IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

I30IITUH® SR

(ISOPTIN® SR)

CKnao:
0itoya pevos8uHa: BepamnaMiny TigpoXJI0pum;
1 tabneTtka MicTuTb BepamaMiny rigpoxmopuny 240 mr;

[ONOMIXHI peyoBMHM: TieTioI03a MIKPOKPUCTAJliuHa, HAaTpPilo anbriHaT, MOBigoH, MarHiio cTeapar,
BOZa OuMIIeHa, rimpomenosa, Mmakporomn 400, makporon 6000, Tanbk, Tutany miokcup (E 171),
xinosinoBui xkoBTuH (E 104) inpurotux (E 132) (amoMminieBui mak E104 E 132), Bick MOHTaHOBHH
TJTIKOJIEBUH.

Jlikapcbka ¢popma. TabreTKy IPOJIOHTOBAHOI [il.

OcHosHi (¢i3uko-xiMiyHi 8aacmusocmi: TabNeTKH, BKPUTI IJTIBKOBOIO 000JI0HKOI0, CBiT/I0-3€JIEHOTO
KOJIbOPY, floBracTtoi ¢popmu, 3 060X 6OKiB MalOTh ITONEPeYHi PUCKH; 3 OOHOTO OOKY - TUCHEHHS 3
OBOMa JIOTOTHIIAMU KOMIIAHil.

dapMmakoTepaneBTHYHA rpyna. CenekTuBHi 6J10KaTOpX KasbIliEBUX KaHAJIIB 3 IPAMUMHU epeKTaMu
Ha cepluie, NOXigHi ¢eHinankinamiHy. Kop ATX CO8D AO1.

Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Bepanamin 6nokye TpaHcMeMbpaHHMW MOTiK ioHiB Kanbuil y KappgioMiouuTu Ta
KNiTWHW rnagkux M’'43iB cyguH. BiH 6e3nocepegHbo 3MeHwye notpeby Miokappa y
KMCH1 3a paxyHOK BMJIMBY Ha eHepreTtu4yHo 3aTpaTHi npouecu Metabonismy y
KNniTuMHax Miokappa Ta HenpsfiMMM YUHOM BIMJIMBAE Ha 3MEHWEHHS MNOCTHaBaHTaXeHHSA.
3aBOAKN ONMOKYBaAHHKW KanbUi€EBWX KaHaniB KNLTWMH rfagkol MycCKynaTypu KOPOHapPHUX
apTepin npunnue KpoBi OO MiokKapga MOCWMWETLCHA, HaBiTb Yy MOCTCTEHOTUYHUX
[infgHKax, Ta yCyBa€ETbCH CNa3M KOPOHAPHUX apTepin. AHTMrinepTeH3uBHA
epeKTUBHiCTb Bepanaminy 3yMoOBJSieHa 3MEHWEeHHAM Oonopy nepudepuyHux cyouH bes
30inbWeHHA 4acTOTM CepueBuUX CKOpoYeHb K pepnekTopHol BipgnoBipi. HebaxaHux
3MiH ¢i3ionoriyHmx BeNUYMH TUCKY KPOB1 He cnocTepira€erbcs. BepanaMin YMHUTL
BUPAXEHY aHTMApUTMiyHy Oil, o0cobnuBO NpM HagWIyHOYKOBiW apuTMii. BiH 3aTpumye
NpoBefeHHs iMnyNnbCy B aTPiOBEHTPUKYNAPHOMY BY3Mi, BHAcCNifoK 4oro, 3anexHo Bipg



TNy apuTMii, BiOHOBMKWETbLCA CUMHYCOBMM PUTM Ta/abo 4YacToTa CKOpPOYEHb WIYHOUKiB
HOpPMani3yeTbCcsa. HopManbHUM piBeHb YacCTOTU CepUEBUX CKOPOYEHb HE 3MiHIETbLCA
ab0 He3Ha4yHOW Mipo 3HUKYETbLCH.

dapmakokiHemuxka.

Bepanawminy rigpoxnopup siBisie co0010 palleMiyHy CyMilll, 1110 CKIaJa€eThCs 3 PiBHUX YaCTHUH R-
eHaHTioMepa Ta S-eHaHTioMepa. Bepanamin akTuBHO MeTabomi3yeTbcs. HopBepanmamin € ogHuM i3 12
MeTaboIiTiB, 1110 BU3HA4a0ThCS ¥ cedi, Mae 10-20 % dapMakosoriyHol aKTUBHOCTI Bepanaminy Ta
CTaHOBUTH 6 % BUBEOEHOTO IIpenapaTy. PiBHOBaXKHI KOHILIEHTpallil HOpBepalaMily Ta BeparnaMiiny y
II7Ta3Mi KPOBi € 0OfHaKOBMMHU. PiBHOBaXkHa KOHIIEHTpAIlid OCATAEThCS Yyepe3 3-4 [mHi micns
OaraTopa30Boro npuiioMy npemnaparty 1 pa3 Ha [o0y.

Abcopbuis

Bineime 90 % Bepamaminy micis mepopasbHOr0 IPUKUOMY IIBUAKO Ta MalKe MTOBHICTI0 BCMOKTYETHCS
y ToHKil kumi. CepenHs 6i0M0CTyIHICTE IIicIg 0OGHOPA30BOT0 IPHKXOMY BepaliaMily IPOJIOHT0BaHOl
Oil cTaHOBUTE NPUOIKU3HO 33 %, IO MOSICHIOETHCS €KCTEHCUBHUM MeTa0O0J1i3MOM IIPU IEPIIOMY
IPOXO/IKEeHH] uepe3 nevinky. biogoctynHicTs 36inmbIyeThCs y 2 pa3u micis 6araTopasoBoro
IIPUUOMY.

[Ticns npuiioMy BepamnaMiny IPOJIOHT0BAHOI [il MaKCUMaslbHa KOHIIEHTpAllisl BepanaMily y mia3mi
KPOBi locAraeThCsd Yyepes 4-5 roguH, HOpBepanaMiny - 4yepe3 5 roguH. [Ipuiiom 1Xi He BIIJIMBA€E Ha
OiomoCcTymHICTh Bepamnaminy.

Po3nodin

Bepanamisn muUpPOKO PO3MOMiNAETHCS B TKAHUHAX OPraHi3My, y 300pOBUX JOOPOBOJIBLIIB 00’'eM
pos3mopiny ctTaHoBUTH Bif 1,8 mo 6,8 n/Kr. 3B’g3yBaHHs BepamnaMiny 3 6iTKkaMu IIJ1a3Mu CTAHOBUTD
mpubau3Ho 90 %.

