IHCTPYKIIA
AJIS1 MEUYHOI 0 32CTOCYBAHHS JIIKApPChKOIro 3aco0y

BEPAITAMIILY I'TAPOXJIOPU |
(VERAPAMIL HYDROCHLORIDE)

Cknao:

ofloua pevyosuHa: BepanamiTy TiIpOXIOPHU];

1 Tabnerka mictTuth 80 Mr Bepamnaminy TiIpoxXJIopuay;

OONOMIDICHT peyosuHU: KPOXMallb KYKYPYI3sSHUH, JTAKTO3H MOHOTIIPAT, KOMOBIJJOH, MarHiro creapar.
[T1iBKOYTBOPIOIOYE TIOKPUTTS: T1IPOKCHITPOTUIMETHIIICITION03a, JIAKTO3W MOHOTIIPAT, TUTAHY TIOKCHU]I
(E 171), momieTuneHriikoiab, TPHAETHH.

Jlikapcbka ¢opma. TabneTku, BKpUTI IITIBKOBOIO 000JIOHKOIO.
OcHosHi  ¢hi3uxo-ximiuni eracmueocmi: Kpyrii TaONeTKH, BKPUTI IUTIBKOBOIO OOOJIOHKOI, OLI0TO
KOJIbOPY, 3 IBOOIYKJIOIO NoBepxHero. Ha nmonepednoMy 3pi3i BUAHI JBa IApU PI3HOT CTPYKTYpH.

dapmakorepaneBTHYHA rpyna. CeleKTHBHI aHTArOHICTH KAJIBIIIO 3 TIEPEBAXKHOIO JIIEI0 Ha CepIie.
[MoxinHi peninankinaminy. Kox ATX C08D AO01.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

Bepamaminy rizpoxiopul € CeneKTUBHUM OJIOKATOPOM KallbIlieBUX KaHaiiB L-tumy | kmacy, YnHHUTH
aHTHAHTIHAJIbHY Ta TIMOTEH3UBHY [ii. biokye mnoTeHIian3anexkHi Kajblli€Bl KaHAIU Ta MOPYLIye
HaJIXO/DKEHHS 10HIB KAJIBIIIIO BCEPEANHY KIIITHH, 30KpeMa KapAIOMIONMTIB Ta KJIITHH TJIAJEHbKUX M S31B
CYJIMH, KOHIICHTPAIIis KAJIBI[II0 Y KPOBI MPH IIbOMY HE 3MIHIOETHCSI.

AHTHaHTiHalIbHA [l Tperapary peani3yeTbCs 3aBASKH 3HIDKCHHIO TOHYCY KOPOHapHHX Ta
nepudepuIHUX apTepiaIbHUX CYAMH, MOIIMIIEHHIO KPOBOTIOCTaYaHHS CEPIIEBOTO M 5133, y TOMY YHCII B
IImeMi30BaHuX AUTSHKAX; 3HUKYE TTOTpeOy MiOKap/ia B KUCHI, 3MEHIIYIOYM CKOPOTJIMBICTh MIOKap/aa Ta
30UTBIITYIOYM KOPOHAPHUN KPOBOTIK. AHTHAHTIHAJIBHUN €(PEKT 3yMOBJICHUN TaKOX Ba30JUJIATYIOUOIO
nepudepuIHOIO JI€10, 110 MPU3BOIUTH 10 3MEHIICHHS TTOCTHABAaHTAXKCHHS 1 MOTPEON MIOKap/aa B KUCHI.
Bepanaminy rigpoxyiopu HaJISKHTh 10 aHTHAPUTMIYHUX mpenapariB |V kimacy. AHTHaApUTMIYHHI
e(heKT 3YMOBJICHHN OJIOKAQIOI0 KaIbI[IEBUX KaHAIB Yy KIITHHaX MPOBIIHOI CHCTEMH cepIis
(cuHOATpIATBHOMY 1 aTPIOBEHTPUKYJIIPHOMY BY3J1aX), 110 MPU3BOIUTH J0 YIOBUIBHEHHS aBTOMATH3MY
P-kiiTHH CHHYCOBOTO By3J1a, €KTOMIYHUX BOTHUIL Y EPECEPAiX 1 MIBUAKOCTI MPOBEACHHS 30y KEHHS
yepe3 aTplOBEHTPHUKYJSPHUN By30J. BHachimok 1poro moJoBXKYeTbcs €(DEeKTUBHHM pedpakTepHUit
nepioJy y CHHYCOBOMY Ta aTpIOBEHTPUKYISIPHOMY BY3JaX, YIOBUIBHIOETHCSI CHHYCOBHM pHUTM,
3MEHIIYEThCS YacTOTa CEPIIEBUX CKOPOUYCHbD.

AHTHUTIEpTeH3UBHA [Iisl Bepamamily TiIpoXJIOpUIy 3yMOBIEHa pO3CialbieHHSIM TIJIaJeHbKUX M’S31B
CYIIUH, 3HIDKEHHSIM 3arajibHOro nepudepuyHoro CyaAuHHOTO OTOpPY, apTepiaibHOTO THCKY, K IPaBUIIO,
0e3 PO3BUTKY MOCTYpalIbHOI TmoTeH31i Ta pedruekTopHoi Taxikap/ii; Opaaukapais (4acToTa cepueBUX
cKOopodeHb MeHlIe 50 3a XBUITUHY) PO3BUBAETHCS PIIKO.

DapmakoKiHemuka.

[Ticns mepopajibHOrO HpPUOMY B TOHKOMY KHIIEYHHKY BCMOKTYeThCsl moHax 90 % BBeneHOi 103U
Bepanaminy rigpoxiopuay. [Ipenapar meraboni3yeTbes nepeBakHO B MEUIHII BHACTIIOK IHTEHCUBHOTO
MeTa0oJ1i3My NP NEPIIOMY ITPOXO/PKEHHI Kpi3b BOPITHY CUCTEMY NMEUIHKH, 01010CTYNHICTh Mpenapary
craHoBUTh 20-35 %. MakcumanbHa KOHLEHTpallis BepamaMmily TiApoXJopuay B IUIa3Mi KpOBi
BIJI3HAUYAEThCA Yyepe3 1-2 roquHu micis npuiiomy mpemnapary.

CryniHp 3HWKEHHsS THCKY KPOB1 HE 3aJIeKHTh Bl KOHLEHTpALil BepanaMily TiIpOXJIOpUIY B IIa3Mi
KpOBI.

3 Gu1kaMu KpoBi 3B’s13yeThes mpuban3Ho 90 % npenapary.

Bepanaminy riapoxyiiopuj; NpoHUKAE Kpi3b IUIALIEHTY Ta €KCKPETYEThCA B rpynHe Mojoko. CepenHiii
nepio/l HamiBBUBEAEHHS CTAHOBUTH 2,8-7,4 ToIuHM IMichs mepuioro npuiomy i 4,5-12 roaus Ha Tii
TPUBAJIOrO TMpuiioMy. Y Tali€eHTIB CTapiIoi BIKOBOI TpyNu TMEepioj HAIIBBUBEICHHS MOXKe
30UIBIITYBAaTHUCh.



HemopnaBHo oneprkaHi AaHi CBiq4aTh, 10 HEMae Pi3HUII y (papMaKOKIHETHIII BepamaMminy y Jironei 3i
3I0POBUMHU HUPKAMHU Ta y MAIIEHTIB 3 TEPMIHAIBHOIO CTAI€}0 HUPKOBOT HEJIOCTATHOCTI.

VY maimieHTiB 3 MEYIHKOBOIO HEJIOCTATHICTIO IMEPioJ HAIMIBBHBEACHHs 30UTbIyeThcst 10 14-16 roauH,
00’eM po3noainy 301TBIIYETHCS, TUIA3MOBUI KIIipeHC CTaHOBUTH npuoam3Ho 30 % Hopmu. Tomy no3y
JUISL TAKMX TIAIEHTIB 3MEHIIYIOTH 10 /3 3BMuaifHOi 1060B0i 1031, [Ipemapar BUBOIUTHCS MEPEBAKHO
Hupkami (70 %), 4aCTKOBO — KUIIICYHUKOM.

Kainiuni xapakrepucTuku.

