IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

BEPAITAMIITY I'TAPOXJIOPU |

Cknao:

Oitoua peuosuna: verapamil;

1 TabneTka MICTHTB Bepamamiry riapoxiopuay y nepepaxysanti Ha 100 % pedoBuny 40 mr;
OONOMIDICHI pedo8uHU. JTAKTO3W MOHOTIOpPAT, KPOXMallb KYKYPYA3SIHHH, ITyKOp, MOBIIOH,
MarHiro creapar.

Jlikapcbka ¢opma. TabneTku.
OcHnogni @isuxo-ximiuni enracmugocmi: TaONETKU OUIOTO YU OLIOTO 3 )KOBTYBATUM BIATIHKOM
KOJIBOPY, 13 ABOOTYKIJIOIO TIOBEPXHETO.

dapmakorepaneBTHYHA rpyna. CeleKTHUBHI aHTarOHICTH KaJbII0 3 MEPEBAXKHOIO JIEI0 Ha
cepue. [loxiani peninankimaminy. Kog ATX CO8D AO1.

dapmakonoziuni enracmusocmi.

Dapmaroouramixa.

Bepamamin 610kye TpaHCMEMOpaHHHM TOTIK 10HIB KajbI[il0 Y KapIAIOMIOIMHUTH Ta KIITUHH
rIIagKkux M’s131B cyauH. Bin 6e3nocepeHbo 3MeHIlye noTpedy Miokap/aa y KHUCHI 32 paxyHOK
BIUIMBY Ha €HEPTreTUYHO 3aTpaTHI MMpoliecu MeTaboIi3My y KIITHHAX MiOKap/a Ta HENpsIMUM
YMHOM BIUIMBAa€ Ha 3MEHIICHHS ITOCTHABAHTAKCHHS. 3aBISKH OJOKYBaHHIO KaJbI[IEBHX
KaHaJiB KJIITUH TJIAAKOI MYCKYyJaTypu KOpPOHApHUX apTepid MPUILIUB KPOB1 0 MioKapaa
MOCHIIIOETHCS, HABITh y IMOCTCTEHOTHMYHUX MAUISHKAX, Ta YCYBA€TbCAd CHa3M KOPOHApHUX
apTepiidi. AHTHUTINEpTEH3WBHA €()EKTUBHICTh BeparaMily 3yMOBJICHA 3MEHIICHHSM OIOPY
nepudepuIHUX CyauH Oe3 30UIBIICHHS YacTOTH CEPIEBHX CKOPOYEHb SK pediekTopHOi
BinmoBini. Hebaxxanux 3MiH (i310JO0TIYHUX BEITWYHMH THUCKY KPOBI HE CIOCTEPITraeThCs.
Bepamnamin yuHUTH BUpaXKEHY aHTHAPUTMIYHY J1iF0, 0COOIUBO MPU HAAILTYHOUYKOBIM apUTMIi.
Bin 3aTpumye TpoBEACHHS IMIYIbCY B aTPIOBEHTPHUKYISIPHOMY BY3Ji, BHACIIIOK 4YOTO,
3QJICKHO BiJl THIY apUTMIi, BiTHOBIIOETHCS CHHYCOBHH PHUTM Ta/ab0 4YacTOTa CKOPOYEHB
IUTYHOYKIB HOpMaiidyeTbcsi. HopmanbHul piBEHb YacCTOTH CEpPLEBUX CKOPOYEHb HE
3MIHIOETbCA 200 HE3HAYHOIO MIPOIO 3HUKYETHCS.

DapmakoKiHemuka.

Bepamaminy rigpoxyiopus sBiisie COO010 paleMidHy CyMilll, 10 CKIaJa€ThCs 3 PIBHUX YaCTUH
R-enanTtiomepy Tta S-eHanTiomepy. Bepamamin akTuBHO MeTabomizyeThcs. Hopeepamamin €
omHuM 13 12 merabomniTiB, 10 BU3Ha4yalOThes y cedi, mae 10-20 % dapmakonoriynoi
aKTUBHOCTI Bepanamily Ta CTaHOBUTH 6 % BHUBEACHOTO mpemnapary. PiBHOBakHI KOHIIEH Tpallii
HOpBepamamily Ta Bepamamily y Iia3Mi KpoBi € OJHaKOBMMH. PiBHOBaXKHa KOHIIEHTpAIlisd
nocsaraetbes uepes 3-4 nui micas 6araTopazoBoro npuiomy npemnapary 1 pa3 Ha 100y.
Abcopoyis

bineme 90 % BepamaMiny micias HMEpOpalbHOTO MPHIOMY MIBHJIKO Ta MaiXKe MOBHICTIO
BCMOKTYETbCSL Yy TOHKIM kumgi. CepeaHs 010A0CTYNHICTb y 3A0POBUX JOOPOBOJIBIIB MiCISA
OJIHOPa30BOr0 MpHuifoMy mpenapaTy CTaHOBUTH 22 %, IO MOSICHIOETHCS EKCTEHCHBHUM
MEYIHKOBUM METa0O0II3MOM MEPIIOTO MPOXOHKEHHS. bioIOCTYIHICTh 30UIbIIYETHCS Y 2 pa3u
micyst 6araTopa3zoBoOro MpUoMy.

MaxkcuMmanbHa KOHIEHTpAllisl BepanaMily y Iiia3mi KpoBi JOCATaeThesl yepe3 1-2 roauHu
MICHsT TpUiioMy TaOJeTOK 3 HerailHMM BUBLUIBHEHHSIM, HOpBEpamaMiny — uepe3 | ToauHy.
[Tpuitom ki He BIUIMBa€e Ha O10AOCTYIHICTH Bepanaminy.

Poznooin

Bepanamin mupoxo po3noauIse€ThCsl y TKAHWHAX OPraHi3My, Y 3I0POBUX JOOPOBOJIBLIB 00’ €M
po3noainy craHoBuTh Bin 1,8 mo 6,8 n/kr. 3B’s3yBaHHS Bepanmamizy 3 OUIKaMu IUIa3MH
CTaHOBUTH NpuoIn3HO 90 %.

