Ckian

Oilo4a peyosuHda: CUMBACTaTUH;
1 TabreTka, BKpUTa IJIiIBKOBOIO 000JIOHKOI0, MiCTUTh 20 MI' CHMBaCTaTUHY;

OONOMIJCHI peuoB8uHU: TaKTO3U MOHOTiApaT, KpoXMaJlb IpexkXelaTUHi30BaHUH,
oytunrigpokcianizon (E 320), kucnora nuMoHHa 6e3BOfHA, KMCJIOTa aCKOpOiHOBa,
KpoxMaJib KYKypyO3ssHUH, 1IeJ1i0JI03a MIKpOKpPUCTaliuHa, MarHilo creapar;

nsaiskoea 060/0HKA: TimpoMeo3a, TajlbK, ITPOMHiIeHTJIiK0JIb, TuTany miokcun (E 171).
JIikapcbKa ¢popmMa

TabeTKy, BKPUTI MJIIBKOBOIO 000JIOHKOIO.

OcHoOBHI (pi3uKo-xiMiuHi 81acmMuBoCcmi: KPYyTiIi, 371erKa OBOONYKIIi, 6iJIoro KOJIbopy
TabJIeTKH, BKPUTI MIJIiBKOBOIO 000JIOHKOIO, 31 CKOIIIEHUMHU KPasMU.

®dapMaKoTepalneBTHYHA Irpymna

lmomimimemiuni 3acobu, MOHOKOMITOHEHTHi. IHTibiTopu 'MI'-KoA-pegyKTa3u.

Kom ATX C10A AO01.
dapMakogHHaMiKa

[Ticnss nepopanbHOro IPUMOMY CUMBACTATUH i3 HEAKTUBHOI'O JIAKTOHY TiIPOJIi3y€eThCSA
y ImediHli Do BiATIOBiAHOI aKTUBHOI OeTa-TiIPOKCUKUCIIOTHOI (OPMH, SIKa Ma€ MOTYKHY
aKTUBHICTH y ranbMyBaHHI 'MI'-KoA-penykTasu (3-rigpoOKCi-3-MeTUI-riIyTapuil
KoeH3uM A penykra3u). Lleir pepMmeHT KaTanidye nepetBopeHHs [ MI'-KoA Ha
MeBaJIOHAT (IloyaTKoBa i J1iMiTyioda cTafil 6i0CUHTE3y X0JIeCTEPUHY).

ITigTBEepOXKEHO, 110 CUMBACTaTUH 3HUXKYE sIK HOPMaJibHi, TaK 1 MiABUILEH]
KOHIIeHTpallil TinonpoTeiniB Hu3bKol miinbHocTi (JITTHII). JITTHII] yTBOPIOIOTHCS 3
JIITOIMPOTeIniB ayKe HUu3bKOoi mrinbHocTi (JITIIHIIL) i mepeBakHO KaTabomi3ylOThCS
BUCOKOcCHnopigaeHumMu penentopamu JITTHII. Mexaniam JITITHIII-3HUKYBaIbHOT O
edekTy cuMBacTaTUHy MOxKe OyTH IOB’I3aHUM SIK 3i 3HUKEHHSIM KOHIIeHTpallii
xonectepuny JITIIHIT (X-JITIOHII), Tak i 3 ingykuieo penenTtopis JITTHIII, 1o
MMPU3BOOUTH OO CKOPOYEHHS IIPOAYKYBaHHSA Ta HiABUIIEHHS KaTab0J1i3My X0JIECTEPUHY
JITTHIII (X-JITIHIIT). Takox mpu 3aCTOCYyBaHHI CUMBaCTaTHUHY iICTOTHO 3HUKYETHCS
piBeHb anosinonporeiny B. KpiMm Toro, cuMBacTaTuH NOMipHO 30iJbIiIye piBeHb
XOJIECTEPUHY JInonpoTeifiB BUCoKol mmiinbHOCTI (X-JITIBII) i 3HMKYy€E piBeHb



TPUTIIILEPUAIB V¥ II71a3Mi KPOBi. Y pe3ynbTaTi IIUX 3MiH 3MEHIIYIOTHCS CIIiBBIOHOIIIEHHS
3aranbHOro xonectepuny go X-JITIBI] i X-JITTHII mo X-JITTBIII.

®dapMaKOKiHeTHKa

CuMBacCTaTHUH - HEAKTUBHUU TaKTOH, in Vivo JIETKO Tigpoi3yeThCs, YTBOPIOIOUHU OeTa-
TiIPOKCUKUCIIOTHUM MOTYKHUM iHribiTop [MI'-KOoA-pemykTa3u. ['imposi3 BimbyBaeThCs
TOJIOBHUM YMHOM Y IIE€YiHIli; IMIBUOKICTE TiApOJIi3y y IJIa3Mi KPOBI JIIOOUHU OyXKe
HU3bKA.

dapMaKOKiHETUYHI BIIaCTUBOCTI OLIIHIOBAJIN 3 y4YacCTIO gopociaux. PapMaKOKIiHETUYHI
OaHi 1040 OiTeur Ta OigJIiTKiB BigCyTHI.

Abcopbuisn

CumBacTaTHUH J00pe BCMOKTYETHLCS i IMiOmaeTbCsi eKCTEHCUBHIN eKCTpakKIlii y meviniri
IIpU IIEPBUHHOMY IIPOXOAXKEHHI. EKCTparyBaHHSA y IeUiHIll 3aJIeKUTh Bifl I€4YiHKOBOI'O
KPOBOTOKY. [TeyiHKa € OCHOBHUM MiclieM mil akTuBHOI ¢popmu. Iliciss mepopanbHOTO
MIPUIOMY CUMBACTaTUHY HasABHICTh O€Ta-TifPOKCUKHUCIIOTH Y CUCTEMHOMY KPYyT000iry
CTaHOBUTH MeHIe 5 % mo3u. MakcuMasibHa KOHIIEHTpallii aKTUBHUX iHTi0iTOPIB ¥
I1a3Mi KpOBi locsATaeThCs MPUOIU3HO Yyepe3 1-2 roguHu micss mpuiomy
cuMBacTaTuHy. CynyTHE BXKUBaHHS 12Ki He BIIJIMBa€ Ha abcopOi1iito mpenapary.

dapMaKOKiHETUYHI OOCIiAXKEeHHS IPUIOMYy OfHi€l abo KiTbKOX A03 CUMBaCTaTUHY
IoKas3aJH, 1110 micisg 6araTopa3oBOTr0 NPUNOMY IIpelnapaTry He BifOyBa€eThCSA
HaKONUYEeHHS JIiIKapChKOTro 3aco0y.

Po3noodin

3B’s13yBaHHSI CUMBACTAaTUHY Ta MOT0 aKTUBHUX MeTaboJIiTiB 3 6ilkaMu I11a3Mu KpPoBi
CTaHOBUTH = 95 %.

BuseoeHHs

CumBacTtaTtul € cyoctpatom CYP3A4. OcHOBHMMU MeTaboliTaMu CUMBaCTaTUHY Y
I1JIa3Mi KPOBI JIIOOUHM € OeTa-TifpOKCUKHCIOTA Ta 4 O0JaTKOBI aKTUBHI MeTabOJTiTH.
[Ticns mepopabHOrO IPUKOMY CUMBacCTaTUHY, MideHOro pafioakKTUBHUM i3oTomnoM, 13
% mpenapaTy BUBOOUTHCS i3 cedyelo i 60 % 3 dekamigamu mpoTarom 96 roguH.
PeyoBuHa, 3HalimeHa y pekanisax, aBiasie co00I0 YaCTUHY agcopOOBaHOTO JIiIKapChKOTO
3aco0y, 1110 BUBOOUTHLCA 3 2KOBYIO, Ta YaCTUHY Ipemapary, 1o He abcopOyBanach.
[Ticnss BHYTPIIIHBOBEHHOTO BBEAEHHS MeTaboiTy 6eTa-rifpOKCUKUCIIOTH MOT0 Mepiof
HamiBpo3maAy cTaHOBUTH 1,9 rogunau. Y cepenuasomy nuiie 0,3 % BHYTPIIIIHbOBEHHOI1
003U BUBOOMUTHLCS i3 ceyeto y ¢popmi iHTiGiTOPIB.



CuMBaACTATHUH aKTUBHO 3aXOIIJIIOETHCS I'eIaTOIIMTaMU 3a Jornomoror Hocig OATP1B1.

CuMBacTaTuH € cyocTpaToM edIIIOKCHOT0 HOCist 6ilTka pe3uCTEeHTHOCTI paKy MOJIOYHOIL
3ano3u (BCRP).

ITanieHT 0COOJINBUX I'PYIT

IToaimopgizm SLCO1B1

Y HociiB aneni ¢.521T>C reny SLCO1B1 cnocrtepiraetbcs 3MeHIIIeHa aKTUBHICTh
6inka OATP1B1. Cepenns ekcro3utlisi (AUC) rojiIoBHOTO aKTUBHOTO MeTabOoIiTy -
CHMBaCTaAaTUHOBOI KHCJIOTH - CTaHOBUTDL 120 % y retepo3urorHux HociiB (CT) aneni C i
221 % y romo3urotHux (CC) HOCIIB, TOPiBHAHO 3 MalliEeHTaMH, SIKi MalOTh
HaunomupeHimu reHoTut (TT). Anens C y €eBPONEUCHKiM MOMYIs1lil BUHUKAE 3
4acToToI0 18 %, nnpu 11boMy romo3uroTauil renotunt CC BUSABIIAIOTSH i3 4acToTOMO 1,5
%. Y nanieHnTiB i3 nonimop@dizmom reda SLCO1B1 icHye pu3uK MiABUIIEHOl €KCIIO3HUIil
CUMBACTAaTUHOBOI KUCJIOTH, III0 MOXKe 30i/bITyBaTH PU3UK PO3BUTKY PadooMioni3y
(muB. po3min «OcobGIMBOCTI 3aCTOCYBaHHSI»).

IToxa3zaHHSA

linmepxonecTepuHeMis

JIikyBaHHS MEePBUHHOI rinepxonectepuHeMii abo 3Mimianoi gucinigemii, sk
OOTIOBHEHHS MO HiETU, KOJIM BiATIOBiAb Ha Oi€TY Ta iHIII HeMeOgUKaMeHTO3Hi 3acobu
JIiKyBaHHS (Hampukiaf, (pi3udHi BIpaBy, 3HUKEHHSA MacCH Tijla) € HEOOCTaTHHOIO.

JIikyBaHHSI TOMO3UTOTHOI CiMEMHOI TinmepxoJjiecTepuHEMil, IK IOIMMOBHEHHS [0 Oi€TU Ta
IHIIIOT O JTiIiZO3HUKYBaJIbHOT O JIIKyBaHHS (HaNpukian, adepeldy MimifgiB HuU3bKO1
IIIJTBHOCTI), AKIIO TaKi MeTOOu JIIKyBaHHS He € IPUUHATHUMMU.

CepiieBo-cyorHHa npodinakTHuKa

3HUKEHHS CepleBO-CyONHHOI CMEPTHOCTI Ta 3aXBOPIOBAHOCTI y MAIli€HTIB 3 IBHOIO
aTEePOCKJIEPOTUYHOIO CEPLIEBO-CYANHHOIO XBOP00O0I0 ab0 IIyKpPOBUM fiabeToM, 3
HOpMaJIbHUMU a00 OiIBUIIEHUMU PiBHSAMU XOJIECTEPHUHY, K JOJAaTKOBA Teparis Oy
KOPEKIIil iHImmX (haKTOpPiB PU3UKY Ta OO iHII01 KapOioNIpPOTEKTHUBHOI Teparril (quB.
po3ain «®apMaKOJIOTiyHi BJIaCTUBOCTI»).

ITporunnoka3aHHs

e IimepuyTIUBICTh 4O CUMBACTaAaTHUHY ab0 A0 OyOb-IKOTO iHIIIOTO0 KOMIIOHEHTa
npemnapary.



e 3aXBOPIOBAHHS MEYiHKM Y TOCTPiM cTamii abo cTifike IMigBUILIEHHS PiBHS
TpaHCaMiHa3 y CUPOBaTIli KPOBI HEBIIOMOI'O I'€HE3Y.

e CynyTHi# npuiioM noTyxkHux iHriéiropiB CYP3A4 (mpemaparis, 1110 30iTbIIyIOTH
AUC npubnu3Ho B 5 pa3iB abo OinbIlie), TAKUX SIK iTpaKOHA30JI, KETOKOHA30]1,
II0CaKOHAa30JI, BOPUKOHAa301, iHriditopu BlJI-npoTeas3u (Hanpukiamg, HenldiHnasip),
Oorenpesip, TemanpeBip, epUTPOMIIUH, KITaPUTPOMIIINH, TEITITPOMIITHH,
Heda300H, Ta IiKapchbKuX 3aco0iB, 110 MicTATH KOOinMcTaT (OUB. PO3Mian
«B3aeMopmis 3 iHmMMU JTiKapChbKUMHI 3acoO0aMu Ta iHIII BUOW B3aEMOIiN» Ta
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

e CynyTHiN nputioM reMdiOpo3uny, HUKIOCIOPUHY abo maHa30i1y (OUB. PO3Oinu
«B3aeMomis 3 iHmIMMH JTiKapChbKMMH 3acoO0aMu Ta iHIII BUOW B3aEMOMIi» Ta
«OCcOoOIUBOCTi 3aCTOCYBAHHS»).

e BaritHicTh abo mepion rogyBaHHS Ipyanio (OUB. po3[in «3acTOCyBaHHS y Iepion
BariTHOCTi abo romyBaHHS T'PYOOI0»).

e [TammieHTam i3 TOMO3UTOTHOIO CiMelHOI0 rinepxonectepunemieio (I'oCI'), aki
OOHOYACHO OTPUMYIOTH JIOMITAlli[l i CMMBacTaTHH y mo3ax Oinbiie 40 Mr (ous.
po3minu «B3aemMomist 3 iIHIIMMHY JTiIKAPChbKUMHU 3aco0aMU Ta iHIIM BUOW B3aEMOIiN»,
«0OcobnmuBOCTi 3acToCcyBaHHI» Ta «CI10ci® 3aCTOCYBaHHS Ta JO3U»).

B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMH4 Ta iHIIIi BHOH B3a€EMoOIin

Bzaemopiro BuBUYau nullle y JOPOCIIUX.

