IHCTPYKIIIA
IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y
BA3OCTAT-310POB’'4

(VASOSTAT-ZDOROVYE)

Cknao:

ditoya pevosuHa: simvastatin;

1 TabneTtka mictuth cuMBacTtaTuy 10 Mr a6o 20 mr, a6o 40 wmr;
0ONOMICHI peYoBUHU:

no3yBauHs 10 mMr abo 20 mr: Oytunrigpokcianizon (E 320); kucnora ackopOiHOBa; KMCIOTa IMMOHHA,
MOHOTIIpaT; IeflakTo3a (CyMilll JaKT034, MOHOTifpaTy, Ta L[eJlf0JI03U1 MOPOIKONOAiOHOI (75:25));
KPEeMHil0 TiOKCUM KOIOigHuY Oe3BOIHMIM; KPOXMaslb KapTOIUISHUM; MarHilo cTeapar; TimpoMesno3a;
KaHOYpuH (CpiOHMI 6IUCK), 110 MiICTUTH aTIOMOCHITIKAT Kasito, TuTany miokcup (E 171); 6apBHUK
«Cemicnepc cyxu#t K0BTHi R», 1110 MiCTUTD TiTpoMeno3y, 1e0103y MiKpoKpucTaniuny, pubodnasin
(E 101); nonietunenrmnikons 4000; Tutany giokcup (E 171);

no3yBauHs 40 mr: Oytunrigpokcianizon (E 320); kucnora ackopOiHOBa; KUCIIOTa TUMOHHA,
MOHOTIApaT; 1akT03a, MOHOTIApAaT; MarHilo cTeapaT; TiIPOMEN03a; I[eI0I03a MIKPOKPUCTalidHa;
KOIIOBiIOH; HaTPil0 KpocKapMesio3a; KaHTypuH (CpiOHMM 6IKCK), 1110 MiCTUTh aTlOMOCHUIIIKAT KaJlilo,
tuTaHy giokcup (E 171); 6apBruK «Cemicnepc cyxuid xK0BTUM R», 110 MiCTUTH TiTpoMenosy,
11eJTI07103y MiKpokpucTamniuny, pubodiasin (E 101); momietunenrnikons 4000; tutany miokcup (E
171).

Jlikapcbka ¢popma. TabmeTKy, BKPUTI MTiIBKOBOIO 000JI0HKOIO.

OcHosHi (¢i3uko-xiMiyHi 8aacmusocmi: TaONeTKH, BKPUTI MJTiIBKOBOIO 000I0HKO0, KPyTyIoi popmu 3
IBOOIIYKJIOI0 ITOBEPXHEIO Bifl CBIT/I0-KOBTOT'0 [0 KOBTOT'O KOJILOPY.

®apmakoTepaneBTHYHa rpyna. [Hribitopu 'MI-KoA-penykrasu. Kog ATX C10A AO01.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

[licns npuiioMy BHYTPILIHBO CUMBACTATHH, 110 € HEAKTUBHUM JIAKTOHOM, TiIPOJIi3y€E€THCS B IIE€YiHII 3
YTBOPEHHSIM BifiMOBiAHOTO GeTa-TifpPOKCUKUCIOTHOTO MTOXiAHOTO, III0 Ma€E BUCOKY iHTiOy0uy
akTuBHICTh moao 'MI'-KoA-penykrasu (3-rigpokcu-3-meTtunriotapuii-KoA-penykrasu) - GepMeHTy,
110 KaTanisye nepetBopeHHss [MI-KoA B MeBajOHAT, TOYaTKOBY Ta HaubiNbII 3HAYYIY CTaAil0
6iocuHTE3Y X0NIeCTepuHy. [10BeIeHO, 1110 CUMBACTaTHH 3HUKY€E HOPMaIbHUM Ta MiBUIIEHUN PiBeHb



XO0JIECTePUHY JinonpoTeiniB Hu3bKol1 minbHOCTI (XC JITTHII). JITTHII] yTBOPIOETHCS 3 JINONPOTEIHY
nye HU3bKOI minbHOCTI (JITIITHII]) Ta KaTabomi3yeThCS TOJIOBHUM YHHOM PEIEeTITOPAMU 3 BUCOKOIO
criopigHenicTio 3 JIITHII. Mexaniam JIITHII-3HMKYyBanbHOTO €(peKTy CHMBACTATHH MOXKE
CKJIaflaTUCh SK 3i 3HMKeHHs KoHIeHTpauil XC JITIIHII, Tak i 3i ctumynsauii penenrtopis JIITHII, mo
IIPU3BOMUTH [0 3MEHIIIEHOT0 IPOAYKyBaHHS Ta 30inbineHoro KatabomniaMmy xonmectepuny JITTHIII.
PiBeHb anoninonporeiny B Takox 3Ha4YHO 3HUAKYETHCA IIifl Yac 3aCTOCYBaHHS CHMBacTaTuHy. Kpim
TOT0, cUMBacTaTuH noMiTHO 36inbirye XC JITIBI Ta 3HMKY€E piBeHb TPUTIINEPUAIB ¥ Ia3Mi. B
pe3ynbTaTi IUX 3MiH 3MEHIIYEThCS CHiBBimHOIIEHHA 3aranbHoro XC go XC JITIBII ta XC JITITHII mo
XC JITIBII.

dapmakoKiHemuka.

CuMBaCTaTUH € HEaKTUBHUM JIaKTOHOM, IO JIETKO TiIpOJIi3y€EThCS, IEPETBOPIOIOYNCE in vivo y 6eTa-
TiIpOKCUKUCNOTY, nOoTykHUM iHTi6iTOp I'MI'-K0A-penykTa3u. I'igpomni3 BinOyBa€eThCs, TOJIOBHUM
YUHOM, y IeYiHLli; MBUAKICTh TiAPOIi3y Y I1JIa3Mi KPOBI JIIOAUHYU OyKe MaJa.

dapmMakOKiHETUYHI BJIaCTUBOCTI OLIHIOBAIKCS 3 y4acTIO Jopociaux. PapMakOKiHETUYHI [aHi 070
OiTeu i MimJIiTKIB BiICYyTHI.

Abcopbuyia. Y moguHU CUMBACTAaTHH 100pe BCMOKTYETHCS Ta MTPOXOOUTh €KCTEHCUBHUM MEPBUHHUM
neviHKoBUY MeTa0os1i3M. BupineHHs B MeUiHKY 3a/Ie3KUTh Bifl KDOBOTOKY B mediHIi. [TediHKa €
IIePBUHHUM IIeHTPOM Ail akTuBHOI popmu. Byso BUSBIEHO, 110 HaAX0OKeHHS 6eTa-TiIPOKCUKUCIIOTH
[I0 CHCTEMHOT0 KpPOBOODITy micys mepopaibHOil J03K CUMBaCTaTUHY CTaHOBUTEL MeHIle 5 % [O3H.
MakcuMasnbHa KOHLIEHTpAllis aKTUBHUX iHTiI0ITOPIB y m1a3Mi gocsaraeTbcs npubIu3Ho yepe3

1-2 rogunm micnsg npuitoMmy cuMBacTaTuHy. CYyIyTHE BXXKUBaHHA 1XKi He BIIMBa€E Ha abcopobiiito.
dapMakoKiHeTHKa OIHOPa30Bol Ta 6araTopa3oBoil 103 CUMBACTaTHHY NIPOEMOHCTPYBAa, 10 He
BimOyBa€ThCS HiIIKOT0 HaKOMMMYEHHS JTiKapChKOro 3aco0y miciis 6araTopa3oBoro 3aCTOCYBaHHS.

Po3nodia. 3B’s13yBaHHST CUMBACTAaTHHY Ta MOT0 aKTHBHOI'0 MeTaborIiTy 3 OiTKaMu IJla3MU CTAHOBUTD
>95 %.

BusedeHnHs. CumBacTtatut € cyoctpatoM CYP3A4 (nuB. po3ninu «IIpoTunokasaHHs» Ta «B3aemomis 3
iHIIIMMYM JTiKapCbKUMM 3aco0aMu Ta iHIM BUOM B3aeEMoMii»). HalOinemmumu MeTabomiTaMu
CHMBaCTaTHHY, TpefiCTaBIeHUMHU Y IIJ1a3Mi JIIOAUHY, € 6eTa-TifPOKCHUKUCIIOTa Ta YOTHPHU OOOATKOBI
akTuBHI MeTabomitu. [Ticns BBeJeHHS MIOAUHI TepopabHOl J03U PagiOaKTHBHOTO CHMBACTAaTUHY 3a
96 rogun 60 % MiyeHoTo IIpenapary 0yso BusBieHo y hekanisax i 13 % - y ceui. BusiBnena y
beKanisx KinbKiCTh IpefCcTaBIisie eKBiBaleHTHUHM aOcopOoBaHUM TiKapChKuH 3aci0, 110 BUAINISIETHCS 3
JKOBYIO, @ TaKOK HeabcopOoBaHUi JTikapchkuil 3acib. [icyig BHYTPITHEOBEHHO] iH'€K1Iii MeTaboJIiTy
OeTa-TigpPOKCHUKUCIIOTH KOT0 Iepiof HaliBBUBEEHHS CTAHOBUTE Y cepenHboMy 1,9 roguuu. Y ¢opmi
iuri6iTOpIB i3 Ceueto BUBOOUTHLCS B cepemHboMy Tinbku 0,3 % mo3u.

CuMBacTaTUHOBA KUCJIOTa aKTUBHO 3aXOIIIIOETLCSA elaTOUTaMy 3@ JOIIOMOI00 IIepeHOCHUKA
OATP1BI1.

CuMBacTaTuH € cy0cTpaToM eIIioKCHOTO ITepeHOCHUKa 0i/ika pe3uCTEeHTHOCTI paKy MOJIOUHOI 3a/1031
(BCRP).

Ocobaugi epynu nauieHmia.
IToaimopgizm SLCO1BI1.

Y nociiB anens ¢.521T>C rera SLCO1B1 cnocTepira€Tbcsi 3MeHIIeHa akTuBHICTL Oinka OATP1B1.
CepepnHs mJIola IMiJ KPUBOIO «KOHIIeHTpallis-4yac» (AUC) rooBHOT0 aKTUBHOTO MeTaboMiTy -



CHMBACTATUHOBOI KUCJIOTH - CTaHOBUTH 120 % - y retepo3urotHux HociiB (CT) aneni Ci 221 %y
romo3uroTHux HociiB (CC) mopiBHSHO 3 MallieHTaMu 3 HaunowmupeHimuM resotunom (TT). Anens Cy
MAIliEHTIB €BPOIEOIAHOI pacu 3yCTpidaeThCcs 3 4acToTow 18 %. YV narieHTiB i3 noniMopdismMom reHa
SLCO1B1 icHye pu3uK migBUINEHOI €KCIO3HUIlii CHMBAaCTaTHHOBOI KMCJIOTH, 1[0 MOXKe 30ibIIyBaTH
PU3HKK PO3BUTKY pabmomionidy (auB. po3min «OcoOnMMBOCTi 3aCTOCYBaHHS»).

KitiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

limepxonecTepuHeMis

JIikyBaHHS IEPBUHHOI TinepxojiecTeprHeMil abo 3MilltaHOol AUCTiNigeMil SK TOIOBHEHHS [0 Hi€TH,
KOJIM BifITIOBiIb Ha Hi€TY Ta iHIII HEMeOMKaMeHTO3Hi 3aco0u NiKyBaHHS (Hampukiamn, GisuyHi BIIpaBH,
3HMKEHHS MacH Tijlla) HeJoCTaTH.

JIikyBaHHSI TOMO3UTOTHOI CiMENHOI rillepxojieCTePHUHEeMIl SIK IOMOBHEHHS 00 TIETU Ta iHIIOTO
MiMi03HUAKYBaIbHOTO JIiIKyBaHHS (Hampukiaz, adbepesy JinifiB HU3bKOI IinbHOCTI) ab0 SKIO0 Taki
METOAY JIIKyBaHHS HE € IPUNHSATHUMMU.

CepiieBo-cyouHHAa TpodiTakTUKa

3HUKEHHS CEpIIeBO-CYAUHHOI CMEPTHOCTI Ta 3aXBOPIOBAHOCTI Y MAIli€HTIB 3 IBHOIO
aTepPOCKJIEPOTUYHOIO CEPIIeBO-CYIMHHOI0 XBOP00O0I0 ab0 yKpoBUM Hia0eToM 3 HOpMaIbHUM abo
MigBUIEHNM PiBHEM XOJIECTEPHUHY, K OOJATKOBA Teparis AJ1s KOPeKIIil iHImuX (paKTOpiB PU3UKY Ta
IO iHIIIOI KapAiompPOTeKTHBHOI Teparril (quB. po3nin «®apMaKoIoTiyHi BIaCTHBOCTI.
dapmakoguHaMiKa»).

IIpomunoka3aHHs.

e ['inepuyTnuBicTh KO CHMBacTaTUHY ab0 10 Oyab-IKOI CKIagoBoi IIpemapary.

3axBOpPIOBaHHS MEYiHKM B aKTUBHIH (a3i abo He3po3yMisie Ta CTiliKe MigBUIIEHHS PiBHIB

TpaHcaMiHa3 CUPOBATKH.

e CynyTHill npuiiom notyxHux iuridiropie CYP3A4 (npenaparis, mo 36inbiryiors AUC
npubnu3Ho y 5 pasiB abo GinbIle), TaKUX SK iTPaKOHA30J1, KETOKOHA30J1, T0CAaKOHA3071,
BOPUKOHA3071, inribiTopu BlJI-mpoTea3u (Hampukiaf, HendiHaBip), OolenpeBip, Temanpesip,
€PUTPOMIITNH, KITapPUTPOMIIINH, TeTITPOMIIINH Ta Heda30doH, i MKapcbKux 3aco0iB, SKi MiCTITb
KoOirucTar (OuB. po3minu «B3aeMopmis 3 iHIMMMY JTiKapChbKUMU 3aC00aMu Ta iHIII BUOK
B3aeMofii» Ta «OCOBIUBOCTI 3aCTOCYBAHHSI»).

e CymyTHill mpuiioM reM¢piopo3uny, UKIOCIOPUHY abo maHa301y (IuB. po3minu «B3aemMopis 3
iHImMMY MiKapchKUMM 3acobaMu Ta iHII BUAM B3aeMOii» Ta «OCcoGIMBOCTI 3aCTOCYBaHHS»).

e V pasi roMo3uroTHOI CiMeNHOI rinepxojiecTeprHeMil allieHTaM, SKi OTPUMYIOTh JIOMiTallix,
CHMMBaCTaTHH y fo3ax Ginbine 40 Mr mpoTUNOKa3aHo (OuB. po3minu «B3aemopisa 3 iHIIUMU
JMiKapChbKUMU 3aco0aMu Ta iHIIi BUAH B3aeMOin», «Oco0IHMBOCTI 3aCTOCyBaHHs» Ta «Cmocio
3aCTOCYBaHHS Ta JO3MW»).

