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THCTPYKIIA
AJISI MEAMYHOT0 3aCTOCYBAHHSA JIKAPCHKOIo 3ac00y

BEPATAP] 180
(VERATARD 180)

Cknao:

0i104a pe4o6uHA.; BEepaaMiny ripoX/I10pHI;

1 kamcyna MicTuThb Bepanaminy rimpoxiopumy 180 Mr y BUMISAI meNeT 3 [pONOHTOBAHHM
BUBIILHEHHSIM;

OONOMINCHI peosuHU Y ckAadi neem: 1yKop chepHdHHi, IeNak, IOBIIOH, TATEK;

xancyna meepoa gwcenamunosa Ne |: sxosTuit 3axin (E 110), xinoninoswuii sxostuit (E 104), THTaHY
aiokeun (E 171), sxenatun.

Jikapebka gopma. Kancynu npononrosasoi aii.

Ocnogni @izuko-ximiyui 61acmugocmi; TBEPII KaNcyIn 3 KPHIIEUKOI JKOBTOTO KOJbOpY 1 po30pHM
0e30apBHUM KOPITYCOM, SIKI MICTATH IENeTH OLIOro 3 JKOBTHM abo 6inoro 3 KPEMOBHM BIJTIHKOM
KOJIBODY.

®apmakorepaneBTHYHAa rpyna. CeleKTHBHI aHTaroHICTH KaNbLiIO 3 IIEpeBaKHOIO TIi€I0 Ha ceple.
Kon ATX C08D AO01.

Dapmaronoziuni eracmugocmi.

Dapmarodunamira.

Bepanamin HanexuTs 10 noxigaux deHinankinaminis, CeTeKTHBHHH 6I0KATOD KAIbLIEBHX KAHATIB.
IIpenapar YMHUTL aHTHTINEPTEH3UBHI, AaHTHAHTIHAIbHI, aHTHIINEMIYH] Ta aHTHapHTMi‘IHi BJIACTHBOCTI.
Mexanizm dapmakonoriynoi il npenapaTy nonsrae 'y 6mokami Ca’ -xamanis i IIPUTHIYEHHI]
TpaHCMeM6paHHoro nepemimenHs iouis Ca’" IEPEBAXKHO y KIITHHAX [JAIKHX M’S3IB CYIAMH |
miokapna. [lpu imemii miokapna Bepamamin ycyBae IHCHpONOpIIIO Mik MOTPeBo0 i HOCTAYAHHAM
CEpUA KHCHEM, 3HHKYE CKOPOTJIMBICTH MIOKapia, YHHHTh Ba30JHIATYIOUY Ait0. 3MEHIIEHHS TOHYCY
NepH(PEPHYHAX apTepiH crpHsie 3HUKCHHIO 3araIbHOrO epudepHMIHOTO ONOPY CYIMH i apTepiaTbHOro
THCKy. Bepanmamin npurnidye cunoarpianbHy 1 AV-IpOBiAHICTB, YMHMTL AHTHAPUTMIYHY JIifO.
HopmaibHUi piBEHb YaCTOTH CEPIEBHX CKOPOUYEHE HE 3MiHIOEThCH ab0 He3HAYHO 3HHIKYETHCSL.
Dapmarokinemuxa.

[Ipp npuiiomi Bepamaminy B mikapchkuX ¢opmax 3 NOBITBHHM BHBUIBHEHHSM [ij 9ac Imu
301IBIIYETHCSA 9ac JNOCATHEHHs MaKCHMAalbHOI KOHIEHTpalii II0YaTKOBOTO Mperapary Ta iHoro
MerabosiTy HOpBepanaminzy B muasMmi Kpoei, ojgHak 6iodocTymHicTe He 3MiHIOEeThes. llpwm
NEPOpaIbHOMY 3aCTOCYBAHHI INpemapaTy JiluYa PevyoBHHA BepamaMil I[OCTYHNOBO BHBIIBHSETLCS 3
KanCyIpbHOI MacH, 3a pPaxyHOK 4Oro MiATPHUMYETbCS MOCTifHAa KOHIEeHTpalis #foro y kpopi. Yac
JOCATHEHHA MaKCHMATbHOI KOHLEHTpauii y masMmi kpoBi — 5-7 roaumH. BuBiIBHEHHS mnpenapaty
BiAOyBacTbCA MNPAKTHYHO MTiHINHO mnporsrom 8-12 roamn. MerabomisyeTbess mpu [epuomMy
NPOXOJUKEHH] Yepe3 TIeYiHKY 3 YTBOPEHHAM KINLKOX MeTadomiTiB. OCHOBHHM MeTaGomiToM €
HOpBepalaMmisl, AKUH Mae MeHLI BHPaKCHY IillOTEH3HBHY aKTHBHICTh, HiK HE3MiHEHHI Bepamanis.
3B’a3yBaHHA 3 OlKaMu 11a3mMu kposi — 90 %.

Buacniznox e(exTy nepuioro IpOXOIKCHHS Yepe3 HeuiHKy —Oi0A0CTYHHICT NpemnapaTy IpH
0IHOPa30BOMY IpuHOMI cTaHOBHTL 30 %, a mepiox HamBBHBeﬂeHHﬂ &1 Hpu(ianHo 7 TOJIMH. Hffy



OaraTopa3oBOMY NPHHOMI 11epio/] HAlliBBHBEIEHHS CTAHOBHTE Y CEPEAHLOMY 12 roAuH, 10 OB 43aH0
3 HaCHYeHHAM (EPMEHTHHMX CHCTEM NedYiHKM Ta 30iNbIICHHAM KOHLEHTpalil Bepanamijay B IUiasMi
KpoBl. EKCKpeTyeThCa B OCHOBHOMY 13 ceueto (70 %) y BHr/siai MeTaboliTiB, YACTKOBO — 3 KAJIOM.

Kainiuni xapakrepucruku.

Iokazanna.

