IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

BEPAITAMIIY I'TOPOXJIOPHU]

(VERAPAMIL HYDROCHLORIDE)

Cknao:

ditoua pevosuHa: BepalaMiny TigpoXJIOPUL;

1 tabnetka mMictTuTth 80 Mr Bepamaminy rifpoXI0pumy;

0ONOMIdICHI peyo8UHU: KpOXMaJlb KYKYPYA3SHUM, TaKTO3W MOHOTIgpAaT, KOIOBIOOH, Mar#iio creapar.

[I71iBKOYTBOpIOIOYE ITOKPUTTA: TiAPOKCUIIPOIIIMETUIILEIII0I03a, JIaKTO3U MOHOTIApaT, TUTaHy
miokcun (E 171), momieTANEHTTiKOb, TPUAIIETUH.

JIikapcbka ¢opma. TabmeTKy, BKPUTI MTiIBKOBOIO 000I0HKOIO.

OcHosHI (i3uko-xiMiyHI 81acmueocmi: KpyTiii TabaeTKX, BKPUTI IIiBKOBOIO 000JI0HKOIO, 6i710T0
KOJIbOPY, 3 IBOOMYKJIOIO ITOBepxHel0. Ha monepeunoMy 3pisi BUAHI iBa 1Iapu Pi3HOI CTPYKTYPH.

®dapmakoTepaneBTUYHA rpyna. CeJleKTUBHI aHTArOHICTU KaJbIli0 3 TIepeBaxkKHOIO [Ii€10 Ha ceple.
[Toxigni dpeninankinaminy. Kog ATX C08D A01.

dPapmako102iuHi 8 1acmueocmi.
dapmMakoOuHamika.

Bepanaminy rigpoxiopun € cCeIeKTUBHUM 67I0KaTOPOM KallbIlieBUX KaHasiB L-TUAMY I Knacy, YHHUTD
aHTHaHTIiHAJIbHY Ta TiMOTeH3UBHY Ail. BIOKye moTeHIian3anexHi KaabIlieBi KaHaIK Ta IOPYIIYE
Ha[XONKEHHS 10HIB KaJbllil0 BCEPeNUHY KIIITAH, 30KpeMa KapLiOMIOLUTIB Ta KIIITUH IJIafleHbKUX
M’'g3iB CyAuH, KOHI[EHTpaLllis KaJbllil0 Y KPOBi IIPX LIbOMY He 3MIiHIOEThCS.

AHTHaHTiHAbHA [Iis IpemnapaTy peani3yeThCs 3aBASKN 3HUKEHHIO TOHYCY KOPOHAPHUX Ta
nepudepUYHUX apTepialbHUX CYAWH, MOINIIIEHHIO KPOBOIIOCTaYaHHs CePIEBOr0 M's13a, y TOMY YHUCIi
B ileMi3oBaHUX OiNsHKAX; 3HUKYE MOTPeOy Miokapaa B KMCHi, 3MEHIIyI04Y: CKOPOT/IUBICTE MioKapaa
Ta 30iIbIIyI0Ur KOPOHAPHUYM KPOBOTIK. AHTUAHTIHANBHUN e(eKT 3yMOBJIEHUHM TaK0OX
Ba30[XJIaTyI0400 IepUPEepUIHOIO [Ii€l0, 10 IPU3BOAUTH 10 3MEHIIIEHHS [IOCTHAaBAHTaXKEeHH4 1
moTpebu MioKapaa B KUCHI.

Bepamnaminy rigpoxiopup HaleXuTh 00 aHTHAPUTMIYHUX Ipenaparis [V Kinacy. AHTUapUTMIYHUA



edekT 3ymoBneHuM 6JI0Kagoi0 KalbI[iEBUX KaHalliB y KJIiTHHAX IIPOBIgHOI CUCTEMHU CEPLIS
(cuHOATPiaNbHOMY i aTPIOBEHTPUKYISIPHOMY By3J/ax), 10 IPU3BOAUTH 0 YIOBIIbHEHHS
aBTOMAaTU3My P-KJIiTUH CHUHYCOBOIr'O By3Jjla, €KTOMIIYHUX BOTHUII y IIepefcepasax i MBUAKOCTI
IpOBefeHHS 30yAKEeHHS Yepe3 aTPiOBEeHTPUKYIIPHUN BY30J1. BHACIIIOK IIbOT0 MTOMOBXKYEThHCS
epekTuBHUY pedpaKTEPHUN IIePio] y CHHYCOBOMY Ta aTPiOBEHTPUKYISPHOMY By3/ax,
YHOBiHbHI-OGTbCYI CI/IHYCOBI/II;I PUTM, 3MEHIIYETECA YaCTOTa CePUEBUX CKOPOYEHbB.

AHTHTiIEpTEeH3MBHA [Iisl BepalnaMiny rifpoxJIopuay 3yMoBjIeHa Po3ciiabaeHHSIM IiIafleHbKUX M’S3iB
CYAVH, 3HUXKEHHSIM 3araJbHOr0 epupePUIHOT0 CYIUHHOTO0 OIOPY, apTeplabHOT 0 TUCKY, K
mpaBuio, 6€3 PO3BUTKY ITOCTYPaJIbHOI TimoTeH3il Ta pedaekTopHoi Taxikapmil; Gpagukapmis
(4acToTa cepleBUX CKOpOYeHb MeHIle 50 3a XBUJIMHY) PO3BUBAETHCA PiAKO.

dapmaxoKiHemuxka.

[Ticns mepopaabHOTO IPUOMy B TOHKOMY KUIIIEYHUKY BCMOKTY€EThCS moHaA 90 % BBemeHoi mo3u
Bepanaminy rigpoxnopuny. [IpenapaT MeTab0mi3yeThCs IepeBazKHO B IediHIli BHACTIIOK
iHTeHCUBHOTO MeTa60JTi3My ITpH IIEePLIOMY IIPOXOAXKEHHI Kpi3b BOPITHY CUCTEMY IIE€UiHKH,
HiomocTymnHicThL mpemapaTy cTaHOBUTEL 20-35 %. MakcuManbHa KOHIEHTpPAIlis BeparnaMiny
TigpoxJIopHuay B Ia3Mi KPOBi Bif3HAYa€ThCS yepe3 1-2 TOOUHMU IIiCIISA MPUKAOMY IIpemnapary.

Crymninb 3HUKEHHSI TUCKY KPOBi He 3a/Ie3KUTh Bifl KOHIIEHTpallil BepanaMily TifpoXJIOpuAy B IIa3Mi
KPOBI.

3 6inkaMu KpoBi 3B’s13yeThbcst npubnu3no 90 % mpemnapary.

Bepamnawminy rifpoxnopun IpoOHUKAE KPi3b IITAlleHTY Ta eKCKPETYEThCS B IPyAHe MOI0K0. CepenHin
mepion HamliBBUBEOEeHHS CTaHOBUTH 2,8-7,4 TOOUHM MiCHA IepIIoro npuromy i 4,5-12 rogus Ha TIIi
TPUBAJIOTO MIPHUKOMY. Y TallieHTiB CTapIlol BiKOBOI I'PyIH Iepiof HalliBBUBENEHHSI MOXKe
30iTbIITYBaTUCE.

HemonaBHO omepzkaHi faHi CBifyaTh, 110 HEMA€E Pi3HUI ¥ hapMaKOKiHETHIIi BepalnaMiny y mogen 3i
300POBMMY HUPKaMU Ta y Malli€eHTiB 3 TePMiHaIbHOIO CTafli€l0 HUPKOBOI HEJOCTATHOCTI.

Y narnieHTiB 3 MeYiHKOBOIO HEJOCTATHICTIO Mepiof HamiBBUBeOeHHS 30inburyeTrhest 1o 14-16 romus,
00’eM po3Mofiny 36ibIIyETHCS, TI1a3MOBUM KIIipeHC CTaHOBUTH pubau3uo 30 % HopMu. ToMy m03y
[J18 TaKUX [Ali€HTiB 3MEHIUYIOTh 10 1/3 3BMYaHOI M060BOI mo3u. [IpemapaT BUBOAUTLCS ITEPEBAXKHO
HupKamu (70 %), 4aCTKOBO - KUIIEYHUKOM.

KrinigHi xapaKTepHCTHKH.
Iloka3aHnHs.
AprTepiasnbHa rinepTeHsis.