Memab6oai3m

Bepamawmin akTuBHO MeTabomi3yeThcsi. Y xomi mocimkeHb MeTabo11i3aMy in vitro BCTaHOBIIEHO, 110
Bepanamin MeTtaboidyeThcs 3a momomoroo nutoxpomy P450 CYP3A4, CYP1A2, CYP2C8, CYP2C9 i
CYP2C18. Tlicns mepopabHOTO IPUHOMY 300POBUME NOOPOBOJBISIMU YOJIOBiUOl CTATi BepanaMiny
rigpoxiopup 3a3HaBaB iHTEHCUBHOTO MeTab0/1i3My B IeUiHIli 3 yTBOpPeHHAM 12 MeTaboIiTiB,
OiNBIIiCTE 3 IKMX BU3HAYalacsd B CIiOBUX KinbKoCTaX. OCHOBHI MeTalomniTu Oy BU3HAYeHi K Pi3Hi
N- i O-meankinoBaHi mpomyKTu Bepamnaminy. Cepen nux MeTaboTiTiB TiIbKU HOpPBepanaMin YUHUTD
dapmakosnoriuny gito (mpubnusno 20 % mo4aTKoBOI CIIONIYKH), 1110 OYJI0 BCTAHOBIEHO V XOfi
OOCHiIXeHs Ha cobakax.

BusedeHHs

[licnisg mepopaIbHOTO IPUKOMY I1ePiof HalliBBUBEEHHS CTAaHOBUTH 3-7 roguH. biaussko 50 %
BBEIeHOl N03U BUBOMUTHCSA HUPKaMu ImpoTsaroM 24 rogus, 70 % - mpotsrom 5 gHiB. [1o 16 % mo3u
BUBOOUTHCS 3 peKamiamu. bausbpko 3-4 % npenaparty, 10 BUBOAUTHCSA HUPKaMU, BUBOJUTHCS Y
He3MiHeHOMY CTaHi. 3arajJbHUM KJIipeHC BepalaMily MaikKe TaKAi CaMUU BUCOKHUM, SIK i TEYiHKOBUU
KPOBOTIK, i cTaHOBUTH mpubnu3uo 1 n/rog/kr (mianasoH - 0,7-1,3 n/ron/kr).

Ocobaugi epynu nauieHmis

Himu. [aHi mono GapMakoKiHETUKY BepamnaMiiny y mitei oOMexeHi. [Ticis mepopanbHOTO



3aCTOCyBaHHS IIpenapaTy PiBHOBaXKHi KOHIIEHTpallil y m1a3Mi KPOBi TPOXYM MEHIII ¥ AiTel MOPiBHAHO
3 IOPOCIIUMH.

ITauienmu aimHbo20 8iKY. Bik MoXKe BI/IMBaTU Ha (hapMaKOKiHETUKY BepanaMiy y Malli€HTiB 3
apTepianbpHOIO rimepTeHsicio. [Tepion HamiBBUBeIeHHS M0OXe OyTH ITOIOBXKEHUH y MAIliEHTIB JIITHLOTO
BiKy. BCTaHOBIIEHO, 1110 aHTUTINIePTEH3UBHUM e(PEKT BepanaMily He 3ajIe’KUTh Bif] BiKy.

ITauieHmu 3 HupkKosotw Hedocmamuicmio. IlopyieHHs QyHKIIii HUPOK He BIIJIUBA€ Ha
(hapMakKOKiHETHKY BepanaMiny, o MpogeMOHCTPOBAHO Y XOfi MOPIiBHANBHUX OOCIIAXKEHb Y MaIli€HTiB
3 HUPKOBOIO HEJOCTATHICTIO TepMiHaIbHOI cTafil Ta 0cib 3 HOpMaabHOI PYHKIIEI0 HUPOK. Bepamamin
1 HopBepamaMisl He BUAIAIOTHCA 3a SOIIOMOTr 0 reMofiaisy.

ITauienmu 3 neuiHko80r Hedocmamuicmtio. [lepion HamiBBUBEOEeHHS 3POCTAE Y MAIli€HTIB 3
NOopyIIeHo0 QYHKII€I0 MeYiHKy 3aBAIKN HU3bKOMY KJIiDEHCY Ta BEeITMKOMY 00’eMy PO3IOAiny.

KniHi4yHi XapaKTepucTuKM.
lloka3zaHHs.

e Imemiuna xBopo6a ceplis, BKITI0OYal04u: CTabiibHy CTEHOKAP/ilo HAMIPYXKeHHS; HecTabimbHy
CTeHOKapAilo (mporpecyimda CTEHOKapis, CTEHOKapHis CIIOKOI0); BA30CIaCTAYHY CTEHOKAPHIilo
(BapiaHTHa CTeHOKapAis, cTeHoKappisa [IpuHiMeTana); mocTiHdapKTHY CTEHOKapHio y
malfieHTiB 6e3 cepieBol HeIOCTATHOCTI, SIKITO He IT0Ka3aHi b-ampeHo0610KaToOpH.

e ApuTMil: Tapokcu3MasbHa HagllTyHOYKOBa TaXikKappis; TPIMOTiHHSA/MepeXTiHHA epeacepab 3i
IIBUOKOI0 aTPiOBEHTPUKYIISIPHOIO MTPOBIOHICTIO (32 BUHATKOM cuHAPoMY Bonbda - [TapkiHCcoHa
- YVanita (WPW).

¢ ApTepiasnbHa rinepTeH3sid.

IIpomunoka3aHHsA.

e I'imepuyTnuBicTh 0O Bepanaminy abo 1o Oynob-SKOTo0 iHIIOr0 KOMIIOHEHTA IIpernapary.

e KaprioreHHuu IIOK.

e AtpioBenTpukynspHa 6mokapga II abo III cTynens (kpim maifieHTiB 3 QYHKI[IOHYIOUUM IITYYHUM
BOMIiEM PUTMY).

e CunpapoM cabKOoCTi CHHYCOBOTO By3jIa (KpiM MallieHTiB 3 QYHKIIIOHYIOUUM IITYyYHUM BOMiEM
pUTMY).

e CeplieBa HE[JOCTATHICTH 31 3HUKEHHSAM (Ppakiiil BuKugy Mexie 35 % ta/abo THCKOM
3aKJIMHIOBAHHS JIeTeHeBol apTepil Buire 20 MM pPT. CT. (KpiM BUIIAAKiB, KOJX 1i CTAHU BTOPUHHI
IIO0 HaAIUTyHOYKOBOI TaxXiKapAil, sSiKa Migga€eThCs Tepallil BepalaMiiom).

o QiOpunALis/TPINOTiHHS Iepencepab MPY HAsIBHOCTI MOOATKOBUX IPOBIMHUX HIISXiB
(manpuknag, WPW-cuagpom ta LGL-cuaapoM). ¥ Takux nali€eHTiB IPU 3aCTOCYBaHHI
BepanaMiny TigpoxJIOPUAY € PU3UK PO3BUTKY IUIYHOUYKOBOI TaXiapuTMii, BKITIOYa0Un
IIJTyHOYKOBY (iOpUIALiio.

e 3acTocyBaHHs y KoMOiHatii 3 iBabpaguHoM (quB. «B3aeMofis 3 iHIIMMU JTiIKapChKUME 3aCc06aMu
Ta iHII BUOY B3aEMOMIN»).

o ITig gac nikyBauHs I3onTHHOM® SR He 3aCTOCOBYBATH OHOYACHO BHYTPIlTHHOBEHHO
B-ampeH06I0KaTOPH (32 BUHSITKOM iHTEHCHBHOI Teparrii).