* ApTepiaibHa rilepreHsis.

e [memiyna XBopoOa cepl, BKIIOYAOUH CTaOUIBHY CTEHOKApAi0 HANpPYKEHHS, HeCcTabiIbHY
CTEHOKap/ilo (Iporpecyroda CTEHOKApIis, CTEHOKAPMiA CIOKOIO), Ba30CHACTHYHY CTEHOKApIio
(BapianTHa CTeHOKapAis, creHokapais [Ipuaiverana), mocTiHGapKTHY CTEHOKAp/ilo y NalieHTiB Oe3
CepLEeBOI HEJOCTATHOCTI, SIKIIO HE M0Ka3aHl -aapeHo0I0KaTOpH.

e ApuTMIi: NapoKCH3MaJbHAa HAANLIYHOYKOBA TaxiKap/is; TPIIOTIHHSA/MEPEXTIHHsS epe/icepasb 31
IIBHJIKOKO aTPIOBEHTPHKYIAPHOIO MPOBIIHICTIO (38 BHHATKOM cHHApoMy Bosbda-Tlapkincona-Yaiita
(WPW)).

Ilpomunokasanus.

e [inepuyTIMBICTb 10 Bepanamiay abo 10 OyAb-SKHX IHIIMX KOMIIOHEHTIB [Ipenapary.

e Kap/ioreHHHH IMOK,

e ArpioBeHTpuKyIspHa Omokana Il abo III crymens (kpiM mamieHTiB 3 QYHKIIOHVIOYHM [ITYYHUM
BOJIEM PUTMY).

e (CuHzapoM c1abKoCTi CHHYCOBOI'O BY3Jia (32 BUHATKOM IMALIEHTIB 31 IITYYHUM BOJIIEM PHTMY).

e (Cepuesa HEJOCTATHICTh 31 3HHKEHHAM (pakuil BUKHIY MeHuIe 35 % Ta/abo THCKOM Y JereHeBii
aptepii Buie 20 MM PT. CT. (SKIIO TUIBKH BTOPHHHA HAANLIYHOYKOBA TaxiKapis He IiIIaeThes
BILUIMBY Tepallil BepanamMizoMm). ,

o OQidpmiALis/TPINOTIHHSA  HepelcepAb NpH  HAABHOCTI  TOJATKOBHX  HPOBIAHHX  IUIAXIB
(WPW-cuanpom ta LGL-cunzmpom). V¥ Takux TMalieHTIB OpH 3acTOCYBaHHI Beparaminy
TIAPOXJIOPUIY € PH3HK PO3BHUTKY LUIYHOYKOBOT —TaxlapUTMil, BKJIIOYAIOYH [ITYHOYKOBY
bibpusiio.

e (OjHOYacHe 3aCTOCOBYBAaHHs OJIOKATOPIB [3-aJpeHOPEIeNTOPIB A1 BHYTPIIIHBOBEHHOIO BBEICHHS
(38 BUHSATKOM 1HTEHCHBHOT Teparii).

¢ 3acrocyBaHHs y koMOiHawil 3 iBaOpaMHOM (1B, «B3aeMOJIis 3 IHIIHMHU JIIKAPCLKUMH 3aco0amu Ta
HIIT BHTH B32EMO,TI» ).

B3zaemoodia 3 inwiumu aikapcokumu 3acodamu ma iHwi 610U 63AEMOOITL.
HocaimkerHss MeTaboni3My Bepanamilly TiApPOXJOpHAY in Vilro NOKaszaiH, 1O BiH MeTaboni3yeThes
uuroxpomom P450 CYP3A4, CYP1A2, CYP2CS8, CYP2C9 ta CYP2C18. Bepanamin € 1Hri061TOpom
pepmentie CYP3A4 ta P-rnikonporeiuis (P-gp). ITosijgoMisiiocss Ipo KIiHIYHO BasK/IMBI B3aeMOil 3
inriditopamu CYP3A4, 110 cynmpoBOIKyBATHCS MIIBHINCHHSM PIBHS BepamaMiny y IJ1a3Mi KpoBi, TOAI
gk iaaykTopH CYP3A4 cpHYMHAIM 3HWKEHHS IJIa3MOBHX PIiBHIB Bepanamijly IiJIpOXJIOPHIY, TOMY
HEeOOXIJIHO MPOBOJMTH MOHITOPHHI IIOJO B3a€MOIl 3 IHIOUMH JTiKapcbKUMH 3aco0amu. CyMmicHe
3aCTOCYBaHHs Bepamamilly Ta IpenapariB, ski B ocHoBHOMY MerabonisytoTecst CYP3A4 abo €
cyberparamu P-gp, Moke OyTH IOB’S3aHO 3 MIABHIIEHHSM KOHUEHTpALii IpenapaTiB, L0 MOXKE
301IBIITYBATH 200 MOJOBKYBATH K TEPalleBTHYHI, TaK i HECIIPUITIHNBI €(PEKTH CYIYyTHBOTO Ipenapary.
[loTeHuiiHi B3aeMoii, noB’a3aHi 3 pepMeHTHO cucteMoro CYP450

Tpazoszun. minBuineHHS Cngy pa3os3uny (~ 40 %) Ge3 BIIMBY Ha NMEPIO HANIBBUBEACHHS. ATUTHBHHH
rinoTeH3UBHUH edexT.

Tepusvsun. nigeuimenns AUC (~ 24 %) t1a Chpax (- 25 %) Tcpasosuny. AAHTHBIHI TMNOTEH3HBHHIMA
edexr.

Xinioun: 3meHIeH s KiipeHcy xiniguny (~ 35 %) npu nepopansbHOMY IpHHoMi. MOKIIMBHH PO3BHTOK
apTepiabHOl rinoTeH3il, a y ManieHTiB 3 rinepTpodiyHo 00CTPYKTHBHOIO KapAioMionaTielo — HaOpsk
JIETeHIB.

Prexainiour: MIHIMATBHHH BIUIMB Ha KIipeHc (uekalHiIuay-y-BiasMi-kposr (<= 10 %): He BruinBae
Ha KJTiPeHC BepanaMiny y riuasmMi kpoBi (iuB. po3/in «OcobMBOCT 3acTOCYBaH )|
Teoghinin: 3HHKEHHS OPATBLHOIO TA CHCTEMHOTO KiipeHey ~ Ha 20- %o,y Kypuis = Ha 1] %.




Kapbamasenin: mninsumenns AUC kapbamasenminy (~ 46 %) y nHalieHTiB 3 pedpakTepHORO
napiiajIbHOK EMiNeNciero; MiIBUIIEHHS PiBHIB KapOamaseridy, 1o MoKe CIPUYHHUTH MOOIUH] edeKkTH
Kapbamaseridy, Taki K JMIUIONIs, FTOIOBHUH 01k, aTakcis abo 3anaMopoueHHs.