IlekinbKa MexaHi3MiB Ail JIIKapChbKOT0 3aC00y MOXKYTh CIIPUSATHU IIOTEHIiMHINA B3aEMOZi1
3 iuribiTopamu I'MI'-KoA-penykTa3u. Jlikapchki 3acobu Ta mpernapaTd POCIUHHOTO
TTOXOJI2)KEeHHSI, SIKi TalIbMYIOTh feskKi mii depmenTiB (Hampukinan, CYP3A4) ta/a6o
TpaHcnopTepa (Hanmpuknan, OATP1B), MOXyTb 30iIbIINTU KOHIIEHTPAIIiI0
CUMBACTaTUHY Ta CUMBACTaTUHOBOI KMCJIOTH B IIJla3Mi Ta IPU3BECTHU OO ITiIBUIIIEHHSI
pU3UKY MiomnaTii/pabmoMionisy.

dapmakoOuUHaAMiuHi 83aemMo0ii

B3aemodis 3 2inosainidemiyHUMU AiKapcbKumu 3acobamu, siKi npu nputiomi okpemo
MOJCYymMb cCnpuyuHUmMuU mionamitro

Pu3uk po3BUTKY MiomnarTii, BKIIo4aio4du pabaoMioni3, 30imbIIyETHCSA IPU OTHOYACHOMY
3acTOCyBaHHi cuMBacTaTuHy 3 pibpaTamu i HiallMHOM (HIKOTMHOBa KucioTa) = 1
r/mo6y. OKpim TOTO, iCHy€ (papMaKOKiHETHYHA B3a€EMOIisa 3 reMdpiOpo3usioM, 1o
MMPU3BOOUTH MO 30iTbIIIeHHS PiBHS CUMBACTATHHY V ITa3Mi KpoBi. Hemae xomHOTO
ooKa3zy, 110 IPY OQHOYAaCHOMY 3aCTOCYBaHHI CUMBacTaTUHY i heHodiOpaTy pu3uK
PO3BUTKY MioIlaTil BUIIMH, HiK IIPY 3aCTOCyYBaHHI IUX npenapaTiB okpeMmo. [llomo
iHImmMXx pidpaTiB - HEMa€ HaJIe’KHUX JaHUX 3 PapMaKOHArIsAny i dapMakoKiHETUKU. Y



MMOOOUHOKUX BUITaIKaX BUHUKHEHHS MiomaTil/pabmoMiosnily acolLitoeThbCs i3 CyMiCHUM

3aCTOCYBaHHSM CHUMBACTaTUHY Ta JIIMiMO3HUKYBaabHOI o3u = 1 r/mo0y HiauuHy (OUB.

po3min «OcobIMBOCTI 3aCTOCYBAaHHS»).

dapmaKkokiHemu4Hi 83aemMooii

Pexkomenpaitiii gjisg 3acTocyBaHHS 3aco0iB, 10 BCTYIAIOTh ¥ B3aEMO/i0, HaBEOEHO y
TaOMuUIl HUXK4Ye (OUB. TAKOXK po3minu «ITpoTunokasanHusa», «OcoOIuBOCTI

3acTocyBaHHs» Ta «Croci® 3aCTOCyBaHHS Ta [MO3U»).

B3aemonisi 3 iHIIMMH JTiIKapChKHMH 3aC00aMH, IO aCOLUiI0ETHCS 3
NigBMIIIeHUM PU3UKOM Miomarii/padmomiosni3zy

Pe4yoBHHH, IO BCTYHAIOTh Y
B3a€EMOIiI0

PexoMeHnaanil

[ToTyxkHi inri6iTopu CYP3A4:
iTpakoHa30I1

KETOKOHAa30]1

IM03aKOHa30I1

BOPMKOHA30]1

epUTPOMILIUH
KJIaPUTPOMILIMH
TEIITPOMIIINH

iaridiTopu BlJI-npoTea3u (HendiHagip)
Oo1lenpesip

TeJlarpesip

Heda3000H

LIUKJIOCTIOPUH

maHa30J1

reMmdiopo3un

IIPOTHUIIOKAa3aHe 3aCTOCYBAHHS Pa3oM i3
CUMBACTAaTUHOM




[u1m1i pidbpatu (3a BUHSITKOM deHodiOpaTy)

He ITepeBUuIlyBaTu moneHHol mo3u 10 Mr
CHUMBACTaTHUHY

(Dy3I/I,'E[I/IHOBa KHCJIOTa

HE PEKOMEHOYEThCA 13 CHMBaCTaTUHOM

HianuH (HiKOTHHOBA KHUCJIOTA)

(= 1 r/moby)

He PeKOMEeHOYyEThCs MPU3HaYaTH Pa3oM i3

CHUMBACTAaTUHOM MalliEHTaM MOHTOJIOITHOI
pacu

AMiomapoH
aAMJIOOUIIiH
BépallaMul He nepesuillyBatu 20 MIr cuMBacCTaTUHY Ha
OUJITia3zeM noby
enbacsip
rpa3oIpesip
. He PEeKOMEHY€EThCS IIpU3HavaTH i3
HamnToMilluH
CHUMBACTaTUHOM
ITamientam i3 I'oCI' cuMBacTaTuH
JlomiTamifg IIpU3HavawTh y 0031 He Bulle 40 Mr Ha

no0y.

['peninippyTOBUH CiK

PEKOMEHOOBAHO YHUKATHU B2KHMBaHHA

Bnaus iHwux snikapcbKux 3acobi8 Ha cumMeacmamuH

B3aemodii 3 yuacmio CYP3A4

CumBacTaTuH € cyoctpaTtoM nutoxpomy P450 3A4. IToTyXKHi iHTi6iTOPU TUTOXPOMY

P450 3A4 migBumyloTh pU3UK BUHUKHEHHS MionaTii Ta pabmoMionidy BHACHiIoOK

3poctaHHAa KoHIeHTpanil [MI'-KoA-penykTa3u y mja3Mi M 4ac Teparil
CcUMBaACTaTUHOM. [[0 TakKuX iHri6iTOPiB HanexkKaTh iTpaKOHA30JI, KETOKOHA30]I,

IIOCAaKOHA30JI, BOPUKOHA30JI, EPUTPOMIIIHH,

KJIapUTPOMIIINH, TeIiTPOMIIInH, iHTi0iTOpU

BlJI-npoTtea3u (Hanpukiamn, HendiHaBip), Oolienpesip, Temanpesip Ta Heda30moH.

CynyTHi! IpUiOM iTpaKOHa30Jly IPU3BOAUTE IO 3POCTaHHS €KCIIO3HUIlil

CUMBACTAaTUHOBOI KUCJIOTH (aKTUBHOT'O MeTaboJIiTy 6eTa-rifpoOKCUKUCIIOTH) OinbIle

HiXK y 10 pagiB, TemiTpoMmilnuHy - Oinbire HixK y 11 pa3sis.




KomMm6iHallisa 3 iTpakOHa30/10M, KETOKOHA30JI0M, IT03aKOHA30JI0M, BOPUKOHA30JI0M,
inridiTopamu BIJI-ipoTea3u (HendiHaBip), OolemrpeBipoM, TeranpeBipoM
€PUTPOMIITMHOM, KJIAPUTPOMIIITMHOM, TEJIITPOMIIIMHOM, He(pa30JOHOM, a TaKOXK i3
remM$piObpo3uIoM, IIUKIJIOCIIOPUHOM Ta JaHa30JI0M NPOTUIIOKa3aHa (OUB. pO3Tis
«[TpoTunoKasaHHA»). AKINO JIIKyBaHHS MOTyKHUMHU iHTiOiTOopamu CYP3A4
(mpemapaTtamu, 1110 36inbiryioTh AUC y 5 pa3iB abo Oinbiile) HEMOXKIIUBO YHUKHYTH,
Tepalrilo CHMBaCTaTUHOM ITOTPiOHO MPUIIMHUTY Ha YaC NPOBEEHHS KypCy TiKyBaHHS.
3acToCcyBaHHSI CUMBACTaTUHY 3 A€SIKUMU iHIITUMU MEHII IIOTYKHUMMU iHTi0iTOpaMu
CYP3A4 (¢pnrokKoHaA30I0M, BepallaMijioM i OUITia3eMOM) CJIiJi IPOBOOUTH 3
obepexHicTio (OuB. po3ainu «OcoOIUBOCTI 3acTOCyBaHHSA» Ta «CIriocib 3acToCyBaHHS
Ta JO3U»).

D A0KOHA301

3pigKa ImMoBimOMIISIIIOCS IIPO BUIIQAKU BUHUMKHEHHS pabmoMiortidy, 110 acollitoBaBcA i3
CYIIyTHIM ITPUNOMOM CHUMBACTAaTUHY Ta QIIOKOHA30J1y (OuB. po3main «Ocob6mmBOCTI
3aCTOCyBaHHS»).

IMukaocnopuH

Pu3uk po3BUTKY MiomnarTii/pabmomiosnisy 3pocTae mpu MOEOHAHOMY 3aCTOCyBaHHi
IIMKJIOCIIOPUHY 3 CUMBaACTaTUHOM, TOMYy TaKe 3aCTOCYBaHHS IPOTUIIOKa3aHe (OuB.
po3ninu «IIporurnokalaHHsa» Ta «OCcoOIUBOCTI 3aCTOCYBaHHA»). X0o4Ua MeXaHi3M il He
IMOBHICTIO 3p0o3yMinuii, 6yso IIPoaeMOHCTPOBAHO, 10 ITUKIOCIOpUH 30inbirye AUC
inrioiTopiB I'MI'-KoA-penykTa3u. 36inbiieHHss AUC cuMBacTaTUHY BigOyBa€eThbCS
Hacamiiepen dyepes npurHiyenHss CYP3A4 ta/abo 6inka OATP1B1.

IaHa3zon

Yepe3 pU3UK PO3BUTKY MiomarTii i pabmoMiosni3y, 110 30iIbUIYETHCS IPU CYyIIyTHHOMY
3aCTOCyBaHHI JaHa30JIy 3i CKHMBaCTaTHHOM, TaKe 3aCTOCYBaHHS IIPOTUIIOKa3aHe (OuB.
po3ninu «IIpoturnokalaHHsa» Ta «OCOOIUBOCTI 3aCTOCYBaHHS»).

I'em@ibposun

I'em@ibpo3un 36ineirye AUC cuMBacTaTUHOBOI KMCJIOTH Y 1,9 pa3a, MOXKJIMBO, 4yepe3
raJbMyBaHHS KacKaAy peaklii rimoKypoHigalii Ta/abo 6inka OATP1B1 (gus. po3minu
«ITpoTunokasanHsa» Ta «OcobIMBOCTI 3aCTOCyBaHHs»). CyIyTHE 3aCTOCYBAaHHS 3
reMpiOpo3uIOM IIPOTUTIOKA3aHE.

dy3uduHo8a Kucsioma



Pu3uk miomarii, BKIo49aouu padbaoMiosni3, Moxke ITimBUITyBAaTHUCS IIifl 4YaC CYIIyTHLOTO
IPUNOMY CUCTEMHOI Py3UAUHOBOL KMCJIOTU Ta CTaTUHIB. CyIIyTHIM IPUNOM IIi€l
KoMOiHaIlil MoXKe CIIPUYUHUTH ITiOBUIEHHS KOHIIeHTpallili 000X ImpenapariB y mi1a3Mmi
KpOBi. MexaHi3M Takol B3aeMOZil moTemnep HeBigomuii. [Ipu 3acToCcyBaHHI
CUMBACTaTHUHY MMOBIIOMJISJIOCS PO ITOOAWHOKI BUMIAJAKU PO3BUTKY pabmoMiostisy
(BKJTIOYAIOYHM JIeTasIbHi BUIamKH). SKIIO BBAXKA€ETHCS 3a HeoOXigHe 3aCTOCyBaHHSI
(Gy3unrnHOBOI KMCIIOTH, JIIKyBaHHSI CHMBACTaTUHOM CJIil IIPUIINHUTH Ha IIey 4Yac
Teparil (muB. po3min «OcobIMBOCTI 3aCTOCYBAaHHS»).

AMioOapoH

Pu3uk miomnaril Ta paboMioni3y migBUIIYETHCSA il 4YaC CyIIyTHHOTO IPUHAOMY
CUMBACTaTHUHY 3 amMiogapoHoM (OuB. po3ain «OcoOIUBOCTI 3aCTOCYBaHHA»). Y IIpoIieci
KJIIHIYHOTr 0 OOCIIiAXKeHH [P0 MionaTito noBigoMunu 6 % mailieHTiB, AKi npuuManu
cuMmBacTtaTtuH 80 Mr Ta amiogapoH. ToMy no3a cMMBacCTaTUHY He IIOBUHHA
nepesuiryBatu 20 Mr Ha goOy OJis MAIli€HTIB, SKi IPUKUMAIOTh 1IeM IIpenapaT CyIIyTHbO
3 aMiogapoHOM.

biaokamopu Kaavuyiesux KaHania
e Bepanamin

Pu3uk BUHMKHEeHHSs Mionartii i pabmomionidy 30iIbIyETHCS IPU CYITyTHHOMY
3aCTOCyBaHHi BepamaMiny i3 cuMmBacTaTuHOM Yy 0o3i 40 abo 80 Mr (ouB. po3min
«OcobOnMUBOCTI 3aCTOCYBaHHA»). PapMaKOKiHETUYHI OOCIiIXKEeHHS IT0Ka3allu, 110
OOHOYACHE 3aCTOCyBaHHS BepamnaMily IIPU3BOAUTD A0 30iNbIllIeHHS €KCIIO3UIIil
CHMBACTATUHOBOI KHMCJIOTH B 2,3 pa3a, HacaMIiepen dyepe3 npurHiyenHuss CYP3A4.
TakuM YMHOM, [[03a CUMBACTAaTHUHY He ITIOBUHHA ITepeBunryBatu 20 Mr Ha o0y Oiis
Mali€eHTiB, Ki IPpUUMalOTh 1IeH IIpelapaT CYIyTHLO 3 BepanaMijioM.

e Jlunmiaszem

Pu3uk BUHMKHEHHS MionarTil #1 pabmoMiosni3y 30ilIbIIyETHCS IIPU CYITYTHHOMY
3aCcTOCyBaHHIi gusTiazeMy Ta CUMBacTaTUHY y go3i 80 mr (gquB. po3min «OcobmuBoCTi
3acToCyBaHHsA»). Y (hapMaKOKiHETUYHOMY OOCIiAXKEeHHI CYIyTHIN IPpUIOM OUJITia3eMy
CIIPUYHUHSAB 3POCTAaHHSA €KCIIO3UIil CMMBACTaTHHOBOL KUCJIOTHA ¥ 2,7 pa3a, HacaMIiepe[
yepe3 npur”idveHHs CYP3A4. TakuM 4UHOM, [OJid IIALi€HTIB, IKi OTPUMYIOTh CYIIYTHE
JIIKyBaHHS OUJITia3€MOM, J03a CUMBaCTaTUHY He IOBHHHA nepeBulyBaTtyu 20 MI Ha

no0y.

e AMao0uniH



[TamieHTH, AKi IPUUMAOTh aMJIOOUIIIH CYIIyTHHO i3 CUMBaACTaTUHOM, MalOTh
MigBUIIEHUU PU3UK PO3BUTKY MiomarTil. Y papMakKOKiHETUYHOMY OOCIHiAXKEHHI
CYIIyTHi¥M IIPUNOM aMJIOOUIIIHY COPUYUHSB 3POCTAaHHS €KCIIO3UIlil CUMBACTaTHHOBO1L
kucnotu y 1,6 paza. Tomy go3a cuMBacTaTHUHY He ITIOBHHHA IepeBulllyBatu 20 MI Ha
noOy OIS MallieHTiB, sIKi IpUXMalOTh 1lel IIpenapaT CynyTHLO 3 aMJIOOUIIiHOM.