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

HocnimxeHHs MeTa00J1i3My BeparnaMiny rifpoxIopuay in vitro mokasaiw, 10 BiH MeTabomi3yeTbCs
nutoxpomoM P450 CYP3A4, CYP1A2, CYP2C8, CYP2C9 ta CYP2C18. Bepamnawmin € inribitopom
depmenTtiB CYP3A4 ta P-rnikomporeiniB (P-gp). [ToBimomsiiiocs mpo KIiHIYHO BaXKJIMBi B3aEMO[Iii 3
inribitopamu CYP3A4, 1110 CyIpoBOAKYyBaIUCS MiABUIIEHHIM PiBHSA BepanaMiny y mi1a3Mi KpoBi, Tomi
gK iHaykTopu CYP3A4 cipuyuHANY 3HUXKEHHS PiBHA BepalaMiny rifpoxXI0opuay y mia3Mi KpoBi, TOMy
HeoOXiHO ITPOBOJUTH MOHITOPUHT IIOMI0 B3a€EMOZII 3 iHmmMMu JlikapchkuMu 3acobamu. CyMmicHe
3aCTOCYBaHHS BepalaMinly Ta IIpemnaparis, sKi B 0CHOBHOMY MeTaboni3yioTbcst CYP3A4 abo €
cybctpaToM P-gp Moxke OyTU 1OB’sI3aHO 3 IiABUINEHHSIM KOHIIEHTPAIliMl IIperaparis, 10 MoxkKe
306inmbIyBaTH a0 MTOMOBXKYBATH SIK TepaleBTUYHi, Tak i HECTIPUATIINBI e(EKTH CYIyTHHOTO
mpernapary.

[ToTeHIiMHI B3aeMopil, TOB’s13aHi 3 papMaKOKiHETUKOIO

ITpa3osuH: migButenHs C,,, npa3o3uny (~40 %) 6e3 BIIUBY Ha Iepiof HaliBBUBENEHHSI. ATUTUBHUN
TiTOTeH3UBHUY €(EKT.

TepasosuH: migBuiieHHST AUC (~24 %) ta C,,., (~25 %) Tepa303uHy. AQUTUBHUY TIIOTEH3UBHUL
edexT.

XiHiOuH: 3MeHIIeHHS KJlipeHCy XiHiguHy (~35 %) npu nepopaibHOMY NpuoMi. MOXINBUY PO3BUTOK
apTepianbHOI rimoTeH3il, a y malieHTiB 3 rinepTpodiyH0I0 00CTPYKTUBHOIO KapaioMionaTi€io - HaOpsK
JIET€EHiB.

®ekaiHi0: MiHiMaTbHUY BIIJIMB Ha KilipeHC ¢ekaiHigy y mna3Mi Kposi (<~10 %); He BIIMBa€ Ha
KJTipeHC BepamnaMiny y miaa3Mi Kposi (muB. po3minn «OcoOIMBOCTI 3aCTOCYBAHHST»).

TeoginiH: 3HNKEHHS OPAIBHOTO Ta CUCTEMHOTO KiipeHcy npubnusno Ha 20 %, y KypuiB - Ha 11 %.

Kapbamasenin: nigpuienss AUC kapOamasemniny (~46 %) y mauieHTiB 3 pedpakTepHOIO
mapIliaabHOIO eIiNencielo; MaBUINeHHS PiBHIB KapOaMaseImiHy, 10 MOXKe BUKIIUKATH Mo0iuHi eheKkTH
KapOaMaseriny, Taki K OUIIOINis, TOIOBHUM 6inb, aTakcist ab6o 3arraMOpOYeHHS.

deHimoiH: 3HWKEHHS KOHIIEHTpallil BepanaMiny y mjaa3Mi KpoBi.
Iminpamin: 36inbmernss AUC (~15 %) iminpaMiny Oe3 BIJIMBY Ha aKTUBHUY MeTa0OJIiT Ae3upaMiH.
I'7i6ypud: migsuienus C,,,, raibypuny mpubau3so Ha 28 %, AUC - Ha 26 %.

MemcopmiH: omHOYaCHe 3aCTOCYyBaHHS Bepanaminy 3 MeT(opMiHOM MOXKe 3HUKYBaTH e(heKTUBHICTh
MeT(QOopMiHy.

KoaxiyuH: 36inemennss AUC (mpubnu3so y 2 pasu) Ta C,,,, (mpubnusHo y 1,3 pa3a) KoIXiuny.
PekxoMeHOy€eThCS 3MEHIIUTH J03Y KONXIUHY (AUB. iIHCTPYKIIO [JII MEAUYHOI'0 3aCTOCYBaHHS
KOJIXiLIUHY).

KaapumpomiyuH, epumpoMil,uH, meaimpomiuuH: MOXKJIMBE MiABUILIEHHS PiBHIB Bepamnamimny.

PugpamniyuH: MOXNIMBe 3HUKEHHS TinoTeH3uBHOr0 ePekTy. 3auxkeHHsI AUC (~97 %), C,..(~94 %) i
6i0mOCTYIHOCTI MicIist TepopaabHOT0 3acToCcyBaHHS (~92 %) Bepamaminy.

IlokcopybiyuH: Tpu OJHOYACHOMY 3aCTOCYBaHHI JOKCOPYOIIMHY Ta Bepamaminy (mepopabHo)
nigBuiryeTsess AUC (~104 %) ta C,,, (~61 %) mokcopyOilliHy y XBOPUX 3 OPiOHOKITITUHHUM PaKOM



JIETEHiB.

deHobapbima migBUILYE OpabHUM KITipeHC Bepanaminy y 5 pasis.
BycnipoH: 36inpments AUC ta C,,,, 6ycmiponyy 3,4 pa3a.
Midazonam: 36inbmenss AUC mima3onamy y 3 pasu ta C,,,- V¥ 2 pa3mu.

Memonposoa: 36inbiments AUC (~32,5 %) ta C,,,, (~41 %) MeTomposiony y MaIieHTiB 3i
CTeHOKapgi€io (quB. po3min «OcoBIUBOCTI 3aCTOCYBaHHS»).

ITponpaHonaoa: 36inements AUC (~65 %) ta C,,,, (~94 %) mpompaHoIoy y MallieHTiB 3i
CTeHOKapmiew (muB. po3min «Oco6IUBOCTI 3aCTOCYBAHHS»).

