IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KOHEI'PA TEJIIOKC

(KONEGRA DELUXE)

Cknaa:
Oitoua peuosuHa: CungeHadi;

1 TabneTKa XyBaJibHa MiCTUTb cunpeHadiny nurpaty 70,24 MT eKBiBaleHTHO cungeHadiny
50 Mr;

1 TabmeTKa XKyBanabHa MiCTUTH cunmeHadiny nutparty 140,48 Mr ekBiBaleHTHO cunmeHadiny
100 mr;

donomiscHi pevoguHu: KaJlilo MMOJIAKPUITiH; BOAA OUYMINEHa; KaJIilo rigpokcu abo K1ciaoTa
XJIOPUCTOBOMHEBA; MarHil0 cTeapaT; KPeMHilo mioKcu[ KooigHui 6e3BogHu; acnaptam (E
951); HaTpito KpocKapMen03a; apoMaTH3aToOpP M ATHUM; J1aKT03a, MOHoriapart; mosigoH K-30.

JIikapcbka ¢opma. TabmeTKH KyBalbHi.
OcHOBHI (pi3uKo-XiMiuHI 81aCMUBOCMI:
mabsaemxu no 50 me: 6imi, TPUKYTHI, ABOOIYKIIi TaOneTKu 3 TUCHEHHSIM «50» 3 0HOT0 OOKY;

mabaemxku no 100 me: 6ini, TpUKyTHI, [BOONYKIIi TabneTKu 3 TUCHEHHSIM «100» 3 ogHOTO GOKY.

dapMakoTepaneBTHYHA rpymna. 3aco0u, 1110 3aCTOCOBYIOTLCS IIPH €PEKTUIIbHIN OUCHYHKIIII.
Cunpenadin. Kog ATX G04B E03.

dapmakono2iuHi e1acmueocmi.
®apmakoOduHamika.

Mexani3Mm pmii. CunpmeHadin € mpemnapaToM Ajis TepopaibHOTO 3aCTOCYBaHHS, IPU3HAYEHUM [T
JIiKyBaHHS ePeKTUIbHOI gucyHKIil. [Ipy cTaTeBoMy 30yKEeHHi ITpenapaTt BifHOB/IIOE 3HUKEHY
E€PEeKTUNIbHY (YHKIIII0 IMIJITXOM IIOCUJIEHHS IPUTOKY KPOBI [0 IeHica.

®i3iomoriyHuY MexaHi3M, 110 3yMOBIIIOE €PEeKIlilo, BK/II0Ya€ BUBIIbHEHHS OKCUOy a30Ty (NO) y
KaBEPHO3HUX Tijlax IIifl 4ac CTaTeBOT0 30ymKeHHs. BUBibHEHUN OKCUL @30Ty aKTUBYE GEPMEHT



TyaHinaTHIUKIa3y, [0 CTUMYJIIOE MiABUIIEHHS PiBHS UUKIIIYHOTO I'yaHO3WHMOHOpochaTy (I M®), 110,
y CBOIO Uepry, CIpUYUHSE PO3ciabaeHHs T71agKol MyCKyIaTypyd KaBepPHO3HUX TiJl, CIIPUSIIOYN
IIPUTOKY KPOBI.

CunpgeHadin € mOTyKHUM Ta CelleKTUBHUM iHribiTopom ul Md-cnenudiynoi hocdoniectepasu

5 (®JE5) y kaBepHO3HUX Tinax, ne ®IE5 Bignosigae 3a po3nan ul M®. Bonus cunpeHadiny Ha
epexl1ito Mae nepudepuyHuit xapakrep. CunneHadin He YuHUTL Oe3MOCEPEIHBO] pelaKCyooUoi fii Ha
i3071bOBaHI KABEPHO3HI Tijla TIOAUHHU, ajie IOTYKHO IIOCHUITIOE po3ciabmioouy aito NO Ha gaHy
TKaHUHY. [Ipu akTuBanii MetabomnigyHoro nuisixy NO/ul'M®, mio BinOyBaeThCs IIpU CTaTEBIl
ctuMynsii, inribyBanus cungeradinom ®IES npu3BoguTh O0 MigBUllleHHS PiBHS I MO y
KaBEpPHO3HUX Tisax. TakKuM YMHOM, AJis TOTO, 106 cunmeHadin CIpUYUHSIB NOTPiIOHMIM
dapmakosoriuaui eekT, HeoOXifmHe cTaTeBe 30yIXKEHHS.

BrnuB Ha papMakonuHamiky. [OCTiAXKeHHS in vVitro IpoOAeMOHCTPYBalIy, 10 cungeHadin €
cenektuBHUM 10 OIIED, 110 Oepe aKTUBHY y4acTh y Ipolieci epekilil. Biinus cungenadiny Ha
OIIES moTyxHimmmi, HiK Ha iHIIl Bigomi pocdomiectepasu. Lleit epexTt y 10 pasis
TOTYKHilMH, HiXK edpekT BrnuBy Ha OIIEG, 110 6epe y4acTh y mpoliecax GOTOnepeTBOPEHHS
y citkiBLi. [Tpy 3acToCcyBaHHI MaKCUMaJIbHUX PEKOMEH0BaHUX 03 CEJIEKTUBHICTH
cunpgeHadiny go OIIE5 y 80 pasis mepesuiiye 1oro cenektusHicTs o OIIE1, y 700 pasis
BUIla, HiXK 0o ®IE2, ®IE3, ®IIE4, ®IE7, ®IIES, ®E9, ®IE10 Ta ®[IE11. 30KpeMa,
cenekTuBHicTh cunaeHadiny go ®IES y 4000 pa3siB nepeBulillye WOr0 CEIEKTUBHICTD OO
OIE3 - utAM®-cnenudiunoi izodopmu dhochomiecrepasu, 1o 6epe y4acThb y perymnsiii
CepIeBOl CKOPOTIIUBOCTI.

dapmakoKiHemuka.

A6cop6rris. CunpeHadin mBuaKo abcopOyeThcsi. MakcuMalbHa MIa3MOBa KOHIIEHTpallis
mpemnaparty gocsaraetbcs nIpoTaroM 30-120 xBunuH (i3 MefiaHo0 60 XBUANIKWH) MiCIS MOTO
IIepPOPaIbHOTO 3aCTOCYBaHHS HaTIre. CepenHs abcomoTHa 6i100OCTYIHICTD micis
IIepOPasIbHOT0 3aCTOCYBaHHS CTaHOBUTH 41 % (3 miama3oHOM 3Ha4eHs Bif 25 10 63 %). ¥
PEeKOMeHIOBaHOMY Hiama3oHi 103 (Bifg 25 mo 100 mr) mokasuuku AUC Ta C,,, cungeHadiny micmus
110T0 ITepopasIbHOr0 3aCTOCYBAHHS MigBUIIYIOTHCS IIPOMOPIINHO A0 OO3H.

[Tpu 3acTocyBaHHi cungeHadiny mig 4ac nmpuitoMy ixki cTymiHb abcopOilii 3HUKYETHCS i3 cepeiHiM
nopoBxeHHAM T, 0o 60 xBuIKH i cepenHiM 3HUXKeHHAM C, . Ha 29 %.

Posmopin. CepefHiii piBHOBaxXHUK 00’'eM po3nofiny (V,) craHoBuTh 105 miTpiB, 10 CBIIUUTH
IIPO PO3IOALI IIpenapaTy B TKaHUHAX opraHi3My. [licia omHOKpaTHOr 0O epopaaibHOIo
3acTocyBaHHA cungeHadiny B mo3i 100 Mr cepeHss MakKCHMallbHa 3arajbHa IIJTa3MOBa
KOHIIEHTpallis cungeHadiny cTaHoBUTL Tpubnu3Ho 440 Hr/Mi (KoediuieHT Bapiatril
ctaHOBUTB 40 %). OCKinbKY 3B’43yBaHHS CUIAEHa]iIy Ta UOro rooBHOTO N-gecMeTu-
MeTaboiTy 3 6inkamu mira3Mu gocsrae 96 %, cepeqHs MakKcuMallbHa IJIa3M0OBa
KOHIIeHTpallisg BinbHOTO cunmeHadiny mocsrae 18 ur/mn (38 amonb). CTymiHb 3B’ SI3yBaHHS 3
Oinkamu I1a3MHU He 3aJIeKUTh Bif] 3arabHUX KOHIIEHTpalliil cunneHadiny.

Y 3mopoBux mOOPOBOJIBIIIB, SIKi 3aCTOCOBYBaU cunpeHadin omHOKpaTHO B mo3i 100 Mr, yepes
90 xBunuH B esKynaTi Bu3Havanocs menire 0,0002 % (B cepegaromy 188 Hr) 3acTOCOBaHOI AO3H.

BioTpancdopmais. MeTabomiam cunmeHadiny 30iiCHIOETHCS TOJIOBHUM YHHOM 3 Y4aCTIO
MikpocoManbHuX i30epmenTiB nedinku CYP3A4 (ronosuui msax) tTa CYP2C9



(opyropsipmHui 1uisax). [0M0BHUY HAPKYTIOI0YNY MeTabO0IIT YTBOPIOETHCSA IIISIXOM N-
neMeTusoBaHHs cunpeHadiny. CenekTuBHiCTh MeTabomiTy BimHOcHO ®IES mopiBHSHHA 3
CeJIeKTUBHICTIO cunmeHadiny, a akTuBHICTE MeTabomiTy BimHOCHO ®IIES CTaHOBUTH
mpubnu3Ho 50 % aKTUBHOCTI BUXigHOI pedoBUHHU. [171a3M0Ba KOHIIEHTpPAIlisS IIbOT0
MeTaboIiTy cTaHOBUTH nMpubnu3no 40 % KoHIeHTpallil cungeHadiny y mma3mi Kposi. N-
neMeTHUIbOBaHUN MeTaboJIiT 3a3Ha€ MogabiIoro MetaboniamMy, a mepion #oro
HaliBBUBEOEHHS CTAHOBUTD MPUOIU3HO 4 TOOUHH.