Jlomimanio

Pu3uk miomartii Ta pabmoMiosti3y migBULIIyETHCSA TPU OMHOYACHOMY 3aCTOCyBaHHI
JIOMiTallily Ta CUMBacCTaTUHY (OuUB. po3minu «IIpoTurokalanusa» Ta «OcoOIUBOCTI
3acTocyBaHHA»). OTKe ans namierTis i3 'oCI' mpu ogHOYacHOMY IIpU3Ha4YeHHi 3
JIOMiTalliloM J03a CUMBACTaTUHY He MOBUHHA mepeBulllyBatu 40 Mr Ha mo0y.

ITomipHi iHeibimopu CYP3A4

[TamieHTH, Ki MpUMalOTh iHIIi JTiKapchKi 3acobu, 1110 MaloTh TOMipHUM iHTiOyI0Uni
ederT Ha CYP3A4, CcynyTHRO i3 CHUMBACTaTUHOM, OCOOJIMBO 3 BUIITUMHU 103aMU
CUMBACTATHUHY, MAlOTh HMiIBUIIIEHUN PU3UK MMOSIBU MionaTii (DuB. po3min «OcobmuBOCTI
3aCTOCyBaHHS»).

IH2ibimopu mpaHcnopmHozo 6iaka OATP1BI1

CumMBacTaTHHOBA KHUCJIOTaA € cyOcTpaToM TpaHcrmopTHoro 6inka OATP1B1. CynyTHe
3aCTOCYBaHHS JiKapChKUX 3aco0iB, IKi BifoMi SIK iHTi0iTOpY TpaHCHOPTHOTO OinKa
OATP1B1, moxke npu3BOOUTH A0 30iIbIIIEHHS KOHIIEHTPAIlil CHMBAaCTaTUHOBOI KUCJIOTHU
y IJIa3Mi KPOBi ¥ OO HiABUIIEHHS PU3UKY PO3BUTKY MiomnarTil (QUB. po3dinu
«I[TpoTunokasaHHsa» Ta «OCoOOIMBOCTI 3aCTOCYyBaHHS»).

IH2i6imopu binka pe3aucmeHmHocmi paky MmoaouyHoi 3an03u (BCRP)

OmHOYacHe 3acToCyBaHHs 3 iHridiTopamu BCRP (BKiTI0oYarouu JTiKapchKi 3acobu, sKi
MicTSATh esibacBip ab0 rpa3oIpeBip) MoxKe IIPU3BECTH [0 HMiABUINEHHS KOHIIEHTPAIlil
CHMBaCTATHUHY Y IIJIa3Mi KPOBi Ta HMiABUIIIEHHS PU3UKY PO3BUTKY MiomaTil (AuB.
po3zxinu «Oco6IuBOCTI 3acTOCyBaHHA» Ta «Crocib 3aCTOCYyBaHHS Ta JO3U»).

IanTtominmH. Bunagku miornatii Ta/abo pabaoMiostidy crocTepiraaucs IIpu CyIyTHbOMY
npuiioMi iHriditopis 'MI'-KoA-pengykTa3u 3 mantoMinuHoM. Cifi JOTPUMYyBaTUCS
00epeKHOCTI IIpu IMpu3HadeHHi iHri6iTopiB 'MI-KoA-pefykTa3u 3 JalTOMIIIUHOM,
OCKIiNmbKM OyOb-sIKUM 3 HUX MOXKe BUKJIMKATHU MiomaTiio Ta/abo pabmoMioni3 npu
3acTocyBaHHI okpeMo. [TamienTaM, Kl 3aCTOCOBYIOTH HAIITOMIIIUH, CJIii TUMYaCOBO
IPUIYIIVHUTHU 3aCTOCYBaHHA CUMBaCTaTUHY.

HiauuH (HikomuHoB8a Kucsioma)



PigkicHi Bunagku miomnarii/pab6momMiostidy acoriroBaaucs i3 CynyTHIM IpUHOMOM
mimimomonugikyBanbHUX 103 (=1 r/molby) HialnuHy (HiIKOTMHOBOI KMCJIOTH). Y ITPOIIeci
(papMaKOKIHETUYHOI'O OOCIIIAKEHHS CYIIyTHIM IPUUOM OOGHOPA30BO JO03U 2 T
HiKOTMHOBOI KMCJIOTH IPOJIOHTOBAaHOI [il i3 cuMBacTaTuHoM 20 MTI IPUBIB OO
nomipHoro nigsumieHHss AUC cuMBacTaTUHY i CHMBaCTaTUHOBOI KMCJIOTH Ta
nmoka3HuKa Cmax CHMBACTAaTHHOBOI KHMCJIOTH Yy IJIa3Mi KPOBI.

I'petinppymosutl cik

Cik rpeundpyTa OPUTHiUy€ aKTUBHICTb HUTOXPOMY P4503A4. B:xKuBaHHS BEJTMKUX
KinbkocTen (Oinbire 1 11 Ha goOy) rpeundpyToBOro COKy y HOEOHAHHI 3 IPUMOMOM
CHUMBAaCTaTUHY MOK€e IPU3BECTU [0 IMiABUIIIEHHS [il CHMBACTAaTUHOBOL KUCJIOTU Y 7
paziB. BxkuBauHs 240 MJI rpedndpyToBOrO COKY 3paHKYy Ta 3aCTOCyBaHHA
CUMBACTaTHUHY BBeUepi TaK0OXK IIPU3BOAUIIO Ho 30inbireHHd ail v 1,9 paza. Tomy
HeoOXimHO YHUKATU BXKUBaHHS COKY rpedndpyTa IIpu 3aCTOCyBaHHI CUMBaCTaTUHY.

KoaxiuyuH

[Tpu cynyTHHOMY IPUMOMIi KOJIXIIIMHY Ta CHMBACTaTUHY Y XBOPUX Ha HUPKOBY
HeIOOCTaTHICTh CIIOCTepiraaucs BUIAaAKU BUHUKHEHHS MioIaTili Ta pabgomionidy. 3a
MalieHTaMu, siKi TpuiMalTh TaKy KOMOiHallito JTiKkapchKUX 3ac00iB, PEKOMEHOYEThCS
PEeTeNbHO HarlsanaTy.

PugamniyuH

Ockinpku pudamMoinul € noTyKHUM iHOYKTOpoM CYP3A4, y mallieHTiB, Ki JOBruu 4ac
oro nmpuiMaloTh (HaopUKJiamd, Tepalisa TyOepKyIb0o3y), MOXKe BUHUKHYTHU BTpaTa
e(peKTUBHOCTI cUMBacTaTuHY. Y PapMaKOKiHETUYHOMY AOCHIAXKEHHi y 3TOPOBUX
noO6poBobIliB AUC cuMBacTaTUHOBOI KUCIOTH 3MeHIunacs Ha 93 % Opu cynyTHOMY
IpuiioMi 3 pudaMIITinguHOM.

Bnaue cumeacmamuHy Ha ¢papMakokiHemuky iHWuUx aikapcvkKux 3acobis

CuMBacCTaTHUH He YUHUTHh NPUTHIYYBaIbHOI ail Ha nuToxpoM P450 3A4. TakuM YUHOM
OUiKYETHCS, III0 CUMBACTaTUH He BIOJIMBAaTHUMeE Ha I1JIa3MOBi KOHIIEHTpallil pe40BUH, SKi
MeTaboi3yI0ThCS 3a HOIIOMOroio nurtoxpomy P450 3A4.

ITepopaavbHi aHMukoazyAssHMu

Y OBOX KITiHIYHUX OOCIHIiOXKEHHSIX, B OTHOMY 3 SIKUX Opasii y4acThb 3TOPOBi
noOPOBOIIBIli, a B iHIIIOMY - XBOPi Ha TrirepxonecTepuHeMito, OyI0 BCTaHOBJIEHO, III0
cUMBacCTaTUH y [03i 2 -40 Mr/go0y IMOMipHO ITOCUITIOE [il0 KyMapuHOBUX
AHTUKOAryJsHTIB: IPOTPOMOiIHOBUU Yac, BUpPaXXeHUH 3TiTHO 3 MiXKHAPOOHUM
HOpMaJii3oBaHuM BigHOmeHHSM (MHB), 36inpmuBcsa 3 6a30Boro 3HaueHHsd 1,7 mo 1,8y



3MOPOBUX AOOPOBOBIIB i 3 2,6 mo 3,4 y mamieHTiB. [ly:Ke piTKo MOBiZOMIISIIIOCS PO
BUnagku migsuiieHHa MHB. V naiieHTiB, siKi npuMaTh KyMapUHOBI
AHTUKOATYJISTHTHU, [0 II0YaTKYy JIiIKyBaHHS CUMBaCTaTUHOM HeOOXiqHO BU3HAYUTHU
MPOTPOMOIHOBHUY YacC, a IOTIM JOCIiAXKYBaTHU MOTO IMPOTITOM ITI0OYaTKOBOTO Iepioay
JIIKyBaHHS 3 METOI0 BUSIBIIEHHSI MOXKJIMBHX iCTOTHUX 3MiH IIPOTPOMOiIiHOBOTO Yacy.
[Ticnst migTBEpOKEHHS CTabiNbHOCTI MPOTPOMOIHOBOT'O Yacy JOCiIXKEeHHS ITPOBOASATh
yepes iHTepBa/iu, peKOMEeHOBaHi [IJIA NallieHTiB, AKi IpUUMal0Th KYMapHUHOBI
QHTUKOATYJISHTH. JKIIO MO3y CUMBACTAaTUHY 3MiHEeHO ab0 MOoro mpUiioM NPUIINHEHO,
HeOoOXigHO 3HOBY HiATBEPAUTH CTAOIMBHICTL IPOTPOMOiIHOBOTO Yacy. JIikyBaHHS
CUMBACTaTUHOM He IIO0B’I3yBaJioCcsd 3 BUHUKHEHHSM KpoBOoTed abo 3i 3MiHaMu
OIpoTpOoMOIiHOBOTO YacCy y NallieHTiB, SKi He IpU¥MaJId aHTUKOATryJISHTIB.

Oco006/IMBOCTi 3aCTOCYBaHHS

Mionamis/pabdomioni3z. CuMBacCTaTUH, sK i iHmi iuribiTopu 'MI'-KoA-penykTasu,
MOKe CIIPUYUHUTU MiOmaTiio, 110 MPOSIBIISETLCSA Y BUTISAI M sI30BOT0 OOJTIO,
XBOPOO/IMBOCTI ab0 c1abKOCTi Ta CYIPOBOAXKYETHCS 3POCTAHHIM aKTUBHOCTI
KpeaTuHKiHa3u Oifbllle HiXK y OecsiTh pa3iB BUIlle BepXHbOI1 Mexki HopMu (BMH).
Miomnartist iHomi HabyBae popmu padbmomiostizy 3 a6o 6e€3 rocTpoi HUPKOBO1
HeIOoCTaTHOCTi, 00yMOBIIeHOI MioTT100iHypi€Io; AyKe PigKo MOBiHOMIISIIOCS IIPO
JieTalbHi BUMMagKU. Pu3uk Mionartii 30iIbIIy€eThCS BHACIIIOK BUCOKOI iHTi0yI04O0i1
akTuBHOCTI mono I'MI'-KoA-penyKTasu B Ij1a3Mi KPOBi (IIiOBUILIEHHS PiBHSA
CUMBACTaTHHY Ta CUMBACTaTUHOBOI KMCJIOTH B I1JIa3Mi KPOBi), III0 4aCTKOBO MOXKEe
OyTu IIOB’sI3aHe i3 B3a€EMOIi€I0 3 TiKapChbKUMM 3aco0aMi, SIKi IIepelIKoaKaloTh 00MiHy
pedoBUH Ta/ab0 TPAHCHOPTY CUMBACTATUHY (OUB. po3min «B3aeMomisa 3 iHIIMMHT
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3AaEMOIiN»).

Ak iy Bunagky 3 inmuMmu inriéitopamu I'MI'-KoA-penyKkTa3u, pusuK PO3BUTKY
MionaTii/pabgoMionily 3ajieskKuTh Bifl 03U Ipemnaparty. Y 0a3i maHuXxX KITiHiYHUX
OOCITim»KeHb, V IKuX 41413 maIlieHTiB mpuManyu cuMBacTaTuH, 24747 (nmpubnu3ro 60
%) 3 ssKkuX OyJIM 3a7y4eHi 1o OOCIim»KeHb i3 cepegHiM ImepiogoM CIIoCTepPeKeHH ST
IMPpUHaANMHI 4 POKH, YaCcTOTa IMOSBU MiomaTili ctaHoBuia nmpubdmausxo 0,03 %, 0,08 % Ta
0,61 % BigmosigHO mpu mo3ax 20, 40 ta 80 Mr Ha goOy. ITig Yac UX OOCIHiaXKeHb 3a
ralliEHTaM1 PeTENbHO CIIOCTepiranu Ta OyIu BUKIIIOUEHI [esKi TiKapchKi 3acobu, 1110
BCTYyIIaJId YV IIOTEHLINHY B3a€EMOMI0.