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodil.



IekinbKa MexaHi3MiB [ii TikapchKOro 3ac00y MOXKYTh CIPUSTH OTEHIINHINA B3aEMOil 3 iHribiTopaMu
['MTI'-KoA-penykTa3u. JlikapchKi 3aco6u Ta mpenapaTy POCIMHHOTO TIOXOMKEHHS, SIKi raJlbMyIOTh
mesiki mii hepmenTiB (Hampuknan, CYP3A4) Ta/abo TpaHcnopTepa (Hampukian, OATP1B), MoXyTb
30iMbIINTH KOHIIEHTPAI[il0 CUMBACTAaTUHY Ta CUMBACTATUHOBOI KMCJIOTH B IIJIa3Mi Ta IPU3BECTH [0
IiABUINEHHS PU3UKY MiomaTii/pabmoMionisy.

3BEPHITHCA [0 iIHCTPYKIil AJI MEJUYHOTO 3aCTOCYBaHHS Ha BCi OQHOYACHO BUKOPUCTOBYBaHI
IpernapaTy I OTPUMaHHS [0aTKOBOI iHpopMallil Ipo iX MOTeHLilHy B3a€MOZI0 i3 CUMBACTaTHUHOM
Ta/ab0 MOXKIUBICTh 3MiH, IKi MOXKYTh BinOyBaTucs 3 hepMeHTaMu ab0 TpaHCIIOPTEPAMHU, Ta MOXKJINBE
KOPUTYBaHHS 034 i peXKKMiB 3aCTOCYBaHHS.

[cHYIOTH maHi B3a€EMO[Iii TiTbKY Y OPOCIIUX.

dapmakoOuHaMiyHa 83aemo0is

B3aemo0ii 3 nini003HUNMCYBANbHUMU AIKAPCbKUMU 3aCOOAMU, AKI NPu NPutioMi OKpemo MoXicCymb
cnpuvyuHumu mionamir. Pu3uk miomnartil, BK/IIo4aiouu pabmoMionii3, 3pocTa€e Mpy OIHOYACHOMY
BBefleHHi 3 pibpaTamu. KpiMm Toro, cmoctepiraeThcsl papMakoKiHETHYHa B3aEMOZIS 3 reM(piObpo3unom,
1110 TPU3BOAUTE [0 36iNbIIEHHS PiBHIB CUMBACTaTHUHY B IIJIa3Mi KPOBi (AUB. Migpo3min
«PapMaKoOKiHETUYHA B3aEMOIisT» HUXKYe Ta Po3ainu «I[IpoTunoka3zaHHs» Ta «OCcoOIUBOCTI
3acTtocyBaHHs»). [llogo kombGiHallii cumBacTaTUHY i peHodibpaTy, TO HEMae MiATBEPAXKEHD TOTO, III0
PHU3HUK MiolaTil IepeBUINye CyMy iHAUBiyanbHUX PU3UKIB KOXKHOTO IIpenapaTy. CTOCOBHO iHIIMX
¢ibpaTiB agekBaTHi faHi hapMaKoHarnaAy i GapMaKOKiHETUYHUX AOCTiAKEHb BiICyTHI.

[Homi Bunagku Miomarii/pabmoMioni3y acoliifoBaaucs i3 CymyTHIM IPUHOMOM CUMBACTATUHY 3
ninigoMopudikyrounumu no3amu (= 1 r/moby) Hianuny (AuB. po3min «OcobIUBOCTI 3aCTOCYBAHHS»).

PapmakoKiHemuyHa 83aemo0is

PexomeHpatii 1oq0 omHOYaCHOTO 3aCTOCYBaHHS TiKapChKUX 3ac006iB, 110 B3aEMOIIIOTH i3
CHMBaCTaTUHOM, y3arajibHeHO B Tabnulli HuXK4Ye (IUB. TaKOXK po3xinu «[IpoTurnokasaHHg»,
«OcobnmuBocTi 3acTocyBaHHS» Ta «Crocib 3aCTOCyBaHHS Ta IO3U»).

Bzaemoqist 3 iHIIMMY TiKapPCHKUMU 3aco0aMu, IO aCOIIOETHCS 3 MiIBUIIEHUM PU3IUKOM
MionaTii/pabmomioni3y

[Ipemapatu B3aemMoil BipmosigHi pekomeHmairii

[MotyxHi inri6iTopu CYP3A4, HampuKag iTpakoHa3os, IIpoTUIIOKa3aHi Mpy MPUHOMi CUMBACTATUHY
KETOKOHA30J1, T0CAKOHAa30JI, BOPUKOHA3011,

€PUTPOMILIMH, KITapUTPOMIIIMH, TEMITPOMIIINH,

iuridiropu BIJI-mpoTeas3u (Hampukian, HenadiHasip),

Oorenpesip, Tenampesip, Heda30m0H, KOOIICTaT,

IIUKJIOCIIOPYH, JaHa30i1, TeMpibpo3u

Iamri ¢pibpatu (3a BUHATKOM heHOoiOpaTy) He mepesumyBaTty 10 Mr cuMBacTaTHHY Ha 00y

®y3uguHOBa KHUCIIOTa He pexoMeHAyeThCS i3 CUMBACTaTUHOM

Hianun (HiKoTHHOBa KucnoTa) (= 1 r/moby) He pekoMeHOy€eThCS IpU3HaYaTH pPa3oM i3
CUMBACTaTHHOM ITaIliEHTaM a3iChKOTO
TIOXOM2KEHHS

AmiomapoH, aMIOOUIIiH, BEpanaMis, guiTia3eM, He nepepummyBatu 20 M CKHMBacTaTUHY Ha [00y

enbacBip, Tpa3ompesip

JlomiTamin [Tamientam i3 ['oCI' cuMBacTaTUH IpU3HA4Ya0Th

ynosi He Buine 40 Mr Ha 100y



I'peiindpyToBuUil CiK [Ipu npuiioMi CUMBacTaTUHy YHUKATH BXKUBaHHS
rpeindpyToBOro COKY.

Bnaus iHwux aAikapcvkux 3acobie Ha cumsacmamuH

B3aemoois 3 ineibimopamu CYP3A4. CuMBacTaTuH - 1e cybctpat nutoxpomy P450 3A4. TToTyxkHi
inribitopu nuToxpomy P450 3A4 36inbIny0Th PU3UK MiomaTil Ta pabaoMioi3y BHACTIAOK MigBUIIEHHS
inribyrouoi akTuBHOCTI mono 'MI'-KoA-penykTa3u B IIJla3Mi KPOBI Mif Yac Teparnil CKMBaCTaTHHOM.
o Takux iHri6iTOpiB Ha/MeXaTh iTPAaKOHA30JI, KETOKOHA30J1, II0CAKOHA30J1, BOPUKOHA301JI,
E€PUTPOMIIINH, KIIaPUTPOMILIMH, TeniTpoMiluH, inribitopu BlJI-tpoTea3u (Hanpukiam, HendiHagip),
OoriernpeBip, Tenamnpesip, Heda3omoH Ta TiKapchKi 3acobu, 110 MicTaTh KobinucTaTt. CynyTHiN mpuiioM
iTpaKkoHa30J1y IPU3BOAUB IO MigBUIIEHHS Oinbie HiXK y 10 pa3iB eKCII03ullil cCMiMBacTaTHHOBOI
KHCJIOTH (AKTHBHOT'O MeTaboJiTy OeTa-TifpoKCuKuCcIoTH). TemiTpominuH npu3BiB go 11-pa3osoro
HiABUINEHHS eKCIIO3UIli CHMBACTaTUHOBOI KUC/TOTH. KoMOiHallis 3 iTpakOHa30/10M, KETOKOHA30JI0M,
TI0CaKOHa30JI0M, BOPUKOHAa30J10M, iHribiTopamu BIJI-npoTeasu (Hanpukiafn, HendinaBipom),
OolenpeBipoM, TeIanpeBipoM, epUTPOMIIIMHOM, KJIaPUTPOMIIIMHOM, TEJIiTPOMIIIMHOM Ta
Heha30q0HOM, a TAaKOXK i3 miKapChKUMU 3aco6aMu, 10 MiCTSITh KOOIMCTAT, MPOTUIIOKA3aHa, 5K i
KoMOiHallisg 3 remMdpiOpo3uioM, MUKIOCIIOPHHOM Ta HaHA30JI0M (OuB. po3min «IIpoTUoKa3aHHs»).
fAkmo Tepanito notyxxkHUMHE iHTiOiTopamMu CYP3A4 (npenapaTtamy, 1mo 36inenryiots AUC mpubnamu3Ho y
5 pa3siB abo 6iybIille) HEMOXKIMBO BiIMIHUTH, CHIifl IPU3YIUHUTYU TEPAIlil0 CAMBACTaTUHOM Ta
PO3TITHYTH BapiaHT 3aCTOCYBaHHS aJlbTePHATUBHOIO cTaTuHy. Crif 3 o0epexHicTI0O KOMOiHYBaTH
CHMBACTATHH 3 iHIIMMHU, MEeHII oTykKHKUMHU iHTiOiTopamu CYP3A4: ¢prnykoHa3onoM, BepamnaminoM a6o
ounTiazeMoM (muB. po3pinu «OcobnMuBOCTI 3acTocyBaHH», «CI10Ci0 3aCTOCYBaHHS Ta JO3U»).

@ 1yKoHa30.1. 3pifKa MOBiqOMIISIIIM PO BUIAOKKU PabaoMiosidy, 110 acollifoBaluCs i3 CyIyTHIM
IPUHOMOM CUMBACTATUHY Ta (IyKOHa301y (OuB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

LukaocnopuH. Pu3uk po3BUTKY MiomarTii/pabooMioni3y 3pocTae mpyu MOENHAHOMY 3aCTOCYBaHHi
IIUKJIOCIIOPUHY i3 CUMBaCTaTUHOM, TOMY 3aCTOCYBaHHS 3 [IUKJIOCIIOPUHOM IIPOTUIIOKa3aHe (OUB.
po3ninu «IIpoTtunoka3anHs» Ta «OcoOIMBOCTI 3aCTOCYBaHHA»). X04a MeXaHi3M [Iil HeIOBHICTIO
3po3yminuii, 6y10 TPogeMOHCTPOBAHO, 110 IuKIIocnopuH 36ineinye AUC iuribitropis 'MI-KoA-
penykTa3u. 30inbmenHs AUC cuMBacTaTUHY BinOyBa€eThCSI HacaMIepe[] BHACTIIIOK IPUTHIYeHH S
CYP3A4 ta/abo 6inka OATP1BI1.

[laHa3o.. Pu3uk po3BUTKY MiomaTii Ta pabgomionidy 3pocTae mpu MOEAHAHOMY ITpH3HAYEHH]
MaHa30J1y 3 CHMBACTaTUHOM, TOMY 3aCTOCYBaHHS i3 TaHA30/I0M IIPOTUIIOKa3aHe (OUB. PO3Iinu
«IIpoTunoka3aHHsI» Ta «OCOBIMBOCTI 3aCTOCYBaHHS»).

I'em@ibpo3us. F'emdibpozun 36inbiye AUC ciMBacTaTHHOBOI KMCIOTH B 1,9 pa3a, MOKIIKBO,
BHACJIIOK NMPUTHIYeHHS IIJIAXY TJII0KYPOHi3allii Ta/abo 6inka OATP1B1 (guB. po3minu
«[Tporumoka3anHsa» Ta «OCoOIMBOCTI 3aCTOCYBaHHS»). CynyTHE 3aCTOCYBaHHS 3 reMbibpo3uiom
IIPOTHUIIOKA3aHe.

®y3uduHosa Kucsoma. Pu3uk miomartii, BKIo4arouu pabaomMiosti3, Moxke MigBUITyBaTUCS IIif Yac
CYIYTHBOTO IIPUMOMY CHCTEMHOI Py3UIUHOBOI KUCIIOTH Ta CTAaTHHIB. MexaHi3M TaKol B3aeMofii
(bapmakomuHamika abo papMakokiHeTHKa, abo o0umBa MexaHi3Mu) HeBimoMui. By moBimoMnIeHHs
Ipo paboomiosni3 (BKI04Yaouu JeKimbKa JeTalbHUX BUIQKIB) V MALi€HTIB, SIKi IpUAMau 1o
kKoMOiHaito. CynyTHi mpuiioM 11iel KoMmbOiHaIlil MoXKe CIIPUYUHUTY IiABUIIEHHS KOHI[EHTpallil 060X
IpernapariB y mi1a3Mi KpoBi. AKIo HeoOxiflHe cucTeMaTUYHe JTiKyBaHHS (Py3UAMHOBOIO KUCIOTOIO, Ha
1Iei 9ac Teparnilo CUMBACTaTUHOM CJIiT] MIPUNUHUTH (OUB. po3ain «OcoONMMBOCTI 3aCTOCYBaHHS»).
CynyTHi# mpuiioM 11iel KoMOiHallil MOXe CIPUYMHUTH MiABUILEHHS KOHIIEHTpaIlil 060X Ipernaparis y



IJIa3Mi.