ImemiyHa xBopoba cepiisi, BKItoYaouu CTabilbHy CTeHOKap/Ailo HapyXKeHHs, HecTa0ibHy
CTEHOKaP[iio (IIporpecyioya CTeHOKAP/is, CTEHOKAP/is CII0K010), BA30CIAaCTUYHY CTEHOKAaPAi0
(BapiaHTHa CTeHOKapHis, cTeHOKaphia [IpuHIIMeTasna), mocTiHhapkKTHY CTEHOKAP/Mi0 y Malli€HTiB
0e3 cepleBoi HENOCTATHOCTI, SIKIIIO He TTOKa3aHi b-agpeHo0I0KaTOpH.



AputMii: mapoKcu3MasbHa HaAIUIYHOUKOBa TaXiKapis, MepexXTiHHS/TPIOTiHHS epefcepab 3i
IIBHKOI0 aTPiOBEHTPUKYISIPHOIO IIPOBiHICTIO (32 BUHATKOM cuHapomy Bonbda-IlapkiHcoHa-
Yaiita WPW).

IIpomunoka3aHHs.
lmepuyTnuBiCTh OO BepamnaMiiny rigpoxmaopumy abo Jo iHIIKUX KOMIIOHEHTIB ITpemapary.
KapmioreHHNM IIOK.

T'ocTpa ¢a3za indapkTy Miokapaa 3 yckinagHeHHIMH (6papukapmis < 50 yn/xB, apTepianbHa
rimoTeHsis (cucToniyHu TUCK HUXKYe 90 MM PT. CT.), HEHOCTATHICTE JIIBOTO LUIIYHOYKA).

TsKKi TOPYIIEHHS MPOBITHOCTi: CHHOATPiaMbHa Ta aTPioBeHTPUKYIsipHa (AV) 61okama [1-
IIT ctynens

(3a BUHSITKOM MALi€HTIB 3i IITYYHUM BOLIEM PUTMY).
CunpgpoM c1abKOCTi CUHYCOBOTO By3J1a (3a BUHSITKOM IAlli€HTIiB 3i IITYYHUM BOMIEM PUTMY).

CeplieBa HEOCTATHICTH 3i 3HUKEHHSAM (pakiii Bukuny menie 35 % Ta/abo THCKOM Y
JereHeBid apTepil Bume 20 MM pPT. CT. (IKLIO TiTbKM BTOPUHHA HAAUIIYHOYKOBA Taxikapmid He
Iiga€eThCs BIJIMBY Tepallil BepanaminioMm).

MepexTiHHS/TPIMOTiHHS Mepeacepab TPy HAasIBHOCTI JOOATKOBUX MPOBIMHUX IIIAXiB (Ha T
cuagpomiB WPW ta LGL (JTlayna-T'aHonra-JIeBiHa)). Y Takux MaIli€eHTiB IIpu 3aCTOCYyBaHHI
Bepanaminy TigpoxJIOpUAy € PU3UK PO3BUTKY IUIYHOYKOBOI TaXiapuTMil, BKITIOYaI04YH IITYHOYKOBY
¢Gibpunsiito.

OnHoudacHe 3aCTOCOBYBaHHS 0710KaTOPiB b-ampeHOpelenTopiB A/l BHYTPIIIHHOBEHHOTO
BBe/eHHs (3a BUHSITKOM iHTEeHCHBHOI Teparrii).

3acTocyBaHHs y KoMOiHalil 3 iBabpaguHoM (muB. «B3aeMopis 3 iHIIMMHU JTiKapCbKUMU 3aco0aMu
Ta iHII BUOU B3aEMOMIN»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.

HocnimxeHHsT MeTa00Ji3My BeparnaMiny rifpoxXnIopuay in vitro mokasaiw, 10 BiH MeTabomi3yeTbCs
mmuToxpomoM P450 CYP3A4, CYP1A2, CYP2C8, CYP2C9 ta CYP2C18. Bepamaminy rimpoxiopup €
inribitopom dpepmentis CYP3A4 Ta P-riikonpoTeini (P-gp). [ToBimoMnsinocs mpo KaiHiYHO
BaKJIMBi B3aemoyil 3 inridiTopamu CYP3A4, 110 CynpoBOAKYBaIKCS MiIBAIEHHSIM PiBHS
Beparnaminy TigpoXJIopuay y mia3mi Kposi, Tomi sk iHgykTopu CYP3A4 CIPUUMHSAINA 3HUXKEHHS
TII71Ta3MOBUX PiBHIB BepalaMiny rifpoxiIopuay, ToMmy HeoOXimgHO ITPOBOAUTY MOHITOPHUHT IIOZI0

B3a€EMO[Iil 3 iHIKUMU TiKapChKUMU 3aco0amu. CymicHe 3aCTOCYBaHHS BepallaMily Ta Mpelaparis,

sIKi B ocHOBHOMY MeTa0oi3yioThcsi CYP3A4 a6o € cybcTpaToMm P-gp, Moxe OyTH OB’ 3aHO 3
TiABUINEHHSIM KOHIIEHTPAIIiM IIperaparis, 110 Moxe 36inbinyBaT a60 OJOBKYBATH SIK
TepalleBTUYHi, TakK i HECIIPUATINBI e(eKTH CYyIIyTHHOTO IIpernapary.



[ToTeHIiMHI B3aeMOil, TOB’s13aHi 3 papMaKOKiHETUKOIO

AHmuzinepmeH3ugHi npenapamu (Hanpukaad, eazodusamamopu, iHzibimopu AII®, diypemuku, a-
6s10Kkamopu, Npa3o3uH ma mepas3o3uH): BepanaMiny TiTpoxIopuL MOTEHIIIIOE iX [ito.

XiHiOuH: 3MEHILIeHHS KJIipeHCY XiHiguHy (~ 35 %) npu nepopanbHOMY IpuiioMi. MoXKIHBUN
PO3BUTOK apTepiabHOI rilmoTeH3sii, a y malieHTiB 3 rimepTpodiuyH0I0 00CTPYKTUBHOIO
Kappiomiomnarieto - HaOpsiK nereHis. ToMy He CIIif MpU3HavyaTyA 00UIBa IIpenapaTyd pa3oM.
[ToemHaHHS BepamnaMily Ta aHTHAPUTMIYHUX 3aC00iB MOXKe IIPU3BECTH 0 aJUTUBHOI
CepleBO-CynuHHOI fil (Hanpuknag, AV-6mokana, 6pafguKkapis, TilOTOHIs, cepiieBa
HeOOCTaTHICTh).

®1eKaiHiO: iICTOTHO 3MIiHIOETHCS B3a€EMHA IIPUTHIUYyBa/IbHA [Iisl Ha MiOKapH, CIIOBITbHIOETHCS
aTpPiOBEHTPUKYJISIPHA ITPOBIAHICTE Ta 30iMbIIyETHCS TPUBATIICTD PETIONIAPU3aIlLil.

Teo@iniH: 3HUKEHHS OPAJIbHOTO Ta CUCTEMHOTO KiipeHcy ~ Ha 20 %, y KypiiB - Ha 11 %.
[TigBuienuy piBeHb TeodiniHy B CUPOBATIIi KPOBi MOXKe CIPUYUHUTHU IIOCUJIEHHS MOOIYHUX edeKTiB.

Kapbama3zeniu: migsuients AUC kapOama3eriny (~ 46 %) y XBopux 3 pedhpakTepHO MapiiaabHO0
ellinenciero; mifBUINeHHs PiBHIB KapbaMa3eliny, 10 MoXKe BUKIUKATH M00iuHi epekTu
KapOaMaserminy, Taki sSIK AUIIONis, TOIOBHUM 6inb, aTakcist ab6o 3arraMoOpOYeHHs.

DeHimoIH: 3HWKEHHS KOHIIEHTpallil BepanaMiny y Ijaa3Mi KPoBi.
Iminpamin: 36inpments AUC (~ 15 %) iminpaminy 6e3 BIIMBY Ha aKTUBHUU MeTabOJIIT He3umpaMmiH.

HaxnmposieH: IPYA OOHOYACHOMY 3aCTOCYBaHHI BepalaMilly 3 BHYTPIIIHEOBEHHUM
NAHTPOJIEHOM MOXe BUHUKHYTH TiIIOTOHIA, Aelpecis MioKapha Ta TinepKaieMis, TOMy I[50Tr0
IIOENHAHHSA CIIif] YHUKATH.

I'71i6ypuo: mipgpuiyetsbest C,, Tnidypuny Ha 28 %.