Denimoin. 3HMKEHHS KOHIIEHTpALl Bepanaminy y 1/1a3Mi Kposi.

Iminpamin: 36imemenns AUC (~ 15 %) iminpaminy Ge3 BIIHBY Ha akTHBHUE MeTaboIiT Ae3UmpaMiH.
Ii6ypuo: ninBumeHHs Ci,y T1i0ypuay ~ Ha 28 %, AUC — na 26 %.

Konxiyun: 30inpmenas AUC (npubmmsno y 2 pasu) ta Cyax (nmpubmusHo y 1,3 pasa) Konxinusy.
PexoMeH/lyeTbCS 3MEHIIMTH 1103y KONXIiMHY ([MB. IHCTPYKLIIO 11 MEIMYHOIO 3aCTOCYBAHHS
KOJXIIHUHY).

Knapumpomiyun, epumpomiyun, menimpomiyun: MOKIMBE TiIBAIICHHSA PiBHIB Bepanaminy.
Pugamniyun: MOXIHBE 3HIKSHHS TimoteHsuBHOro edexty. 3umkenns AUC pepamaminy (~ 97 %),
Crnax (~ 94 %), 6l0g0CTyTIHOCTI ITiCIIst IEPOPATBHOTO 3aCTOCYBaHHS (~ 92 %).

Hoxcopybiyun: TpH OJHOYACHOMY 3aCTOCYBaHHI JOKCOpyOILMHY Ta Bepamaminy (IepopanbHo)
migsuutyethess AUC (~ 104 %) Ta Crmay (~ 61 %) nokcopy6inuuy y miasmi KpoBi y mamieHTis 3
JPIOHOKIITHHHUM PaKoM JIETeHiB.

@enobapbiman: MOXKe 3HH3HTH KOHIIEHTPAIIiIO BepanaMiny B IL1a3Mi KpoBi.

bycnipon. 36inpmennss AUC ta Crax 6ycnipony y 3,4 pasa.

Mioazonam: 301inemenns AUC Minazonamy y 3 pasu Ta Cyax — y 2 pasu.

Memonpoaon: 36imbmenns AUC mertomponony (~ 32,5%) Ta Cpa (~ 41 %) y namienTiB 3i
cTeHoKapaieto (IUB. po3ain «OcoGIHBOCTI 3aCTOCYBAHHSY ).

lponpanonon: 36inemenns AUC nponpanonony (~ 65 %) ta Cpax (~ 94 %) y nauientis 3i
CTeHOKap/iero (UB. po3ain «OcoOIHBOCTI 3aCTOCYBAHHSY).

Auzoxcun: 'y 300poBHX JOOPOBONBLIB 30iMbIIeHHS Cpax AMIOKCHHY (~ 44 %), Cian (~ 53 %),
Css (~44 %), AUC (~ 50 %). PeKOMEHIOBAHO 3MEHILIMTH 03y JHTOKCHHY (JIMB. TaKOX pO3iN
«OcoBIHBOCTI 3aCTOCYBAHHSY).

Hueimoxcun: 3MEHIIEHHs KIIPEHCY IUTiTOKCHHY (~ 27 %) Ta eKCTpapeHaNbHOro Kiipeney (~ 29 %).
Humemuoun: 30impmyeThes AUC R-Bepanaminy (~ 25 %) Ta S-sepanaminay (~ 40 %) 3 BixnmosimamM
3HHKEHHSIM KiipeHcy R- ta S-Bepanaminy.

Huxaocnopun: 361nemenns AUC, Cpax, Css LIHKIOCTIOpHHY ~ Ha 45 %.

Eeeponimyc: 30inbmenns AUC eseponimycy (npubimsto y 3,5 pasa) ta Cpay (mpubnusno y 2,3 pasa).
30inbimenns Cyouen Bepanaminy (mpubinsuo y 2,3 pasa). Moxe 6yTH HeoOXiTHMM TOYHE BH3HAYEHHS
KOHLEHTpalll Ta 031 eBEepPOIIMYCY.

Cuponimyc: 36imbmenns AUC (mpubnusno y 2,2 pasa) cuponimycy, 36insmenns AUC (npu6iusHo y
1,5 pasa) S-sepanamizy. Moxe OyTd noTpiOHMM BH3HAYEHHS KOHIEHTpALiil Ta KOpeKLia m03u
CHpPOJTIIMYCY.

Taxpoaivyc: MOXKIUBE 30UIbLICHHS PIBHSI [[LOTO IIPENapaTy y IJIa3mi KpPoBi.

linoninidemiuni 3acobu (ineibimopu 1I'MI-KoA-pedykmasu (cmamunu)): NiKyBaHHS IHTIGITOpamMH
I'MI'-KoA-penykrasu (cHMBAcTaTHH, aTOpBAacTaTHH, JIOBACTATHH) MAIli€HTaM, sKi IPHEMAIOTh
Bepanamijl, CliJ pO3NOYHHATH 3 HAHHWIKYMX MOKIHBHX 03 Ta MOCTYIOBO IX 30inbImyBaTd. SKINO
MalicHTY, SKAH BXKe NpuiimMae Bepanamis, HeoOXinHe npuzHadeHHs iuriditopy I'MI-KoA-penykrasu,
CIil BpaxyBaTH HEOOXiJHE 3HMIKEHHs JI03M CTATHHIB 1 migibpaTd [03yBaHHS BIAMOBIAHO [0
KOHIEHTpalil X0JIeCTepHHY Yy I71a3Mi KPOBL.

Amopsacmamun: MOXJIHBE MIABHIIEHHS pIBHS aropBacTatuHy. AtopBacratuH 30ineimmye AUC
Bepanaminy ~ Ha 43 %.

Jlosacmamun: MOXKIIMBE 1iIBUIIEHHS PiBHA 1oBacTtaTHHY. 30inbmenHs AUC (~ 63 %) 1 Chax (~ 32 %)
BEpanamimy.

Cumeacmamun. 30inpmennss AUC cumBactaTuiy mpubausno y 2,6 pasza, Cpax CHMBACTATHHY — V
4,6 paza.

Quysacmamun, nPAgACMAmMUN ma posysacmamur He Merabomizyotees nuroxpomom CYP3A4 T1a
MalOTh MEHIY IMOBIPHICTB B3a€MO/IIT 3 BEpanaMijoM.

