3asexkHo Bif eeKTUBHOCTI Ta IIEPEHOCHMOCTI ITperapary Ipu HeoOXiqHOCTi 103y MOXKHA
306inmbIuTH OCTYIIOBO 70 50 Mr Ta mo 100 mr.

ITauienmu, AKi 3acmocoa8yomb iHWi AiKapcuKi 3acobu. AKINO NalliEHTH OOHOYACHO 3aCTOCOBYIOTh
inri6itopu CYP3A4 (3a BUHSITKOM PUTOHABIPYy, 3aCTOCYBaHHS SKOT'0 OHOYACHO i3 cunpeHadinoM He
PEKOMEHOYEThCS, OUB. Po3Tinu «OcoBIMBOCTI 3aCTOCYBaHHSI» Ta «B3a€EMOfid 3 iHIMMMU TiKapChKUMU
3acob0amMu Ta iHIII BUOU B3a€EMOMIil»), CIIifl PO3TISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IIOYaTKOBOI 1031
25 MT.

3 MeTOI0 MiHiMi3alil MOXKJIMBOTO PO3BUTKY IIOCTYPaIbHOL TiOTEH3il y Malli€HTiB, Ki
3aCTOCOBYIOTh 07I0KaTOPU (-afipeHOPELIETITOPIB, CTAH TAKKX MAlli€HTIB MTOTPiIOHO
cTabinmisyBaTy 3a MOIOMOTr0I0 6JI0KATOPiB -agPEHOPEIENTOPIB 0 ITOYaTKy 3aCTOCOBYBaHHS
cunpgeHadiny. TakoX CITifl pO3TISHYTH MOXKJIMBICTh 3aCTOCYBaHHS IIOYAaTKOBOI 03U 25 MT
(ouB. po3pinu «OcobIUBOCTI 3aCTOCYBaHHS» Ta «B3aemofiia 3 iHIIMMHU JTiIKapCbKUMU
3aco0aMu Ta iHIIT BUOU B3aEMOMI»).

Himu.

[Ipemapat He MMOKa3aHUM 10 3aCTOCYBaHHS 0cobaMu BikoM 1o 18 pokis.

Ilepedo3yeanHsi.

Y xomi KNMiHIYHUX JOCHIZXKEeHb 3a y4acTio JOOPOBOJIBIIB ITifl Yac 3aCTOCYBaHHS Pa30Boi 403U
cungeradiny mo 800 mr mobiuHi peakiii Oynu MOgiOHUMHU OO THUX, IO CIIOCTEPITaNucs Ipu
3aCTOCYBaHHI cunmeHadiny y HUXKYUX q03ax, aje 3yCcTpivanucs dacrime Ta Oyau Oinbi
TSIKKAMU. 3aCTOCyBaHHA cungeHadiny y go3i 200 Mr He IpHU3BOOUIIO [0 MigBUILIEHHS
e(eKTHBHOCTI, ajle CIPUYMUHSIIO 3POCTAaHHS KilTbKOCTi BUNIQMIKiB PO3BUTKY IOOIYHUX peakKIlii
(romoBHOTO 6010, IPUIIJIMBIB KPOBi, 3alIlaMOPOYEHHS, NUCIIEICii, 3aKIafleHOCTi HoCa,
OpyIIeHb 3 00Ky OpraHiB 30py).

Y pasi nepemo3yBaHHS P HEOOXiMHOCTI BAAIOTHCS 10 3BUYANHUX IMiATPUMYIOUYHX 3aXOiB.
[IpucKopeHHS KIIipeHCy cunpeHadiny npu reMopiani3i MaJIo¥MOBipHEe BHACTiOK BUCOKOTO
CTyTeHS 3B’I3yBaHHS MpemnaparTy 3 6inkamu Ijla3My KPOBi Ta BiICYTHOCTI eiMiHaIllil
cungeHadiny i3 cegero.



ITobiuni peakuii.