[Iu20KCuH: y 3MOPOBHUX MOOPOBOIBLIB 30inbiieHHs C,,, (~44 %), C,,, (=53 %), C (~44 %) i AUC
(~50 %) murokcuHy. PeKOMEHOY€EThCS 3MEHIIUTH 103y OUTOKCUHY (OUB. TAKOXK Po3min «Oco0IuBOCTI
3aCTOCYBaHHS»).

Lu2imoxcuH: 3MeHILIeHHS 3arajIbHOr0 KJIIpEHCY AUTITOKCUHY (~27 %) Ta eKCTpapeHalbHOT 0
KiipeHcy (~29 %).

ITumemuouH: 36inpmyeTbest AUC R-Bepanaminy (~25 %) ta S-Bepamnaminy (~40 %) 3 BignmoBigHUM
3HUXKEHHAM KiipeHCy R- Ta S-Bepamawminy.

Huxkaocnopun: 30insmenss AUC, C,,, Css HUKIOCIOPUHY NpUOIu3HO Ha 45 %.

Esepoaimyc: 36inbmennus AUC (mpubnu3sso y 3,5 pa3a) ta C,,,, (mpubnausso y 2,3 pa3a) eBepoiimycy.
36inpmenHs C,,,,, Bepanaminy (npubnusHo y 2,3 pasa). Moxe OyTu HeOOXiIHUM TOYHE BU3HAYEHHS
KOHIIEHTpAIllil Ta KOPEKIIisl 03U eBEPOIIIMYCY.

Cupoasaimyc: 36inbmennass AUC (mpubnu3sHo y 2,2 pa3a) cuponimycy, 36inpments AUC (mpubau3Ho y
1,5 paza) S-Bepamaminy. Moxe 6yTu mOTpiOHMM BU3HAYEHHS KOHIIEHTpPALiN Ta KOPEKIis 103K
CHUPOJIIMYCY.

Taxpoaimyc: MOXKIuBe 30inbIlIeHHs PiBHS BOTO MIperapary y maa3Mi KpoBi.

Jlinido3HudcysanvHi 3acobu [iHeibimopu I'MI-KoA-pedykma3su (cmamuHu)]: nikyBaHHs iHribiTopamu
'MI'-KoA-penykTas3u (HallpuKJiafi, CAMBaCTaTHH, aTOPBAaCTaTHH, JIOBAaCTaTUH) AJIS MAlli€eHTIB, IKi
IPUIMAaIOTh BepalaMis, C/Iif PO3NoYXHATH 3 HaMHUKYNX MOKJIUBUX 03 Ta TOCTYIIOBO 1X
306inmpIyBaTH. fAKINO NallieHTy, KWW BXKe npuiiMace iuribitop 'MI-KoA-penykrasu, HeoOXigHe
Ipu3HadYeHHs BepalaMiily, Cllif BpaxyBaTu HeoOxXigqHe 3HUKEHHS J03U CTAaTUHIB i migibpaTu
[O3yBaHHS BifITIOBITHO [0 KOHI[EHTPAIIil X0JIECTEPUHY Y IIJ1a3Mi KPOBi.

AmopsacmamuH: MOXKJIUBE MiABUIIEHHS PiBHSA aTopBacTaTuHy. ATopBacTtaTuH 30inbirye AUC
Bepamnaminy npubnusso Ha 43 %.

JlosacmamuH: MOXKIMBE MigBUILIEHHS PiBHS oBacTaTuHy. 36inmbiieHHs AUC (~63 %) i C,,, (~32 %)
Bepanamimny.

Cumeacmamut: 30inburenns AUC cuMBacTaTuHY npubnusHo y 2,6 pa3a, C,,, CHMBaCTaTHHY - y
4,6 pa3sa.

@ 1ygacmamuH, npagacmamuH ma po3ysacmamuH He MeTabomi3yoTbcs uroxpomMom CYP3A4 ta



MalTh MEHIITy MMOBIPHICTL B3a€MOZIl 3 BepamnaMiioMm.
Aamompunmad: 30inpuerass AUC (~20 %) i C,,,, (~24 %) anMoTpunTasy.

Cyb@iHnipa3oH: MigBUIIEHHS 0palbHOT0 KIIipeHCy BepanaMiny (Ipubiu3Ho y 3 pasu), 3MeHIIeHHS
6iomocTynHoCTi - Ha 60 %. MoxXe crocTepiraTucs: 3HUXKEHHS TiN0TEeH3UBHOTO e(EKTY.

[labieampaH: Bepamamin y ¢opmi Tab1eTok mposoHroBaHoi aii 36inemmye C,., (1o 90 %) Ta AUC (mo 70
%) mabiraTpany. I[TimBuilyeThCcsl pu3uK KpoBoTeUi. [Ipy 0IHOYACHOMY 3aCTOCYBaHHi 3 IepopaIbHUM
BepanamisioM Moxe OyTH MOTPiOHUM 3MeHIeHHS 003U fabiraTpany (OuUB. iHCTPYKIiO OIS MEIUYHOTO
3aCcTOCyBaHHS mabiraTpaHy 00 PpEKOMEH/Allil 3 MO3yBaHHS).

[HmIi mepopasnbHi aHTUKOAryIsaHTH npsaMol ail (TTATLI):

[TipBuiena a6cop6iiis ITAIIM, ocKinbKM BOHU € cyOcTpaTamMu P-gp, a TakKoX, SKIII0 3aCTOCOBHO,
3uuKeHe BuBeneHHs [TAI1]], saxi Mmetabomni3yoTbcsa CYP3A4, MOXKYTh IPU3BECTU A0 30iNbIIeHHS
cucteMHol 6iomoctynHocTi ITATI]I.

IesiKi maHi 4al0Th 3MOTY IPUITYCTUTH MOXKJIUBICTh 30i/IbIIIEHHST pU3UKY KPOBOTEYi, 0COOIUBO ¥
nalieHTiB 3 JogaTkoBuMU (pakTOpamMu pusuky. Moxe OyTu notpibue 3MeHmenHs po3u ITAII]I mpu
3aCTOCyBaHHI 3 TepopaJibHUM BepanaMiioM (OUB. iHCTPYKILO 71 MeJUYHOI0 3aCTOCYBAHHS LI0J0
no3yBaHHg [TAII]T).

IsabpaduH: omHOYACHEe 3aCTOCYBaHHS 3 iBaOpafiMHOM IIPOTUIIOKA3aHe Yepe3 NONaTKOBUM eheKT
3HUKEHHS 4aCcTOTH CeplebuTTs BepanaminoM mono edekty iBabpaguny (IuB. po3min
«ITpoTUIOKa3aHHSI»).