Eniminamis. 3araabHuM KIipeHC cunaeHadiny ctTaHoBuTh 41 11/rof, 3yMOBIIIOI0YH IIepiof 10T0
HalliBBUBEOEeHHS TPUBAIICTIO 3-5 roguH. 4K miciasg mepopaabHOTo, TakK i micias
BHYTPILTHLOBEHHOTO 3aCTOCYBaHHS €KCKpelisd cunpeHadiny y BUrismgi MetabomiTiB
3MiMICHIOETHCS TOJIOBHUM YHHOM i3 KasioM (mpubnu3no 80 % BBeOeHOI mepopaabHOl 103H1) Ta
MEHIII0I0 Mipolo 3 ceuero (mpubnu3Ho 13 % BBefeHOl TepopaibHOI I03H1).

dapmakokiHemuka 8 0cob.1usux 2pyn nayieHmis.

[NanieHTH MTHBHOTO BiKY. Y 3[0POBUX HOOPOBOIIBIIIB JTITHLOTO BiKYy (BiKOM Bif 65 poKiB) Bim3Hayanocs
3HUXKEHHS KJIpPeHCy cuiifeHadiny, 10 3yMOBJIIOBaIO MiABUIEHHS [1IJa3MOBUX KOHIIEHTpALil
cunpeHadiny Ta ¥oro akTUBHOT0 N-IeMeTUIbOBaHOT0 MeTaboriTy npubau3uo Ha 90 % mopiBHAHO 3
BiIIIOBIMHMMM KOHILIEHTPAIlISIMY Y 3[0POBUX H0OPOBOIBIIIB MOIOANIOTO BikKy (18-45 pokiB). V 3B’43KYy 3
BiKOBMMHM BiIMiHHOCTSIMHU y 3B’sI3yBaHHi 3 OijTkaMu IIJ1a3Mu KPOBIi BifMOBigHE MigBUINEHHS I71Ta3MOBOI
KOHIIeHTPallil BinbHOTO cunmeHadiny ctaHoBumo npubnusuo 40 %.

HupkoBa HemocTaTHiCTb. Y HOOPOBOIIBLIB i3 MOPYIIeHHIMYU GQYHKIIII HUPOK JIETKOTO Ta
IIOMIPHOTO CTyIeHs (KiaipeHc KpeaTuHiny 30-80 Mi1/xB) papMaKoKiHeTHKa culgeHadiny
3aIMIIanacsa He3MiHeHOI0 i/ 10r0 OOGHOKPATHOI'O IIepopabHOr0 3aCTOCYBaHHA V 1031

50 mr. Cepepnni AUC Ta C,,,, N-meMeTunr0BaHOr0 MeTaboMmiTy mifBUIyBaIuCsS Ha MAaKCUMYM
126 % Ta MakcumyM 73 % BiATIOBiIHO MOPIBHSAHO 3 TAKUMH ITOKa3HMKaMM ¥ 0OOPOBOJIBIIIB
TAKOI0 X BiKy 0e3 mopyieHb QyHKIlil HUpoK. OgHaK Yepe3 BUCOKY iHOUBiIyanbHY
BapiabeNbHICTH 1i BigMiHHOCTI He Oy CTAaTUCTUYHO 3HAYYIIUMHU. Y TOOPOBOJIBIIIB i3
TSKKUMU MOPYIIEeHHAMY QYHKII HUPOK (KIipeHC KpeaTuHiHy HuxK4Ye 30 MJI/XB) KIlipeHC
cunpgeHadiny 3HUKYBaBCH, 110 TPU3BOAUIIO A0 cepenHix migsumeHb AUC ta C,,, Ha 100 % Ta
88 % BinmoBigHO MOPiBHAHO 3 HOOPOBOIBIIMU TAKOTO XK BiKy 6e3 mopyuieHb QPyHKINI HUPOK.
Kpim Toro, 3uauenns AUC ta C,,, N-meMeTrunb0BaHOTO MeTa0OIiTy 3Hayyllle IMiABUIIYBaIuCsT
Ha 200 % Ta 79 % BiAmoBigHO.

max

[TeuiHKOBa HEIOCTATHICTE. Y OOPOBOIBIIIB i3 IIMPO30M IEUiHKHU JIETKOTO Ta TOMipHOT0
cTtymneHs (knaciB A ta B 3a knacudikauiero Yaunga-I1'10) KiipeHc cungeHadiny 3HUXKyBaBCH,
mo npu3Boguio oo nigsuieHHS AUC (84 %) ta C,,, (47 %) HOPiBHSHO 3 BiATIOBIAHUMU
IIOKa3HUKaMH y OOPOBOJIBIIIB TAKOTO XK BiKy 0€3 IMOpyIleHb GYHKIIN MeYiHKHU.
dapMakKOKiHETUKY CUieHa]iny y MalieHTiB i3 mopyleHHAMY QYHKIIIN MeYiHKU TSIXKKOT0
CTyIE€HSI HEe BUBYAIIH.

KrinigHi xapaKTepUCTHKH.

IToxka3auns.



[Ipenapat Konerpa [let0KC peKOMEHOYETHCS 3aCTOCOBYBATH YOJIOBIKaM i3 epeKTUIIBHOI0
nuc@yHKIIi€I0, IKa BU3HAYAETHCS K HE3[aTHICTh JOCATTH ab0 MigTpuMaTH epeKIliio CTaTEBOTO
YyjieHa, HeoOXigHY IS YCIIIIITHOTO CTaTeBOT0 aKTy.

IIns edekTuBHOI mii mpenapaTty KoHerpa [emokc noTpibHe cTaTeBe 30yIXKEHHS.

IIpomunoka3aHHs.
- TligBuIieHa Yy TIUBICTh 0O aKTUBHOI pe4oBUHU ab0 Oyab-5SKOI 3 OTIOMiXKHIX PEYOBHH IIperapary.

- OpHOYacHe 3aCTOCYBaHHS 3 JOHOPAMM OKCHAY a30Ty (TaKUMHM SIK aMiNHITpuUT) abo HiTpaTamu y
Oynmb-siKiit GopMi IPOTHUIIOKa3aHe, OCKIIbKY BiloMO, 1110 cuiigeHadisn Ma€e BIJIUB Ha HMUISXU
MeTabo0Ii3My OKCUAY a30Ty/UUKIiYHOro TyaHo3uHMoHodochaTy (1I'M®) Ta IOTEHITiI0E
rinoTeH3UBHUM e(eKT HITPaTiB.

- OpHouacHe 3acTocyBaHHs iHTiOiTOpiB ®IES (V TOMY uucyi cunmeHadiny) 3i CTUMyIATOpaMu
ryaHinaTIUKIIa34, TAKUMU SIK PiOLUTyaT, IPOTUII0OKa3aHe, OCKIIbKY MOXKe IIPU3BECTU [0
CUMIITOMaTHYHOI TimoTeH3ii (IuB. po3min «B3aeMopis 3 iHITUMH JTiKAapCHKUMY 3ac0o0aMu Ta iHII BUOK
B3aEMOJIIN»).

- CtaHHy, IpU 9KUX HEe PeKOMeH/J0OBaHa CTaTeBa aKTUBHICTh (HalpUKIIa[, TSIXKKi CepleBO-CyaUHHI
po3Iapu, Taki K HecTabillbHa CTeHOKapHis abo ceplieBa HEIOCTATHICTh TSAKKOTO CTYIIEHS).

- Brpata 30py Ha ofiHe OKO BHACJIiJOK HeapTepialbHOI IIepeiHbO] illleMigHOol HeBpoIaTil 30pOBOTO
HepBa He3aJIekHO Bif] TOT0, TIOB’g3aHa IIs1 MaTOJIOTis 3 MonepefHiM 3acTocyBaHHAM iHribiTopiB ®IES
Yy Hi.

- HasiBHiCTh TaK¥X 3aXBOPIOBaHb, IK MOPYLIEHHS QYHKIII TeYiHKM TAKKOTO CTYIIeHs, apTepiarbHa
rinotensis (apTepianbHuii THCK HUKYe 90/50 MM PT. CT.), HEIIOAABHO TePEeHeCeHuH iHCYIbT abo
indapKT MioKapaa Ta BifloMi ClTagKOBi leTeHepaTUBHI 3aXBOPIOBAaHHS CiTKiBKH, TakKi SIK MirMeHTHUN
PETHUHIT (HeBelIrKa KilnbKiCTh TaKUX MAIiEHTIB Ma€ TeHeTUYHI po3nagu gocdomiecTepas CiTKiBKH),
OCKinbKM Ge3neka cungeHadiny He [OCHifXKyBanacd y TakKUX IMiArpynax mamieHTiB.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.
Bnaue iHwux sikapcvKux 3acobie Ha cuadeHagi.

[ocnimxeHHd in vitro. Metaboni3m cunpmeHadiny BinOyBa€eThCS IepeBaXkHO 3 y4acTio i3opopmu 3A4
(romoBHuMit mIsiX) Ta i3odopmu 2C9 (mpyropspuuit nuisx) uutoxpomy P450 (CYP). Tomy iuri6iTopu
IIUX i30)ePMEHTIB MOXKYTh 3HUXKYBaTH KIIIpEHC CUNIfeHadiny, a iIHAyKTOpY IUX i30)epMEHTIB MOXKYTh
MiOBUILIYBATH KIIipeHC cuipeHadimy.

HocnigxenHd in vivo. TTonynaniinaui papMaKOKiHETUYHUY aHANi3 JaHUX KIiHIYHUX OOCIOXeHb
IIPOIEMOHCTPYBaB 3HUKEHHS KIipeHCY cuifeHadiny npu 10ro OMHOYaCHOMY 3aCTOCYBaHHI 3
inriitopamu CYP3A4 (TakuMM SIK KETOKOHA30JI, EpPUTPOMIIINH, IIUMETUKH). X04a IIPU ONHOYACHOMY
3acTocyBaHHI cungeHadiny ta iHriditopis CYP3A4 3pocTaHHS 4acTOTH MOGIYHUX SBUIL HE
CIIOCTEPITasnocs, Cif PO3TIAHYTHA MOXKJIIUBICTh 3aCTOCYBaHHS IIOYaTKOBOI 103U CUIAeHadiny 25 Mr.