Memabonizm



Bepamamin akTHBHO MeTaOOJI3yeThes. Y XOAl JIOCHIMKEHb MeTaboiizmy in  Vitro
BCTaHOBJICHO, IO BepamaMil MeTalboui3yeTscs 3a gonomMororo muroxpomy P450 CYP3A4,
CYP1A2, CYP2C8, CYP2C9 i CYP2CI18. BcranoBieHo, 110 MiC/Is NEPOPATBHOTO MPUAOMY
mpemapary  37J0pOBUMHU  JOOPOBOJBISIMH  YOJOBIYOT CTaTi Bepamamily TiApOXIOpHUI
MIJTA€THCS IHTEHCUBHOMY METa00Ji3My Yy MeviHIli 3 yrBOpeHHsIM 12 mMeTabouiTiB, OUTBIIICTh
3 AKMX BU3HAYaNacs B CIIJOBHX KUIBKOCTSX. OCHOBHI MeTaboiT Oyny BU3HAYEHI SIK Pi3HI
N- i O-peankinoBani npoayktu Bepanaminy. Cepen nmux MeTa0OJITIB TUIBKM HOpPBEparaMil
yuHATh (papmakonoriyny giro (mpubnuzno 20 % TMOYATKOBOI CHONYKH), MO OyJo
BCTaHOBJICHO Y XO/li IOCII/PKEHb Ha co0aKax.

Buseoenns

[lepion HamiBBHBEICHHS CTAHOBUTH 3-7 TOIUH IMPU MEPOPATBHOMY 3aCTOCYBaHHI. Bim3pko
50 % BBeneHOI 1031 BUBOJAUTHCS HUPKaMU MPOTAroM 24 ronuH, 70 % — npotsrom 5 auiB. [lo
16 % no3u BuBOAMTHCA 3 (ekanisimu. biaussko 3-4 % mpenapary, 110 BUBOJUTHCS HUPKaMU,
BUBOJUTHCS Y HE3MIHEHOMY CTaHI. 3arajbHUM KIIPEHC BepamaMily Maibke Takui camuil
BUCOKMH, SIK 1 IMEYIHKOBUM KPOBOTIK, 1 CTAaHOBUTH MNpuOMM3HO 1 J/ron/kr (niama3oH:
0,7-1,3 n/ron/xr).

Ocobausi epynu nayienmis

Himu. Jlani mono ¢apmMakoKiHETHKU BepamaMminly y aiteil oOmexeHi. Ilicng mepopanbHOro
3aCTOCYBaHHs IpernapaTy pIBHOBa)KHI KOHIEHTpallli y Iu1a3Mi KpOBi TPOXM MEHII y JITeH
MOPIBHSHO 3 JJOPOCITHMH.

Tayienmu nimnvoeo 6iky. Bik Mo)ke BIUIMBATH Ha (DapMaKOKIHETHKY BeparnaMily y Malie€HTiB
3 apTepiaibHOIO TinepTensieto. [lepioa HanmiBBUBEACHHS MOKe OYTH TIOI0BKEHUM Y TAIIEHTIB
JITHBOTO BIKY. BcTaHOBNEHO, 110 aHTUTINEPTEH3UBHUM €PEeKT BepamaMmily He 3aJIeKUTh Bif
BIKY.

Iayienmu 3 nuproeoio nedocmammuicmio. IlopymieHHs (yHKUII HUPOK HE BIUIMBA€E Ha
(hapMaKkOKIHETHKY Bepanmamily, 1o MPOJEMOHCTPOBAHO y XOJi MOPIBHAIBHUX JOCIIIKEHD Y
TMAII€HTIB 3 HUPKOBOIO HEIOCTATHICTIO TEPMIHAIBHOT CTa il Ta 0Ci0 3 HOPMAIBHOIO (YHKITIEIO
HUpOK. Bepamamin i HopBepanaMmia He BUIAISIOTHCS 33 TOTIOMOTOI0 TeMO/TialTi3y.

Ilayienmu 3 neuinkosoro nedocmamuicmio. Ilepion HamBBUBEACHHS 3pOCTA€ y MAIIEHTIB 3
MOPYIIECHOK (YHKIIIEI0 TEYIHKK 3aBASIKM HHU3BKOMY KJIIPEHCY Ta BEIUKOMY 00’emy
pO3IOaLTY.

KuiniuHi XxapakTepucTuKm.

Ilokazanns.

[mremiuna xBopoOa cepiisi, BKIIOYAIOYH: CTAa0UIbHY CTEHOKApJIiI0 HAINPY)KEHHS; HECTaOUIbHY
CTEHOKapAiro  (Mmporpecyroda  CTECHOKapAis, CTEHOKApJisi  CIIOKOK), Ba30CMAaCTUYHY
CTCHOKap[ilo (BapilaHTHAa CTEHOKapiis, cTeHokapais [IpuHiMerana), mnocCTiH(GAPKTHY
CTCHOKApJil0 y TalieHTIB 0e3 cepueBOi HEJOCTAaTHOCTi, fAKIIO HE TMOKa3aHi
B-anpenoOnokaropu.

ApuTMii: mapokcu3MajabHa HAJIITYHOUYKOBA TaxiKap/is; TPIMOTIHHI/MEPEXTIHHS Mepeacepab
31 MIBUJKOIO aTPIOBEHTPHUKYJSPHOIO TMPOBITHICTIO (32 BHHATKOM cUHApoMy Bombda-
[Tapkincona-Yaiita (WPW).

AprepianbHa TrinepTeH3is.

Ilpomunokasanna.

I'nepuyTnuBicTh A0 Bepanaminy abo 10 Oyab-sSKOTO IHIIOIO KOMIIOHEHTA Mpenapary.
Kapaiorennwii mox.

AtpioBeHTpukynsgpHa Onokamga II aGo III ctymens (kpiM mMaiieHTIB 3 (QYHKIIOHYIOUUM
HITYYHUM BOJIIEM PUTMY).

CunpoM c1aOKOCTI CHHYCOBOT'O By3J1a (KpiM MaIi€HTiB 3 GYHKUIOHYIOUUM IITYYHUM BOJIEM
pUTMY).

CepueBa HelOCTAaTHICTh 31 3HIKEHHSIM (pakuii Bukuay menme 35 % Ta/abo TUCKOM Yy
nereHeBii aprepii Bumie 20 MM PT. CT. (AKIIO TUIBKM BTOPMHHA HAAIUTYHOYKOBA TaXikap.is
HE MiJJIa€ThCs BIUTUBY Tepartii BeparaMijioM).