I'petingppymosuti cik: 36inpimyetbcss AUC R-Bepanaminy (~49 %) Ta S-epamnaminy (~37 %),
36inpimyeTthes C,,, R-Bepamaminy (~75 %) ta S-Bepanaminy (~51 %) 6e3 3minu nepiomy
HalliBBUBEJEHHS Ta HUPKOBOTO KiipeHcy. Crlif YyHUKaTU BXKUBAHHS I'PEUTI(PPYTOBOTO COKY 3
BepamnamiioM.

3eipobitll npodipasaeruti: 3meHIyeTbcss AUC R-Bepamaminy (~78 %) Ta S-Bepamaminy (~80 %) 3
BiIIOBImHUM 3HUXKEHHAM C, ..

11 B3aemogmil

ITpomusipycHi (BIJI) 3acobu: yepe3 30aTHICTh AesIKUX MIPOTUBIPYCHUX 3aC00iB, TAKUX SIK PUTOHABIP,
IpUrHiyyBaTH MeTa0o0JIi3M IIJ1a3MOBi KOHIIEHTpallil BepalaMily MoXKyThb 3pocTaTd. [Ipu3HadaTy 3
o0epexHicTI0. MoXe BUHUKHYTH HEOOXiIHICTh Y 3HUKEHHI 03U BepanaMiny.

JIimiti: mOBiKOMJIANIOCS PO MifiBUIEHY HEUPOTOKCHUYHICTS JIiTiI0 IPU OQHOYACHOMY 3aCTOCYyBaHHI
BepanaMily TigpoxJIOPUAY Ta JIiTiio 3 MiBUIIeHHSAM PiBHIB /TiTii0 y m1a3Mi KpoBi abo 6e3 Takoro.
OpHak y nalieHTiB, Kl IOCTIMHO IpUUMaNyu OGHAKOBY 403V JITiI0 IIepopaibHO, JO4aBaHHSA
Bepanamisny rigpoXJI0puay IPU3BOAUIIO N0 3HMXKEHHS PiBHIB JIiTit0 y my1a3Mi KpoBi. [lalienTy, mo
OTPUMYIOTh O0MABA JIiKapChKi 3aco0u, MOBMHHI mepe0yBaTH IIifl peTeIbHUM HaTJISIoOM.

Helipom’s308i 610kamopu: KIiHiYHi faHi Ta OCTigXXKeHHS Ha TBapWHAX CBiYaTh, 110 BepamaMiny
rigpoxopuy MoXe MOTEHII0BaTH aKTUBHICTh HEMPOM 130BUX 0710KATOPIB (KypapenomidoHuxX Ta
[enosIpu3younx). Moxke BUHUKHYTH HEOOXigHICTh y 3HUKEHHI 1031 BeparaMiy TigpoxIopumy
Ta/ab0 003U HelpoM's130BOr0 6110KaTopa IpyU ONHOYaCHOMY IX 3aCTOCyBaHHI.

Auemuscaniyuaos8a Kucaomad: MigBUINIeHA MOXKJIIUBICTh KPOBOTEUI.



Emanoa (ank020b): MigBUIIEHHS PiBHS €TAHOJY Y Maa3Mi KPOBi.

AHmuzinepmeH3ugHi 3acobu, diypemuku, 8a300us1amamopu: MOCUIIEHHS TilIOTEeH3UBHOTO e(DEKTY.

Oco6.1ueocmi 3acmocy8aHHs1.
TocTpuit iHGapKT MioKapna

[Tpemapart cJ1if 3aCTOCOBYBaTH 3 00EPEKHICTIO NallieHTaM 3 TOCTPUM iHpapKTOM MioKapaa,
yCKJTafiHeHUM OpafuKap/ielo, BUpaXkeHoo apTepianbHOIO TinmoTeH3ieo abo quchyHKIIiE0 JIiBOTO
IIJTyHOYKa.

CepiieBa 6110kafa/ aTpioBeHTPUKYAsAPHA 611oKana I cTymeHsi/ 6paguKapmis/ acuCTOmis

Bepanawminy rigpoxJiopup BIUIMBA€E Ha aTPIOBEHTPUKYJIIPHUM Ta CUHOATPiaJIbHUMI By3J/IHU Ta
IIPOJIOHTYE Yac aTPiOBEHTPUKYJISIPHOL MPOBIAHOCTI. 3aCTOCOBYBaTH 3 00EPEKHICTIO, Yepe3 Te 110
PO3BUTOK aTpioBeHTPUKyNsipHol 6okanu II um III cTymeHs (10 € mpoTUIIOKa3aHHIM) abo
OJHOIIYYKOBOI, ABOITYYKOBOI UM TPUIYYKOBOi Oi0Kagy HikKH [ica moTpebye BiIMiHM HaCTyITHUX 03
BepanaMisy TigpoxJIOpUAy Ta MpH3HaYeHHS BigNOBiHOI Teparii B pa3i moTpeobwu.

Bepanawminy rigpoxjopup BIIMBa€E Ha aTPiOBEHTPUKYJISIPHUM Ta CHHOATPiaJbHUM By3/IH Ta AyXKe
PiAKO MOXKe CIIPOBOKYBaTH BUHMKHEHHS aTpioBeHTPUKyIsapHol 61okanu II abo III cTynens,
OpaguKap[ilo Ta Hai3BUYalHO PiIKO - aCUCTOIi10. Binbil iMOBipHO, 110 TaKi cuMITOMYU OYOYTh
CIIOCTEpIiraTucs y Mali€HTiB i3 CHHAPOMOM CJTabKOCTi CHHYCOBOTO By3Jla (CHHOATpiallbHa By3JI0Ba
xBopo6a), AKUY YacTillle 3yCTPida€eThCs y MAlli€HTIB JIiTHLOTO BiKY.

AcucTomist y malieHTiB, sIKi He MaloTh CUHAPOMY CJTaOKOCTi CHHYCOBOT'O By3Jla, 3a3BUYal
KOPOTKOTpPHBAsa (Kinbka CeKyH[ abo MeHIIe), 3i CIOHTaHHUM ITOBEPHEHHSM M0
aTPiOBEHTPUKYJISIPHOTO BY3JI0BOTO a00 HOPMaJIbHOTO CHHYCOBOT'O PUTMY. SKIIIO Iie SBUILE He
IIBUIKOIINHHE, CJIifi HEraHo PO3MoYaTH BiANOBiAHY Tepamito (quB. po3min «I1o6iuHi peakiii»).

AHTHApUTMIYHI 3ac00u, b-ampeH06I0KATOPH

B3aemHe nocuneHHs KapAaioBaCKyIspPHUX e(peKTiB (MiABUILIEHHS CTYIIeHS aTPiOBEHTPUKYIIPHOL
O710KaM, 3HaYHe 3HMKEHHS 4aCTOTH CeplieBUX CKOPOYeHb, IT0sIBa CeplieBOl HEOCTAaTHOCTI, 3HaYHe
3HUKEHHS apTepianbHOro TUCKY). AcuMnToMaTAYHa Opagrkapmisa (36 yo/xB) 3 6ayKaiouum
nepefcepoHUM BOAIEM PUTMY CIIOCTepiranacs y HalieHTiB, 9Ki OTPUMYBaJIU CYIyTHIO Teparitn
OYHMMH KpaIIsiMy 3 TUMoJjojioM (b-agpeHo610KaToOp) Ha TJIi TiKyBaHHS BeparaMiny TigpoXIopuaoM.