IIpodins Gesnexu mpenapaty Biarpa® 6a3yeTscs Ha gaHKX, OTPUMaHUX Bif 9570 marieHTis y
xomi 74 moaBifHO Cinmux miaebo-KOHTPOIbOBAHUX KIIHIYHUX JOCIimKeHb. HaltuacTie
TIOBiMOMIISITIOCS TIPO Taki mo6iuHi peakiiii, IK roJIoBHUM 6iflb, MPUIIINBY KPOBI, MUCIIETICis,
3aKJafieHiCTh Hoca, Oilb y CIIMHI, 3alaMOpPOYeHHS, HyOOoTa, IPUILINBY XKapy, IOPYIIEeHHS
30py, IiaHOIICist Ta 3aTbMapeHHs 30py. IHpopMallisg mono nmobivyHUX peakliit y paMKax
IIOCTMapPKETUHTOBOI'0 CIIOCTEpexXeHHs Oyia 3ibpaHa MpoTSIroM Imepiogy TpuBasicTio Ginblie
HixK 10 pokiB. OCKinbKY 3asiBHUKOBI ITOBITOMIISIIOCST HE TTPO BCi MOOiYHI peakiril Ta He BCi
noOiyHi peakuii Oynu BKIodeHi B 6a3y gaHUX 3 0€3MeKH, 4aCTOTa TaKUX peakiliii He Moxe
OyTH DOCTOBIPHO BU3HAYEHA.

Yci kniniyHo 3HauyI nobGivHi peaxkiiii, 110 crocTepiranucs mif Yac KTiHiYHUX OOCTiIXKeHb
yacTille, HiXK IPU 3aCTOCYBaHHi m1alebo, HaBeOeHO HUK4e BigmoBimHO M0 Kitacudikarrii
«CucreMa-opras-Kjaac» Ta 4aCTOTHU: Ayxe dacTo (= 1/10), vacto (= 1/100 - < 1/10), HEeyacTo
(= 1000 - < 1/100) ta pigko (= 1/10000 - < 1/1000). ¥ Mexkax KOKHOl 4aCTOTHOI TPyIIH
no0iyHi peakilii HaBedeHO Y MOPSIAKY 3MEHIIEHHS iX CepPHO3HOCTi.

[HDeKIIiMHI Ta iHBa3WBHI 3aXBOPIOBAHHS,

Heuacmo: PUHIT.

Posnany 3 60Ky iMyHHOI CHCTEMH.

Heuacmo: TinepyyT/IUBICTE.

Po3nagyu 3 60Ky HEPBOBOI CHCTEMH.

Iyoice yacmo: TOMOBHUM Oiflb.
Yacmo: 3al1aMOPOYEHHS.
Heuacmo: COHIUBICTB, TillecTe3sid.

Pioko: iHCynbT, TPDAH3UTOPHA illleMiYyHa aTaka, CygqoMU*, peLUAUBY CyIoM*, CHHKOIIE.

Po3nagu 3 60KY OpraHiB 30py.

Yacmo: OpyILIeHHs CIPUUHATTS KOIbopy**, po3nagu 30py, 3aTbMapeHHS 30Dy .

Heuacmo: po3naau CIbO30BUAINEHHI***, Oinb B ouax, poTodobis, poTomcis, rimepeMist ouei,
SICKPaBICThb 30PY, KOH FIOHKTHUBIT.

Pioko: HeapTepianbHa NepegHs illleMidyHa HEUPOIaTisd 30POBOr0 HepBa*, OKJII03is CYAUH CIiTKiBKU*,
peTUHaIbHUY KPOBOBUJIUB, apTEPIOCKIEpPOTUYHA PETUHOIIATIS, IIOPYIIeHHS 3 00Ky CiTKiBKH,
rinaykoMma, gedekTu 1mosig 30py, QUIIJIONIs, 3HUKEHHS TOCTPOTH 30PY, MiOIIisl, aCTEHOIis, MiaBaoyi
IIOMYTHIHHS CKJIMCTOTO Tijla, IOPYIIeHHs 3 00Ky palAyKHOi 000JI0HKY, Mifipia3, mosgBa CAIYUX
KPYTiB HABKOJIO A2Kepesia CBiT/a (rajo) y mosi 30py, HabpsK o4el, MPUIYyXJIiCTh O4el, MOPYIIeHHS 3
00Ky ouel, rimepeMisi KOH'IOHKTUBH, TIOOPa3HeHHs 04Yel, aHOMaJbHi Bif4yTTs B 04aX, HabpSK IMOBIK,
3HeOapBIIeHHS CKIIEPH.



Posnamu 3 60K§Z OQFaHiB CIIyXy Ta BeCTI/I6yH${QHOFO araparTy.

Heuacmo: 3al1aMOpPOY€HHS, A3BiH Y ByXax.
Pioko: rnyxora.

Po3nagu 3 60Ky ceplis.