Y npoiieci KIiHIYHOTO OOCTIAXKEHHS, B AKOMY HallieHTH 3 iHpapKTOM MioKaphia B
aHaMHe3i npuiimManu cuMBacTtaTuH 80 Mr Ha o0y (cepenHil mepion CIIoCTepexREeHH
6,7 POKYy), yacToTa MiormnaTii ctaHoBusa nmpubnusxo 1,0 %, nopiBHsSHO 3 0,02 % mns
naiieHTiB, sgKi npuiimanu 20 Mr Ha go0y. [Ipu61M3HO MOIOBUHA 3 ITUX BHUIIAAKIB
MiomarTii Majia MicIle TIPOTSTOM IIEPIIOro POKY JiKyBaHHs. YacToTa MMOsiBM MiomarTil
IIPOTATOM KOXKHOT'O HaCTYIIHOTO POKY JIIKyBaHHS cTaHOBUJa npubnu3Ho 0,1 % (mus.



po3ninu «®apMakKoJoTiuHi BlacTUBOCTI» Ta «ITo6iuHi Ta peakiIii»).

Pu3uk nosiBu Miomartii OinbIIN# y MalliEHTIB, sKi npuiiMaloTh 80 MI CHMBaCTaTUHY,
IIOPIBHSHO 3 TaKUM Y IALIIE€HTIB, IKi OTPUMYIOTH Tepallilo IHIIIUMHU CTaTUHaAMU 3
nmonibHo ePeKTUBHICTIO 1100 3HUXKEHHSA xonectepuny JIITHII. Tomy mo3y
npemnapaTty 80 Mr moTpi6HO 3aCTOCOBYBATH TiIbKU MAIliEHTaAM i3 TAXKKOIO
rinepxosyieCTepruHEMI€0 Ta 3 MiABUIIEHUM PU3UKOM CEpPLIeBO-CYOUHHUX YCKJIagHEHD,
SIKi He JOCATNIN e(deKTy Bifl JTiKyBaHHS HUXKYKUMU J03aMU, KOJIM OYiKYETHCS, III0
KOPHUCTH IIepeBaxKaTuMe IIOTEHLINHI pu3uKu. g mamieHTiB, IKi IpunMaTb
cuMmBacTaTuH 80 MT i SKUM IOTPiOHA CyIyTHS Tepallis, C/Ii 3aCTOCOBYBaTU HUXKYY
O0o3y CUMBacCTaTUHY abo iHIIMM CTaTUH 3 MEHIIIUM ITIOTeHIliaJiloM B3aEMOZII 3
JIIKapChbKUMHU 3aco0amMu (OUB. HUXKYe «3aXOOM 100 3HUKEHHS PU3UKY PO3BUTKY
MiomarTii/pabmomionizy», nuB. po3ainu «I[IpoTunmoka3saHHs», «B3aeMomis 3 iHIMuMu
JIiIKapChbKUMHU 3aco0aMu Ta iHII BUOM B3a€MOiti» Ta «Criocib 3aCTOCyBaHHS Ta JO3U»).

Y KiiHIYHOMY OOCIIAXKEHHI, B AKOMY IalLllEHTU 3 BUCOKMM PU3UKOM CEPLIEBO-CYOUHHUX
3aXBOPIOBaHb OTPUMYBAIU CUMBacTaTHH y go3i 40 Mr Ha moby (MefiaHa mepiomy
CIIOCTEpeKEeHHS CTaHOBUJIA 3,9 POKY), YacTOoTa PO3BUTKY MioIaTii cTaHOBUIIA
npubnusuo 0,05 % cepeq malieHTiB He KUTalChKOI HallioHaIbHOCTI (n=7367),
nopiBHSAHO 3 0,24 % cepeq NMallieHTiB KMTalChKOl HallioOHAJILHOCTI (n=5468).
HesBaxkawuu Ha Te, 110 Y IbOMY KJIIHIYHOMY OOCIiAXKEHHI TONyJIAlig MOHTOJIOITHOL
pacu OyJia mpeacTaBieHa Jullle KUTalChbKOIO HAlliOHAJIbHICTIO, CIIiT 3 00epeXKHiCTIo
3aCTOCOBYBAaTH CUMBACTATHUH MalliEHTaM MOHTOJIOIIHOI pacH i mpu3HavaTy 1M
HalMEeHIIy I03Y.

3HudtceHa pyHKUisE mpaHcnopmHux 6iaKis

[Tpu 3HMKEHIN QYHKIII TpaHCIIOPTHUX OiNKiB neuinku cimelrictBa OATP Moxe
36inbimyBaTucst AUC cuMBaCTaTUHOBOI KHMCJIOTH i ITiABUINyBaTUCS PU3UK MiomaTii Ta
pabaomioni3y. 3HUKeHa (QYHKIIiT MOXKe BUHUKHYTH SIK pe3yabTaT iHri6imil
B3aEMOJif0oYnx 3aco0iB (HampuKiam, IIUKIOCIOPHUHY) ab0 y NallieHTiB, SKi € HOCiIMU
SLCO1B1 (¢.521T>C) rerotumny.

Y manienTis, gKi HecyTh anenb reHa SLCO1B1 (¢.521T>C), 110 Kogye MeHIII aKTUBHUU
oimok OATP1B1, Bin3HaudaeTbcsa 30inbmieHa AUC cMMBaCTaTUHOBOI KMCJIOTH i
MigBUILIEHUY PU3HUK MiomaTil. be3 npuB’I3KHM OO0 TeHETUYHOTI O TECTyBaHHS PU3HUK
PO3BUTKY MiomarTii, moB’13aH0l 3 BUCOKUMU Ho3amu (80 MTr) cuMBacTaTUHY, CTAHOBUTD
npubnusHo 1 %. Pe3ynbraTtu pmocnigxkeHus SEARCH nmoka3yioTs, III0 TOMO3UTOTHI
Hocil anemni C (CC), AKi npuiiMaloTh CUMBacTaTuH y 0o3i 80 mr, maioTh 15 %-1i pu3uK
PO3BUTKY MiomarTil MPOTSATOM POKY, TOAI SK PU3UK y TeTEePO3UTOTHUX HOCIIB anesi C
(CT) cranoButs 1,5 %.



BigmoBigHUY MOKa3HUK PU3UKY Y IMAIiEHTIB 3 HAaMOIiIbII PO3TOBCIOAXKEHUM I'€HOTUIIOM
(TT) cranoButs 0,3 % (ouB. po3min «®apMaKoJIOTiYHI BTacTUBOCTI»). [TomibHe
cruenudiyHe reHOTUIIyBaHHSA He PO3NOBCIOAKEHE Yy KIIiHIYHIN IpakTuLi. Y pasi
MOZKJIMBOCTI, IIEPII HiXK IIpU3HayaTU CUMBACTaTUH y 0031 80 MIr oKpeMuM Halli€eHTaM,
CJIif BBaKaTH AOLIJIbHUM IIPOBENEHHS Yy HUX T€HOTUIIYBaHHS Ha HasiBHICTH asneji C y
paMKax OLIiHKU CIIiBBITHOIIIEHHS KOPUCTb-PU3UK, 1 YHUKATU IIPU3HaYEHHS BUCOKUX 03
HociaMm rerotuny CC. OgHak BifCyTHICTh IILOT'O I'eHa 3a pe3yJibTaTaMu
TeHOTUITyBaHHS HEe BUKJ/II0OYAa€ MOXKJIMBOCTI PO3BUTKY MiolaTil y IIUX ITAIli€HTIB.

BumiprosaHHA KpeamuHKIHA3U

PiBeHb KpeaTHHKiIHA3U HE CIIii BUMipIOBaTH ITiC/Is1 eHepriiHuX (Hi3myHUX BIIpaB abo y
pa3i HasiBHOCTi OyOb-KO1 iHIIIOl MPUYWHU NiABUIIIEHHS KpeaTUHKiHAa3U, OCKiIbKHU 11e
YCKJIaOHIOE TJIyMadyeHHs pe3yJbTaTiB. [Ipu 3HaUHOMY IIiIBUIIIEHH] PiBHIB
KpeaTHHKiHa3u Ha no4daTKy (0Oinbile HiXK y 5 pa3iB nopiBasiHo 3 BMH) piBHi cifg
IIOBTOPHO BUMIpPATH 4Yepe3 5-7 OHIB AJId HiATBEPAXKEHHS pPe3yJibTaTiB.

Ileped niKy8aHHAM

Ycix maiieHTiB, gKi MOYMHATh Tepalilo CUMBaCTaTUHOM, a TAKOXK MAlllEHTIB, AKUM
Oyso 30imbIIIeHO 103y CUMBACTATUHY, IIOTPIOHO MMOMEPEANTH ITPO MOKJIMBICTh
BUHUKHEHHS MionarTii Ta HeoOXigHiCTh HerallHOT0 3BePHEHHS [0 JIikaps y pasi
BUHUKHEHHS OyOb-IKOT0 He3 sicOBaHOT0 00110 3 00Ky M’si3iB ab0 M’s130B01 CJ1abOKOCTi.

Cnig moTpuMyBaTHCsI 00€PEKHOCTI MO0 IMAallieHTiB i3 ¢paKTOpaMu PU3UKY POIBUTKY
pabmomionizy. PiBeHb KpeaTUHKIHA3H CIIif BUMIPSTHU [0 MOYaTKYy JIIKYyBaHHS B TAKUX
BUIIaJKaXx:

e JIITHIM BiK (BiK = 65 POKiB) Ialli€HTa;

e JXXiHOYA CTAaTh;

e TIOPYILIEHHS (PYHKIIl HUPOK;

e HEKOHTPOJILOBAHUY TiIIOTUPEO3;

e HaASIBHICTH B ocoOMCTOMY ab0 CiMeiiHOMY aHaMHe3i CITafKOBUX ITOPYIIIEHb 3 OOKY
M’s131B;

e HAsSIBHICTh B aHaMHE31 TOKCUYHOT0 YPaXKeHHS M’s3iB, CHPUYUHEHOT 0 CTaTUHOM
abo ¢dibpaTom;

e 3JIOBXKUBAHHS aJIKOTOJIEM.

Y Takux CUTyallisiX PU3UK JIiKyBaHHS CJIiZl PO3TIsSOaTU BiTHOCHO MOXKJIMBOI KOPUCTI,
TaKOK PEeKOMEHAYETHCS KIIiHIYHUYU MOHITOPUHT. fKIIIO paHillle y mailieHTa 0yyo
MopyIllieHHs 3 00Ky M’a3iB npu npuiioMi ¢idpaTy abo cTaTUHY, TiKyBaHHS iHIINM
3aco00M IThOT'0 KJIaCy MOTPiOHO PO3MOYUHATH 3 00ePexKHICTIO.



[Tpu 3HAYHOMY IOYaTKOBOMY ITiIBUILIEHHI PiBHA KpeaTUHKiHa3u (OinbIlle HiXK y 5 pa3iB
Buille BMH) nikyBaHHS He CJIil PO3IIOYMHATH.

ITio yac niKyeaHHs

[Tpu BUHUKHEHHI 0010, cnabkocTi abo cra3MiB Mif 4Yac MpUOMYy IMalliEHTOM CTaTUHY
CJIiI BUMIPSATH PiBHI KpeaTUHKIHa3M. fKIO BUABIIEHO, 110 Il PiBHI, ¥ pa3l BIOCYyTHOCTI
ceprio3nux (pisnyHUX HaBaHTaXKEeHb, 3HAYHO MigBUIlleHi (Oinbile HiXK v 5 pa3is
nepeBuIlyioTb BMH), mikyBaHHS CHIig IPUIMHUTU. K0 CUMITOMHU 3 OOKY M’3iB €
TSIKKMMHU Ta BUKJIMKAIOTH IIOAEHHNUY OUCKOMPOPT, HaBiTh SKIIIO PiBHI KpeaTUHKIHa3u
MeHIIle HiXK y 5 pa3siB Buitie BMH, To ciif po3risgsHyTu HeoOXigHiCTh IPUNIUHEHHS
JIIKyBaHHSA. fAKIINO NiM03PI0ETHCA MiomaTisa 3 Oyab-AKOI1 iHII0l IPUYUHY, JTIKYyBaHHS CITif
MIPUITUHUTH.

I[ly>e pigKo cmocTepirajaucs BUNaAKU iIMyHOOIIOCEPEOKOBaHOI HEKPOTUYHOI MiomaTil
(IOHM) mig gyac a6o micns nmikyBanHs cTaTuHaMu. IOHM KIiTiHiYHO XapaKTepu3yeThCS
CTiMiKOI0 C/1abKiCTIO ITPOKCUMAJIbHUX M’ SI3iB i MiABUINIEHHSIM PiBHSI KpeaTUHKiHA3u B
CHUPOBATIIl KPOBI, SIKi He 3HUKAIOTh, HE3BaXKal04X Ha IIPUIIMHEHHS IIPUHMOMY CTaTHUHIB
(muB. po3min «I1ob6iuHi peakirii»).

S0 CUMIITOMY 3HUKJIY Ta PiBHI KpeaTUHKIHA3U IIOBEPHYJIUCSA 0O HOPMHU, CIIif
PO3TISIHYTHU AOLiJIbHICTh MOBTOPHOTO IIPHUMOMY TOTO K CTaTUHY ab0 aJlbTePHATUBHOIO
CTaTUHY V HU3BKINA 0031 Ta Oif peTeJIbHUM KOHTPOJIEM.

Bumuii BimcoToOK MioraTii cmocTepiraBcs y mallieHTiB, aKUM 30inbinyBanu go3y mo 80
MT (OuB. po3ain «®apmMakoJioriyHi BnacTuBOCTi. PapMaKoguHaMika»). PeKoMeHOoOBaHO
IIPOBOOUTH IIepiogUYHe BU3HAUYEHHSA PiBHS KpeaTUHKIHA3U, OCKUIBKYU Ile IOIIOMOXKE
BUSIBUTH CYOKIIiHIUHI Bumagku MionaTtii. OgHaK HeMa€ JOCTOBIiPHUX JMaHUX IIPO Te, M0
TaKUM MOHITOPUHT 30aTHUM 3amo6irtTu po3BUTKY Miomarii.

Teparito cuMBacCTaTUHOM ITOTPIOHO TUMYACOBO MPUITMHUTH Y IAIliEHTIB 3a KilbKa OHIB
00 BUKOHaAHHS BUOIpHUX BEIUKUX OIIEPATUBHUX BTPy4YaHb, @ TAKOXK ITiCJIT MEOUYHUX
ab0 XipypriyHux BTpy4YaHb.