IOUTrOKCUH

[Ipu ogHOYACHOMY 3aCTOCYBaHHI BepanaMiny 3 JUTOKCUHOM CIIif] 3MEHIIUTH J03y JUTOKCUHY (OUB.
po3min «B3aemois 3 iHIIUMY JTiIKAPCHKUMHU 3aco0aMu Ta iHIIM BUOX B3AEMOIIN»).

CeplieBa HeIOCTaTHICTh

[Tepen moyaTKoM JIiKyBaHHS BepallaMiioM HeoOXifHO KOMIIEHCYBaTU CeplieBy HENOCTATHICTh Y
MallEeHTIB i3 ¢pakiiero Bukuny Oinbire HixX 35 % Ta afeKBaTHO KOHTPOJIIOBATH IIPOTSITOM YChOTO
nepiony NiKyBaHHS.

Iari6itopu I'MI-KoA-penyKTa3u (CTaTUHU)



IuB. po3min «B3aemoist 3 iHIIMMY TiKapChKUMU 3aco0aMU Ta iHII BUOU B3a€EMOMIIN».

[MopyIieHHS HePBOBO-M' 930801 IPOBITHOCTI

Bepamawminy rigpoxmopup Ciif 3acToCOByBaTH 3 06€peXHICTIO IIPU HasiBHOCTI XBOPOO 3
NIOpPYIIeHHSIMHU HEPBOBO-M 130B01 MPOBigHOCTI (MiacTeHis (myasthenia gravis), cuaapoMm JlambepTa -
IToHa, mporpecyioda M’g30Ba guctpodis [lomieHa).

HupkoBa HENOCTaTHICThL

Xoua faHi miATBePIXKEeHUX MOPIBHAIBHUX OOCIIAXKEHb IT0Ka3aJiy, 1[0 HUPKOBa HEOCTATHICTL HE
BIUINBa€ Ha (hapMaKOKiHETUKY BepallaMily y [allieHTiB i3 TepMiHaIbHOIO CTafli€l0 HUPKOBOI
HEJO0CTAaTHOCTI, OyJI0 KillbKa IOBiMOMIIeHb, SIKi CBiTYaTh PO Te, 10 MallieHTaM i3 HUPKOBOIO
HEJOCTATHICTIO CJIiJ] 3aCTOCOBYBATH BepamaMmis 3 00epekHIiCTIO Ta IIif peTeTbHUM HaTISI0M.
Bepamnamin He BUBOOUTHCS 3a JOIIOMOIOI0 I'eMOfiai3y.

[leyinkoBa HeOOCTATHICTh

[NTauieHTaM 3i 3HAUYHUM NOPYIIEHHAM (YHKIil IEeYiHKHU CJIifl 3aCTOCOBYBATH BepamaMin 3
obepexHicTO (muB. po3min «Crocib 3aCTOCYBAHHS Ta O3U»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

YiTki Ta moOpe BUBYEHI MaHi 3aCTOCYBaHHS IIpelapaTy BaTiTHUM XiHKaM BifcyTHi. [JocigxKeHHS Ha
TBApUHAX He BUSBUJIU IPSIMOT0 a00 HEMPSMOro MIKiJIUBOTO BIIUBY CTOCOBHO PENPOAYKTUBHOL
TOKCUYHOCTi. OCKIJIBKY [aHi, OTpUMaHi B pe3yJbTaTi pePOAYKTUBHUX AOCIIAKEHb Ha TBapUHAaX, He
3aBXKAY MOXKHA eKCTPAIlOJII0BaT! Ha JII0AUHY, IIpenaparT CJIif 3aCTOCOBYBATH IIifl 4aC BariTHOCTL
TiJIBKY B pa3i HarajbHOI IOTPeOH.

Bepamnawmin npoHukae 4epes IJIALeHTy Ta BU3HAYAETHCS ¥ IYIOBUHHIM KPOBI.

Bepamawmin Ta #oro MeTa0oJIiTH IPOHUKAIOTE Y TPygHE MookKo. O6MekeHi faHi 00 epopaabHOT0
3aCTOCYBaHHS y JIIOAMHYU CBi4aTh, 110 [03a BepalaMiiy, sika Iolnaja€e B OpraHi3aM HOBOHAPOAXKEHOTO,
€ Hu3bK010 (0,1-1 % mo3u, mpuUMHATOL MaTip’10), TOMY 3aCTOCYBaHHS BepalaMily MOXKJIMBO CyMillaTi
3 rOLyBaHHAM IPYLLL0, ajle PU3UK [JI1 HOBOHAPOAKEHUX He MOXHA BUK/IIYUTH. 3BaXKal4u Ha PU3UK
IIOSIBY CEPHO3HUX NOOIYHUX peakiliii y HOBOHAPOIKEeHUX, SKUX TOAYIOTh I'PYA/I0, BepanaMin y mepion
rogyBaHHS I'PYA/II0 MOXKHA 3aCTOCOBYBATH TiIbKU Y pPa3i HaraibHOI MOTPeOu [y MaTepi.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakilil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIIMMHI
MexaHi3MaMu.

Yepes aHTUTINIEePTEH3UBHUM e(DeKT BepamnaMiny Tigpoxaopumy, 3ajekHO Bifl iHAWBiTyanbHOI peakiii,
3[aTHICTh KepyBaTU TPaHCIOPTHUMU 3acob0aMu, ITpalioBaTy 3 MexaHi3MaMu a0o MpaljfoBaTu B
He0e3neyHUX YMOBax Moxe OyTH ImopylieHa, 0COOIMBO Y MOYaTKOBiH ¢asi miKyBaHHS, TpU
NiABUIIEHH] N03U, IPU 3MiHi rIOTEH3UBHOTO IIpenapary, @ TaKoX IIpU OGHOYAaCHOMY IIPpUOMi
IperapaTy 3 ajJkorojeM. Bepanamin Moxe HifBUILYBaTHA PiBeHb aJIKOTOJII0 B I1JIa3Mi KPOBi Ta
YIOBLIBHIOBAaTH MOT'0 BUBEEHHS, TOMY [isl @JIKOTOJII0 MOXKe ITifCHUTIOBATUCS.



Cnoci6 3acmocyeaHHss ma do3u.