AmiodapoH. Pu3uk mionarii Ta pabmomMioni3y mifBUIIYETHCS Mif 4ac CYIyTHHOTO IPUMOMY
CHMBACTATHHY 3 aMiogapoHoM (muB. po3fin «Oco0IUBOCTI 3aCTOCYBaHHS»). Y MPOIIECi KITIHIYHOTO
OOCIIIXKEeHHS PO MionaTio nosigoMunu 6 % malieHTiB, Ki IpUiMaIu CUMBacTaTUH y o3l 80 Mr Ta
amiomapoH. ToMy m03a CHMBACTaTUHY He IOBUHHA IepeBuInyBaTu 20 Mr Ha mo0y [ HallieHTiB, sSKi
IPUUMAaIOTh 1€l TpernapaT CyIIyTHbO 3 aMiofapOHOM.

Bokamopu Kaavyiesux KaHanis.

* Bepanamia. Pu3uk mionarii Ta paGmoMioni3y migBUIIyeThCS il Yac CYyIyTHbOTO IPUAOMY
Bepanaminy 3 cumBacTaTuHoM 40 mMr abo 80 Mr (muB. po3min «OcoONMUBOCTI 3aCTOCYBaHHS»). Y
nporeci papMaKOKiHETUYHOTO AOCTIAXKEHHS CYIyTHiM IPUKAOM i3 BepamnaMilioM Mpu3BiB fo 2,3-
KpaTHOTOo 36inmbineHHss AUC cuMBacTaTHHOBOL KMCJIOTH, HacaMIlepe[ BHACIIOK IPUTHIUeHHS
CYP3A4. Tomy mo3a cuMBaCTaTUHY He ITOBHHHA MepeBuiyBaty 20 Mr Ha 0o0y [7is MallieHTiB, SKi
IIPUMMAIOTh 1[eH IIpemnapaT CYIIyTHRO 3 BepamnaMiioM.

* Junmiazem. Pu3uk miomatii Ta pabmoMioni3y HifgBUIIYETHCS Mif Yac CYyIyTHLOTO IPUHOMY
nunrtiazemy i3 cumBactatuHoM 80 Mr (muB. po3min «Oco6IMBOCTI 3aCTOCYBaHHSS»). Y mpotieci
(hapMakKOKiHETUYHOTO JOCTIAKEHHS CYIyTHIN IPUIOM 3 AUITia3eMOM IIPU3BIB A0 2,7-KpaTHOTO
nigsunieHHsa AUC cuMBaCTaTHHOBOI KHMCIIOTH, HacaMIlepeq BHacligok npurdidenHs CYP3A4. Tomy
[03a CUMBACTaTHHY He [TOBMHHA NepeBuillyBaTy 20 Mr Ha 0o0y OIS MallieHTiB, SAKi MIPpUUMAaIOTh el
npemnapar CyIyTHbO 3 AUJITia3eMOM.

* Amao0uniH. IlamienTy, sKi IpUiMaTh aMJIOOUIIIH CYIIyTHBO i3 CUMBACTaTUHOM, MalOTh
IiABUIIEHNY PU3UK PO3BUTKY MiomaTil. Y mpoueci ¢papMaKOKiHETUYHOTO JOCTIKEHHS CyIyTHIiN
IPUIOM 3 aMJIOAUITiHOM IIPU3BiB 10 1,6-KpaTtHoro 36inpimenHss AUC cuMBaCTaTUHOBOI KMCIIOTH. ToMy
I03a CUMBACTaTUHY He ITOBUHHA IepeBuiyBaty 20 Mr Ha 0o0y [Jisd MallieHTiB, SKi MpuiMaloTh e
npenapar CyIyTHBO 3 aMJIOOUITIHOM.

* JIomimanio. Pu3uk miomnartii Ta pabmomiosnidy mifBUIITYETHCSA IPYU OGHOYACHOMY 3aCTOCYBaHHI
JIOMiTaIliy Ta CUMBACTaTHHY (OuB. po3minu «Oco6IuBOCTI 3acTOCyBaHHS», «[IpOTUIIOKAa3aHHSI» Ta
«Crmocib 3acTocyBaHHs Ta fo3u»). OTxe, A nauieHTiB 3 'oCI’ mpu 0fHOYACHOMY 3aCTOCYBaHHi 3
JIOMiTaIlioM J03a CMMBacCTaTUHY He IOBHHHA IepeBumlyBatu 40 Mr Ha f00y.

ITomipni iHeibimopu CYP3A4. Tla1ieHTH, SKi MpUEMAaIOTh iHIM JTiKapChKi 3aco0, 1110 MAIOTh TOMipHUI
inrioyrounii BrnuB Ha CYP3A4, cynyTHBO i3 CUMBACTaTUHOM, 0COOIMBO 3 BUIIUMU 03aMU
CHMBACTATHHY, MalOTh ITiIBUILIEHWH PU3UK MMOSBU MiomaTii (muB. po3min «OcobIuBOCTI
3aCTOCYBaHHS»).

IHeibimopu 6inka-nepeHocHuka OATP1B1. CuMBacTaTUHOBA KHUCIIOTa € CyOcTpaToM OinKa-
nepeHocHuka OATP1B1. CymyTHe 3acTOCyBaHHS JiKapChKux 3aco0iB, siKi BimoMmi sk iHribiTopu Oinka-
nepeHocHrka OATP1B1, Moxke mpu3BOOUTH [0 30iIbIIEeHHS KOHIIEHTPAIlil CKMBAaCTaTUHOBOI KUCIJIOTH
y IJIa3Mi KPOBi i 10 mifBUIIeHHS PU3UKY PO3BUTKY MiomaTil (ouB. po3ninu «[IpoTunoka3aHHSI» Ta
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

IH2ibimopu 6inka pe3ucmeHmHocmi paky moao4Hoi 3as03u (BCRP). OgHOYacHE 3aCTOCYBAHHS 3
inribiTopamu BCRP (Bkitouatoun IiKapchKi 3acobu, siKi MicTATh ennbacBip abo rpa3onpeBip) Moxe
IIPHU3BECTH [0 MigBUILIEHHS KOHIIEHTPallili CKUMBACTATUHY B IIJIa3Mi KPOBi i MiIBUIIIEHHST PU3UKY
PO3BUTKY MiomaTii (muB. po3ginu «Oco6auBOCTI 3aCTOCYyBaHHI» Ta «CIoci0 3aCTOCYBaHHS Ta HO3U»).

HiauuH (HikomuHoea kucsoma). PigkicHi Bummagku MionaTil/paboomioni3y acollitoBaaucs i3 CymyTHIM
npuiioMmoM Jinigomonudikywouux no3 (= 1 r/goly) HiauuHy (HiIKOTMHOBOI KUCIOTH). Y mporeci



(bapMaKOKiHETUYHOT0 JOC/IiIKEHHS CyNyTHIN MPUXOM OTJHOPA30BO 2 T HIKOTMHOBOI KUCJIOTH
IIPOJIOHTOBaHOI1 Ail 3 20 MI cHMBaCTaTUHY NIPU3BiB f0 noMipHOTro migBuimeHHa AUC cuMBacTaTHUHY Ta
CHMBACTATHMHOBOI KMCJIOTH Ta MaKCUMaJlbHOI KOHIIeHTpalil y nna3mi kposi (C,,,) CMMBaCTaTUHOBOI1
KHCJIOTH.

Cik epeungpyma. Cik rpeundpyTa NpUrHiyye akTuBHicTh nuToxpomy P450 3A4. OgHouacHe
BXKMBAHHS BEJIMKUX KiJTbKOCTEM COKY rpeindpyrta (moxHan 1 1 Ha go0y) i cuMBacTaTUHY BUKJIMKAJO
ceMuKpaTHe 30i/bIIeHHST aKTUBHOCTI npemnapaTy. BxuBanusa 240 M rpedndpyToOBOro COKy 3paHKYy i
CUMBACTaTUHY BBeUYepi TAKOXK NPU3BOAUIIO 0o 306inmbiienHs aii B 1,9 pasa. Tomy mip yac nmikyBaHHS
CHMBAaCTaTHHOM CIIi[] YHUKaTH BXXKUBAHHS COKY IpeundpyTa.

KoaxiyuH. Bynu noBigoMieHHs po MionarTiio Ta paboMiosi3 Ipyu CyIyTHbOMY IIPUMOMi KONXiLUHY
Ta CUMBaCTaTUHY Y MALi€HTIB 3 HUPKOBOIO HEJOCTATHICTI0. PEKOMEHIYEThCA pPEeTeIbHUM KIIIHIYHUN
MOHITOPHUHT MAIiEHTIB, SKi MPUAMAIOTH 1110 KOMOiHaIi0.

PugpamniyuH. Ockinbku pudaMIilyH € IOTyKHUM cTUMyIaTopoM CYP3A4, y malfieHTiB, sKi
IIPOXOMOSATH JOBIOTPUBAIY Tepariio pudaMninrHoM (HalprKiIag, IPH TiKyBaHHI Ty0epKyIb03y),
MOXKJIMBa BTpaTa e(eKTUBHOCTI CUMBACTaTUHY. Y mpolieci hapMaKOKiHETUYHOTO JOCITi?KEeHHS 3a
y4acTio 300poBux noOpoBosbiie AUC cuMBacTaTMHOBOI KMCJIOTH 3MeHInuIacs Ha 93 % mnpu
CyNlyTHbOMY BBe[eHHi pupaMIinuHy.

Bnaue cumeacmamuHy Ha papmakokiHemuky iHwux aikapcbkux 3acobie. CAUMBacTaTUH He Ma€
inribyrogoro BnmuBy Ha uutToxpoM P450 3A4, ToMy He OUiKyIOTh, 10 CUMBACTaTHH BIIJIMBATHME Ha
KOHIIEHTPAIIil0 B IIJIa3Mi KPOBi pe4OBUH, 1110 MeTa00ITi3yI0ThCS 3a y4acTio IuToxpomy P450 3A4.

ITepopaavHi aHmukoaz2yaaHmu. Y IBOX KJIiHIYHUX JOCHIAXKEHHSX, B ODHOMY 3 KX Opaiu y4acThb
3[0POBi OGPOBOJIBIT, @ B iHIIIOMY - XBOPi 3 rinepxojieCTepUHEMIEI0, CAMBACTaTUH V 103axX

20-40 mr/mo6y nmoMipHO 30inbinyBaB eheKT KyMapuHOBUX aHTUKOATYJISHTIB: MPOTPOMOiHOBUM Yac,
SIKAY BU3HAYanu IK MiKHapogHe HOpMaJi3oBaHe chiBBigHOmeHHA (MHC), 3pocTaB 3 m04aTKOBOTO
3HaueHHsd 1,7 mo 1,813 2,6 mo 3,4 y 3mopoBux HOOPOBOJIBIIIB Ta XBOPUX BigMOBIAHO. Y OyXkKe pimKiCHUX
BUIAJKaX CIOCTepiranucs migsuileHi nokasuuku MHC. V xBopux, AKi TiKyHOTbCA KyMapyuHOBUMU
AHTHKOATYJISTHTaMHU, CJIifl TepeBipsaTy MpoTpoMOiHOBUIL Yac Iepef MoYaTKOM Tepallil CMkMBacTaTUHOM
i mocuTh YacTo - Ha MMOYATKY Teparii, 100 YIeBHUTUCD Y BiICYTHOCTI 3HAYYII[0] 3MiHU 1ILOTO
nokKa3HuKa. [licnsa mocsarHeHHs crabinizallil TpoTpoM6iHOBOTO Yacy MOro MoxXKHa IepeBipaTy depes
iHTepBanu 4acy, sKi 3a3Bu4Yall PeKOMEHAYIOThCS [JIST XBOPUX, 110 JIIKYIOThCS KYMapHHOBUMU
aHTHKOArysHTamu. [Tpu 3MmiHi mo3u abo mpu BimMiHiI CUMBACTATUHY 10 IPOIEAYPY HeoOXimHO
noBTOpHUTH. [lifg 9ac Teparil CHMBaCTaTUHOM y IAlLli€HTIB, SIKi He IPUUMAIOTh aHTUKOATy/ISHTH, HE
crocTepiranocst KpoBote4 abo 3MiHM MPOTPOMOIHOBOTO Hacy.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Mionamis/pabdomioniz. CuMBacTaTuH, 5K i inmi iHribiTopu I'MI'-KoA-penykTasu, MoxKe CIIPUYNHUTH
MioTIaTio, 110 IPOSIBNISETLCS Y BUTTISAAI M’s130BOT0 00110, XBOPOOIMBOCTI @00 €c1abKoCTi Ta
CYTIPOBOMIKYETHCS 3POCTAHHSIM aKTUBHOCTI KpeaTHHKiHA3U Oi/bIl HiXK y IeCATh pa3iB BUIe BEPXHBOI
Mexi HopMmu (BMH). Miomnartis iHoni HaOyBae ¢hopmu pabmomionisy 3 abo 6e3 rocTpoi HUPKOBO1
HE0CTAaTHOCTi, 00yMOBJIEHOI MioTT06iHypi€t0; MyKe PigKo MOBiIOMIISIN PO JIeTaIbHI BUTTAOKH.
Pusuk Mionaril 30inbL1y€eThCA BHACTIIOK BUCOKO] iHTiOy10401 akTUBHOCTI mogo 'MI-KoA-penykTasu y
y1a3Mi KpoBi (MifBUIIEHHS PiBHS CUMBACTaTHHY Ta CHMBACTaTUHOBOL KMCIIOTH Y IIJTa3Mi KPOBi), 110
YaCTKOBO MOzxKe OyTH IIOB’si3aHe i3 B3aEMOII€I0 3 TiKapChKUMU 3aco00aMu, SIKi MepeIKkoakamTh
00MiHy pe4oBUH Ta/ab0 TPAHCIIOPTY CUMBaCTaTUHY (OUB. PO3Min «B3aeMopis 3 iHIMMME TiKapChKUMHI



3aco0aMu Ta iHIII BUOU B3a€MOLIN»).