Koaxiuun: 36inpmennss AUC (~ y 2 pa3u) Ta Cmy,, (~ v 1,3 pasa) konxinuny. KomOiHoBaHe
3aCTOCyBaHHS IIUX IIperaparTiB He peKoMeHayeThcsi. Konxinun € cyoctpaTtoM gk s CYP3A, Taxk i gns
TpaHCIIOpTepa BUTOKY, P-rnikonporeiny (P-gp). Bepamawmin, sik Bimomo, iHrioye CYP3A Tta P-gp. Konu
Beparnamin Ta KOJXil[uH BBOOATHCS pa3oM, inribysanHs P-gp Ta/ab6o CYP3A BepamaminoMm Moxe
IIPU3BECTH [I0 TIOCUJIEHHS BIUIMBY KONXiIMHY, TOMY KOMOiHOBaHEe 3aCTOCYBaHHS He PEKOMEHIYEThCS.

EpumpomMiyuH, KaapumpomiluuH, meaimpoMiyuH: 4epe3 B3aEMHUY BIIJIUB MiIBUIIYETHCS PiBEHDb
BepalaMisly riipoxXJI0puAy Ta MakpOJIifiB y I1y1a3Mi KPOBI.

PugamniyuH: MOXKIIHBE 3HUKEHHS TinoTeH3uBHOro edexry. 3uuxkenus AUC (~ 97 %), C,..(~ 94 %)
i 6i0MOCTYITHOCTI mmics mepopanbHOro 3acTocyBaHHS (~ 92 %) Bepanaminy.

IlokcopybiyuH (nepopasnvHo): TP OMHOYACHOMY 3aCTOCYBaHHiI JOKCOPYOILMHY Ta BepamaMiny
(mepopanbuo) migpuiyeTbesi AUC (~104 %) ta C,,, (~61 %) mokcopyOinuHy y maa3Mi KpoBi y
XBOPHX 3 IPiOHOKIIITUHHUM PaKOM JIETeHiB. Y XBOPUX Ha CTafii MpOTrpecyyoi MyxXIuHu
3HAYHUX 3MiH (hapMaKOKiHETUKY JOKCOPYOIIIMHY IPU OMHOYACHOMY BHYTPIIIHHOBEHHOMY
3aCTOCYBaHHI BepallaMily He CIIOCTePIiraeTecs.

®eHobapbima: MiABUIIYETHCS OpaIbHUM KITipEHC BeparaMiny rigpoxiopuany v 5 pasis.



BycnipoH: 36inbmenss AUC ta C,,,y 3-4 pa3u.

Midazonam: 36inpmenns AUC y 3 pa3u Ta Cm,, - Y 2 pasu.

Bepamawmin Mmoxe 30iblIyBaTH 71a3MOBi KOHIIEHTpallii B-6710KaTopiB, 1110 MOXKe MPHU3BECTH [0
agUTHBHOI CceplieBO-CyAuHHOI Oil (Hanpukian, AB-61okana, 6pafukapmis, TimoTeHsis, cepiesa
HeOoCTaTHICTh).

BryTpimHboBeHHi B-010KaTOPH HE CIIif 3aCTOCOBYBATH MalliEeHTaM, SIKi JIIKYIOThCS BepalaMiioM.

Memonposo: 36inbmenss AUC (~ 32,5 %) ta C,,., (~ 41 %) MeTOnIpoI0Ny y HaIli€HTIB 3i
cTeHOKapgi€lo (auB. po3min «OcoOMMBOCTI 3aCTOCYBAaHHS»).

IIponpatoao: 36inbmenuss AUC (~ 65 %) ta C,,, (~ 94 %) mpompaHooy y Malli€HTiB 3i
cTeHOKapmielo (muB. po3min «OcoOMMBOCTI 3aCTOCYBAHHS»).

HueoxcuH: 36inbimenns Cmax (~ 44 %), C,y, (~ 53 %), C (~ 44 %) i AUC (~ 50 %) OUTOKCUHY Y

3M0POBUX MOOPOBOIIBLIB. PEKOMEHIOBAHO 3MEHIIUTH J03Y AUTOKCUHY (IUB. po3min «OcobnmuBoCTi
3aCTOCYBaHHS»).

[lu2imoxcuH: 3MeHIIIeHHS KIipeHCYy OUTITOKCUHY (~ 27 %) Ta eKCTpapeHanbHOoro KiipeHcy (~ 29 %).

IMumemuoduH: 36inemyeTbcas AUC R-Bepanaminy rigpoxnopuny (~ 25 %) ta S-Bepanaminy (~ 40 %) 3
BiAIIOBIAHUM 3HUKEHHSM KJlipeHCy R- Ta S-Bepamaminy.

LHuxkaocnopun: 36insmenss AUC, C,,, Css OUKIOCIOPUHY NPUOIU3HO Ha 45 %.

Esepoaimyc: 36inbimennst AUC (~ y 3,5 pasa) Ta Cmax (~V 2,3 pa3a) eBeposiMmycy. 30inbIneHHs

Cirougn BEPAIaMiny rigpoxnopupy (~ y 2,3 pasa). Moxe OyTu HeoOXiIHEM TOYHE BU3HAYCHHS
KOHIIEHTpAllil Ta KOPEKIIisl 03U €BEPOIIIMYCY.

Cupoaimyc: 36insments AUC (~ y 2,2 pa3a) cupomimycy, 36inbmenns AUC (~ y 1,5 pasa) S-
BepamnaMiny. Moxe 6yTy DOTPiOHMM BH3HAYEHHS KOHIEHTPAIH Ta KOPEKIlisi JO3H CHPOJIIMYCY.

Taxposimyc: MOXKIHBe 30ibIIeHHS PiBHS LHOTO IIperapary y maa3Mi KpoBi.

IH2ibimopu I'MTI-KoA-pedykma3su (cumeacmamuH, amopeacmamuH, 108dCMAMUH): TTiKyBaHHS
CTaTUHAMHU CJIiJ] PO3MOYMHATH 3 HAWHUAKYNX MOKJIMBUX 103 Ta ITOCTYIIOBO 1X 30ibIIyBaTH. AKIIO
NallieHTy, SKUH BXKe NpUiiMae BepanaMily rifpoxiopun, HeoOxigHe MpU3HaYeHHS CTATHHIB, CIIif
BpaxyBaTH HeoOXigHe 3HUKEHHS X M03M i mimiOpaTy HO3yBaHHS BigIOBIIHO [0 KOHIIEHTPAIIil
X0JIeCTEPUHY Y IJ1a3Mi KPOBI.

AmopsacmamuH: MOXKJIUBE IIiABUIIEHHS PIBHSA aTOPBACTaTUHY V IJIa3Mi KPOBi. ATOpBaCTaTUH
36inpirye AUC Bepamawminy rigpoxmopuny ~ Ha 43 %. Xo4a IpsiMUX KTiHIYHUX JaHUX in Vivo HEMaE, y
Bepamnaminy € CUIbHUY IIOTEeHIiaN CyTTEBO BIUIMBATH Ha (hapMaKOKiHETUKY aTOPBAaCTaTUHY, a TAaKOXK
cUMBacTaTuHY a0 noBacTaTuHy. Clifg fOTpUMyBaTUCS 00€PeKHOCTI IPU OMHOYACHOMY
3aCTOCYBaHHI aTOpPBaCTAaTUHY Ta BepamnaMiny.

JlosacmamuH: MOXKJIMBE IiIBUIIEHHS PiBHS JI0BacTaTUHY Y mia3Mi Kposi. 36inbpimenuss AUC (~ 63 %)
i C,. (~ 32 %) Bepamaminy rigpoxnopupny.



Cumeacmamu: 36inbimensss AUC cumBactatuny ~ y 2,6 pasa, C,,, CAMBacTaTUHY - y 4,6 pa3a.

& 1ysacmamuH, npasacmamut i po3ysacmamuH: He MeTabonisyoTscs cuctemoio CYP3A4 i B
3B’'I3KY 3 LIUM IIPAKTUYHO HE B3a€EMOIIOTH 3 BepalaMily riIipoXI0OpULOM.

Aamompunmat: 36inbierHss AUC (~ 20 %) i Cmax (~ 24 %) anMoTpUITaHy.

CybbiHNIPA30H: MiOBUIEHHS KIIipeHCy ITEPopaIbHOr0 BeparaMiny TrifpoXIopuny y 3 pasH,
GiomocTymHOCTI - Ha 60 %. MOXK/IMBe 3HUKEHHS TilTOTEeH3UBHOTO e(EKTY.