Ilokazannusa.

e AprepianbHa rinepTeH3is.

e Imemiuna xBopoOa cepllsd, BKIIOYAIOYM CTA0UTBHY CTEHOKApil0 HAMpYXEHHS, HECTaOUIbHY
CTEHOKapifo (Mporpecyroda CTEHOKAap[is, CTCHOKapIis CIIOKOI0), BA30CIACTHUYHY CTEHOKAp/IIIO
(BapiaHTHa cTeHoOKapnisi, creHokapis [IpuHiMerana), MOCTIH()APKTHY CTEHOKApJil0 Yy MHAIlEHTIB
0e3 cepleBOi HEJOCTATHOCTI, SIKILO HE MMOKa3aH1 3-aApeH00I0KaTOPH.

e ApurMmii: mapokcu3MajibHa HaJUUIYHOUYKOBA TaXIiKapais, MEpEeXTIHHS/TPINOTIHHS Nepeacepib 31

LIBUJKOK aTPIOBEHTPUKYISIPHOIO MPOBIAHICTIO (32 BHUHATKOM cuHApoMmy Bousbda-Ilapkincona-
VYaiita WPW).

Ilpomunokazannus.

e ['imepuyyTnMBICTH 10 BepanaMmily TiApoXiaopuay abo A0 IHIIUX KOMIIOHEHTIB Ipernapary.

e Kapnaiorennuii mok.

e Joctpa ¢a3za iHbapkTy Miokapna 3 yckimagHeHHIMH (Opamukapaiss < 50 yu/xB, aprepiaibHa
rinoTeH3is (CUCTOMYHUN TUCK HIKYE 90 MM PT. CT.), HEIOCTATHICTb JIIBOTO IITYHOUKA).

e Tskki MOpYIIEHHS MPOBIJHOCTI: CHHOATpialbHA Ta aTploBEeHTpUkyiIsipHa (AV) Omokana |-
Il crymens
(32 BUHATKOM TAITIEHTIB 31 IITYYHUM BOJIEM PUTMY).

e CuHIpOM CIIa0KOCTI CHHYCOBOTO BY3JIa (32 BUHATKOM MAIIEHTIB 31 IITYYHUM BOJIEM PUTMY).

e CepleBa HEOCTATHICTD 31 3HMKEHHSIM (pakiii BUkuay menme 35 % Ta/abo THCKOM Yy JiereHeBiil
aprepii Bume 20 MM PT. CT. (SKIIO TUTBKM BTOPWHHA HAIUIYHOUYKOBA TaXiKap[is HE MIJIA€ThCS
BIUIMBY TEparii BEpamamiiom).

e MepexTiHH/TPINOTIHHSA TEpeACcepab IPH HAsIBHOCTI JOJATKOBHX MPOBIAHMX NUIAXiB (HA T
cungpomie. WPW ta LGL (Jlayma-T'anonra-JleBina)). Y Takux MAaI[i€HTIB MPH 3acTOCYBaHHI
Bepanaminy TiIpoOXJIOpUAY € PU3HK PO3BUTKY ILTYHOUYKOBOI TaXiapUTMii, BKIIFOYAIOYH UTYHOYKOBY
bhi0pmIIsILiTO.

e (OpgHOuYacHE 3aCTOCOBYBAaHHS OJIOKATOpIB B-aJpeHOpELEenTOopiB [UIisi BHYTPIIIHHOBEHHOTO BBEACHHS
(3a BUHATKOM IHTEHCUBHOI TepaIrii).

e 3actocyBaHHs y KOMOiHaIii 3 iBaOpaauHOM (IuB. «B3aeMoia 3 IHIIMMU JIIKAPCHKUMU 3aco0aMu Ta
THIII BUJU B3aEMO/TIN).

B3aemodia 3 inmumu nikapcoKumu 3acoodamu ma iHuii 6uou 83acmooiil.

Jlocmi/pkeHHsT MeTaboIi3My Bepanaminy TipoXaopumy in VItro mokasanu, 1Mo BiH MeTaboJi3yeThes
uutoxpomoMm P450 CYP3A4, CYP1A2, CYP2C8, CYP2C9 ta CYP2C18. Bepanaminy riapoxiopun €
iHri6iropom ¢epmentisB CYP3A4 ta P-rnikonporeinis (P-gp). IloBizomisiiocs npo KIiHIYHO BaXJIMBI
B3aemonii 3 iHrioiropamu CYP3A4, mo cynpoBo/KyBaIMCS MiIBUIIEHHSAM pIBHSA Bepanamiry
T1IpOXJIOpUAY Y TuIa3Mi KpoBi, Tofi K iHaykropu CYP3A4 cipuuuHsIM 3HIKEHHS TU1a3MOBUX PIBHIB
Bepanaminy TiIpoXJIOpUay, TOMY HEOOXiTHO MPOBOJWUTH MOHITOPUHT IOJO B3a€EMOJIl 3 IHIIUMHU
JikapcbkuMu 3aco0amu. CyMicHE 3acTOCYBaHHS Bepamamily Ta IpenapariB, sIKi B OCHOBHOMY
Mmetabonizyiorbess CYP3A4 abo e cybcrpatom P-gp, Moxe OyTH MOB’S3aHO 3 MiABHIIEHHIM
KOHIIGHTpallil TmpenapaTiB, M0 MOXe 30UTbIIyBaTH a0o0 MOJOBXKYBATH SK TEpAleBTUYHI, TaK 1
HECTIPUATIUBI €(PEeKTU CYyTHHOTO IMpenapary.

IoTeHiifHi B3aeMoiii, OB’ s13aHi 3 (hapMaKOKIHETHUKOIO

Aunmuecinepmensueni npenapamu (Hanpukiao, eazoouramamopu, ineioimopu AII®, OJiypemuxu, o-
Onroxamopu, npazo3un ma mepazo3ur). Bepanamity TipoXI0pH]l HOTEHIIIOE iX Aif0.




Xinioun: 3MeHIIeHHs KiipeHcy XiHiauny (~ 35 %) npu nepopaibHOMY mpHuiioMi. MOXIMBUNA PO3BUTOK
apTepiabHOT TIMOTEH31], a y HalieHTIiB 3 rinepTpodiyHOI0 OOCTPYKTUBHOIO KapAiOMIONaTie0 — HaOPSAK
nereHiB. Tomy He cminm mnpusHauaTm oOuaBa mpemapatd pa3oM. IloegHanHs Bepamaminy Ta
AHTUAPUTMIYHUX 3aC00IB MOKE MPU3BECTH JI0 AAUTUBHOI CepleBO-CyAMHHOI il (Hanmpukian, AV-
Onmokaza, OpaguKapis, TITOTOHIS, CepIieBa HEIOCTATHICTH ).

@nekainio: 1CTOTHO 3MIHIOETbCS B3a€MHA NPUTHIYYBaJIbHA /i Ha MIOKapJ, CHOBUIBHIOETHCS
aTPIOBEHTPUKYISIPHA MTPOBIAHICTH Ta 30UTBITYETHCS TPHUBATICTD PETIOJISPHU3ALIii.

Teoginin: 3HWKEHHS OPATBHOTO Ta CUCTEMHOTO KiipeHcy ~ Ha 20 %, y kypuiB — Ha 11 %. [linBumennii
piBeHb TeO]LTiHY B CHPOBATIII KPOBI MOXKE CIIPUYMHHUTH TOCHIICHHS MOOIYHUX e(PeKTiB.

Kapoamasenin: migsumennss AUC kapOamaszeriny (~ 46 %) y XBopux 3 pedpakTepHOO MapIiajbHOIO
eTiJIeTICi€l0; MiIBUIICHHS PIBHIB KapOaMaseriny, o MOKe BUKIMKATH MOOIYHI eeKkTn kapOoaMaseriny,
TaKi SIK TUTUIOIIS, TOJOBHHN OUTh, aTakcis a00 3armaMOpOYCHHS.

@Denimoin.: 3HWKEHHS KOHIICHTpAIIli BeparaMily y mia3mi KpoBl.

Iminpamin: 36inpmenns AUC (~ 15 %) iminpaminy 6e3 BIUIMBY Ha aKTHBHHI METa0OJIT JC3UMPaMIH.
Jlaumponen: npu 0THOYACHOMY 3aCTOCYBaHHI BepariaMmily 3 BHYTPIIIHbOBEHHUM JTaHTPOJIECHOM MOXKE
BUHUKHYTH T1IIOTOHIS, AETIpecis MioKap/a Ta rinepKajlieMis, TOMY IIbOTO ITO€IHAHHS CJI1] YHUKATH.
Inioypuo. minBUIyeThest Cmax T110ypuay Ha 28 %.