Heuacmo: Taxikappisi, mocujieHe cepreduTTs.

Pioko: panToBa cepleBa cMepTh*, iHbapKT MioKapaa, IUTYHOYKOBa apuTMis*, GiOpumnsiris
nepercepnb, HecTtabibHa CTEHOKAPMis.

Po3nagy 3 60Ky CYIOUH.

Yacmo: TPUILINBY KPOBi 10 00IMYYs, IPUIUBY XKapy.

Heuacmo: TinlepTeH3id, TinoTeH3id.

Po3nagu 3 60KV pecrnipaTOpHOI CHCTEMH, OPraHiB rPYIHOI KIITKU Ta CEPEeNOCTiHHS.
Yacmo: 3aKnafieHiCTh HOCA.

Heuacmo: HOCOBa KpOBOTeYa, 3aK/IafieHICTh IIPUAATKOBUX 1a3yX HOCA.

PidKo: BimuyTTsI CTUCHEHHS Y TOPJIi, HAOPSK CI130BOi 000JIOHKK HOCA, CYXiCTh Y HOCI.
Po3nagy 3 60Ky IITYHKOBO-KHIIKOBOTO TPAKTY.

Yacmo: HyAo0Ta, OUCIIEICis.

Heuacmo: racTpoe3odareanbHa pedarokcHa xBopo0Oa, 01r0BaHHs, 0iflb y BepXHiN YaCTHHI
JKUBOTAa, CYXIiCTh Y POTi.

Pioko: rinecTe3isg poTOBOI TOPOKHUHMU.

Po3nagy 3 60Ky WIKipU Ta HiAMIKipHOI TKAHWHM.

Heuacmo: BUCUIIQHHA.

Pioko: cunmpoMm CriBeHca - [I;)KOHCOHa*, TOKCHUYHHUM elifiepManbHUul HEKPOITi3*,

Po3nagy 3 60KY OIOPHO-PYXOBOI'0 anapaTy Ta CIONYYHOI TKaHWHHU.

Heuacmo: Mianrisi, 0inb y KiHIliBKaX.

Posnamy 3 60KY CEYOBUIITEHOI CUCTEMH.

Heuacmo: TemMaTypis.

Po3nagu 3 60KY penponyKTUBHOI CUCTEMU Ta MOJIOYHHUX 3aJ103.

Pigko: KpoBOTeYa 3i CTaTEBOr0 4YJieHa, Mpiami3M*, reMaToCIIepMisi, TOAOBXKEHA ePeKIIis.



3arasbHi po3yagy Ta peakilil Y MicIli BBeIeHHS.

Heuacmo: 0inb y TPy[sxX, MigBUIleHA CTOMJIIOBAHICTh, BIIUYTTS XKapy.

Pi0oko: moipa3HeHHS.

OO6CcTeXKEeHHS.

Hevacmo: mifgBUIlleHa YaCTOTa CePLeBUX CKOPOUYEHE.

* [ToBimoMISIOCS NUllle IIif Yac OOCHiAXKeHHS IIiCIg BUXOOy IIpelapaTy Ha PUHOK.

** [IopylLIeHHS COIPUUHATTS KOJIbOPY: XJIOPOIICisg, XpOMAaTOIICis, LiaHOIICis, EpPUTPOIICI,
KCaAHTOIICif.

***k TTopyIiieHHS CIIbO30BUAIIEHHS: CYXiCTh B 04YaX, IOPYIIEHHS CIbO30BUAIIEHHS Ta
TiIBUIIEHHSA CIIbO30BUIITIEHHS.

Huxye3a3HaueHi gBUIlla CIOCTepiranucsa y < 2 % Mali€eHTiB Y X0 KOHTPOJIbOBAHUX
KJTIHIYHUX JOCTiAXKEeHb; MPUUNHHUN B3a€EMO3B 130K He BU3Ha4YeHu. [I0BifoMIeHHS
BKJTIIOYAJIM SIBUIIA, 110 MaJiyd BipOTiHHUY 3B'A30K 13 3aCTOCyBaHHAM IIpenapary. fABuila, ki
He Oy/M 3a3HaveHi, Oyau TeTKUMHU Ta MOBimOMIeHHS OyIH AyKe HeTOUHUMH, 11100 MaTH
3HAYEHHA.

3aeanvri. Habpsk o6muyysi, peakilii GOTOUYTIMBOCTI, IIIOK, acTeHist, Oiib, panToBe MaliHHS,
Oinb y KUBOTi, PANTOBE IOUIKOIXKEHHSI.