3axo0u 015 3HUMNCEHHS PU3UKY pO38UMKY Mionamii, Cnpu4uHeHoi 83aemooi€ro 3

IHWuUMU snikapcvKumu 3acobamu (makoac ous. po30ia «Bzaemoodisa 3 iHwumu

JAIKapcbKuMu 3acobamu ma iHwi suou 83aemooii»)

Pu3uk po3BUTKy Mionartii Ta pabmoMiosidy 3HaYHO 30iIbIITYETHCSA IPU CYIYTHHEOMY
3aCTOCYBaHHi CMUMBACTaTUHY 3 MOTYKHUMH iHTiOiTopamu CYP3A4, TakuMU SIK
iTpaKOHAa30J1, KETOKOHA30JI, II0CAaKOHa30JI, BOPUKOHA30JI, EpUTPOMIIIUH,
KJIapUTPOMIIIMH, TeniTpoMinuH, iHridiTopu BlJI-npoTtea3u (Hanpukiag, HendiHasip),
Ooremnpesip, TenanpeBip, Heda30O0H, TiKapCbKUMHU 3aC00aMH, I110 MiCTSTh
KOOiImcTaT, a TaKoX i3 remdiOpo3uIoM, HUKIIOCIOPHUHOM Ta JaHAa30JIOM.



3acTocyBaHHS LIUX JIiIKapChKUX 3aC00iB MPOTUIIOKA3aHO (OUB. PO3Mim
«[IpoTUioKa3aHHSI»).

Pu3uk po3BUTKy Mionartii Ta pabmoMiosnidy TaKoK 30iJIbIIYETHCS IIPU CYIIYyTHBOMY
3acTOCyBaHHi aMiolapoHy, aMIOUIIiHYy, Bepanaminy abo aunTiazemMy 3 IeBHUMU
J03aMM CUMBACTaTUHY (OUB. po3minu «B3aemopis 3 iHIIMMU TiKapChbKUMHU 3acob0aMu Ta
iHIT BUOM B3aeMoiti» Ta «Criocib 3aCcTOCyBaHHS Ta O03u»). PU3WK PO3BUTKY Miomarii,
BKJII0OYalouu pabaoMiorti3, 30imbIIyETHCS IPU CYIYTHBOMY 3aCTOCYBaHHI Qy3uamMHOBOI
KMCJIOTH 3i cTaTuHaMu (OUB. po3mdin «B3aemomist 3 iHIMMMU TiKapChKUMU 3acobaMu Ta
iHIIi BUOU B3aeEMoOAin»). Y nanieHTiB i3 'oCI' mpu ogHOYacHOMY 3aCTOCYBaHHI
JIOMiTaIlily i CMHMBaCTaTUHY 1€l PU3UK 3POCTaE.

3acTocyBaHHS cUMBacTaTuHy 3 iHTi0iTopamu CYP3A4, iTpakoHa30/10M,
KEeTOKOHAa30JI0M, IT0CaKOHa30JI0M, BOPUKOHAa30JsI0M, iHribiTopamu BIJI-mpoTea3u
(Hanmpukian, HeJldiHaBipom), 601eIIpeBipoM, TesarpeBipoM, ePUTPOMIIIMHOM,
KJIaPUTPOMIIIMHOM, TeJIiTpOMillMHOM, Heda300HOM Ta JIiKapChbKUMM 3acoO0aMu, 10
MiCTSITh KOOIIIMCTaT, IPOTUIIOKAa3aHo (OuB. po3minu «IIpoTunoka3saHHsa», «B3aemopmisa 3
IHIIMMY TiKapChbKMMH 3aco0aMU Ta iHIIi BUOU B3aEMOMil»). AKIIO Teparrito
notyxkHumHu iHribitopamu CYP3A4 (nmpemapartamu, 1o 36inbiryors AUC y 5 pa3siB a6o
Oinbllle) HEMOKJIMBO BiIMIHUTH, CJIif MPUNIMHUTHU Tepallilo CHMBAaCTaTUHOM Ha 4ac
ODpUUMaHHSA WX IIpernapariB (Ta PO3rIsSHYTH BapiaHT 3aCTOCyBaHHS aJlbTEPHATUBHOIO
ctatuny). KpiM Toro, ciig 3 06epexxHiCTIO OMHOYaCHO 3aCTOCOBYBAaTH CUMBACTATHH 3
IMIeBHUMH MEHII MOTyKHUMHU iHTidiTopamu CYP3A4: ¢miokoHa30/10M, BepamaMisioM,
ounTiazeMoM (OuB. po3min «B3aeMomis 3 iHIIMMU JTiKapChbKUMHU 3acoO0aMu Ta iHIII BUOU
B3aeMopii»). Ciig yHUKaTH BXKUBaHHS I'PEeUNnPpyTOBOTO COKY pa3oM i3
CUMBaCTaTUHOM.

3acTocyBaHHSI CHUMBaCTaTUHY 3 reM}iOpo3uIOM MPOTUIIOKAa3aHo (OUB. PO3is
«I[TpoTuUIOKa3aHHg»). Hepes miaBullleHn PU3UK PO3BUTKY MiomnarTii Ta pabmomiosnisy
oo3a CUMBaCTaTHUHY He MOBUHHA nepeBuillyBatu 10 Mr Ha moOy [/ MallieHTiB, SKi
IpUIMaloTh CUMBaCTaTHH 3 iHIIUMHU ¢piOpaTamMu, KpiM peHODiOpaTy (AUB. po3minu
«B3aemogis 3 iHmuMu mikKapchKUMM 3acof0aMu Ta iHIIN BUOM B3aeMomiii» Ta «Cmnocib
3aCTOCYBaHHS Ta mo3u»). Ciig 3 o6epexkHiCcTIO npu3HayaTu ¢peHodidpar i3
CHMBaACTaTHUHOM, OCKIJIBKY KOXK€EH 13 IUX IpelapaTiB MOXKe CIIPUYMHUTU MioIaTito.

CumMBacCTaTUH He CIif MIpUUMaTH OOHOYACHO 3i CHCTEMHUMMU MIpernapaTaMu, Io
MiCTATh Py3UAUHOBY KMCIJIOTY, @00 IPOTATrOoM 7 OHIB ITiCJIA IPUIIMHEHHS 3aCTOCYBaHHSA
py3ugrHOBOI KUCIOTH. SKIIO 3aCTOCYyBaHHS CUCTEMHOL Qy3UOUHOBOL KUCIIOTH €
HeoOXimHUM, JTiIKyBaHHS CTaTUHAMU CIIiJl IPUIIMHUTY Ha BECh Ilepiof MpuiomMy
dbysupguHOBOI KMcmoTH. Bynu nmoBimomieHHs Ipo padaoMiosni3 (BKII0YaouM OeKilbKa
JleTaJIbHUX BUMAMKIiB) y MAIli€HTIB, IKi MpuiiManu KoMOiHalliio py3uguHOBOI KUCJIOTH i
CTaTHHIB (OuUB. po3[min «Blaemomis 3 iHIIMMU TiKapChbKUMHK 3acoO0aMu Ta iHIII BUOU



B3aeMopin»). [TamieHTy Ciig HeraHO 3BEPHYTUCS A0 JIiKaps y pa3i MOosiBU Y HbOTO
crnabkocTi abo 6omto y M’st3ax, 60110 a6o xBopoOGuBOCTi. Teparito cTaTUHOM MOXKHa
BiTHOBUTHU 4Yepe3 7 OHIB IiCJIg IPUHMOMY OCTAaHHBOIL 403U Py3UAMHOBOL KMCIIOTHA. Y
BHHSTKOBUX BUINAJKaX, KOJIU HeoOXigHe MOBroTpuBajie CUCTEMHE TiKyBaHHS
(Gy3uarHOBOIO KMCIOTO0, HAIIPUKIIAM IO JIiKyBaHHS TAXKKUX iH(MEKIi, HeoOXimHICTh
CYIIyTHBOTO ITPUMOMY CUMBACTaTUHY Ta Py3uUOMHOBOI KUCIIOTH IMOTPIOHO pO3rasimaTH
TiJIbKY ¥ KOKHOMY OKPEMOMY BHUIIAOKY Ta IIii peTeIbHUM MeOUYHUM KOHTPOJIEM.

Kom06iHOBaHOI0 3aCTOCYBaHHSI CHMBACTAaTUHY B mo3ax mmoHan 20 Mr Ha mo0y pa3oMm 3
aMioflapoHOM, aMJIOOUITIHOM, BeparaMisioM abo OuiTia3eMoM CIIiJi yHUKaTu (OUB.
po3minu «B3aeMopis 3 iHIIMMH JIiIKaPChbKUMU 3aco0aMU Ta iHIIN BUOM B3a€EMOiN» Ta
«Crmocib 3acTocyBaHHS Ta O03u»). Y namieHTiB i3 ['oCI' mpu ogHOYaCHOMY
3aCTOCyBaHHI JTOMiTaIlify i CHMBaCTaTUHY PU3UK MiomaTil 3pocTae (AUB. PO3Oinnu
«I[TpoTunoKasaHHsg», «B3aeMomisa 3 iHIIUMHU JTIiKaPChKUMH 3acoO0aMu Ta iHII BUOU
B3aeMopiii» Ta «Cmocib 3acTOCyBaHHS Ta IO3U»).

[MamienTH, SKi IpUKUMAaIOTh iHIII JIiKapChbKi 3aco0u, 1110 MalOTh MOMiIpHUM iHTiIOyI0OUMM
edekT Ha CYP3A4, cynlyTHBO 3i CHMBACTaTUHOM, OCOOJIMBO 3 BUCOKUMHU J03aMU
CUMBACTaTHUHY, MalOTh HiABUIIEHUN PU3UK PO3BUTKY MiomarTil. [Ipu cymyTHbOMY
MIpUMOMi CUMBacTaTUHY 3 MoMipHuM iHribitopom CYP3A4 (mipemnapatTi, SKi
36inbmyoTh AUC y 2-5 pa3iB) Moxke moTpedyBaTHUCS KOPUTYBAHHS T03U
cuMBacTaTUHYy. [I711 3aCTOCYBaHHS Pa3oM 3 OKPEMUMMU ITIOMipHUMU iHTiGiTOpamMu
CYP3A4, sanpukiazn AujiTia3eMoOM, peKOMEHOY€EThCA MaKCcuMaibHa go3a 20 Mr
cuMBacTaTUHY (OuB. po3min «Crnocib 3acTOCyBaHHS Ta JO3U»).

CuMBacTaTHUH € cy0cTpaToM edIIIOKCHOT0 HOCist 0ilIka pe3uCTEeHTHOCTI PaKy MOJIOYHOIL
3ano3u (BCRP).

OnmHouyacHe 3acTocyBaHHs 3 iHri6iTopamu BCRP (Hampukiiafm, enbacBip i rpa3ompesip)
MO2Ke ITPU3BECTH OO0 ITiABUIIEHHS KOHIIEHTPAallil CMMBaCTaTHUHY B IJIa3Mi KPOBI i
MTiABUIIIEHHS PU3UKY PO3BUTKY MioIllaTii, TOMy KOPUTYBaHHS 0031 CUMBACTaTUHY MOXKe
OyTtu HeoOxigHuM. OmMHOYaCHe 3aCTOCyBaHHSA enbacBipy i rpa3onpesipy 3i
CUMBACTaTUHOM He BUBYAJIM, OOHAK M000OBa mMo3a CUMBACTaTUHY He MMOBHHHA
nepesuityBatu 20 Mr i Iali€eHTIB, AKi OTPUMYIOTH CyIIyTHIO Tepallilo IIpernapaTaMy,
I1I0 MiCcTSTh eyibacBip abo rpas3omnpesBip (OuB. po3nin «B3aeMomisa 3 iHIIUMU
JIIKaPCHKUMHU 3aco0aMU Ta iHIIN BUOU B3a€EMOil»).

PigkicHi Bunagku miornarii/pabgoMiosti3y acoliloBajiuCh i3 CYyIyTHIM IIPUAOMOM
inrioiTopiB 'MK-KoA-penykTasu Ta mimigoMmonudikymogux 0o3 (= 1 r Ha go0y) HianuHy
(HIKOTMHOBOI KUCJIOTH); KOXKEH i3 IIMX IIpenapaTiB MOXkKe CIPUYUHATH MiOoNnaTiio.

Y kniHiYHOMY OOCIHiOKeHHi (MefiaHa Iepioay CIOCTepeKeHHS CTaHOBUIA 3,9 POKY), B
SIKOMY Opaji y4acTh IMalliEHTH 3 BUCOKUM PU3UKOM PO3BUTKY CEPIIEBO-CYOUHHUX



3aXBOPIOBaHb i 3 JOOpe KOHTPOIbOBaHUM piBHEM xonectepuny JITTHII Ha Tai npuiiomy
cuMBacTaTUHYy B 103i 40 Mr Ha 000y pa3oMm 3 e3eTumMiobom y go3i 10 mr a6o 6e3 HLOTO,
OoOaTKOBa KOPUCTH OJI CEPLEBO-CyOUHHOL CUCTEMH IIPU AOOaBaHHI
mimimoMmonugikymouux mo3 (= 1 r Ha go0y) HiauHy (HIKOTUHOBOI KHMCJIOTH) HE
Bil3Ha4yasacs.

Jlikapi, siKi mpu3Ha4aloTh KOMOiHOBaHY Teparlito CUMBaCTaTUHOM Ta
nmimimomonudikyrouuMu mo3amMu (= 1 r/mo0y) HianuHy (HIKOTUHOBOI KHUCI0TH) abo
ImperapaTaMi, 1110 MiCTSTh HiallMH, TOBUHHI JoOpe 3BaXXUTH ITOTEHITINHY KOPUCTh Ta
PU3UKU i peTesIbHO CIIOCTepiraTu 3a IMalliEHTaMu Ha IIpeaMeT IT0sIBU M’siI30BOT0 OO0JIiO,
XBOPOOIMBOCTI ab0 cmabKoCTi B M’'si3axX, 30KpeMa IIPOTSATOM IIePIInuX MiCSIliB Teparil Ta
npu 30inblIeHH] 403U O0yAb-IKOT'0 3 [IUX JIIKapChKUX 3aCO00iB.