Qi0pUIALis/ TPINOTIHHS MEepeacepAb IPU HAsIBHOCTI JOJATKOBHUX MPOBiqHUX nuraxiB (WPW-
cugapoM T1a LGL-curzmpom). VY Takux MalieHTIB TpH 3aCTOCYBaHHI BepamamMminy
TIIPOXJIOPUAY € PHU3UK PO3BUTKY HUIYHOYKOBOI TaXiapuTMil, BKIIOYAIOYHM HUTYHOYKOBY
¢bi16puALLiTo.

[lin dwac JiKyBaHHS TIpemapaTroM HE 3aCTOCOBYBATH OJHOYACHO BHYTPIITHHOBEHHO
B-anpenobmoKaTOpH (32 BUHATKOM IHTEHCUBHOI Teparii).

B3aemooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMO0Ill.

JocnipkeHHss MeTaboii3My Bepamamilzy Tigpoxjopuay N VIitro mokasanu, o BiH
MeTtabomizyersest uroxpomom P450 CYP3A4, CYP1A2, CYP2CS8, CYP2C9 ta CYP2CI18.
Bepamnawmin € iarioiropom ¢depmentisB CYP3A4 ta P-ruikonporeinis (P-gp). IToBimomisutocs
Mpo KIHIYHO BaxmBl B3aemonii 3 iHriOiTopamu CYP3A4, mo cynpoBoKyBanucs
MIZABUIIEHHSIM PIBHS BepanaMuily y mia3mi kpoBi, Tofl sk iHAykropu CYP3A4 cnpuunssiim
3HIKEHHS IUIa3MOBHMX pIBHIB BepamaMmily TIAPOXJIOPUIY, TOMY HEOOXITHO MPOBOJIUTH
MOHITOPHHT II0JI0 B3a€EMOJII 3 IHITUMHU JIIKAPCHKUMH 3acO00amMHu.

[oTeH1iifHi B3aemMoii, moB’si3aHi 3 hepMeHTHO cuctemoro CYP-450

Ilpazo3zun: ninBuiieHHsT Cmax mpa3zo3uny (~40 %) 6e3 BIUIMBY Ha mepioj] HANIBBUBEICHHS.
AJMTUBHUH IIOTEH3UBHUN €(EKT.

Tepasosun: migBuiieHHs AUC (~24 %) T1a Cmax (~25 %) Tepa3o3uHy. AIWTUBHUN
TIMOTEH3UBHUM €(EKT.

Xinioun: 3MEHIIEHHs KIipeHcy XiHiauny (~35 %) npu nepopaisHOMY MpHitoMi. MoKIHBHIA
PO3BUTOK apTepiajbHOI TINOTEH3il, a y Mall€HTIB 3 TiNepTpo(PiyHOI OOCTPYKTUBHOIO
KapAloMionaTi€ro — HaOpsK JIETEHIB.

@nexainioun: MIHIMaJIbHUI BIUTMB Ha KiipeHC (uekaiHiguHy y miaa3Mi kpoBi (<~10 %); He
BIUIMBAE HA KJIIPEHC BeparaMiiay y mia3Mi KpoBi (IuB. po3ain «OcoOIuBOCTI 3aCTOCYBAaHHS ).
Teoghinin: 3HMKEHHS OPAJIBHOTO Ta CUCTEMHOTO KilipeHcy npubnuszHo Ha 20 %, y KypuLiB — Ha
11 %.

Kapbamasenin: mippuimienns AUC kapOamaseniny (~46 %) y XBopux 13 pedpakTepHOIO
MapIiaTbHOIO EMUICTICIEI0; MIIBUINCHHS pPIBHIB KapOamaseriHy, 10 MOXE CHPHYUHSITH
nmo6iuHi edekTn KapOamasemmiHy, Taki SK JIUIUIONIs, TOJIOBHUW OiuTb, arakcis abo
3alaMOpPOYCHHS.

@Denimoin.: 3HWKESHHS KOHIICHTpAIlii BepanaMiay y Imia3mi KpoBi.

Ivinpamin: 36inpmennss AUC (~15 %) iminpaminy Oe3 BIUIMBY Ha aKTUBHMHA MeTaOOJIT
JIE3UTIPAMIH.

I nioypuo: minBuieHHS Cmax TTi0ypuay npubausao Ha 28 %, AUC — Ha 26 %.

Konxiyun: 30imemenns AUC (mpubmusHo y 2 pasu) Ta Cmax (mpubmuszno y 1,3 pasa)
KOJXIUHY. PeKOMEHIyeThCsl 3MEHIINUTHU J03Y KOJXINUHY (IUB. IHCTPYKIIIO A MEIUYHOTO
3aCTOCYBaHHS KOJXIIUHY).

Knapumpomiyun, epumpomiyun, menimpomiyut: MOXKIUBE MIIBULIECHHS PIBHIB Bepanamity.
Pugpamniyun: MOXIUBe 3HMWKEHHS TIMOTEH3UBHOTO edekTy. 3HmkeHHs AUC Bepanmamity
(~97 %), Cmax (~94 %), 6i010CTYITHOCTI MICJIs MTEPOPATBHOTO 3acToCyBaHHs (~92 %).
Jokcopybiyun: Tpu  OJAHOYACHOMY 3aCTOCYBaHHI JOKCOPYOIIMHY Ta Bepamaminy
(nepopanbsHo) migBuyerbest AUC (~104 %) ta Cmax (~61 %) nokcopy6iuuHy y mia3mi KpoBi
Y XBOPHX 13 ApIOHOKITITUHHUM PaKoM JIET€HiB.

Denobdbapbiman MBUILYE OpaTbHUN KITIPEHC BepanaMinly y 5 pasis.

Bycnipon: 36imbienHs AUC Ta Cmax Oycnipony y 3,4 pasa.

Mioazonam: 36inpmenus AUC migazonamy y 3 pa3u ta Cmax — y 2 pasu.

Memonponon: 36inpmennss AUC meromponony (~32,5 %) ta Cmax (~41 %) y namieHTiB 3i
CTeHOKapicro (quB. po3ait «OcoOIMBOCTI 3aCTOCYBAHHSY).

Iponpanonon: 36iumeimenns AUC nponpanonony (~65 %) Ta Cmax (~94 %) y namieHTiB 3i
CTeHOKapiero (auB. po3ait «OcoOIMBOCTI 3aCTOCYBAHHSY).