3 60Ky cepueso-cy0uHHoi cucmemu: CTeHOKapmist, AV-6710kafa, MirpeHs, mocTypajabHa
rinmoTeHsis, imemisa Miokapaa, TpoM003 CyAWH T'OJIOBHOT'O MO3KY, PaliTOBa 3yNMHKA CEPId,
BimxuneHHs nmoka3HukiB EKI', kapmioMionaris.

Po3aadu 3 60Ky WAYyHKOBO-KUWKOB020 MpPakmy: TIIOCUT, KOJIIT, mrcdarisi, racTpUT, raCTPOEHTEPHT,
e30(arit, CcToMaTHUT, MOPYIIeHHS pe3ybTaTiB MEeYiHKOBUX P00, peKTajlbHa KPOBOTEYa, TiHTiBIT.

3 6oky cucmemu kpogi ma Aim¢pamuyHoi cucmemu: aHEMisI, TeUKOIIEeHis.

Posnadu memaboaizmy ma xapuyeaHHs: CIipara, HaOpsK, mogarpa, HectabinbHui miaber,
rimepriikemis, nepudepuydHi HaOpsgKy, TinepypuKeMis, TilOrIiKeMis, rimepHaTpieMis.

Po3nadu 3 6oky ckesnemHo-M’ 230801 cucmemu: apTPUT, apTPO3, PO3PUB CYXOKUJIIIIA,
TEHOCHHOBIT, Oi/Ib y KiCTKax, MiaCTeHisi, CHHOBIT.

Po3snadu 3 60Ky Hepeosoi cucmemu: aTaKCisg, HeBparis, HedpomarTis, mapecTtesis, TpemMop,
BEPTHUTO, Ienpecis, 6e3COHHS, aHOMaJIbHi CHOBUOIHHS, 3HUXKEHHS pedIIeKCiB.

Po3znadu 3 6oky OuxanbHoi cucmemu: aCTMa, DUCITHOE, JTaPUHTIT, GapUHTIT, CHHYCUT, OPOHXIT,
IIOCUJIeHe CIIMHOBUINIEHHS, IOCAJIEHHS KA.

Po3znadu 3 6oky wKipu: KPOIIUB'THKA, Tepriec, cBepOixk, MiTIUBICTh, BUPA3KU LIKipH,
KOHTAKTHUM OEePMaTUT, eKCPOIiaTUBHUYN TePMaTHT.



Cneuuciuni 8iduymms: paliTOBe 3HUKEHHS YU BTpaTa ClyXy, OiJib y ByXaX, KDOBOBUJIUB Y OKO,
KaTapakTa, CyXiCTb B O4aX.

Po3nadu 3 60Ky ypozeHimaabHoi cucmemu: UCTUT, HIKTYPif, MiIBUIleHa YaCTOTa
CEUYOBUITyCKaHb, 30iNIbIIIEHHS MOJIOYHUX 3aJ103, HETPUMaHHSA Cedi, OPYIIeHHs eaKysllil,
HaOpPsIK CTaTEBUX OpPraHiB, aHOPra3Mis.

IocBin 3acToCyBaHHS IiC/Is BUXOOY Ha PUHOK. [Ticns BUXo#y npenapaTy Ha PUHOK OyiIu

inenTudikoBaHi HUXKYe3a3HayeHi Mo6iuHi peakiril. OCKinbKY PO TaKi peakilil IOBiIOMISAIOTh
NOOPOBINBHO Ta MOBIAOMIIEHHST HAAXOASTh Bifl MOMYIALil HEBIJOMOI YMCENIbHOCTI, HE 3aBXKAU
MOXKHa [IOCTOBIPHO OIIIHUTH 1X 4YaCTOTY Ta BCTAHOBUTH IPUYMHHUY 3B’I30K i3 €KCIIO3ULIIEI0
nikapcekoro 3aco0y. Lli sBuria 6ynu 3a3HadeHi IK yepes iX Cepito3HiCTh, YaCTOTy
IIOBiOMJIEHHS, BiICyTHICTh YiTKOT'O aJIbTePHATUBHOIO 3B’SI3Ky, TaK i uepe3 KoMOiHallif0 IIUX
(dhakTOopiB.