IlabieampaH: BepamaMiny rigpoxnaopun y Gopmi TabmeTox 3 HeraiHUM BUBIJIBHEHHSIM 30i/IbIIye
Cux (mo 180 %) Ta AUC (mo 150 %) mabGiraTpany. He O0yo nmomiueHo 3Ha4yII0i B3a€MOZil Ipu
BBe[IeHHi BepanaMiny uepes 2 roguHu micins mabiraTpany etekcumnaty (30inbienus C,,,, TpubIu3HO
Ha 10 % Ta AUC npubnu3no Ha 20 %). [ligBuIiyeTbcss pu3UK KPOBOTEUi, TOMY PEKOMEHAYETHCS
peTesbHE KIIiHiYHEe CIIOCTepexRKeHHs, 0COOIMBO IIPU BUHUKHEHHI KPOBOTEYi Ta 3a HasBHOCTI JIETKOTO
abo moMmipHOTO NOpyIIeHHs QPyHKINI HUPOK. [ITpy ogHOYaCHOMY 3aCTOCYBaHHI 3 TepopabHUM
Bepanaminy rigpoxiopumoM Moxe 0yTu HeoOXimHUM 3MeHIIeHHS f03u fabiraTpany (IUB. iIHCTPYKIIiiO
IS MeIMYHOT'0 3aCTOCYBaHHS fabiraTpaHy Iogo peKoMeHfalliil 3 Jo3yBaHHS).

IHwi nepopaavHi aHmukoaz2yaaHmu npsamoi 0ii (ITAIT[]): migBumieHHs abcopOiril ITATI]I, ocKinbKu
BOHHU € cyOcTpaTtamu P-gp. A Takox 3HukeHe BuBeneHHs [TAII]l, gki metabomnisyiotecsas CYP3A4,
MOXKe IIPHU3BECTH [0 30inbIeHHsT cucTeMHol 6iogocTymHocTi TTATII.

3rigHo 3 esIKUMU OaHUMHU, 30iIbIIYETHCA PU3UK KPOBOTEUi, 0COGIMBO Y NAIli€HTIB 3 {OAaTKOBUMHU
dbakTOopaMu pu3uKy. Moxe 3HamoObuTuCs 3MeHIIeHHs no3u [TATI]] mpu 3aCTOCYBaHHi 3 TEpOparTbHUM
BepanamisioM (OuUB. iIHCTPYKLIIO AJI MeIUYHOr 0 3aCTOCYBaHHSA 11070 fo3yBaHHs [TATIT).

IgabpaduH: ofHOYACHEe 3aCTOCYBaHHS 3 iBabpaguHOM NIPOTUIIOKA3aHe Yepe3 NOJAaTKOBUM edeKT
3HUKEHHS YaCTOTH CeplebuTTs Bepanaminy rinpoxiopunoM (ouB. «[IpoTUIIOKa3aHHS»).

I'petingppymosuti cik: 36inpuyeThcss AUC R-Bepamnaminy (~ 49 %) Ta S-Bepamaminy (~ 37 %),
36inmbinyeTthes C,,, R-Bepamnaminy (~ 75 %) Ta S-Bepanaminy (~ 51 %) 6e3 3minu nepiomy
HalliBBUBEJEeHHS Ta HUPKOBOTO KiipeHCcy. Crlig YyHUKATHU BXKUBAHHSA I'PEUTI(PPYTOBOTO COKY 3
Bepanaminy rigpoxXJI0puaoM.

38ipobiti npodipsieneruti: 3menInyetscst AUC R-Bepamnaminy (~ 78 %) Ta S-Bepanaminy (~ 80 %)
3 BiAMOBIZHUM 3HHUKEHHSIM Cmax.

MemcopmiH: omHOYACHE 3aCTOCYBaHHS Bepanaminy 3 MeT(hOpMiHOM MOXKe 3MEHIIUTH e(eKTUBHICTh
MeThOpPMiHY.

Iu11i B3aeMomii

ITpomusipycHi npenapamu (makxi Ax pumoHasip, iHOuHaeip): MOXKIUBe MiABUIIEHHS KOHIIEHTPAIlil
Bepanamisy rigpoxJI0opuay B Iy1a3Mi KpoBi. ToMy 3aCTOCOBYBaTH Bepanaminy TigpoXiIopuf y min
kKoMOiHatii cyig 3 o6epexkHicTIO a0 1oro no3a Mae OyTH 3HUXKEHA.

JIimil: TOBiHOMJISITIOCS TIPO HiABUINEHY HEMPOTOKCUYHICTS JIiTiI0 TP OGHOYACHOMY 3aCTOCYBaHHI
BepanaMminy rigpoxJIopuay Ta JIiTito, 3 MiIBUILEHHSM PiBHIB NiTii0 y m1a3Mi KpoBi abo 6e3 Takoro.
OpHak y malieHTiB, AKi IOCTIMHO OTPUMYBaJIM OOHAKOBY A03Y JITiI0 IepopaIbHO, JOOaBaHHS
Bepanamiiy rifpoxXJI0puay IPU3BOLUIIO OO 3HUXKEHHS PIBHIB JIiTil0 y IIy1a3Mi KpoBi. [lalienTy, mo
OTPUMYIOTh 00M[IBa JTiIKApChKi 3ac00M, TOBUHHI epebyBaTH Iif peTETbHUM HaTJISI0M.



Helipom’si308i 610Kkamopu: KIiHiYHi faHi Ta JOCTigXeHHS Ha TBapWHAX CBiYaTh, II0 BepamaMiny
rimpoxmopug MOXe MOTEHII0BaTH aKTUBHICTh HEMPOM sI30BUX O710KATOPIB (KypapenomidHux Ta
[eToApu3younx). Moxe BUHUKHYTH HEOOXIIHICTh ¥ 3HUKEHHI N03U BepanaMiny Trigpoxiaopuny
Ta/ab0 mo3u HelpoM’'si30BOT0 G110KaTopa MpU OMHOYACHOMY iX 3aCTOCYBaHHI.

Auemuscaniyuao8a Kucaoma: MifBUILIEHHS PU3UKY KPOBOTEY.

EmaHos: Bepanaminy rigpoxJIopup 3aTPUMYye pO3Iaf Ta MigBUILY€E MOTO piBeHb B IJIa3Mi KPOBi, TUM
CaMUM MIOCUJIIOETHCS [id €TaHOIY.

b-adpeHob.10kamopu: 36imbIIyEThCS B3a€MHA MPUTHIYYBaIbHA Iis Ha aBTOMAaTH3M CHHOATPiaIbHOTO
By31a, AV-IIPOBIIHICTE 1 CKOPOT/IMBICTE MiOKapaa, BHACIIIZOK LbOTO MMiBUAIYETHCSA PU3UK
PO3BUTKY BUPaXKeHOl apTepianbHOl rinoTeH3il, AV- Ta SA (cuHoaTpianbHOi)-6/10Kam, Gpagukapamii,
CepIeBOi HeIOCTAaTHOCTi, 0COOIMBO MPU 3aCTOCYBAaHHI BUCOKUX 1003 b-agpeHo6nokaTopiB abo mpu ix
BHYTPIITHEOBEHHOMY BBE€HHI.

Oco06nuBy I'pyIy pU3UKy CTAHOBISATH MAIiEHTHA 3 03HAKAMM XPOHIYHOI CEepIIeBOi HeIOCTATHOCTI,
BUpaXXeHoi KapaioMionarTii abo Ti, SIKi HeIogaBHO nepeHecny iHdapkT miokapma. KombGiHOBaHYy
Teparilo Bepamaminy rigpoxmopuny 3 b-agpero6mokaTopamMu CIif MPOBOAKUTH TiIbKH 3@ YiTKUMHU
II0Ka3aHHIMHU Ta IIiJ] CYBOPUM KOHTPOJIEM JIiKaps.

[usonipamio (pummiseH): He CHifl 3aCTOCOBYBaTH OMHOYACHO, IPHUIiOM Au3omipaminy Tpeda
IPUIMHUTY 3a 48 rOfMH [0 T0YaTKy 3aCTOCYBaHHS BepalaMily TiTpoXJIOpUAY Ta, MOXKJIIKBO,
IIOHOBUTHU HE PaHillle HiX 4yepe3 24 TOOWHY Micyd IPUINHEHHS IPUIOMY BepanaMiny TifpoXIopumy.