4k iy pasi 3acrocyBanHs iHmuX iHTi6iTOPiB [MI-K0A-penyKTa3u, pu3uK pO3BUTKY
MiomnaTii/pabmoMioni3y 3aeXKuTh Bif [03U IpemnapaTy. B 6a3i faHuX KIiHIYHUX OOCTiAKEHb, V IKUX
41413 marieHTiB mpuiiManu cuMBacTaTuH, 24747 (mpubnusno 60 %) 3 skux OyIu 3anydeHi oo
OOCIiI2KEeHb i3 cepefHiM IepiofloM CIIOCTepekKeHHs MpUHaMHi 4 POKM, 4YaCTOTa IOSBU MiomaTil
cranoBuia npubausxao 0,03 %, 0,08 % ta 0,61 % BigmosigHo npu mo3ax 20, 40 ta 80 Mr/moOy. I1ig wac
IIUX AOCTiAKEeHb 3a NallieHTaM{ PeTebHO CIIoCcTepiranu Ta Oyau BUK/IIOUEHi IesKi, OMHOYacHO
BMKOPUCTOBYBAaHI JIiKapChKi 3aco0u, 110 BCTyIalu ¥ IOTEHIINHY B3a€EMOMI0.

Y nponeci KiHIYHOT0 AOCTIIXKEHHS, B SKOMY IIalli€eHTH 3 iHpapKTOM MioKapha B aHaMHe3i IpuiMaiu
cuMBacTaTuH y 1o3i 80 mr/moby (cepenHilt mepion criocTepeXeHHs - 6,7 POKY), 4aCcTOTa Miomarii
craHoBuia mpubmu3Ho 1,0 %, mopiBHsHO 3 0,02 % y namieHTiB, ki mpuiimanu 20 Mr/no0y.
[Tpu6113HO MOJIOBMHA 3 LIUX BUIAAKIB MiomaTil criocTepiraaucs mpoTsSroM IePIIOro POKY JTiKyBaHHS.
YacToTa OsIBU MiomaTii MpoTAToM KOXKHOTO HaCTYIIHOTO POKY JIiKyBaHHS CTAHOBHUJIA MIPUOIN3HO

0,1 % (muB. po3minu «PapMaKoIOTiuHi BIacTUBOCTI» Ta «I106iuHi peakirii»).

Pusuk nmosiBu Miomatii OinbInuii y malieHTiB, sSKi npuiiMaioTs 80 MI' CHMBAaCTaTHHY, ITOPiBHSIHO 3
TaK{M Y Talli€HTiB, SKi OTPUMYIOTh Tepaliio, 3aCHOBaHy Ha iHIIMX CTaTUHaX 3 MOAi0HO0I0
e(eKTUBHICTIO 00 3HUXKeHHS xonecTepury JIITHII. Tomy no3y cumBactaTury 80 Mr noTpibHO
3aCTOCOBYBATH TiJIbKU MAIliEHTaM i3 TSKKOIO TillepxoieCTEPUHEMIEI0 Ta 3 MigBUIIIEHUM PU3UKOM
CepIIeBO-CYAMHHUX YCKIIaAHEHD, SIKi He HOCATNIH e(eKTy JiKyBaHHS HUXKYUMU [03aMH, Ta KOJIU
OYIKY€ETHCS, 1110 KOPUCTH llepeBakaTuMe IIOTEeHLIHI pU3uKHU. [[J1s Mali€HTiB, AKi IpUIMaTh
cuMBacTaTuH 80 Mr i KM HeoOXigHO OHHOYACHO 3aCTOCOBYBATH JIiKApChKUM 3acib, 110 MoxKe
IIOTEHIINHO B3aEMOZISATH, CIIiT 3aCTOCOBYBATH HUKYY N0O3y CUMBACTAaTHHY a00 albTepHaTUBHUMN
CTATHH 3 MEHIIIUM IIOTEHIIiaJIOM B3aEMOMII 3 iHIMMMU JTiIKapChKUMHU 3aco0aMu (OUB. HUKYE «3aX0Ou
[J151 3HUKEHHST PU3UKY MTOSIBU MioIaTii, CIPUYMHEHO] B3aEMOII€I0 3 iHITMMH JTiIKapChbKUMHU
3acobamu», «IIpoTunoka3anHs», «B3aeMomis 3 iHIMMMY JTiKapCHKUMHU 3ac00aMu Ta iHIIT BUIH
B3aeMofiii» Ta «Crocib 3aCTOCyBaHHS Ta JO3U»).

Y kIiHIYHOMY [OOCIIiAKEHH], B IKOMY MallieHTU 3 BUCOKUM PU3UKOM CepPLeBO-CYAUHHUX 3aXBOPIOBaHb
OTPUMYBAJIM CUMBACTATHH y [03i 40 Mr/go0y (MefmiaHa mepiofly criocTepeKeHHs cTaHOBUIA 3,9 POKY),
YacToTa PO3BUTKY Miomnartii cranoBuia mpudbnusuo 0,05 % y naijieHTiB-HeKuTauiiB (n=7367)
nopiBHAHO 3 0,24 % y manieHTiB-kuTauis (n=5468). He3Baxawyu Ha Te, 10 ¥ LbOMY KJIIHIYHOMY
MOCTimKeHHi a3ificbKa Momysilis 0yia mpefcTaBiieHa JIuIle KUTaWIsIMHU, CITif 3 00epeKHICTIo
3aCTOCOBYBaTU CHMBACTaTHH NallieHTaM a3iiiChKOr0 OXOIXKEHHS 1 IpU3HayaTy IM HalMeHIIy 403y .

3HudiceHa gyHkuia biakie-nepeHocHukig. ITpu 3HUKeHiN QyHKIII neviHKOBUX OiNKiB-TIepEHOCHUKIB
OATP mozxke 30i/bIIyBaTUCS CUCTEMHA €KCIIO3HUIlisi CHMBACTATHHOBOI KMCJIOTH i MigBUIITYBATUCS
pu3HUK Miomarii Ta pabgoMionizy. 3HUKEHHS QYHKII MOXKINBE SK pe3ysIbTaT iHTi0iIii B3aeMoitouux
3aco0iB (HampuKiaf, HAKIOCIOPUHY) abo y namieHTis, ski € Hocisimu SLCO1B1 (¢.521T>C)
TEeHOTHIY.

Y nauienTiB-HOoCiiB anens rera SLCO1B1 (c.521T>C), mo kKonye MeH1 aktuBHUM 6imok OATP1B1,
Big3Ha4a€eThCS 30inbIlIeHa CHCTEMHA €KCIIO3UIlisT CHMBACTAaTUHOBOI KUCJIOTH 1 MiABUINIEHUN PU3UK
MionaTil. be3 mpuB’sI3KK 0 TeHETUYHOTO TECTYBAHHS PU3UK PO3BUTKY MiomaTii, OB’sI3aH01 3
BHCOKMMHU fo3aMu (80 MI) CMMBaCTaTUHY, CTAHOBUTE MpuOnmu3Ho 1 %. Pe3ynbTaTu HOCTiIXKEHHS
SEARCH noka3yTs, III0 y TOMO3UTOTHUX HOCIIB anens C (IKux mo3HadaioTh K CC), gKi IpuiMaloTh
CHMBACTaTHH y [03i 80 Mr, pu3uK PO3BUTKY MiONaTil IPOTATOM POKY CTaHOBUTH 15 %, TOA1 K pU3UK
y reTepo3uroTHux HOCIiiB anensi C (CT) cranoButs 1,5 %. BinmoBigHu# IOKa3HUK PU3UKY V TALli€HTIB
3 HauOinbm po3noBcomkeHuM renotunioM (TT) ctanoBuTs 0,3 %. 3a MOXKIMBOCTI, IIEePII HixX
IIpu3HavYaTHA CMMBACTaTHH y H03i 80 Mr okpeMuM naii€HTaMm, CJIif BBaXKaTHX AOLITbHUM IIPOBENEHHS Y



HUX T€HOTUIIYBaHHS Ha HasABHICTH anensd C y paMKax OL[iHKY CIiBBIAHOIIEHHS KOPUCTh-PU3UK 1
YHUKaTHU IpU3HAYEHHs BUCOKUX 103 HOCiAM reHotuny CC. OpHaK BifCyTHICTh IIbOTO T€Ha 3a
pe3ynbTaTaMy FeHOTUIYBaHHS He BUKI/II0YA€ MOXKJIMBOCTI PO3BUTKY MiOIaTil y LIUX IAIli€HTIB.

BumipreaHHA KpeamuHKiHA3u. PiBeHb KpeaTUHKIHA3Y He CJIi[ BUMIPIOBATH IiCJIsl €eHepriiHux
GbisnyHuX BIpaB ab0 3a HASIBHOCTI OyAb-51KOI HIMOBiIpHOI abTePHATHUBHOI IPUYUHY MTigBUIIEHHS
KpeaTUHKIHAa3U, OCKIJIBKY L€ YCKJIafHIOE TIIyMadyeHHs HasgBHUX 3HauyeHb. [Ipy 3HaUHOMY NiABUILEHH]
PiBHST KpeaTHHKiHa3M (OinbIne Hix

5-kpaTHe nopiBHSAHO 3 BMH) crtig mpoBecTu MOBTOPHE BUMipIOBaHHS Yyepe3 5-7 OHIB O
MiOTBEPAXKEHHS pPe3y/bTaTiB.

Ileped saikyBaHHAM. YCix TaLli€HTIB, SKi IOYMHAIOTh TEPAIil0 CHMBACTAaTUHOM, a TaKOXK ITAI[i€HTIB,
SKUM Oy10 306i/bIIeHO 103y CHMBACTaTUHY, TOTPIOHO IOTIEPEOUTH PO MOKIIUBICTh BUHUKHEHHS
MiomarTil Ta HeoOXiAHICTh HEralHOT0 3BEPHEHHS [0 JliKaps Y pa3i BUHUKHEHHS Oyab-9KOT0 M’ I30BOT0
00110 HESICHOTO XapaKTepy, XBOPOOIUBOCTI y M's13ax abo M’'s130B0i cirabkocTi. Crti mOTpUMyBaTHUCS
00epexkKHOCTI 100 MALiEHTIB 3i CIPUATIUBUME (HAKTOPaMU PO3BUTKY pabmoMionisy. 3 MeTow0
BCTQHOBJIEHHS BIIIOBITHOTO IIOYATKOBOTO 3HAUYEHHS PiBEeHb KPeaTUHKIHA3M CIIif BUMIPATH [0
[I0YaTKYy JIIKyBaHHS Y TAKUX CUTyaLiAX:

e JIiTHIH BiK (BiK = 65 POKiB);

¢ XiHOYa CTaTh;

e TIOpPYyIIEeHHS QYHKII HUPOK;

* HEKOHTPOJIbOBAaHUU TIiIOTUPEO3;

e HasABHICTH B 0cOOUCTOMY ab0 CiMeiiHOMY aHaMHe3i CllafKOBUX IOPYIIEHb 3 00Ky M’s3iB;
¢ HASBHICTh B aHAMHE3i M’5130B0l TOKCUYHOCTi, CHPUYMHEHOI cTaTUHOM abo (ibpaTom;

e 3JI0BXKMBAHHS alIKOTOJIEM.

Y Takux CHTyalisix PU3UK JIKyBaHHS CIIiJl pO3TIsAaTH BiTHOCHO MOXKJIMBOI KOPUCTIi, TAKOXK
PEKOMEHIYEThCS KITiHIYHUY MOHITOPUHT. fKIIO paHille y naiieHTa 6yno mopyiieHHs 3 60Ky M’s3iB
npu nputiomi ¢pibpaTy abo cTaTUHY, NiKyBaHHS iHIIMM 3ac000M IIOT0 KJIacy IOTPiOHO MOYKMHATH 3
obepexHicTio. [Ipy 3HAUHOMY BUXiHOMY MiIBUILIEHHI PiBHS KpeaTuHKiHa3u (Oisblne HiXK y 5 pa3iB
BMH) nikyBaHHS He CJlif pO3IOYUHATH.

ITi0 yac aikyeaHHs. TIpu BUHUKHEHH] 605110, c1abKoCTi abo crta3MiB ITifl Yac MPUNOMY TMalliEHTOM
CTaTHHY CJIif BUMIPATHU PiBeHb KpeaTUHKIHa3U. K10 BUSIBIIEHO, 1110 1lell PiBeHb, 3a BiICYTHOCTI
cepio3HuX (Pi3MYHUX HaBaHTaXKeHb, 3HAYHO MHiABUINeHuN (>5 pasiB BMH), nmikyBaHHS Ciif
IPUIMHUTH. AKII0 CUMITOME 3 6OKY M’S3iB TSXKKi Ta BUKIUKAIOTh IMIOAEHHUM IUCKOMGOPT, HaBiTh
SIKII0 PiBeHb KpeaTHHKIHA3U <5 pa3iB BMH, To MOXHa pO3I/IAHYTA MOXKJIUBICTE IIPUNIMHEHHS
JIiKyBaHHSA. fKIIO Mi03PI0ETHCA MionaTis 3 OyOb-9KOl iHIIO0l IPUYUHY, JIIKYBaHHS CIIif IPUIAHUTH.
Hyxe pigko mig yac abo micns nikyBaHHS CTaTMHAMU CIIOCTEPIraaucs BUIAAKU
IMyHOOIIOCEepEeIKOBaHOl HeKpoTu3yo4ol mionaTil (IOHM), moB’s13aH01 i3 3aCTOCYyBaHHSAM CTATUHIB.
IOHM kniHigyHO XapaKTepu3yeThCS CTiMKOI0 CTabKiCTIO MPOKCUMAaJIbHUX M’SI3iB i MiABUIIEHHSIM PiBHS
KpeaTHHKIHA3Y B CUPOBATII, IKi He 3HUKAIOTh, He3BaXKal04ul Ha IPUIMHEHHS IPUNOMY CTaTUHIB
(muB. po3min «ITobiuHi peakirii»).

SAKII0 CUMIITOMY 3HUKJIYA Ta PiBeHb KpeaTUHKIHA3U [I0BEPHYBCA [0 HOPMHU, CJIifi PO3IJIAHYTU
TIOBTOPHHUI NIPUIOM TOTO X CTaTHHY a00 allbTePHATUBHOTO CTaTHHY Y HU3bKil [03i Ta Mif peTeIbHIM
KOHTpOJIeM. Bumuii BifcOTOK MiomarTii CIIoCTepiraBcsl y Malli€HTiB, IKUM 30inbinyBanu 103y 4o 80 mr
(muB. po3pin «®apmMakOJIOTriyHi BITaCTUBOCTI»). PEKOMEHI0BaHO IIPOBOOUTH IIePiOANYHE BU3HAUEHHS
PiBHS KpeaTWHKiHA3M, OCKIJIbKY IIe MOIIOMOXKe BUSIBUTH CYOKJIiHiUHI Bultagku Miomatii. OmHaK HEMa€E
MOCTOBIPHUX HAHUX IIPO Te, 10 TaKWil MOHITOPUHT 3aTHUM 3amo0irtTu po3BUTKY MiomarTii.