OpHoyacHe 3acTocyBaHH iHTi6iTOpy BIJI-poTea3u puToHaBipy, AyKe MOTyxKHOTO iHTribiTopy P450, v



cTaHi piBHOBaxHOI KoHIleHTpamil (500 Mr 1 pa3 Ha moby) Ta cunmeHadiny (pa3osa mo3a 100 mr)
npu3Bonuio po mipsumenHs C,, cungeHadiny Ha 300 % (y 4 pas3u) Ta nigBuiieHHS a3mMoBol AUC
cungeradiny Ha 1000 % (y 11 pasis). Yepes 24 roguHu N1a3MOBUM piBeHb CUNIeHa(iNy BCe I1e
cTaHoBUB npubau3HO 200 HT/MJI IOPIBHSAHO 3 PiBHEM NMPUOIM3HO 5 HI/MJI, XapaKTEPHUM [J1s
3aCTOCYBaHHS cunmeHadimy OKpeMo, 10 Y3roaXKy€eThCS 3i 3HaYHUM BIIJIMBOM PUTOHABIPY Ha
MUPOKMH crekTp cyberpatiB P450. Cunpenadin He BIuBae Ha (papMaKOKiHETUKY PUTOHABIPY. 3
Ornsny Ha i papMaKOKiHeTHYHI aHi OMHOYaCHE 3aCTOCYBaHHS CUJfeHa(dily Ta puTOHABIpy He
pPeKoOMeHOyeThCs (OuB. Po3main «OcoONMMBOCTI 3aCTOCYBaHHA»); ¥ OyOb-IKOMY BUIIaAKy MaKCHMalbHa
mo3a cuigeHadiny 3a XKOIHUX 00CTaBUH He ITOBMHHA IIEPEBUIIYyBaTH 25 MT IPOTIroM 48 roguH.

OpHoyacHe 3acTocyBaHHS iHribiTopy BIJI-mpoTeasu cakBinaBipy, iHriditopy CYP3A4, y mosi, 110
3abe3rneyye piBHOBaxHY KoHIeHTpanio (1200 Mr tpuyi Ha go0y), Ta cungenadiny (100 Mr pa3oso)
IPU3BOIUIIO [0 migBuieHHs C,,. cungeHadiny Ha 140 % Ta 30inbineHHsT cucteMHol ekcrno3utiii (AUC)
cungenadiny Ha 210 %. He BusiBneHo BIuBY cuipgeHadiny Ha apMaKOKiHETHKY CaKBiHaBipy (OUB.
po3min «Cmocib 3acTocyBaHHS Ta 0o3u»). [lepenbadaeTscs, mo Oinbil noTyxKHi iHriOiTopu CYP3A4,
TakKi IK KeTOKOHA30JI Ta iTpaKOHa30J1, OyAyTh MaTu OiNbIl BUpaXKeHU! BIIJIUB.

[Tpu 3actocyBaHHi cungeHadiny (100 Mr pa3oBo) Ta epUTPOMIILIEHY, ToMipHOTO iHTi6iTOpy CYP3A4, y
piBHOBaxkHOMY cTaHi (500 Mr aBiui Ha MO0y MPOTSITOM 5 [HIB) CIIOCTEpiranocs migBUIEHHS
cucTeMHOI ekcro3utii cunageHadiny Ha 182 % (AUC). Y 3mopoBux m06pOBOILIIB YOJIOBIiYO0I CTATI He
crocTepiranocst BBy asutpoMinuny (500 mr Ha goOy mpotsirom 3 mi6) Ha AUC, C,.., The
KOHCTaHTY IIBUAKOCTI eliMiHaIlil Ta ofaIbIIuy IIepiof HalliBBUBENeHHS cuigeHadiny ado ioro
T'0JIOBHOTO IIMPKYJTI0I04oro Metabonity. Llumetunu (inribiTop muroxpomy P450 Ta HecmeuudivyHmi
inri6iTop CYP3A4) y no3i 800 Mr mpu ogHOYACHOMY 3aCTOCYBaHHi i3 cunpeHadinom y nosi 50 Mr y
3[M0POBUX NOOPOBOJIBLIIB TPU3BOAUB M0 MiABUINIEHHS I171a3MOBOI KOHIIEHTpallii cungeHadiny Ha 56 %.

['peitndpyToBuii cik € cnabkum inribitopom CYP3A4 y CTiHII KMIIEYHUKY i MOXKe CIIPUUUHSITH
IIOMipHe IIiABUINEHHS PiBHIB cuimeHadiny y maa3mi Kposi.

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

Xoua mocrimxkeHb creludivyHol B3aeMOofil 3 yciMa JTiKapchbKuMu 3aco0aMu He TPOBOOUIY, 3a HaHUMHU
MONYJIALIMHOTO (hapMaKOKiHETUYHOI 0 aHalidy, papMaKoKiHeTHKa cuigeHadiny He 3MiHIOBaIacs Ipu
10T0 OJHOYACHOMY 3aCTOCYBaHHi 3 JTiKapChKHMHU 3aco0aMH, 1110 HajleXKaTh 00 TPYIHU iHTi0iTOpiB
CYP2C9 (ton6yTamin, Bapdaput, ¢peHiToiH), rpynu iHriditopis CYP2D6 (Takux sIK CeJIeKTUBHI
iHTi0iTOPY 3BOPOTHOTO 3aXOIJIEHHS CEPOTOHIHY, TPUIMKITIUHI aHTUAENPeCaHTH), TPYIIU Tia3UJHUX Ta
Tia3umomoniOHUX [iypeTHKiB, IETIbOBUX Ta Kaslii30epirarounx miypeTukis, iHribiTopis
aHTi0TeH3WHIIEPETBOPIOBAIbHOTO (PEPMEHTY, aHTarOHICTiB KabIlil0, aHTAarOHiCTiB B-
agpeHopelenTopiB abo iHayKTOpiB MeTabonizmy CYP450 (Takux sk pudamminus, 6apbiTypaTth).

Y xomi mocmigKeHHS 3 y4acTio 300POBUX NOOPOBOJIBIIB-40JIOBIKIB OMHOYACHE 3aCTOCYBaHHS
aHTaroHicTa eHfoTeNiHy OoceHTany (moMipuuit iHgyKTOop CYP3A4, CYP2C9 Ta, MoxnuBo, CYP2C19) y
piBHOBaxkHOMY cTaHi (125 Mr gBiui Ha go0y) Ta cungeHadiny y piBHOBaxKHOMY cTaHi (80 Mr Tpuyi Ha
no0y) mpusBoauio no 3unxkeHHs AUC Tta C,,,, cunneHadiny Ha 62,6 % Ta 55,4 % BigmosigHo. Tomy
OJIHOYaCHe 3aCTOCYBaHHS TaKuX NMOTYyKHUX iHOAYKTOpiB CYP3A4, K pudamiiid, MoxKe IPU3BOTUTH [0
OinbII BUPaXKeHOT0 3HUKEHHS KOHIIeHTpallil cunmeHadiny B mia3Mi KpoBi.

Hikopanpun sBnsie co0oto ribpuj akTUBaTOpa KabllieBUX KaHaliB Ta HiTpaTy. HiTpaTHUI KOMIOHEHT
3YMOBJTIOE MOXKJIMBICTh MOTO CEP03HOI B3aeMOAil 3 cungeHadinom.

Bnaue cundeHaginy Ha iHwi aikapceKi 3acobu.



[NocnimxeHHd in vitro. Cungenadin - cnabkuii inribitop izodopm 1A2, 2C9, 2C19, 2D6, 2E1 ta 3A4
muroxpoMy P450 (IK;, > 150 mrmoms). OCKibKY MiKOBI IJ1a3MOBi KOHIIEHTpallil cungeHadpiny
IOPiBHIOIOTH MpuOIM3HO 1 MKMOJIb, BIIJIUB Iipenapaty Konerpa [leniokc Ha KilipeHC cyOCTpaTiB Iux
i30(epMEHTIB MaIOMMOBIPHUH.

BipcyTHi maHi mopmo B3aemogil cunmeHadiny Ta Takux HecnenudiyHux iHri6iTOpiB dhocdomiecTepasu,
SIK Teo(disliH Ta guIipumaMon.

[ocaimxkeHHS in vivo. OCKinbKH BifoMo, 110 cunigeHadin Mae BIJIUB Ha MeTa0O0JIi3M OKCUTY
a30Ty/IUKIIIYHOr0 TyaHo3uHMOHOGochaTy (1’ M®), 6y10 BCTaHOBJIEHO, 10 CUIAeHaDiN MOTEHIIiI0E
rinoTeH3UBHY [Iil0 HiTPATiB, TOMYy HOT0 OGHOYACHE 3aCTOCYBAHHS 3 TOHOPAMH OKCHUOY a30Ty abo 3
HiTpaTamu B Oymb-siKii popmi mpoTunokasane (OuB. po3min «I[IpoTUTIOKA3aHHS»).

Pionuryar. [lokmiHigHi mOCTiAKEeHHS TPOAEMOHCTPYBaIN afUTUBHUMN CUCTEMHUYN e(PEeKT 3HUKEHHS
apTepiasibHOT0 THUCKY IIPY OXHOYACHOMY 3acTocyBaHHi iHribiTopis ®JIES i3 pionuryatom. Kminigni
IOCTiIKEeHHS MPOIEeMOHCTPYBAIH, 110 PiOIUIYAT IIOCUIIIOE TiTOTeH3UBHY Ait0 iHribiTopiB ®ES. ¥
nali€eHTiB, sIKi 6pau y4acTh y OOCTiZKEeHHi, He CIIOCTepiraaocs MO3UTUBHOTO KITiHIYHOTO ePeKTy
TIpY OJHOYACHOMY 3acTOCyBaHHi inri6iTopiB ®ES i3 pionuryaTtoM. IIpoTuiokasaHe ogqHOYacCHe
3aCTOCYBaHHS pionuryaty 3 iHriditopamu ®IES5 (y Tomy uucsi cunmeHadbinom) (Dus. po3min
«ITpoTUTIOKa3aHHS»).