Anmompunman: 36inemenns AUC na 20 %, Cpa— Ha 24 %.

Cyabinnipazon: MOXKIMBE 3HIDKCHHS KOHLEHTpalil Bepamaminy B IuiasMi  Kpoei. Moxe
CIOCTEPIraTHCS 3HH)KEHHS TIMOTEH3UBHOTO eheKTy. S
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Jlabizampan: Bepanaminy riapoxaopun y Gopmi TabieTok 3 HeraiiHMM BHBIMBHEHHSM 3011b11YE Cra
(n0 180 %) Ta AUC (mo 150 %) nabGirarpany. Ilinsuunyerbes pusuk kposoteul. [Ipu oanogacHoMYy
3aCTOCYBaHHI 3 NEPOPAILHUM BEPaNaMijioM TiIpOXIOpHIOM Moke OyTH HEOOX1IHMM 3MEHILEHHS 103K
nabiraTpady ([MB. iHCTPYKLIIO IIsi MEAMYHOIO 3acTOCYBaHHsA nabiraTpady LIOJAO peKOMEHJauid 3
JO3YBAHHA).

Isabpadun: OmHOYACHE 3aCTOCYBaHHs 3 iBaOpaJWHOM IPOTHIIOKA3aHE 4YEpe3 MONaTKOBUH edeKT
3HHKEHHS YACTOTH CepIedUTTs Bepanamiay rigpoxyopuaoM (auB. «[IpoTtunokasanHs»).
Tpetingppymosui cix: 36inmpmyerbes AUC R-epamaminy (~ 49 %) rta S-epanmaminy (~ 37 %),
36inpmyeThes Chpax R-Bepamaminy (~ 75 %) Tta S-epamaminy (~ 51 %) Ge3 3Mminu mepiomy
HaIliBBHBEAEHH Ta HHpKoBoro kimipency. Ciijl yHUKaTH B)KHBaHHSI TpeHnQpyTOBOrO COKY 3
BeparamizioM.

3eipobiti npoodipasienuil. 3MeHmyerbes AUC R-Bepanaminy (~ 78 %) ta S-pepanaminy (~ 80 %) 3
BIATIOBIIHHM 3HIKEHHAM C gy

Hepopaneni anmuxoazyasumu npamoi oii (ITAIT/]). Tliasumena a6copOuis ITATIJI, ockinbkd BOHH €
cyGcTpaTamu P-gp, a TakoK, SKIIO 3aCTOCOBHO, 3HMKeHHS BuBeneHHs TIATTJI, ski mMerabomi3yroTees
CYP3A4, MoxyTh NpU3BeCTH 10 30ibIeHHs cucTeMHol OiopocTynHocTi ITAIL,

3a TesSKHMH JAHMMH MOXJIMBE 30UIBIICHHS PU3HKY KPOBOTeUl, 0COONHBO y MaLI€HTIB 3 J0JATKOBUMHU
dakTopamu pusuky. Mosxe OyTu norpibHe 3meHuteHHs 1034 [TAITJ] mpu 3acTocyBaHHI 3 IEPOPAIbHAM
BepanaminoM (IUB. IHCTPYKIIKO Ul MEHYHOTO 3aCTOCYBaHHS Mmoo Ao3ysanHs [TAILI).

[HITi B3aeMo1

Ipomusipycni (BLI) saco6u: vepes 31aTHICTh [AESKHX MPOTHBIPYCHHUX 3ac00iB, TAKHX K PUTOHABID,
IIPUTHIYYBATH MeTaboIi3M, IUTa3MOBI KOHIIEHTpaIii Bepamaminy MoxkyTh 3pocrard. [lpusHavatu 3
06epeKHICTIO, TOMY 110 MOYKE BHHHKHYTH HEOOXi/IHICTb Y 3HHXKEHH] 103 Bepanamiy.

Jlimiii; TIOBIIOMJIAJIOCS NPO MiIBHIIEHY HEHPOTOKCHYHICTH JITIHO NPH OIHOYACHOMY 3aCTOCYBaHHI
BepalaMiTy TiJpoXJOpHAY Ta JiTiio Ge3 abo 3 MiABHILEHHSM DIiBHIB JiTiio y miasmi kposi. OjHak y
Mari€eHTiB, SKi MOCTIHHO OTPUMYBAJIM OJHAKOBY /03y JITiIO MEpOpajibHO, [0JaBaHHsS BepamaMily
TiIpOXJIOpHY NMPH3BOAMIO [0 3HHJKCHHS PIBHIB JiTIRO y mnasmi KpoBi. [lamienTH, siKi OTpUMYIOTH
00uIBa JiKapehki 3ac00M, IOBUHHI TepeQyBaTH 111 PeTeIbHUM HarJIsaIoM.

Hetipom 33061 Grokamopu: KIiHi4HI 1aHi Ta DOCIIAXEHHs Ha TBapHHAX CBiTuaTh, IO Bepanamiiy
TiAPOXTOPHI MOKE [OTEHIIIOBATH aKTHBHICTh HeHpoM’s30BHX 6il0KaTOpiB (KypapenoliOHHX Ta
NEeToNsgpu3yIounX). Moske BHHHKHYTH HEOOXIDHICTL y 3HIOKEHHI JI03M Bepamamily I1IpOXJIOpHIY
Ta/ab0 71034 HelipoM’430BOr0 6JI0KATOPA IIPH 0JIHOYACHOMY iX 3aCTOCYBAHHI.

Ayemuncaniyunosa kucaoma: NiJBHIEHA MOXKIHBICTE KPOBOTEHI.

Emaron (anko0201s); TABUAIIEHHS! PIBHS €TAHOIY Y I1JIa3Ml KPOBI.

Anmuzinepmensueni 3acobu, Oiypemuxy, 6a300u1aMamopy; MOCHIIEHHS TIIOTEH3UBHOTO e(eKTy.
Hepopanvni  npomusannioni  npenapamu, 2l0aRmoln, Cariyuramu, cyabghaninamion ma NOXIOHI
CyNbhonINCeHOsUNY, BHACTIZIOK BUCOKOTO CTYIECHs 3B’S3yBaHHs Beparamilzy 3 Oiikamy I1asMu KpoBi
{Oro cii 3 0BepeKHICTIO IPH3HAYATH HAllICHTAM, K IPUAMAIOTH {HII IIperapaTH, O MaroTh aHi
BIACTHBOCTI.