Coui Kaavuito Ta eimamiH D: apMaKoIOriuHu eeKT BepanaMiiy TrigpoXI0puAy, UMOBIpPHO,
3MEHIIYETHCA.

PenmeeHokoHmpacmHi 3acobu: MOXKJIMBE [IOTEHLII0BaHHS [IPUTHIYyBaJIbLHOTO BIIJIUBY
BepalaMily rifpoXJI0pUay Ha aBTOMaTU3M CHHOATPialbHOTO By3/1a, AV-IpOBigHICTH 1
CKOPOTJIUBICTH MiOKapaa.

Oco06.1ueocmi 3acmocyeaHHs1.
TocTpu# iHdapkKT MioKapIa

[Tpemapart cJIif 3aCTOCOBYBaTH 3 00€PEeKHICTIO NallieHTaM 3 TOCTPUM iHpapKTOM MioKapaa,
yCKJlaflHeHUM OpafiiKaprieio, BUpaXkKeHo0 apTepianbHOIO TinoTeH3ieio abo AuchyHKIIi€0 JIiBOTO
IIIYHOYKaA.

CepriieBa 6nokana/AV-6mokana [ cTynens/6pagukapmiss/acucTomis

Bepanawminy rigpoxJiopup BIIMBA€E Ha aTPIOBEHTPUKYIIAPHUM Ta CUHOATPiaJIbHUM By3JIH Ta
IIPOJIOHTYE Yac aTPiOBEHTPUKYIIIPHOI IPOBIIHOCTI.

Bepanawminy rigpoxJiopup BIUIMBA€E Ha aTPiOBEHTPUKYJIAPHUYU Ta CUHOATPlaIbHUY BY3J/IU Ta iHKOJIX
MOKe CIIPpOBOKyBaTy BUHUKHEHHs AV-0mokanu II a6o III ctymens, 6pagukapmii, acuctonii. Binbim
BiporigHoO, 10 Taki cuMnToOMuU OyIyTh CIIOCTEPITaTUCS Y MAlli€EHTIB i3 CUHAPOMOM C1abKOCTi
CHHYCOBOT'0 By3/1a (CMHOATpiambHa By3710Ba XBOPo0a), 110 YacCTillle 3yCTPiYaEThCS Y Malli€HTiB
JIITHBOTO BIKY.



3acTocoByBatu 3 o0epexkHicTo manieHTam 3 AV-610kamoio I cTyneHs, yepe3 MOXKIUBUE PO3BUTOK
AV-6nokanu II a6o III ctymenst abo OMHOMYYKOBOI, MBOMYYKOBOI a60 TPUITYYKOBOI OJI0KATU HiKKH
T'ica, mo nmoTpebye BigMiHM HACTYMHUX 03 BeparaMily TigpoxXJIopuay Ta IpU3HaYeHHs BiAMOBigHOI
Tepaiii B pa3i moTpedu.

AcucTomist y mauieHTiB, sIKi He MalOTh CUHAPOMY CTaOKOCTi CHHYCOBOT'O By3Jla, 3a3BUYal
KOPOTKOTpPHBAsa (Kinbka CeKyH[ abo MeHIIe), 3i CIOHTaHHUM ITOBEPHEHHSM J10
aTPiOBEHTPUKYJISIPHOTO a0 HOPMAJIbHOTO CUHYCOBOT'O PUTMY. fAKIIO Iie SBHUIIE He IIBUIKOIIMHHE,
CJIil Hera’HO PO3I0YaTH BiANOBiAHY Tepamiio (quB. po3min «I1o6iuHi peakii»).

[is Bepanaminy Ta B-agpeHo610KaTOpiB ab0 iHIIKX JIiKapChbKUX 3aco0iB Ha MPOBIAHICTS i Ha
CKOPOYEHHS Ceplls MoxKe OyTH IOCUIIEHA, TOMY Ciifl OyTH 00epeXHUM IIPH iX OMHOYAaCHOMY
3acTocyBaHHi. OCOBIUBO 1Ie CTOCYETHCSA OYOb-KOTO BHYTPILITHEOBEHHOT'O IIPemapary.

AnTrapuTMiyHi 3aco6u, b-agpeno6nokaTopu

B3aeMHe nocuieHHs KapAioBacKyISPHOI [ii (TimBUIIEeHHS CTYIIeHS aTPiOBEHTPUKYIIIPHOI OloKagu
BHCOKOTO CTYIIeHsI, 3HaYHe 3HUXKEHHS 9aCTOTH CEPILIEBUX CKOPOYEHb, IT0SIBa CEPLIEBOI HEJOCTATHOCTI,
3HauHe 3HUKEHHS apTepianbHOro TUCKY). CuMmnToMaTHyHa Opapukapmis (36 yo/xB) 3 GayKarouum
BOZIEM PUTMY [IepefCcepas CIoCcTepiraaacs y MalieHTiB, AKi OTpUMYyBaIX CYIIyTHIO TEPAIi0 OUHUMU
KparisiMu 3 TuMoJjionoM (b-ampeHo610KaTOp) Ha TIIi MiKyBaHHS BepalaMiny TifipoXIopuagoM.

EI/ITOKCI/IH

[Ipu ogHOYACHOMY 3aCTOCYBaHHI BepalaMily riipoXJIOpUAy 3 DUTOKCUHOM CJIifi 3MEHILIUTH N03Y
IUTOKCUHY (OUB. Po3min «B3aeMopis 3 iHIMMMU TiKapChbKUMU 3aco0aMu Ta iHIII BUOW B3AEMOTIN»).

CepliieBa HEIOCTATHICTh

Bepanawmin MoXke BIJIMBaTU Ha CKOPOT/IMBICTH JTiIBOTO IITyHOYKA. EDeKT HeBeNnuKuii i 3a3Budail He
BaxyiMBui. OgHAK HasgBHA CceplieBa HEIOCTATHICTh MOXKe IIOCUTIoBaTUCA abo mporpecyBatu. Tomy
nepeq MOYaTKOM JIiKyBaHHS BepalaMisioM HeoOXiflHO KOMIIEHCYBaTH CepleBy HEeIOCTaTHICTE Y
NallieHTiB i3 Ppakiieio Bukuny Oinbine Hik 35 % (Hanpukiaf, npenapaTaMy HallePCTSIHKH) Ta
aleKBaTHO KOHTPOJIBATYU [IPOTATOM YChOI'0 IIepioay JIiKyBaHHS.

Iuri6iTopu I'MI'-KoA-penyKTa3u (CTaTUHHU)

IuB. po3min «B3aemoist 3 iHIIMMY TiKapChKUMU 3aco0aMu Ta iHII BUOU B3a€EMOMIIN».

[MopyIieHHS HePBOBO-M' 30801 IPOBITHOCTI

Bepamawminy rigpoxmopup CiIifi 3aCTOCOBYBaTH 3 00€peKHICTIO IIPU HAasIBHOCTI 3aXBOPIOBaHb 3
NIOpPYIIeHHSIMHU HEPBOBO-M 130B01 IIPOBIAHOCTI MalflieHTaM 3: myastenia gravis, cuagpomoM JlambepTa-
IToHa, mporpecyy4oio M’g30B0i0 AucTpodieio [IiomeHa.

Y nanieHTiB 3 QiOpuUIALi€0/TPINOTIHHAM IIepefcepPab Ta JOAATKOBUMMU IIJISXaMy (HalpUKIIaf,
cuHgpoM Bonbda-IlapkiHcoHa-YaiiTa) piiKo MOXKe CIOCTepiraTucs MOCUJIEHHS IPOBIAHOCTI Yepe3
aHOMaJIbHUY LIISAX, a IUTYHOYKOBA TaXiKapfis Moxe OyTH IOCUTIEHa.

[TeyinKOBa HEIOCTATHICTD

OckinbKy BepanaMisl MUPOKo MeTaboi3yeThCs B eUiHIli, He0OXiTHO PeTeNbHO TUTPYBATH HO3Y
Bepanamisy A IallieHTiB i3 3aXBOPIOBaHHIMHU ITIeYiHKH.



3 06epekHICTIO CTif MpHU3HavYaTH BepanaMily TiIpoXJI0puL NallieHTaM 3 IOPYIIeHHAM QYHKIIl
nevyiHKy (PEKOMEHAYeThCs 3MeHIUTH 0o3y 0o 30 % Bim 3Bu4aitHOI J000BOI).