Tepamito cuMBacTaTUHOM MOTPIOHO TUMYACOBO MPUIIMHUTH 3a KiJIbKa [IHIB IO BEJTUKUX OMEPATUBHUX
BTPYyYaHb, a TAaKOXK IiCc/Is MeOU4YHUX ab0 XipypriyHuX BTPy4aHb.

3axo0u 015 3HUJCEHHSA PU3UKY PO3BUMKY Mionamii, cCnpu4yuHeHoi 83aeMO0i€0 3 IHWUMU
AiKapcbKumu 3acobamu (makodc dus. po30ia «B3aemodis 3 iHWUMU AiKAPCbKUMU 3dco6aMu ma iHwli
guou 83aemMoQitl»). Pu3uk po3BUTKY MiomaTii Ta pabnoMiostidy 3HauHO 30ibLUIYETHCSA PU CYTyTHHOMY
3aCTOCyBaHHI CUMBACTATUHY 3 NMOTyKHUMH iHTiOiTopamu CYP3A4, TakuMu SIK iTpakKOHa30171,
KETOKOHA30JI, T0CAKOHAa30JI, BOPUKOHA30JI, EPUTPOMIIIMH, KITaPUTPOMIIIUH, TEIiTPOMIIUH, iHTi6iTOpH
BlJI-mpoTtea3u (Hanpukiaf, Hendinapip), Oouenpesip, Tenamnpesip, Heda30goH, TiKapCbKUMHU
3acob6amu, 110 MicTSATh KOOiLKCTaT, a TaKoXK i3 reMdpiOpo3uIoM, IIUKIOCIOPHHOM Ta HaHA30JI0M.
3acTocyBaHHS LUX JTiKapChbKUX 3aCc00iB IPOTUIIOKa3aHO (UB. Po3ain «IIpoTumnoka3aHHs»).

Pu3uk po3BUTKy Miomnaril Ta pabgoMioni3y Takoxk 36inbIIyeThCS IPU CYIYTHBOMY 3aCTOCYBaHHI
aMmiomapoHy, aMJIONUIIiHY, BepanaMiny abo nunTiazeMy 3 IEBHUMHU [[03aMU CUMBACTATHHY (OUB.
po3minu «B3aeMopmis 3 iHIMMMY JTiKapChbKUMHK 3aco0aMu Ta iHIIi BUOK B3aemomin» Ta «Crocid
3aCTOCyBaHHS Ta [03W»). PU3KK PO3BUTKY MiomaTil, BKI/II04aiouu pabmoMionis, 30ibLUIyeThCS IpU
CYIIyTHbOMY 3aCTOCYBaHHi Qpy3uOMHOBOI KMCIOTH 3i CTaTHHaMU (OUB. po3hin «B3aemofia 3 iHIIKUMU
JiKapChKUMH 3acob6aMu Ta iHIIi BUOU B3aeMofin»). Y mailienTiB 3 ['oCI mpu ogHOYaCHOMY
3aCTOCYBaHHI JIOMiTalliny i CMUMBaCTaTUHY Liell PU3UK 3POCTaE.

TakuM 4MHOM, 3aCTOCYBaHHSI CUMBacTaTUHY 3 iHribiropamu CYP3A4, iTpakoHa3010M,
KETOKOHAa30JI0M, II0CaKOHa30JI0M, BOPUKOHAa30J10M, iHribiTopamu BIJI-npoTeasu (Hanpukiag, i3
HesndinaBipom), 6o1enIpeBipoM, TelanpeBipoM, EPUTPOMIIIMHOM, KIapUTPOMIIIMHOM, TeTITPOMIIIUHOM,
Heha30q0HOM Ta JIIKapChKUMHU 3ac00aMH, 110 MiCTSATh KOOIIIUCTAT, MPOTUIIOKA3aHOo (IUB. PO3MIinu
«IIpoTunoka3aHHs» Ta «B3aemois 3 iHIIMMY TiKapCHKUMU 3aco0aMu Ta iHII BUOU B3aEMOMIN»).
fAxkmo Tepanito notyxxHuMU iHTi0iTopamu CYP3A4 (npenapaTtamy, 1mo 36inenryioTs AUC mpubnamu3Ho y
5 pa3iB abo 6inbllle) HEMOXKIMBO BiIMIHUTH, CJIifl IPUIUHUTY Tepallilo CUMBaCTaTUHOM Ha 4ac
3aCTOCYBaHHS JaHUX [IpellapaTiB Ta PO3rJIgHYTU BapiaHT 3aCTOCYBaHHS aJlbTePHATUBHOIO CTATUHY.
Binbiire Toro, ciin 3 06epekHiCTIO OHHOYACHO 3aCTOCOBYBATH CUMBACTATHUH i3 TEBHUMU MEHIII
noTykHUMHU iHribiTopamu CYP3A4: ¢pnykoHa30J10M, BepamnaMiioM, JuiaTiazeMoM (OUB. PO3Oinu
«B3aemogis 3 iHIIEMY JTiKapChbKUMHU 3aco0aMu Ta iHII BUAK B3a€EMOfii» Ta «Crocib 3acTOCyBaHHS Ta
no3u»). Ciif yHUKATU CYIyTHHOTO IPUMOMY T'PeUn(pPyTOBOTO COKY Ta CHMBaCTaTUHY.

3acTocyBaHHS CUMBacTaTUHY 3 TeM(}iOpPO3UIOM IPOTUIIOKa3aHo (AUB. po3ain «[IpoTUlloKa3aHHg»).
Yepe3 mifBuileHUN PU3UK PO3BUTKY MiomaTii Ta pabmoMioni3y mo3a CHMBACTaTUHY He TIOBUHHA
nepesuiyBatu 10 Mr Ha go0y AJg MallieHTiB, sIKi MpUEMal0Th CHMBACTaTUH 3 iHIIUMU ¢ibpaTamu,
KpimM perHodibpaTy (muB. po3minu «B3aeMofis 3 iHIUMU JTiKapChKUMK 3acobaMu Ta iHII BUAK
B3aemofili» Ta «Crocib 3acTocyBaHHS Ta go3u»). Crig 3 o0epexHicTio Mpr3HavyaTtu GeHodibpart i3
CAMBAaCTaTUHOM, OCKIJIbKM KOXKEH i3 I[UX IIpelnapaTiB MoXe CIIPUYUHUTHA MIOIaTiko.

CuMBacTaTHH He CJIifi IPUUMaTHA OGHOYACHO i3 CUCTEMHUMHU IIperniapaTaMy, 1[0 MiCTITh Py3UTUHOBY
KHCJO0TY, ab0 mIpoTsAroM 7 OHIB Mic/ig IPUNUHEHHS 3aCTOCYBaHHS (Qy3UAWHOBOI KHCIIOTH. fAKIIO
3aCTOCyBaHHS (Qy3UAMHOBOI KUCJIOTH € HEOOXiIHUM, JTiIKyBaHHS CTaTUHAMU MOTPiOHO MPUNUHUTY Ha
BECh nepiog mpuitomMy Gy3uaUHOBOI KUCIIOTH. Byu moBimoMaeHHs mpo pabmomioi3 (BKIOYa0un
IeKibKa JIeTalbHUX BUIAAKIB) V MAIli€eHTiB, SKi npuiiMany KoMOiHaltio Gy3uguHOBOI KUCIIOTH i
CTaTHHIB (OUB. po3min «B3aemogmis 3 iHITUMHK JTiKapCbKUMM 3aCo0aMu Ta iHIIM BUOW B3aEMOMIM»).
[TamieHTy ciif mOpeKOMeHOyBaTH HeTalHO 3BEePHYTUCS 0 JIiKaps y pa3i MosiBU Y HbOI'0 CUMIITOMIB
cnabkocTi abo 6osio y M’si3ax, 60110 a60 XxBopoOnuBoCTi. Teparito CTaTUHOM MOXKHa BiTHOBUTH 4epes3
7 OHIB Iicd IPUIOMY OCTaHHBLOI 03U (Qy3UOUHOBOL KUCJIOTH. Y BUHSTKOBUX BUIaIKaX, KON
HeoOXiflHe TOBroTpUBaje CUCTEMHE JIiKyBaHHS (Y3UAMHOBOIO KUCIOTOI0, HAPUKIIAM OJ1s1 JTiKyBaHHS
TSAKKUX iH(DeK1ii, HeoOXimHICTh CYTyTHLOTO MIPUHOMY CUMBACTATUHY Ta Qy3UOUHOBOI KUCIIOTH
NOTPiOHO PO3TJIANATH TiIbKYM Y KOKHOMY OKPEeMOMY BUIMIKY Ta IPOBOAUTH IIifi PeTEIbHUM



MEIUYHHNM CIIOCTEPEXKEHHIM.

KomG6iHOBaHOT0 3aCTOCYBaHHSI CUMBACTaTHHY B 03ax mmoHapn 20 Mr Ha 700y pa3oM i3 aMiomapoHOM,
aMJIOOHUITIHOM, BepamnaminoMm abo guntiadeMoM ciif yHukaTu. [lamienTam i3 I'oCI' mpoTumoka3aHo
OOHOYACHe 3aCTOCYBaHHS JIOMITallifly i cuMBacTaTUHY B fo3ax Oinbiule HixK 40 Mr Ha 0oy (OuB.
po3minu «IIpoTunoka3aHHs», «B3aeMopmis 3 iHIMMMU JTiIKApPCHKUMHU 3aco0aMu Ta iHIIi BUIH
B3aeMofii» Ta «Crocib 3acTOCyBaHHS Ta JO3U»).

[MamieHTH, sIKi TpUAMarOTh iHII TiKapchKi 3ac00H, 10 MaOTh ITOMipHUM iHTiIOYIOYU BIJIUB Ha
CYP3A4, cynyTHbBO i3 cCMMBacCTaTUHOM, OCOOIMBO 3 BUCOKMMH N03aMU CHMBACTATHHY, MOXKYTh MaTH
IiABUIIEHNYN PU3UK PO3BUTKY MiomaTii. [Ipyu cynyTHHOMY NPUIOMi CHMBACTaTUHY 3 TOMipHUM
inriitopom CYP3A4 (mpenapaty, siki 36inbmryioTs AUC npubnu3Ho y 2-5 pa3iB) Moxke OyTu moTpiOHe
KOPHUTYBaHHS [[03U CUMBACTaTHHY. Y pa3i CymyTHLOI'0 3aCTOCYBaHHS MEBHUX MOMIpHUX iHTi6iTOPIB
CYP3A4, nanpukiapg gquiiTia3eMy, peKOMEeHOY€EThCS MaKCHMalibHa f03a - 20 MI CuMBacTaTUHY (OUB.
po3min «Croci6 3acToCyBaHHS Ta HO3U»).

CuMBacTaTHH € cy0cTpaToM e(IIoKCHOTO ITepeHOCHUKA 0i/lka pe3uCTEHTHOCTI paKy MOJIOYHOI 321031
(BCRP). OpnouacHe 3acTocyBaHHs 3 iHribiTopamu BCRP (Hampukiaf, enbacsip i rpa3ompesip) Moxe
IIPU3BECTH [I0 IiABUINEHHS KOHI[EHTPAIlil CAMBACTaTUHY B IJIa3Mi i MigBUIIIEHHS PU3UKY PO3BUTKY
Mmiomartii. ToMy 3a7exHO Bif Tpr3Ha4eHol fo3u inribitopiB BCRP HeoOXigHO KOpPUTyBaTU J03Y
cuMBacTaTuHy. OgHOYaCHE 3aCTOCYBaHHS e10acBipy i rpa3ompeBipy i3 CMMBACTaTUHOM He
BHBYAJIOCh, OIHAK O0OBa l03a CHMBaCTaTHHY He IOBHHHA nepeBHInyBaTu 20 Mr s
Mali€HTiB, sIKi OTPUMYIOTH CYNIyTHIO T€paliio mpenapaTaMy, Mo MicTATH endacBip ado
rpa3onpesip (nuB. po3ain «B3aeMopis 3 iHIMMY TiKapChKUMU 3aco06aMu Ta iHIII BUOW B3aEMOTIN»).

PigkicHi Bunagku miomatii/pabmoMionti3y acomitoBanucs i3 cynyTHiM mpuiioMoM iHribiTopiB 'MK-KoA-
penyKTa3u Ta JinigoMonudikyouux no3 (= 1 r/moby) HianuHy (HiIKOTUHOBOI KUCJIOTH); KOXKEH i3 X
IpenaparTiB MOXe BUKJIMKATU Miomarito.

Y kJiHiYHOMY JOCHigKeHHi (MefiaHa epiofy CIocTepekeHHs cTaHOBUIa 3,9 POKy), B SKOMy Opanu
y4acCTh MaIlieHTH 3 BUCOKUM PU3UKOM PO3BUTKY CEPIIEBO-CYIMHHUX 3aXBOPIOBaHb i 3 mobpe
KOHTPOJIbOBaHUM piBHeM xonectepuny JITTHII Ha Tni mpuiioMmy cuMBacTaTusy B 0o3i 40 Mr/moby
pas3oM 3 e3eTuMiboM y m03i 10 Mr abo 6e3 HbOTO, OAaTKOBa KOPUCTH [JIst CEPIIEBO-CYIUHHOI CUCTEMU
IIpU fofaBaHHi nimigomMopudikyounux f03 (= 1 r/moby) HiauuHy (HIKOTUHOBOI KUCJIOTH) He
Big3Hauanacd. Jlikapi, gKi po3rnsigaiTh BapiaHT KOMOiHOBAHOI Teparii CMUMBaCTaTHHOM i3
mimigomopudikyounmu go3amu (= 1 r/no0y) HialuHy (HIKOTUHOBOI KUCIIOTH) ab0 IIpernapaTaMu, IIo0
MICTSATH HialluH, IOBUHHI f00Ope 3BaXKUTHU NOTEHIIMHY KOPUCTh Ta pu3uKU. [10TpiGHO peTenbHo
CIIoCcTepiraTu 3a IalliEeHTaMH IO0 MOsSBU 600 V M’s13aX, XBOpoOIuBoCTi abo ciabKocTi, 30KpeMa
IIPOTSITOM TIEPIINX MIcCAIB Teparii Ta npu 36inbIIeHHI [031 OYOb-IKOT0 3 IIUX JIiKapChbKUX 3aco0iB.