Coni kanwyito ma éimamin D: 3MeHIeHHS GapMaKoJIoridHoro eexTy Bepanamiiy.
Penmzenokonmpacmui 3acobu; MOAIIMBE MOTEHIIIOBAHHs [IPATHIYYBaTbHOTO BIUIMBY BEpanaMily Ha
ABTOMATH3M CHHOATPIalbHOrO By3/1a, AV-1poBiIHICTE I CKOPOTIMBICTE MIOKapa.

Ocobnusocmi 3aCMOCY6AHHA.

Tocmpuii ingpapxm miokapoa. Tlpenapar CIIiI 3aCTOCOBYBAaTH 3 OOEPEKHICTIO MALIEHTaM 3 FOCTPHM
iHpapkTOM MioKapaa, yCKJIajHeHMM OpaJuKapi€lo, BHPAXKEHOIO apTepiallbHOK TiOTeHsiero abo
IUCYHKILEKO JIIBOTO IITyHOYKA.

Cepyesa Groxada/ampiosenmpuryispna Gnokada I cmynens/6paouxapois/acucmonis. Bepanaminy
FiAPOXTIOPUI BIUIMBAE Hd dIplOBCHTPHKYISAPHUH Ta CHHOATplaJbHHH BY3IH T4 MPOJIONTYC Tac
ATPIOBEHTPUKYNIAPHOI  NPOBINHOCTI.  3aCTOCOBYBaTH 3  OOEPEKHICTIO, OCKUIBKH — PO3BHTOK
aTpiopenTpuKyapHoi Omokaxu I aGo III crynens (o € MpOTHMOKa3aHHAM) ado OJ/IHOITYYKOBOI,
JBONYUKOBOI abo TpHIyuKoBoi Gi10Kamy HLKKA [ica morpebye BiIMiHM Bepanaminy TiIpOXJIOpHIy Ta
NpH3HAYCHHS BiNIOBiAHO Tepanii B pasi motpe6u. [
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Bepanaminy rizipox/iopu BIIMBa€e Ha aTPIOBEHTPUKYJIAPHUH Ta CHHOATPIAIBHUIL BY3/IH Ta JAyXKE PiIKO
MOXKE CIPOBOKYBATH BUHHKHEHHA aTploBeHTpUKYIspHoi Onokazau 1l abo III cTynens, Opagukapaito Ta
HaJ3BMYalHO PIAKO — acHCcToMil0. Binpmr iMoBipHO, M0 Taki CHMOTOMH OYAYyTh CHOCTEpiraTuca y
MALIEHTIB 13 CHHAPOMOM CJIaDKOCTI CHHYCOBOTO By3Jja (CHHOATpiaibHa BY3J0Ba XBOpoOa), SKHMH
YacTILIE 3yCTPIHAETLCS Y NALEHTIB JITHBOTO BIKY.

AcHcTonmis y NAIU€HTIB, sAKI He MalOTh CHHAPOMY CIAOKOCTI CHHYCOBOIO BYy3Na, 3a3BHYall
KOPOTKOTpHBana  (Kiibka  cexyHa abo  MeHine), 31  CIHOHTAaHHHM  [TOBEPHEHHAM  JIO
aTpiOBEHTPHKYIIPHOTO a0 HOPMAIBLHOTO CHHYCOBOTO PHTMY. SIKIIO Lie SIBHIIE HE LIBMIKOIUIMHHE,
CIILI HeralfHO pO3I10YaTH BIANOBIIHY Tepanito (AuB. po3min «[1oGiuni peakmii»).

Aumuapummiuni - 3acobu,  [-adpenobOiokamopu. BzaeMHe TIOCHJIEHHS KapaioBacKyJspHoOl il
(NJIBHIEHHSA CTYNEHS aTPIOBEHTPHUKYISPHOT OJIOKajJH, 3HAuHE 3HHJKEHHS YacTOTH CEpLEBHX
CKOPOYeHBb, IIOSBA  CEPUEBOI  HENOCTAaTHOCTI, 3HAYHE 3HIDKCHHS  apTepiallbHOTO  THCKY).
AcumnroMatiHyHa Opaaukapaia (36 ya/xB) 3 OIyKalOUHM BOMIIEM PHTMY IepeJicep/is CrocTepiraiacs y
NALIEHTIB, AKi OTPHMYBAIH CYNYTHIO TEPAMil0 OUYHHMH KpPArIsMH 3 THMOIOJOM (B-aapeHobiokarop)
Ha T/ JIIKYBaHHS Beparnamizy IapoXIOpHUIOM.

Huzoxcun. llpuw ogHOUACHOMY 3acTOCYBAaHHI Bepamaminy 3 JIHTOKCHHOM CITiJI 3MEHIIWTH 03y
JHIOKCHHY (JMB. po3Aia «B3aemois 3 IHUIIMME JTIKAPChKMMHU 3ac00aMH Ta IHIII BUAM B3a€MOIIi»).
Cepyesa neoocmamuicme. llepen modaTkoMm JIKyBaHHS BepamamilioM HEOOXIAHO KOMIIEHCYBATH
CepleBY HeNOCTATHICTE y Mali€HTIB i3 (pakiieio BUKHIY Oiabmre 35 % Ta amekBaTHO KOHTPOIOBATH
iXHIH cTaH MPOTIroM YChOro Nepioay NiKyBaHHS,

Inzioimopu I'MI-KoA-pedykmasu (cmamunu)

JluB. po3ain «B3aemoais 3 IHIIUMH JIIKAPCBEKUMH 3ac00aMH Ta 1HII BHIH B3aEMO/Iiiy.

Tlopywenns nepeoso-m a3060i npogionocmi. Bepanaminy TiIpOXJIOpHJ CHiI  3aCTOCOBYBATH 3
00epe;KHICTIO MPH HasgBHOCTI XBOPOO 3 MOPYLIEHHSMH HEPBOBO-M’S130BOI MpOBIAHOCTI (myastenia
gravis, cunapom JlamGepra-ITona, mporpecyroua M’ s308a quctpodis romena).