Cepueeo-cyouHHi ma uepebposackyasapHi seuuid. [ToBimoOMIAIOCS PO CEPHO3Hi CepLeBO-CyIUHHI,
11epe0pPOBacKyJIIpHi Ta CyIWHHI SIBUIA, BKITI0Yai0un 1epedpoBacKyIspHY KPOBOTEYY,
cy0apaxHOiganbHy Ta BHYTPIilIHbOIIEpeOpalbHy KPOBOTEYY Ta JIETEHEBY KPOBOTEUY, 110 Oyiu
TIOB’s13aHi y 4Yaci i3 3acToCyBaHHSM Ipenapary Biarpa®. ¥ GibIIocTi maiieHTis, ane He y BCiX, Oyiu
HasiBHI (paKTOpU CeprieBO-CyOgUHHOTO PU3UKY. [ToBimomsinocs, 1m0 6araTo 3 IUX SBUI BUHUKIIH IIif
yac abo Bigpa3dy micis ceKcyaabHOI aKTUBHOCTI Ta AeKinbKa SBUI BUHUKIIM Bipas3y micis
3aCTOCyBaHHA Ipenapary Biarpa® 6e3 cekCyalbHOI aKTUBHOCTI. IHIII SBHUING BUHUKIIM IPOTATOM
HaCTYIHUX TONMH 4M [HIB MiC/Is 3aCTOCYBaHHs Ipemnapary Biarpa® Ta ceKCyalbHOI aKTHBHOCTI.
HeMoXI1MBO BCTAHOBUTH, UM 1i sIBUILA MOB'g3aHi i3 3aCTOCYBaHHAM IIpernapary, i3 ceKCyanbHOI
aKTUBHICTIO, i3 HAsIBHUMU (aKTOpaMu PU3UKY UM i3 KoMOiHalliero uux HakTopiB, Yy 3 iHIIUMU
dbakTOpaMu.

KposoHocHa ma aimgpamuyHa cucmemu: Ba300KIIO3UBHUN KPU3. Y HEBEJIMKOMY 3aBUYaCHO
IIPUIIMHEHOMY OOCIIAKEeHH] 3aCTOCyBaHHS npenapaty PeBaiuo (cungeHadin) 3a y4acTio
Ialli€HTIB 3 JIETEHEBOI apTepiaJbHO0 TilePTeH3i€10, BTOPUHHOIO LI0A0
ceprononiOHOKITITUHHOL aHeMil, TPy 3aCcTOCYBaHHi cunmeHadiny Mpo PO3BUTOK
Ba300K/II03UBHUX KPU3iB, 1110 MOTpeOyBaiu rociiTanisallil, ToBiIoMIISI0Cs YacTillle, HiXK IIpH
3acToCOBYyBaHHi mane6o. Kininiune 3HaveHH 11iel iHGopMalrii ojis maiieHTiB, ki
3aCTOCOBYIOTH IIpenapaT Biarpa® 3 MeTo JIiKyBaHHS epeKTUIbHOI nuChYHKII, € HEBiIOMUM.

Hepsosa cucmema: TPUBOTA, TPAH3UTOPHA ri100aTbHa aMHE3is.
Cneuuciuni giduymma.

Cayx. Ilicns Buxomy nmpemnapaTy Ha PUHOK ITOBIAOMIISIJIOCS IIPO BUITAOKU PAlTOBOTO 3HUKEHHS
4{ BTPATH CIIyXy, [IOB’sI3aHi y Yaci i3 3acTocyBaHHAM Ipenapary Biarpa®. V meskux
BUTIaJKaX MMOBiIOMIISNIOCS PO HasBHICTh MEAUYHUX CTaHiB Ta iHIKX (HaKTOPiB, 110 MOT TN
BifirpaTu posb y pO3BUTKY IMOGIUHUX peakilii 3 00Ky cnyxy. Y 6araTboxX BUIagKax
iH(opmaLis mo[o MoJaIbLUIOro METUYHOTO CIIOCTEPEeKEHHS BiACyTHSI. BU3HauuTH, 49U 1i
IBMIIA IPSMO II0B’I3aHi i3 3aCTOCYBaHHAM Ipenapary Biarpa®, 3 HasgBHMMH GaKTOpaMu
PU3UKY BTPATH CIyXy, 3 KoMOiHalli€lo nux GakKTOpiB UM 3 iHIMMMHU (PaKTOpaMu, HEMOKIIUBO.