Jueoxcun: y 310poBHUX A00pOBOJIBLIB 30UTbIIEHHS Cmax AUTOKCHHY (~44 %), Ci2n (~53 %),
Css (~44 %), AUC (~50 %). PexoMeH0BaHO 3MEHIIMTH 03y JAUTOKCUHY (JIUB. TAKOX PO3ILI
«Oco0IMBOCTI 3aCTOCYBaHHS»).

Juzimoxcun: 3MEHIICHHS KIIPeHCY AMTITOKCUHY (~27 %) Ta eKcTpapeHalbHOrO KIIpeHCY
(~29 %).

LHumemuoun: 30utemyethcss AUC R-Bepamaminy (~25 %) ta S-Bepamaminy (~40 %) 3
BIJIOBIIHMM 3HWKCHHSM KITipeHCy R- Ta S-Bepanamiry.

Huxnocnopun: 36inbeHHss AUC, Cmax, Css TUKIOCIOPUHY IpHOIu3HO Ha 45 %.

Eseponimyc: 36imemenas AUC eBepoirimycy (mpubnm3ao y 3,5 paza) Ta Cmax (IpuOIH3HO Y
2,3 paza). 36utemenHst Cirough Bepamaminy (mpubim3Ho y 2,3 pasza). Moxe Oyt HEOOXiTHUM
TOYHE BU3HAYCHHS KOHIICHTPALIl Ta JO3H €BEPOIIIMYCY.

Cupoanimyc: 36inpmennss AUC (mpubnmsHo y 2,2 pasza) cuponimycy, 30utpmenHs AUC
(mpubnusHo y 1,5 paza) S-Bepanaminy. Mosxe OyTu nOTpiOHMM BHU3HAUEHHS KOHIIEHTpAL Ta
KOPEKIIisl I03U CUPOTIMYCY.

Taxponimyc: MOXIUBE 30UTbLIECHHS PIBHA LBOTO Mpenapary y mia3Mmi KpoBi.
Jinioosnuscysanvui  3acoou  (ineivimopu I'MI-KoA-pedykmasu (cmamunu)): TIKyBaHHS
iriditopamu  I'MI'-KoA-penykrasu (cMMBacTaTuH, aTropBacTaTWH, JIOBAaCTaTHUH) IS
MAIIEHTIB, K1 MPUIIMAIOTh BepamaMmul, CliJ] PO3MOYMHATH 3 HAWHIKYUX MOKJIMBHUX J03 Ta
MOCTYNOBO iX 30UIbIIYBaTH. SIKIO Malli€HTYy, KU B)Ke NpuiiMae BepamaMil, HEOOXiIHe
npusHadueHHs 1Hrioiropy I'MI'-KoA-penykrasu, ciin BpaxyBaTh HEOOXiTHE 3HMKEHHS 103U
CTaTUHIB 1 MiAI0OpaTH T03yBaHHS BIAMOBIIHO /10 KOHIIEHTpPAIlll XOJECTEPUHY Y MJIa3Mi KPOBI.
Amopeacmamun: MOXIIMBE NIIBUILEHHS PIBHA aTOpBacTaTUHY. ATOpPBAacTaTHH 30UIbIIYE
AUC Bepanaminy npu6im3Ho Ha 43 %.

Jlosacmamun: MOXJIHMBE MiIBUILIEHHS piBHA jJoBactatuHy. 30umbmienHs AUC (~63 %) i
Cmax (~32 %) Bepamnaminy.

Cumeacmamun. 36inbmenHs AUC cuMmBacTaTuHy IprOIU3HO y 2,6 pa3za, Cmax CHMBAaCTaTUHY
—y 4,6 paza.

@Dnysacmamun, npasacmamun ma pozyeacmamur HE METa00JI3yI0TbCS IUTOXPOMOM
CYP3A4 ta maroTh MEHIITY IMOBIPHICTH B3a€EMOIIi 3 BeparaMiioM.

Anmompunman: 36u1bmieHHs AUC Ha 20 %, Cmax — Ha 24 %.

Cynvghinnipazon: TIABUIIEHHS OPAJbHOTO KIIPEHCY Bepamamily B 3 pa3u, 3MCHIICHHS
6iogoctynHocTi — Ha 60 %. Moxe criocTepiraTucs 3HIKEHHS T'IIOTEH3UBHOTO €(EKTYy.
I'petingppymosuii cix: 36uibiyerbest AUC R-Bepanaminy (~49 %) ta S-sepanaminy (~37 %),
30utbIyeThest Cmax R-Bepamaminy (~75 %) Ta S-Bepamaminy (~51 %) Ge3 3miHM mepioay
HaIiBBUBEAECHHS Ta HUPKOBOTro KiipeHcy. Cilifi yHUKaTH BKUBaHHS I'pedndpyTroBoro coky 3
BeparamijioMm.

36ipobiii npodipasnenuu: 3menmyerbcsi AUC R-epanmaminy (~78 %) Ta S-Bepamaminy
(~80 %) 3 BiamoBimHUM 3HWKEHHAM Cmax.

IHmri B3aemoit

Ilpomusipycni (BLJI) 3acobu: 4depe3 3AaTHICTh NESKUX MPOTHBIPYCHUX 3acO0IB, TaKUX SIK
PUTOHABIp, MPUTHIYYBAaTH MeTabONI3M IJ1a3MOBI KOHIIGHTpAIlli BepamaMmily MOXYTh
3poctaTh. [Ipu3HauaTu 3 06epeXHICTIO 00 MOXKE BUHUKHYTH HEOOXITHICTh Y 3HM)KEHHI 103U
Bepanaminy.

Jlimiti: TOBIIOMIISUIOCS TPO MIIBUIIEHY HEHPOTOKCHYHICTh JIITIIO MpPU OJHOYACHOMY
3aCTOCYBaHHI BepamaMmily TiIpOoXJIOpHay Ta JiTiio 6e3 abo 3 MiIBUIIEHHSAM PIBHIB JITIIO Y
wia3mi KpoBi. OjHaK y mNamieHTIB, sSKi MOCTIHHO OTPUMYBAJIM OJIHAKOBY J103Yy JIITIiIO
nepopaibHO, 10/IaBaHHS BeparnaMuly TipoXJI0pHUIy IPU3BOIUIO IO 3HWKEHHS PIBHIB JITIIO Y
1a3mi kpoBi. IlamienTH, siki OTpUMYIOTh OOHM/IBA JIIKApChKi 3aCO0M, TOBUHHI epedyBaTu i
peTeIbHUM HarjsiIoM.