OpHoYacHe 3aCTOCyBaHHS cuifeHadiny Ta 6710KaTopiB a-aipeHOPEenTOPiB MOXKe IIPU3BECTH [I0
PO3BUTKY CUMIITOMaTHYHOI TiMOTEH3il y JesIKUX CXUJIbHUX [I0 IbOT0 TMallieHTiB. Taka peakiris
HallyacTillle BUHNWKaJa IPOTAToM 4 TONMH IiC/Is 3acTOCyBaHHS cungeHadiny (auB. po3min «Cmocib
3aCTOCYBaHHS Ta 0o3u» Ta «Oco0IUBOCTI 3aCTOCYBaHHS»). Y Xomi 3 mocCigXKeHb crienudigHol
B3A€EMOil TiKapChKUX 3ac00iB OI0KATOP q-agpeHOPeIeNnTOPiB HOKCa303uH (4 MT Ta 8 Mr) Ta
cunpenadin (25 mr, 50 mr Ta 100 Mr) 3aCTOCOBYBaINCS OOHOYACHO MallieHTaM i3 0OpOsSKiCHOIO
rinepmnasieio nepeaMixypoBoi 3an03u, cTabinisanis craHy sKux Oyia JOCSATHYTa IPU 3aCTOCYBaHHi
NOKCA303uHY. Y IUX IONYJIALIAX CIIOCTEPITanocs CepefHe NONaTKOBE 3HNUXKEHHS apTepiaJbHOro
TUCKY Y IIOJIOKEHHI allieHTa jiexkayu Ha 7/7 MM pT. CT., 9/5 MM pT. CT. Ta 8/4 MM PT. CT. Ta CepegHe
3HUKEHHS apTepiarbHOTO TUCKY Y MOJI0XKEHH] NallieHTa CTOA4YY Ha 6/6 MM pT. cT., 11/4 MM pT. CT.,
4/5 MM pT. cT. BignosigHO. [Ipy ofHOYACHOMY 3aCTOCYBaHHI cunfeHadiny Ta JOKCa303UHY Y
nalienTiB, crabinizalist crany sikux Oysa gOCSATHYTa IIPU 3aCTOCYBaHHI JOKCAa303UHY, iHOMI
TIOBiMOMJISINIM TTPO PO3BUTOK CUMIITOMATUYHOI OPTOCTATHYHOI TiMOTeH3il. Y 1IUX MoBimOMITeHHSX
HIIIOCS TIPO BUIAJKY 3allaMOPOYEHHS Ta ITepPeqHeIPUTOMHMM CTaH, ajie 6e3 CUHKOTIIE.

He cnocrepiranocst KogHMX 3HaUYIIUX B3a€EMOZiN IIPX OAHOYACHOMY 3aCTOCYBaHHI cungeHadiny
(50 Mr) i TonOyTaminy (250 mr) abo Bapdapuny (40 mr), mo metabomnizyiotscs CYP2C9.

Cunpenadin (50 Mr) He MIPKU3BOAUB [0 IOIOBXKEHHS YaCy KPOBOTeYi, CIPUYMHEHOI 3aCTOCYBAHHSAM
areTusCcaIinuIoBoi kuciaoty (150 mr).

Cunpenadin (50 Mr) He MOTEHII(0BaB TilIOTEH3UBHY [Iil0 aJIKOTOJIIO0 ¥ 3TOPOBUX HOOPOBOJIBLIIB ITPU
CepenHbOMY MaKCUMallbHOMY PiBHi eTaHOy B KpoBi 80 mr/mj.

Y namieHTiB, sIKi 3aCTOCOBYBaJIU CUIfeHadis, He CIOCTepiranocs KOMHUX BiIMIHHOCTEN IPOQiio
no0iyHUX eeKTiB TOPIBHSAHO 3 Iyanebo Ipu 0gHOYAaCHOMY 3aCTOCYBaHHI TaKuX KjlaciB
rimoTeH3UBHUX JIIKAPCHKUX 3ac00iB, K AiypeTuku, 6110KaTOpu B-agpeHopelnenTopis, inribitopu AIlO,
aHTaroHicTu aHrioreH3uny II, aHTUTinEepTEH3UBHI JTiKapchKi 3ac00M (CyIMHOPO3IMUPIOBAIbHI Ta
IIEeHTPAJIbHOI [il), 67I0KAaTOPH afipeHePrivHuX HEeHPOHiB, 0JI0KaTOPH KaJIbIliEBUX KAaHAJIIB Ta OJI0KaTOpH
a-afipeHOpelenTopiB. Y crelialbHOMY [OCTIIXKEHHI B3aEMO/Iii TpX OHOYACHOMY 3aCTOCYBaHHi
cungeradiny (100 mMr) Ta amJIOguUIIiHY MallieHTaM 3 apTepiajbHOIO TilepPTeH3i€ CllocTepiranocs



NOOATKOBE 3HUKEHHS CACTOJIIYHOTO apTePialbHOTO TUCKY B IIOJI0KEHH] j1eXKadu Ha 8 MM PT. CT.
BipnoBigHe 3HUXKEHHS AiaCTOJIIYHOr0 apTepiaJibHOr0 TUCKY CTAHOBUJIO 7 MM PT.CT. 3a BEJIMYUHOIO i
IOMATKOBI 3HUKEHHST apTepPiaIbHOr0 TUCKY OyJiM MOPIBHIHHUMH i3 TUMH, 10 CIIOCTEPiralucs IpH
3aCTOCYBaHHI Juine cungeHadiny y 3mopoBux 0oOPOBOIBINB (OUB. po3min «®apMaKkoIoriuHi
BJIACTUBOCTI»).

Cunpenadin y mo3i 100 Mr He BI/IMBaB Ha apMaKOKiHETHYHI MOKa3HUKY iHTibiTopiB BIJI-npoTeasu,
CakBiHaBipy Ta pUTOHaBIpPY, sKi € cybcTpaTamu CYP3A4.

Y 3mopoBux 106GPOBOIIBIIB YOJIOBiYOI CTATi 3aCTOCYBaHHS cuigeHadiny y piBHOBaxkHOMY cTaHi (80 Mr
Tpudi Ha go0y) nmpu3Bopuso mpo mippumenHs AUC Ta C,,, 6oceHTany (125 Mr aBiui Ha goOy) Ha 49,8 %
Ta 42 % BiAIOBiOHO.

IomaBaHHS OOHOPA30BOI1 103U cuImeHadiny mo cakybiTpumy/BancapTaHy y piBHOBaXKHOMY CTaHi y
TIAIiEHTIB 3 apTepialbHOIO TinepTeH3ielo 6yIo moB’s13aHe 3i 3HAYHO OiNbIll BUPAXKEHUM 3HUKEHHSIM
apTepianbHOTO TUCKY IOPIBHSHO 3 IPUHAOMOM CaKyOiTpuiy/BancapTany. ToMy ciifg 6yTu 00epekHUM
IIpU Ipu3HaueHHi cungeHadiny mamieHTaM, SKi OTPEMYIOTh CaKyOiTpui/BaacapTaH.

Oco06.1ueocmi 3acmocye8aHHs1.

IIo mo4daTKy Tepamil ciif 3i0paTy MeIUYHUM aHaMHe3 TallieHTa Ta IPOBECTH (i3uKanbHe
00CTeXKeHHS [J1s HiarHOCTUKU ePeKTUIbHOI AUCHYHKIIII Ta BU3HAUYEHHS 11 MOXKJIMBUX IIPUYHH.

dakmopu pu3uky cepy,e8o-cCyOuUHHUX 3ax80pt8aHb. OCKINbKY CTaTeBa aKTUBHICTh
CYTIPOBOMIXKYETHCS IIEBHUM PU3UKOM 3 OOKY Ceplisi, [0 M0YaTKy OyOb-IKOT0 JIiKyBaHHS
€PEeKTUIbHOI AUCHYHKIIII JTiKkap Ma€ OLiHUTYU CTaH CePIeBO-CYANHHOI CUCTEMH TallieHTa.
CunpeHadin YUHUTE CyIUHOPOIIINPIOBAIBHY [Iif0, 10 NPOABIIETHCS JIETKUM Ta
KOPOTKOYaCHUM 3HUXKEHHIM apTepiajbHOro TUCKY (ouB. po3nin «dapmMakoauHaMika»). 1o
IpU3HAuYeHHd CUIfeHadiny nikap Ma€ pPeTelbHO 3BaXKUTH, YU MOXKe TaKuil eeKT
HECTIPUSTIIMBO BIIJIUBATH Ha IAIli€HTIB i3 IEBHUMU OCHOBHUMHU 3aXBOPIOBAaHHSIMHU, 0COOIMBO
y KomOGiHallii 3i cTaTeBOIO aKTHBHICTIO. [10 MaIli€HTiB i3 MiIBUILIEHOIO YYTIHUBICTIO 0
Ba30AWIaTaTOPiB HajlexkaTh NallieHTH 3 00CTPYKIIi€l0 BUBITHOTO TPAKTY JIiBOTO IMIIyHOUYKA
(HampuKiaj, CTeHO3 a0PTH, TimepTpodiyHa 0OCTPYKTUBHA KapAioMiomaTis) Ta MallieHTH 3
PiAKICHUM CHHAPOMOM MYJIbTHCUCTEMHOI aTpodil, OMHUM i3 IPOSABIB IKO1 € TAKKE
TIOPYIIEHHS Perymsilil apTepianbHOT0 THCKY 3 O0KY BereTaTHUBHOI HEPBOBOI CUCTEMHU.

Kosnerpa [leniokC NOTEHIIOE TIMOTeH3UBHUY e(PeKT HiTpaTiB (OuB. po3ain «[IpoTunokasaHHT»).