Ho3u migbupaioTh iHAUBIAYaNbHO [ KOXKHOTO IOPOCTIOro MalieHTa. [loOBroTpuBanuil KiHigHUN
IOCBif IIOKa3ye, 0 cepenHs 0o0oBa A03a IPU BCiX IOKa3aHHSIX cTaHoBMIA Bif 240 mo 360 Mr Ha
noGy. [Ipu moBroTpuBanoMy 3aCTOCYBaHHI IIpenapaTy cepelHs 1000Ba [03a He Ma€ IIepeBUILyBaTH
480 Mr, MOXNIHMBe JIHIlIe KOPOTKOYAaCHe MigBUIEHHS N03u. [IpemapaT Crifg npuiMaT He
PO3CMOKTYIOUM Ta HE PO3KOBYIOYH, 3 JOCTAaTHHOIO KiJIbKICTIO piAuHY (Hanpukian 1 CKIsiHKa BOOHU, B
JKOIHOMY BUIIAJKYy He T'peindpyToBUi CiK), Kpalle 3a Bce 1mif yac abo ogpasy micis igu.TabneTka
IiTUTHCS, i MOXKHA 3aCTOCOBYBATH IIOJIOBUHHY 03y 0€3 3MiHM (papMaKOKiHETUYHUX BIaCTUBOCTEM.

TwemiyHa xeopoba cepus

PekxoMeHngoBaHa fmo3a - Y Mexkax 240-480 mr Ha mo0y, po3minenux Ha 2 mputiomu: 0,5-1 TabneTka
I3ontury” SR nBidi Ha meHs. I3onTuH® SR CIIif 3aCTOCOBYBATH, KO HUXYi 03K He [Nal0Th 6akxaHoro
pe3ynbTary.

AprtepiasnbHa rinepTeHn3sis

PexomeHpoBaHa fi03a - y Mexax 240-480 mr Ha goOy, po3fineHa Ha 2 mpuiiomu. Hanpuknag: 1
Tabnetka IsonTury”® SR ofuH pa3 Ha [eHb BpaHIli (eKBiBaJeHTHO 240 Mr BepamaMiy rigpoXIopumy
Ha [00y). AKIo BiAmOBinb He3anoBiibHa, momaty e 0,5-1 TabneTky IsonTury® SR BBEeUepi
(exBiBanmeHTHO 360-480 Mr Bepamaminy rigpoxiopuny Ha mo6y).

ITapokcu3amanvHa HaAOWAYHOUKOBA maxikapdis, mpinomiHHsa/MepexmiHHA nepedcepdb

PekxoMmeHngoBaHa fo3a - Y Mexkax 240-480 mr Ha mo0y, po3fineHa Ha 2 MPUHOMHU:
0,5-1 Tabnerka IsonTuny® SR [Bivi Ha meHb. I3onTuH® SR CIIifl 32CTOCOBYBATH, KOJM HUXKYi 03K HE
IPU3BOIATH OO 3a0BUIBHOL BiITIOBIfI.

INopyweHHA pYyHKUII HUPOK

IoctymHi maHi HaBemeHi B po3mini «OcobMUBOCTI 3acTOCYBaHHS». [TallieHTaM 3 HUPKOBOIO
HEJOCTATHICTIO BeparaMiny rigpoXIopuy CIifl 3aCTOCOBYBaTH 3 00€PEKHICTIO Ta IIiff peTeTbHUM
HarIsgoM.

IMopyweHHA pyHKUII neviHKu

Y xBopux 3 00MeXKEeHO0I (PYHKITIEIO IEeYiHKY, 3aJIeKHO Bifl CTYIeHs TIXKKOCTI, i BepanaMiny
TiIpoXIOpUIy MOCUITIOETHCS Ta MOOOBXKYEThCS Yepe3 YIOBiTbHEHHS PO3Maay JIiKapChbKOro 3acofy.
Tomy B TakuX BUIIaKax JO3yBAHHS CJIiJ] BCTAHOBIIIOBATH 3 0COOIMBOI0 00€PEKHICTIO Ta PO3MOYNHATH
3 Masnux 03 (HapuKJIIaf, CrioYaTky 2-3 pa3u Ha fo0y mo 40 Mr (y BifmoBigHOMY [03yBaHHi,
Hampukiap Tabnetku Isontur® no 40 Mr), BignosigHo 80-120 Mr Ha no0y), muB. «OcobMUBOCTI
3aCTOCYBaHHS».

He 3acTocoByBaTu npemnapar y [OJI0XK€EHH] JIexKayu.
Bepanawminy rigpoxiopup He MOXXHa NIpU3HadYaT IPOTATOM 7 OHIB micis iHGapKTy MioKappa.

[Ticns TpuBasol Teparil mpemnapar CJif BiIMiHUTH, IOCTYIOBO 3HUXKYIOUX 003y. TPUBAJIICTh
JMiKyBaHHS BU3HAYAETHCS JiKapeM iHOWBiAyallbHO Ta 3a/Ie3KUTh Bifl CTaHy IallieHTa i mepebiry
3aXBOPIOBAHHS.



Himu.

IaHKX PO 3aCTOCyBaHHA mpernapaty Isontun® SR miTaM HeMae.

Ilepedo3yeanHns.

KniHiyHi nposisu: apTepianbHa rinoTeHsisi, 0paguKapmis o aTPioBeHTPUKYISPHOI 6JI0Kafu BUCOKOTO
CTYTIeHS Ta 3yIUHKHN CUHYCOBOTO By3JIa, TilepriikeMisi, CTynop, MeTaboIiYyHuN alu03 Ta TOCTPUi
pecnipaTopHu# aucTpec-cuHAPoM. CrocTepiraaucs CMepTelbHi BUTaAKKU B pe3yJbTaTi
nepeno3yBaHHS.

JIiKysaHHA nepedo3yB8aHHA 8epanaminy 2i0poxaopudy MOBUHHO OyTHU TOJIOBHUM YHMHOM
NiATPUMYIOYUM Ta iHAuBigyanbHUM. beTa-agpeHepriuda CTUMYALisS Ta/abo BHYTPIIIHbOBEHHE
BBE[IeHHS IIpenapaTiB KaJbIlilo (Kasbliio XJIopus) eheKTUBHO 3aCTOCOBYIOTHCS OIS YCYHEHHS
CHAMIITOMIB HaBMUCHOTO [Iepef03yBaHHS IPU IIepOpaIbHOMY 3aCTOCYBaHHI BepallaMiiy riIpoXIopUay.

Y pasi 3HauHol apTepianbHOl rimoTeH3il abo aTPiOBEHTPUKYIAPHOI 6710Kafu BUCOKOT'O CTYIIEHS
HeoOXiTHO 3aCTOCOBYBATH 3aco0u, 110 MigBUIIYIOTh apTepiaTbHUN TUCK (CYOUHO3BYKYBaJbHi), ab0
KapOioOCTUMYJIATOPH BiAmoBigHO. [Ipu acucTOoMil 0gHOYACHO i3 3BUYalHUMU 3aX0[aMU CIIif
3acTocyBaTu OeTa-agpeHepriuHy CTUMYIIALi0 (HalprKiaz i301poTePeHOTy TifpoXIopu), iHmri
Ba30IIpecopHi 3acobu abo ceplieBo-JIeTeHEeBY peaHiMalliio.