Y mocnim»keHHi yacToTa PO3BUTKY MiormaTii ctaHoBuia npubnusxo 0,24 % cepeq
Mali€eHTiB KUTAaWChKOI HAIlIOHAJILHOCTI, SIKi mpuiiMasu cuMBacTaTUH B mo3i 40 Mr abo
eseTtumib/cumBacTaTuH B 0o3i 10/40 mr, mopiBHsHO 3 0,24 % mallieHTiB KMTaWChKOI
HalliOHANIbHOCTI, IKUM NPHU3Ha4YalIu CUMBacTaTuH y go3i 40 mr abo
eseTumidb/cumBacTaTuH y 0o3i 10/40 Mr pa3oMm i3 KOMOiHOBaHUM IIpenapaToM
MOOM(iKOBaHOTO BUBIIbHEHHS HIKOTHHOBOI KuciaoTu/naponinpaHTty 2000 mr/40 mr.
HesBaxkawouu Ha Te, 110 Y IIbOMY KJIIHIYHOMY OOCJIiAXKeHHi a3iaTchKa IOmysilis 0ya
IpencTaBlIeHa JIMIlle KUTAUIIMM, OCKIIbKM YaCTOTa PO3BUTKY MiomarTil cepeq
MallieHTIiB KMTalChKOl HAlliOHAJIbHOCTI BHUIIlA, HiXK cepeq MalliEHTiB He KUTalChKO1
HaITiOHAJILHOCTI, TpU3HaYaTH IalliEeHTaM MOHTOJIOITHOI pacy OOHOYACHUN IPUOM
CUMBACTaTUHY Ta JinimoMoaudikyouux mo3 (= 1 r Ha goOy) HialluHy (HiIKOTUHOBOI
KHCJIOTU) HE PEKOMEHAYETHCH.

AnuniMoKC 3a CTPYKTYPOIO CXO0XKUU Ha HialnH. He3Baxarwuu Ha Te, 10 allUIIIMOKC He
OOCIIiIKyBaJii, pU3UK PO3BUTKY TOKCUYHOTO BIIJIUBY IIpelapaTy Ha M’sI3U He
BUKJITIOUEHUM (MOxKe OyTHU CXO0XKUM Ha TaKu¥ IIpU NPUNOMIi HialluHY).

Puzuk miomaril Ta/abo pabaomionidy MoxKe ITigBUITyBaTUCh IPU CYIIyTHBOMY
3acTtocyBaHHi iHTi6iTOpiB MI'-KOA-penyKra3u 3 JaOTOMIIIMHOM (OUB. PO3Oin
«B3aemogis 3 iHImMMMM TiKapCchbKUMU 3acoO0aMy Ta iHIIT BUOU B3aEMOMIN»).

Bnaue Ha nediHKy

Y KiHIYHUX OOCIIOXKEHHAX ¥ OesIKUX OOPOCIUX Malli€EHTIB, sIK1 OfepKyBaliu
CUMBACTATHH, Bij3Ha4YaJIOCs CTiliKe MiOBUINIEHHS PiBHS Ne4YiHKOBUX (EPMEHTIB
(6inmpire HixK v 3 pa3u Builie BMH). I1pu BigMiHi mpemapaTy akKTUBHICTh TpaHCaMiHa3
3a3BUYay IIOCTYIIOBO IOBEPTAETHCS OO IOYATKOBOTO PiBHA. [lepen mouaTkoM
JIIKyBaHHS, a IOTIM BiJIOBIAHO OO KIIIHIYHMX ITOKa3aHb yCiM IallieHTaM
PEKOMEHYETHCS IMTPOBOAUTH PYHKITIOHAIbHI MEeYiHKOBI mpoOu. Y mallieHTiB, Oy SKUX
IJIaHYETHCS MiIBUILIUTHU OO3y CUMBacTaTUHy no 80 Mr Ha moOy, dhyHKITiOHaJIbHI



MeYiHKOBi Mpo6u MOoTPiOHO IPOBOAUTH [0 ITOYATKY TUTPYBAHHS, IIOTiM Yepe3 3 Micsiri
micis mocssrHeHHs mo3u 80 Mr Ha moOy, ITicyIst Yoro NepioguyHO ITOBTOPIOBATH
(Hanpuknazn, 1 pa3 y miBpoKy) IPOTSITOM YCHOTO IEPIIOr0 POKY JIiKyBaHHSA. OCcoOIUBY
yBary BapTO NPUAIATH HalliEeHTaM, Y IKUX IMiOBUIIEHUMN PiBeHb CUPOBaTKOBUX
TpaHcaMmiHa3l. [luM naiieHTaM KOHTPOJIb QYHKIII1 IIeYiHKM CIIiJl IIPOBOAUTH Ha MOYaTKy
JIIKyBaHHS, a HafaJll - YacTillle, Hi’K 3a3BU4Yau. Y BUMOagKaX, KOJIU PiBeHb TpaHCaMiHa3
3pocTae, ocoOIMBO IIPU CTiKOMY epeBuIlleHHi B 3 pa3u Big BMH, npemnapat
nmoTpibHo BigMinuTu. CIim 3ayBaXUTH, 110 aJlaHiHaMiHOTpaHCcdepa3a MO¥Ke BUXOIUTHU
3 M’s130BO1 TKaHUHU, TOMY ITiIBUIIIEHHS ajlaHiHaMiHOTpaHcdepa3u 3 KpeaTUHKIHA3010
MO2Ke BKa3yBaTH Ha Miomnartiio (OuB. Bullle «MiomaTisi/padbmgomioni3»). Pigko
IIOBIOOMIIAJIOCS IIPO JIETAJIbHY Ta HeJleTaJIbHY IIe4YIHKOBY HEOCTATHICTD y ITAlli€HTIB,
sIKi MpU¥MaJii CTaTUHU, Y TOMY YUCJII CUMBacTaTUH. [Ipu 110osiBi CEpO3HOTO
ypaxKeHHS Ne4YiHKU 3 KJIIHIYHUMHM CUMIITOMaMu Ta/abo rinep0binipybinemii abo
JKOBTSAHMIII [T Yac JIIKyBaHHS IIpenapaToM CJIij HeraHO IepepBaTy Tepari. AKIIo
He 3HaWOeHO aJIbTepHATUBHOI €TioJoril, He CJIif 3HOBY PO3IIOYHWHATHU IIPUNOM
npemnapaty. [IpemapaT ciifi 3acCTOCOBYBaTU 3 00E€PEKHICTIO MallieHTaM, SKi
3JI0BXKUBAIOTh aJIKOTOJIEM.

[Tpu nmikKyBaHHI CUMBACTaTHUHOM, SK i iHIIMMU rinosinigeMivHuMu 3acobamu,
criocTepirasnocst nomipHe (MeHIle HixkK y 3 pa3u Buille BMH) 36inbiieHHsT aKkTUBHOCTI
CUPOBATKOBUX TpaHcaMiHa3. Lli 3MiHu 3’saBnsinucs He3abapoM Miciisg oYaTKy
JIIKyBaHHS, 4aCTO Ma/Ii MUHYIIIUY XapakKTep, He CyIPOBOAXKYBaJIUCS JKOOHUMU
CUMIITOMaMM Ta He BUMarajii CKaCyBaHHS Teparii.

Llykposulti diabem

IlesiKi maHi BKa3ylOTh Ha Te, 110 CTaTUHU SK KJjlac MigBUIIYIOTh PiBEHb I'JIIOKO3HU B
KPOBIi, y IesIKUX IAlli€HTiB i3 BUCOKUM PU3UKOM PO3BUTKY ITYKPOBOTO fiabeTy B
MaOyTHbOMY MOXKYTb CIPUYNHUTU PiBEHb TilepriikeMil, Ipu SKOMY PEKOMEHIYEThCSI
PO3MOYMHATHU JIiKyBaHHS IIyKPOBOTO fmiabeTy. OmHakK Ha[ UM PU3UKOM IepeBaxKae
KOPUCTDb 3HUXKEHHS CTaTUHAMHU CyOUHHOTO PU3UKY, i TOMY BiH He IIOBUHEH OyTHU
MIPUYHUHOIO OJI IPUITMHEHHS JIIKyBaHHSA cTaTuHaMU. [ToTpiOHO ITPOBOAUTH MOHITOPUHT
CTaHy Ialli€HTIiB i3 pU3UKOM (TJII0KO3a HaTile 5,6-6,9 Mmonb/mn, iHgekc macu Tina > 30
KIr/M2, DigBUIIEH]I TPUTIIIIIEPUOM, apTepiaiabHa rinepTeH3is), sIK KIIHIYHNH, TakK i
OioxiMiuHMH, BiOIOBimHO MO HAIliOHAIBPHUX HACTAHOB.

IHmepcmuuiasibHe 3aX80PHBAHHA /1€2€Hb

BUHSTKOBI BUIIagKX iIHTEPCTHULIaJIbHOTO 3aXBOPIOBAHHS JIET€Hb CIIOCTEPIraaucs Hicias
MIPUNOMY OesIKUX CTAaTUHIB, 0COOJIMBO IIPHU MOBrOTPHUBAJIOMY ITpuiioMi. XapaKTepHUMU
O3HaKaMM iHTEepPCTHUIliaJIbHOTO 3aXBOPIOBAHHS JIET€Hb MOXKYTb OyTH OUCITHOE,
HeNpOOyKTUBHUU Kallleslb, IIOTipIIEeHHs 300POB’s B LIiIOMYy (BTOMa, BTpaTa MacCH Tina
Ta rapsd4ka). Y pasi migo3pu Ha PO3BUTOK Yy IalliEHTa iHTEPCTUILIaIbHOTO



3aXBOPKOBAHH/A JIETEHb J'IiKy'BaHHH CTaTHHaAMMU CJIif IIPUIITMHUTH.

Opmanvmono2iyHe obCcmeHceHHs

Y paasi BimcyTHOCTI OyOb-IKOTO MEAUKaMEHTO3HOTO JIiKyBaHHS 30ilIbIII€HHS IO
IIOMYTHIHHS KpPHUIITAJIMKa BBaXKa€ThCs HACJIIAKOM IIpOLieCcy cTapiHHsga. HasgBHI KiIiHIYHI
OOCIIIOKEeHHs He BKa3yI0Th Ha iCHYBaHHS IIKIOJIMBOIO BIIJINBY CUMBAacTaTUHY Ha
KPUILTAIUK OKa JIIOOUHU.

3acmocysaHHsa ocobam NimHbO20 BIKY

EdekTuBHICTE 3aCTOCYBaHHS CUMBACTaTUHY [JI1 XBOPUX BIKOM BiZl 65 POKIiB IIifg 4ac
KOHTPOJILOBAHUX KJTIHIYHUX OOCIIIIXKEHb OL[IHIOBAJIacd 11000 3HUXKEHHS PIBHSA
3araJjibHOr0 XoJjiecTepuHny Ta xosiectepuny JIITHIII i BusgBUiIacsa Takow X, AK 1y
3arajibHi¥ nomnynsanil. 30UIbIIIeHH 4aCcTOTU N00iYHUX e(PEeKTiB He Bif3HAYEHO.

Ocob6.auei 3acmepediceHHA u,000 0ONOMINCHUX PeYOBUH

[IpenapaT MiCTUTH JIaKTO3y, TOMY IallieHTaM i3 JJaKTa3HOK HEeOOCTaTHICTIO,
rajakTo3eMi€io abo CHHOAPOMOM TJIIOK030-TaJIaKTO3HO1 MababcopO1iii He citifg #oro
3aCTOCOBYBATH.

3maTHiCTh BIUDIMBATH HA IIBHIKICTH peakilili Mpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmIMMHu MexaHi3MaMHu

CuMBacTaTHH He Ma€ XKOOHOTo ab0 Ma€ He3HaYHUU BIJIUB Ha 30aTHICTb KepyBaTu
aBTOMOOineM Ta iHIMMM MexaHisMaMu. OgHaK IpU KepyBaHHI aBToMO00OiieM abo
po06OTi 3 iHIMMHU MeXaHi3MaMu CJIifl BpaXyBaTH PifKiCHi MOBimOMIIEHHS ITPO
3araMOpPOYEeHHs.

3acTocyBaHHs y nepioa BaritTHocTi a00 rogyBaHHsI IPyaaio

3acTocyBaHHS CUMBAaCTaTHHY BariTHUM XKiHKaM IIPOTUIIOKa3aHe.

2KopHrX KOHTPOJIbOBAHUX KJIIHIYHUX OOCIIIAXKEHb 3 y4aCTI0 BariTHUX XKIiHOK He
mpoBoauiiu, 6e3MneKa 3aCTOCYBaHHS Hapas3i He BCTaHOBJIEHA. € PiOKicHI IMOBimoMIeHHS
IIPO BPOMXKEHHI aHoMaJIil Imicasi BHYTPIIIHbOYTPOOHOT 0 BIIUBY iHTiOiTOpiB 'MI-KOA-
penykTa3u.

Bynu oTpuMaHi pifKicHi ITOBimOMJIEHHS PO BPOAXKEHi aHoMaJlil micis
BHYTPIIIHbOMATKOBOI eKcmo3utlil go iHrioitopiB 'MK-KoA-penykTa3u. OgHak aHai3
nmpu6mu3no 200 BariTHUX, 3a IKUMHU CIIOCTEPITrajiy IPOCIEKTUBHO i B IKUX ITPOTSITOM
IePIIOT0 TPUMeCTPY Oy1a eKCIO3HUllisl 0 CUMBACTaTUHY abo0 iHIIOTo MomiOGHOro
inridiTopa 'MK-KoA-penykTas3u, 4acTOTa BPOOXKEHUX aHOMaJIii Oya IMOPiBHAHHOIO 3
TaKOIO B 3arajibHill IoIyslii. Takol KiTbKOCTi BUIIaAKiB BariTHOCTi OyJI0 CTATUCTUYHO



OOCTaTHBO AJI BUKJIIOUEHHS 30i/bIIeHHS KiTbKOCTi BPOJXKEHUX aHoMaJlii y 2,5 pa3a
Ta BUIIE ITOPiBHSHO 3 YaCTOTOIO B 3arajibHiil IIOITYJISIIil.

Xoya HeMae€ XKOOHUX J0Ka3iB, 1110 YaCcTOTa BUMAAKIB BPOAXKEHUX aHOMaJIil y HallladKiB
Malli€eHTiB, SIKi IPUUMalOTh CUMBACTaTUH 4u iHMIi iHri6iTopu 'MI'-KoA-penykTasu,
BiIPi3HSIETHCS Bifl Ti€l, III0 CIIOCTEPIra€ThCS y 3arajbHil MONyJAlLlil, TIKyBaHHSA MaTepi
CUMBaCTaTUHOM MOXKe€ 3MEHILIUTU PiBeHb MeBaJIOHATY, 110 € IIPEKYPCOPOM y CUHTE3I
XOJIECTEPUHY Y IJI0Ja.