Huprosa neoocmamuicms. Xoua daHl NITBEPMKEHHX IOPIBHAIBHUX JIOCIIKEHb MOKA3alH, IO
HHPKOBa HEJOCTAaTHICTb He BIUIMBAE Ha (apMaKOKIHETHKY BepalaMily y HalieHTIB i3 TepMiHAIbHOIO
CTalicl0 HHPKOBOI HelocTaTHOCTI, OyNIO KinbKa MOBIIOMIEHD, SKi CBiIYaTh MPO Te, IO MAaIi€HTaM i3
HHPKOBOK HEJOCTAaTHICTIO CIII 3acTOCOBYBAaTH BepamaMil 3 OOEpekHICTIO Ta NI peTeIbHHM
Harss1oM. Bepanamisl He BUBOIHTRCS 3@ JOMOMOTOK0 FeMOJIiali3y.

ITevinkosa wneoocmamnicme. Ilamientam 3 nopymeHHsM  GYHKIIT Ie4iHKH  (PEKOMEHIYEThCS
3MEHIIHTH 103y J10 30 % Bijx 3BHYaiHOI 1000BOT) 3a7€KHO BiI CTYNEHS TAXKKOCTI Jisi Bepamamity
IIPOXJIOPUIY HOCHIIIOETHCS Ta MOJOBKYETBCS UYEpe3 YMOBITBHEHHs pO3Maay JiKapchbkoro 3acoOy,
TOMY JIO3YBaHHS CJIi/I BCTAHOBIIIOBATH 3 0COOTHBOIO 00EpeKHICTIO.

3 00epeskHICTIO 3aCTOCOBYBATH: 0cobaM JITHBOIO BIKY, sKI MOKYTb MaTH IiABHINEHY YYTJIHBICTL 10
npenapary, HaBiThb 32 YMOB 3BHYAaMHOIO J03YBaHHS; MPH ONEPATHBHUX BTPYHYAHHSX Y 3B’SI3KY 3
MOTEHUIIOBAHHAM IIPUTHIYYBATLHOIO BIUIMBY 3arajibHUX aHECTETHKIB Ha MIOKap 1 MIOPE/IAKCaHTIB Ha
CKEeJIETHI M f3H.

[Ipenapat mictuTh OapBHuK «OKoBTHii 3axin FCF» (E 110), axuii MOKe CIPHYHHHTH aJICPriyHi peakiii,
V TOMY 4HCI OpoHXiadpHY acT™My. PH3MK anepril BHINHH y Malli€HTIB i3 MiABHLIEHOK YYTIHMBICTHO J10
ALETHIICAIITHIOBOT KHCIIOTH.

[Ipenapat MicTHTH IYKOp chepH4HHH, TOMY #oro ciix 3 oOepexHICTIO 3aCTOCOBYBATH MNallieHTaM,
XBOPHM Ha LIYKpOBHH aiaber.

[lin gac 3acTocyBaHHS TIperapary CJIiJi YHMKATH CTpaB Ta HamoiB 3 TpedndpyToM, OCKIIBKH
rpeindpyT MoXKe NIIBUIIMTH PiBEeHb BepanaMiTy TiApoXJIOpUIY V I171a3Mi KpOBI.

3acmocysanns y nepiod eazimnocmi ado 200yeanHs 2pyooio.

Yitki ta JoOpe BHBYEHI JaHl 3aCTOCYBaHHs Mpenapary BariTHUM JKiHKaM BiacyTHi. Tomy npenapat
CIIiJ1 3aCTOCOBYBATH Y NEPI0J BANITHOCTI TUTBKU Y Pasl HarajlbHOT nurpelu.

Bepanamin MpoHHKae gepe3 MIIAICHTY Ta BU3HAYAETHCS Y TYITOBHHHINA KPOBI.

Bepanamin ta Horo MeralosiTH MPOHHKAIOTH ¥ TPyaHE MOJIOKO. J[03a Bepamaminy, ska Momajgac B
OprafizM HOBOHApOKEeHOTO, € HHU3bKOK (0.1-1 % mo3u, mMpuUHHATOI MaTip’r0), TOMY 3aCTOCYBaHH:A
BepanaMizy Moke OyTH CYMICHHM 3 MOJYBAaHHAM IPYUIIQ, ale- PUSHK- /S HOBOHAPOUKCHHX HE MOKHA
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3BaKarOYM Ha PH3HK MOABHM CEPHO3HUX MOOIYHMX peaklill y HOBOHAPOKEHHX, SIKi 3HAXOAATHCA Ha
TPYIHOMY IOXYBAHHI, BEpanaMil y Mepiojl ro/lyBaHHA IPY/UI0 MOYXHA 3aCTOCOBYBATH TUTHKH y pasi
HAraJIbHOT IOTPedH JUIst MaTepi.

30amnicme  6niueaAMU HA WEUOKICMb Pearyii npu Kepyeamni asmompancnopmom ato iHuumu
MEXAHIZMAMU.

Hepes anTurinepTeH3UBHUN edeKT Bepamamizy riJpoXIOpHIY, 3aleKHO Bijl iHIMBIdyaTbHOI peakiii,
3/[aTHICTb KEPYBATH TPAHCIIOPTHIMH 3ac00aMH, IHITAMHA MeXaHi3MaMH ab0 IparroBaTH y HeDe3neuHnx
ymoBax Moxke Oyru nopymena. OcoGIMBO 1€ CTOCYEThCS MOYATKOBOI (a3 JiKyBaHHS, IpH
MIIBULIEHH] J03H, IPH 3MiHI TiIOTEH3UBHOTO Tpenapary, a TakoX NpPH OJHOYACHOMY 3aCTocyBaHH1
[penapaty 3 alkorojeMm. Bepamnamii MOXKe HiIBHILYBATH pIBEeHb ANKOTONIO Y IIJIasMi KpoBi Ta
YIOBITEHIOBATH HOTO BHBEECHHS, TOMY Jisl ATKOTOJII0 MOKE IIOCHITIOBATHCS.

Cnoci6é 3acmocyeanna ma do3u.

Hosy ninbupae nikap inmueinyansHo. TabIeTKH KOBTATH LiMMMH, He PO3CMOKTYBATH, He PO3KOBYBATH,
He HOJPIOHIOBATH, HE JIIMTH HAa YACTHHM; 3allHBATH IOCTATHROK KiNBKICTIO PIIMHH (HalpHKIan,
I cKyIsIHKa BOH, Y KOJHOMY BHIIAJKy He rpeiingpyToBuii cik), kpaie 3a Bee Mif yac abo opa3y micis
11u.