Hetipom’azosi Onoxamopu: KIHIYHI JaHl Ta JOCHDKEHHS HAa TBapHHAaX CBIqYaTh, IO
Bepanamily TiAPOXJIOPU MO’KE IOTEHLIIOBATH aKTHUBHICTh HEWPOM S30BHX OJIOKATOPIB
(xypapenofiOHUX Ta AenosIpu3yrounx). Moke BUHUKHYTH HEOOXIAHICTh Y 3HUKEHHI JT03U




Bepanamiy Tiapoxyiopuay Ta/abo 103U HEWpOM SI30BOTO OJIOKAaTOpa MPH OJHOYACHOMY iX
3aCTOCYBaHHI.

Ayemuncaniyunoga xucioma: MiIBHILEHA MOXKJIUBICTh KPOBOTEUI.

Emanon (ankoeons): MIBUILIEHHS PIBHS €TaHOIY Y IJIa3Mi KPOBI.

Anmuecinepmensueni 3acodu, Oiypemuku, 6a300UIAmMamopuy. TIOCUICHHS TiMOTCH3UBHOTO
edexTy.

Memopmin: OAHOYACHE 3aCTOCYBAaHHS 3 BEparaMiIOM MOXKE 3MCHINUTH CPEKTUBHICTH
MeTPOpMiHY.

Ocobnueocmi 3acmocyeans.

Tocrpwii iHdapkT Miokapaa

[IpemapaT ciix 3aCTOCOBYBATH 3 OOEPEXKHICTIO MAI[lEHTaM 3 FOCTpUM IH(pApPKTOM MioKap[a,
YCKJIQJHEHUM OpaJuKapIiero, BHPAXKEHOI apTepialbHOIO TIMOTEH31€I0 a0o0 AUCHYHKIIIEIO
JIBOTO MITYHOYKA.

CepiieBa 010Ka/1a/aTplOBEHTPUKYIsIpHA Onokaja | crynens/Opaaukapais/acucTomuis
Bepanamuty rigpoxiaopuj BIUIMBA€ Ha aTPIOBEHTPUKYISIPHUN Ta CHHOATpIaJIbHUN BY3JIU Ta
MIPOJIOHTYE Yac aTplOBEHTPHUKYJSPHOI MPOBITHOCTI. 3aCTOCOBYBATH 3 O0EPEKHICTIO, Yepe3 Te
0 PO3BUTOK aTpioBeHTpUKYJsipHOiT Onokamau II abo I ctynens (1o € mpoTHUMOKA3aHHSIM)
abo OJHOIYyYKOBOI, ABOIYYKOBOi ab0 TpUITy4yKOBOi Onokaau HiXKU ['ica moTpeOye BiIMiHU
HACTYIHUX J03 Bepanamily TiIpOXJIOpUAY Ta NpHU3HAYEHHs BIANOBIIHOT Tepamii B pasi
noTpedu.

Bepanamuty rigpoxiopuj BIUIMBA€ Ha aTPIOBEHTPUKYISIPHUN Ta CHHOATpIaJIbHUN BY3IH Ta
Iy’Ke PIIKO MOKE CIPOBOKYBaTH BUHUKHEHHS aTpiOBEHTpUKYIsipHOi Omokxaau II abo III
CTyIIeHsI, OpaguKapil0 Ta HaA3BUYAHHO PIIKO — acHCTOJIi0. butbin BiporigHo, MmO Taki
CUMIITOMHU OyIyTh CHOCTEpPIraTUCs Yy MAIIEHTIB 13 CHHAPOMOM CJIA0KOCTI CHHYCOBOTO BY3Jia
(cuHOATpianbHA BY3J710Ba XBOpO0Oa), SKUH YacTIlIe 3yCTPIYA€ThCs Y MAIIEHTIB JIITHBOTO BIKY.
AcucTonis y TMAaIlieHTIB, SKi HE MalOTh CHHAPOMY CJIA0KOCTI CHHYCOBOTO BY3Ja, 3a3BHYal
KOpOTKOTpHBaia (KUIbKAa CEKyHJ a00 MeHIe), 31 CIIOHTAHHUM TIOBEPHEHHSIM [0
aTPIOBEHTPUKYJISIPHOTO By3Jla a00 HOPMAJbHOTO CHHYCOBOTO pUTMY. SIKIIO 1€ SBUIE HE
IIBUJIKOIIMHHE, CJIiJi HEraifHO pO3MoYyaTd BiANOBimHY Tepamito (auB. po3ail «llo6Giuni
peaxiii»).

AnTHapuTMivHi 3aco0u, B-anpenobnokaTopu

B3aemHe mocunieHHs KapaioBacKyJspHOi il (MIJBHUILECHHS CTYIEHS aTpiOBEHTPUKYISAPHOT
OoKagu BHCOKOTO CTYIEHS, 3HAYHE 3HIDKCHHS 4YacTOTH CEpPLEBHUX CKOpPOUYEHb, IOsBa
CepLeBOi HENOCTATHOCTI, 3HAUHE 3HIKEHHS apTepialbHOTO THCKY). ACHMITOMAaTHYHA
Opagukapnis (36 yn/xB) 3 OnyKkalo4uM BOJIEM pPUTMY INepeacepis crocrepiraigacs y
MAaIEHTIB, $KI OTPUMYBajlM CYIOYTHIO TEpamil0 OYHUMHU KpaliiMd 3 THUMOJIOJIOM
(B-ampenoOmokaTop) Ha TJIi JIIKyBaHHS Bepanamiay TipOXI0OPHIOM.

Jlurokcun

[Ipu ogHOYACHOMY 3aCTOCYBaHHI BepamnaMminy 3 JUTOKCHHOM CJi/l 3SMEHIIUTH J03Y AUTOKCUHY
(mmB. po3nin «B3aeMois 3 IHITUMU JIIKAPCHKUMU 3ac00aMU Ta 1HII BUIA B3a€EMOJIII).
CeplieBa HEJIOCTATHICTh

[lepen moyaTkoM JIiIKyBaHHS BepanaMiioM HEOOXiJHO KOMIIEHCYBAaTH CEpPIIEBY HEOCTATHICTh
y HaIi€eHTIB 13 ¢pakiiero BUKUAY Outbiie HDK 35 % Ta aJjeKBaTHO KOHTPOJIIOBATU MPOTATOM
yChOTO Mepioy JIIKYBaHHS.