HupkoBa HeJOCTATHICTh

Xoua faHi miATBepaKEeHUX MOPIBHAIBHUX OOCIIXKEHb IT0Ka3ally, 110 HUPKOBa HeNOCTaTHICTh He
BIIJIBA€E Ha (papMaKOKiHETHKY BepalaMifly TifpoxXJIOPUAY Y Malli€eHTiB i3 TepMiHalIbHOIO CTafi€lo
HUPKOBOI HEJOCTATHOCTI, OyJI0 KijlbKa IMOBigqOMIIeHb, SIKi CBiqYaTh MO Te, IO MalliEeHTaM i3 HUPKOBOIO
HEJOCTATHICTIO CJIiJ 3aCTOCOBYBATH BepalaMily TigpoxJIopun 3 06epekHiCTIO Ta IIif peTeTbHUM
HarnaaoM. Bepanaminy rifpoxyiopup He BUBOOUTHCS 3a HOIIOMOIOI0 FeMOfiai3y.

[Tpu npu3HaveHHi Bepanaminy rigpoxJIOpUAY CIifl BpaXOBYBaTH, 1110 0COOHU JIITHBOTO BiKY MOXKYTh
MaTH MigBUILleHYy YyTIUBICTD OO [il Ipemapary, HaBiTh y 3BUYaHUX [03aX.

Jlikapceku# 3acib MiCTUTB TaKTO3y, TOMY MOTO He CJIifi 3aCTOCOBYBATH MallieHTaM i3 pimKicHuMU
CITagKoBUMHU (hopMaMU HEIIePEeHOCUMOCTI rajlakTo3u, HeIOCTAaTHICTIO TaKTa3u abo CHHIPOMOM
TJII0K030-TallaKTO3HO1 Manbabcopoirii.

1 TabneTka npenapaty Bepamnaminy rigpoxmopun Mictuth 40 MT 1aKTO3U MOHOTipaTy, TOMY HOT0
ciip 3 06epekHICTIO 3aCTOCOBYBATH XBOPUM Ha I[yKpOBHH fiabeT

3acmocysaHHs y nepiod sazimHocmi ma 200y8aHHA 2py0010.

YiTki Ta moOpe BUBYEHI HaHi 3aCTOCYBaHHS IIperapaTy BariTHUM XKiHKaM BificyTHi. TOMY mpemapat
CJIifT 3aCTOCOBYBATH IIif YaC BaTriTHOCTI TiNbKY B pa3i He0OXigHOCTI.

Bepamaminy TigpOXJIOPUA MIPOHKUKAE Yepe3 MIIAleHTy Ta BU3HAYAEThCS Y IYIOBUHHIM KPOBI.
[Tig yac nikyBaHHS He0OXiMHO BpaXOBYBaTH BIACTHBICTh BepanaMiny po3ciabisaTd M'sa3u MaTKHU.

Bepanaminy TifpOXJIOPUM Ta HOTro MeTaboIiTH MPOHUKAIOTh Y TPYOHE MOJIOKO. [[03a BepamaMiny
Tigpox/Iopupay, sSiKa IolafaE B OpraHi3M HOBOHAPOAKeHOTro, € Hu3bKoMw (0,1-1 % mo3u, mpuiHSaTOI
MarTip’10), TOMy 3aCTOCyBaHHS BepallaMily TifpoxJopuay Moxe 6yTH CyMiCHUM 3 TOOYBaHHSIM
TPYAOIO, ajle PU3UK [JI1 HOBOHAPOAXKEHUX HEe MOXKHA BUK/IIOYUTH. 3BaKal0OuM Ha PU3UK II0SBU
cepiio3HUX MOOIYHMUX peakilii y HOBOHAPOMXKEHUX, SIKi 3HaX0ASAThCS Ha TPYIHOMY BUTO[OBYBaHHI,
Beparnaminy rifpoXJIOPHU[ y mepion roqyBaHHs IPYO/II0 MOXKHA 3aCTOCOBYBATH TilTbKM Y pa3i
HarajbHOI TOTPeOu Mg MaTepi.

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

Yepes aHTUTIIEPTEH3UBHUY e(DeKT BepamnaMiny FigpoXIOpULy Ta Bif4yTTS COHIMBOCTI, 3a/Ie3KHO Bif
iHgUBimyanbHOI peakilil, 3MaTHICTh KEPYBAaTH TPAHCIOPTHUMH 3acobaMu, iHIMMMEU MexaHi3MaMu a0o
TIpaIioBaTH B He0e3MeYHUX yMoBax Moxke OyTu mopyuiera. OCOOIMBO 1€ CTOCYETHCS MOYATKOBOI
(da3u nmiKyBaHHS, MigBUIIEHHS O03H, 3MiHU TiIOTEH3UBHOTO IIpenapary, a TaKoX
OJHOYACHOTI0 3aCTOCYBaHHA IIpernapary 3 ajkoroseM. BepanaMiny rifpoxjiopus Moxe MIifBULIyBaTH
PiBEHb aJIKOT'0JII0 B IJIa3Mi KPOBi Ta YIIOBUIPHIOBATH MOI'0 BUBEIEHHS, TOMY [isl @JIKOI'0JII0 MOXKe
IIOCUJIIOBATHUCS.



Cnocid 3acmocyeaHHsi ma do3u.
Ho3u nigbupaTy iIHAUBiMyanbHO OIS KOXKHOTO IallieHTa.

TabmeTKy KOBTATH LiTUMHU, He PO3CMOKTYBATH, HE PO3XKOBYBATH, He MOAPIOHIOBATH, He [iJTUTH Ha
YaCTHHHU; 3alMBaTH OOCTATHHOIO KiNTbKICTIO PiAuHYU (Hanmpuknap, 1 CKIgHKa BOOHU, Y KOTHOMY
BUIIQ[IKy He IpeimndpyToBUil CiK), Kpallle 3a Bce Iifl Yac abo ofpa3sy Iicis ifu.

ITopocai ma nidaimku 3 macow miaa 6iavwe 50 Ke

TwemiuHa xeopoba cepys, NApoOKCU3MAaabHA HAOW AYHOYK08A Maxikapdisi, mpinomiHHA/MepexmiHHsA
nepedcepob

PekxomengoBaHa go3a cTaHOBUTE 120-480 Mr, po3mopineHa Ha 3-4 npuiioMu. MakcuMabHa 1000Ba
no3a npenapary - 480 mr.

ApmepiaavHa 2inepmeHais
PexomeHpmoBaHa f060Ba go3a ctaHoBUTh 120-360 Mr, po3nofiyieHa Ha 3 IPUNOMU.
Crilikuli aHTUTiIePTEeH3UBHUYN e(PEKT PO3BUBAETLCS IMIPOTATOM THUKHS Bif] IOUYATKY Teparil.

ITpu cmeHokapdii ma apummii 3BUYaiiHa 103a MpenapaTy cTaHoBuTh 80 Mr 3-4 pa3u Ha H00y
(240-320 ™r).

MakcuManbHUM e(eKT PO3BUBAETHCS, SIK IPABUIIO, IPOTATOM 48 rOAWH Bif TOYaTKY JIIKYBaHHS.
ITopyweHHA PYHKUIT HUPOK

HocTynHi mani onucano B po3mini «Oco6auBOCTI 3acTOCyBaHHS». [lallieHTaM 3 HUPKOBOIO
HEJOCTaTHICTIO BeparaMiny rifpoXIopuy CIIifl 3aCTOCOBYBaTH 3 00ePeKHICTIO Ta IIiff peTeNTbHUM
HarasafoM.

ITopyweHHA PYHKUII neviHKu

Y mauieHTiB 3 MOPYIIEHHAMY (DYHKIIM IEYiHKYU 3a7IeXKHO Bifl CTyIEeHS TIKKOCTI [id BepanaMiny
TiIpOXJIOPUAY MOCUITIOETHCS Ta IONOBXKYETHCS Yepe3 YIOBiMbHEHHS PO3Mafy J1iKapChKoro 3acofy.
Tomy B Takux BUIIagKax OO3YBaHHS CJIifi BCTAHOBJIIOBATH 3 0COOIMBOIO 00EPEXKHICTIO Ta
PO3MOYMHATHU 3 MaJIuX 403 (HalpuKiaf, Ajd MallieHTiB 3 MOPyIIeHHAMY QYHKIIN TeYiHKA
croyatky 2-3 pa3u Ha 00y mo 40 mr*, BigmosigHo 80-120 mr Ha g06y), AUB. «OCOBIUBOCTI
3aCTOCYBAHHS».