Y mocTMapKeTHHT0BUY IIePiof MOBIOMIISIN PO TSIXKKi M0OiYHI peakil 3 00Ky ceprieBo-CygUHHOL
CUCTEMH, BKIII0Yaouu iHndapKT MioKapaa, HecTabilbHY CTEHOKAP/Iilo, PalTOBY CepLeBy CMEPTE,
IIJTYHOYKOBY apUTMii0, lepeOpoBacKyIsipHi KPOBOBUJIMBY, TPAH3UTOPHY illIeMiYHY aTaky,
apTepianbHy rinepTeH3ilo Ta apTepianbHy TiloTeH3iio0, IKi 3a YacoM 30iranucs i3 3aCTOCyBaHHAM
npemnapaTty KoHerpa [lenokc. Y GinbIIOCTi mallieHTiB, aje He Y BCiX, iCHyBanu GaKTOpU PUIUKY
CepleBO-CYAMHHUX 3aXBOpIoBaHb. baraTto Takux mo6iyHUX peakliiii CIlocTepiranocs mifg yac abo
0Ipa3y Micjsl CTaTeBOr0 akKTy i JIKIlle KijlbKa TPaluIocs HeBAO0B3i MiCid 3aCTOCYBaHHS IIpelapary
Konerpa [lemokc 6e3 cTaTeBOi akTUBHOCTI. TOMy HEMOXK/IMBO BU3HAUUTH, YH TIOB’I3aHUN PO3BUTOK
TaKWX MOGIYHUX peakiiit 6e3mocepeiHbo 3 paKToOpaMy PU3UKY, YU iX PO3BUTOK 3YMOBJIEHUH iHIIUMHU
YUHHUKaMHU.



IIpiani3m. 3acobu miis MiKyBaHHSI €PeKTHUIIbHOI AUCOYHKIII, Y TOMY YMCITi ¥ cunmeHadin, ciin
IpHU3HAYaTH 3 00epexkHiCTIO mallieHTaM i3 aHaTOMIiYHUMHU fedhopMallisiMu MeHica (TaKuMHU 5K
aHTyJIs1ig, KaBepHO3HUY (Hibpo3 abo xBopoba [letiponi) abo malieHTaM 3i cTaHaMHU, II0 CIIPUSIOThH
PO3BUTKY IIpiami3aMy (TaKuMHU SIK CEPIONONiOHOKTITUHHA aHEMIisI, MHOXKHHHA MiefoMa abo neikeMis).

[Ticns Buxomy npenapaTy Ha PUHOK IIOBIJOMIISIK IIPO BUIIAAKY IIOJ0BKEHOI epekllii Ta mpiamiamy.
AK110 epekuisi TpuBae Oinblile 4 TOOWH, MAIliEHTaM CIIiJ] HeTalHO 3BEPHYTHUCS 3a MEIUYHOIO
LOIIOMOr00. Y pa3si BifCyTHOCTI HeralHOr0 JIIKyBaHH IIpialli3M MOXKe IPU3BECTU OO0 IOLIKOOKEeHHS
TKaHWH IIeHica Ta 10 CTiKKOl BTPATH MOTEHIIil.

OO0HouacHe 3acmocysaHHs 3 iHwuMu iHzibimopamu ®IIE5 abo iHwumu npenapamamu 015
NIKYBAHHSA epeKkmuabHoi duc@yHkuii. be3neky Ta epeKTUBHICTh OHHOYACHOTO 3aCTOCYBaHHS
cungenadiny 3 inmumu inriditopamu OJIES abo iHIIMMY ITpernapaTaMu [AJIs JIiKyBaHHS
rinmepTeH3il lereHeBOl apTepil, AKi MiCTATh cuNngeHadisn un 3 iHIMUMU [IpenapaTaMu Ojis
JiKyBaHHSI ePEKTUIIbHOI OUCPYHKIIII He BUBUAJIK. TOMy 3aCTOCYBaHHS TakKuX KOMOiHaIlil He
PEKOMeH[IOBaHE.

Bnaue Ha 3ip. CioHTaHHI MOBiMOMIIEHHS ITPO BUHUKHEHHS Me(eKTiB 30py HaIXOMUITH aCOIliif0BAHO
i3 3acTocyBaHHSIM cunpeHadiny ta iHmux inriditopis ®ES (ous. po3mnin «[1obiuHi peakmii»). IIpo
BUIIAKU HeapTepialbHOI MepeHbOi illeMigyHol HeBPOIaTii 30pPOBOT0 HEPBA, IO € PiIKiCHUM CTaHOM,
Ha[IXOOUJIY CTIOHTAHHI IIOBIAOMJIEHHS Ta MIOBIOOMIIS/IN Y HATrIsIOBOMY HOCTiAKEHHI acOIii0BaHO i3
3aCcTOCyBaHHSIM cunfeHadiny ta iHmwux inriéitTopis ®IIES (guB. po3min «Ilobiuni peakirii»). ITalieHTiB
CJIif TIOTIePeduTH, 110 Y pa3i palToOBOro MOPYIIEeHHS 30Py 3aCTOCOBYBaHHS penapaTy KoHerpa
IemoKC Crlig IPUNUHUATYA Ta HETalHO 3BEPHYTUCS [0 JiKaps (AUB. po3ain «[IpoTUIOKa3aHHS»).

O0HouacHe 3acmocysaHHA 3 pumoHasipom. OmHOYaCHEe 3aCTOCYyBaHHS cunmeHadiny Ta
PUTOHABIPY HE PEKOMEHAYEThCS (OUB. po3min «B3aeMopis 3 iHIIMMY TiKapCbKAMU 3aco0aMu
Ta iHII BUOM B3a€EMOMIN»).

OdHouacHe 3acmocyeaHHs 3 b10kamopamu a-adpeHopeuenmopis. IlaiieHTaMm, sKi
3aCTOCOBYIOTH 0JIOKATOPH (-aflpEHOPELeNITOPIB, 3aCTOCOBYBAaTH cuiigeHadin ciim 3 06epexkHicTIo,
OCKiJIbKM Taka KoMOiHallisi MOXKe IIPU3BECTH [I0 CUMIITOMATUYHOI TiNOTeH3il ¥ AeSIKUX CXUTTbHUX [0
IIbOTO HaIfieHTiB. CUMIITOMaTHYHA TiOTEeH3isd 3a3BUYall BUHUKAE IPOTIATOM 4 TOOWH MiCIs
3aCTOCyBaHHS cunfgeHadiny. 3 MeToI0 MiHiMi3allii MOKIMBOTO PO3BUTKY IIOCTYPAJIbHOI TilOTEH3il y
TIAIEHTIB, SIKi 3aCTOCOBYIOTh OIOKATOPH (-aAPEHOPELeNTOPIB, iX cTaH MOTPiOHO cTabinidyBaTu 3a
IOIIOMOT 00 6I0KaTOPiB A-aipeHOPEeNenTOPIB 10 ITOYaTKy 3aCTOCOBYBaHHS cunmeHadiny. Takox cmin
PO3TIISHYTU MOKJIMBICTH 3aCTOCYBaHHS ITOYaTKOBOI f03u 25 Mr (OuB. po3min «Crocib 3acTocyBaHHS
Ta [1o3u»). KpiMm Toro, cnif npoiHdopMyBaTy Mali€HTiB, K OiATH y pa3i M0SBU CUMIITOMIB
OPTOCTAaTUYHOI TiMmoTeH3il.

Bnaue Ha Kposomeui. [JocnigXeHHS TPOMOOITUTIB JIIOOWHY IPOIEMOHCTPYBAH, IO in Vitro
cungeHadin MOTeHLi0€ aHTHarperauivHi eeKTy HaTpiio HiTponpycuny. HeMae xxomgHol iHdopMairil
mono 6e3meKy 3aCTOCYyBaHHS cuifeHadiny maiieHTaMu i3 MOpyIIeHHSIME 3TOPTaHHS KPOoBi abo
TOCTPOI0 MENTUYHOIO BUPa3Kol. TakKuM YMHOM, 3aCTOCYBaHHSA CcUfeHadiny nalieHTaMy Ii€l Tpynu
MOXKJIMBE JIMIIIE TTiCJIT PETEJIbHOI OLiHKY CITiBBiIHOLIEHHS KOPUCTI Ta PU3UKIB.

[TniBkoBa 00010HKa TabIeTOK MiCTUTH JTaKTO3y. [IpenapaT KoHerpa [lenoKc He CIlif 3aCTOCOBYBaTH
YOJI0BiKaM i3 TAaKUMU PiIKICHUMU CHaJKOBUMHU MOPYILIEHHSIMHY, SIK HETIEPEHOCUMICTh TalakKTO3H,
HeJoCTaTHICTh akTa3u Jlanmna abo ManbabcopOilis TII0KO3U-TalaKTO3M].

Lle#t mikapcbku# 3acib MicTuTh MeHIe 1 MMosb HaTpitoo (23 Mr) Ha TabneTKy, TOOTO MPaKTUYHO



BinbHUY Bif HaTpifo. [1po 1ie MOXKHa MPOiH(POpPMyBaTH MAIiEHTIB, IKi JOTPUMYIOTHCS OiETH 3 HU3BKUM
BMiCTOM HaTpilo.

[Ticns 3actocyBaHHs mo3u 100 Mr 3gopoBUMY HOOPOBOJBISIMHU He CIIOCTEPiranocs BIJIUBY Ha
MOP(OJIOTiI0 YU PYXOMICTh CIIepMaTo30iniB (AuB. po3nin «PapMaKoguHaMika»).

Bmpama cayxy. Jlikapsm ciiif nopaguTy nalieHTaM NPUINHUTY 3aCTOCyBaHHS iHTibiTopiB OLIES,
BKJIIOYal04u npemnapat Konerpa [lenioKc, Ta HeraiHO 3BEPHYTUCS 3a MEOUYHOI0 JOTIOMOTO0I0 Y pasi
PaInToBOrO 3HUXKEHHS ab0 BTpaTH Ciayxy. [1po I sBuila, SKi TaK0K MOXKYTh CYIIPOBOLKYBATUCS
I3BOHOM Y ByXaxX Ta 3allaMOPOYEeHHSIM, MOBIAOMIISIX 3 acoliiallielo y 4aci i3 3aCTOCyBaHHIM
inri6iTopis ®IIE5, BKtovatouu cungeHadin. BusHauuTH, uu 1i SBUIA IPSMO 0B’ g3aHi i3
3acTtocyBaHHSIM iHTiOiTOpiB ®IEDS, un 3 iHmIUMYU paKTOpaMU, HEMOXKJIIHUBO.