Y mocnimkeHHi yacToTa PO3BUTKY MiomaTil cTaHoBuIa nmpubnu3no 0,24 % cepeq NallieHTiB-KUTAKIIIB,
SKi mpuiiManu cuMBacTaTuH y 0o3i 40 Mr abo e3etuMib/cumBacTatul y mo3i 10/40 Mr, mopiBHSHO 3
1,24 % marieHTiB-KUTal1iB, IKUM IIpH3Ha4Yaayd CUMBacTaTuH y 003i 40 Mr abo e3eTuMiO/cuMBacTaTUH
y mo3i 10/40 mr pa3oM i3 KoMGiHOBAHUM IIpelapaToM MoAu(}iKOBaHOTO BUBITbHEHHS HIKOTHHOBOI
kucsotu/napomninpanTy 2000 Mr/40 mr. He3Baxkatuu Ha Te, 1110 Y IbOMY KJIIHIYHOMY HOCTIiAKeEHH]
asiiickKa momynsiis 6yna mpeacTaBieHa JIUiIe KATARIIME, OCKiTbKM YaCcTOTa PO3BUTKY MiomaTil
Ceper MallieHTiB-KATaMIIIB BUIMA, HiXK cepe[ NallicHTiB-HEKUTAUIIB, IPU3HAYaTH HallicHTaM
a3iliChbKOT0 MOXOIKEeHHS OJHOYAaCHO CUMBACTaTHUH Ta JinigoMopudikyiodi 1o3u (= 1 r/moby) HiauuHy
(HIKOTMHOBOI KMCJIOTH) HE PEKOMEHTYEThCS.

AUumiMOKC 3a CTPYKTYPOIO CX0XKHKY Ha HialluH. He3Baxkatouu Ha Te, IO al[UIIiMOKC HE
MOCTiAKYyBaBCs, PU3UK PO3BUTKY M’ SI30BUX TOKCUYHUX €(PEKTiB MoXKe OyTH CXOKUM Ha TaKUH Ipu



IPUUOMI HiallUHY.

Bnaug Ha neyiHKy. Y niponeci KIiHIYHUX JOCIIAXKEeHb Y AeKIUJIBKOX JOPOCIIUX MTalli€HTIB, AKi
OJlepKyBaJIi CUMBACTaTUH, Bij3HAYAJIOCS CTiliKe MigBUIIeHHS PiBHS TpaHCaMiHa3 CUPOBaTKU (Y >3
pa3u BMH). ITpu nepepsi B mpuiioMi cuiMBacTaTUHY ab0 BigMiHi mpemnapaTy y IUX NaI[ieHTiB
aKTUBHICTh TpaHCaMiHa3 3a3BHAYaii IIOCTYIIOBO BepTasacs 40 BUXIAHOIO PiBHA.

[Tepen mo4yaTKOM JIiKyBaHHS, a IIOTIM BigIIOBiAHO [0 KJIiHIYHKX ITOKa3aHb yCiM Malli€eHTaM
PEKOMEHIYEThCS MMPOBOOUTH (PYHKITIOHANBHI TeuinKoBi mpobu. [TarieHTaM, SKUM IIaHYETHCS
IiABUIIUTY [03Y CHMBacTaTUHY 0o 80 Mr Ha go0y, HogaTKoBi GyHKIIiOHAIbHI Ie4iHKOBI Tpo0u Ciif
IIPOBOAMTH 0 ITOYATKy TUTPYBAHHS, MOTIM Yepe3 3 Micsli micisa mocarHeHHs no3u 80 mMr Ha #o0y,
IIiCMS YOT0 MepPioguYHO MOBTOPIOBATH (HaNpuKiaa, 1 pa3 Ha MiBPOKY) IPOTATOM IIEPIIOT0 POKY
nikyBauHs. OcoONMUBY yBary CJif MPUAINATH MallieHTaM, Y SKUX MigBUIIUBCS PiBeHb CUPOBAaTKOBUX
TpaHCaMiHa3. [luM naiieHTaM KOHTPOJIb (PYHKIIi1 IEYiHKY CJIifl TOBTOPUTHU HETaWHO Ta dacTille
IIPOBOAMTY Hafasti. Y pasi, Koy piBeHb TpaHCaMiHa3 3poCTa€, 0COONMMBO MPU CTIMKOMY ITepeBHUIIEeHH]
B 3 pa3u BMH, npemnapar HeoOxigHo BigMminuTH. Cif 3ayBaXkKUTH, 110 alaHiHaMiHOTpaHCchepa3a
MOXKe BUIIIATUCS 3 M’ S30B01 TKaHWHU, TOMY IIiABUIIEHHS ajlaHiHaMiHOTpaHCcdepasu 3
KpeaTHHKiIHa3010 MOXKe BKa3yBaTH Ha MiomaTito (IuB. Bullle «MiomaTisi/pabmoMioniz»).

Y nocTMapKeTUHTOBUY I1ePiof PiAKO MOBIJOMIISAIMN IIPO IEeYiHKOBY HEIOCTATHICTE (Y TOMY YMCIIi
JleTaJIbHY) Y MAalll€HTiB, fKi IpUUMaIu CTaTUHY, BPaXOBYIOUU CUMBACTaTUH. [Ipu 0SBl Cepio3HOro
ypaxKeHHS MeYiHKM 3 KJIiHIYHUMU CUMIITOMaMu Ta/abo rinepbinipybinemii abo XKOBTSHULI i Yac
JIiIKyBaHHSI CAMBACTaTHHOM CJIi[l HEraiHO IIepepBaTy Tepalilo. fAKINo He 3HalAEHO iHIIO0I IPUYUHA
TaKWX CUMIITOMIB, HE CJIi[i 3HOBY PO3NOYMHATH IPUUOM CHMBACTaTUHY.

[Tpemapart cif 3 06epeKHICTIO 3aCTOCOBYBATH IalliEHTaM, SKi 37T0BKHUBAIOTh aJIKOTOJIEM.

[Tpu nikyBaHHI CHMBaCTaTUHOM, SIK i iHIIUMU MiNig03HUKYBaTbHUMU 3ac00aMH, IIOBIOMJISIIY IIPO
nomipHe (<3 pa3iB BMH) 30inbIneHHsT akTHBHOCTI CHPOBATKOBUX TpaHcaMiHas. Lli 3Minu 3'IBnsinmucs
He3abapoM Miciis mo4aTKy JIiKyBaHHS, YaCTO Majld MUHYIINWM XapakTep, He CYIPOBOMKYBaINUCS OyIob-
SKUMU CHMIITOMaMy Ta He ToTpeOyBasy BigMiHu Teparil.

[Tykposuti diabem. € mokKasu TOTO, L0 CTATUHMU SIK KJIaC MiIBUIIYIOTh PiBeHb TIIOKO3HM B KPOBi Ta y
[esIKUX NAlli€HTIB i3 BUCOKUM PU3UKOM PO3BUTKY LIyKPOBOTO OiabeTy B Mall0yTHEOMY MOXKYThb
CIIPUYUHUTH PiBEHb Tinepriikemil, Ipu SKOMY PeKOMEHOYEThCS PO3MOUYUHATY JIiKyBaHHS LIyKPOBOTO
miabety. OmHaK Hag TAaKUM PU3UKOM IepeBaXkKa€ KOPUCTh 3HUKEHHS CTaTUHAMY CYOUHHOTO PU3UKY,
TOMY BiH He ITOBMHEH OyTH IPUYUHOIO [J151 IPUIIMHEHHS JTiKyBaHHS cTaTuHaMu. CTaH Nali€HTIB i3
PU3KUKOM PO3BUTKY LIYKPOBOTO fiabeTy (TI0Ko3a Hatile 5,6-6,9 MMOIb/I, iHOeKC MacH Tina

>30 Kr/M2, migBuIlleHi TPUTTIilIePUAY, apTepiaibHa TiepTeH3is) MoTpidHO KOHTPOJIIOBATH SIK
KJIIHiYHO, TaK i 6ioxiMiuHO BifIIOBIMHO [0 HAlliOHAJIBPHUX HACTAHOB.

IHmepcmuuiaavHa x8opoba sezers. TIpo BUNAAKYU iHTEPCTHIIAIBHOI XBOPOOH JIeTeHb IMOBiOMIISIITH
IIPY MIPUNOMI IeIKUX CTaTUHIB, BKITIOYAl0YXM CUMBACTATHH, 0COONIMBO ITifl YaC JOBrOTPHUBAJIOL Teparril
(muB. po3min «ITo6iuHi peakirii»). BigmoBigHi MPOsSiBY MOXKYTb BKIIOYATH OUCITHOE, HEIIPOTYKTUBHUH
Kalllellb Ta MOTIiPIIeHHS 3arajlbHOT0 CTaHy 3[I0POB’S (BTOMa, BTpaTa MacH Tijla Ta rapsyka). AKIIo €
mizmo3pa, 10 y MmallieHTa PO3BHHYIACh iHTepCTHIliaTbHa XBopo0a JieTeHb, Tepartiio CTaTUHOM CJIif
IPUIINHUTH.

OdpmanvmonoziuHe obcmediceHHsA. 3a BifCYTHOCTI OyIb-IKOTO METUKAMEHTO3HOT0 JIiKyBaHHS
30iNbIIIEHHS IIJTONIi TOMYTHIHHS KPUINTaJIlKa BBaXKa€eThCs HACIIiAKOM IIpoliecy cTapiHHsA. BigoMi Ha
ChOTO[IHI [JaHi [OBroTpHBa/INX K/IiHIYHNX BUIIPOOyBaHb He BKa3yIOTh Ha iCHYBaHHS IIKiJIMBOTO
BIIMBY CUMBaCTaTUHY Ha KPHUIITAJIMK OKa JIIOOUHMN.



3acmocysaHHA nauieHmam AimHb020 8iky. EheKTUBHICTh 3aCTOCYBaHHS CUMBACTaTUHY [JIs
JIIKYBaHHSI XBOPUX BIKOM Bif 65 POKiB, IKi OTPUMYBa/IX UOTO Iiff YaC KOHTPOJIbOBAHUX KITIHIYHUX
OOCIIiAKEHb, OLIiHIOBAaJIacs BiTHOCHO 3HUXKEHHS PiBHS 3arajibHOTO XOJIECTEPUHY Ta XOJIE€CTEPUHY
JITTHIIT i BUsSIBMIsAIaCh TAKOIO XK, K i OIS MOMYJIsIil 3arasoM. 30inblIeHHs YaCTOTH MOGIYHUX peakIli,
siKi O BUSIBIISIINCS KIiHIYHO ab0 3a 1abopaTOPHUMY IMOKa3HUKAMU, He BifMiueHoO.

[TonomidcHI peyosguHu. IIpenapat MIiCTUTH J1aKTO3Y. [TallileHTH 3 PiIKICHUMU CIIaAKOBUMU PO3JiafiaMy,
TAKUMU 5K HEIIePeHOCUMICTh TalakTo3H, JlakTa3Ha HefoCTaTHiCTh Jlanma abo CHHAPOM TIII0K030-
rajlakTo3Hol ManabaObcopOilil, He MOBUHHI IPUKMaTH 1€l Ipenapar. fAKIo y nalieHTa BCTaHOBIeHa
HeIlepeHOCUMICTh AedKUX LYKPiB, CJIif IPOKOHCYIbTYBATUCA 3 JIiKapeM, IIepIll HiX MpUuiMaTH eu
nmiKapchKuy 3acib.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
BaeimHuicme.
[IpemapaT OpOTUIIOKa3aHUU BariTHUM.

Be3neka 3aCTOCYBaHHS IIpenapaTty BariTHUM He BCTaHOBNIeHa. He 6yJ10 MpoBemeHO KOIHUX
KOHTPOJIbOBaHUX KJTIHIYHUX OOCIiKeHb CUMBACTaTUHY 3a y4acTIO BariTHUX. bynu oTpuMa#i pifkicHi
TIOBiTOMJIEHHS ITPO BPOAXKEHi aHOMaTil mic/st BHYTPIHBOYTpoOHOT0 BIKBY iHTi6iTopie 'MK-K0A-
penykTasu. OgHak aHamni3 nmpubnu3Ho 200 BaTriTHUX, 3a SKMMU CIIOCTEpIiraay MPOCIEKTHUBHO i B AKUX
IIPOTSITOM TIEPIIOr0 TPUMECTPY Oyjla eKCIOo3ullid A0 CHMBacTaTUHY abo iHmIoro mofidHoro iHribiTopa
'MK-KoA-penyKkTasu, 4aCcTOTa BPO[XKEHUX aHOMaJIii Oyjia MOPiBHSAHHOIO 3 TAKOIO ¥ 3arajibHil
nomynsii. Takoi KiTbKOCTi BUMAKiB BariTHOCTI Oy/I0 CTaTUCTUYHO HOCTATHBLO IJIST BUKITIOYUEHHS
30inbINeHHS KiTbKOCTI BPOIKeHUX aHOMali# y 2,5 pa3a Ta BHIlle IOPiBHSIHO 3 YaCTOTOO Y 3arasbHil
monysnsLil. Xo4a HeMa€ XXOOHOT0 JO0Ka3y TOTr0, III0 YaCTOTa IOSIBH BPOMAXKEHUX aHOMAJIill y HalllagKiB
TNallieHTiB, SIKi 3aCTOCOBYBa/IM CUMBacTaTUH abo inmmi nogiouui inriditop 'MK-KoA-penykTasy,
BiIpi3HSIETHCS Bifl TAKO1 y 3arajbHill MOMysALil, TiKyBaHHS MaTepi CUMBaCTaTUHOM MOXKe 3HU3UTHU Y
TJI0fa PiBeHb MEBAJIOHATY, SIKUU € TPEKYPCOPOM Oi0CUHTE3Y X0NeCcTEPUHY. ATEPOCKIIEPO3 €
XPOHIYHUM IIpoliecoM. [IpunuHeHHS IpUoMy JTinimo3HMKYBaIbHUX 3ac00iB Iif Yac BariTHOCTI
3a3BHYal HE3HAYHO BIJIMBA€E Ha BigfaneHWM PU3UK, IIOB’I3aHUM i3 IIEPBUHHOIO
rinepxojecTepuHeMi€l0. 3 X IPUYWH CUMBaCTaTUH He MOXKHA IIPU3HAaYaTH BariTHUM, a TAaKOX
JKiHKaM, SIKi HaMaralThCsl 3aBariTHITA abo y HUX € Mifo3pa, 1110 BOHU BariTHi. CUMBacTaTUH CIIif
MIPU3YIMHUTH Ha BeCh TEePMiH BariTHOCTI a0 OOTH, MOKHU He Oyae MigTBEepAXKEHHS, 110 XKiHKa He
BariTHa.