Konxiyun: 36impmenass AUC (~ y 2 pasu) Ta Cmax (~ y 1,3 pasza) konxinuny. KomoOiHOBaHe
3aCTOCYBaHHS IIUX TpenapariB He pekoMeHayeTbest. Konxinuna € cyoctparom sik aiis CYP3A, tak 1 st
TpaHcnopTepa BUToKy, P-riikonporeiny (P-gp). Bepanamin, six Binomo, inridye CYP3A Ta P-gp. Konu
Bepamnamil Ta KOJIXIIMH BBOJATHCS pa3zoM, iHriOyBanHs P-gp Tta/abo CYP3A Bepamamiiom Moxe
MIPU3BECTH JIO TIOCHIICHHSI BIUTHBY KOJIXIIIMHY, TOMY KOMOIHOBaHE 3aCTOCYBaHHSI HE PEKOMEHIYEThCSI.
Epumpomiyun, xnapumpomiyun, menimpomiyun. dYepe3 B3aEMHHM BIUIMB TIABUIIYETHCS PIBCHB
BeparaMmiay TriIpoXJIOpUy Ta MAKPOJIIIB Y IJIa3Mi KPOBL.

Pupamniyun: moxnuse 3HMKeHHS rinoTeH3uBHOrO edekry. 3umxeHHs AUC (~ 97 %), Cmax (~ 94 %) 1
010J0CTYIMHOCTI MiCIis EPOPaANBHOTO 3acTocyBaHHS (~ 92 %) Bepamaminy.

Jloxcopybiyun (nepopanvuo): TpH OJHOYACHOMY 3aCTOCYBAaHHI JOKCOPYOIMHY Ta BepamaMminy
(nmepopanbHo) miguiyeThesi AUC (~104 %) ta Cmax (~61 %) nokcopyOiliHy y miia3Mi KpoBi Y XBOPUX
3 JpiIOHOKJIITHHHUM pPAaKOM JIETeHIB. Y XBOpPUX Ha CTafii MPOTPecyrdoi MyXJIWHHU 3HAYHUX 3MIH
(hapMaKOKIHETUKH JOKCOPYOIIMHY MPU OJHOYACHOMY BHYTPIIIHHOBEHHOMY 3aCTOCYBAaHHI BepamaMiuly
HE CIOCTEPIraeThCs.

Denodbapbdiman: MABULITYETHCS OPATBLHUN KIIIPEHC BeparaMily TIIpOXJIOpUIY V S5 pa3is.

bycnipon: 36unpmerHss AUC ta Cmax y 3-4 pasu.

Mioaszonam: 36inbmenHs AUC y 3 pa3u Ta Cmax— Yy 2 pasu.

Bepamamin moxe 30UTbIIyBaTH IUTa3MOB1 KOHIIEHTpallii [(-0JI0KaTopiB, IO MOXKE IPHU3BECTH [0
aIUTUBHOI cepleBo-cyauHHO1 nii (Hampukian, AB-Oinokama, Opamukapmis, TIMOTEH31s, cepleBa
HEJIOCTATHICTD).

BuytpimHboBeHHi -610KaTOpH HE CIi/l 3aCTOCOBYBATHU MAIliEHTaM, SIK1 JTIKYIOThCSI BEparaMiioM.
Memonponon: 36umpmenns AUC (~ 32,5 %) ta Cmax (~ 41 %) meromposony y Mali€HTIB 31
CTeHOKapiero (auB. po3ait «OcoOIMBOCTI 3aCTOCYBAHHS»).

IIponpanonon: 30ubmeHHss AUC (~ 65 %) 1a Cmax (~ 94 %) mpompaHoiony y MAaIieHTIB 31
CTeHOKapiero (auB. po3aut «OcoOIMBOCTI 3aCTOCYBAHHSY).

Hueoxcun: 36imbiieHHst Cmax (~ 44 %), Cion (~ 53 %), Css (~ 44 %) i AUC (~ 50 %) aurokcuny y
3JI0pPOBHX J10OPOBOJIBIIB. PEKOMEHAOBAHO 3MEHIIUTH 103y AUTOKCHHY (AMB. po3niul «OcoOauBOCTI
3aCTOCYBAHHS»).

Jueimokcun: 3MEHIIEHHS KIIIpeHCY nuritokcuny (~ 27 %) Ta ekctpapeHansHoro kiipeHcy (~ 29 %).
Lumemuoun: 36impmyerscss AUC R-Bepanaminy rinpoxiopuny (~ 25 %) ta S-Bepanaminy (~ 40 %) 3
BIJINOBITHUM 3HIKEHHSAM KiipeHcy R- ta S-Bepanaminy.

Luxnocnopun: 36imbmenHs AUC, Cmax, Css TMKIOCIOPUHY ITpuOnu3Ho Ha 45 %.

Eseponimyc: 30impmenns AUC (~ y 3,5 pasza) ta Cmax (~ y 2,3 paza) eBeporaimycy. 30inbimeHHs Cirough
Bepanaminy rigpoxiaopuny (~y 2,3 paza). Moxe Oyt HEOOXIJTHUM TOUYHE BU3HAUYEHHS KOHIIEHTpALl] Ta
KOPEKIIis I03U €BEPOIIIMYCY.

Cuponimyc: 36inpmennss AUC (~ y 2,2 pasza) cupomimycy, 30iumemenns AUC (~ y 1,5 pasa) S-
Bepanaminy. Moske OyTd MOTpiOHMM BU3HAYEHHS KOHIIEHTpAIlH Ta KOPEKILlis 03U CHPOIIMYCY.
Takponimyc: MOXKIINBE 30UTbIIEHHS PIBHS 1IOTO Mpenapary y 1mia3Mi KpoBi.



Ineibimopu I'MI-KoA-pedykmasu (cumsacmamun, amopeacmamun, J108ACMAamun). JIKyBaHHS
CTaTUHAMH CIIiJ PO3MNOYMHATH 3 HAMHMKYMX MOXKJIMBHUX JI03 Ta TMOCTYNOBO iX 30UIbmIyBaTH. SIKIio
MaIieHTy, SKUi BXKe NpuiiMae Bepanmamily TigpoXJopuja, HeoOXigHe NpU3HAYeHHS CTaTHHIB, CIiX
BpaxyBaTH HEOOXIHE 3HIDKEHHS I1X M03W 1 MigiOpaTH M03yBaHHS BIIMOBILAHO JO KOHIIGHTpAILlil
XOJIECTEPUHY Yy TUIa3Mi KPOBI.

Amopeacmamun: MOXJHMBE TIIBUILEHHS pIBHA aTOpBacTaTHHY Yy IUIa3Mi KpoBi. ATOpBacTaTHH
36imbinye AUC Bepamaminy riapoxiopuny ~ Ha 43 %. Xo4a npssMux KIHIYHAX JaHuX iN VIVO Hemae, y
Bepanamily € CUJIbHHMI MOTEHIIAJ CYTTEBO BIUIMBATH Ha (PapMAaKOKIHETHKY aTOPBACTaTHHY, a TAaKOX
cuMBacTaTHHy a0o joBactaTuHy. CIifi TOTPUMYBATHCS 00EPEKHOCTI IPU OJTHOYACHOMY 3aCTOCYBaHHI
aTOpBacTaTHHY Ta Bepanaminy.

Jlosacmamun: MOXIIVBE TiIBUIIEHHS PIiBHS JOBAacTaTUHY y 1ua3Mi kposi. 30inbmenHs AUC (~ 63 %) i
Cmax (~ 32 %) Bepanaminy riipoXJIopuIy.

Cumeacmamun: 36inmpmennss AUC cumBactatuny ~ y 2,6 pasa, Cmax CHMBacTaTHHY — y 4,6 pasa.
Dnysacmamun, npagacmamu i po3ysacmamun. He MeTaboi3ytoThcs cucteMoro CYP3A4 i B 3B7s13Ky 3
UM MPAKTHUYHO HE B3aEMOJIIIOTH 3 BepanaMily T1APOXIOPUIOM.

Anmompunman: 36insiients AUC (~ 20 %) i Cmax (~ 24 %) anMoTpHunTany.

Cynvghinnipazon: MABUIIEHHS KJIIPEHCY TMEPOPAJBHOTO BepanaMily TIAPOXJIOpuAy y 3  pasu,
6iogoctynHocTi — Ha 60 %. MoxnrBe 3HUKEHHS TIOTEH3UBHOTO €(EKTY.