Cepesnst 1000Ba 1032 MpH BCiX MOKa3aHHAX cTaHOBHTH 180-360 MT Ha 106y. Ha mouatky mikyBaHHs
npusnavath no 1 kancym (180 wmr) 1 pas ma 106y, Bpanui. Ilpn HeoOXimHOCTi 103y MOKHa
30imblryBati 10 360 Mr/106y (o 1 karcysi BpaHIi Ta BBedepi, 3 MPOMDKKOM IPHGIM3HO 12 romun
MK npuiiomamu). IlepeBHINeHHs 03M MOKIHMBE TUTBKH Ha yKe KOPOTKMIl yac i mij peTeNbLHUM
HarJs/10M JKapsi.

Hopyuienna pyuxyii neuinku

Y NaiieHTiB 3 MOPYWEHHAMH (YHKIIH MeYiHKH 3ale)KHO Bid CTyNeHs TSKKOCTI Jisi Bepamaminmy
ripOX7IOpHIY MOCHIIOETHCA Ta MONOBXKYETHCS Yepe3 YIOBIILHEHHS PO3NAiy JHKapChKOro 3acoby.
Tomy B Takux BHIAJKax 103y CIIiJ BCTAHOBIIIOBATH 3 OCOOIMBOIO OGEPEXHICTIO Ta PO3MOYHHATH 3
MajHX 2103 (HanpukIaa, as HaLIIEHTlB 3 MOpPYUICHHAME (DYHKIIH IeYiHKH crovatky 2-3 pasu Ha j00y

mno 40 mr’, Biamosizro 80-120 mr Ha 100y) (auB. «OcoOIMBOCTI 3aCTOCYBAHHSIY).
Hpu Heoﬁxmﬁocrl 3aCTOCYBaHHA Bepanaminy y jo3i 40 mr, 80 mr aGo 120 Mr cmia 3acToCOBYBaTH Mpemapar 3
MOIIHBICTIO TAKOrO 103YBaHHS,

Hopywenns pyuryii nupox

Hocrynni  nami ommcano B posaimi  «OcoGiuBocTi 3acTocyBanHsy». IlalieHTaM 3  HHPKOBOIO
HEJIOCTATHICTIO BepamaMilly TiApPOXJIOPHI CJIiJ 3aCTOCOBYBATH 3 OOEPEXHICTIO Ta MiJ peTeTbHHM
HAIJIS0M.

He npuiimaty npenapar y moJioKeHH] I1ekKay.

Bepanaminy riapoxnaopui He MOKHA TIPH3HAYATH NAIli€HTaM 3 iH(GAPKTOM MioKapaa MpoTsSroM 7 JHIB
niciis Horo po3BHTKY.

[Ticss TpuBanol Tepamii npenapar ciiiji BiAMIHATH, MOCTYIIOBO 3HHXKYIOUH JI03Y.

TpusanicTs JiKyBaHHs BU3HAYac JiKap IHINBIIyalbHO, BOHA 3QJ1€KHUTh Bill CTaHy Malli€cHTa Ta nepebiry
3aXBOPIOBAHHS.

Himu.

JliTsim TipenapaT B JaHi# Tikapebkii GopMi He CIIij IpU3HAYaTH.

IIepeoosysarna.
Cumnmomu.: apTepiagbHa TiNOTEH3is, Kap/iOreHHHH WIOK 3 HAOPAKOM IereHiB, BTpaTa CBiIOMOCTI,
Opamukapaia a0 AV-610Kkagd BHCOKOrO CTYIEHS Ta 3YMMHKM CHHYCOBOIO BY3ja, Tilepriikemis,
TiMoKamieMis, acHcTois a0 3yNHMHKA CepIid, 3alaMOpOuYeHHs @K J10 KOMATO3HOrO CTaHy, CTYIOP,
MeTaboNIYHMH alu 103, TIIOKCis, NopyiieHHs QYHKIIT HUPOK Ta CYIOMH.

Crnioctepiranucs NeTalbHI BUIIQJIKK Y Pe3y/IbTaTl Hepe103yBaHHsl.

Jlikysanna: MOBHHHO OYTH TOJOBHHUM YHHOM IITPHMYIOYMM Ta IHIMBIIy&IbHHM. [B-aapeHepriuny
CTHMYJIALII0 Ta/ab0 BHYTPIIIHLOBEHHE BBE/ICHHS [IPeHApatiBKaibitito (KanbIilo XI0pUa) eheKTHBHO
3aCTOCOBYIOTH JJI YCYHGHHS CHMIITOMIB Mepea0syBAHBSA0 TIPH [IePOPAIbHOMY  3aCTOCYBAHHI
Bepanamuly riIpoxXIopHuy. NeECT! HOTO I0CHE |
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Y pasl 3HayHol aprepiasibHOl rimoTenHsil abo AV-070KaaW BHCOKOro CTyNEeHs HeoOX1JHO
3aCTOCOBYBATH  3aco0M, [0 MIJBHINYIOTH apTepiaibHHM THCK  (CyIHMHO3BY:KYBabHi), abo
Kapl0CTHMYJIALIIO BiANOBiIHO. [IpH acucTouii 0lHOYAaCHO 13 3aCTOCYBAaHHAM 3BHYAHHHMX 3aXO0IB CIILA
3aCTOCYBaTH P-alpeHepriuHy CTHMYISIIK (HAaIpUKIa, 1301pOTEPEHOITy TIAPOXJIOPHA), 1HIII 3aco0H,
CIIPSIMOBaH1 Ha TIJIBHIIEHHS apTepialbHOro THCKY, abo IPOBECTH BIIHOBIEHHS CepLeBol AiANbHOCTI Ta
JUXaHHS.

Bepanaminy rifpoXmopuja He BUBOJUTECS 3a JIOIIOMOIOK reMoAiamizy.

IlobiynHi peakuii.