ITepiod 2o0ysaHHA 2pydow. HeBimoMo, uu BUINIETHCS CHMBACTaTHH a00 10ro MeTaboJIiTH y TpygHE
MOJIOKO XKiHOK. OCKIJIbKY 3Ha4Ha KiJIbKICTh JIiKiB BUAIISETHCS Y TPYAHE MOJIOKO, a TaKOX 4epe3
BEJIMKUY PU3UK CePHO3HUX MOOIYHUX peakllifl XKiHKaM, SKi MPUUMalOTh CHMBACTATHH, CIIifl
yTPUMATHUCS Biff TOOyBaHHSA I'PYLOIO.

PepmuavHicms. HeMae gaHuX PO KITiHIYHI OOCTiAXKEHHS BIIJIMBY CUMBAacTaTUHYy Ha (PEpPTUNTBHICTD
moguHu. CUMBaCTaTHH He BIUIMBAB Ha (GePTUILHICTh CaMIliB Ta CAaMOK IIypiB.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[TpemapaT He BIIMBa€ abo Mae He3HAUHUH BIIJIUB Ha 3[aTHICTh KEPYBATH aBTOMOOiIeM Ta iHITMMU



MexaHiYHUMU 3acobamu. OgHak Ipy KepyBaHHI aBToMO00iieM abo po0oTi 3 iHIIUMY MeXaHiYHUMUI
3aco6aMu CJIifi BpaxyBaTH, IO IIPOTSATOM IePiofy MOCTMapKETUHTOBOTO 3aCTOCYBaHHS 3pigKa
Ha[XOOUJIX [IOBiIOMJIEHHS IIPO 3allaMOPOYEeHHS.

Cnoci6 3acmocyeaHHs1 ma do3u.

Iiama3oH mo3yBaHHS CHMBACTATHHY - Bif 5 mo 80 mr nmepopanbHo 1 pa3 Ha moby, BBeuepi. Y paai
noTpebu J03y CUMBACTATHHY CJIiff 30ibIyBaTH 3 iHTEpPBalaMU He MeHINe HiX 4 TUXKHI 10
MakcuMasbHOI 000Boi fo3u 80 Mr, sIKy npuiimMaioTh 1 pa3 Ha mo6y, BBeuepi. [Jo3a 80 mr
PEKOMEHAYETLCA TIUIBKY [JI MMALEHTIB 3 TAXKKOIO TIlIepX0JIeCTEPUHEMIEI0 Ta BUCOKUM PU3UKOM
CepLeBO-CYAUHHUX YCKIIafHEHD, Kl HE NOCATIIU LiJIeH JIIKyBaHHS HUXKYUMU J03aMU, Ta KOJIU
OYiKy€eThCS, 1110 KOPUCTH IlepeBaxkaTuMe NNOTeHUIMHUY PU3UK (OUB. po3pinu «PapMaKoIoriyHi
BJIACTUBOCTi» Ta «OCOONMMBOCTI 3aCTOCYBAHHS»).

linmepxonecTepruHeMis.

[MarienTy Cif IpU3HAYUTH CTAaHOAPTHY XOJIECTEPUHO3HUKYBaIbHY [i€TY, SIKOI BiH IOBUHEH
IOTPUMYBATUCS IPOTATOM YChOT'O KYPCY JIiKyBaHHS CUMBACTaTUHOM.

3a3BUyal IOYaTKOBA I03a CUMBACTATUHY CTaHOBUTH 10-20 Mr Ha f00y, Ky NpUAMaOTh OJHOPA30BO
BBeuepi. [ mamieHTiB, sKuM HeoOximHe 3HauHe (Oinbie K Ha 45 %) 3uuKeHHs piBHg XC-JITTHIII,
mo4aTKOBa mo3a Moxe ctaHoButu 20-40 Mr 1 pa3 Ha o0y, BBeuepi. Y pasi HeoOximHOCTI migbip mo3
OTPiOHO 37i¥CHIOBATH CII0COOOM, BUKIAaJeHUM BHUIIIE.

T'oMo3u20mHa ciMeliHa 2inepxoaecmepuHeMis.

3 ornsagy Ha pe3yJ/ibTaTy KOHTPOJIbOBAHOTO KJIIHIYHOIO NOCIIIIKEHHS, PEKOMEHI0BaHa [104YaTKOBa
mo3a cuMBacTaTuHy — 40 Mr Ha o0y OmHOPa30Bo, BBeuepi. [Ipemapat ciif 3aCTOCOBYBaTH K
MOMIOBHEHHS [0 iHIIIOTO JTiMMiI03HUKYBaTbHOTO JiKyBaHHS (Hampukiam, apepesy JITTHII) abo skimo
TaKe JIiIKyBaHHS He[OCTYyIIHE.

[lns naiieHTiB, sSIKi OQHOYACHO i3 CHMBaACTaTUHOM IIPUKMAOTh JIOMITallifl, [03a CUMBaCTaTUHY He
noBUHHA nepeBuiryBatu 40 mr/moby (ouB. po3minu «IIpoTunoka3aHHsI», «B3aemomis 3 iHIIUMYU
JiKapChbKUMU 3aco0aMu Ta iHIII BUAU B3aeMofik» Ta «OcoBOIUBOCTI 3aCTOCYBaAHHSI»).

Cep1ieBo-cynuHHa IpodinakTUKaA.

3BMYalHa [03a MpernapaTy CHMBACTATUHY OJIS MAI[iEHTIB 3 BUCOKUM PU3UKOM PO3BUTKY IXC (y
noefHaHHi 3 rinepminigemieio abo 6e3 Hel) craHOBUTH 20-40 Mr Ha o6y 0OOHOPA30BO, BBEUED.
MenukaMeHTO3HY Tepaliio MOXHa II09aTh OJHOYACHO 3 [i€TOI0 Ta (Pi3KynIbTyporo. Y pasi
HeoOXigHOCTI migOip mo3 moTPiOHO 3MifCHIOBATH CIIOCOO0M, BUKIaIeHUM BHIIIE.

CynyTHA Tepalid.

[TpemapaT epeKTUBHUIM SIK MOHOTEpAIlis, a TakoXK y KoMOiHallii i3 ceKBeCTpaHTaMU KOBUHUX KHUCIIOT.
o3y crig mpuiimatu abo 3a >2 roguHu f0, abo yepe3 >4 roguHM Micis MPUoMy CEKBECTPAHTY
JKOBYHUX KUCIIOT. [[71g TAlli€HTiB, SIKi IPUIMa0Th CUMBACTaTHH OMHOYACHO 3 pibpaTamu, KpiMm
rem¢iopo3uny (muB. po3min «[IpoTunokasaHHsI»), abo 3 peHodidbpaToM, 103a CUMBAaCTaTUHY HE
oBUHHA nepeButryBaTy 10 mr/mo0y. 115 mallieHTiB, SKi OMHOYACHO i3 CUMBACTAaTUHOM IIPUIAMAIOTh
aMmiomapoH, aMJIOIuUIIiH, Bepamnamin abo muntiazeM, 0o6oBa H03a CUMBACTAaTHHY He ITOBUHHA
nepesumyBat 20 Mr (IUB. po3ainu «B3aeMofis 3 iHIMMMU JTiKapChKUMU 3acobaMu Ta iHIII BUAK



B3aeMofii» Ta «OcoOIUBOCTI 3aCTOCYBAHHS»).

HupKoBa HEIOCTaTHICTE.

[TamieHTaM i3 TOMipHOI0 HUPKOBOIO HEJOCTATHICTIO HEMa€e HeoOXigHOCTI 3MiHM [03yBaHHA. [ 14
MAIEHTIB 3 TAKKOI HUPKOBOIO HEJOCTATHICTIO (KJIipeHC KpeaTUuHiHY <30 MJI/XB) CIIifl peTeIbHO
3BaXKUTHU OOLINMBHICTh MpU3HaYeHHS 0o3u 10 Mr Ha goOly. AKIo Take NO3yBaHHS BBaXKa€EThCS
HeoOXimHUM, ITpenaparT Cllif Mpu3HadyaTu 3 06epexkHICTIO.

3acTocyBaHHSA MallieHTaM JiTHLOTO BiKy. HeMae noTpebu B KoperyBaHHi 03H.

3actocyBauud miTaMm i mimmiTkaM (10-17 pokis).

s mited Ta migmiTKiB (xsmomii BikoBoi cTamil II 3a TaHHEpoOM Ta cTapilli Ta fiBYaTa, y IKUX
IpYHAVMHI OOVH PiK HasgBHUU MEHCTPYaJIbHUM I[UKJI) 3 TETEPO3UTOTHOK CiMEUHO0
rimepxojyiecTepuHeMi€l0 peKOMeHI0BaHa 3BUYaliHa ToYaTKOBa f03a cTaHoBUThL 10 Mr 1 pa3 Ha o0y,
BBeuepi. [10 mo4aTKy JIiKyBaHHS CUMBACTaTUHOM OiTAM Ta HifJIiTKaM CIif IPU3HA4YUTU CTaHOApPTHY
X0JIECTEPUHO3HUKYBAIbHY [Ii€TY, IKOI CHIi JOTPUMYBATHUC IIif Yac JIiKyBaHHS CUMBACTaTAHOM.

PekomenmoBaHi no3u - 10-40 Mr Ha mo0y; MakKCUMajbHA PeKOMEHI0BaHa 03a CTaHOBUTEL 40 MT Ha
noOy. Jo3y ciip mimbupaTy iHOUBiOyalbHO, 3TiHO 3 METOIO JIiKyBaHHS, 3a peKOMeH allisiMu
niKyBaHHSA y nemiaTpii (muB. po3pinu «®apmakonrHaMika», «OcoOIMBOCTI 3aCcTOCyBaHHA»). [Tinbip
[O3U CJIifi TPOBONUTH 3 iHTepBaiiaMu y 4 TuxkHi abo 6inbire. [JocBig 3aCTOCyBaHHS CHMBACTaTHUHY
OiTsIM Npeny0epTaTHOTO BiKy 00OMeXKEeHUH.

Beamnexka Ta e()eKTUBHICTh 3aCTOCYBaHHSA 03 ToHaA 40 Mr Ha fo0y HiTAM i3 TeTepOo3UTr0oTHOI0
ciMelHOI0 TinepxonecTepruHeMiel0 He BUBYaIuCs. [J0BroCTPpoKOBa e(peKTHUBHICTh Teparlil
CMMBaCTaTUHOM y OIUTUHCTBI AJIs 3HUXKEHHS 3aXBOPIOBAHOCTI Ta CMEPTHOCTI y IOPOCTIOMY Billi He
BCTAHOBJIEHA.

Himu.

Besmneky Ta eeKTUBHICTh 3aCTOCYBaHHSI CUMBaCTaTUHY AJid manieHTiB BikoM 10-17 pokiB i3
reTepO3UT0THOI0 CIMEMHOI0 TinepilinifieMiero OLiHIBaAIU Y IPOLeCi KOHTPOILOBAHOT0 KITIHIYHOTO
OOCIiI?KEeHHS 3a y4aCTIO XJIONIiB BiKoBO1 cTapil II 3a TaHHEpPOM Ta CTapIIuX i AiBYaT, Y SKUX
IPUHAMMHI OOUH PiK HasBHUY MeHCTpYyalbHUM UKL [Ipodins mobiuHux peakilifl y MallieHTiB, IKi
IpuiMany CUMBaCcTaTHH, 3arajoM OyB IMOAiOHMI J0 TAKOTO y NAllieHTiB, SIKi mpuiiManu mianeoo.
Ho3u nonan 40 Mr He JOCifXKyBaluCs y AaHil I'pymi NalieHTiB. Y 1[boMy HOCTifXKeHi He 6yo
3a¢ikCcoBaHO BIJIMB CUMBACTATUHY Ha PiCT Ta CTATEBUM PO3BUTOK [IiTEl, a TAKOXK Ha TPUBAJICTh
MEHCTPYaJIbHOTO MKy B [iBYaTOK (OuB. po3minu «dapmMakoguHaMika», «Crocib 3acTocyBaHHS Ta
no3u» Ta «I1obiuHi peakilii»). [[iB4aTOK CITif TPOKOHCYIbTYBATH IIOA0 HassBHUX METOMIB
KOHTpAaIlemIil Ipy 3aCTOCyBaHHI CUMBACTaTUHY (OUB. po3finu «[IpoTumnoka3aHHS» Ta «3aCTOCYBaHHS
y Tepiof BariTHOCTI i rogyBaHHS IpyAnao0»). I naiieHTiB BikoM [0 18 pokiB e(heKTUBHICTE Ta
0e3neKy 3aCTOCyBaHHS IIpenapaTy He JOCHIiIXKyBall IPOTIroM NePiofiB TiKyBaHHS TPHUBAIiCTIO
noBie 48 TUXKHIB; BiffameHNI BIIUB Ha (Pi3UYHUM, PO3yMOBUM Ta CTaTEBUU PO3BUTOK HEBiIIOMUU.
CuMBacTaTHH He OOCTigKyBaBCs y MallieHTiB BikoM 10 10 pokiB, y miTel mpemybepTaTHOTO BiKY, a
TAKOXK Y OiBYATOK, V AKUX IIle He IT0YaJucsa MeHCTpyallil.