Jlabiecampan: Bepanmaminy Tigpoxyiopua y (Gopmi TaOIETOK 3 HETaWHUM BUBUIBHEHHSAM 30UThITYE Cmax
(mo 180 %) ta AUC (o 150 %) mabirarpany. He Oyia0 momideHO 3HAYyIIOi B3a€MOJIIl MPH BBEACHHI
BeparamMmiay depe3 2 TOIuHH Tichsa nadirarpany etexcuiary (30utbieHHsT Cmax mpubau3zno Ha 10 % Ta
AUC npubnuzno Ha 20 %). IlinBumyeTbcst pu3UK KPOBOTEU1, TOMY PEKOMEHAYETHCS peTeNIbHE KITIHIUYHE
CIIOCTEPEKEHHS, OCOONMBO NpPHU BUHUKHEHHI KpOBOTEYl Ta 3a HASBHOCTI JIETKOro abo MOMIPHOTO
nopymeHHss ¢yHkuii Hupok. Ilpm oaHOYacHOMY 3acTOCYBaHHI 3 TMEpOpaJbHUM Bepamaminy
TIAPOXJIOPUAOM MOXE OYTH HEOOXITHUM 3MEHIIEHHS J03W mabiraTpaHy (IuB. IHCTPYKITIIO TSt
MEIMYHOTO 3aCTOCYBaHHS AabiraTpaHy 1040 PEKOMEHAIIN 3 T03YBAaHHS).

Inwi nepopanvui anmuxoaeynaumu npsamoi 0ii’ (IIAI1/]): migsumennst abcopoOii ITAII/], ockinbku BOHH
€ cyocrpatamu P-gp. A takox 3HmwkeHe BuBeneHHs [IAIIJl, ski metaGonizytorbcst CYP3A4, Moxe
MPU3BECTH 10 30UTbIICHHS cucTeMHO1 6100cTynHOCTI [TATT/I.

3riHO 3 ACSIKUMH JaHWMH, 30UTBIIYETHCS PU3MK KPOBOTEYI, OCOOJHMBO Yy TAIIEHTIB 3 JIOJATKOBUMHU
(dakropamu pu3uky. Moske 3HamoOuTHCs 3meHIeHHs no3u [TAITJl npu 3actocyBaHHI 3 TTepOpabHUM
BeparaMmiioM (JIUB. IHCTPYKIIIIO JJII MEIUYHOTO 3acTOCyBaHHs 1100 Ao3yBaHHs [TATT/).

leabpaoun: onHOYACHE 3aCTOCYBaHHA 3 1BaOpaJMHOM NPOTUIIOKA3aHE 4Yepe3 J0JATKOBUM eQeKT
3HM)KEHHS YaCTOTH CEPIeOUTTS Bepamaminy riapoxiaopuaoM (auB. «[IpoTunokazanasy).
I'petingppymosuii cix: 30ubmyerscss AUC R-epanaminy (~ 49 %) Tta S-epamaminy (~ 37 %),
30ubiyeTbest Cmax R-Bepamaminy (~ 75 %) ta S-Bepamaminy (~ 51 %) 06e3 3MiHM mepioay
HaIIBBUBEAECHHS Ta HUPKOBOro kiipeHcy. CiiJi yHUKaTH B)KUBaHHS TIpeln(pyroBOro Ccoxky 3
Bepanaminy rigpoXJIOpUIOM.

36ipobiii npodipssnenui: 3menmyetbest AUC R-epanaminy (~ 78 %) ta S-Bepamaminy (~ 80 %) 3
BIIHOBIIHUM 3HKEHHAM Cmax.

Memeopmin: onHOYACHE 3aCTOCYBaHHS BepamnaMily 3 METGOPMIHOM MOXKE 3MEHIIUTH €PEeKTUBHICTh
MeT(hOpMIHY.

IHmri B3aemoit

IIpomuseipycui npenapamu (maki AK pumonagip, iHOUHAGIp): MOXJIMBE MIABUILEHHS KOHLEHTpAIil
Bepanamily TiIpoxXJOopuay B Iia3Mi KpoBi. ToMmy 3acTOCOBYBaTH Bepamamily TiIpOXJOpHI y wLid
KOMOiHaIi1 ciiz 3 ob6epexHicTio abo Horo 103a Mae OyTH 3HUKEHA.

Jlimiti: MOBIAOMIISIIOCS TPO MIJIBUINEHY HEHPOTOKCHYHICTB JIITiII0 MPH OJAHOYACHOMY 3aCTOCYBaHHI
Bepanamuly TiJpoXJIOpHUIy Ta JIITiI0, 3 MiJBUIIEHHSAM pIBHIB JITII0O y IUIa3Mi KpoBi abo 6e3 Takoro.
OnHak y Mali€eHTiB, $KI MOCTIHHO OTPUMYBAJIM OJHAKOBY 03y JITIIO MEpPOpajbHO, I0JaBaHHS
Bepanamily TiIpoXJIOpHAy MPU3BOJUIO O 3HWXKEHHS PIBHIB JITiIO Yy Iu1a3Mmi kpoBi. IlamienTu, mo
OTPUMYIOTH 00M/IBA JIIKAPCHK1 3ac00U, MOBUHHI NIepeOyBaTH MiJ] peTeIbHUM HaTJIsI0M.

Hetipom’azo6i 6aokamopu: KJIHIYHI JaHi Ta JOCIUDKEHHS Ha TBAapHHAX CBiAYaTh, L0 Bepamaminy
T1IPOXJIOPU MOKE TOTEHIIIIOBATH AaKTHBHICTh HEHMpPOM’sI30BHX OJIOKATOPIB (KypapernoaiOHuX Ta
JEToNApU3yI0unX). MoXe BUHUKHYTH HEOOXIJHICTh y 3HM)KEHHI JO3M Bepamnamily TiIpOXJIOopuay
Ta/ab0 1031 HEHPOM S30BOr0 GJIOKATOPA MPU OJJHOYACHOMY X 3aCTOCYBaHHI.




Ayemuncaniyunosa kucioma: MiABUILEHHS PU3UKY KPOBOTEH.

Emanon: Bepanaminy TiIpoxXJIOpHI 3aTPUMY€E PO3IMAJ Ta IIBUIIYE WOTO PiBEHb B IJIa3Mi KPOBi, TUM
CaMMM TOCHJIFOETHCS il €TaHOIY.

[-adpenobriokamopu: 30UTBIIYETHCSI B3a€EMHA MPUTHIYYBAJIIbHA IS HA aBTOMATH3M CHHOATPIaIbHOTO
By3/1a, AV-TIPOBIIHICTh 1 CKOPOTJIMBICTh MiOKapJa, BHACIIAOK I[bOTO MiABHILYETHCS PU3UK PO3BUTKY
BUpaKeHOi aprepianbHOi rimotensii, AV- ta SA (cuHOaTpianbHOI)-070Kan, Opaaukapnii, cepreBoi
HE/IOCTaTHOCTI, OCOOJIMBO TMPH 3aCTOCYBaHHI BHCOKMX J03 [-aApeHOOJIOKaTopiB abo mpu ix
BHYTPIIIHFOBEHHOMY BBE/ICHHI.

Oco0nmuBy Tpyly pU3WKY CTAHOBIISATH NAIIEHTH 3 O3HAKaMU XPOHIYHOI cepleBOi HEAOCTaTHOCTI,
BHpaXeHOi Kapniomionarii abo Ti, sIKi HEImOJaBHO MepeHecau iHdapkT Miokapaa. KomOiHoBany
Tepario Bepanamury TiIpOXJIopuay 3 P-aapeHoOJoKaTOpaMu CIiI MPOBOAWTH TUIBKHA 32 YITKUMHU
MOKa3aHHIMH Ta ITiI CyBOPUM KOHTPOJIEM JIiKapS.

Jluzonipamio (pumminen): He CIiJl 3aCTOCOBYBATH OJIHOYACHO, NMIPUIOM qu30Mipamigy Tpeda MpUIHHUTH
3a 48 TOAMH N0 MOYATKy 3aCTOCYBaHHS Bepamnamisly TiIpOXJIOpUAY Ta, MOXKJIMBO, IOHOBUTH HE paHillle
HDK uepe3 24 roAWHHU MIcIIs NPUIHMHEHHS IPUHOMY Bepanamuly FiApoXIopudy.