3a HeoOXigHiCTIO TOYATKOBY 403y IOCTYIIOBO MiABUINYBaTH 3ajIe2KHO Bif CTaHy IallieHTa Ta KIIiHiYHO1
BIZITIOBIifi, fIKa OLIIHIOETHCA IIiJ] YaC 3aCTOCyBaHHS IIpemnapary.

*TIpu HeoOXiMHOCTI 3aCTOCYBaHHS BepanaMiny IiAPOXJIOPUAY B £o3i 40 M CIIi[T 3aCTOCOBYBaTH
IpernapaT 3 MOXKIIUBICTIO TAKOT'O 03yBaHHS.

He npuiiMaTu npenapart y MOJIOXKEHHI JIeXKayuu.

Bepanawminy rigpoxiopup He MOXKHa ITpU3HavaTH MallieHTaM 3 iHhapKToM MioKapAa MPOTIroM 7 OHIB



micis momil.
[Ticnsa TpuBasoi Tepartii mpemnapar Cjlif BifMiHUTH, IOCTYIIOBO 3HUXKYIOYU O3Y.

TpuBasicTe JiKyBaHHS BU3HAYaE JliKap IHAUBINyaIbHO, BOHA 3aJIeXKUThH Bifl CTaHy Nalli€HTa Ta
nepebiry 3axBopioBaHHS.

Himu.

[iTsaM npenapat y faHiu JTiKapchKii ¢GopMi He IpHU3HAYaTH.

Ilepedo3yeanHsi.

[Tepebir cuMnTOMIB ITpU iHTOKCUKAIlil BeparaMisioM 3ajIeKUTh Bif KiTbKOCTI IPUUHSITOTO Mpemapary,
MOMEHTY, B SIKMM BXKMBAIOTHCS 3aXO[M 3 IeTOKCHUKAIllil, Ta CKOPOTJIMBOCTI MioKapza (II0B’g3aHo1 3
BiKOM).

Cumnmomu: apTepianbHa TiIoTeH3is (4acoM [0 3HaYeHb, SAKi He MOXKHA BUMIpPSTH), CAHMIITOMH IIOKY,
BTparta cBigomocTi, AB-6okamu I Ta II ctynens (4acrto sk sBuille Benkeb6axa 3 puTMOM ranomny abo
6e3 HbOr0), ToTambHUU AB-6710K i3 3aranbHO0 AB-HcoIliallielo, pUTM rajioly, aCUCTOJIig,
Opangukapmis no AB-61okamy BUCOKOTO CTYIEHS Ta 3yIIMHKY CUHYCOBOTO BYy3J1a, TillepriikeMis,
CTymop Ta MeTtabosniyHui anuno3. CrocTepiraaucs JeTaabHi BUAAKU B Pe3yIbTaTi Iepeno3yBaHHs.

JIlixyeaHHA: IepeBaxHO MATPUMYIOUe Ta inguBimyanbHe. OCHOBHI 3aX0[H, SIKi 3aCTOCOBYIOTh MJISI
YCYHEHHSI CUMIITOMiB HABMUCHOT'0 TIepef03yBaHHs IIpY IepOPabHOMY 3aCTOCYBaHHI Bepanaminy
rimpoxmopupay: YCyHeHHS KaphaiomenpecuBHuX ePeKTiB, rimorensii abo 6pagukapmii misixom B-
agpeHepriunol cTuMynsnil. CienudpiyHUM aHTUAOTOM € Kanbllii, Hanpukiaag 10-20 M 10 % po3uuny
TJIIOKOHATY KaJIbIlilo BBECTH BHYTPIITHROBEHHO (2,25-4,5 MMOJIb), 3a HE0OXigHOCTi BBEIEHHS
OBTOPUTH ab0 BBECTH TJIIOKOHAT KaJbI[il0 ¥ BUTJIAML Oe3mepepBHOI KpanenbHol iHdy3il (Hanpukiazg,
5 MMOJIB/TOT).

TepaneBTUYHI 3aX00H, K CIIif BXKUTH, 3ajiexkaTh Bif 4acy, B IKUM IPUKUMaJId Bepanamii, TUIy Ta
BHPaXKeHOCTi CHMIITOMIB iHTOKCHUKaIlil. [Ipy iHTOKCHKalLigX BEIMKOIO KiNIbKICTIO ITpenaparis 3
IIOBIILHUM BUBUIBHEHHSM CJIifl 3a3HAYUTH, 1110 BUBUIbHEHHS aKTUBHOTI'O IIpelapaTy Ta BCMOKTYBaHHS
B KMIIIEYHUKY MOXKe 3aiHsaTH Oinbine 48 roguH.

Crnig BpaxoByBaTH, 1110 110 BCill HOBXKUHI IIJTYHKOBO-KUIITKOBOT'O TPAKTY MOXYTh OyTU IPYNOYKH HE
IIOBHICTIO PO3UYMHEHUX TabIeToK, sIKi QYHKIIOHYIOTh SIK aKTUBHI [eTo IpemnaparTy (3ajiexkHo Bif Jacy,
I10 MUHYB IIiCJIg IPUUOMY).

[Tpu migo3pi Ha iHTOKCHUKAIIiIo ITpernapaToM i3 MoaudiKoBaHUM BUBIIbHEHHSIM II0OKa3aHi Taki 3ax0[iH,
SK iHIyKOBaHa 0J110BOTa, BUa/IeHHS BMIiCTy IIJTYHKA Ta TOHKOI KMIIKY IIifi eHO0CKOIIi€I0, TPOMUBaHHS
KHIIeYHNKa, 3aCTOCyBaHHS IIPOHOCHUX 3ac00iB, 0YMCHI K/Ti3MH. 3aCTOCOBYIOThCS 3BUYalHi
iHTeHCUBHI peaHiMalliiHi 3aX0/1, TaKi SK CeplieBo-IereHeBa peaHimarris, qedibpumnsiis Ta/abo
Tepallis KapaioCTUMYJIATOPOM.

Y pazi 3HauHOI apTepianbHOi rimoTeH3ii a6o AB-6110kamy BUCOKOTO CTyIEeHs HeoOXiTHO
3aCTOCOBYBATH 3aco0w, IO MiBUINYIOTh apTepiarbHUM THCK (Hampukianm qodpamil, qoOyTamis,
HOpafpeHaliH).



[Tpu acuctorii, AB-6nokagi I1 gu III cTynens, cuHycoBiii OpafguKappii 0MHOYACHO 3 3aCTOCYBAHHSAM
3BMYaMHUX 3aX0MiB CIIifl 3aCTOCYBaTH P-afpeHEPriuHy CTUMYIALI0 (HapuKiay i3onpeHariH,
OpLUIIPEHAJIiH), iHIIl 3aX0Au, CIPSMOBaHI Ha MiABUILEHHS apTepialbHOr0 TUCKY, KapLiOCTUMYIIALII0
a00 TPOBECTH BiTHOBIEHHS CEPIIEBOI MisITbHOCTI Ta JUXAHHS.

AKI1I0 € 03HAKM TPUBaAJIOl HEIOCTATHOCTI MioKapfa - 3aCTOCOByBaTu fodamin, noOyTaMiH, Ipu
HeoOXigHOCTI - TOBTOPHI iH’€KIIil KabIIit0.

Bepanawminy rigpoxiopup He BUBOJUTHCS 3a JOIIOMOIOI0 reMOfiai3y.

ITo6iuni peakuii.

[Tpo HUXK4Ye3a3HaueHi T00iYHi peakilii MOBIIOMIIANOCS ¥ XOAi KITiHIYHUX OOCIigKeHb, Iifl Yac
ITOCTMApPKETUHTOBOTO 3aCTOCYBaHHS Bepanaminy abo y IV ¢asi kimiHiuHux BUIpoOyBaHb.

[ToGiyHi peakii Knacu}ikyOThCS 3a CUCTeMaMU OpPTaHiB Ta YaCTOTOI0 BUHMKHEHHS: AyKe 9acTo (=
1/10); wacTo (= 1/100 mo < 1/10); HeuyacTo (= 1/1000 mo < 1/100); pigko (= 1/10000 mo < 1/1000);
nyxe pigko (< 1/10000); HeBimoMO (4aCTOTy He MOXKHA BCTaHOBUTHU 3 HAasIBHUX JAaHUX).