Ilepedo3yeanHns.



Ha cporopgsi BimoMi KinbKa BUIagKiB mepeno3yBaHHsa. MakcuMalbHa NIPUUHATa f03a CTaHOBUNA 3,6 T.
Bci mauienTu omykanu 6e3 Hacmigkis. He icHye crerugiuyHOro giKyBaHHS Mepeno3yBaHHs. Y pasi
Ilepeno3yBaHHS CJIif IPOBOOUTY CUMIITOMATHYHI Ta MIATPUMYIOUi 3aX01H.

ITobiuni peakuii.

YacToTa HUXKYe3a3HAYEHUX MOOIYHUX peakKIlil, Ipo SKi MOBIMOMUIIY i Yac KITiHIYHUX JOCITiIXKeHb
Ta/abo B mmepiof MOCTMapPKETUHIOBOI'0 3aCTOCYBaHHs, KilacudikoBaHa 3a OI[iHKOIO iXHiX piBHIB y
IIPOIIECi BEJTUKUX IOBFOTPUBAIUX MIalle00-KOHTPOJILOBAHUX KITIHIYHUX JOCHiMXKeHb, BKIodaouu HPS
Ta 4S 3a y4acTio BifnosigHo 20536 Ta 4444 namnienTis. Y HPS BigMiuanuce Tinbku cepiio3Hi mobiuni
peaxilii, a TakoXK Miasris, IigBUIEHHS TpaHCaMiHa3 CUPOBATKM Ta KpeaTUHKiHA3u. Y 4S
3aIKCyBaIUCh YCi 3a3Ha4YeHi HUXKYe mobiuHi peakiii. FKII0 y mporeci ux HoCcHigXeHb piBHi mpu
npuioMi cuMBacTaTUHY Oynu HUKYi abo momibHi go Tux, 110 i mpu npuitoMi nnane6o, Ta 6yiau momioHi
CIIOHTAHHI MOBiAOMIIEeHHS IIPO SBUIIA, SKi Manyu 00T PyHTOBaHKY MPUUYUHHUYN 3B’S30K, I1i o0iuHi
peaxtii knacudikyBanuch Sk pipkicHi. Y xoni mocnimxkenHs HPS 3a ydactio 20536 namieHTiB, sSKi
npuiiManu 40 Mr/go0y cuMmBactaTuHy (n=10269) a6o mnaredo (n=10267), mpodini 6e3nexu Oynu
TIOPiBHAHHUMH y TAIIEHTIB, SIKi MpuiiManu cuMBacTaTuH 40 Mr, Ta MaIli€eHTiB, sSKi npuiiMany mnnanebo
B CEPEOHLOMY IIPOTSTOM 5 POKiB JOCTifKeHHs. PiBHI MpunuHeHHS y4yacTi yepes nobiyHi peakitii Oymiu
nopiBHIHHUMHU (4,8 % y maifieHTiB, SKi npuiiManu cuMBacTatul 40 mr, Ta 5,1 % y namieHTiB, sKi
npuiiManu miane6o). Yactora mionatii cranoBuna <0,1 % y maifieHTiB, SKi MpuiMany CUMBaCTaTUH
40 wr. ITigBuiieHHs TpaHcaMiHa3 (>3 pasiB Buile BMH, migTBepaKeHe MOBTOPHKAM aHali3oM)
Bigbymock y 0,21 % (n=21) narienTis, sSki npuiiManu cuMmBacTatul 40 mr, mopiBasHO 3 0,09 % (n=9)
TAIiEHTIB, SKi mpuiManu miamebo.

YacTtoTa nobiyHUX peakiiii: gyxke yacto (>1/10), gacto (= 1/100, <1/10), HeuacTo (= 1/1000,
<1/100), pigko (= 1/10000, <1/1000), oyxe pigko (<1/10000), yacToTa HeBifoMa (He MOXKHa
IigpaxyBaTH 3a HaSBHUMHU JAHUMMU).

3 60Ky KpOBi Ta mimMbaTr4HOi cucTeMu. PidKo: aHeMis.

3 6oky imMyHHOI cuctemu. lyoce pidko: aHadinakcis.

[NcuxiyHi mopyineHHd. [lyjce pioko: 6e3conusi. Yacmoma Hegidoma: Oemnpecis.

3 60Ky HepBOBOi cucTtemu. PiOKo: TOJIOBHUY 0inb, TapecTe3is, 3allaMOpoOdYeHHsI, TeprudepudHa
HeBpomarTis. [[ysce pi0Ko: IOPYIIeHHS ITaM’ STi.

PecnipaTopHi, TopakasnbHi Ta MefiaCTHHaIbHI HOPYIIeHHA. Yacmoma Hesidomda: iHTepCTullianibHa
xBopo0a JiereHiB (guB. po3min «Oco0IMBOCTI 3aCTOCYBaHHS»).

3 OOKY IINYHKOBO-KHUIITKOBOTO TPaKTY. Pi0Ko: 3amop, abmoMiHanbHMM 6ifb, METEOPH3M, OUCIIETICIs,
miapes, HygoTa, 6/10BaHHS, TAHKPEaTHT.

[enaToObiniapHi mopyineHHsd. Pi0ko: TenaTuT/xkKOBTAHUIA. [[yace pidko: TeTaabHa Ta HejleTalbHa
IIe4YiHKOBa HEeMOCTATHICTE.

3 OOKY LIKipH Ta HifIIKipHMX TKaHWH. PiOKO0: BUCUIIAHHS, CBepOiXK, anomneis.
3 OOKY CKeJleTHO-M SI30BOT'0 amaparty Ta CIIONYYHOl TKaHUHU. Pi0Ko: MiomaTis* (BKI04alouu MiO3UT),

pabmoMioni3 3 abo 6e3 rocTpol HUPKOBOI HEIOCTATHOCTI (IUB. po3aisn «OcOOIUBOCTI 3aCTOCYBAHHS»),
Mianrisi, M’I30Bi CIIa3MH.



* [1ig 4yac KIMiHIYHUX JOCTigXKeHb MioaTis 4acTillle BUHUKaa y MallieHTiB, SIKi IpuiManu
cuMBacTaTuH y 103i 80 Mr Ha 700y, IOPiBHSAHO 3 MallieHTaMu, SIKi TpuiiMany npemnapart y go3i 20 mr
Ha 106y (0,1 % mpotu 0,02 %, BimmoBigHO).

Yacmoma Hesidoma: TEHOWHOIIATIS, iHOAI YCKIamHeHa po3puBoM, IOHM**,

** [Tyxke pigko crocTtepiranucs Bunagku IOHM, ayToiMmyHHOI MiomaTil mmif 9ac abo micis miKyBaHHS
cratuHamu. IOHM KITiHIYHO XapaKTepPU3YETHCSA CTiMKO0 C1a0KiCTI0 TPOKCUMaIbHUX M's13iB i
IiIBUINEHHSIM PiBHS KPeaTHUHKIHA3XW B CHUPOBATII, SKi He 3HUKAIOTh, He3BaXKalo4Yy Ha IPUINHEHHS
IPUNOMY CTaTUHIB, 03HaKaMU HEKPOTHYHOI MiomaTil Ha Oiormcii M'g3iB 6e3 3HAUHOT0 3amnaneHHs,
TIOJIIMIIIEHHSIM IIPU 3aCTOCYBaHHI iMyHOmenmpecuBHUX 3aco0iB (guB. po3min «Oco6auBOCTI
3acToCcyBaHHS. Mionarisi/pabmomioiz»).

3 00Ky penpOOYKTHUBHOI CUCTEMH Ta MOIOYHHUX 3a703. Jacmoma Hegidoma: epeKTuIbHa
IUCHYHKIIS.

3arabHi IOPYIIEHHS Ta NOPYIIeHHS YMOB OpuioMy. Pi0Ko: acTeHis. 3pigKa MOBiIOMIISIN IIPO
CHH[IPOM ITiIBUIIIEHO] YYTJIMBOCTI, SKUM BKJIIOYAB INEesKi 3 TAKUX MTPOSBiB: aHTiIOHEBPOTUYHUM HAOPSIK,
BOBYAKOMOAIOHUY CUHAPOM, peBMaTUYHA OJiMianrisi, HepMaTOMiO3UT, BaCKYJiT, TPOMOOIUTOIIEHis,
eo3uHo(pinis, migpumena IIOE, apTpuT Ta apTpairisi, KpOIUB THKA, CBITIIOYYTIUBICTh, TapsIyKa,
IIPUIIIUBY, OUCITHOE Ta CIa0KiCTh.

3a gocmimxeHHAMU. PiOko: MiABUIEHHS PiBHS CHPOBAaTKOBUX TpaHCaMiHa3
(amaniHaMmiHOTpaHCcdepasy, acrapTaTaMiHoTpaHcdepas3u i raMMa-TII0TaMiITPpaHCIenTyuaa3u) (OuB.
po3minu «Ocob6IUBOCTI 3aCTOCYBaHHS», «BIIIMB Ha MEeYiHKY»); MiABUILEHHS PiBHS TyxKHOI pochaTasu;
IiABUINEHHS PiBHS CUPOBATKOBOI KpeaTHHKiHA3M (OuB. po3in «Oco0IMBOCTI 3aCTOCYBaHHSI»).

[Tpu npuiioMi CTaTHHIB, BKIIOYalOYX CUMBACTaTHH, IOBigoMsany npo nigsuineHHs HbAlc Ta piBusg
TJIIOKO3U CHPOBATKU B CTaHi HaTIIE.

Y mpolieci moCTMapKeTUHTOBOTO Nepiony 3piaka Oynu MOBifOMIIeHHS IIPO MOPYIIeHHS KOTHiTUBHOI
GbyHKLil (HanpuKiaz, BTpaTa naM’siTi, 3a0ygbKyBaTiCTh, IOPYIIEHHS I1aM’gTi, CIIIyTaHiCTh
CBiIOMOCTI), IIOB’s13aHi i3 3aCTOCYBaHHSIM CTAaTHHIB, BKIOYal0O4y CUMBACTaTUH. Y LiJIOMY BUIIagKU
Oy HETSIXKKMMU Ta 000POTHUMH ITiCIIS IPUIIMHEHHS TPUHOMY CTATHHY; Yac [0 I0YaTKY MOSBU
CUMIITOMIB (Biff 1 OHS 0 POKiB) Ta 3HUKHEHHS CUMIITOMIB (Y cepeqHbOMY 3 THXKHi) OYB pisHUM.

[Tpu mpuiiomi JesIKUX CTATHHIB ITOBIMOMJISIIM IIPO TaKi JOJATKOBI m0OiYHi peakiiii: po3naau CHY,
BKJ/IIOHAIOYH HiYHI JKaX4; CTaTeBa OUCHYHKIIiS; IyKPOBUil fiabeT: 4acTOTa MOSBY 3ajiexkaTUMe Bif
HasIBHOCTI a0 BiicyTHOCTi paKTOpiB pU3UKY (PiBEHb I'JIIOKO3K KPOBi HaTIe = 5,6 MMOJIB/J, iHOEKC
Macy Tina >30 Kr/M’, IiBUILEHUI piBeHb TPUTTIiIePHAIB, apTepiaabHa rinepTeHsis B aHaMHe31).
ity Ta mimmiTku (BikoM 10-17 pokiB)

Y nportieci 48-TUKHEBOT0 OOCITIIXKEHHS 3a y4acTIO AiTel Ta MiAJiTKiB (xJIonyuKy BikoBol crafil 11 3a
TaHHepoM Ta BUllle Ta AiBYaTa, B IKUX OOUH PIK HaABHUU MEHCTpyajbHUM 1uK) BikoM 10-17 pokis
i3 reTepo3uroTHO ciMeitHOIO rinepinigemieto (n=175) npodins 6e3neku Ta IEPEHOCUMOCTI Y
NallieHTIB, SIKi IpUiManyu CUMBAacTaTHH, OyB 3arajoM MOmiOHKY OO TAKOIO y MAlli€HTiB, SKi mpuimManu
nnane6o. [oBroTpuBanuii BIIUB Ha pisuuHmMM, pO3yMOBHIi Ta CTAaTEBHUY PO3BUTOK HeBimoMui. Hemae
IOCTaTHBOI KiTbKOCTi MAaHUX IIiC/ISI OMHOT0 POKY JIiKyBaHHS (IUB. po3pinu «Crocib 3acTocyBaHHS Ta
no3u» Ta «Oco0IUBOCTI 3aCTOCYBAHHS»).

TepMmin npupatHOCTI. 3 poKu. He MOXKHa 3aCTOCOBYBATH IIpenapar Miciisd 3aKiHYeHHS TEPMiHYy



HpI/IJZ[aTHOCTi, 3d3HA4Y€HOr'o Ha yTIaKOBLIi.

YmMmoBu 36epiranss. 36epiraTy B OpuriHanabHilM yraKoBli Ipu TeMmnepatypi He Buie 25 °C. 36epiratu
y HEJOCTYIIHOMY [JId AiTeu MiCIii.

YnakoBka. Tabnetku Ne 10x3 y GmicTepax y KopoOiri.

KaTteropis Biamycky. 3a pelnenToM.

BupoO6uuk. ToBapucTBO 3 00MeKeHO0 BimmoBiganpHicTI0 «PapMalieBTUYHa KOMIIaHis «300pOB’sI».

ToBapucTBo 3 00MexkeHoI0 BinmoBiganbHicTio «ODAPMEKC I'PYII».

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca Miclisi MpoBaIXKeHHsI HOro TisibHOCTi. YKpaiHa,
61013, XapkiBcbka 0011., MicTo XapkiB, Bynuils [lleBueHka, 6ynIuHOK 22.

(Tosapucmaeo 3 obMmedceHo 8ionosidaavHicmio «®@apmau,esmuyHa KoMnaHis «30o0poe’s»)
Yxkpaina, 08301, KuiBcrka 0671., MicTo Bopucnins, Bynuis [lleByenka, 6yaurox 100.

(Tosapucmeo 3 obmedceHow gionosidansvHicmio «PAPMEKC I'PYIT»)