Coni kanvyito Ta eimamin D: Qapmakonoriunuii epekr Bepamamuly TiIPOXJIOPHAY, HMOBIPHO,
3MEHIIYETHCS.

Penmeenoxonmpacmui 3acobu: MOXJIHMBE TOTCHIIIOBAHHS MPUTHIYYBAIBHOTO BIUIMBY Bepamaminy
TIPOXJIOPUAY Ha aBTOMATH3M CHHOATPIaJIbHOTO By3Ja, AV-NIPpOBIIHICTh 1 CKOPOTIUBICTh MiOKap/a.

Ocobnueocmi 3acmocy8ants.

loctpuit iHbapKT Miokapaa

[Ipemapat cmig 3acTocoByBaTH 3 OOEPEXKHICTIO MallieHTaM 3 TOCTpUM I1H(pApKTOM MioKap[a,
YCKJIQJHEHUM OpaJuKap/i€r0, BUPAKEHOIO apTepiaibHOI TIMOTEH3i€I0 ab0 AUCHYHKIIIEI JIBOTO
IUTYHOYKA.

CepueBa 6nokana/AV-6maokana | crynens/Opaaukapais/acucTois

Bepamaminy rizpoxiopu BIUTMBAE HA aTPIOBEHTPUKYIISIPHUI Ta CHHOATPIAIBHUI BY3JIM Ta MPOJIOHTYE
4ac aTpiOBEHTPUKYIISIPHOT MPOBITHOCTI.

Bepamaminy rimpoxiopua BIUTMBaE Ha aTPIOBEHTPUKYISPHUN Ta CUHOATPIaJbHUN BY3JH Ta 1HKOJHU
MOXe CrnpoBOKyBaTH BUHUKHeHHs AV-Omokamu Il a6o III crymens, Opamukapmii, acucromii. Bimbim
BIPOTIHO, IO TakKli CHUMITOMH OyayTh CIIOCTEpIraTHCS Yy TAIlIEHTIB 13 CHHAPOMOM CJIA0OKOCTI
CHHYCOBOTO By3J1a (CHHOATpiajbHa BY3JI0Ba XBOP0o0a), 10 YacTillle 3yCTPIYAETHCS Y MAIIEHTIB JIITHHOTO
BIKY.

3acTocoByBaTHu 3 00epexkHicTIO narieHTam 3 AV-010kanoro | crynens, yepe3 MOKIMBUN po3BUTOK AV-
omokanu 11 a6o III crynens abo ogHOMYYKOBOi, JBOMYYKOBOI ab0 TpuITyukoBOi Ookanu HiKKH ['ica,
1o MoTpedye BIIMIHM HACTYITHUX /103 BepanaMily TIIPOXJIOPHIY Ta MPU3HAYEHHS BIAMOBIMHOT Teparii
B pasi motpeom.

AcucTonisi y mAalli€HTiB, $KI HE MAalTh CHHIPOMY CcJaOKOCTI CHHYCOBOTO BYy3Ja, 3a3BHUYaii
KOPOTKOTpHBaJa (KiIbKa CeKyHJ a0 MEHIIE), 31 CHOHTAHHUM MOBEPHEHHSM JI0 aTPIOBEHTPUKYISIPHOTO
ab0 HOPMAaJBFHOTO CHHYCOBOTO PUTMY. SIKIIO 1€ SIBHILE HE LIBUIKOIUIMHHE, CIIiJ HErailHO po3moYaTu
BiNOBiAHY Tepamito (auB. po3aut «[1o6iuHi peakiii»).

His Bepamaminy Ta [-ampeHoOiOKaTopiB abo IHMIMX JIKApChKUX 3aco0iB Ha MPOBIAHICTE 1 Ha
CKOPOUYEHHsI cepls MOXe OyTH IOCHJIeHa, TOMY cii OyTH O0OepeXHUM IpH iX OJHOYACHOMY
3actocyBaHHI. OcOOIMBO 1€ CTOCYETHCS Oy/Ib-SKOTO BHYTPIIIHBOBEHHOTO Mpenapary.

AnTHapuUTMiYHi 3aco0u, 3-apeHobnokaTopu

B3aemMHe mocuieHHs KapaioBacKynspHOi Iii (MiJBUILNEHHS CTYNEHs aTpiOBEHTPUKYISPHOI OJ0Kagu
BHUCOKOT'O CTYIEHs, 3HaUHE 3HIKEHHS YacTOTH CEPLIEBUX CKOPOUYEHb, MOSBA CEPLEBOi HEJOCTAaTHOCTI,
3Ha4YHE 3HIKEHHS apTrepianbHOro THcKy). CumnromatnyHa Opagukapzis (36 yn/xB) 3 OnykarouuMm
BOJIEM PUTMY Mepeicepas crocTepirajgacs y MalieHTiB, SKi OTPUMYBAJIU CYNYTHIO Teparmilo OYHUMHU
KparisiMi 3 TUMOJIOJIOM ([3-azipeHo0I0KaTop) Ha TIIi JIIKYBaHHS Bepanamiay T'iIpoXIOpHIOM.

Jlurokcun

[Ipn omHOYacHOMY 3acTOCYBaHHI Bepamamily TiIpOXJIOPUAY 3 AUTOKCUHOM CIHiJ 3MEHIIUTU 03y
JTUTOKCHUHY (I¥B. po3ail «B3aemois 3 IHIIMMU JTIKAPCHKUMHU 3ac00aMU Ta 1HII BUAM B3AEMO/TI»).
CeplieBa HEJIOCTATHICTh

Bepanamin moe BITMBaTH Ha CKOPOTJIMBICTH JiBOTO HUTyHOYKa. EdekT HeBenmukuii i 3a3BUuail He




BaxumBui. OJHAK HasBHA ceplieBa HEAOCTATHICTh MOXKE MOCHIIIOBATHCS a0o mporpecyBatu. Tomy
nepes; MOYaTKOM JIIKYBaHHS BepamamiioM HEOOXITHO KOMIICHCYBATH CEpLEBY HEJOCTaTHICTh Yy
MalieHTiB 13 Qpakuielo BUKUAY Outbiie HDK 35 % (Hampukiaa, MpernaparaMd HamepcTSHKU) Ta
aJIeKBaTHO KOHTPOJIIOBATH MPOTATOM YChOTO MEPIOy JIIKYBaHHS.

IariGiTopu 'MI'-KoA-penykTa3u (cTaTuHu)

JuB. po3ain «B3aemois 3 iHIIMMU JTIKaPCHKUMHM 3ac00aMU Ta iHII BUIU B3a€MOIIN».

[opyiieHHs HEPBOBO-M’SI30BOT MPOBIIHOCTI

Bepamaminy rigpoxiopun Ciif 3acTOCOBYBaTH 3 OOEPEKHICTIO TPU HAsBHOCTI 3aXBOPIOBAaHb 3
MOPYIICHHSIMH HEPBOBO-M’s130BOi MPOBIHOCTI MaIjieHTaM 3: myastenia gravis, cuaapomom Jlambepra-
ITona, mporpecyrouoio M’ 1308010 aucTpodieto JromeHa.

VY manienTiB 3 GiOpuIIsIi€to/TPIMOTIHHAM NIepeaAcepIb Ta JOJATKOBUMH NUISIXaMH (HAIPUKIA, CHHAPOM
Bonsda-Ilapkincona-Yaiita) piko MOXKE CIIOCTEpIraTUCs IMOCUJICHHS MPOBIIHOCTI Yepe3 aHOMAabHUHN
IUIAX, a IUTYHOYKOBA TaXiKapAis MOXe OyTH MOCUIICHA.

[TeuinkOBa HEOCTATHICTh

OckinbKu BepamaMil IIUPOKO METaloJI3YeThCS B TEYiHIN, HEOOXIHO PETENBHO TUTPYBATH JI03Y
BeparaMiTy JiIs TAII€HTIB 13 3aXBOPIOBAHHIMU TIEYIHKH.

3 00epeXkHICTIO CIIiJ MPU3HAYaTH Bepanamuly riIpoXJIOpu MalieHTaM 3 NOpYyIEHHAM QYHKIIT TeUIHKU
(pexoMeHayeTbCs 3MeHIIUTH 1103y 10 30 % BiA 3BUYaiiHOT 1000BO1).