O0HouacHe 3acmocyB8aHHA 3 2inomeH3usHumu npenapamamu. Kornerpa [lemi0KC YUHUTD
CUCTEMHY CYAVWHOPO3IIMPIOBAJIbHY [il0 Ta MOXKE B IIOAAJIbIIIOMY 3HUXKYBaTU apTepialbHUN
THCK Y TAlli€HTiB, SKi 3aCTOCOBYIOTH TIIOTEH3UBHI JTiKapchKi 3aco0u. B okpemomy
MOCITiIXKEeHHI JTikapChbKOl B3a€MOJil OMHOYaCHe 3aCTOCyBaHHA amuogutiny (5 mr ab6o 10 mr)
Ta cungeHadiny (100 Mr) mepopanbHO CIIOCTEPIrazocs CepemHE NONAaTKOBE 3HUKEHHS
CHCTOJIIYHOI'0 TUCKY Ha 8 MM DPT. CT. Ta AiaCTOJIIYHOTO - Ha 7 MM PT. CT.

3axeopioB8aHHA, W,0 nepedarvmuvcsa cmamesum Wasaxom. 3aCTOCyBaHHS IpelapaTy KoHerpa
[lenoKC He 3axuIlla€ Bif 3aXBOPIOBaHD, 1110 IepegalThCsa CTaTeBUM IInsgaxoM. Cifg
PO3TJITHYTH MOXKJIUBICTh iH(OPMYBaHHS MAIli€HTIB 000 HEOOXimHUX 3amo0iKHUX 3aX0IiB
[JIs1 3aXUCTY Bifl 3aXBOPIOBaHb, 110 IIepefalThCad CTaTEBUM IIJIAXOM, BKIIIOYal4HU BipycC
iMyHOIEDIIUTY TIOOUHN.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

[Tpenapat Konerpa [leioKC He IpU3HAUYEHUU [AJ1S 3aCTOCYBaHHS KiHKaM.

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

Konerpa [leniokc MoxKe MaTH HE3HAYHUY BIIJIUB Ha KePYBaHHS aBTOTPAHCIOPTOM abo0 iHITUMU
MexaHidMamu. OCKiIbKY Y X0l KTiHIYHUX [OCTIgXEeHb 3aCTOCYBaHHS CUANOeHadiTy MOBIJOMISAIN IIPO
BUIIQ[IKM 3allaMOPOYeHHs Ta MOpPYyIIeHHs 3 60Ky opraHiB 30py, Ilepef TUM 5K CifaTh 3a KepMo
TPAHCIIOPTHOTO 3aco0y abo mpallfoBaTH 3 iHIIMMHU MeXaHi3MaMu, IallieHTaM HeoOXiiHO 3'CyBaTH,
SIKOI0 € IXHS iHOMBifyasibHa peakilig Ha 3aCTOCyBaHHS npemnapaty Konerpa [lemiokc.

Cnoci6 3acmocyeaHHss ma do3u.
[IpemapaT 3aCTOCOBYBaTH IIepOpabHO. [lepern TUM SK MPOKOBTHYTH TAOJIETKY CIIif] pO3XKYBaTH.
st ebexTuBHOI mii mpenapaTty Konerpa [entokc noTpibHe cTaTeBe 30yIXKEHHS.

Hopocai. PekoMeHpoBaHa fo03a npemnapaty Konerpa [entokc cTaHOBUATE 50 MT;



3aCTOCOBYBATH, y pa3i HeoOXimHOCTI, MpuOIKU3HO 3a TONUHY OO CTaTeBOiI aKTUBHOCTI. 3aekHO Bif
e(eKTUBHOCTI Ta TepeHOCUMOCTI IIpenapaTy 003y MoxHa 30inbimuty 7o 100 Mr a6o 3HU3UTH [0

25 mr*. MakcuManbHa peKoOMeHgoBaHa fo3a cTaHOBUTh 100 Mr Ha moOy. [Ipu 3acTocyBaHHiI
npenapaTy KoHnerpa [lenokc mig 4ac IpuioMy 1Xi [isd mpemnapaTy MOXKe HaCTaBaTH IIi3HiIlle,
HiX IIPU MOTO0 3aCTOCYBaHHI HaTIIE.

ITauieHmu aiMHbO20 8iKY. HeoOXigHiCTh y KOPEKIIil ;031 HallieHTaM JIITHBOTO BiKy (= 65 pOKiB)
BiCyTHS.

ITauienmu i3 HUpPKoB8o HedocmamHicmto. [I7s MaIlieHTiB i3 HUPKOBOI HEJOCTATHICTIO JIETKOT0
Ta IIOMIPHOTO CTyIIeHs TAXKKOCTI (KiipeHC KpeatuHiny 30-80 Mi1/xB) peKOMeHI0BaHa [03a IIpenaparTy
€ TAKOIO X, K HaBe[leHO BUllle Y po3aisi «[lopoci».

OcCKinbKHY y MAI[iEHTIB 3 HUPKOBOIO HEIOCTATHICTIO TAKKOTO CTYIIeHd (KJIipeHC KpeaTUHIHY

< 30 M11/xB) KJlipeHC cunpeHadiny 3HUKEHUU, CIIi PO3TISHYTH MOXKJIUBICTh 3aCTOCYBaHHS 03U
25 mr*. 3anmexkHO Bifg e(eKTUBHOCTI Ta IEPEeHOCUMOCTI IIpenapaTy IIpu HeoOXigHOCTi K03y
MOXHa 30inpmuTH MoCTynoBo Ao 50 Mr ta 7o 100 mr.

ITauienmu i3 neuiHKko80w0 HedocmamHicmio. OCKiNbKY y MAI[i€HTIB i3 MeYiHKOBOI HEIOCTATHICTIO
(HampuKJaf OUPO30M) KIIipeHC cuigeHadinly 3HUKeHUH, CIIiT PO3TISHYTA MOXKJIUBICTh 3aCTOCYBaHHS
mo3u 25 mMr*. 3aymexkHo Bif epeKTUBHOCTI Ta TePeHOCUMOCTI IIpenapaTy Ipy HeoOXimHOCTi fo3y
MOXKHa 30inbpImuTy mocTynoBo 1o 50 mr ta mo 100 mr.

ITauieHmu, AKi 3acmocoayomy iHWi niKkapcvki 3acobu. FAKINO TaI[iEHTH OGHOYACHO 3aCTOCOBYIOTh
inribitopu CYP3A4 (3a BUHATKOM PUTOHAaBIPYy, 3aCTOCYBaHHS SKOT0 OMHOYACHO i3 cunpeHadioM He
PEKOMEHIYEThCS, TuB. Po3minu «Oco6IUBOCTI 3aCTOCYBaHHSI» Ta «B3aeMofis 3 iHIMMMU TiKapChKUMHU
3acob6aMu Ta iHIIi BUOU B3AEMOilN»), CIIif PO3T/ITHYTH MOXKJIUBICTb 3aCTOCYBAHHS IOYATKOBOI 03K
25 mr*,

3 MeTOI0 MiHiMi3aIlil MOXKJIMBOTO PO3BUTKY ITOCTypPaIbHOI TiNOTEeH3il ¥ MallieHTiB, SKi 3aCTOCOBYIOTh
0JI0KaTOpU (-aflpeHOPEIEeTITOPIB, CTaH TAaKMUX IAIliEHTIB MOTPiOHO cTabini3yBaTH 3a MOIIOMOI00
6710KaTOPiB 0-agPEHOPEIENITOPIB M0 MOYATKY 3aCTOCOBYBaHHS cunpeHadiny. Takox CIIif po3risiHyTH
MOXKJIUBICTb 3aCTOCYBAHHS ITOYATKOBOI {031 25 Mr* (ouB. po3minu «Oco6IMBOCTI 3aCTOCYBaHHS» Ta
«B3aeMopmis 3 iHIMMMY JTiKapChbKUMK 3aC00aMM Ta iHII BUAM B3aEMOIii»).

* - 3acmocosysamu AikapcbKi 3acobu 3 0i0Uor0 pevosuHor cusdeHadin y 8ionogioHOMY 003YBAHHI.

Himu.

[Tpenapatr KoHerpa [le/I0KC He moKa3aHu# 70 3aCTOCYyBaHHs oco0aM BikoM 10 18 poKiB.

Ilepedo3yeanHs.

Y xomi KMiHIYHUX [OCTiIXKEHb 3 y4aCTi0 JOOPOBOJIBINB IIifl Yac 3aCTOCYBaHHS PAa30BOi 103U
cunpeHadiny mo 800 Mr mobiuHi peakii Oyu MOmiOHUMH OO THUX, L0 CIIOCTEPiranucs mpu
3aCTOCyBaHHI cungeHadiny y HUKYMX J03aX, ajie BUHUKAJK YacTille Ta Oyiau OifbIl TSXKKUMHU.
3acTocoByBaHHS cungeHadiny y 1o3i 200 Mr He IPU3BOAMIIO A0 MigBUIEHHS e(EeKTUBHOCTI, aje
CIIPUYUHSJIIO 3POCTaHHS KiJTbKOCTi BUNIAAKiB PO3BUTKY ITOOIUHUX peakiiii (roj10BHOTO 00JIIO,



IIPUIIIUBIB, 3alIlaMOPOYEHHSI, DUCIIEICil, 3aKIageHO0CTi Hoca, MopyIleHb 3 00Ky opraHiB 30py).

Y pagsi nepeno3yBaHHsg IpU HEOOXiMHOCTI CIifl 3aCTOCYBaTH 3BUYaliHi MATPUMYIOYi 3aX0MH.
[TpuckopeHHS KIIipeHCy cunpeHadiny npu reMofianisi MajoiMOBipHEe BHACIIIOK BUCOKOTO CTyTIE€HS
3B’sI3yBaHH4 Ipenaparty 3 6ikaMu I1a3MU KPOBi Ta BifCyTHOCTI eniMiHanii cunpenadiny i3 ceuero.

ITobiuni peakuii.