Yepe3 MOXKIMBE YIOBiIbHEHE BCMOKTYBaHHS Ta0JIeTOK MIPOJIOHTOBAHOI [Iii mallieHTaM peKoMeHoBaHa
rocmiTasisania Ta nepedyBaHHS Mif HaTrIsAoOM JliKaps yIpomoBx 48 roguH. BepamaMiny rigpoxmopup
He BUBOAUTHCS 3a [OMOMOTO0 reMofiani3y.

ITo6iuni peakuii.

[Tpo HUXKYe3a3HaueHi I00iYHi peakilii MOBiIOMIIANOCS ¥ XOMi KITiHIYHUX OOCIigKeHb, Iif Yac
IIOCTMapKeTUHTOBOTO 3aCTOCYyBaHHS Bepamnaminy abo mig 9ac IV ¢a3u KniHiguHux BUIpoOyBaHb.

II71s KOXKHOI CHCTeMU opraHiB no0iyHi peakilii Kiacu}iky0ThCS 3aI€3KHO Bifl 4aCTOTH BUHUKHEHHS:
nyxe 4acto (=1/10), vacto (=1/100 mo <1/10), HewacTo (=1/1000 mo <1/100), pigko (=1/10000 mo
<1/1000), myxe pigko (<1/10000), HeBinoMO (4aCTOTy HEe MOKHA BCTAHOBUTH 3 HAIBHUX [aHUX).

Haiibinpi yacTo crocTepiranucs Taki mo0idyHi peakiiil: ro10BHUY 0i/ib, 3alaMOPOYEHHS; IITYHKOBO-
KUIITKOBI PO3/Iafiu: HYy[I0Ta, 3amop Ta Oifib ¥ XKUBOTI; Tak0K OpafuKappis, TaXikapmis, BiguyTTs
cepuebuTTsI, 3HUKEHHS apTepiaTbHOTO TUCKY, TOYEPBOHIHHS/IPUIIIUBY, ITepudepuyHnii HaOpsSK Ta
BTOMJIIOBAHICTE.

3 60Ky iMyHHOI cucmemu: HEBIOMO - TillePYyTIUBICTb.

Heapoo2iuHi po3aadu: 4acTo - 3alaMOpPOYeHHSsI, TOJIOBHUI Oinb; pifKo - mapecTesis, TpeMop;
HEBiIOMO - eKCTpalipaMifanbHi po31agy, maparnid (TeTpanapes)*, IpUnagKu.

ITopyweHHsa 06MiHY peuyoguH, Mmemabo.ai3my: HEBIIOMO - TimepKamieMis.



ITcuxiyHi nopyweHHA: PIAKO - COHIUBICTD.
3 60Ky opeaHis cayxy ma eecmuby1pHO20 anapamy: PigKo - A3BiH y ByXaX; HEBIIOMO - BEPTUTO.

3 6oky cepueso-cyOuHHOI cucmemu: 9acTo - OpaguKapmisi, TOYEPBOHIHHS/IPUIIIVBY, 3HUXKEHHS
apTepianbHOTO TUCKY; HEYaCTO - BITUYTTS CepleOuTTs, TaxikapAisi; HEBiOMO - aTPiOBEeHTPHUKYISPHA
6nokapa I, II a6o III cTynens, cepiieBa HeJOCTAaTHICTh, 3yIIMHKA CUHYCOBOTO By3J1a, CHHyCOBa
OpapuKapmis, aCUCTOJIis.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi Kaimku ma cepedocmiHHA: HEBimOMO - GPOHX0CIIA3M,
OVCITHOE.

III1yHKOBO-KUWKOBI p03/1a0u: 4aCTO - HY[IOTa, 3all0PH; HeYacTo - 0ilb Y KUBOTI; PigKo - OII0BaHHS,
HEBIIOMO - TUCKOMGOPT y KUBOTI, KUIIKOBA HETTPOXiAHICTS, TilmepIiasis saceH.

3 6oky wkipu i niOwKipHOi KAiMKOBUHU: PiTKO - Tineprigpos; HeBigOMO - aHTiOHEBPOTUYHUM HaOPSK,
cuHpgpoM CriBeHca - [[2KOHCOHA, MyJbTU(OPMHA epUTEMa, MaKyI0ManyIb03HUY BUCHUII, aJlOTelis,

KPOIIKB’SIHKA, BiguyTTs cBepbexy, cBepbixK, mypmypa.

3 60Ky onopHO-pyx080i cucmemu i cnoay4HOI MKAHUHU: HEBIOMO - Miarisi, apTpanris, M’sg30Ba
cnabKiCTh.

3 60Ky HUPOK ma ce4o8udinbHOI cucmeMu: HeBiIoMO - HUPKOBA HEJOCTATHICTh.

3 60Ky penpodykmueHoi cucmemu ma MOA0YHUX 3d/103: HEBIIOMO - epPEeKTUIIbHA AUCQYHKIIiS,
TiHEKOMacCTis, raJakKTopes.

3aeanvHi po3aadu: 4acTo - mepudepuyHuit HaOpSIK, HEYaCTO - BTOM/TIOBAHICTh.

JlabopamopHi NOKa3HuUKU: HEBiIOMO - MiABUILEHHS PiBHIB MeYiHKOBUX (GEPMEHTIB Ta PiBHS
IIPOJIAKTHAHY B CUPOBATLi KPOBI.

*Y xofi moCTMapKeTUHTOBUX CIIOCTEPEekKeHb OOUH pa3 IMOBIJOMIISIIOCS PO Haparid (TeTpamnapes),
acoritoBaHu 3 KOMOIHOBaHMM 3aCTOCYBAHHSM Bepanaminy Ta Konxinuny. Lle Moxe 6yTu
00yMOBJIEHO TPOHUKHEHHSIM KOJIXII[UHY Yepe3 remMaToeHIedaniyauit 6ap’ep BHACTIMOK MPUTHIYeHHS
Bepanaminom CYP3A4 ta P-gp, muB. po3fmin «B3aemMofiia 3 iHIMKUMY NTiKapChKUMU 3aco6aMu Ta iHIIi
BUMHM B3aEMOMIN».

Tepmin npudamuocmi. 3 POKU.

YmMmoBH 30epirannsi. 30epiratu y HeOCTYIHOMY OJ1S OiTell Micli pu TeMmmnepaTypi He Buile 25 °C.

YnakoBka. ITo 15 TaGneTok y 6micTepi, mo 2 6micTepu y KapTOHHIN KOpPOOIIi.

Kareropis Bigmycky. 3a peLienToMm.
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