HupkoBa He1OCTaTHICTh

Xoya naHi MATBEPKEHUX TMOPIBHSUIBHUX JOCTIDKEHb IMOKa3ajdd, [0 HHUPKOBA HEJOCTATHICTH HE
BIUIMBaEe Ha (apMaKOKIHETHKY BepanaMily TiAPOXJOpUIY Y MAalll€HTIB 13 TEpMIHAJIBHOIO CTAII€l0
HUPKOBOI HEIOCTATHOCTI, OyJI0 KUThbKA TOBIJOMIIEHD, SIKI CB1IYaTh MPO TE€, MO MAI[IEHTaM 13 HUPKOBOIO
HEJOCTaTHICTIO CJiJ 3aCTOCOBYBATH BepamaMmily TIAPOXJIOpUI 3 OOEpEeXHICTIO Ta MiJ pPEeTeIbHUM
Hars10M. Bepamaminy rigpoximopui He BUBOJAUTRCS 32 TOTMTOMOTOI0 TeMOTiallizy.

[Ipu mpu3HaueHHI BepanaMiny riapoxXJIOpUIy CIiJl BpaXOBYBaTH, IO OCOOM JIITHHOTO BIKY MOKYTh MaTH
MIIBUIIEHY YYTJIMBICTB JI0 Jii Ipenapary, HaBiTh Y 3BUYANHUX J03aX.

Jlikapchkuii 3acid MICTHTH JIaKTO3y, TOMY HOTO HE CJiJ 3aCTOCOBYBAaTH IMAIliEHTaM 13 PIAKICHUMH
CragKoBUMH (OpMaMu HEMEPEHOCHUMOCT] TajlakTO3HM, HEIOCTAaTHICTIO JlakTa3u abo CHHIPOMOM
TJTFOKO030-TaJIaKTO3HOT MaJThabcopoITii.

1 Tabnetka npenapary Bepamaminy rigpoxiopua MicTuTh 40 MI TaKTO3W MOHOTIIpaTy, TOMY HOTO CITifT
3 00EPEKHICTIO 3aCTOCOBYBATH XBOPUM Ha IIyKpOBHUH Jiaber

3acmocyearnns y nepiood eazimuocmi ma 200y8arHs 2pyooro.

Yirki Ta 10Ope BUBYEHI JIaH1 3aCTOCYBaHHS MpenapaTy BariTHUM >KiHKaM BincyTHi. Tomy mpenapar ciif
3aCTOCOBYBATH ITiJ] 4aC BariTHOCTI TUTBKU B pa3i HEOOXITHOCTI.

Bepanaminy rigpoxiiopu/ IpoOHUKAE Yepes3 IJIANCHTY Ta BU3HAYAETHCS Y MYIIOBUHHIA KPOBI.

[Tix yac mikyBaHHS HEOOXiTHO BPaXOBYBATH BJIACTUBICTh BEpamaMury po3cialiasTH M 31 MaTKH.
Bepanaminy rigpoxiopun Ta HOro MeTa0oJiTH NMPOHUKAIOTh Y TpyaHe Mojoko. Jlo3a Bepamaminy
TiIpoXJopuay, ska IMOMajae B OpPraHisaM HOBOHapokeHoro, € Huzbkow (0,1-1 % mno3um, mpuitHATOq
MaTip’10), TOMY 3aCTOCYBaHHS Bepanamily TiApoXJIOpUIy Moxe OyTH CYMICHHM 3 FOJIYBaHHIM TPy,
ajle pU3MK A7 HOBOHAPO/KEHHX HE MOKHA BUKIIOYUTH. 3BaXKAIOUM HAa PU3HMK MOSBU CEPHO3HUX
MOOIYHUX peaklid y HOBOHAPOKEHUX, SIKI 3HAXOISAThCS HA TPYAHOMY BUTOJIOBYBaHHI, Bepanamily
TIIPOXJIOPHUT Y TEepio] rOyBaHHS IPYUIF0 MOXKHA 3aCTOCOBYBATH TUIBKHU y pa3i HaraJIbHOT MOTPeOH st
Martepi.

30amuicms  énaueamu Ha WEUOKICMb peakyii npu KepyeaHHi A8MOMpAHCHOPMOM abo0 IHUUMU
MexXanizmamu.

UYepe3 aHTUTINEPTEH3UBHUN e(eKT Bepamamily TiIpOXJIOpUAY Ta BIAYYTTS COHJIMBOCTI, 3aJIEXKHO BiX
IHIMBIyaNnbHOT peakiii, 3JaTHICTh KepyBaTH TPAHCIOPTHUMM 3aco0aMu, IHIIMMU MEXaHi3MaMu abo
MPaLIOBATH B HEOE3MEUYHNX YMOBaxX Moxke OyTu mopyieHa. OcoOIMBO 1€ CTOCYEThCS MOYAaTKOBOT (pa3u
JKYBaHHS, MZIBUIEHHS /03U, 3MIHU TIOTEH3UBHOTO MpenapaTy, a TaKoK 0JHOYACHOTO 3aCTOCYBAaHHS
mpernapary 3 ajkoroyieM. Bepanmaminy ripoxJiopuji MOXe MiBHILYBATH PIBEHb AJIKOTOJIO B ILIa3Mi
KpOBI Ta YIOBUIbHIOBATH HOTO BUBEACHHS, TOMY Jlisl QJIKOTOJII0 MOKE TTOCHUITIOBATHCS.

Cnoci6 3acmocysannsa ma 0o3u.



Jlo3u minoupaTy iHAUBITYaIbHO Il KOKHOTO MAIli€HTA.

TaOneTrkn KOBTaTH LUIMMH, HE PO3CMOKTYBaTH, HE PO3KOBYBAaTH, HE MOAPIOHIOBATH, HE IUIUTH Ha
YaCTUHH; 3alIUBATH JIOCTaTHHOIO KUIBKICTIO PIMHM (HApUKiIaa, | CKISHKa BOJH, y KOAHOMY BUIAJIKY
He TpeinpyTOBHii CiK), Kpale 3a Bce Mmig yac abo oapasy micis inu.

Jopocni ma nionimku 3 macorw mina oinbue 50 ke

lwemiuna xeopoba cepys, NAPOKCUBMATLHA HAOULIYHOUKO8A MAXIKAPOIs, MPINOMinHs/MepexminHsl
nepeocepob

PexomennoBana no3a cranoButh 120-480 mr, posnoninena Ha 3-4 mpuiiomu. MakcumanbHa 1000Ba
no3a npenapaty — 480 mr.

Apmepianvua einepmensis

PexomennoBana no6oBa mo3a cranoButh 120-360 mr, po3noainieHa Ha 3 TpUHOMH.

CTiifiK1il aHTUTINePTEeH3UBHUHN €(PEeKT PO3BUBAETHCS MPOTITOM THXKHS BiJl TOYATKY Tepartii.

Ilpu cmenokapoii ma apummii 3BU4aiiHa 103a mpenapary ctraHoBuTh 80 mr 3-4 pa3u Ha 100y (240-
320 wmr).

MaxkcumanbHUM epeKT po3BUBAETHCS, SIK IPABUIIO, TPOTATOM 48 TOMH BiJ MOYATKY JIIKYBaHHS.
THopywenus ¢hynkyii Hupox

HoctynHi jaHi omucaHo B po3auli  «OcoOnuBOCTI 3acTocyBaHHSA». IlalieHTaM 3 HHUPKOBOIO
HEJIOCTATHICTIO Bepamamily TIIpOXJIOPHU CIiJ 3aCTOCOBYBAaTH 3 OOEPEXKHICTIO Ta MiJ pPETeIbHUM
HaTJISIIOM.

Topywenus ¢hynurkyii neuinku

VY mnamieHTiB 3 MOpPYHIIEHHSAMHU (QYHKLINA MEYIHKH 3aJIEKHO BII CTYHEHS TSXKKOCTI sl Bepamamily
TIAPOXIIOPUAY TOCUITIOETHCA Ta TOJOBXKYETHCS 4epe3 YHMOBUIBHEHHS PO3Maay JIKapChKOro 3acoly.
Tomy B Takux BUMaAKaX T03YBaHHS CJIiJT BCTAHOBIIFOBATH 3 0COOJIMUBOIO 0OEPEKHICTIO Ta PO3IMOYNHATH 3
MaJux /103 (Hampukiaja, i NaIi€eHTIB 3 MOPYIIEHHAMH (DYHKIIIM MeYiHKK croyaTky 2-3 pasu Ha 400y
o 40 mr*, BimmosigHO 80-120 Mr Ha 100Yy), nUB. «OCOOIMBOCTI 3aCTOCYBAHHSI.