HaityacTtimumu nob6iyHUMY peakilisiMu, PO SKi MOBIIOMIISIN V KITIHIYHUX [OCITIOXKEHHSIX Cepeq
Mali€HTIB, AKi mpuiiMany cunneHadin, Oy roI0BHUM Oib, MPUIIIMBY, OTUCIIEICi,
3aKJafieHiCTh HOCca, OiNb y CIIMHI, 3alaMOPOYEeHHS, HyA0Ta, OPYIIEHHS 30pY, IiaHOICisd Ta
3aTyMaHeHHs 30py. [Hpopmalis moao nobivHuX peakiliii y paMKax II0CTMapKeTHHT 0BOTO
crocTepexeHHs Oyna 3i0paHa MpoTAroM mepiony TpuBanicTtio Oinbire 10 pokiB. OcKinbku
3asBHMKOBI MOBiIOMJIISIIM He IIPO BCi M0GiYHi peakiil Ta He BCi m0o6iuHi peakiiil Oynu
BK/II04YeHi B 6a3y maHuX 3 0e3IeKH, YaCTOTa TaKUX pPeaklliii He MoxKe OyTU OCTOBIiPHO
BU3HAYeHa.

Yci kniHiyHO 3HauyImi Mo6iuHi peakilil, 1110 coCcTepiranucs mif Yac KJIiHIYHUX [OCTiIXKeHb YacTillle,
HiX IIpY 3acTOCyBaHHi 11ale00, HaBe[leHO HUXK4Ye BiINOBiAHO [0 Kiacudikanii «CucreMa-opras-
KJac» Ta 4acTOTH: AyXke 4acTo (= 1/10), gacto (= 1/100 - < 1/10), Hewacto (= 1000 - < 1/100) Ta
pimko (= 1/10000 - < 1/1000). ¥ mexkax KOXKHOI YaCTOTHOI Ipymnu mobiuHi peakiril HaBeIeHO y
MOPSIIKY 3MEHIIEHHS X TPOSIBiB.

IHbekUilHi Ta iHBa3WBHI 3aXBOPIOBAHHS.

Hewacmo: puHiT.

3 60Ky iMYHHOI CHCTEMH.

Hevyacmo: rinep4yyTiauBiCTb.

3 60Ky HEPBOBOiI CHCTEMH.

Lyotce yacmo: romoBuuit Gisnb.

Yacmo: 3an1aMOpOYEHHS.

Hewacmo: COHNUBICTS, TimlecTesid.

PiOKo: iHCYNbT, TPQH3UTOPHA illleMiYHa aTaka, CyIoMu*, peLUANBY CyaoM*, CHHKOIIE.
3 OOKY OpraHiB 30py.

Yacmo: nopylleHHs CIPUMHATTS KOJIbOPY**, po3nagy 30py, 3aTbMapeHHs 30py.

Heuacmo: po3nagu CiIb030BUIINIEHHI ¥, 6inb B 04ax, ¢oTodo0ist, ¢hoToICis, rimepeMist ouel,
SICKPaBiCTh 30PYy, KOH IOHKTUBIT.

Pi0Ko: HeapTepianbHa IepeqHs illleMiyHa HeUPOomaTisi 30pOBOr0 HepBa*, OKJII03id CyauH
CiTKiBKM*, peTUHATbHUN KPOBOBUJIUB, apTEPiOCKIEPOTUYHA PETUHOIIATIS, MOPYIIEHHS 3 OOKY



CiTKiBKH, r71ayKoMa, fe(eKTH Mojsg 30py, AUILIONIS, 3HUKEHHS TOCTPOTH 30DPYy, MioIis,
aCTeHOIIis, IJlaBaloyi MOMYTHIHHS CKJIMCTOTO Tijla, IOPYIIEeHHS 3 00Ky paifyKHOI 000JI0HKHY,
Minpias, mosiBa CS0YMX KPYTiB HABKOJIO [IXKeperia CBiTia (rajo) y mosi 30py, HabpsK o4ew,
IIPUIIYXJIICTh 04Yel, IOPYIIeHHS 3 00Ky O4el, riepeMisi KOH I0HKTHBH, IIOipa3HeHHS O4Yel,
aHOMaJIbHi BiTUyTTS B 04ax, HaOpPsK MOBiK, 3HeOapBIeHHS CKIIEPH.

3 60Ky OQl"aHiB CIIyXy Tad BeCTI/IGyJ'IHQHOI“O alrapary.
Heuacmo: 3antaMOpO4YeHHs, A3BiH ¥ ByXax.
Pioko: rnyxoTa.

3 6oKy cepIis.

Heuacmo: Taxikappisi, mocuneHe cepreduTTs.

Pioko: panToBa cepiieBa CMepTh*, iHGapKT MioKapya, IIJTyHOYKOBa apuTMis®, Gpibpunsiiis
nepencepab, HecTabiNlbHa CTEeHOKAPMis.

3 6OKY CyIuH.

Yacmo: MpunuBY KPoBi 10 00IMYYSsT, IPUIUBY XKapy.

Hewacmo: rinepTeH3is, rinoTeH3sis.

3 00Ky pecnipaTOpHOI CUCTEMH, OPTaHiB TPYIHOI KITITKY Ta CEPEOOCTiHHS.

Yacmo: 3aKIafeHiCTb Hoca.

Heuacmo: HOCOBa KPOBOTeYa, 3aKJIafleHiCTh MPUOaTKOBUX MMa3yx HOCa.

Pi0xo: BimuyTTsl CTUCHEHHS y TOPJIi, HAOPSK CIM30BOI 000JIOHKY HOCA, CYXiCTh ¥ HOCI.
3 OOKY IINYHKOBO-KUIITKOBOTO TPAKTY.

Yacmo: Hy#oTa, OUCIIETCIA.

Hevacmo: racTpoe3odareanbHa pediokcHa xBopoOa, O1ioBaHHs, 6iflb y BepXHill YaCTHHI
JKUBOTA, CYXICTh y POTI.

Pioko: rinecTesisi pOTOBOI MOPOKHUHM.

3 6OKY LIKipK Ta HifIIKipHOi TKAHWHH.

Heuyacmo: BucunaHHs.

Pioko: cuagpoMm CriBeHca-[I2)KOHCOHA*, TOKCUYHUM eligmepMabHAN HEeKPOois*,
3 60Ky OIIOPHO-PYXOBOTO amapary Ta CIONIYYHOl TKaHWHH.

Heuacmo: mianrig, 6inb y KiHI[iBKaX.

3 OOKY CEYOBUIINTEHOl CUCTEMU.




Heuacmo: rematypis.

3 60Ky PEenpPONYKTHBHOI CHCTEMHU Ta MOJIOYHUX 3a7103.

Pigko: KpoBOTeYa 3i CTAaTEBOTr0 4YJjieHa, Mpiami3aM*, reMaToCIIepMisi, TOAOBXKEHA ePeKIIis.
3arasbHi po3yiafy Ta peakiii y Miclli BBeIeHHS.

Hewacmo: 6inb y Tpynsx, MigBUllleHa CTOMITIOBaHICTh, BifUyTTS Kapy.

Pioko: mogpa3HeHHS.

OO6CTeXRKEHHS.

Heuacmo: nifBullleHa 4aCTOTa CEPLIEBUX CKOPOYEHb.

* [loBimoMIIgiy JIUIIE Iif Yac OOCIiAXKEeHHS IIiCIg BUXOAY IIperapaTy Ha PUHOK.

** TlopylleHHS CIPUUAHATTS KOJIBOPY: XJIOPOIICis, XpOMAaTOIICis, 1[iaHOIICisI, epUTPOIICis,
KCaHTOIICIA.

*#* TlopyleHHS CTbO30BUMIIEHHS: CyXiCTh B 04aX, IIOPYIIEHHS CJIbO30BUIIEHHS Ta
ITiABUIIEHHS CIIBO30BUOITIEHHS.

Hux4e3a3HayeHi gBUIlla CiocTepiranuca y < 2 % Mali€eHTiB Yy X0[i KOHTPOJIbOBaHUX
KJTIHIYHUX JOCHIIXKeHb; MPUYUNHHUN B3a€EMO3B 130K He BU3HaueHu. [I0BiqOMIeHHSA
BKJIIOYAJIU BUIIA, 1110 MaJIyd BipOTiIHUY 3B’A30K 13 3aCTOCYBaHHAM IIpenapary. fBuila, ki
He Oynu 3a3HavyeHi, Oyu TeTKMMU Ta MOBifoOMIeHHS OyIu AyKe HeTOUHUMH, 11100 MaTH
3HQYEeHHH.

3aeanvri. Habpsk o0muyus, peakilii GOTOYYTINBOCTI, 0K, acTeHis, Oilb, paliToBe NafiHHSA,
Oi/1b y XKMBOTi, paIllTOBE MOIIKOMIXKEHHS.

3 6oky cepueso-cy0uHHoi cucmemu: CTeHOKapHis, AV-6y10kafa, MirpeHs, ocTypajbHa
rimoTeHsis, imemis Miokapma, TpoM003 CyIUH I'OJIOBHOT'O MO3KY, PaIllTOBa 3yIIMHKA CEPIIs,
IopylieHHA pe3ynbTaTiB Ha EKI', KapgiomionaTis.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: TTIOCUT, KOJIIT, AUCdarisi, raCTPUT, TaCTPOEHTEPHT,
e30¢arit, CTOMaTHT, MIOPYLIEHHS Pe3y/IbTaTiB MeYiHKOBUX P00, peKTaabHa KPOBOTEYA, TiHTiBiT.

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

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

3 6oky cKkesiemHO-M’ 230801 cucmemu: apTPUT, apTPO3, PO3PUB CYXOXKUILISL, TEHOCUHOBIT,
Oinb y KicTKax, MiacTeHisi, CHHOBIT.

3 60Ky Hepeogoi cucmeMu: aTakcisi, HeBpasris, HeUpPoIaTis, MapecTe3is, TpeMop, BEPTUTO,
mernpecisi, 6e3COHHS, aHOMAaJlbHi CHOBUIIHHS, 3HUXKEHHS pedIieKCiB.



3 60Ky OuxaabHOi cucmemu: aCTMa, IUCITHOE, JIAPUHTIT, PapUHTIT, CAHYCUT, OPOHXIT,
TIOCUJIEHE CIIMHOBUIJIEHHS, TOCUJIEHHS KalIIJTIo.

3 60Ky wKipu: KpOuB'sTHKA, Teprec, cBepOiXk, MiTIUBICTh, BUPA3KK IIKipH, KOHTAKTHUN
OepMaTUT, eKCPOIiaTUBHUYN TepPMaTHT.