ATepocKiepo3 - Iie XPOHIYHUM IIpoIiec. BigMoOBa Bif TiMomimigeMidyHuX TiIKapChbKUX
3aco0iB mifg yac BariTHOCTI He TOBUHHA 3HAYHO BIIMBATU Ha pe3y/IbTaTu
OOBTOTPUBAJIOTO JIiIKyBaHHS IIEPBUHHOI rimepxoiecTepuHemii. ToMy cuMBacTaTUH He
CJIi 3aCTOCOBYBATHU BariTHUM JXKIHKaM Ta XKIHKaM, AKi HaMararThbCs 3aBariTHITH YU
[igO3pIOI0TH, 110 BOHU BariTHI.

[TpuiioM cuMBaCTaTUHY CJIifl IPU3YIIMHUTU Ha BECh TEPMiH BariTHOCTi abo [0 TOTO
4yacy, IIOKU He Oyme miaTBepaKeHHs, 1110 XXKiHKa He BariTHa. 3aCTOCyBaHHS
CUMBACTaTUHY CJIi IPU3YIIMHUTU Ha BECh TePMiH BariTHOCTi abo moku He Oynae
OigTBepPOKEeHHS, 110 XKiHKa He BariTHa (auB. po3ain «I[IpoTumoka3aHHsSI»).

ITepio0 200yB8aHHA 2py00t0

HeBimoMo, yu IpoOHUKAE CUMBACTAaTUH ab0 Horo MeTaboJIiTH ¥ TPyaIHE MOJIOKO.
Ockinbku 6araTo JiikapchbKuxX 3aco0iB IPOHUKAE y TPYOHE MOJIOKO i € MOXKIIUBICTh
BUHUKHEHHSI CEPUO3HUX ITOOIYHUX peakiIlili, KiHKaM, SIKi IIpuiMaloTh CUMBACTaTHH,
CJIig IPUNMHUTH TOOyBaHHSA IPyAnto. (AuB. po3gil «I[IpoTunoka3aHHs»).

PepmuibHiCMb

KrniHiyHMX gOCIigXKeHb 100 BOJIMBY CUMBAcCTaTUHY Ha (epPTUJILHICTD JTIOOUHYU He
npoBogunu. CHMBaCTaTUH HEe Ma€ BIUIMBY Ha (PEPTUIIBHICTh CaMIIiB Ta CaMOK LIypiB.

Cmocid 3acTocyBaHHsI Ta 03U

[Ho60Bi mo3u Ba3uminy® - Big 5 Mr (3acTOCOByBaTH JIiKapChKy (GOpMy 3 BiATIOBIZHUM
mo3yBaHHsIM) go 80 Mr mmepopanbHo 1 pa3 Ha moOy, BBeuepi. [1inbip mo3u Ba3uminy ®
CIIim 3miMiCHIOBATHU 3 iHTepBaJlaMM He MeHIIe HiX 4 THUXKHi 10 MaKCUMaJIbHOI H0O0BOi
mo3u 80 mr, 110 mpuiMaeTbest 1 pa3 Ha moOy, BBeuepi. [1o3a 80 MI peKOMEHIyEThCS
TIJIBKY [JIS IALlIEHTIB 3 TAXKKOIO0 IiIepXoJjieCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM
CepleBO-CYOUHHUX YCKJIagHEHb, IKi He OOCSATIN METHU JIiKyBaHHS 3a JOIIOMOT OO0
HUXKYUX 003, Ta KOJIU OUIKy€ETHCS, 110 KOPUCTH IIepeBaxKaTUMe IIOTEHILINHUN PU3UK
(muB. po3minu «®apMakoguHaMika» Ta «OCoOIMBOCTI 3aCTOCYBaHHSI»).

inmepxonecTepuHeMis




[NamieHTy ciig TpU3HAYUTHU CTaHOAPTHY XOJIECTEPUHO3HUXKYBAIbHY HOIETY, SIKO1 BiH
IIOBUHEH NOTPUMYBATUCH IIPOTATOM YCHOI'O KypCY JIIKyBaHHS IIperapaToM.

3a3BuyYal rmovyaTkKoBa Ao3a cTaHOBUTHL 10-20 Mr Ha moOy, MpuMaTU OOHOPA30BO,
BBeuepi. [I1s1 mallieHTiB, IKUM HeoOxigHe 3HauHe (Oinbie K Ha 45 %) 3HUKEeHHS
piBHsa X-JITTHIII, mogyaTkoBa mo3a Moxke ctaHoBUTH 20-40 mr 1 pa3 Ha moOy, BBeudepi.
[TigGip mo3, y pa3i HeoOximHOCTI, MTOTPiOHO 34iMiCHIOBATH, SIK BUKJIa[IeHO BUIIIE.

I'omo3u2omHa cimetliHa 2inepxosiecmepuHemMis

PekoMeHpOoBaHa mmoyaTKoOBa mo3a Basuniny® — 40 Mr Ha mo0y ogHOPa30BO BBeUepi.
[Ipemapar ciig 3aCTOCOBYBaTU SIK OOIIOBHEHHS [0 1HIIIOTO JIMTiZO3HUXKYBAJIbLHOI'O
JIikyBaHHS (Hanpukiaf, adpepesy JITTHII) abo AKIIO Take NiKyBaHHS HEOOCTYIIHE.

II71s1 malieHTiB, IKi OQHOYAaCHO 3 npenapaToM Ba3unin® npuiMaroTh JIOMiTamif, go3a
ImperapaTy He IMOBUHHA ITepeBuIryBatu 40 mr Ha go0y (OUB. po3miau
«I[IpoTunokasaHHsg», «B3aeMomisa 3 iHIIUMHU JTIiIKAPChKUMH 3acoO0aMu Ta iHII BUOU
B3aeMopi» Ta «OCoOBIIMBOCTI 3aCTOCYBAaHHS»).

Cepueso-cyOuHHA npodisakmuka

3BuYariHa mo3a Ba3uminy® [ nalieHTiB i3 BUCOKMM PU3UKOM PO3BUTKY illIeMidyHOI1
xBopo6u cepis (IXC), y moenHaHHi 3 rineprinigemieto a6o 6e3 Hel, cranoBuTh 20—40
MT Ha o0y OJHOPa30BO, BBeUepi. MeIuKaMeHTO3HY Tepalilo MOXKHa I1o4aTu
OOHOYACHO 3 AieTor Ta QiskynbTyporo. ITinbip mo3, y pali HeoOXimHOCTi, mOTPiOHO
3[O1MCHIOBATH, SIK BUKJIQEeHO BHUIIE.

CynymHsa mepanis

Bazumin® edeKTUBHUM y BUTIISAAI MOHOTEPAIIil, @ TAKOXK Yy ITOEOHAaHHI 3i
CEeKBECTPaHTaMH KOBUHUX KUCJIOT. [[03y ciifg mpuiiMaT abo He MEeHIII SIK 3a 2 TOOUHU
0o, abo He MeHII K Yyepe3 4 TOOUHMU IIiC/Isg IPUMOMY CEKBECTPAHTY KOBUHUX KUCJIOT.

s maieHTiB, gKi npuiiMaloTh Ba3unin® omHodacHO 3 ¢ibpaTamMu, Kpim
rem@piopo3uny (gus. po3gin «IIpoTunokasaHHsa»), abo 3 peHodibpaToM, mo3a
ImperapaTy He IMOBHHHAa NepeBuilyBatu 10 mMr Ha goOy. [I14 Malli€eHTiB, Ki OOHOYACHO
3 IIpenapaToM NpUKMMalOTh aMiojapoH, aMJIOAUIIiH, BepamnaMmin abo aunriazeM, foOoBa
no3a Basuniny® He nmoBuHHA IepeBulllyBatu 20 Mr (OuB. po3ninu «B3aemonisa 3
IHIMMMU JTiKapChbKUMHU 3acob0aMu Ta iHII BuOu B3aeMomiti» Ta «OcoOIuBOCTI
3aCTOCyBaHHS»).

JIo3yBaHHA npu HUPKOBIill HedocmamHocmi

It mallieHTiB i3 MOMipHOI0 HUPKOBOIO HEJOCTATHICTIO HEMA€E HEeOOXimHOCTi 3MiHNU
OO3yBaHHSI.



[71a TaIieHTiB 3 TSIKKOI0 HUPKOBOIO HEJOCTATHICTIO (KiTipeHC KpeaTuHiHy < 30 MJI/XB)
CJIil peTeNbHO 3BaXXUTHU HOOILIIbHICTL IpU3HaUYeHH npenapaTy y no3i 10 mr Ha goly i,
SIKIIIO TaKe JO3yBaHHS BBaXKa€ThCSA HEOOXiMHUM, Ipemnapar CIiJ Ipu3HadyaTy 3
o0epexkHiCTIO.

3acToCyBaHHS IalliEHTAM JIITHHBOTO BiKY

Hemae noTpebu B KOperyBaHHi J03H.

3acTocyBaHHA OiTsaM Ta migymitTkam (10-17 pokiB)

IIns miTeu Ta miaIiTKiIB (xs1oIili BikoBol cTafil TanHepa Il i cTapiri Ta giBdaTta, y SIKUX
NpHUHAUMHI OOWH PiK HagBHUU MEHCTPYyaJbHUM LUKJII) BikoM 10—17 poKiB 3
reTepo3uroTHOI CiMEMHOIO TillepXx0oIecCTEPUHEMIEID PeKOMEeHIOBaHa 3BuYaliHa
rmoyaTKoBa go3a ctaHoBUTH 10 mr 1 pa3 Ha goOy, BBeuepi. 1o moyaTKy JIiKyBaHHSA
CHUMBACTaAaTUHOM [iTSAM Ta IiAJIiTKaM CJIig NPU3HaYUTH CTaHOapTHY
XOJIECTEPUHO3HMUKYBAIbHY OIE€TY, SIKOI CJIiI JOTPUMYBATHUCS IIiT YacC JIiKyBaHHS
CHMBaCTaTUHOM.

PexkomenpgoBaHi go3u - 10—40 Mr Ha mo0y; MakKCUMallbHa PeKOMEHI0BaHa [103a
ctaHoBuTh 40 Mr Ha go0y. [o3y cniifg migbupaTu iHOUBiAyaabHO, 3TiAHO 3 METOIO
JIIKyBaHHS, 3a peKOMeHAallisIMU JIIKyBaHHA y nefdiaTpil (QuB. po3ginu
«PapMmakonuHaMika» Ta «OcoOIUBOCTI 3acTOCyBaHHs»). [1igOip mo3u ciig MpoBOOUTH
3 inTepBanamu B 4 TuxKHi abo Oinbie. [locBif 3acToCyBaHHS IIpenapaTy OiTAM
nmpenybepTaTHOTO BiKy OOMEKEeHUM.

Bbe3neka Ta eeKTUBHICTh 3aCTOCYBaHH$ 03 roHan 40 Mr Ha mo0y miTsam 3
reTepo3uroTHOI CiIMEMHOIO TillepxolecTePUHEMIEI0 He BUBYaIuCA. [JOBrOCTPOKOBa

e eKTHUBHICTh Tepalil CHMBAaCTaTUHOM Y OUTUHCTBI [OJIs 3HNUKEHHS 3aXBOPIOBAHOCTI Ta
CMEPTHOCTI Y IOPOCJIOMY Billl HE BCTQHOBJIEHA.

itk

Bbe3neky Ta eeKTHUBHICTh 3aCTOCYBaHHS CUMBaCTaTUHY [JIs HallieHTiB BikoM 10-17
POKIB i3 reTepO3UTOTHOI CIMEWHOI0 TilepIinifeMi€ro OLiHIBaJIu Y KOHTPOJILOBAHOMY
KJIiHIiYHOMY OOCJiAXKE€HHI 3a y4acTIO XJIOMMYUKIB BiKOBO1 cTafmil TanHepa Il Ta migmiTKiB-
OiBYaT, y SIKUX IOHaWMeHIle 1 pik ToMy mmodanucs MeHcTpyatiii. I[Ipodink mobiunmx
edeKTiB y nmalieHTiB, AKi IpuiiMaayu CUMBacTaTUH, OyB NONiOHMM IO TAaKOTO y
MallieHTiB, sKi mpuiiManu mniaie6o. [lo3u G6inbiie 40 Mr He JOCTIAXKYBaIu y il TPyITi
naiieHTiB. Y gocniaKeHHi He OyJio 3adgikCcoBaHO BIJIMB CUMBACTaTHHY Ha pPiCcT Ta
CTaTeBUU PO3BUTOK MiMJIITKIB, @ TAKOXK Ha TPUBAJIICTh MEHCTPYaJIbHOI'0 LIUKITY Y
miB4aTOK (muB. po3ainu «Criocib 3acTocyBaHHS Ta Oo3u», «I[1o6iuHi peakirii»).



IliBuaTa MaioTh OyTu IIpoiHGOpPMOBaHi 11010 HEOOXiMHOCTI KOHTpAIIeIIlil Tpu
3aCTOCYBaHHI CUMBaCTaTUHY.

3acTocyBaHHs CUMBaCTaTUHY He OOCIIiAXKyBaju y nauieHTiB BikoM no 10 pokis, a
TaKOXK y [iBYATOK, y IKUX IIle He IToYaJiiCcs MEeHCTpyallil.

IIna maieHTiB BikoM g0 18 pokiB epeKTUBHICTDH Ta Oe3IeKy He OOCIimKyBalu
IIPOTATOM IIEePioAiB JIIKyBaHHS TPUBAJIICTIO HOBIe 48 THUXKHIB. BIIJIUB OBrOTPUBaIOro
3aCTOCyBaHHS Ha (pi3UYHUY, IHTEJIEeKTyaJIbHUM Ta CTaTEBUU PO3BUTOK HEBIIOMUMN.

ITlepeno3yBaHHsA

Ha 11e1 yac BigoMO IIpo KijlbKa BUMNAAKIB Iepego3yBaHHs, MaKCHUMaJlbHa IPUUHATA
mo3a CTaHoBHIA 3,6 I'; IPU IIbOMY y KOJHOTO 3 MAIli€HTiB He BUSBIIEHO CIIeU(iuHNX
cuMIToMiB. Yci nmanienTu ogyxkasnu 6e3 yCcKlagHeHb. Y pa3i mepemo3yBaHHS He0OXigHO
IPOBOOUTH CUMITOMATHYHI i MiATPUMYIOUi 3aX0OM, OCKIIbKM CIIeU(igdHOTO
JIIKyBaHHS HEMaeE.