3a HEOOX1IHICTIO TIOYATKOBY J03y MOCTYIOBO MiABUIYBATH 3aJI€KHO BiJl CTaHY MNaIll€eHTa Ta KIIHIYHOL
BIJIMTOBI/II, SIKa OIIHIOETHCS ITiJ] 9ac 3aCTOCYBaHHS Ipemnapary.

*TIpm HEoOXITHOCT1 3aCTOCYBAaHHS Bepanamily Timpoxiopuay B 1031 40 Mr cmig 3acTocoByBaTH
npenapaT 3 MOXKJIMBICTIO TAKOT'O TO3yBaHHS.

He npuiimMatu npenapat y mojioKeHH1 JIe)KadH.

Bepamaminy riapoxiopua HE MOKHA NMPU3HAYATH TMAIliEHTaM 3 iH(QapKTOM MioKapaa MpoTAroM 7 IHIB
HicJIs momil.

[Ticns TpuBasoi Teparnii mpenapar cilil BiIMIHATH, TOCTYITOBO 3HIKYIOUYH J03Y.

TpuBanicTh JNiKyBaHHS BU3HAYAE JIIKAp IHAWBITYaIbHO, BOHA 3aJICKUTh BiJl CTaHy IMaIllEHTa Ta mepediry
3aXBOPIOBaHHS.

Himu.

Jlitsim mpenapart y JaHii Jikapchkiid Gpopmi He mpU3HAYaTH.

Ilepeoosysanns.

[Tepebir cuMOTOMIB MpU IHTOKCHKAIIIl BEparnaMijioM 3aJeKUTh BiJ KUIBKOCTI MPUHHATOrO Mpenapary,
MOMEHTY, B SKHH B)XMBaIOThCS 3aXOJIM 3 JETOKCHKAIlii, Ta CKOPOTIMBOCTI MioKapaa (1OB’s3aHOI 3
BIKOM).

Cumnmomu: apTepiajbHa TIOTEH3i (YacoM JI0 3HA4YEHb, SIKI HE MOKHA BUMIPSATH), CHMITOMH IIOKY,
BTpaTa cBinomocti, AB-6mokanu I ta Il crynens (4acto sik siBuiie Benkebaxa 3 purMom rasnomy abo 6e3
HBOTO), ToTabHUN AB-0510K 13 3aranpHO0 AB-aucoriaii€to, puTM rajioiy, aCuCTois, Opaaukapais 10
AB-06n0Kam BHCOKOTO CTYNEHs Ta 3yIIMHKA CHHYCOBOTO BYy3/a, TiNEpIliKeMis, CTymop Ta
MeTaboniuHui annao3. Crocrepiraaucs JeTajabHi BUMIAJAKH B pe3yJbTaTi epe103yBaHHS.

Jlikysanna: TNEpeBaXHO MiATpUMYKOUYEe Ta iHAuBiAyanbHe. OCHOBHI 3aXO0JH, SIKI 3aCTOCOBYIOTH [UIs
YCYHEHHS CHUMIITOMIB HaBMHCHOTO TME€PEO3yBaHHS IPH IEpOpaIbHOMY 3aCTOCYBaHHI Bepamamily
TIPOXJIOPUAY: YCYHEHHS KapJioJenpecuBHUX e(ekTiB, rimoTeH3ii abo Opamukapaii muiixom -
azipeHepriyHoi crumyssinii. CrienudiyHuM aHTUAOTOM € KambIlii, Hanpukian 10-20 ma 10 % po3unny
TJIFOKOHATY KaJbIIF0 BBECTH BHYTPIIIHBOBEHHO (2,25-4,5 MMoOIb), 3a HEOOXiTHOCTI BBEICHHS
MOBTOPUTH a00 BBECTH TIJIIOKOHAT Kajbllil0 Y BUIIIAMI Oe3nepepBHOI KpamnenbHol iH(y3ii (Hanpukiaz,
5 MMoJIB/TO ).



TepaneBTuuHi 3ax01H, SIKi CIiJ BXWTH, 3aJieXaTh Bil 4acy, B SKAH NpUAMalId Bepamamii, THUIY Ta
BUP@XEHOCTI CUMNTOMIB iHTOKcHKamii. IIpum IHTOKCHKAIifX BEIMKOIO KUIBKICTIO IIpernapariB 3
MOBUIbHUM BUBUIBHEHHSIM CIIiJI 3a3HAYMTH, [II0 BUBUIBHEHHS aKTUBHOTO TpernapaTry Ta BCMOKTYBaHHS B
KUAIICYHUKY MOKE 3aiiHATH Outble 48 rouH.

Cnin BpaxoByBaTH, IO MO BCiH JOBXHHI IUTYHKOBO-KHIIKOBOTO TPAKTy MOXYTh OyTH TPYIOYKH HE
MOBHICTIO PO3YMHEHUX TAOJETOK, SKi (YHKI[IOHYIOTH SIK aKTHUBHI JEMO Mpenapary (3ajeKHO BiJ Yacy,
110 MUHYB MICJs NPUHOMY).

[Tpu mimo3pi Ha IHTOKCHKAIIIO MPernapaToM i3 Mo ] iKOBaHUM BUBUIBHEHHSM TOKa3aHi Taki 3aX0/H, 5K
IHIyKOBaHa OJIIOBOTA, BUAAJICHHS BMICTY IUIYHKA Ta TOHKOI KUIIKU M €HJOCKOITEI, TIPOMUBAHHS
KHIIEYHUKA, 3aCTOCYBAHHS IPOHOCHHX 3aCc00iB, OYHMCHI KIII3MH. 3aCTOCOBYIOTHCS 3BHUAiHI IHTEHCUBHI
peaHiMaIliifHi 3axoIu, Taki SK CEpIeBO-JIEreHeBa peaHiMalis, aediOpwrsimis Ta/abo Teparis
KapiOCTUMYIISITOPOM.

VY pasi 3HauHO1 apTepianbHOi rimoTeH3ii a0o AB-010Kaau BUCOKOTO CTyINEHs HEOOX1JHO 3aCTOCOBYBATH
3aco0u, 10 MIIBUILYIOTh apTepiajibHUM TUCK (HampHkiIag fohaMid, 100yTamMiH, HOpaJpeHaiH).

IIpu acucronii, AB-6mnokani Il un Il crynens, cunycoBiii Opagukapaii 0HOYACHO 3 3aCTOCYBAHHSAM
3BUYAWHUX 3aXOJIB CIIJ 3aCTOCYBaTH [-aJpeHEpriuHy CTUMYJALi0 (HaNpukiaa 130MpeHasiH,
OpLUMIIPEHANIH), 1HIII 3aX0, CIIPSMOBaHI Ha MiJBUILIEHHS apTepialbHOTO TUCKY, KapA10CTUMYIIAILIIO
ab0 POBECTH BIIHOBJIEHHS CEPLEBOI AISIbHOCTI Ta IUXAHHS.

SIKmo € o3HaKM TPHUBAJIOT HENOCTATHOCTI MiOKapja — 3acTOCOBYBaTH naodamiH, A00yTamiH, MHpu
HEOOX1THOCTI — MOBTOPHI 1H’ €KII1i KaJbIIifO.

Bepanamuty rigpoxiopu/ He BUBOJUTHCS 3a JIOMOMOI00 FeMOIialli3y.

Io6iuni peakuii.

[Ipo Hmwk4e3azHayeH! MOOIYHI peakilii MOBIIOMIISUIOCS Y XOJA1 KIIHIYHUX JOCHTIKEHb, IIiJ dac
MMOCTMApKETUHTOBOTO 3aCTOCYBaHHs BepanaMiny ado y IV dasi kiiHIYHuX BUTTPOOYBaHb.

[ToGiuni peakiii KIacHU(pIKyIOTBCA 3a CUCTEMaMH OpraHiB Ta YacTOTOI0 BUHUKHEHHS: Jy)XE 4acTo (>
1/10); wacto (= 1/100 mo < 1/10); meuacto (= 1/1000 mo < 1/100); pizko (= 1/10000 mo < 1/1000); myxe
pinko (< 1/10000); HeBimoMo (4aCTOTY HE MOKHA BCTAHOBUTH 3 HAIBHUX JaHUX).