CneyuciuHi 8i0uymms: panToBe 3HUKEHHST a00 BTpaTa CiyXxy, 0ilb y ByXaX, KDOBOBUJIUB Y
0KO, KaTapakTa, CyXiCTbh B 04ax.

3 60Ky ypoeeHimanvHoi cucmemu: LACTUT, HIKTypid, [MiABUIIEHA YaCcTOTa CEYOBUIIYCKaHb,
30i/1bIlIeHHS MOJIOYHMX 3aJ103, HETPUMAaHHS Cedi, MOPYIIeHHS eIKysilil, HabpsSK CTaTeBUX
OpraHiB, aHOprasMmis.

IlocBig 3aCTOCYBaHHS IiCIAd BUXOOY Ha PUHOK. OCKIIbKY PO TakKi mobiuHi peakiii

TIOBiIOMJISTIOTH MOOPOBINIBHO Ta MOBiOMITEHHST HAOXOMSTh Bif MOMYJISIlil HEBiOMOI YMCEeIbHOCTI, He
3aBXK[Y MOXKHA [IOCTOBIPHO OIIIHUTHU IX YACTOTY Ta BCTAHOBUTH IPUUYUHHUMN 3B 30K i3 €KCIIO3UIIIEI0
nikapcbKoro 3aco6y. 1li sBuiia Oyu 3a3HaveHi SIK 4epes iXx CepHOo3HICTh, YaCTOTY MOBiOMIIEHHS,
BiZICYTHICTh YiTKOTO aibTePHATHBHOIO 3B’SI3KY, TaK i uepe3 KoMOiHallito 1uxX HhaKTopiB.

Cepueso-cyouHHi ma uepebposackyaapHi aguwid. IIoBimoMIIsIN IIPo Cepiio3Hi CepleBO-CyOUHHi,
11epeOpPOBacKyJIIpHi Ta CyIMHHI SIBUIA, BKITI0Ya0un 11epedpoBacKyIspHY KPOBOTEYY,
cybapaxHoifaibHy Ta BHYTPilIHbOIIepeOpanbHy KPOBOTEYY Ta JiereHeBY KPOBOTeUy, 110 Oyniu
TI0B’sI3aHi ¥ 4yaci i3 3acTocyBaHHSM cunfgeHadiny. Y 6inpiIocTi mauieHTiB, ane He y BCix, Oyau HasBHi
(baKToOpH CeplieBO-CYIUHHOTO PU3UKY. IToBigoMisiny, 1m0 6araTo 3 UKUX SIBUIL BUHUKIIU IIif 9ac abo
Ofpa3y Iic/is CTaTeBOl aKTUBHOCTI Ta AeKibKa SBUIL BUHUKIIKA OApPa3y IIiCJisg 3aCTOCYBaHHS
cunpeHadiny 6e3 cTaTeBoi aKTUBHOCTI. [HIII SBUIIa BUHUKIIK MIPOTSATOM HACTYIIHUX TOAUH a00 OHIB
IIiCJI 3aCTOCYBaHHS CUfeHadiny Ta cTaTeBol aKTHBHOCTI. HeMOK/IMBO BCTAHOBUTH, UM IIi SIBUILA
II0B’513aHi i3 3aCTOCYBaHHAM IIpenapary, 3 CTaTeBOI0 aKTUBHICTIO, 3 HASSBHUMU (paKTOpPaMHU PU3UKY YU
i3 KombiHani€eo ux GakTopiB, K 3 iHIIKUMU HAKTOPaAMHU.

KpogoHocHa ma aimpamuyHa cucmemu: Ba300KIIO3UBHUM KPU3. Y HEBEJIMUKOMY 3aBYaCHO
IPUIIMHEHOMY OOCIiAKEeHHI 3aCTOCyBaHHS npenapaTty PeBaiuo (cungeHadin) A DalieHTiB
i3 IereHeBO0 apTepiaabHOIO TiMepTeH3ie€l0, BTOPUHHOIO IIOA0 CEPIIONOmiOHOKTITHHHOI
aHeMil, Ipu 3aCTOCYyBaHHi cungeHadinly Ipo pO3BUTOK Ba300KITIO3WBHUX KPHU3iB, 1110
noTpeOyBasy rocmiTanilallii, MoBiMOMIISIM YacTillle, HiXK ITPU 3aCTOCOBYBaHHi Ia1eo.
KniniyHe 3Ha4YeHHS 1i€l iHGopMalil Jj1d Nali€eHTiB, IKi 3aCTOCOBYIOTh CUIieHadin 3 MEeTO0
JiKyBaHHSI €PEKTUIIBHOI OUCPYHKIIiI, € HEBiJOMUM.

Hepsosa cucmema: TPUBOXKHICTh, TPAH3UTOPHA I'71oOasbHA aMHe3is.
Cneuucpiuni giduymms.

Cayx. TToBigoMISIIH PO BUIIAKX PAITOBOTO 3HUKEHHS a00 BTPATH CJIyXy, ITOB’sI3aHi y Yaci i3
3aCTOCYBaHHAM cuigeHadiny. V meskux BUMagKax IOBIIOMIISIIY IPO HagBHICTh MEIUYHUX CTaHIB Ta
iHmMx ¢pakTopiB, 110 MOT/IM BiflirpaTu pojib ¥ PO3BUTKY MOOIYHUX peakiiii 3 60Ky ciyxy. Y 6araTbox
BUNAJKax iH(popMalis U[0f0 OAAJIbIIOr0 MEeIUYHOTO CIIOCTEPEKEHH BifiCyTHS. Bu3HauuTH, 49U 1i
sIBUIIIA TIPSIMO TIOB’sI3aHi i3 3aCTOCyBaHHSIM cunpmeHadiny, 3 HaSBHUMHU (paKTOpaMy PU3UKY BTPATH
ciyxy, 3 KombiHalieo 1ux GakTopiB un 3 iHmmMu pakTopaMu, HEMOKIIKUBO.

3ip: TUMYacoBa BTpaTa 30py, IOYEPBOHIHHSA O4el, TeYiHHA B 04aX, MiIBUILIEHHS BHYTPIIIHO0OYHOT O
TUCKY, HaOpSK CiTKiBKM, CyOUHHI 3aXBOPIOBAHHS CiTKiBKM a00 KpOBOTeYa, BifIlIapyBaHHS CKJIUCTOTO



Tinma.

Pigko noBimomsiny Nmpo BUNAAKU HeapTepialbHOI IepefHbO] illeMigHOol HeBpormaTil 30p0BOT0 HEPBA,
II0 € IPUYKHOIO 3HMKEHHS 30pY, BKIII04Yalouu MOCTiKHY BTPATy 30pYy, IKi Oynu 1MOB’g3aHi y daci i3
3acTtocyBaHHSIM iHTiOiTOpiB ®IIEDS, BKmowaroun cunmeHadin. ¥ 6araThox maifieHTiB, ajie He y BCiX,
Oynu HassBHi aHaTOMi4Hi a00 CynuHHI (paKTOpPU PU3UKY PO3BUTKY HeapTepiaabHOI TepeaHbOoi
ilmemiyHOI HEBpoIaTii 30pOBOT0O HEPBA, BKIIIOYal0O4H (are HeoO0B'I3KOBO 00MEXKYIOUKCh) TaKi: HU3bKe
CIIiBBigHOILIEHHS [iaMeTPy eKCKaBallii Ta JUCKYy 30pOBOT0 HepBa (3aCTiiHUM IUCK 30POBOT0O HEPBa),
BiK nmoHapn 50 poKiB, rinepTeH3is, 3aXBOPIOBaHHS KOPOHAPHUX apTepiy, rinepiimifgeMis Ta naliHHS.
HeM0k11BO BU3HAYUTH, YU 1Ii SBUIIA IIPSIMO ITOB’s13aHi i3 3acTocyBaHHSM iHTiOiTOpiB ®IIES, un 3
HassBHUMU aHaATOMIYHUMU ab0 CyoIuHHUMU (paKTopaMu PU3UKY, YU 3 KoMOiHalli€lo IUX BCiX GaKTOPiB,
Yy 3 iHIIMU (PakKTopaMu.

38imyBaHHA npo nido3prosaHi nobiuHi peakuyii. 3BiTyBaHHS PO MMif03pIOBaHi MOGIYHI peakii
IIicJIs peecTpallil TikapchKoro 3aco0y Ma€ BaX/inBe 3HaueHHS. Lle a€ 3MOry IpOBOAUTH
Oe3mepepBHUN MOHITOPUHT CITiBBiMHOIIIEHHS KOPUCTI i pU3UKiB, ITOB’I3aHUX i3
3aCTOCYBaHHSM I[bOTO JTiKapCchKOro 3acoly. JlikapsiM ciif 3BiTyBaTH Ipo OyOb-sKi
Timo3pIoBaHi M00iuHi peakiiil BiilIOBiAHO MO0 BUMOT 3aKOHOJIaBCTBA.

Tepmin npudamuocmi. 3 POKH.

YmMmoBH 30epiranssi.
[Tpemapat He noTpelye crelliabHUX TEMIIePAaTypPHUX YMOB 30epiraHus.
30epiraTtu B OpuriHanbHi{ yIIaKOBII OIS 3aXUCTY Bif CBiTIa.

30epiratu B HEOOCTYIIHOMY IJISI OiTEW MiCIIi.

YnakoBka.

TabmeTku xKyBanbHi Mo 50 Mr: mo 1 Tabnerri y 6rmictepi; mo 1 GricTepy B KapTOHHi#H KOPOOIIi;
110 4 tabmeTku y GricTepi; mo 1 abo mo 2 6micTepu B KAapTOHHIN KOPOOIIi.

TabneTtku xkyBanbHi 0 100 Mr: mo 1 tabnetwi y G6mictepi; mo 1 GmicTepy B KapTOHHi#A KOPOOLI;

1o 4 tabnmeTku y GiicTepi; mo 1 abo mo 2 6micTepu B KApTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.

BupoOHHUK.



I'ernedapm CA.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca Micls MpoBaIXKeHHS HOT0 Tis/IbHOCTI.

18-t km Mapadonoc Asento, [Tammini ATTiki, 15351, I'peis.