Iari6iTopu 'MI'-KoA-penykTasu (cTaTuHu)

JluB. po3ain «B3aemois 3 IHITMMHU JIIKAPCHKUMHU 3aC00aMHU Ta 1HII BUIH B3a€MOIIN».
Iopy1ieHHs HEPBOBO-M’s130BOi MPOBITHOCTI

Bepanaminy rigpoXjiaopu CiiJi 3aCTOCOBYBaTH 3 OOEpEKHICTIO NMPH HAsBHOCTI XBOpoO 3
MOPYIICHHSIMH HEPBOBO-M s130B0oi mpoBimHocTi (MmiacteHis (Myasthenia gravis), cunapom
JlamGepra-IToHa, nporpecyroya M’s130Ba nuctpodis romieHa).

HupkoBa HEIOCTaTHICTh




Xoya aHi MiATBEPIKEHUX MOPIBHSUTBHUX JOCTIKEHb TIOKA3aJIH, III0 HUPKOBA HEJIOCTATHICTh
HE BIUIMBa€ Ha (HapMaKOKIHETHKY BepanaMmily y TMali€HTIB i3 TEpPMIHAIBHOIO CTaJi€l0
HUPKOBOI HEJOCTATHOCTI, OyJI0 KiTbKa MOBIIOMIICHB, SKi CBiqUaTh MPO TE, IO MaIliEHTaM i3
HUPKOBOKO HEJOCTATHICTIO CJIIJI 3aCTOCOBYBATH BeparaMil 3 00CpEeXHICTIO Ta MiJ PeTeIbHUM
Hars10M. Bepanamin He BUBOJUTHCA 32 JOMOMOTOO FeMOIiaii3y.

[ledinkOBa HEJIOCTATHICTD

[NamieaTam 31 3HAYHUM TMOPYHICHHAM (YHKIIi MEYiHKK CIiJ 3aCTOCOBYBAaTH Bepamamiil 3
obepexHicTIo (IuB. po3ait «Crocib 3acTOCyBaHHS Ta J031»).

SIKmo y marmieHTa BCTAaHOBJICHA HEMIEPEHOCUMICTD JESKUX I[yKPIB, CIiJI MPOKOHCYIBTYBATUCS
3 JiKapeMm, Mepi HiK MpuiMaTy 1ei JTiKapchKuii 3acio.

3acmocysanns y nepioo eazimuocmi aoo 200y8anHs 2pyooro.

UYirki Ta n00pe BHUBYEHI JaH1 3aCTOCYBaHHS IIpernapaTy BariTHUM JKIHKaM BIJCYTHI.
JlocmipkeHHsT Ha TBapWHAX HE BHSBWIM TMPSMOTO a00 HEMpSMOTO IIKIUIMBOTO BILIHBY
CTOCOBHO PENPOAYKTUBHOI TOKCHMYHOCTL. OCKUIBKM JaHl, OTpUMaHli B pe3yibTari
PETpOyKTUBHUX JIOCIIKEHb Ha TBAPHHAX, HE 3aBXKH MOYKHA EKCTPAIIOIIOBATH HA JIIOJIUHY,
Ipernapar Cliij] 3aCTOCOBYBATH Y MEPI0J1 BariTHOCTI TUIBKM B pa3l HarajbHO1 MOTpeOu.
Bepanamut npoHukae yepes MaleHTy Ta BU3HAYAETHCS Y YMTOBUHHIN KPOBI.

Bepamamin ta #ioro mertaboiiTH NPOHHMKAIOTH y TpyaHe MoJyioko. OOMEXeHi NaHi o0
MEpPOPAIILHOTO MPHUIIOMY 3 Y4acTIO JIIOJMHU CBiYaTh, 10 1032 Bepamaminy, sika MOnaaae B
OpraHisaM HOBOHapojKkeHoro, € Husbkow (0,1-1% no3u, npuitHATOT MaTip’i0), TOMY
3aCTOCYBaHHS Bepamamily Mo)ke OyTH CYMICHUM 3 TOJQYBaHHSM TPYIIIO0, ajleé PU3MK IS
HOBOHAPO/DKCHUX HE MOKHA BUKJIIOUMTH. 3BKAIOYH HA PH3HK TOSBU CEPHO3HHUX TMOOIIHHX
peakiiii y HOBOHAPOPKEHUX, SIKUX FOYIOTh TPYJI0, BEpanamil y nepioj roJyBaHHs TPYAII0
MOHa 3aCTOCOBYBATH TUIbKH y pa3i HarajabHOI MOTPeOH JjIst MaTepi.

30amuicmo enaueamu HA WEUOKICMb peakyii npu KepyeanHi asmompancnopmom aoo
IHUWUMU MEXAHIZMAMU.

Uepe3 aHTUTINEPTEH3UBHUHN €(EeKT Bepanamury TiIpOXJIOpUIY, 3aJeKHO Bill 1HAUBITYaTbHOT
peaxirii, 3JaTHICTh KepyBaTH TPAHCIIOPTHUMHU 3aco0aMu, MPAIIOBATH 3 MEXaHi3MaMu abo
MpamoBaTH B HEOE3MEYHHX yMOBaxX Moxke OyTtu mnopymeHa. OcoOnHMBO 1€ CTOCYEThCS
MOYaTKOBO1 (ha3u JIIKyBaHHS, MPH MIIBHUINCHHI J03H, IIPH 3MiHI T1MOTEH3UBHOTO Mperapary, a
TaKOX MPU OJHOYACHOMY IpHIOMI Ipenaparty 3 ajikorojieM. Bepanamin Moxke MiABUIYBAaTH
PIBEHb AJKOTOJII0 B TUIa3Mi KPOBi Ta YHNOBUIBHIOBATH WOTO BUBEIEHHS, TOMY JIisl aJKOTOJIIO
MO>K€ MiZCUITIOBATUCS.

Cnocio 3acmocysannusa ma 003u.