Haiiuacrime crnocTtepiramucs Taki moOiuHi peakuil: rojoBHHH Oilb, 3amaMOpPOYEHHS; IILTYHKOBO-
KUIIKOBI PO3JIaJM: HYZOTa, 3amop, OiTb ¥ JKHBOTI; OpajuKapmis, Taxikapmis, BiOUyTTs cepHeOHTTH,
3HIDKEHHS apTepiadbHOro THCKY, Tirepemis, nepudepuuHiui HaOpsk Ta MiIBUIIEHA BTOMIIOBAHICTD.
Imynna cucmema: TiEpPUyTIUBICT, AJIePriYHUNA IeaTuT.

Hepeosa cucmema: TNOPYLUIEHHS MO3KOBOTO KpOBOOOITY, CIUIYTAHICTH CBIIOMOCTI, IOpPYLIEHHS
PIBHOBATH, IiJBUINEHA BTOMJIIOBAHICTE, OE3COHHS, HEPBO3HICTE, M S30Bi CY/IOMH, €NiAENTHYHI Haau,
IICHXO03H, HEHpomaTisl, eKcTpanipaMmiTHUH CHHJIPOM, COHJIMBICTL, TOJIOBHHUH O1nb, mapectesii, TpeMop,
3arlaMOpOUCHHS.

Opeanu ciyxy ma gecmubynspHuil anapam. JI3BIH Y Byxax, BEPTHTO.

Cepyeso-cyounna cucmema: CTE€HOKaplis, apTepialbHa TIilOTEH3is, CcHHoaTplaibHa AV-0nokana
I, [T abo III crynens, Opaaukapaisa, Opaniaput™is 3 (GiOpuidiicio nepeacepib, 3yIHHKAa CHHYCOBOIO
By37a, aCHCTOMis; PH3HK 3aroCTPEHHS/PO3BUTKY CepHEeBOl HEeJ0CTATHOCTI, OPTOCTAaTHYHI peakIii;
Taxikap/is, Oifb 32 TPYAHHHORK, 1H(APKT MIOKapaa, BITYyTTs CepleOHTTs, rinepeMis, nepudepHyHi
HaOpPSKH, V T.4. IHKOJIOTOK, CHHKOIIE, IIPHILIHBH.

Huxanvua cucmema. GpoOHX0OCTA3M, TUCITHOE.

Tpasnuit mpaxm: auckoMopT y KUBOTI, Ollb, LUUIYHKOBO-KWIIKOBI po37laad, Takl K HYyZOTa,
OMIOBAHHS, METEOPH3M, AaTOHIA KHINEYHHKY, KHINKOBa HENpOXiJHICTh, 3alop; CYXICTh Yy pOTI,
rinepriasis siceH (TiHTIBIT 1 KPOBOTEYa).

Hupru ma cevoeudinbna cucmema: HIPKOBA HETOCTATHICTE.

Llxipa ma niowkipna rkiimkouna: BUCHWIIAHHS (Y TOMY 4YHCI MakKyJONalyJIbO3HI BHCHIIH,
KpONUB'siHKa), cBepOlk, asonellis, Trilepriipo3, MHOpPYLICHHs [IrMEHTalll, epHUTpOMenaris,
myneTHGOpMHA epuTeMa, cuHapom CrtiBenca-/IxoHcoHa, HaOpsk Ksinke, doTomepmaruTH, CHHIU,
nypiypa.

Onopro-pyxoea cucmema. M’ s30Ba ¢1a0KiCTb, MialIris, apTparis.

Penpodykmuena cucmema ma MOI0YHI 3a103U. EPEKTHIBHA TUCHYHKISA, Y TOMY UYHCIl IMIIOTEHLIs,
MOpPYUIEHHS MEHCTPYaIbHOTO MHKIY; y MAIliCHTIB JTITHHOrO BIKY NpPH JOBrOTPHBATH Teparii
PO3BHBAJIACS THEKOMACTIs, 1110 IIOBHICTIO MHHANA ITicIS BIAMIHM Ipenapary, rajakTopes.
Tenamobiniapna cucmema. TIJABULIEHHs! PIBHS TpaHcaminas, JTyxKHOI ¢ocdarazy Ta OimipyOiny B
maasMi  KpoBl;, VIIKOMKEHHS IEYiHKM 3 KIHIYHUMH [posiBaMd (HEe3IyXKaHHS, IIIBHIIEHHS
Temneparypd Tina ta/abo 6inb y npaBoMy Imiapebep’l), TOMY IOLIIBHO HEPIOAHYHO KOHTPOIIOBATH
(GYHKIIIO He9IHKH. Y IesIKHX BHIIAJIKAX Il 3MIHH CaMOCTIHHO 3HHKAIOTH IIPH IIPOIOBKEHHI] Tepartil.
[opywenus 06Miny pevosun, Memadonizmy: TinepKaieMis.

Inwi: HEUiTKICTH 30Dy, MiABHIICHHS PIBHA NMPOJAKTHHY B IUIa3Mi KPOBI, 3HHIKEHHS TOJIEPAHTHOCTI JI0
[JIIOKO3H, YacTi CeyoBMITyCcKaHHs. lloBimomisiocs mpo mnapamiy (rerpamapes), acouliioBaHHH 3
KOMOIHOBAaHMM 3aCTOCYBAHHSAM Beparaminy Ta KoJxinuuy. Lle Moxe OyTH 3yMOBIIEHO NMPOHHKHEHHAM
KOJIXILHHY Kpi3k remaroenuedaniunuii 0ap’ep BHacninok npuruidenHs sepanamiziom CYP3A4 Ta P-
qp, ToMy KOMOIHOBaHe 3aCTOCYBAHHS KOJXIIMHY Ta BeparaMily He PeKOMEHI0BaHe.

Tepmin npuoamnocmi. 2 poKu.

YmoBu 30epiranus. B opurinansHiil yiakoBlli npu temnepatypi He suie 25 °C.
30epiratu B HEAOCTYIIHOMY IJIS AiTeH Micui.

Ynakoska. [To 10 kancyn y 6xicrepi; 1o 3 6iicTepy B maumi. .




Kareropis Bianmycky. 3a perientom.

Bupobuuk. [lybniune aknionepre TosapuctBo «HaykoBo-BupoOHHYnit nentp «Bopuariseskuii
XIMIKO-(papMalleBTHUHHMIH 3aBOI».

MicuesHaxoaKeHHS BHPOOHHKA Ta ajpeca Miclsl MPOBAIKEHHS H0ro AisJAbHOCTI.
Ykpaina, 03134, m. Kuis, Byn. Mupy, 17.
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