IToOiuni peakmii

YacToTa HUXKYe3a3HaUeHUX IMOOIYHUX SIBUII, ITPO SIKi MOBIiHOMMIIH ITiJT Yac KIiHIYHUX
OoCIim»KeHb Ta/abo y mepion MoOCTMapKEeTUHTOBOT'0 3aCTOCYBaHHsI, KinacudikoBaHa 3a
OIIIHKOIO i1XHiX PiBHIB y IIPOIleCi BeIMKUX JOBrOTPUBAJIMX I1/1a1le00-KOHTPOJILOBAHUX
KJIIHIYHUX O0CIiaKeHb, BKiaoyaouu HPS Ta 4S 3 yuacTio BignoBigHO 20536 Ta 4444
naiieHTiB (ouB. po3min «®apmakoguHaMmika»). Y HPS Bim3Haganucs TinbKU CEpPHO3Hi
mobivuHi sIBUIA, a TAKOXK MiaJrisi, migBUINIeHHS TPaHCaMiHa3 CUPOBATKHU Ta
KpeaTuHKiHa3u. Y 4S 3anucyBanuch yCi 3a3HadeHi HuK4e 1mo0iyHi sBuiia. AKIo y
IIPOoIIeCi TUX JOCiXKEeHb PiBHI Ipu NPHUNOMi CUMBacTaTUHY OyJiu HUXK4Yi ab0 momi6Hi
OO TUX, IIIO i mpu npuiioMi nnaunebdo, Ta Oynu monibHi CHOHTaHHI ITOBiHOMIIEHHS IIPO
sIBUIIA, IKi Manau oOT'PyHTOBAHUM IMIPUUYMHHUY 3B’ 30K, 1Ii MOOiUHi SBUIIa
Kiacu@dikyBanuch sIK PigKicHi.

Y npoueci pocnigxenus HPS (ousB. po3nin «®apmakogrHaMika») 3 ydacTo 20536
naieHTiB, siKi nputimanu 40 Mr/mo6y cuMmBacTtaTuHy (n=10269) abo nnaiebo
(n=10267), npodini 6e3mexku OyIu MOPIBHAHHUMMU Y IAIi€HTIB, SIKi IIpuUManu
CUMBACTATHH, Ta MAlliEHTIB, AKi npuiiManu mnnamnebo y cepegHbOMY IPOTATOM 5 POKiB
mocrinzkeHHs. PiBHI mpunuHeHHS y4acTi yepe3 nobiuHi edeKTr OyIu MOPiBHIHHUMU
(4,8 % y nanieHTiB, aKi npuiManu cuMBactaTtuH 40 mr, ta 5,1 % y naieHTisB, gKi
npuiiManu nnane6o). Yacrtora miomarii cranoBuna < 0,1 % y malieHTiB, sSKi mpuiiManu
cuMBacTaTuH. [limBuIieHHs TpaHcaMiHa3 (>3 pa3siB Bullle BMH, migTBepaxeHe
IIOBTOPHUM aHasizoM) BigOynock y 0,21 % (n=21) naiieHTiB, aKi npuiiManu
cuMBacTaTuH, opiBHSAHO 3 0,09 % (n=9) maiieHTiB, IKi mpuiiManu 1iaiebo.



KaTeropii yacTtoTu mobigyHUX SBUII: OyxKe YacTo (> 1/10), gacTto (= 1/100, < 1/10),
HedacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), npyxke pigko (< 1/10000),
YacToTa HeBimoMa (He MOXKHa ITifpaxyBaTHu 3a HassBHUMU JTaHUMMU).

3 00Ky KPOBi Ta niMdbaTH4YHOl cucTeMu. Pinko: aHeMis.

3 60Ky iMyHHOI cucteMu. JlyKe piokKo: aHadinakcis.

3 6oky ncuxiku. Ilyke pigko: 6e3conHs. HeBigomo: merpecis.

3 00Ky HEPBOBOI cucTeMHU. Pinko: ronoBHui 6inb, MapecTesis, 3a1aMOpPOYEeHHS,

nepudepuyHa HerponarTisa. [lyKe pigKo: MOTipIIeHHS IaM’ ATi.

PecnipaTopHi, TOpakKaJbHI Ta MeOiaCTHHAJIbHI mopymieHHs. HeBimoMo:

iHTepcTUllianbHa XBopoOa JereHiB (QuB. po3min «OcoOIUBOCTI 3aCTOCYBaHHS»).

3 60KV IIJTYHKOBO-KHIIIKOBOT'O TPAKTYy. Pimko: 3amop, abgominanbHUM 0illb, METEOPU3M,

OUCIEICis, JIiapef{, HyOO0Ta, 6J'IIOBaHHH; ITIaHKPEaTHurT.

3 00Ky IeYiHKM Ta JKOBUYOBUBIODHMX NIIAXiB. PimKo: remaTUT/XKOBTSAHUIIA. [lyKe PigKo:

jleTaJIbHA Ta HeJleTaJlbHa MEe4YiHKOBA HEJOCTATHICTb.

3 OOKYy IIKipH Ta IMiOIKipHUX TKaHWH. Pimko: BucumauHs, cBepOixkK, amomnelisa. [yxe

PioKo: miXeHOImHUM JTiKapChbKUM BUCHIIL.

3 OOKY CKeJIETHO-M ' sI30BOTr'0 alapary Ta CIOJIYYHOI TKaHuHHU. Pigko: miomaTisa*

(BKJTIOYarO4Yu Mio3uTH), paboomMiosis 3 HUPKOBOIO HeoCcTaTHICTIO abo 6e3 Hel, Mianris,
M’s130Bi CIla3MM, CYOOMHU, MiO3UTH, OIIMIO3UTHU. [lyKe PiAKO: PO3PUB M’3iB.

* I'lig yac KJIiHIYHUX OOCIIAXKEeHb MiomaTid YacTillle BUHUKalla y MallleHTiB, sIKi
MMpUManyu CUMBacTaTuH B 4031 80 Mr Ha moOy, MOPiIBHSAHO 3 MalliEHTaMH, SIKi
npuiimanu 20 mr Ha gooy (0,1 % nmpotu 0,02 % BigmoBigHO).

HesBimomo: TeHOuWHOIIATIA, iHOA1 yCKIagHeHa po3puBamMmu, (IOHM)**,

** Ily>Ke pigko croctepiranucs sunanku IOHM, aytoimyHHOI MionaTii mig gac abo
micss nikyBaHHSA ctaTuHaMu. IOHM KiTiHiYHO XapaKTepu3yeThCs CTiMKOIO CITabKiCTIO
IIPOKCUMAJIbHUX M S31B 1 IiABUIIIEHHAM PiBHSA KpeaTHHKIHA3U B CUPOBAaTIIL KPOBI, AKi
He 3HMKAIOTh He3BaXKalo4uM Ha IIPUNNHEHHS IPUNOMY CTaTHHIB, O3HaKaMu
HEKPOTUYHOl MiomnaTil Ha Oioricil M’sa3iB 6€3 3HaYHOT0 3aNajieHHs, IOJINIIIeHHSIM IIPpU
3aCTOCYBaHHi iMyHOmenpecuBHUX 3aco0iB (aAuB. po3min «OcobIMBOCTI 3aCTOCYBaHHS»).

3 00Ky PenponyKTHUBHOI CUCTEMH Ta MOJIOYHHUX 3a/103. [Iy>Ke pigKo: riHeKoMacTis.

HeBigoMo: epeKTunbHa OUCPYHKIIIS.

3 60Ky 30py. Pimko: 3aTyMaHeHu# 3ip, IMOPYIIEHHS 30pPY.




3araspHi po31aaM Ta NOPYIIEHHS V MICIli BBegeHHs. Pinko: acteHis. 3pigka

IIOBIOOMIISIJIA IIPO BUIIAOKU BUPAXKEHOI0 CUHAPOMY TillepdyTIUBOCTI, 110 BKIIOYaB
OesiKi 3 TaKUX MPOSIBiB: aHTIOHEBPOTUYHUM HAaOPSAK, BOBYAKOIOOiOHUM CUHIPOM,
peBMaTHYHa I0JIiMiasrisi, ;epMaToOMiO3UT, BaCKYJIiT, TPOMOOIIMTONEHisI, €03uHOQiTis,
30iNbIlIeHHS IIBUAKOCTI ocimanHs epuTtpoiuTiB (IIIOE), apTpuT i apTpanris,
KponuB’'siHKa, (poToceHcuObimizallisi, rapsiyka, IIPUIIJIMBY, 3aQUIIIKA Ta CIa0KiCThb.

BniuB Ha pe3ysbTaTH 1a00paTOPHUX Ta iIHCTPYMEHTAJBPHUX [OCIiIKeHb.

Pinko: 36inmbI1eHHS PiBHS TpaHCcaMiHa3 y CUPOBATIIi KPOBi (amaHiHaMiHOTpaHcdhepasy,
acriapraTaMiHoTpaHcdepasu, y-TiIyTaMinTpaHcrentuaasu) (QuB. po3ain «OcobmuBoCTi
3acToCyBaHHs. BIIIuB Ha Me4iHKy»), MiABUIIIEHHS PiBHSA JIy2KHOI docdaTasy,
MMigBUILIEHHS PiBHSI CUPOBATKOBOI KpeaTHUHKiIHA3u (OuB. po3min «OcoOIuBOCTI
3aCTOCYBaHHS»).

[Tpu npuiioMi CcTaTUHIB, BKIII0OYadM Ba3umin®, nosimomisanu npo nigsuineHHs HbAlc
Ta PiBHIB I'/IIOKO3Y CUPOBATKHU B CTaHI HaTIIE.

Bynu nmoBigoMIieHHS PO MOPYIIeHHS KOTHITUBHOI (QYHKIII (HanmpuKial, BTpaTa
nam’siTi, 3a0yObKyBaTiCTh, MOPYILIEHHS MaM’ATi, CIIJIyTaHiCTh CBiJOMOCTI), ITOB’si3aHi i3
3aCTOCYBaHHSM CTATHHIB, BKIIOYAlOYW CUMBACTATUH. Y LiJIOMYy BUIIagKu OymIu
HEeCepMO3HUMHU Ta OOOPOTHUMHU ITiCJIsI IPUNIMHEHHS IPUMOMY CTAaTUHY; Yac [0 II0YaTKy
IIOSIBY CUMIITOMIB (Biff OGHOTO OHS OO KiJIbKOX POKiB) Ta 3HMKHEHHS CUMITOMIB (y
cepenHboMYy 3 TUXKHi) OYB Pi3HUM.

IHomaTkoBi HOOiIYHI edeKkTH, sIKi criocTepiraanucs micias IPUNOMY OesIKUX CTaTHUHIB:

e IOPYIIEHHS CHY, y TOMY 4MCJIi 0€3COHHS Ta HiYHI )Kaxu;

e cTaTeBa OUCQYHKILIS;

e IIYKpPOBU fiabeT: 4acTOTa 3aJIeKUTh Bifl HAIBHOCTI/BiICYTHOCTI (haKTOPiB PUIUKY
(piBeHB I'MIOKO3M HaTile = 5,6 mmonb/n, IMT >30 kr/M2, migBUIIeHUI PiBEHb
TPUTJILIEPUAIB, apTepiajbHa TilepTeH3isa B aHaMHe3i).

ity Ta nigmitey (BikoM 10-17 pokiB)

Y nporueci 48-TuKHEBOT0O AOCIIIAXKEHHS 3a Y4YacTIO OiTel Ta HifJliTKIB (XJI0I4YUKU
BikOBoOI1 cTtafil Il 3a TaHHepoM i cTapiile Ta AiBYaTa, B IKUX IIPUHAWMHI OOUH PiK
HasIBHUU MEHCTpPyaJbHUU IUKJII) BikOM 10-17 pOKiB 3 reTepO3UTOTHOIO CiMENHOI0
rinepnainigemieo (n=175) nmpodint 6e3meKu Ta TePeHOCUMOCTI Y IAlli€HTiB, SKi
IIpUManyu CUMBacTaTuH, OyB 3arajoM IMOAiOHUM OO0 TaKOTO y MAalliEHTIB, AKi NpuiiManu
mane6o. [JoBroTpuBaauii BOIUB Ha (Pi3UYHUM, PO3YMOBUM Ta CTAaTEBUU PO3BUTOK
HeBimoMuii. HeMae gocTtaTHBOI KiJIbBKOCTI JaHUX MiCJIT OQHOTO POKY JIiKyBaHHS (OUB.
po3minu «OcobuBOCTi 3acTocyBaHHSI» Ta «Croci® 3aCTOCYBaHHS Ta MO3U»).



3BiTYBaHHS IIPO Hifo3pIOBaHi MoOiYHI peakirii.

3BiTyBaHHS IIPO ITigo3pioBaHi mMoOiuHi peakiril micyis peecTpatiil JTikapcbKOro 3aco0y
Ma€ BeJIMKe 3HaueHHs. Lle mae 3mMory npoBoguTu Oe3lepepBHE CIIOCTEPEXKEHHS
CIIiBBIIHOIIIEHHS MiXX KOPUCTIO 1 pU3uKaMi, [10B sI3aHUMHU 13 3aCTOCYBaHHAM
JIiKkapchKOro 3aco0y. CrieliaicTul y rajay3i OXOpOHM 3[I0POB’S ITOBUHHI ITOgaBaTU
iHpopmartiito mpo Oyab-sIKi ITimo3proBaHi MoOiYHiI peakiril 3a JOMOMOT 00 HaIlliOHAIbHOI
CHUCTEMHU 3BIiTHOCTI.

TepMiH NpHIAaTHOCTI
3 POKH.
VYMoBH 30epiranas

30epiraTtu B opuriHanbHil yIaKoBIli ITpu TeMrepaTtypi He Buiie 30 °C.

30epiraty y HeIOCTYIIHOMY AJIS OiTE€W MicCIIi.

¥YnakoBka

[To 7 TabneTok y GinicTepi, mo 4 6icTepu y KapTOHHIiN KOPOOIIi.
KaTeropist Biagnnycky

3a penemnTomM.

BupooHuK

KPKA, no.n0., HoBo mecto, CnoBenist/ KRKA, d.d., Novo mesto, Slovenia.

Miciie3Haxo/dKeHHsI BHUPOOHHKA Ta HOro aJpeca MiCIisi IpoBaJaXKeHHSI
IisIIHLHOCTI

[MImap’emka necta 6, 8501 Hoso mecto, CnoBeHist/ Smarjeska cesta 6, 8501 Novo
mesto, Slovenia.

[Ixepeso iHCTPYyKIil

[HCTpYKIIito TiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTO mkepesia — [lepKaBHOTO PEECTPY

JIIKapCbKUX 3aCc00iB YKpalHH.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