Jlo3u BU3Hayae Jikap HIUBIAyalbHO Ui KOXKHOro marfienta. [Ipemapar ciin npuiiMaté He
PO3CMOKTYIOUH Ta HE PO3KOBYIOUH, 3 JOCTATHHOIO KUIBKICTIO PiIMHU (HampuKiaa 1 ckiIsHKa
BOJIH, B JKOJIHOMY BUIQJIKy He IpeindpyToBuil cik), Kpaie 3a Bce i yac abo oApasy Micis
im.

Jlopocni ma nionimku 3 macorw mina o6ineue 50 ke

Twemiuna xgopoba cepys, NAapOKCUBMAIbHA HAaOWLyHOYK08a maxikapois,
mpinominnsa/mepexminusa nepeoceposb

PekomennoBana no6oBa mo3a craHoButh 120-480 wmr, posminena Ha 3-4 mnpuiiomu.
MaxkcumanbHa 1060Ba 1032 — 480 Mr.

Apmepianvna ecinepmensis

PexomenioBana 1060Ba j103a craHOBUTH 120-360 mr, po3noaiieHa Ha 3 TpUHOMH.

Himu cmapuwiozo dowkineHo2o 8iKy 00 6 pokié milbKu npu NOPYUEHHAX CePYesoco pummy:
pexoMeHioBaHa J1o3a — y Mexax 80-120 mr Ha 100y, po3nojiieHa Ha 2-3 NpuioMH.

Himu 6-14 poxie minbku npu nopyweHHsAX cepyegoeo pummy. PEKOMEHIOBaHA 1032 — B
Mmexax 80-360 Mr Ha 100y, posnouieHa Ha 2-4 puiioMu.

THopywenus ¢ynxyii HUpox



HoctynHi nani onucano B po3aini «OcoOnuBoCTi 3acTocyBaHHs». [larieHTaM 3 HUPKOBOIO
HEJOCTAaTHICTIO BepanaMily TiIpOXJIOPHU CIiJ 3aCTOCOBYBaTH 3 OOEPEKHICTIO Ta Tif
peTeIbHUM HarjsIIOM.

THopywenus @ynxyii nevinku

VY XBOpUX 13 MOPYHICHHAMHU (YHKIIH MEYIHKU 3aJIEKHO Bi/l CTYNEHS TSKKOCTI Jlisl Beparnamiry
T1IPOXTIOPUAY TIOCHITIOETHCS Ta TOAOBXKYETHCS 4Yepe3 YHOBUIBHEHHS PO3Malry JiKapChKOTO
3aco0y. ToMy B TakuX BUIIAJIKax JI03yBaHHS CIIiJl BCTAHOBIIIOBATH 3 OCOOIMBOIO 00EPEKHICTIO
Ta PO3MOYMHATH 3 MaJHX 103 (HAPUKIAA, JUIS XBOPUX 3 MOPYUICHHAMHU (PYHKIIIH MEYiHKA
cnoyatky 2-3 pasu Ha o0y mo 40 wmr, BigmoBigHo 80-120 mr Ha n00y), IUB. PO3IUT
«Oco0IMBOCTI 3aCTOCYBaHHSY.

He npuitmatu npenapaT y MoJIOKEHH] JIeKaUH.

Bepanamuty riipoxyiopul He MO>KHA NMPU3HAYATH XBOPUM 3 1H(PAPKTOM MIOKapa IpOTArom 7
ITHIB ITICIIS MOl

[Ticnst TpuBanoi Teparii mpemnapart ciii BIAMIHUTH, TOCTYIIOBO 3HUKYIOUH J03Y.

TpuBanicTh JIKyBaHHS BM3HAUAETHCS JIIKAPEM IHIMBIIYyaJlbHO Ta 3aJIEXUTh Bl CTaHy
MalieHTa 1 nepediry 3aXBOproBaHHS.

Jimu. Bepanamuly T1IpOoXJIOPHI MOXHa 3aCTOCOBYBATHU [ITSAM TUIBKH TPU MOPYIIEHHSIX
cepreBoro putMy (uB. po3aut «Crnocid 3aCTOCYBaHHS Ta JA03W»).

Ilepeoo3ysanns.

Cumnmomu: apTepiajibHa TINOTEH31d, OpaaukapAis [0 aTpiOBEHTPUKYISIpHOT Onokaau
BHCOKOTO CTYIICHSI Ta 3YIUHKA CHHYCOBOTO BY3Jla, TOCTPHH pECIIpaTOpHUN IUCTpec-
CUHJPOM, TIMepriikeMis, CTymop Ta MeTabomiuyHui arumo3. CrocTtepiraiucs JeTalbHI
BUIIAJIKU B PE3Yy/IbTATi EPEI03yBaHHS.

Jlixyeanus nepeoosysanns eepanaminy 2iopoxaopudy TOBHHHO OYTH TOJIOBHUM UYHWHOM
MATPUMYIOYHM Ta THAWBIAyaJIbHUM. [3-aJpeHEpriyHa CTUMYIISAIiA Ta/a00 BHYTPINTHbOBEHHE
BBEJCHHS MpenapariB Kajbllito (KaabIlito XJI0pu) eHEeKTHBHO 3aCTOCOBYIOTHCS ISl YCYHEHHS
CUMIITOMIB HAaBMHCHOTO TI€peAO03yBaHHSI IIPH TEPOpaIbHOMY 3aCTOCYBaHHI Bepamamiry
TIAPOXIIOPUITY.

VY pa3i 3Ha4HOi aprepianbHOI TIMOTEH31li ab0 aTpIOBEHTPUKY/ISAPHOT OJIOKAJAU BHUCOKOTO
CTyIEHs HEOOXiIHO 3aCTOCOBYBAaTH 3aco0H, M0 MiABUIIYIOTh apTepiaIbHUA THCK
(CymuHO3BYXYyBaJIbHI), 200 KapJiOCTUMYJATOPH, BimnmoBigHo. [Ipu acuctomnii ogHOYacHO 3
3aCTOCYBaHHSM 3BHYAalHUX 3axOJIB CJiJ 3acCTOCYBAaTH [-aJApeHEpPriyHy CTUMYJISIIIO
(HanmpuKIaa 130MPOTEPEHOJY TIAPOXJIOPHA), I1HIN 3aco0M, COpPsSAMOBAHI Ha IIIBHIICHHS
apTepiaJbHOTO TUCKY, a00 MPOBECTH BITHOBJICHHS CEPILIEBOT MISIILHOCTI Ta TUXAHHS.
Bepanaminy rigpoxiopu He BUBOIUTHCS 3a JOMOMOTO0 FeMOTiali3y.