Haiiuacrime crocTepiranucs Taki mo6iuHi peakiiil: TonoBHUM 06ib, 3al1laMOPOYEHHS; IUTYHKOBO-
KUIITKOBI PO3/1aiu: HYy[I0Ta, 3amop Ta Oifib ¥ XKUBOTI; TakoK OpafuKappis, TaXikapmis, BigayTTs
cepuebUTTs, 3HUKEHHS apTepiaTbHOTO TUCKY, TinepeMmis, nepudepuunnit HaOPSK Ta BTOMJTIOBAHICTE.

OpeaHu cayxy ma eecmuby1sapHutli anapam: PiAKO - A3BiH y ByXaX; HEBIOMO - BEPTUTO.

PecnipamopHa cucmema, 0p2aHu 2pyoHOI KAIMKU ma cepedoCmiHHA: HeBiToMo - GPOHXOCIIA3M,
MUCIIHOe, TOCTPUU PeCIipaTOPHUM TUCTPEC-CUHIPOM.

Il 1yHKOBO-KUWKOBUL Mpakm: 4acTo - HyooTa, 3all0py; HevacTo - Oifib y XKUBOTI; pimKo - 6II0BaHHS;
HEBiIOMO - IUCKOMGOPT Yy XKUBOTI, IUTYHKOBO-KUIIIKOBI pO3JIafiy, TaKi IK METEOPU3M, aTOHIA
KUIIeYHUKY, KUIIKOBA HEIPOXigHICTh, CYyXiCThb Y POTi, rineprna3sis siceH (TiHTIBIT 1 KpoBOTEYA).
linepmnnasis siceH MoXKe AyXKe PifKo BUHUKATHU IIPYU 3aCTOCOBYBAHHI JIIKAPCHKOTO 3aCO0Y IPOTITOM
TPUBAJIOTO [Iepiofy Ta IOBHICTIO 3HUKAE IiC/IA UOT0 BiAMIHU.

Hupku ma ceuosudiabHa cucmema: HEBIIOMO - HUPKOBA HEOCTATHICTb.
ITopyweHHs 06MiHY peuosuH, memabo1i3my: HEBIIOMO - TinepKasieMis.

Hepsosa cucmema: 4acTo - 3allaMOPOYEHHS, TOJIOBHUM 6ifb; PifKo - mapecTesii, Tpemop,
COHJIUBICTh; HEBIOMO - eKCTpallipaMifHUK CUHADPOM, €JIENITUYHI Halaau, IOPYLIeHHT
MO3KOBOI'0 KPOBOOOITY, CILTyTaHICTh CBiOMOCTI, TOPYIlIeHHS PiBHOBAru, CTOMIIOBAHICTD,
0e3COHHS, HEPBO3HICTh, M’SI30Bi CyIOMHU, TICUX03U, HEUpPoIaTis.

Cepueso-cyOuHHa cucmema: 4acTo - OpaguKapis, rinepeMis, IPUIIINBY, apTepianbHa
TinoTeH3is, MUCTOHisA; HEYacTo - BimuyTTs cepleOuTTs, Taxikapmis; HeBigoMmo - AB-Gnokapa I,
IT a6o III cTymeHs, pU3UK 3aTOCTPEHHS/PO3BUTKY CEPIIEBOI HEIOCTATHOCTI, 3yIIMHKA
CHHYCOBOTO By3/1a, CHHYCOBa OpafguKapmist, acCUCTOMis, OpamiapuTMis 3 Qidpumnsitieto
mepencepab; CTEHOKAPIisi, OPTOCTAaTUYHI peakilii; 6inb 3a IPygHKUHOIO, iHQapKT MioKapaa,
nepudepudHi HaOPSIKYU IUKOJIOTOK, CUHKOIIE.



IMyHHa cucmema: HEBITOMO - TiIePYyTJIUBICTE.

[ITkipa ma nidwkipHa KAiMKOBUHA: PifKO - Tilleprigpo3s; HeBiIOMO - aHTiI0HEBPOTUYHUYN HAOPSIK,

cuagpoM CriBeHca-I[:koHCOHA, HabOpsK KBinke, MynbTudopMHa epuTeMa, BUCUIIAHHS Ha LIKipi (B
TOMY YHCJIi MaKyJIOMAMyIb03Hi BUCHUIIM), aJIONellisi, KPOIKB IHKA, BimUyTTs CBepOexy, CBepOixK,
IOPYIIEHHS MrMeHTallil, epUTpoMesianris, poTomepMaTUTH, CUHL, IypIypa.

OnopHo-pyxosa cucmema: HEBIHOMO - M’'s130Ba C1a0KiCTh, Miajris, apTparis.

Ceuocmamesa cucmema: HEBIIOMO - epeKTUIbHA AACQPYHKIIiSI, B TOMY YHUCJIi iMIIOTEHIIisg, YacTi
CEYOBUITYCKAHHS, IOPYILIEHHS MEHCTPYaIbHOTO LIUKJTy, FajlakTopesi. Y Y0JIOBiKiB JIITHHOI'O
BiKy IIpM JOBrOTPUBaJIill Tepallil po3BUBaIacs riHeKOMacTis, siKa IIOBHICTIO MUHAJIa IiCig
BIIMIHU IIperapary.

T'enamobiaiapHa cucmema: HEBiGOMO - MiABUILEHHS PiBHS TpaHCaMiHa3, MyxkKHol pocdaTa3u Ta
Oinipy6iHy; MOXKIIMBI YIIKOAXKEHHS MMEYiHKX 3 KITiIHIYHUMH MIPOosSBaMu (IIoTaHe CaMOIOYyTTH,
MiOBUINEHHS TEMIIEPATYPHU Tia Ta/abo 6inb y mpaBoMy migpebep’i). Y 3B’s13Ky 3 1IuM
MOLIJIBHO ITePiOgUYHO KOHTPOJIIOBATH (PYHKIIiI0 MEYiHKHY Y TAIli€HTIiB. Y mesKuX BUTAAKaX IIi
3MiHH CAMOCTIMHO 3HHMKAIOTh IIPHU MIPOJOBXKEHHI Teparrii.

THwi: HeYiTKICTh 30Dy, HiABUIIEHHS PiBHSA IPOJIAKTHHY B I1JIa3Mi KPOBi, 3HUXKEHHS TOJIEPAHTHOCTI 0
TIJIIOKO3H, aJIepPriYHui TelaTHuT.

[ToBimomIsiyioCs IPO mapasiiyd (TeTpamapes), acolioBaHui 3 KOMOIHOBAaHUM 3aCTOCYBAHHSIM
Bepanaminy Ta KonxinuHy. Lle Moxe OyTH 3yMOBIJIEHO MPOHUKHEHHSIM KOJIXIIIMHY Yepe3
reMatoeHIedaniyaui 6ap’ep BHACTiOOK npurHiyeHHs Bepanaminom CYP3A4 ta P-qp, Tomy
KoMOiHOBaHe 3aCTOCYBaHHS KOJIXII[MHY Ta BepalaMiny He peKOMeHIOBaHe.

IIogidoMaeHHA npo nido3pro8aHi nobiyHi peakuii.

[ToBimoMIeHHS IIPO Migo3pioBaHi MOGiYHI peakil Mmicyisg peecTpaliil TiKkapChbKOTo 3aco0y € BaXKIMBOIO
npouenyporo. Lle mo3Bosse NPOAOBKYBAaTH MOHITOPUHT CIIiBBIAHOLIEHHS «KOPUCTh/PU3UK» OJIS
BiATIOBigHOTO ITiKapchKOro 3aco0y. Megu4yHUM IIpalliBHUKAM He0OXiTHO MOBiqOMIISTH PO Oymb-sKi
nimo3proBaHi moOiuHi peakirii yepes HalliOHAIbHY CUCTEMY GapMaKOHATIAIY.

Tepmin npudamHocmi. 5 POKiB.

YmMmoBH 30epiranHs. B opurinanbHiil yIakoBIli Ipu TeMmepartypi He utie 25 °C.

30epiraTv B HEJOCTYIITHOMY [JIsSI OiTEM MicCIIi.

YnakoBka. ITo 10 tabneTok y 6micTepi, mo 5 61icTepiB y madiii.

Kareropis Bignmycky. 3a penentom.



Bupoonuk. [1y6miuyHe akilioHepHe ToBapuCTBO «HayKoBo-BUpOOHUYMI 1IeHTP «BopiiariBCchKui
XiMiKO-(papMalieBTUUHUH 3aBOM».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MicCIsi IPOBaIKeHHs MOro JisIbHOCTI.

Ykpaina, 03134, m. Kuis, Byn. Mupy, 17.