3ip: TUMYacoBa BTpaTa 30py, IOYEPBOHIHHSA O4Yel, [Ie4YiHHd B 04aX, [iABUIIIEHHS
BHYTPILTHEOOYHOTO TUCKY, HAOPSAK CiTKiBKHM, CyIMHHI 3aXBOPIOBAaHHS CiTKiBKM YU KPOBOTEYa,



BifllIapyBaHHA CKJIMCTOTO Tija.

[Ticna Buxopdy mpenapaTy Ha PUHOK PigKO MOBIJOMIISIOCS IIPO BANIAOKM HeapTepiaabHOL
IIepedHbo] illeMigyHOl HeBPOIaTii 30POBOT0 HEPBA, III0 € IPUYKUHOIO 3HUKEHHS 30Dy,
BKJII0YAlO4¥ IIOCTiMHY BTPATY 30pY, SIKi OyJM MOB’s13aHi y Yaci i3 3aCTOCyBaHHSM iHTibiTOPIB
O®IIE5, BKI0OYayy npenapar Biarpa®. ¥ 6arathox HallieHTiB, ale He Y BCiX, OyIx HasBHI
aHaTOMiuyHi a0 cynuHHiI (paKTOpPU PU3UKY PO3BUTKY HeapTepialbHOI TepeqHbol imeMigHo1
HeBpoNarTii 30poBOT0 HEPBa, BKIII0Ual0yu (ane He 00MeXYI0UUCh) TaKi: HU3bKE
CIIiBBiIHOIIIEHHS [liaMeTPy eKCKaBallil Ta IUCKY 30pOBOT0 HEPBa (3aCTiHUY OUCK 30POBOTO
HepBa), Bik moHaf 50 pokKiB, TinepTeH3is, 3aXBOPIOBaHHS KOPOHAPHUX apTepiH,
rinepminigeMis Ta maniHHEg. HeM0XK/IMBO BU3HAYXTH, UM 1Ii SBHUINA IPSIMO [10B’g3aHi i3
3acTocyBaHHSM iHTi0iTOpiB ®IIES y¥ 3 HAIBHUMM aHATOMiYHUMU ab0 CyTUHHUMU
dbakTOopaMu pU3UKY, YU 3 KOMOiHAIli€l0 IUX BCiX (PAaKTOPIB, YX 3 iHIMKUMU (HaKTOPaAMHU.

3gimyeaHHs npo nido3proeaHi nobiyHi peakuii. 3BiTyBaHHS IIPO MMif03pIoBaHi Mo6GiYHi peakiii micus
peecTpaliil TiKapCchKoro 3acofy Ma€ BaX/uBe 3HaueHHs. Lle Jae 3Mory npoBoauTH Oe3MepepBHUN
MOHITOPUHT CIiBBIAHOIIEHHS KOPUCTI i pU3UKIB, II0B'I3aHUX 13 3aCTOCYBAHHSM I[LOT0 JIIKAPCHKOI'0

3aco0y. JlikapsMm crtif 3BiTyBaTH Ipo OyOb-sKi migo3pioBaHi mobiyHi peakiii BigmoBigHO 10 BUMOT
3aKOHOMIAaBCTBa.

Tepmin npudamHocmi. 5 POKiB.

YMmoBH 30epiranssi.

36epiraTy B OpUriHaibHii yrakosui npu TemmnepaTypi He Bume 30 [] C. 36epiratu y
He[OCTYIIHOMY [JIfl OiTey MicCLi.

YnakoBka.
25 me: 1o 4 TabneTtku y 6mictepi, mo 1 6micTepy B KapTOHHiM KOPOOIIi.
50 me: 10 1 a6o 1o 4 TabmeTku y OmicTepi, mo 1 6micTepy B KapTOHHI# KOPOOIIi.

100 me: 110 1 abo no 2 tabneTku y Gmictepi, mo 1 6icTepy B KapTOHHIN Kopooiii; 1o 4 TabneTku y
OmicTepi, mo 1 a6o mo 2 6icTepu B KapTOHHIN KOPOOITi.

Karteropist Bimmycky. 3a pelLenToMm.

BupoOHHUK.

®apeBa AmGya3 / Fareva Amboise.



Micue3Haxo/KeHHsI BHPOOHHMKA Ta HOro afpeca Micus NPOBaiKeHHs Tis/IbHOCTI.
3one IHpmacTtpiane, 29 poyTt gec Iagactpic, 37530 IToce-cop-Cic, ®panirig /

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