Haiiuacrime crocrepiranucs Taki moOidHI peakilii: TOJOBHUN OUTb, 3allaMOPOYEHHS; IUTYHKOBO-
KHIIIKOBl pPO3JIaJId: HYAOTa, 3amop Ta OUTh y JKUBOTI; TaKOX Opamukapiis, Taxikapmis, BITIyTTS
CepUEeOUTTS, 3HMKEHHS apTepialbHOTO TUCKY, TirepeMis, nepudepunyHuii HaOpsSK Ta BTOMJTFOBAHICTb.
Opeanu cnyxy ma gecmubynapHuil anapam: piko — I3BIH y ByXaX; HEBIIOMO — BEPTHUTO.

Pecnipamopna cucmema, opeanu epyoHoi kiimku ma cepeoocmiHHA. HEBIIOMO — OpOHXOCHa3M,
JMCITHOE, TOCTPUIN pecripaTOpHUI TUCTpec-CUHAPOM.

Ll Inynkogo-Kuwkouti mpaxkm.: 9acTo — HyJ0Ta, 3alI0PH; HEYACTO — OUTh Y )KMBOTI;, PIAKO — OJIOBaHHS;
HEBIZIOMO — JHUCKOMGOPT y JKMBOTI, IUIYHKOBO-KHIIKOBI PO3JIaad, Taki sSK METECOpPH3M, aTOHIA
KHIIIEYHUKY, KHUIIIKOBAa HEMPOXITHICTh, CYXICTb y pOTI, Timepruiasisg siceH (TIHTIBIT 1 KpOBOTEYa).
lNneprunasis siceH MOXe AY)KE PIIKO BUHHMKATH NPHU 3aCTOCOBYBAHHI JIKAPCHKOTO 3aco0y MpPOTATOM
TPUBAJIOTO MEPIOAY Ta MOBHICTIO 3HUKAE MICHSI HOTO BIMiHHU.

Hupku ma cevosudinbna cucmema: HEBiTOMO — HUPKOBA HEJOCTATHICTb.

Topywenus oominy peuosur, memadonizmy: HEBIAOMO — TiIepKaTieMisl.

Hepeosa cucmema: 4acto — 3aaMOpOYCHHS, TOJOBHUHN OUTh; piKO — mapecTesii, TpEMOp, COHIHMBICTH;
HEBIJOMO — €KCTpamipaMiTHUl CHHAPOM, eMUICHTHYHI Hamajd, MOPYIIEHHS MO3KOBOTO KpPOBOOOITY,
CIUTYTaHICTh CBIOMOCTI, TOPYIIEHHS PIBHOBarv, CTOMIIIOBAHICTh, OE3COHHS, HEPBO3HICTh, M’SI30Bi
CYJOMH, TICUXO03H, HeHponaris.

Cepyeso-cyounna cucmema: 4acTo — Opaaukapliis, rinepemis, NPUIUIMBH, apTepiajbHa TiNOTEH3is,
JMICTOHIS; HEYAaCTO — BIMYYTTS cepueOuTTs, Taxikap/is; HeBizomo — AB-6mokana I, Il abo Il crymens,
PU3UK 3arOCTPEHHS/PO3BUTKY CEpLEBOi HEJOCTAaTHOCTI, 3YMHMHKa CHHYCOBOTO BY3lla, CHHYCOBa
Opanukapnis, acucrtoiis, Opamiaputmis 3 (iOpumslielo mnepeacepib; CTEHOKap.is, OPTOCTaTUYHI
peaxkitii; 611b 3a TPy IHHHOIO, IH(DAPKT MioKap/a, nepudepuyHi HAOPSKU IMHUKOIOTOK, CHHKOIIE.

ImyHHa cucmema: HEBIIOMO — T1IEPUYYTIUBICTb.

llxipa ma niowkipHa KuimKo8uHa: PIAKO — TINEPriipo3; HEBIAOMO — aHTIOHEBPOTUYHMN HaOpsIK,
cunjpoM CriBeHca-J[>koHcoHa, HaOpsik KBiHke, MynbTH(OpPMHA epuTeMa, BUCHIIAHHS Ha HIKIpi (B TOMY
YHCIIl MaKyJIOMaIyab03H1 BUCUIIH), aJONellis, KPOIUB sIHKA, BIIUYTTS CBEpOEKY, CBEpODK, MOPYILICHHS
nirMeHTaii, epurpomenanris, (OToJepMaTUTH, CUHIII, TypITypa.



Onopno-pyxosa cucmema: HEBIIOMO - M S130Ba CJIA0KICTh, MIalTisl, apTpaTis.

Ceyocmamesa cucmema: HEBIIOMO — €pEKTUJIbHA AUCOYHKLIA, B TOMY YHCIi IMIOTEHIIsS, YacTi
CCUOBHUITYCKAHHSI, MOPYIICHHS MEHCTPYAIBHOTO IHUKIY, TajdakTopes. Y YOJIOBIKIB JITHHOTO BIKY MPHU
JOBrOTPUBAJIIH Teparii po3BUBaIACs TTHEKOMACTIs, sIKa MOBHICTIO MUHAJIA MICII BIIMIHM MIpenapary.
T'enamobiniapna cucmema: HEBIIOMO — WIOBUIICHHS pIBHA TpaHcaMmiHa3, JyxHOi (ocdarasu Ta
OlTipyOiHYy; MOJXKJIUBI YIIKOJDKCHHS TMICYIHKM 3 KIIHIYHUMH TMposiBaMH (TIOTaHE CaMOTIOYYTTS,
MIABUIICHHS TEMIIEpaTypu Tila Ta/abo Otk y mpaBomy mimpebep’i). Y 3B’SA3Ky 3 IUM JIOMUIBHO
NEPIOIMYHO KOHTPOIIOBATH (DYHKIIIFO MEYiHKM y MAI[iEHTIB. Y NESKUX BUIAAKAX IIi 3MiHU CaMOCTIIHO
3HHUKAIOTh NIPU TPOJIOBKEHHI Teparii.

Inwi: HEUITKICTD 30py, HIABUIICHHS PIBHS MPOJIAKTHHY B IJIa3Mi KPOBi, 3HWKEHHS TOJIEPAHTHOCTI 110
[JIIOKO3H, aJIEPriYHUN IenaTur.

[ToBimoMustocs po mapaitiy (Terpanapes), acomiioBaHui 3 KOMOIHOBAaHUM 3aCTOCYBAaHHSIM Beparmamizy
Ta KoyxinuHy. lle mMoxke OyTH 3yMOBIIEHO NPOHUKHEHHSIM KOJXIIHUHY 4Yepe3 TremMaToeHIehaTiaHui
Oap’ep BHacminok mnpurHiueHHs Bepamamiiom CYP3A4 ta P-Qp, ToMy KOMOiHOBaHE 3aCTOCYBAaHHS
KOJIXIIIMHY Ta Bepanamiy He peKOMEHI0BaHE.

Llosidomnenns npo nido3piosani nodIuHi peaxuyii.

[ToBimomieHHsT Tpo MiMO3pIOBaH1 MOOIYHI PeaKIlii Mmicist peecTpallii JIIKapchKOTo 3aco0y € Ba)KIUBOIO
nporenypor. lle m03BoJisse TPOJOBXKYBATH MOHITOPUHT CITIBBITHOIICHHS «KOPHUCTBH/PUUK» IS
BIJIOBIAHOTO JIIKAPChKOTO 3aco0y. MenuuHuM MpaliBHUKaM HEOOXIJHO MOBIIOMIIATH MPO OyIb-sKi
MiZ03pIoBaH1 MOOIYH1 peakilii yepe3 HalllOHAJIbHY CUCTEMY (hapMaKOHATJISIY.

Tepmin npuoamunocmi. 5 poKiB.

YMoBH 30epiranns. B opurinanpHiil ynakoBIi mpu remnepatypi He Buiie 25 °C.
30epiraTi B HEJOCTYITHOMY ISl AITEH MICITL.

YnakoBka. [To 10 Tabnerok y Giictepi, mo 5 6icTepiB y madiri.
Kareropis Bignycky. 3a peuenrom.

Bupoonuk. IlyOmiune akmionepHe ToBapucTtBo «HaykoBo-BupoOHMuUnii 1eHTp «bopiariBCcbkuii
XiMiKO-(hapMareBTUIHUI 3aBOI.

Micue3HaxoaKeHHsI BAPOOHHMKA Ta ajpeca Micls MPOBAJIKEeHHS Oro JAislJIbHOCTI.
Vkpaina, 03134, m. Kuis, Byi1. Mupy, 17.
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