Io6iuni peakuit.

Haiiuactime crnocrepiraaucss Taki TOOIUHI peakiii: TOJOBHUH OuLIb, 3allaMOPOYCHHS,
[IUTYHKOBO-KHILIKOB1 PO3Nafu: HYyA0Ta, 3amop Ta Oulb Yy JKHUBOTI; TakoX Opaaukapis,
Taxikapis, BIIYYTTA  CepHEOUTTS, 3HIDKEHHS  apTepiaibHOrO  TUCKY, Timepemis,
nepudepuIHU HAOPSK Ta BTOMJIFOBAHICTb.

3 60Ky imyHHOI cucmemu: TIIEPUYTIAUBICTb.

Hesponoeiuni  posnadu:  3alaMOpOYEHHs, TOJIOBHMM  Oimb, mapecrtesis, TpeMmop,
eKCTparnipaMiiHi po3Jiajay, napajiid (Terpamnapes)®, enienTuyHi Hanau.

3 6oky 06miny peuosun, memabonizmy: HEBIIOMO — TIepKaieMis.

Ilcuxiuni nopywienns: COHINBICTb.

3 6oky opeanis cyxy ma eecmubynapHo2o anapamy:. I3BIH Y ByXaX, BEpTHUIO.

3 6oky cepyeso-cyounHnoi cucmemu: OpamuiKapis, TiNepeMis, 3HIKEHHS apTepialbHOTO
TUCKY, BIIUYTTS CEpUEOUTTS, Taxikap/is, aTpioBeHTpuKysipHa 6inokana I, IT ado III crynens,
ceplieBa HEJJOCTaTHICTh, 3yIIMHKAa CHHYCOBOT'O By3Jla, CHHYCOBa OpaJIuKap/Iisi, aCUCTOJIs.

3 6oxy OuxanvHoi cucmemu, Opeauie 2pyoHOi KiimKu ma cepedocminHsa: OpPOHXOCIAa3M,
HEBI1JIOMO — JTUCITHOE.



LInynxoso-kuwikosi poznadu: HyAOTa, 3alM0pH, OUTh y JKUBOTI, ONtOBaHHS, AUCKOMMOPT y
’KHUBOTI, KHIITKOBAa HENPOXIAHICTH, TiNepIuiasis sceH (TIHTiBIT Ta KPOBOTEYA).

3 60Ky wiKipu i NIOWKIPpHOT KNIIMKO8UHY: TINEPTiAPO3, aHTIOHEBPOTUYHHUI HAOPSIK, CHHIPOM
CriBenca-Jl>xoHcOHa, MyJIbTH(GOpPMHA €pHUTEMa, MAaKyJIONamylbO3HUN BHCHUIL, aJOTELis,
KpOTIMB sIHKA, BIIUYTTS CBEpOEKY, CBEpODK, MypIiypa.

3 60oky onopno-pyx060i cucmemu i CHOIYYHOI MKAHUHU: MIaNTisi, apTpairis, M’ s30Ba
CIIaOKICTh.

3 b6oky Hupok ma cewosudinbHOI cucmemu. HEBIIOMO — HUIPKOBA HEOCTATHICTb.

3 6oky penpodykmugHOi cucmemu ma MOJOYHUX 3QN03. EPEKTHIbHA JIUCQYHKILIS,
TIHEKOMACTisl, TAJTAKTOPEs.

3azanvui posnadu: nepudepruaHuil HAaOPSK, BTOMITIOBAHICTb.

Jlabopamopni nokasnuku: MJABUILIEHHS PIBHIB MEYIHKOBUX ()EPMEHTIB Ta PIBHS MPOJAKTUHY
B CHPOBATIII KPOBI.

* Y X0oAl MOCTMapKETHHTOBUX CIOCTEPEXEHb OJMH pa3 MOBIIOMILIIOCS MpO Tapaiiu (TeTpamapes),
acomiifoBaHuii 3 KOMOIHOBAaHUM 3aCTOCYBAaHHSIM Bepanamilly Ta Koixinuay. lle mMoxe OyTH 3yMOBJIECHO
MPOHUKHEHHSIM KOJXIIMHY dYepe3 reMaToeHuedaniyHuii Oap’ep BHACTIIOK NPUTHIYEHHS BepamamiioMm
CYP3A4 ta P-gp, nuB. po3nin «B3aemois 3 iHIIMME JIIKApCHKUMU 3ac00aMU Ta 1HIII BUAM B3a€EMOIIII.

Tepmin npuoamnocmi. 5 poxiB.

YmoBu 30epiranns. 30epiraTi B OpuriHaibHIi ynakoBLi Ipu Temmneparypi He Buie 25 °C.
306epiraTi y HEOCTYITHOMY JIJIsl ITEH MICIII.

YnakoBka. Tabnetku Ne 10x2 y 6mictepax y madiii.
Kareropis Bignycky. 3a peuenrom.

BupooHuk.

ToBapucTBO 3 0OMekeHOto BinmoBinanpHICTIO «Jlocmigauit 3aBoa «I'HIIJICy, abo
ToBapuCcTBO 3 00MEKEHOIO BiIMOBIIATBHICTIO «DapMarieBTUUHa KOMITaHisd «310pOB’s», a0o
TosapucTBo 3 oOMexeHoto BinmosinanpHICTIO «OAPMEKC I'PVYII».

Micue3Haxoa:KeHHsI BUPOOHUKA Ta HOro ajpeca Micusi NPOBaKeHH XiIJIbHOCTI.
VYkpaina, 61057, XapkiBcbka 001., MicTo XapkiB, ByiuIlsl Bopo6iioBa, OyauHOK 8.
(Tosapucmeo 3 obmedcenoro gionogioanvricmio «ocnionuti 3a600 «I ' HIJJICy)

VYkpaina, 61013, XapkiBcbka 0011., MicTo XapkiB, Bynuis [lleBuenka, OyauHok 22.
(Tosapucmeo 3 obmedicenoro 6ionogioanvricmio «Papmayeemuuna KOMnauis «300pos’s»)
VYkpaina, 08301, Kuicbka 0611., micto bopucnuib, Bynuns [llesyenka, 6yaunok 100.
(Tosapucmeo 3 obmedgicenoro gionogioanvricmio « PAPMEKC I'PYIIy»)



